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Masa 1. OBLUME NMOJTIOXEHUA
CtaTtbs 1. lNpeameT perynupoBaHus Hactosiwero deaepanbHOro 3aKoHa

1. Hacroawmin ®enepanbHbil 3aKOH perynupyet OTHOLLEHMS, BO3HMKaloWMe B CBSA3M C OOpallieHneMm -
paspaboTkon, JOKITMHUYECKUMU nccrnegoBaHnsaMu, KIMMHUYECKNMIN uccrnegoBaHnsaMN, 3KCNepTn3on,
rocyadapCTBEHHOW perucTpaumen, cO CcTaHgapTu3aumen ©n C  KOHTponem  KayecTBa, MPOM3BOACTBOM,
N3roTOBMEHNEM, XpaHeHWeM, nepeBo3kon, BBO3OM B Poccunckyio degepauuio, BbIBO30OM U3 Poccumnckon
depnepaummn, peknamomn, OTMYCKOM, peanusaumein, nepepadven, NpUMEHEHWEM, YHUUTOXEHUEM IeKapCTBEHHbIX
cpencTs.

(B peqg. PepepanbHoro 3akoHa oT 06.12.2011 N 409-d3)

2. Hactoswuin ®depepanbHbIi 3aKOH yCTaHaBNMBaeT MPUOPUTET roCyapCTBEHHOro perynupoBaHus
6e3onacHocTn, kavyecTBa U 3 PEKTMBHOCTUN NIEKAPCTBEHHbLIX CPEACTB MPU X OOpaLLeHUN.
(B peqa. ®epepanbHoro 3akoHa ot 25.06.2012 N 93-03)

CtaTtbs 2. Cchepa npumeHeHust HacTosiero ®eagepanbHOro 3aKkoHa

Hactodawun ®egepanbHbll 3aKOH MNPUMEHSETCH K  OTHOLUEHWSIM, BO3HMKaOWUM npy  obpaleHnm
NEeKapCTBEHHbIX CpeacTB Ha TeppuTopun Poccuiickon ®epepaumu.

CraTtbsa 3. 3akoHopaTenbCTBO 06 O6GpalleHMM JNleKapCTBeHHbIX CPeacTB
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1. 3akoHogaTenbcTBO 06 obpallleHUM nekapcTBEeHHbIX CPEeACcTB COCTOUT U3 HacTosllero deneparnbHoOro
3aKoHa, Apyrux pefeparnbHbIX 3aKOHOB U UHBIX HOPMAaTUBHbIX NPaBoBbIX akToB Poccuiickon denepauuu.

1.1. 3akoHopaTenbcTBO 00 OOpalleHUM NEeKapCTBEHHLIX CPEACTB B OTHOLIEHUW HOPUAMYECKUX UL, W
WHOuBMAYyanbHbIX MpeanpuUHUMaTENen, OCYLLEeCTBNSALWMX OedTeNbHOCTb Ha Tepputopum MeXOyHapoOHOoro
MEeOULUMHCKOrO Kractepa, NPUMEHSETCS C Yy4eTOM OCOOEHHOCTEN, YCTaHOBNEHHbIX PenepanbHbiM 3akoHoM "O
MEeXAYHapOAHOM MeAMLMHCKOM KnacTepe W BHECEHUW WU3MEHeHW B OoTAeNbHble 3akoHoAaTellbHble aKThbl
Poccuiickon depepaummn”.

(vactb 1.1 BBeaeHa denepanbHbiM 3akoHoM OoT 29.06.2015 N 160-93)

2. [HenictBne HacTtosiero ®denepanbHOro 3akoHa pacnpocTpaHsieTcsl Ha obpalleHne HapKoTUYeCKMX
NEKAPCTBEHHLIX CPEACTB WM MCUXOTPOMHbLIX JIEKAPCTBEHHbLIX CPEACTB C Yy4ETOM OCOBGEHHOCTEN, YCTaHOBMEHHbIX
3akoHodaTenbCcTBoM Poccuickon ®dedepaumm 0 HapKOTUHMECKUX CPeAcTBax, MCUXOTPOMHbIX BeLLeCcTBax M 00 uMx
npekypcopax.

3. Hencteune HacToslLLEero depnepanbHoro 3aKoHa pacnpocTpaHsieTcs Ha obpauieHne
pagnodapmaLleBTUYECKUX  NeKapCTBEHHbIX cpeacTs C  y4yeToM ocobeHHocTen, YCTaHOBMEHHbIX
3akoHodaTenbcTBoM Poccuinckon ®egepaumm B obnacti obecneyeHmsi paguaumoHHon 6e30nacHOCTM.

4. Ecnn mexayHapodHbiM aoroBopom Poccunckon depgepaumm yCTaHOBMNEHbl WHble MNpaBurna, 4eMm Te,
KOTOpble MpeaycMOTpeHbl HacToswmMm ®deaepanbHbIM - 3aKOHOM, MPUMEHSIOTCA nNpaBuna  MeXxayHapogHoro
porosopa.

4.1. PelleHna MeXrocyaapCTBEHHbIX OpPraHoB, MPUHATbIE HA OCHOBAHWM MOMOXEHUN MeXAyHapOOHbIX
norosopoB Poccuiickon ®efepauumn B nx MCTONKOBaHUK, NpoTuBopeyallem KoHcTuTtyumm Poccunckon ®egepauinn,
He mognexat ucrnonHeHuto B Poccuickon Pepepaummn. Takoe NpoTBopeyne MoXeT ObiTb YCTaHOBIIEHO B NOpsiake
, onpegeneHHom drefepanbHbIM KOHCTUTYLIMOHHBIM 3aKOHOM.

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

5. B Poccuiickon denepauumn B cOOTBETCTBUMM C MeXAyHapoaHbIMK aoroBopamu Poccuiickon ®epepauun n
(vnn) Ha ocHoBe NpUHUUMNA B3aUMHOCTM MPU3HAKOTCH pe3ynbTaTbl KIMUHUYECKUX UCCREOOBaHUA NeKapCTBEHHbIX
npenapaToB ANg MeaULUHCKOro NpUMeEHEHUs, MpoBeAeHHbIX 3a npeaenamu Tepputopun Poccunckon ®enepaumu.

CraTtbs 4. OCHOBHbIE NMOHATUSA, ucnosrb3yemMbie B HaACTosiLLiEM dJep,epaanOM 3aKOHe

Ons uenen HacTosLlero PenepanbHOro 3akoHa UCMONb3YHTCS CrieayoLle OCHOBHbIE NMOHATUS:

1) nekapcTBEHHble CpeacTBa - BeLEecTBa WM MX KOMOMHauUMKM, BCTynawolMe B KOHTaKT C OpraHvW3MoMm
YerioBeKa M XMBOTHOTO, MPOHUKAIOLLME B OpraHbl, TKaHX OpraHu3Ma 4YerioBeka Wiu XMBOTHOIO, NpUMEHsIEMbIe
Ans NpoddUnakTUKK, OWArHOCTUKM (3a WUCKMIOYEHWEeM BELLEeCTB WU UX KOMOWHaUuiAi, HEe KOHTaKTUPYKOLLMX C
OpPraHM3MOM YerioBeKka WM  KMBOTHOrO), JleyeHusi 3abonieBaHusi, peadbunuTaumu, Ans  COXpaHeHwus,
NpedoTBpaLLEHUst UK NpepbiBaHUs 6epeMeHHOCTU U NOMyYeHHbIe U3 KPOBU, Mia3Mbl KPOBU, U3 OPraHoB, TKaHew
opraHuaMa 4erioBeka WM >KMBOTHOrO, pacTeHWid, MUHeparioB MeTodamMy CUHTe3a WM C MNpUMeHeHueMm
Guonoruyecknx TexHonornin. K nekapcTBeHHbIM CpedcTBaM OTHOCATCA dapmaleBTudeckme cybctaHumm wu
nekapcTBeHHble npenaparThbl;

2) dapmaueBTMyeckaa cybCcTaHuMs - JeKapCTBEHHOE CpeAcTBO B BUAE OAHOrO WM HECKONbKUX
obnapatoLwmx apMakornormieckon akTUBHOCTBI [OEWCTBYIOLUMX BELLECTB BHE 3aBMCMMOCTM OT MpUpOAbI
NPOUCXOXAEHUSA, KOTOpOoe MpefHasHa4YeHo ANA Mpou3BOACTBA, U3rOTOBIIEHUA JEKapCTBEHHbIX MpenapatoB WU
onpegenseT nx aeKTUBHOCTb;

(n. 2 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) BCnomoraTtesibHble BellectBa - BellecTBa HeopraHM4eckoro wunnm opraHn4yeckoro nponucxoXxaeHus,
ncnofb3dyemMmble B TnMpouecce nponm3BoAcTBa, MU3roTOBIEHUA JEeKapCTBEHHbIX MpenapatoB And npuaaHna MM
HeobxoaMMbIX (bI/I3I/IKO-XMMW—IeCKI/IX CBOWCTB;

4) nekapcTBeHHble MpenapaTbl - NeKapCTBEHHbIE CPEACTBa B BUAE NEKAPCTBEHHbLIX hOpM, NMPUMEHsieMble
ONa NpoduUnakTUKK, OUarHOCTUKKW, nedeHus 3aboneBaHus, peabunuTauun, AN coXpaHeHus, npeaoTepalleHus
Unu nNpepbiBaHNa 6epeMeHHOCTH;

5) nekapcTBeHHas cpopma - COCTOSIHME JleKapCTBEHHOro nperaparta, COOTBETCTByloWee crocobam ero
BBEAEHUS 1 NpUMEHEHUs 1 obecnednBatoLLee AOCTMKEeHNEe HeoBXoaNMOro fevebHoro adhdekTa;

5.1) goavpoBka - cofepXaHMe OOHOTO WM HECKONbKUX AeNCTBYIOLMX BELLeCTB B KONMUYECTBEHHOM
BbIPaXXEHUN HA eguHULY 003bl, UMW eauHuly obbema, UnM eauHULy MaccCbl B COOTBETCTBUM C NeKapCTBEHHOI
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dopmon nNnbo AN HEKOTOPbLIX BUAOB FEKapCTBEHHbIX hOPM KONMYECTBO BbICBOOOXAAEMOro U3 NeKkapCTBEHHOM
hbopMbl ENCTBYIOLLIErO BellleCcTBa 3a e4MHULY BPEMEHN;
(n. 5.1 BBeaeH PepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03)

6) nepeyeHb XW3HEHHO HEOOXOAUMBIX W BaXXHEWMLIMX JIEKAaPCTBEHHbIX MpPeEnapaTtoB - YTBEpXOaeMbli
MpaButenbctBom Poccuiickon ®Pegepauum nepeyveHb JeKapCTBEHHbLIX MpenapaTtoB  Ans  MeOULUHCKOro
NpMMeHeHus, obecneuynBalroLLMX NPUOPUTETHbIE MNOTPEOHOCTM 34paBOOXPaAHEHUST B LENsiX NpoUNakTUkM u
neyeHus 3aboneBaHuin, B TOM Yncre npeobnagarowmnx B CTpykType 3abonesaemoctu B Poccuiickon ®egepaunu;
(B peqa. ®epepanbHoro 3akoHa oT 13.07.2020 N 206-93)

6.1) opdaHHble nekapcTBeHHble MpenapaTbl - JIeKapCTBEHHbIe MpenapaTtbl, MpegHasHaYeHHble
UCKINIOYUTENBHO A8 OMarHoCTUKM WNU NaTOreHeTUYECKoro redeHust (NeveHus, HanpaBfieHHOro Ha MeXaHW3Mm
pa3BuTKs 3aboneBaHusl) peakux (opdaHHbIX) 3abonesaHui;

(n. 6.1 BBeaeH PepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03)

6.2) Guonornyeckme nekapcTBEHHbIE NpenapaTbl - JIEKApCTBEHHbIE Mpenapartbl, AEACTBYOLLEE BELLECTBO
KOTOPbIX MPOM3BEOEHO MW BblAENEHO U3 BMOMNOrMYeckoro MCTOYHMKA U AN onpegerieHns CBOMCTB M KavecTBa
KOTOpbIX Heobxoauma KOMOMHAUMSA OWONOrMYyeckMx U U3MKo-XMmudecknx metogoB. K Guonormyecknm
NeKapCcTBEHHLIM MpenapaTtaM OTHOCATCS MMMYHOOMONOrMYeCKMEe FeKapCTBEHHbIE MpenapaThbl, feKapCTBEHHbIE
npenapaTtbl, NOMy4YeHHbIE U3 KPOBW, MMasmbl KPOBU YeroBeka WM XUBOTHbIX (3@ UCKNIOYEHUMEM LIENbHOW KPOBU),
OMOTEXHONOrMYEecKMe NekapcTBEHHbIE NpenapaTbl, reHoTepaneBTUYECKMEe NekapCTBEHHbIE Npenaparhbl;

(n. 6.2 BBeaeH PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

7) MMMYHOOMONOrM4YecKne IekapCTBEHHbIE NMpenapatbl - JIeKapCTBEHHbIE NpenapaTbl, NpegHa3Ha4YeHHble
Ons popMUPOBaHNST aKTUBHOMO WM MACCUBHOIO MMMyHUTETA NGO AMArHOCTUKM HanmuumMs UMMyHUTETa WU
ONarHoCTUKN cneunduyeckoro NpobpeTeEHHOr0 M3MEHEHUS MMMYHOSIOMYECKOrO OTBETA Ha ansneprusupytowme
BewecTtBa. K MMMyHOOMONOrMYeCckMM NEeKapCTBEHHbLIM NpenapaTtamM OTHOCATCS BaKLWHbI, aHAaTOKCUHbI, TOKCUHbI,
CbIBOPOTKMN, UMMYHOITIO0YMHbI U annepretsb;
(n. 7 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7.1) OuoTexHonormyeckme rekapCTBEHHbIE NpenapaTtbl - JekapCTBEHHblE Npenaparbl, NPOM3BOACTBO
KOTOPbIX OCYLLECTBISAETCA C WCMOMb30BaHMEM OWOTEXHOMOIMYECKMX MNPOLECCOB M MeTodoB (B TOM 4ucne
OHK-pekomMOUHaHTHOM TEXHONOMMU, TEXHOIOTMM KOHTPONMPYEMOWN SKCNPECCUN TEHOB, KOAUPYHOLLNX OMONOrMyecKm
aKTMBHble Oenkn B NMpokapuoTax U aykapuoTtax, BKIOYas U3MEHEHHbIE KMNETKU MIEeKOMnuTaloLWwmx), rmopuaomMHoro
MeToda M MeTofa MOHOKITOHAamNbHbIX aHTUTEN;

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

7.2) reHoTepaneBTMYECKNE NeKapCTBEHHbIe npenapaTbl - flekapCcTBEHHbIE npenapatbl, apmMalesTuyeckas
cybCcTaHuus KOTOpbIX SIBNSAETCA PEKOMOVMHAHTHOW HYKIEMHOBOW KMCNOTON UMK BKIOYaeT B cebs pEKOMOUHAHTHYHO
HYKINEWHOBYIO KMUCMOTY, MO3BOMSIOLWYI0 OCYLLECTBMATL PerynvpoBaHue, penapauuio, 3ameHy, nobaeneHue unm
yOaneHue reHeTuyecKkon nocneaoBaTernbHOCTY;

(n. 7.2 BBeaeH PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

8) HapkoTMyeckue nekapcTBEHHble cpeacTBa - NeKapCTBeHHble npenapaTtbl W papmaueBTudeckmne
cybcTaHuuKn, copepXalime HapKoTUYecKkMe cpeacTBa WM BKIHOYEHHble B [lepedeHb HapKOTMYECKMX CPeAcTB,
NCUXOTPOMHbIX BELLECTB U UX NMPEKYPCOPOB, Noanexallmx KoHTponio B Poccuinckon ®enepauumn, B COOTBETCTBUM C
3akoHoaatenscTBoM Poccuiickon depepauumu, mexayHapoaHbiMu goroBopamu Poccunckon ®epepauuun, B ToM
ymcne EanHon KoHBEHLUMEN O HapKOTUYeCKux cpeacrteax 1961 roaa;

9) nCcuXOTpOMHble NeKapCTBEHHble CpeAcTBa - JleKapCTBeHHble npenapatbl U hapmaueBTudeckue
cybcTaHuun, copepkaline NCUXOTPOMHblE BELLECTBA W BKOYEHHble B [lepeyeHb HapKOTUYECKUX CPEACTB,
NCUXOTPOMHbIX BELLECTB U UX NMPEKYPCOPOB, Noanexallmx KoHTponio B Poccuinckon ®enepauumn, B COOTBETCTBUM C
3akoHoaatenscTBoM Poccuiickon depepauumu, mexagyHapoaHbiMu goroBopamu Poccunckon ®epepauuun, B ToM
yncne KoHBeHLUMen o NcnxoTpornHbix BellecTBax 1971 roaa;

10) pagnodapmaLeBTUHECKME NEKAPCTBEHHbIE CPEACTBA - NIeKapCTBEHHbIE CPEACTBA, KOTOpble cogepXaT B
roTOBOM Ansl WUCMONb30BaHMS OpMEe OAMH PagMOHYKNNG WU HECKONbKO PagVOHYKNMAOB (paguoakTUBHBLIX
N30TOMOB);

10.1) opurnHanbHbIA NEKapCTBEHHbLIN MNpenapaT - NeKapCTBEHHbIN npenapaT C HOBbIM [AEUCTBYIOLLMM
BELLEeCTBOM, KOTOPbIV NepBbIM 3apernctpupoBaH B Poccunckon degepaLmm nnm B MHOCTPaHHbIX rocyapcTBax Ha
OCHOBaHUWN pe3yrnbTaToB AOKMMHUYECKUX UCCNEOBaHMN NeKapCTBEHHbIX CPeaCTB M KIMMHUYECKUX UccneaoBaHum
nekapcTBEHHbIX NpenapaToB, NOATBEPXAAOLNX ero Ka4ecTBo, 3h(PEeKTMBHOCTb 1 6e30MacHOCTb;

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

11) pedepeHTHbI NekapCTBEHHbIM npenapaTt - NekapCTBEHHbIN MpenapaT, KOTOpbIA UCnonb3yeTca And
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OLEHKM OMOIKBMBANEHTHOCTM UMM TepaneBTUYECKOW 3KBUBANEHTHOCTM, KayecTBa, 9dd(EKTUBHOCTM U
6e30onacHOCTM BOCNPOM3BEAEHHOrO0 NlekapCTBEHHOro npenapata unu  6GuoaHanorosoro  (6nonogoGHOro)
nekapcTBeHHoro npenaparta (buoaHanora). B kayecTBe pedhepeHTHOro nekapcTBEHHOro npenaparta Ans
MEeOMLMHCKOTO MPUMEHEHUS NCMONb3yeTCs OPUrMHanbHbIA NeKapCTBEHHbIV npenapaT nnbo, ecnv opurnHanbHbIV
NEeKapCTBEHHbIM NpenapaT He 3apermcTpupoBaH Unu He Haxoautca B obopoTte B Poccunckon degepaumm m He
HaxoauTca B 00OOpOTE B MHOCTPAHHbIX FOCYyAapCTBax, BOCMPOM3BEAEHHbIN NEKapCTBEHHbIM MnpenapaTt wunm
OGuoaHanoroBbIn (6uonoaobHbIN) NekapCTBEHHbIN npenapaT (buoaHanor), KOTopbI NEPBbIM 3aperncTpupoBaH 13
yncna Haxogswmxca B obopote B Poccuinickon Pepepaumun, OGUMO3KBMBANEHTHOCTb WNM  TepaneBTUYecKas
9KBMBANEHTHOCTb, KayecTBO, 3PdeKTMBHOCTE M 6e30NacHOCTb KOTOPOrO OLEHMBANMCb MO OTHOLUEHMIO K
OpUrMHanbHOMY FEeKapCTBEHHOMY MpenapaTy, a Takke KayecTBO, 3(pdeKTMBHOCTbL M 6e3onacHOCTb KOTOPOro
noaTBepXaalTcsa pesynbTaTamu apmakoHaas3opa WM MPOBEpPOK COOTBETCTBUS NEKapCTBEHHbIX CPeacTs,
HaxoAsILLMXCA B rpaXkgaHcKoM obopoTe, yCTaHOBMEHHbIM TpeboBaHMAM K UX kavecTBy. B kavecTBe pedepeHTHOro
neKkapCcTBEHHOro npenapara Ans BEeTepuMHapHOro MpPUMEHEHUS WCMNOMb3YeTCsl NeKapCTBEHHbIM npenapat And
BETEPUHAPHOro MNpPUMEHEHUS, 3aperncTpmpoBaHHbii B Poccuiickon ®depepaumm Ha OCHOBaHWUM pe3ynbTaToB
OOKITMHNYECKUX WCCNeaoBaHUA eKapCTBEHHbIX CPeacTB W KIMHUYECKMX WCCRefOBaHUM  NeKapCTBEHHbIX
npenapaToB, NOATBEPXAALLUNX ero KayecTBo, apHeKTMBHOCTb U 6Ge30MacHOCTb;

(n. 11 B pea. PenepansHoro 3akoHa oT 27.12.2019 N 475-93)

12) BocCnpou3BedeHHbIN NEeKapCTBEHHbIA nNpenapaTt - feKkapcTBeHHbIM npenapaTr Ans MeauLMHCKOro
NPUMEHEHUS, KOTOPbIA UMEET 3KBMBANEHTHbIN pedepeHTHOMY NneKkapCTBEHHOMY npenapaTy Ka4eCTBEHHbIN COCTaB
N KONMYECTBEHHBbIA COCTaB [OENCTBYIOLIMX BELWECTB B 3SKBMBAJIEHTHOW IleKapCTBEHHOW dopmMme, Inbo
nekapcTBEHHbLIM MNpenapaT Ans BeTEPUHAPHOrO MPUMEHEHUS, KOTOPbIN MMeeT TakuMe Xe, YTo U pedepeHTHbIN
neKapcTBEHHbLIN NpenapaT, Ka4yeCcTBEHHbIN COCTaB U KONMYECTBEHHbIM COCTaB AENCTBYIOLWNX BELECTB B TaKOMW Xe
neKkapcTBeHHon  dopme,  OMO3KBMBANEHTHOCTb WM TepaneBTUYECKas  3KBMBANEHTHOCTb  KOTOPbIX
COOTBETCTBYHOLLEMY  pedepeHTHOMY FfeKapCTBEHHOMY npenapaTty noATBepXAeHa  COOTBETCTBYHOLLMMMU
nuccrnegoBaHUsaMu;

(n. 12 B pen. ®egepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.1) TepaneBTMYeCKas OSKBMBASIEHTHOCTb JIE€KAPCTBEHHbLIX MpenapaToB - [OOCTMKEHWE KITMHUYECKM
COMOCTaBUMbIX TepaneBTnyeckoro acpdekra u nokasatenen ahppekTMBHOCTU U 6E30MAaCHOCTU NPU MPUMEHEHUN
NeKkapcTBEHHbIX  MpenapaTtoB  ANS  MEAMUMHCKOrO  MPUMEHEHWsl, MMEKLWMX OZHO  MeXayHapogHoe
HenaTeHTOBaHHOE (MUNN XMMMUYECKOe, MU TPYNNMpPOBOYHOE) HAaMMEHOBaHWE, B 9KBMBANEHTHbIX A03MpOBKax Mo
OfHUM M TEeM Xe NoKa3aHusaM K NPUMEHEHWI0 N MPU OAMHAKOBOM crocobe BBEAEHWS y OOHOW M TON Xe rpynnbl
OonbHbIX;

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

12.2) ©OwnoaHanoroBbii (OMonNogoOHbLIN) NekapCTBEHHbIM npenapaTt  (OuoaHamnor) - ©Guonornyeckui
NEeKapCTBEHHbIV NpenapaT, CXOXWI Mo napameTpam kadecTBa, 3PdEKTUBHOCTU N 6e30nacHOCTU C pedepeHTHbIM
OMOMOrMYecKMM reKkapCcTBEHHLIM MPEenapaTtoMm B TaKOW XXe JeKapCTBEHHOW (hopMe UM UMEHLMA MOEHTUYHBIN
crnocob BBeaeHUS;

(n. 12.2 BBeaeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

12.3) B3anMoO3aMeHsiEMbIA JIEKAPCTBEHHbIA Mpenapat - JIEKapCTBEHHbIA Mpenapar C  [OoKa3aHHOW
TepaneBTUYECKON IKBMBANEHTHOCTbIO UMM BUO3KBUBANEHTHOCTBIO B OTHOLLEHUM pedepeHTHOro NeKapCTBEHHOIro
npenapaTa, MMeLWUn IKBUBASIEHTHbIE €My KayeCTBEHHbIA COCTaB W KOMMYECTBEHHbLIA COCTaB OEWCTBYHOLLMX
BELLECTB, COCTaB BCMOMOraTerbHbIX BELLECTB, eKapCcTBeHHYo hopMy 1 cnocob BBeaeHUS;

(n. 12.3 BBeaeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

12.4) OMO3KBMBANEHTHOCTb JIEKAPCTBEHHbIX MpenapaTtoB - [OOCTWXKEHME COMOCTaBUMLIX MOKasaTenemn
CKOpPOCTW BCacCbIBaHUS, CTEMNEHM NOCTYMNSIEHMS K MeCTy AeNCTBUS U CKOPOCTU BblBEOEHMS O4HOrO UM HECKONbKNX
obnagatowmx ¢apMakoslorM4yeckon akTMBHOCTBI [OENCTBYHOLMX BELLECTB MpU MPUMEHEHUN NEeKapCTBEHHbIX
npenapaToB [Ansi MEeOUUMHCKOTO TMPUMEHEHUS, MMEILWMX OOHO MEeXOYHapooHOe HenaTeHTOBaHHOe (Mnu
XUMUYECKOE, UMK TPYNNMPOBOYHOE) HAaMMEHOBaHWE, B 3KBMBANIEHTHbIX LO3UPOBKax U Npu OOMHAKOBOM crnocobe
BBeAeHUs;

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

13) nekapCTBEHHOE pacCTUTENBHOE Cbipbe - CBEXME WNM BbICYLUEHHbIE pacTeHuss NMbo WX 4vacTw,
ncnonb3yemble A NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB OpraHM3aumsMy - MPOU3BOAUTENSAMU JNIEKAPCTBEHHbIX
CPEACTB WM U3FOTOBIEHMSI JIEKAPCTBEHHBLIX MpenapaTtoB  anTeYHbIMUM  OpraHuM3auusiMi, BeTEepPUHAPHbIMUI
anTeyHblMM  OpraHu3auusMu,  MHOUBMAYaNbHbIMW  MNPeAnpuHUMATENs MK,  UMEKLWMMM  JIMLEH3UO  Ha
hapMaLeBTMYECKYIO OEATENBHOCTD;

14) nekapCTBEHHbIA pPacTUTENbHbIA MpenapaT - JeKapCTBEHHbLIN npenapart, MPOM3BEAEHHbIA WUn
W3roTOBMEHHbIA N3 OAHOr0 BMAa NEKapCTBEHHOrO PacTUTENbHOMO CbIpbs UMM HECKOSIbKMX BMAOB TaKOro Cbipbsl U
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peanuayembii B pachacoBaHHOM Buae BO BTOPUYHOW (MOTPEOUTENBCKON) YNaKOBKE;

15) romeonaTudecku nekapCTBEHHbI npenapaT - NeKapCTBEHHbI npenapaT, Mpou3BeAeHHbINn Unn
N3roTOBMEHHLIN M3 dapMaleBTUieckon cybcTaHuum unn dapmMaueBTM4eckux cybcTaHuMin B COOTBETCTBUM C
TpeboBaHNsAMM 0OWKMX hapmakonenmHbIX cTaTe’ K romMeonaTU4eckMM JIeKapCTBEHHbIM npenapaTtam WM B
COOTBETCTBMU C TpeboBaHMAMN hapmakoneun cTpaHbl MPOU3BOAUTENSI TAKOrO IEKAPCTBEHHOMO Npenapara;

(n. 15 B pen. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

16) mMexagyHapogHoe HenaTeHTOBaHHOE HauWMEHOBAHWE JIeKApPCTBEHHOrO CpPEACTBa - HavMMEHOBaHME
OENCTBYIOLLEro BellecTBa apMaLeBTUYECKON CcyOCcTaHUMKM, peKkoMeHOoBaHHoe BceMupHoW opraHu3aumnen
30PaBOOXpPaHEHUA;

(B peqa. ®eapepanbHoro 3akoHa oT 22.12.2014 N 429-03)

17) ToproBoe HaMMeHOBaHWE IEeKapCTBEHHOro cpeacTBa - HaMMEHOBaHWE NEeKapCTBEHHOro cpencTea,
NMPUCBOEHHOE €ro pas3paboTyMmkoM, AepxaTenem unM BnagenbLemM perucTpauMoHHOIro0  y4OCTOBEPEHMS
nekapcTBeHHOro npenapaTa;

(B peqg. PepepanbHoro 3akoHa oT 22.12.2014 N 429-03)

17.1) rpynnMpoBOYHOE HAMMEHOBaHWE JEKAPCTBEHHOrO Mpenaparta - HaMMeHOBaHWE JeKapCTBEHHOTO
npenapaTa, He MMEILLLEro MeXayHapoAHOro HenaTeHTOBAHHOrO HAaMMEHOBAHMS, UITM KOMOUHALIMM NEeKapCTBEHHbIX
npenapaToB, MCMOfb3yeMoe B LEensiX O00beauHeHWss Mx B rpynny nog e€auHbIM HauMeEHOBaHWEM WCXOOs U3
OAMHAaKOBOro coctaBsa AeNCTBYOLMX BELLECTB;

(n. 17.1 BBeaeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

18) obwasn dapmakoneriHasa ctaTbs - JOKYMEHT, YTBEPXXAEHHbIN YNONHOMOYEHHbIM doefeparnbHbiM OpraHoM
MCMNOMHUTENBHOW BlacT M CoAepXallmi nepeyeHb nokasaTenemn Kadyectsa U (Mnv) MeTO4OB KOHTPOIS KadecTBa
KOHKPETHOW JieKapCTBEHHOW (QOpMbl, JIEKAPCTBEHHOrO pPacTUTENBHOMO Cbipbs, OMNWCaHMs BUONOrMYEecKmX,
BMOXUMUYECKNX, MUKPOOMONOTNYECKMX, (PUIUKO-XMMNYECKNX, (PUBNYECKUX, XMMUYECKUX W APYrMxX MeTOAOoB
aHanuMsa neKkapCTBEHHOro CpPeACcTBa, a Takke TpeboBaHUS K UCMOMb3yeMbIM B LENSX NPOBEAEHMST LaHHOro
aHanusa peakTvBaM, TUTPOBaHHbLIM pacTBOpaM, MHAUKaToOpam;

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

19) dapmakonenHas cratbd - [LOKYMEHT, YTBEPXXOEHHbIA YMNONMHOMOYEHHbIM dhbeaepanbHbiM  OpraHoM
MCMOMHUTENBbHOW BRacTy M cogepXaluin nepeyeHb MnokasaTenen kavyectBa M METOAOB KOHTPOSS KadecTBa
neKkapcTBEHHOro CpeacTBa;

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

19.1) ctaHgapTHble o6pasubl - BeLeCcTBa, MOCPEACTBOM CPaBHEHMSI C KOTOPbIMU OCYLLECTBNSAETCHA KOHTPOIb
KayecTBa UccrnegyeMblX NeKapCTBEHHbIX CPEeACTB C MOMOLLbIO (PUINKO-XMMUYECKMX N BUONOrM4ecknx MeTodos B
uensax MNOATBEPXAEHUS COOTBETCTBUSA JIEKapCTBEHHbIX CpeAcTB TpeboBaHUSIM HOPMaTUBHOW [OKyMEHTauuw,
YCTaHOBIEHHbIM NPW OCYLLECTBIEHUN rOCYAapCTBEHHOW pPerncTpauun, u KoTopble NPUMEHSIOTCS A58 KannubpoBKu
CTaHOapTHbIX 0Opas3LoB NPOM3BOAUTENS NEKAPCTBEHHLIX CPEACTB, UCMOMb3yeMbIX Afst KOHTPOMSA KAa4YecTBa U UHbIX
uenew npy obpalleHnn nekapCTBEHHbIX CPEACTB;

(n. 19.1 BBeaeH ®enepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

19.2) cdbapmakonenHbIn CTaHa4apTHBIM obpaseL - CTaHAapTHLIN obpaseL, NPOM3BeAEHHbI B COOTBETCTBUN C
drapmakonenHom ctTaTben;
(n. 19.2 BBegeH ®enepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

20) HopmaTuBHas OOKyMeHTauusi - JOKYMEHT, coAepaliuii nepeyveHb OonpeaernsieMbix Mo pesynbTatam
COOTBETCTBYHOLLUX IKCNEPTM3 NoKasaTeneln kayecTBa JiekapCTBEHHOro CpeacTBa Ansl MEAMLMHCKOrO NMPUMEHEHWs,
METOZOB KOHTPOIS €ro Ka4ecTBa U YCTaHOBMEHHbIN ero Npov3BoanTENEM;

21) HOPMAaTMBHBLIA LOKYMEHT - [OKYMEHT, COoAepXalui nepeveHb ornpedensemblx Mo pesynbTatam
COOTBETCTBYIOLLUX 3KCMEPTU3 MokasaTenelr kavectBa M (MNM) METOAOB KOHTPONS KayecTBa JeKapCTBEHHOW
opMbl, onMcaHUsi GUONOTUYECKMX, BUOXMMUYECKUX, MUKPOBUONOrMYECKUX, (PUIUKO-XUMUYECKUX, (PUINYECKUX,
XMMUYECKMX U OPYTMX METOLOB aHanv3a NekapCTBEHHbIX CPEACTB A1 BETePUHAPHOro NpUMeHeHusi, TpeboBaHus K
UCMonb3yeMbiM B LEMsIX NPOBeAeHWs JaHHOTO aHanv3a peakTMBam, TUTPOBaHHbIM pacTBOpaM, MHAMKaTOpam U
YCTaHOBINEHHbI ero NponssoaunTenem;

21.1) obWMIA TEXHUYECKNIA OOKYMEHT - KOMMMEKT AOKYMEHTOB U MaTepuarnoB, COCTOALLMIA U3 HECKONbKUX
pas3genoB - AOKYMEHTaLMM agMUHUCTPATUBHOIO XapakTepa, XMMUYECKOW, hapmaLeBTUYeCcKon u Gruonornyeckom
OOKyMeHTauuu, dapMakonorM4eckon, TOKCUMKOSNOrMYECKOM [AOKYMEHTauuW, KIUHUYECKOW [OKYMeHTaumm u
npeacTaBngemMbli OOQHOBPEMEHHO C 3asdBfeHMEeM O roCyapCTBEHHOM perucrpauumn nekapcTBEHHOro npenapaTta
Ons  MeaMUMHCKOro npuUMeHeHust B ¢popmaTte, YCTaHOBNEHHOM YMOMHOMOYEHHbIM deaepanbHbiM  OpraHoM
NCMNONHNTENbHON BNacTy;

[ata nevatu: 13.06.2023 Cuctema KoHeynbTaHTl ntoc: Poccuiickoe 3akoHoaaTenscTBo (Bepcus Mpod) Jlvet 5



DdepepanbHbii 3akoH oT 12.04.2010 N 61-®3 (pea. ot 28.04.2023) "O6 obpallieHun nekapcTBEHHbIX CpeacTs”

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

22) ka4yeCTBO feKkapCTBEHHOIO CpeAcTBa - COOTBETCTBME JleKapCTBEHHOro cpeacTtBa TpeboBaHMAM
hapmakonerHon crtaTbM NMOO B Criydyae ee OTCYTCTBUSI HOPMATMBHOW [OKYMEHTaALUMM WM HOPMAaTUBHOIO
OOKYMEHTa;

23) 6e3onacHOCTb NeKapCTBEHHOMO CPeACTBa - XapaKTepuCcTUKa NeKapcTBEHHOro cpeacTea, OCHOBaHHas Ha
CpaBHUTENbLHOM aHanm3e ero aEKTUBHOCTY U pUCKa NPUYNHEHNS Bpeaa 300POBbLIO;

24) aphEeKTMBHOCTb NEKAPCTBEHHOrO Mpenapara - XapakTepuCTUKa CTEMEHM MONIOXKUTENbHOrO BIIUSHUSA
NeKkapcTBEHHOro mnpenapata Ha TeveHue, NPOJOIMKUTENBHOCTL 3aboneBaHns WM ero npegoTBpalleHue,
peabunuTaumio, Ha coxpaHeHue, NpegoTBpaLLEeHNe v NpepbiBaHne 6epemMeHHOCTH;

25) cepusi NeKapcTBEHHOrO CpeacTBa - KOMMYECTBO JEKapCTBEHHOTO CPEeACTBa, MNPOM3BEAEHHOe B
pesynbTaTe 0O4HOI0 TEXHOMOMMYECKOro LMKIa ero NpoM3BoauTenem;

26) permctpauuoHHOe YOOCTOBEpPEHMe JeKapCTBEHHOrO npenaparta - OOKYMEHT, MOATBEpXOaroLmnn dakTt
rocygapCTBEHHON perMcTpaunm ekapcTBEHHOro npenapara;

26.1) pepxatenb wnNu BRagenel perncTtpaumoHHOro YAOCTOBEPEHUS feKapCTBEHHOro mnpenapaTta -
pa3paboTunk NekapCcTBEHHOro CpeAcTBa, NPOM3BOAMTEND NEKAPCTBEHHbBIX CPEACTB UMW UHOE puandeckoe nuuo,
obragaiuiee nNpaBoM BNageHUs PerMcTpaumMoHHbIM yOOCTOBEPEHMEM, KOTOPblEe HECYT OTBETCTBEHHOCTb 3a
KayecTBO, 3hPEeKTUBHOCTb 1 6GE30MAaCHOCTb IEKAPCTBEHHOIO Npenapara;

(n. 26.1 BBeaeH ®enepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

27) perucTpaumroHHbIii HOMep - kKogoBoe 06o3Ha4YeHne, NPUCBOEHHOE reKapCTBEeHHOMY npenapaTy npuv ero
rocygapCTBEHHON perncrpauum;

28) obpalleHne nekapCTBEHHbIX CPeAcCTB - pa3paboTka, LOKNMHUYECKUE WCCNefoBaHusl, KIMHUYECKUe
nccrneoBaHus,  3KCMepTu3a, [OoCYLApCTBEHHAas perncrpauusl, CraHgapTM3auusi UM KOHTPONb — KadecTBa,
Npon3BOACTBO, U3roTOBMEHME, XpaHeHWe, nepeBo3ka, BBO3 B Poccuiickyio denepauuio, BbiIBO3 M3 Poccumnckon
depepaumm, peknama, oTnyck, peanusauums, nepegada, NpUMeHeHUe, YHUMTOXEHNE NIEKAPCTBEHHBIX CPEACTB;

(B peqg. depepanbHoro 3akoHa oT 06.12.2011 N 409-d3)

29) cybbekTbl obpalleHnss NnekapcTBeHHbLIX CPEACTB - M3nYeckne nuua, B TOM 4Yucre MHAMBUAYamnbHbIe
npeanpuHUMaTeny, U PUaMYeckMe nuua, OCYLLECTBNAILIME OeATENbHOCTb MpY OBpalleHMn NeKapCTBEHHbIX
cpencTs;

30) paspaboTuMk NnekapCTBEHHOrO CpPeAcTBa - OpraHu3auusi, obnapgarowiasi npaBaMuM Ha pesynbTaThbl
OOKINMMHNYECKUX WUCCreaoBaHUN NeKapCTBEHHOro CPeAcTBa, KIMMHUYECKUX WUCCneaoBaHUi  NeKapCTBEHHOro
npenapaTa u (Mnn) Ha TEXHOOIMIO MPOU3BOACTBA NIEKAPCTBEHHOIO CPEACTBA;

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

31) npon3BOACTBO J1eKapCTBEHHbIX CpeaCTB - OeATeNlbHOCTb MO NMpou3BOACTBY J1€KapCTBEHHbLIX CpencTB
opraHunsaunamMm - npomnssoanTernidaMmn nekapcTtBeHHbIX CpeactB Ha OOHOWN CTaguu, HECKONMbKUX UM BCEX CTaamsax
TEXHOJ1I0M’MYEeCKOro npouecca, a Takke no XxpaHeHno 1 peanm3aumm npon3BegeHHbIX NekapCTBeHHbIX CPEeACTB;

31.1) nNpoOM3BOACTBEHHAs Mrowagka - TeppuTopuanbHO OOOCOBMEHHLIN KOMMIEKC MPOU3BOANTENS
NneKapcTBEHHbLIX CPeAcTB, NpeaHasHa4vyeHHbIM ONs BbINOMHEHWUST BCEro npouecca Npou3BoACcTBa NleKapCTBEHHbIX
CpencTB UM ero onpeneneHHon ctaguu;

(n. 31.1 BBeaeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

32) npousBoauTENb IEKAPCTBEHHbLIX CPEACTB - OpraHu3auusi, OCYLLECTBMsOWAs MNPOU3BOACTBO
riekapCTBEHHbIX CPeCTB B COOTBETCTBUM C TpeboBaHNAMU HacTosiero PenepanbHOro 3akoHa;

33) dapmaueBTUUeckas [eATENbHOCTb - OEeATENbHOCTb, BKMAYawlasi B cebs OMnTOBYK TOProBrio
NEKapCTBEHHbIMW CpPeACTBaMU, WX XpaHeHWe, MNepeBo3Ky U (MnKn) pPO3HMYHYIO TOPrOBIHO JIEKAPCTBEHHLIMMU
npenapatamu, B TOM YuCNle AUCTAHUMOHHLIM CMOCOOOM, KX OTMYCK, XpPaHEeHWe, NepeBO3Ky, W3roTOBIEHUE
JIeKapCTBEHHbIX MpenapaTos;

(B peqg. ®eapepanbHoro 3akoHa oT 03.04.2020 N 105-93)

34) opraHusauusi ONTOBOW TOPrOBMW FEKAPCTBEHHbIMM CPEACTBaMU - OpraHuM3auusi, OCyLecTBrstoLas
OMTOBYIO TOPrOBMH J1€KAPCTBEHHBIMU CPeAcTBaMW, UX XpaHEHUE, NepeBO3Ky B COOTBETCTBUM C TpebGoBaHMSMU
HacTosilero dPenepanbHOro 3aKkoHa;

35) anTeyHas opraHv3auuMsi - OpraHu3auusi, CTPYKTYpHOe nofpasfesieHne MeaMLMHCKON opraHusaumu,
OCYLLECTBIAOLME PO3HMYHYIO TOPFOBMIO JIEKAPCTBEHHbIMM MpenapataMu, B TOM YuUCle AMCTaHLUMOHHBLIM
crnocobom, XpaHeHue, MepeBO3Ky, M3rOTOBMEHME M OTMYCK NEeKapCTBEHHbIX MpenapaTtoB Ans MeauMLMHCKOro
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NPUMEHeHNs1 B COOTBETCTBUKN C TpeboBaHMsIMM HacTosiero PeaepanbHOro 3akoHa;
(B peqa. PepepanbHbix 3akoHOB 0T 25.11.2013 N 317-03, ot 03.04.2020 N 105-93)

36) BeTepuHapHas anTteyHas OpraHusaumsa - opraHu3auusi, CTPYKTYpHOE MoapasferieHMe BeTepuHapHOWm
opraHusauum, OCYyLLEeCTBNAWMEe pPO3HUYHYIO TOProBMlO NeKapCTBEHHbIMM MpenapartaMmv, B TOM 4ucne
ONCTaHUNOHHBLIM CNOCOOOM, XpaHEHUE, U3rOTOBIIEHME U OTMYCK NEKAPCTBEHHbIX MpenapaToB 4SS BETEPUHAPHOrO
NPUMEHEHNsI B COOTBETCTBUKN C TpeboBaHMsIMM HacTosiero PeaepanbHOro 3akoHa;

(B peqa. PeapepanbHoro 3akoHa oT 03.04.2020 N 105-93)

37) danbcnmumMpoBaHHOE NEKapCTBEHHOE CPeACTBO - JleKapCTBEHHOE CPEeACTBO, COMPOBOXAAeMOe
NOXHOW nHopMaLMel 0 ero CoctaBe 1 (UNin) NPON3BOANTENE;

38) HepobpokadyecTBEHHOE NEeKapCTBEHHOE CPeaCcTBO - JIEKAPCTBEHHOE CPEeACTBO, HE COOTBETCTBYHOLLEE
TpeboBaHMsIM hapMaKkomnenHon ctatbk NMbo B cnyyae ee oTCyTCTBUS TPEOGOBAHUAM HOPMATMBHOW AOKYMEHTaL MM
NN HOPMAaTMBHOTO JOKYMEHTA;

39) KoHTpadhakTHOEe flekapCTBEHHOE CPEeACTBO - feKapCTBEHHOe CpendcTBO, Haxopslieecs B obopote C
HapyLIeHNeM rpaKaaHCKOro 3aKoHoAaTeNnbLCTBa;

40) pOKNMHMYECKoe WccreaoBaHWe IEeKapCTBEHHOrO cpeactBa - Guonormyeckue, MUKpoGuorormyeckue,
MMMYHOMOrMYeckne,  TOKCUMKONormveckue, dapmakorniormdeckme, usuyeckne, XuMuYeckne U gpyrue
nccrnenoBaHns JNIEKapCTBEHHOIO CPeAcTBa MyTEM MPUMEHEHMUS Hay4YHbIX METOAOB OLIEHOK B LENsX MonyvyeHust
fAoKasaTenbCcTB 6e30nacHoCTU, KayecTBa U 3PMEKTUBHOCTU NTEKAapCTBEHHOIO CPEACTBa;

41) KMUMHMYEcKoe uccriefoBaHWe IEKapCTBEHHOrO npenapata - M3y4YeHue OUarHOCTUYECKUX, neyvebHbiX,
NPOgUIaKTUYECKMX, (HapMaKororMyeckux CBOWCTB JIEKapPCTBEHHOrO npenaparta B MPOLEecce ero NpuUMEHeHus y
YerioBeKa, XMBOTHOTO, B TOM YWCre MPOLIECCOB BCAChIBAHUS, pacnpeeneHusi, USMeHeHUs1 U BbIBE4EHUs, NyTem
NMPUMEHEHMsT Hay4YHbIX METOAOB OLEHOK B ULeNsX TMonyvyeHus [okasaTesibCTB 6e3onacHocT, kadecTBa U
3(PEKTMBHOCTN NEKApCTBEHHOro npenaparta, AaHHbIX O HeXenaTenbHbIX peakuusix opraHuama 4erioBeka,
KMBOTHOTO Ha MNPUMEHEHWe IeKkapCcTBEeHHOro npenapata M o6 addekTe ero B3aMMOAENCTBMSA C OPYrUMM
neKkapcTBeHHbIMU NpenapaTaMu 1 (MNn) NULLEBLIMM NPOAYKTaMU, KOpMaMu;

42) MHOIroueHTpoBO€e KIMMHUYECKOE uccnegoBaHne JnekapcTtBeHHOro npenaparta anda meagunuuHCKoro
NPpUMEHEHNA - KIMHUYEeCKOEe WCCriegoBaHne nekKapCTtBeHHOro npenapata ana MeaunuunHCKOro rnpuMeHeHuA,
nposoagnmoe pa3pa6OT‘-IMKOM NeKkapCTBEeHHOro npenapara B ABYX U bonee MeAMLIMHCKNX opraHmsauunax no
€OMHOMY NPOTOKONY KIMMHNYECKOro nccnenoBaHuA nekapCTtBeHHOro npenapara,

43) MeXxayHapogHOoe MHOroueHTpoBoe KIMMHUYECKOe WuccrnenoBaHne InekapCTBeHHOro npenaparta ana
MeAULIMHCKOIro npuMeHeHuna - KIMHU4YeCKoe WwuccrneagoBaHue JeKkapCTBEHHOIoO npenaparta Aana MeguumumHCKOro
NnpUMEHEHNA, npoBoagnmoe pa3pa60T‘~IMKOM NIeKapCTBEHHOro npenaparta B pa3findHbIX CTpaHax no eauHoMy
NPOTOKOI1Y KIMNMHUYECKOro nccriegoBaHnd nekapCTtBeHHOro npenaparta,

44) nocTpeructpauuoHHOE KIMHMYECKOoe WccreaoBaHue feKapCTBEHHOro npenapaTta Ons MeAULMHCKOro
NPUMEHeHMs - KIMHUYECKOe WCCNeaoBaHe IeKapCTBEHHOro npenapaTta AN MEAMLMHCKOro MpUMEHEeHMs,
NpoBoAMMOE MPOM3BOAMTENIEM eKapCTBEHHOro npenapara, rpaxaaHckuii oBopoT KOTOPOro OCYLLECTBNAETCS
nocre rocyaapCTBEeHHOW perucrtpauum, B LensxX OOMONHUTENbHOro cbopa [daHHbIX O ero 6es3onacHocTU U
3(PPEeKTUBHOCTM, paclIMPeHUst MOoKasaHUi K NPUMEHEHWI0 [aHHOrO JeKapCTBEHHOro npenapaTta, a Takke
BbISIBNIEHUS HeXenaTernbHbIX peakUuuii NaumMeHToB Ha ero aecTeue;

45) nccnepoBaHve GUO3KBUBANEHTHOCTU JIEKAPCTBEHHOIO npenapaTa - BUA KIMHWYECKOrO MCCIedoBaHuWs
neKkapCcTBEHHOro npenapara, NpoBefieHne KOTOPOro OCyLLEeCTBRseTCa Ans onpeaeneHns CKoOpoCcTU BCacbIBaHUSA U
BbIBEAEHUSI OAHOIO WM HECKONbKUX obrnagarowmux hapMakonormyeckon akTUBHOCTBIO AENCTBYIOLLMX BELLECTB,
KONMYecTBa IeKapCTBEHHOrO MpenapaTa, OOCTUralowero CUCTEMHOrO KpOBOTOKA, W pe3ynbTaTbl KOTOPOro
No3BOMAIT cAenatb BbiBO4 O OWO3KBMBANEHTHOCTU BOCMPOM3BEOEHHOrO JEeKapCTBEHHOro mnpenapaTta B
onpefeneHHbIX nekapcTBeHHon ¢opme U A03MPOBKE, COOTBETCTBYHOLUMX hOpME U [03MPOBKE pedepeHTHOro
nekapcTBEHHOro npenapaTa;

(n. 45 B pen. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

46) nccnegoBaHve TepaneBTUYECKOW 3KBUBANEHTHOCTU JNIEKApPCTBEHHbIX NMpenapaToB - BUA KITMHUYECKOro
nccregoBaHUSA  NeKapCTBEHHbIX  MpenapaToB, MPOBEAEeHWEe KOTOpOro OCyLecTBAsieTCA ANs  BbiSiBIEHUS
ONHAaKOBbIX CBOWCTB fEKapCTBEHHbIX NpenapaToB onpeaenieHHOW NekapCTBEHHOM (hopMbl, a Takke Hanmius
OQMHAKOBbIX MOKasaTenen 6Ge3onacHOCTM W 3AMAPEKTUBHOCTU NEKAPCTBEHHbIX MNpenapaTtoB, OOWHAKOBbIX
KNUHMYECKUX 3 GEKTOB NPU NX NPUMEHEHUN;

47) npOTOKON KIMHWYECKOro WCCNeqoBaHUs eKapCTBEHHOro npenapata - [OKYMEHT, B KOTOPOM
onpedenswTcs uUenu, opMbl OpraHu3auMM W METOZONIOMMS MPOBEOEHWUS KIMHWYECKOro UCCIeqoBaHus,
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cTaTucTtnyeckne MetToabl 06p860TKM pe3ynbTaTtoB Takoro nccriegosaHna U Mmepbl Nno obecneyeHunto 6esonacHoOCTU
d)l/l3|/|‘-IeCKMX Iy, y4acCTBYHOLWKX B KIMMHUYECKOM NCCrneoBaHNN NEKapCTBEHHOIO npenaparta,

48) Opowtopa uccrnegoBaTens - CBOOHOE W3NOXEHWE pe3ynbTaTOB  OOKIUMHUYECKOTO MCCedoBaHuWs
NEKapPCTBEHHOIO CPEACTBa W KIUMHWYECKOTO MWCCMEeAOBaHUSA JekapCTBEHHOrO npenaparta Aans MeauumMHCKOro
NPUMEHEHNS;

49) MHPOPMALMOHHBIA JIMCTOK NauMeHTa - AOKYMEHT, B KOTOPOM coAepXatcd B AOCTYMNHOW dopme
CBeAeHus, KacatoLwmecs NPoBOAMMOro KIIMHMYECKOro UCCcriegoBaHUs NEKapCTBEHHOrO npenaparta, U B MMCbMEHHON
dopme [oOpPOBOMNBHOE coOrnacue naumMeHTa Ha yvacTue B KIMHUYECKOM WCCMNEeLOBaHUMKU fleKapCTBEHHOMO
npenapaTta nocrne O3HaKOMIEHUSI ¢ OCODEHHOCTAMU KIMHUYECKOrO MCCneaoBaHWUs, MMEKLWUMM 3HaYeHue AOns
BblpaXk€HUs TaKoro cornacus;

50) noboyHoe OeNlCTBME - peakuus opraHuM3mMa, BO3HMKLIAA B CBSA3M C MPUMEHEHWEM eKapCTBEHHOro
npenaparta B [03ax, PEKOMEHOYEMbIX B MHCTPYKLUMM MO €ro MNpUMEHeHWto, AN NpodUnakTUKA, AMArHOCTUKW,
nevyeHuns 3aboneBaHus Unu Ans peabunutauuu;

50.1) HexenaTenbHasi peakuusi - HenpegHaMepeHHas HebnaronpusiTHasi peakumsi opraHmama, KoTopas
MOXET ObITb CBSi3aHa C NPMMEHEHMEM NIeKapCTBEHHOIO nNpenaparTa;
(n. 50.1 BBeaeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

51) cepbesHas HexenaTenbHasi peakuusi - HexxernaTernbHasi peakuus opraHMamMa, CBsi3aHHasi C NPYMEHEHNEM
neKkapcTBEHHOro npenapaTa, NpuBeawlas K CMepTW, BPOXAEHHbIM aHOManusMm WnuM nopokam pasButust nnbo
npeacTtaenstowas cobon yrposy xusHu, Tpebyowas rocnuranu3aumm wnu npuBefllass K CTOMKOW yTpaTe
TPYAOCNOCOBHOCTU U (MNIN) UHBANUOHOCTMY;

52) HenpeaBuaeHHasa HexenaTternbHasg peakuus - HexenaTenbHas peakuns opraHusma, KoTopasi cBA3aHa ¢
npMMEeHeHneM reKapCTBEHHOro npenapata B [o3ax, pPekoMeHOyeMblX B MNPOTOKONe ero KIMHUYecKoro
nuccriegoBaHus, Opolltope  wccnegoBaTens, WNM € NPUMMEHEHVWEM JIEKApCTBEHHOro Mpenapata B [[o3ax,
pPeKOMEHAYEMbIX B UHCTPYKLMU MO €ro MPUMEHEHMIO AN NPOhUNakTuKn, ANarHoCcTUkK, nevyeHnst 3aboneesaHmsa nnm
MeOUUMHCKON peabunuTtaumMm naumeHTa, W CYLHOCTb, TSDKECTb WM UCXOL KOTOPOW HE COOTBETCTBYET
WHopMauMn o nekapcTBEHHOM npenapaTte, coepXallercs B MPOTOKOSe ero KIMHWYECKOro uccrnenoBaHus,
GpoLutope nccnegoBaTens Unm B UHCTPYKLUM MO MPUMEHEHMIO NIEKAapPCTBEHHOIO npenapara;

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

52.1) dapmakoHaasop - BWA [OEATENbHOCTU MO  MOHUTOPUHTY 3dbekTMBHOCTM U HesonacHocTu
NeKapCTBEHHbIX MpenapaTtoB, HanpaBfeHHbI Ha BbISIBMieHWE, OLEHKY U npefoTBpalleHne HexenaTernbHbIX
nocneacTBUn NPUMEHEHUS NeKapCTBEHHbIX NPenapaTos;

(n. 52.1 BBeaeH ®enepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

52.2) nnaH ynpaBneHus puckamu - NOAPOOHOE onMcaHue MeponpuaTUA No  dpapMakoHaasopy,
HanpaBrieHHbIX Ha BbISIBNEHWE, OUEHKY W npeaoTBpalleHne unM MUHUMMUM3aUMIO PUCKOB, CBSA3AHHBIX C
neKkapCcTBEHHbIMK NpenapaTamm, BKItoYas OLeHKY 3 deKTUBHOCTU JAaHHbIX MEPONPUATUR;

(n. 52.2 BBeaeH PenepanbHbiM 3aKkoHOM 0T 22.12.2014 N 429-93)

KoHcynbTaHTlntoc: npumevaHue.
C 01.03.2025 B n. 53 cT. 4 BHOCATCA U3MeHeHuns (P3 ot 30.12.2021 N 463-$3).

53) peLenT Ha nekapCcTBEHHbIN NpenapaTt - MEeAULNHCKAA JOKYMEHT YCTaHOBMNEHHON (hOpMbI, coaepKaLLnii
HasHa4yeHWe NneKkapCcTBEHHOro npenapaTa Ans MEAULMHCKOrO NPUMEHEHWS, BblAaHHbIA MEAULMHCKUM PabOoTHMKOM
B Lensx oTMycka fiekapCTBEHHOro npenapara WM ero U3roToBMEHMS M OTNycka Ha OyMaXXHOM HOCUTEeNe unu c
cornacus naumeHTa WUNu ero 3akoHHOro npeacrasutTens B )Opme 3MEeKTPOHHOro AOKYMEHTa, NnoAnvcaHHoro ¢
NCNONb30BaHNEM YCWUIEHHOW KBanNMULUMPOBAHHOW SNIEKTPOHHOW MNOAMUCU MEeOULMHCKOro paboTHuka, nmnbo
OOKYMEHT YCTaHOBNEHHOW (popMbl, codepallni HasHadeHue nekapCcTBEeHHOro rnpenapata Ans BeTepuHapHOro
NMPVYMEHEHWs, BblAaHHbIN CNeLMannucToMm B obnacTu BeTepuHapum B Lensx OTnycka JieKapCTBEHHOro npenapaTta
NN ero N3roToBIIEHNSI U OTNYyCKa Ha ByMaXKHOM HocuTerne;

(B peqa. ®epepanbHbix 3akoHOB 0T 29.07.2017 N 242-03, ot 02.08.2019 N 297-93)

KoHcynbTaHTlntoc: npumevaHue.
C 01.03.2025 n. 54 cT. 4 nsnaraetcsa B HoBow pegakumm (®3 ot 30.12.2021 N 463-$3).

54) TpeboBaHWEe MEOWMLMHCKOW OpraHmsauumy, BETEpVMHapHOW OpraHM3auun - OOKYMEHT YCTaHOBJIEHHOM
hopMbl, KOTOpPLIN BbINMMCAH MEOULMHCKUM PabOTHUKOM UNW crlieumanucTom B obnactu BeTepMHapum, UMELWUMn
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Ha 3TO NpaBo, U COOAEPXKMUT B MMCbMEHHON hOpMe yKaszaHue anTeyHon opraHvM3auumn Unm BeTepMHapHoOm anTeyHom
opraHm3aumm 06 OTnycke NEeKapCTBEHHOroO npenaparta WUy O ero U3roToBrneHun u o6 otnycke Ansi obecneyeHus
neyebHoOro npouecca B MEAMLMHCKON OpraHn3aLmmn, BeTEpMHAPHON opraHn3auuu;

(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

55) koMmnnekcHas oueHKa NnekapCTBEHHOro npenapaTta - OueHKa 3aperucTpupoBaHHOMO feKkapCTBEHHOMO
npenapaTa, BKMtoyawwas B cebsa aHann3 WHpopmauum O CPaBHUTENbHOW KIMHMYECKON 3(hdEKTUBHOCTU W
6e30nacHOCTW eKapCTBEHHOIO Mnpenaparta, OLUEeHKY 3KOHOMWYECKUX MOCMEACTBUA €ro MpUMEHEHUsl, M3ydeHue
OOMNOMHUTENbHbIX MOCNEACTBUA MNPUMEHEHUS NEKapCTBEHHOro mnpenapaTta B Uensx MNPUHATUS pelleHuid o
BO3MOXHOCTM BKIIOYEHUS JIEKAPCTBEHHOrO npenaparta B MNepevYeHb XXU3HEHHO HEeOoOXOAMMBIX W BaKHEMWLUMX
NeKapCTBEHHbIX MnpernapaToB, HOPMAaTMBHbIE MPaBOBble aKkTbl U WHblEe AOKYMEHTbl, onpegensoowme nopsaaok
OoKasaHUsi MeaNLMHCKOM MOMOLUU, NN UCKITIOYEHUS ero N3 yKasaHHbIX NepeyHs, akToB U JIOKYMEHTOB;

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

56) cuctemMa MOHUTOPUHra AOBWMXKEHUS NEeKapCTBEHHLIX MNpenapaToB ANA MeOULMHCKOrO MpPUMEHEHUs -
benepanbHass rocyfapCTBeHHas WHPOPMALWOHHAA CUCTEMA MOHWUTOPUHIA OBWXKEHUS  NleKapCTBEHHbIX
npenapaToB ANs MEAMLUHCKOIro MPMMEHEHMS OT MPON3BOANTENS OO KOHEYHOrO NoTpedbuTens ¢ NCNonb30BaHMEM B
OTHOLLEHMM NeKapCTBEHHbIX NpenapaToB Ans MeAULMHCKOro NpUMEHeHUsa CpeacTB uaeHTugmKkaumn.

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

Maga 2. MOJIHOMOYUA ®EOEPAIIbHLIX OPFTAHOB UCTMONIHUTENBHOWU
BINIACTWU, OPFTAHOB UCMONHUTENIbHOWU BIIACTU CYBEBEKTOB POCCUUCKOW
SEOEPALIMA NMPU OBPALLEHUN NEKAPCTBEHHbLIX CPEACTB

Ctatbsa 5. NMonHomouns deaepanbHbX OpraHOB UCMOSTHATENILHOW BNacTu Npy o6palleHnn JieKapCTBEeHHbIX
cpenactB

K nonHomounam cbe,u,epaanblx OopraHoBs NCNONHUTENbLHOW BNacTu npu o6pau.|,eva| NeKapCTBEHHbIX CpeacTB
OTHOCATCA:

1) npoBeaeHue B Poccuiickon ®eaepaunn eOuMHON rocyaapCTBEHHON MONMUMTUKM B obnactu obecneyeHus
nekapcTBeHHbLIMU NpenapaTtamu rpaxgaH B Poccunckon degepaumm;
(B peqa. ®epepanbHoro 3akoHa oT 22.12.2014 N 429-03)

2) yTBepxaeHue obwmx dapmakonerHbiX cTtaTter, dapMakonenmHblX CTaTen, usgaHue rocygapCTBEHHOM
cdapmakoneu, cozgaHue 1 BegeHne peectpa hapmakoneriHbiX CTaHgapTHbIX 06pasyos.;
(B peqg. ®eapepanbHoro 3akoHa oT 22.12.2014 N 429-03)

3) ocyuwecterneHne denepanbHOro rocygapCcTBEHHOIO KOHTpons (Hag3opa) B cdepe obpaweHus
neKkapCcTBEHHbIX CPeaCTB;
(B pen. PenepanbHbIx 3akoHoB oT 25.06.2012 N 93-93, ot 11.06.2021 N 170-d3)

4) nMueH3MpoBaHME NPON3BOACTBA JIEKAPCTBEHHbBIX CPEACTB, B TOM YMcne denepanbHbiil rocyaapCTBEHHbIN
TNUUEH3NOHHBLIN  KOHTPOMNb  AEATEeNbHOCTM MO  MNPOW3BOACTBY NEKapCTBEHHbIX CPeAcTB, NepuoanyecKoe
noaTBepXAeHne COOTBETCTBUSA NUUEH3naTa, UMeoLLEero MMUEH3NI0 Ha NPOM3BOACTBO NEKapCTBEHHbIX CPeacTs, U
hapmaLeBTUYECKOWN OEATENBbHOCTU B COOTBETCTBUN C 3akoHoZaTenbcTBOM Poccuiickon ®epepaumuy;

(B peqa. ®epepanbHoro 3akoHa oT 11.06.2021 N 170-d3)

5) opraHusauus aKcnepTusbl NEeKapCTBEHHbIX CPEACTB, 3TUYECKON 3KCNepTU3bl BO3MOXHOCTU MpoBeaeHUd
KITMHUYECKOro UCCneAoBaHUA JIeKapCTBEHHOro npenapata  Ansg  MeOULUWHCKOro MPUMEHEHUs, 3KCnepTusbl
OOKYMEHTOB, NpeAcTaBneHHbIX NS onpeaeneHns BO3MOXHOCTU paccMaTpuBaTh NeKapcTBEHHbIN npenapaT and
MEeAMLMHCKOro MPUMEHEHUS Mpu TrOCYAapCTBEHHOW pernctpauum B KayvecTBe OpdaHHOro neKkapCTBEHHOro
npenapara;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

5.1) opraHusaumsi NpPoBeAEHWNs KOMMIIEKCHOW OLEHKM NEKapCTBEHHOro npenapata B LEensdx npuvHATUA
peleHnii O BO3MOXHOCTM BKIOYEHWS JIEKAPCTBEHHOro npenapara B MepeyYeHb XU3HEHHO HeobXoOouMmbIX W
BaXKHEMLWNX NeKapCTBEHHbIX npenapaToB, HOPMATUBHLIE MPAaBOBbIE aKTbl U WHbIE AOKYMEHTbI, onpeaensioLine
NopsioK OKas3aHUs MeaULMHCKON NMOMOLLM UMW UCKIMIOYEHUS ero U3 yKasaHHbIX NepeyvHsi, akToB U JOKYMEHTOB;

(n. 5.1 BBeaeH PenepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03)

6) BblOaya paspeLleHnit Ha NpoBeaeHUe KMMHUYECKUX UCCeaoBaHWi NekapCcTBEeHHbIX NpenaparToB, BedeHne
peecTpa BblAaHHbIX pa3peLleHnii Ha MPOBeAeHUe KIMMHUYECKUX UCCIEeA0BaHUIA NTEKapCTBEHHBIX NpenapaTos;

7) rocyoapCrtBeHHaa perncrtpaunda nekapCTBEeHHbIX npenapaTtoB, BedeHMe rocyaapCTtBeHHOro peectpa
NeKapCTBEHHbIX CPeacTB,
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KoHcynbTaHTlntoC: npumeyaHue.
C 01.09.2023 B n. 8 cT. 5 BHOCATCA M3MeHeHus (P3 ot 28.04.2023 N 171-$3). Cm. GyayLuyto pegakuumio.

8) opraHusaums u (Mnu) npoBeSeHNE MHCNEKTMPOBaHNA CyObEeKTOB 0bpaLleHnsi NekapCTBEHHbLIX CPEACTB Ha
COOTBETCTBME NpaBuam Hagnexaien nabopaTopHON NPakTUKKU, NpaBunaM Hagnexallen KNMHUYECKON NpakTuku,
npaBunam Haanexatlen npakTuku XpaHeHUs U NepeBO3KU NeKapCTBEHHbLIX NpenapaToBs, Npasunam Hagnexatlen
ONCTPUOBLIOTOPCKON NPAKTUKW, MpaBuUnamM Hagnexallen anTeyHom NpakTukuy;

(n. 8 B pen. PepepansHoro 3akoHa ot 22.12.2014 N 429-93)

8.1) opraHusaumsa n (Mnv) NPoBeAEHNE MHCMEKTMPOBAHNS CyObekToB obpalleHns NekapCTBEHHLIX CPeACTB
Ha cooTBeTCTBME TpeboBaHWSIM MNpaBwui Hagnexawen NpPoM3BOACTBEHHOW MPaKTUKW, Bblgada 3aKkitOYeHWA o
COOTBETCTBMU MPOU3BOAUTENNS NEKAPCTBEHHbIX cpeacTB TpeboBaHMsAM NpaBun Hagnexallen Npou3BOACTBEHHON
NpakTUKu;
(n. 8.1 BBeaeH PenepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03)

8.2) ycTaHoBnNeHve nopsaaka BeAeHUs 1 BeeHue rocyJapCTBEHHOIo peecTpa 3aKyeHnii 0 COOTBETCTBUN
npon3BoauTENs NekapCcTBEHHbIX cpeacTB TpeboBaHMAM npaBui Haanexatllen NPon3BoACTBEHHON NPaKTUKK;
(n. 8.2 BBeaeH PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

9) rocygapcTBeHHast perncrpaumsa npegenibHbiX OTMYCKHbIX LEH NPOU3BOAUTENEN Ha JEeKapCTBEHHbIe
npenapaTbl, BKMOYEHHbIE B MepeYeHb XU3HEHHO HEeOOXOAUMbIX UM BaXXHEWLUMX FEeKapCTBEHHbIX npenapaToB, U
BeleHVe TroCydapCTBEHHOro peecTpa npefenbHbIX OTNYCKHbIX LEH nNpou3BoAMTENen Ha nekapCTBEHHble
npenapaTbl, BKIHOYEHHbIE B NepeYveHb XN3HEHHO HEOOXOOMMbIX U BaXKHENLLMX NEKapCTBEHHbIX NpenapaTos;

(B peqa. ®epepanbHoro 3akoHa oT 06.06.2019 N 134-03)

9.1) cornacoBaHuMe MNPOEKTOB PELUEHWI OpraHOB WCMOMHUTENBbHON Bractm cybbektoB Poccumckon
depepaumm 06 ycTaHOBNEHUM M (MNM) U3MEHEHUWN MpeferibHbIX pa3MepoB ONTOBbIX HaAbaBOK M MpedernbHbIX
pasMepoB PO3HMYHBLIX HanbaBOK K (QaKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM MPOM3BOAUTENSMMU
NeKapCTBEHHLIX NPenapaToB, Ha NlekapCTBEHHbLIE Mpenaparhl, BKIIOYEHHbIE B NEPEYEHb XXU3HEHHO HEOBXOANMbIX
N BaXKHENLLUNX NEKapCTBEHHLIX NPenapaTos.;

(n. 9.1 BBeaeH PepepanbHbiM 3akoHOM OT 13.07.2015 N 241-03)

10) Bblgaya, yCTaHOBMNEHNE MOPsiAKa Bbldayn paspelleHUs Ha BBO3 KOHKPETHOW MapTUM JNeKapCTBEHHOTO
cpeactsa B Poccuiickyto ®enepaunio;
(n. 10 B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

10.1) Bblgada, yCTaHOBIEHME nopsgka BblgauM U OpMbl LOKYMEHTA, KOTOPbIA MoaTBepXaaeT, uTo
NPOV3BOACTBO JIEKAPCTBEHHOIO npenapara gnd mMeauuMHCKOro NpUMMEHEHUs OCYLLECTBIIEHO B COOTBETCTBMU C
TpeboBaHMsIMN MpaBul Hagnexallenm MNpPoM3BOACTBEHHOM MPAKTUKUM WIM 4YTO JIEKAPCTBEHHbIA npenapaTt Ansi
BETEPMHAPHOro NpMMEHeHUs AonyLeH k obpaweHuio B Poccunckon depgepaumm, 1 NoanexuT npeactaBeHnto no
TpeboBaHMIO YNONTHOMOYEHHOTO OpraHa CTpaHbl, B KOTOPYIO BBO3WTCS FleKapCTBEHHbLIN Npenapar;

(n. 10.1 BBeaeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93; B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

10.2) Bblgava, yCTaHOBIEHME MOpPsiAKa Bbigaum M hOpMbl AOKYMEHTA, COOEPXKaLLEro CBEOEHUA O CTaamsix
TEXHOJIOrMYECKOro npouecca npov3BOACTBA JIEeKapCTBEHHOro cpeacrea and  MeaUUMHCKONo MNpUMEHEHU,
OCyLLEeCTBsieMbIX Ha TeppuTopun EBpasninickoro 3KOHOMUYECKOro CoH3a;

(n. 10.2 BBeaeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93, B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-93)

11) cosgaHue CoBETOB MO BONpocaM, CBA3aHHbIM C 0bpalleHMeM fekapCTBEHHbIX CPEACTB;
12) atTecraums n cepTudukaLms cneumanucTos;
13) ytpaTtun cuny ¢ 1 ceHtabps 2013 roga. - PegepanbHbiv 3akoH ot 02.07.2013 N 185-03;

14) ocywecTBneHne hapmakoHag3opa;
(n. 14 B pen. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

15) yyactne B MexxgyHapogHOM COTPYOHNYECTBE;

16) nonyyeHue No 3anpocam YNosIHOMOYEHHOTO doejeparnbHOro opraHa UCMONTHUTENbHOM BNAcT OT OPraHoB
NCNoNHUTENBHOM Brnacth cybbekToB Poccuiickon denepaumm, a Takke oT CyOBbEKTOB 0OpaLLeHnsT NEKapCTBEHHbIX
CPeAcTB ANst MeOWMUMHCKOTO MPUMEHEHUs MHGOpMauuMM Mo BOMPOCaM YCTAHOBMEHWS U MPUMEHEHMS LieH Ha
rnekapcTBeHHbIe NpenapaTbl U HagbaBoK K HUM;

17) npyumeHeHne Mep OTBETCTBEHHOCTM 3a HapyLLeHWe 3akoHogaTenbcTea Poccunckon ®epepaunm;
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KoHcynbTaHTlntoC: npumeyaHue.
C 01.09.2023 B n. 18 cT. 5 BHOCATCA U3MeHeHust (P3 ot 28.04.2023 N 171-d3). Cm. GyayLyto peaakuumio.

18) yTBepxaeHve npaBwn Hagnexailen nabopaToOpHOW NPaKTUKW, MpaBuIT Haafnexawen KIMHUYECKON
NpakTUKW, MNpaBun Hagnexalien npou3BOACTBEHHOW MPaKTWKX, NpaBui Haanexalleh MNpakTUKM XpaHeHusi u
NnepeBO3KM JIEKAapCTBEHHbIX NpenapaToB, NpaBun  Hagnexawlen AUCTPUOBLIOTOPCKOM MpaKTUKW, NpaBwn
Hagnexawien anTe4yHon NpakTUKK, NpaBui Hagnexawen NpakTukM bapmakoHagsopa fiekapcTBEHHbLIX NpenapaTos
ONa Me4ULMHCKOro NpUMeHeHus;

(n. 18 BBeaeH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19) yctaHoBneHue nopsiaka OPMUPOBaAHUS PEruMcTpPaLMOHHOrO [OCbe Ha feKkapCcTBEHHbINM npenapart u
TpeboBaHWi K JOKYMEHTaM B €ro COCTaBE;
(n. 19 BBeaeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

20) yTBepxOeHWe npaBuNl pauMoHanbHOro BbIOOpa HaMMEHOBAHUWM JEKAPCTBEHHLIX MpenapaToB AN
MeaONLIMHCKOro NpUMeEHeHUs;
(n. 20 BBeaeH PepeparnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21) yTBEPXKAEHME NEPEYHS HAMMEHOBAHUIN NEKAPCTBEHHbIX hOPM;
(n. 21 BBegeH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

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

23) yTBepxaeHue TpeboBaHUM K MHCTPYKLMMN MO MEAULIMHCKOMY NMPUMEHEHMIO NTEKapCTBEHHbIX NpenapaToB U
K UHCTPYKLUU NO BETEPUHAPHOMY NMPUMEHEHUIO NIEKapCTBEHHbIX NpenapaTos,
(n. 23 BBeaeH PepeparnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

24) NpyHATUE peLLeHUN, ABASIOLNXCH OCHOBAHUAMW ANS BKIOYEHUA JOMEHHbIX UMEH U (Mnn) ykasaTtenemn
CTpaHuy, caniToB B MHGPOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTn "HTepHeT", a Takke ceTeBblX aJpecoB B
€0VHYI0 aBTOMATU3MPOBAHHYIO MHMOPMALUNOHHYIO cucteMy "EAMHBIA peecTp OOMEHHbIX WMEH, ykasaTenen
CTpaHuL, canToB B MHPOPMALMOHHO-TENEKOMMYHUKALNOHHOW ceTh "VIHTepHeT" 1 ceTeBbIX aApecoB, NO3BOMSHOLLNX
noeHTnuuumMpoBatb canTbl B MHOPMALMOHHO-TENEKOMMYHUKAUWMOHHOW ceTn "UHTepHeT", cogepxaliune
MHpopmMaumio, pacnpoctpaHeHne kotopon B Poccuiickon Pepepauum 3anpeLleHo”, B OTHOLWEHUN MHdopMauuu,
cogepxawen npegniokeHne O pPO3HWYHOM TOProBfe JieKapCTBEHHbIMW  MnpenapaTtaMi, B TOM 4ucne
OVCTaAHLUMOHHBIM CNOCOOOM, PO3HMYHAsi TOProBns KOTOPbIMM OrpaHMYeHa WM 3anpelieHa B COOTBETCTBMM C
HacTosAwmmMm PenepanbHbiM 3aKOHOM, U (Mnn) nHdopMaL MK, cogepallen NpeanoXXeHne o PO3HUYHOW TOProene
NEeKapCTBEHHbIMKU NpenapataMu, B TOM YMCre OUCTaHLMOHHbIM Cnocobom, nMuamun, He UMEKLNMN NULEH3UN U
paspeLleHnsa Ha OCYLLEeCTBIIEHNE TaKOM AeATeNbHOCTU, eCriM NofydYeHne NIMLEH3UN U paspeLleHns npegycMoTpeHo
3aKkoHodaTenbCTBOM 00 06palleHnn NekapCcTBEHHbIX CPEACTB;

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

25) Bblgaya paspeleHnn Ha BBOA B TrpaXkaaHCKMA 06OpPOT MMMYHOOMONOrMYECKMX FEeKapCTBEHHbIX
npenapaTos.
(n. 25 BBeaeH PenepancHbIM 3akoHOM OT 28.11.2018 N 449-03)

KoHcynbTaHTlntoc: npyumevaHue.

Ct. 5.1 pacnpocTpaHsieTca Ha MOSTHOMOYMS, KOTOpble He nepefaHbl ANA OCYLLECTBIEHUSA OpraHam rocyaapCTBEHHOW
Bnactn cybbektoB P® 1 opraHaMm MECTHOro camoynpaBfieHMs COOTBETCTBYHOWMMMK dbeaepanbHbiMu 3akoHamu (P3 ot
13.07.2015 N 233-93).

Ctatbsa 5.1. Nepepaya ocyllecTBneHnsi NosIHOMoOYM dheaeparibHbIX OpraHOB MCMONTHUTENTLHOM BRAacTy Npu
ob6palLLeHuM nekapcTBEHHbIX CPEACTB OpraHaM UCMONHUTENILHOW BriacTn cyobekToB Poccuiickon Peaepauum
(sBegeHa depeparnbHbiM 3akoHoM OoT 13.07.2015 N 233-93)

MonHomouus cbefeparnbHbIX OPraHoOB MCMOSTHUTENbHOW BNacTu Npu obpalleHnMn NeKapCTBEHHbIX CPeacTs,
npeaycMOTpeHHble HacToswmm degeparnbHbIM 3aKOHOM, MOTYT nepedaBaTbCs AN OCYLLECTBIIEHUS OpraHam
NCNONTHUTENBHON Briactu cybobektoB Poccuiickon degepaumm noctaHoBnenusammn [lMMpaButenbctBa Poccunckon
depepaumm B nopsigke, yctaHoBneHHom PepepanbHbiM 3akoHOM OT 6 okTabpsa 1999 roga N 184-03 "O6 obwmx
NpyHUMNax opraHuM3auun 3akoHoZaTenbHbIX (NMPeacTaBUTENbHBIX) U UCTIONHUTENBHBLIX OPraHOB rOCyAapCTBEHHOWN
BnacTtu cyobektoB Poccuiickon Pepepaumm”.

Ctatbs 6. lMonHoMouYMsAs oOpraHoOB MCMONMHUTENLHOM BIacTu cyobekra Poccunckon ®Pepepaumm npm
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obGpalueHun fieKapcTBEHHbIX CPeacTB

K nmonHomounsim opraHoB MCMonHUTENbHOW Bnactn cybbekta Poccunckon Pepepaumm npu obpaileHum
nekapcTBEHHbIX CPeacTB OTHOCHATCS:

1) paspaboTka ¥ peanusauusi pervoHasnbHbIX MporpamMmm obGecrneyeHUs HaceneHus NeKapCTBEHHbIMM
npenaparamu;

2) ycTaHOBMeHWe npefernbHbIX pPasMepoB OMNTOBbIX HaAGaBoK W MpederbHbIX Pa3MepPoB PO3HUYHbLIX
Haa6aBoK K haKTUYECKUM OTMYCKHbIM LieHaM, YyCTaHOBMEHHbLIM NMPOU3BOAMTENAMU NeKapCTBEHHbIX NpenapaTos, Ha
neKkapcTBeHHble npenapaTbl, BKMIOYEHHbIE B MepeyeHb XU3HEHHO HEeOBXOAUMBIX W BaXKHEMLUUX NeKapCTBEHHbIX
npenaparos;

3) OCyLLECTBNEHME PErMOHANBHOMO rOCYAapCTBEHHOTO KOHTPOSS 3a MPUMEHEHMEM LEH Ha NEeKapCTBEHHbIE
npenapaTtbl, BKIHOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOOUMBIX U BaXKHEWLUMX FEKapCTBEHHbIX NPenapaTtos,
opraHuM3aumMsiMM  ONTOBOW  TOProBNM  JIEKAPCTBEHHLIMW  CpeacTBaMy,  anTeYHbIMM  OpraHuM3auusiMu,
MHOMBUOYyaNbHbIMW  NpeanpuHUMaTensaMy, UMEKLWMMM FNUMUEH3MI0 Ha dapMaueBTUYeCKyl0 OeATENbHOCTb,
MEOUUMHCKUMW  OpraHu3auMsaMy, UMEKLWUMN  JIMLEH3MIO Ha (apMaueBTUYECKyld OedATeNbHOCTb, W WX
obocobneHHbiMM  nogpasgeneHnsMn  (ambynatopusmu,  denbawepckuMn  n - oenbalepcKo-aKyLLePCKUMM
NyHKTaMu, LeHTpamu (oTaeneHusimun) obuiern BpadebHOM (CeMerHON) NPakTUKK), PacnosiIoKEHHBIMU B CEJIbCKUX
HacemneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYyHble OpraHu3aumu;

(B pen. PenepanbHbix 3akoHoB oT 25.06.2012 N 93-93, o1 27.12.2019 N 475-93)

4) npuHATUE pelueHMs 00 UcCnonb3oBaHUKM Ha TeppuTopum cybbekta Poccurickon degepaumm Hapsgy €
peuenTaMn Ha JeKapCTBEHHble mnpenapaTbl, OMOPMMEHHbIMM Ha OymaXHOM HoOcuTene, peuenToB Ha
nekapcTBeHHble npenapaTbl, CHOPMUPOBaHHbIX B (POPME 3NEKTPOHHbLIX JOKYMEHTOB.

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

Magea 3. TOCYOAPCTBEHHAA ®APMAKOINEA
CtaTtbs 7. Paspabotka v usgaHue rocygapcTBeHHoM chapmMakoneu, pasMmelleHne AaHHbIX O Her

1. Toa rocygapctBeHHoW dhapmakoneer noHMMaeTcs cBog obwux dapMakonenHbix cTaTen U
dapMaKkonenHbIX cTaTen.

2. PaspaboTka obLmx chapmakonerHbIx ctater U hapMakonemnHbiX cTaTen, B TOM Yncne hapmakoneniHbixX
cTtaTeii Ha cpapmakoneriHble CTaHgapTHble o0pasubl, W BKMOYEHWE WX B TOCYAApPCTBEHHYK hapMakoneto
OCYLLECTBNAOTCA B MNOPSAKe, YCTaHOBMEHHOM YMNOMHOMOYEHHbIM defeparibHbiM OpraHoM UCMOSTHUTENbHOM
BnacTu.

(B peqa. ®epepanbHoro 3akoHa oT 22.12.2014 N 429-03)

3. PaspaboTka dhapmakonenHon cTtaTbl Ha pedepeHTHLIN NIEKAPCTBEHHBIN NpenapaTt U BKIIOYEHNE ee B
rocyaapCTBEHHY0 hapmMakonelo B TedeHne cpoka AeNCTBUS 3allnTbl UCKNIOYUTENBHOMO npasa, YA0CTOBEPEHHOMO
NaTeHTOM Ha ped)epeHTHLIN NIEKAapPCTBEHHEIN NpenapaT, OCYLLECTBNSATCA C corfnacusi ero paspaboTyuka.

(B peqa. ®eapepanbHoro 3akoHa oT 22.12.2014 N 429-03)

4. ['ocypapcTBeHHas hapMakones u3gaeTcsa YnosIHOMOYEHHbIM dhefepanbHbiM OpraHOM UCMOMHUTESTbHON
BMacTuK 3a CYeT CPpeAcTB dhedepanbHOro 6ogxera n NognexvT nepemsgaHnsaM He pexe Yem OAMH pas B NATb JieT,
B Mepuog Mexay KOTOpbIMM M3OATCH MPUIOXEHUS K rocydapCTBEHHOW chapmakonee, cogepxawme obuiune
hapmakonemnHble ctatbt U (MNn) dpapmakonenHble cTaTbW, YTBEPXKOEHHble Nocre U3gaHus unuv nepeusgaHus
rocyaapCTBeHHoOW hapmakoneu.

5. YnonHoMouyeHHbIn pedepanbHbli  OpraH  WCMOMHUTENbHOW  BracTM  pasMellaeT AdaHHble O
rocyaapCTBeHHoOW hapmakonee v NPUNOXEHUAX K HeN Ha cBoeM oduuumanbHoMm cainTe B ceTu "WHTepHeT" B
yCTaHOBMEHHOM UM Mopsiake.

Maga 4. IMLUEH3UPOBAHUE NMPON3BOAOCTBA JIEKAPCTBEHHbLIX CPEACTB
U ®PAPMALEBTUYECKOW OEATENBHOCTU, FOCYOAPCTBEHHbLIA KOHTPOIb
(HAO3O0P) B COEPE OBPALLEHUA NEKAPCTBEHHbLIX CPEACTB
(B peq. ®epepanbHoro 3akoHa oT 11.06.2021 N 170-3)

Cratbs 8. nVILIeH3MDOBaHVIe npon3BoacTBa JNieKapCTBeHHbIX CpeacTB u cbapmauequeCKoﬁ AeATesnibHOCTU

1. JlWueHsnpoBaHMe NPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB M (hapMaLeBTUYECKOW [OesTeNIbHOCTM
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OCYLLIECTBNSETCH B COOTBETCTBMM C 3aKoHoAaTenscTBoM Poccunckon degepaumn.

2. OGsizaTenbHbIM ycnosmem npenocraBneHna JnuueHann Ha npou3BoACTBO J1€KapCTBEHHbIX CpencTtsB
ABNAETCA MNpUnoXxeHme K 3adaBJIEHUIO couckatena JnuueH3nn nepedyHda nekapCTBEHHbIX (bOpM n (I/IJ'IM) B1OOB
d)apMaLl,eBTW—IeCKI/IX Cy6CTaHLI,MI7I, KOTOpble Npon3BognTeENb NNIEKAPCTBEHHbIX CPEACTB HaAMepeH Npon3BoaNTb.

3. B cnyyae Heob6xoOuMMOCTM paclUMpeHns MNpPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB 3a CYET HOBbIX
NnekapcTBEHHbIX )OPM M BUAOB (hapMaLeBTUYECKNX CYyOCTaHLMIA NPOM3BOAMTENb NIEKAPCTBEHHbIX CPEACTB AOIMKEH
nogatb B NUUEH3UPYIOLLMIA OpraH 3asiBNieHne O BHECEHWW WU3MEHEHUA B peecTp MULEH3UM Ha MNpOoM3BOACTBO
JIeKapCTBEHHbIX CPeCTB.

(B peqa. PenepanbHbix 3akoHoB 0T 02.08.2019 N 297-93, ot 11.06.2021 N 170-93)

4. JlnueHsMss Ha MpPOU3BOACTBO JIEKAPCTBEHHbIX CPEeACTB (dhapmaueBTMyeckon cybcTaHuum cnupTa
3TUMOBOro (3TaHomMa) Bbl4aeTcs NpuY YCIOBMU HaNU4uMs y opraHn3auum Ha npaBe cOOCTBEHHOCTU, XO3ANCTBEHHOIO
BELAEHUS WU OMepaTMBHOIO YMNpaBfieHUs1 OCHOBHOIO TEXHONOrMYeckoro obopynoBaHus Ans NpoV3BOACTBA
3TWUMOBOrO CNMPTA, 3aperMcTpMpoBaHHOIO B COOTBETCTBUKN CO cTaTben 14.1 ®enepanbHOro 3akoHa ot 22 Hosi6ps
1995 roga N 171-®3 "O rocygapCTBEHHOM perynupoBaHuM MpouM3BoACTBa M 06OpoTa 3TWUIOBOrO CnNupTa,
arnkoronbHOM W CAMpTOCOAEpXallerd MpoaykumMM M 00 orpaHuyeHun noTpebrnenHnst (pacnuTus) arnkororibHOM
npoaykumn®.

(4acTb 4 BBegeHa depfeparnbHbiM 3akoHOM oT 27.12.2019 N 481-93)

Cratba 8.1. OCoGeHHOCTM NULIeH3POBaHMUA NMPOU3BOACTBA JIeKAPCTBEHHbIX cpeAcTB (chapmalieBTUYeCcKon
cyb6cTaHumMmM cnupTa 3TUIIOBOrO (3TaHona)
(sBegeHa depeparnbHbIM 3akoHOM OT 27.12.2019 N 481-$3)

1. JencTBre nuueH3nMm Ha NPON3BOACTBO JIEKAPCTBEHHLIX cpeacTs (dhapmMaLeBTUYeckon cybcTtaHumum cnupTa
3TUMOBOrO (3TaHomna) NpUMOCTaHaBNMBaETCA B YacTu MpaBa Ha Mpou3BOACTBO hapmaueBTUYecKon cybcTaHumm
crnvpTa 3TUIOBOro (3TaHona) NMLEH3UPYHOLMM OpraHoM B criyyasix, onpeaeneHHbix ctatben 20 denepanbHoro
3akoHa oT 4 mada 2011 roga N 99-®3 "O nuueH3MpoBaHUM OTAENbHbLIX BUAOB AEATENbHOCTU", a Takke Ha CpPoK
NPUOCTAHOBIIEHUS  OENCTBUA  NUUEH3UM Ha NpouM3BOACTBO  3TUMOBOrO  CNMpTa And  npov3BoAacTBa
dhapmareBTMyeckon cybcTaHUMM crnvpTa 3TUINOBOro (3TaHomna), BblOAHHOM B COOTBETCTBUM ¢ PepeparnbHbIM
3aKOHOM OT 22 Hosbps 1995 roga N 171-®3 "O rocygapCTBEHHOM perynupoBaHuy MpousBoacTBa M obopoTa
3TWUMOBOrO CMNMPTA, ankoronbHOM M CMMPTOCOAEPXKALLEN NPOAYKUMN U 00 orpaHuveHun noTpebneHuns (pacnutusl)
ankoronsHoW npoaykumm".

2. [lencTBME NULEH3UN HA NPOM3BOACTBO JIEKAapCTBEHHbLIX CPEACTB (hapmaLeBTUYECKON cybcTaHuumn cnmpTa
3TUMOBOrO (3TaHomna) B 4YacTu MpaBa Ha MNpPOM3BOACTBO hapMaLeBTUYECKON cybCcTaHuMM cnvpTa 3TUIIOBOrO
(aTaHONa) npekpawiaeTca NUUEH3VNPYILWMM OpraHoM B Criyyasx, onpegeneHHbix crtatben 20 PepepanbHOro
3akoHa oT 4 mas 2011 roga N 99-03 "O nuueHsMpoBaHUM OTAENbHBIX BUOOB AEATENbHOCTU", a Takke C AaTbl
npeKkpaLeHns N1 aHHyNMPOBaHNS OEeNCTBMSA NULEH3UN Ha NPOM3BOACTBO 3TWUMOBOrO CNupTa Ans Npov3BOACTBA
hapmaueBTMYECKON CyOCTaHUMKM cnupta STWUOBOrO (3TaHomna), BblgaHHOW B cooTBeTcTBUM ¢ deaeparnbHbIM
3akoHOM OT 22 Hosbpsa 1995 roga N 171-®3 "O rocygapCTBEHHOM perynMpoBaHuUM NpousBoacTBa M obopoTta
3TUNOBOrO CNMPTA, arlkorosibHOW M CNUPTOCOAEepKaLLen NpoayKumm n o6 orpaHnu4eHMmn noTpebnenns (pacnmrtus)
ankoronbHOW NpoayKumm".

CtaTtbs 9. N'ocyaapcTBeHHbM KOHTPOJSb (HaA3op) B chepe obpalleHus NeKapcTBEHHbIX CPeacTB
(B pea. PepgepanbHoro 3akoHa ot 11.06.2021 N 170-93)

1. F'ocynapCTBEHHbIV KOHTPOMb (Haa3op) B cdepe obpalleHns NekapCTBEHHBLIX CPEACTB OCYLLECTBSAETCA
nocpencTsoMm chefepanbHOro rocy4apCTBEHHOrO KOHTpons (Hagsopa) B cdepe obpalleHus nekapcTBEHHbIX
cpeactB M defepanbHOro rocyapCTBEHHOMO NULUEH3MOHHOIO KOHTPONS [eATenbHOCTM No  MpOoM3BOACTBY
NeKapCcTBEHHbIX  CPeacTB,  OCYWeCTBNAeMblX  dedepanbHbIMW — OpraHamMyv  UCMOSTHUTENbHOW  BRAcTMy,
yrnosnHoMo4eHHbIMK NMpaButenscteoM Poccunckon ®enepaumn.

2. MNpeameToM heaepanbHOro rocy1apCTBEHHOrO KOHTpons (Haasopa) B cdepe obpalleHUst NeKapCTBEHHbIX
CPeAcCTB SABMSAOTCS:

1) cobntoaeHve o6sa3aTenbHbIX TpeboBaHWi B cdhepe obpalleHUs NekapCTBeHHbIX CPeACTB, B TOM YuCre:

a) TpeboBaHUi K OOKNUHUYECKUM UCCMEeAOoBaHNUAM NeKapCTBEHHbIX CPEACTB, KIMMHUYECKUM UCCredoBaHnaMm
neKkapcTBEHHbIX NpenapaToB, U3roTOBMEHWI0, XpaHeHuto, nepeBo3ke, BBO3y B Poccuiickylo ®eaepaumio, oTnycky,
peanusauuu, nepefade, npodaxe IEKapCTBEHHbIX CPEACTB, MPUMEHEHUI0 neKapCTBeHHbIX MpenapaTos,
YHUUTOXEHUIO NEKaPCTBEHHbIX CPEACTB, YCTAHOBMEHWNIO NPOU3BOOAUTENAMU NEeKapCTBEHHbIX MpenapaTtoB LeH Ha
nekapcTBeHHble Mnpenaparhbl, BKMIOYEHHbIE B NepeyeHb XU3HEHHO HEOOXOAUMbLIX U BaKHEMLIUX NneKapCTBEHHbIX
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npenaparos;

6) TpeboBaHMl K COOTBETCTBUIO NEKAPCTBEHHbIX CPEeACTB, HaXOAAWMXCA B obpalleHuu, nokasatenam
kayecTBa, 3PEKTMBHOCTU M 6e30MacHOCTW, YCTAHOBMEHHLIM B COOTBETCTBMM C HacTosAwuMm depaeparnbHbiM
3aKOHOM;

B) TpeboBaHui kK cobniogeHuio cybbektamu oOpalleHnsl NeKapCTBEHHbIX CPeacTB, YKa3aHHbIX B Yactu 1
crtatbu 67.1 HacTosiwero degepanbHOro 3akoHa, orpaHUYEHUn, Hanaraembix ctatbsiMm 67.1 n 67.2 HacTosiLero
degeparnbHOro 3akoHa;

2) cobrnofeHne NULEH3NOHHBIX TPEOOBaHNI K OCYLLIECTBITEHUIO dhapMaL,eBTUYECKON OEATENbHOCTY;

3) cobniogeHne TpeboBaHWI K NpenocTaBneHnto cybbekTamu obpalleHust JeKapCTBEHHbIX CPeAcTB
MHGOPMaLIMK O NEeKapCTBEHHbIX CpeacTBax U (Mnun) NekapCcTBEHHbIX NpenapaTtax, NpeayCMOTPEHHON cTaTbamm 9.1,
52.1 n 64 HacTosiwero ®enepanbHOro 3akoHa;

KoHcynbTaHTlntoc: npumevaHue.
C 01.03.2026 n. 4 4. 2 cT1. 9 yTpayumsaeT cuny (P3 ot 20.10.2022 N 405-93).

4) cobnopgeHne npeoycMOTPeHHbIX cTaTtben 55.1 HacTosiwero depepanbHoro 3akoHa TpeboBaHWMM K
NPOBEAEHUI0 3KCMEPMMEHTa MO OCYLLECTBMEHUIO PO3HUYHOW TOPrOBMU NEKapCTBEHHbIMWU npenapataMmu Ans
MEOMLMHCKOro MNPUMEHEHUs, OTMNyCKaeMbiMW MO pPeLenTy Ha fekapcTBEHHbIM npenapaTt, AWCTaHLMOHHLIM
cnocobom.

(n. 4 BBegeH dPepepanbHbiM 3akoHOM oT 20.10.2022 N 405-03)

3. lNpn ocywecTtBneHnn degepanbHOro rocyfapCTBEHHOrO KOHTponsa (Hagsopa) B cdepe obpaleHus
NeKapCTBEHHLIX CpeacTB NPOBOAATCS CreayoLwmne Buabl KOHTPOSbHbIX (HaA30PHbLIX) MEPONPUSITUIA:

1) BoKyMeHTapHasi NPoBEpPKa;

2) Bble3gHas NMpOBEpPKa;

3) BbIOOPOYHbIV KOHTPOSb Ka4ecTBa;
4) KOHTpOrnbHas 3aKyrnka;

5) NHCNEKLMOHHBIV BU3UT;

6) HabnwogeHne 3a cobniogeHveM  obsA3aTtenbHbIX  TpeboBaHWM  (MOHUTOPUHI  Ge3onacHOCTH)
(dpapmakoHagzop).

4. OpraHusaumss u ocyllecTBfeHne denepanbHoOro rocygapCTBEHHOrO KOHTpons (Hagsopa) B cdepe
obpalleHnsa nekapCcTBEHHbIX CpeacTB perynupytotess egepanbHbim 3akoHom oT 31 nonga 2020 roga N 248-93 "O
rocyapCTBEHHOM KOHTporne (Hag3ope) u MyHuumnanbHOM KoHTpore B Poccuiickon ®epepauun”.

5. BHennaHoBbI BbIOGOPOYHbIA KOHTPOSb KayecTBa MPOBOAUTCS B TOM YMCIE Ha OCHOBAHUKM MpPOrpaMmbl
NpPOBEpPOK.

6. NnaHoBLIN BbIDOPOYHLIN KOHTPOSTb KayecTBa He NPOBOAUTCS.

7. To pesynbratam BbIOGOPOYHOrO KOHTPONS KavecTBa Hapsgy C pelleHusMW, NpeayCMOTPEHHbIMU
®epepanbHblM 3akoHoM oT 31 wmona 2020 roga N 248-®3 "O rocynapCTBEHHOM KOHTpone (Hagsope) u
MyHuUMManbHOM KoHTpone B Poccuiickon depepaumn”, denepanbHbIMU OpraHamn MCMOSHUTENbHOW BRacTw,
YMOSTHOMOYEHHbIMU Ha OCYLLECTBIEHNE BbIDOPOYHOrO KOHTPONS KayecTBa, MPMHUMAIOTCS criegyloLine peLleHns:

1) 0 panbHeiilem rpaxaaHckoM o6opoTe cepuu, NMapTUM COOTBETCTBYHIOLLErO NIekapCTBEHHOIO CpeacTBa B
cnyyae noaTBepXOeHWUs Mo pesynbTaTtaM NPOBeAeHHbIX MUCMbITaHUIA COOTBETCTBUSI KayecTBa JeKkapCTBEHHOro
CpeacTBa YCTaHOBIEHHBIM TPebOBaHUSAM;

2) 06 M3bATUM M3 rpaxaaHckoro obopoTa cepuu, NapTUM COOTBETCTBYIOLLEIO NeKapCTBEHHOro cpeacTea B
cryyae BbISIBNEeHWA MO peaynbTaTaM MNpPOBEAeHHbIX MCMbITaHWA HEeCOOTBETCTBUSA KauyecTBa JeKapCTBEHHOro
cpefcTBa yCTaHOBMEHHbLIM TpeboBaHUAM;

3) 0 nepeBoAEe NEKAPCTBEHHOIO CPEACTBA HA MOCEPUIHbLIA BbIOOPOYHbIA KOHTPOSIb KAa4YeCcTBa NeKapCTBEHHbIX
cpencTB B CriyYae NMOBTOPHOTO BbISIBIIEHWSI HECOOTBETCTBMS Ka4yecTBa JIeKapCTBEHHOIO CpeacTBa YCTAHOBIEHHbLIM
TpeboBaHusiM n (Npy HeobxooMMOCTU) O NpoBepke cybbekTa obpalleHus NeKapCTBEHHbIX CpeacTB. Pacxoabl,
CBsi3aHHble C MpOBEAEHMEM MOCEPUNHOrO  BbIGOPOYHOrO  KOHTPOSNS, OMayvMBalTCs  NPOU3BOAMTENEM
neKkapCTBEHHOrO cpeactBa Nvbo AepkateneM wWnvM  BriagenbueM  PermcTpauyMoHHOrO  yOOCTOBEPEHUS
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nekapcTBEHHOro npenapara.

8. CDe,u,epaanbllZ Focyﬂ,apCTBeHHbIVI NULEH3NOHHbIN KOHTPOIb  OEATENIbHOCTKU MO  Npou3BOoACTBY
NekapCTBEHHbIX CpeaCTB OCYLLEeCTBIIAETCA B COOTBETCTBUM C 3aKOHOOATENIbCTBOM Poccuiickon CDe,u,epau,VlM.

CtaTtbs 9.1. Mporpamma npoBepok
(BBeaeHa PepgeparnbHbiM 3akoHoM oT 11.06.2021 N 170-$3)

1. B uensx opraHuMsauuyM BbIGOPOYHOTO KOHTPONS KadyecTBa J1eKapCTBEHHbIX CpeacTB dopMupyeTcs
nporpaMma npoBepoK.

2. [Ina uenen peanusauun nporpamMmbl MPOBEPOK NPOU3BOAUTENN NEKapCTBEHHbIX CPEACTB U OpraHusaumm,
OCyLLeCTBNSOLME BBO3 NEKapCTBEHHbIX cpeacTB B Poccuiickyto denepaumio, nNpefocTaBnsioT B OTHOLUEHUU
NeKapCTBEHHbIX CpeacTB And  MeAUUMHCKOro MNpUMEHEHMS B YNOSIHOMOYEHHbLIN bedepanbHbIi  opraH
NCMOMNHNTENBHON BacTW, OCYLWECTBASAWNA OYHKLMM MO KOHTPOSIKO U Hag3opy B cdepe 34paBoOXpaHEHUd, B
OTHOLUEHWM NEKAPCTBEHHbIX CPeACTB AJ1 BETEPUHAPHOIO NPYMEHEHNS B YNOMIHOMOYEHHbIM hedepanbHbIi OpraH
WCNOSNTHUTENBHOM BMacTW, OCYLUECTBAAWUA (QYHKLMM N0 KOHTPOMK W Haasopy B cdepe obpalieHus
NeKapCcTBEHHbIX CPeACTB AONA BETEPUHApPHOro MPUMEHEHUs, CBedEeHUS O CepusiX, MapTUsX JeKapCTBEHHbIX
CpPeAcTB, MOCTynawLWmMx B rpaxgaHckui obopoTr B Poccuickon depepauum, B nopsigke, cocraBe M obbeme,
YCTaHOBIEHHbIX yKa3aHHbIMU befepanbHbIMM OpraHaMu UCMNOMHUTENBHOW BMAcTW B OTHOLLUEHUW fleKapCTBEHHbIX
CpeacTB Ansl MeOMLUMHCKOrO MPUMEHEHUMSI U B OTHOLUEHWW NeKapCTBEHHbIX CPeAcTB [Ans BeTepuHapHOro
NPUMEHEHNSI COOTBETCTBEHHO.

3. [llporpamma npoBepok opMUPYEeTCS Ha KaneHgapHeln rog B cpok go 30 pekabps roga,
NpeALecTBYHOLLErO rogy npoBeaeHnsi BoIBOPOYHOro KOHTPOS.

4. B criyyae HacTynneHust cobbITU, yKaszaHHbIX B NoAnyHKTax "6" n "B" NyHKTa 2 yacTu 6 HacTosLLen cTaTbh,
deaepanbHbIM OpraHOM UCMOMHUTESNBHOW BAACTU, OCYLLECTBAAIOLWMM (DYHKLMN MO KOHTPOSIIO U Haa3opy B cdepe
34paBooxpaHeHus, deneparnbHbiM OpraHoOM UCMOMHUTENbHOW BMACTW, OCYLLECTBNSALMM (PYHKLMM NO KOHTPOIO
N Haasopy B cdepe obpalleHns NekapCTBEHHbIX CPEACTB Afsi BETEPUHAPHOIO NPUMEHEHUS, NpU HEOBX0OUMOCTH
BHOCHTCH COOTBETCTBYHOLLNE N3MEHEHUS B MPOrpaMMy NpoBEpOK.

5. B nporpammy npoBepoK MOryT BKMOYATbCA MEPONPUSATUS C Y4ETOM HapyLUEHUN, BbISIBNIEHHbLIX B pamKax
KOHTPOIbHbIX (HAA30PHbIX) MEPONPUATUIA 3a NpeablaYLLUNA KaneH4apHbIA roA.

6. NMporpamma NpoBEPOK COAEPXKUT:

1) nepedyeHb NEKapCTBEHHbIX CPeAcTB, OTOOP 00pa3uoB KOTOpbIX OydeT OCYLIEeCTBASATbLCA B paMKax
BbIBOPOYHOrO KOHTPOIS, hOPMUPYEMbIV C Y4ETOM Pe3yrnbTaToB rocy4apCTBEHHOIO KOHTpoOns (Hag3opa) B cdepe
obpallleHnsi NekapCTBEHHbIX CPEeACTB 3a KaneHgapHbI rod, npelecTByoWwuiA roay npoBeaeHUst BbIGOPOYHOro
KOHTpONS;

2) ykasaHue Ha cobbiTve, HacTynreHne KOTOporo SIBMSieTCss OCHOBaHWEM Afsi OCYLLECTBIEHUS] BbIGOPOYHOro
KOHTPOnS:

a) nony4eHme CBeOEHWUW, NpPeAcTaBnsieMblX B cOCcTaBe N 06beme, yCTaHOBMEHHbIX ddedeparibHbiM OpraHom
MCMNOMHUTENBHOW BriacTu, OCYLLECTBASIOWNMM (DYHKLUMM NO KOHTPOMIO W Hag3opy B cdepe 34paBOOXpaHEHUs,
deaepanbHbIM OpraHOM UCMOMHUTESNBHOW BACTU, OCYLLECTBAAIOLWMM (DYHKLMN MO KOHTPOSIIO U Haa3opy B cepe
obpalleHnss NnekapcTBEHHbIX CPeACTB ON19 BETEPUHApPHOro MPUMEHEHUs, O Cepusix, NapTusaX feKkapCTBEHHbIX
CPeACTB, MOCTyNawLWuX B rpaxgaHckuii obopoT B Poccunckon denepaumm, ykasaHHbIX B MyHKTE 1 HacTosiLen
YyacTu, opraHu3aunsamm, OCyLLeCTBASIOLWUMM NPOU3BOACTBO NeKkapCTBEHHbIX cpeacTB B Poccuiickon ®enepauun un
BBO3 NleKapCTBEHHbIX cpeacTB B Poccuiickyo ®eaepaumio;

0) nonyyeHue nocTynawoLlen B NopsaKe, YCTAHOBNEHHOM cTaTben 64 HacTosiwero denepanbHOro 3akoHa,
nHcdopmaumm o NOOOYHBLIX LENCTBUAX, HEXenaTenbHbIX pPeakuusiX, CEepbe3HbIX HeXenaTerbHbIX peakuusix,
HenpeaBUAEHHbIX HeXenaTenbHbIX peakumax Npu NpMMEHEHUM NeKapCTBEHHbIX NpenapaTtos, 06 nHAMBUAyanbHowm
HenepeHoCMMOCTW, OTCYTCTBUM 3D(PEKTUBHOCTM JEKAPCTBEHHbIX MpenapaToB, a Takke 00 WHbIX akTax u
06CcTOoATENLCTBAX, NPEACTaBMAOLWMX YIPO3Y XU3HU UNKN 300POBLID YenoBeka NnMbo XMBOTHOTO NpU NMPUMEHEHWU
NEKaApCTBEHHLIX MpPenapaTtoB M BbISABMEHHbIX Ha BCEX 3Tanax obpalleHusi NeKapCTBEHHbIX MpenapaTtoB B
Poccuiickon depepaLmm n opyrux rocygapcreax;

B) nony4vyeHne B cooTBeTCTBUMM C PegepanbHboiM 3akoHoM oT 31 wuona 2020 roga N 248-03 "O
rocyaapCTBeHHOM KOHTpone (Haasope) u MyHuuunansHOM KOoHTpone B Poccuitickon ®depepaumn" cBefeHUn o
NpUYNHEHNM Bpeda unu o6 yrpose NpuYMHEHUs: Bpeaa XX13HW, 300PO0Bbi0 rpaxaaH Ui XMBOTHbIX.
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Ctatba 9.2. NocymapCTBeHHbM KOHTPONb (HAA30p) 3a peanv3auver opraHaMyM WUCMOSTHUTENLHOM BNactu
cy6bektoB Poccuiickon ®Pepepauym nonHomMouMn B cdepe obOpalieHUsi JeKapCTBeHHbX CpPeacTB Aans

MeAULIMHCKOro NpuMeHeHus1
(sBegeHa depeparnbHbIM 3akoHOM OoT 11.06.2021 N 170-$3)

1. F'ocyaoapCTBEHHbIN KOHTPONb (HAg30p) 3a peanu3aumelnt opraHamn MUCMOSNTHUTENBHOW BRacTu CyObeKTOB
Poccuiickon ®depgepaumm nonHomounn B cdepe 0OpalleHns NEeKapCTBEHHbIX CpeacTB And MeOuLMHCKOro
NPUMEHEHNST  OCYLLECTBMSIETCS  YNOMHOMOYeHHbIM  [MpaButenbctBom Poccuiickon depepaumm  opraHom
NCMNOMHUTENBHOW BNacTw.

2. NpegmeToM rocyaapCTBEHHOIO KOHTPOMs (Hag3opa) 3a peanusaumen opraHaMmy UCMOSTHUTENbHOW BNacTu
cybvektoB Poccuiickon ®degepaumm nonHomoumn B cdepe obpaleHuss IekapCTBEHHbIX CPEeACTB  Anis
MEeOMLUMHCKOTO MPUMEHEeHUs sBnsieTcd cobniogeHue YNOoNTHOMOYEHHbIMU OpraHamMu MWCMOMHUTENbBHON BnacTu
cybbektoB Poccuiickon depepaumm METOAWKM YCTaAHOBMEHMS MpedenbHbIX pasMepoB OMTOBbIX HaabaBoK U
npedenbHbIX pa3MepoB  PO3HWYHBIX HagbaBOK K  (PAKTMYECKUM  OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM
NpoM3BOAUTENSIMU JIEKAPCTBEHHbLIX MpenapaToB, Ha JleKapCTBEHHbIE MpenapaTbl, BKIIOYEHHbIE B MNepeyYeHb
XN3HEHHO HEOOXOAMMbIX U BaXKHEWLLNX NIEKAPCTBEHHLIX NPEnapaTos.

3. Tpn ocyllecTBNeHMM TOCYOApPCTBEHHOrO KOHTponsd (Hagsopa) 3a peanusauuen  opraHamum
NCNONHUTENBHOM BNnacTu cyobekToB Poccuickon degepaumm nonHOMo4YM B cdepe obpalleHns nekapCTBEHHbIX
CpeacTB AN MeaULMHCKOro NpUMeEHeHUs NpoBOAATCA criefyoLme Buabl MeponpusaTUin:

1) BOKyMeHTapHbIe NPOBEPKMY;
2) Bble3Hble NMPOBEPKMU.

4. OpraHusaumusi U OCyLLEeCTBMEHNE FOCYAAPCTBEHHOIO KOHTPONs (Hagsopa) 3a peanu3auuein opraHamm
NCNONTHUTENBHOM BNnacTu cyobekToB Poccuinckon degepaumm nosHOMo4YMi B cdoepe obpalleHus nekapCTBEHHbIX
CPeACTB Ansl MeOMLMHCKOro NMpuMMeHeHus perynupytoTcsa degeparnbHbiM 3akoHOM OT 6 okTsiopsa 1999 roga N
184-03 "O06 0bLmMX NpMHLUMNaxX opraHn3auumn 3akoHogaTeNbHbIX (MPeaCcTaBUTENBHbBIX) Y UCMONTHUTENBHbLIX OPraHoB
rocygapCTBeHHoOW BnacTun cyobekToB Poccuiickon deaepaummn”.

5. TonoxeHne O rocyaapCTBEHHOM KOHTpone (Hags3ope) 3a peanu3auven opraHaMmyv WCMNOMHUTENbHOW
Bnactu cyowbektoB Poccuiickon degepaumm nonHomoumin B cdepe obpalleHus NneKkapCTBEHHbIX CPeacTB Anis
MeOMLMHCKOro npuMmeHeHus yTeepxaaetcs lNpaesutenscteoM Poccunckon Gegepaumn.

Ctatbs 9.3. PeroHanbHbLM rocyaapcTBeHHbM KOHTPOSb (HaA30p) 3a NPMMEHEeHUeM LIeH Ha fleKapCTBEHHbe
npenapaTbl, BKMIOYEHHbE B NepeYeHb XXM3HEHHO HeOOXOAUMbIX U BaXKHEMLLMX JIeKapCTBEHHbIX NpenapaToB
(BBepeHa PepnepanbHbiM 3akoHoM oT 11.06.2021 N 170-$3)

1. PernoHanbHbI rocyfapCTBEHHbLIN KOHTPONb (HaA3op) 3a MNpUMEHEHMEM LieH Ha IeKkapCTBEHHble
npenapaTtbl, BKMOYEHHble B MepevYeHb XXU3HEHHO HeobXOoOUMbIX W BaXXHEWLUMX NeKapCTBEHHbIX Npenapartos,
OCYLLECTBMNSIETCA OpraHoM WCMNoNHMTENbHOW Briactu cybvekta Poccuickon depepaumu, YNONHOMOYEHHbLIM
BbICLLMM MCMOJSTHUTENbHbLIM OPraHoOM rocyapCTBEHHOW BriacTu cyobekTa Poccuiickon depepaumm.

2. TpeOMeTOM pervMoHarnbHOro rocydapCTBEHHOrO KOHTpons (Hagsopa) 3a MPUMEHEHMEM LEH Ha
NeKkapcTBEHHbIE MpenapaTbl, BKIOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOAMMBIX U BaXKHEWLUNX JNEeKapCTBEHHbLIX
npenapaTtoB, sBNseTcA CcoOnogeHne oOpraHMsauusiMm OMNTOBOW TOPrOBMM  JIEKAPCTBEHHBLIMU  CPEACTBAMM,
anTeyHblMM  OpraHu3auusMn,  MHOUBMAYaNbHbIMW  MNPeanpuHUMATENs MK,  UMEKLWMMM  JIMLEH3UO  Ha
dapmaLeBTUYECKYID  OEATENbHOCTb,  MEAWULMHCKUMW  OpraHu3auusiMi,  MMEKLWMMUM  NMUEH3NIO  Ha
dhapmaLeBTUYECKYIO AEATENBHOCTL, U X 060CO6NEHHBIMM NogpasaeneHnsiMun (ambynatopusamm, enbaLepcKumMm
N henbalepcKo-akyLePCKMMN MyHKTaMK, LeHTpamu (oTaeneHusmm) obuwen BpavyebHON (CEMENHOM) NPaKTUKM),
pacnosnioXXeHHbIMU B CENbCKMX HaCEeNeHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYHT anTeuvHble opraHusauuu, npu
peanusaummM nekapCTBEHHbIX MpenapaToB TpebOoBaHWA K MPUMEHEHUIO LEH, YPOBEHb KOTOPbLIX HE [OOKeH
npesbilaTb CYMMY (QaKTUYECKOM OTMYCKHOM LEHbl, YCTAHOBIIEHHOW MPOU3BOOAUTENEM  JIEKAaPCTBEHHbIX
npenapaToB, U KOTOpble HE MPEBLILLAKT 3apPErMCTPUPOBAHHBLIX MpedernbHbIX OTMYCKHbIX LIEH, U pa3MepoB ONTOBbIX
HapgbaBok M (MnM) pasMepoB PO3HUYHbIX HAaAOaBOK, HE MPEBLILALMX COOTBETCTBEHHO pa3MepoB NpenenbHbIX
ONTOBbIX HagbaBoK M (MNM) pa3MepoB MNpeAenbHbIX PO3HUYHbIX HanbaBOK, YCTAHOBIEHHbIX B CybbekTe
Poccuiickon ®epeparmu.

3. OpraHusaumss u oOcCyllecTBNEeHWe perMoHanbHOro rocyaapCTBEHHOro KOHTpons (Hagsopa) 3a
NPMMEHEHWEM LEH Ha JeKapCTBEHHblE MNpenapartbl, BKMOYEHHbIE B MEpeYeHb XU3HEHHO HeOoOXOAMMbIX W
BaXKHEMLUMX NeKapCTBEHHbIX MnpenapaToB, perynupytotcs depepanbHbiM 3akoHom oT 31 wmong 2020 roga N
248-93 "O rocyaapcTBEHHOM KOHTpOMe (Hag3ope) u MyHuUmnansHoM KoHTpone B Poccuiickon ®epepaummn”.
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4. TlonoxeHue O pernoHanbHOM TrOCyQAapCTBEHHOM KOHTporie (Hag3ope) 3a MPUMEHEHMEM LEH Ha
NeKkapcTBEHHbIE MpenapaThbl, BKIOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOAMMBIX U BaXKHEWLUNX JNEeKapCTBEHHbLIX
npenapaToB, yTBEPXAAeTCs BbICLUMM UCMOSTHUTENbHLIM OpraHOM rocyaapCTBEeHHON BnacTn cybbekta Poccuiickom
depepauuu.

Ctatba 9.4. ®PepepanbHbM rocyaapCTBeHHbM JIMLEH3UOHHbM KOHTPOSb AEATENLHOCTU MO NMPOU3BOACTBY
JleKapCTBEHHbIX CPeaCTB
(BBepeHa ®epneparnbHbiM 3akoHoM oT 11.06.2021 N 170-$3)

1. ®epepanbHbll  rOCYOAPCTBEHHbIN  JIMLEH3NOHHBLIM  KOHTPOSb  AESATENbHOCTM MO MPOM3BOACTBY
nekapcTBeHHbIX  CPeACTB  ocyuwlecTBnsetcs  degepanbHbiMM  OpraHaMu  MUCMOSIHUTENbHOW  BNAcTM,
yrnosniHoMo4eHHbIMK NMpaButenscTeoM Poccunckon ®enepaumn.

2. depeparnbHbIii  FTOCYAAPCTBEHHbIA  JIMLEH3NOHHBLIN  KOHTPOMb  AEATENbHOCTU MO NMPOU3BOACTBY
NEeKapCTBEHHbIX CPEACTB OCyLlecTBnsieTcsa B cootBeTcTBUM ¢ PenepanbHbiM 3akoHOM OT 4 mas 2011 roga N
99-03 "O nuueH3npoBaHUM oTAeNbHbIX BUAOB AesaTenbHocTn" n ®egepanbHbiM 3akoHoM oT 31 mionst 2020 roga N
248-93 "O rocyaoapCTBEHHOM KOHTpone (Hags3ope) u MyHuuMnanbHOM koHTpone B Poccunckon depepaunn”. B
pamkax eagepanbHOro rocyaapCTBEHHOIO  JIMLEH3MOHHOIO KOHTPONSA OeATEeNbHOCTM MO MPOU3BOACTBY
NEKapCTBEHHbIX CPEACTB MNNAHOBLIE KOHTPOJSIbHblE (HAA30pHbIE) MEPONpUSTUS He MpoBOAATCH, MNpU 3TOM
NnpoBOAMTCS MEepPUOAMYEcKOe NoATBEPXKAEHWE COOTBETCTBMS JULEH3NATOB JMLEH3VMOHHBbIM TpeboBaHWsIM B
cootBeTcTBUN C PenepanbHbiM 3akoHOM OT 4 Mas 2011 roga N 99-03 "O nuueH3npoBaHUM OTAENbHbLIX BUOOB
nesarenbHocTn".

Mmaea 5. PASPABOTKA, OKNMMHUYECKUE NCCNEONOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KNTMHWYECKUE UCCIEOQOBAHUA
JIEKAPCTBEHHbIX NMPEMAPATOB A1 BETEPUHAPHOIO NPUMEHEHUA

CtaTtbs 10. PaspaboTka nekapcTBeHHbIX CPeaAcTB

1. Pa3paboTka nekapCTBEHHbIX CPEeACTB BKIOYAEeT B ce0s MOMCK HOBbIX (papMaKOSOrMyYeckyr akTUMBHBLIX
BellecTB, nocneaylollee WU3y4yeHUe KX NeKapCTBEHHbIX CBOWMCTB, AOKMUHMYECKME MUCCregoBaHusi, paspaboTky
TEXHOIMOrMn Npou3BoAcTBa hapMaLeBTUYECKUX CYGCTaHUMIN, pa3paboTKy COCTaBOB UM TEXHOMOMMIN NPOM3BOACTBA
neKkapcTBeHHbIX Npenapartos.

2. ®uHaHcoBoe obecrnedeHne pa3paboTky NekapCTBEHHbIX CPEACTB OCYLLECTBIISETCS 3a CHET:
1) cpencTB henepanbHOro GIOMKETA;
2) cpencTB pa3paboTUMKOB NIEKAPCTBEHHbIX CPEACTB;

3) cpeacTs NpousBoauTenei NekapcTBEHHbIX CPEACTB NP BbINOMHEHUN Hay4YHO-MUCCreaoBaTeNnbCkmx paboT
Mo JOroBOpYy Mexay pa3paboTyMKOM NeKapCTBEHHbLIX CPEACTB U NPOM3BOAUTENIEM JIEKAPCTBEHHbIX CPEACTB;

4) UHbIX He 3anpeLleHHbIX 3akoHoAaTenbcTBOM Poccuinckon depepaunm MCTOYHUKOB.

3. MpaBa pa3paboTymnka NeKapCTBEHHOTO CPEACTBA OXPAHAKTCS MPaXKgaHCKMM 3aKOHOA4ATENbLCTBOM.
Cratbsa 11. [JoknmHn4yeckoe uccnenoBaHue JNieKapCTBEHHOIO CpeAcTBa AN MeAULMHCKOro NpUMeHeHNs

1. JoknnHuyeckoe nccrnenoBaHne NnekapCTBEHHOro cpeactsa Ans MeauUMHCKOro NpuMeHeHns NpoBoaAnTCA
nyTeM MPUMEHEHUS HayYHbIX METOAOB OLEHOK B LEensx MnonyvyeHus gokasaTenbcTB 6e30macHOCTU, KadecTBa U
3P EKTUBHOCTU NTEKapCTBEHHOIO cpeacTsa.

2. [loknuHu4eckoe nccnegoBaHve NekapcTBEHHOro CpeacTBa AN MeAULMHCKOro NpUMeHeHnsa NnpoBoanTCs B
COOTBETCTBMM C MpaBuiaMuM Hagnexawen nabopaTopHOW MNPaKTUKW, YTBEPXOEHHBIMA  YMOSTHOMOYEHHbIM
deaepanbHbIM OpraHoM NCNOSTHUTENBHOW BRACTMU.

(B peq. depepanbHoro 3akoHa oT 22.12.2014 N 429-03)

3. Ons opraHvsauuMM W NpoBeaeHUs [AOKIMHUYECKOrO UCCnefoBaHWUS NeKapCTBEHHOro cpeactsa And
MeOULNHCKOro npuMeHeHus pa3paboTynkm NeKkapCcTBeHHbIX cpeacTs MoryT npvBnekKaTb
Hay4HO-MCCrefoBaTeNnbCkMe opraHu3auun, obpasoBaTenbHble OpraHv3auuy BbicLero obpas3oBaHus, uUmerome
HeoOxooMMyl0 MaTepuarnbHO-TEXHMYECKYI0 6a3y M kBanMdUUMPOBaHHBIX CMELUanncToB B COOTBETCTBYIOLLEN
obnacTtu nccnegoBaHus.

(8 pea. PenepanbHoro 3akoHa ot 02.07.2013 N 185-d3)
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4. JoknuHuyeckoe nccrnegoBaHWe NEKapCTBEHHOro cpeacTsa Ans MeaWLUMHCKOro NpuMeHeHUs NpoBoanuTCs
no yTBEpPXOEHHOMY pa3paboTuMKOM IeKapCTBEHHOrO CpeAcTBa MnaHy C BedeHWeM MpoTokona 3Toro
nccrnenoBaHnsa U CocTaBleHNeM oT4eTa, B KOTOPOM cofepXKaTcs pesynbTaThbl 3TOr0 UCCredoBaHUsa 1 3akroveHne
O BO3MOXHOCTU MPOBEAEHUs KIMHUYECKOrOo WCCNedoBaHUA IeKapCTBEHHOro npenaparta Ans MeauLMHCKOro
NPUMEHEHMS.

5. MpoBeaeHne npoBepok cobnioaeHUs npaBui Hagnexallen nabopaTtopHON MPakTUKM U NPaBOBbLIX HOPM
NCMONb30BaHMSA XUBOTHbLIX MPU MPOBEAEHUN OOKNMHUYECKUX WCCNedoBaHWUA NeKapCTBEHHbIX CpeacTtB AaAnd
MEOMLIMHCKOrO MPUMEHEHUS OCYLLECTBMSIeTCA YMNONMHOMOYEHHbIM defepanbHbiM  OpraHoM  UCNONHUTENBHON
BracTu.

(B peqa. PeapepanbHoro 3akoHa oT 22.12.2014 N 429-03)

6. Pe3yJ'IbTaTbI OOKIMNMHN4YeCKOoro nccrneagoBaHna nekapCcTtBeHHoOro cpeactea ana meaununHCKoro npuMeHeHuaA
MOryT ObITb npeacrtaBneHbl B yI'IOJ'IHOMO‘-IEHHbIIZ d)e,qepaanblﬁ opraH NCMONHUTENBHON BacTn B YyCTaHOBJ1IEHHOM
nopAagke B Lendax Focyﬂ,apCTBeHHOﬁ perncTpaunmn nekapCTrBeHHOro npenapara.

Crates 12. [loknuHMYeCKoe WCCnedoBaHWe NeKapCTBeHHOro CPeacTBa M KMMHWYECKOe WccrieaoBaHue
rieKapCTBeHHOro npenaparta Ans BeTepUHapHOro NpUMeHeHUs

1. JoknvHnYeckoe uccrenoBaHne NekapCTBEHHOTO CpeAcTBa AN BETEPMHAPHOrO NMPUMEHEHNS NMPOBOANTCS
nyTeM MPUMEHEHWST Hay4YHbIX METOAOB OLEHOK B LIeNsiX MONyYeHusl [okasaTenbCcTB Ge30mnacHOCTM, kadecTsa U
9P HEKTMBHOCTU NIEKapPCTBEHHOrO CPEACTBa, B TOM 4YMCrie OrnpeferieHusl cpoka ero BbiBeAeHWUs1 U3 opraHusma
KMBOTHOTO, B Lensix obecneveHnss 6e30nacHOCT MPOAYKUMU KMBOTHOMO MPOUCXOXKOEHWUSI MOCHe NPUMEHEHUS
COOTBETCTBYIOLLIETO NIeKapCTBEHHOrO Npenapara.

2. [oknuHMYeckoe WCCredoBaHWe JeKapCTBEHHOTO CpeacTBa M KIMHMYECKoe — WccreoBaHue
riekapCTBEHHOro mnpenaparta Afs BETEPUMHAPHOIO MpUMeHeHUs!, UccrnefoBaHe GUOSKBUBANEHTHOCTU YKa3aHHOMo
neKkapcTBEHHOro npenapaTta MPOBOASATCA B COOTBETCTBMM C MpaBunaMu, YTBEPXOEHHbIMW YMONHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONHUTENBHOW BACTU.

3. [oknuHMYeckoe WcCredoBaHWe JeKapCTBEHHOTO CpeacTBa M KIMHMYECKoe — WccreoBaHue
NieKapCTBEHHOro npenapaTa Afisi BEeTepPUHapHOro MpPYMEHEHWs] NMPOBOAATCA MO YTBEPKOEHHOMY pa3paboTymkom
NeKapcTBEHHOro CpeAcTBa NiaHy C BeeHWeM TMPOTOKONIOB 3TUX WCCNedoBaHWi M COCTaBNeHMEM OTYeTOB, B
KOTOPLIX coaepKaTcs pesynbTaTbl 3TUX UCCNEAOBaHMA.

4. [Ons opraHvM3auMm v npoBeOeHUs OOKMMHUYECKOro WCCrNeqoBaHUs TeKkapCTBEHHOIo Cpeactea U
KMMHUYECKOro UCCredoBaHUA TNekapCTBEHHOro npenapata Ans BeTepuHapHOro npuMeHeHus paspaboTymk
nekapcTBEHHOro cpeacTea MOXeT npveBnekaTb opraHusaumm, nMetoLne HeobxoaVMyto
maTepuanbHoO-TeXHUYeCKylo 6asy U  KBanuUUMPOBaHHLIX CMNELUManucToB B COOTBETCTBYHLIEA obnacTtu
nccrnegoBaHnS.

5. KnuHuyeckue uccnegosaHus NIeKapCTBEHHbIX MpenapaTtoB A4 BeTEPUHAPHOIo npuMMeHeHna npoBoaATCA
B BETEPUHAPHbIX OpraHn3aunax n B opraHmsaunax, oCyLeCTBNAKLLNX pa3BeeHne, BblipalimBaHne U cogepxaHme
XMBOTHbIX, B Lienax:

1) YCTaHOBIEHUA NEPEHOCUMOCTU NeKapCTBEHHbIX NpenapaToB 340P0BbIMU XXUBOTHbLIMU;

2) nogGopa onTMMarbHbIX 403VPOBOK NIEKAPCTBEHHBIX MPENnapaToB U Kypca feYeHNst Ha KOHKPETHOM rpynmne
XKMBOTHBIX C onpeaeneHHbIM 3aboneBaHnemMm;

3) ycTaHoBneHusi 6e3onacHOCT U 3¢hPeKTUBHOCTM NEKAPCTBEHHOIO MNpenaparta, npefHasHauyeHHoro Ans
nievyeHuss onpeneneHHbIXx 3aboneBaHuii XUBOTHBIX, WM 3MEKTUBHOCTY JIeKapCTBEHHOro npenaparta asis
NPOgUMaKTKM 3ab60neBaHuii 300POBbIX XUBOTHBLIX;

4) N3y4yeHUsi BO3MOXKHOCTEW pacLUMpEHUsi NMokasaHWi K MPUMEHEHUIO 3aperMcTpUpPOBaHHOIO fIeKapCTBEHHOIO
npenapara 1 BbIIBIIEHUS1 paHee HEV3BECTHbIX MOBOYHBIX AECTBUIA.

6. KnuHunyeckoe uccrieqoBaHMe —NeKapCTBEHHOro npenapata AN BETEPUHAPHOrO  NMPUMEHEeHUs
OCYLLIECTBIAETCS 3a CYeT CPpeAcTB pa3paboTynka NekapcTBEHHOro cpeacTaa.

7. OTyeTbl O pesynbTaTax [OOKMMHWYECKOro MCCINedoBaHUs NeKapCTBEHHOTO CpeacTBa M KIMUMHUYECKOro
nccrnenoBaHUs NEKapCTBEHHOTO MpenapaTta Afs BeTEPUHAPHOTO MPYMEHEHWsI COCTaBMSOTCA pa3paboTynkomM
NIeKapCTBEHHOrO CpeacTBa C Y4YeTOM 3aK/IOYEHUI opraHu3auuii, NPUHYMAaBLLUMX y4yacTMe B OpraHuM3auumM u
MPOBEAEHUN 3TUX UCCIIEAOBAHWIA.

8. KoHTponb 3a npoBefeHMeM [AOKMUHUYECKUX WCCedOBaHWUA JeKapCTBEHHbIX CPeacTB U KIIMHUYECKUX
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nccnegoBaHui NeKkapCTBEHHbIX npenapartoB AJ14 BeTePUHapPHOIro nNpuMeHeHna oCyLecTBnAeTCA yNnoNIHOMOYEHHbIM
d)e,qepaanblm opraHom MCMNONHUTENbLHOW BriacTu.

Maga 6. OCYLIECTBIEHUE NTOCYOAPCTBEHHOW PETMCTPALIUU
JIEKAPCTBEHHbIX NMPEMAPATOB

Ctatbsa 13. F'ocymapcTBeHHas perMctpauus rekapcrBeHHbIX npenapaToB
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlntoc: npyumevaHue.

[onyckaeTca npvMeHeHne B MeOUUMHCKMX LEensx He 3aperucTpupoBaHHbix B P® nekapCTBEHHbIX npenaparos,
cofepallmx HapKoTUYecKMe CpeacTBa Unm NCUXOTPONHbIe BELLeCTBa, BBE3eHHbIX B PP B cooTBeTCTBUM C Y. 3.1 CT. 47
AaHHoro AokymeHTa (n. 8 c1. 3 ®3 o1 27.12.2019 N 475-03).

1. B Poccumckon ®epepauumn gonyckaloTcs NpouM3BOACTBO, U3rOTOBIEHUE, XpaHeHWe, nepeBo3ka, BBO3 B
Poccuiickyto ®Pepepauuio, BbiBo3 M3 Poccuiickon ®degepaumu, peknama, OTMNYCK, peanusauus, nepegadya,
NPUMEHEHNE, YHUYTOXEHWE IeKapCTBEHHbIX MNpenapaToB, €CfiM OHW 3aperucTpupoBaHbl COOTBETCTBYHOLLUM
YNOSTHOMOYEHHbIM (heaeparnbHbIM OpraHOM UCMOSTHUTENbHOM BracTy.

(vactb 1 B pea. PegepansHoro 3akoHa oT 13.07.2015 N 241-93)

2. ['ocynapCTBEHHON perucTpaumm nognexar:
1) BCe nekapCTBEHHbIE Npenaparthbl, BriepBble NoAnexallne BBogy B obpalleHune B Poccuiickon ®enepauuu;

2) nekapcTBeHHble npenapaTbl, 3aperncTpupoBaHHbIE paHee, HO NPOU3BEAEHHbIE B APYTUX NEKAPCTBEHHbIX
dopMax B COOTBETCTBUM C MNEpeYHeM HaMMEHOBaHWM IeKapCTBEHHbIX (OpM, B HOBOW [J03UPOBKE Mpu
[l0Ka3aTenbCTBe ee KIMHNYECKON 3HaYMMOCTU 1 3D(PEKTUBHOCTY;

3) HoBble KOMBMHaLMKW 3aperncTPMpPOBaHHbIX paHee NeKapCTBEHHbIX NpenapaTos.

3. TocynoapcTBeHHasi peructpauusi JNekapCTBEHHbIX MNpenapaToB OCYLUEeCTBMSETCA MO  pesynbTatam
3KCMEepTU3bl NEKAPCTBEHHbIX CPEeACTB, a rocyAapCTBEHHAs pernctpauns opdaHHbIX NEeKapCTBEHHbIX MpernapaToB
OCYLLECTBIAETCS MO pe3ynbTataM 3KCNepTUsbl JOKYMEHTOB, MPEACTaBNEHHbIX Afs OnpeferieHus BO3MOXHOCTU
paccmaTpvBaTb  JIEKApCTBEHHbI  MpenapaTt Ans  MeOMUMHCKOrO  MPUMEHEHUst TMpU  OCYLLECTBIEHUM
rocygapcTBEHHON pernctpauumM B KadecTBe oOpdpaHHOro nekapcTBEeHHOro npenaparta, U no pesynbTatam
3KCMNEepTU3bl NEKapCTBEHHBIX CPECTB.

4. TocypapCTBeHHas peructpauusi nekapCTBEHHOro npenaparta OCyLeCcTBNSeTCA COOTBETCTBYIOLUM
YNOMHOMOYEHHbIM dhejepanbHbIM OpraHoM UCMOMHUTENBHON BNACTU B CPOK, HE NPEBbLILLAIOLLMI CTa LWeCTUAECATH
pabounx gHel co OHSA MPUHATUS COOTBETCTBYIOLLENO 3asIBIIEHNSI O rOCY4aPCTBEHHON perncTpauum nekapCTBEHHOro
npenapata. B ykasaHHbIA CpPOK BKNOYaeTCsi BPeMsi, HeOOXxooumMoe ANl MOBTOPHOrO MPOBEAEHUS 3KCMEPTU3bI
NneKapCTBEHHOro0 CpeacTBa B COOTBETCTBMM CO cTatben 25 HacToswero ®depepanbHoro 3akoHa. Cpok
rocyapCTBEHHOW perncTpaumm nekapCTBEHHOro npenapaTta UCHUCISeTCH CO AHS MPUHATUS COOTBETCTBYHOLLNM
YMOSTHOMOYEHHbIM  dheepanbHbIM  OpraHoOM  UCMOMHWMTENBbHOW BracTu  COOTBETCTBYIOLLErO 3asABIieHNss O
rocygapCTBEHHON pernctpaumm nekapcTBEHHOro npenapara ¢ NpunoXeHnem HeobxoaumblX JOKYMEHTOB MO AeHb
BblJa4yM perMcTpaunoHHOro yaoCToBepEHUs NnekapcTBEHHOro npenapata. Bpems, Heobxoanmoe ans HanpaeneHus
YMOSTHOMOYEHHbIM hefepanbHbIM OPraHOM WCMONMHUTENbHOW BNacTu 3anpoca O NpeacTaBneHMn HeoOXOAMMbIX
MaTepuanoB W NPeACTaBEeHNs 3asiBUTENEM OTBETa Ha AaHHbIA 3anpoc B COOTBETCTBUM CO cTaTbsaMu 16, 19 n 23
HacToswero degepanbHOrO 3akoHa, HE YYMTbIBAETCH MPW MCHYUCIIEHWM CpPOKa rocygapCTBEHHOW perucrpauum
neKkapCcTBEHHOro npenapara.

5. M'ocygapCTBEHHOW perucTpauumn He nognexar:

KoHcynbTaHTlntoc: npumevaHue.
C 01.03.2025 B n. 1 4. 5 cT. 13 BHOCATCA M3MeHeHns (P3 ot 30.12.2021 N 463-93).

1) nekapcTBeHHble MpenapaTbl, U3rOTOBEHHbIE anTeYHbIMM OpraHM3auusMy, BeTEPUHAPHBIMK anTe4YHbIMM
opraHusauusaMu, UHOUBUAyanbHbIMKM NPeanpUHMMATENAMI, KOTOpble MMEIOT NMLEH3NI0 Ha (apMaLeBTUYECKYHO
[esATenbHOCTb, MO peuUenTam Ha reKkapcTBeHHble npenapatbl U TpeboBaHMSAM MeOULUMHCKUX OpraHv3auui,
BETEPMHaPHbIX OpraHn3aLmii;

2) nekapcTBEHHble Mpenapartbl, MNPUOOpPETEHHble uamdecknMmn nuuamm 3a npegenamm Poccumnckon
depnepaumm u npegHasHayYeHHble AN IMYHOMO UCMOMb30BaHMUS,
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3) nekapcTBEHHbIE NpenapaThbl, BBO3MMble B Poccuinckyto degepaumio ons okasaHust MEQULMHCKOW NMOMOLLIN
MO XXM3HEHHbIM MOKa3aHWAM KOHKPETHOro naumeHTa Ha OCHOBaHWUM paspelleHusi, BblAaHHOMO YNOMHOMOYEHHbIM
deaepanbHbIM OpraHoM NCNONHUTENBHOW BMacTy;

4) nekapcTBeHHble cpeAcTBa, BBo3uMmble B Poccuiickyto ®depepaumto Ha OCHOBaHWM  Bbl4aHHOTO
YMOSTHOMOYEHHbIM (befepanbHbIM OpraHoOM UCMOMHUTENBHOW BriacTW paspelleHns M npegHas3HayYeHHble Ans
NpoBefeHUs KNMUHUYECKUX WCCReOOBaHNN NeKapCTBEHHbIX nNpenapatoB U (MNn) MpoBeAEHUs 3KCNepTU3bl
NneKapCTBEHHbIX CPeacTB A5 OCYLLECTBMNEHUS rOCYAapCTBEHHOW perucTpaLmm nekapcTBeHHbIX Npenaparos;

5) bapmaueBTUUeckmne cybcTaHuuu;

6) pagvodapMaueBTUYECKME FEeKapCTBEHHble MpenapaTtbl, W3roTOBSIEHHbIE  HEMOCPeACTBEHHO B
MEOVUMHCKUX OpraHusauusix B MOpsidke, YCTaHOBMEHHOM  YMONHOMOYEHHbIM heaeparnbHbiM — OpraHoM
UCMONHUTENBHOW BMACTK;

7) nekapCTBeHHbIE Npenaparbl, TPon3BoANUMbIE AFIS KCropTa.
6. He gonyckaeTca rocygapcTBeHHas permcrpaums:

1) nekapCTBEeHHbIX MpenapaToB, OTNUYAIOWMXCA APYr OT [Apyra KayeCTBEHHbIM COCTABOM [AeNCTBYHOLLNX
BeLLIeCTB, Noj 0AMHAKOBLIM TOProBbIM HaVMEHOBaHUEM;

2) ogHOro nekapcTBeHHOro npenapaTa, NpeacTaBfeHHOro Ha rocyapCTBEHHYI0 perucTpauuio B OTHOLLEHUN
OQHOro U TOro Xe AepXatena unu ernagernbua perncTpauMoHHOro yaAoCTOBEPEHUS NEeKapCTBEHHOro npenapara B
BMAE ABYX U Bonee nekapCTBEHHbIX NpenapaToB NOA pasfnyHbIMM TOProBbIMU HAMMEHOBAHUSIMMU.

(n. 2 B pen. PenepansHoro 3akoHa ot 04.06.2018 N 140-93)

7. Mo 3anpocy (B aneKTPOHHOM hopMe Unm Ha ByMaxkHOM HocuTerne) cydbekTa obpalleHns nekapCTBEHHbIX
CpeaAcTB  COOTBETCTBYHOLMM  YMNOMHOMOYEHHbIM  doefeparnbHbiM ~ OpraHOM  UCMOMHUTENbHOW  BrAcTH,
OCYLLECTBNSAOLLMM FOCYy4apCTBEHHYIO perucTpaumuio nekapcTBeHHbIX NpenapaTtoB, B YCTAHOBMEHHOM UM Nopske
OCYLLIECTBNSETCH HayyHOe KOHCYNMbTUMpOBaHUE MO BOMpocaM, CBSI3aHHbIM C MNpoBeAeHMEM [OKNUHUYECKUX
nccneaoBaHUm, KNUHUYECKUX UCCneoBaHWU NekapcTBEHHbIX NpenapaToB, 3KCNepTusbl KayecTBa NeKapCTBEHHbIX
cpeacTB, 3dEKTMBHOCTU M 6E30MacHOCTU, C OCYLLECTBIIEHNMEM FOCYOAPCTBEHHOW PErncTpaumm NekapCTBEHHbIX
npenapaToB. KOHCYyNbTUPOBaHNE OCYLLECTBNAETCA C NpuBrieYeHnemM deaepanbHbIX rOCyAapCTBEHHbBIX GHOKETHBIX
yYpexaeHun, NogBeaoMCTBEHHbBIX AaHHOMY dhedeparnibHOMYy OpraHy MCMNOSIHUTENbHOW BNAcTU U HE y4acTBYHOLLMX
B OpraHusaumm MpoBEOEHUS] 3KCMEPTU3bl KadeCTBa JIEeKAapCTBEHHbIX CPEACTB B LENSAX OCYLIECTBIIEHUSA KX
rocyapCTBEHHOW perncTpaumm B COOTBETCTBMM CO CTaTben 16 HacToswero PegepanbHOro 3akoHa, B Buae oTeeTa
B NMUCbMEHHOW (hopMe YMNOSTHOMOYEHHOro hefepanbHOro opraHa UCMOMHUTENBLHOW BRlacTu Ha 3anpoc. Pasmep
B3MMaeMOW C 3asBMTeNS NaTbl ONpeaensieTcsi B COOTBETCTBUM C 3akoHoAaTenbcTBoM Poccuickon ®Pepepaumm ob
opraHv3aumy npeoCcTaBreHUs roCyAapCTBEHHbIX M MyHUUMNanbHbIX ycnyr. MHdopmaumsa o6 ocyliecTBneHum
Hay4HOro KOHCYNbTUPOBaHUS, B TOM 4YucCre cTaTby, 0630pbl, CNpaBOYHble MaTepuanbsl U nHas uHdopmauust ob
OCYLLECTBMNEHNM HAYy4YHOrO KOHCYMNbTUPOBaHWS, pasMellaeTcd Ha oduuuanbsHOM canTe  YNOonHOMOYEHHOro
degepanbHOro opraHa WCMNONHUTENbHOM BnactM B cetu "UHTepHeT" ¢ cobOntogeHMeM  orpaHudeHui,
YCTaHOBJIEHHbIX 3aKOHOAATENbCTBOM O NMEPCOHANbHbIX AAaHHbIX, KOMMEPYECKOM 1 (M) rocyaapCTBEHHON TanHe.

8. NocynapcTBeHHas peructpauus nekapcTBeHHbIX NpenaparToB, KOTopble NpeHa3HavYeHbl Ans NpUMeHeHns
B YCNOBUSIX BOEHHbIX [OENCTBUKW, 4pe3BblYalHbIX CUTyauui, npeaynpexaeHns 4YpesBbldanHbIX CuUTyauun,
NpouNakTUKN 1 redyeHus 3aboneBaHWiA, NPeacTaBMSOWMX OMAaCHOCTbL ANst OKpyXKawwux, 3aboneBaHui wu
NMopakeHW, MOJyYEeHHbIX B pe3ynbTaTte BO3OENCTBUSA HEOMaronpuATHbIX  XMMUYECKUX, OMOMOrMyeckumx,
pagnaumoHHbIX (aKTOpoB, W KOTOpble pas3paboTaHbl B TOM 4ucre MO 3agaHuio degeparnbHbiX OpraHoB
WCNOJTHUTENBHOWM BNAcTU, YNOJTHOMOYEHHbIX B 06r1acTn 000pOoHbI CTpaHbl U 6e30nMacHOCTU rocyaapcTBa, a Takke
NeKapcTBEHHbLIX CPEACTB B Criydae Ux AedeKkTypbl Unn pucka BO3HUKHOBEHUSA AedeKTYpbl B CBA3WN C BBEOEHMEM B
oTHoweHun Poccuiickon Pepepaumm OrpaHUYUTENBHLIX MEp SKOHOMMWYECKOro XapakTtepa OCYLLEeCTBsieTcs B
nopsiake, ycraHosneHHom lNMpasutensctsoM Poccunckon ®enepaumn.
(B peq. ®enepanbHbix 3akoHOB 0T 01.04.2020 N 98-93, ot 08.03.2022 N 46-93)

Ctatbs 14. MpyHUMNbI 3KCNEepTU3bI JIeKapCTBeHHbIX CPeACTB
(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. 3KCﬂepTI/I3a JNIeKapCTBEHHbIX CpeaCTB OCHOBbIBaAeTCA Ha MpuUHUMMNax 3aKOHHOCTWH, cobntoaeHns npae "
cBobog 4enoBeka WU rpaxgaHuHa, npaB wpungn4eckoro nuua, HEe3aBUCMMOCTU JKCnepTa, 00BEKTMBHOCTH,
BCECTOPOHHOCTN U NOJIHOTHI nccnegoBaHum, NpoBOANMBLIX C UCMOJIb30OBaHNEM COBPEMEHHbIX OOCTUXEHUN Haykn n
TEXHUKN, OTBETCTBEHHOCTU cbep,epaanoro rocynapCrtBeHHOro GroOKETHOTO ydypexanoeHnda no nposeneHuro
OKCNepTun3bl NieKapCTBEHHbIX CPeOCTB N SKCNEepPTOB 3a npoBeaeHne N Ka4eCTBO 3KCNepTU3bI.
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2. QKcrnepTu3a fieKapCTBEHHbIX MPenapaTtoB Afsl MegULMHCKOro NPMMEHEHNUS BKIOYaeT B cebs:

1) 9KCnepTM3y [OOKYMEHTOB, MNPEACTaBMEeHHbIX [Afs  onpedeneHusi BO3MOXHOCTU  paccMaTpuBaTb
riekapCTBeHHbIN npenapart A1 MEAULMHCKOrO NPUMEHEHMUs NMPU OCYLLLECTBIEHNM FOCYAaPCTBEHHON perucTpaumm B
kayecTBe opchaHHOro NekapCTBEHHOIO Npenapara;

2) 9KCnepTM3y npeasioKeHHbIX METOAOB KOHTPOMsS KayecTBa FEeKapCTBEHHOTO CpPeacTBa M kayecTBa
npeacTaBrieHHbIX 06pa3LoB NEKapCTBEHHOTO CPeAcCcTBa C MCMONb30BaHMEM 3TWX METOHOB (4arnee - aKcnepTvaa
KayecTBa JIeKapCTBEHHOrO CpefCcTBa);

3) 9KCnepTM3y OTHOLUEHMSI OXMOaemol Mofb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUSI feKapCTBEHHOro
npenapara;

4) 3KCnepTu3y PerncTpauMoHHOrO [OCbe Ha JeKapCTBEHHbI npenapar B Uensax onpegenexHvs
B3aMMO3aMeHAEeMOCTU NeKapCTBEHHbIX npenapaTtos Ana MeguLUHCKOro NpUMeHeHus.
(n. 4 BBegeH denepanbHbIiM 3akoHOM OT 27.12.2019 N 475-93)

3. OKcnepTr3a nekapcTBEHHbIX NpenapaToB Ans BeTepUHapHOro NpUMeEHEHNs BKIoYaeT B cebs aKkcnepTuay
KayecTBa IeKapCTBEHHOTO CPEeACTBa W SKCNEepTU3y OTHOLLUEHUS OXMOAEMOW MNOMNb3bl K BO3MOXHOMY PUCKY
NpUMEHeHWs1 NekapcTBEHHOro npenapaTa.

Craten 15. QepepanbHoe rocyAapCTBEHHOE GlOMKETHOE YyupeXxaeHue MO NPOBeAEHUI0 3IKCMEepPTU3bI
reKapCTBeHHbLIX CPpeacTB

OKcnepTusa NeKapCTBEHHbIX CpeAcTB NpoBoAuTCcs  hedeparnbHbiM  FOCYAapCTBEHHbIM  GHOKETHBIM
yypexaeHWeM COOTBETCTBYIOLLEro YNONIHOMOYEHHOro dedeparnbHOro opraHa MWCMOSHUTENbHOM  BracTtu,
co3aaHHbIM AN o6ecneyeHns UCNOMHEHN MONHOMOYMIA 3Toro dheiepanbHOro opraHa Mo Bblaade paspelleHuii Ha
npoBeaeHne KINMHUYECKUX UCCNENOBaHMIN NEKapCTBEHHbIX NPenapaToB 1 (MNn) No rocyaapCcTBEHHOW pernctpauum
neKkapcTBeHHbIX NpenapaTtoB (aanee - akcnepTHoe yypexaeHue).

CraTtbs 16. OpraHmsauus npoBegeHUA 3KCNepPTU3bl NleKapCTBeHHbIX CPeacTB
(B peqg. depepanbHoro 3akoHa oT 22.12.2014 N 429-03)

1. 3KcnepTu3a NekapCTBEHHbIX CPEeACTB MPOBOAUTCH KOMWUCCUEN 3KCMEPTOB 3KCMEPTHOMO YYpexaeHus,
Ha3HaAYeHHOW ero pykoBOAMTENEM, Ha OCHOBAaHUM 3afaHUs Ha TMpPOBEAEHME 3KCMepTU3bl JeKapCTBEHHOTO
CpeacTBa, BbIOAHHOIMO YMONHOMOYEHHbIM bedeparnbHbIM OPraHoOM MUCMOSIHUTENbHOM BracTu. PykoBoauTenb
9KCMEPTHOrO yupexaeHns obecrneuvBaeT Haanexallee MNpoBedeHVe 3KCMepTU3bl JIeKapCTBEHHbIX CPeACcTB B
COOTBETCTBUM C 3afaHUEM, BblAaHHbIM YMOMHOMOYEHHBIM (defepasibHbIM OpraHoM MCMOSIHUTENbHON BRactu, w
opraHuayeT MOArOTOBKY CBOAHOIO 3aKioyeHusi 3Tol Komuccuu. B cocTaB 3TOM KOMWUCCUMM MO  peLleHuto
PYKOBOAUTENS 3KCNEPTHOIO yUpexaeHUs MoryT ObiTb BKIOYEHbl B KAYeCTBe IKCMepToB Nvua, He paboTatolimne B
[aHHOM 3KCMEePTHOM YYpEeXAeHUU, ecnin UX creumarnbHble 3HaHUS HeoGXoAMMbl AN NPoBedeHUs 3KCnepTuabl U1
TakKune 9KCnepTbl OTCYTCTBYHOT B AAHHOM 3KCMIEPTHOM YYpexaeHUu.

2. 3KCFIepTOM Nno npoBeaeHnto 3KCnepTn3bl JieKapCTBEHHbIX CPeacTB ABIAETCA aTTEeCTOBaHHbIN pa6OTHI/IK
OKCNEepPTHOro y4dpexaeHus, KOTOprIZ nMeeT BbiCllee MeanLnHCKoe, cbapmau,eBTquCKoe, ouonornyeckoe,
BEeTepnHapHoe WUIn XunMmyeckoe 06pa3OBaH|/|e M NpoBOAUT 3IKCNEepPTU3y JeKapCTBEHHbIX CpeacTB B NopAnke
NCNOJTHEHNS CBOMX AOIMKHOCTHbIX 00613aHHOCTEN (p,anee - SKCI'IepT).

3. Mpu npoBegeHUN 3KCNEPTU3bl NEKAPCTBEHHbIX CPEACTB 3KCNEePT He MOXET HaxXxOAuTbCA B Kakon-nnbo
3aBMCUMOCTU OT MWL, HasHaA4YMBLUEro 3Ty OKCnepTusy, paspaboTuMka NeKapCTBEHHOro CpeacTsa WUnM OpYrux
3aMHTEePecOoBaHHbIX B pesynbTarax aKCrnepTusbl NuL.

4. Mpun NpoBefEeHNN IKCNEPTU3bI JIEKAPCTBEHHbLIX CPEACTB HE AonyckaeTcs UcTpeboBaTh y 3asBuTens nudo
WHbIX §WL  MaTepuanbl, Heobxooumble AN NpoBedeHust 3kcnepTu3bl. B cnyyae HepocTtaTovyHOCTM
npeacTaBneHHbIX 3KCNepTy MaTepuanoB AN Aayu 3aKfYeHUs 3KCnepT CTaBUT BOMPOC O NpeacTaBneHun emy
HeoOXO4MMbIX MaTepuanoB neped PYKOBOAMTENEM 3KCMEPTHOrO YYpEXOeHWsi, KOTopblid obpalwaetcss ¢
COOTBETCTBYHLLMM 3anpocoM B YMNOMIHOMOYEHHbLIN doefeparnbHbli OpraH MCMOMHUTENbHOW BiacTW, BblOaBLUMIA
3ajaHne Ha npoBedeHMe JKCNepTU3bl FEeKapCTBEHHOro cpeactBa.  YKasaHHbl  doefepanbHblil - opraH
NCMNOMHUTENBHOW BriacTu B TeYeHMe NATK pabounx gHer Co AHA MOCTYNEHMs 3anpoca PyKOBOAUTENSA KCMEPTHOrO
yupexgeHus HanpasnseT 3asBuTento 3anpoc O NpeAacTaBfeHMM HeobxoauMMbix MaTepuanoB. [aHHbii 3anpoc
MOXeT ObITb NepedaH ynonHOMOYEHHOMY MpeacTaBuMTENO 3adBUTENS NIMYHO Mo pacnucKy, HampasneH Nno noyre
3aKa3HbIM NMUCbMOM UMK NepeaaH B ANEKTPOHHOW hopMe MO TENEKOMMYHUKaLUWOHHBIM KaHanam cBsasu. B cnydvae
HanpaBfieHnsa JaHHOro 3anpoca no NnouYTe 3akasHbIM MUCbMOM OH CUMTAETCs MOMyYeHHbIM MO UCTEYEHUU LIECTU
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OHen ¢ gaTbl HanpaBnNeHUs 3aka3Horo NUcbMa.
(vacTb 4 B pen. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. BasgButenb o06s3aH MpefcTaBuUTb OTBET Ha 3anpoc YMOSIHOMOYEHHOro deaepanbHOro opraHa
WCMNONHUTENBHOW BNacTM B CPOK, HE MpeBblWaWnMA AeBsHOCTa pabounmx OHEW CO [HSA €ero MoslydeHust.
YNONHOMOYEHHbLIN dhefepanbHblA  OpraH WCMOMHUTENBbHOW BRacTW, BblAaBLUMWA 3aJaHMe Ha npoBegeHue
3KCMepTM3bl NEKAPCTBEHHOIO CPeACTBa, B TeYeHME NATM paboynx OHEW CO OHS NOCTYNMEHMS OT 3asBUTENs OTBeTa
Ha [OaHHbIA 3anpoC HarpaBnseT TakoW OTBET B JKCMepTHOe YyypexaeHue. B cnyyae HenpeacrtaBneHust no
NcTeYeHnn OeBsiHOCTa paboyumx OHeW 3asBuTenemM OTBETa Ha AaHHbIA 3anpoc YMONTHOMOYEHHLIN dedepanbHbIn
opraH MCMONHUTENbHOM BNacTW, BblAaBLIWK 3a4aHMe Ha NPoBeAeHME 3KCNepTu3bl NeKapCTBEHHOro cpeacTsa, B
TeyeHne nATM paboumx OHEeW HanpaBnseT B 3KCMEpTHOE YydpexneHwe yBeOOMSIEHWE O HenpeacTaBreHuM
3asBUTENIEM OTBETA Ha 3anpoc YKa3aHHOro opraHa. Bpemsi co [gHA HanpaereHusi 3anpoca 3KCMepTHOro
yupexaeHus B YNOSIHOMOYEHHbIV doefeparnbHbli OpraH UCMOMNHUTESNBHON BacTn A0 OHS MOMyYeHUs 3KCNepTHbIM
yupexaeHMemM OTBETa Ha 3arnpoc Uy yBeOOMIEHUSI O HENpeaCTaBEHUN OTBETA Ha 3anpoc He YYuTbIBaeTcs npu
NCYNCITIEHNN CpOoKa NMPOBEAEHNS IKCMEPTU3bl NTEKAPCTBEHHOIO CpeacTaa.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2. Ecnn B cocrtaBe perncrpauuoHHOro AOCbe Ha feKkapCTBEHHbIW npenapat Afis MeAWLMHCKOro
NPUMEHEHNST COOEPXKUTCA MNpeaycMoTpeHHas ctaTben 18, yactbto 1.1 ctatbm 30 m ctaTben 34 HacTOSLWEro
PepepanbHOro 3akoHa KOMUSA peLUeHWst YNOMHOMOYEHHOro dedepanbHOro opraHa MCMONTHUTENbHOW BAAcTu O
NpOBEAEHUN UHCNEKTUPOBAHUSA NPOU3BOAUTENS NEKapCTBEHHbIX CPeacTB, AKCNepTy A0 0POopMIIeHns pe3ynbTaToB
9KCMEepTM3bl NEKapCTBEHHOTO CpeacTBa NpPefoCcTaBnseTcd B NMOPSiAKE M Ha YCMOBUSIX, KOTOPbIe MpeayCMOTPEHbI
yactamu 4 1 4.3 HacTosILLEeN CTaTbu, KOMUS 3aKIMHOYEHNST O COOTBETCTBUM NPOU3BOAUTENS NEeKapCTBEHHbIX CPEACTB
TpeboBaHMAM npaBuI Hagnexawen nNpon3BoOLCTBEHHOW MPAKTMKW, BblAAHHOMO YMOMTHOMOYEHHLIM dhedeparnbHbIM
OpraHoM UCNOSTHUTENBHOMW BNacTu.

(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHOM 0T 04.06.2018 N 140-03)

4.3. 3asgButenb 00si3aH NpeAcTaBuUTb B YMNOMHOMOYEHHbIM doefeparnbHbii OpraH UCMNOSTHUTENBHON BNacTu
KOMUIO 3aKIIOYEHNS1 O COOTBETCTBMU NPOM3BOAUTENS NEKAPCTBEHHbLIX CpeacTB TpeboBaHNAM NpaBun Hagnexatlemn
NPOM3BOACTBEHHOW NMPaKTUKM B CPOK, HE MPEBbLIWAKLWMIA CTa BOCbMUOECATM paboynx OHEN CO AHSA MonydeHust
3anpoca O ee NpedoCcTaBneHUMU. YNONHOMOYEHHbIN defepanbHblii opraH UCMNOSTHUTENBHOW BRacTW, BblOaBLUWNA
3afaHne Ha npoBedeHMEe IKCMepTU3bl NEeKApCTBEHHOTO CPeACTBa, B TeYeHMe NATU paboumx OHelW CO AHSA
NOCTYNMEHNA OT 3asdBUTENS KOMUW 3aKMYEeHWs O COOTBETCTBMM MNPOU3BOAUTENS NEKapCTBEHHbIX CPeacTs
TpeboBaHNAM NpaBun Hagnexallen NPoM3BOACTBEHHOWM MPaKTUKW, HAMpaBnsieT ee B 3KCMepPTHOE yvpexaeHue. B
criyyae HenpeacTaBneHust 3asBUTENEM B YKa3aHHbIA CPOK KOMUU 3aKIKOYEHUs O COOTBETCTBUM MPOU3BOAUTENS
nekapcTBEHHbIX CpeacTB TpeboBaHMSAM MpaBwn Haanexallend NPOV3BOACTBEHHOW MPaKTUKU YNONTHOMOYEHHbIN
deaepanbHbI OpraH UCNOSTHUTENBHOW BNAacTW, BbliAaBLUWA 3a4aHne Ha NpoBeAeHNe IKCNepTU3bl NekapCTBEHHOIo
cpeactea, B TedeHMe MATM paboumx [HEeW HanpaBnseT B 3KCMEPTHOE ydpexaeHne yBedoMIleHVMe O
HenpeacTaBleHNM 3asdBUTENEM KOMWM 3aKMYeHMs O COOTBETCTBUM MPOWM3BOAUTENS NEKApPCTBEHHbIX CPeacTB
TpeboBaHMAM npaBu Hagnexawen npou3BOLACTBEHHOW MpakTMKW. Bpemsi co gHA HanpaeneHus 3anpoca
3KCMNEPTHOro yypexaeHnsi B YNONHOMOYEHHbIN befieparnbHbli OpraH UCNOMHUTENbHON BNAacTh A0 AHS NONyyYeHust
3KCNEPTHbIM  yUpeXAeHVEeM KOMUU 3akMNioYeHUs O COOTBETCTBMM MNPOU3BOAMTENS FEeKapCTBEHHbIX CPeacTB
TpeboBaHMAM npaBun Hagnexawen Npon3BOLCTBEHHOW MPaKTUKM UM YBEOOMITEHUS O ee HenpeacTaBleHnn He
YUMTbIBAETCS NP NCHUCNEHUN CPOKa NPOBEAEHUSI SKCMEPTU3bl NEeKapCTBEHHOro CpeacTBa.

(vacTb 4.3 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

5. SKCFIepT npu nposeaeHun nopyquHon €My pykoBOAUTENNEM 3KCNEPTHOro Yy4pexaeHuAa 3KCNepTUusbl
NeKapCTBEHHOIro cpeacTBa 00s13aH:

1) npoBecTn NONHOE uccrnenoBaHne NpencTaBlieHHbIX eMy 0ObEeKTOB, MaTepuanos, AaTb 0OOCHOBaAHHOE U
0OBEKTUBHOE 3aKMOYEeHWe MO MOCTaBMEHHbIM Meped HWUM BOMpocaM WM MOTUBMPOBAHHOE 3aKrYeHue O
HEBO3MOXHOCTU MPOBELEHNSI UM 3KCMEPTU3bI NIEKAPCTBEHHOIO CPEACTBA, €CMW NOCTABMEHHbIE BONPOCHI BLIXOOAT
3a npegenbl chneuunanbHbIX 3HAHWA 3KcnepTa, OObLEeKTbl WCCnefoBaHUA M MaTepuarnbl  HEMPUrogHbl  UIn
He4OCTaTOYHbI ANsi NPOBEAEHMS UCCNEe0BaHUIA U favn 3aKoyYeHns NMMB0 COBPEMEHHbIV YPOBEHb Pa3BUTUSA HaYKu
He No3BOJISIET OTBETUTL Ha NOCTaBIIEHHbIE BOMPOCHI;

2) He pagdrawaTtb CcBeAeHusd, KOTOopble CTannm emy U3BEeCTHbl B CBA3WM C nNpoBedeHUEeM 3KCNepTus3bl
NeKkapCTBEHHOro cpencrtBa, a TakKXke CcBeaeHUd, COoCTaBnAlwne rocyaapCrtBeHHyK, KOMMEPYECKYH WM UHYH
OXpaHAeMYyH 3aKOHOM TaVIHy;

3) obecneunTb COXpaHHOCTbL NPeACTaBEHHLIX 0OBEKTOB UCCNEA0BaHUA U MaTepranos.
6. OKcnepT He BrNpaBge:

1) npoBoAMTbL 3KCMEpPTU3y IeKApCTBEHHOIo cpeacTtBa no obpalleHuMio HEemnocpencTBEHHO K HeMy
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opraHmsauun unm pmnsndecknx nuu;
2) camocToATENbHO cObMpaTb MaTtepuansl Ans NPOBEAEHUS KCNEPTU3bl NIEKAPCTBEHHOIO CPELCTBA;
3) NpoBOAUTL 3KCNEPTM3Y NIEKAPCTBEHHOIO CPEACTBA B KAYECTBE HEroCyJapCTBEHHOrO aKcnepTa.

7. B cnyyae HeobxoguMOCTM 3KCMepT BrpaBe XodaTalWCcTBOBaTb nepen PYyKOBOAWUTENIEM 3KCMEPTHOro
yYpeXOeHWs O NMPUBIIEYEHUN K NMPOBEAEHMIO 3KCMEPTU3bI NIEKAPCTBEHHOIO CPeACcTBa APYrUX 3KCNepToB.

8. Kaxablin akcnepT, BXOASALWMIA B COCTAaB KOMUCCUWN SKCNIEPTOB, KOTOPOW NOPYYeHO NpoBeAeHUE IKCNepTU3bl
NeKapCTBEHHOrO CpeacTBa, HE3aBUCKMMO M CaMOCTOSITENbHO NMPOBOAWT MCCNEAOBaHUs, OLEHUBAET pesynbTaTthl,
MOJSIyYEHHbIE MM JIMYHO U APYTMMUK 3KCepTaMu, 1 (OOPMYIIMpPYeT BbIBOAbI OTHOCUTENBHO MOCTaBEHHbLIX BOMPOCOB
B NMpeaenax CBOUX crneuuanbHbIX 3HaHWUIA.

9. PesynbTaTbl 3KCNEPTU3bl NIEKAPCTBEHHOIO CPeAcTBa OPOPMITSIOTCS 3aKMHOYEHNeM KOMUCCUWN 3KCMEPTOB.
B 3aknoyeHun KOMUCCUM IKCTIEPTOB YKas3biBAKOTCA MepeveHb WUccrenoBaHui, o6bemM NpPOBedEeHHbIX KaXabiM
9KCMEePTOM WCCMeAOoBaHWI, YCTaHOBMEHHbIE KaXKAbIM M3 HUX (haKTbl U caenaHHble B pesyrnbTaTe UccrefoBaHui
BbIBOAbl. DKCMEpT, MHEHNE KOTOPOro He COBMagaeT C pelleHMeM KOMMUCCKUM 3KCMEepTOB, BMpaBe BbipasuTb CBOE
MHEHVE B NNCbMEHHOW hopMe, KOTOpoe NpUOGLLAEeTCs K 3aKIo4YEeHMI0 KOMUCCUMN SKCNEePTOB.

10. OKcnepThl, BXOAALLME B COCTAB KOMWUCCUK, MpeaynpexnalnTcs 06 OTBETCTBEHHOCTU B COOTBETCTBUM C
3aKkoHoaaTenbcTBOM Poccuiickoit defepauum 3a gady 3akniouveHus, coaepxkallero HeoBOCHOBaHHble UMK
hanbcudULMPoBaHHbIE BbIBOAbI, O YEM OHW AaOT MNOAMMUCKY.

11. OnpegeneHue ypoBHA NpodeccnoHanbHOM MOArOTOBKM 3KCMEPTOB W aTTectauus KX Ha npaBo
NpOBeAEHUA  3KCMEepPTU3bl  NEKApCTBEHHbIX CPeACTB  OCYLLECTBMSIOTCA  3KCMEepPTHO-KBaNMPUKaLNOHHBIMU
KOMUCCUSIMM B MOPSiAKE, YCTAHOBMEHHOM COOTBETCTBYIOLUMM YMOMHOMOYEHHbIM dedepanbHbiM - OpraHoMm
UCMONHUTENBbHON BriacTu. YpoBeHb MNpOodecCnoHanbHON MOArOTOBKM  3KCNEepPTOB MNOAMEXUT NepecMoTpy
yKa3aHHbIMW KOMUCCUSIMU HE pexe YeM OfIMH pa3 B NATb NeT.

12. lMpaBuna npoBeAeHMs1 3KCNEPTU3bl JIEKAPCTBEHHbIX CPEACTB U OCOOEHHOCTM 3KCMEPTU3bl OTAENbHbIX
BNOOB JIEKApPCTBEHHbIX npenapatoB (pedepeHTHbIX JIEKAPCTBEHHbIX MNpenapaToB, BOCMPOM3BEOEHHbIX
NEeKapCTBEHHLIX MNpenapaToB, OMONMOrMYecknx rekapCcTBEHHLIX NpenapatoB, OuoaHanoroBbix (BGMoONOJOOHLIX)
NeKkapcTBEHHbIX npenapatoB (buoaHamnoroB), romeonaTMYecKkMx eKapCTBEHHbIX MpenapaToB, JeKapCTBEHHbLIX
pacTuUTenbHbIX NpenapaToB, KOMOVHaLUWUA NekapCTBEHHbIX NpenapaToB), OpMbl 3aKIMOYEHMI KOMUCCUM SKCNEPTOB
yCTaHaBMNMBaTCA COOTBETCTBYIOLLMM YNONHOMOYEHHbIM (heeparnbHbIM OpraHOM UCMONHUTENBHON BNACTH.

(vyacTb 12 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlntoc: npumevaHue.

[o 31.12.2023 gns npenapaTtoB, Npou3BedeHHblX B P® B uenax MMNoOpTO3aMelleHns, YyCTaHaBMUBAETCS PEXUM
YCKOPEHHOWM MpoLeaypbl rocpernctpauum B cootsetcTsun ¢ lNMoctaHosneHvem [Npasutensctea P® ot 12.03.2022 N
353.

Ctatbsn 17. lopmaya M paccMOTpeHue 3asiBNEeHWs1 O roCydapCTBEHHOW perucrpauumu JrieKkapCTBeHHOro
npenaparta Ans BeTepMHapHOro NnpuMeHeHus
(B pea. ®epgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. Ona rocygapcTBeHHOM perucTpaluu fnekapcTBEHHOro npenapata Ans BeTePUHAPHOro NpUMEHEeHUs
pa3paboTynk Takoro fiekapCTBEHHOrO npenapaTa UM YNofIHOMOYEHHOE MM ApYyroe topuandeckoe nuuo (aanee B
HacTosllLen cTaTbe - 3asBWUTEnNb) MpeacTaBnsieT B YMNOMHOMOYEHHbIN eaeparnbHbIi OpraH WCNONHUTENBHON
BNacTu, OCYLLUECTBASKOLWNA rocygapCTBEHHYIO perncTpaumio nekapCTBEHHbIX MpenapaTtoB ANs BeTepuHapHOro
NPUMEHEHWS, B 3NTEKTPOHHON hOpMe Ui Ha ByMaHOM HOCUTeNe 3asiBlIEHNE O roCy4apCTBEHHOW perncrpauum
NneKkapcTBEHHOro nmnpenapaTta Ans BEeTEepVHapHOro MpUMEHeHUs, a Takke B Mopsake, YCTaHOBIEHHOM
COOTBETCTBYHLLMM YNONHOMOYEHHLIM dhefeparnbHbiM OpraHoM UCMOSIHUTENbHOW BNacTu, B 9NEKTPOHHON cdopme
nnn Ha BymaxHOM HocuTene HeobXxOAMMble JOKYMEHTbI, U3 KOTOPbIX hOpPMUPYETCH perncTpaunoHHOe JoCbe Ha
nekapcTBEHHbIN NpenapaT A4N19 BETEPUHAPHOTO NPUMEHEHNS.

2. B 3asBneHWM O rocydapCTBEHHOW pernctpauuu nekapCTBEHHOro npenapaTta Aflsl BeTepUMHapPHOro
NPUMEHEHMs YKasblBalOTCS:

1) HaumeHoBaHWEe W agpec 3asBuTens, paspaboTynka 1 NPoU3BOAMTENS NIEKAaPCTBEHHOrO npenapaTa Ans
BETEPUHAPHOrO MPUMEHEHMST U agpec MecTa OCYLLECTBIEHUS MPOW3BOACTBA JIEKAPCTBEHHOrO npenaparta Ans
BETEPUHAPHOrO MPUMEHEHUS (B CNyvyae Hannuusi HECKOMNbKUX YYACTHMKOB MpoLiecca Npou3BoAcTBa Heobxoammo
yKasaTb KaXXgoro u3 Hux);
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2) HavMMeHOBaHWe IeKkapCTBEHHOrO npenapaTta Ansl BETEePUMHAPHOro NpUMeHeHust (MexpyHapoaHoe
HenaTeHTOoBaHHOe, UMW rPYNMMPOBOYHOE, UM XMMUYECKOE U TOProBoe HaMeHOBaHUS);

3) nepeyeHb OeNCcTBYIOWMX U BCOMOraTeNbHbIX BELLECTB, BXOASILLMX B COCTAB NEKapCTBEHHOrO npenapara
ANt BETEPUHAPHOTO NMPUMEHEHUS], C YKasaHUEM KOJIMYECTBA KaXKAoro U3 HUX;

4) nekapcTBeHHasi popmMa, [O3MPOBKa, CNOCOOb! BBEAEHNS U MPMMEHEHUS, CPOK FOAHOCTM JIeKapCTBEHHOIOo
npenapara Ansi BeTepUHAPHOro NPUMEHEHWS;

5) bapmakoTepaneBTUYeckas rpynna;

6) HeobxoauMOCTb NnpUuMeHeHnqa yCKOpeHHOI7I npouenypbl 3KCNepTu3bl NeKapCTBEHHbIX CpencCTB B LenAdax
rocyp,apCTBeHHoM perncrtpauunmn rekapCTBeHHOro npenapara,

7) KONMnn OOKYMEHTOB, NoATBepXAakwmnx ynnarty FOCWJ,apCTBeHHOﬁ NOLLJINHbI:

a) 3a npoBedeHNe IKCNepTM3bl kKauecTBa NeKapCTBEHHOIO CpeaCcTBa U 3KCMepTU3bl OTHOLLEHUS OXUaaeMoMn
Nosb3bl K BO3MOXXHOMY PUCKY NMPUMEHEHUS NTEeKapCTBEHHOIO npenapara ans BeTepuHapHOro NpvMeHeHusl Npu ero
rocygapcTBEHHON perncrpauum;

6) 3a Bblga4vy perncrtpaymMoHHOro yaqoctoBepeHusa nekapCTtBeHHOro npenapara;

8) Hannume cornacwsi, NPeayCMOTPEHHOrO YacTblo 7 HaCTOALWEN CTaTbW, €CriM C MOMEHTa perncrpauuu
pedepeHTHOro nekapcTBeHHOro npenapara Ans BeTepMHapHOro NpMMeEHeHUs NPOoLLIo MeHee YeM LLECTb NeT.
(8 pea. PenepanbHoro 3akoHa ot 13.07.2015 N 241-d3)

3. PernctpaumoHHoe pocbe B Uensx 3KCNepTu3bl JeKapCTBEHHOro npenapata Ans BeTepuHapHOro
npUMeHeHUs HoOPMUPYETCH U3 CrieAyoLMX JOKYMEHTOB U CBEAEHUN:
(B peqg. PepepanbHoro 3akoHa ot 27.12.2019 N 478-d3)

1) cBegeHuss o pfarte npefocTaBneHWs W PerncTpaumoHHOM HOMepe INUUEH3UM Ha Npov3BOACTBO
neKapCTBEHHbIX CPeACTB, NpeoCcTaBeHHOW NPOU3BOAUTENIO PErMCTPUPYEMOro NekapcTBEHHOro npenapara angd
BETEPUHAPHOro NpUMEHeHUs, Ans POCCUNCKUX NPON3BOAUTENEN;

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

2) cBefeHus o pfaTe npedocTaBfneHUss UM perucTpaLMoHHOM HOMepe MUUEH3MM Ha Mpou3BOACTBO
NEeKapCTBEHHbLIX CPeACTB, MNPeOoCTaBfEHHON NPOM3BOAUTENIO (hapMaueBTUYECKOW cybGCcTaHumMM, BXoasAlen B
COCTaB perucTpuMpyemoro rnekapCTBEHHOro npenapata Ans BeTepUHapHOro MNPUMEHEeHUs, Ans POCCUNCKUX
npoussoguTenen;

(B pen. PenepanbHbix 3akoHoB oT 04.06.2018 N 140-d3, o1 27.12.2019 N 478-$3)

2.1) Konus [OKYMEHTa, BbIOAHHOMO YMOSTHOMOYEHHbIM OpPraHoOM CTpaHbl Mpou3BoAUTENsa ANS Kaxaow
NpPOn3BOACTBEHHOW NIOLLAAKN PErMCTPUMPYEMOro NekapcTBEHHOro npenapaTa ANns BeTepUHaApHOro NpyMeHeHus u
noATBeEpPXAaloLWero COOTBETCTBME MPOM3BOAUTENS  NEKapCTBEHHOro npenapaTta TpeboBaHMsM  npaBun
Hagnexallen nNpou3BOACTBEHHOW MPaKTUKW, U ero NepeBOd Ha PYCCKUN A3blK, 3aBEPEeHHble B YCTaHOBMEHHOM
nopsiake, a TakkKe KOMusi 3aK/YeHMs O COOTBETCTBUM MPOM3BOOMUTENS JEKAPCTBEHHbLIX CPeAcTB TpeboBaHUAM
npasun Hagnexawen npou3BoACTBEHHOW MPaKTWMKKX, BbIAHHOMO YMOMHOMOYEHHbIM dedepasibHbIM OpraHom
UCMONHUTENBbHON BRacTu ANS  KaXOoW MPOM3BOLACTBEHHOW NMOWAAKM PEeruMcTpupyemoro fekapCTBEHHOro
npenapata pAnis BETEPUMHAPHOrO MPUMEHEHUs, JNMOO KOMus peLLUeHus O MPOBEOEHUN WHCMNEKTUPOBAHMUS
NpPou3BOaUTENS NEKapPCTBEHHbIX CPeACTB, MPUHATOrO YNOSTHOMOYEHHbIM dhefepanbHbiM OpraHoM UCMONTHUTENBHOMN
BNacTm [fnsa Kaxaon nNPOM3BOACTBEHHOW MMOLAAKM PerucTpupyemoro fekapCTBEHHOro mnpenapata Angd
BETEPUHAPHOro MNpUMEHeEHUs. YKasaHHble [OOKYMEHTbl MNpeaCTaBnsiTCsa B Cnyyae, ecnv npov3BOACTBO
NeKapCTBEHHOro npenapara OCyLleCTBIAEeTCA 3a npeaenamMmm Poccuimckon CDep,epau,le;

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

2.2) Konusa AOKYMEHTA, BblOAHHOMO YNMOSIHOMOYEHHBIM OpraHoOM CTpaHbl MPoM3BOAUTENS hapMaLeBTUYECKON
cybcTaHuumn 1 nogTBEpXKOaLWEero COOTBETCTBME NPOM3BOANTENS hapMaleBTMyeckon cybcTaHummn, BXxoadawen B
COCTaB PErmcTpMpyemMoro fnekapcTBEHHOro npenaparta Afns BeTEpMHAPHOro NMpUMeHeHus, TpeboBaHWsiM npaBun
Hagnexallen nNpPou3BOACTBEHHOW MPaKTUKW, U ero NepeBOd Ha PYCCKUN A3blK, 3aBEPEeHHble B YCTaHOBMEHHOM
nopsigke, B criyvyae, ecnu npou3BOACTBO hbapmMaueBTUYECKOW CyOCTaHUMM OCyLLecTBAsieTCs 3a npegenamu
Poccuinickon ®egepaunm;

(n. 2.2 BBeaeH PepepanbHbiM 3akoHOM 0T 04.06.2018 N 140-93)

3) NPOeKT HOpMaTMBHOIO JOKYMEHTA Ha NeKapCTBEHHbIV Npenapar A1l BETEPUHapHOro NPUMEHEHUS;

4) [OOKYMEHT, coaepxawun cnegywowy uHdopmaumio o dapMaueBTUY4EeCKOn CcybecTaHumMm  mnm
dhapmaueBTMyecknx CcybCcTaHUmMsAX, BXOAAWMX B COCTaB JIEKAPCTBEHHOrO npenapata Ans BeTepyMHapHOro
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NPUMEHEHUA:

a) HanMeHoBaHWe dhapMaLeBTMYeckon cybcTaHLmMK, ee CTpykTypa, obLime cBONCTBa (Npy rocyaapCTBEHHON
peructpaumm  MMMYHOOMONOIMYECKMX  NIEKAPCTBEHHbLIX MNpenapatoB ANA  BeTEPUMHAPHOTO  MPUMEHeHUs
NpeacTaBndalTCA CBeJeHUd O LUTaMMe, BKMYash ero HammeHoBaHue, MHGOPMAaLMIO O MNPOUCXOXAEHWUU, €ero
CBOWNCTBAXx, XapakTepucTukax U MecTe AenOHMPOBaAHMUS);

(B peqa. ®eapepanbHoro 3akoHa oT 02.08.2019 N 297-03)

©0) HanmeHoBaHWe n agpec NPON3BOAMUTENS;

B) TEXHONorms NPou3BoaCcTBa C OnNUcaHWeM CTagui NPOM3BOLCTBA M METOAOB KOHTPOSS Ha BCEX CTaamax
npon3BoAcCTBa,

r) wHdopmauma o npumecax (He mnpeacTaBnsieTcs  NpU  rOCygapCTBEHHOM  perncrpauum
NMMYHOBMONOrMYECKNX NIEKAPCTBEHHbBIX NpenapaToB AfMsi BETEPUHAPHOIro NPUMEHEHS);
(B peq. depepanbHoro 3akoHa oT 02.08.2019 N 297-d3)

n) cneumdmkaumss Ha papmaueBTUYECKylO cybcTaHuuo (He npeacTaBnsieTcss MpU rocygapCcTBEHHOM
pervcTpaumm MMMyHOBUONOrMYECKNX NTEKapCTBEHHbIX NPenapaToB A9 BETEPUHAPHOTO NPUMEHEHNS);
(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

e) onncaHne mMeToguk KOHTpOIA Ka4vecTBa,

X) pesynbratbl aHanusa cepuni  dapmaueBTMYEcKOM cyGCcTaHuumn (He NpPeAcTaBnsioTcss  npwu
rocygapCTBEHHOM perncrpauum  UMMYHOOMOMOrMYECKUX FEeKapCTBEHHbIX MNpenapatoB AN  BeTepuMHapHOro
NPUMEHEHUS);

(B peqa. ®epepanbHoro 3akoHa oT 02.08.2019 N 297-03)

3) nepeyeHb CTaHAAPTHbIX OOpa3sLOB WM BELLECTB, WCMOMb3YEeMbIX NPV OCYLLECTBIEHUM KOHTPOIS
KayecTBa;

1) onncaHne xapaKTePUCTMK U CBOMCTB YMAKOBOYHbIX MaTEPUANIOB U YKYNOPOYHbIX CPEACTB;

K) [OaHHble O CcTabunbHOCTM  (HE  NPeacTaBnAlTCA  NPU  TOCYAApCTBEHHOW  perucrpaumu
NMMYHOBMOMNOrMYECKNX NIEKAPCTBEHHbBIX NpenapaToB Afsi BETEPUHAPHOIro NPUMEHEHUS);
(B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

J'I) CPOK rogHOCTH, YyCIoBUA XpPaHEHUA;

KoHcynbTaHTlntoc: npyumevaHue.

Mpn yckopeHHOW npoueaype perncrpauum BoCNponsBeLeHHOro npenapara gonyckaeTcs HenpeacTaBeHne onmcaHus
METOAOB U UX OOKYMEHTanbHOro MoATBEPXXAEHUS, NP NMUCbMEHHOM 06s3aTenbCTBe MX NpeacTaBuTb B TeveHue 12
MecsueB co AHa pernctpaumm (MoctaHoeneHune Mpasutensctea P® ot 12.03.2022 N 353).

5) oTyeT 0 pesynbTaTtax OOKIMHUYECKOro MUCCneaoBaHWUs NekapCTBEHHOro cpeactsa And BeTepuUHapHOro
NPUMEHEHUS, BKINIOYAKOLWUN ONUcaHne MeTOLOB onpeferieHns oCTaTOYHbIX KONUMYECTB AEeNCTBYIOLLEro BellecTsa
(oencTByOWMX BeLlecTB), OOCTUramolero (OOCTUralrLlmMX) CUCTEMHOrO KPOBOTOKA, B NPOAYKUUW XMBOTHOMO
NPOUCXOXAEeHNA nocrie nNpUMEHEHUs TaKoro fneKapcTBEeHHOro cpeactBa, a Takke [OOKyMeHTanbHoe
noaTBepxaeHne (Banvaauus) ykasaHHbIX METOAO0B;

(B peq. PepepanbHoro 3akoHa oT 02.08.2019 N 297-d3)

6) OTHEeT O pesynbTaTax KIMHUYECKOro uccnenoBaHuA InekapCTBEHHOro npenapara OnAad BEeTepUMHAPHOro
NPUMEHEHNA Y KaXaoro snaa XXMBOTHbIX, YKa3aHHbIX B UHCTPYKUUK MO BETEPUHAPHOMY NMPUMEHEHUIO,

7) NPOEKT WHCTPYKUUM NO BETEpPUHAPHOMY MNPUMMEHEHUIO fEeKApCTBEHHOro Mnpenapara, codepxallei
crnepytoLMe CBEAEHNS:

a) HavMMeHOBaHWe IeKkapCTBEHHOTO npenapaTta Ansl BETEePUMHAPHOro MNpUMeHeHus (MexgyHapoaHoe
HenaTeHTOBaHHOe, UMW rPYNMMPOBOYHOE, UM XMMUYECKOE U TOProBoe HanMeHOBaHUS);

6) nekapcTBeHHas hopma C ykazaHWEM HaMMEHOBaHWUIA U KONTMYECTBEHHOrO COCTaBa AENCTBYIOLLMX BELLECTB
N Ka4eCTBEHHOro COCTaBa BCMOMOraTebHbIX BELLECTB;

B) OMVCaHWe BHELLHErO BUAA fieKapCTBEHHOIo npernapaTa A1l BeTePMHapHOro NpUMEHEeHWs;

r) dpapmakoTepaneBTMyeckas rpynna NekapCcTBEHHOro npenapata Ans BeTepMHApHOro NPUMEHEHWUS Unn
yKasaHue "romeonatmyeckuii nekapCcTBeHHbIN npenapat”;

,D,) (bapMaKOJJ,I/IHaMVIKa n CbapMaKOKI/IHeTI/IKa (3a NCKIMK4YeHnem d)apMaKOKI/IHeTI/IKI/I romeonaTn4yeckmnx
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neKapcTBEHHbIX NpenapaToB U pacTUTENbHbIX NEKAPCTBEHHbIX NpenapaToB) UM onvcaHue MMMYHOBMONOrMYECKNX
CBOWCTB NeKapCcTBEHHOro npenapara;

€) nokasaHus 4N NPUMEHEHUS;
) NPOTMBOMNOKa3aHWs AN NPUMEHEHNS;
3) Mepbl MPEAOCTOPOXKHOCTM MPY NMPUMEHEHNMU;

I/I) YKa3aHne BO3MOXHOCTU U ocobeHHocTel NpUMeHeHna y 6epemeHHb|x XMBOTHbIX, Y XNBOTHbIX B nNepuon
Nnakrauyuun, y noTOMCTBa XNUBOTHbIX;

K) pexnm [Oo3npoBaHUA, cnocob BBeaeHust U NPUMEHEHNA, npu HeobxoaMMocTn BpemMAa npuema
NeKkapCTBEHHOIo npenapara ana sBetTepnHapHOro npuMmeHeHnaA, NnpoaosnKUTENbHOCTb J1Ie4YeHUA,;

J'I) BO3MOXHbIe MOOOYHble [OENCcTBUS, HexenaTterbHble peakunun npu npuMeHeHnn neKkapcTtBeHHOro
npenapara gna BeTepnHapHOro rnpumeHeHua,

M) CUMNTOMbI Nepeao3nPOBKM, Mepbl MO OKa3aHWIo NMOMOLLY NPU Nepeao3pPOBKE;
H) B3auMopencTBUE C APYTVIMU JIeKapCTBEHHbIMU NpenapaTamMu 1 (Mn) Kopmamu;
0) cbopMbl BbIMycKa fieKapCTBEHHOro NpenapaTa Al BeTePUHApHOTo NpUMeHeHWs;

n) ykasaHue (Npy HeobxoAMMOCTM) OCOGEHHOCTENW [OEUCTBUS NEKapCTBEHHOro npenapaTta  Afs
BETEPUHAPHOrO NPUMEHEHUS NPU NEPBOM MPUEME WINW NPU Ero OTMEHE;

p) onucaHue (Npu HeobxoouMoOCTHN) AENCTBMI cnieumanucTa B o6ractn BeTepmHapum, Bnagenbua XMBOTHOTO
npu Nponycke npnema ogHOWM NN HECKOMbKNX 003 NeKapCTBEHHOro nNpenaparta Ansg BeTepuHapHOro NpUMeHeHus;
(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

C) CPOK ToOAHOCTU N YyKa3aHue Ha 3anpet NpuMeHeHua IneKapCTBeHHOro npenaparta And BeTepUMHaApPHOro
NPUMEHEHNA NO NCTEeYEeHNN CPOKa roaHOCTU;

T) YCNOBUSA XpaHeHWs;

y) yKkasaHue Ha HeobGXoAMMOCTb XpaHeHUs NeKapCTBEHHOrO npenapaTta Ansi BEeTEPUHAPHOIo NMpUMeEHeEHUs B
MecTax, HeOCTYMHbIX ANs AeTEW;

@) ykaszaHue (NpM HeobXoOAMMOCTM) cneumanbHbiX Mep MNPEeAOCTOPOXHOCTM  MPU  YHUUTOXEHUU
HENCNonb30BaHHbIX NEKapCTBEHHbIX NPeNapaToB Afs BETEPUHAPHOIO NPUMEHEHWS;

X) CPOKM BO3MOXHOMO MCMOMb30BaHNSA NMPOAYKLMM KMBOTHOMO NMPOUCXOXKAEHUS NOCHE BBEAEHMS KNBOTHOMY
rieKapCTBEHHOro npernapaTa Afisi BeTepUHapHOro NpUMeHeHus;

L) ycroBus oTnycka;

‘-I) HanMeHoBaHNA N agpeca Npon3BOACTBEHHbLIX NJ1OLWLAaA0K NPOn3BOOUTENA NNEeKapCTBEHHOIo npenapara anAd
BETEPUHAPHOIro NpMMeHeHus,

LLI) HanveHoBaHue, agpec opraHusauum, yI'IOJ'IHOMOLIeHHOVI aepxarenem mnnn BnagenbLuem
perncTpaumMoHHOro yooCtoBepeHua rnekapCcTtBeHHONo npenaparta Ha npuHAaTune npeTeH3|/||7| oT FIOTpe6I/ITeJ'IF|;

8) NPOEKTbl MaKeToB I'IepBI/I‘-IHOVI ynakoBKN U BTOpl/I‘-IHOI7I YNakoBKU J1IeKapCTBEHHOro npenapara Aana
BETEpPUHAPHOIro NpMMeHeHus,

9) cnenytoume cBeieHNs 0 NiekapCTBEHHOM NpenapaTte Afnsi BETepPUHapHOro NpUMeHeHust:
a) onucaHue n cocTaB NleKkapCTBEHHOIO npenapara A BETEPUHAPHOIO NPUMEHEHUS;
©) onucaHne dhapmaLeBTMYECKON pa3paboTky;

B) onucaHue npouecca MNpouM3BOACTBA U €ro KOHTPOMs, MOAMUCaHHOe B MNOpsKe, YCTaHOBMEHHOM B
COOTBETCTBUM C YacTbio 1 HACTOsLLEN CTaTbW;
(B peqa. ®eapepanbHoro 3akoHa oT 02.08.2019 N 297-03)

) onucaHme KOHTPOMS KPUTUYECKUX CTaaui NMPOU3BOACTBA UM MPOMEXYTOYHOM MPOAYKUMU, NOoANMCaHHOE B
nopsiike, yCTaHOBNEHHOM B COOTBETCTBUM C HYacCTbio 1 HACTOSALLEN CTaTby;
(B peqa. ®eapepanbHoro 3akoHa oT 02.08.2019 N 297-03)

[) HaMMeHOBaHWsA 1 agpeca paspaboTyuka, AepXKaTens uu Brajenbla perMcTpauMoHHOro ya0CTOBEPEHNS
NieKapCcTBEHHOro npenaparta, NPOW3BOACTBEHHbLIX MOWAAOK MPOU3BOAUTENS JIeKapCTBEHHOro npenaparta asis
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BETEPUHAPHOro MNPUMEHEHUsT C yKasaHMeM CTaauMnh TEeXHOMNOrM4yeckoro npouecca, OCYLUEeCTBRAsSeMblX Ha
NPOU3BOACTBEHHbIX MnoLlagkax Npon3BoAUTENSA JIEKapCTBEHHOro npenapaTa Ana BeTeEPUHAPHOro NpuMeHeHus;
(B peqa. PepepanbHbix 3akoHoB 0T 13.07.2015 N 241-03, ot 02.08.2019 N 297-93)

e) (hapmaLieBTU4ECKas COBMECTUMOCTb;
X) MUKPOBNONOrMYECKMe XapakTepUCTUKMY;
3) MaTepuarbHbli 6GanaHc Ansi NPOM3BOACTBA CEPUMM FOTOBOIO NPOAYKTa;

I/I) onncaHmne XxapakTepuctmk n CBOWCTB YNaKoOBOYHbIX MaTepunanos 1 YKynopO4HbIX CpeacTB,;

KoHcynbTaHTlntoc: npyumevaHue.

Mpwn perucTpaumm No yCKOPEHHOW npoueaype AOoNyCckaeTcsl HenpeacTaBneHne AOKYMEHTOB, MpeayCMOTPEeHHbIX nm. "K"
n. 9 4. 3 ct. 17, Npyu ycrnoeBuM MUCbMEHHOrO 0bs3aTeNnbCTBA WX MPEAOCTaBUTL B TeyeHue 12 MmecsiueB CO AHS
peructpauuu (MoctaHosneHue MNpasutensctea P® ot 12.03.2022 N 353).

K) LOKYMeHTanbHOe NOATBepXAeHue (BanuaaLms) npoLeccoB 1 (MNn) UX OLLEHKa;

J'I) Tpe6OBaHI/I$I K Ka4eCTBY BCromMoraTtesibHbIX BELWEeCTB (CepTI/I(bVIKaT, CﬂELI,I/I(bVIK&LMﬂ Ha BCrNomMoratesribHble
BelwecTBa n nx OGOCHOBaHMe);

KoHcynbTaHTlntoc: npumevaHue.

Mpu perucTpauum No yCKOPEeHHOW npoleaype AoMNyCKaeTcs HENpeacTaBreHne JOKYMEHTOB, NPeaYyCMOTPEHHbIX Mn. "M"
n. 9 4. 3 ct. 17, Npu ycrnoeBuM MUCbMEHHOrO 0bs3aTeNnbCTBA WX MPEAOCTaBUTL B TedeHue 12 MmecsiueB CO HS
peructpauun (MoctaHoBneHue MNMpaButensctea PO ot 12.03.2022 N 353).

M) aHanuTnyeckne mMeToauikn, ncnosrbldyemble NMpun OCyLLEeCTBIIEHNMN KOHTPOSA KaydeCTBa BCromMoratesibHbIX
BeELeCTB;

KoHcynbTaHTlntoc: npumevaHue.

Mpu perMcTpauum nNo yCKOpPEHHON npoleaype AonyckaeTcs HenpeacTaBneHne JOKYMEHTOB, NPeayCMOTPEHHbIX nn. "H"
n. 9 4. 3 ct. 17, Npu ycrnoeBuM MUCbMEHHOrO 0Os3aTeNnbCTBA WX MPEeAOCTaBUTL B TeyeHue 12 MmecsiueB CO [HS
peructpauuu (MoctaHosneHue MNpasutenscrea P® ot 12.03.2022 N 353).

H) [OOKyYMeHTanbHOe MoATBepXaeHue (Banuauus) aHanmuMTUYecKUX MeToaWK, MCMOoSib3yemblX Mpu
OCYLLIECTBINEHUN KOHTPONSA KayecTBa BCNomoraTerbHbIX BELLECTB;

0) MHgopMaunsa 00 uvcnonb3oBaHMM  BCMOMOraTesSibHbIX  BELECTB  YEeSIOBEYECKOTO U XXMBOTHOIO
NPOUCXOXAOEHUA;

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

p) TpeboBaHWA K KayecTBY fEeKapCTBEHHOro npenapata Ans BeTepuHapHOro MpuUMeHeHus (cepTudukart,
crneundrKauns Ha fiekapCTBEHHbIN npenapaT 1 ux 060CcHOBaHWe);

C) aHannTn4eckne MeToOuKWU, UCNOoJib3yeMble Mpu OCYLUEeCTBIIEHUN KOHTPOIIA Ka4decTBa J1€KapCTBEHHOro
npenapara gna BeTepnHapHOro rnpumeHeHua,

KoHcynbTaHTlntoc: npyumevaHue.

Mpu perucTpaummn nNo yckopeHHON nNpoLeaype AoMNyCckaeTcs HenpeacTaBreHne AOKYMEHTOB, NpedyCMOTPEeHHbIX ni. "T"
n. 9 4. 3 ct. 17, NpM ycnoeBMnm NUCbMEHHOrO 0BsA3aTenbCTBa UX NPeAoCcTaBUTb B TedeHue 12 mecsueB CO AHA
peructpaunu (MoctaHosneHue MNpasutenscrea P® ot 12.03.2022 N 353).

T) LOOKyMeHTalnlbHOe noAaTrBepxaeHne (Banmp,au,vm) aHalmMmMTn4eCknx MeToguK, WUCNosib3yemMbiX npu
OCYyLLEeCTBJIEHNN KOHTPOIIA Ka4eCTBa JIeKapCTBEHHOIO npenapaTta And BeTePUHAaPHOro NnpuMeHeHns;

y) OOKYMEHT, MOATBEPXAaloLWWA Ka4ecTBO JeKapCTBEHHOro npenapaTta Tpex MNPOMBILLINEHHBIX Cepui
(NpoTokon aHanusa unu cepTUdUKaT aHanuaa), ooHa Cepusl KOTOpOro OOSbkHa coBrnagaTb C cepuel obpasua
nekapcTBEHHOro npenapata, NoAaHHOro Ha PerucTpaLmio;

&) xapakTepucTuka npumecen;

X) nepeyeHb CTaHAapTHbIX 00pa3sLoB, WCMOMb3yEMbIX TMPU  OCYLUECTBIIEHWM KOHTPOSS KavecTsa
neKkapcTBEHHOro npenapara Ans BeTepuHapHOro NpuMeHeHus;
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KoHcynbTaHTlntoC: npumeyaHue.

Mpn yckopeHHON Npoueaype perycTpaumm BOCNPOM3BEAEHHOIO Npenapara AonyckaeTcsi HenpeacTaBneHne CBeaeHUn,
npeaycMoTpeHHbIX nn. "u" n. 9 y. 3 cr. 17, NpyM NUCbMEHHOM 0653aTeNnbCTBE UX NPEAOCTaBUTb B TedeHne 12 mecsueB
co aHs pernctpauum (MoctaHoenenue MpasuTtensctea PP ot 12.03.2022 N 353).

Ll,) AaHHble 0 cTabunbHOCTH JIeKapCTBEHHOrO npenapaTta anAa BeTepunHapHOro npuMmeHeHunA;

10) Konusi JOKYMEHTa, coaepallero MHopMaumio o Hanuumm unu o6 OTCYTCTBUM (PaKTOB perucTpaumu
nekapcTBEHHOro npenaparta Ans BeTepuHapHoro NpuMeHeHus 3a npegenamu Poccuiickon depepauuy;

11) cornacue B nMcCbMeHHOM cbopMe, MNPedyCMOTPEHHOE YacTbio 7 HAaCTOsIWEen cTaTbWn, B Clyyae
pervcTpaumm BoCnpon3BeeHHOro fiekapCTBEHHOrO Npenapara;
(8 pen. PenepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) KonMa OOKYMEHTa Ha PYCCKOM si3blke, 3aBEPEHHOro B YCTAHOBIIEHHOM MOPSiAKE WM MOATBEPXAAOLLEro
NMPaBOMOYHOCTb 3asBfIEHUsI O FOCYAapPCTBEHHOW perncTpauMn NeKapCTBEHHOrO npenapaTta Afsi BETEPMHAPHOro
NPUMEHEHNS (OOBEPEHHOCTD);

KoHcynbTaHTlntoc: npyumevaHue.

[o 31.12.2023 poccuincknm Npov3BOAUTENAM pa3peLleHo He NpeacTaBnsaTb CBeAeHusa B cooTBeTcTBMM ¢ n. 13 4. 3 CT.
17 npu peructpauum MMMYHOOMOMNOrMYECKNX rnekapcTBeHHbIXx npenapatoB (MocTtaHoBneHue lMpaButenbctBa PP ot
12.03.2022 N 353).

13) cBegeHuss O roCydapCTBEHHOW peructpaummM reHHO-UHXEHEePHO-MOANMULNPOBAHHBIX OpPraHM3MOB,
npegHasHadYeHHbIX ANS BbiMyCcka B OKpYXalollylo cpegdy (Mpu rocyaapCTBEHHOW perncrpaumm fekapCTBEHHbIX
npenapaTosB ansd BeTepnHapHoro npuMeHeHus, nony4YeHHbIX c npuMeHeHnem
reHHO-MHXEHEPHO-MOANMMLIMPOBAHHBIX OPraHN3MOB UM COAEPKALLMX TaKne OpraHu3mel).

(n. 13 BBegeH depepanbHbIM 3akoHOM 0T 02.08.2019 N 297-93)

KoHcynbTaHTlntoc: npyumevaHue.
C 01.09.2023 B . 4 cT1. 17 BHOCATCA n3ameHeHus (®3 ot 28.04.2023 N 171-d3). Cm. OyayLuyto pegakumio.

4. Mpun npoBegeHMn YCKOPEHHOW Npoueaypbl 9KCNepTu3bl SIeKapCTBEHHOro npenaparta And BeTepuHapHOro
NPUMEHEHNST B LENSAX €ro rocygapCTBEHHOW perncrpaumm BMECTO OTdeTa paspaboTymka O pesynbratax
OOKIMMHNYECKOTO WCCreaoBaHUSA JeKapCTBEHHOIO CpeacTBa [fsi BETEPUHAPHOIO MNPUMEHEHUST MOXeT ObiTb
npegctaeneH o0630p HayyHbix paboT O pesynbTatax AOOKIMHMYECKOTO MCCrnedoBaHus  pedepeHTHOro
NekapCcTBeHHOro npenapara Ana BeTepuHapHOro nNpuUMeHeHusa, a BMEeCTO oTyeTa O pesyrnbraTtax KIMHUYECKOro
nccneaoBaHus nekapCTBEHHOMo npenapaTa Anis BeTepMHapHOro NpMMEHEHUS OTYET O pesynbTaTax nccneaoBaHun
OMO3KBMBANEHTHOCTM BOCMNPOM3BEAEHHOrO fIekapCTBEHHOro Npenapara Ans BeTepMHapHOro NpUMeEHEHMS.

(4acTb 4 B pen. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

KoHcynbTaHTlntoc: npumevaHue.
C 01.09.2023 cT. 17 pononHsetcs 4. 4.1 (P3 ot 28.04.2023 N 171-d3). Cm. OyayLyto pegakumio.

5. Ha akcnepTnsy pasnuuHbIX NekapcTBEHHbIX POPM OLHOrO U TOro Xe NeKkapCTBEHHOro npenaparta And
BEeTepMHapHOro npuMeHeHUsa 3asaBuTenb NpeacTaBnsaeT OoTAeNnbHble 3adaBNEeHUs U perncTpaunoHHble JoCbe Ha
Kaxkaylo nekapctseHHyt ¢opmy. Npn ycnoBum ofHOBPEMEHHOW MOAayYM Ha 3KCNepTU3y OOHOW NeKapCTBEHHOW
hopMbl C pasnMyHbIMKM OO3MPOBKOWN, KOHLEHTpauuen, obbeMom 3asBuTeNnb NPeacTaBnseT O4HO 3asiBMeHue u
perncTpaumoHHoe AoCbe C MNPUNOXEHWEM MaKeTOB NEepBUYHOW YMaKoBKU U BTOPUYHOW YyMakoBkW. Ha makeTtax
NepBUYHOM YMAaKOBKM W BTOPUYHOW YNAaKOBKW YKasbiBalOTCA BCe NPOU3BOAMMbIE [O03MPOBKWM, KOHLIEHTpauuw,
06BbEeMbI U KONMYECTBO 403 B YNAKOBKE NEKapCTBEHHOro npenapara 41 BeTEPMHapPHOro NPUMEHEHUS.

(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

6. B cnyyae HenpeacTaBneHus ¢ 3agBrieHNEM O roCcyAapCTBEHHOW perncrpauumn nekapcTBEHHOro npenapara
ONS  BETEepUHApPHOrO MPUMEHEHUS [OOKYMEHTOB, MOATBEPXKAAOWMX YynnaTy rocydapCTBEHHOW MOLUMMHBI U
YyKa3aHHbIX B MYHKTE 7 4acTu 2 HACTOSLLEN CTaTbW, CBEAEHUI O NIMLEH3USAX, yKa3aHHbIX B NyHKTax 1 n 2 yactn 3
HacToslLLen cTaTbM, a Takke BbldaBaeMblX (MPegocTaBnseMblX) YNOSTHOMOYEHHbIMU dedepanbHbIMU OpraHamu
WCMNOSTHUTENBHOM BNAacTU [OOKYMEHTOB (CBeAEHWW), yKasdaHHbIX B MyHkTe 2.1 yacTu 3 HacToswewn craTtby,
YNOSTHOMOYEHHbIM  doefepanbHbli  OpraH  UCMOSTHUTENbHOMW  BRacTu  3anpawmBaeT  YyKasaHHble OOKYMEHTbI
(cBeoeHus) B nopsake MexBeOMCTBEHHOMO MHPOPMAaLIMOHHOIO B3aMMOAENCTBUS.
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(4acTb 6 B pen. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)

7. He pgonyckaeTcst uCcnomnb3oBaHME B KOMMEPYECKMX Liensax nHopMaumm o pesynbTatax OOKITMHUYECKMX
nccnenoBaHU  NEKAPCTBEHHbIX CPEeACTB UM KIMHUMYECKUX WCCNEAOBaHUM JEKapCTBEHHbIX MpenapaTtoB Arnis
BETEpPMHAPHOro NpUMeHeHus, NpeacTaBneHHON 3asBuTeneM Ans rocyfapCTBEHHOW perncTpauum nekapCTBeHHbIX
npenapaTtoB, 6e3 ero cornacus B TeYeHWe LIEeCTU NeT C AaTtbl rocy4apCTBEHHOW perncrpaumm pedepeHTHOro
nekapcTBeHHOro npenapara B Poccuiickon ®epepauun.

8. [epxatenb wnu Bnageney perMcTpauuoHHOro YyOOCTOBEPEHUA JieKapCTBEHHOro npenapata  Angd
BETEpPUHAPHOro NpUMeHeHns npeactaBndeT B YNOMHOMOYEHHbIN doefepanbHbli opraH UCNONMHUTENBHOW BNacTu
OTYyeT no pesynbTatam ¢apMakoHaas3opa OOMH pa3 B LWeCTb MecsiueB B TedeHMe [ABYyX neT nocne
rocyaapCTBEHHOW perncrpaumm nekapcTBeHHoro npenapata B Poccunckon ®epepauuun, 3aTem exerogHo B
TeyeHve nocneayrLmnx Tpex neT u B AansHenwem oauH pas B Tpu roga.

(4acTb 8 BBegeHa depepanbHbiv 3akoHOM oT 02.08.2019 N 297-03)

Ctatba 18. NMomaya M paccMoTpeHMe 3asiBNeHWsi O TFOCyAapCTBEHHOW perucrpauum JieKapCTBeHHOro
npenaparta ansi Me AULIMHCKOro NpuMeHeHUs1
(B pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. [Ona rocygapCTBEHHOW perncrpauuu fekapCTBEHHOro mnpenapata Ans MeAWUMHCKOrO MNpYMEHEHMUS
lopyanyeckoe Nuuo, OAeNCTByoWEee B COOCTBEHHbIX MHTEpEeCcax MMM YNONHOMOYEHHOE MpeacTaBnsaTb UHTEPECHI
OpYroro PUANYECKOro nuua v 3asBnglollee NeKapCTBEHHbIA npenapat Ha rocyAapCTBEHHYIO perncrpaumto
(panee B HacTosiWEN cTaTbe - 3asiBUTENb), NPEACTaBMsieT B  YMNONIHOMOYEHHbIN bedepanbHbIi  OpraH
NCNONMHUTENBHOM BracTu, OCYLLECTBIALWMIA roCy4apCTBEHHYIO PEerucTpauuio nekapcTBeHHbIX npenapaToB Ans
MEOMULMHCKOTO NMPUMEHEHWSs, B 3NEKTPOHHON hopMe M Ha ByMaXXHOM HOcuTene 3asiBlieHNe O rocyaapCTBEHHOWN
perncTpaunm nekapCcTtBEHHOro npenapaTa Ans MeauLMHCKOro NpMMEHEHUs!, a Takke B nopsake, YyCTaHOBNEHHOM
YMONTHOMOYEHHbLIM dhefepanbHbiM OpraHOM WUCMOSHUTENBHOW BMAcTW, B 3NEKTPOHHON hopMe U Ha GyMakHOM
HocuTene HeobXoOouMble OOKYMEHTbI, M3 KOTOPbIX (DOPMUPYETCS PErMCTPaLMOHHOE LOCbEe Ha NeKapCTBEHHbIV
npenapaT Ans MeauLMHCKOro NpUMeHeHs.

(yacTb 1 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. B 3aseneHun o rocyp,apCTBeHHoPl pernctpaunm JnekapCcTtBeHHOro npenapara anda MeamunHCKOro
NPpMMEHEHNA YKa3blBakTCA:

1) HanmeHoBaHWe, agpec 3asBUTENS M MPOU3BOOUTENS JIEKAPCTBEHHOrO npenapara Ans MeauLMHCKOro
NpUMeHeHus1, cBefeHuss o6 KX perncTpauuMmum B KayecTBe HarnoronnaTtenbliuka B CTpaHe perucrtpauum (ons
POCCUIACKUX HOPUAMYECKNX NUL, - MOEHTUUKALUOHHBIA HOMep Hanoronnatenswivka (MHH), ana mMHocTpaHHbIX
IOpPUONYECKMX MWL, - CTpaHa perucrpauumy, HauMeHoBaHUe PerucTpupyowero opraHa, perMcTpaumoHHbIi HoMep,
KoA HanoronnaTtenblUnka B CTpaHe perucrpaumm (MHKopnopaumn) Unv ero aHarnor) u agpec Mecta OCyLLeCTBMNEeHUS
nNpon3BoACTBa NeKapCTBEHHOro npenapata (B Cryvyae HanuunMs HEeCKONbKUMX YYaCTHUKOB Mpolecca ero
npon3BoACTBa HEOOXOOAMMO yKasaTb KaKOAOro yvacTHMKA B COOTBETCTBMM C  OCYLLECTBSIEMOW CTaguen
npon3BoaCTBa);

(n. 1 B pea. PenepanbHoro 3akoHa ot 28.12.2017 N 425-93)

2) HanMveHoBaHME JieKapCTBEHHOro npenaparta And MeguuyuHCKOro rnpmuMeHeHuaA (MemyHaponHoe
HenaTteHToBaHHOE, U rpynnMpoBoYHOE, UM XMMUYECKOEe N TOproeoe HaI/IMeHOBaHI/Iﬂ);

3) nepeyeHb ﬂeﬁCTBy}OMMX 1 BCNomMoraTtesibHbIX BeLWeCTB, BXOAALLNX B COCTaB JIeKapCTBEHHOIO rnpenaparta
ona MeanumMHCKOro npuMeHeHusd, ¢ ykasaHmem Konm4yectBsa KaxKgoro n3 HUX;

4) JNeKapCTBeHHasA cbopma, OO03NpoOBKa, cnocobbl BBEAEHMS U NPUMEeHEeHNA, CPOK rogHOCTN JieKapCTBEHHOIO
npenapara gna meanunHCKoro npuMeHeHus,;

5) apmakoTepaneBTuyeckasi rpynna, Kkog aHaTOMO-TEPaneBTUYECKO-XMMUYECKON  Krnaccudukaumm,
pekoMeHaoBaHHON BcemupHO opraHusauuen 3apaBOOXpaHeHUusl, 3asiBNseMble MokasaHus Ang NpUMeEHeHUs
neKkapCcTBEHHOro npenapara Ansg MeauuUuHCKOro NpUMeHeHns;

6) oTcyTcTBME HeobXoOMMOCTU MpPedoCTaBreHusi oTyeTa O pesynbTaTax KIMHUYECKOro WUccrenoBaHus,
nccnenoBaHWa  GUO3KBUBANEHTHOCTM  NIEKApCTBEHHOro Mpenaparta, paspelleHHoro Ana  MeauLUMHCKOro
npumeHeHns B Poccuiickoli degepaunn Gonee ABaguati neT, ¢ ykasaHMeM HOPMATMBHbLIX MPaBOBbIX aKTOB,
noATBEPXKAaoLMX AaHHbIA CPOK NPUMEHEHNS;

7) HeobxoaumocTb odopMIeHnst paspelleHnss Ha BBO3 B Poccunckyto Pepepaumio KOHKPETHOW napTum
3aPErMCTPUPOBaAHHbLIX U (UNN) HE3apPEerncTPUMPOBAHHBLIX JIEKAPCTBEHHbIX CPEACTB, NpefHasHaYeHHbIX AN
NpOBEeAEHUS IKCMEPTU3bI NIEKAPCTBEHHbLIX CPEACTB B LIENsX rocy4apCTBEHHOW perncrpauum;
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8) HeobGXxoOMMOCTb NPOBEOEHUS SKCMEepTU3bl [JOKYMEHTOB, MPEeACTaBMeHHbIX [Ans  onpeaeneHus
BO3MOXHOCTU paccMaTpuBaTh flekapCTBEHHbIM npenapaTt AN MeOULMHCKOrOo NMPUMEHEHWUS MPU OCYLLECTBIEHUM
rocygapcTBEHHON perncrpaumm B kadecTse opdpaHHOro NiekapCTBEHHOro Npenapara;

9) HeoBX0AMMOCTb MPUMEHEHMUSI YCKOPEHHOW Mpoueaypbl 3KCMepTM3bl NIeKapCTBEHHbIX CPeacTB B Lensx
rocyapCTBEHHOW perMcTpaummn NekapcTBeHHOro npenapara;

10) kKONUK JOKYMEHTOB, MOATBEPKAAIOLLMX YNNaTy rocyAapCTBEHHON MOLUMMHbI:

a) 3a npoBedeHVEe SKCMepTM3bl [OKYMEHTOB, MNPEeACTaBrfeHHbIX AN  onpedeneHns BO3MOXHOCTM
paccMaTpuBaTb  leKapCTBEHHbI  MpenapaTt  Ans  MeAMUMHCKOTO  MPUMEHEHWs MNpU  OCYLLEeCTBIEeHUM
rocyapCTBEHHOI perucTpaummn B kayectTee opchaHHOro fiekapCTBEHHOro npenapara;

©0) 3a npoBedeHNe 3KCNEPTM3bl KAYeCTBa NIEKAPCTBEHHOIO CPeACTBa U 3KCNEpPTU3bl OTHOLLEHUS OXMOAEMOWN
nonb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUS] NEKApPCTBEHHOro npenapara, paspeLlleHHOro Ans MeauLMHCKOro
npumeHennss B Poccunckon ®degepaumm 6Gonee paBaguatv NeT, NPU  OCYLLECTBMEHMM TrOCYAApPCTBEHHON
perncrTpaumm nekapcTBEHHOro npenapara;

B) 3a NMpOBeAeHVe 3KCMepPTU3bl Ka4YecTBa JIeKapCTBEHHOrO CPeacTBa M 9KCNEPTM3bl OTHOLLEHUS OXUOAEMOIA
MoJib3bl K BO3MOXXHOMY PUCKY MPUMEHeHUs1 TeKapCTBEHHOro npenaparta ansi MeauLUMHCKOTrO NMpUMeHeHus Npu ero
rocygapCTBEHHON perncTpauuu;

r) 3a NpoBeAeHne 3KCNepTU3bl KadecTBa NEKAPCTBEHHOro cpeAcTBa U 3KCNepTU3bl OTHOLLEHUS OXMOaeMOoWn
nonb3bl K BO3MOXHOMY PMWCKY MPUMMEHEHMSI NEeKapCTBEHHOro npenapata Anis MeAWLMHCKOrO MpUMEHEHUs, B
OTHOLUEHMM KOTOPOro NpoOBeAEHbl MeXAyHapoOHble MHOIOLEHTPOBbLIE KIMHMYECKUE WCCMNedoBaHusl, 4YacTb M3
KoTopbiX npoBedeHa B Poccuiickon ®epepaumun, npy OCYLLECTBNEHWM TOCYOAPCTBEHHOW perncrpauum
nekapcTBEHHOro npenapaTa;

11) HanuMume cornacus nNpPoOuM3BOAMTENS  JIEKAPCTBEHHOro npernapaTta, MNPOU3BOACTBO  KOTOPOro
ocyllecTenseTcst 3a npegenamu Poccuiickon ®enepaumm, Ha NpoBeeHNE MHCNEKTUPOBAHUSI NPOU3BOAUTENS HA
COOTBETCTBME TPeOOBaHNAM NpaBu Hagexallen NpoM3BoOACTBEHHOWM NPaKTUKK;

12) Hanuume cornacwusi, NPegyCMOTPEHHOIO YacTblo 18 HacTosLWEeN cTaTby;

13) ykasaHve BuMAa NEKapCTBEHHOro Mpenapara, MPeACTaBfIEHHON0 Ha perncTpaumio (pedepeHTHbIN
NEKapCTBEHHbIM MpenapaT, BOCMPOU3BEOEHHbIA JIEKAPCTBEHHbIM npenapaT, OMOonorMyecknin nekapCTBEHHbIV
npenapat, ©OwuoaHanoroBbii (OMONOOOOHbLIM) NEKapCTBEHHbIM npenapat (6uoaHamnor), romeonaTn4yeckun
NeKapCTBEHHbIV Npenapar, NekapCTBEHHbIN pacTUTENbHbIN Npenapar).

(yacTb 2 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. PeructpaumoHHoe [Jocbe Ha neKapCTBEHHbIW npenapat Ansg  MeaULMHCKOro  NpUMEHEeHUus
npegoctasnseTcd B popme obLero TexHU4eCcKoro JOKyMeHTa.
(yacTb 3 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. Pasgen OOKyMeHTaunnm agMMHUCTPATUBHOIO XapakTepa BKIo4aeT B cebs:

1) 3asABneHMe O [rOoCyOapCTBEHHON perucTpauuy nekapcTBEeHHOro npenapaTa Ans  MeaVMUMHCKOro
NPUMEHeHMs! B 3NIeKTPOHHON chopMe 1 Ha BYMaXKHOM HOCUTeneE;

2) KOMWI0 OOKYMEHTa Ha PYCCKOM si3blke, 3aBEPEHHOro B YCTAHOBMEHHOM TMOpsiAke UM MOATBEPKAALWero
NMPaBOMOYHOCTb 3asBUTENSI NMofaBaTb 3asiBfieHNe O rocydapCTBEHHOW pPerMcTpauun NekapcTBEHHOrO npenapaTa
ANs MeauLMHCKOro NpuMeHeHns (00BepeHHOCTb);

3) cBegeHus o paTe npedocTaBfeHWst M PEerucTpauMoOHHOM HOMEpe JMLUEH3MM Ha MpPOu3BOACTBO
JIeKapCTBEHHbIX CPefCTB WNU CBeAeHWUA O daTe npefocTaBneHUd U PernctpauyMoOHHOM HOMepe 3akfoyeHus o
COOTBETCTBMM MPOM3BOAUTENS NEKAPCTBEHHbLIX CPeACTB TPpeOOoBaHUSAM NpaBuil Hagnexalwen npou3BoACTBEHHON
NPaKTUKK, BblAaHHbIX (NpeoCcTaBNeHHbIX) YNONHOMOYEHHbIM deaeparnbHbiM OpraHoM UCMONTHUTENBHOW BNacTu B
OTHOLLEHMM NPOU3BOACTBEHHOW MNNOLLAAKM PEerucTpupyemMoro nekapCTBEHHOro npenapaTa, B Crnyyae, ecrnu
Npon3BoACTBO NEeKapCTBEHHOro npenapara ocyllecTensaeTtcs B Poccuiickon ®epepavimu;

(B peqa. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-P3, o1 27.12.2019 N 478-03)

4) KOnuko ﬂpeJJ,OCTaBJ'IeHHOVI YNONMHOMOYEHHbIM OpraHoM CTpaHbl npou3BoAUTENA JUUEH3UN Ha
Nnpon3BOACTBO J1€KapCTBEHHOIo npenapara U ee nepeson Ha pyCCKI/IIZ A3bIK, 3aBepeHHbleé B YCTaHOBJIEHHOM
nopAagke, a Takke KOMuk 3aKkrni4YeHnda O COOTBETCTBUM MPOU3BOOUTENA NEKAPCTBEHHbIX CpeacTB Tpe6OBaHI/IﬂM
npasun Hagnexawlien ﬂpOI/I3BOJJ,CTBeHHOI7I NPaKkTuKK, BblAAHHOINO YMNOJIHOMOYEHHbIM cbep,epaanblM OopraHom
NCMONHUTENbHON BMacTM B OTHOLLUEHWUN ﬂpOI/I3BOﬂ,CTBeHHOIZ nnowaakn perncTtpupyemMmoro JekapcrtBeHHOro
npenapara, wuan Konuw peweHna YnoJIHOMOYEeHHOro (be/:l,epaanoro opraHa MCMONHUTENbHON BRactn o
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nposedeHUN UWHCNEeKTUPOBaHUA MNPOU3BOANTENA JleKapCTBEHHbIX CpeacTB, B cnyyae, ecnv npou3BOoACTBO
NeKkapCTBEHHOro npenapara OCyLleCTBIAEeTCA 3a npeaenamMmm Poccuimckon CDep,epau,le;
(B peqn. PepepanbHbix 3akoHOB 0T 04.06.2018 N 140-P3, o1 27.12.2019 N 478-03)

5) NpOeKT WHCTpYyKUMM Mo MeOuLMHCKOMY MpUMEHEHMWI0 JlekapCcTBEHHOro npenaparta, codepallei
crepytoLMe CBeAEHNS:

a) HaMMeHOBaHWe NeKkapcTBEHHOro npenapaTa (MeXxayHapoAHOe HenaTeHTOBaHHOE, UMW TPYNnMpoOBOYHOE,
UM XMMUYECKOe 1 TOProBOE HaMMEHOBAHUS);

6) nekapcTBeHHas hopma C ykazaHWeM HaMMEHOBaHWUI U KONTMYECTBEHHOrO COCTaBa AENCTBYIOLLMX BELLECTB
M Ka4yeCTBEHHOrO COCTaBa BCMOMOraTesbHbIX BeLecTB (npyu HeobxXoayMOCTV KONMMYECTBEHHOro CcocTaBa
BCMOMOraTesibHbIX BELLECTB);

B) OMvcaHne BHELLHErO BUAA fieKapCTBEHHOro npenapaTa Ans MEAULMHCKOrO NPYMEHEHUS;
r) ousmko-xmMmyeckme CBoMcTBa (Ans paguodapMaleBTUYECKUX NEKAPCTBEHHBIX NpenapaToB);

) dapmakoTepaneBTUyeckas rpynna, Ko nekapCTBeHHOro npenapara ang MeauuuHCKOro NpuMeHeHns no
aHaTOMO-TepaneBTUYECKO-XMMUYECKON  KraccuduKkaumm, pekomeHgoBaHHOW  BcemupHoi  opraHusaumen
34paBoOXpaHEHUs, UNN yKasaHue "roMmeonaTnyecknin nekapcTBeHHbIN npenapaTt”;

e) (bapMaKODMHaMI/IKa n (*)apMaKOKVIHeTMKa (38 UCKITio4EeHnem d)apMaKOKMHeTVIKM romeonaTtn4yeckmnx
NeKapCTBEHHbIX NMpenapaTtoB U paCTUTESIbHbLIX JIEKAPCTBEHHbIX npenapaTOB);

) NnokasaHua aAnsa NpUMeHEeHUs;
3) NPOTUBOMNOKA3aHUS AJ1si TPUMEHEHWS;
1) Mepbl MPEeAOCTOPOXKHOCTU MNPV NMPUMEHEHNY;

K) ykasaHue BO3MOXHOCTU M OCOBEHHOCTEeW MPUMEHEHWS NeKapCTBEHHOro npenapaTa Ans MeauLUMHCKOro
NpUMeHeHNs1 6epeMeHHbIMU KEeHLMHAMM, JKEHLLMHAMW B NEPUOA rPYAHOr0 BCKapMITMBaHWUSA, ETbMU, B3POCIbIMY,
MMEIOLLMMUN XpOHUYECKNe 3aboneBaHus;

n) pexvMm [o3MpoBaHus, crnocobbl BBeAEHWS W MPUMMEHEHUs, MpPU HEoOXOAMMOCTU Bpemsi npuema
niekapCTBEHHOro npenapaTa Ans MEAUUMHCKOro NMPUMEHEHWs, MPOAOIIKUTENBHOCTE JIeYeHWs, B TOM Yucne y AeTel
[0 ¥ nocre ofHOro roaa;

M) BO3MOXHbI€ HeXenaTeribHble peakuun npu npuMmeHeHmnn nekapcTtBeHHoro npenaparta anda meamunHCcKoro
NPUMEHEHUA;

H) CUMNTOMbI NEPENO3NPOBKU, MEPbI MO OKasaHWUIo NMOMOLLIM NPY Nepeao3npPOBKE;
0) B3aMMmogeiicTBMe C APYrMMu NeKapCTBEHHbIMU NpenapaTtaMu 1 (Unn) NULWEBLIMI NPOAYKTaMU;
n) oopMmbl BbiNycka fekapCTBEHHOro npenapaTa;

p) ykasaHue (npyM HeobxoanMocTn) 0CobeHHOCTEN AENCTBUS NTEKAPCTBEHHOIO Npenapara Anst MEAULMHCKOro
NPUMEHEHMS NPY NEPBOM NMPUEME UINN NPU €r0 OTMEHE;

C) onucaHue (Npy HeobXxo4MMOCTN) AENCTBMIA Bpada (cdbenbalwepa) u (Mnv) nauneHTa npy npornycke npuema
OOHOWN UMM HECKOJbKMX 403 NEKApPCTBEHHOIO NpenapaTa Ans MeAULMHCKOrO NPUMEHEHUS;

T) BO3MOXHOE BIMsiHME IeKapCTBEHHOro npenapata Ans MeauUMHCKOTO MPUMEHEHUS Ha CNoCOGHOCTb
yNpaBnsTb TPAHCMNOPTHLIMU CPEACTBAMMU, MEXaHU3MaMU;

y) CPOK IrogHOCTM U YyKa3aHue Ha 3anpeTt nNpuMeHeHud nekapCTBeHHOro npenaparta gna mMeguumHCKoro
NPUMEHEHNA NO NCTEeYEeHNN CPOKa roaHOCTU;

@) ycrnosus xpaHeHus;

X) yKaszaHue Ha Heob6XoOMMOCTb XpaHeHMWsl NekapCcTBEHHOro npenaparta Ans MeauUMHCKOro NpUMeHeHus B
MecTax, HeJOCTYMNHbIX ANs AeTel;

L) ykasaHue (MpM HeoOXoAMMOCTM) creuuanbHbiX Mep NPeAoCTOPOXHOCTM  MPU  YHUYTOXEHWM
HEeMCnoNb30BaHHbIX NIEKAPCTBEHHLIX NPenapaToB A5 MEAULMHCKOTO NPUMEHEHNS;

4) yCrioBusi OTMNYCKa;

L) HAMMEHOBaHWS 1 afpeca NPOU3BOACTBEHHBIX MIOLLAA0K NPOM3BOANTESS JIEKaPCTBEHHOTO Npenapara;
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) HaumeHOBaHWe, adpec opraHusauuM, YrNorHOMOYEHHOW  [AepxaTenem Wnu  BriagenbueM
PerncTpauLmMoHHOro yaoCTOBEPEHUS NEeKapCTBEHHOrO npenaparta Ans MeAULUMHCKOro NpUMeHeHuUst Ha MNpUuHATUE
npeTeH3nit oT NnoTpebuTens;

6) VHCTPYKLMIO MO MEAMLMHCKOMY NMPUMEHEHUIO UMW KPaTKY XapakTepucTUKy NeKapCTBEHHOrO npenapara,
yTBEP)XAEHHbIE B CTPaHe NPOU3BOAUTENS;

7) NpOeKTbl MaKeTOB MEPBUYHOM YMaKOBKM M BTOPWMYHOM YMNAaKOBKU JIEKAPCTBEHHOrO MNpenapaTta Ans
MEAULIMHCKOrO NPUMEHEHUS;

8) NpoeKkT HOpMaTUBHOW OOKYMEHTaLUUW UM HOPMAaTMBHOIO AOKYMEHTa Ha JleKapCTBEHHbIM npenapaT Ans
MEeAMLIMHCKOIo NpUMeHeHMs MO0 ykasaHne COOTBETCTBYHOLLEN hapMakonenHom cTaThby;

9) [OOKYMEHT, coepXawmi uHpoOpMauuio O Hanmuum wunn o6 oTcyTcTBMM (QaKTOB  perncrpaumm
nekapcTBEHHOro npenapaTa Ans MeguuUUHCKOro npumeHeHus 3a npegenamu Poccuickon ®egepaunu;

10) KOMUKU OOKYMEHTOB, 3aBEPEHHbIX B YCTaHOBMNEHHOM MOPsSAKe M MNOATBEPXAaoWmMX dakT perucTpaumm
neKkapcTBEHHOro npenapara B MHOCTPaHHbLIX FOCYAapCTBax B kKayecTBe opdaHHOro fiekapcTBEHHOro npenapara;

11) nnaH ynpaelieHnA pUCKaMu AOnd BGronorm4yeckmx JNIEKapCTBEHHbIX MpenapaTtoB And MeguuuHCKOro
NPUMEHEHUA;

12) OOKYMEHT 0 cucTeMe hapmakoHad3opa aepxaTtens Unu Bragenblia PerMcTpaLyoHHOro ya0CTOBEPEHUS
neKkapcTBEeHHOro npenapara;

13) OOKYMeHT, MOATBepXOalLWMN KavyeCcTBO FEeKapCTBEHHOro npenapata Tpex MNPOMbILLMEHHbLIX Cepuii
(npoTokon aHanm3a wunu cepTudmKaT aHanumsa), ogHa Cepusi KOTOPOro AOMKHa CoBMagaTb C cepuen obpasua
NekapcTBeHHOro npenapata And MeauuUMHCKOro MpUMEHEeHUs, TMpeacTaBlieHHOro Ha rocygapCTBEHHYI0
perucrpauuio.

(4acTb 4 B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5. Pasgen xvmudeckon, dhapmaLeBTU4ecKoi 1 B1oNorM4eckoin JoKyMeHTaUmMn BKNoYaeT B ce6sa JOKYMEHTHI,
cofepxaline nHgopmMaumio o dhapmaLeBTUYeckon cyGCTaHUMM U NekapCcTBeHHOM MnpenapaTte Ana MeauuuHCKOro
NpUMeHeHs1, NpoLIecce ero NPOM3BOACTBa M MeTodax KOHTPONS KayecTBa, B TOM YuCre:

1) KonNuIO OOKYMEHTa, coep)kallero creaymoLlyio nHdopMaumio o dapmaueBTMdecKkon cybcTaHuumn mnm
dhapmaLeBTMYECKMX CYOCTaHUMAX, BXOOSALWMX B COCTaB JIEKAPCTBEHHOro Mpenaparta, 3a WCKIYEHMEM
nHcdopmaumm o apMaueBTUYECKUX CyOCTaHLMSAX, BKMOYEHHbIX B TOCY4APCTBEHHBLIN pPEeecTp JeKapCTBEHHbLIX
CpeacTB B COOTBETCTBUM CO cTaTben 34 HacTosawero PegepanbHOro 3akoHa:

(B peqa. ®enepanbHoro 3akoHa oT 27.12.2019 N 462-03)

a) HanMeHoBaHue hapmaueBTUYECKOM CybCTaHUUK, ee CTPYKTypa, obLLmMe CBONCTBA;
0) HanmeHoBaHWe n agpec NPON3BOAMUTENS;

B) TEXHONorMs NpPou3BoacTBa C onNUcaHWeM CTagui NPOM3BOLCTBA M METOAOB KOHTPOSS Ha BCEX CTaamax
npon3BoAcCTBa,

r) onucaHue paspaboTky npouecca NPOu3BOACTBa;

[) onncaHme KOHTPOIS KpUTUYECKMX CTafMIn NPON3BOACTBA M NMPOMEXYTOYHON MPOaYKLUMM;
€) OOKyMeHTanbHoe noaTeepxaeHne (Banuaauns) NpoLeccoB u (Mnn) Nx OLEHKa;

) CBOMCTBA M CTPYKTypa OENCTBYIOLLMX BELLECTB;

3) XxapaKTepucTmka npumecen;

n) cneundurkaumsa Ha hapMaLeBTUYECKYD CyOCTaHLUuo U ee 000CHOBaHUE;

K) aHanuTU4Yeckne MeTOAMKU, UCMONb3yeMble NMPU OCYLLECTBIIEHUM KOHTPONS kadecTBa dhapmaLeBTUYECKO
cybcTaHuuy;

J'I) OOKyMeHTalrlbHOe noATBepXaeHune (Banmp,au,m) aHalMMTU4eCknx MeToauK, UcCnonb3yemMblX npu
OCYyLLEeCTBIIEHNN KOHTPOIIA Ka4eCTBa cbapmaueBTquCKon CyGCTaHLI,I/IM;

M) pe3ynbTaThbl aHanu3a cepui bapMmaueBTU4eckon cybcTaHuuuy;

H) MepeyeHb CTaHAapTHbIX 06pa3UoB WM BELWECTB, WUCMOMb3yeMbIX MNPV OCYLLECTBIEHUM KOHTPOIS
KayecTBa;
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0) ONMCaHMe XapaKTEPUCTUK N CBOWCTB YNAKOBOYHbIX MATEPMNANoB U YKYNOPOYHbIX CPEACTB;
n) AaHHble 0 CTabUNbHOCTM hapMaLEeBTUYECKON cybCcTaHUMK;
P) CPOK rO4HOCTMU;

1.1) B OTHOLIEHMMN dhapmaueBTUYECKNX Cy6CT8HLI,MVI, BXOOALWKMX B COCTaB J1€eKapCTBEHHOIO npenapara u
BKITHOYEHHbIX B Focyﬂ,apCTBeHHbIVI peecTp nekapcTBEHHbIX CPeACTB B COOTBETCTBUM CO cTaTben 34 HacTosLLlero
depneparnbHOro 3akoHa, - Konus LOOKyMeHTa, coaepXaliero cnegymLwlyro WHopmaLumto:

a) HaMMeHoBaHue dapmaleBTU4ecKon cybcTaHumm, ee CTpyKTypa, obLume CBONCTBA;
0) HauMeHoBaHVe 1 agpec NPOU3BOANTENS;
B) pesynbTaThl aHanm3a cepuin papmaueBTMYECKON CybCTaHLmu;

) CPOK rogHOCTH;
(n. 1.1 BBeaeH PenepanbHbIM 3aKoHOM OT 27.12.2019 N 462-03)

2) OOKYMEHT, cop,epmau.wlﬂ cneaywume ceefeHua O IneKapCTtBeHHOM npenaparte agnd MeaguumHCKoro
NPUMEHEHUA:

a) onncaHmne n CoCcTtaB J1IeKapCTBEHHOro npenaparta and MeguLumMHCKOro npuMeHeHu4;

0) onucaHue dapmaueBTnyeckon paspaboTkm (o6ocHOBaHMe BbiOOpa CocCTaBa, MEPBUYHOM YMAKOBKU U
WHOro);

B) TEXHONorMs NPou3BoaCcTBa C OnNUcaHWeM CTagui NPOM3BOLCTBA M METOAOB KOHTPOSS Ha BCEX CTaamax
npon3BoAcCTBa,

r) onncaHue KOHTPONs KPUTUYECKMX CTadui NpoLlecca NPOM3BOACTBA M MPOMEXYTOYHON NPOAYKUMK;

4) Ha/MeHoBaHME M afpec MecTa OCYLUECTBIIEHWS MPOM3BOACTBA JEKApCTBEHHOTO npenapata [Aass
MEAULMHCKOrO NMPUMEHEHUs (B Crlyyae HasMumsi HECKOMNbKMX YYaCTHMKOB Mpolecca npovs3BoacTBa HEOOGX0AMMO
yKasaTb KaXKZoro U3 Hux);

e) hapmaueBTMyecKas COBMECTUMOCTb;

X) MUKpoBUonormyeckne xapakTepucTukm;

3) MaTepwuarnbHbii 6GanaHc Anst NPoOM3BOACTBA CEPUMM FOTOBOIO NPOAYKTa;

1) onncaHue xapakTepUCTUK U CBOMCTB YNaKOBOYHbLIX MaTEpPMaroB U YKYNOPOYHbIX CPEACTB;

K) LOKYMEHTanbHOEe NOATBEPXXAEHNE (BanuaaLms) NnpoLeccoB NPON3BOACTBA U (MNN) UX OLIEHKA;

n) TpeboBaHNs K Ka4yecTBy BCMOMOraTesbHbIX BELECTB (cepTudmkar, cneumdmkaumns Ha BCcrioMoraTesbHble
BeLLecTBa U ux obocHoBaHue);

M) aHannTn4yeckne MeTonukn, ncnosrbdyemble NMpu OCyLUEeCTBIIEHNUN KOHTPOIA KaydeCTBa BCNOMOratesibHbIX
BELLEeCTB;

H) OOKyMeHTallbHOe noATBepXAeHne (BaJ'II/IJJ,aLI,I/IFl) adHannTN4eCKnx MeToauK, UCNOoJNb3yeMblX MNpu
OCYLLEeCTBJIEHNN KOHTPOIA Ka4eCTBa BCNoMoraTesibHbIX BELWECTB;

0) I/IHd)OpMaLIMﬂ 00 uncnonb3oBaHMM  BCMOMOraTesflbHbIX BELLECTB YEeNloBEeYEeCKOro U XKMBOTHOIO
NPONCXOXOAEHUA,

n) nHcbopmaumsi 06 UCMosIb30BaAHUN HOBbIX BCMIOMOraTernbHbIX BELLECTB;

p) TpeboBaHMs K Ka4yecTBy NEKapCTBEHHOro npenapaTta AN MeOVMUMHCKOTO MNpUMeHeHus (cepTudumkart,
cneundrKauns Ha rekapCTBEHHbIN NpenapaT U ux 060CcHoBaHue);

C) aHannTnyeckne MeToauKu, uncnolib3yemMble Mpu OCyLUEeCTBIIEHUN KOHTPOJIA Ka4vecTBa J1eKapCTBEHHOIo
npenaparta ana MmeanuymnHCKoro npuMeHeHus;

T) [OKyMeHTanbHoe MoATBepXaeHue (Banmugauusi) aHarnmMTUYecKMX METOAMK, WCMOMb3yeMbIX MNpu
OCYLLECTBIIEHNWN KOHTPOJIA Ka4ecTBa fiekapCTBEHHOro npenapaTa st MEAULMHCKOrO NPYMEHEHUS;

y) pe3ynbTaTtbl aHanM3oB cepM|7| J1eKapCTBEHHOro npenaparta ana MmeanunHCKoro npmMeHeHus,;

&) xapakTepucTtuka npumecen;
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X) nepeyeHb CTaHAApTHbIX 00pa3sLoB, WCMOMb3yeMbIX TMPU  OCYLUECTBIIEHWM KOHTPOSS KavecTsa
neKkapcTBeHHOro npenapara Ans MeAMLUHCKOro NPUMEHEHMS;

L) AaHHble O CTabMIbHOCTM NIEKAapPCTBEHHOrO NpenapaTa A4nd MeauLMHCKOro MpMMEHeEHMS.
(yacTb 5 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. Paspgen d)apmakonorwquKoﬁ, TOKCUKONOrM4eCcKomn OOKYMEeHTauunm BKIO4YaeT B cebss oTyeTbl O
pe3ynbTatax OOKIMNHUYEeCKUX ncenegoBaHui NnekapCTBeHHOro cpencrtea And mMeamuuHCKoOro npuMMeHeHud, B ToM
vucne:

1) OT4eT O (*)apMaKO,DMHaMI/NeCKMX ncecnenoBaHUAX,
2) OT4eT O (*)apMaKOKI/IHeTI/I‘-IeCKI/IX ncenegoBaHUAXx;

3) OTYET O TOKCMKOSOMMYECKUX NCCredoBaHUAX.
(4acTb 6 B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen KnNuHMYecKOM [OKYMeHTauuu BKIoYaeT B cebsA oTdyeTbl O pesynbTaTtax KIUMHUYECKUX
nccneaoBaHWiA NEKapCTBEHHOrO NpenapaTa Ans MeauLUMHCKOro NpUMEHeHNs!, B TOM YKCTe:

1) oTyeTbl 06 NccnegoBaHUAX GUOOOCTYMHOCTM U BMOSKBMBANEHTHOCTU, UCCIEAOBAHMAX, YCTaHABIMBAOLLMX
Koppensaumio pesynbTaToB, NOSYYEHHbIX B YCAOBUSX in Vitro u in vivo;

2) oTyeTbl 0 PapMaKOKMHETUYECKUX NCCMEeA0BaHUSX;
3) oTyeTbl 0 hapMakoAUHAMUYECKUX NCCIELOBaHNSX;
4) 0TYeTbI O KIMHUYECKMX MccrneaoBaHuax adhpekTUBHOCTM U Ge3onacHoCTy;

5) oT4eT 0 NOCTPErncTPaLMOHHOM ONbITE NPUMEHEHNS (MPY HaNM4un).
(vacTb 7 BBegeHa depfeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

8. TpeboBaHns kK obbemy uHPOPMaLMM, NPEAOCTaBMSEMOM B COCTaBe PErMcTpauMoHHOro [ocbe, Ans
OTAenbHbLIX BUOOB  JIEKApCTBEHHbLIX MpenapaTtoB And  MeAUMUMHCKOrO NPUMEHEHWs  ycTaHaBnMBalTCs
YNOMHOMOYEHHbIM (hefeparnbHbIM OpraHoM UCMOMHUTENBHON BNACTW.

(yacTb 8 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9. B oTHOLLEHNN NEeKapCTBEHHLIX NPenapaToB, pa3peLUEeHHbIX ANsi MeguMUMHCKOro npumMeHeHns B Poccuiickom
denepaummn OGonee pgBaguaTM NeT M B OTHOLUEHMM KOTOPbIX HEBO3MOXHO MNPOBeAdeHMEe WuccrneaoBaHun ux
OMOSKBMBANEHTHOCTU (3a UCKIMIOYEHNEM BMONOrMYECcKUX NEKapCTBEHHbBIX NpenapaToB), AOMNyCKaeTCs BKIOYEHNE B
COoCTaB pasgena apMakonorM4eckon, TOKCUKONOMMYECKON OKYMEHTaUMn 1 pasgena KIMHMYeCckon AoKyMeHTaumm
BMECTO OT4eTa pas3paboTuvMka O pesynbTaTax COOCTBEHHbIX OOKMMHUYECKUX WCCNeaoBaHWUA NEeKapCTBEHHbIX
CPEACTB U KIMHUYECKUX WUCCIEeOOBaHUN NEKapCTBEHHbIX MpenapaTtoB AN MEeOULMHCKOrO NpuMeHeHus ob3opa
Hay4HbIX paboT O pesynbrartax AOKMMHUYECKMX WCCNeOoBaHWUA JEKapCTBEHHbIX CPEACTB U KITMHUYECKUX
nccnegoBaHUn OaHHbIX FIEKAPCTBEHHbIX NpenapaTtoB, B TOM 4MCMe BKIOYas ONbIT UX MOCTPErMCTPaALMOHHOIO
NpUMEHEHUS.

(vacTb 9 BBegeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B peq. PeaepanbHoro 3akoHa ot 27.12.2019 N 475-03)

10. Tllpu rocynapCTBEHHOM perncTpaumMum  BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbLIX MpenapaToB  Asis
MEAULIMHCKOro NPUMEHEHUsI JOMyCKaeTCs BKIIOYEHVE B COCTaB pasaerna hapMakosiorMyeckon, TOKCUKONOrMY€eCKo
JOKYMEHTaUuuy W pasgena  KNMHWYEecKOW [OKyMeHTauuMuM BMecTo oTyeTa paspaboTuvMka o pesynbTatax
COBCTBEHHbIX OOKIMHUYECKNX WUCCNEAoBaHWI NeKapCTBEeHHbIX CpeacTB 0630pa HaydHbIX paboT o pesynbTartax
JOKIMUHUYECKUX WUCCNeaoBaHWin pedepeHTHOro fekapcTBEeHHOro Mnpenapata W npeacTaBrieHne  BMECTO
KIMUHUYECKUX UCCNEeAoBaHWUIA B NONTHOM 0Gbeme, YCTaHOBNEeHHOM pa3aerniom KIMHUYECKO JOKyMeHTaL M, oTyeTa o
pesynbTatax MWccregoBaHuii GUMO3KBMBANEHTHOCTM BOCMPOM3BEAEHHOTO IeKapCTBEHHOro rpenapata Ans
MeOUUMHCKOro npuMeHeHusi. He TpebyeTca npeacTaBrneHWe oTyeTa O pesynbTaTax MccrieqoBaHWiA
OUO3KBMBANEHTHOCTM BOCMPOU3BEOEHHOIO JIEKapCTBEHHOro npenapaTta Ans MeAWMUMHCKOrO MPUMEHEHUs, ecrin
PerncTpupyoTCst BOCNPOU3BEAEHHbIE NEKAPCTBEHHbIE NMpenapaTbl AN MEAVLMHCKOrO MPUMEHEHUS], KOTOpbIE:

1) npegHasHayeHbl [ONA  NapeHTepanbHOro  (MOAKOXHOrOo,  BHYTPUMBILLEYHOrO,  BHYTPUBEHHOTO,
BHYTPUINasHOro, BHYTPUMOJSIOCTHOMO, BHYTPUCYCTABHOIO, BHYTPUKOPOHAPHOIO) BBEAEHUS U NPeACcTaBnsoT coboi
BOZHbIE PacTBOpbI;

2) npeacTaensaoT coboii pacTBOpbI AN NepoparnbHOro NPUMEHEHNS;
3) npon3BeaeHbl B oOpMe MOPOLLKOB U NMOUNU3ATOR AN NPUIroTOBIIEHNA PacTBOPOB;

4) ABNsOTCSA rasamu;
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5) SBNAOTCS YLWHBIMW UMK THasHbIMK NIEKAPCTBEHHBIMM Npenapatamu, NpousBeaeHHbIMKU B popMe BOAHBIX
pacTBOpPOB;

6) NpegHasHaveHbl A1 MECTHOTO NMPUMEHEHNS U MPUrOTOBIEHBI B hOpMe BOAHbIX PacTBOPOB;

7) npenctaBnalT cobon BOOHblE PAcTBOPbI ANsl UCMONb30BaHWA B (OpMe WHransaumm € MOMOLLBH
Hebynansepa unu B ka4eCTBe Ha3arnbHbIX CPEEB, MPUMEHSIEMbIX C MOMOLLBIO CXOAHbIX YCTPOWCTB.
(vactb 10 BBefeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-d3)

11. Ona cny4aes, ykasaHHbIX B nyHktax 1 - 3, 5 - 7 yactn 10 HacTosillen cTaTbu, BOCMNPOU3BEAEHHbIN
NnexkapcTBEHHLIN npenapaTt Ans MeaWUMHCKOro MPUMEHEHUS OOSMKEH COAepXaTb Takme Xe BCrnomoraTesbHble
BellecTBa B TaKkMX Xe KonuyecTBax, Kak W pedepeHTHbIM feKkapCTBEHHbIM npenapart. Ecnu  cocTasebl
BCNoMoraTenbHbIX BeLeCTB pas3nuyaloTcs, 3aaBuUTEeNb [JOSMKeH npeacTtaBuTb AoKasaTenbCTBa TOro, YTO
ncnonb3yemble B AaHHbIX KOHLEHTpauusX BCMoOMoraTesnbHble BELleCTBa He BNUAOT Ha ©e3onacHoCTb U (Mnu)
3PPEKTUBHOCTb fEKAPCTBEHHOrO npenaparta And MeguumMHCKOro npuMmeHeHus. B cnyvae, ecnu 3aaButenb He
MOXET NPeACTaBUTb Takne AokasaTenbCTBa U (MNKn) He MMeeT AOCTyna K COOTBETCTBYHLUMM OAHHBIM, OH OOJDKEH
NpoBEeCTM COOTBETCTBYIOLLUNE UCCMeA0BaHUA ANs AoKa3aTeNnbCTBa OTCYTCTBUS BMUSHUSA pasHbIX BCIOMOraTenbHbIX
BELLECTB WM BCMOMOraTesfibHbIX YCTPOWCTB Ha Oe3onacHocTb U (Mnn) 3dPEeKTMBHOCTb JIEKapPCTBEHHOMO
npenapaTta Ans MeguuMHCKOro NpUMEHEHUS B COOTBETCTBMM C aKTaMu, COCTaBMAKOLWMMKU npaBo EBpasumiickoro
3KOHOMMYECKOro COoto3a.

(vyacTb 11 BBegeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. PeaepanbHoro 3akoHa oT 22.12.2020 N 444-03)

12. Tlpn rocygapCTBEHHOM perncTpaumMnm KombuHauum paHee 3aperncTpupoBaHHbIX feKapCTBEHHbIX
npenapaToB Ans MeAULMHCKOro NpUMEHeHUs OOMyCcKaeTcs BKIKYEHWEe B COCTaB pasfgena dapmMakonornyeckon,
TOKCUKOSIOTMYECKON [OOKYMEHTaUMM WM pasfena KIMHUYEeCKOW [OOKYMeHTauuyM BMECTO oTyeTa pa3paboTtyvka o
pesynbTatax COOCTBEHHBLIX OOKIMMHUYECKUX UCCREeLOBaHUNM eKapCTBEHHbIX cpeacTB ob63opa Hay4vHbIX paboT o
pesynbTatax AOKMMHUYECKUX UCCNeaoBaHUN pedepeHTHbIX NeKapCTBEHHbIX MnpenapaToB, BXOASALIUX B COCTaB
KOMOMHaLMM NekapCTBEHHbIX NpenapaToB, U 00 OTCYTCTBMM UX B3AaMMOLENCTBUSA B OOHOM NIeKapCTBEHHOW (hOpME.
(vacTb 12 BBegeHa PegepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

13. Ha akcnepTusy pasnuyHbIX NekapcTBEHHbIX hOPM OAHOro U TOro Xe NeKapCTBEHHOro npenapaTta And
MeANLIMHCKOro NMpUMEeHeHUsa 3aaBUTENb NpeacTaBnaeT oTAeNlbHble 3asaBneHus U perncTpaumoHHble Oocbe Ha
Kaxkaylo nekapctseHHyt ¢opmy. MNpn ycnoBum ogHOBPEMEHHOW MOA4ayYM Ha 3KCNepTU3y OOHOW NeKapCTBEHHOW
hopMbl C pasnUYHbIMKM JO3MPOBKOWM, KOHLEHTpauuen, obbeMoM 3asBuTeNb NPEACTaBNSAEeT O4HO 3asiBlIEHUE U
perncTpaumMoHHoe AoCbe C MPUIIoXXEeHMEeM MaKeTOB YMNaKOBOK Ha KaXaylo [O03MPOBKY, Kaxayl KOHLeHTpauwuio,
KaXxabll 00bEM M KaXJoe KONMMYecTBO 03 B yNAKOBKE.

(vactb 13 BBefeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-d3)

14. MNpwu rocygapcTBeHHOW peructpauumm opdaHHOro fekapcTBEHHOro npenapaTa 3asiBuTenb npeacrasnseT
nHcdopmaumo, Heobxoammyto Ons  opmMuMpoBaHWs pasdena  KIMHUYECKOW [OKyMeHTauuu, B ob0beme,
yCTaHOBMNEHHOM YNOMHOMOYEHHbIM (heiepanbHbIM OpraHOM UCMOMNHUTENBHON BNACTW.

(vacTb 14 BBegeHa degepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

15. I'IpM perncrtpauunmn Buornorm4yeckoro NekapCTBEHHOro npenaparta, nofly4eHHoOro n3 KpoBu, nras3mbl KpoBu
4yerioBeKka, B COCTaBe perncrpauynMoHHOro ocCcbe Ha ﬂeKapCTBeHHbIVI npenapat aAnda meaumumHCKOro npumMeHeHusa
OOMKHbI ObITb npeacrtaBieHbl JONOJTHUTENbHO!

1) B pasgene OOKYMEHTaUUW afMWHUCTPATUBHOMO XapakTepa [AOKYMEHT, COAEpXalyi WHMOPMaLMo o
cybbekTax obpalleHns OOHOPCKOW KPOBU U (MNn) ee KOMMOHEHTOB, O TOM, rae Gbina ocyllecTBreHa [oHauus
(kpoBM ¥ (UnM) nna3Mbl KPOBM), a Takke [JaHHble 06 WHGEKUMOHHbIX 3aboneBaHusix, NepenaroLuxcs
napeHTeparbHbIM NyTeM, UHopMaumsa o cyGbekTax obpalleHns JOHOPCKOM KPOBU U (UNM) ee KOMMOHEHTOB, B
OTHOLLEHNM KOTOPLIX OCYLLECTBIAETCS KOHTPOIb JOHOPCKOWM KPOBY U (UMW) ee KOMMOHEHTOB;

2) B pasgerne XMMu4eckomn, hapmaLeBTUHECKON 1 OMONOrNMYeCcKon JOKYMEHTALNN:

a) Kputepun u crnocobbl 0TOOpa, TPaHCMOPTUPOBAHMSA W XpaHeHWs [OHOPCKOW KpoBW M (Mnn) ee
KOMIMOHEHTOB;

©0) pesynbraTthl UCCnegoBaHUn OTODPAHHBIX JOHOPCKOWM KPOBWU U (MnK) Niia3mbl KPOBU M MYNOB Ha Hanuyme
BO3OyauTENen MHAEKUUA, BKNoYas MHGOpMaumio 06 MCnonb3oBaHHbIX METOAUKax MCCnenoBaHui U B cryyae
nuccregoBaHUA  NyroB  NnasMbl  KPOBM — pes3ynbTaTbl  AOKYMEHTaNbHOrO  MOATBEPXAEHUs  (Banupaumm)
NCMNOSb30BaHHbLIX METOANK;

B) TEXHMYECKME XapPaKTEPUCTMKN YNaKOBKM Ans oTbopa OOHOPCKOM KPOBM M (UNK) Niasmbl KPOBW, BKITHOYAst
nHcopmaumo 06 NCNOMb30BaHHbLIX PaCTBOPax aHTUKOArynsHTOB.
(vacTb 15 BBegeHa PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

[ata nevatu: 13.06.2023 Cuctema KoHeynbTaHTl ntoc: Poccuiickoe 3akoHoaaTenscTBo (Bepcus Mpod) Iuer 35
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16. KnnHnyeckne nccnegoBaHnsl NekapCcTBEHHOIO npenapaTa s MeguUUHCKOro NMPUMEHEHUS B LIENSX ero
rocyaapCTBeHHOW perncTpaunm nposoaaTca B Poccuiickon ®enepaumm B nopsigke, yCTaHOBEHHOM cTaTbamu 38 -
44 Hactosiwero denepanbHoro 3akoHa. OTY4eT O NPOBEAEHHbIX UCCNEOOBaHUSAX BKIOYAETCA B COCTaB pasgena
KNUHUYECKON [OKyMEeHTauum pernctpaumoHHOro [OCbe Ha NeKapCTBEHHbI npenapat Ang MeauLMHCKOro
npumMmeHeHns. [nsi nekapcTBEHHbIX NpenapaTtoB ANs MEOUUMHCKOro MPUMEHEHUs, B OTHOLUEHMM KOTOPLIX B
pesynbTate a3KCnepTusbl [AOKYMEHTOB, NpeaCTaBMNeHHbIX Ans onpefeneHus BO3MOXHOCTU paccMaTpuBaTh
nexkapcTBEHHLIN npenapart Ans MeaMumMHCKOro NpMMeHeHus B Kadectse opdaHHOro nekapcTBEHHOro npenapara,
Takas BO3MOXHOCTb NpU3HaHa N B OTHOLLUEHUWN KOTOPbIX NPOBeAeHbl KIMMHUYECKNE UCCeAoBaHWs, BbliNOSHEHHbIE
3a npegenamn Poccuiickon ®epepauum B COOTBETCTBMM C MpaBuiiamMmun Hagnexawen nabopaTtopHON NpakTuku u
npasunaMmn Hagnexallen KrMHUYEeCKOW MpakTUKK, OOMycKaeTCs BKMOYEHWe B COCTaB pasfgena KIvHUYeCKOn
OOKYyMeHTauumM BMECTO OT4yeTa O pesynbTaTax KIMHUYECKUX WCCNenoBaHUK NekapCTBEHHOro npenaparta angd
MEeOMLMHCKOro MpPUMEHEHMs, NMpoBedeHHbIX B Poccuitickon depepaumu, oTdyeTa O pesynbrartax KIMHUYECKUX
nccnegoBaHui, BeINOMHEHHBLIX 3a npegenamu Poccuiickon ®epepaunn.

(4yacTb 16 BBegeHa PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

17. B cnyyae HenpeactaBneHns C 3asiBIEHMEM O TOCYAapCTBEHHOMW perucrpaumMm JeKapCTBEHHOTO
npenapata angd MeauuUUHCKOro NpMMeHeHus JOKYMEHTOB, NOATBEPXAaloWmMX ynraTy rocygapCTtBEHHON MOLUSMNHBI
N ykasaHHbIXx B nyHkte 10 yacTu 2 HacTosien cTaTtbM, a Tawkke BblgaBaembiX (MpegoCTaBsieMbIX)
YNOSTHOMOYEHHBbIMWN (hedeparibHbIMU OpraHaMyn UCMONHUTENBHON BNacTU OOKYMEHTOB (CBEOEHWUI), YKa3aHHbIX B
nyHkTax 3 n 4 yactu 4 HacTosilLen cTaTbW, YNONTHOMOYEHHbIN (hefepanbHbI OpraH UCMONTHUTENbHOW BNacTu
3anpallvMBaeT YyKa3aHHble [JOKyMeHTbl (CBedeHusl) B nopsiake MeXBeLOMCTBEHHOro MHOPMaLUOHHOro
B3aMMOOENCTBUS.

(vyacTb 17 B pen. PenepanbHoro 3akoHa ot 27.12.2019 N 478-93)

18. He ponyckaeTcsi ncnosb3oBaHME B KOMMEPYECKUX Liensax nHdopMaumm o pesyrbTaTax AOKITMHUYECKUX
nccnegoBaHUn NEKaApPCTBEHHbIX CPeacTB M KMMHUYECKUX WCCNEeAoBaHU NEKapCTBEHHbIX MNpenapaTtoB And
MEeAMLIMHCKOro NpUMEHeHus1, NpeaCcTaBneHHON 3aaBuTeneM Ans rocya4apCTBEHHON perncTpaumm nekapCTtBEHHOro
npenapata, 6e3 ero cornacus B Te4YeHMe LIECTU feT C faTbl roCy4apCTBEHHOW perncrpauum pedepeHTHOro
nekapcTBeHHOro npenapara B Poccuiickon ®epepauun.

(yacTb 18 BBegeHa PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

19. [epxatenb wnvM Bnagenel perncTpauuoHHOrO YAOCTOBEPEHUSA FEeKapCTBEHHOrO MpenapaTta Ha
BGMoTEXHONMOIMYECKUIA UNN opdaHHbIN NIEKAPCTBEHHEIN NpenapaT 06s13aH NpeocTaBnATb Ha BO3ME34HON OCHOBE
06pasubl pedepeHTHOro NekapCTBEHHOIO NpenapaTta 3asBUTENAM 4118 NPOBEAEHNS KIMMHUYECKUX UCCNeaoBaHNN.
CtommocTb ofOpasua pedepeHTHOro JeKapCTBEHHOrO npenapara, BKIHOYEHHOrO B MEpeYeHb  XMU3HEHHO
HeOOXOOMMbIX U BaXXHEWWWUX JlekapCTBEHHbIX MpenapaToB, He [AOfKHa MpeBbilWaTb 3aperncTpupoBaHHYHO
npedencHy0 OTNYCKHYK LeHYy Ha pedepeHTHbI NeKapCTBEHHbIM npenapar unu LUeHy Ha nekapCTBEHHbIN
npenapaT B CTpaHe NpOn3BOAUTENS.

(vactb 19 BBefeHa PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-d3)

20. 3agBneHue O rocygapcTBEHHOW perucTpalum BOCNPOU3BEAEHHOro NeKapCTBEHHOro npenapara And
MEOULUMHCKOTO NPUMEHEHUS MOXET OblTb MOAaHO B YMOSIHOMOYEHHbIM dhefeparnbHbii OpraH WUCMOMHUTENBHOWN
BNacTu, OCYLLECTBNAOLLMIA rOCYAapCTBEHHYIO PErnCTpaLMio NekapCTBEHHbIX NpenapaTos, N0 UCTEYEHUN YETbIpEX
net ¢ pQaTtbl rocyoapCTBEHHOW peructpauum pedepeHTHOro nekapCTBEHHOro npenapata B Poccuickon
depepauunm.

(vacTb 20 BBegeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21. 3asBneHne O rocydapCTBEHHOW perncrpauumn ©OuoaHanoroBoro (6MonogoOHOro) rnekapCTBEHHOMO
npenapata (OvoaHanora) MOXeT ObiTb MOAaHO B YMNOHOMOYEHHbIM edeparnbHbIi OpraH WCMOMNHUTENBHOWN
BNacTu, OCYLLECTBASOWMNA rOCYyJapCTBEHHYIO perucTpauuio nekapCcTBeHHbIX NpenapaTos, N0 UCTEYEHUN Tpex neT
C AaTbl rocyaapCTBEHHON perncrTpaumm pedepeHTHOro nekapcTBEHHOro npenapaTa B Poccunckon ®egepaumn.
(vacTb 21 BBegeHa PegepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22. [epxaTenb wunu Briagenel perucTpaLMoHHOrO YAOOCTOBEpPEHUs feKapCTBEHHOro npenaparta
npeacTaBngeT B yNONHOMOYEHHbIN befepanbHbIi OpraH UCNONMHUTENBHOM BNACTU, OCYLLECTBISIOWNA (OYHKLMKN NO
KOHTPOMIO N Haa30py B cpepe 30paBoOOXPaHEHWUS, OTYET MO pesynbTaTtam dapmakoHaasopa OavH pas B LUECTb
MecsAueB B TeyeHue [BYX fneT nocne rocyaapCTBEHHOW perncrpaumm fnekapCTtBeHHOro npenapata B Poccumnckon
denepaumu, exxerogHo B TeYeHVe Nocrneayowmux Tpex neT u B JanbHenwemM oguH pas B NaTb ferT.

(vactb 22 BBefeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-d3)

Ctatbsa 19. MpuHaTHe pelleHUs1 O Bbidaye 3KCNEPTHOMY yupeXxaeHUIo 3aaHns Ha npoBefeHue IKCnepTUsb
NleKapCcTBeHHOro cpeacrsa
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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1. B TeyeHune gecaTn paboumx OHEN co OHA MNPUHATUS 3asiBNEeHVS O rocydapCTBEHHOW perucTpaumu
neKkapcTBEHHOro npenapaTa COOTBETCTBYIOLMIA YNOMHOMOYEHHBIN defepanbHblii opraH UCMONHUTENBHOW BRACTK
MPOBOAUT MPOBEPKY MOSHOTHI, AOCTOBEPHOCTU U MPaBUMIbHOCTU OMOPMIIEHUSI NMPEACTaBIEHHbIX AOKYMEHTOB
PerncTpaumMoHHOro [OOCbe Ha JieKapCTBEHHbIM npenapat W MpUMHMMAaeT pelleHne O Bblgaye 3agjaHus Ha
npoBeAeHue:

1) 3KCMepTu3bl [OOKYMEHTOB, MpeAcTaBneHHbIX AnA  onpefdeneHnss BO3MOXHOCTM  paccMaTpuBaTb
nekapcTBeHHbI NpenapaT Ans MeAULMHCKOro NPMMEHeHUs NPy OCYLLIECTBIEHUM rOCyAapCTBEHHO perucTpauum B
Ka4yecTBe ophaHHOro NekapCTBEHHOro npenapara;

2) aKcnepTusbl NEKapCTBEHHOrO CPeACcTBa B YacTW 3KCMepTU3bl KadecTBa NeKapCTBEHHOro cpeactsa U
9KCMEepPTU3bl OTHOLLEHUS OXXMAAeMON NoMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWs TeKapCTBEHHOIO npenaparta Aans
MEAULIMHCKOrO NPUMEHEHUS;

3) aKkcnepTusbl NeKapCTBEHHOro CpPeaCcTBa B YaCTU 3KCMEPTM3bl KayecTBa IeKapCTBEHHOro cpeacTtBa U
3KCMNEepPTM3bl OTHOLUEHNST OXMAAEMON NOJSb3bl K BO3MOXHOMY PUCKY MPMMEHEHUS NIEKapCTBEHHOrO npenapara ansi
MEOMLMHCKOrO MPMMEHEHMS B MOPSOKE YCKOPEHHOW npouedypbl 3KCNepTU3bl JEKApCTBEHHbIX CPencTB B
COOTBETCTBMM CO CcTaTben 26 HacTosiwero ®eaepanbHOro 3akoHa;

4) 9KCNepTn3bl NekapCTtBeHHOro cpeacrtsa B OTHOLWUEHUM NEeKapCTBEHHOro npenaparta gnsda BeTepuHapHOro
NPpUMEHEeHUA.

2. YNONHOMOYEHHbIN hefepanbHbIi OpraH UCMNONHUTENBHOW BracTu yBeAOMNSAET B 3MEeKTPOHHOW chopme
nnun Ha OymakHOM HocuTene 3asBUTENS U SKCMEPTHOE y4YpexaeHne O NPUHATOM peELUEHMN O Bblgadve 3adaHui Ha
npoBeAeHne 3KCMepTn3, NPeayCMOTPEHHbIX YacTbio 1 HacTosLWen cTaTbk, N B criydae HEOOXOAMMOCTM O Bbigaye
paspelweHnss Ha BBO3 B Poccunckyto degepaumio KOHKPETHOW MapTuv, Cepuu 3aperucTpupoBaHHbIX U (Mnn)
He3aperMcTpUpOBaHHbIX NEeKapCTBEHHbIX cpeacTB unn ob oTkase B MpoBeAeHUM MPegyCMOTPEHHbIX 3KCNepTu3 C
yKasaHueM NpuYvH Takoro oTkasa.

3. B cnyyae BbiSIBNIEHNS OTCYTCTBMSI WNM  HEAOCTOBEPHOCTM WHGOPMauuuM, Ccopepallencs B
NpeAcTaBrieHHbIX 3asiBUTENIEM [OKYMEHTaX, YMOSIHOMOYEHHbIN defeparnbHbli opraH UCMOMHUTENBbHOW BracTy
HanpaensieT 3asiBATENO 3anpoc 06 YTOYHEeHWM 3ToW WHdopmauuu (ganee - 3anpoc  YNOIHOMOYEHHOTO
denepanbHOro opraHa WCMOMHUTENbBHOW BRacTu), KOTOPbIM MOXeT ObiTb nepedaH YrnoSIHOMOYEHHOMY
NpeacTaBUTENIO 3asiBUTENS JIMYHO MOA PacrucKy, HarpaefieH Mo MoyTe 3akasHbiM MUCbMOM WU NepedaH B
3NEKTPOHHOW (opMe MO TEeNeKOMMYHMKALUMOHHLIM KaHanam cBsAsu. B criyyae HanpaBneHus 3anpoca
YNONMHOMOYEHHOro dhefeparnsHOro opraHa WCMOMHUTENBHOW BNacTX NO NoyTe 3akasHbIM MUCbMOM OH CYMTaeTcs
NONYYEHHbIM MO UCTEYEHUN LLIECTU AHENW C AaTbl HanpaBneHWUs 3akasHoro nucbMa.

4. 3asBuTenb o06si3aH NpeAcTaBUTb OTBET Ha 3anpoc  YMNONHOMOYEHHOro doedeparnbHOro opraHa
UCMONMHUTENBHOW BNacTM B CPOK, He MpeBblllaloWni aeBsHocTa pabounx AHen co AHS ero nonydeHus. Cpok,
yKasaHHbIi B 4YacTM 1 HacTosieln cTaTbWl, MPUOCTaHaBMMBAETCA CO AHS HanpaBrieHus 3asBMTENO 3anpoca
YNoNHOMOYEHHOro dhefeparnbHOro opraHa MCMNONHUTENbHOW BNacTu A0 OHSA MOMyYeHWs MM COOTBETCTBYHOLLErO
oTBeTa.

5. OcHoBaHveM a1 OTKasa B OpraHM3auuu 3KCNepTu3, NpedyCcMOTPeHHbIX YacTbio 1 HacTosllein cTaTtb,
ABnseTca nNpeAcTaBneHne HeobXoaAMMbIX ONs NPOBeAeHMUS NPeayCMOTPEHHbIX 9KCNepTM3 JOKYMEHTOB B HEMOJTHOM
obbemMe WNU HenpeacTaBreHWe 3asBUTENIeM B YCTaHOBIEHHbI CPOK OTBeTa Ha 3anpoc YMNoSIHOMOYEHHOro
denepanbHOro opraHa WCMOMHWUTENbLHOW BMACTM, a Takke nNpeacTaBrneHMe [OOKYMEHTOB, He CcoAepKallux
McUepnbiBaloLLEro NepeyYHst HeoGXoAMMbIX CBEOEHWA.

6. MNpn oTkase B opraHu3auun sKCNepTusbl, NPeAyCMOTPEHHON MYHKTOM 4 4yacTu 1 HacTosllen cTaTbu,
OOKYMEHTbI, BXoAslLMe B COCTaB pPerucTpaLMoOHHOro OOCbe Ha NeKapCTBEHHbIA npenapaTt Ans BeTepuHapHoro
NPUMEHeHWs, MOTyT ObiTb BO3BpALLEHbl 3asBUTENIO HA OCHOBAHMM €ro MMCbMEHHOro 3anpoca, HanpaBfieHHOro B
YNOSIHOMOYEHHbIV dpedepanbHbIi OpraH MCMOSTHUTENbHOW BNacTu B TedeHune TpuguaTn pabounx OHEW CO AHS
MPUHATMS  YNOMTHOMOYEHHbIM  (beepanbHbIM - OpraHoOM  UCMOMHUTENBHOW BriacTu  peweHuss o6 oTkase B
opraHmMsauumn Takom 3KCNepTU3bl. YNOSTHOMOYEHHbI doedepanbHbli opraH MCNOSTHUTENBHOW BiacTy BO3BpallaeT
3a8BMTENIO0 YKa3aHHble OOKYMEHTbl B TeYeHue OecAaTn paboumx OHeW CO AHA MOMyYeHWs COOTBETCTBYHOLLEro
3anpoca 3aaBuTens.

(4acTb 6 BBegeHa dPepepanbHbiv 3akoHOM oT 02.08.2019 N 297-03)

Ctatba 20. OKcnepTusa OOKYMEHTOB, NMPeACTaBNeHHbIX ANns onpegeneHns BO3MOXHOCTM paccMaTpuBaTh
rlekapCTBeHHbM Npenapat Ans MeAULMHCKOro NpMMEHeHUsi NPU OCYLLECTBIEHUN FOCYAapPCTBEHHOM perucTpaumm B
KayecTBe opchaHHOro yfiekapCcTBEHHOro npenapara

[ata nevatu: 13.06.2023 Cuctema KoHeynbTaHTl ntoc: Poccuiickoe 3akoHoaaTenscTBo (Bepcus Mpod) Iver 37
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(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. OkcneptTvMsa [JOKYMEHTOB, MpeacTaBMneHHbIX ANns  onpefeneHus BO3MOXHOCTM  paccMmaTpuBaTh
neKkapcTBEHHbIV Npenapart Ans MeAMLUMHCKOro NpUMeHeHNs Npu OCyLLLeCTBEHUM rocyJapCTBEHHON pernctpauuu B
KayecTBe Op(aHHOro feKkapCcTBEHHOr0 Mnpenaparta, COCTaBfieHMe KOMUCCUEW SKCNepTOB 3aKMYeHUs o
BO3MOXHOCTU UNN HEBO3MOXHOCTU paccMaTpuBaTb NEKapCTBEHHbIW npenapaTt Ang MeguuMHCKOro NpvMeHeHus
Mpy OCYLLECTBIEHUN TOCYAapCTBEHHOW perncrpauum B KadecTBe oOpdpaHHOro NekapCcTBEHHOro npenaparta wu
HanpaBneHne [aHHOro 3aKkrfyeHUss B YMNOSTHOMOYEHHbIM doedepanbHbli  OpraH  WCAOMHUTESNIbHOW BRactu
OCYLLECTBMAKTCA B CPOK, HEe MpeBblllalwuin Tpuauatu paboynx OHen cO AHA MOMyYEeHWUs 3KCMEePTHbIM
yypexgeHvem 3agaHus YrnoNTHOMOYEHHOro denepanbHOro opraHa WCMOMHUTENbHONW BAAcTM U B 3MEKTPOHHOM
dopme Unm Ha ByMaKHbIX HOCUTENAX HEOOXOOUMBIX JOKYMEHTOB, yKa3aHHbIX B NyHKTax 1, 2, 5, 6, 10 vactn4 n B
yactn 7 ctatbh 18 HacToswero ®egepanbHOro 3akoHa.

2. [lokyMeHTbI, coaepxalumecs B permcTpaunmoHHOM J0Cbe Ha NekapCTBEHHbIV NpenapaT v NOCTynuBLLME Ha
OYMaXKHbIX HOCUTENAX B SKCMEPTHOE YYpPEeXOAeHUe AN OCYLLEeCTBIIEHWS WX 3SKCMepTusbl AN onpeaereHvs
BO3MOXHOCTU paccMaTpuBaTh fekapCTBEHHbI Npenapat Ans MeauLUMHCKOTro NpUMEeHEeHWsl B kKauecTBe opdaHHOro
neKkapcTBEHHOro npenapaTa, noAnexaT Bo3BpaTy B YNOSHOMOYEHHbIN dedeparnbHblii opraH WUCMONMHUTENBHON
BI1AcTW OQHOBPEMEHHO C 3aKIMOYEHUSMU COOTBETCTBYIOLLIMX IKCNEPTM3.

Ctatba 21. PelweHve O BO3MOXHOCTM paccMaTpyMBaTb JIeKAPCTBEHHbWM MNpenapaT Mpy OCYLUECTBIIEHUU

rocyaapCcTBeHHOM percTpauum B kavyecTBe opchaHHOro riekapCTBeHHOrOo npenapara
(B pen. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cpok, He mpeBbilarWmi AT paboumx AHEN CO AHS NOMNYyYEeHUS 3aKIOYeHWs, Yka3aHHOro B 4yactm 1
ctatbn 20 HacTosiwero degepanbHOro 3akoHa, YNoJIHOMOYEHHLIN deaeparnbHbIi OpraH UCMOSTHUTENbHOW BIacTy
OCYLLECTBMSET OLUEHKY MOJSTyYEHHOrO 3aKmMoYeHus AN onpeaeneHns ero CoOOTBETCTBUS 3a4aHuIo Ha npoBefeHne
COOTBETCTBYIOLLEWN IKCMEPTU3bI U YBEOOMIAET 3asBUTENSA B NEKTPOHHOW (hOpMe MInn Ha BymakHOM HocuTerne o
pesynbTatax MPOBEAEHHOW 3KCMEePTU3bl C MPUNOXKEHMEM KOMWM 3JKCMEPTHOIO 3akioveHus (C coxpaHeHuem
KOH(UAEHUMANbHOCTN NMHOPMaLMM O COCTaBe 3KCMEPTHOM KOMUCCUM) U O BO3MOXHOCTU UMM HEBO3MOXHOCTU
paccmatpvBaTb  MeKapCTBEHHbIN npenapaT AN MeAUMUMHCKOro  NPUMEHEHWst MNpu  OCYLLEeCTBIEHUN
rocyapCTBEHHOWN perncrpaumm B kayectse opgpaHHOro nekapCTBEHHOro npenapara.

2. [lpn BbIHECEHUM KOMMCCUEMN SKCMEPTOB 3aKMOYEHMUST O BO3MOXHOCTU paccMaTpuBaTb feKapCTBEHHbIN
npenapaTt Ans MeauLUHCKOrO MNPUMEHEHUs MpU OCYLLECTBMEHUM FOCYAapCTBEHHOW perucrpauun B KayecTse
opdaHHOro nekapCcTBEHHOro npenapara YnonHOMOYEHHbIV dheaepanbHbIi OpraH UCMOMHUTENbHOW BNacTU B CPOK,
He NpeBbIWaLWni NATU paboyvmx OHEN CO AHSA MONyYeHMs 4aHHOrO 3aKMioYeHUsi, MPUHNMAET PEeLLEHNE O Bbiaaye
3a/laHus Ha NpoBefeHne IKCNepTU3bl Ka4ecTBa NeKapCTBEHHOro CpeacTBa N SKCMEPTU3bl OTHOLLEHUSA OXUAaeMOoun
Nnonb3bl K BO3MOXHOMY PUCKY MPUMEHEHWs nekapCTBEHHOro npenapara Ang MeguuUUHCKOro MpUMEHEHUs B
nopsigke YCKOPEHHOW npoueaypbl 3KCMEepTU3bl NEeKapCTBEHHONO CpeacTBa B COOTBETCTBUM CO cTatben 26
HacToswwero ®egepanbHOro 3akoHa.

3. B cnyyae npuHATUA pelleHMss O HEBO3MOXHOCTM paccMaTpvBaTb NeKapCTBEHHbIM npenapat And
MEOMLMHCKOro MPUMEHEHUs MpU rOCydapCTBEHHOW peructpauum B KadecTBe OpdaHHOro nekapCTBEHHOro
npenapaTta YMOMAHOMOYEHHbIN (hbedepanbHbI  OpraH WCAOMNHUTENbLHOW BRacTM MpekpawaeT npoueaypy
rocygapCTBEHHON perucTpauuy nekapCTBEHHOro npenaparta. 3asBuTenb BnpaBe 06paTtuTbCs B perucTpupyowui
opraH C 3asiBNeHVeM O roCyAapCTBEHHOW perncrpaumy ykasaHHOro NekapCTBEHHOro npenaparta B COOTBETCTBMM
co ctatben 18 HacTosiwero ®egepansHOro 3akoHa.

CtaTtbs 22. YTpaTtuna cvuny ¢ 1 utons 2015 roga. - ®epgepanbHbi 3akoH or 22.12.2014 N 429-@3.

Ctatbs 23. dKcnepTusa KavecTBa JIeKapCTBEHHOIO CPeACTBa U 3KCMepTU3a OTHOLLEHUSA OXMAAeMOMn Nonb3b
K BO3MOXHOMY PUCKY NPMMEHEHWS JIeKapCTBEHHOro npenapaTa Asif MeAULMHCKOro NPpMMEeHeHUs
(B pea. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. OkcnepTnsa kayecTBa IeKapCTBEHHOrO CpeacTBa M 9KCNepTM3a OTHOLUEHMS OXMOAeMOW MNoMb3bl K
BO3MOXHOMY PUCKY NPUMEHEHWs NeKapCTBEHHOro npenapaTta Ang MeOMUMHCKOro NpUMEHEeHWs, COoCTaBreHue
KOMMCCUSIMM 3KCMEPTOB 3aKMOYEeHMI Mo pe3ynbTaTaM NpOBEAEHHbIX IKCNEPTM3 U HanpaBneHne 3TUX 3aKmoYeHUn
B YMOMHOMOYEHHbIN dheaepanbHbid OpraH UCNOSTHUTENBHOM BNacTu OCYLLECTBNSAIOTCS B CPOK, HE NpeBbllLatowmii
cTa pJecsatn pabouuMx [HEeW CO [OHSA MOMNyYeHUs IKCMEPTHbIM YYpeXdeHMeM COOTBETCTBYHOLLEro 3agaHus
YMOSTHOMOYEHHOro befepanbHOro opraHa MCMONHUTENbHOW BNAacTh U HEOOXOAMMBIX JOKYMEHTOB B 3NEKTPOHHOM
cbopme nnu Ha ByMaxkHbIX HOCUTENSX.
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KoHcynbTaHTlntoC: npumeyaHue.

Mo 3aseneHuo, nogaHHomy B MwuH3gpae Poccum go 11.04.2022, npu HEBO3MOXHOCTW MPOBEAEHUS 3KCMepTu3bl
KayecTBa IeKapCTBEHHbIX CpPeACTB B JKCMNEPTHOM YYpexaeHun, [OonyckaeTcss ee MpoBedeHne MNocpeacTBOM
ONCTaHUMOHHOIO B3aMMOZENCTBUA, MOPSOOK U POPMbl KOTOPOro ONPEeAenslnTcs 3KCNEPTHbIM YyYpexaeHneMm mno
cornacoBaHuio ¢ 3assutensmu (MoctaHoeneHue Mpaeutensctea PP ot 05.04.2022 N 593).

2. B TeyeHne peBdAHOCTa AHEW CO AHSA MOMYyYEeHUS peLleHUs YrnonHOMOYEHHOro dpefepansHOro opraHa
NCMNOMHUTENBHOW BRiacT! O NPOBEOEHNM IKCNepTM3, NpegyCMOTPEHHbIX YacTbio 1 HaCTOsLWEN CTaTbu, 3asBUTENb
npeacTaBnaeT B SKCNEpPTHOE YyypexaeHue Ans NpoBefeHUsl SKCnepTu3bl KayecTBa NeKapCTBEHHOro cpeacrtsa
o6pasubl NekapCTBEHHOro npenaparta AN MeAWLUMHCKOrO MNPUMEHEHWs, MPOU3BEOEHHOr0 B COOTBETCTBMM C
TpeboBaHNSAMM OMbITHO-NPOMBILLNIEHHOrO U (UN) NPOMbILLIIEHHOTO PErnamMmeHToB, YTBEPKAEHHLIX PYKOBOAUTENEM
NpoM3BOAUTENS NIEKAPCTBEHHbIX CPEACTB, a TakkKe B COOTBETCTBYHOLUMX criyyasix obpasubl hapMaueBTU4eCcKom
cybcTaHuum, TecT-lUTaMmma MUKPOOPraHNU3MOB, KyNbTypbl KNETOK, 00pasLbl BELLECTB, MPUMEHSEMbIX OS5 KOHTPOrS
KayecTBa JleKapCTBEHHOrO CpeACTBa MyTeM CPaBHEHMS C HMMM MCCedyemMoro nekapCTBEHHOro CpeacTBa, B
KOnm4yecTBax, Heob6xoOuMbIX AN BOCNPOU3BeAeHNs METOAOB KOHTPONS KayecTBa.

3. Mpu nonyyeHun obpasuoB NekapCTBEHHOro npenapata 1M apmaueBTUYECKOW cybcTaHuum aKkcnepTHoe
yypexgeHve BblAaeT 3asBUTEN0 OOKYMEHT, NMOATBEPXAAloLWMi NonyvYeHne ykasaHHbIx obpasuoB, U B CpPOK, He
NPEeBbLILLALWNA Tpex pabounx OHeW, yBeOdOMIISET B SMEKTPOHHOW hopme unm Ha BymMaxxHOM HocuTene o6 3Tom
YNOSTHOMOYEHHbIN doeaeparnbHbIi OpraH UCMOMHUTENBHON BNacTu.

4. YkasaHHble B 4acTaAXx 2 M 3 HacTosilen cTaTbM CPOK ANS NpeacTaBneHus 3asBuTenem obpasuos
riekapCTBEHHOro npenapaTta U hapMaueBTUYECKOW CyOCTaHLMM U CPOK YBEAOMIIEHMS! 3KCMEPTHBbIM YYpexaeHnem
06 3TOM Ha OyMaXHOM HOcUTerne YMONHOMOYEHHOrO (efepasibHOr0 OpraHa WCMOMHUTENbHOM BracTM He
BKITHOYAOTCH B CPOK NPOBEAEHNS IKCMepTU3, NPeayCMOTPEHHBIX YacTbio 1 HAcTOsILLeN cTaTbm.

5. JoKymMeHTbl, NOCTYNMBLUME B IKCMEPTHOE YyYpEeXAeHWe ONs NMPOBEAEHWUS IKCNEepTu3, NpeayCMOTPEHHbIX
yacTbio 1 HacTosiwen ctaTbu, MOASMEXaT BO3BPATy B YMNOSIHOMOYEHHbI dbefeparbHbli OpraH UCMOSNTHUTENbHOMN
BMAacTV OQHOBPEMEHHO C 3aKITHOYEHNSAMM, NOMYyYEHHbIMM MO pe3ynbTaTaM COOTBETCTBYOLLMX IKCNEPTMU3.

CraTtbsa 24. OKcnepTusa KayecTBa JIeKapCTBEHHOro CpeAcTBa M 3KCNepTU3a OTHOLLEHUS OXXuaaemMoM Nosb3b
K BO3MOXXHOMY PUCKY NPUMEHEHMA NieKapCTBEHHOro npenaparta Assi BeTepMHAPHOro NpMMeHeHUst

1. OkcnepTusa kayecTBa IeKapCTBEHHOrO CpeacTBa M 9KCnepTM3a OTHOLUEHMS OXMOAeMOW MNoMb3bl K
BO3MOXHOMY PUCKY NPUMEHEeHWs nekapcTBEHHOro npenaparta gna BeTepuHapHOro npuMeHeHus, cocTaBrieHue
KOMUCCUSIMU SKCNEPTOB 3aKMoYeHUA No pesyrbTaTaM yKasaHHbIX 3KCMepTM3 U HamnpaBreHne Takux 3aKmoyeHnin B
YNOMHOMOYEHHbIV (befieparbHbliA OpraH UCNONHUTENBHOW BNACTU OCYLLIECTBIAIOTCA B CPOK, HE NpeBbILIaloLLmMiA cTa
Aecsatn paboumx gHewn Co OHA NOMyYeHUst AKCMEPTHbIM YYpEeXaeHeM 3a4aHns yrnonHOMOYEHHOro hegepansHoro
opraHa WCMOMHUTENBHOW BracTu C JOKYMEHTaMU, yKasaHHbIMU B YacTtu 3 ctatbu 17 HacToswero PegepanbHOro
3aKoOHa.

(B pen. PenepanbHbIx 3akoHoB oT 22.10.2014 N 313-d3, o1 13.07.2015 N 241-$3)

2. B TeveHnve Tpuauatu paboyumx OHEW CO OHS MOMyYeHMs1 peLleHUs YMONIHOMOYEHHOro dedeparnbHOro
OpraHa MCMOSfTHUTENbHOW BMNacTu O MPOBEAEHUN yKa3aHHbIX B 4YacTu 1 HACTOsILLEN CTaTbM 3KCNEPTU3 3asiBUTENb
npeactaBnseT B 3KCMNEPTHOE yypeXdeHwe AN MNPoBedeHUs 3KCMNepTu3bl KayecTBa JeKapCTBEHHOro cpencrea
obpasubl fIekapCTBEHHOro npenapaTta Ansg BETEPMHAPHOTO NMPUMEHEHUs!, NMPOU3BEOEHHOrO B COOTBETCTBUUN C
TpebOoBaHNSIMN TEXHONOMMYECKUX PErflaMEHTOB, YTBEPXKOEHHbIX PYKOBOAUTENEM MPOU3BOAMUTENS NEKapPCTBEHHbIX
CPEACTB, a Takke B COOTBETCTBYHLUMX Chydasix TECT-LUTaMMbl MUKPOOPraHU3MOB, KyNbTypbl KINETOK, 00pasubl
hapmavneBTMYeCKOn cybcTaHumu, obpasubl BELLECTB, MPUMEHSIEMbIE OJ11 KOHTPOSS KayecTBa NeKapCTBEHHOrO
CpeacTBa, B KonnyecTBax, HeobxoaMMbIX AN BOCMPOU3BEAEHNSI METOLOB KOHTPOIS KavecTea.

(B peqa. ®eapepanbHoro 3akoHa oT 02.08.2019 N 297-03)

3. Mpwn nonyyeHun obpasLiOB NEKAapCTBEHHOrO npenapara u gapmaueBTUYeCcKon CybGCcTaHuumn 3KCnepTHoe
yupexgeHve BblgaeT 3asBUTEN0 OOKYMEHT, NMOATBEPXAAloLWMi Nony4YeHne ykasaHHbIx obpasuoB, U B CpPOK, HE
npeBbIlIALWNN  Tpex pabounx [OHen, yBedoMnsieT B MUCbMEHHOM dopMe 06 3TOM  YNOJIHOMOYEHHbIN
dbenepanbHbI opraH UCMOMNHUTENBHOW BNACTU.

4. Cpok ona npegcrtaBneHuns 3asButernem obpasuoB NekapCTBEHHOro npenapata u dapmaueBTUYeCcKOM
cybCcTaHuumn 1 cpok yBeAOMIEHUS 3KCMEPTHLIM yYpexaeHnem o6 3ToM B NMUCbMEHHOW hOpMe YMOSTHOMOYEHHOMO
denepanbHOro opraHa UCNOSTHUTENBHOM BIACTU, YKa3aHHbIE B YacTAX 2 U 3 HACTOsLEN CTaTby, HE BKIIOYAKOTCS B
CPOK NpoBeAeHUs yKasaHHbIX B YacTu 1 HacTosILLEn CTaTby 3KCNepTus.
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5. [lokyMeHTbI, MOCTYNUBLUNE B 3KCMIEPTHOE YYpexaeHue Ans NpoBeAeHNs yKka3aHHbIX B YacTu 1 HacTosLien
cTaTbW 3KCMEepTU3, MoAnexaT BO3BpaTy B YMNOMHOMOYEHHbIA deaepanbHblii opraH WCMONHUTENbBHOW BRacTu
OHOBPEMEHHO C 3aKIMHUYEHNSAMN MO pesyrbTaTam yKadaHHbIX 3KCNepTus.

CtaTtbs 25. [NoBTOpPHOE NpOBeAEHNE IKCNEPTU3bI FIEKAPCTBEHHbIX CPeACTB
(B peqa. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cnyyasix HegoCcTaTo4YHOM 0BGOCHOBAHHOCTM MMM HEMOSHOTHLI 3aKIIOYEHNST KOMUCCUKN SKCNEPTOB, HaNM4Yms
B HEM NPOTMBOPEUNBLIX AaHHbLIX, dhanbcudunkaunum BoIBOLOB 3KCNEPTM3bl NEKAPCTBEHHOIO CPeACcTBa, COKPbITUS OT
YNOSTHOMOYEHHOro hefepanbHOro opraHa UCNOSIHUTENBHOM BNacTM OCHOBaHUIW AN OTBOAA 3KCrnepTa BCrneacTeme
€ro 3aMHTEepPeCOBaHHOCTM B pe3yrnbTaTax COOTBETCTBYHOLLUENA SKCMEPTU3bl, HaNMMuMa AaHHbIX O MPSMOM JMGO
KOCBEHHOM BMeLlaTeNbCTBE B NPOLECC COOTBETCTBYIOLLEN IKCNEepPTU3bl NNL, HE y4acTBYIOLWNX B ee NpoBeaeHUN,
HO OKasaBLUMX BIIMSHME Ha Mpouecc U pesynbTaTbl €ee NPOoBeAeHUs, YNONTHOMOYEHHbIM beaeparnbHbIM OpraHoM
WCNOJTHUTENBHOW BracTM Has3HadaeTCs MOBTOPHAsl 3KCMepTu3a JIeKapCTBEHHOro cpeactea u (Mnn) aTudeckas
akcnepTn3a.
(B peqg. ®epepanbHoro 3akoHa oT 22.12.2014 N 429-03)

2. TloBTOpHasi 3KcnepTu3a NeKapCTBEHHOrO CpPeAcTBa MPOBOAUTCS C  YY4EeTOM pe3ynbTaToB paHee
NpPoOBEOEHHOW 3KCMEepPTM3bl B CPOK, YCTAHOBMEHHbIN YNOSTHOMOYEHHbIM doeaeparibHbIM OpraHOM UCMONTHUTENBHOMN
BNacTU 1 He MpeBbILAKLWLNA TpuaLaTu pabounx gHEen co OHsS NOMNydYeHUst SKCMEePTHLIM YYpEeXaeHneM 3aaHns Ha
npoBeAeHNe NOBTOPHOM 3KCNEPTM3bl NeKapCTBEHHOrO CpeacTea.

(B peqa. ®epepanbHoro 3akoHa oT 22.12.2014 N 429-03)

3. ®uHaHcoBoe obecrnedyeHne BbINOMHEHUS 3ajaHWss Ha MpoBedeHWe MOBTOPHOW  9KCMepTu3bl
JNIeKapCTBEHHOro cpeactBa He OCYyLeCTBIIAETCA.
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

CtaTtbs 26. YckopeHHas npoueaypa aKcnepTusbl fiekapCTBeHHbIX CPeACTB

KoHcynbTaHTlntoc: npyumevaHue.
C 01.09.2023 B u. 1 cT. 26 BHOCATCA n3MmeHeHust (O3 o1 28.04.2023 N 171-93). Cm. ByayLLyo pegakumio.

1. YckopeHHas npoueaypa 3KCnepTuabl NEKapCTBEHHbIX CPeACTB B LENSX rocygapCTBEHHOW permcrpaumm
NeKapCTBEHHbIX NpenapaToB NPUMEHSETCA B OTHOLUEHMM OpdiaHHbIX NeKapCTBEHHBbIX NpernapaToB, NepBbiX TPex
nekapcTBeHHbIX MpenapaTtoB, perucTpupyembix B Poccuickon ®Pegepauum B KadecTBe BOCNPOM3BEAEHHbIX
NneKapCTBEHHbIX MpenapaTtoB, O4YepedHOCTb KOTOPbIX ofnpedenseTtcd B COOTBETCTBUM C HOMEPOM W OaTow
BXOOSALUMX 3asdBMEHMN O [OCyQapCTBEHHOW perucTtpaummM nekapCTBEHHbIX MpenapaToB B paMKax OJHOro
MexXOyHapoaHOro HenaTteHToBaHHOroO HauMMeHOBaHUA neKapCcTBEHHOro npenaparta  unu  rpynnupoBOYHOro
HanMeHoBaHMA JIeKapCTBEHHOro npenaparta, U NeKkapCTBEHHbIX npenapaTtoB, NpeaHas3Ha4YeHHbIX WUCKITIYUTENbHO
Ana npuMeHeHnsa HecoBepLUEHHONETHUMU rpaxaaHamu.

(B peq. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-93)

2. yCKOpeHHaﬂ npouenypa 3KCcnepTuabl NeKapCTBeHHbIX CPeacTB B LendAx FocyﬂapCTBeHHOIZ perncrtpauunn
NeKapCTBEHHbIX NMpenapaTtoB HE NPUMEeHAETCA B OTHOLLUEHUN:

1) GuoaHanoroBbix (61MoNoAoOHLIX) NNEKAPCTBEHHbIX NpenapaToB (GrnoaHanoros);

2) pedhepeHTHbIX TeKapCTBEHHbIX NMpenapaToB (3a UCKMoYeHeM opdaHHbIX TeKapCTBEHHbIX MpenapaTos);

KoHcynbTaHTlntoc: npyumevaHue.
C 01.09.2023 B n. 3 4. 2 cT. 26 BHOCATCA n3MmeHeHus (P3 ot 28.04.2023 N 171-93). Cm. OyayLuyto pegakumio.

KoHcynbTaHTlntoc: npumevaHue.

[o 01.09.2023 poccuickuM nNPOM3BOAUTENSAM FEeKapCTBEHHbIX NpenapaTtoB Ans BETEPUHAPHOTO MNPUMEHEHUS
paspelleHOo nofgaBaTb perMcTpaumMoHHoe JoCke MO YyCKOpeHHou npouedype 6e3 yyeta TpeboBaHuii n. 3 4. 2 cT. 26 (
MoctaHoBneHue MpaButensctea PO ot 12.03.2022 N 353).

3) BOCNpoOU3BEOEHHBbIX NEKAPCTBEHHbIX NpenapaToB (3a WCKIYEeHVWEM MEepBbIX TPEX PErucTpupyembix B
Poccuiickot ®efepaum B kayecTBe BOCMPOM3BEAEHHLIX eKapCTBEHHbIX MpenapatoB M feKapCTBEHHbIX
npenaparos, NpegHa3HaYeHHbIX UCKMHYNTENBHO AN NPUMEHEHUS] HECOBEPLLEHHONETHUMU rpaxxaaHamu);
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4) HOBbIX KOMBGUHALMI 3aPErMCTPUPOBAHHLIX paHee NeKapCTBEHHbIX NPenapaTos;

5) nekapcTBEHHbIX NpenapaToB, 3aperncTpMpoBaHHbIX paHee, HO NPOU3BEAEHHbIX B OPYTMNX NEKapCTBEHHbIX
dopmax B COOTBETCTBUM C NepeyHeEM HaMMEHOBaHUIN NleKapCTBEHHbIX (hOPM 1 B HOBOW JO3UPOBKE.
(yacTb 2 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlntoc: npyumevaHue.
C 01.09.2023 4. 2 cT. 26 gononHsetcsa n. 6 (P3 ot 28.04.2023 N 171-93). Cm. OyayLlyo peaakumio.

3. YckopeHHas npouegypa  3KCNepTusbl  JIeKapCTBEHHbIX CPeaCcTB  MPOBOAUTCA MO PELLEHUIo
COOTBETCTBYHLLEIO YMNOTHOMOYEHHOIO doeepasnibHOro opraHa UCMOMHUTENBLHOW BAcTU Ha OCHOBaHWUW 3asiBNeHns
3aaBUTENS] B CPOK, He MpeBblaWUA BOCbMUAECATU paboumx gHen. lNpu aTOM 3KcnepTMsa [OOKYMEHTOB,
cogepXxallmxcs B perMcTpaunmoHHOM A0Cbe Ha NEeKapCTBEHHLIN npenapaT, NPOBOAUTCS B CPOK, HE MpEBbLILLAOLLNIA
JecaTtn paboumx OHen, sKkcnepTu3a KadecTBa NleKapCTBEHHOrO CpeacTBa M 3KCMNepTM3a OTHOLLEHUS OXuaaemomn
Nonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKkapCTBEHHOro npenapata NpoBOASITCS B CPOK, HE MPEeBbILLAOLLUA
LLecTnaecaTn pabounx gHen.

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

3.1. B OTHOWEHUN OpdaHHbIX FEKapCTBEHHbLIX MpenapaToB MOryT ObiTb NpeAcTaBreHbl pes3ynbTaTbl
OOKIMMHMYECKMX UWCCNeaoBaHUN NEeKapCTBEHHbIX CPEeACTB W KIIMHUYECKUX WCCNeOOoBaHUN  NeKapCTBEHHbIX
npenapaToB And MeAULMHCKOro NPUMEHEHUs, BbIMOMHEHHbIX 3a npegenamu Poccuinckon depepaumm B
COOTBETCTBMM C MpaBunamu Hagnexaulen nabopaTopHOM MNpPakTUKM M NpaBuiaMn Haanexailenh KrMHUYEeCKOMN
NpaKTUKK.

(vacTb 3.1 BBegeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

4. YckopeHHas npoueaypa 3KCnepTu3bl NekapCTBEHHbIX CPeACTB NPOBOAUTCA B NOPsiAKe, YCTAaHOBMEHHOM
ctatbammn 17 - 20, 23 n 24 Hactosiwero PefepanbHOro 3akoHa, U He O3HA4YaeT CHWXKEHUS TpeboBaHUM K
6e3onacHocTn, kavyecTBy U 3PEKTUBHOCTU NEKAPCTBEHHLIX NpenapaTos.

CtaTtbs 27. PelueHune o rocyaapCTBeHHON perMcrTpaumm nekapcTBEHHOro npenapara

1. B cpok, He npeBbIakLWuin gecatn paboymx AHEN CO AHS NOTyYEeHUS 3aKITHUEHUA KOMUCCUM SKCNIEPTOB MO
pesynbTataMm 9KCrnepTn3bl KayecTBa NEeKapCTBEHHOrO CpeAcTBa M 3KCNEePTU3bl OTHOLLEHUS OXUAAEMOW Momb3bl K
BO3MOXHOMY  PUCKYy TMNPUMEHEHUS  NEeKapCTBEHHOro npenaparta, COOTBETCTBYIOLMW  YNONHOMOYEHHbIN
deaepanbHbI OpraH UCNOMHUTENBHOW BNacTu:

(B peqa. depepanbHoro 3akoHa oT 22.12.2014 N 429-03)

1) pasmeLlaeT Ha cBOeM omumanbHOM canTe B ceTh "MIHTepHET" COOTBETCTBYIOLLME 3aKITHOUYEHNST KOMUCCUN
3KCNEepTOB W OCYLECTBSET WX OUEHKY Ana onpefdeneHvuss COOTBETCTBUS 3afaHuI0 Ha npoBedeHue 3Tux
3KCNepTuns;

(n. 1 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) NpUHMMaEeT peLleHne O rocyAapCTBEHHOW perncTpauuv NnekapcTBeHHoro npenapata unum ob oTkase B
rocyqapCTBEHHOWN perncTpawumm nekapcTBeHHOro npenapara;

3) BHOCUT MpU NPUHATUN peLleHUs O rocyaapCTBEHHON perncTpaLuum nekapCTBeHHOro npenapaTa AaHHble O
3aperMcTpupoBaHHOM FlEKapCTBEHHOM MpenapaTe, B TOM 4ucre 0 dhapMaLeBTUYECKON CyOCcTaHUMK, BXOASLEN B
COCTaB NekapCTBEHHOIO npenapata, B rocyAapCTBEHHbIV PEeCTpP JIeKapCTBEHHbIX CPEACTB U BblAaeT 3asBUTENIO
perucTpaumoHHOe  yAOCTOBEpPEHME  NEKapCTBEHHOro  npenapaTta, ¢opma  KOTOporo  yTBepxaaeTcs
YMONTHOMOYEHHbIM  (befepanbHbIM — OpPraHoM — UCMOMHWUTENBbHOW  BRacTW,  COMNacoBaHHble  HOPMaTUBHYHO
OOKYMEHTaUM0, HOPMaTMBHbIN OOKYMEHT, MHCTPYKLUMIO MO MPUMEHEHMWIO NIEeKapCTBEHHOrO npenapaTta U MakeTbl
NepBMYHON YNaKOBKU 1 BTOPUYHOWN (MOTPEBUTENBCKON) YNAakOBKN C yKa3aHWEM Ha HUX HOMepa perncrpaumoHHOro
yOOCTOBEPEHNS NeKapCTBEHHOro npenaparta v gaTtbl ero rocy4apCTBEHHON perncTpaumm unm B crydae npuHATUS
pelleHns o6 OTKase B rocyfapCTBEHHOW PerncTpauum rekapCTBEHHOrO npenapata yBeoMIsSIeT B MUCbMEHHOWN
dopme 3anBuTENA 00 3TOM C yKa3aHMEM MPUYUH Takoro oTkasa. 3a Bbigayy perncrpauumoHHOro Y4OCTOBEPEHMS
NneKkapCcTBEHHOro npenapaTa B3UMMaeTCs rocyapCTBEHHas MOLWWMHA B COOTBETCTBMU C 3aKOHOOATENbCTBOM
Poccuiickon ®enepaumm o Hanorax u cbopax.

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

2. OcHoBaHMemM pgnsa oOTKasa B FocyﬂapCTBeHHOVI pernctpaumnm nekapcrtBeHHOro npenapata Aand
MEeONUMNHCKOIo NpUMeHeHnA ABndeTCcA 3aKinio4veHne CoOoTBETCTBYOLWEro ynosIHoMO4eHHOro cbe/:l,epaanoro opraHa
NCMONHNTENBLHON BMAcTM O TOM, YTO Ka4yecTtBO W (MJ'II/I) Sd)d)eKTI/IBHOCTb perncTtpupyemoro nekapCcTtBeHHOro
npenapara Aand MeauuumHCKOro npuMeHeHua He noareepXAeHbl NoNyYeHHbIMU OaHHbIMU UMM YTO PUCK
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NnpUYNHEHUS Bpeda 300POBLI0 YesioBeka BCMeLCTBME MpuemMa nekapCcTBEHHOro npenaparta angd mMeauuuHCcKoro
npUMeHeHNs npesbiwaeT 3P PEKTUBHOCTL €ro NPUMEHEHNS.
(vacTb 2 B peqn. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3. [TlloBTOpHOE npeacTaBneHne B  COOTBETCTBYIOLMA  YNONMHOMOYEHHbIN  defepanbHbii  opraH
WCNONHUTENBHOW BNACTW NeKapCTBEHHOro npenapara, B OTHOLLIEHUN KOTOPOro nofyyYeH oTkas B rocyapCTBEHHON
peructpaunm 1M KOTOpbIA BMNOCNEACTBUN MNOABEPrcAd WU3MEHEHWMIO B YacTM €ro cocTaBa, pacCMaTpuBaETCs Kak
npeacraBneHe HOBOIO JeKapCTBEHHOro npenapaTta Ha ero rocygapCTBEHHYI0 perncrpaumio He3aBuCUMO OT
COXpaHeHuda ero NnepBnUYHOro HaMMeHoBaHUA.

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

4. lMNMpn npenocraBneHnn 3asBUTENEM B COCTaBE PErMCTPaALUMOHHOIO OOCbE Ha NEKapCTBEHHbIN npenapat
Ons BEeTePUHAPHOro MPUMEHEHUST KONMUWU peLUeHUst YNOSTHOMOYEHHOro heaepanbHOro opraHa MCMHOMHUTENbHOW
BNacTM O NpOBEOEHUN WHCMEKTUPOBAHUSA MPOU3BOAUTENS NEKAPCTBEHHbLIX CPEACTB CPOK MPUHATUS PELLUEHUST O
rocyaapCTBEHHON perncrpauumn neKapcTBEHHOro npenapaTta ans BETEPUHAPHOro NpPUMEHeHNS
NPUOCTaHaBNMBAETCHA CO AHS NOJyYeHUs 3aKIoYeHNA, yKasaHHbIX B 4acTu 1 HacTosLWen ctatbn, OO OHA NPUHATUSA
YNOSIHOMOYEHHbIM befepanbHbIM OpraHOM MCMOSTHUTENbHOM BIacTU pelleHus O Bblgave unm o6 oTkase B
Bbldaye 3aKkrtyYeHWss O COOTBETCTBUM MPOUIBOAUTENS] JIEKAPCTBEHHbIX CPeacTB TpebOOoBaHUAM MpaBun
Hagnexallen NpoM3BOACTBEHHOM NPaKTMKKN, HO He Bonee Yem Ha CTO BOCEMbAECAT paboumnx gHEN.
(vacTb 4 BBegeHa deaepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

5. OcHoBaHveM pfns oOTka3a B [OCyJapCTBEHHOW perucTpaumMmM nekapCcTBEHHOro npenapaTta Angd
BETEPUHAPHOro NpYMEHEHUS ABMSIETCA 3aknioyeHne YNonHOMOYEeHHOro deaepansHOro opraHa MCNONHUTENBHON
BMNacTM O TOM, YTO Ka4yecTtBO W (uMnun) 3dPEKTMBHOCTbL PErMCTPUPYEMOro NeKapCTBEHHOrO npenapaTta Aand
BETEPVMHAPHOIO MPUMEHEHUA He MOoATBEePXAEHbl MOSTYYEHHBIMW OAaHHBIMU WKW YTO PUCK MPUYMHEHMS Bpeaa
3[00POBbLI0 XKMBOTHOIMO BCNEeACTBME NpMeMa JlekapCTBEHHOro npenapata Ans BeTepuMHapHOro MNpPUMMEHEHMS
npesbllLaeT a(PPEeKTUBHOCTb €ro NPUMEHEHNS, 0TKa3 YNONHOMOYEHHOro doeepansHOro opraHa UCMNOMTHUTENBHOMN
BMacTu B Bbiaye 3aKryeHus O COOTBETCTBUM MPOU3BOAUTENS NEKApPCTBEHHbIX CPeAcTB TpeboBaHUsAM npaBwui
Hagnexallen npou3BOACTBEHHOW MPaKTUKM AN KaXOoW NPOU3BOACTBEHHOW NNoWankM perncTpupyemoro
neKkapCcTBEHHOro npenapaTta And BeTepuMHapHOro NpUMeEHeHWs B cryvyae, eCcnu Npou3BOACTBO NEeKapCTBEHHOMO
npenapaTta AONS BeTEpUHAPHOro MNpuUMEHeHUsT ocyllecTBndeTcsd 3a npefenamu Poccuiickon ®depepauuu, unu
OTCYTCTBME TaKOro 3aKroYeHus.

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

KoHcynbTaHTlntoc: npumevaHue.
O nopsigke W cpokax OnpedeneHuss  B3aMMO3aMEHSIEMOCTW  JIeKapCTB  NeKapCTBEHHbIX  NpenapaTos,
3apernctpupoBaHHbix Ao 01.03.2020, cm. cT. 3 3 o1 27.12.2019 N 475-93.

CtaTtbs 27.1. BsanmoszamMeHsie MOCTb JIeKapCTBEHHbIX NpenapaToB Ans MeAULMHCKOro NpUMeHeHNs
(B pea. PepgepanbHoro 3akoHa ot 27.12.2019 N 475-93)

1. B3aMmMo03aMeHseMOCTb NeKapCTBEHHbIX MpenapaToB AN MeAWLMHCKOro npuMeHeHWUs onpeaensietcs
YNOMHOMOYEHHbIM befieparibHbIM  OpraHoM WCMOMHUTENBHOM BMNACTW, OCYLECTBASOWMUM roCyAapCTBEHHYIO
perncTpaumio nekapCTBEHHbIX NpenapaToB Ans MeOULUHCKOrO NMPUMEHEHUS, B paMKaxX OAHOro MeXayHapoOHoro
HenaTeHTOBaHHOro (MU XMMUYECKOro, U rpynnUpPoBOYHOr0) HaMMEHOBAHNS Ha OCHOBE 3aKMYeHUs KOMUCCUU
3KCMNEepPTOB 3KCMEPTHOIO YYpeXAeHUss O B3aMMO3aMEeHAEeMOCTU feKapCTBEHHOro npenapaTta Ans MeauumHCKOro
npMMeHeHnss nubo O TOM, YTO INEKapCTBEHHbIN npenapaTr ANnd MeOVMUMHCKOrO MpPUMMEHEHUS He sBnsieTcd
B3aumo3ameHsiembiM. [lopsgok  onpederneHnss  B3avMO3aMEHSIEMOCTU  NEeKapCTBEHHbIX MpenapatoB  Ansd
MEOUUMHCKOTO MpUMEHeHMs u  opMa  3akiioYeHWs KOMMCCUM 3JKCMEPTOB IKCMEPTHOro  yypexgeHus o
B3aUMO3aMEHSEMOCTM JIEKapCTBEHHbIX MNpenapatoB Ans MeAWUMHCKOro MnpuMeHeHus nnbo o ToMm, u4TO
nekapcTBEHHbIN npenapar Ang MeguuMHCKOro NMPMMEHEHUS He SIBMSeTCH B3auMO3aMeHseMbIM, yCTaHaBNMBalOTCH
MpaButenbctBoM Poccuiickon ®epepauuu.

2. Komwuccuma 9KCNepTOB  3KCMEPTHOTO  YYPEXAEHWUS [aeT 3akflovyeHne O B3auMO3aMEHSIEMOCTU
rlekapCTBEHHOro npenapata Ans MeAWUMHCKOro NpUMeHEeHust NMbo o TOM, YTO NEKApCTBEHHLIN MpenapaT ans
MEOVLMHCKOTO MPUMEHEHUSI He $BNSETCS B3aMMO3aMEHSIEMbIM, Ha OCHOBAHUWM CrEAyLWMX KpUTEpPUEB
(xapakTepucTuk):

1) akBuBaneHTHOCTb (Ons GuoaHamnoroBbix (6MOMNO4OOHLIX) NeKapCTBEHHbLIX MpenapaToB (GuMoaHanoros) -
COMOCTaBUMOCTb) KAaYeCTBEHHbIX W KOMWYECTBEHHBLIX XapakTePUCTUK apMaueBTUYeCcKnX cybcTaHuMn wnm
COMOCTaBUMOCTb aHTUIEHHOTO COCTaBa BakKuMH. Mcrnonb3oBaHue pasnuuHbiX conewn, 3UpoB, KOMMIEKCOB,
N30MEpPOB, KpucTannmyeckmx opM M APYrux MpPOM3BOAHbLIX OAHOTO M TOrO XE OENCTBYIOLIEro BellecTBa He
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ABNSieTCA NpendaTtcTBMeM AN onpefeneHns B3anMO3aMEHSEeMOCTW feKapCTBEHHbIX npenapaTtoB, ecnu npu
NpoBeAEHUN  UcCrefoBaHUs  OMO3KBUBANEHTHOCTUM  NIEKAPCTBEHHOTO  Mpenapata WM UCCnefoBaHust
TepaneBTMYECKOW 3KBMBANEHTHOCTU NEKapCTBEHHOro npenapaTta [okKa3aHO OTCYTCTBME KIMUHUYECKUM 3HAYMMbIX
pasnuuuin  papmMakokMHETUKM U (unn) 3PPEKTUBHOCTM M ©e30nMacHOCTM JIEKapCTBEHHOro npenapara Aans
MEeOULMHCKOIO NMPUMEHEHUS;

2) 9KBMBaANEHTHOCTb IlekapcTBeHHOW dopMbl. [log 9SKBMBANEHTHbIMU NeKapCTBEHHbIMKU  hopMamMu
NMOHMMAIOTCS pasHble fiekapCTBEHHblE (DOPMbI, MMELLME OANHAKOBbIE CNocob BBeAEHUS U Cnocob NMpUMEHeHUs,
obragatoLme conocTaBUMbIMU PapPMaKOKUHETUYECKUMU XapaKTepucTnkamu n oapmakosiormnyeckum eNCTBMEM 1
obecneunBarome TaKke OOCTUXKEHME HEOOXOOUMOrO KrMHU4eckoro adpdpekta. Pasnmumsa nekapCrBeHHbIX opm
He SBNAOTCA NPEnATCTBUEM ANS ONpederieHns B3aMMO3aMEeHSieMOCTU JNeKapCTBEHHbIX MpenapaToB, ecnv npwu
npoBedeHUn  uccrnegoBaHus  OGUO3KBMBANEHTHOCTU  NIEKApCTBEHHOTO  Mpenapata WM UccrnegoBaHus
TepaneBTMYECKON 3KBUBANIEHTHOCTU fEKapCTBEHHOro npenapata gOKa3aHO OTCYTCTBME KIMHUYECKU 3HAYMMbIX
pasnuunii  bapMakoKMHETUKM U (Mnn) 3dekTUBHOCTM M Ge3onacHOCTM JeKapCTBEHHOro npenapata Aans
MeAMLIMHCKOro NpUMeEHeHNs;

3) 3KBMBaNeHTHOCTb UMM COMOCTaBMMOCTb COCTaBa BCMOMOraTesbHbIX BELLECTB NIEKAapCTBEHHOro npenapara
Ons MeauLMHCKOro npuMmeHeHus. Pasnuuns coctaBa BCrnomoraTernbHbIX BELLECTB eKapCTBEHHOro npenapaTa He
SABNAOTCA NPensTCTBMEM AN onpefereHus B3anMo3aMeHAeMOCTU NeKapCTBEHHbIX MpenapaTtoB, ecnv npu
NpoBeAEHUN  UCCrefoBaHUs  OMO3KBMBANEHTHOCTU  NIEKAPCTBEHHOTO  Mpenapata WM UCCnefoBaHust
TepaneBTMYECKOW 3KBMBANEHTHOCTU NEKapCTBEHHOro npenapaTta [oKa3aHO OTCYTCTBME KIMUHUYECKM 3HAYMMbIX
pasnuunii  bapMakoKMHETUKM U (Mnn) 3dPekTUBHOCTM M Ge3onacHOCTU JeKapCTBEHHOro npenapata Aans
MEOMLMHCKOro npuMeHeHus. [IpyM Hanuuum KIMHUYECKM 3HaYMMbIX pasnuyuuin  papMakoKMHETUKU W (Unu)
acpdpekTuBHOCTM 1M Be30macHOCTM  NIEKApCTBEHHOro  npenapata ANnd  MeAWMUMHCKOrO  MPUMMEHEHMs
B3aMMO3aMEHSEMOCTb OnpeaensaeTcs C ykazaHeM Ha UCKIToYeHne OTAENbHbIX rpynn NauMeHTOoB;

4) NOeHTUYHOCTb cnocoba BBeAeHUs 1 cnocoba NPUMEHEHUA;

5) COOTBETCTBME NpPOU3BOOUTENA J1€eKapCTBEHHOro cpeacrtea TpeGOBaHI/IﬂM npasun Hagnexallemn
ﬂpOM3BOﬂ,CTBeHHOl7I NPaKTUKN.

3. Onpep,eneHVle B3anMO3aMeHAEMOCTHU BOCnpon3BeaeHHbIX JieKapCTBEHHbIX MNpenapaTtoB  AOnsd
MEeONUMNHCKOIo TnpuMeHeHud, YKa3aHHbIX B 4acTu 10 cratem 18 HacTOSLLErO dDep,epaanoro 3aKOHa,
ocyLlecTBndeTcA 6e3 HeobXxoaUMOCTH AoKa3aTeNnbCTBa NX OMO3KBMBANEHTHOCTMY.

4. OcobeHHOCTN onpeaeneHns B3aMMO3aMEHSIEMOCTU OUONOrMYecknx JeKkapCTBEHHbLIX Mpenapartos,
KOMOVMHUPOBaHHbIX JEKAapCTBEHHbIX MpenapaToB (cogepxawmux KombumHaumto OBYX U Oonee OeNCTBYHOLLMX
BELLEeCTB), MeKapCTBEHHbIX MNpenapaTtoB ANA napeHTepanbHOro MUTaHUA U HegO3UPOBaHHbIX NeKapCTBEHHbIX
npenapaToB ycTaHaBnuBatoTcs lNMpaButensctBoM Poccunckon ®enepaumn.

5. Onpep,eneHlAe B3anMMO3aMeHAEMOCTN HE OCYLLUEeCTBIIAETCA B OTHOLUEHUN NEKapPCTBEHHbIX PAaCTUTEsbHbIX
npenaparos, roMmeonaTn4ecknx nekapCcrBeHHbIX npenapaTos.

6. (DOpMI/IpOBaHI/Ie nepe4vyHa B3auMO3aMeHAEeMbIX J1IeKapCTBEHHbIX TMpenapatoB And MeamunHCKOro
NnpMMEHEeHNA OCYLUeCTBNAETCA 3KCNepTHbIM y4ypexaeHnem nocpencrsom 06beauHeHns JNIeKapCTBEHHbIX
npenapatoB B OTAellbHble Trpynnbl, B Kaxgon u3 KOTOPbIX J1IeKapCTBEHHbIE nMpenapaTtbl ABMAKTCA
B3anMo3aMeHAEeMbIMU.

7. B Cny4yae BKIHOYeHUA B UHCTPYKUMKO MO MeaAUUMHCKOMY MPUMEHEHUIO NeKapCTBEHHOro npenaparta Ha
OCHOBaHMKU pe3ynbTaToB COOTBETCTBYHOLNX nccnegoBaHui nokasaHun ons NPUMEHEHNA, KOTOpblE OTIIMYaKTCA OT
nokasaHun ans NnpuMeHeHna OpYyrnx rnekapCTBeHHbIX npenapatoB U3 rpynnbl B3anMo3aMeHAEMbIX NIEKapCTBEHHbIX
npenaparoB, B nepe4yHe B3anMO3aMeEHAEMbIX JEKapCTBEHHbIX npenapatoB And MeaWUMHCKOro npuMeHeHud
OOIMKHA ObITb YKa3aHa CcOOTBeTCTBYyHLladn I/IH(*)OpMaLI,I/IFl.

8. [lepedveHb B3aMmo3aMeHAEMbIX JeKapCTBEHHbIX MpenapaTtoB And MeAUUMHCKOro NpUMEHeHUs
pasmellaeTcad YMNOMHOMOYEHHbIM beaeparbHbiM  OpraHoM UCMOSMHUTENbHOW  BNacTu, OCYLLECTBISIOWNM
rocyapCTBEHHYO PerncTpaumio nekapcTBEHHbIX MpenapaToB AN MeOUUMHCKOro MPUMEHEHUs, Ha CBOEM
otomumanbHoMm cante B cetu "UHTepHeT". WHdoOpmMauua B nepedHe B3aMMO3aMEHSEMbIX JeKapCTBEHHbIX
npenapaToB AN9 MeQULMHCKOTO NPpUMEHEeHNs OGHOBAETCH yKa3aHHbIM defepanbHbiM OpraHOM UCTOMNHUTENBHOWN
BMacTM C y4EeTOM HOBbIX 3apErmcTpMpOBaHHbIX NEKAapCTBEHHbIX MpenapaTtoB ANA MEeAWLMHCKOrO MPUMEHEHUs U
BHECEHHbIX W3MEHEHUN B [OKYMEHTbI, COAepXXallMecs B PEerncrpaumoHHbIX [OCbe Ha 3aperncTpupoBaHHble
nekapcTBeHHble npenapaTbl ANs MEQULMHCKOTO NPUMEHEHNS.

9. MMopsigok MCNonb3oBaHUS MHGOPMaLUM O B3aMMO3aMeHSIeMbIX JeKapCTBEHHbIX npenapaTax Ans
MEAULMHCKOrO MPYMEHEeHWs1 1 NMOoPSiAOK Aayv pasbsiCHEHMI MO BOMpPOcaM B3aMMO3aMEHSIEMOCTU JIeKapCTBEHHbIX

[ata nevatu: 13.06.2023 Cuctema KoHeynbTaHTl ntoc: Poccuiickoe 3akoHoaaTenscTBo (Bepcus Mpod) Jlnet 43



DdepepanbHbii 3akoH oT 12.04.2010 N 61-®3 (pea. ot 28.04.2023) "O6 obpallieHun nekapcTBEHHbIX CpeacTs”

npenaparos ona MmeanumHCKOro npuMmeHeHnsa yctaHaBinBarTCA npaBI/ITeJ'IbCTBOM Poccunckon Cbep,epau,mw.

KoHcynbTaHTlntoCc: npumevaHue.

Cpok peructpaumn nekapCTBEHHOro npenapaTta Ans BeTepuHapHOro npuMeHeHus, uctekawowmn ¢ 14.03.2022 no
31.12.2022, a Takke B 2023 rogy, npoaneH Ha 12 mecsues (MoctaHoBneHve [Npasutensctea PP ot 12.03.2022 N
353).

CtaTtbs 28. PervctpauvoHHoe yaoCTOBepeHUe fiekapCTBeHHOro npenapara

1. PeFI/ICTpaLI,I/IOHHOG yaocTtoBepeHne JekapCTBeHHOro npenapara C ykadaHueM JeKapCTBEHHbIX q’)OpM n
0O3MPOBOK BblAaeTcd 6eccpquo, 3a MWUCKnw4yeHnem perncTtpauynuoHHOro yanocrtoBepeHua JekapCTtBeHHOro
npenapara, BblgaBaeMoOro CO CpPOKOM OEencTBMa NATb NeT, Ha BnepBble perncTpupyemble B Poccunckon
(Deﬂ,epaLl,l/ll/l JleKapCTBEHHbIE npenapaThbl.

2. o ucteveHnn ykasaHHOro B YacTy 1 HaCTOsLLEN CTaTbM CPOKa BblAaeTcs 6eccpoYHoe perncrpauuoHHoe
yOoCTOBEpeHMe NnekapCTBEHHOro npenapaTa npy ycrnosun NOATBEPXOEHUSA ero rocyJapCTBEHHON perncrpaumm.

3. B cnyyae BHeceHus B cooTBeTCTBMM cO cTaThsaiMu 30 1 31 HacToswero degepanbHOro 3akoHa U3MeHeHU
B coAepxaliuecs B perucTpaLMoHHOM [A0Cbe Ha 3apernucTpuvpoOBaHHbIA NeKapCTBEHHbIM npenapaT AOKYMEHThI,
3aTparmBaloluX CBeAEeHUs, OTpaXeHHble B pPerucTpauvoHHOM YOOCTOBEpPEeHWW neKkapCTBEHHOro rnpenapara,
YNOMHOMOYEHHbI  dpefepanbHbIl - OpraH  UCMOMHWUTENbHOW  BnacTM  BblJaeT HOBOE  perucTpauuoHHoe

yAOCTOBEpeHe nekapcTBeHHOro npenapara, cogepallee BHeCeHHble B Hero UaMmeHeHus.
(vyacTb 3 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

4. B cnyyae yTpaTbl Uy NOBPEXOEHUA perucTpaLMOHHOro yaoCTOBEPEHUsI TekapCTBEHHOro npenapara no
3a8BNeHN0 B MNUCbMEHHOW dopMe [AepxaTtend unuv Bnagenbla perncTpauuoHHOro  yaooCTOBepeHUst
flekapCTBEHHOro npenapata Mnu YNofHOMOYEHHOro MMW APYroro pUMAMYecKoro nuua o Bblaade AybnukaTa
perncTpaumoHHOro YyaOCTOBEPEHUS JleKapCTBEHHOro npenapaTta YMNONMHOMOYEHHbIM dedeparnbHbld  opraH
NCMNOMHUTENBHOW BMAcTM B CPOK, He MpeBblWalWni gecatu paboumx OHeW Co AHSA MOCTYMNEeHUs 3asiBreHus,
BblgaeT aybnukaT permctpauMoHHOro YAOOCTOBEPEHMS IleKapCTBEHHOro npenapata. 3a Bblgady Aybnukata
perucTpauuoHHOro yAOCTOBEPEHUSA JeKapCTBEHHOro npenapaTta B3WMaeTcd rocygapCTBeHHad nMownvHa B
COOTBETCTBMM C 3aKoHoAaTenbCcTBOM Poccunckon ®epepauum o Hanorax n cbopax.

(yacTb 4 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlntoc: npyumevaHue.

CpoKk perncrpauum nekapCcTBEHHOrO npenapaTta ANns BEeTEepMHApHOro npuMeHeHus, uctekarowmn ¢ 14.03.2022 no
31.12.2022, a Takke B 2023 rogy, npoaneH Ha 12 mecsues (MoctaHoBneHue lMpasutensctea PP ot 12.03.2022 N
353).

CtaTtbs 29. NoarBepkaeHWe rocyAapCTBeHHON perMcTpaumm nekapcTBEHHOro npenapara
(B pen. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. lMoaTeepxaeHne rocygapcTBEHHOM perncTpaumMm nekapCTBEHHOro npenaparta oOcCyllecTBnseTca npu
Bblgaye 6eccpovHOro perucTpauMoHHOIO yOOCTOBEPEHMS JNIEKApCTBEHHOrO npenapaTta B cryvae, yka3aHHOM B
yacTtu 2 ctaTtbn 28 HacToswero ®eaepanbHOro 3akoHa, B CPOK, HE MPEBbILLALNNA LLECTUAECATM pabounx gHEN co
OHSA  MONyYeHusl COOTBETCTBYHLUMM  YMONMHOMOYEHHbIM bedepanbHbIM  OpraHoOM  UCMOSIHUTENbHOW BRacTu
3asBNeHNss 0 NOATBEPXKAEHMUM FOCYLapCTBEHHOW perncTpaumm rekapCcTBEHHOro npenapara. He ocywiecTtensetcs
noaTBEPKAEHME FOCYAapPCTBEHHOW permcTpaumm B OTHOLLEHUN NEKAPCTBEHHONO npenapara, He HaXOAMBLLErocs B
obpaweHun B Poccuiickon denepaummn B TedeHne Tpex U Gonee NeT, a Takke B OTHOLUEHWM NEKapCTBEHHOro
cpencTtea, MPoOU3BEOEHHOIO C HapyleHuem TpeboBaHWs, YCTaHOBMEHHOro 4yacTbio 3.7 cratbu 71 HacTosiLero
degeparnbHOro 3akoHa.

2. 3asBneHve O nNOATBEMKAEHUM [OCYNapPCTBEHHOW perncrpaummM nekapcTBEHHOro npenapaTta And
MEeOMLIMHCKOro nNpUMEHeHNs NpeacTaBnseTcss B COOTBETCTBYHOLUMA YNONMHOMOYEHHbIN deaeparnbHbld  opraH
WCMONHUTENLHON BNacTM He paHee 4YeM 3a CTO BOCEMbAECAT [OHEW OO0 WCTEYEeHUs Ccpoka [OeucTBus
perucTpaunoHHOro yaocToBepeHns fiekapcTBeHHOro npenaparta and MeguumnHCKoro npuMeHeHus.

(B peqa. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2.1. 3asBneHne o MNOATBEPXKOEHWM FOCYAAPCTBEHHON perucTpauuyM IekapCTBEHHOro npenaparta Ans
BETEPVMHAPHOro MNPUMEHEHNA NPEACTaBNSeTCA B COOTBETCTBYIOLMIA YNONMHOMOYEHHbI dedeparnbHblii opraH
UCMONMHUTENBHOW BMNacT He paHee YeM 3a CTO BOCEMbAECAT [OHEeN [0 WCTeYeHUs cpoka [AeicTBus
PerncTpaLmoHHOro yAOCTOBEPEHNSA NEKAPCTBEHHOIO NpenapaTa AN BeTEPUHAPHOIO NPUMEHEHUs U He nosgHee
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OKOHYaHWSA CpoKa ero AencTBus.
(vacTb 2.1 BBegeHa PepepanbHbiM 3akoHoM oT 02.08.2019 N 297-03)

3. lMNopTBepkaeHWe rocyAapCTBEHHOW perucTpauun JekapCcTBEHHOTO Mnpenapata OCYLIEeCTBSeTcs Mo
pesynbTaTam 3KCTNepTU3bl OTHOLUEHWUS OXWAAEeMOW MNomb3bl K BO3MOXHOMY PUCKY MPUMEHEHWS! NeKkapcTBEHHOro
npenapata Ha OCHOBaHUWM pPe3ynbTaToB MOHUTOpPUHTa 3PdEeKTUBHOCTM U 6Ge30nacHOCTU FNeKkapcTBEHHOro
npenapara, NpPoBOAMMOIO AepXaTenem WNu BragenbLeM PerncTpauuoHHOro YAOCTOBEPEeHUs NeKkapcTBEHHOro
npenaparta NGO YMNoNHOMOYEHHbIM UMW OPUONYECKMM FIULIOM, @ TakKe COOTBETCTBYIOLUMM YTONHOMOYEHHbLIM
denepanbHbIM OpraHoM WCMONHUTENBHOW BMAacTM B COOTBETCTBUMM C TpeboBaHMsIMM cTaTbi 64 HacTosLiero
denepansHOro 3akoHa.

4. K 3asBneHunto o noareepXxgeHun rocyp,apCTBeHHoﬁ perncTtpaunmn neKkapCctBeHHOro npenapata Aand
MeANLIMHCKOIo NpMMeHeHuna npunararoTca:

1) OOKYMEHTbI, cogepxXalwime peldyrnbTtaTbl MOHUTOPUHIa 3d)(beKTI/IBHOCTI/I n 6esonacHocTu leKapCTBEHHOro
npenapara gna MeanunHCKOro npuMMeHeHusa, npoBeaeHHOoro geplxarenem wunn snagernbuem pernctpaumnoHHOro
yOooCTOoBEPEHNA IeKapCTBEeHHOro npenapata And MeauuuMHCKOro npuMeHeHusa nnéo YNOJIHOMOYEHHbIM UM
ropnan4yeckmmMm nuuom, no d)opme, YTBep)KLI,eHHOﬁ YNOJSTHOMOY€HHbIM cbep,epaanblM opraHom NCMNONHUTENbHOWN
BNacTu,

2) cBefeHus o p[paTe npedocTaBfneHWss U perucTpaLMoHHOM HOMepe MUUEH3MM Ha Mpou3BOACTBO
NneKapcTBEHHbLIX CPeACTB WNU CBeAEeHUs O AaTe MPeaoCTaBEHUs U PErNCTPALMOHHOM HOMeEpe 3aKniuyeHus o
COOTBETCTBMM MPOM3BOAUTENS NEKapPCTBEHHbLIX CPeACTB TpebOoBaHUSAM NpaBuil Hagnexalen npou3BoACTBEHHON
NPaKkTUKW, NPegocTaBfeHHbIX YNOSTHOMOYEHHbIM dheaeparnbHbiM OpraHoOM UCMHOMHUTENbHON BAAcTU B OTHOLLEHUU
NPoOn3BOACTBEHHOM NSIOWAAKM feKapCTBEHHOrO npenaparta gns MeauuuHCKOro npuMeHeHUd, rocygapcTBeHHasd
peructpaumsa KOTOpOoro noATBep)XOaeTcsa B Ccrydae, €Cnu MpPOM3BOACTBO JleKapCTBEHHOro npenapata Angd
MeAMLMHCKOro npuMeHeHus ocyllecternsieTcs B Poccuickon ®epepauuu;

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

3) konusa nNpenoCTaBEHHOW  YMOSTHOMOYEHHBIM OpPraHoM CTpaHbl  MPOM3BOAUTENS  JNMLEH3MM  Ha
NpPoOu3BOACTBO NEKAapCTBEHHOrO npenapata ans MeauuMHCKOro NpUMEHEHWs U ee nepeBof Ha PYCCKUM A3bIK,
3aBepeHHble B YCTAHOBIIEHHOM TMOpsA4Ke, a Takke KOMusA 3akniyeHnd O COOTBETCTBMWM MPOu3BOAUTENA
NEeKapCTBEHHbIX CcpeacTB TpeboBaHuAM MpaBun  Haanexawen MnponM3BOACTBEHHOMW MNPaKTUKW, BbI4AHHOTO
YNOSIHOMOYEHHbIM doefiepalnibHbIM OpraHOM UCMOMHUTESNBHON BAacTU B OTHOLLEHUM NPOU3BOACTBEHHOW MNoLWanKu
JleKkapCTBEHHOro rnpenaparta And MeOUUMHCKOrO MNpPUMEHEHUd, TroCydapCTBEeHHas perucrpaums  KoToporo
noATBEPXOAETCH, UMW KONUSA peLleHns YNONHOMOYEHHOro defepanbHOro opraHa WCMOMHUTENbHOW BMAcTu O
npoBedeHUN WHCMEKTUPOBAHUA MPOU3BOAUTENA TNEKapCTBEHHbIX CPeAcTB B cliyvae, ecnu npou3BoACTBO
NneKkapCcTBEHHOro npenapara Ans MeguLMHCKOrO MNPUMEHEeHUsa OCYLLeCTBRAsieTCs 3a npegenamu Poccuinckon
denepauuu.

(B peq. ®epepanbHoro 3akoHa ot 27.12.2019 N 478-03)
(vacTb 4 B pen. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

4.1. B oTHOWeEHMM BMONornyecknx nekapCTBEHHbIX NpenapaToB Anst MeAMLMHCKOro NPUMEHEHNS 3asBUTESb
OOMNOMNHUTENBbHO NpeacTaBnsdeT pesynbTaTbhl MEpPOnpUATUA, NPeayCMOTPEHHbIX MMAaHOM YnpaBfeHust puckamu,
YTBEPXAEHHbLIM YNONHOMOYEHHbIM eeparnbHbIM  OpraHOM MWCMOMHUTENbHOW BriacTM MNpU  OCYLLECTBMEHUM
rocyapCTBEHHOW perncTpaumm nekapcTBEHHOro npenapara Ans MeaAULUMHCKOro NpUMeHeHs.

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

4.2. K 3asgBrneHnio O MOATBEPXOEHUM roCyfapCTBEHHOW perncrpaumm rekapCTBEHHOro npenaparta Aans
BETEPMHAPHOro NPUMEHEHUs npunaralnTcs JOKYMEHThI, coepKalune pesynbTaTbl MOHUTOPUHIra 3MEKTUBHOCTH
1 6e30MacHOCTV NEeKapCTBEHHOrO npenapaTa Afs BETEPUHAPHOrO MPUMEHEHUS!, NMPOBOAMMOro AepXXaTeneMm unm
BnagenbLeM pernctpauuoHHOro yaoCTOBEPEHUS NEKapCTBEHHOro npenapara Ans BeTepUHapHOro MpvMeHeHUs
nmMbo yNnorHOMOYEHHBIM UM KOPUONYECKUM NTMLOM, Mo OpMe, YTBEPXKOEHHON YMONHOMOYEHHbLIM deneparnbHbIM
OpraHoM WCMOSTHUTENBLHOW BRacTh, U OOKYMEHTbI, ykadaHHble B NyHkTax 1, 2 - 2.2, nognyHkTax "a", "6", "k", "n"
nyHkta 4 4yactm 3 crtaten 17 HacTosiwero PenepanbHOro 3akoHa. B OTHOWEHUM KMMMYHOOMONOrMYECKMX
NeKapCTBEHHbIX NpenapaToB Ans BETEPUHAPHOro MNpUMEHEeHUs He MNPeACTaBnslTCs CBEAEHWs, yKasaHHble B
noanyHkre "K' nyHkta 4 vactu 3 cratbu 17 Hactosiwero degepanbHOro 3akoHa. B OTHOWEHUM neKkapCTBEHHbIX
npenapaToB ans BETEpPUHapPHOro nNpUMeHeHNs, NONyYeHHbIX c NpUMEHeHneMm
reHHO-UHXEHEePHO-MOAMMULNPOBAHHBLIX OPraHM3MOB WIMW  coepXallunx Takme opraHusMbl, AOMOMHUTENbHO
NpeacTaBnsalTCa CBeAeHus], yKkasdaHHble B nyHKTe 13 yactn 3 ctatbu 17 HacToswero ®egepansHOro 3akoHa.

(vacTb 4.2 BBegeHa PenepanbHbiM 3akoHOM OT 04.06.2018 N 140-d3; B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

4.3. 3asBuTenb BrnpaBe MPeACTaBUTb C 3asiBEHWMEM O MOATBEPXKAEHWM TOCYOapCTBEHHOW pernctpaumm
NIeKapCTBEHHOro rMpenaparta Komuio [OKyMeHTa, MOATBEpPXKAAatoLlero ynnaTty rocyAapCTBEHHOW MOLWMMHbLI 3a
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noaATBEPXAEeHME rOCYOapCTBEHHOW peructpauuuM NekapCTBEHHOro npenapata, a Takke BbldaBaemble
(NpepocTtaBnsiemMble) YNOMHOMOYEHHbIMW  hbeaepanbHbIMU - OpraHaMmm  UCMOMHUTENBHOW BAcTU  OOKYMEHThI
(cBemeHus), ykasaHHble B MNyHKTax 2 M 3 4actm 4 Hactosilen ctatbu. B cnyyae wmx HenpeacrtaBneHus
YNOSIHOMOYEHHbIM  doefiepanbHbli  OpraH  UCMOSTHUTENbHOM  BRacTU  3anpawmBaeT  YyKasaHHble  OOKYMEHThbI
(cBegeHns) B nopsgke MexXBeAOMCTBEHHOINO MHAOPMALIMOHHOIO B3auMo4eNCTBUS.

(yacTb 4.3 B peq. PegepanbHoro 3akoHa ot 27.12.2019 N 478-03)

5. B TeyeHue pecatn paboumx OHEW CO AOHSA MPUHATUA 3asiBIIEHUS O NMOATBEPKAEHUWN TOCYOapPCTBEHHON
perncTpaumnm nekapCTBEHHOro npenapara 1 JOKYMEHTOB, COAepXaLlmxX pe3ynbTaTbl MOHUTOPUHIa 3 EKTUBHOCTU
n 6e3onacHOCTM fekapCTBEHHOro Mnpenapara, NpPOBOAMMOIo AepXaTeneM WM BriagenbleM perncrpalymoHHOro
yOOCTOBEPEHUSA  fleKapCTBEHHOro  npenapata nunBoO  yMOMTHOMOYEHHbIM UMW HOPUANYECKMM  FIMLIOM,
YNOSTHOMOYEHHbIN doeaeparnbHbIi OpraH UCMOMHUTENBHOW BNacTu:

1) npoBoaAUT NPOBEPKY NOJNHOTDI cBegeHun, cogepxawunxca B npencraBrieHHbIX 3adBUTeneM JOKYMEHTaXx;

2) NpUHMMaET peLleHre O NpoBeAeHUn UM o6 oTkase B MPOBELAEHUN IKCMEPTM3bl OTHOLLEHUS OXUOAEMOMN
Nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS] NEeKapCTBEHHOro npenapaTta Ha OCHOBaHWUM pe3ynbTaToOB MOHUTOPUHIa
achdekTuBHOCTU M 6e30NacHOCTM NeKkapCTBEHHOIO npenaparta, NPOBOAMMOro AepXaTeneM unu Bnagenbuem
pervcTpaumnoHHOro yaoCTOBEPEHUS JieKapCTBEHHOro npenapata NMbo YNONMHOMOYEHHBIM UMW  HOPUONYECKNM
nuuoMm, a Takke degepanbHbIM OpraHOM MCMOSTHUTENbHOW BNacTu B COOTBETCTBUM C TpeboBaHMAMM cTaTbu 64
HacToswero ®egepanbHOro 3aKoHa;

3) yBegoMnseT B 3MNEKTPOHHOW hopMe UMM NMUCbMEHHOW (hopMe 3asiBUTENsI M SKCMEPTHOE yypexaeHue o
MPUHATOM peLueHny NMbo B crnyvae NpUHATUS pelleHns 06 0TKase B NPOBEAEHMM IKCNEPTU3bl YKasblBaeT NPUYUHbI
Takoro oTkasa.

6. B cnyyae BbIsIBNeHUA HeOOCTOBEPHOCTUM W (MMM) HeOOCTaTOMHOCTUM MHGOpMauuu, coaepxallencsa B
npeacTaBreHHbIX 3asiBUTENEM [AOKYMEHTaXx, YMOJIHOMOYEHHLIN deneparnbHbii OpraH MCNOMHUTENbHOW BNacTu
HanpaenseT 3asiBUTEN0 3anpoc 00 YTOYHEHWW YyKa3aHHOM WHopMaumm. 3anpoc  YNONTHOMOYEHHOTO
degepanbHOro opraHa MWCMOMHUTENbHOW BNacTU MOXeT ObiTb nepenaH YMNONHOMOYEHHOMY MpeacTaBUTENO
3asBUTENS NTMYHO NOA PacnMCKy, HarnpaeneH no novte 3akasHbiM MMCLMOM MK NMepenaH B 3NIEKTPOHHON hopme Mno
TENEeKOMMYHUKALMOHHbIM KaHanam cBsf3W. B crnyyae HanpaBneHus 3anpoca YrnofiIHOMOYEeHHOro deneparnbHOro
OpraHa UCMOJSTHUTENBHOW BMIACTU MO NOYTE 3aKa3HbIM MMCbMOM OH CUMTAETCS! MOJTYYEHHBIM MO UCTEYEHUN LLIECTU
OHen ¢ gaTbl HanpaBnNeHUs 3aka3Horo NUCbMa.

7. 3asBuTenb o00s3aH MpeAcTaBMTb OTBET Ha 3anpoc  YMNOSIHOMOYEHHOro dhedepanbHOro opraHa
UCMONHWUTENbBHOW BracT B CPOK, HE MpeBblalWni OeBsSHOCTa pabounx OHen co OHS ero nonyyeHusi. Cpok,
yKasaHHbIi B 4YacTM 5 HacTosieln cTaTbWl, NpUOCTaHaBMMBAETCA CO AHS HanpaBrieHus 3asBMTENO 3anpoca
YNoNHOMOYEHHOro dhefeparnbHOro opraHa MCMNONHUTENbHOM BNacTu A0 OHSA MOMyYeHWs MM COOTBETCTBYHOLLErO
oTBETA M HE Y4YUTbLIBAETCA NPV WCUYUACHEHUW CpoKa MOATBEPXKAEHUSA TOCYAapCTBEHHOW perncrpaumm
nekapcTBeHHOro npenapara.

8. OcHoBaHMeM [Ons OTkasa B NPOBEAEHMM IKCNEPTU3bl OTHOLLUEHUS OXMOAAEMOW MOMb3bl K BO3MOXHOMY
puYCKy NPUMEHEeHNs NekapCTBEHHOro npenapara sBnsieTcs npeacTaBneHne JOKYMEHTOB, coaepXallmx pesynbtathbl
MOHUTOPUHIra 3dEKTUBHOCTU U Oe30nacHOCTM  fiekapCTBEHHOro npenapata, W (MnMM) B OTHOLUEHWUU
GMONOrMyYeckMX NeKapCTBEHHbIX MpenapaToB pe3ynbTaTOB OCYLUECTBIEHUST MEPOMNPUATAA B COOTBETCTBUU C
nnaHoM YyrnpasneHnsa puckamu, yTBEpPXOEHHbIM YNONHOMOYEHHbIM defeparibHbilM OpraHoM WCMONHUTENBHON
BMacTM MpuU OCYLLECTBMNEHUN rOCYJapCTBEHHOW pernctpaumm riekapCTBeHHOro npenapara, B HernorHoMm obbeme,
OTCYyTCTBME WHOpMaUuUKM, noaTeepxgalrwen ¢akT ynnaTbl rocyfapCTBEHHOW MOWSWHBLI 3a MOATBEpXAeHue
rocygapCTBEHHON perucTpaumMn fekapCTBEHHOro npenaparta, nvbo HenpeacTaBneHve 3asBuTeneM B
YCT@HOBMEHHbIM CPOK OTBETa Ha YKasaHHblh B 4YacTM 6 HacTodwen cTaTbu 3anpoc YNOSIHOMOYEHHOro
denepanbHOro opraHa MCMONHUTENbHOM BMAcTW, a Takke OTCYTCTBME B yKa3aHHbIX OOKYMeHTax WHdopmauuu,
KOTopasi JOJKHA ObITb B HUX OTpaXKeHa.

9. OkcnepTv3a OTHOLIEHUS OXWAAEMOW MOoSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS] feKapCTBEHHOro
npenaparta B LensiX NoATBEPXKAEHWS rocyoapCTBEHHON pernctpauuv fekapCTBEHHOro rpenapata npoBoaWTCS
KOMWCCUEN SKCNEPTOB IKCMEPTHOO YUPEXKOAEHNSA B CPOK, HE NPEeBbILaloLWMiA copoka pabounx gHe.

10. B crny4ae HeJoOCTaTOMHOCTU MPeACTaBIieHHbIX JKCTMepTy MaTepuarnoB Ans Aayu 3akioyeHusl aKcrnepT
obpallaeTcs K pyKOBOAWUTEMIO 3KCMEPTHOIO YYpeXXAeHWsi O MpedoCTaBlieHMn emMy HeoOXoauMbIX MaTepuarnos.
PykoBoguTens 3KCMEpPTHOrO YyYpexaeHust obpallaeTcs C COOTBETCTBYIOLLMM 3aMpOCOM B YMONHOMOYEHHbIN
dbenepanbHbIi OpraH UCMONMHUTENbLHOW BIAcTW, BblAaBLUMIA 3adaHUMe Ha NpoBedeHMe 3KCMepTM3bl OTHOLLEHUS
oXuaaemoi Mosnb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWUSI NeKapCTBEHHOro npenapaTta Ha OCHOBaHWMW OOKYMEHTa,
cofepxallero pesynbTaTbl MOHWTOpPUHTa 3PdEeKTUBHOCTM K 6Ge3onacHOCTU NekapcTBeHHoro npenaparta. B
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TeyeHne NATU paboumx OHei co OHS MOCTYNNeHUs 3anpoca PyKOBOAMTENS 3KCMEPTHOrO YYPEXOEHUS YKas3aHHbIN
dbenepanbHbIl OpraH UCNONMHUTENbHON BNacTU HanpasnseT 3asBMTeNo 3anpoc O NpeacTaBneHnn HeobXxoauMbIX
mMaTepuarnos, KOTOPbI MOXeT OblTb NepeaaH YNoNHOMOYEHHOMY NPeACcTaBUTENIO 3asiBUTENS NMYHO Noj, PacrnCcKy,
HanmpaBfieH Mo MoyYTe 3akasHbiM MUCbMOM WM MepedaH B 3MeKTPOHHOW ¢opMe Mo TeneKkOMMYHUKaLUOHHbIM
kaHanam cBsiau. B crnyyae HanpaBneHust 3anpoca ynoSIHOMOYEHHOro dedepanbHOr0 opraHa WCMOMHUTENbHOW
BI1ACTM MO MOYTE 3aKa3HbIM NMUCbMOM OH CYMTAETCS MOy4YeHHbIM MO UCTEYEHUM LLIECTU AHEW C AaTbl HanpaBneHus
3aKasHoro nMcbMa.

11. 3asButenb o00s3aH npefcTtaBuTb OTBET Ha 3anpoc  YMOSHOMOYEHHOro dheaepanbHOro opraHa
NCMNOMHUTENBHOW BNAcT B CPOK, HE MPEBbILLALWUNA LeCTUAECATN paboumx AHEN CO AHSA MOSyYeHUs yKa3aHHOro
3anpoca. YNosIHOMOYeHHbIM hedeparbHblii OpraH UCMOMNHUTENBHOW BNacTW, BblAaBLUMIA 3adaHWe Ha npoBefeHue
9KCMEepPTM3bl OTHOLUEHUS OXMAAEMOW NOSb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWsI NeKapCTBEHHOro npenapara Ha
OCHOBaHUM  OOKyMEHTa, coJepxallero pesynbtaTbl MOHWUTOpWMHra adpdektuBHocTn 1 6esonacHoCcTu
NeKapCTBEHHOro npenapara, B Te4eHne Natn paboumnx gHewn co OHSA MNOCTYNNeHNs OT 3asiBUTENS OTBeTa Ha 3anpoc
YNOMHOMOYEHHOro dheepanbHOro opraHa WCMNOMNHUTENbHOW BracTM HanpasnsieT 3TOT OTBET B 3KCNepTHoe
yupexgeHue. B cnyyae HenpencTaBneHust Mo UCTEYEHUM LUECTUAECATU paboumx OHEN 3asiBuTenem oTBeTa Ha
yKas3aHHbIA 3anpoc YrNosfIHOMOYEHHbIM hbefepanbHbii OpraH WUCMONHUTENbLHOW BMNacTW, BblAaBLUMWA 3ajaHue Ha
npoBefeHne 3KCNepTU3bl OTHOLLUEHUSI OXMAAEMOW MOMNb3bl K BO3MOXHOMY PUCKY NPUMEHEHUs NeKapCTBEHHOro
npenapaTta Ha OCHOBaHMWN AOKYMEHTa, COAEPKALLEro pe3ynbTaTbl MOHUTOPUHIa adeKTUBHOCTM U Be3onacHoCTH
nekapcTBEHHOro npenapaTta, B TedeHue Nty pabounx AHen HanpaBsnseT B 9KCNEepPTHOE yYpexaeHue yBegomrieHne
O HenpeacTaBrieHnV 3asiBUTENeM OTBETa Ha 3anpoc yka3aHHOro opraHa. Bpems co gHA HanmpaeBneHus 3anpoca
9KCMEPTHOro yypexaeHus B ynorHOMOYEHHbIN begepanbHbli OpraH UCMONMHUTENbHOW BAACTM OO OHS MOMyYeHus
9KCMEPTHbIM y4YpexgeHWeM OTBeTa Ha 3anpoc WM yBeAOMIIEeHUS O HenpeacTaBfieHWy OTBeTa Ha 3anpoc He
YUUTBIBAETCA MPU UCHUCIIEHUN CpOKa NPOBEOEHMS 9KCMEPTU3bl OTHOLLEHWUS OXWOAEMOWN MOMb3bl K BO3MOXHOMY
pUCKy MPUMEHEHUS IeKapCTBEHHOro npenapata Ha OCHOBaHUM [OOKYMeEHTa, coepallero pesynbTathbl
MOHUTOPUHra adhpeKTUBHOCTM U 6E30NacCHOCTM NIEKapCTBEHHOIO Npenapara.

12. B cpok, He npeBblalowWmi 4ecaTn paboymx gHEN CO OHS NOJTyYEeHUsT 3aKMioYEeHUS KOMUCCUN SKCMEPTOB
no pesynbTaTaMm 3KCNepPTU3bl OTHOLLEHUS 0XNOAEeMOK MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NeKapCTBEHHOMO
npenapaTa, COOTBETCTBYOLLUIN YNONTHOMOYEHHbIN heaepanbHbIil OpraH UCMOMHUTENbLHOW BRacTu:

1) ocyLlecTBRSET OLEHKY 3TOro 3aknyeHns Ans onpeaerneHns ero CoOoTBETCTBMS 3a4aHuio Ha NpoBeaeHne
yKasaHHOW 3KcnepTu3bl;

2) NpMHMMaeT peLleHne O NMOATBEPXKAEHUM rOCYAapCTBEHHON perncTpaunm NekapcTBEHHOro npenapara unm
06 oTKase B NOATBEPKAEHUM rOCYAAaPCTBEHHON PErMcTpaLmMm NekapCcTBEHHOIO nNpenapara;

3) BHOCMT MpW MPUHATUU PELUEHWST O MOATBEPXKOEHWM TOCYAAPCTBEHHON pEerucTpaumn rekapCTBEHHOro
npenaparta CBeAdeHVsi B roCydapCTBEHHbIN PEecTp fieKapCTBEHHbIX CPeACTB W BblaeT 3asBuTento GeccpoyHoe
perncTpaunoHHoe yaoCTOBEPEHME JIEKapCTBEHHOMO Npenapara.

13. OcHoBaHueM Onis oTkasa B NOATBEPXKOEHMN rOCygapCTBEHHOW perncrpauumn nekapcTBEHHOro npenapara
ABNAETCA 3aKMoYeHne COOTBETCTBYIOLLEro YrNosIHOMOYEHHOro doefeparnbHOro opraHa UCNOSTHUTENbLHOW BracTu O
TOM, YTO PUCK MPUYMHEHUS Bpeda 3[40pPOBbLI0 YeroBeKka UMW XMBOTHOrO BCNEACTBME Npuema rnekapcTBEeHHOro
npenapaTta npesblwaeT aPPHEKTUBHOCTb €r0 NMPUMEHEHMS.

(B peq. ®epepanbHoro 3akoHa oT 04.06.2018 N 140-d3)

14. B nepvog npoBefeHus npoueaypbl NOATBEPXAEHUS rOCyOapCTBEHHON perncrpauum NekapcTBEHHOro
npenapaTa ero obpaweHune B Poccunckon degepaumm He npuocTaHaBnMBaeTCs.

15. JonyckaeTcs obpalleHne nekapcTBEHHbIX NPenapaToB 4O WCTEYEHMS CpoKa rogHOCTU, MPOU3BeaEHHbIX
B TeYyeHue CcTa BOCbLMUOECATU KarneHOapHbIX AHeW nocne Aatbl MPUHATUS YNONMHOMOYEHHbLIM deaepanbHbIM
OpraHoMm UCMNOMHUTENBbHOW BiacTy peLleHns o NogTBepXOeHUN rocyaapCTBEHHOW pernctpauumn, B COOTBETCTBUN C
MHOpMaUmen, cogepxallencs B AOKYMEHTax perncTpaumMoHHOro 4OCbe Ha NleKapCTBEHHbIWM npenapaT Ao AaTtbl
NPUHATUA TAKOro peLLeHuns.
(B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

Ctatbst 30. BHeceHue U3MeHEHUA B [OOKYMEHTbL coaepxalecss B pPerucTpalmMoHHOM [0CLe Ha
3aperucTpMpoBaHHbIM JIeKapCTBEHHbM Npenapar A Me AULMHCKOro NpuMeHeHus

1. B uendx BHeCEHWs MU3MEHEHUNW B [JOKYMEHTbl, coepXallnecd B perucTpauuMoHHOM [OCbe Ha
3aperncTpupoOBaHHbIN NEKAPCTBEHHbLIA NpenapaTt Ansi MeguuMHCKOro NPUMEHEHWd, aepxatenb wnu Bnagenew
perncTpaLmoHHOro yaoCTOBEPEHUS NEKapCTBEHHOro npenapaTta UM yrnoriHOMOYEHHOe UM Apyroe opuanyeckoe
nuuo (ganee B HacTosWen cTaTbe - 3asiBUTENb) MNpPeAcTaBnsieT B YNONHOMOYEHHbLIN defepanbHbI opraH
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WCNOSNHUTENBLHOW BracTy 3asiBfieHWe O BHECEHUUN Takux U3MEeHeHUN rno opmMe, yCTaHOBMNEHHOMW YNONMHOMOYEHHbIM
hbeneparnbHbIM OpraHoM UCMOMHUTENbHOW BNAcTu, 1 Npunaraemble K HeMy U3MeHEeHUs B YKa3aHHble JOKYMEHThI, a
TakKe JOKYMEHTbI, MOATBEPXKAAOLLME HEOOXOAUMOCTb BHECEHUS TAKUX U3MEHEHWN.

(B pea. PenepanbHbIx 3akoHOB OT 22.12.2014 N 429-93, o1 04.06.2018 N 140-93)

1.1. Tpn HeoOBXOOUMOCTU BHECEHWsI B LOKYMEHTbI, COAEepXalimecs B PerucTpauvoHHOM [OCbe Ha
3aperucTpupoBaHHbIN NeKkapcTBEHHbIM npenapaT ANns MeULUHCKOTO MNPUMEHEHWUS, U3MEHEHWUN, yKa3aHHbIX B
NyHKTe 3 YacTu 2 HacTosILEN cTaTbl U TPEDYOLLMX NPOBEAEHUS IKCMEPTU3bl KAYEeCTBa JIEKapCTBEHHbLIX CPEACTB,
3aaBuUTenb OOMNOMHUTENBbHO NpeacTaBnsieT B YNOMHOMOYEHHbI dhefepanbHblii OpraH UCMNOMHUTENbHOW BriacTu
cBefeHna o paaTte npefocTaBneHus U pernctpaumoHHOM Homepe JULEH3MW Ha NPOoU3BOACTBO JIEKapCTBEHHbIX
CPeAcTB unu cBefeHua O pate npefoCTaBreHus U perucTpauMoHHOM HOMepe 3aKIloYeHUs O COOTBETCTBUU
nNpon3BoaUTENsl NeKapCTBEHHbIX CpeacTB TpeboBaHUsIM MpaBun Hagnexallen npoM3BOACTBEHHOW MPaKTUKW,
BblJaHHbIX (MPedoCTaBNEHHbIX) YMONTHOMOYEHHbIM edepanbHbIM  OpraHoOM  MCMOSMHWUTENbHON BRactu B
OTHOLUEHUM WM3MEHEHHON W (Mnn) OOMOSIHEHHOW MPOWM3BOACTBEHHOW MNMOLWAAKW NeKapCTBEHHOro npenapara, B
cny4vae, ecrnv Mpou3BOACTBO JIEKApPCTBEHHOrO npenaparta ocyulecTensetca B Poccuiickon degepaumn, nubo
cBefeHus o0 aate npefocTaBneHus U perucTpauumoHHOM HOMepe BblAaHHOW YNOMHOMOYEHHbIM OpraHOM CTpaHbl
npomnsBoauTens NUUEH3MM Ha MNPOU3BOACTBO NEKapCTBEHHOro npenapata WM ee NepeBo Ha PYCCKUN A3biK,
3aBepeHHble B YCTaHOBNEHHOM MNopsake, a Takke cBeaeHua o AaTte npenoctaBneHnsa n pernctpaumMoHHoOM Homepe
3aKMYEHNST O COOTBETCTBMU MNPOM3BOAMTENS JEKapCTBEHHbLIX CPeACcTB TpeboBaHUSAM MNpaBun Hagnexallen
NPON3BOACTBEHHOW MPaKTUKK, BbIAAHHOMO YNOMHOMOYEHHbIM beiepanbHbIM OpPraHoOM UCMONHUTENBHON BNacTu B
OTHOLLUEHUU U3MEHEHHOW W (MNK) OOMNOMHEHHOW MPOM3BOACTBEHHOMW MIOLLAa[KM NeKapCTBEHHOro npenapaTta, unu
cBefeHua O JaTe MnpefocTaBrieHUs U perucTpaumMoHHOM HOMEpe pelleHMst YNONTHOMOYEeHHOro degepansHoro
opraHa MVCMOMHUTENbHOW BNacTu O MNPOBEAEeHUN MHCMEKTUPOBAHUA NPOW3BOAMTENSA NEeKapCTBEHHbIX CPeAcTB B
crnydae, ecnu npoM3BOACTBO JIEKAPCTBEHHOrO MpernapaTa OcCylwecTBnseTca 3a npegenammn Poccuiickon
depepauuu.

(vactb 1.1 BBegeHa PenepanbHbiM 3akoHOM OT 04.06.2018 N 140-d3; B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)

1.2. lpn Heob6XoOUMOCTM BHECEHMSI B [OOKYMEHTbl, COOEpXalMecss B pPEerucTpauMoHHOM [OCbe Ha
3aperncTpupoOBaHHbIN NIEKapCTBEHHbIM NpenapaTt And MeauUMHCKOrO MNPUMEHEHUS, U3MEHEHWH, YKasaHHbIX B
NMyHKTE 4 4acTn 2 HacTosILLEen cTaTb N TPeOYOLWMX NPOBEAEHNST SKCMEPTU3bl KAYeCTBa JIEKapCTBEHHbIX CPeacTB,
3asgBMTENb OOMOMHUTENBHO MpeacTaBnseT B YNOSIHOMOYEHHbIN dpefepanbHbld OopraH UCMOMHUTESNBHOW BracTu
cBefeHna O Jarte npefoCTaBrieHUs U perucTpaunoHHOM HOMeEpe NULEH3UM Ha MPOU3BOLCTBO JIeKapCTBEHHbIX
CpeacTB wInM cBefeHna O pate NpefoCTaBfeHUs W perucTpauMoHHOM HOMepe 3aKSlio4eHUs O COOTBETCTBUU
npon3BoauTENs NeKapCTBEHHbLIX cpeacTB TpeboBaHMSIM MpaBUN Haanexallen Npou3BOACTBEHHON MNPaKTUKW,
BblAaHHbIX (NPedoCTaBMEHHbIX) YNONMHOMOYEHHbIM defeparnbHbiM  OpraHoM WUCMOMHUTENbHOW Bnactu B
OTHOLLEHMM NPOU3BOACTBEHHOW MMOLWAAKM FNeKapCTBEHHOro npenaparta, B CryYyae, ecnv npou3BOACTBO
nekapcTBEHHOro npenapaTta ocyliectensieTcs B Poccunckon ®enepaumm, nmbo ceefeHns o gate npegocTaBnieHns
W perucTtpaLmMoHHOM HOMepe BblAaHHOM YMNOMHOMOYEHHbLIM OpraHoOM CTpaHbl MNPOU3BOAMTENS NUUEH3UUM Ha
NpPoOu3BOACTBO NIEKAapCTBEHHOrO Mpenapata U ee nepeBof Ha PYCCKUMA A3blK, 3aBEpPeHHble B YCTAHOBMEHHOM
nopsake, a Takke CBefeHus O Jate npefocTaBfieHUA U PerncTpaumMoHHOM HOMEpPE 3aKIioYeHUs O COOTBETCTBUM
Npon3BOOUTENS JEKAapPCTBEHHbLIX CpeacTB TpeboBaHMAM MpaBun Hagnexawen NpPon3BOACTBEHHON MNPaKTUKW,
Bbl4A@HHOMO YMNOMIHOMOYEHHbLIM (heaeparibHbIM OpraHOM UCMONHUTENbHOW BAcTU B OTHOLLEHUN NPOM3BOLCTBEHHOM
nrowankM nekapcTBeHHOro npenapara, win cBefdeHus O AaTe MpefoCTaBfieHUs U pernctpauyoHHOM Homepe
peleHnsa yrnonHOMOYEHHOro dedepanbHOro opraHa MCNOSIHUTENBHOW BNacTM O NPOBEOEHUM UHCNEKTUPOBAHNUA
Nnpou3BOOUTENA JeKapCTBEHHOro cpeactea B cnyyae, ecnv  MPOM3BOACTBO JIEKAPCTBEHHOro npenapara
ocyllecTBnseTcsd 3a npegenamu Poccuiickon degepaumu.

(vacTb 1.2 BBegeHa PepepanbHbiM 3akoHOM 0T 04.06.2018 N 140-93; B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)

1.3. TpuHATME peLLeHns O BHECEHUN U3MEHEHMI unn o6 OTka3e BO BHECEHWM M3MEHEHUN B LOKYMEHTbI,
cogepxawimecs B PerucTpauMoHHOM [OCbe Ha 3aperncTpuMpoBaHHbI  NEKapCTBEHHbIM MpenapaT Ans
MEOMUMHCKOTO MPUMEHEHMS, B Criyd4ae HeOoOXOAMMOCTU MNPOBEAEHMST SKCNEpPTM3bl KadecTBa JleKapCTBEHHbLIX
CpeacTB u (Unu) akcnepTusbl OTHOLLEHUS OXUOAeMON MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro
npenapaTta Ans MeLUUUHCKOro MPUMMEHEHUSI OCYLLECTBMSIETCA B CPOK, HE MpEeBbIIAWUA OeBAHOCTa paboymx
OHel, a B oOcCTamnbHbIX Cry4asix B CpPOK, He MpeBbllalwmin Tpuauatu paboumx [Hel CO [HSA NPUHATUS
YNOMHOMOYEHHbIM hefepanbHbIM OpraHoOM UCTMONHUTENBHON BNACTU 3asiBfIEHUS O BHECEHUUN TaKUX U3MEHEHUI.
(vacTb 1.3 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

1.4. YNonHoMouYeHHbIn pedepanbHbIi  OpraH  UCMOMHUTENbHOW BRactM C  Yy4eTOM pes3ynbTaTos
dhapmakoHaz3opa M NPOBEPOK COOTBETCTBUS JIEKAPCTBEHHLIX CPeACTB, HAXOASALMXCSA B rpaXxgaHckoM obopoTe,
YCTaHOBIEHHbIM TpeboBaHMAM K WX KayecTBy B Te4yeHWe [ecATn paboumx [HeW CO OHs MOCTYNSeHus
COOTBETCTBYIOLLEN WHOpMaUMN pa3MellaeT Ha cBoeM oduuuansHoMm cante B cetu "HTepHeT" cBegeHusa o
He0oOXO4MMOCTU BHECEHWSI B MHCTPYKLMIO NO MEAULIMHCKOMY NPUMEHEHMWIO NTEKapCTBEHHOIO Npenaparta U3MeHeHWi
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B OTHOLLEHUWN CBEAEHUIN O NOKa3aHUsX Ans NPUMMEHEHUS U NMPOTUBONOKa3aHUAX A51s NPUMEHEHUS NekapCTBEHHOro
npenapaTa, BbISIBIEHHbIX MOOOYHbLIX AEWCTBUSX, HEXEeNaTemnbHbIX Peakuusax npyv NPUMEHEHUMU fEeKapCTBEHHOMO
npenapaTta U yBegoMnsieT 06 3TOM B 3NEKTPOHHON (DOpPME MIU MUCbMEHHOW ¢hopme (Ha BymakHOM HocuTene)
aepxatens wnvM  Bragenbua  PerMcTpauMoHHOro  YOOCTOBEPEHWS  feKkapCTBEHHOro npenapata  (Mnu
YMOSTHOMOYEHHOE MM Jpyroe lopuaudeckoe nvuo), a Tawkke AepxaTenend unu BriagenbleB perncrpalyoHHbIX
YOOCTOBEPEHUI NEKAPCTBEHHbIX NpenapaToB (MM YMONIHOMOYEHHbLIX UMW OPYrUX HOPUANYECKMX NUL), KOTOpble
ABNAIOTCA B3aMMO3aMeHSAeMbIMMU.

(yacTb 1.4 BBegeHa PenepanbHbIM 3aKOHOM OT 27.12.2019 N 475-03)

1.5. depxatenb unu Bnageney, permcTpaunmoHHOro yAOCTOBEPEHUS NeKapCTBEHHOro npenaparta, a Takke
aepxartenu unu  Briagenblbl  PErmcTpPauuoOHHbIX  YAOCTOBEPEHUIA  NIEKAPCTBEHHbIX npenapatoB  (Mnwu
YNOS/IHOMOYEHHbIE MMWU APYrMe pUAMYECKME §nuua), KOTOpble SABMSIOTCA B3aMMO3aMeHsiEMbIMU, 00s3aHbl
npeacTaBUTb B YNOSHOMOYEHHbIM dhefepanbHbld OpraH WCMOMHUTENbHOW BRacTu 3asiBlieHUS O BHECEHUU
N3MEHEHNN B OOKYMEHTbI, cogepXallmecs B perucTpaunoHHbIX AOCbe Ha 3aperucTpupoBaHHble fEeKapCTBEHHbIE
npenapatbl ANs  MEeOUUMHCKOrO MPUMEHEHUsl, B OTHOLWIEHMWM CBeAEHWUN, YKasaHHbIX B WHCTPYKUUM MO
MeOULMHCKOMY MPUMEHEHMIO NTEKAaPCTBEHHbIX NPEnapaToB, B TeYeHMe COpoka paboymx OHEN CO OHSA pa3MeLleHust
YNOMHOMOYEHHbIM dheepanbHbiM OpraHOM MCMOMHUTENbHOW BRacTn WHpopMaumu, ykasaHHonm B 4actu 1.4
HacToswen cTtatbl. [daHHoe TpeboBaHWE He pacnpoCTpaHSeTCss Ha CllydYan BHECEHWS B WHCTPYKUMIO MO
MEeOMLMHCKOMY MNPUMEHEHUNIO NEKapCTBEHHOro mnpenapaTa WU3MEHEeHWA B OTHOLUEHWW HOBbIX MOKa3aHwi Ans
NpPUMEHEHUS NTekapCTBEHHOro nNpenapaTta Ha OCHOBaHUK pe3yrnbTaToB COOTBETCTBYIOLLMX UCCIELOBaHNA.

(vactb 1.5 BBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

2. SKcnemesa NeKapCTBEeHHbIX CpeaCTB B 4YaCTU 3KCMNEPTU3bl Ka4eCTBa JIEKapCTBEHHOIO cpeactea un (MJ'II/I)
9QKCNEPTU3bl OTHOLLEHNA 0Xngaemon nosnb3abl K BO3MOXHOMY PUCKY NPpUMEHEHNA NeKapCTBEHHOIo npenapara and
MEeONUMHCKOIro npMMeHeHuAa npoBoguUTCA B Cllydae BHeCeHUd N3MEHEHNN B OOKYMEeHTbI, cofepxallnecda B
permcTtpaumMoHHOM OCbe Ha 3apeFMCTpMpOBaHHbII7I J'IeKapCTBeHHbII7I npenapat, B OTHOLLEHUU:

1) cBeaeHun, YKa3aHHbIX B MHCTPYKUMX NO MEONLNMHCKOMY NPUMEHEHUIO NNeKapCTBEHHOrro npenapara:

a) nekapcTBeHHasi hopMa C ykazaHWEM HaMMEHOBaHWUI U KONMYECTBEHHOIO COCTaBa AENCTBYIOLLMX BELLECTB
M KayeCTBEHHOr0 cocTaBa BCroMoraTesnbHbIX BellecTB (npyv HeobXoAMMOCTM KONMYECTBEHHOro cocTaea
BCMoOMoraTesbHbIX BELLECTB);

6) dapmakognHamuka W apMaKoKMHETMKA (3@ WCKIOYEeHUMEM (hapMaKOKMHETMKM TFOMeOoNnaTUYeCcKux
rieKapCTBEHHbIX MPenapaToB Y PaCTUTENbHbIX JTIEKAPCTBEHHBIX NpenapaToB);

B) NoKasaHwusi Ans NpUMEHEHUs;
r) NPOTVBOMNOKa3aHUs Ans NPYMEHEHUS;
[) Mepbl NPegoCTOPOXHOCTU NPY NPUMEHEHWNU;

e) YKa3aHne BO3MOXHOCTU U ocobeHHocTEN NnpUMEeHeHNA nekapCcTtBeHHOro npenapara gnda megununHcKoro
NPpUMEeHEeHUsA 6epeMeHHbIMI/I XEeHLMHaMN, XeHWwnHamMmmn B nepuo rpyaHoro BCKapmMmnnBaHua, etbMmn, B3pOCIribiMU,
MMerLmnMmn XpoHn4yeckmne 3aboneBaHus;

)K) pexumm [Oo3npoBaHnA, crnocobbl BBEOEHUS U NpUMEHEHNA, npu HeobxoaMMocTun BpemMA npuema
NekapCTBEHHOro npenapara, NpoAOJIKUTESNTbHOCTb Jle4eHNdA, B TOM Hucne y JeTen 10 1 nocne oJHOro roaa;

3) BO3MOXHble MOBOYHblE [OEWCTBUS UM HeXenaTeSibHble peakuuu Mpyu NpUMEHEeHUU FeKapCTBEHHOro
npenapara;

1) CUMNTOMbI NEPEAO3NPOBKU, MEPbI MO OKa3aHUIO NMOMOLLY NPU NEPELO3VPOBKE;
K) B3auMoAenCTBIE C APYIMMU NTIEKapCTBEHHbIMK NpenapaTtamu 1 (Unu) NULLEBbIMU NPOoaYKTaMU;
n) dhopMbl BbiMNycka fekapcTBEHHOro npenapaTa;

M) ykasaHue (MpyM HeoGXOAMMOCTW) OCOBEHHOCTEeN [OEeUCTBUSA NEeKapCTBEHHOro npenapata Npu nepsoM
npueme Unu npu ero oTMeHe;

H) cBeaeHnA O BO3MOXHOM BIIMAHUM NEeKapCTBEHHOro npenapara Aand MeanunHCKOro npuMeHeHUA Ha
CMoCcoOHOCTb ynpaendaTb TPAHCNOPTHbLIMU CpeaCcTBaMn, MEeXaHU3MaMU;

0) CPOK rogHOCTN N yKa3aHue Ha 3anpet NpuMeHeHusa neKapCTBeHHOro npenapara no UucredeHmnm cpoka
roaHOCTU;

n) YCroBusi XpaHeHus;
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p) YCNOBUS OTMYCKa;
2) cocTaBa nekapcTBEHHOro nNpenapaTa Ans MeguLUMHCKOro NPUMEHEHUS;
3) U3MeHeHUs MecTa NPOU3BOACTBA NIEKApPCTBEHHOIO NpenapaTa Ans MeAULMHCKOTO NPUMEHEHUS;

4) N3MEHEHNA NMoKasaTenen kayecTsa JNIeKapCTBEHHOro npenaparta gna meanunHCKoro npuMeHeHna mn (MJ'II/I)
MEeTOOO0B KOHTPOJ1A Ka4eCTBa JieKapCTBEHHOIO npenapata anda MegnumnHCKOro npuMeHeHua,

5) M3MEeHEeHNA CpoKa rogHOCTU J1eKapCTBEHHOIO npenaparta Ana MeaunumnHCKOro npuMeHeHus,;

6) cBegeHMn 0 HEOBXOAMMOCTM BHECEHNSI MHBIX UBMEHEHWI B MHCTPYKLMIO MO MEANLIMHCKOMY MPUMEHEHUIO
JNlekapCTBEHHOro npenapaTa, a TakKe B WHble [OKYMeHThbl, coaepXaluneca B perncrpauuMoHHOM [docbe Ha
3aperucTpupoBaHHbIN NekapCTBeHHbI npenapat. [lpu 3ToM pelleHve O NPoBeAEeHUMM IKCMepTU3bl KayecTBa
NeKapCTBEHHbIX CPeacTB U (MNK) aKCNepTU3bl OTHOLLEHUS OXMAAEMOWN MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
neKkapCcTBEHHOro npenapata Angd MeOULUHCKOro MpUMEHEHUsS MPUHUMAaEeTCs B COOTBETCTBUM C YTBEpPXOEeHHOW
YNOMHOMOYEHHbIM defeparnbHbiM OpraHOM MCMOMHUTENbHOM BNacTu knaccudukaumen naMeHeHun, BHOCUMbIX B
OOKYMEeHTbI, cogepXallmecs B permcTpaumoHHOM J0Cbe Ha 3aperncTpupoBaHHbIv NekapcTBEHHbIN npenapar.
(yacTb 2 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. BasBuTenb BnpaBe npeacTaBUTb MO COOCTBEHHOW WHWLMATUBE BMECTE C 3asiBIEHWEM O BHECEHMWU
U3MEHEeHNA B AOKYMEHThI, coaepKallneca B perncTpalmMoHHOM J0Cbe Ha 3apermcTpUpoBaHHbIN feKkapCTBEHHbIN
npenapaTt Ans MeOULUUHCKOro MNpUMEHEHUs, KOMUU [OOKYMEHTOB, MOATBEPXAAloLMX ynnaTy rocyaapCTBEHHON
MOLUMMHbI 32 BHECEHWe B [JOKYMEHTbl, COAepxaliuecs B permcTpauuoHHOM [O0Cbe Ha 3aperMcTpyMpoBaHHbLIN
nekapcTBEHHbIN npenapaTt Anst MeAVMLMHCKOTO NPUYMEHEHWs, U3MEeHeHun, Tpebylowmnx npoBedeHus aKCnepTu3bl
NeKapCcTBEHHbIX CPEeACTB B Y4acTuM IKCNEepTM3bl KadecTBa J1eKapCTBEHHOrO CpeacTtBa M (Mnv) aKcnepTu3bl
OTHOLUEHUS OXMOaemMon norib3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS FeKapCTBEHHOro nmnpenapata Ans
MEeAMLMHCKOro NPUMEHEHUs, rocyJapCTBEHHOW MOLWMWHLI 3a BHECEeHWe B [OOKYMEHTbl, coAepxalwuecs B
perncTpaumoHHOM O0Cbe Ha 3apermcTpupoBaHHbIN NeKapCTBeHHbIM npenapaTt Ans MeguuMHCKOro NpUMEHEHMS,
N3MeHeHU, He TpeOyLWwmnx MNpPOBEAEHNS 3KCMEPTU3bl JIEKAPCTBEHHOrO CPEACTBa, a Takke BblOaBaeMble
(NpepocTtaBnsiemble) YNOMHOMOYEHHbIMW  hpeaepanbHbIMU - OpraHamMm  UCMOMHUTENBHOW BAacTU  OOKYMEHThI
(cBegeHus), ykasaHHble B YacTsx 1.1 n 1.2 HacToswen ctatbn. B crnyyae ux HenpeacTaBneHnst ynoiHOMOYEHHbIN
benepanbHbil OpraH WCNONHUTENBHOW BMNACTW 3anpallvBaeT YyKa3aHHble OOKYMeHTbl (CBedeHusl) B nopsiake
MEeXBeJOMCTBEHHOro MHPOPMAaLIMOHHOIO B3anMOLEeNCTBUS.

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

4. B TeuyeHne pecatn pa6oql/|x OHen co AHsA NOCTynneHnAa YyKa3aHHOro B 4acTu 1 HacTosien crtaTtbu
3asBNeHnst 1 HeoBXOANMbIX LOOKYMEHTOB yI'IOJ'IHOMO‘-IeHHbII7I cbep,epaanblPl opraH NCMNONHNTENbHON BNACTu:

1) NpPOBOAUT NPOBEPKY MOMHOTHI M [AOCTOBEPHOCTU CBEOEHWUN, CoAdepXKaliuMxcs B MNpeAcTaBreHHbIX
3asBuTENEeM matepuanax;

2) NpVHUMaeT pelleHne O MPOBEAEHUM YKasaHHbIX B YacTUM 2 HACTOSLeN CTaTbl COOTBETCTBYHOLLMX
9KCMEepTU3 NIEKapPCTBEHHOrO CpeacTBa Ui 06 oTkase B UX NPOBEAEHUU;

3) yBeAOMNSAET B 3NEKTPOHHON MM NMUCbMEHHOW hOpMe 3asiBUTENSA O MPUHATOM PELUEHUUN UMK B Cryvae
MPUHATMSA pelleHns 06 0Tka3e B NPOBEAEHMN COOTBETCTBYIOLLEN SKCNEePTU3bl C yka3aHUeM MPUYMH Takoro oTkasa.
(B peqg. depepanbHoro 3akoHa oT 22.12.2014 N 429-03)

4.1. B cnyyae BbISIBNEHNST HEOOCTOBEPHOCTN CBEAEHWUN, codepXallnxcs B NpeAcTaBneHHbIX 3asiBUTEneMm
MaTepuanax, ynoslHoMOYEeHHbIN dhedepanbHbI OpraH UCMOMHUTENbHOW BracTy HanpaensieT 3asaBUTENO 3anpoc 06
YTOYHEHUN YyKa3aHHbIX cBedeHun. [laHHbli 3anpoc MoxeT ObiTb nepedaH yMNonHOMOYEHHOMY MNPeACTaBUTENO
3aABMTENS NIMYHO NOA PacnMCcKy, HanpasBneH Nno NoYTe 3akasHbiM MMCbMOM UV NepeaaH B ANEKTPOHHOW hopme Mo
TENeKOMMYHVKAUMOHHBIM KaHanam cBa3n. B cnydyae HanpaBneHuss gaHHOro 3amnpoca Mo MoyTe 3akasHbIM
MMCbMOM OH CYMTAETCS MOMyYEHHbIM MO UCTEYEHWUM LLECTU OHEW C AaTbl HAaNpaBeHWs 3aKka3Horo NMcbma.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asgButenb o06s3aH MpefcTaBUTb OTBET Ha 3anpoc  YMOSIHOMOYEHHOro deaepanbHOro opraHa
NCMNOMHUTENBHOW BlaCTU B CPOK, HEe MpPEBbIAWMN AeBAHOCTa paboumx AHEeM CO OHA MONyYeHus OAaHHOro
3anpoca. Cpok, yKa3aHHbIN B 4acTu 4 HACTOsILLEN CTaTbW, MPMOCTAHABNMBAETCS CO AHSA HaMpaBrneHUs 3asiBUTEN0
3anpoca ynosIHOMOYEHHOro dheeparnbHOro opraHa MCMOMHUTENbHOW BAacTu OO AHS MOMyYeHUss MM OTBeTa Ha
OaHHbIA 3anpoC M He Y4YMTbIBAETCH MPUM WCHUCIIEHWW CPOKa MPUHSATUSA pELUEeHWS O BHECEHWM W3MEHEHWA B
OOKYMEHTbI, CoOAepXallmecs B PErMcTpauMoHHOM J0Cbe Ha 3aperMcTpupoBaHHbIA NekapCTBEHHbIV NpenapaTt ansi
MEeOULMHCKOro NPUMEHEHUS.

(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)
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5. OcHOBaHMeM Ans OTKa3a B NPOBEAEHMU YKa3aHHbIX B YacTU 2 HACTOSLEN CTaTbM IKCMEpPTU3 siBNseTcs
npeacTaBrneHme [OKYMEHTOB, MepeyucrieHHblx B 4Yactax 1 M 3 HacToswen crtatbl, B HEMOIHOM O0beme,
HenpeacTaBrneHne 3asiBUTENEM B YCTAHOBMEHHbLIN CPOK OTBETa Ha YKa3aHHbI B YacTu 4.1 HacTosllen cTaTbu
3anpoc ynonHOMOYEHHOro peaeparnbHOro opraHa WCMNOMHUTENbHOW BNAacTW, a Takke OTCYyTCTBME B
NpeLcTaBMNeHHbIX JOKYMEHTaxX LOCTATOYHbIX CBEAEHWUI, MOATBEPXKOAIOLLMX HEODXOAUMOCTE BHECEHUS U3MEHEHUIA,
UnNu oTCcyTCTBME MHOPMaLMK, noaTBepXaatoLLen dhakT ynnaTbl rocyaapCTBEHHbIX MOLUMUH, YKa3aHHbIX B YacTu 3
HacTosILLEen cTaTbu.

(B pea. PenepanbHbix 3akoHoB oT 25.11.2013 N 317-93, o1 22.12.2014 N 429-$3)

6. YkasaHHble B 4acTu 2 HaCTOsILLEN CTaTbU 3KCMEePTU3bl NPOBOAATCA B MOPSAKE, YCTAHOBNEHHOM CTaTbeN
23 HacTosiwero PegepanbHOro 3akoHa.

7. B cpok, He npeBbILlaoWwmnin AecsatTn padboumx QHEN CO OHSI NOMNYyYEeHNUsT 3aKMYEHMIN KOMUCCUIA SKCNIEPTOB MO
pesynbTataM YyKa3aHHbIX B 4YacTW 2 HacCTosen cTaTbM 3KCMEepTU3, YNONHOMOYEHHbIN bedepanbHbIi OpraH
WCMOSTHUTENbHOWN BNACTHU:

(B peqa. ®epepanbHoro 3akoHa oT 22.12.2014 N 429-03)

1) NPUHMMAET peLleHne O BHECEHUM U3MEHEHUIA B JOKYMEHTbI, CoAepXallimecs B perMcTpaumMoHHOM oCbe
Ha 3aperncTpUpoBaHHbI NEeKapCTBEHHbIV NpenapaTt Ans MeauLMHCKOro NpUMeHeHus, unm ob oTkase BO BHECEHU
TaKNX U3MEHeHWN;

2) BHOCWUT B TOCYdapCTBEHHbIN PEeecTp JIeKapCTBEHHbIX CPEACTB HAa OCHOBaHWM PELLUEHUS O BHECEHWU
N3MEHEHUIA B JOKYMEHTbI, COAepKallMecss B PErmcTpaLuuoHHOM [OCbe Ha 3aperncTpypOBaHHbIN NEKapCTBEHHbIN
npenapar ans MeguuUMHCKOro NPUMEHEHNs!, HEOGXOAMMbIE U3MEHEHMS U BO3BpaLLaeT UX 3asBUTENIO;

3) BbloaeT 3asiBUTEN0 HOBOE perncrpauvoHHoe YAOCTOBEepeHWe NeKapCTBEHHOro MpenapaTa B cryyae
N3MeHeHNs cBefeHWI, CoaePXKaLLNXCH B HEM.
(n. 3 BBeaeH dPepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8. OcHoBaHveM [Assi oTkas3a BO BHECEHUM M3MEHEHWUI B OOKYMEHTbI, coepKalimecs B pernctpalunuoHHOM
[OCbe Ha 3aperncTpuvpoBaHHbLIA JIeKapCTBEHHbIM npenapaT Ans  MEAUUMHCKOrO MPUMEHEHUs, SBrsieTCs
3aKIt04YeHre YMOTHOMOYEHHOTO dhefeparnbHOro OpraHa WCMOMHUTENbHOW BMACTM O BO3MOXHOCTM CHUXKEHUS
GesonacHoCTU, kayecTBa, 3hHEKTUBHOCTY NEKAPCTBEHHOTO CPEACTBA B Cly4ae BHECEHWUS TAKUX U3MEHEHWIA.

9. [lonyckaeTcs obpalleHne nekapCTBEHHbIX NMpenapaToB AN MeOULMHCKOrO MPUMEHEHUS 00 UCTeYeHUus
CpoOKa rogHOCTU, NPOU3BEAEHHbIX B TeYeHMe CTa BOCbMUAECATM OHEW nocre AaTbl NPUHATUSA YNOSTHOMOYEHHbIM
deaepanbHbIM OpraHoM UCNOSTHUTENBHOM BNacTU peLleHns O BHECEHNN N3MEHEHU B AOKYMEHTbI, cogepalumecs
B pPerMcTpauynoHHOM [OCbe, B COOTBETCTBUM C UHGOPMaLUEn, cogepXallenca B OKYMEHTaxX pernctpaumoHHOro
[OCbe Ha flekapCTBEHHbIN NpenapaTt 4o AaTbl NPUHATUS TAKOro peLleHus.

(vacTb 9 B peqn. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

10. MpaBuTtenbctBO Poccuickon degepaumm BrnpaBe YCTaHOBUTb OCODEHHOCTU BHECEHUS U3MEHEHWI B
OOKYMEHTbI, CoAepXalimecs B perMcTpauyoHHOM A0Cbe Ha 3aperMcTpupoBaHHbIV NeKapCTBEHHbIN npenapaTt ans
MEeOMUMHCKOTO MpUMEHeHMs, B crny4vae gedekTypbl MM pucka BO3HMKHOBEHMS OedeKkTypbl NeKapCTBEHHbIX
npenapaToB B CBSI3W C BBeeHNEM B OTHoLLeHUn Poccuiickon deaepaumm orpaHuInTenbHbIX Mep 3KOHOMUYECKOro
XapakTepa.

(4yacTb 10 BBegeHa PenepanbHbiM 3akoHOM OT 08.03.2022 N 46-93)

Ctatbs 31. BHeceHMe UW3MEHEHMA B [OOKYMEHTbl COAepXalecs B pPerucTpalmMoHHOM [0CLbe Ha
3aperucTpupoBaHHbM NleKapcTBEHHbM NpenapaT Ayl BeTepMHapHOro NpUMeHeHUst

1. B uenax BHeCEHWsT MU3MEHEHUNW B [JOKYMEHTbl, coepxXallmecd B perucTtpauuMoHHOM [OCbe Ha
3aperMcTpupoBaHHbIV NEKAPCTBEHHbIN NpenapaTt Ans BeTepuMHapHOro MpUMMEHEHWs, AepXaTenb unu Bnagerney,
pervcTpaumoHHOro yaoCTOBEPEHUS NIEKapCTBEHHOMO npenapaTta Uiu yrnosIHOMOYEHHOE MM OpYyroe opuandeckoe
nuuo (Oanee B HaCTOsIWEN cTaTbe - 3asBUTENb) MNPEACTaBMSiET B YMOJTHOMOYEHHLIN doeaepanbHbI opraH
NCMNOMHUTENBHOW BMacTu 3asBIieHNE O BHECEHWUM TaKNX M3MEHEeHW Mo oopmMme, yCTaHOBNEHHOW YNONHOMOYEHHbIM
degepanbHbIM OpraHoM UCMOMHUTENBHOW BrAcTu, U NpuraraemMble K HeMy U3MEHEHMWS B yKa3aHHble JOKYMEHThI, a
Takke [OOKYMEHTbl, noaTBepxaallme HeOOXOAMMOCTb BHECEHUst Takux W3aMeHeHun. [pu HeobxoamMmocTu
BHECEHUS U3MEHEeHWA B [OKYMEHTbI, coepXaliMecd B perncrpaumoHHOM [0Cbe Ha 3aperMcTpyMpoBaHHbLIN
NneKapCTBEHHbI npenapaTt Ans BETepUHAPHOro MNpUMEHEHWs, B Chnydasx WU3MeHeHus U (Unu) AonosiHeHud
NPOM3BOACTBEHHOW MMOLLaAKM FEeKapCTBEHHOrO CpeacTBa, a Takke W3MEeHeHWs nokasaTenen KadyecTtsa
neKkapcTBEHHOro npenapata Ans BeTEpUHApPHOro npuMeHeHus un (MnM) MEeToOOB KOHTPONs KayecTsa
neKapCcTBEHHOro npenapaTta Ans BeTepuHapHOro nNPUMEHEHUs 3asBuUTerNb [AOMOMHUTENbHO nNpeacTaBnseT B
YMNOSTHOMOYEHHbI dhefeparnbHbI OpraH UCMONHUTESNBHON BNACTU CrieayoLlmMe AOKYMEHThI (CBEAEHWS):
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(B peqg. ®epepanbHoro 3akoHa ot 27.12.2019 N 478-03)

1) cBegeHuss o pare npegocTaBNeHUA W PErncTpauMoHHOM HOMEPE JMUEH3NMM Ha MNpOoM3BOACTBO
NneKapcTBEHHbLIX CpeacTB, NPeaoCTaBfEHHOM NPOM3BOAMTENIO NEeKapCTBEHHOro npenapaTta Afs BeTepuHapHOro
NPUMEHEHNS, ANt POCCUNCKMX NPON3BOAUTENEN;

(B peqa. ®eapepanbHoro 3akoHa ot 27.12.2019 N 478-03)

2) cBegeHus o paTe npedocTaBfeHust UM PerucTpauMoHHOM HOMEpe JMUEH3MM Ha MpPOM3BOACTBO
NEKapCTBEHHbIX CPEACTB, MPefOoCTaBIIEHHOW npoumsBoauTento ¢apMaueBTUYECKON CyOCTaHUMK, BXOOSLLEN B
COCTaB flekapCTBEHHOrO npenapara 4ss BeTepuHapHoro npMMeHeHus, Ans pOCCUNCKNX NPoU3BoanTenen;

(B pea. ®enepanbHoro 3akoHa ot 27.12.2019 N 478-d3)

3) Konusi [OKYMEHTa, BbIJAHHOIO YMOSTHOMOYEHHBLIM OPraHoM CTpaHbl MPOU3BOAUTENSA LNsl  Kaxaow
NMPOM3BOACTBEHHOW  MIOWAAKM  JIEKAPCTBEHHOrO  npenapaTta Ansi  BETEPUHAPHOTO  MPUMEHEHUS 1
noATBEPXKAAKLWEro COOTBETCTBME MPOM3BOAUTENSA  JIEKAPCTBEHHOro npenapaTta TpeboBaHuMaAM  npaBun
Hagnexallen nNpPoOu3BOACTBEHHOW MPaKTUKW, U €ro NepeBOd Ha PYCCKUM A3blK, 3aBEPEHHbIE B YCTAaHOBIIEHHOM
nopsiake, a Takke KOMusi 3aK/YeHMs O COOTBETCTBUM MPOM3BOOMUTENS JEKAPCTBEHHbLIX CPeacTB TpeboBaHUAM
npaBun Hagnexawen npou3BOACTBEHHOMW MNPAKTUKW, BbIAAHHOMO YMNOSTHOMOYEHHbIM defeparibHbiM OpraHoMm
WUCMONHUTENbHON BNacTM Ans  KaxaonW nNpPOW3BOACTBEHHOW MfolAgKu NekapcTBEHHOro npenaparta Aand
BETEPUMHAPHOrO MNPUMEHEHNs, NUOO KOMUS pelleHnss O MPOBEAEHUM WHCNEKTUPOBAHUS NPOU3BOAMTENS
NeKapCTBEHHbIX CPeACTB, MPUHSTOrO YMOMHOMOYEHHbIM defepanbHbiM OpraHOM UCMOMHUTENbHOW BRactu And
KaXK4on Npon3BOACTBEHHOW MMOLLAAKN NeKapCTBEHHOrO npenapara Ansd BeTepMHapHOro NpUMeHeHnsa. YKasaHHble
OOKYMEeHTbl NpeacTaBnsalTCa B criyvyae, ecrnv nNpom3BOLCTBO NEKApCTBEHHOrO rnpenaparta Ans BeTepuHapHOro
NpUMeEHEHNs OCyLLIECTBNsieTCA 3a Npeaenammn Poccuiickon ®epepauuu;

4) konusa OOKYMEHTa, BblJAHHOrO YNonHOMOYEHHbIM OpraHOM CTpaHbl Npou3BoauTens apmMaueBTUYEeCKon
cybCcTaHuun 1M NoaTBEPXKOALWEro COOTBETCTBME NPOM3BOAUTENS hapMaLleBTUYeckon cybcTaHummn, BXoasawen B
COCTaB JIEKAPCTBEHHOrO npenaparta s BETEPUHAPHOro MNPMMEHEHMUs, TPeDOBaHUSAM MpaBui Haasnexallen
NPoOn3BOACTBEHHOM MPAKTUKKU, U €ro NepeBof Ha PYCCKNIN A3bIK, 3aBEPEHHbIE B YCTAaHOBIEHHOM NOpsAKe, B criyvae,
ecnv npou3BoacTeo hapMaLeBTUYECKON cybCcTaHLMM ocyLlecTBnsAeTca 3a npegenamm Poccuinckon degepaumn.
(yacTb 1 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

1.1. B cnyyae uameHeHuss u (Mnv) OOMNOMHEHMS MPOM3BOACTBEHHOM MNOLLAAKM NeKkapCTBEHHOro cpeacrtsa
OOKYMEHTbI, yKa3aHHble B YacTu 1 HacTosLen cTaTbu, NPEACTaBNSIOTCA 3asBUTENEM B OTHOLUEHUN N3MEHSIEMOW U
(nnn) gononHAemon Npon3BOACTBEHHON MIOLLAAKM NIEKaPCTBEHHOrO CpeacTBa. PelleHne 0 BHECEHUN N3MEHEHWI
B JOKYMEHTbI, coaepXalmecs B permcTpaLmMoHHOM SOCbe Ha 3apermcTpmpoBaHHbI NekapCTBEHHbIN npenapaT angd
BETEPMHAPHOIro NPUMEHEHUS, NN 06 OTKase B UX BHECEHMM MPUHUMAETCS B Cllyyae HeobXxo4MMOCTU NpOBeAEHMS
3KCMNepTM3bl NIEKApPCTBEHHOTO CPEACTBa B CPOK, HE MPEBLILWAKLWMIA AeBAHOCTA pabounx AHEW, a B OCTalbHbIX
Crny4vasix B CPOK, He MpeBbIalLWmi Tpuauati paboynx gHeN co OHS NPUHATMSA YNOJSIHOMOYEHHbIM heaepanbHbIM
OpraHoM UCMOMNHUTENbHON BNACTU 3as8BNIEHNS O BHECEHWUMN TaKUX N3MEHEHUI.

(vacTb 1.1 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

1.2. B cnyvae peopraHusauum pepxatend wnu Bragenbua pPerncTpaumoHHOro YAOCTOBEpEHMUS
NeKkapcTBEHHOro mnpenapata [Ans  BeTepuMHApHOro  NpuUMeHeHusi, paspaboTunka WM Npou3BoauTens
nekapcTBEHHOro npenapara 45 BETepMHapHOro NpMMEHEHWs B 3asiBNIEHUN O BHECEHUW U3MEHEHUI B JOKYMEHTHI,
cogepxawmecs B PerucTpauMoHHOM [OCbe Ha 3aperncTpuMpoBaHHbI  NEKapCTBEHHbIM MpenapaT Ans
BETEPUHAPHOro NPMMEHEHWs!, YKa3blBalOTCH AaHHbIE AOKYMEHTa, NOATBEPXAAOLLEro BHECEHNE COOTBETCTBYOLLINX
n3MeHeHU B EAnMHBIN rocyfapCTBEHHbIN PeecTp puandeckux nuy, (4ns opraHvsalmmn, 3aperncTpupoBaHHbIX Ha
TeppuTtopun Poccuiickon ®enepavmm), unm MHOro AoKyMeHTa, NoATBEpPXAatoLLEero peopraHnusasmio puamyeckoro
nuua (ana opraHusauuin, He 3apernmcTpmpoBaHHbIX Ha TeppuTopum Poccunckon depepauun). 3asiBreHue o
BHECEHUM MW3MEHEHWN B [OKYMEHTbl, coaepXallneca B perncTpaumoHHOM [0Cbe Ha 3aperMcTpyMpoBaHHbLIN
nekapCcTBEHHbIN NpenapaT AN BETEPUHAPHOrO NPUMEHEHWS, U NMpuraraemMble K HeMy OOKYMEHTbI MPeacTaBnsiioTCs
B YMNOJSIHOMOYEHHbIN befeparnbHbli OpraH UCMONHUTENBHON BNAcTU He Mo3gHee YeM 4yepes Tpuauatb paboumx
OHen co [HS BHECEHWA COOTBETCTBYIOLINX M3MEHEeHUM B EOUHBLIN rocyfapCTBEHHbLIA peecTp puandeckux nuu
(ona opraHusaumn, 3aperncTpypoBaHHbIX Ha Tepputopun Poccuiickon ®degepaunm) mnm co OHA NPUHATUSA
COOTBETCTBYIOLLErO AOKYMEHTa, NMOATBEPKAAIOLWEro peopraHn3aLmnio lopuanyeckoro nuua (4ns opraHnsauun, He
3aperucTpupoBaHHbIX Ha Tepputopum Poccunckon ®depepauuun). B cnyyae peopraHusauuu gepxartens unuv
BnagensLa perncTpaumoHHOro yAoCTOBEPEHUS NeKapCTBEHHOro npenaparta And BeTepUHapPHOro MNpuYMeEHeHUs
3asBneHne O BHECEHUM U3MEHEeHUM B [OKYMEHTbl, coAepxalmecs B PerncrpaumoHHOM [OoCbe Ha
3aperucTpupoBaHHbIA NeKapCTBEHHbIA MNpenapaT Ans BeTepUHApPHOro NpUMEHeHWs, NojaeTcs pUaNYecKUM
NUUOM, KOTOPOMY B XO[e peopraHusauumn nepeaaHo npaso BrageHUs TakuM permcTpaumoHHbIM yO0CTOBEPEHUEM.
(vacTb 1.2 BBegeHa PepepanbHbiM 3akoHoM oT 02.08.2019 N 297-03)

2. B Cny4yae BHeCeHUuA M3MEHEHNN B OOKYMEeHTbl, coepXaumecda B pernctpauMoOHHOM [OCbe Ha
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3aperucTpupoBaHHbIN NeKapCTBEHHLIN Mpenapat Ans BeTEepPUHAPHOro NPUMEHEHUsl, B OTHOLLUEHUW CBeAEHWH,
yKasaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "X" nyHkta 7 yactu 3 crtatbu 17 Hactoswero ®enepanbHOro
3aKoHa, M3MeHeHUs 1 (MnNu) OOMOMHEHUS NPOU3BOACTBEHHOW MMOLWafKku NekapCcTBEHHOro CpeacTBa, a Takke B
criyyae M3MeHeHMs nokasaTternen kadyecTBa JlekapCTBEHHOro npenapaTta A BeTEPUMHAPHOro NpUMEHeHns 1 (1nm)
METOOOB KOHTPOSS KadyecTBa JieKapCTBEHHOro npenapaTta Ans BeTepuHapHOro npUMEHeHWs MpoBoaUTCA
3KCMepTM3a NeKapCcTBEHHOro cpeacTBa Afs BETEPUHAPHOro npuMeHeHus. B crnyyae HeobGxogumocTn BHECEHMWS
WHbIX W3MEHEeHWA B [JOKYMEHTbl, cojepXalmecsd B perucTpauMoHHOM [OCbe Ha 3aperMcTpyMpoBaHHbLIN
NeKapcTBEHHbIM npenapaTt Ans BeTepuMHapHOro MpUMEHEeHUs, 3KCnepTM3a NeKapCTBEHHOro cpeactea Angd
BETEpPMHAaPHOro NpUMEHEHUs He NPOBOANTCA.

(B peqa. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. BasBuTenb BnpaBe npeacTaBUTb MO COOCTBEHHOW WHWUMATMBE BMECTE C 3asiBMNEHUWEM O BHECEHMU
N3MEeHEeHU B OOKYMEHTbI, cogepXXalmecss B perucTpauMoHHOM OCbe Ha 3aperncTpyMpoBaHHbIN NeKapCTBEHHbIV
npenapaTt Ons BeTepMHApPHOIO MPUMEHEHUS, KOMMM OOKYMEHTOB, NOATBEpXAalWwmx ynnaty rocyaapCTBEHHOW
MOWMNHbI 32 BHECEHVWE B [OOKYMEHTbl, codepXalmecs B PerMcTpaumoHHOM [AOCbe Ha 3aperMcTpupoBaHHbIN
NeKapCTBEHHLIN NpenapaTt Ans BETEPUMHAPHOIO NPUMEHEHUS, U3MEHEHWUA, TPebyoLWnX NpoBEAEHNS IKCNEPTU3bI
NEKapCTBEHHOIO CPEACTBA, UM U3MEHEHMWI, HE TPEOBYIOLWNX NPOBEAEHMS 3KCMEPTU3bI NEKAPCTBEHHOIO CpeacTaa.
B cnyyae HeobxoOMMOCTM MW3MEHEHUSI CBEOEHWUWA, COAepXallMxcsi B PErMcTpauMoHHOM yAOCTOBEPEHUM
neKkapCcTBEHHOro npenapara Ang BeTepUHapHOro nNpuMeHeHus1, ¢ 3asiBNeHneM, ykasaHHbiM B 4acTtn 1 HacTosLlen
cTaTbM, 3asiBUTENb BrpaBe MNPELCTaBUTb MO COOCTBEHHOW WHMLMATMBE KOMWIO AOKYMEHTa, MOLTBEPKOAMOLLErO
ynnaTty rocygapCTBEHHOM MOLUMUHbLI 3a Bblgady perucTpauuoHHOro yAOCTOBEPEeHWUs NekapCTBEHHOro npenapara.
3aaBuTenb Bnpaee npeactaBuTb MO COBCTBEHHON MHULMATMBE CBEAEHUS O NULIEH3NSX, yKa3aHHble B NyHKTax 1 u
2 yvactm 1 HacTosienh cTaTbW, a Takke BblJaBaemble YMNOMHOMOYEHHbIMK dedeparnbHbIMU  OpraHamMmm
WCMOSNTHUTENBHOM BIAcTM [AOKYMEHTbl, YKa3aHHble B MyHKTe 3 4YacTu 1 HacTosilwen ctaten. B cnyvae
HenpeacTaBneHNs YKa3aHHbIX JOKYMEHTOB (CBEAEHUIN) YNOSTHOMOYEHHbIN hedepanbHbiii opraH UCMONMHUTENBHON
BMacTM 3anpallinBaeT yka3aHHble OOKYMEHTbl (CBedeHMs) B Nopsgke MeXBEAOMCTBEHHOINO MHGOPMaLMOHHOIO
B3aMMOEeNnCTBUS.

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

4. B cpok, He npeBbiwatoLwmin gecatn paboumx gHen co AHA NOCTYMNNEHNSA yKa3aHHOro B YacTu 1 HacTosLen
cTaTby 3asiBMNEHUsT M HEOOXOAMMBIX [AOKYMEHTOB, YMOSIHOMOYEHHbIN doefepanbHbIii OpraH WCMONMHUTENBHON
BNacTu:

1) NpPOBOAUT NPOBEPKY MOMHOTHI M [AOCTOBEPHOCTU CBEAEHWUN, COAepXKaliuMxcs B MNpeAcTaBreHHbIX
3asiBUTENIEM JOKYMEHTAX;

2) NpVvHMMaeT pelleHVe O MpPOBEdeHVMU 3KCMEepTU3bl JIeKapCTBEHHOro CpeacTBa Afis BeTepUMHapPHOro
npuMeHeHns1 unn o6 oTkase B ee NPoOBeAEeHWU;

3) yBeoomnseT B NMCbMEHHON hopMe 3asiBUTENS O MPUHATOM PeLLeHU UK B criydae MPUHATUA peLleHus
06 oTkase B MPOBEAEHMWN IKCMEePTU3bl JTIEKAPCTBEHHOTO CPEACTBA AN BETEPUHAPHOIO MPUMEHEHUS C yKa3aHWeMm
MPUYMH TAKOro OTKasa.

4.1. B cnyyae BbIiBNEHUS HEOOCTOBEPHOCTU U (MNWN) HELOCTaTOYHOCTU CBEAEHUA, coaepXallumxcs B
npeacTaBneHHbIX 3aaBuTeneM OOKYMEHTax, YMOSTHOMOYEHHbIN doefepanbHbld opraH MCNOSIHUTENBHOW BRactu
HanpaenseT 3asBMTENO 3anpoc 00 YTOYHEHWW yKasaHHbIX CBeAdeHMr. 3anpoc MoxeT ObiTb nepenaH
YNOSIHOMOYEHHOMY MpeAcTaBuUTEN0 3adBUTENA Nog pacnucky, HanpasfeH Mo Mo4yTe 3akasHbiM MUCbMOM WUIU
nepeaaH B 3N1EKTPOHHON hopmMe MO TENEKOMMYHUKALMOHHbIM KaHanam cBsasn. B crniyyae HanpasneHus 3anpoca o6
YTOUYHEHUWN YKa3aHHbIX CBEOEHUIN MO NoYTe 3akasHbIM MUCbMOM OH CYMTaeTCHA MOSTlyYEHHbIM MO UCTEYEHUN LIECTU
OHen ¢ gaTbl HanpaBneHUs 3aka3Horo nUcbma.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

4.2. 3asgBuTtenb o06s3aH MpeacTaBUTb OTBET Ha 3anpoc YMOSIHOMOYEHHOro deaepanbHOro opraHa
MCMNOMHUTENBHOW BlaCTU B CPOK, HEe MpEeBbIAWMN AEeBAHOCTa paboymx AHEM CO OHA MONyYeHus OAaHHOro
3anpoca. Cpoku, ykasaHHble B 4actu 1.1 HacTodwewn cTaTbW, MPUOCTaHaBMAMBAKOTCA CO [OHA HanpaBleHus
3asBMTENO0 3anpoca YMOSIHOMOYEHHOro dedeparnbHOro opraHa MCMOMHUTENbHON BracTu A0 OHS MOMyYeHus
OTBETA Ha AaHHbIV 3anpoc U He YYMTLIBAKOTCS NPU UCHUCTIEHUN CPOKa NPUHATUS PELLEHUS O BHECEHUN N3MEHEHUI
B AOKYMEHTLI, coaepXallnecs B perMcTpaumoHHOM 40Cke Ha 3aperncTpupoBaHHbIN NEKAPCTBEHHLIN NpenapaT ans
BETEPUHAPHOIO NPUMEHEHMS.

(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

5. OcHoBaHMeM ansi oTkasa B MPOBEAEHWM 3KCMEepTU3bl JIEKapCTBEHHOrO CpeAcTBa ANl BeTEPUMHAPHOro
NPUMEHeHVs1 SIBNSIeTCA NpeAcTaBreHne AOKYMEHTOB, YkasaHHbIX B YacTax 1 u 3 HacTosiwel ctaTtbi, B HEMOSTHOM
obbemMe WNM OTCYTCTBME B NpEeACTaBfieHHbIX [OOKYMEHTax [OCTaTOYHbIX CBEAeHMI, MOoATBepXaatoLinmx
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HeoOXO4MMOCTb BHECEHUS] N3MEHEHUI, MO0 HenpeacTaBneHne 3asiBUTENEM B YCTAHOBMEHHbLIN CPOK OTBETA Ha
yKasaHHbI B 4acTtu 4.1 HacTosllen cTaTby 3anpoc YNosIHOMOYEHHOro dpeepansHOro opraHa UCMOSTHUTENbHOM
BracTu.

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

6. 3KCFIepTI/I3a NIeKapCTBEHHOro cpeactBa aAnAa BETEPUHAPHOIro npuMmeHeHnd B LLENAX BHECEHUA M3MEHEHNI B
OOKYMEeHTbI, coaepxalwmeca B permctpaumoHHOM 00Cbe Ha 3apeFI/ICTpI/IpOBaHHbIIZ ﬂeKapCTBeHHbIVI npenapart and
BETEPUHAPHOIO MNPUMEHEHUA, OCyLleCTBNAeTCA B NopAnke, YCTaHOBJIEHHOM cratben 24 HacTosiwero
CDep,epaanoro 3aKOHa.

6.1. B cpok, He NpeBbIWaWmi AecsaTn paboynx AHEN co AHSA NOYYEHUS 3aKIHOYEHNST KOMUCCUMU SKCNEPTOB
no pesynbTaTaMm yKasaHHOW B 4acTu 2 HacCTOSILLEN CTaTbW 3KCMEPTU3bl, YNOMHOMOYEHHbIM dheaepanbHbIi opraH
NCMNONHNTENbHON BNaCTu:

(B peqa. PeapepanbHoro 3akoHa oT 02.08.2019 N 297-03)

1) NPpUHMMaET pelleHne o BHeCeHUn NM3MEHEHNI B LOOKYMEHThI, cogepxalimnecd B permctpaumoHHOM OCbe
Ha 3aperMCTpMpOBaHHbII7I ﬂeKapCTBeHHbIVI npenapar AnAa BeTepUHApPHOro npuMeHeHud, unun 006 oTKase BO
BHECEHWMN TaKNX N3MEHEHWI;

2) BHOCUT B Focyﬂ,apCTBeHHbIVI peecTp IneKapCTBeHHbIX CpeAcCTB Ha OCHOBaHMW pelleHnA O BHECEHUU
N3MEHEHNIN B OOKYMEHTbI, coaepXxalimeca B permctpauMoHHOM OOCbe Ha 3apeFMCTpMDOBaHHbIVI ﬂeKapCTBeHHbIIZ
npenapar ana BeTepuHapHOro rnpuMeHeHus, HeobxoouMMble W3MEHEHUS1 U BO3BpawlaeT 3TN [OOKYMEHThI
3aABUTENIO;

3) BblJaeT 3asBUTEN0 HOBOE perucTpaLMoHHOe YOOCTOBEPEHVME IeKapCTBEHHOro npenapata And
BETEPVMHAPHOIO MNPUMMEHEHUS B Ccriydae HeobXoOUMOCTU WM3MEHEHMSI CBEAEHUN, COOepXKalnxcs B HEM, C
coXpaHeHMeM HoMepa paHee BblOaHHOro pPerncTpauMoHHOro YAOCTOBEPEHUS NeKapCTBEHHOro npenapaTta Ansd
BETEPUHAPHOIo NpUMEHeHUS.

(n. 3 BBeaeH dPepepanbHbiM 3akoHOM oT 02.08.2019 N 297-03)
(vacTb 6.1 BBegeHa PepepanbHbiM 3akoHOM OT 22.10.2014 N 313-03)

6.2. B cnyyae BHeCeHUs W3MEHEHWA B [AOKYMEHTbl, cojepxawmecsa B pernctpaumoHHOM [OCbe Ha
3aperncTpuUpOBaHHbIN FIEKAPCTBEHHbIN npenapaT Ans BeTEepMHapHOro MNPUMEHEHUsl, B 4acTu, Kacarollencs
NU3MeHeHNs 1 (Unu) OOoNosIHeHNS NPOU3BOACTBEHHON NMOLAAKN NeKapCTBEHHOro npenapaTta, Npu npeacTaBneHun
3asBuUTENEeM B COOTBETCTBMM C MYHKTOM 3 4yacTM 1 HacTosdlen cTaTbW KONMUW peLleHUs YNONHOMOYEHHOro
denepanbHOro opraHa MWCMOSIHUTENbHOM BfacTM O MNPOBEAEHUM  MHCMEKTMPOBaHMS  MPOM3BOAUTENS
NeKapCTBEHHbIX CPeACTB CPOK, YKasaHHblM B 4YacTh 6.1 HacTosilen cTaTbW, MNPUOCTaAHaBNMBAETCA CO [HA
NonyyYeHnss 3akmniovyeHUsi KOMUCCUM IKCMepToB A0 AHS MNPUHATUS YNONMHOMOYEHHbIM defepanbHbiM OpraHoMm
WCNONTHUTENBHOM BNacTU pelleHns O Bblgaye wunu o6 oTkase B Bblgaye 3akrloyYeHWss O COOTBETCTBUM
Npon3BOOUTENS NEKAPCTBEHHbIX CPeACTB TpeboBaHMAM NpaBuin Hagexallen NpoM3BoACTBEHHOM NMPAKTUKU, HO He
bornee Yem Ha CTO BOCEMbAECAT pabounx gHeMn.

(vacTb 6.2 BBegeHa PenepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

7. OcHOBaHMEM NSl OTKa3a BO BHECEHWW U3MEHEHUN B AOKYMEHTbI, cofepalimecs B pernctpauyoHHOM
OOCbe Ha 3aperncTpuMpoBaHHbIN JIEeKapCTBEHHbIM NpenapaTt Afs BEeTEPUHAPHOTO MPUMEHEHUd, B Cry4yasx, He
TpebyolWwmMx npoBeaeHNss 3JKCNepTU3bl eKapCTBEHHOTO CpPEeACTBa, SIBNAETCA MpeAcTaBfeHne [OKYMEHTOB,
yKa3aHHbIX B 4YacTtsax 1 u 3 HacTosillen cTaTbu, B HEMOSIHOM OO6bemMe WM OTCyTCTBME B MpPeAcTaBIieHHbIX
OOKYMEHTax CBeAEHUN, KOTopble AOIMKHbI OblTb B HUX OTpaxeHbl, NGO HenpeacTaBneHve 3asBuTeneMm B
YCTaAHOBSIEHHbI CPOK OTBETa Ha Yykas3aHHbil B 4actu 4.1 HacTosiwem craTbi 3anpoc YMNOSHOMOYEHHOro
deaepanbHOro opraHa UCMONHUTESNbHON BlacTu.

(vacTb 7 B pen. PegepansHoro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHoBaHVeM Ansi OTKa3a BO BHECEHVMM U3MEHEHWUW B OOKYMEHTbI, COAepXallmecs B pernctTpaumoHHOM
[OCbe Ha 3aperucTpypoBaHHbIA NEKapCTBEHHbIN Mnpenapat ANs BeTepuMHapHOro MNpUMEHEHUs, B chnydasix,
TpebyoLlwmx NpoBedeHUs 3KCNepTM3bl JIEKapCTBEHHOrO CPeAcTBa, SIBNSAETCA 3akiioyeHue YrnorHOMOYEHHOro
degepanbHOro opraHa WCMONHUTENbHOM BRactTu O BO3MOXHOCTM  CHWXeHUs ©e3onacHOCTW, KayecTBa,
ah(PEeKTUBHOCTM NEKapCTBEHHOro npenaparta BCneacTBUe BHECEHUS UBMEHEHUN B YKa3aHHble JOKYMEHTbI, OTKa3
YNOMHOMOYEHHOro cbefieparnbHOro opraHa WCMNOMNHUTENbHOW BMAcTW B Bbldaye 3aKMYeHWs O COOTBETCTBUM
NpoM3BOAUTENST NEKAPCTBEHHbLIX CPEACTB TpeboBaHMAM MNpaBun Hagnexallen npou3BOACTBEHHOW MPaKTUKMA B
crnyyae u3MeHeHuss u (unu) OONOSIHEHWS MNPOU3BOACTBEHHOW NMOWAAKM NekapCTBEHHOro npenapara, ecrnu
Npon3BOACTBO JIEKAapCTBEHHOro rnpenapaTta Ans BeTepuHapHOro npuMeHeHus OcCyLUecTBRdeTca 3a npepenamMmu
Poccuiickon ®epepalLimm, unm oTCyTCTBME 3TOrO 3aKmnioYeHUs.

(vactb 7.1 BBeaeHa denepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

8. ﬂOHYCKaeTCﬂ o6pau.|,eH|/|e NNeKapCTBEHHbIX npenapaTtoB And BeTepuHapHOro npuMeHeHnda Ao UcteyveHud
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CcpoKa roHOCTU, NPOM3BEOEHHbIX B TeYeHWe CTa BOCbMUAECATU OHen nocne AaTbl NPUHATUS YNONHOMOYEHHbIM
hbenepanbHbIM OpraHoOM UCMOSTHUTENBHOM BNAcTU peLleHnst O BHECEHUM U3MEHEHUI B IOKYMEHTbI, COAepXalumecs
B perucTpaLMoOHHOM [0Cbe Ha NeKapCTBEHHbIN npenapaT, B COOTBETCTBUM C MHGOPMAaLMENn, cooepxallencsa B
OOKYMeHTax permcTpaumoHHOro 4Oocke Ha NekapcTBeHHbIV Npenapart 40 AaTbl NPUHATUSA TaKoro peLLeHus.

(yacTb 8 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Ctatbsa 32. OTMeHa rocyaapCTBeHHOM perucTpaLmm nekapcTBEHHOro npenapara

PeweHne 06 OTMeHe rOCyAapCTBEHHOM perucTpaumMu nekapCTBEHHOro npenapata W UCKIHYEeHUU
neKkapcTBEHHOro npenapata M3 TOCYOapCTBEHHOTO peecTpa JleKapCTBEHHbIX CPEeACTB  NpUHUMaeTcs
YNONMHOMOYEHHBLIM dheaepanbHbIM OpraHoM UCMONMHUTENBHOW BNacTy B cryyae:

1) NpeAcTaBneHnst COOTBETCTBYIOWMUM YMOSTHOMOYEHHbIM ddefeparnbHbIM OpraHoOM UCMONHUTESbHOWM BRaCTU
3aKMOYeHNss O pucke unM 06 yrpose 300pPOBLI, JKU3HWM 4YerioBeka WM KMBOTHOTO MNpPU  MPUMEHEeHWU
NieKapCTBEHHOro npenapaTa, MpeBbIWAWMUX ero 3deKTUBHOCTb, MO pesynbTaTaM OCYLECTBMSIEMOrO UM
MOHUTOPUHra 6e30MacHOCTM NekapCTBEHHOro npenapaTa;

2) nogaun gepxartenem unu BriagenbueM PerncTpaumoHHOro yaoCTOBEPEHMS NIEKAPCTBEHHOrO npenaparta
UM YyNOSTHOMOYEHHbIM UM OPYIMM HOPUOMYECKAM NULIOM 3asiBNieHUsi 00 OTMEHe rocyqapCTBEHHOW perncrpauum
nekapcTBEHHOro npenapaTa;
(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HemogTBeEpXKOEHWS TOCYydapCTBEHHOW PEerncTpauuv NekapcTBEHHOrO mpenaparta Mo MCTeYeHWU cpoka
OeNCTBMS PErMCTPaLMOHHOMO YAOCTOBEPEHUS, BbIAAHHOIO Ha NATb NeT;

4) HenpencTaBrieHuss 3asiBUTENeM WHdopMaumn, KoTopasi MOXeT MoBreyb 3a coboil HeobXoauMOoCTb
BHECEHMS WM3MEHEHUA B [OKYMEHTbI, COAepXaljyecss B PErucTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbI
rieKapCTBEHHbIN NpenapaT, B TeYeHne TpugLati paboumnx QHel co AHA HACTYNIeHNUs 3TUX U3MEHEHWI;

5) ocywecTBneHWss rocygapCTBEHHOW peructpauMm fekapCTBEHHOro npenapata Mnogd  TOProBbiM
HaMMeHoBaHWEM 3aperMcTpMpoBaHHOro paHee noj 3TUM TOProBbiIM HaUMEHOBaHUEM NeKapCTBEHHOro npenapara,
OTNMYaIoLLLErocsl KA4eCTBEHHbIM COCTaBOM [EeNCTBYIOLNX BELLECTB;

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

6) ocyLlecTBMNeHMs rocygapCTBEHHOW peructpauuMum OAHOro U TOro e FNekapCTBEHHOro npenapata B
OTHOLLUEHMN OOHOro M TOro Xe AepXXaTtena Unu Bnagenbua perucTpaumoHHOro yaoCcToBEpEeHUsa nekapcTBeHHOro
npenapaTa B BUAE ABYX U 6onee nekapCTBEHHbIX MpenapaToB No4 pasnnyHbIMUM TOProBbIMM HAVMEHOBaHUSIMU;

(n. 6 B pea. PenepanbHoro 3akoHa ot 04.06.2018 N 140-$3)

7) BblHECEHNA CyOOM pelleHunda O HapyweHun npas npaaooGnap,aTenﬂ 0bbekToB I/IHTeﬂJ'IeKTyaJ'IbHOVI
coBCTBEHHOCTH npu o6pau.|,eH|/|M JNIeKapCTBEHHbIX CPEeACTB,

8) oTcyTCTBMS nekapCTBEHHOro npenapaTta B obpaweHun B Poccuiickon ®epepaumm B TeYEHUE Tpex U
Gonee ner;
(n. 8 BBeaeH dPepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9) HEeBLINOMHEHUs1 AepXXaTenem wunu BriagenbueM pPerMcTpaLyMoHHOrO YOOCTOBEPEHUS] NEKAaPCTBEHHOroO
npenapata nmMbO YMNONTHOMOYEHHLIM WMWK OPYTUM  OPUANYECKUM JIMLOM MEpPOnpUSaTUN no obecneyeHuto
6e30MacHOCTN  NeKapCTBEHHbLIX MpPenapaToB, YCTAHOBIMEHHbIX YMONIHOMOYEHHbLIM deaeparnbHbiM — OpraHoMm
NCMONHNTENLHON BNacTu B COOTBETCTBUM C YacTamu 3 n 4 cTtaTbn 64 Hactosiwero degepanbHOro 3akoHa, B
pamkax ocyllecTBreHns papmakoHaa3opa;

(n. 9 BBeaeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

10) oTkasa pgepxaTens wnu Brnagenbla PerMcTpauMoHHOrO yAOCTOBEPEHMSI JIEKAPCTBEHHOrO npenapaTta
nmbo  yNormHOMOYEHHOTO WMMW  LPYroro HPUAMYECKOrO fvua OT BHECEHUS WU3MEHEHWA B WMHCTPYKUMIO MO
NPUMEHEHUI0 NEKapCTBEHHOIO npenapara, KacallMXCA HOBbIX MOATBEPXAEHHbLIX AaHHbIX O TOM, YTO PUCK
NnpUYNHEHUSA Bpeda 340POBbI0 YeroBeka WM XUBOTHOMO BCNEACTBUME nNpuMemMa nekapCTBEHHOro mnpenaparta
npesbiaeT 3PPEKTUBHOCTb €ro NPUMEHEHUS.

(n. 10 BBeaeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlntoc: npumevaHue.
C 01.01.2026 ct. 32 gononHsetca n. 11 (®3 ot 27.12.2019 N 475-d3).

CtaTtbs 33. locygapcTBeHHbM peecTp fleKapCTBeHHbIX CPeaAcTB
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1. FocynapcTBeHHbIN peecTp NeKkapCTBEHHbIX CPEACTB COAEPXUT NnepedeHb reKapCTBEeHHbIX Mpenapartos,
npolledLlnx rocydapCTBEHHYIO pernctpauuio, nepeveHb dapmMaueBTUYeckux CyBGCTaHUMIM, BXOAAWMUX B COCTaB
neKkapcTBeHHbIX NpenapaTtos, U CreayoLLyo MHOopMaLUIo:

1) B OTHOLLUEHUN NeKapCTBEHHbIX NpenapaTtoB:

a) HauMeHoBaHME NEeKapCTBEHHOro npenapaTa (MexayHapogHoe HenaTeHTOBAHHOE, UNN TPyMnUPOBOYHOE,
U XMMMYecKoe 1 TOproBoe HaMMeHOBaHUS);
(B peqa. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6) nekapcTBeHHas opma C yKasaHWeM [OO3MPOBKM IeKapCTBEHHOro npenapaTta M ero Konuvyectsa B
noTpebuUTenbCKoN YNakoBKe;

B) HaMMmeHOBaHWe p[epXaTtenss wnu Bhnagenbua perncTpaurMoHHOro YAOCTOBEPEHUs FfeKkapCTBEHHOMO
npenapata W CBedEeHWS O perucrpauMu pfgepxartens wnvM Bnagenbua pPerncrpaumoHHOro yaoocToBepeHus
nekapcTBEHHOro npenapata Ansg MeguUMHCKOTO MPUMEHEHMS B KayecTBe HaroronnaTenbluMka B CTpaHe
perncTpaumm (ans pocCUMMCKMX IpUaNYECKMX NUL, - NOEHTUMMKAUNOHHBIA HOMep Hanoronnartenswyka (MHH), ans
WHOCTPaHHbIX IOpUANYECKUX nul, - CTpaHa perncrpaumv, HavMeHOBaHWe perncTpupylollero oprasa,
perncTpaLmoHHbIN HOMepP, KOA4 HanoronnaTenbLlmka B CTpaHe pernctpauum (MHKoprnopawuumn) Unm ero aHasnor);

(nn. "B" B pea. ®epepanbHoro 3akoHa ot 28.12.2017 N 425-03)

r) HaMMeHOBaHME U agpec NpPOM3BOAUTENS IIEKAPCTBEHHOrO npenapata M CBeOEeHUs O perucrpaumu
NPOV3BOOUTENSA NEKapCTBEHHOrO npenapara 4ssg MeauumMHCKOro nNpuMeHeHNa B KadecTBe Harnoronnarernblinka B
CTpaHe perucrtpaumm (ans pPOCCUACKMX HPUONMYECKUX NUL - MAEHTUMUKALMOHHBLIA HOMEP HaroronnaTtenbLymka
(MHH), ana MHOCTpPaHHbLIX PUANYECKUX NUL, - CTpaHa perucTpalmm, HauMeHoBaHUe PerucTpupyloLero opraHa,
perncTpaLmoHHbIN HOMepP, KOA4 HanoronnaTenbLlmka B CTpaHe pernctpauum (MHKoprnopawuumn) Unm ero aHanor);

(nn. "r" B pea. PepepanbHoro 3akoHa ot 28.12.2017 N 425-03)

a) dapmakoTepanesTnyeckas rpynna, Koa NeKkapCTBEHHOrO npenaparta no
aHaTOMO-TepaneBTUYEeCKO-XMMUYECKON  Knaccudukauuu,  pekoMmeHgoBaHHon  BcemupHoi — opraHusaumen
37 paBOOXpPaHEHUS;

(nn. "a" B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)
€) NoKasaHus 1 NPOTUBOMNOKA3aHMS K MPUMEHEHUIO NTIEKAPCTBEHHOMO Npenapara;
) NoOOYHbIE AENCTBUS NIEKAPCTBEHHOIO Npenapara;
3) CPOK rOAHOCTM NeKapCTBEHHOro npenapara;
1) YCrOBUSA XpaHeHWs NiekapCTBEHHOro npenapara;
K) YCnoBusi OTNycCKa NieKapCTBEHHOrO NpenaparTa;

n) HoMep hapmakonernHON cTaTbM UMK B Criyvae ee OTCYTCTBUS HOMEP HOPMAaTMBHOW AOKyMeHTauun nnbo
HOPMaTUBHOIO AOKYMEHTA;

M) AaTa rocygapCTBEHHON perucTpaunv fekapCTBEeHHOro npenaparta u ero pernctpaumnoHHbIi HoMep, daTa
3aMeHbl PErmcTpauuoHHOro yOOCTOBEPEHMSI JIEKApPCTBEHHOro npenapata Ha ©OeccpovyHoe perncrpauuoHHoe
yOOCTOBEpPEHME FeKapCTBEHHOro npenapara, gata nogadv 3asBneHns O MNOoATBEPXKAEHUMU rocyaapCTBEHHOM
perncTpaumm nekapcTBEHHOro npernapaTa, faTa OTMEHbl roCyAapCTBEHHOW perncrpaunm nekapcTBEHHOro
npenapara;

(B peqg. depepanbHoro 3akoHa oT 22.12.2014 N 429-03)

H) Ka4yeCTBEHHbIA COCTAB W KONIMYECTBEHHLIN COCTaB OENCTBYHOLIMX BELIECTB M KayeCTBEHHbIN COCTaB
BCNoMoraTtenbHbIX BELLECTB SIekapCTBEHHOrO npenapara;
(nn. "H" BBegeH d®eaepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

0) MHdhopMaLms 000 BCeX pa3peLleHHbIX BUaaX BTOPUYHON (NOTPebUTENbCKOIM) YNakoBKY;
(nn. "o" BBeageH ®eaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

n) gata nNpUHATUS pelleHMs O BO3MOXHOCTW paccMaTpuBaTbh IeKapCTBEHHbIM MpenapaTt npu
rocyaapCTBEHHOW perucTpauunm B KavecTBe OpdaHHOro rekapCTBEHHOro npenaparta (4ns NeKkapCTBEHHbIX
npenapaToB ANd MeOULUHCKOrO NPUMEHEHUS);

(nn. "n" BBeageH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. PeaepanbHoro 3akoHa ot 27.12.2019 N 475-03)

p) HanmMuyne NekapcTBEHHOro Mpenaparta B NePeYHe KU3HEHHO HEOBXOANMbIX Y BaXKHENLUNX JIeKapCTBEHHbIX

npenapaToB (4151 IeKapCTBEHHbIX NPenapaToB A1s MeOULMHCKOTO MPUMEHEHUS);
(nn. "p" BBegeH ®eaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. PegepanbHoro 3akoHa ot 27.12.2019 N 475-03)
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C) HamuyMe B IEeKapCTBEHHOM npernapate HapKOTMYECKUX CPEeACTB, MCUMXOTPOMHbIX BeEWeCTB W UX
NpekypcopoB, noanexawmnx KoHTponto B Poccuiickon depepauumu, B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuiickon ®epepaunn, MexayHapofHbiMu poroBopamu Poccuiickon ®depepaunmn, B ToM uucne EpuHon
KOHBeHUMen o HapkoTndeckux cpeacteax 1961 roga n KoHBeHuUmen 0 NcMxoTponHbIX BelwectBax 1971 roaa;

(nn. "c" BBeaeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-$3)

T) MHoOpMaUua O TOM, ABMNAETCS NN OaHHbIA FIEKapCTBEHHbIM npenapaTt pedepeHTHbIM NeKapCTBEHHbBIM
npenapaTom;
(nn. "t" BBegeH dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

y) cBedeHuss O nojaye 3asiBNEeHUS O BHECEHWM W3MEHEHWW B [JOKYMEHTbl, codepxawmecs B
perncTpaumoHHOM J0Cbe Ha fieKapCTBEHHbIN nNpenapar;
(nn. "y" BBeaeH PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-d3)

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

X) CPOK BBE,EHWS NTEKaPCTBEHHOrO Npenapara B rpaxgaHckuin obopor;
(nn. "x" BBeaeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-$3)

2) B OTHOLLEHMM hapMaLEeBTUYECKUX CyOCTaHLUNN:

a) HaumeHoBaHuMe apmaueBTUYecKoW cybcTaHumm  (MexgyHapogHOe  HemaTeHTOBaHHOoe,  UIn
rPynnUPOBOYHOE, MU XMMUYECKOE 1 TOPrOBOE HaMeHOBaHUS);
(B peq. depepanbHoro 3akoHa oT 22.12.2014 N 429-03)

6) HaumeHoBaHWe 1 afpec Npou3BoAUTENA hapMaLEeBTUYECKOW CyBCTaHLMN;
B) CPOK roAHOCTM chapMaLeBTUYEeCcKoN CyGCTaHUmu;
r) ycnoBusi XxpaHeHns hapmMaLeBTUYEecKon CyGCTaHUmu;

0) Homep dapMaKkonenHon cTaTby UK B Crlydae ee OTCYTCTBMS HOMEpP HOPMaTMBHOW OOKyMeHTauun nmbo
HOPMAaTUBHOIO AOKYMEHTA;

€) Hanu4une chapmaueBTUYECKO CyOCTaHUMM B NEpeYHEe HAPKOTUYECKMX CPeACTB, NCUXOTPOMHbIX BELLECTB U
X NPEeKypcopoB, nognexaiwmx KoHTponto B Poccunckon depepauumn, B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuiickon ®degepaumn, MexagyHapogHbiMu poroBopamu Poccuiickon ®depepaumn, B ToM uucne EpuHon
KOHBEHLMeN 0 HapkoTnyeckux cpeacteax 1961 roga n KoHBeHUMEN 0 NCMXOTPONHbIX BewecTBax 1971 roga.
(nn. "e" BBegeH ®eaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

2. dapmaueBTuYeckass CyOCTaHUMsA, nNpou3BedeHHass ANnd peanu3aumn, MoXeT ObiTb BKIHOYEHa B
rocygapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB HA OCHOBaHUW 3asiBNeHMs pa3paboTymka unm npovussoauTens
nekapcTBEHHOro cpenctea nNvMbo YMONTHOMOYEHHOMO UMW IOPUAMYECKOrO Nnua Mpu YCNOBUM MNpPOBEAEeHUs B
OTHOLLUEHMM Takol dhapmaLeBTUYECKON CybCTaHUMKM SKCMepTusbl KadecTBa hapmaueBTMYECKOW cybcTaHumm B
nopsiike, ycTaHoBneHHoM ctatbeint 34 HacTosuwero denepanbHOro 3akoHa. B oTHoweHuu dapmavueBTUyecKkmnx
cybCcTaHuuin, npouM3BEedEHHbIX ANA peanusauuu, B TOCYJapCTBEHHOM pEECTpe JIEKAapCTBEHHbIX CpPeacTB
COAepXUTCH cneyrowas nHpopmMmaums:

1) HauMeHoBaHMe (papmaueBTMYeckoi  cybcTaHumMu  (MeXayHapodHoe  HemnaTeHTOBaHHOoe, WK
rpynnMpoBOYHOE, UM XMMUYECKOE 1 TOProBOE HAaMMEHOBaHWNS);

2) HaumeHOBaHMe, agpec npousBoauTenst dapMaueBTUYEeCKOM CyOCTaHLuMM, a Takke B OTHOLUEHWUU
neKapcTBEHHbIX CpeacTB  And  MeguMUMHCKOro MNpUMEHEHUsT CBedeHWd O perucrpauuuM  npoussoguTtens
dhapmaLeBTMYECKON CyOCTaHUMM B KayecTBe HasnoronnatenbliMka B CTpaHe perucrpaumv (Ons pPOCCUUCKUX
IOpPUONYECKUX NULL - NOAEHTUPUKALMOHHBLIN HOMep Hanoronnatenswuka (MHH), ons nHocTpaHHbIX puandecKkmnx
nuy, - CcTpaHa perucTpauum, HavMeHOBaHWEe perucTpupylollero opraHa, perucTpauuoHHbId HoMep, KoAa
HanoronnartenblUuKa B CTpaHe perucrpaumm (MHKopnopauum) unv ero aHanor);

(n. 2 B pen. PenepanbHoro 3akoHa ot 28.12.2017 N 425-93)

3) cpok rogHocTU chapmaleBTUYeCKoOn cybcTaHumu;
4) ycnoBus xpaHeHus hapMaleBTU4eckon cybctaHuuuy;

5) Homep hapmakonenHon cTaTtbk NMGO B Criy4yae ee OTCYyTCTBUSA HOMEP HOPMAaTMBHOW OOKYMEHTauuu unm
HOPMaTUBHOIO AOKYMEHTA;

6) Hanuune dpapmaLeBTUYECKON CyGCTaHUMN B NepeYyHe HapKOTUYECKMX CPeAcTB, NMCUXOTPOMNHbIX BELLECTB U
UX MPEKypcopoB, mnoasiexaliux KoHTpomnto B Poccuiickori defepauun, B COOTBETCTBUM C 3aKOHOAATESILCTBOM
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Poccuiickon ®epepauny, MexayHapogHbiMu poroBopamu Poccuiickon ®depepaunmn, B ToM uucne EpuHon
KOHBEHLMEN 0 HapKoTudeckux cpencreax 1961 roga n KoHBeHuuen o ncnxoTponHbix Bewectsax 1971 roaa;

7) paTa BKMYeHMs hapMaLeBTUYECKON CyOCTaHLMM B rocy4apCTBEHHBIN peecTp NekapCTBEHHbIX CPEACTB,
AaTta BHECEHUS UBMEHEHMI B AOKYMEHTbLI chapMaLeBTUYECKON cyOCcTaHUMK, aTa UCKITYeHUs dhapmMaueBTUYECKON
cybCcTaHuumn 13 rocygapCTBEHHOIO peecTpa NiekapCTBEHHBLIX CPeaCcTB.
(4acTb 2 B peqn. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. Mopsagok BeAeHNs rocyapCTBEHHOTO peecTpa JiekapCTBEHHbIX CPeACTB AN MEAULIMHCKOrO NMpUMeHeHust
M NOpAOOK BedeHUsl TroCydapCTBEHHOro peecTpa IeKapCTBEHHbIX CPEeACTB ANA BeTepuHapHOro npuMeHeHUs!
yTBEPXXAalTCs COOTBETCTBYIOLLMM YMONHOMOYEHHbIM cheieparnbHbiM OpraHOM MUCTONHUTENBHON BNacTu.

Ctatbs 34. BxniovyeHMe B ToCyfapCTBEHHbM pPeecTp JIeKapCTBeHHbIX CPeACTB U UCKITOYeHue U3
rocyAapCTBeHHOIO peecTpa JNeKapCTBEHHbIX CpeAcTB (hpapmaueBTUHECKOM CyOGCTaHUMM, NPOM3BeAEHHOM AUis
peanusauum
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. [Ina BkntoveHns dapmMaleBTUYECKon CybCcTaHUMKM, NPON3BEAEHHON AN peanusaunn, B rocyaapCTBEHHbIN
peecTp NekapCTBEHHbIX CPeaCTB, NPOBOAMTCS SKCMepTU3a ee KadecTsa.
(B peqg. depepanbHoro 3akoHa oT 22.12.2014 N 429-03)

2. DkcnepTv3a KadecTBa YykaszaHHOM B 4YacTM 1 HacToswew cratby hapmaueBTUYECKOW cybcTaHumu,
COCTaBMEHME KOMUCCMEN IKCMEepPTOB 3aKMOYEHUMN MO pesynbTatam 3TOM 3KCMepTU3bl M UX HanpasfeHue B
YNOSTHOMOYEHHbIN hbedepanbHbI OpraH UCNOSTHUTENBHOW BNacTWM OCYLLECTBIISAIOTCA B CPOK, HE MpeBbILIaoLLnN
wectugecatm paboynmx OHeW CO AOHS MOMNMYyYEHUS IKCMEPTHbIM YYpEeXOeHMeM COOTBETCTBYHOLLEro 3adaHusd
YMOSTHOMOYEHHOTO befeparnbHOro opraHa UCMONTHNTENbHON BNACTW U Cregyowmx AOKYMEHTOB (CBeOEHWN):

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

1) cBeaeHnAa O pgarte npepoctaBlieHnda n perncTtpauuMoHHoOM HoMepe JUnUeH3Mn Ha Mnpon3BOoACTBO
NNIeKapCTBEHHbIX CpeacTB UK cBedeHnda O AaTte npenocrtaBlieHUA U permctpaunoHHOM HomMepe 3akroyYeHUa o
COOTBETCTBMM MPOM3BOAUTENS NEKapCTBEHHbLIX CPEeACTB TPeOOBaHWSM NpaBuil Hagnexalwen npon3BoACTBEHHON
NPaKTUKK, BblAaHHbIX (MPeaoCTaBNEHHbIX) YNOTHOMOYEHHbIM heaepanbHbIM OPraHoOM UCMOSNTHUTENBHON BNacTu, B
cryyae, ecrnv Npou3BOACTBO NEKAPCTBEHHOIO cpeacTaa ocyllecTenseTcs B Poccuiickoin Penepaumu;

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

2) konusa [OKYMEHTa, BblAHHOMO YMOMHOMOYEHHbIM OpraHoM CTpaHbl NPOU3BOAUTENS NEeKapCTBEHHOro
cpenctsa M MOATBEPXKAAMOLWEro paspelleHne Npou3BOACTBA JIEKAapCTBEHHOrO cCpeacTBa, U ero nepeBod Ha
PYCCKUA £3blK, 3aBEpPEHHble B YCTAHOBMNEHHOM MOpSAKEe, a TakkKe KOMUSA 3akiioyeHuss O COOTBETCTBUM
nNpon3BoaUTENsl NeKapCTBEHHbIX CpeacTB TpeboBaHWsIM MpaBunl Hagnexallen npOoM3BOACTBEHHOW MPaKTUKW,
BbIJAHHOIO YMOJSIHOMOYEHHbIM d)edeparibHblM OpraHoM WCMOMHUTENbHOW BRacTtu, nmMbo Konus pelleHus
YMOSTHOMOYEHHOTO  befepanbHOro  opraHa WCMONHUTENbHOW BAAcTM O MPOBEAEHUN  MHCNEKTUPOBAHMS
npomsBoauTens neKkapCTBEHHOro CpeacTBa. YKasaHHble [OKYMEHTbl MpeacTaBnsioTcsa B Cnyyae, ecnu
Npon3BOACTBO NEeKapCTBEHHOMO CcpeacTBa OCyLlecTBnseTcs 3a npeaenamun Poccunckon ®enepauuu;

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

3) OOKYMEHT, cogepalumi cnegyowme ceegeHus o oapmaueBTU4eckorn cybctaHumnm:
a) HanMeHoBaHne hapmMaueBTUYECKON CybCTaHUuK, ee CTPYKTypa, obLLmMe CBONCTBA;
0) HauMeHoBaHVe U agpec NPOM3BOAUTENS;

B) TeXHoNorma npomnssoacrtea ¢ onncaHunem cragun nponssoacTBa U METOAO0B KOHTPOJIA Ha BCEX CTaauAX
npon3BoacCTBa,

r) onucaHue paspaboTky npouecca NPou3BOACTBa;

[) onvcaHme KOHTPOIS KpUTUYECKMX CTaaMIn npouecca Npon3BoaCcTBa M NMPOMEXYTOYHON NPOayKLUNK;
€) AOKyMeHTanbHoe noaTeepxaeHne (Banuaauns) NpoLeccoB u (Mnn) Nx OLEHKa;

X) CBOWCTBA M CTPYKTYypa AENCTBYIOLLMX BELLECTB;

3) XapaKkTepucTmKka npumecen;

1) cneundmrkaumnsa Ha papmaueBTUYECKYHO CybCTaHLUMIO N ee 060CHOBaHUE;

K) aHanMTUu4eckne MeToamKun, UCMONb3yeMble NMpK OCYLLECTBIEHNM KOHTPONS KavecTBa dapMaueBTUYecKom
cybcTaHuuy;
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n) [OKyMeHTanbHoe MoATBepXAaeHue (Banugauusl) aHanmuTUYecKUMX METOAMK, WCMOoNb3yeMblX MNpu
OCYLLIECTBINEHUN KOHTPONSA KadecTBa hapmMaLeBTUYEeCKON CyGCTaHLUMU;

M) pe3ynbTaThbl aHanu3a cepui bapMmaueBTU4eCckon cybcTaHuuuy;

H) MepeyeHb CTaHAapTHbIX 06pa3UoB WM BELWECTB, WUCMOMb3yeMbIX MNPV OCYLLECTBIIEHUM KOHTPOIS
KayecTBa;

0) ONUcaHne XapakTePUCTMK 1 CBONCTB YNAaKOBOYHbLIX MaTepraroB 1 YKyNnopoYHbIX CPeACTB;
n) gaHHble 0 cTabunbHOCTK hapmaLleBTUYECKON cybcTaHuuw;
P) CPOK rOAHOCTMU;

4) pOKYMEHT, COAEepXalui CBEeAEHWUsI O perncTpauum npou3BOAUTENS FEKAPCTBEHHbIX CPeacTB Aans
MEOMLMHCKOIO MPUMEHEHUSI B KayeCcTBE Hanoronfartenbliuka B CTpaHe perucrtpaumm (ana  poCCUMCKUX
IOPUONYECKUX NULL - NOAEHTUPUKALMOHHBLIN HOMep Hanoronnatenswuka (MHH), ons nHocTpaHHbIX pUandecKkmnx
nuy, - CcTpaHa perucTpauum, HavMeHOBaHWEe perucTpupylowlero opraHa, perucTpauuoHHbId HoMep, KoAa
HanoronnartenbLUuKa B CTpaHe perucrpaumm (MHKopnopauum) unv ero aHanor).

(n. 4 BBegeH dPepepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)
(vacTb 2 B peqn. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93 (peq. 13.07.2015))

3. [Ins npoBedeHns1 3KCNepTM3bl KayecTBa yKas3aHHOM B 4YacTu 1 HacTosilen crtaTtbl hapmaueBTUYECKON
cybcTaHuum 3asBuTeNb NPeACTaBNsAeT B YNOTHOMOYEHHbIN ddeaepanbHbI OpraH UCMONHUTENbHOW BNacTy:

1) 3asBneHMe O BKIYEHUM B TOCYOAPCTBEHHbLI pEecTp feKapCTBEHHbIX CPeacTB  OaHHON
hapmaneBTUHECKOWN CyDCTaHLMK;

2) Konusa [JOKYMeHTa, noATBepXdalwwero ynnaty rocygapCTBEHHOM MOLWMAMHbI 3a  BKIOYEHUE B
roCydapCTBEHHbIN PEEecTp JEeKapCTBEHHbIX CPeAcTB dapMaueBTUYEeCKON CcybCcTaHuuKn, Npou3BEAEHHON Arnis
peanu3aumn, nMbo no CcobCTBEHHOM WHMUMATMBE YyKa3aHHbIi OOKYyMeHT. B crnyyae ero HenpeactaBneHus
3asgBMTENEM YMOMHOMOYEHHbIN doedeparnibHbli  OpraH  UCMOMHUTESNbHOW Bnactu nposBepdeT akT ynnatbl
rocygapCTBEHHON MOLWMNHBI 3asiBUTENEM C WCMONb30BaHMeM WHdopmaumm 06 ynnate rocyaapCTBEHHOW
MOLWMNKWHBI, cofepxallenca B [ocyoapcTBEHHOM  MHAOPMAUUOHHOW CUCTEME O [OCYAApPCTBEHHbIX W
MYyHULMNAnNbHbIX NnaTexax, Ha OCHOBaHUW NMpeaCcTaBfieHHOW 3asdBUTENEeM KOMuu AOKYMEHTa, NOATBEpXAaloLero
ynnarty rocyaapCTBEHHOW MOLUSINHBI;

(n. 2 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) OOKYMEHTBI, YKa3aHHble B 4acTu 2 HACTOSILLEN CTaThy;
(B peqg. depepanbHoro 3akoHa oT 22.12.2014 N 429-03)

4) 3asBneHve O Bblga4ye paspeleHMss Ha BBO3 B Poccuiickyto Pepepauunto  KOHKPETHOM napTum
He3aperncTpMpoBaHHOIo NieKapCTBEHHOro cpeacTBa, NpeAHasHayYeHHoro Ans NpoBeAeHns yKa3aHHOW SKCepTusbl.
(n. 4 BBegeH deaepanbHbIiM 3akoHOM OT 22.12.2014 N 429-93)

3.1. B cny4ae HenpeacTaBneHus ¢ 3asiBNEHNEM O BKITHOYEHUM B rOCYAApPCTBEHHbIA peecTp NeKkapCTBEHHbIX
cpencTts hapmaueBTUYECKOW CyOCTaHUMM OOKYMEHTOB, MOATBEPKAAOLMX YNNaTy rocy4apCTBEHHON MOLUMMHBLI U
yKa3aHHbIX B MyHKTE 2 4acTu 3 HACTOsLLEN CTaTbM, a Takke BblgaBaeMbIX (MPegocTaBnaeMbiX) yrnofaHOMOYEHHbIMM
dhenepanbHbIMM OpraHamMu UCMNONHUTESBHOW BNacTy AOKYMEHTOB (CBEOEHU), yKasaHHbIX B NyHkTax 1 n 2 yactun 2
HacTosLWen cTaTbn, YNONHOMOYEHHbIN ddeadepanbHbli OpraH UCNOSTHATENBHOM BRacTU 3anpawmBaeT yKasaHHble
OOKYMeHTbI (CBe4eHus) B nopsiake MeXBedOMCTBEHHOIO MHOPMALIMOHHOIO B3auMoaencTBuUS.

(vactb 3.1 BBeaeHa PenepanbHbiM 3akoHOM OT 27.12.2019 N 478-93)

4. B TeuyeHne pecAtu paboumx OHEW CO OHS MPUHATUA 3asiBIEHUSA O BKITOYEHUWM YKa3aHHOW B 4dactu 1
HacToslen cratbM hbapmaueBTUYECKOW cybCTaHuMM B rocydapCTBEHHbIN PEEecTp JIEKapCTBEHHbIX CPEACTB U
OOKYMEHTOB, MEPEYNUCIIEHHBIX B YacTn 1 1 NyHKTE 2 YacTh 3 HACTOSLLEN CTaTby, YNONTHOMOYEHHbIV heaepanbHbIn
opraH UCNONHUTENbLHOW BNacTu:

(8 pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

1) npoBOANT NPOBEPKY MOMHOThLI U AOCTOBEPHOCTU AaHHbIX, COAEpPXKaLLMXCA B NPEeACTaBMeHHbIX 3asBUTENEM
DOKYMEHTaXx;
(8 pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NPpUHUMaET pelleHne 0 HanpaBleHNUN B IKCNEepTHOE ydpexageHune 3adaHna Ha npoBeeHne 3KCNepTus3bl
Ka4vyecTtBa yKa3aHHOI7I B Yactm 1 HacTosiwen cratbu d)apMaLleBTquCKOVI CY6CTaHLI,I/WI unu ob oTkasze B Takom
HanpaBJlieHunu;

3) yBeO4OMIAET B SﬂeKTDOHHOVI WM NUCbMEHHON q)opme 3adBuTena o NPUHATOM pelleHnn nunm B criydae
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OoTKasa C yKasaHueM NpuyuH Takoro otkasa.
(B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cnyyae BbISIBNEHNS HEOOCTOBEPHOCTN CBEAEHWUN, COOEpXKalMXCa B MPeACTaBNEHHbIX 3asBUTENEM
MaTepuanax, yrnonHOMOY€EHHbIN dhefeparnbHbli OpraH UCMONHUTENBHOWM BNacTu HanpaenseT 3asiBUTENNO 3anpoc 06
YTOUHEHUWN YKa3aHHbIX CBeAeHWN. [laHHblA 3anpoc MoxeT ObiTb nepedaH YNofHOMOYEHHOMY MNPEACTaBUTEND
3aaBuUTENs NUYHO NOA pacnucKy, HarnpasneH no novTe 3akasHblM MUCbMOM UMY NepefaH B 3NeKTPOHHON hopmMe no
TENEeKOMMYHUKaLMOHHbIM KaHanaMm cBa3u. B cnyyae HanpaBneHuss JaHHOro 3anpoca Mo nouyte 3akasHbiM
NMMCbMOM OH CYMTaETCs NONYyYEHHbIM MO UCTEYEHUM LLECTU OHEN C AaTbl HanpaBneHns 3akasHoro nNUcbMa.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asBuTtens o00s3aH nNpeacTaBUTb OTBET Ha 3anpoc YMNOMHOMOYEHHOro dhefepansHOro opraHa
WCMNONHUTENBHOW BlacTU B CPOK, He MPEBbLILLAIOWMA AeBsHOCTa paboumx AHEN CO OHSA MONyYeHuUst OAHHOro
3anpoca. Cpok, yka3aHHbI B 4acTu 4 HACTOsILEN cTaTby, NPUOCTAaHABNMBAETCS CO AHSA HanpaBfieHUs 3asBUTENIO
3anpoca ynoriHOMOYEHHOro defepansHOro opraHa UCMONHUTENbHOW BNAacTU OO OHSA MNOofydYeHuss MM OTBeTa Ha
OaHHbIM 3aMpoC U He YYUTLIBAETCS MPU MCHUCIIEHNN CPOKa 3KCMEPTU3bl KavyecTBa hapMaLleBTUHECKON CyOCcTaHUmK,
Hencnonb3yemon nNpu NPOn3BOACTBE NeKapCTBEHHbIX NpenapaTos.

(vactb 4.2 BBefeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMeM [Ans oOTkasa B HanpaBfeHUU B IKCMEPTHOE y4ypexaeHwe 3ajaHusi Ha npoBefeHue
3KCMepTM3bl KayecTBa YyKasaHHOW B 4YacTM 1 HacToslwen cratbuM hapMaueBTMYeCKon cybcTaHuMn siBnsieTcs
HenpeacTaBrneHMe [OOKYMEHTOB, yKasaHHbIX B 4acTu 2 HacTosillen cTaTbW, OTCYTCTBUE MHdOopMauuu,
NnoAaTBepXxAaroLlen akT ynnatbl rocyaapCTBEHHOW MOLUMUHBI 32 BKIOYEHWe ¢hapMaueBTUMYeckon cybcTtaHuum,
npovsBegeHHON [Ana peanu3auumn, B roCyAapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeAcTB, HenpeacraBneHune
3asBUTENIEM B YCTAHOBIEHHbIA CPOK OTBETA Ha YKa3aHHblW B 4Yactm 4.1 HacTodAwen cTatbu 3anpoc
YNOMHOMOYEHHOro doefepanbHOro opraHa WCNOMHUTENBHOM BRacTM WNW nNpeactaBneHne [OOKYMEHTOB, He
cofepXaLlmx ncdepnbiBaloLWero nepeyHss HeOOXOAMMbIX CBEAEHUNA.

(yacTb 5 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. B TeueHne naTHaguaTtn paboumx OHEW CO AHSI MONYyYEeHUsl peLleHus YNoNIHOMOYEHHOro defeparnbHOro
opraHa UCNOMNHUTENBHOW BNACTM O HaMpaBreHun B 3KCMEPTHOE yYpeXaeHne 3ajaHunst Ha NpoBedeHne IKCnepTu3bl
KayecTBa yka3aHHOM B 4YacTu 1 HacToslen ctaTtbh hapmMaueBTUYECKON CyOCTaHUMM 3asiBUTENDb NPeACTaBnseT B
3KCMEepTHOE YyYpexaeHue Onis NpoBedeHMs OaHHOW 3KcnepTu3bl obpasubl hapmaueBTUYecKoW cybcTaHumm B
Konm4yecTBe, HeobXxoAMMOM Afsi BOCNPOM3BEAEHUA METOAOB KOHTPOMS KavecTBa. OKCMNEepTHOE yypexaeHue npwu
nonydeHnn oO0pasLoB yKasaHHOM B 4YacTu 1 HacTosawen craTbym dapmaueBTU4eckon cybcTaHumm BbloaeT
3a8BMTENO0 JOKYMEHT, MOATBEPXKAAIOLLMIA NONyYeHne 3TUX 06pasLioB, U B CPOK, HE NMPEBbIWAOLWNA Tpex paboymnx
OHeN, yBeJOMIISIET B 3MIEKTPOHHOW UMM MUCbMEHHON hopMe 06 3TOM YMOJSIHOMOYEHHbIV bepeparnbHbii opraH
WCNONHUTENBLHOM BNACTU. OTU CPOKM HE BKITHOHAKOTCH B CPOK NPOBEAEHUS JaHHOW 3KCNepTU3bI.

(B peqa. ®eapepanbHoro 3akoHa oT 22.12.2014 N 429-03)

7. [loKyMeHTbl, NOCTYNMBLUME B SKCMEPTHOE yupexaeHve Orsi NpoBedeHWs 9KCNepTM3bl KayecTBa yKkasaHHOM
B vyacTu 1 HacTosien cTaTbM dpapmaueBTMyeckoi cybcTaHuuu, noanexart Bo3BpaTy B YNONHOMOYEHHbIN
dbenepanbHbIl opraH UCMOMHUTENbHOW BMacTM OOHOBPEMEHHO C 3aKMYeHUsIMU Mo pesynbTaTaM NpoBeaeHHOM
3KCMNEepTU3bI.

8. B cpok, He npeBbIlWaLWUi NTU paboumx AHEN CO AHSA MOMNyYEeHUs 3aKMOYEeHNS KOMUCCUM 3KCMEPTOB MO
pesynbTataM 3KCNepTU3bl KayecTBa yka3aHHOW B 4acTu 1 HacTosiwen ctaTbM hbapmaueBTUYECKOW cybcTaHuum,
YNOMHOMOYEHHbIV dhefieparnbHbli OpraH UCNONHUTENBHON BNAacTu:

1) OCyLLEeCTBMNSET OLEHKY TaKOro 3aKkmio4YeHus Ans onpeaerieHns ero CooTBETCTBUS 3aflaHNo Ha NpoBeaeHne
JaHHOW 3KCNepTUsbI;

2) NpYHUMaET pelleHMe O BKITHOYMEHWM YKa3aHHOM B 4YacTu 1 HacToswen cratbu dapmaueBTUYECKON
cybcTaHuum B rocygapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeaCcTB UM pelleHne o6 oTkase B TakOM BKITIOYEHWM;

3) BHOCUMT MpuM MNPUHSTUN pPELUEHNA O BKITOYEHWM YKa3aHHOW B 4YacTu 1 HacTosilen cTaTbu
hapmavneBTMYECKON CybCTaHLMM B roCcy4apCTBEHHbIN PEECTP NEKapCTBEHHbLIX CPEACTB NPEAYCMOTPEHHYIO YacTbio
2 craten 33 Hacrtosiwero degepanbHOro 3akoHa MHGopmauuo M yBegomnsier o6 3TOM B 3NEKTPOHHOW Unuv
NMUCbMEHHOW hopMe 3asiBUTENS.

(B peqn. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 27.12.2019 N 462-03)

9. OcHOBaHMeM Ons OTKasa BO BK/HOYEHMM yKa3aHHOW B YacTu 1 HacTodAwen ctaTbM papmaueBTUYECKON
cybCcTaHuun B rocydapCTBEHHbIA PEECTp JIeKapCTBEHHbIX CPEACTB SBMSETCH 3ak/ioYeHWe COOTBETCTBYIOLLErO
YNOSTHOMOYEHHOro befepasribHOro opraHa WCMAOMHUTESNbHOW BflacTM O TOM, YTO Ka4yecTBO (papmaLeBTUYECKON
cybcTaHuumn He NoATBEPXKAEHO NOMYYEHHBIMU AAHHBIMU.
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(vyacTb 9 BBegeHa PepepanbHbiM 3akoHOM OT 22.10.2014 N 313-03; B pea. PeaepanbHoro 3akoHa oT 04.06.2018 N 140-93)

10. He ponyckaeTca BKMOYEHWE B TOCYAAPCTBEHHbIN pPEECTp JIeKapCTBEHHbIX CPeACTB  OOHOWN
hapmaueBTMYECKON CyOCTaHUMK, MPOU3BEAEHHOW AN peanv3auuMmM W BbiMyCKaeMoW OOHUM U TEeM e
npousBoguTenem, B BUAe OBYX 1 6onee peecTpoBbIX 3anucei.

(vacTb 10 BBegeHa PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

11. BHeceHue wn3MeHeHW B [OOKYMeHTbl Ha apmaueBTUYECKyl0 CybCTaHUMIo, MpPOU3BEOEHHY Ans
peanu3aumy M BKITHOYEHHYHO B rOCY4apCTBEHHbIN PEeecTp NeKapCTBEHHbIX CPeACTB, OCYLLECTBNAETCA B nopsiake,
ycTaHoBneHHoM cTtaTtbamu 30 u 31 HacTosiwero ®enepanbHOro 3akoHa, € ynraTon rocyaapCTBEHHOW MOLUSMHBI,
npeaycMOTPEHHON 3akoHogaTenbcTBOM Poccurckon ®epepauum o Hanorax n cbopax.

(yacTb 11 BBegeHa PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

12. [onyckaeTtcsi oOpawieHne ¢apmaueBTUYECKMX CyOCTaHUMIA, MPOU3BEAEHHbLIX Ans peanu3auuu, B
Te4YeHne CcTa BOCbMMAECATW [JdHEW [0 W MOoCne MPUHATUS  YNOMHOMOYEHHbIM  dbedeparnbHblM  OpraHoMm
NCMNOMHUTENBHOW BNacTV peLleHnss O BHECEHUN U3MEHEHMIN B OOKYMEHTbl Ha dpapmaueBTUYecKyto cybcTtaHuuio,
NPOM3BEAEHHYI0 AN peanu3aunn U BKITIOYEHHYIO B rOCY4apCTBEHHbIN peecTp NeKapCTBEHHbIX CPeaCTB.

(vacTb 12 BBegeHa PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

13. PeweHne 06 MCKITYEHNN U3 rOCYAApPCTBEHHOIO peecTpa NeKapCTBEHHLIX CPEACTB (hapMaLeBTUYECKON
cybcTaHuun, npousBedeHHOW [Ans  peanu3auumu, NPUHMMAETCH  YMOSTHOMOYEHHbIM dedeparnibHbiM  OpraHoMm
NCMNOMHUTENBbHOW BNacTu B Cryyae:

1) NpeAcTaBneHNst COOTBETCTBYIOWMUM YMOSTHOMOYEHHbIM ddefeparnbHbIM OpraHoOM UCMONHUTESbHOWM BRaCTL
3aKIOYEeHNsT O puUcke unm o6 yrpose XM3HU WINKU 3[0POBbI0 YerioBeka NGO >KMBOTHOTO MPU MCMOSIb30BaHWMU
rieKapCTBEHHOIO CPeACTBa;

2) nogaun paspaboTyMKOM JieKapCTBEHHOro CpeacTBa MMM MpPOU3BOAUTENEM NEeKapCTBEHHOro CpeacTBa
nMBo YNOSIHOMOYEHHBIM VMW APYIUM HOPUOMYECKMM NMLOM 3asiBeHUs 06 WCKIYEeHUU U3 FoCyAapCTBEHHOMO
peecTpa NekapCTBEHHbIX CPEACTB hapMaLeBTUYECKON cybcTaHLmm, NPON3BeaeHHON A peanusauum;

3) oTcyTtcTBUA hbapmaueBTUYECKOM CyOCTaHuuKM, NpOM3BEAEeHHOW Ans peanusauun, B oOpalweHun B
Poccuiickonn degepaumm B TeueHue Tpex n 6onee ner.
(vactb 13 BBefeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-d3)

CtaTtbs 35. YTpatuna cuny ¢ 1 urons 2015 roga. - ®egepanbHbm 3akoH ot 22.12.2014 N 429-@3.

Ctatbsl 36. O6xanoBaHMe pelueHUsi 06 OTKase B Bbidaye paspelleHuss Ha npoBefeHue KIMHUYECKOro
MccnedoBaHUA  NleKapcTBeHHOrO MpenapaTta, pelleHMss o6 oOTkase B roCygapCTBEHHOM  pervcrpauum
JIeKapCTBEHHOIo npenapara, 3aKM4YeHUss KOMMCCUMM IKCMEPTOB IKCMEPTHOTrO YUPEeXAEHWUS WM 3aKIoueHus
coBeTa No 3TUKe

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

PelueHne cOOTBETCTBYIOLLENO YNONTHOMOYEHHOrO hefepanbHOro opraHa UCNOMHUTENBHON Bnactu ob oTkase
B Bblgaye paspelleHuMs Ha npoBedeHWE KIMUHUYECKOro MCCreaoBaHUs feKapCTBEHHOro npenapara, pelueHue
ykasaHHOro defeparnbHOro opraHa MWCMONHUTENbHOM Bnactu o6 oTka3e B roCydapCTBEHHOW pervcrpaumm
NneKapCcTBEHHOro npenapaTa, 3aknioyeHue KOMUCCUM 3IKCMEPTOB IKCMEPTHOrO YUPEXAEHUS UMM 3akryeHue
coBeTa MO 3TUKE MOXeT ObITb 06XanoBaHO B MNOpsiAKe, YCTAHOBMEHHOM 3akoHoZaTenbCTBOM Poccuiickon
depepaummn.  3aknodeHMe  KOMUCCUMM  SKCMEPTOB  SKCMEPTHOIO  YYPEXOAEHMS O  B3anMMO3aMEHSEMOCTU
NEKapCTBEHHbIX MpenapaToB Ang MeOULMHCKOro NMpMMEHEeHMs NMbo O TOM, YTO NEeKapCTBEHHbIM npenapart ansd
MEOMLIMHCKOIO MPUMEHEHUS He SABMSIeTCS B3auMMO3aMEHSIEMbIM, MOXET ObiTb 0bOXanoBaHO OepxaTerem wumnm
BnagesnbLeM pPerncTpaumoHHOro YaAoCTOBEPEHUSA NEKAPCTBEHHONO npenapara B YNOJTHOMOYEHHbIN dheaeparnbHbIN
opraH UCMOSTHUTENbHOW BNACTU, KOTOPbLIV NPUBIIEKAET K PaCCMOTPEHUIO yKa3aHHOW kanobbl NogBeJOMCTBEHHbIE
€My Hay4Hble opraHusaumMm u obpasoBaTefibHble OpraHuM3auuyM BbICWIEro 00pa3oBaHWsi, OCYLLECTBRAOLME
nedatenbHoCcTb B cdepe OOpalleHUs NeKkapCTBEHHbIX CPeAcTB. 3aknioyYeHMe KOMWUCCUM IKCMEPTOB 3KCMEPTHOrO
yypexaeHusi, opopMIeHHOE MO UTOram nepecmoTpa 0OKanoBaHHOIO 3aKIMHYEHUS 3JKCnepTa, MOXET ObITb
OCMOPEHO AepXaTenem Wnu BrnagenbLeM perncTpauuoHHOro YAOCTOBEPEHUsSI NIEKapCTBEHHOrO npenapaTta nMbo
YNOSITHOMOYEHHBIM MMM JIMLOM B MOpsiAKe, YCTAHOBIIEHHOM 3akoHodaTtenbcTBoM Poccuiickon depepaumun. Mpu
o0XanoBaHUN peLleHns YNOSTHOMOYEHHOTo dedepanbHOro opraHa WCNOMHUTENBHOW BMacTW, 3aKITYeHust
3KcrnepTa MM KOMUCCUN 3KCMEPTOB SKCMEPTHOrO YYPEXOEHUS, 3aKMiOYeHMs COBETa MO 3TUKE AepxaTenb Unuv
Bnageney perucTpaunoHHOro yOOCTOBEPEHMSI NIEKApCTBEHHOro npenapata Nimbo YMNOfIHOMOYEHHOE UMM NULO
BpaBe nNpeacTtaBUTb pesynbTaTbl  3KCMEPTM3bl  JIEKAPCTBEHHOrO Mpenaparta, MNpPOTOKOSbl  MOSNTYYEHHbIX
aKKpeaMTOBaHHLIMK MUCMbITATENbHbIMM NTabopaTopnaMn (LeHTpamun) pesynbTaToB UCCIIEL0BaHUNA, UCTbITAHWUNA.
(B peqg. ®epepanbHoro 3akoHa ot 27.12.2019 N 475-03)
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Cratbsa 37. UHcopmaums, cBsisaHHasi C OCYLUECTBIIEHMEM rOCYyAAapPCTBEHHOM pervcTpauvu JieKapCTBEeHHbIX
npenapaToB, MH(OPMaLMA O 3aperMCTPMPOBaHHLIX JleKapCTBEHHbIX Npenaparax U NleKkapcTBeHHbIX Npenaparax,
MCKIMKOYEHHbIX U3 FOCYAapCTBEHHOIO peecTpa NleKkapcTBeHHbIX CPpeACTB

1. COOTBETCTBYIOLLMIA YMNOSTHOMOYEHHbIV hbeaeparnbHbIi opraH WCMNOMHUTENBHON BNacTu pasMellaeT Ha
cBoeM oduumansHOM canTte B ceTn "HTepHeT" nHdopmauunio, CBA3aHHY C OCYLLECTBIIEHNEM roCcy4apCTBEHHON
perucTpaummM nekapCTBEHHbIX MpenapaTtoB, B TOM 4YMCMe NPOBeOEHMEM 3KCMEepTM3bl JIEKAPCTBEHHbIX CPeacTB
(Bknovasi pesynbTaTthl ee nposedeHus), MHPOpMaUMIo O 3aperMcTpUpPOBaHHbIX JIEKAPCTBEHHbIX Npenapartax u
neKapCTBEHHbIX npenaparax, UCKMIYEHHbIX U3 rocyAapCTBEHHOIO peecTpa NekapCTBEHHbIX CPeacTB, He No3aHee
YyeM 4vepes NsATb pabounx OHEN CO OHA MOMyYeHUs YMOSTIHOMOYEHHbIM ddedeparnbHbIM OpPraHoM MCMONTHUTENBLHON
BNacTu COOTBETCTBYOLLEN UHpopMaLnK.

(B peqn. PepepanbHbix 3akoHOB 0T 22.12.2014 N 429-03, ot 02.08.2019 N 297-03)

2. Cpoku 1 nopsgok pasmeLLieHnst yKadaHHOM B YacTu 1 HacTosiwen ctatbn MHOPMaLUMM yCTaHaBMBaOTCA
YNOMHOMOYEHHbIM befieparnbHbIM OpraHoM WCMNONHUTENbHOM BRacTu. WHdpopmaums, ykasaHHas B 4vactm 1
HacTOsILLEN CTaTbM, SIBNSETCA OTKPLITOM M 06LLEeOCTYNHOW M NpefoCcTaBrnseTcss 3aMHTEPECOBaHHbIM Nuuam B
COOTBETCTBUM C 3aKoHoaaTenbCcTBOM Poccunckon ®epepauuu.

(B peqa. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-03)

Maea 7. KMIMHWYECKUE UCCNEAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB ANnA MEOUUMHCKOIO NPUMEHEHUA, OOTOBOP
OB UX NPOBEOEHWUN, NMPABA NALUEHTOB, YHACTBYOLLUX
B 3TUX UCCNEOOBAHUAX

CraTbs 38. KnuHuyeckue uccnepoBaHms JNleKapCTBeHHbIX NnpenapaToB Ansa meagnuuUHCKOro npuMmeHeHus

1. KnnHnyeckne nccnegoBaHvs NeKapCTBEHHbIX MpenapaToB A4S MEAULMHCKOrO NPUMEHEHWS, B TOM YMcChne
MEeXAyHapOAHble MHOrOLUEHTPOBbIE, MHOrOLEHTPOBbIE, MOCTPErMcTpaLMOHHbIe, MNPOBOASATCA B OAHOM WU
HECKOMbKNUX MEOULUMHCKMX OpraHM3aumsax B COOTBETCTBUM C NpaBuUnamMn Hagnexalwlen KNUHUYECKON NpaKTUKM,
YTBEPXKAEHHLIMU  YMOSTHOMOYEHHBIM  doefieparnbHbIM  OpraHOM  UCMOMHUTENbHON BRACTW, COOTBETCTBEHHO B
creayoLwunx uensx:

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

1) yctaHoBneHne 6€e30MacHOCTU JeKapCTBEHHbLIX MpenapaTtoB Afi 340pPOBbIX AobpoBonbueB U (M)
NepeHoCMMOCTM UX 300POBbIMKM  JOOPOBOMbLAMM, 32 MWCKIHOYEHUEM TaKMX WCCNEeOOoBaHUA JeKapCTBEHHbLIX
npenapaToB, NPOM3BEAEHHLIX 3a Npegenamu Poccuiickon ®eaepaunu;

2) nopgGop onTMMarbHbIX OO3MPOBOK JIEKAPCTBEHHOrO Mpenapata W Kypca feyvyeHus Ans nauueHToB ¢
onpefeneHHbIM  3aboneeaHWeMm, ONTUMarnbHbIX [03 W CXeM  BaKUMHaUMM  MMMYHOGUOMOrMYecKuMm
neKkapcTBEeHHbIMU NpenapaTamMyn 300pPOoBbIX 40GPOBOSbLEB;

3) ycTtaHoBneHve Ge3onacHOCTM NEeKapCTBEHHOro npenapata M ero 3qeKTBHOCTM ANS MauueHToB C
onpenerneHHbiM 3aboneBaHnemM, MpodunakTuyeckon 3PEPEKTUBHOCTU MMMYHOBMONMOIMYECKNX NEeKapCTBEHHbIX
npenapaToB A5 340PpOBbIX LOOPOBONbLLEB;

4) n3yyeHne BO3MOXKHOCTV pacLUMpEeHUsi NMokasaHui AN MeauUMHCKOTO MPUMEHEHWs! U BbisSIBIIeHUsST paHee
Hen3BeCTHbIX MOGOYHbIX AEACTBUIA 3apPErMCTPMPOBAHHbIX NTEKAPCTBEHHBIX NpernapaToB.

2. B oTHOWeHUM BOCMNpOM3BEAEHHbIX JIEKapCTBEHHbIX MNpenapaToB Ans MEQULMHCKOro MpUMeHeHus
MPOBOAATCA MCCregoBaHUsi OMO3KBMBANIEHTHOCTU M (UNM) TepaneBTUYECKOW SKBUBANEHTHOCTM B MOPsiAKe,
YCTaHOBIIEHHOM YMOSTHOMOY€EHHbIM dhefeparnbHbIM OpraHoM MUCTONHUTENBHON BNacTu.

3. OpraHusauuio NpoBeaeHUsT KIMHUYECKMX UCCNEeaoBaHUiA NeKapCTBEHHOro npenapaTta ans MeauumMHCKOro
NpUMEHEHMS BNpaBe OCYLLECTBNATD:

1) pa3paboTumnk NekapCcTBEHHOroO npenapara UM yrnosiHOMOYEeHHOE UM NNLO;

2) oOpasoBaTtenbHble OpraHuM3aumMyM  Bbicllero  obpa3oBaHWsi,  OpraHM3auuMn  OOMOSIHUTENBHOMO
npodeccnoHanbHoro obpasoBaHus;
(n. 2 B pea. ®enepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4YHO-uccnenosatesibCkne opraHm3aunn.

4. KnuHnyeckne uccregoBaHuna JleKapCTBeHHOro npenapara Aanda MeguumHCKOro npmMeHeHuda npoBoaATCA
Ha OCHOBaHMW pa3pelweHnda Ha npoBegeHne KIMHN4YeCcKoro wuccriegoBaHnAa nekapcTtBeHHOro npenapara,
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BblAaHHOMO  YMNOMHOMOYEHHbIM  defepanbHbiM — OpPraHOM  UCMOMHUTENbHOW  BNacTu.  YNONHOMOYEHHbIN
benepanbHbll - OpraH WCMOMNHUTENBbHOW BRacTM BedeT peecTp BblAaHHbIX paspelleHun Ha npoBedeHue
KNUHUYECKUX UCCNefoBaHUN NeKapCTBEHHOro npenapara, CoAepXaluuii ykasaHue Ha uxX uenb unu uenu, B
YCTaHOBJIEHHOM 3TUM OpraHoOM nopsgke.

(B pea. PenepanbHbIX 3akoHOB 0T 22.12.2014 N 429-93, o1 13.07.2015 N 241-$3)

5. YTpatun cuny ¢ 1 niona 2015 roga. - ®egepanbHbiii 3akoH oT 22.12.2014 N 429-03.

6. K opranvsaumu npoBefeHns KNMHUYECKMUX UCCreaoBaHuii NeKapCTBEHHOrO NpenapaTa ans MeauuUmMHCKoro
npuMeHeHns1 pa3paboTyMKoM feKapCTBEHHOro npenaparta MOryT MpuBrekaTbCs topuaudeckue nuua noGoi
opraH13aLMOHHO-NPaBoOBON (POPMbI MPK YCNOBUM 0GecneyYeHnss COOTBETCTBUSA 3TUX UCCNEeAoBaHWin TpeboBaHnaAM
HacTosLllero ®eaepansHOro 3akoHa.

KoHcynbTaHTlntoc: npumevaHue.

B HacTosilee Bpems [OeNCTBYIOLMM 3aKOHOAATENbCTBOM He YCTaHOBMEH MOPSAOK akkpegutauun MeauuMHCKMX
opraHu3auuin Ha npaBo MPOBEeAEHUs KIMHUYECKUX WCCReAOoBaHWI NeKapCTBEHHbIX MpenapartoB AN MegULMHCKOro
npumeHeHus. o 01.01.2021 gencreosano NoctaHoBneHue MNpasutensctea PP ot 03.09.2010 N 683.

7. KnuHnyeckne nccnenoBaHns NekapcTBEHHbLIX NpenapaTtoB AN MeAULNHCKOro NpUMEHEHUs NPOBOASTCA B
MEOMLIMHCKUX OpraHu3aumnsax, akkpeOuUTOBaHHbIX YMOMHOMOYEHHbIM hedepanbHbIM OpraHoM WCMONHUTENBHON
BNacTu B nopsiake, yctaHoBneHHoM [NpaButenscTBoM Poccuiickon ®eaepaumu.

8. TllepeveHb MeOMUMHCKUX OpraHusauuMii, UMERLMX MpaBo NPOBOAUTb KIMHUYECKME WCCrneaoBaHUs
neKapcTBEHHbIX NpenapaTtoB Ans MEAULMHCKOro NpUMEHeHUs, U peecTp BbiAaHHbIX pa3pelleHui Ha npoBeaeHune
KMMHWUYECKUX NCCMNELOBAHWIN NEKapCTBEHHbIX NPenapaToB OnyGMKOBLIBAOTCS U pa3MeLLanTcs YNONTHOMOYEHHbIM
hbeneparnbHbIM OpraHoM UCMONHUTENBHOW BMACcTU B YCTAHOBNEHHOM MM MOpsiAKe Ha CBOeM oduumansHOM canTe
B ceTn "UHTepHeT".

Ctatbs 39. PelieHMe o npoBegeHUM KIMHUYECKOrO MUCCIEeOOBaHUsI JleKapCTBeHHOro npenapata Aans
MeAULIMHCKOro npumMmeHeHust
(B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. KnuHuyeckoe uccrnegoBaHue fieKapCTBEHHOMo rnpenapata Ans MeAULMHCKOrO NMpUMeHEHUsT NMpoBOAMTCS
Ha OCHOBaHMWM pa3spelleHNsi Ha npoBefdeHWe KIMHWUYECKOro WCCIiefoBaHNs JeKapCTBEHHOrO MpenapaTta,
BblJAHHOTO YMOSIHOMOYEHHbIM (befepasibHbIM OpraHOM WCTONHMTENBHOM BriacTW MO pesysibTatam 3KCMepTu3bl
[OKYMEHTOB, HeoGXoAMMbIX ANs MNOMyYeHus paspelleHVsl Ha MpoBedeHMe KIMHWYECKOro UccriefoBaHus
neKkapcTBEHHOro npernapara 1 3TUYECKOW KCNepTH3bI.

2. ins nony4yeHusl paspeLlueHnst Ha NpoBedeHVE KIIMHUYECKOrO UCCIiefoBaHUs JiekapCTBEHHOrO npenapara
ANS  MEOMUMHCKOrO MNPUMEHEHUs 3asBUTENb NpedcTaBnsieT B YMNONHOMOYEHHbIN doedepanbHbil  opraH
UCMONMHUTENBHOW BMACTK:

1) 3asBreHMe O Bblhaye paspelleHNsl Ha NpPOoBeeHWe KIMHUYECKOro MWCCIefoBaHUsl J1eKapCTBEHHOMO
npenapara Ans MeauLMHCKOro NpUMeHeHUs;

2) KONMM OOKYMEHTOB, MOATBEPXKOAOLWMX ynnaTy rocygapCTBEHHON MOLWUHBI 3a MPOBEAEHNE 3TUYECKON
3KCMNepTM3bl, SKCMEPTU3bl JOKYMEHTOB Ha fleKapCTBEHHbIN npenapar Ansa nosyvYeHns paspelleHus Ha nposegeHve
KIMMMHMYECKOro UCcneaoBaHUA nekapcTBEHHOro npenapata And MeauuuHCKOro npuMeHeHws, 3a  Bblaady
paspelleHna Ha npoBeAeHue KIMHUYECKOro uccreoBaHusa JlieKkapCTBEHHOro npenapata Aand MeauuuHcKoro
NPUMEHEHWs!, 3a NPOBEeEHME IKCNEePTU3bl JOKYMEHTOB Ha NekapCTBEHHbIV nNpenapart Ans nonyydeHus paspeLueHus
Ha npoBefeHne MeXAayHapoaHOro MHOMOLEHTPOBOro KIMHUYECKOro UccrneaoBaHud neKkapCcTBEHHOro npenaparta
ana MeguuMHCKOro npuMeHeHus, 3a Bblgady paspelleHusa Ha nposefeHne MeXayHapoAHOro MHOroLeHTpOoBOro
KIMTMHMYECKOro WUccneaoBaHMA nekapcTBEHHOro npenaparta Angd MeauuuHCKOro npuMeHeHus, 3a npoBeaeHve
3TUYECKOW 3KCMNEePTMU3bl, IKCMNepTU3bl JOKYMEHTOB Ha NeKapCTBEHHbLIA npenapaT And nonyyeHus paspelueHvs Ha
nposedeHne  MOCTPErucTpauuoHHOro  KIMHMYECKOro  UccrnepoBaHWA  NekapcTBEHHOro  npenaparta  And
MeOULIMHCKOro MpUMEHEeHUs, 3a Bblgayy paspelleHus Ha npoBefeHue MOCTPEerncTpauuoHHOro KrinMHUYEeCKoro
nccnegoBaHUA NekapcTBEHHOro npenapara and MeguUnMHCKOro npuMeHeHus;

(B peqa. depepanbHoro 3akoHa oT 27.12.2019 N 478-03)

3) NPOTOKON KIMMHWMYECKOTO UCCeaoBaHMs NEKAapCTBEHHOTO NpenapaTta ans MeauLUMHCKOro NpUMeEHeEHNs;
4) BpoLutopy uccnegoeartens;

5) NHPOPMALIMOHHBIN NUCTOK NaLMEHTa;
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6) ceBeaeHns o6 onbiTe paboTbl UccrneaoBaTeneilt Mo COOTBETCTBYHOLLIMM CMeuuanbHOCTAM U UX OnbiTe
paboThl MO NPOBEAEHNIO KNMMHUYECKUX UCCMNeaoBaHuiA;

7) cBefeHusi 0 MEeOMUMHCKUX OpraHm3auusix, B KOTOPbIX npegnonaraetcs npoBEeAEHME KIMHUYECKOro
nccnenoBaHUs  JIEKAPCTBEHHOro npernapata  And  MeAWMUMHCKOrO MpUMeEHeHUst (MOMMHOe UM COKpalleHHoe
HaMMEHOBaHUS, OpraHn3aunoOHHO-NpaBoBasi opma, MECTO HaXOXAEHUSI U MECTO OCYLLECTBEHUS OEATENbHOCTH,
TenedoH, Tenedakc, agpec 3ANeKTPOHHON NOYTbI KaXA0W MeaULUHCKOW opraHu3auun);

8) cBeeHna O npepgnonaraeMblX CpoKax npoBeaeHna KIMHUYECKOro wuccnegoBaHunAa IekapCTBEeHHOro
npenaparta ana MmeanumnHCKoro npuMeHeHus;

9) Konuo aoroesopa obsi3aTenpHOroO CTpaxoBaHuA, 3aKn4eHHOro B COOTBETCTBMN C TUNOBbIMU NpaBuninamm
obsizaTenbHoro CTpaxoBaHMs, C yKasaHMeM npeferibHON YUCNEHHOCTU MauMeHTOB, Yy4acTBYOLWMX B KITIMHUYECKOM
ncecrenoBaHM nekapCTBeHHOro npenaparta and MmeguumnHCKOro npuMeHeHu4,;

10) HcbopMaLmMio O coCTaBe JIekapCTBEHHOO Npenapara Ans MeAULUHCKOTO NPYMEHEHWS;

11) [OOKYMEHT, COCTaBfeHHbIi NPOM3BOAUTENIEM JIEKAPCTBEHHOTO Mpenapata Ans  MeAWMUMHCKOro
NMPUMEHEHVS1 1 coaepKalluii nokasaTenu (xapakTepUCTUKM), a Takke CBeOEHUs! O NIEKapCTBEHHOM Mpenaparte Ans
MEAULMHCKOrO NPMMEHEHUS], MPOU3BEAEHHOM [J1si TPOBEAEHUS] KMUHUYECKUX UCCIIEeA0BaHWIA;

12) cBegeHns o [gaTe NpedoCTaBlNeHWA W PErucTpalMoHHOM HOMepe JULEH3UM Ha NpPou3BOACTBO
NieKapCcTBEeHHbIX CPeAcTB B Criyyae, €cnv MpOM3BOACTBO JIEKAPCTBEHHOrO npenapaTa OCYLWEeCTBIsieTcs B
Poccuiickont denepauun, unv cBefeHUs o gate NpPefoCTaBreHUs U PerucTpaurMoHHOM HOMepe 3aKrio4eHus o
COOTBETCTBUM  MPOWU3BOAUTENS  NEKapCTBEHHOro  npenapata  TpeGoBaHWMsSIM  MNpaBun  Haanexaluei
MPOM3BOACTBEHHON  MPAaKTWUKW, MPEAOCTABIEHHOTO  YMOMHOMOYEHHbIM OPraHoOM  CTPaHbl  MPOV3BOAMTENS

nekapcTBeHHOro npenapaTa.
(B peqn. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-P3, o1 27.12.2019 N 478-03)

2.1. B crnyyae HenpeacTaBneHuns C 3asiBlIieHMEM O Bblgave paspelleHVs Ha NpoBeAeHUe KITMHUYECKOro
nuccregoBaHUSA  NEKapCTBEHHOro npenapata  Ang  MeauMuMHCKOTO  MPUMEHEHMS OOKYMEHTOB  (CBeOeHun),
NOATBEPXKAAOLWMX ynnaTy rocyAapCTBEHHOW MOLUMWHBI U YKa3aHHbIX B MyHKTE 2 YacTu 2 HacTosiwen craTtbu, a
Takke BblAaBaeMblx (NPeAoCTaBnseMbIX) yNOMHOMOYEHHbIMK ddedeparnbHbIMU OpraHamMu UCNOSNHUTENBHOW BNAacTy
OOKYMEHTOB (CBEAEHMI), YKa3aHHbIX B NMyHKTE 12 yacTu 2 HacTosIWen cTtaTby, YNONHOMOYEHHbIM dheaepanbHbin
OpraH MUCMonHUTENbLHOM BNACcTW 3anpalumBaeT Yka3aHHble JOKYMEHThI (CBeAeHUS) B nopsake MexXBeJOMCTBEHHOro
WHOPMALIMOHHOIO B3aMMOAENCTBUS.

(vacTb 2.1 BBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 478-03)

3. B cpok, He npeBblWalwWmin NATM pabounx OHEN CO OHSA MPUHATUSA YKa3aHHOro B MyHKTe 1 4vactm 2
HaCTOSLLEA CTaTbM 3asiBNIEHUA W HEOOXOAMMbIX [OKYMEHTOB, YMOSIHOMOYEHHbI bedeparnbHbli  OpraH
WCNOSMHUTENBLHOMW BNacTu:

1) NpPOBOAUT MNPOBEPKY MOMHOTHI M [AOCTOBEPHOCTU CBEOEHWUN, CoAepXKaliuxcs B MNpeAcTaBreHHbIX
3asiBUTENIEM JOKYMEHTAX;

2) NpUHMMaEeT pelleHVe O MPOBeAEHUM 3KCNepTU3bl [OKYMEHTOB AN MOMyYeHus paspelleHusi Ha
NMpoBeAEHNE KIMHWUYECKOro WCCNEedoBaHUsl JIeKapCTBEHHOrO npenapaTta Afns MEeAUUMHCKOrO MPUMEHEHUS! U
3TUYECKOW IKCNEePTM3bl UK 06 OTKase B NPOBEAEHNM YKa3aHHbIX 9KCNEPTUS;

3) yBegomnsieT B 31EKTPOHHOM hopMe Unmn Ha GyMakHOM HocuTerne 3asiBUTENs O MPUHSATOM peLleHun nnbo
B CIyyae NpuHATUS pelleHunst o6 oTKase Takke C yKasaHnem NpUYMH Takoro 0Tkasa;

4) noAroTaBnMBaeT U HanpaBfsieT B 9KCMEPTHOE YyUYpeXAeHWe U COBET Mo 3TUKe 3afaHune Ha npoBefeHue
COOTBETCTBYHOLLMX 3KCMEPTUS.

4. B cny4ae BbISIBMNEHUS HENONHOTbl U (MNM) HEeLOCTOBEPHOCTW WHopmauun, coaepxallencs B
npeacTaBreHHbIX 3asiBUTENEM [AOKYMEHTaXx, YMOJIHOMOYEHHLIN deneparnbHbii OpraH MCNOMHUTENbHOW BNacTu
HanpaenseT 3asdBUTEND 3anpoc 06 YTOYHEHUN yKa3aHHOW WHopmMauun. [aHHbI 3anpoc MOXeT ObiTb nepenaH
YNOSITHOMOYEHHOMY NPEeACTaBUTENIO 3asBUTENS NIMYHO MOA PACMUCKy, HamnpaBfeH Mo MnoyTe 3akasHbiM MUCbMOM
UNn nepenaH B 3NEKTPOHHOM bopMe MO TENeKOMMYHMKALUMOHHBIM KaHanam cBasn. B cnyyae HanpaBneHus
JaHHOro 3arnpoca no no4vte 3akasHbIM MUCbMOM OH CYMTAETCS MOSTyYEHHbIM MO UCTEYEHUWN LUECTU OHEW C OaTbl
HanpaBieHNs 3aka3Horo nucbMa. 3asBuTenb 00s13aH NpeacTaBUTb OTBET Ha 3anpoc  YNOJIHOMOYEHHOTO
denepanbHOro opraHa UCMNOMHUTENBHON BNAcTM B CPOK, HE NMpeBbillaoWmii AeBsHOCTa paboynx OHen co OHS ero
nonydeHnsi. CpoK, YyKasaHHbIW B 4YacTu 3 HacTodllen cTaTbM, MNPUOCTaHaBNUBAETCH CO [OHA HanpasneHus
3aaBUTEN0 3anpoca YrnonHOMOYeHHOro defeparnbHOro opraHa MUCMOMHUTENbHOW BNacTu A0 AHS NOMyYeHUs um
COOTBETCTBYIOLLLErO OTBETA U HE YYUTBLIBAETCA NPU UCHUCTIEHUN CPOKa MPUHATUS YNONHOMOYEHHbIM beepanbHbIM
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OopraHom MCMNONHUTENBbHON BNacTu peweHna o npoeeaeHUn 3KCNepTmn3bl JOKYMEHTOB AJ14 NOJ1yYeHUdA pa3peLlleHnd
Ha npoBeaeHune KInMHM4YecKoro nccrnenoBaHmna nekapcrBeHHoro npenapara anda MmeamumHCKoro npuMeHeHu4.

5. OcHoBaHMeM ONs OoTKasa B MNPOBEAEHWM IKCNEePTM3bl [OKYMEHTOB ONS MNOMyYeHus paspelleHus Ha
npoBedeHNe KIMHUYECKOro WCCedoBaHUs NleKkapCTBEHHOro npenaparta Ans MeOULMHCKOro MNPUMEHEHUS U
3TUYECKOW IKCTIEPTU3bI ABMAETCH NpeacTaBneHne JOKYMEHTOB, NpeayCMOTPEHHbIX YacTbio 2 HACTOsALLEeR cTaTbk, B
HenonHom obbeme, HenpeacTaBrneHVe 3asiBUTENeM B YCTaHOBMEHHbINM CPOK OTBETa Ha yKasaHHbli B 4Yactu 4
HacTosLLEel cTaTbK 3anpoc ynoSIHOMOoYeHHoro defiepanbHOro opraHa UCNoONHUTENBHONM BRacTi NGo oTCyTCTBUE B
NpeAcTaBrieHHbIX OOKYMEHTax WCYEpPnbiBalOWEro nepevHss HeobGXoaMMon MHGopMauuM unv  uHdopmalmu,
KoTopasl [okHa OblTb OTpaXKeHa B HUX, a Takke OTCYTCTBME WHAopMauvu, NoATBepxaatowen dakT ynnarbl
rocyJapCTBEHHON MOLMUHLI 32 NPOBeAeHNe 3TUYECKON 3KCMEePTU3bl, IKCMEePTU3bl [JJOKYMEHTOB Ha NEKAPCTBEHHbIN
npenapar Ans nonyyYeHusl paspeLleHns Ha NpoBeAeHUE KITMHUYECKOrO UCCIeqoBaHUs NekapCTBEHHOrO npenapaTa
ANs MEAUUMHCKOrO MpUMEHeHusl, 3a Bblgayy paspelleHns Ha MNpoBedeHue KIMHWYECKOro UCCliefoBaHus
neKkapcTBEHHOro npenaparta Ans MeOuLMHCKOrO MPUMEHEHUsl, 3a NpoBedeHWe IKCMepTu3bl [OKYMEHTOB Ha
neKkapcTBeHHbIM MpenapaTt Ons MofyYeHusl paspelleHusl Ha NpoBedeHne MeXayHapoOHOro MHOroLEHTPOBOro
KMMHWMYECKOro MccreoBaHUs feKapCTBEHHOro npenapata Ans  MeOWUMHCKOrO MNpUMEHeHWsl, 3a Bblaady
paspelleHns Ha NpoBedeHMe MeXOyHapoAHOro MHOMOLIEHTPOBOIO KIMHUYECKOTO MCCNEeAoBaHUS NekapcTBEHHOTO
npenapara ans MeguUUHCKOro NpUMeHeHus!, 3a NpoBedeHne 3TUYECKON 3KCNepTU3bl, IKCNepTU3bl JOKYMEHTOB Ha
neKkapcTBeHHbIN Mpenapat ANs MonyYeHus paspelleHuss Ha NpoBefdeHWe MOCTPErMCTPALMOHHOIO KIMHUYECKOro
nccrnenoBaHUs NEeKapCTBEHHOro rnpenapata Ans MeAWUMHCKOTO MpPUMEHeHWsl, 3a Bblgady paspelleHus Ha
NMpoBeAeHMe  MOCTPErncTPaLMOHHOrO  KIMHUYECKOrO  WCCNEAOBaHMS  FeKapCTBEHHOro  npenapaTta  Ans
MEAULIMHCKOro NPUMEHEHMSI.

6. lNpoBegeHne akcnepTM3bl LOKYMEHTOB ANS MOMyYEeHUS paspelleHus Ha MpOBEAEHWe KITMHUYECKOro
nccregoBaHUSA  MeKkapCTBEHHOTO Mpenapata  Ans  MeOUUMHCKOTO MPUMEHEHUS M 3TUYECKOW  3KCMepTu3bl,
COCTaBMeHNEe KOMMWCCMEN IKCMEPTOB M COBETOM MO 3TUKE 3aKITHOYEHUA O BO3MOXHOCTU MM HEBO3MOXHOCTM
NPOBEAEHUSA TaKoro KIMHWYECKOr0 WCCRedoBaHUA W HanpasrieHWe 3TUX 3akfioYeHWd B YMOSTHOMOYEHHbIV
denepanbHbIl OpraH UCMOSIHUTENBHOW BIAcTU OCYLLECTBNSAIOTCA B CPOK, HE MPEBbIAKLWNA Tpuguatn padounx
OHEN Co [OHA MNONyYEeHUs OKCNEPTHbIM YYpexaeHUeM 3afaHus  YMNorHOMOYEHHOro denepanbHOro opraHa
NCMNOMHUTENBHOW BacTu C NPUNOXeHnem OOKYMEHTOB, ykadaHHbIX B nyHkTax 3, 4, 10 u 11 yactu 2 HacTosLwen
cTaTbW, U COBETOM MO 3TUKE 3adaHUs YMNOrNHOMOYEHHOro defdepanbHOro opraHa WCMONMHUTENbHONW BnacTu C
NpUNoXeHNeM JOKYMEHTOB, YKa3aHHbIX B NyHKTax 3 - 6, 8 n 9 yactu 2 HacTosLLeln CTaTbu.

7. B cpok, He npeBblIAWUA NSTU paboynx AHEN CO OHSI MONyYeHMs 3aKMYEHUN, yKasaHHbIX B YacTun 6
HacTosLLEeln cTaTbW, YNONMHOMOYEHHbIV befieparnbHbIi OpraH UCNONHUTENBHON BNacTu:

1) ocyLLecTBMAeT OLEHKYy MOCTYNUBLLUMX 3aKroveHUid Ons onpedeneHus UX COOTBETCTBUS 3afdaHuaAM Ha
npoBeaeHne COOTBETCTBYIOLLNX IKCNEePTUS;

2) npuHMMaeT pelleHne O Bbigaye paspelleHnsl Ha npoBedeHVe KIMHUYECKOrO  WUCCredoBaHus
rieKapCTBEHHOIo npenapaTa A MeAULMHCKOro NpUMEHEHUs Ui 06 0TKa3e B Bblgaye yKkasaHHOro paspeLueHus;

3) BblgaeT paspelleHue Ha MPOoBeAEeHWe KIMHUYECKOro UcCriefoBaHWs NeKapCTBEHHOro npenapata Aans
MEAULMHCKOrO NMPUMEHEHUs UNn pelleHne o6 OTKase B Bblgaye YKasaHHOro paspelleHusl C yKasaHuem NpuynH
oTkasa.

8. OcHoBaHvMem [Onsi OTkasa B Bblgaye paspelleHuss Ha MpoBeAeHUe KIMHWYECKOTo WCCredoBaHus
NieKapCcTBEHHOro npenapaTta O/ MEeAUUMHCKOrO MPUMEHEHUSI SIBMSIETCS HanuyMe 3aKmioYeHWsi KOMUCCUM
9KCMEPTOB WM 3aKMIOYEHWs1 COBETa MO 3TUKE O HEBO3MOXHOCTU MPOBEAEHMUS KIMHUYECKOro WCCreAoBaHus
NieKapCcTBEHHOro npenapaTta [Afs MeOULUMHCKOrO TMPUMEHEeHWst Mo  pesyfibTaTaM MpPOBeAEHHbIX 3KCMepTus,
NpeayCMOTPEHHbIX YacTbio 6 HACTOSALLEN CTaTbu.

9. PelueHne 06 oTkase B NpoBEAEHUMN IKCNEPTU3bI LOKYMEHTOB AN MONYyYeHNs pa3peLleHns Ha npoBeaeHne
KMMHUYECKOrO WCCNEeAOBaHUs JEKApCTBEHHOro npenapaTta Ans MeAUMUMHCKOrO MPUMEHEHMS U 3TUYECKON
3KCMEepTM3bl N B Bblgavye paspeLleHusl Ha NpoBedeHne KNMHUYECKOTO UCCINEeSOBaHMSA NIEKapCTBEHHOrO npenapara
ONS MeOMUMHCKOrO MpUMEHeHUsT MOXeT ObiTb 0OanoBaHO B Mopsigke, YCTAHOBIIEHHOM 3aKOHOOATENbLCTBOM
Poccuiickon ®eneparmu.

Cratbs 39.1. dTMyeckas IkcnepTusa
(BBeaeHa PepneparnbHbiM 3akOHOM 0T 22.12.2014 N 429-$3)

1. OTuueckas 3KCnepTtmn3a nposoaguUTCA COBETOM MO 3TUKEe, CcOo3h4aHHbIM B nNopdake, YyCTaHOBJIEHHOM
YNOJIHOMOY€EHHbIM cbe,u,epaanblM OopraHomMm WCMOJTHUTENBHOM BMNACTU, B LENsSX BblAayn 3aknoveHns 06 aTu4eckomn
0OOCHOBaAHHOCTU BO3MOXHOCTM nposegeHna KIMHUYeCKoro wuccrnegoBaHuUA JiekapCTBEeHHOro npenaparta angd
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MeaNLIMHCKOIo NpuMeHeHuns.

2. OkcnepTamy coBeTa MO 3TMKE MOryT OblTb MNpeAcTaBUTENM MEAMLMHCKUX OpraHmsauui, Hay4HbIX
opraHusauui, obpasoBaTernbHbIX OpraHvM3auuii Bbicllero obpasoBaHns, a Takke NpeacTaBUTeNnu o6LLECTBEHHbIX
opraHu3auUui, penurmosHbIX opraHusauMili U cpefcTB MaccoBol MHdopmauun. [aHHble aKCrnepTbl HE OOMMKHbI
HaXoAMTbCA B KakoW-NMOO 3aBUCMMOCTM OT pa3pabOTUMKOB JIEKapCTBEHHbIX MpPenapaToB U ApyrMx nu,
3aMHTEPEeCcOoBaHHbIX B pesynbTaTax 3TUYeCcKon aKCnepTusbI.

3. Onnarta ycnyr akcrnepToB COBETA MO 3TUKE OCYLLECTBMASIETCA Ha OCHOBaHMU [OroBOpa, 3aK/OYEHHOro
MeXay YNnorHOMOYeHHbIM deaeparnbHbIM OpraHoM MCMONHUTENbHOW BNACTW, KOTOPbIM CO34aH COBET MO 3TUKe, U
3KCMEepTOM COBETA MO 3TMKE, 3a CYeT OHMKETHbIX aCCUTHOBAHWMW, NPEAYCMOTPEHHbIX YMNONTHOMOYEHHOMY
dhenepanbHOMy OpraHy UCMOMHUTENBHOM BNAcTW, KOTOPbLIM CO34aH COBET NO 3TUKE, B beaeparnbHOM BroaxeTe Ha
COOTBETCTBYOLWMUA rog Ha obecneyeHue ero AesTenbHOCTW, B pasmepax, YCTaHOBMEHHbIX [MpaBuTEenbCTBOM
Poccuiickon depepaumn.

4. DkcnepThbl COBETA MO 3TUKE HECYT OTBETCTBEHHOCTbL B COOTBETCTBMM C 3aKOHOAATENbCTBOM POCCUICKOM
depepauun.

5. CocTaB coBeTa No 3TUKe, MONoXxeHne o6 3TOM coBeTe, NOPSAOOK ero AeATenbHOCTM, TpeboBaHus K
KBanudukauum n onbiTy paboTbl MO 3SKCMEPTHON OLEHKE HayyHbIX, MeOMLMHCKUX W 3TUYECKUX acnekToB
KMUHUYECKUX UCCNEedoBaHUA NeKapCTBEHHbIX MpenapaToB ANsS MEeAMLMHCKOrO NpUMEHEHUs, npeabsaBnsaemMble K
aKcnepTaMm coBeTa Mo 3TUKe, NOPSO0K OpraHvM3aumMn 1 NpoBeAeHUss 3TUYECKON 3KCNepTu3bl, popMa 3aKIioyYeHUs
coBeTa Mo 3TVKE YCTaHaBMNMBalOTCA YNONMHOMOYEHHbIM deaepanbHbIM OpraHoM UCMOMNHUTENbHOW BnacTu. Ynucno
npeAcTaBuTeNell MeOULMHCKMX OpraHusauuii He MOXeT MnpeBbillaTb MONOBUHY OT OOLLEero 4Yucna 3SKCrepToB
coBeTa o 3TUKe.

6. MIHcbopmaumsi o cocTaBe coBeTa MO 3TUKE, MflaHax ero paboTbl N Tekywen AeAaTensHOCTM pa3mellaeTcs
Ha ohmumnanbHOM canTe YNONIHOMOYEHHOIo (heaepanbHOro opraHa NUCNoSTHUTENbBHOM BriacTn B cetn "MHTepHeT" B
YCTaHOBMEHHOM UM MOPSAAKE.

Crates 40. MNpoBepeHWe KIMHUYECKOrO UCCNEAOBaHUs JIeKapCTBEHHOro npenaparta Ans MeAULIMHCKOro
nNpUMeHeHust

1. PykoBoauTenb MeOWLMHCKOM OpraHusauuun, KoTopas npoOBOAUT  KNUHWYECKOoe WccrnedoBaHue
nexkapcTBEHHOro npenaparta Ans MeauLUUHCKOro NPUMEHEHWs, HasHavaeT uccrnegoBaTensi, OTBETCTBEHHOMO 3a
NpoOBEeAEHNE TaKOro MCCNeaoBaHNs M MMEKLLEro nevyebHy0 cneumanbHOCTb, COOTBETCTBYHOLLYIO MPOBOAMMOMY
KNMMHUYECKOMY MCCINeaoBaHMIO JIEKapCTBEHHOrO Mpenapara, Co CTaxeM paboTbl Mo nporpaMMamM KIMHUYECKUX
nuccrnegoBaHUn NeKapCTBEHHbIX MNpenapaTtoB He MeHee 4YeM TpU roga U Mo ero nNpeanoXeHuo HasHavaeT
couccnegosaTenen U3 Yicrna spaden aTon MeauLMHCKON opraHmsaunm.

(B peqg. depepanbHoro 3akoHa oT 22.12.2014 N 429-03)

2. WccnepoBaTtenb ocyulecTBndaeT Bbl60p nauneHToB, KOTOpble N0 MEAMLUUHCKMM NOKa3aHUAM MOryT ObITb
npuernevyeHbl K Yy4acCcTuio B KIIMHUYECKOM WUccneaoBaHUWM IeKapCTBEHHOro npenaparta Aanda mMeauuuHCKoro
NPpUMEHEeHUA.

3. VccneposaTenb M couccrieqoBaTtenu OOMKHbI OblTb O3HAKOMIEHbl C pesynbTaTaMu AOKITUHUYECKOro
NCCreqoBaHnsl NekapcTBEHHOMO CPeACcTBa, coaepxalumMmuca B GpoLuope nccregoBaTens, NPOeKToM NpoTokona
KMMHUYECKOrO MCCIEeAoBaHUsl JIeKapCTBEHHOro npenapaTta Afls MeOWMUMHCKOTO MpUMeHeHusl, pa3paboTaHHbIM
pa3paboTyYMKOM JieKapCTBEHHOro mpenapata UM WHbIM HPUOUYECKMM NULOM, MPUBIIEKAEMbIM K OpraHusauum
MPOBEAEHUS KIMMHUYECKOTO WCCREedOBaHWs JIeKapCTBEHHOro npenapata Ans MeAUUMHCKOTO MpUMEHEeHWs, W
APYIrMMU MaTepuanamMmy Takoro UCCrneqoBaHus.

3.1. PykoBoauTtenb MeOuUMHCKOM OpraHusauum B CPOK, HE MpeBbllaloWmi Tpex paboumx OHEen co OHS
Hayana npoBeAeHNsT KITMHUYECKOro MCCneoBaHnsl NIEKAPCTBEHHOrO npenapara aAnsg MeguuuHCKOro NpuMeEHEeHMs,
coobuwaeT 06 3TOM B YNONMHOMOYEHHbIN doeaeparnbHbii OpraH UCNONMHUTENbHON BNacTK, BblAaBLUMIA pa3peLleHme
Ha NpoBefEeHne Takoro NccrieqoBaHus, No YCTaHOBNEHHON UM dhopme.

(vacTb 3.1 BBegeHa PepepanbHbiM 3akoHOM OT 29.11.2010 N 313-03)

4. OpraHvsaumy, OCYLLECTBMSIOWME  OpraHM3auuio  MpPOBEAEHUss  KIIMHWYECKOTOo  MCCredoBaHus
nekapcTBEHHOro npenaparta Ansg MeauuMHCKOro MPUMEHEHUS U ykasdaHHble B YacTu 3 ctaTbu 38 HacTtodwero
depgepanbHOro 3akoHa, B cnyvyae HeobxoanMOCTM BHECEHUS UBMEHEHWI B MPOTOKOS KMMHUYECKOrO UCCneaoBaHus
NeKkapcTBEHHOro npenapata Ans  MeAWUMHCKOro MpUMeHeHus coobwawT o6 3ToM B YNONHOMOYEHHbIN
deepanbHbIi OpraH UCMOMNHUTENBHOW BRAcTW, BblAaBLUMK paspelleHne Ha npoBefeHue Takoro uccregoBaHus,
Nno yCTaHOBMNEHHOW UM hopMeE.

(B peqa. ®eapepanbHoro 3akoHa oT 11.10.2010 N 271-03)
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4.1. dopma coobLLeHVsI O BHECEHUN U3MEHEHWI B MPOTOKOS KIMHWUYECKOrO UCCIeA0BaHUs IeKapCTBEHHOIo
npenapara Ans MeauUMHCKOro NpUMeHeHusl oIKHa colepkaTb criefytollunMe CBeaeHUs:

1) HaMeHoBaHWe, MOEHTUMDUKALMOHHBI HOMEP 1 AaTa NPOTOKoNa KMMHUYECKOro UCCNeaoBaHus;
2) paTta BHECEHUSI UBMEHEHUI B MPOTOKOI KIMUHUYECKOTO UCCreaoBaHus;
3) HauMeHoBaHWe M MECTO HaxoXAeHVs 3asaBUTens;

4) HanmeHoBaHWe opraHmn3auun, anBnequHon pa3pa6OT‘-II/IKOM JIeKapCTBEHHOIO npenaparta K opraHnsauumn
npoeeaeHnAa KnMHM4eckoro nceregoBaHnsa (Flpl/l HaJ'IW-IMI/I);

5) HanmeHoBaHNA N MeCTa HaxoXAaeHUAa MeaULIMHCKUX OpFaHI/I3aLI,I/IIZ, B KOTOPbLIX NMpoBOAUTCA KITMHUN4Y€EeCKOoe
ncecnegoBaHue;

6) AaTa Bblauu paspeLleHns Ha NpoBeAeHNe KIMHUYECKOTO UCCIIef0BaHNs 1 HOMEpP 3TOro paspeLleHuss;

7) N3MEHEHMs1, BHOCUMbIE B MPOTOKOM KITMHNYECKOro NCCreoBaHusl.
(vactb 4.1 BBegeHa PenepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

5. B cpoK, He NpeBbILLaoWMin TpuauaTn paboumnx gHew co OHS NoNyYeHUs: yKasaHHOro B YacTu 4 HacTosLLeN
cTaTb COOOLLEHMS, YMONTHOMOYEHHLIN dedeparnbHbIi OpraH WCMOSNTHUTENbHOMW BIAcTM paccMmaTpyBaeT 3TO
coobLlieHne B YCTaHOBMEHHOM WM MOPSAKE WM MPUHUMAET pelleHMe O BHECEHWM W3MEHEHWA B MPOTOKON
KMMHMYECKOrO MCCreqoBaHUs NEeKapCTBEHHOro npenapata Afis MeAMUUMHCKOro npuMeHeHus wunmn ob oTkase BO
BHECEHWUN Taknx nameHeHui. lNpn paccmMoTpeHnm coobLeHns 0 HeobxoOUMOCTN BHECEHNS U3MEHEHUI B NMPOTOKON
KMMHMYECKOrO WUCCreoBaHUS JeKapCTBEHHOrO npenapaTta Ans MeOMUMHCKOrO MPUMEHEHUSI B LIeNsX OLEHKU
0BOCHOBaHHOCTM MpeanaraembiXx U3MEHEHWN W onpedeneHus CTeneHyn pucka Ans NauuMeHTOoB, MPUHUMALLUX
ydyacTve B KITMHUYECKMX MCCNneaoBaHusiX, YNOMHOMOYEHHbIM defepanbHbiM OpraHOM UCMOMHUTENbHOW BriacTu
MOTYT NPUBMEKaTbCA IKCNepThl COBETA MO ITUKE.

(B peqa. ®epepanbHoro 3akoHa oT 22.12.2014 N 429-03)

6. KnvHuyeckoe nccnegoBaHve nekapCTBEHHOro npenapara Ans MeAMLUHCKOrO NMPUMEHEHNS MOXET ObITb
MPUOCTaHOBNEHO WM MPEKpaLLleHo, ecnv B MpoLecce ero nposBefeHusi oGHapyXeHa OMacHOCTb ANSl XKWU3HW,
340pOBbs NauneHToB. B crnyvyae BO3HMKHOBEHMSI OMACHOCTU AN XU3HW, 340POBbS NauWeHTa, yyacTBylOLLEro B
KNMHUYECKOM UCcneaoBaHMM NeKapCTBEHHOro npenapata Ans MeOWUMHCKOro MpUMEHEHUs, uccrnegosaTenu
06s3aHbl NponHdopMmnpoBaTb 00 3TOM PYKOBOAUTENS MEAULIMHCKOW OpraHvM3auuyM U opraHu3aumio, nomyvmBLUYO
paspeLlleHne ynonHOMOYEHHOro heepanbHOro opraHa UCMNONHUTENbLHOW BlacTM Ha opraHvM3auuio npoBedeHus
KNMUHUYECKOro MCCrnefoBaHUA NeKapCTBEHHOro npenapata. PelueHne o0 nNpUOCTaHOBREHUM  KIMHUYECKOrO
nuccneaoBaHUs NekapcTBEHHOro npenapata  Ang  MeAWUMHCKOro NPUMEHEHUs MNpUHMMAlT  pyKOBOAMTESb
MEeOULUMHCKON OpraHu3auuv u (Mnuv) opraHu3aumsi, NonyymBLIas paspeLleHne YNOrHOMOYEHHOro dedeparnbHOro
opraHa WCMONHUTENbHOW BMAcTM Ha OpraHm3auuio NPoBeAeHUs KIMHUYECKOr0 WCCnefoBaHWust NeKapCTBEHHOro
npenapata AnAs MeOWUMHCKOrO MPUMEHEHMs, pelleHWe O MNpekpaweHUM Takoro WCCrnegoBaHus npuvHUMaeT
YNOSIHOMOYEHHbI doefeparnbHbiii OpraH WUCMOSTHUTENbHOMW BNACTU Ha OCHOBAHWW COOOLLEHUS B MUCbMEHHOM
dopme  pykoBOAMTENS  MEOVMUMHCKOW  OpraHMsauum wnu  opraHmsauus, MonyymBlI@s  paspelueHue
YNOMHOMOYEHHOro heepanbHOro opraHa UCNONMHUTENBHOW BRacTW Ha opraHvM3auuio NpoBeAeHUsT KIMHUYECKOro
nccnegoBaHus NekapCTBEHHOro npenapara Angd MeguuuHCKOro npuMeHeHus.

7. B cpok, He npeBbiwarwwmi natM pabouMx [HEW CO [OHA 3aBEepLUEHUd, NPUOCTAHOBIIEHUS Wn
npeKkpaLweHnst KIMHUYECKOTO MWCCMedoBaHMs FeKapCTBEHHOrO npenapata Afns MeAWUMHCKOrO MpUMEHEHMS,
coobuieHne o6 STOM HanpaBnsieTCA OpraHmMsauusaMy, ykasaHHbiIMM B 4YacTm 3 crtatbu 38 HacTosLero
depneparnbHOro 3akoHa, B YrNorHOMOYEHHbIN doeaeparnbHbiid OpraH UCMOMHUTENbHOM BNACTU MO YCTaHOBNEHHOW NM

dopme.

8. d)opma coobLieHust o 3aBepLieHnn, NpnocTaHoBIIEHNUN UMK NMpeKpaLweHNNn KIMNMHNYEeCKOoro nccinegoBaHuda
NeKkapCTBeHHOro npenapara ana MmeanumnHCKOro npuMeHeHna gorikHa cogepXxXaTtb:

1) uHOpMaLMIO O MeOULMHCKON OpraHu3aumMn Unu MeauLMHCKUX OpraHu3aumsax, NpoBOAMBLLMX AaHHOE
nccrnenoBaHue;

2) onvcaHne aHHOro UccnenoBaHus;

3) paHHble wuccnepoeartens (damunus, UMs, OTYECTBO, MeECTO paboTbl, 3aHMMaeMasi [OOJDKHOCTb,
cneumanbHOCTb, CTaX paboTbl MO nporpamMmam KIMHUYECKUX WCCMEedOBaHMM JeKapCTBEHHbIX MpenapaTos,
nepeyveHb KNMHUYECKUX NCCNeaoBaHni NieKapCTBEHHbIX NpenapaTtoB, B KOTOPbIX OH MPUHMMan yyactue (nepvogbl
yyacTus) B Ka4ecTBe nccregoBaTtens unm couccriegosarens);

(B peqg. depepanbHoro 3akoHa oT 11.10.2010 N 271-d3)

[ata nevatu: 13.06.2023 Cuctema KoHeynbTaHTl ntoc: Poccuiickoe 3akoHoaaTenscTBo (Bepcus Mpod) Iver 67



DdepepanbHbii 3akoH oT 12.04.2010 N 61-®3 (pea. ot 28.04.2023) "O6 obpallieHun nekapcTBEHHbIX CpeacTs”

4) pesynbTaT [aHHOrO MCCrefoBaHUs (3aBeplueHue, MPUOCTaAHOBMIEHME UMW MpekpalleHne OaHHOro
NCCNEeAoBaHNs C YyKasaHWeM WX MPUYMH W BIAMSIHUA Ha OLEHKY ero pesynbTaToB, OOy OLEeHKy pucka wu
oXugaemon nomnb3bl OT MPUMEHEHUSA UCCReQyeMOro fiekKapCTBEHHOro npenapaTa, a Takke npegnonaraemble
AanbHerwne 4encTeums).

8.1. MNpwu BbiISBNEHUN cenepanbHbIM OPraHoOM MCMONHUTENBbHOW BNAcTU, OCYLLUECTBASKWUM (OYHKUMM MO
KOHTPOIO 1 HaA30py B cdepe 30paBOOXpaHEHUS, HAPYLLEHWUI NpaBun Haanexallen KnMHUYeCKOW NpakTuki npu
NpoBefeHUN KNUHUYECKOro WCCneaoBaHUSA NeKapCTBEHHOro mnpenaparta, BAUSIOWMX Ha MOAHOTY W (Unu)
JOCTOBEPHOCTb AaHHOMo KIMHUYECKOro UCCefoBaHus, yKkasdaHHbIn chefepanbHbIii OpraH UCMONTHUTENLHOW BRacTu
npuocTaHaBnMBaeT NpPoBeAeHUe JAaHHOMO KIMHUYECKOro uccneaoBaHus 1 BbIHOCUT MEeAULMHCKOW opraHmn3aumu, B
KOTOpOW MNpOBOAUTCS [AHHOE KIMHUYECKOEe WCCedoBaHue, npepnucaHve o6 yCTpaHeHWM BbISIBNEHHbIX
HapyweHun. pu HeycTpaHeHUU MeOUUMHCKOW opraHu3aumen BbISBMEHHbIX HapyLeHWW B YCTAHOBIIEHHbLIN B
npeanucaHnnm CpoK YKasaHHbl bedeparnbHbli  OpraH WCMOMHUTENbHOW BracTM MNPUHUMAET peLleHne o
npekpaweHn npoBedeHUs KIMHUYECKOTO MWCCNedoBaHWs JeKapCTBEHHOrO Mpenapata W HanpaBndeT B
denepanbHbil OpraH WCMNOSNHUTENBHON BacTW, OCYLLECTBIAKOWMA YyHKUMK Mo BbipaboTke M peanusauuun
rocygapCTBEHHON MONIUTUKN U HOPMaTUBHO-NPaBOBOMY PErynMpoBaHuIO B chepe 34paBOOXpPaHEHUs, 3aknodeHne
O BbISIBNIEHUM MpU MNPOBEAEHUN [OAHHOIO KIIMHUYECKOro WCCRedoBaHUA HapylweHun npaBun Haanexatlen
KMMHWUYECKOW MPaKTUKN ONS MPUHATUSA pelleHust 006 OTMEHe paspelUeHnsi Ha OpraHu3aumio NPoBeAEeHNS OAHHOMO
KNMUHUYECKOro WUCCrefoBaHusa C AdaTbl MPUHATUSA pelleHWss O MPUOCTaHOBNEHUN MNPOBEAEHUSI KIMUHUYECKOro
nccnefoBaHUs NekapcTBEHHOro npenapara.

(4acTb 8.1 B pen. ®enepanbHoro 3akoHa oT 13.07.2015 N 241-03)

9. YNOnHOMOYEeHHbI dheaepanbHbii OpraH UCMONTHUTENbHOW BNacTu onybriMKOBbLIBAET U pas3meLlaeT Ha
cBoeM odmumanbHoOM cainTe B ceT "MHTepHeT" coobLleHne o0 3aBepLUeHUN, NPUOCTAHOBIIEHUN UMW NPeKpaLLEHNM
KNUHMYECKOrO WCCReaoBaHUsA NeKapCTBEHHOro npenapata Ans MeaMUMHCKOro MNPUMEHEHNS B CPOK, He
npeBbILaLWMA NATM pabounx OHEN CO OHSA ero NosnyyYeHusl, B yCTAHOBIIEHHOM UM MOpPSiaKeE.

10. YnonHoMo4eHHbIN eaepanbHbIl opraH WUCMNOMHUTENBHOM BRacTWM OCYLWECTBMASET BedeHue peecTpa
nccnegoBartenen, NPoOBOASALNX UM NPOBOAMBLUMX KIMMHUYECKNE UCCNEOoBaHUS NIEKapCTBEHHbLIX NpenapaToB And
MEeAMLIMHCKOro MPUMEHEHUS, B COOTBETCTBUM C YTBEPXKAEHHbIMU MM MpaBunamMu M pasmellaeT ero Ha CBOEeM
oduumnanbHoMm cante B cetTn "UHTepHeT" B YCTaHOBMEHHOM WM Mnopsake. YKasaHHbIA peecTp COAepXuT
WHopmMaLmio, NpesyCMOTPEHHYIO NMYHKTOM 3 YacTu 8 HacTosLLen cTaTbu.

11. OTyeT O pesynbTaTax KIMHUYECKOro UCCredoBaHUA NekapCcTBEHHOro npenaparta Ans MeavUMHCKOro
NpUMeHeHNs CoCTaBNAeTCa opraHusaumen, ykasaHHol B YacTu 3 ctatbu 38 HacTosiwero denepanbHOro 3akoHa,
Ha OCHOBAHWUW 3aK/OYEHUI MeQULIMHCKUX OpraHu3auui, NpOBOAMBLLMX 3TO UccredoBaHue, U NpeacTaBnseTcs B
YNONMHOMOYEHHBIV hefieparnbHblii opraH UCMOMHUTENbHON BNacTy, BblAaBLUMI paspelleHne Ha NpoBedeHne 3Toro
nccrnenoBaHnsl, B CPOK, He MPEBbLIWAOWMIA TPEX MEeCSLEB CO OHS ero 3aBepLUeHusi, MPWOCTAHOBMEHUS WNn
npekpaLleHusi, B nopsiake, YCTaHOBIIEHHOM YNOMHOMOYEHHbIM heaeparibHbIM OpraHoOM UCTOSNTHUTENbHOWM BacTy.

12. HapylueHune npaBun Haanexaluen KNMHMYEeCKON NpakTukun, danbcudukaums pesynbtaToB KNMHUYECKOro
nccrnegoBaHus NekapcTBEHHOrO npenapaTta Ans MeAULUHCKOrO NPMMEHEHNs BIIEKYT 3a COOOM OTBETCTBEHHOCTb B
COOTBETCTBMM C 3aKOHoZaTeNbCTBOM Poccunckon ®epepauun.

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

13. lMpu npoBegeHUN KIMHUYECKOrO WCCNeaoBaHUA meKkapCTBEHHOro npenaparta Ans MeauLMHCKOro
NnpMMeHeHusa gonyckaeTcs 3abop y naumMeHToB Guonormyeckmx matepuanos (00pasubl GMONOrM4ecKknx XnaKocTen,
TKaHeW, CeKpeToB U NPOAYKTOB XMU3HeOeATENbHOCTM YenoBeka, PU3nonornyeckux 1 NaTonormnyeckux BblaeneHun,
Ma3KoB, COCKOOOB, CMbIBOB, MMWKPOOPraHM3mMoB, OuOMCWMiHLIN MaTepuan) Ans ux udyyeHuss B Poccunckon
depepaumnm n (nnn) 3a npeaenammn Poccuiickon ®epepaumn.

(B peq. depepanbHoro 3akoHa oT 22.12.2014 N 429-03)

14. Tlopspok BBO3a B Poccuickyto depepaumio 1 BbiBo3a 3a npefens Poccuiickon ®epepauun
GMoNorMyecknx MaTtepuarnoB, MOMYYEHHbIX MNP NPOBEOEHMM KITMHWYECKOTO WCCreoBaHUS fekapCTBEHHOMO
npenapaTa ans MeguuUMHCKOro NpMMeHeHus1, yctaHasnueaetcs [paBuTtensctBom Poccuiickon degepaumn.

(B pea. depepanbHoro 3akoHa oT 22.12.2014 N 429-03)

Cratba 41. ,U,OI'OBOp O npoBeAeHUN KITMHUYeCKOro wuccrnenoBaHusl JeKapCTBEHHOro npenaparta Ans
Me OULMHCKOro npuMmeHeHusA

1. KnnHuyeckoe uccneposaHme JleKapCTBEeHHOro npenaparta anda MeanumnHCKoro npumMmeHeHna nposognuTca B
COOTBETCTBUM C [OOroBOpoM O nMnpoBedeHun KIMHUYEeCKoro wuccrneanoBaHUa JeKapCTBEHHOro npenaparta angd
MEeONUMNHCKOIo npuMMeHeHua, 3aknndyaemMmbiM Mexaoy opraHM3aL|,|/|e|7|, FIOJ'Iy‘-WIBLLIeVI paspewieHmne ynosiHoMoO4eHHOro

[ata nevatu: 13.06.2023 Cuctema KoHeynbTaHTl ntoc: Poccuiickoe 3akoHoaaTenscTBo (Bepcus Mpod) Jluet 68



DdepepanbHbii 3akoH oT 12.04.2010 N 61-®3 (pea. ot 28.04.2023) "O6 obpallieHun nekapcTBEHHbIX CpeacTs”

d)e,qepaanoro opraHa WUCNONHUTENbLHON BNacTU Ha OopraHmsauunto npoBegeHnda TaKoro wuccriegoBaHnAa, wu
MeaNLUMHCKON opraHmsaumeM, OcyLLl,eCTBﬂﬂl'OIJJ,G‘IZ npoeseageHne Takoro nccrnenoBaHuA.

2. ,D,orosop O npoBeaeHun KIMMHU4YeCcKoro unccrneagoBaHua NekapCTBEHHOro npenaparta and MeguumumHCKOro
NPUMEHEHUA OOITMKEH coaepXaTb:

1) yCrOBUS 1 CPOKM NPOBEAEHMUS AaHHOIO UCCrieqoBaHus;

2) onpegeneHve o6Lle CTOMMOCTM NpOrpaMMbl OaHHOMO WCCMeOOoBaHWs C  yKa3aHWeM CyMMbl,
npeaHasHavatoLlencs Ansa BoinmaT uccrneqoBaTtessiM, couccrieqoBaTensm;

3) onpegeneHve OpPMbl NPEACTaBNEHVS pPe3ynbTaToB OAHHOMO WCCNedoBaHUA B YMONHOMOYEHHbIN
deaepanbHbI OpraH UCNOMHUTENBHOW BacTu.

Ctatbsl 42. ®uHaHcoBoe obecneyeHWe KNMHUYECKOrO UCCreaoBaHUsA NeKapCTBeHHOro npenapata Ana
MeaAULMHCKOro npumMmeHeHus

durHaHCOBOe oObecneveHne KIMHUYECKOro MccreaoBaHus NeKapCTBEHHOro npenapara anda mMmegunuunHCcKoro
NpMMeHEeHNA OCYLLIECTBIIAETCA 3a CHET:

1) cpeacTtB hefepanbHoro GrooxkeTa;

2) cpeacTB opraHv3auuid, NOMyYMBLUMX pPa3peLLeHne Ha opraHnsaumio NPOBEeAEHUs] JaHHOIO UccrenoBaHus,
B COOTBETCTBUM C YCIIOBMSIMU JOTOBOPA O €70 NPOBEAEHUN;

3) MHbIX He 3anpeLLeHHbIX 3akoHogaTenbcTBOM Poccuiickon degepaum NCTOYHMKOB.

CraTtbsa 43. I'IpaBa NnauneHToB, y4acCTBYHLUMX B KIMMHUYECKOM UCCreanoBaHUM JNleKapCTBEHHOro npenaparta
Ana Me QULUHCKOIro npuMeHeHus

1. Yyactve nauueHToB B KIAMHWUYECKOM WCCNenoBaHUmK JNIEKapCTBEHHOIo npenapara gnd MeguuuHCKOro
NPUMEHEHNA ABNAEeTCA D,OGpOBOJ'IbeIM.

2. MNauneHT nnm ero 3aKOHHbIN NpeacTaBUTENb AOMKEH OblTb MHPOPMUPOBAH B MMCbMEHHOI hopMe:

1) 0 nekapCcTBEHHOM Mpenapare Al MEANUMHCKOTO MPUMEHEHUS U CYLLIHOCTU KITMHWYECKOro UCCliefoBaHus
3TOro fieKapCTBEHHOro Npenapara;

2) o 6e30nacHOCTU fekapCTBEHHOro npenapata ANns MeOWMLUHCKOTO MNPUMEHEHUS, €ero 0oXungaemomn
3PPEKTUBHOCTU U CTENEHN pUCKa ONA NAUNEHTa,;

3) 06 ycrnoBusix yyacTus nauveHTa B KIMHWMYECKOM WCCNedoBaHUM NeKapCTBEHHOro npenapaTta Ans
MEAULIMHCKOrO NPUMEHEHUS;

4) O uenum nnu uenax n npoaosiKUTernbHOCTU KIMMHUYECKOro nccrnegoBaHma nekapcTtBeHHOro npenapara ansd
MeaNLUMHCKOIo npuMeHeHus;

5) O OEeNCTBMAX NaumeHTa B cnydyae HenpeasnaeHHbIX Scb(beKTOB BIMMAHNA NEeKapCTBEHHOIo npenapara gnsa
MeONLUMHCKOIo npuMeHeHna Ha CoOCTodHne ero 340poBbA,

6) 06 ycnoBuax 0653aTeNbHOro CTPaxoBaHUS XU3HW, 300P0BbS NALUMEHTa;

7) O rapaHTunax KOHCbI/Iﬂ,eHLI,I/IaJ'IbHOCTI/I yqyacTtnda nadmeHTa B KIMMHUYECKOM UCCrieoBaHUU JIeKapCTBEHHOro
npenapara gna meanunHCKoro npuMeHeHus.

3. ,El,o6pOBoanoe cornacuve nadumeHTa Ha y4dactne B KIIMHMYECKOM wuccneaoBaHUU IeKapCTBEHHOro
npenapara AanAa MeguuuMHCKOro npmMmMmeHeHuda noarBepXxaaeTcda ero noannucbio Uik nognucbd ero 3akOHHOro
npencraBuUTenA Ha I/IH(bOpMaLI,I/IOHHOM JINCTKEe NnauneHTa.

4. TlauMeHT unn ero 3aKOHHbIN npeacraBuTesib UMeeT NnpaBo OTKa3aTbCA OT y4YacTud B KIIMHWYECKOM
nccnegoBaHM nekapCTtBeHHOro npenaparta Aana MeamumHCKOro rnpuMeHeHuA Ha nobon cragum npoeseaeHnA
TaKoro nccrneanoBaHus.

5. I'IpOBe,u,eHme KINMMHNYECKOro nccrieaoBaHmna riekapCTtBeHHOro npenapara ana MeanumHCKoro npuMeHeHus
C y4aCtnem B Ka4vecTBe naumneHToB neten 0onyckaeTcd TOJIbKO C cornacuda B NUCbMEHHOWN (bopme nx pOﬂ,MTeﬂeVI,
beIHOBI/ITeJ'IeIZ. Oetn MOryT paccMatpuBaTbCA B Ka4deCTBE MOTEHUMarlbHbIX NaulMeHTOB TaKoro uccrnenoBaHus,
TOJMbKO eCnu ero npoeeneHune HeobxoauMo ans YKpenneHna 300opoBbA neTten unum ﬂpO(bI/IJ'IaKTMKVI I/IH(*)eKLI,l/IOHHbIX
3aboneBaHnii B 0ETCKOM BO3pacTe nnbo ecnu Uenblo Takoro WUCCredoBaHUSA SBMNSETCS nony4vyeHme AaHHbIX O
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HaI/IJ'Iy‘-ILIJeIZ OO3NPOBKE J1eKapCTBEHHOIO npenapata Ana neyvyeHunda peten. B atux Cny4dyadax TakoMmy mnccrieqosaHuo
OOJXHO npejlecTtBoBaTtb KIMHMYECKoe WccneagoBaHune JekKapCTBEHHOro npenaparta Aand MeguumumHCKOro
NPpMMEHEHNA Ha COBEPLUEHHONETHUX rpaxnaHax, 3a UCKIK4eHnem criy4yaes, ecrm I/ICCJ'IeLI,yeMbIVI ﬂeKapCTBEHHbIIZ
npenapart and MeauUnHCKOro npuMeHeHnA npeagHasHa4veH NCKINMYNTENIbHO ansa ncnosib3oBaHuA

HecoBepLUEHHONETHUMU rpaxgaHamu.
(B peqa. ®epepanbHoro 3akoHa oT 22.10.2014 N 313-d3)

6. 3anpeu.|,aeTc;| npoBeageHne KNnnHNM4eckoro nccrneanoBaHmna nekapCTtBeHHOro npenaparta gna MmeguumHCKoro
npnmMmeHeHnd ¢ yd4actmem B Ka4ecTtee naumnMeHTOB:

1) oeTen-cnpoT n AeTewn, octaBumxcsa 6e3 nonevyeHns pogutenen;

2) XeHWWH B nepuop GepeMeHHOCTU, KEHLUMH B Mepuod TPYAHOro BCKapMIMBAHWUS, 3a WUCKIOYEHWeM
cryyaeB, ecrnv MPOBOAWTCS KIMHWYECKOE WCCIeLoBaHMe rekapCTBEHHOro npenapaTa, npeAHasHayeHHoro Ans
yKa3aHHbIX >KEHLUMH, MpU YCroBUMU HEeoBXOAMMOCTM MONy4YeHust MHGOopMaUMU TONMbKO BO BpeMsl NpoBedeHUs!
COOTBETCTBYIOLUMX KIMMHUYECKUX WCCNEAOBAHUA M MPUHSTUA BCEX HEOoOXOoOAMMbIX Mep MO WCKIOYEHUIO pucka
HaHeceHUsi Bpeda XXeHLMHe B nepuon 6epeMeHHOCTH, XKEHLLMHE B Nepuon rpyaHoro BCkapMivMBaHus, nnogy unm
pebeHky;

3) BoeHHOCNYXalLUWX, 3a UCKIMIOYEHMEM ClyYaeB NPoBeAeHMs KIMHUYECKOTO UCCeaoBaHNs NeKapCTBEHHOro
npenapara, cneuvanbHo paspaboTaHHOro Ans NpUMeHeHWUs B YCNOBUAX BOEHHbIX OEUCTBUM, Ype3BblYaiHbiX
cUTyauuit, NPOgUMaKTUKM M NedeHus 3aboneBaHWin U MOPaKeHWi, MONyYeHHbIX B peaynbTaTe BO34eNCTBUA
HEeBNaronpUATHLIX XUMUYECKUX, BMONOTNYECKMX, paanaLMoHHbIX dakTopoB. KnMHuyeckoe nccrnenoBaHue Takoro
NieKapCTBEHHOro npenapata MOXeT MPOBOAUTLCS C y4acTMEM B KayecTBe MaLUMEHTOB BOEHHOCHYXaluux, 3a
UCKITIOYEHMEM BOEHHOCHYKALUX, MPOXOAALMX BOEHHYH cnyxOy no npusbiBy, ¢ cobniogeHvem TpebGoBaHuii,
YCTaHOBIEHHbIX HAacTosAWMM PeneparnbHbIM 3aKOHOM B OTHOLLEHWMW FPaXkaaHCKMX NnL;

4) cCOTPYAHUKOB NPaBOOXPaHUTENbHbLIX OPraHoB;

5) nuu, oTObIBAKOLWMX HakazaHMe B MecTax NuLLeHUst cBoOOAbl, a Takke NUL, HaxoasLWmMXcs noa CTpa>|<e|7| B
crnegcTBeHHbIX n3ondatopax.

7. DonyckaeTcs npoBefeHne KIMHUYECKOro UccrneoBaHns rnekapcTBEHHOro npenapaTta ans MeauLUMHCKOro
NpUMeHeHVsl, NpegHasHa4YeHHOro ANs NevyeHnss NcMxnYecknx 3abornesaHuid, C y4acTMEM B KayecTBe NauMeHTOB
Ny ¢ NCUXMYEcKUMM  3aborneBaHMsIMM, MPU3HAHHLIX HEeOeecrnocoGHbIMM B MopsAdKe, YCTAHOBIEHHOM
3akoHoaaTenbcTBoM Poccuiickoin ®egepaumun. KnvHnyeckoe nccrnenoBaHue nekapcTBEHHOrO MpenapaTta B 3TOM
criyyae npoBOAMTCS MPY HanM4YMmM Cornacusi B MMCbMEHHON (hOpMe 3aKOHHbIX NpeAcTaBuTeNein ykasaHHbIX NnL,

Cratbs 44. OOGsizaTenibHoe CTpaxoBaHME >XW3HW, 3[0POBbA MALMEHTa, Y4acTBYHOLWEro B KIIMHW4YE€CKOM
nccrneaoBaHUU NeKkapcTBeHHOro npenapaTta ansa MeauuMHCKOro npuMeHeHus
(B pen. ®epepanbHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHusauus, NonyuYMBLUAs paspelleHVe Ha OpraHu3auuio NpPoBedeHWs KIMHUYECKOro MCCriefoBaHus
neKkapcTBEHHOro npenaparta afns MeauUMHCKOrO NpuMeHeHusi, obs3aHa B KayecTBe CTpaxoBaTens cTpaxoBaTb
PUCK MPUYMHEHUS BPeda XW3HW, 3[0POBbI0 MauMeHTa B pesyfibTaTe NpoBeAeHUS KIMUHUYECKOro MUCCreaoBaHus!
neKkapcTBEHHOro npenapata Ans MeOWUMHCKOTO MPUMEHEHUS 3a CBOW CYeT NyTem 3akriuyeHus [Jorosopa
0653aTeNbHOro CTPaxoBaHus.

2. ObbekToM 06s13aTENBLHOIO CTpaxoBaHUA ABnAeTCA MMyU.leCTBeHHbIVI WHTEPEC nauuneHTa, CBSI3aHHLIN C
npunynHeHnemMm Bpega ero Xu3Hn wunm 300pOBbHD B pedynbTaTte npoBeaeHnd KIMHUYeCKOoro wuccrnenosaHusa
NneKkapCTBeHHOro npenapara anda MmeamumnHCKoOro npumMmeHeHu4.

3. CTanOBbIM Cny4yaeM no p[orosopy obsizaTenbHoro CTpaxoBaHUA 4ABnAeTcA CMepTb nauueHtTa Win
yxXygweHume ero 3aopoBbdA, B TOM 4UCrEe Bliekyllee 3a coboi yCTaHOBN€HNE WHBaANMAHOCTU, MNMPU HaMn4nmn
ﬂpM‘-IVIHHO-Cﬂe,ElCTBeHHOﬁ CBA3N Mexay HacTtynjieHmem 3TOoro cobbITNSA 1n yqactmemMm nauneHta B KIMMHUYECKOM
ncecnenoBaHMm nekapcTtBeHHOro npenaparta.

4, Tpe6OBaHI/IF| O BO3MelleHnn Bpeaa, NpUuYNHEHHOro XXM3HW U 300pOBbIO NaUMeHTa, NpeabAaBnATCA B
Te4yeHne CpoKoB WMCKOBOW OABHOCTH, YCTaHOBJ1€HHbIX Irpa>4aHCKMM 3aKOHO4aTETbCTBOM.

5. Pasmep cTpaxoBoi BbinaTbl MO 4OroBopy 0643aTenbHOro CTpaxoBaHMs COCTaBISET:

1) B cryyae CMepTM MauvMeHTa [Ba MWMNWOHa pyGnen Ha Kakgoro nauueHTa, yvyacTBOBaBLUETO B
KIMMHUYECKOM MCCIie0BaHNM JIEKapCTBEHHOTO Mpenapara;

2) Npu yXyALWeHU 300p0oBbsS NauneHTa:
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a) noBnekweM 3a coboi yCTaHOBMEHWE MHBANMAHOCTM | rpynnbl, OAMH MUITIMOH MSATLCOT ThicAY pyGnel Ha
KaXkdoro nauueHTa, y4acTBOBaBLUEro B KNMMHUYECKOM UCCIeqoBaHUM NekapCTBEHHOTO npenapara;

0) noBnekwem 3a cobon ycTaHOBIMEeHWe WHBanuagHoctu Il rpynnbl, oguH MUNAMOH pybnen Ha Kaxgoro
nauueHTa, y4acTBOBaBLUErO B KMMHUYECKOM MCCreaoBaHMM fIeKapCTBEHHOTO Npenapara;

B) noBrnekwem 3a cobon ycTaHoBneHue uHeanugHocTtu Il rpynnbl, NSATLCOT ThiCsAY pybrer Ha Kaxgoro
nauMeHTa, y4aCTBOBaBLUErO B KIMMHUYECKOM UCCNedoBaHNM NeKapCTBEHHOTO npenapara;

r) He NoBneKWweM 3a coboN YCTAaHOBMEHUS MHBANMMAHOCTK, He Bonee Yyem TpucTa TbicaY pybrien Ha Kaxagoro
naumeHTa, y4aCTBOBaBLUErO B KIIMHUYECKOM UCCMEAOBaHUN NIekapCTBEHHOMO npenaparta, ucxogs n3 HoOpMaTUBOB,
OTpaxawLlnx xapakrep W CTeneHb MOBPEeXAEHUS 300pOBbs, a Takke (AKTUYECKM MOHECEHHbIX MauveHTOM
pacxodoB, Bbl3BaHHbIX MOBPEXAEHMEM 300pOBbs, HAa MEOMUUHCKYID MOMOLLb, NpuobpeTeHne neKapCTBEHHbIX
npenaparos.

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

6. YTpatun cuny ¢ 1 nonsa 2015 roga. - PegepanbHbivi 3akoH oT 22.12.2014 N 429-03.

7. CpOK gorosopa 06s3aTenbHOro CTpaxoBaHNA He MOXeT ObITb MeHee, Yem CpOK npoBeaeHunsa
KINMMHN4YeCKOoro nccneanoBaHmaA ekapCTtBeHHOro npenapara.

8. YcnoBus gorosopa o6s13aTeNbHOrO CTpaxoBaHMsl, B TOM YMCIe CTpaxoBble Tapudbl No obsizatensHoOMy
CTpPaxoBaHWO, MNepevYeHb HeobXoAMMbIX [OKYMEHTOB [fsi OCYLLECTBIIEHWS CTPaxOBOW BbINMaTthl, MOPSAOK
YCTaHOBMEHUS  cTpaxoBaTenem  WHAUBMAyaANbHOrO  MAEHTUMUKALMOHHOIO  Koda  NauueHta, nopsaaok
WHOPMUPOBAHNA  CTpaxoBaTenemM CTpaxoBLMKa O MpUMBMAEYEHHbIX K  KIIMHMYECKOMY  UCCedoBaHuIo
NekapcTBEHHOro npenaparta Ans MeguuMHCKOro NpuMeHeHUst naumeHTax, nopsgoK ynnaTbl CTPaxoBOW NpemMuu,
NopsiAOK peanusaummn onpeferneHHbix HacToawmm deaepanbHbiM 3aKOHOM U ApyrMMn defeparnbHbIMU 3aKoHaMM
npaB uU 06513aHHOCTEN CTOPOH MO [OrOBOpY 006sI3aTErlbHOrO CTPaxOBaHWs, a Takke HOpMaTMBbI, oTpaxarowume
XapakTep W CTeneHb MOBPEXOEHUs 300POBbs, YCTAHABIMMBAKOTCA TUMOBLIMM MpaBunamm 064a3aTenbHOro
CTpaxoBaHuA.

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

9. B cnyyae npuumHeHusi Bpeda KM3HM MauMeHTa, y4acTBOBABLUEMO B KIMHUYECKOM WCCredoBaHWu
NiekapCcTBEHHOro npenaparta, BblrogonpuobpeTatensamyM Mo AOroBopy 00S3aTenbHOr0 CTPaxOoBaHUSI SABMSTCS
rpaxkgaHe, MetoLLMe NPaBo Ha BO3MELLEHVEe Bpeda B CriydYae CMepTu KOpMUsibLia B COOTBETCTBUM C rpaXdaHCKUM
3aKOHOAATENbCTBOM, MPU OTCYTCTBMW TaKUX [paxaaH - POAUTENu, Cynpyr, AeTM YyMepLlero mnauueHTa,
y4yacTBOBaBLUEr0 B KIMHWMYECKOM MWCCNedoBaHUM NEeKapCTBEHHOro npenapaTa, B Crydae CMepTu MauueHTa,
y4yacTBOBaBLUErO B KNMHMYECKOM MCCredoBaHWM NIeKapCTBEHHOro npenaparta M He UMEBLLEro CaMoCTOSTENbHOIo
Aoxofa, - rpaxkgaHe, Ha WKOUBEHUN KOTOPbIX OH HAaxoaWncs, B OTHOLLEHUM BO3MELLEHUS] PacXodoB Ha norpebeHne
nauueHTa, y4acTBOBABLLEro B KNMHUYECKOM MCCIeQoBaHUM NekapCTBEHHOro npenapara, - N, NoHecLlee Takue
pacxogsbl.

10. CTanOBaﬂ BbilNjiata B CY4eT BO3MeLleHNnA Bpena, NpUu4NHEeHHOro XXm3HM nadmeHTa, y4acrtsoBaBLUElro B
KINMMHNW4YEeCKOM WucCcrnegoBaHUM JeKapCTBEHHOIo npenaparta, pacnpenendetca mMexay BbIFO,D,OFIpVIO6p8TaTeJ'IﬂMI/I
nponopunoHanbHO X KONMMYEeCTBY B paBHbIX 4ONAX.

11. TMpW HacTynneHWn CTPaxoBOro Cryyas MauueHT, y4acTBOBaBLUMIA B KIMHWYECKOM WCCredoBaHum
nekapcTBEHHOro npenapara, BblrogonpuobpeTtatens BhnpaBe NpeabsBUTb HEMNoCPeACTBEHHO CTPaXOBLUUKY
TpeGoBaHNe O BO3MELLEHUM MNpUYMHeHHoro Bpeda. CTpaxoBas Bbinfiata OCYLIECTBMSETCS CTPaxOBLUMKOM B
TeyeHne TpuauaTM OHeid co OHA NpeacTaBneHuss HeobXoaMMbIX [OOKYMeHTOB. [lauueHT, yyacTBOBaBLUMIA B
KMMHUYECKOM WCCredoBaHUM NEKapCTBEHHOro mnpenapaTa, Wnu BbirogonpuobpeTtatens 06s3aH COOOLWUTL
CTPaxOoBLUWNKYy AN OCYLLIECTBMNEHWUSI CTPaxOoBOWM BbiNnaThl MHOMBUAOYANbHbIA UOEHTUMUKALWOHHBIN KOO MauueHTa,
YCTaHOBIEHHbIN CTpaxoBaTerieM B COOTBETCTBUM C TUMOBLIMU NpaBunaMm oba3aTenbHOro CTpaxoBaHus.

12. [o nonHoro onpegeneHus pasmepa noasfiexallero BO3MeLleHUI0 Bpeda CTPaxoBLUMK MO 3asiBNEHUIO
nauueHTa, y4yacTBOBAaBLUEIO B KIIMHUMYECKOM WCCIeQOoBaHWUM NeKapCTBEHHOro npenapaTa, WU 3asiBreHuio
BbIrogonpuobpeTatens BNpaBe OCYLIECTBUTb YacTb CTPAxOBOW BbiNnaTbl, COOTBETCTBYIOLLYI (haKTUYECKU
onpeaeneHHo YacTy NpUYMHEHHOTo Bpeaa.

13. CTpaxoBasi Bbinfiata B COOTBETCTBMM C [OrOBOPOM 00S3aTENbHOMO CTPaxOBaHWsS OCYLLECTBIISeTCS
HEe3aBMCUMO OT BbINsaT, MPUUYUTAIOLLMXCS MO APYTUM BUAAM CTPaxXOBaHUS.

14. He ponyckaeTcs y4yacTuMe nauveHTa B NPOBEOEHWM KIMHWYECKOro WCCRedoBaHusl JIeKapCTBEHHOMo
npenapara npv oTCyTCTBMU AOrOBOpa 0653aTeNIbHOIO CTPaxoBaHusl.

15. KOHTpOJ'Ib 3a ncnoriHeHnem opraHmsau,MeVl, ﬂOJ'Iy‘-IIABLLIGVI pa3pelieHne Ha opraHm3auuio nposeneHunsa
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KIMMHUYECKOrO WCCNeAoBaHMsA neKkapCTBEHHOro npenaparta Ans MeOuUMHCKOrO MPUMEHEHUs!, YCTaHOBMEeHHOM
HacToslLLel cTaTbelt 06A3aHHOCTU MO 06S3aTENbHOMY CTPaxXOBaHMIO XU3HW, 3[0POBbs NaLMeHTa, y4acTBYIOLLEro
(ydacTBOBaBLUEro) B KIMHWYECKOM  MCCredoBaHUM  NeKapCTBEHHOro  npenapaTta,  OCYLLEeCTBNseTcs
YNOMTHOMOYEHHBIM (befepasibHbIM OpraHOM WCMONHUTENBHOM BAacTW, BblgaBLWIMM paspelleHue Ha npoBefeHue
KIMUHUYECKNX UCCIIeA0BaHUIA NEKAPCTBEHHBIX NpenapaToB A MEAVUMHCKOTO NMPYMEHEeHMsI.

Mnasa 8. MPON3BOACTBO U MAPKUPOBKA NNIEKAPCTBEHHbIX CPEOCTB
CraTbs 45. NMpon3BoacTBO NeKapcTBEHHbIX CPeacTB

1. MponsBoacTBO NeKapCTBEHHbIX CPeACTB AO/MKHO COOTBETCTBOBaTb TpeboBaHMSM NpaBun Hagnexallemn
NPON3BOACTBEHHOW MNPAKTUKN, YTBEPXAEHHBLIM YMNOMHOMOYEHHbIM befepanbHbIM  OpraHoM WCMONHUTENBHON
Bnactu. OcobeHHOCTU nepexoda NPOM3BOACTBA OTAENbHbLIX JIEKAPCTBEHHBIX CPEeACTB K WX MPOU3BOACTBY B
COOTBETCTBMM C TpeboBaHWsAMM NpaBuN  Haanexalwen MNpon3BOACTBEHHONW MNPaAKTUKM YyCTaHaBMMBaKOTCA
MpaButenbctBoM Poccuiickon Pepepaummn. Boigada 3aknoyeHnii 0 COOTBETCTBUM NPOM3BOAUTENS NIEKAaPCTBEHHbIX
CpeAcTB TpeboBaHMSM MpaBuSl Hagnexalwen npou3BOLACTBEHHOW MPAaKTUKM OCYLLECTBNAETCA MO pesyrbTatam
WHCNEKTMPOBAHNST MPOU3BOAMTENEN JEKAPCTBEHHbIX CPeACTB B MOpsgke, YCTaHOBNEHHOM [lpaBuMTENbCTBOM
Poccuiickon ®epepaumn. Pasmep nnatbl 3a BblAavy 3aklto4eHMsi O COOTBETCTBUM NPOU3BOAUTENS NIEKAPCTBEHHbIX
cpeacTB TpeboBaHMAM MnpaBui Hagnexallen NpoM3BOACTBEHHOW MPaKTUKM yCTaHaBnmMBaeTcs [1paBuMTENbCTBOM
Poccuiickon  depepaumun. [lopsgok  opraHusaumm UM NPOBEOEHUS  MHCMEKTUPOBaHMS  MPOM3BOAUTENEN
NeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME TpeboBaHWSIM MNpaBui Haanexalleh npou3BOACTBEHHOM MNpPaKTUKK
ycTaHaBnuBaeTcs NMpaButensctBoM Poccuickon ®enepaumn.

(B peq. PepepanbHbix 3akoHOB 0T 25.06.2012 N 93-03, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

2. Npon3BOACTBO NeKkapCTBEHHbIX cpeacTs B Poccuiickon degepaumm OCyLeCTBNAETCS NMPOU3BOANTENSIMA
NEKapCTBEHHbIX CPEACTB, MMELWMMN JNMLEH3NIO Ha MPOW3BOACTBO JIEKAPCTBEHHbIX cpencTtsB. [loateBepxaeHune
COOTBETCTBUS MNuLEH3MaTa npaBunam Hagnexallen npousBOACTBEHHOW MNPAKTMKM OCYLLECTBISIETCS B pamkax
NUUEH3NOHHOIO KOHTPONA B COOTBETCTBUM C 3akoHodaTenbCTBOM Poccuiickon depepaumm ¢ yd4eToMm
0COBEHHOCTEN, yKa3aHHbIX B YacTh 1 HACTOsLLEN CTaTb.

(B peqn. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

2.1. Ans uenen nuueH3npoBaHMs NPON3BOACTBA NEKAaPCTBEHHbIX CPEACTB 4S9 MEANLMHCKOrO NPUMEHEHNS U
WHCMEKTMPOBaHNA CyObekToB obpalleHus nekapCTBEHHbIX CPeAcTB Ha cooTBeTcTBMe TpeboBaHMAM npaBwn
Hagnexallen npou3BOACTBEHHOW MNPaKTUKM dhefeparbHbii OpraH MUCMOMHUTENbHON BRacTW, OCYLLECTBASOLLUIA
rocyfapcTBEHHYI0 perncrTpauunto nekapcTBeHHbIX npenapaToB ANd MeauLUMHCKOro npuMeHeHus, npenocrtaBnsaeT
benepanbHOMy oOpraHy MCMOMHUTENbHOW BMNAcTW, ocyllecTBnsawwemMy denepanbHbld  rocygapCTBEHHbIN
TNUUEH3NOHHBIN  KOHTPOMNb OeATENbHOCTM MO NPOU3BOACTBY FEKapCTBEHHbIX CPeACTB Ans  MeOULIMHCKOro
NPUMEHEHUS, NO ero 3anpocy B pamMKax MeXBeJOMCTBEHHOro MHGOPMAaLMOHHOIO B3aMMOAEWCTBUS B MOpsiake,
yCTaHOBMNEeHHOM dyefeparibHbiM  OpraHoM  UCMOMHUTENbHOW  BracTW, OCYLLECTBASIOWUM  NULEH3MpoBaHe
Npon3BoACTBa fEKapCTBEHHbIX CPEeACTB AfS  MEeOULMHCKOrOo nNpuMmeHeHus, u  depeparibHbiM  OpraHom
WCNONMHUTENBHOM BracTW, OCYLLECTBMSAIOWUM roCyJapCTBEHHYIO perncTpaumio NekapCTBEHHbIX npernapaToB Ans
MeOMNLMHCKOrO NPUMEHEHUS, CBEAEHMS O NIeKapCTBEHHbIX CPeACTBaX, yka3aHHbIe B YacTu 5 ctatbu 18 HacTosLwero
depnepanbHOro 3akoHa, B TOM YuCIe B Criyyae, eCnv Takme CBe4eHUs1 COCTaBMASIOT KOMMEPYECKYHO TalrHy.

(vacTb 2.1 BBegeHa PenepanbHbiM 3akoHOM OT 14.07.2022 N 311-93)

3. MNpoun3BoacTBO NekapCTBEHHbIX CPEACTB OCYLLEeCTBNSeTCs ¢ cobntogeHnem TpeboBaHWin MPOMbILLIIEHHOTO
pernamMeHTa, KOTOPLIA YyTBEp)KOAeTCs PyKOBOAWTENEM MPOM3BOAMTENS NEeKapCTBEHHbIX CPEACTB U BKIOYAET B
ceba nepeveHb KCMonb3yemMbix hapmaueBTUYeCcKMx CyOCTaHUMii M BCMOMOraTemnbHbIX BELEeCTB C yKa3aHWem
KOJIMYeCTBa KaXaoro U3 HWX, AaHHble 06 ucnonb3yemMom o6opyaoBaHMM, ONMCcCaHNe TEXHOMOMMYECKOro npoLecca u
MeTOZOB KOHTPOIS Ha BCeX aTanax NpPOM3BOACTBA NEKapCTBEHHbIX CPeACTB.

4. lNpn NpoM3BOACTBE NEKAPCTBEHHbIX CPeaCTB NCMONb3YTCA hapmaueBTuieckne cybctaHummn, CBeaeHNs o
KOTOpbIX cogepXaTca B [OCyAdapCTBEHHOM peecTpe JeKapCTBEHHbIX CPeACTB, 3a  MCKIHOYEeHUeM
hapmaLeBTMYeckmx cybcTaHuun, Npon3BoaAnMbIX AMsi NPOBeAEHNS KITMHUYECKNX nccregoBaHni u ans akcnopta. K
npoueccy npousBoAcTBa (rapmaueBTUYeCcKOM CcybCcTaHUMM OTHOCATCA fobble CTagumM  TEXHOSOMMYECKOro
npovecca, No3BOMnALLME MOMYYNTb FOTOBLIA NMPOAYKT, COOTBETCTBYIOLMI TpeboBaHUsAM hapMaKkonenHon cTaTbu,
B TOM u4ucne epmeHTaLms, IKCTPaKUMsi, OYMCTKA, BblOeNeHue, nepekpucTannuaauus, BbICyLUMBaHUE,
namernb4veHne. B cnyyae HeOGXOAMMOCTU MCMONb30BAHMSA 3TUMOBOrO CNMpTa, B TOM 4YMcre hapMaueBTUYECKOW
cybcTaHuumn cnupTa STUNOBOrO (3TaHomMa), NPy NPOM3BOACTBE JIEKAPCTBEHHbLIX CPEACTB B KAYECTBE AENCTBYIOLLENO
n (MnM) BCNOMOraTesnbHOro BELLECTBA, @ TaKKe B WHbIX TEXHOIOIMMYECKUX Lensix AormkHa ObiTb Mcnonb3oBaHa
TONbKO (hapMaLeBTUYeckas cyocTaHUms cnvpTa STUNOBOrO (3TaHonm).

(B peq. depepanbHbiX 3akoHOB 0T 22.12.2014 N 429-93, ot 27.12.2019 N 462-03, o1 27.12.2019 N 481-93)
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4.1. TepeyveHb neKapCTBEHHbIX NpenapaToB Af1 MEAUUMHCKOrO MPUMEHEHUS, B OTHOLUEHUM KOTOPbIX
ycTaHaBnuBalTcsl TpeboBaHMA K OObeMy Tapbl, YNaKOBKE W KOMMEKTHOCTU, MNEpPeYeHb JeKapCTBEHHbIX
npenapaToB Ansl BETEPMHAPHOIO NMPUMEHEHMS!, B OTHOLLIEHNM KOTOPLIX YCTaHaBnmBalTcs TpeboBaHusa K obbemy
Tapbl, a Takke TpeboBaHWsi kK 0bbemy Tapbl, YNaAKOBKE WM KOMMIEKTHOCTU IEKapCTBEHHbIX MNpenapatoB Ans
MEeOULUMHCKOTO NPUMeEHEeHUsi, TpeboBaHusA Kk obbemy Tapbl NEeKapCTBEHHLIX MpenapaToB A4S BeTEPMHAPHOro
NPUMEHEHUST ONPeaenstoTCs COOTBETCTBYOLLMMU YNONHOMOYEHHbIMU hbeaepanbHbIMU OpraHaMn UCNONHUTENBHON
BNacTu B nopsiake, yctaHoBneHHoM [NpaButenscTBoM Poccuiickon ®eaepaumu.

(yacTb 4.1 B peq. PegepanbHoro 3akoHa oT 14.12.2015 N 374-03)

4.2. OpraHvsaumn, OCyLLEeCTBNSKOLINE MPON3BOACTBO (hapMaLeBTUYECKON cybCTaHLMM cnupTta 3TUIOBOrO
(aTaHoONa) Anst Npomn3BoACTBa CNMPTOCOAEPXKALLMX JNIEKAPCTBEHHLIX NpenapaToB, 00s13aHbl OCYLLECTBSATL YYET B
nopsiake, yCTaHOBEHHOM cTatbsiMu 8 n 14 depgepanbHoOro 3akoHa oT 22 Hos6pa 1995 rogpa N 171-®3 "O
rocygapCTBEHHOM  perynupoBaHuMM  MNPOM3BOACTBA M 0OOpoTa  3TUMOBOrO  CNUpTa,  anKOrofibHOM  u”
crnvpTocofepxalwen npooykuMm u o0 orpaHnyeHnn notpebnenuns (pacnuTtus) ankorofibHOWM npoayKumn'”.
Mpon3BoacTBO hapmaueBTMYECKON CyOCTaHLUMM CnMpTa STUMOBOIO (3TaHoMa) AOMyCKaeTCAa TOMbKO opraHM3aumnen,
OCYLLECTBMSAIOWEN MPON3BOACTBO PEKTUIHIUKOBAHHOIO ITUMIOBOTO CNMpTa M3 MULLEBOrO Chbipbsi Ha OCHOBaHMU
NMLUEH3UN Ha NPOM3BOACTBO 3TWUMOBOrO CNMpTa Afs npou3BoAcTBa dapmMaueBTudeckon cybctaHuum cnvpTta
3TUNOBOrO (3TaHoMa) B COOTBETCTBMM C TpeboBaHuaMM PegepanbHoro 3akoHa ot 22 Hosiops 1995 roga N 171-903
"O rocygapCTBEHHOM perynMpoBaHuM Mpou3BoAcTBa M 0obopoTa 3TMMOBOrO CNUpTa, ankorofibHOM W
cnupTocoaepKaLlen npoaykumMm n o6 orpaHnyeHMn noTpedneHuns (pacnuTns) ankoronbHOM NpoaykumMm", MeTogom
pasBefeHus BOAOW O4YULLEHHOW Takoro 3TUMOBOrO CrnvpTa, NPOM3BEAEHHOro OaHHOW opraHu3auuen no Mecrty
OCYLLECTBMNEHUS NPOM3BOACTBA hapMaLeBTU4eCckon cybcTaHLmMm cnpTa 3TUNOBOro (3TaHona).

(4acTb 4.2 BBegeHa PepepanbHbiM 3akoHoM oT 03.07.2016 N 261-P3; B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 481-93)

4.3. WVHameBuayanbHble npegnpuHUMaTenn U lOpuaudeckMe nuua, OCyLecTBRsALWMe 3akyrnky W
ucnonb3oBaHve ¢apmaleBTUYEeCKOM CyOCTaHUMM CchivpTa STUOBOMO (3TaHona), a Takke MNpOM3BOACTBO,
N3roToBreHne n (unn) obopoT (3a WCKMHYEHMEM PO3HUYHOW MpoAaXku) CMMPTOCOAEPXKALLUMX JeKapCTBEHHbLIX
npenapaToB, 005s13aHbl OCYLLECTBNATL UX YY4eT U OeKnapupoBaHuWe B nopsake, yCTaHOBIEHHOM cTaTbamu 8 u 14
depepanbHoOro 3akoHa ot 22 Hosbps 1995 roga N 171-®3 "O rocygapCTBEHHOM perynMpoBaHUM NpoM3BOACTBA U
obopoTa 3TUMOBOro CnvpTa, ankoroflbHOM M CNUPTOCOAEpXallen NPOoAyKUuMM u 06 orpaHudeHun notpebnexHus
(pacnuTuna) ankorosibHOW NpoayKLmmn".

(vacTb 4.3 BBegeHa PenepanbHbiM 3akoHOM OT 29.07.2017 N 278-03)

4.4. Tlpn nNpou3BOACTBE feEKapCTBEHHbIX MpenapaTtoB [Afs BeTepuMHapHOro MpUMEHeHUs [AonyckaeTcs
NCMONb30BaHWE MNPOM3BEAEHHbIX AN  peanusaumMn  dapMaueBTUYEeCKUX CyOCTaHUUR, BKIMIOYEHHBLIX B
rocyapCTBEHHbIN pPeecTp NeKapCTBEHHbIX CPEeACTB YNONMHOMOYEHHbIM doeaeparnibHbiM OpraHOM UCMONHUTENBHON
Bf1lacT, OCYyLUEeCTBNALWNM BedeHWe rocyJapCTBEHHOro peecTpa JeKkapCTBEeHHbIX CcpeacTB And MeauuuHCKOro
NPUMEHEHUS.

(vactb 4.4 BBeneHa PepepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

5. 3anpeLyaeTcs NpoM3BOACTBO:

1) nNekapcTBEHHbIX CPEeACTB, He BKIOYEHHbIX B rOCYOAPCTBEHHbIN peecTp NeKapCTBEHHbIX CpPeacTs, 3a
WCKMIOYEHMEM NeKapCTBEHHbIX CPeAcTB, NMPOM3BOAUMBIX AN NPOBeAeHUs KMNUHUYECKUX UccrnegoBaHuin U ans
aKcrnopTa;

2) hanbcmdpurLMpoBaHHbIX NIEKAPCTBEHHbLIX CPEACTB;
3) NekapCTBEHHbIX CpeacTB 6e3 NMUEH3UN Ha NPOU3BOACTBO NEKAaPCTBEHHbIX CPEACTB;

4) nekapCTBEHHbIX CPEACTB C HapylleHMeM MpaBwil OpraHusauuy NpPoOM3BOACTBA M KOHTPOIS KavecTsa
neKapCcTBEHHbIX CPeACTB;

5) ytpatun cuny. - ®egepansHbin 3akoH 0T 27.12.2019 N 481-03;

6) cnupTocoaepXalluMx NeKapCTBEHHbIX MpenapaTtoB MO MEeCTy OCyLleCTBNeHWs npou3BOACTBa
dhapmaLeBTMYECKON CyOCTaHUUM cnupTa STUIOBOrO (3TaHona) n (Unu) No MecTy OCYLLECTBIIEHMS NPOM3BOACTBA
3TUIIOBOro CNUpTa;

(n. 6 BBegeH ®eaepanbHbIM 3akoHOM OT 27.12.2019 N 481-93)

KoHcynbTaHTlntoc: npyumevaHue.
depepanbHbiM 3akoHOM OT 22.12.2020 N 436-93 cT. 14.1 ®3 o1 22.11.1995 N 171-®3 n3noxeHa B HOBOW pefakumu,
Hopma n. 1.1 cT1. 14.1 ctapon pegakunm ®3 cooTBETCTBYET HOpMeE . 2 CT. 14.1 HOBOW pegakumu.
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7) dapmaueBTnyecko cybcTaHumM cnupta 3TUNoBoro (3TaHoma) W (MNKn)  CNUpPTOCOAEepXKaLlmx
rneKkapCTBEHHbIX MpenapaTtoB Ha OCHOBHOM TEXHOMOrM4yeckom obopyaoBaHUWM Afsi NPOM3BOACTBA 3TWUIIOBOMO
cnupTa, ykazaHHOM B nyHkTe 1.1 ctatbm 14.1 ®epgepanbHoro 3akoHa oT 22 HoA6psa 1995 roga N 171-93 "O
rocylapCTBEHHOM  perynMpoBaHuu npou3BoAcTBa M obopoTa 3TMNOBOrO  CMMPTa,  arnkoroflbHOW  ”
cnupTocoaepKaLlen npoaykuum n ob orpaHnyeHMmn notTpebnexHms (pacnutusl) ankoronbHOM npogykumum',

(n. 7 BBegeH ®eaepanbHbIiM 3akoHOM OT 27.12.2019 N 481-$3)

6. MNpu BBOOE NEKapCTBEHHLIX CPEACTB B IpaXK4aHCKMA OOOpPOT YMONHOMOYEHHOE NMLO MPON3BOAUTENS
NEKapCTBEHHBLIX CPEACTB OCYLLECTBNSET MOATBEPXKAEHNE COOTBETCTBUS NEKAPCTBEHHbIX CPEACTB TpeboBaHUAM,
YCTaAHOBMEHHbIM NPU WX rOCYyAAapCTBEHHOW perucTpauum, u rapaHTMpyeT, 4YTO feKapCTBeHHble CcpeacTsa
npou3BefeHbl B COOTBETCTBUM C TpeBOBaHNAMM NpaBui Hagnexallen npon3BoaCTBEHHOW NPAKTUKK.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

7. YNONMHOMOYEHHBbIM §MLOM MNPOM3BOAMTENS JIEKAPCTBEHHbIX CPEACTB SBNSAETCA ero paboTHUK,
aTTeCcTOBaHHbIN B YCTAHOBNEHHOM YMNONHOMOYEHHbLIM dheepanbHbiM OpraHoOM UCNOSTHUTENBHOM BNacTu NOPSaKe U
UMeELWUNA cTax paboTbl He MeHee 4YeM NsTb NeT B 006nacTM NpoOM3BOACTBA WU (MIM) KOHTPONS KadecTBa
NeKapCTBEHHLIX CPeacTB, Bbicllee 0Opa3oBaHMe COOTBETCTBEHHO MO OAHOW U3 crneuunansHOCTel U (Mnu) ogHOMY
N3 HanpaefeHWn NOAroToBKWU: Buomnornsi, GUOTEXHONOMNS,, BETEPUHAPUS, BETEPUHAPHO-CAHUTapHasi SKCNepTmaa,
KNMHMYeckas MeavumHa, paguaumnoHHas, XuMmyeckas n buonorndeckas sawmra, papmauus, dyHgameHTanbHas
MeauLnHa, XMMnyeckasa TEXHOIOMNA, XUMUA.

(B peq. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, ot 02.08.2019 N 297-93)

8. MpounsBoanTenu nekapcTBEHHbIX CpeacTB (3a UckntoyveHveM dapMaLleBTMYeCKOon cybcTaHumMu cnmpTa
3TUNOBOro (9TaHona) MOryT OCYLeCTBNATb NpoAaXy feKkapcTBEHHbIX CpeacTts WnNu nepejaBaTb UMX B
YCTaHOBMEHHOM 3aKoHoAdaTenbCcTBoM Poccuickon degepaumm nopsake:

(B pen. ®enepanbHoro 3akoHa ot 29.07.2017 N 278-d3)

1) opyrMm NponsBoaUTENAM NeKapCTBEHHbIX CpeaCcTB AN NPoU3BOACTBa JIEKapCTBEHHbIX CPEACTB;
2) opraHusaLusiM ONTOBOW TOPrOB/MW JIeKapCTBEHHBIMU CPeaCcTBaMY;

3) anTeyHbiM  OpraHM3auusiM,  BETEepUMHapHbIM  anTeYHbIM  OpraHu3auusM,  MHAMBUZYyanbHbIM
npeanpuHMmMaTenam, WMeLWyM JIMUEH3UI0 Ha apMaueBTUYECKyl0 OesTeNIbHOCTb WM JIMUEH3UI0  Ha
MEAVLMHCKYI0 AeSTEeNbHOCTb;

4) Hay4HO-UCccrneaoBaTENbCKUM OpraHU3aLnsaM Arsi HayYHO-MCCreqoBaTernbCkoi paboThl;
5) MegMUMHCKUM OpraHu3aumsiM 1 BETEPUHAPHLIM OpraHM3auusm;

6) opraHusaumnsam U nHAMBUAYyanNbHbIM NpeanpuHMMaTensiM, OCYLLLECTBISIOWNM pa3BeeHune, BblpalimBaHne
N coepXaHne XMBOTHbIX (3a UCKITIOYEHNEM MPOAAXN UM dapMaLeBTUYECKMUX CyOCTaHLU UK UX Nnepegayn).
(n. 6 B pen. PepepansHoro 3akoHa ot 02.08.2019 N 297-93)

9. MNpoussoguTenn cdapmaueBTUYeCKO cybCcTaHLMM cnupTa 3TUIOBOIO (3TaHona) 006s3aHbl OCYLECTBNATb
peanusaumio  (Nnepegavyy B YCTaHOBMNEHHOM  3akoHodaTtenbCTBoM  Poccuiickon depepaumm  nopsgke)
dhapmareBTMyeckon cybcTaHLMM cnvpTa 3TUNOBOro (3TaHora) NpoM3BOAMTENSAM JIEKAPCTBEHHbIX CPeacTB Ans
Npon3BoACTBa IeKapCTBEHHbIX CPeAcTB, MpousBoauTensaM (UM3roTOBUTENAM) MEeOULMHCKUX U3genuin  ans
NPOM3BOACTBA U U3rOTOBMEHUSI MEANLIMHCKUX U3OENUIA B EMKOCTSIX 06 bemMom He Gonee 1 nutpa u (Unun) He MeHee
1000 nuTpoB, a opraHuM3auMsiM, ykasaHHbIM B MyHKTax 3 - 5 yactu 8 HacToslwen crtatbu, B Tape 06beMoM He
bonee 1 nutpa.

(vyacTtb 9 BBegeHa depepanbHbiM 3akoHOM OT 29.07.2017 N 278-03; B pea. ®PenepanbHbix 3akoHOB 0T 27.12.2019 N 481-03,
0T 22.12.2020 N 444-03)

10. Peanusauusa (nepepaya B YCTaHOBIMEHHOM 3akoHoOaTenbCTBOM Poccunckon depepaumu nopsagke)
dapmaneBTMyeckon  cybcTaHuMM  cnupTta  STUNOBOrO  (3TaHoMa)  opraHuM3auusiM  ONTOBOW  TOProOBMU
neKkapCTBEHHbIMU CcpeacTBaMU He JoMNyCcKaeTCs.

(vactb 10 BBegeHa PegepanbHbIM 3aKOHOM OT 27.12.2019 N 481-d3)

11. TlepeBo3kn papmMaueBTUYECKOW CyOCTaHUMM cnMpTa STUMOBOrO (3TaHona) OCyLEecTBASTCA C
cobnogeHnem TpeboBaHWi, yCTaHOBMNEHHbIX ab3auem YeTBepTbiM NyHKTa 3 ctaTbm 9 PegepanbHOro 3akoHa ot 22
Hos6psa 1995 roga N 171-03 "O rocygapCTBEHHOM perynupoBaHvMM Npou3BoAcTBa U obopoTa 3TUITOBOrO CnvpTa,
arnkoronbHOM M CAMpTOCOAEpXallerd MpoaykumMmM M 00 orpaHuyeHun noTpebrnennst (pacnuTus) arnkororibHOM
npoaykunn".

(vactb 11 BBefeHa PegepanbHbiM 3akoHOM OT 27.12.2019 N 481-d3)

Ctatbsa 46. MapkmpoBKa nekapcTBeHHbIX CpeACcTB

[ata nevatu: 13.06.2023 Cuctema KoHeynbTaHTl ntoc: Poccuiickoe 3akoHoaaTenscTBo (Bepcus Mpod) Tvetr 74
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1. JlekapcTBeHHbIe MpenapaThbl, 3a UCKNIOYEHUEM NEeKapCTBEHHbIX NpenapaToB, U3roTOBMEHHbIX anTe4YHbIMK
opraHu3auusiMM, BeTEepUHaPHbIMU  anTeYHbIMW  OpraHusauMsMK, WHAMBUAYanNbHbIMKW  MPeAnpUHUMAaTENAMM,
UMEIOLLIMMU NULLEH3UIO Ha papMaLIeBTUYECKYIO AeATEeNbHOCTb, AOMKHbI MOCTYNaTh B obpalleHne, ecnu:

1) Ha MX NEPBUYHOWM YMAKOBKE (32 WCKIOYEHWEM MEPBUYHON YMAKOBKM NEKAPCTBEHHbLIX PaCTUTENbHbLIX
npenapaToB) XOPOLIO YWTAEMbIM LIPUEPTOM Ha PYCCKOM $3blke YyKasaHbl HauMeHOBaHWE JeKapCTBEHHOMO
npenapata (MexayHapogHOe HenaTeHTOBaHHOE, WM TPYNMUPOBOYHOE, WM XMMUYECKOE, WM  TOProBoe
HaMMeHOBaHWe), HOMep cepun, garta Bbinycka (Ana MMMYHOOMOMOIMYECKMX NEKAPCTBEHHbIX MpenapaToB), CPOK
roAHOCTM, 403MPOBKA UK KOHLEHTpaLus, 00beM, akTUBHOCTb B eAuHMLaxX 4eNCTBUS UMK KONMYECTBO O03;

(B peqg. PepepanbHbix 3akoHoB 0T 11.10.2010 N 271-03, o1 22.12.2014 N 429-03)

2) Ha nx BTOpUYHOM (MOTPEOUTENBLCKOM) YNaKOBKE XOPOLLO YMTaeMbIM LLIPUTOM Ha PYCCKOM S3blKe yKa3aHbl
HaMMeHOBaHWe reKkapCTBEHHOro npenaparta (MexayHapodHOe HenaTeHTOBaHHOE, UMM IpynnMpoBOYHOE, WK
XMMUYECKOe M TOProBO€ HavMEHOBaHWS), HaMMEHOBaHWe MPOU3BOAUTENS NEeKapCTBEHHOro npenaparta, Homep
cepvun, daTta Bbinycka (Ans MMMYHOBMONOrMYecKMX nNeKapCTBEHHbIX MpenapaToB), HOMEp pPerncTpalmoHHOro
YAOCTOBEPEHWS, CPOK FOAHOCTM, Crnocob MpUMeHeHUs, O03VMPOBKa WM KOHUEeHTpauus, obbeM, akTUBHOCTb B
eavHuLax aencrems nmMbo KoNMMYEeCcTBO [03 B yMNaKkoBKe, NekapcTBeHHas dopma, ycroBus OTMycka, YCoBUS
XpaHeHus, npeaynpeavTenbHble Haamncu.

(B pea. PenepanbHbix 3akoHoB oT 11.10.2010 N 271-d3, o1 22.12.2014 N 429-$3)

2. ®apmaueBTUYecKMe CyOCTaHUMM OOSMKHbI MOCTynaTbh B OoOpalleHune, ecnvm Ha WX MEPBUYHON YMaKOBKe
XOpOLLO YMTaeMbiM LUPUPTOM Ha PYCCKOM SNA3blke yKasdaHbl HauMMeHoBaHue dapmaleBTUYECKON CyOCcTaHummn
(MexxgyHapogHOe HenaTeHTOBaHHOE, WU TPYMMNUPOBOYHOE, WM XMMWYECKOE WM TOProBOE HaMMEHOBAHUS),
HanMeHoBaHMe npousBoauTens dapMaueBTUYeCKon CcybGCcTaHuuK, HOMep Ccepum W gaTta  M3roTOBIEHMS,
KOJIM4EeCTBO B YNaKOBKE U eOUMHULbI USMEPEHUSA KONMYECTBAa, CPOK FOQHOCTU U YCITOBUA XPaHEHUS.

(B peqa. ®epepanbHoro 3akoHa oT 22.12.2014 N 429-03)

3. JlekapcTBeHHble CpeAcTBa B KayecTBe ChIBOPOTOK [OIPKHbI MOCTynaTb B obpalleHne ¢ ykasaHuem
JKMBOTHOTO, U3 KPOBMU, Nia3Mbl KPOBU, OPraHOB U TKAHEW KOTOPOIo OHMU MOSYyYeHbI.

4. Ha BTOpMYHYIO (NOTPeObUTENbCKYI0) YNAKOBKY FNEKapCTBEHHbIX CPEACTB, MOJYyYEHHbIX U3 KPOBW, NasMbl
KpOBW, OpPraHoB U TKaHen YernioBeka, A0SmKHa HaHOCUTbCA Hagnuck: "AHTuTena k BUY-1, BUY-2, k Bupycy renatuta
C 1 NOBEPXHOCTHbIN aHTUIEeH BUpyca renatuTta B oTcyTcTByOT".

5. Ha nepBuuHyl0 ynakoBKy W BTOPUYHYID (MOTPEGUTENbCKYD) YNakoBKy paauodapMaleBTUYECKUX
neKkapCcTBEHHbIX CPEACTB AOMKEH HAHOCUTLCS 3HAK PaaMaLVoOHHOR ONacHOCTU.

6. Ha BTOpu4Hylo (NOTpebuTEenbCKy) YNakoBKY roMeonaTU4eCcKMX NEKapCTBEHHLIX MpPenapaToB AOIMKHA
HaHocuTbCsA Hagnuck: "MomeonaTnyeckuin'.

7. Ha BTOpuyHyto (NOTPeOUTENbLCKYKD) YMAKOBKY TEeKapCTBEHHbLIX pPacTUTENbHbIX NpenapatoB [OIMKHA
HaHocUTbCs Hagnuck: "Mpoaykumsa npoLuna paguaumoHHbIA KOHTPOMb".

8. Ha nepBu4yHyl0 ynakoBKy (ecnv And 3TOro CyLlecTBYeT TexXHuYecKkasi BO3MOXHOCTb) M BTOPUYHYIO
(NoTpebuTenbCKyl) YNakoBKY NEKAPCTBEHHbLIX MpenapaToB, NpefHasHayYeHHbIX AN KMMHUYECKUX UCCrefoBaHuim,
[OMmKHa HaHOCUTbCA Haanuck: "[Ansa KNMMHUYEeCKNX nccrnegoBaHMin®.

(B peqa. ®epepanbHoro 3akoHa oT 22.12.2014 N 429-03)

9. YnakoBka neKkapCTBEHHbIX CPeACTB, NpedHas3HauYeHHbIX UCKIIOUYMTENbHO AN 9KCnopTa, MapkupyeTcs B
COOTBETCTBUM C TpeGoBaHMSAMM CTpaHbI-MMMopTepa.

10. Ha TpaHcnopTHyto Tapy, KOTOpasi He npegHasHayeHa gns notpebutenen m B KOTOPYH MOMELLEHO
nekapcTBEHHOE CpeacTBO, AOIMKHA HAHOCUTBLCA MHGOPMAaLMS O HAMMEHOBaHUW, CEPUKN NNEKaPCTBEHHOIO CpeacTBa,
Jare BbInycka, KonMyecTBe BTOPUYHbLIX (MOTPEOUTENBLCKMX) YNakoBOK NEKAPCTBEHHOIO CpeacTBa, npoussoauTene
NneKapCcTBEHHOro cpeacTBa C YKa3aHMEM HauMEHOBaHWUS M MECTOHaXOXAEHUs Mpou3BoANTENS NeKapCTBEHHOro
cpeacTsa (agpec, B TOM Yucrne cTpaHa u (unm) MecTo NpPoun3BOACTBa JIeKapCTBEHHOMO CPEACTBA), a Takke O Cpoke
roAHOCTM JIeKapCTBEHHOrO cpeactBa M 00  YyCrNoBUSIX €ro  XpaHeHuMsl W MepeBO3kM, Heobxoaumble
npegynpeautensHble HAANUCU U MaHUMYNATOPHbIE 3HAKU.

11. Ha nepBWYHYyl0 YMNakoBKy M BTOPUYHYI0 (MOTPEGUTENbCKYH) YMAKOBKY NEKapCTBEHHbIX CPeAcTB AOns
BETEPMHAPHOro NpUMEeHeHMs AoMmKHa HaHOCUTLCA Haanuck: "[Ons BeTepMHapHOro NpUMeHeHus".

12. Ha BTOpUYHyto (MoTpebunTenbCcKyto) ynakoBKy NekapCTBEHHOro npenapara HaHOCUTCS LUTPUXOBOW KOA.

Mnaea 9. BBO3 JIEKAPCTBEHHbLIX CPEACTB
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B POCCUNCKYIO CDE.D,EPALI,VIIQ n Bb!BO3 NEKAPCTBEHHbIX CPEOCTB
U3 POCCUNCKOU ®EOEPALINA
(B peq. PepepanbHoro 3akoHa oT 06.12.2011 N 409-93)

Ctatbsa 47. Nopsaaok BBO3a NeKapCTBeHHbIX cpeAcTB B Poccuiickyto ®Pepepaumio n BbBO3a JIeKapCTBEHHbIX
cpeacTB u3 Poccuiickon ®epepaumym
(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

1. BBO3 nekapcTBeHHbIX cpeacTB B Poccunckyto defgepaumio oCyLLECTBSETCS B MOPSAKE, YCTAHOBIIEHHOM
MpaButenbctBoMm Poccuiickon ®epepauun, B COOTBETCTBUN C TAMOXEHHBIM 3aKOHOOATENbCTBOM TaMOXEHHOrO
coto3a B pamkax EBpA3DC (ganee - TamoxeHHbI cOto3) 1 (Unu) 3akoHogatenscTBoM Poccuiickon deagepaumm o
TaMOXXEHHOM fere.

(B peqa. depepanbHoro 3akoHa oT 06.12.2011 N 409-d3)

KoHcynbTaHTlntoc: npyumevaHue.

o 31.12.2023 poccuiACKMM MPOU3BOAUTENSAM pa3peLleHo B YBEAOMWUTENbHOM MOPsiAKe BBO3UTb HE BHECEHHbIE B
peecTp hapmaueBTuyeckne cybcTaHuMM ANs BETEPMHAPHOro NPUMEHEHUs AN MPOWM3BOACTBA 3aperncTpuMpoBaHHbIX
nekapcTBeHHbIx cpeacTs ([NoctaHoBnexue Mpasutensctea PP ot 12.03.2022 N 353).

2. Beosumbie B Poccuiickyto ®Pepepauunio fekapcTBEHHblE CpeacTBa [OOIDKHbI  codepXaTbCsl B
rocygapCTBEHHOM peecTpe NekapCTBEHHbIX CPeaCTB.
(B peq. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-03, ot 27.12.2019 N 462-93)

3. Honyckaetca BBO3 B Poccuiickyio depepauuio KOHKPETHOW MNapTuM 3aperucTpupoBaHHbIX WU (Unu)
He3aperMcTpMpoBaHHbIX  MEKapCTBEHHbIX  CPeAcTB, MpedHasHadeHHbIX And  NPOBeAEHUs  KIMHUYECKUX
nccnegoBaHU  NEeKapCTBEHHbIX — MpernapaToB, MNPOBEAEeHUMsI  3KCNepTU3bl  NEeKapCTBEHHbIX CpeacTB  Ans
OCYLLIECTBMNEHNS rOCyAapCTBEHHOW perucrpaumu rnekapcTBeHHbIX npenapaTtoB Uiy Ans okasaHus MeaULMHCKOMN
MOMOLUM MO XXM3HEHHbIM MOKa3aHUAM KOHKPETHOro rnauMeHTa Ha OCHOBaHMW paspelleHusi, BblAaHHOro
YNOMHOMOYEHHbIM dhefepanbHbiM OpraHoM NCMNOMHUTENBHON BNAacTU NO 3asBNEHUsIM NUL, YKa3aHHbIX B cTaTbe 48
HacToswero ®egepanbHOro 3akoHa. PaccmoTpeHue Takoro 3asiBfeHus U MpUHATME peLeHns O Bbigaye
paspeLleHns Ha BBO3 KOHKPETHOW MapTuUu 3aperucTpupoBaHHbIX U (UNU) HE3aperncTpupoBaHHbIX NeKapCTBEHHbIX
CpeacTB, npedHas3HayeHHbIX And NPoBeAeHUst KIMHUYECKUX WUCCnefoBaHUMM NeKapCTBEHHbIX MpenapaTtos,
NnpoBefeHUs 3KCMepTU3bl NeKapCTBEHHbIX CPeAcTB NS  OCYLEeCTBNEeHUA rocyaapCTBEHHOW perucrpauum
neKapCTBEHHbIX NpenapaToB Unu ANs okasaHus MEeAULMHCKON NMOMOLLM MO XU3HEHHbBIM NOoKa3aHUsIM KOHKPETHOro
naumeHTa nmbo ob OTka3e B BblgAYe yKa3aHHOrO paspelleHusi NPOM3BOAATCSH B CPOK, HE MPEBbILLAOWMA NATH
pabounx gHen. MNnaTa 3a Bblgavy ykasaHHOrO pa3peLleHmns He B3MMaeTCs.

(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

KoHcynbTaHTlntoc: npyumevaHue.
C 01.01.2024 y. 3.1 cT. 47 ytpaumnsaet cuny (®3 ot 27.12.2019 N 475-d3).

3.1. [Honyckaetca BB03 B Poccunckyio dPefepauuntio KOHKPETHOM NapTUM  He3aperucTpupoBaHHbIX
NekapcTBEHHbLIX NpenapaToB, coaepXalmx HapKOTUYeCcKMe CpeacTBa UM MCUXOTPOMHbIE BellecTBa, B MOpsaKe,
ycTaHoBreHHoM [MpaBuTtenbctBoM Poccuickon ®epepaumm, ans okasaHust MEOULIMHCKON MOMOLLM MO KU3HEHHbLIM
MOKa3aHUSAM KOHKPETHOrO MauueHTa Wnu rpynnbl MauueHTOB B Criyyae, €Cnv UMEEeTCsl pelleHne BpayvebHomn
KOMUCCUM MeOUUMHCKON opraHuM3aumm o Hea(deKTUBHOCTN UMM HEBO3MOXHOCTU MPUMEHEHUS Y KOHKPETHOro
nauneHTa WHbIX 3aperMcTpMpoBaHHbIX FfEKapCTBEHHbIX MpenapaToB, B TOM 4UCre cogepxawmx gpyrue
OENCTBYIOLLME BELLECTBA, U O HEOOXOAMMOCTU BBO3a OMNPEAENEHHOrO He3aperMcTpUpOBaHHOMO NEKapCTBEHHOMO
npenapaTta C yka3aHMeM ero MeXOyHapoOHOro HernaTeHTOBaHHOro (MM XMMUYECKOro, Unu rpynnuMpoBOYHOrO)
HaMMeHoBaHusl, opMbl BbiMycka M konuyecTBa. [lepeyeHb 3aboneBaHWM M COCTOSIHAMA U COOTBETCTBYHOLLMX
NneKapcTBEHHbLIX MNpenapaTtoB, COAepXallMxX HapKOTUYEeckMe cpedcTBa M MNCUXOTPOMHbIE BeELUECTBa, B LENAX
OCYLLECTBIEHUS NX BBO3a B COOTBETCTBUMN C TpeOOBaHUAMN HACTOSILLEN YacTU YTBEPXKOAETCH YMONTHOMOYEHHbLIM
deaepanbHbIM OpraHoM NCNOSTHUTENBHOW BacTML.

(vactb 3.1 BBeaeHa denepanbHbiM 3akoHOM OT 27.12.2019 N 475-93)

3.2. [o 31 pekabpsa 2024 roga gonyckatoTcsl BBO3 Ha Tepputoputo Poccuinckon ®depepaumm n obpalleHue B
Poccuiickon Pepepaumm ¢ y4eTom ocobeHHOCTeR, ycTaHoBMneHHbIX [paButenbctBoM Poccuiickon ®enepauum,
3apErMCTPUPOBaAHHbLIX  NEKAPCTBEHHbIX MNpenapatoB AN MEOUUMHCKOTO  MPUMMEHEHMS B YMaKOBKaXx,
npegHasHadeHHbIXx Ans obpalleHus B WHOCTPaHHbIX rocyaapcTBax, B criydae nedekTypbl JeKapCTBEHHbIX
npenapaToB WNM pucka ee BO3HUKHOBEHUSA B CBA3M C BBedeHMEM B OTHoweHwun Poccuiickon degepauumn
OrPaHMYUTENBHBLIX Mep 39KOHOMUWYECKOTO XapakTepa Mpu YCNoBMU COOTBETCTBUS BBO3MMbIX Fl€KapCTBEHHbIX

[ata nevatu: 13.06.2023 Cuctema KoHeynbTaHTl ntoc: Poccuiickoe 3akoHoaaTenscTBo (Bepcus Mpod) Jluet 76



DdepepanbHbii 3akoH oT 12.04.2010 N 61-®3 (pea. ot 28.04.2023) "O6 obpallieHun nekapcTBEHHbIX CpeacTs”

npenapaToB TpebOBaHWsIM, YCTAHOBMEHHBLIM MPU MX pPerncrpauuu, 3a UckoyYeHmem TpeboBaHWIA K NepBUYHOM
yMakoBKe, BTOPWUYHOW (MOTPEOMTENBLCKOM) YMaKkoBKe, a TaKKe MpU HanmuMuMmM Ha BTOPUYHOW (MOTpebMTEenbCKown)
YMaKoOBKE IIEKAapCTBEHHbLIX MpPenapaToB, HaxoAsiwmMxcs B OoOpalleHun, CaMOKIesiLLencs 3TUKETKM, CoaepKallen
WMHopMaLno 0 NekapcTBEHHOM npenapaTe Ha PyCCKOM A3blKe.

(vactb 3.2 BBeaeHa dPenepanbHbiM 3akoHOM 0T 26.03.2022 N 64-93; B pea. PegepanbHoro 3dakoHa ot 19.12.2022 N 519-d3)

4. B Poccuiickyto ®eaepauuio MOXHO BBO3UTb NeKapCTBEHHbIE CPeACTBa, KA4eCTBO KOTOPbIX NOATBEPXKAEHO
cepTMdUKaTOM MpPOM3BOAUTENS  NEKapCTBEHHbIX CPeacTB, YOOCTOBEPALMM  COOTBETCTBUME  BBO3UMbIX
NeKapCTBEHHBLIX CPeAcTB TpeboBaHWsaM chapMakonerHbix ctaTer NMbo B criydyae UX OTCYTCTBUS HOPMaTMBHOM
JOKyMeHTauun nnnm HopMmaTUBHOIO AOKYMEHTA.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

5. Banpewaetca BBo3 B Poccuickyio ®degepaumio anbcMdULMPOBaHHbIX NeKapCTBEHHbIX CpPeacTs,
HeoOpOKayYeCTBEHHbIX NIEKAPCTBEHHbLIX CPEeACTB, KOHTPAaKTHLIX JIEKAPCTBEHHbLIX CPEACTB.
(B peqg. ®epepanbHoro 3akoHa oT 06.12.2011 N 409-03)

6. PanbcMduuMpoBaHHbIE NEKapCTBEHHbIE CPeACTBa, HedoOpokayeCTBEHHbIE feKkapCTBEHHblE CpeacTBa
noanexaT U3bATUIO U NOCreayoLeMy YHUUTOXEHUIO Unu BblBO3y M3 Poccuinckon depepaumm, KOHTpadakTHbIe
neKkapCTBEHHble CPeACcTBa - USBATUIO U NOCneayloLeMy YHUUTOXEHUIO. YHUUYTOXEHNE nnn BblBO3 U3 Poccuinckom
depepaummn anbcurunpoBaHHbIX NEKAPCTBEHHbLIX CPeacTB, HeJobpokavyeCTBEHHbIX NEKAaPCTBEHHbIX CPEACTB,
KOHTpadhaKTHbIX NeKapCTBEHHbIX CPeACTB OCYLLEeCTBNSAETCA 3a CHeT nuvua, OCyllecTBMBLUEro uMx BBo3. lMopsagok
YHULTOXEHNST N3bATLIX (hanbcnUUMpoBaHHbLIX NEKAPCTBEHHLIX CPeACTB, HeA0OPOKaUYeCTBEHHbIX NIeKapPCTBEHHbLIX
CpeacTB, KOHTpadaKkTHbIX NekapcTBEHHbIX CpeacTB ycTaHaBnueaeTcs NpasuTtensctBom Poccuiickon ®eaepaumu.
(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

7. Jlvua, ocyuwlectengwowme BBo3 B Poccunckyto depepaumio hanbCcudULMPOBaHHbIX MeKapCTBEHHbIX
cpencTts, HeLoOGpPOKAYeCTBEHHbIX JTEKAPCTBEHHbIX CPEACTB, KOHTPAdaKTHbLIX JEeKApCTBEHHbLIX CPEACTB, HECYT
OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOXEHHbIM 3aKOHOOATeNbCTBOM TaMOXeHHOro cotwsa u (unu)
3akoHoaaTenscTBoM Poccuinckon defepaumm 0 TaMOXEHHOM Jene.

(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

8. BbIBO3 nekapCTBeHHbIX cpencTB u3 Poccuiickon Pegepauumn ocywiectBnseTca 06e3 npvMeEHeHus
OrpaHU4YeHWn,  YCTAHOBMEHHbLIX TaMOXEHHbIM  3aKOHOAATENMbCTBOM  TaMOXEHHOro cow3a U (unu)
3akoHoaatensctBoM Poccunckon ®depepaumm 0 rocygapCTBEHHOM  PeErynupoBaHWM  BHELIHETOProBOU
[eATenbHOCTN.

(B peq. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-93, o1 25.11.2013 N 317-03, o1 22.12.2014 N 429-93)

9. BBOA B rpaxkgaHckuin 060pOT NekapCTBEHHbIX NpenapaToB Anst MEAULMHCKOTO NPUMEHEHWNS], BBE3EHHbIX B
Poccuiickyto Pepepaumio, ocyLlecTBrnsieTcss ¢ cobrniogeHneM TpeboBaHMIA, YCTaAHOBMEHHbLIX cTaTtben 52.1
HacTosilero ®egepanbHOro 3akoHa.

(vacTb 9 BBegeHa dPepepanbHbiv 3akoHOM OT 28.11.2018 N 449-03)

KoHcynbTaHTlntoc: npumevaHue.
C 01.09.2023 cT. 47 pononHsetcs 4. 10 (®3 o1 02.07.2021 N 317-93). Cm. GyayLuyto pegakuumio.

Ctatba 48. HOpuanyeckue nuua, KOTOPbIM paspelleH BBO3 JIEKApCTBeHHbIX cpeAcTB B Poccuinckyro
®depepaumio
(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

JlekapcTtBeHHble cpencTa B Poccuiickyto degepaumio MOryT BBO3UTh:
(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

1) MPOW3BOAMTENM NEeKAPCTBEHHbIX CPEeACTB ANs Lenei COBCTBEHHOro MpOM3BOACTBA NEKAPCTBEHHbIX
cpencTs;

2) VHOCTpaHHble pa3paboTyMKN NeKapCTBEHHbIX CPeACTB W MHOCTPaHHbIe NMPOWU3BOAMUTENN NEKAaPCTBEHHbIX
CpeacTB UNV Opyrve lopuaudeckMe nvua no MnopyyYyeHuo paspaboTyvka NekapcTBEHHOro cpendcTeBa Ans
NPoBeAEHUs] KIMHUYECKUX WCCNEedoBaHWiA NeKapCTBEHHOro rpenapaTta, OCYLIECTBIEHUS ToCyaapCTBEeHHOW
perucTpaumn NekapCTBEHHOro npenapara, BKIoYeHWs dapmaueBTU4eckoi cyGcTaHuMM B rocyaapCTBEHHbIN
peecTp JeKapCTBEHHbIX CPEeACTB, KOHTPOJS KayecTBa JIeKapCTBEHHbIX CPEACTB MNPV HanmuuuM paspelueHust
YNOMTHOMOYEHHOTO (heiepanbHOro opraHa UCMONMHUTENbHOW BIAcT Ha BBO3 KOHKPETHOW MapTuW NeKapCTBEHHbIX
CPeacTB.;

3) opraHusauum oNTOBOI TOPrOBMM NEKAPCTBEHHBIMW CPeACTBaAMMU;
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4) Hay4yHO-uccriefoBaTenbCKMe oOpraHusauuu, obpasoBaTesibHble OpraHuM3auMu BbiCLLEro obpasoBaHus,
npon3BoaUTENN NEKApCTBEHHbLIX CPeAcTB AN pa3paboTku, uccrenoBaHW, KOHTPONs 6e3onacHOCTU, KavyecTea,
3h(PEKTUBHOCTU NEKAPCTBEHHbLIX CPEACTB NPU HanMyuuu paspeLleHnst YNorTHOMOYEHHOro deaepanbHOro opraHa
NCMNONHNTENbHON BNacTy;

(B peqa. ®eapepanbHoro 3akoHa oT 02.07.2013 N 185-03)

5) MegouuMHCKUE opraHu3auuu, MHble yka3aHHble B MyHKTax 1 - 4 HacToswen cTaTby opraHusauuun Ans
OoKasaHUst MeQULUHCKOW MOMOLLM MO XU3HEHHbLIM NMOKa3aHUAM KOHKPETHOro naumeHTa npu Hanmumumm paspelleHust
YNOMHOMOYEHHOro doeeparnbHOro opraHa UCMOMHUTENbHOM BNacTU Ha BBO3 KOHKPETHOW NapTUKU NekapcTBEHHOro
npenapaTa, BblAaHHOIo B YCTaHOBMEHHOM Nopsake B opMe 3NEeKTPOHHOro JOKYMEHTA, NOANUCAHHOrO YCUMEHHOMN
KBanMpuuMpoBaHHON aNEKTPOHHOM NOANUCHIO;

(B peqa. ®enepanbHoro 3akoHa oT 12.03.2014 N 33-03)

KoHcynbTaHTlntoc: npumevaHue.
C 01.01.2024 n. 6 cT. 48 yTpaumeaet cuny (P3 ot 27.12.2019 N 475-93).

6) rocyoapCTBeHHble YHUTapHble NpeanpuaTvs, UMYLLEeCTBO KOTOpPbIX HaxoouTcsa B dedeparnbHom
cobcTBeHHOCTH, onpegensiemble [MpaButenbcTBom Poccuiickon ®Penepauum, B 4acTu BBO3a B PoCCUMICKYHO
degepaumio He3aperncTpMpoBaHHbIX NEKAPCTBEHHbLIX MpenapartoB, CoAepXKallunX HapKOTUYECKME CpeacTBa MNnu
NMCUXOTPOMHbIE BeLWecTBa, ANA OKasaHWs MeOUUMHCKON MOMOLUM MO XKU3HEHHbIM MOoKa3aHUAM KOHKPETHOro
naumeHTa unm rpynnbl NaLMeHToOB B COOTBETCTBMM C YacTbio 3.1 ctatbu 47 HacTosiwero ®egepanbHOro 3akoHa.

(n. 6 BBegeH ®eaepanbHbIM 3akoHOM OT 27.12.2019 N 475-93)

Ctatba 49. [lokymeHTbL NpeAcTaBnsieMble B TaMOXEHHbE opraHbl Poccuiickon ®depepauyum npu BBO3e
nekapcTBeHHbIX cpeacTB B Poccuickyio ®eaepauuio
(8 pen. PenepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

1. Mpn BBO3e nekapCTBEHHbIX cpeacTB B Poccuiickyto deaepaumio B TAMOXEHHbIE opraHbl Poccumnckon
depepaummn Hapsgy ¢ JOKyMEHTaMu, NpeacTaBreHme KOTOpbIX MPegyCMOTPEHO TaMOXEHHbIM 3aKOHOAATENNbCTBOM
TamoxeHHoOro cotw3a U (unu) 3akoHogaTenbCcTBOM Poccuiickon depepaumm O TaMOXEHHOM  fere,
NpeacTaBnsTCsa cneaywme JOKYMEHTHI:

(B peqa. ®eapepanbHoro 3akoHa oT 06.12.2011 N 409-03)

1) cepTudmkaT NpousBOOUTENS JEKapCTBEHHOrO CpPeAcTBa, YOOCTOBEPSIOLWMIA COOTBETCTBME BBO3MMOrO
NEeKapCTBEHHOro cpeacTBa TpeboBaHMAM dhapMaKkonernHon ctatbu NMBO B Crnydae ee OTCYTCTBUSI HOPMAaTMBHOW
OOKYMeHTauUMM Unm HOpMaTUBHOTO JOKYMEHTA;

2) paspelleHne YrorHOMOYEHHOro dhedeparnbHOro opraHa WCMOMHWUTENbHOW BRACTM HA BBO3 KOHKPETHOM
napTUM NEKapCTBEHHOTO CPEACTBA B Cryvasix, YCTaHOBMEHHbIX YacTbto 3 cTaTek 47 HacTosiwero dPegepanbHoro
3aKoHa.

2. [lokymeHTbI, yKasaHHble B NMyHKTax 1 n 2 yactu 1 HacTosiwen crtaTbi, NPEACTaBNATCA B TAMOXEHHbIE
opraHbl Poccunckon ®epepauumn npy npubbITUM NEKapCTBEHHbIX cpeacTs B Poccuinckyto Penepaupio.
(8 pen. PenepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

Ctatbsa 50. BBo3 nekapcrBeHHbIX npenapaTtoB B Poccuiickyto ®deaepauumio A IMYHOrO UCMNONL30BaHUA U
MHbIX HEKOMMEpPYECKUX Lieyiei, a TaKkke AJIA UCMONb30BaHMA Ha TePPUTOPUN MeXAYyHapPOAHOro MeAULIMHCKOro
Knacrepa
(B peq. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-93, ot 29.06.2015 N 160-93)

1. NekapcTBeHHble NpenapaTbl MOryT ObiTb BBe3eHbl B Poccuickyto depepaunio 6e3 ydeta TpeboBaHuiA,
npeaycMOTpPeHHbIX Yactamu 1 - 4 ctaTtbn 47, ctatbamu 48 u 49 HacToduero ®egepansHOro 3akoHa, ecrnm OHM
npegHasHayeHbl ANs:

(B peqa. ®eapepanbHoro 3akoHa oT 06.12.2011 N 409-03)

1) NUYHOro Mcnonb3oBaHUs U3NHECKMMM nMuamn, npubbiBwmMK B Poccuiickyto ®epepaumio. Mpu aTom
BB03 B Poccunckyto ®defepaumio nekapCTBEHHbIX MpenapaToB, coepXalluuMx CurbHOOencTByloLlmne u (Unum)
SA00BUTbIE BeLleCTBa, BKIOYEHHble COOTBETCTBEHHO B CMWUCOK CWUMbHOLAEWCTBYIOLUUX BeELWeCTB Ans uenen
YronoBHOro 3akoHogartenbcTBa Poccunckon depepaumm n B CAMCOK SAOBUTLIX BELLECTB AN Lenen YyrornoBHOro
3akoHoaatenscTBa Poccuiickonn depepaumu, yTBepxaeHHble [lpaButenbctBoM Poccuiickonn ®depepauuu,
OCYLLECTBNSETCH MPU HanNUuMM AOKYMEHTOB (3aBE€pPEeHHbIX KOMUIN JOKYMEHTOB UMW 3aBEPEHHbIX BbINUCOK N3 HUX),
NMOATBEPXKAAOLWMX HasHavyeHne pranyeckomy nuuy yKasaHHbIX NeKapCTBEHHbIX NMpenapaTtoB (3a MCKIHYeHUeMm
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neKapCTBEHHbIX MpenapaToB, 3aperncTpumpoBaHHbix B Poccuiickon depepauumm u oTnyckaemblx B Poccuickon
depepaummn 6e3 pelenTa Ha NekapcTBEHHLIN npenapar). MogTeepXxaatoLwme JOKYMEHTbI (MX 3aBEPEHHbIE KOMWK
UNU 3aBepPEHHbIE BbIMUCKU U3 HUX) OOIMKHbI coaepXaTb CBeAeHUS O HauMEHOBaHUN N KONMYeCTBE Ha3HaA4YeHHOro
NeKapCcTBEHHOro npenaparta. B cnyyae, ecnu nogTBepXxgawwme LOOKYMEHTbl (MX 3aBEepeHHble Konuuv Wnm
3aBEpPEHHbIE BLIMUCKA W3 HUX) COCTaBMIEHbl HAa WHOCTPAHHOM f3blke, K HWM MpuraraeTcs HoTapuanbHO
3aBepeHHbIN NepeBo Ha PYCCKUIN A3bIK;

(n. 1 B pea. PepepansHoro 3akoHa ot 02.06.2016 N 163-d3)

2) ncnonb3oBaHMs paboTHMKaMKM AWUMIIOMATUYECKOrO Kopryca Wiy NPeacTaBUTENSIMU MEeXOYHaPOLHbIX
opraHuMsauun, akkpeauToBaHHbIX B Poccuiickon ®epepauuu;

3) NeYyeHMs1 MacCaXMpOB WU YIEHOB 3KUMaXKeW TPaHCMOPTHbLIX CpeacTs, Noe3gHbix Gpurag n Bogutenen
TPaHCMNOPTHLIX cpeacTs, NpubbiBLLINX B Poccuickyto ®eaepaumio;
(B peqa. PepepanbHoro 3akoHa oT 06.12.2011 N 409-03)

4) nevyeHNs YYaCTHWKOB MeEXAYHApOAHbIX KYNMbTYPHbIX, CMOPTUBHbLIX MEPONpPUATUN U  YYaCTHUKOB
MeXayHapoOHbIX SKCneauLuii;

5) neyeHMs KOHKPETHbIX XMBOTHbIX B 300Mapkax, 300Cafax, UMpKax, okeaHapuymax, AenbduHapusx,
nevyeHust OMKUX XMBOTHbIX, MOCTOSIHHO WNW BPEMEHHO Hacenswwmx Tepputopuio Poccuiickon depepauun,
HaxoAsILLMXCA B COCTOSIHAM €CTECTBEHHOM CBOOOALI M NpUHAANEeXallmx K Buaam, 3aHeceHHbIM B KpacHyo KHury
Poccuiickon ®epepaummn n (unu) kpacHble kHUrM cyobektoB Poccuiickon ®Pepepauumn, a TakkKe >XMUBOTHbIX,
BBO3UMbIX B Poccuiickyio ®efepaunio Ang y4acTusi B CNOPTUBHBIX U 3pENULLHBIX MEPONPUATUSX;

(B peqa. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-93, ot 02.08.2019 N 297-03)

6) ncnonb3oBaHNsl HA TEPPUTOPUM MEXOYHAPOAHOro MeANLIMHCKOro KracTtepa.
(n. 6 BBeaeH dPepepanbHbiM 3akoHOM OT 29.06.2015 N 160-93)

2. B cnyyasx, npeayCMOTPEHHbIX 4acTbio 1 HacTosen cTaTbW, JonyckaeTcsas BBO3 B Poccuickyto
depepaumio nekapCTBEHHbIX NPenapaToB, HE 3aperncTpupoBaHHbIX B Poccunckon ®epepaumn.
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

3. JlekapcTBeHHbIe npenapaTbl, NpeAHas3HayYeHHble s r'yMaHUTapHOW NOMoLLM (COOeNCTBUSA) UMM NOMOLLN
npy 4pesBblyaMHbIX CUTyauusix, BBO3ATCcA B Poccuiickyto ®Pepepaunio B  Nopsigke, YCTaHOBIIEHHOM
MpaBuTeEnNLCTBOM Poccuinckon depepaumun. 3anpewjaeTcs BBO3 B Poccuiickyto depepaumio
He3aperMcTpMpoBaHHbIX  JIEKAPCTBEHHbLIX MpenapaTtoB, MNpedHas3HayYeHHbIX Ansg  FyMaHUTapHOMW  MOMOLUM
(cooencTans) unm NOMOLLIM MPU YPE3BbIYAMHbIX CUTYaLMSX.

(B peqa. depepanbHoro 3akoHa oT 06.12.2011 N 409-d3)

Cratbsa 51. CoTpyaHuyecTBo (heepanbHOro opraHa UCMOSNHUTENBLHON BNAacTH, YNONTHOMOYEHHOro B 06GriacTu
TaMOXXeHHOro Aierna, U Apyrux yrnornHoMo4YeHHbX hefeparibHbIX OpraHOB UCTIONHUTENBLHOWN BracTy

1. YNONHOMOYEHHbIE d)ep,epaanble OpraHbl NCMNONHUTENbHON BRacTu npegocTaBAT B pacnopsaxXeHue
d)e,qepaanoro opraHa MCMNONHUTENbLHON  BnacTy, YNONMTHOMOYE€HHOIro B obnactn TaMoXeHHOro pnena,
rocyﬂ,apCTBeHHbIﬁ peecTp NnekapCTBEHHbIX CpeacTB, a TakxkKe I/IH(*)OpMaLI,MPO O BblaHHbIX pa3pelleHnAax Ha BBO3
KOHerTHOI7I napTmn neKkapcTBeHHbIX CpeacTB B Clydadx, YyCTaHOBJIEHHbIX 4acCTbiO 3 crtatbh 47 HacTosLEero
CDep,epaanoro 3aKOHa.

2. Q®epeparnbHbii OpraH WMCMOMHUTENBHOW BRACTM, YMONIHOMOYEHHbLI B 0ONacTM TaMOXEHHOro Aena,
WHpopMMpyeT yKasaHHble B 4acTm 1 HacToswen cTaTbM YMNONHOMOYEHHble dedepanbHble  OpraHbl
NCNONMHUTENBLHOM BNAcTN O BBO3€e NeKapCTBEHHbIX cpeacTs B Poccuiickyo defepaumio n BbIBO3e NeKapCTBEHHbIX
cpeactB mn3 Poccuiickon depepaumm no ¢dopme M B MNOpsiAKe, KOTOpble YCTaHOBMEHbl [1paBUTENbLCTBOM
Poccuiickon depepaumu.

(B peq. ®epepanbHoro 3akoHa oT 06.12.2011 N 409-d3)

Masa 10. PAPMALEBTUYECKAA OEATEJNIbHOCTb
CtaTtbsa 52. OcyLwecTBneHve dapmMaLeBTUYECKON AeATENBHOCTU

1. ®dapmaueBTMYeckass  OeATeNbHOCTb  OCYLLECTBMSIETCA  OpraHvM3aumsiMM  OMTOBOW  TOProOBIU
NEeKapCTBEHHLIMU CPEeACTBaMM, anTeyYHbIMUM OpraHu3auusMn, BeTEPUHAPHBIMKA  anTEeYHbIMU  OpraHM3auusiMu,
MHOMBUAOYANbHLIMA  MPeanpuHUMATENsaMM, UMEKLWMMM  JNMLEH3UK0 Ha apMaueBTUYECKYD LeATENbHOCTb,
MEOUUMHCKUMU  OpraHu3auMsmMn, WUMEKLWUMN  JNULEH3NID Ha (apMaueBTUYECKYD [OeATenbHOCTb, W WX
06ocobneHHbIMM  noapasgenexnvamu  (ambynatopusmu,  denbawepckumn 1 denbaLepcKo-aKkyLLepCcKMMm
NyHKTaMu, LeHTpamu (oTaeneHusimmn) obuiern BpadyebHOM (CeMerHON) NPakTUKK), PacnosIoKEHHBIMU B CEJIbCKUX
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HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTe4yHble opraHvsauuui, n BeTepuHapHbIMW OpraHu3aumnamMu,
UMELLMMUN NNLLEH3NI0 Ha (hbapMaLleBTUYECKYIO AeATEeNbHOCTb.
(B peqa. ®eapepanbHoro 3akoHa oT 25.11.2013 N 317-03)

KoHcynbTaHTlntoc: npumevaHue.

Y. 2 c1. 52 (B pea. ®3 ot 28.04.2023 N 149-d3) B 4acTn akkpeauvTaumMm CrneumanucToB C BbICUMM WUNN CPpeaHUM
BETepMHapHbIM 0bpa3oBaHMeEM, OCYLLECTBNSAIOWMX (DapMaLEeBTUHECKYI0 AeATenbHOCTb, npumeHsietcs ¢ 01.03.2026.
CepTudukathbl Takum nuuam BelgatoTes no 28.02.2026 n gencteytoT He 6onee 5 nert.

2. dusmyeckne nuua MOryT OCYLLECTBNATbL papMaLeBTUYECKYIO AeATEeNbHOCTb NPU HaNU4yMM BbICLLErO UMnn
cpegHero gapmaueBTnyeckoro obpasoBaHus M cepTudpmkata crneunanucrta nmbo NpPoMAEeHHOW akkpeauTaumu
cneumanucTta, BbICLUEFO WM CPeQHEero BeTepuHapHOro obpasoBaHua u cepTudukaTa cneumanucta nmbo
NPOMOEHHON aKKpeauTauunm creunanncta, a Takke BbICLUEro WM CpeaHero MeauuMHCKOro obpasoBaHus,
cepTucdmkata cneumanucta nvMbo  NPOWMAEHHOW  akkpeguTauuMum  crneunanucrta W OOMOSIHUTENbHOMO
npodeccuoHansHOro obpasoBaHUA B 4YacTW PO3HWYHOW TOPrOBMM JIEKApCTBEHHbIMW Mpenapatamn  Ans
MEOMLUMHCKOTO MPUMEHEHUA Mpu  ycrnoBum wux paboTbl B 0060COGNEHHbIX nodpasgeneHvusax MeauLUHCKUX
OpraHu3auumn, ykasaHHbIX B YacTu 1 HACToSALLEN CTaTbu.

(4actb 2 B pea. PegepansHoro 3akoHa oT 28.04.2023 N 149-93)

KoHcynbTaHTlntoc: npyumevaHue.

JlekapcTBeHHble MpenapaTbl A9 MEeAUUMHCKOrO MPUMEHEHUsl, BBeAEHHble B rpaxapaHckui obopoT go 29.11.2019,
noanexart XpaHeHuto, NepeBo3ke, OTMYCKy, peanusauuun, nepegade, NPUMEHEHU0 0O UCTEYEHUS CpokKa UX FO4HOCTU
(93 o1 28.11.2018 N 449-93).

Ctatbs 52.1. BBoa B rpaxgaHCKuii 060poT NeKapcTBEHHbIX NpenapaToB Arisi MeAULMHCKOro NpUMeHeHNs
(BBeaeHa ®epneparnbHbiM 3akoHOM 0T 28.11.2018 N 449-93)

1. Nepen BBOOOM B rpaXgaHCKUn 000pOT Kaxaowm CEPUN UK KaXkaon napTumn nponsseneHHoro B Poccuinckonm
depepaumm  nekapcTBEHHOro  mnpenapata  AfAsS  MEOVMUMHCKOrO  MPUMMEHEHWs,  3a  WUCKMYEeHMEM
MMMYHOBMOMOrMYECKNX JEeKapCTBEHHbIX MpenapaTtoB, MNpou3BOAUTENb TaKOro feKkapCTBEHHOro npenapaTa
npegcraensgetr B bedeparnbHbii OpraH UCMOMAHUTENBHOW BRacTu, OCYLECTBAAWNA PYHKLMM MO KOHTPOMO U
Hagsopy B cdhepe 34paBOOXpaHEHWsl, JOKYMEHT MpOU3BOAUTENS JIEKapCTBEHHOrO CpeacTBa, NoATBepXaarloLwui
KayeCTBO feKapCTBEHHOrO npernaparta, W MNOATBEPXAEHMEe  YMONMHOMOYEHHOTO Iuua nNpov3BOAMTENS
NeKapCcTBEHHbIX CPEeACTB COOTBETCTBUSA JIE€KapCTBEHHOro npenapaTta TpeboBaHWsSM, YCTaHOBMEHHBIM MpU €ro
rocyapCTBEHHOW perncrpaumm.

2. lNepen BBOOOM B rpaXKgaHCKUM 0BOPOT KaXKOOW CEpUM UMW KaXKOOW NMapTum BBO3UMMOro B Poccuickyto
depepauymto NEeKapCTBEHHOIO npenapata  gns MeaULMHCKOro NPUMEHEHNS, 3a WCKITIOMEHNEM
NMMYHOBMOMNOMMYECKUX JEeKapCTBEHHbIX MNPEnapaToB, OpraHM3auusl, OCYLLECTBNAKLAss BBO3 JIEKAPCTBEHHOMO
npenapata B Poccunckyto ®degepauno, npeacraBndet B defepanbHbii OpraH MCMOMHUTENbHOW BRnacTu,
OCYLLECTBNSAOLLMI (PYHKLUMM NO KOHTPOMNIO M HaA30py B cipepe 3opaBOOXpaHeHus, cepTudumkat nponssoanTens
NneKapCcTBEHHOro  cpefacTBa, YAOCTOBEPSAOLWMA  COOTBETCTBME  BBO3UMOIO  NeKapCTBEHHOro  npenapaTta
TpeboBaHnsaM ¢apmakonerlHom cTaTbl, a B Cry4yae OTCYTCTBUS pbapmakonerHon cTtatbl TpeboBaHMAM
HOPMaTMBHOM [AOKYMEHTauuMuM, W NOATBEPXKAEHWE MpeAcTaBUTeNs oOpraHuMsauuu, OCYLUECTBNSOWEN BBO3
neKkapcTBeHHOro npenapata B Poccuiickyto depepaumio M yNnOMHOMOYEHHOW MHOCTPAHHBIM MPOU3BOAUTENEM
NEeKapCTBEHHbIX CPeAcTB, COOTBETCTBUSI BBO3MMOIO JIEKAPCTBEHHOrO npenaparta TpeboBaHMsSM, YCTaHOBIIEHHbBIM
npw ero rocyaapCTBEHHOM perncTpaummn.

3. Nopsgok NpeacTaBneHns B COOTBETCTBMM C YacTaMKM 1 1 2 HACToALWEN CTaTbW JOKYMEHTOB U CBEAEHWI O
NeKapCTBEHHbIX NpenapaTtax, BBOAMMbIX B rpaXagaHCKun o6opoT, ycTaHaBnmBaeTca [paButenbcTBoM Poccumckonm
depepauunm.

4. B OTHOLLEHMM NepBbIX TPEX CEPUN UM NapTU NekapCTBEHHOro npenapara, BnepsBble NPOM3Be4eHHOMo B
Poccuiickon depepaumm unv  Brnepeble BBO3MMOro B Poccunckyto Pepepauunto, B deaepanbHbii  OpraH
UCMONHNTENBHON BracT, OCYLLEeCTBAAWNA YHKUMN NO KOHTPOM W Haas3opy B cdepe 34paBOOXpPaHEHUs,
OOMONHNTENBHO MPEeACTaBnsAeTCd MPOTOKON WUCMbITAHWA O COOTBETCTBMM CEpUMM WU NapTUKU JIEKapCTBEHHOrO
npenapata Ang MeOMUUWHCKOrO MpUMEHEHUs MoKasaTensM KayecTBa, MpegyCMOTPEHHbIM HOpMaTUBHOW
OOKyMeHTaumMen (ganee - npoTOKON WCMbITAHWMIA), NPOBOAUMBIX aKKpPeOUTOBaHHbIMM B COOTBETCTBMM C
3akoHopaTtenbcTtBoM Poccuiickon ®epepauum o6 akkpeauTauum B HaLMOHANbHOW CUCTEME aKkkpeautaumu
dhenepanbHbIMU rocyfapCTBEHHBIMU BIOIKETHBIMU yUpeXaeHUsaMu1, NoABEAOMCTBEHHbIMU hefiepanbHOMY OpraHy
NCMNOMHUTENBHOW BRacTu, ocyLlecTBsoWweMy OyHKLUUM MO BbipaboTke U peanunsauum rocygapCTBEHHON NONMUTUKN
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W  HOPMaTMBHO-MPaBOBOMY perynupoBaHuilo B cdepe 34paBooxXpaHeHus, U defepansHOMY — opraHy
WCNONMHUTENBHOM BMACTW, OCYLLECTBRsOWeMY YHKLUMU NO KOHTPOMO M Haasopy B cdepe 30paBOOXpaHEHMS.
Mopsgok BblgauM ykasaHHbIMKM - doedeparnbHbiMU  FTOCY4APCTBEHHBIMU  BOHOIKETHLIMU  YUPEXOEHUAMU OAHHOTO
npoToKONa u pa3mep nnathbl 3a ero Bbigavy yctaHaBnuBatoTcs NpaButensctBom Poccuiickon ®epepauun.

5. ExerogHo He nosgHee 1 deBpansa NpPOM3BOAUTENM JNEKAPCTBEHHbLIX CPEACTB MW OpraHuM3auum,
OCyLLeCTBNSOLLLME BBO3 NEKapCTBEHHbIX npenapaToB B Poccuiickyo ®enepauuto, npeactaBngaoT B doefepanbHbli
OpraH WCMOMHUTENbHOW BNAcTW, OCYLWECTBNSAWMIA (PYHKLUMM MO KOHTPONMK U Haasopy B cdepe
3[4paBOOXPAHEHNs], MPOTOKOST UCMbITAHMIA NOCTYNUBLLEIO B TEYEHUE rofa B rpaXaaHCKnii 060poT NEeKapCTBEHHOrO
npenapaTta KOHKPETHOro npou3BoauTensd (Ha OAHY CEepuio KaXKO4oro TOProBOr0 HauMMEHOBAHWUSI C  Y4ETOM
NeKapCTBEHHOW hOpMbl U 403MPOBKM), MPOBOAUMbBIX aKKPEOAUTOBAHHBIMU B COOTBETCTBUM C 3aKOHOOATENIbCTBOM
Poccuiickon depepaumm 006 akkpeauvTauMm B HaUMOHANbHOW CUCTEME aKKpeauTauuMu UCTbITaTeNbHbIMU
naboparopusamu (LeHTpamn).

6. MNMponsBoouTeENn nNEKapCTBEHHbIX CPEACTB WM OpraHmsaumu, OCYLLECTBISIOLINE BBO3 NEKAPCTBEHHbIX
npenapaTtoB B Poccuiickyto ®enepaumo, He MeHee YeM 3a OAMH rof A0 NITaHUPYyeMbIX NMPUOCTAHOBMEHMS UIK
npekpaLleHnsi NPoM3BOACTBA JIEKAapCTBEHHbLIX NpenapaToB unu nx Beo3a B Poccuiickyto Pepepaumio yBeaomnsaioT
06 aToM hbepeparnbHbI OpraH UCMNOMHUTENBHOM BMNACTW, OCYLLECTBAAIOWMIA DYHKLMN MO KOHTPOMIO U Haa3opy B
cepe 3OpaBoOXpaHeHuss U deaepanbHbIi OpraH UCNOMHUTENBHOM BNACTW, OCYLLECTBNSALWMIA YHKUUU MO
NULEH3NPOBaHMIO NPON3BOACTBA JIEKAPCTBEHHbLIX CPEACTB.

7. BBog B rpaxgaHCKMiA 0OOpPOT KaXaow cepum WM Kaxgow napTum  MMMYHOOMOMOrMyeckoro
neKkapcTBeHHOro npenaparta, npou3BefeHHoro B Poccunckon depepaumm unu BeBo3uMOro B Poccuiickyto
depnepaumio, OCyLLECTBNAETCH HA OCHOBAHWUM paspeLleHns], BblAaHHOro dpeaepanbHbiM OpraHoM UCNONHUTENBHON
BNacTW, OCYLLECTBSIOWNM QYHKLUUN MO KOHTPOMO W Haas3opy B cdepe 34paBOOXpPaHEeHUs, Ha OCHOBaHUU
BblOaHHOro beaepanbHbiMUM  FOCY4APCTBEHHBIMM  OHOKETHLIMU  YYPEXOEHUAMK, YKa3aHHbIMW B 4actu 4
HacTosILLEN CTaTbM, 3aKMOYEHMS O COOTBETCTBMM CEPUU UNU NAPTUM MMMYHOOMOMOrMYECKOro feKapCTBEHHOMO
npenapata TpeboBaHWsIM, YCTAHOBIIEHHBIM TMNPW €ro rocydapCTBEHHOW peructpauun. [lopsgok  Bblgaym
paspelleHnss Ha BBOA B TpaxgaHCKu oBOpOT cepum vnu naptum MMMYHOBWONOrMYEeCKOro JieKapCTBEHHOMO
npenapaTta, a Takke NopsiAoK Bbi4ayvM YKa3aHHOMo 3aKrioYeHUs u pa3mep nraTbl 3a ero Bbligady yCTaHaBIMBaKOTCA
MpaButenbctBom Poccuiickon ®epepauun.

8. B8a HenpegcTtaBneHne WNM  HECBOEBPEMEHHOE MpeacTaBreHne [OOKYMEHTOB W CBedeHun,
npeaycMoTpeHHbIX Yactamu 1, 2, 4, 5 n 6 HacTosiwen cratby, NPOU3BOAMTENU NEKAPCTBEHHbLIX CPEACTB U
opraHu3aumy, OCYLLECTBMSIOWME BBO3 JleKapCTBEHHbIX MpenapatoB B Poccuickyito ®depepaumio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOZaTeNbCTBOM Poccunckon ®epepaumm.

9. lMNMpeacTaBneHne OOKYMEHTOB W CBEAEHMWI, NPEAYCMOTPEHHbIX YacTsaMn 1, 2 n 4 HacTosIlen cTaTbk, U
nonyyeHne npeaycMOTPEHHOIO 4acTbio 7 HACTOSILLEN CTaTbM paspelleHusl Ha BBOL WUMMYHOBMONOrnm4eckoro
NEeKapCTBEHHOrO npenapara B rpaXgaHCKuin obopoT He TpebytoTcsa B OTHOLUEHUM JNIEKApCTBEHHbIX MpenapaTos,
npefHasHayYeHHbIX AN NPoBefeHUs KIMHUYECKUX WCCnenoBaHUW JleKapCTBEHHbIX npenapaToB, MpoBeAeHusd
3KCNepTU3bl NEeKapCTBEHHbIX CPEACTB ANA OCYLeCTBNEeHUS roCyfapCTBEHHOW peructpaumm nekapcTBEHHbIX
npenapaToB, a Takke B OTHOLLUEHUN HE3APErMCTPUPOBaHHbBIX NEKApPCTBEHHbIX NpenapaToB, NpeaHa3Ha4YeHHbIX And
OKasaHUst MeaULIMHCKOW NOMOLLUM NO XKM3HEHHbIM NOKa3aHUsIM KOHKPETHOro nauueHTa WUnu rpynnbl NauueHToB,
BBO3UMbIX B Poccunckyto deaepaumio B cooTBeTCTBUM € YacTsamu 3 1 3.1 ctatbun 47 HacToswero deaepanbHOro
3aKoHa.

(B peqa. ®eapepanbHoro 3akoHa oT 27.12.2019 N 475-03)

10. MNpw BbISIBNEHNM B rpaXkgaHCKOM 0060poTe cepun Unv NapTum NEKApPCTBEHHOIO Npenapara, AOKYMEHThI 1
CBeAEeHUs 0 KOTOPbIX, NMPeayCMOTPEHHbIe YacTamMu 1, 2 n 4 HacTosLLEeN cTaTbW, HE NpeacTaBrieHbl B cheaeparnbHbIn
OpraH UWCMOMHUTENbHOW BNAcTW, OCYLWECTBNLAWMIA (YHKLUMM MO KOHTPONMK W Haasopy B cdepe
3[paBOOXpaHeHusl, NMBo cepun UNN NAPTUN UMMYHOBMOMNOrMYECKOro NIEKapCTBEHHOMO nMpenapaTa, He UMeLmnx
paspelleHnst Ha BBOL B rpakgaHCKM 060pOoT, NpeayCMOTPEHHOTO YacTblo 7 HacTosien cTaTbu, dedeparnbHbIn
opraH UCMOMHUTENBHOW BIACTU, OCYLLECTBASIOLWMIA (PYHKUUM MO KOHTPOMIO U Haa30py B cdhepe 34paBOOXpaHeEHMS,
B Nopsiake, ycTtaHoBneHHoM [lpaButenbctBom Poccuickon Pepepaumm, NPpUHUMAET pPeLUeHWe O MpekpalleHun
rpaxkgaHckoro obopoTta Takmx Cepum unu naptTuu A0 NpeacTaBneHUs yKasaHHbIX JOKYMEHTOB M CBedeHun nmbo
MoMyYeHnNst yKa3aHHOro paspeLUeHus.

KoHcynbTaHTlntoc: npumevaHue.
C 01.09.2023 gokymeHT gononHseTcs cT. 52.2 (P3 ot 02.07.2021 N 317-93). Cm. OyayLlyo peaakumio.

Cratba 53. [lpomaxa, nepepaya JeKapPCTBEHHbX CPeACTB OpraHM3auMsMuM ONTOBOM  TOProBnv
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neKkapcTBeHHbIMU CpeaCcTBaMU

1. OpraHusaumm oONTOBOW TOProBNU feEKapCTBEHHbIMU CpeacTBaMUM  MOMYT OCYLLECTBNATb NpoAaxy
nekapcTBEHHbIX CPeACTB MMM nepedaBaTb MX B yCTAHOBNEHHOM 3akoHogaTenbcTBOM Poccuiickon depepaumm
nopsiake (3a UCKMYeHnem apmaueBTMYECKOM CybCTaHLMmM cnvpTa STUITOBOro (3TaHona):

(B peq. depepanbHoro 3akoHa oT 27.12.2019 N 481-d3)

1) OpyrMm opraHu3aumsiM ONTOBOWM TOProBNW NeKapCTBEHHLIMU CPpeacTBaMu;

2) NpoV3BOAMTENAM NEKapCTBEHHbIX CPEACTB A5 Lienei NpoM3BoACTBa NekapCTBEeHHbIX CPeacT.;
3) anTeyYHbIM OpraHM3aLMsiM Y BETEPUHAPHBLIM anTeYHbIM OpraHu3aLusiM;

4) Hay4HO-UCcCcneaoBaTENbCKUM OpraHU3aLnsaM Arsi HayYHO-MCCeqoBaTernbCkoi paboThl;

5) MHAMBUAOYanNbHbIM NPEANPUHUMATENAM, UMEIOLLIMM NULEH3UIO Ha hapMaLieBTUYECKYO0 AeATENbHOCTb UMK
NALEH3NI0 HA MEAULMHCKYIO AeATENbHOCTb;

6) MeaWUMHCKMM opraHu3auusiM, B TOM YMCRe CO3[aHHbIM U 3aperMcTpupoBaHHbIM B COOTBETCTBUM C
3aKoHO4aTenbCTBOM WMHOCTPaHHOIO rocyaapcrea - uyneHa OpraHusaumm SKOHOMUYECKOro COTpyaHUYecTBa U
pasBuUTUA  MHOCTPaHHLIM  OPUAUYECKMM  fvuaM, UWHAMBUAYanbHbIM  MpeanpuHuMaTtensM,  ABnaLWmMMCcA
y4yacTHMKamMu npoekTa B cooTBeTcTBUM ¢ PenepanbHbiM 3akoHOM "O MexayHapogHOM MEeAMLUMHCKOM KrnacTepe U
BHECEHMM W3MEHEHMI B OTAENbHble 3akoHogaTenbHble akThl Poccunckon Pepepaummn”, n BeTepUHaAPHbLIM
opraHnsauusam;

(B peqg. depepanbHoro 3akoHa oT 26.07.2019 N 240-d3)

7) opraHusaumsam 1 nHanBMAyanbHbIM NpeanpuHMMaTensM, OCyLLLECTBSIOWNM pa3BeeHne, BblpalmBaHne
N codepKaHue XXMBOTHbIX (3a MCKITIOYEHNEM MPOoaaXn UM hapMaLeBTUYeCKMX CyOCTaHuun nnm nx nepegayn).
(n. 7 B pep. ®epepansHoro 3akoHa ot 02.08.2019 N 297-93)

2. OpraHusauum OnNTOBOW TOProBMW NEKapCTBEHHbIMWM CPeacTBaMU He BrpaBe OCYLEeCTBNATb Npoaaxy
(nepepady B YCTaHOBMEHHOM 3akoHodaTenbcTBOM Poccuiickon ®epepauun nopsake) dapmaleBTUYeCcKon
cybcTaHuumn cnupTa 3TUOBOro (3TaHorna).

(yacTb 2 B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 481-93)

CtaTtbs 54. NpaBuna onToBoM TOProBv NIeKAPCTBEHHLIMA CPeACTBaMU

KoHcynbTaHTlntoc: npyumevaHue.
C 01.09.2023 B 4. 1 cT. 54 BHOcATCA namMeHeHus (P3 ot 28.04.2023 N 171-93). Cm. OyayLuyto peaakumio.

1. OnToBas TOProBnsi neKkapCTBEHHbIMU CPeACTBaMU OCYLLECTBMSETCA NPOM3BOAUTENAMU NEKapCTBEHHbIX
CpeAcTB M OpraHusauusiMm OnTOBOW TOProBfM feKapCTBEHHbIMWM CpeAcTBaMu MO MpaBunaM Haanexatilen
ONCTPMOBLIOTOPCKOM MPaKTUKM M MpaBuriaM Hagnexaiwlen npakTUKU XpaHeHUs U MNepeBO3KW JeKapCTBEHHbIX
npenapartos, yTBEepPXAEHHbIM COOTBETCTBYIOLLVMMU YNOSTHOMOYEHHbIMU denepansHbIMU opraHamu
NCNOSMHUTENBLHOMW BNacTu.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

2. OpraHnsaumsi oNTOBOW TOProBnn fekapcTBEHHbIMU cpeacTBamMu obs3aHa cobntoaaTth npeaerbHble CPoKn
OTIpy3KkKn 3aTpeOOBaHHbIX anTEYHOM OpraHn3aument fiekapcTBEHHbIX NpenapaToB Afsi MEANLMHCKOrO NPUMEHEHUsI
W He BMpaBe OTKasblBaTb anTe4YHOM OpraHM3aumm, C KOTOPOW Yy Hee 3akn4veH COOTBETCTBYHOLLMIA AOroBOpP O
nocTaBKax JIekapCTBEHHbIX NpenapartoB ANA MeOULUHCKOro NMPUMEHEHUs, B NOCTaBKe NeKapCTBEHHbIX npenapaToB
O MEONLMHCKOrO NPUMEHEHNST MPU HannuMm 3aTpebOoBaHHbIX NIEKAPCTBEHHLIX MpenapaToB ANs MeOULMHCKOro
NPUMEHEHNS Yy OpraHuM3aumm ONTOBOW TOProBfM feKapCTBEHHbIMU cpefcTBamu. [pedenbHble CPoKU OTrpy3ku
3aTpeboBaHHbLIX anTe4YHoW opraHuM3auMen ekapCTBeHHbIX npenapaToB Ansi MeOUUUHCKOro MNPUMEHEHUs B
3aBUCMMOCTU OT PAacronoXeHUs MecTa OTrpy3ku nekapCTBEHHbIX npenapaTtoB And MeAUUUMHCKOro NpuMeHeHusd
yCTaHaBMNMBaKTCA YNOSTHOMOYEHHbIM doefeparnbHbiM OpraHOM UCMNONTHUTENBHOW BRacTy.

(vacTb 2 BBegeHa dPepepanbHbiM 3akoHOM OT 26.03.2022 N 64-93)

CtaTtbs 55. Nopsagok po3HNYHON TOProBIM JFieKapCTBeHHbIMM NpenapaTtaMu

1. Po3HM4YHas TOProBns fiekapCTBEHHLIMU MpenapaTaMmy B KONIMYECTBAX, HEOOXOAMMBIX AN BbIMNOMTHEHMWS
BpayebHbIX (henbawepckux) HasHa4YeHUM WM Ha3HaA4YeHUM crneumanucTtoB B 00MacTm BeTepuHapum,
OCYLLIECTBMAETCS anTeYHbIMU OpraHM3auusiM1, BETEPUHAPHBLIMWU anTeYHbIMWM OpraHu3aumsaMmn, MHAUBUAYaNbHbIMM
npeanpuHMMaTensMi, WUMeLWMMN  NULEH3MI0  Ha  apmaueBTUYeCKyld  OeSTENbHOCTb,  MEeAULUHCKUMM
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opraHu3aumsiMiM, MMERLWMMU  JMLUEH3NI0 Ha (apMaueBTUYECKYD OesTenbHOCTb, M MX 0060Cc0o6neHHbIMK
nogpasgeneHuammn (ambynatopusmn, enbawepckuMm 1 denbalepcko-akyLepckMMM MyHKTaMu, LeHTpamu
(oToeneHuammn) obLuen BpavyebHoON (CEMENHOM) NPAKTUKK), PacNONOXEHHLIMU B CENbCKUX HACENEHHbIX MyHKTax, B
KOTOPbIX OTCYTCTBYIOT anTeyHble opraHusauuu, U BeTepuHapHbIMW OpraHuM3auusaMu, UMEeLUMU NULEH3UI0 Ha
(hapmaLeBTUYECKYO OeATenbHOCTb. PaspelleHa po3HUYHAs TOProBrisl TOMbKO fEeKapCTBEHHbIMU npernapaTamu,
3apeructpupoBaHHbiMn B Poccuiickon ®egepaumm MM M3rOTOBMEHHBIMKM  anTeYHbIMW  OpraHM3aunsiMu,
BETEpPUHAPHLIMU anTeYHbIMU OpraHusaunsaMn, NHANBUAYyanbHbIMU NpegnpuHUMaTenamm, NMeLWNMN NTMLEH3NI0
Ha papmaueBTMYECKYIO OeATeNbHOCTb. PO3HUYHAA TOProBns nekapcTBEHHbIMU NpenapaTtamMmm ocyLLecTBsAeTcs no
npaeunaMm Hagnexawen anTe4yHon npaKTUKK, YTBEPXAEHHbIM YMNONMHOMOYEHHbLIM defeparbHbIM  OpraHom
WCNOSMHUTENBLHOM BNacTu.

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

1.1. Po3HuyHaa TOproBns neKapCTBEHHbIMU Mpenapatamu And  MeAWMUMHCKOro MpMMEHeHus (3a
UCKIMIOYEHMEM JIeKapCTBEHHbIX MpenapaToB, OTNycKaeMblX MO peuenTy Ha JekapCTBeHHbI npenapar,
HapKOTMYECKMX FEeKapCTBEHHbIX MpenapaToB W MCUMXOTPOMHbIX JIEKApCTBEHHbIX MpenapatoB, a Takke
CNUPTOCOAEPXKALLMX NIEKAPCTBEHHLIX MpenapaToB ¢ 06beMHOM [oNnen 3TUNOBOrO cnupTa CBbille 25 NpoLeHTOoB)
MOXET OCYLLECTBMNATLCSA anTeYHbIMU OpPraHn3auusMm AUCTAHUMOHHBIM - CMOCOOOM. PO3HMYHYKO TOProBmi0
NeKkapcTBEHHLIMM NpenapaTtamun 4ns MeanLMHCKOro NpMMEHEHNs QUCTaHLMOHHLIM CNOCOBOM MOryT OCYLLECTBATL
anTeyHble opraHusauuu, Mmelmne nULEH3MI0 Ha apmaLeBTU4eCcKyo OedTenbHOCTb M COOTBETCTBYHOLLEE
paspelleHne denepanbHOro opraHa WCNOMHUTENBHOM BMAcTW, OCYLeCTBASAWEro (yHKUUU MO KOHTPOMO M
Haasopy B cdepe 3apaBooxpaHeHusi. NMopagok BblAayn paspelleHus Ha OcyLlecTBNeHWe PO3HUYHOW TOProBnu
nekapcTBEHHbIMM MpenapaTtamu AUCTaHLMOHHBIM crnocobom, TpeboBaHWs K anTeYHbIM OpraHvM3auusiM, KoTopble
MOMyT OCYLLECTBMSATbL TaKyl TOProBMiO, M MNOPSOOK €ee OCyWecTBMeHus, a Tawkke MpaBuna [OCTaBku
NEKapCTBEHHbIX MpenapaTtoB rpaxgaHam ycTaHaenuBawTcs [lpaBuTtenbctBom Poccunckon ®degepaumn.
Uudopmaumsa o6 onnayeHHbIx (OTAYLEHHBbIX) M MOMyYeHHbIX NeKapCTBEHHbIX npenapatax BHOCUTCS B CUCTEMY
MOHWUTOPWHIra [ABWKEHWUS FeKapCTBEHHbIX MpenapaTtoB Ans  MeOWUMHCKOrO MpUMEHeHMs B nopsigke,
npedycMOTPEHHOM YacTblo 7 cTaTbk 67 HacToswero ®eaepansHOro 3akoHa.

(vactb 1.1 BBegeHa PepepanbHbiM 3akoHoM OT 03.04.2020 N 105-03)

2. Buabl anteyHbIXx opraHusauMin u npasuria OTMyCcKa JfEeKapCTBEHHbIX npernapaTtoB Aff MeAWLMHCKOro
NMPUMEHEHUA anTeYHbIMW OpraHu3aunaMn, UHAMBUAOYanbHbIMU NMPeanpuHUMaTenamMu, UMeLUMN JIMLEH3NI0 Ha
dapmaLeBTMYECKYI0 OeATeNbHOCTb, a TaKKe npasuna OTrnycKa NekapCTBEHHbIX npenapaTos AN MeAWLUHCKOro
NPUMEHEeHUa MeANLMHCKUMU OpraHn3aunsMi, UMeIoLLMMK NIMLEH3NI0 Ha dhapMaLeBTUYECKYIO AeATENbHOCTb, U UX
o6ocobrneHHbIMM  nogpasgeneHuaMy  (ambynatopusmu,  denbalepckuMn M- penbaLepcKo-akyLLepCKUMm
nyHKTamu, LeHTpamu (oTaeneHnsimu) oblien BpayebHOM (CEMEeNHOWN) NMpPaKTUKK), PacnofioXXeHHbIMU B CErbCKUX
HacemneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeuvHble oOpraHvsauuu, YTBepX4alTcs YNONHOMOYEHHbIM
degeparnbHbIM OpraHOM UCMOSTHUTENBLHOW BNACTU.

(B peqa. ®eapepanbHoro 3akoHa oT 25.11.2013 N 317-03)

3. MNpaBuna oTnycka HapKOTUYECKUX CPEACTB U MCUXOTPOMHbIX BELLECTB, 3aperncTpupoBaHHbIX B KayecTBe
JNIeKapCTBEHHbLIX MpenapaToB, JIEKapCTBEHHbLIX TMpenapaToB, coAepXallnmx HapKoTUYeCKne cpeacrea U
NCUXOTPOMHbIE BeLLeCTBa, YTBEPKAATCS YNONHOMOYEHHbIM cheepanbHbiM OpraHoM UCMOMHUTENBHOW BNAcTU No
cornacoBaHuio ¢ geaeparnbHbIM OpraHoM UCMOMHUTENBHOW BriacTu, YNONHOMOYEHHbIM B cchepe BHYTPEHHUX Aen.
(B peq. ®eapepanbHoro 3akoHa oT 03.07.2016 N 305-93)

4. JlekapcTBeHHble npenapaTtbl Ans BeTEepUHApPHOro MpUMEHEHUsa noanexaT OTNYCKy BeTepuHapHbIMU
anTe4yHbIMW  OpraHuMs3aunamu, BeTepuHapHbIMKU opraHusaumamMun, uHamMBUAyanbHeIMWU  NpeanpuHUMaTenamu,
UMeLMMN NULEH3NI0 Ha ¢apMaueBTUYeCKy0 aedTenbHocTb. OTNyCcK nekapcTBEHHbIX MpenapaToB Ans
BETEPUHAPHOro NPUMEHEeHUs OCYLLEeCTBMSETCS B COOTBETCTBUM C MpaBunamMu Hagnexallen anteyHon NpaKTuKu
JNIeKapCTBEHHbIX npenapatoB And  BeTepuHapHOro  MNpUMEHEeHWs, YTBEPXAEHHbIMKU  YNONMHOMOYEHHbIM
enepanbHbIM OpraHoM UCNONTHUTENBHOW BNacTu.

(B peq. PepepanbHoro 3akoHa oT 02.08.2019 N 297-d3)

5. MNepevyeHb MeEAULIMHCKNX OpraHn3aLni, UMerLLnX NULEH3NI0 Ha dhapMaLeBTUYECKYIO AeATeNbHOCTb, N UX
060cobneHHbIX nogpasgenennii (ambynatopui, denbawepckux U enbalepcKko-akyLePCKMX NMyHKTOB, LLEHTPOB
(oToenexuin) obuier BpavyebHOW (CEMEWHOWN) MPAaKTMKW), PacMoSIOXKEHHbIX B CENbCKMX HACENEeHHbIX MyHKTax, B
KOTOpPbIX OTCYTCTBYIOT anTeYHble opraHu3aLmMum, a Takke nepedeHb NekapCTBEHHbIX NpenapaTos, Npoaaxa KOTopbIX
MOXET  OCYLLEeCTBMATLCS  YKadaHHbIMM  OpraHu3auMsaMu uM  KUx  0BOCOGNEeHHbIMU  MoApasdeneHusasMu,
yCTaHaBMMBAKTCS opraHaMm UCMNONHUTENbHON BNacTn cydobekToB Poccuiickon deaepaumm.

(B peq. PepepanbHbix 3akoHOB OT 25.11.2013 N 317-03, ot 03.04.2020 N 105-93)

6. AnTeyHble opraHusauunu, nHaneunayanbHble npegnpuHunmartenu, nMmerwine JNTIMUEH3U0 Ha
d)apmaueBTquCKyro nesaTenbHOCTb, 00s13aHbl 0becneyvnBaTb yTBep)K,EI,eHHbIVI npaBI/ITeﬂbCTBOM Poccunckon
CDep,epaLlel n d)OpMMpyeMbIVI B YCTaHOBJIEHHOM WM nNopsaake MWUHUMaIbHbIN ACCOPTUMEHT JieKapCTBEHHbIX
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npenapaToB, HEOOXOANMBIX ANt OKa3aHUS MeOULIMHCKOW MOMOLLM.
(4acTb 6 B pen. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeyHble opraHusauumn, WHAMBUAYyanbHble  nNpegnpuHUMaTteny,  UMelme  NUUEH3N  Ha
dhapmaLeBTMYECKY0 AeATENbHOCTb, Hapsgy C JIEKApCTBEHHbIMM MNpenapataMu MMEeT npaBo npuobpeTatb U
npogaeaTtb, B TOM 4YWCME AWUCTAHUMOHHBLIM CMOCOOOM, MeaUUMHCKUE u3penus, AesnHduumpylowmne CpencTtsa,
npegmeTsl W cpeactBa JMYHOW [UMMEHbI, MNocyady nAns MeauUMHCKUX uenen, npeameTsl U CpeacTtsa,
npefHasHadeHHble Anst yxoaa 3a 60MnbHbIMU, HOBOPOXOEHHLIMU U AETbMW, HE AOCTUILUMMM BO3pacTa Tpex neT,
O4YKOBYIO OMTMKY M CPEACTBaA yxXoAa 3a HeW, MUHeparbHble BOAbI, NPOAYKTbI Nle4ebHOro, 4ETCKOro U AUETUYECKOro
nuTaHusi, Guonormyeckn akTuBHble [06aBKWM, NapdlOMepHble U KOCMETUYECKME CPencTBa, MeLUUUHCKME W
CaHUTapHO-NPOCBETUTENbHbIE NEeYaTHbIE N3AaHus, NpeaHa3HayYeHHble ANs nponaraHgbl 340POBOro obpasa XU3HW.
(B pea. PenepanbHbIx 3akoHoB oT 27.07.2010 N 192-93, o1 25.11.2013 N 317-93, o1 03.04.2020 N 105-$3)

8. [eatenbHOCTb anTeuHblX opraHu3auui BoopyxeHHbix Cun Poccuiickon depepalmu, Opyrux BOWCK,
BOVHCKMX (POPMMPOBAHMIA U OpPraHoB, B KOTOPbIX 3akoHogaTtenbcTBoM Poccuiickon ®epepauun npenycMoTpeHo
NPOXOXAEHNE BOEHHOW CNY>XObl UK dheepanbHON rocy4apCTBEHHOM CNy»0Obl, CBA3aHHOW C NPaBOOXPaHUTENBHOW
OEesTeNnbHOCTbIO, pernameHTupyeTcsa HacTtoswmm PefepanbHbIM 3aKOHOM U YTBEPXKAEHHBIMU COOTBETCTBYHOLLMMM
degepanbHbIMU OpraHaMmy UCMOMHUTENBHOW BriactTu nonoxeHusamu. KoHTponb 3a cobniogeHnem ykasaHHbIMU
anTeyHbIMU opraHusaumnsiMu NONOXeHN HacTosLLero depepanbHOro  3akoHa ocylecTBnsieTcs
COOTBETCTBYOLWMMN beepanbHbIMU OpraHaMu UCMOMNHUTESNbHOW BracTu.

(8 pea. PenepanbHoro 3akoHa ot 13.07.2015 N 262-d3)

9. YTtpatun cuny ¢ 1 auBaps 2021 roga. - egepanbHbivi 3akoH ot 03.04.2020 N 105-3.

KoHcynbTaHTlntoc: npyumevaHue.
C 01.03.2026 cT. 55.1 yTpaumsaet cuny (P3 ot 20.10.2022 N 405-93).

Ctatba 55.1. Topsgok OCyWEeCTBNEHUA PO3HUYHOW TOProBnM JIEKAPCTBEHHbIMU npenapatamMu  Ans
MeAULMHCKOrO MPUMEHeHUs, OTNycKaeMbIMM MO peuenTy Ha JieKapcTBeHHbM npenapaT, AUCTaHLMOHHbIV
crnoco6om

(BBepeHa ®epeparnbHbiM 3akoHoM 0T 20.10.2022 N 405-93)

1. B nepuwog ¢ 1 mapta 2023 roga oo 1 maprta 2026 roga B ropoge degepanbHoro 3HaveHms Mockse, B
Bbenropoackon 1 MockoBckon obnactsax (ganee B HacTosiwen cratbe - cybObekTbl Poccunckon Pepepaumm)
npegycmatpuBaeTcs NpoBeAeHne IKCNepUMEHTa MO OCYLLECTBIEHUIO PO3HUYHOW TOPrOBNU NeKapCTBEHHbIMU
npenapatamu Ans MeAWMUUHCKOro NPUMEHEHWs, OTMycKaeMbIMW MO pPeLenTy Ha neKkapCTBEHHbIA Mpenapar,
ONCTaHUNOHHBLIM CNOCOOOM (Oanee - aKCnepuMeHT).

2. B pamkax 3KCMepumeHTa ero y4acTHUKWU BrpaBe ANCTaHUUOHHBbIM CnocobOM OCyLLEeCTBRATE PO3HUYHYIO
TOProOBMI0 NEeKapCTBEHHbIMU MpenapaTtaMn Afns MeOUUMHCKOrO NPUMEHEHUS, OTMYCKaemMbiMW MO peuenTty Ha
nekapcTBeHHbIN npenapart (B TOM 4ucne copMUpoBaHHOMY B (DOPME 3MEKTPOHHOIO [OKYMEHTa B JIMYHOM
kabuHeTe rpaxgaHvHa B dedepanbHON ToCydapCTBEHHOW WHGOPMaUMOHHOM cucteme "EauHbIn  nopTan
rocygapCTBEHHbIX U MyHUUMNANbHLIX yeryr (PyHKUMA)" 1 (Mnn) Ha pernoHanbHbIX nopTanax rocyAapCTBEHHbIX U
MYHULMNAnNbHbIX YCIYr) U BKMIOYEHHBIMW B MepedeHb NeKkapCTBEHHbIX npenapatoB U dapmakoTepaneBTUYeCKnx
rpynn nekapcTBEHHbIX MpenapaToB, paspelleHHbIX K peanu3aumy B pamKkax 3KCMepuMeHTa, YTBepXXOEHHbIV
YMONTHOMOYEHHBbIM ~ dbeeparibHblM  OpPraHoM  UCMOMHUTESNbHON BNAacTM (3@ WUCKIIOYEHWEM  feKapCTBEHHbIX
npenapaToB, COAep’KaLlMX HapKOTUYeCKne cpeacTsa, NCMXOTPONHbIE BELLECTBA U UX NPEKYPCOPbI, NTEKapCTBEHHbIX
npenapaToB, COAepXXaliMx CWUMbHOAENCTBYIOLWME BELWEeCTBa, paavodapManeBTUHECKUX JeKapCTBEHHbIX
npenapaToB, UMMYHOBMOMOrMYECKUX JIEKapCTBEHHbIX MPenapaToB, a TakkKe NeKapCTBEHHbIX MpenapaTos, And
KOTOpbIX B COOTBETCTBMM C WHCTPYKUMENW MO TMPMMEHEHWI0 FeKapCTBEHHOro mnpenapata YCTaHOBIIEH
TemnepaTypHbIN pexum xpaHeHus Hmxke 15 rpagycoB Lienbcus, cnnpTtocogepKalmx nekapcTBeHHbIX npenapaToB
c obbeMHOM Jonen 3TUMOBOro cnuvpTa CBbille 25 MPOLEHTOB U FNEKApCTBEHHbIX NpenapaToB, WU3roTOBMEHHbIX
anTevyHbiMU opraHusaumamm). Kputepum BKIIOYEHUS NEKapCTBEHHLIX MpenapaTtoB U hapMakoTepaneBTU4EeCKMX
rpynn nekapcTBEHHbIX MpenapaToB B YKa3aHHbI nepeyeHb ycTaHasnusawTca [lpaBuTenbctBoMm Poccumnckon
®egepaumu. NMonoxeHUs HaACTOALLEN CTaTbM HE PacrpOCTPaHAOTCS Ha NeKapCTBEHHbIE Npenapartsl, OTNnyckaeMble
GecnnaTHO MMM CO CKMAKOW rpaxaaHam, UMeloLMM npaBo Ha obecrneyeHne nekapcTBEHHbIMU npenapaTaMu 3a
CcYyeT cpenacTB OKDKETHbIX accurHoBaHwui bepepanbHoro Otomketa M BomgkeToB cydbekToB Poccuiickon
depepauun.

3. YyacTHukamm AKCNepnmMeHTa ABnATCA yI'IOﬂHOMO‘-IEHHbIIZ cbe/:l,epaanan opraH NCNOSHNTENbHON BNacTy,
YNOJIHOMOY€eHHbIE OpraHbl MCMNONHUTENBLHON BRnacTn Cy6'beKTOB Poccuiickon Cbep,epau,vm, MegnLUnHCKne
opraHusauuMn 1 antevHble opraHu3auuun, COOTBEeTCTBYyHOLUME Tpe6OBaHVI9|M, YyCTaHOBJ1IEHHbBIM B COOTBETCTBUU C
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yacTblo 4 HacTosLLEN cTaTbu.

4. TlonoxeHne o nopsioke MNPOBEAEHUS 3JKCMEPUMEHTA, B TOM 4ucne TpeboBaHWs K MeOMUMHCKUM
opraHusaumsam 1 anTevyHbiM OpraHmM3aumsM, SBNALWLMMCSH y4acTHUKaMM SKCnepuMeHTa, NopsaokK OcyLlecTBNeHUs
PO3HWYHOW TOPrOBMM fNeKapCTBEHHbIMWM NpenapataMmyv And MeOULMHCKOrO MPUMEHEHUs, OTMNyCKaeMbIMU Mo
peuenTy Ha IeKapCTBEHHbIA npenapart, AUCTaHUMOHHBbIM cnocobom, TpeboBaHMSA K [OOCTaBke TaKuX
neKkapCTBEHHbIX NpenapaToB rpaxaaHam, npasuna Bblgayun paspeLleHns Ha OCyLLEeCTBEeHNe PO3HUYHON TOProBnu
neKkapCcTBEHHbIMK npenapaTtaMmn Ansg MeAULMHCKOro NpUMeEHeHUs, OTNycKaeMbIMW Mo PeLLEnTY Ha NeKapCTBEHHbIN
npenapaTt, OUCTaHLMOHHBbIM crnocoboM, yTeepxxaaetcs NpaButensctBom Poccuickon ®enepaumn. TpeboBaHusa K
anTe4yHbIM OpraHu3auusaM, SBSOWUMMCS Y4YaCTHMKaMu 3SKCMepuMeHTa, He MOryT ObiTb Huxe TpeboBaHun,
YCTaHOBMEHHbIX K anTe4YHbIM OpraHu3aumnsiMm B COOTBETCTBMM C YacTbio 1.1 ctaTbm 55 HacTosiwero PegepanbHOro
3aKoHa.

5. YNonHOMOYeHHbIN heaepanbHbI OpraH UCNONHUTENbHOW BacTu:

1) ocyluecTBnsieT METOANYECKOE COMPOBOXAEHUE IKCMEPUMEHTA, BKIOYAsh METOOMYECKOE COMPOBOXAEHME
AesITENbHOCTM  MEOMLMHCKUX OpraHu3auuii M anTeuvHblX OpraHu3auui, y4acTBYIOLWMX B 3KCNEpPUMEHTe, To
0POPMITIEHUNIO, UCMOSIb30BAHUIO M XPaHEHWIO PeLenToB Ha JeKapCTBEHHbIM npenapat, B TOM 4wuche
chopMMpPOBaHHbLIX B pOPME IMEKTPOHHbBIX JOKYMEHTOB;

2) npegctasnset B [NpaButenbctBo Poccuiickon ®enepaunn npensaputenbHbld (B Nepuon nposefeHus
3KCMEepMMeHTa, HO He Mo3adHee YeM 3a [Ba Mecsua OO UCTEYEHNS CPOoKa NPoBedeHWsT AKCMEPUMEHTA) N MTOrOBbIN
(MO OKOHYaHMM 3KCMEpPUMEHTa, HO He No3dHee YeMm 4Yepe3 ABa Mecsua Mocrnie UCTEYEeHWs Cpoka NpoBedeHus
3KCMepuMeHTa) Aoknagpl O pesynbTatax NpoBeAEeHUs JKCMepUMMEHTa U NPEeAnOXeHNss O BHECEHUM U3MEHEHUI B
3aKkoHo4aTenbCcTBO 06 0OpaLLeHMM NeKapCTBEHHbLIX CPEACTB.

6. YNONMHOMOYEHHbIV OpraH UCMOSTHUTENbHOM BriacTu cybbekTa Poccuiickon Pepepaumm:
1) BNpaBe yCcTaHOBUTb OCOOEHHOCTU NPOBEAEHNS IKCNIEPUMEHTA;

2) yTBepOaeT nopsnok oTbopa MeAMUMHCKMX OpraHu3auui M anTedHbiX opraHusauuii Ans yyacTus B
3KCMEepMMEHTe, a TakkKe NPOBOAMUT TaKoW oTGOpP M yTBEpXKAaeT nepeyeHb MeQULIMHCKUX opraHu3aumnii U nepeyeHb
anTeYyHblX OpraHM3auuiA, COOTBETCTBYHOLIMX TpeboBaHUSM, YCTaHOBIEHHbIM B COOTBETCTBUMM C 4acTbio 4
HacTosILLEN cTaTby, U ABNSAIOLMNXCS Y4aCTHUKAMUN SKCEPUMEHTA;

3) ocyuwecTBNAeT MOHUTOPUHI MPOBEAEHUs 9KCrepumMeHTa W npeactaBnseT ero pesynbtatbl B
YNOMHOMOYEHHbIV dpefieparnbHbli OpraH UCNONHUTENBHON BNAcTy;

4) obecneuynBaeT MHGpOPMALMOHHO-TEXHNYECKOE ObecnevyeHne npoBedeHUs 3KCNepMMEHTa MOCPEACTBOM
NCMNOMb30BaHWs rocy4apCTBEHHOW MHPOPMaLMOHHOW cUCTEMBI B chepe 34paBooXpaHeHust cybbekta Poccuiickom
depepaumm n  (MNKN) MEOULMHCKUX WMHGOPMALIMOHHBLIX CUCTEM MEOMLMHCKUX OpraHuM3auun, sBRSOLWNXCA
ydyacTHMKaMU 3KCNEPUMEHTa, U UX B3aUMOOENCTBUSA C €QMHON rocygapCTBEHHOMW WMH(OPMALMOHHON CUCTEMON B
chbepe 3gpaBooxpaHeHus.

7. MeguuMHCKMe OpraHM3aumm U anTedHble OpraHn3auum BnpaBe OTKa3aTbCHA OT y4acTus B 3KCMEPUMEHTE,
nogas B YMNOMHOMOYEHHbIA OpraH UCMONHUTENBLHON BriacTu cybbekTta Poccuickon ®enepauum cOOTBETCTBYOLLEE
obpalleHne B NMCbMEHHOW chopMme.

8. AnTeyHble opraHusauuy, SBNAOLWIMECH Y4YacTHUKaMM 3KCTlepMMeHTa, o06s3aHbl MNpu  npogaxe
AVUCTaHLUMOHHBIM CMoCcOGOM NeKapCTBEHHOro npenapata Ans MeOMLMHCKOrO MNMPUMEHEHUs, OTMycKaemoro ro
peuenTy Ha NekapCTBEeHHbIV Mpenapat, obecneuynTb NPU OCYLLECTBIEHUM OOCTaBKU MOEHTU(UKALMIO NTMYHOCTU
rpakgaHuHa, NoslyyatoLwero Takoi NekapCTBEHHbIN NpenapaT, B LeNsiX YCTaHOBIIEHNSI COOTBETCTBUS €ro IMYHOCTU
W NMua, yKasaHHOro B peuenTe Ha JeKkapCTBEHHbIM mpenapaTt (ero 3akoHHOro npeactaBuTtens), nubo nuua,
YNOMTHOMOYEHHOTO NIMLIOM, YKa3aHHbIM B peLenTe Ha JliekapCTBEHHbIV npenapat (ero 3akoHHbIM NpeacTaBuTenem),
Ha noryYeHve NiekapCTBEHHOMO NpenapaTta (4anee B HacTOsILLEl cTaTbe - NULO, YkasaHHOe B peLenTe (3aKOHHbII
npeacTaBuUTENb, YNONTHOMOYEHHOE NNLIO).

9. Jlvuo, ocyulecTBnsawWee AOOCTaBKY IEKapCTBEHHOro npenapaTta Ans MeAUUUHCKOro MpUMEHEHUs,
OTMyCKaeMoro no peuenTy Ha NeKapCTBEHHLI npenapat, 06s3aHo noTpeboBaTth y rpaxaaHuHa, Mony4YaroLlero
TaKoW nekapCTBEHHbIV npenapat, NPeabsaBUTb AOKYMEHT, YAOCTOBEPSAOWMNIA ero NMYHOCTb, AN uaeHTUdUKaLmum
NYHOCTWU 3TOTO TpaXKdaHWHa W YCTAHOBMEHWS COOTBETCTBUS €ro NMYHOCTU U Nuua, yKasaHHOro B peuenTe
(3aKkoHHOrO npeacTaBUTENS, YMNOMHOMOYEHHOro nuua). B cnyyae BbiSIBNEHWA HecoBnadeHWst NMYHOCTU
rpakgaHuHa, Moryvyalolero rekapcTBeHHbI npenapaTt, M nuua, YyKasaHHOro B peuenTe  (3aKOHHOro
npeacTaBuUTeNs, YNONMHOMOYEHHOro NnLa), a Takke B criyyae oTkasa rpaxzaaHuHa, NosfyyatoLlero NekapcTBeHHbIN
npenapart, npeabsBUTb [OOKYMEHT, YAOCTOBEPSAILWMA €ro IUYHOCTb, JMLO, OCYLLECTBNALLIee [OOCTaBKy
neKkapcTBEHHOro npenaparta Ans MeauUMHCKOTO MPUMEHEHUs, OTMYCKaemMoro no peuenTy Ha NeKapCTBeHHbIN
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npenapart, o0bs3aHo BEPHYTb Takom ﬂeKapCTBeHHbIVI npenapart B anTe4yHyr opraHn3aunio.

10. MoaTteepxaeHneM dhakTa nepedavn nekapcTBEHHOro npenapata Ans MeAWMLMHCKOro MpUMEHEHUs,
OTMycKaeMoro Mo peuenTy Ha JeKapCTBeHHbI npenapaT, nuly, YykasaHHOMY B peuenTe (3aKOHHOMY
npeacTaBuUTenNto, YNONMHOMOYEHHOMY NULY), SIBMSAOTCA KACCOBbIA Y€K W Moanuchb nuua, NoMyyvBLIEro TaKoW
neKkapcTBeHHbI npenapaTt, Ha [OKYMEeHTe O MONyYeHUM Takoro IieKapCTBEHHOro npenapata Mo dopwme,
yTBEpXOaemMol YNoNMHOMOYEHHbIM dedepanbHbIM  OpraHoM  McronHuTenbHo Bractu. [locne nepegauu
neKkapcTBEHHOro npenapara nuuy, ykasaHHoMY B peLienTe (3aKOHHOMY NpeAcTaBUTENIO, YNONTHOMOYEHHOMY ML),
3TOT JOKYMEHT nepefdaeTcs MLUOM, OCYLLECTBMBLUMM JOCTaBKy Takoro fiekapCTBEHHOTO npenapaTa, B anTeyHyto
opraHu3auuio, OCYLLeCTBUBLLYIO OTMYCK JieKapCTBEHHOro npenapara. B cryyae BbisiBNieHVs npy nepedave nwuy,
yKasaHHOMY B peuenTe (3aKOHHOMY MpeACTaBuTeso, YMNONMHOMOYEHHOMY 5uLy), NEeKapCTBEHHOro npenapara
(haKTOB MEXaHM4YECKOro NMOBPEXAEHUS €ro UMK ero ynakoBKM TakoW NeKapCTBEHHbIV npenapaT JIULOM, YKasaHHbIM
B peuenTe (3aKOHHbIM MpeAcTaBUTENEM, YNOIHOMOYEHHbIM FIMLIOM), HE MPYHUMAaeTCs M Bo3BpallaeTcst 6e3 ero
onnaTtbl NuLy, OCYLIECTBMBLUEMY [OCTaBKy NeKapCTBEHHOro npenapaTa v obecrneuyuBalolleMy ero Bo3BpaT B
anTeyHylo opraH13auuio.

11. B8a HapyweHusi 3akoHopatenbcTBa Poccuiickon dPepepaumn, COBEpLUEHHbIE MNpyU  MNPOBEAEHUN
3KCMEepUMEHTa, €ero Y4acTHUKM HeCyT OTBETCTBEHHOCTb, YCTAHOBIIEHHYK 3aKOHOAATENbLCTBOM Poccuinckon
denepauuu.

12. KoHTponb 3a ncnonHeHveM TpeboBaHui, CBA3aHHbIX C NPOBEAEHMEM 3KCMEpPMMEHTa, OCYyLLeCTBNAeTCs
deaepanbHbIM OpraHOM UCMOMHUTESNBHOW BAACTU, OCYLLECTBASAIOLWMM (DYHKLMN MO KOHTPOSIIO U Haa3opy B cepe
3[paBooXpaHeHns, B nopsiake, yctaHoeneHHoMm denepanbHblM 3akoHoMm oT 31 uionsa 2020 roga N 248-03 "O
rocyaapCTBeHHOM KOHTporne (Haasope) u MyHuumnanbHOM KoHTporie B Poccuiickon ®epepauun”.

CtaTtbs 56. M3roToBneHne n oTnycK fieKapCTBeHHbIX NpenapaToB

KoHcynbTaHTlntoc: npumevaHue.
C 01.03.2025 B 4. 1 cT. 56 BHOCATCA M3MeHeHus (P3 o1 30.12.2021 N 463-D3).

KoHcynbTaHTlntoc: npyumevaHue.
C 01.09.2023 B u. 1 cT. 56 BHOCATCA n3meHeHust (O3 o1 05.12.2022 N 502-93). Cm. ByayLLyo pegakumio.

1. N3rotoBneHne nekapCTBEHHbIX MpenapaTtoB anTeYHbIMU OpraHu3auusiMu, BeTEPUHAPHBIMK anTe4YHbIMM
opraHusauusiMM, VHAMBMAOYaNbHBIMU NpeanpuHUMaTeNs MU, WMEeLWMMU JIMLEH3NI0 Ha  (apmaleBTUYeCcKyHo
AesiTENbHOCTb, OCYLLECTBISIETCS MO peLenTam Ha fekapCTBeHHble npenapatbl, No TpeGoBaHMAM MEeAMUMHCKUX
opraHusauui, BeTepMHApPHbIX OpraHvW3auuii B COOTBETCTBMM C MNpaBWiaMU  M3rOTOBNIEHUSs U OTMNycka
NeKapCTBEHHbIX MpenapaTtoB, YTBEPKAEHHbIMW YMOTHOMOYEHHBIM heaepanbHbIM OpraHOM  WUCMONHUTENbHOM
BracTu.

KoHcynbTaHTlntoc: npumevaHue.
C 01.09.2023 u. 2 cT1. 56 nsnaraetcs B HoBon pegakumn (P3 ot 05.12.2022 N 502-d3). Cm. bGyayLuyo peaakuuio.

2. Tpu wu3roToBneHUM neKkapCcTBEHHbIX MpenapartoB anTeyHbiMU  OpraHu3auusMu, BeTepUHapHbIMU
anTeyHbIMW  OpraHmMsauuMsaMu,  UHAMBMAYaANbHbIMW  NpeanpuHUMaTendaMn,  UMELWUMM  MULEH3UI0  Ha
dhapMaLeBTMYECKYD  OEeATeNbHOCTb,  UCMOMb3ylTca  dapmaueBTMYeckne  cyOCTaHuMM,  BKITKOYEHHbIE
COOTBETCTBEHHO B TOCYOApCTBEHHbIA pPeecTp MeKapCTBEHHbIX CPeAcTB ANs MeOULUMHCKOro MNPUMEHEHUS U
rocyapCTBEHHbIN peecTp nekapCcTBEeHHbIX CPeACTB AMs BETEPUHAPHOro NPUMEHEHUs1 B YCTAHOBIEHHOM MopsiaKe.
He ponyckaeTcs W3roToBreHWe anTeYHbIMU OpraHM3auusMy, BeTEPUHAPHBIMKM anTeYHbIMU OpraHu3aunsamu,
UHOMBUOYyaNbHbIMA  NpeanpuHUMaTensaMm, UMEKLWMMM FNUMUEH3MI0 Ha dapmMaueBTUYeCKylo OeATENbHOCTb,
NeKapCTBEHHbIX NpenapaToB, 3aperncTpmpoBaHHbixX B Poccunckon ®egepaumn.

KoHcynbTaHTlntoc: npumevaHue.
C 01.09.2023 B u. 3 cT. 56 BHOCATCA n3MeHeHust (O3 o1 05.12.2022 N 502-93). Cm. ByayLLyo pegakumio.

3. MapkupoBKa nekapCTBEHHbIX NMpenapaToB, U3roTOBIEHHbIX anTeYHbIMU OpraHM3auusiMmn, BETEPUHaAPHBIMU
anTeYyHbIMW  OpraHu3auusMK,  WHOMBMAYANbHLIMU  MpeanpuHMMaTensaMi,  MMEWMUMM  JIMUEH3MI0  Ha
hapmaueBTUYeCKyl0 OeATeNnbHOCTb, U OOpMIIeHME Takux MpenapaTtoB AOMKHbI COOTBETCTBOBATb MpaBunam,
yKasaHHbIM B 4acTu 1 HACTosLLEeR cTaTbu.
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KoHcynbTaHTlntoC: npumeyaHue.
C 01.09.2023 B 4. 4 cT. 56 BHOCSTCS M3MeHeHus (P3 ot 05.12.2022 N 502-$3). Cm. ByayLuyto pegakumio.

4. AnTeyHble opraHv3auun, BeTepuHapHble anTeyvHble OpraHu3auun, HauBUAyanbHble NpeanpuHuMaTenu,
nmeroLme NULEH3NI0 Ha hapMaLeBTUYECKYIO AeATENbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobntogeHne npasun
N3roTOBIMEHNS M OTMyCKa JleKapCTBEHHbLIX MNPenapaTtoB B COOTBETCTBMM C 3aKoOHOZATENbCTBOM Poccuiickom
depepauunm.

CraTbA 57. 3anpeleHue npogaxwu ¢hanbcudpULMpoBaHHbIX rleKapCTBEeHHbIX CpeAacTB.,
He[oOpOKaYeCTBEHHBbIX JIeKaPCTBEHHbIX CPeACTB, KOHTPadhaKTHbIX FleKapCTBeHHbIX CPeacTB

Mpopaxa danbCUUNPOBAHHBIX JEKAPCTBEHHbLIX CPeACTB, HEeOOoOpPOKAaYEeCTBEHHbIX eKapCTBEHHbIX
CpeacTB, KOHTpadaKTHbIX NIeKapCTBEHHbIX CPEACTB 3anpeLlaeTcs.

CtaTtbsa 58. XpaHeHMe nekapcTBEHHbIX CPeACTB

1. XpaHeHue nekapCTBEHHbIX CPEACTB OCYLECTBNAETCH MNPOU3BOAUTENSIMUA fEKapCTBEHHbIX CpeacTs,
opraHmMsauuamMu ONTOBOW TOProBMv fieKapCTBEHHbIMU CpeacTBaMu, anTe4YHbIMU OpraHu3aumMsMmn, BeTepuHapHbIMM
anTeyHbiMM  OpraHusauuamMu,  UHOMBUAYaNbHbIMKM - NpednpuHuMaTendamMi,  UMeWuMn  JIMUEH3NKI  Ha
dapMaueBTUYECKY0 OEATENbHOCTb WM JIMUEH3UI0 Ha  MEOUUMHCKYK  OeATeNbHOCTb, MeAULUHCKUMMN
OpraHusaunsMn, BETEPUHAPHBLIMU OpPraHu3auusMn U UHBIMW OpraHM3auusiMu, OCYLLECTBSHOLWMMM obpalleHne
nekapcTBEHHbLIX CpeAcTB. XpaHeHne nekapCTBEHHbIX CPeaCcTB A5 BETEPUHAPHOIO NPUMEHEHNSA opraHM3aunamun un
nHAMBUAYyanbHbIMU NpeanpuHUMaTenaMn B Cryvasax, eCrii OHU UCMOSb3YIOTCA UCKIIOYUTESNIbHO NMPU pasBeneHun,
BblpalUBaHUN, COOEPXKAHUN U JEYEHUM XKMBOTHBIX, MOXET OCYLLECTBMATbCSA 0e3 MNonyyvyeHus JNMUEH3MM Ha
hapmaLeBTUYECKYIO AeATENbHOCTb.

(B peqa. ®epepanbHoro 3akoHa oT 22.10.2014 N 313-03)

2. lNpaBuna XpaHeHWss NEeKapCTBEHHbIX CPeACTB YTBEPKOAKTCH COOTBETCTBYIOLUMM  YMOSTHOMOYEHHbLIM
deaepanbHbIM OpraHoM NCNOSTHUTENBHOW BRACTHU.

3. XpaHeHue HapKOTUYECKMX TNEKAPCTBEHHbLIX CPEACTB, MNCUXOTPOMHbLIX NEKapCTBEHHbIX CPeACTBs,
paguodapMaLeBTUYECKMX FeKapCTBEHHbIX CPEACTB OCYLLECTBMNSETCA B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon depepaumn.

CtaTtbsa 58.1. lNpeameTHO-KONNYECTBEHHBLM Y4eT JNIeKapCTBEHHbIX CPeACTB A4Sl MeAULIMHCKOro NpUMeHeHNs
(BBeaeHa PepneparnbHbiM 3akoHOM 0T 25.12.2012 N 262-$93)

1. I'Iepequb NeKapCTBEHHbIX cpencTs anda MeauLMHCKOro NpUMEeHEHN4, noanexatwjnx
npeamMeTHO-KONIM4eCTBEHHOMY y4eTy, yTBepXaaetcda ynosIHOMO4YEeHHbIM cbep,epaanblM OopraHom NCMNONHUTENBbHOWN
BIacTu.

2. Tlopagok BKNHOYEHUS NEKapCTBEHHbLIX CPeacTtB Ans  MEOULWHCKOro NPUMMEHEHWS B MEpeYeHb
NekapCTBeHHbIX CpeacTB And MeOULUMHCKOro MpUMEHEeHWs, noanexawmx npegmeTHO-KONMUYEeCTBEHHOMY Y4eTy,
yCTaHaBMNMBaeTCa YMOMHOMOYEHHbIM heaepanbHbIM OpraHoOM WCMOMHUTENbHOW BRAcTX MO COrfacoBaHUO C
heneparnbHbIM OpraHOM UCNOSTHUTENBHOW BNAcTU, YNOMHOMOYEHHbIM B cdhepe BHYTPEHHUX Aen.

(B peqa. ®enpepanbHoro 3akoHa oT 03.07.2016 N 305-93)

3. TpeamMeTHO-KONMMYECTBEHHBIN Yy4eT NeKapCTBEHHbIX CPEACTB ANs MEeOWMLMHCKOrO MNPUMEHEHUsT BedyT
NpoM3BOAUTENN NEKAPCTBEHHbLIX CPEACTB, OpraHvM3auMM OMTOBOW TOProBMnM JIEKAPCTBEHHLIMWM CpPELACTBaMM,
anTeyHble OpraHu3auun, WUHOMBUAYyanbHble NPeanpUHUMATENK, UMEKLIME FUMUEH3NI0 Ha dapMaLeBTUYECKYHD
OEATENbHOCTb UMK NULIEH3NIO HA MEAULIMHCKYIO AeATENbHOCTb, U MEAMLIMHCKME OpraHn3aLlmmn, OcyLLecTBnsLwmne
obpalLeHne nekapCTBEHHbIX CPeAcTB ANst MEOULMHCKOrO MPUMEHEHUS, NyTEM perMcTpaunm nobbiX CBSA3aHHbLIX C
nx obpallieHnem onepauuii, Npu KOTOPbIX WU3MEHSIETCH WX KOMMYECTBO W (MNN) COCTOsIHME, B CheuuanbHbIX
XypHanax yyeTa onepaumi, CBsi3aHHbIX C obpalleHMeM NekapCTBEHHbIX CPeaCTB ANs MEAULIMHCKOrO NPUMEHEHUS
(panee - cneumanbHble XXypHarbl).

4. TMMpaBuna perucTpauMn onepaumii, CBA3aHHbIX C OOpalleHMeM IeKapCTBEHHbIX CPeacTB asis
MEAULMHCKOrO NMPUMEHEHNS, BKITIOYEHHbIX B NEpPeYeHb eKapCTBEHHbIX CPEeACTB ANs MeAULMHCKOTO NMpUMEeHeHMs,
noanexalimMx npegmMeTHO-KONMYECTBEHHOMY YYeTy, B CrieumarbHbIX JKypHanax W npaBuiia BeAeHUs U XpaHeHUst
creumanbHbIX XXYPHAIOB YTBEPKAAKTCS YNONTHOMOYEHHbIM dbeeparnbHbIM OpraHOM MCTIONHUTENbHON BNacTu.

5. KoHTporb 3a cobnogeHneM npasus pernctpaunm onepauui, CBsa3aHHbIX ¢ obpalleHnem NekapcTBEHHbIX
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CpeacTB AN MeAULUHCKOrO NPUMEHEHNS, BKNIOYEHHbIX B NepeveHb NekapCTBEHHbIX CpeacTB Ans MeAULIMHCKOro
NPUMEHEHUs, MOANeXalimx npegMeTHO-KONMYECTBEHHOMY YYeTy, B CreumanbHbIX XypHanax, a Takke 3a
cobniogeHneM MpaBuIl BedEHUS M XPaHEHUsl creumarnbHbIX >KypHanoB BO3naraeTcs Ha YMNONHOMOYEHHbIe
denepanbHble OpraHbl MCMOMHUTENbHOM BNacTU M opraHbl UCMONHUTENBbHOM Briactu cybbekToB Poccuiickon
degepaumu, ocylecTBASIOWME NULEH3NPOBAHME NMPOW3BOACTBA fEeKapCTBEHHbIX CPEeACTB, (hapMaueBTUYECKON
OEeSATEeNbHOCTN Y MEAMLUHCKON OEATENbHOCTU, N OCYLLECTBMASETCH B paMKaX JIMLEH3MOHHOIO KOHTPOSS.

Magea 11. YHUYTOXEHUE NEKAPCTBEHHbLIX CPEACTB
Ctatbs 59. OcHOBaHMA 1 NOPSAAOK YHUUTOXEHUSA NEKAPCTBEHHLIX CPeACTB

1. HepobGpokayecTBEHHbIE IEKApPCTBEHHbIE CPeAcTBa, hanbcnUUMpoBaHHbIE NEKAPCTBEHHbIE CpeacTBa
noanexaT U3baATUIO U3 0OpaLleHns N YHUUTOXEHUIO B MOPsiAKe, yCTaHoBMNeHHOM [paBuTensctBOM Poccuiickom
depepaummn. OcHoBaHMEM [N YHUUTOXEHUS NEKapCTBEHHbIX CPeacTB SBMsSieTCA pelleHuMe Bragenbua
NeKapCTBEHHbIX  CPeAcCTB, peleHWe  COOTBETCTBYHLEro  YNoNHOMOYEHHOro  dpegepanbHoro  opraHa
NCNONMHUTENBLHOW BNacTu Unu pelueHne cyaa.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

2. KoHTpadhakTHble rnekapCTBEHHble cpeAcTBa nognexar U3bATUIO M3 ODpalleHUss M YHUYTOXEHUIO MO
peweHutio cypa. [lopsgok YHUUMTOXEHWS  KOHTpadakTHbIX  MEeKapCTBEHHbIX CpeAcTB  yCTaHaBnMBaeTcs
MpaButenbctBoM Poccuiickon ®enepauuu.

(B peq. depepanbHoro 3akoHa oT 22.12.2014 N 429-03)

3. Pacxogbl, cBsi3aHHbIE C YHUYTOXEHNEM KOHTpa(baKTHbIX NeKapCTBEeHHbIX CpeacTB, He,EI,O6pOKa‘-IeCTBeHHbIX
NeKapCTBEHHbIX CpeacTs, d)aﬂbCI/Id)MLI,I/IpOBaHHbIX NeKapCTBEHHbIX CpeaCcTB, BO3MELLATCA UX BliagesnibLeM.

4. Bnapeneu JIeKapCTBEHHbIX CpeacTB AOIMKeH npeacrtraBuTb B yﬂOﬂHOMO‘-IeHHbIVI cbep,epaanblﬁ opraH
NCMNONHUTENbHON BNacTu OOKYMEHT Ui 3aBepeHHY B YCTaHOBJIEHHOM NopdaKke ero Konuw, noarsepxgakLine
d)aKT YHUYTOXEHUA NeKapCTBEHHbIX CpenCTB.

5. CoOTBETCTBYIOLLMIA YNONMHOMOYEHHbIA eaepanbHbil OpraH WCMOMHUTENbHOW BNacTu, MNPUHABLLINIA
peLleHne 06 YHUYTOXKEHUN NEKAPCTBEHHbIX CPEACTB, OCYLLECTBIISAET KOHTPOSb 3a UX YHUHTOXEHNEM.

6. YHUYTOXEHME NEKapCTBEHHbIX CPeaCTB MPOM3BOAMTCA OpraHm3auusaMu, MMEKLWMMM COOTBETCTBYHOLLYIO
NMUEH3N0, Ha cneuvanbHO OOOpYAOBaHHbIX MNOWAAKax, MofWroHax M B cneunanbHO 060pyaoBaHHbIX
nomMmeLleHmax ¢ cobniogeHneM TpeboBaHU B 0ONacTM OXpaHbl OKpYXXawLlen cpefbl B COOTBETCTBUM C
3akoHoaaTenscTBoM Poccuickon denepaumu.

7. HapkoTuueckme  nekapCTBEHHble  CPeacTBa,  MCUXOTPOMHbIE  NEKapCTBEHHble  CPEeACTBa,
pagnodapMaLeBTUIECKME JTEKAPCTBEHHbIE CPEACTBA YHUYTOXAKTCA B COOTBETCTBMM C 3aKOHOLAATENbCTBOM
Poccuiickon ®epeparmu.

Mmaea 12. TOCYOAPCTBEHHOE PEIYJINPOBAHUE LIEH
HA NEKAPCTBEHHbIE NMPENAPATbI 14 MEOULUUHCKOIO NPUMEHEHUA

Ctatbs 60. ocymapcTBeHHOe perynupoBaHMe LEH Ha JieKapCTBeHHbE npenapatbl Ansi MeguuMHCKOro
npuMeHeHus

1. FTocynapcTBEHHOE perynupoBaHue LiEH Ha NEeKapCTBEHHble npenapartbl 4N MeAUUMHCKOro NpUMEHEeHUs
OCYLLEeCTBNIAETCA NOCPEACTBOM:
(B peqa. ®epepanbHoro 3akoHa ot 26.03.2020 N 67-93)

1) ytBepxaeHusa [lpaButenbctBomM Poccuinckon Pegepauum nepevHs XM3HEHHO HeobXoauMMbIX W
Ba)XXHEWLWWMX JieKapCTBEHHbIX npenapaToB, KOTOPbIn OPMUPYETCA U He pexe OoJHoOro pasa B rog
nepecMaTpvBaeTCsi B yCTAaHOBIEHHOM MM NOpsiAKe Ha OCHOBE KOMMIIEKCHOW OLEHKN NeKapCTBEHHbIX NpenapaTtos,
BKIOYas aHanu3 CBEOEHUA O CPaBHUTENBHOWM KITMHUYECKOW 3peKTMBHOCTM M 6e30MacHOCTN NeKapCTBEHHOMO
CpeacTBa, OUEHKYy 3KOHOMUYECKUX MOCneAcTBUA MPUMEHEHMUST FeKapCTBEHHOro CpeacTBa U U3yveHue
OOMNOMNHUTENBHbIX NOCNEACTBUN NPUMEHEHUS NIeKapCTBEHHOMO CPeacTBa;

(B peqn. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 13.07.2020 N 206-93)

2) yTBEpXOeHUs MeToauKM pacdeTa npederbHbIX OTMYCKHbIX LeH MPOU3BOAMTENEN Ha JNEeKapCTBEHHble
npenapaTbl, BKMOYEHHbIE B MEpeYeHb XU3HEHHO HEOOXOOUMbIX M BaXKHEWLUMX JIEKapCTBEHHbIX nMpenapaToB, a
TakKe BHeAPEHNS MEXaHU3MOB (DOPMNPOBAHNA CUCTEMBbI peEePEHTHBLIX LIEH;

(B peqn. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-03, ot 06.06.2019 N 134-03)
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3) rocygapcCTBEHHOW perncTpaumm npefenbHbiX OTMYCKHbIX LEH MPOU3BOAUTENEN Ha JEKapCTBEHHbIe
npenapaTbl, BKIHOYEHHbIE B NepeYveHb XN3HEHHO HEOOXOOMMbIX U BaXKHENLLMX NEKapCTBEHHbIX NpenapaTos;
(B peqa. ®eapepanbHoro 3akoHa oT 06.06.2019 N 134-03)

4) BefeHUs ToCydapCTBEHHOIO peecTpa npedenbHbIX OTMYCKHbIX LeH NpOou3BOAWTENEN Ha fieKapCTBEHHbIe
npenaparbl, BKIIOYEHHbIE B NepeYeHb KM3HEHHO HEOBXOANMbIX U BaXKHEMLLMX FEKapCTBEHHbIX NpenapaToB;

5) yTBEpPXOEHUST METOAMKW YCTAHOBIIEHWS OpraHamu WCMOJSIHUTENBHOM BnactTu cybbekToB Poccumckon
degepaummn npegenbHbIX pa3MepoB ONTOBbIX HaabaBOK M MpederbHbIX PasMepoB PO3HWYHbIX HagbaBOK K
hakTU4ecknm OTNYCKHbIM LeHaM, YCTaHOBMEHHbIM MPOM3BOAUTENSAMU NEKapCTBEHHbIX MNpenapartoB, Ha
nekapcTBeHHblEe MpenapaTbl, BKIOYEHHbIE B MEepeyYeHb XU3HEHHO HEOOXOAMMBIX U BaXKHEWLUMX NEKapCTBEHHbIX
npenaparos;

6) ycTaHOBneHWs npederbHbIX pa3MepoB OMTOBbIX HAAGABOK W MpederibHbiX Pa3MepoB  PO3HUYHBIX
Hanb6aBoK K (haKTUYECKUM OTMYCKHbIM LieHaM, YCTAHOBIIEHHbIM MPOU3BOAUTENSIMU NIEKAPCTBEHHBIX NpenapaToB, Ha
riekapcTBeHHble npenapaTbl, BKIIOYEHHbIE B MepeYeHb >XM3HEHHO HEeOOXOAUMBIX UM BaXKHEWLLUX feKapCTBEHHbIX
npenaparos;

7) yTBEPXAEHMS NOPSAKa Bbldayn npeanvMcaHnii opraHam UCMOSTHUTENBHOM BNacTu cybbekToB Poccumckom
depepaumm 0 npvBegeHUM B COOTBETCTBME C 3akoHogatenbcTBoM Poccuiickon depepaumm pelueHun ob
YCTaAHOBIIEHMM NpeferibHbIX pa3MepoB OMTOBbIX HaAbaBOK M NpegeribHbiX pasMepoB PO3HUYHbLIX HA40aBOK K
hakTU4eCKMM  OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM MNPOU3BOAUTENSAMW NEKAPCTBEHHbLIX MpenapaToB, Ha
neKkapcTBeHHble npenaparbl, BKMOYEHHbIE B NepeYeHb XU3HEHHO HeobXOOMMbIX U Ba)KHEMLLUMX NeKapCTBEeHHbIX
npenapaToB, €CnNM OHW MPUHATBI C HapylleHWeM 3akoHogaTtenbcTBa Poccuiickon Pepepauuun, B nopsigke,
ycTaHoBneHHoM [NpaBuTtensctBoM Poccuiickon denepaumuy;

8) HanpaBneHus YnosIHOMOYEHHbIM bedepanbHbIM — OpraHoOM  UCMOMHUTENbHOM BMacTu  opraHam
ncnonHuTenbHoW Bnactu cybbektoB Poccuiickon degepaunn npegnucaHuii o NpyvBefeHMUM B COOTBETCTBUE C
3akoHoaatenscTBoM Poccunckon ®efepauumn nNpUHATLIX €  HapylleHuem 3akoHopaTtenbcTBa Poccuiickon
depepaummn pelueHni 06 yCTaHOBMNEHUU MNPELENbHLIX Pa3MEPOB OMTOBLIX HA40ABOK U MPEAEnbHbIX pa3mMepoB
PO3HMYHbIX HAA0AaBOK K LieHaM Ha NleKapCTBEHHbIe NpenapaTbl, BKITHOYEHHbIE B NEPEYEHDb XN3HEHHO HEOOXOANMBIX
N BaXXHENLUNX NTIEKAPCTBEHHbIX NpenapaTos.;

9) ocyuwlecTBneHus degepanbHOro rocygapCTBeHHOro Haasopa B cdepe obpalleHus nekapCTBEHHbIX
CPeACTB U perMoHanbHOro rocyJapCTBEHHOrO KOHTPONSA 3a MpUMEHEHUEM LieH Ha fekapcTBeHHble npenaparthbl
COOTBETCTBEHHO  YMOMHOMOYEHHbIMM  befeparnbHbiMM  OpraHaMyM  UCMOSTHUTENbHONW BriacTM U opraHamu
NCNONMHUTENBHOM BnactTn cybbektoB Poccunckon depgepaumm COrfmacHO WX  KOMMETEHUMM B MOpPsiake,
ycTaHoBneHHoM [NpaBuTtenscTBoM Poccuiickon degepaumm;

(n. 9 B pea. PenepanbHoro 3akoHa ot 25.06.2012 N 93-93)

10) npumeHeHNsa NpeayCcMOTPEHHbIX 3akoHoAaTenbCcTBOM Poccunckon defepaumm mep oTBETCTBEHHOCTU 3a
HapylleHMe nopsaka LeHOOoOpa3oBaHMs Ha NekapCTBEHHblE MpernapaTbl, BKIHOYEHHbIE B MEPEYEHb XU3HEHHO
Heo6X0OMMbIX U BaXKHEWLLMX FIEKAPCTBEHHbIX NMpenapaTos.

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

2. B ycnoBusix 4pesBbl4aWHOW cuUTyauum u (MnNu) nNpyu BO3HUKHOBEHMU Yrpo3bl pacnpoCTpaHeHus
3aboneBaHnsi, NPeACTaBMSOWEro ONacHOCTb AMS OKPYXAalLMX, a Takke B Criyyae, ecrnv B TEYeHWe TpuauaTtu
KaneHaapHblX AHeW nocne npuHatua [MpaeBuTensctBom Poccuiickor ®depepaumy pelleHuss o npoBefeHuu
MOHUTOPWMHra pPO3HUYHBLIX LEH Ha neKapCTBEeHHble rMpenapartbl, He BKMIOYEHHblIE B MepeyeHb XWU3HEeHHO
Heob6XoOMMbIX U BaKHEWLLMX JIEKAPCTBEHHbIX MpenapaToB, Ha TeppuTopusax cybbektoB Poccuiickon Pepepauum
BbISIBIIEH POCT PO3HMYHbLIX LIeH Ha YyKasaHHble fekapCTBeHHble npenapartbl Ha TpuauaTb NpoueHTOB u Gornee,
MpaButenbcTBo Poccuiickon depepaumm BnpaBe yCTaHOBUTL NMpefenbHble OTMNYCKHbIE LieHbl MPOU3BOANTENEN Ha
yKa3aHHble fekapCTBeHHble npenapaTbl, NpedenbHble pasMepbl OMTOBbIX HaAbaBOK M MpederfbHble pa3mepbl
PO3HUYHbIX HanbaBOK K (DAKTMYECKUM OTMYCKHbIM LieHaM Npou3BOAUTENEN Ha YKasaHHble JlekapCTBEHHbIE
npenapaTtbl. MepeyeHb NEKapCTBEHHbLIX MpenapaToB, HE BKIHOYEHHbLIX B MEPEYEHb KUBHEHHO HEOOXOAMMBIX U
BaXKHEMLUMX NeKapCTBEHHbIX npenapatoB, M MOPSAOK ero opMmmpoBaHusa onpegenstorca [lpaBuTenbCTBOM
Poccuiickon ®epeparmu.

(vacTb 2 BBegeHa depepanbHbiv 3akoHOM OT 26.03.2020 N 67-93)

3. B TeueHve peBsHOCTa KaneHOapHbIX OHEW cO OHS yTBepxaeHusa [lpaBuTtenbcTBoM Poccuickon
denepaumm nepedHsi, ykasaHHOro B 4YacTU 2 HaCTosWen CcTaTbW, He [AOMycKalTCa peanusaums u OTnycK
BKIMIOYEHHbIX B HEro IekapCTBEHHbIX NpenapaTtoB MO LeHaM, MpeBbIalolnM npefernbHble OTMYCKHbIE LieHbI
npou3BoguTene Ha ykasaHHble JIeKapCTBEHHbIE Mpenapartbl, NpefernbHble pa3mepbl ONTOBbIX HaabaBok U
npegernbHble pa3mepbl PO3HUYHBLIX HaAbaBOK K hakTUYECKMM OTMYCKHbIM LieHaM Npou3BOAUTENEN Ha yKasaHHble
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nekapcTBEHHbIe NpenapaThbl C Y4eTOM Hanora Ha Jo06aBneHHy CTOMMOCTb.
(vyacTb 3 BBegeHa dPepepanbHbiM 3akoHOM OT 26.03.2020 N 67-93)

KoHcynbTaHTlntoc: npumevaHue.
3apeructpupoBaHHble o 07.06.2019 npefenbHble OTMYCKHbIE LieHbl noAnexar obs3aTenbHOW nepeperucrpaumn B
2019 - 2020 rogax B cooTBeTCTBMM CO CT. 2 ®3 0T 06.06.2019 N 134-D3.

Ctatbst 61. [ocygapcTBeHHasi perucTpauus U nepepervcTpaumsi npegernibHbX OTMYCKHbIX  LieH
npousBoavTeNnieM Ha JieKapCTBEeHHbIe MpenapaTtbl, BKIIOYEHHbE B MNepeYeHb XWU3HEHHO HeooGXoauMbIX |
BaXKHEMLLMX NeKapPCTBEHHbIX NpenapaToB

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

1. MpenenbHasa OTMNyCKHas LieHa NPou3BOAUTENS Ha NleKapCTBEHHbIN NpenapaT, BKMYEHHbI B NepeyeHb
YKM3HEHHO HEOBXOAMMBIX U BaXKHEWLLMX NEKapCTBEHHBIX NpenapaTos, NoaSeXuT rocy1apCTBeHHOW perucTpaumn B
nopsake, ycraHoBreHHoM [lpaeButensctBoM Poccuiickoii ®Penepaumm, Ha OCHOBaHWM MpPeACTaBleHHOro B
YNOMHOMOYEHHBI  hefeparnbHbli OpraH WCMONMHWUTENbHOW BRacTW 3asiBlieHns dep)kaTens unv Bragenbua
PerncTpaLmMoHHOro yAOCTOBEPEHMS NEKapCTBEHHOIO npenapaTta (YrnofIHOMOYEHHOro UM NnLa).

2. 3aperucTpupoBaHHasa npefenbHas OTMNYyCKHAsd LUeHa NPOWU3BOAMTENS Ha MNeKkapCTBeHHbIM npenapar,
BKITHOYEHHbIA B MEpeYeHb >XU3HEHHO HEOOXOOAUMBIX M BaXKHEWLUMX JIEKApCTBEHHLIX MpenapaToB, MOXET ObITb
nepeperncTpupoBaHa B CTOPOHY YBENUYEHWUs OOUH pa3 B KaneHZapHOM rogy Ha OCHOBaHUWM NpeacTaBreHHOro B
YMNOSIHOMOYEHHbIV  dheeparnbHbIi OpraH MCMOMHUTENbHOM Bnactu Ao 1 okTaAbps Kaxgoro roga 3asiBNeHust
aepxaTtens wunu Bnagenbla perncTpaumMoHHOro yAoCTOBEPEHUS NeKapCTBEHHOro npenapata (YNnorHOMOYEHHOrO
UM nuua).

3. BapernctpupoBaHHas npefenbHasi OTMYCKHas LieHa MPOM3BOAMUTENS Ha JEKAPCTBEHHBLIA MpenaparT,
BKJIIOYEHHBIN B MEpPeYeHb XM3HEHHO HEOBXOAMMBIX M BaXKHEMLUMX JIEKAPCTBEHHbLIX MpenapaToB, MOXET ObITb
nepeperuMcTpupoBaHa B CTOPOHY CHUXEHWsSI HA OCHOBAHWW NPEACTaBMNEHHOIO B YNOMHOMOYEHHBIN dheaepasbHbIi
OopraH WCMOSHUTENbHON BRAacTW 3asBIEHUs AepXaTens unu Bnagenbua PerMcTpauuoHHOro yaoCTOBEPEHUS
NeKapCTBEHHOro npenapara (YnosIHoOMOYEHHOro UM nmua).

4. [epxatens wunu Briageney pPermcrpauMoHHOro  yAOCTOBEPEHUS FeKapCTBEHHOro npenapara
(ynonHomo4eHHoe MM nuuo) 00si3aH NMpeacTaBUTb B YNMONTHOMOYEHHLIN dhefeparnbHbli OpraH UCTMONMHUTENBHON
BMacTu 3asiBieHMe O nepeperucTpaunm 3apermcTpupoBaHHOW NpedernbHOW OTMYCKHOW LeHbl MPOM3BOAMTENS Ha
NEKapCTBEHHLIN MpenapaT, BKMOYEHHbIA B NepeyeHb XM3HEHHO HEOOXOOUMbBIX U BaXKHEMLUIMX JeKapCTBEHHbLIX
npenapaToB, B CTOPOHY CHMXXEHUS B CNeayoLuX cnyvasx:

1) CHWXEHME LeHbl B MHOCTPaAHHOW BarnTe Ha JIeKapCTBEHHbIN Npenapar B CTpaHe Npou3BoanTens u (unm)
B CTpaHax, B KOTOPbIX JIEKAPCTBEHHbIN MpenapaT 3aperucTpupoBaH M (M) B KOTOpble MOCTaBnsieTcs
npoussoguTenem;

2) CHWXeHWe LUeH Ha pedepeHTHble NeKapCTBEHHbIe NpenapaTthl B COOTBETCTBUMM C MYHKTOM 1 HacTosLien
yactm (ons  COOTBETCTBYIOLMX  BOCMNPOU3BEAEHHbIX, OuoaHanoroBbix (6MOMNOAOOHLIX)  NEeKapCTBEHHbLIX
npenapaToB);

3) npeBbilleHNe nNpedenbHOM OTMYCKHOW LEeHbl Ha MepBbli  BOCMPOM3BEAEHHbIA, ©GuoaHanoroBbin
(6buonogobHbIN) NekapCTBEHHbIM NpenapaT WMHOCTPAHHOrO NPOWM3BOACTBA Hag MNpedenlbHOM OTMYCKHOW LIEHOM
Nnpon3BOaUTENST Ha BTOPOW BOCMPOM3BEAEHHbIA, OuoaHanoroBbii (OMONOAOOHbLIV) NEKApPCTBEHHLIN Mpenapar,
paccuynMTaHHOM B COOTBETCTBUM C METOAMKON, yTBEpXAeHHou [paButenscTBoM Poccuiickon deaepaumu;

4) npeBblleHNe npenenbHOM OTMYCKHOW LEHbl Ha MepBbli  BOCMPOM3BEOEHHbIW, OGuoaHanoroBbin
(6onoaoObHbIN) NekapcTBEHHBLIN NpenapaTt NPOM3BOAMTENS rocyaapcTBa - YneHa EBpasmMnckoro SKkOHOMMUYECKOro
colo3a Haj npefenbHOW OTMYCKHOW LIEHOW NPOM3BOAMTENS Ha BTOPOM BOCMNPOM3BEAEHHbLINM, GMoOaHanorosbIn
(6onoao0bHbIN) NekapCTBEHHBLIN NpenapaTt NPOM3BOAMTENS rocyaapcTBa - YneHa EBpasmMnckoro SKOHOMMUYECKOro
COl03a, pacCYMTaHHOM B COOTBETCTBMM C METOANKON, YTBEpXAeHHoW [paBuTenscTBoM Poccuiickon denepaumm.

5. lMopsgok nepeperncTpauum 3aperucTpUpoBaHHbIX MNpedenbHbIX OTMAYCKHbIX LieH npou3BoauTenen Ha
NeKkapcTBEHHbIE MpenapaTbl, BKIOYEHHbIE B NMEPEYEHb XU3HEHHO HEOOXOAMMBIX U BaXKHEWLUNX JNeKapCTBEHHbLIX
npenapaToB, B cCfy4asx, MNPeayCMOTPEHHbIX 4YacTamu 2 - 4 HacToswen craTbl, YCTaHaBnMBaeTcs
MpaButenbctBoM Poccuiickon ®epepauuu.

6. DKOHOMMYECKMI aHanu3 npefenbHON OTNYCKHOW LieHbl NPOWM3BOAMTENS Ha NeKkapCTBEHHbIM npenapar,
BKMIOYEHHbIA B MepeyvYeHb XXU3HEHHO HeOoOXOANMbIX W BaXXHEWMLIMX JeKapCTBEHHbIX npenapatoB, Mpu ee
rocydapCTBEHHOW  peructpaumMmM  uUnuM  nepeperucTpaumMmM  ocyllecTBnsieTcs  defepanbHbiM — OpraHom
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UCMOMHUTENBHOW BIACTW, OCYLLECTBNAAOLMM (DYHKLMU MO NPUHATUIO HOPMAaTUBHbBIX NPABOBbLIX aKTOB M KOHTPOIO
3a cobnoaeHVeM 3akoHoOaTenbCTBa B chepe rocyfapCTBEHHOMO PErynupoBaHusl UeH (TapudoB) Ha ToBapsbl

(ycnyrn).

7. PacuyeT npefenbHbIX OTNYCKHbIX LEH, YyKasaHHbIX B 4acTax 1 M 2 HacTodwen crtaTbW, MpU KX
rocyadapCTBEHHOW perncTpaumm unu nepepernctpauum ocyLlecTBnseTca B COOTBETCTBUM C  METOAMKON,
yTBepxaeHHon MNMpasuTtenscTtBoM Poccuickon ®efepauun n yuntbiBaroLLen B TOM YMcChe:

1) cobnioaeHve GanaHca MHTEPECOB NoTpebuTenelt nekapcTBeHHbIX NpenapaTos, BKIOYEHHbIX B NepeyeHb
KM3HEHHO HeObXOAUMbIX W BaXKHEWLIMX NEeKapCTBEHHbIX MpenapaToB, M NpPou3BoAMTENEend NeKkapCTBEHHbIX
npenaparoB, BKMOYEHHbIX B NepeyYeHb XU3HEHHO HEOOXOAUMBIX U BaXKHEWMLLNX NeKapCTBEHHbIX Npenaparos;

2) dhakTnyeckyo OTMYCKHYHO LieHy Ha nekapCcTBeHHble npenapatbl B Poccuiickon ®enepauuu, LieHy BBO3a
nekapcTBeHHbIX npenapatoB B Poccuiickyto defepauuio, a Takke LEeHbl Ha aHanornyHble IekapCTBEHHbIE
npenapaTbl, Haxoasawumecs B obpalleHmmn B Poccuiickon Pepepaumy;

3) 3aTpaTbl Npov3BoaUTENs NekapCcTBEHHOro npenapara Ha NPOW3BOACTBO W peanu3aLuio NekapcTBEHHOro
npenapara;

4) LEeHy Ha J'IeKapCTBeHHbIVI npenapart, ero ueHy B CTpaHe npoum3sBoauTernida M B CTpaHax, B KOTOPbIX
ﬂeKapCTBeHHbIVI npenapart 3apermctpmnpoBaH 1 (I/IJ']I/I) B KOTOpPbI€ NOCTaBNAEeTCA Npon3BoanTeNeM.

8. He monyckatotcsa peanvsauusi U OTMyCK NIEKapCTBEHHbIX MPEenapaToB, BKIOYEHHbIX B NEPEYEHb KU3HEHHO
HeoBXOoAMMbIX W BaXKHEMLIMX eKapCTBEHHbIX MNpernapaToB, Ha KOTOpPble MPOU3BOAUTENSIMU JIEKapPCTBEHHbIX
npenapaTtoB He 3aperMcTpupoBaHa npefenbHas OTMyCcKHas LieHa, peanusaums nponssoauTensamim nekapcTBeHHbIX
npenapaTtoB MO LieHaM, MPEBLILALWMM 3aperMcTpupoBaHHble WNU  NepeperucTpupoBaHHble npeaenbHble
OTMYCKHblE LieHbl Ha NeKapCTBEHHbIE Npenaparbl C y4eTOM Hanora Ha 406GaBneHHy CTOMMOCTb.

9. OcobeHHOCTU TFOCYapCTBEHHOIO PErynMpoBaHnst MpeferibHbIX OTMYCKHbIX LIEeH MNpou3BoauMTenen Ha
NeKkapcTBEHHbIEe MpenapaThbl, BKIOYEHHbIE B MEPEeYEHb XU3HEHHO HEODOXOAMMBIX U BaXKHEWLUNX NEeKapCTBEHHbLIX
npenapaToB, B 3aBUCUMOCTU OT SKOHOMUYECKUX 1 (MNK) coumarnbHbIX KpUtepues (M3MEHeHMe YCnoBun, nopsiaka u
CTOMMOCTM MNPOU3BOACTBA JIEKAPCTBEHHLIX MpenapaTtoB, UCMOMb30BaHWE HOBbIX ¢hopM, MeToOOB M CrnocoboB
rocyapCTBEHHOr0 perynupoBaHus LieH Ha NekapcTBEHHble MnpenapaTbl, B TOM 4YWUCIie Ha OCHOBE MexaHu3ma
pedepeHTHOro LEeHOOOpa3oBaHUsl, M3MEHEHUN MOpsiAka OKa3aHUA MEeOUUMHCKOM MOMOLUM, W3MEHEHWe Kypca
WHOCTPaHHOW BantoTbl U MHblE N3MEHEHMS) yCcTaHaBnmBatoTcs MNpasuTtenbctBom Poccuiickon ®egepauum.

(B pen. PenepanbHoro 3akoHa ot 08.03.2022 N 46-$3)

Ctatbsa 62. NocyaapCTBeHHbLM peecTp npeAenbHbIX OTNYCKHbIX LEeH NpousBoguTerier Ha JieKapCTBEHHbE
npenapaTbl, BKNHOYEHHbE B NepeYveHb XXM3HEeHHO HeobXOAUMbIX M BaXKHEMLLMX FieKapCTBeHHbIX NpenapaToB

1. 3apeructpupoBaHHble UM NepPeperncTpupoBaHHbIE NpeaesibHble OTMYCKHbIE LieHbl NPOU3BOAUTENEN Ha
neKapcTBeHHble npenapartbl, BKMOYEHHbIE B NepeYeHb XU3HEHHO HeobXOoOMMbIX U BaXKHEMLLUMX NeKapCTBEeHHbIX
npenapaToB, NOANeXaTt BKIYEHUIO B FOCYJapCTBEHHBIN peecTp npeaeribHbIX OTMYCKHbIX LieH NporM3BoauTenen Ha
neKkapcTBeHHble npenapartbl, BKMOYEHHbIE B NepeYeHb XU3HEHHO HeobXOoOMMbIX U BaXKHEMLLIMX NeKapCTBEeHHbIX
npenapaTos.

(B peqa. ®eapepanbHoro 3akoHa oT 06.06.2019 N 134-03)

2. F'ocynapCTBEHHbIN peecTp npefernbHbIX OTMNYCKHbIX LLEH NPOU3BOAMTENEN Ha NekapcTBEHHbIE Npenaparhbl,
BKITHOYEHHbIE B MEpPEYEHb XU3HEHHO HEOOXOAMMbIX U BaXXHEWMLUUX NIEKApPCTBEHHbIX NpenapaToB, cCoaepXuT B cebe
cneayoLLyo MHopMauuio:

1) HaMmeHOBaHWe [JepxaTens wnvM Briagenbua perncTpauuoHHOro yOOCTOBEPEHUS JIEKapCTBEHHOro
npenaparta, HanMmeHoBaHMEe MPOU3BOAUTENSA JIEKApPCTBEHHOro npenapara, cBeAeHUa O perucTpauum aepxatens
wnn Bnagenbua perncTpaLuoHHOro yAOCTOBEpEeHUsA IeKapCTBEHHOro npenapaTta, CBeJeHusa O perucrpaumm
npounssoauTensa nekapcrBeHHoOro npenaparta gna MeguuuHCKoro npuMeHeHua B KavyecTBe Haroronfarternbliuka B
CTpaHe peructpauum (Ang POCCUMCKUX HOPUAMYECKUX MWL - UAEHTUMUKALMOHHLIN HOMEpP HanoronnaTtenbLinka
(MHH), ana MHOCTpPaHHbLIX PUANYECKUX NUL, - CTpaHa perucTpalmm, HauMeHoBaHUe PerucTpupyloLero opraHa,
pervcTpaumnoHHbIA HOMEpP, KO HanoromnaTenbliyka B CTpaHe perncrpauum (MHKopnopauuu) WnvM ero aHanor),
MECTO HaxoXOeHWA NPOM3BOACTBEHHbIX MIIOLaA0K, Y4acTBYHOLWMX B MNpoLecce npou3BOACTBA JIEKapCTBEHHOro
npenapaTa, C yka3aHnem ctagumn npoLecca NnponsBoaCTBa;

(n. 1 B pea. PenepanbHoro 3akoHa ot 28.12.2017 N 425-93)

2) HaumeHoBaHWe NeKapCcTBEHHOro npenapaTta (MexayHapoaHoe HenaTeHTOBaHHOE, UNU rpynnupoBOYHOE,
U XMMMYeckoe 1 TOproBoe HaMMeHOoBaHUS);
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-d3)
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3) HOMep perMcTpaLoHHOro YOOCTOBEPEHUS NeKapCTBEHHOTO npenapara;

4) nekapctBeHHass popma C yka3aHMeM OO3UPOBKM FfEKApCTBEHHOrO Mpenapata U ero Komuyectsa BO
BTOPWYHOWM (NOTPEOUTENBLCKON) YNAKoBKE, @ TakKe KOMMITEKTHOCTb;
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

5) 3apervctpupoBaHHas npegenbHasi OTNyCKHas LieHa Ha NeKapCTBEHHbIM Npenapart B pyonsx;
(B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

6) paTa W HOMep npukasa YMNONHOMOYEHHOro deaepansHOro opraHa WCNOMHUTENBHOM BRactM O
rocyadapCTBEHHOW perncTpaumm wunn nepepernctpauun npeaensHoOn OTNYCKHOW UeHbl Ha feKkapCTBEHHbIN
npenapaT, BKITOYEHHbI B NepeYeHb XXU3HEHHO HEOOXOANMbIX N BaXKHEMLUMX NeKapCTBEHHbIX NpenapaTos;

(B peqn. ®epepanbHbix 3akoHOB 0T 22.12.2014 N 429-03, ot 06.06.2019 N 134-03)

6.1) naTa BCTyNneHnsa B cuny npukasa ynofHOMOYEHHOro oejepansHOro opraHa UCNofTHUTENBHOM BRiactu O
rocyadapCTBEHHOW perncTpaumm Wnu nepeperucTpaumMn npeaenbHoM OTNYCKHOM LEeHbl Npou3BoauTens Ha
NeKapCTBEHHbIA npenapart, BKIOYEHHbIA B MepeYeHb XM3HEHHO HEeOOXOAUMbBIX W BaXXHEeMLIMX NeKapCTBEeHHbIX
npenaparos;

(n. 6.1 BBeaeH PepepanbHbiM 3akoHoM OT 06.06.2019 N 134-03)

7) LUTPUXOBOW KOA, HAHECEHHbIN Ha BTOPUYHYLO (MOTPEOMTENBCKYHO) YNAKOBKY NNEKAPCTBEHHOMO Npenapara;
(n. 7 BBeaeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8) «kop nekapCTBEHHOro nMpenapara Mo aHaTOMO-TeEpPaneBTUYECKO-XMMUYECKOM  Knaccudukaumm,
pekomMmeHgoBaHHOW BcemupHon opraHmsaumen 3gpaBooXpaHeHns.
(n. 8 BBegeH deaepanbHbIiM 3akoHOM OT 22.12.2014 N 429-03)

3. FocypoapcTBeHHas peructpauus unu nepepernctpaumsa npefenbHbIX OTNYCKHbIX LleH Ha NeKapCTBEHHble
npenapaTbl, BKIIOYEHHbIE B MEpPeyYeHb XXMU3HEHHO HEeOOXOOUMBIX W BaXKHEWLUMX FeKapCTBEHHbIX Npenapartos,
BeJeHWe TrOoCydapCTBEHHOro peecTpa npeferbHbIX OTNYCKHbIX LEH nNpou3BoAuTernen Ha IeKapCTBEHHbIE
npenapaTbl, BKIHOYEHHbIE B MEepeyYeHb XXMU3HEHHO HEeOOXOOUMBIX W BaXKHEWLUMX FeKapCTBEHHbIX Npenapartos,
OCYLLIECTBNSAKOTCA B NOPsiAKe, ycTaHoBNEHHOM [MpaBuTtenbcTBoM Poccunckon ®epepauun.

(8 pea. PenepanbHoro 3akoHa ot 06.06.2019 N 134-d3)

Cratbsn 63. YcraHOBNeHWe opraHamMu MCMOSIHUTENLHON BNacTu cy6bektoB Poccuiickon ®epepaumm
npegenbHbX pa3sMepoB ONTOBbX HaA0aBOK U nNpeAesibHbX pPa3MepoB PO3HUYHBLIX HAOA0aBOK K (haKTUHeCKUM
OTMYCKHbM LieHaM, YCTaHOBMEHHbIM NPOU3BOAUTENSIMM JIeKapPCTBEHHbIX MpernapaTtoB, Ha JleKapCTBEHHbIR
npenapaTbl, BKITHOUYEHHbE B NepeyveHb XXU3HEHHO HEOOXOAMMBbIX U BaXKHEMLLMX JIeKapCTBEHHbIX NpenapaToB
(B peqa. PepepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. OpraHbl UCNONMHUTENBLHOW BRactu cybobekToB Poccuiickon ®Pepepauum ycTaHaBnMBalT npeernbHble
pa3Mepbl ONTOBLIX HAA0aBOK M NpefernbHble pasmepbl PO3HUYHBLIX Hag0aBOK K (DAKTUHECKUM OTMYCKHbIM LieHaMm
(6e3 yyeTra Hanora Ha p[gobaBnEeHHYW CTOMMOCTb), YCTAHOBIIEHHLIM MNPOU3BOAUTENSAMWU JEKAPCTBEHHbLIX
npenapaToB, Ha JIEKAPCTBEHHbIE Npenapartbl, BKIHOYEHHbLIE B NMEPEYEHb XU3HEHHO HEODXOAMMbBIX N BaXKHEMLLUMX
NeKapcTBEHHbLIX MpenapatoB, B COOTBETCTBMM C YTBEPXAEHHOW B MOpsAke, yCcTaHOBMEHHOM [lpaBuTenbLCcTBOM
Poccuiickon ®epepaunmn, METOAMKON YCTAHOBEHMST OpraHamMu MUCMOSHUTENBHOW BnactTu cyObekToB Poccumnckon
depepaumm npepenbHbIX pasMepoB ONTOBbIX HadbaBOK M MNpedernbHbIX PasMepoB PO3HUYHLIX HaabaBoOK K
drakTU4eCckuM OTMNYCKHbIM LeHaM, YCTaHOBIIEHHbIM MNPOM3BOAUTENSAMM NEKApPCTBEHHbIX MpenapaTtoB, Ha
NeKapCTBEHHbIE NMpenapartbl, BKIMOYEHHbIE B NMEpPEYEHb XM3HEHHO HEOOXOOUMBIX U BaXKHEWMLUMX JEKapCTBEHHbIX
npenapaTtoB. [1poeKkTbl pellueHU OpraHoB WCMOMHUTENbHOW Bractu cybwektoB Poccuiickon ®epepauumn o6
YCTaHOBMNEHUN U (MNN) WU3MEHEHUWM NpeferbHbIX pa3MepoB ONTOBbIX HagbaBOK W MpedesibHbIX pa3mMepoB
PO3HUYHbIX HAA0aBOK K (PaAKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM MPOW3BOAMTENSIMU JEKapCTBEHHBIX
npenapaToB, Ha NeKapCTBEHHbIE MpenapaThbl, BKIHOYEHHbIE B NEPEeYeHb XU3HEHHO HEOOXOAMMBIX U BaXKHEMWLLMX
NneKapCTBEHHbIX npenapaToB, MoAanexaTr COrfnacoBaHUID C  YNONMHOMOYEHHbIM  defeparnbHbiM  OpraHoMm
NCMOMNHNTENBHON BNAcTW, OCYLLECTBNAIOWUM (PYHKLUN NO NPUHATUIO HOPMATUBHBIX NPABOBbLIX aKTOB M KOHTPOSIO
3a cobnogeHnem 3akoHogaTenbCTBa B cdepe rocygapCTBEHHOINO PErynmpoBaHus UeH (TapudoB) Ha ToBapbl
(ycnyrn), B nopsigke, yctaHoBneHHom lNpaButenscreoM Poccuinckon ®egepaumn.

(B peq. PepepanbHbix 3akoHoB OT 13.07.2015 N 241-03, o1 27.12.2019 N 475-93)

2. OpraHuzaumm ONTOBOW TOPrOBNWM  JfEKAPCTBEHHLIMW  CPEACTBaMW, anTeyHble  opraHusauuu,
MHOMBUAOYyanbHble NpegnpuHMMaTeNn, UMELLNE NMLEH3NIO Ha dapMaLeBTUYECKYO OEATENbHOCTb, MeOULMNHCKUE
opraHuMsaumm, UMeKLmne NMLEH3NI0 Ha hapMmaLeBTUYECKYIO AeATeNbHOCTb, U UX 060cobneHHble noapasaeneHns
(ambynartopuu, denbawepckme n enbalepcKo-akyLLepckue nyHKTbl, LEHTPbl (0TAeneHus) oblien BpavyebOHOM
(ceMenHOoN) NpaKkTWKK), PacronoXeHHblIE B CEMbCKUX HACENEHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeuvHble
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opraHu3aumy, OCyLLEeCTBMAKT peanu3auuio NeKapCTBEHHbIX MpenapaToB, BKIHYEHHLIX B MNEPeEYEHb XKXU3HEHHO
HeOOXOAMMbIX U BaXKHEWLUMX NIEKAPCTBEHHbLIX NPenapaToB, MO LeHaM, KoTopble (DOPMUPYIOTCA B COOTBETCTBUM C
nopsiaKkoM, ycTaHoBneHHbIM lMpaBuTtenscTBom Poccuiickon Pefepaumm, U ypoBeHb KOTOphIX (6e3 yveTa Hamora Ha
0006aBneHHy0 CTOMMOCTb) He AOSMKEH NpeBbillaTb CYyMMY (QaKTUYECKOW OTMYCKHOW LEHbl, YCTaHOBIIEHHOM
npou3sognTenem nekapCTBEHHOrO npenapara, He npesbiaoLen 3aperMcTpupoBaHHON umm
nepeperncTpupoBaHHON NpedenbHOM OTMYCKHOW LeHbl Mpou3BoauTens (Ha gaTy peanusaumn fnekapCTBEHHOro
npenapaTta npou3BoAMTENEM), U pa3mepa ONToBOW HaabaBku u (Mnn) pasmepa PO3HWYHOW HanbaBKW, He
MpeBbILIaLWMX COOTBETCTBEHHO pa3Mepa npedenbHOW ONnToBOW HagbasBkum u (Mnn) pasmepa npenenbHow
pO3HMYHOM HaabaBkK, yCTaHOBMNEHHbIX B cyobekTe Poccuiickon Pegepaumm.

(4acTb 2 B peqn. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

3. OpraHbl ncnonHuTenbHOM BnacTn cyobekToB Poccuiickon depepaumm pasmewalot B cetn "MIHTepHeT"
MHOPMaLMIO O 3aperncTpyMpoBaHHbIX MpedenbHbIX OTMYCKHbIX LEeHax MNpou3BOAUTENEN Ha JeKkapCTBEHHble
npenapaTtbl, BKIOYEHHbIE B NepevYeHb XM3HEHHO HEeOoBXOAUMBIX M BaXKHEWLUUX FeKapCTBEHHbIX npenapaTtos, 06
YCTaHOBMEHHbIX B cybbekTte Poccuiickon Pepepauum npegenbHbIX pasmepax OMTOBbIX HagbaBok M (unn)
npegenbHbIX pa3Mepax PO3HUYHbLIX HaA0aBOK K YCTaHOBIEHHLIM NMPOM3BOAUTENSAMN NIEKAPCTBEHHbLIX NPenapaToB
(haKTUYEeCKMM OTMYCKHbIM LleHaM Ha feKkapcTBEHHble npenapaTbl, BKMNIOYEHHble B MNepeyvYeHb XU3HEHHO
HeOoOXOAMMbIX U BaXKHEMLLMX FEKapCTBEHHLIX NPenapaToB, a Takke O CYMME 3aperncTpuMpoBaHHLIX NpedenbHbIX
OTNYCKHbIX LEeH npou3BoAUTENEN Ha neKkapCTBEHHble MpenapaTtbl, BKMOYEHHble B MNepeyYeHb >KU3HEHHO
HeOoOXO4MMbIX U BaXXHEMLLMX NEKapCTBEHHbIX MPenapaToB, YCTaHOBMEHHbIX B cybbekTe Poccuiickon ®enepauum
npegenbHbIX pasMepoB OMNTOBbIX HaabaBoOK WM MNpefernbHbIX pPasMepoB PO3HMYHBIX HagbaBOK M Hamora Ha
AobaBneHHylo ctoumocTb. VHdopmaums, npegyCMOTpeHHas HacTosAWEen 4acTblo, JOIPKHA HaxXOAUTbCA Takke B
anTeyvyHbIX OpraHM3auusx B OOCTYNHOW AMS BCEX 3auHTEepecoBaHHbIX nuy dopme n OBHOBNATLCA MO Mepe ee
pa3meLLeHNst opraHamMmn UCMONHUTENBbHON BNnacTu cybbektoB Poccunckon ®egepaunm B cetn "MIHTepHeT".

(yacTb 3 B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

4. Ytpatun cuny ¢ 1 mapTta 2020 roga. - ®egepanbHbiin 3akoH oT 27.12.2019 N 475-03.

Masa 13. MOHUTOPUHI 3®PEKTUBHOCTU U BE3OINACHOCTHU
NEKAPCTBEHHbIX NMPEMNAPATOB, HAXOOALLUXCA B OBPALLEHUAU
B POCCUACKOW ®EOEPALIUU
(B peq. ®epepanbHoro 3akoHa oT 22.12.2014 N 429-93)

CraTbs 64. ®apmakoHaa3op
(B pen. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. JlekapcTBeHHble npenapatbl, Haxogswmecs B obpaweHun B Poccuickon Pepepaumn, nognexat
MOHUTOPUHIY 3(pEKTUBHOCTN N 6E30NaCHOCTM B LENSX BbISBIEHNS BO3MOXHbIX HEraTMBHbLIX MOCHEACTBUA UX
NPUMEHEHWS, UHONBMAYAINbHON HENEPEHOCUMOCTU, NpeaynpexaeHns MeauunHckux paboTHMKOB, CneunanncToB B
obnactn BeTepuvHapuu, MNaUMEHTOB WNM BradenbLeB XWBOTHbIX W WX 3alunUTbl OT MPUMEHEHUS] TaKMX
neKapCcTBEHHbIX NpenapaToB.

(B peqa. ®eapepanbHoro 3akoHa oT 02.08.2019 N 297-03)

2. dapmMakoHaA30p OCYLLIECTBISIETCH COOTBETCTBYIOLUMM YMONHOMOYEHHbIM heaeparibHbIM  OpraHom
UCMONMHUTENBHOW BRNacTM B YCTAHOBIIEHHOM WM TMoOpsake MNyTeM aHanuWsa npenocTaBnsieMoi cybbekTamu
obpalleHnss NeKapCTBEHHbIX CPEeACTB WHpopMauMnm O MOBOYHbIX [AENCTBUSAX, HeXenaTeNlbHbIX peakuusXx,
cepbesHblX HexenaTernbHbIX peakuusax, HenpeaBWAEHHbIX HeXenaTemnbHbiX peakuusix npu  NpUMeHeHun
neKkapcTBeHHbIX npenapaToB, 006 WHOMBMAYanbHOW  HENEepeHOCMMOCTM, OTCYTCTBUMM  3PEKTUBHOCTM
neKapcTBeHHbIX NpenapaToB, a Takke 06 MHbIX pakTax U 06CTOATENbCTBAX, NPEACTABNAIOLWNX YIPO3Y XKU3HU UMK
3[0pPOBbLI0 YerioBeka NGO KMBOTHOTO MPU TMPUMEHEHWUM FNEKAPCTBEHHBLIX MPEnapaToB M BbISIBIEHHbIX Ha BCEX
aTanax obpalleHus iekapcTBEHHbIX NpenapaToB B Poccuiickor depepaumm n apyrix rocygapcreax.

3. CyObekTbl 0OpalleHunsi nekapCTBEHHbIX CpPeacTB B MNOpsiAke, YCTAHOBIEHHOM  YMONTHOMOYEHHbLIM
denepanbHbiM OpraHoOM UCMONTHUTENBHON BNAacTu, 00si3aHbl COOOLLATb B YNONTHOMOYEHHBIN heaeparnbHbI OpraH
NCMNOMHUTENBbHOW BNactu O MOBOYHbIX AENCTBUAX, HeXenaTenbHbIX peakuusix, Cepbe3HblX HeXenaTenbHbIX
peakumsix, HenpeaBUMAEHHbIX HeXenaTemnbHbIX peakuusix MpyM MPUMEHEHUN JeKapCTBEHHbIX npenapartos, 06
NHOMBUOYaNbHON HEMEPEHOCMMOCTM, OTCYTCTBUM 3(PEKTUBHOCTU NEKAPCTBEHHbIX NpenapaTtoB, a Takke 00 MHbIX
dakTax n obcTosATeNbCTBaX, NPEACTaBAOWMX Yrpo3y >XU3HW UMW 300POBbLI0 YenoBeka NMbOo KMBOTHOrO Mpu
NMPMMEHEHMN JeKapCTBEHHbIX MpenapaTtoB M BbISBMEHHbIX Ha BCex 3Tanax obpalweHus neKapCTBEHHbIX
npenapaToB B Poccuinckon depepaumm u Apyrnx rocyaapcraax.

4. [epxatenu wnu Bragenblbl PEervcTpauMOHHBIX YOOCTOBEPEHWUN J1eKapCTBEHHbIX Mpenapartos,
lopuanMYeckue nuua, Ha MMS KOTOPbIX BblAaHbl PaspelleHus Ha MpoBedeHWne KIMHWYECKUX WUccrenoBaHuin B

[ata nevatu: 13.06.2023 Cuctema KoHeynbTaHTl ntoc: Poccuiickoe 3akoHoaaTenscTBo (Bepcus Mpod) Jlner 93



DdepepanbHbii 3akoH oT 12.04.2010 N 61-®3 (pea. ot 28.04.2023) "O6 obpallieHun nekapcTBEHHbIX CpeacTs”

Poccuiickon ®epepauun, nubo ynorHOMOYEHHbIE UMW Apyrue lopuauydeckMe nvua B pamkax obecneveHus
6e30nacHOCTN NeKapCTBEHHbIX MpenapaToB B MOPsiAke, YCTaHOBIIEHHOM COOTBETCTBYHOLUMM YMONTHOMOYEHHbLIM
denepanbHbIM OpraHoM MCMOJSTHUTENBHOW BriacTn, 00s3aHbl OCYLLECTBNSATL NpUeEM, yyeT, obpaboTKy, aHanun3 u
XpaHeHve nocTynawwux B WX agpec OT cybbekToB oOpalleHns fekapCTBEHHbIX CPeACTB M OpraHoB
rocygapCTBEHHON BnactM coobueHMn O MobOOYHbIX OEeNCTBUAX, HeXenaTenbHbIX peakumsix, CepbesHbIX
HexernaTenbHbIX U HeNpeABUOEHHbIX HeXenaTerbHbIX peakumsx nNpu NPUMEHEHUN NeKapCTBEHHbIX Npenapartos,
06 O0COBEHHOCTAX WX B3aMMOAEWCTBMS C APYIMMU  JeKapCTBEHHbIMM NpenapataMuv, WHAMBUOYarbHON
HenepeHoOCMMOCTH, a Takke 00 MHbIX dhakTax u 06CTOATENbCTBAX, NPEACTaBNALWMNX YIPO3Y XKNU3HW UK 340POBbI0
yernoseka NMbo XMBOTHOTO MMM BAWSIOWMX HA N3MEHEHWE OTHOLUEHUS OXMOAEMOW MOSb3bl K BO3MOXHOMY PUCKY
NPUMEHEHUS NeKapCTBEHHbIX NpenapaTos.

5. MMpu BbIABNEHUM MWHGOPMALUM O Cepbe3HbIX HeXenaTesrlbHbIX peakuusix W  HenpeaBUOEHHbIX
HexernaTesbHbIX peakumsix Npu NpUMeHEHNN NeKapCTBEHHbIX NpenapaToB, 06 0COBGEHHOCTAX UX B3aMMOAENCTBUS
C OPYrMMK neKkapCTBEHHbIMU MpenapataMu, UHOUBMAYanbHON HErnepeHOCUMOCTM, a Takke 06 WHbIX dpakTax u
06CTOATENLCTBAX, BIMAIOLMX HA U3MEHEeHWEe OTHOLLEHWUS OXMOAEMOW NOoJb3bl K BO3MOXHOMY PUCKY NMpUMeHeHus
neKkapcTBeHHbIX MpenapartoB, AepXaTenn unu Brnadenblbl PerMcTpauMoHHbIX YOOCTOBEPEHUIA NeKkapCTBEHHbIX
npenapartoB, lOpUAMYECKME §MLa, Ha WMS KOTOPbIX BblAaHbl paspelleHUs Ha MpoBeAeHUE  KIMHUYECKMX
nccnenosaHuit B Poccuiickot ®enepaumm, nnMbo ynornHOMOYEHHbIE UMW Opyrue lopuavdeckue nuua obssaHbl
NPUHATL Mepbl, HanpaBreHHble Ha YCTpaHeHWe HeraTUBHbLIX MOCMNeacTBUA NMPUMEHEHUS TakUX reKapCTBEHHbIX
npenapaTtoB, NpeaynpexaeHne NpUYNHEHUs Bpeaa XU3HW UKW 340POBbI0 YenoBeka Mo KMBOTHOO, 3aLUUTY UX
OT MPUMEHEHUS] TakMX FNEKAPCTBEHHbIX MPenapaToB, Ha AOMONHMTENbHbIA cOop AaHHbIX 06 3hEKTUBHOCTU U
6e30MacHOCTM TaKUX NeKapCTBEHHbIX MpenapaTos.

6. 3a HecoobLieHMe wunKn COKpbITUE MWHAOPMaLUK, NPegyCMOTPEHHOM 4YacTbld 3 HaCTOsILLEN CTaTby,
aepxaTenu unv Brnagernblbl PErMCTPauMOHHbIX YAOCTOBEPEHMIN NEKAPCTBEHHbIX NPenapaToB, pugndeckne nuua,
Ha UMsi KOTOPbIX BblAaHbl paspeLlleHns Ha MpoBeAEHNEe KIMHUYECKUX nccregoBaHun B Poccuickon depepauun,
nmnbo yNnorHOMOYEHHbIE UMW OpYyrve rpuguyeckne nvua, a Takke AOIMKHOCTHbIE Nuua, KOTOpbIM 3Ta UHopmauns
cTana usBecTHa MO pogy MX MpodecCuoHanbHOM OEeATeNbHOCTU, HeCyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHoaaTenscTBoM Poccuickon denepaumu.

7. Tpu nony4YeHUn YMNoOmHOMOYEHHbIM doedeparnbHbiM OpraHOM WCMOSTHATENBHOMW BRacTM B paMKax
ocyuwlecTBneHns um apmakoHaa3opa [okasaTeNnbCTB O HECOOTBETCTBMM  fIeKapCTBEHHOro npenapara
YCTaHOBMEHHbIM TpeboBaHMAM NNy Npy NofnyvYeHnM MHOpMaLmMmM O HECOOTBETCTBMU AaHHbIX 06 3hEKTMBHOCTU
n o 6e30nacHOCTM JEeKapCTBEHHOro npenapata [AaHHbIM O JleKapCTBEHHOM Npenaparte, coAepXalmmcs B
WHCTPYKUUM MO €ero npuMeHeHuto (B TOM 4WCre BbISIBNEHHbIX B XO4e OcCylLlecTBneHus ¢apmakoHaasopa
KOHTPOSbHO-HAA30PHbIMU  OpraHaMy  MHOCTPaHHbLIX rOCyaapcTB), YMOMHOMOYEHHbIM defeparnbHbli  opraH
WCNOSNTHUTENBLHOM BNAacTu B YCTAHOBNEHHOM UM NOpSAKe paccMaTpuBaeT BOMPOC O MPUOCTaHOBNEHUN NPUMEHEHUS
TaKoro riekapcTBeHHOro npenapara.

CtaTtbs 65. [NMpuocraHoBneHne NpUMEHeHUs fleKapCTBEHHOro npenaparta
(B pen. ®epgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. Mpn nonyyYyeHnn wHoOpMaUMM O HexXenaTeSlbHbIX peakuusix Mpu MPUMEHEHUM JIEKaPCTBEHHOMO
npenaparta, He YyKasaHHbIX B WHCTPYKUMM TO TMPUMEHEHWIO JIeKapCTBEHHOro mMpenaparta, CepbesHbIX
HexernaTtesnbHbIX peakumsix, 06 0CobeHHOCTSX ero B3aMMOAENCTBMS C APYrMMK JIeKapCTBEHHbIMU NpenapaTtamu,
KOTOpble MOryT TMpPEACTaBMSATb Yrpo3y JKU3HU UMW 300POBbID  YenoBeka NGO JKMBOTHOMO, a Takke o
HECOOTBETCTBUM AaHHbIX 06 3(pdeKTMBHOCTM U O 6e3onacHOCTU reKapCTBEHHOro mnpenaparta AaHHbIM O
neKkapcTBEHHOM MpenapaTe, COAEPXKalUMMCH B WHCTPYKUMM MO €ro npuMeHeHuio, B TOM u4ucrne oOT
YNOMTHOMOYEHHBIX OPraHoB WHOCTPaHHbLIX rocydapcTs, OBMeH KOTOpOW OCYLLECTBNAETCA B COOTBETCTBMU C
cornalleHnaAMIN Mexay ynorHOMOYeHHbIM heepanbHbiM OpraHoM UCMONHUTENBHON BMAacTU U YNONTHOMOYEHHbIMU
opraHamy MHOCTPaHHbIX [OCYAapcTB, YMONIHOMOYEHHbIN dbedepanbHbii  OpraH  MCMOSIHUTENbHON  BRacTu
paccmaTtpvBaeT BOMPOC O BO3MOXHOCTM MPUOCTAHOBIEHUS] OOpalleHVsi Takoro JIekapCTBEHHOro npenapaTta B
nopsiake, yCTaHOBIIEHHOM YMOMHOMOYEHHBIM (heaeparibHbIM OPraHoOM UCMONTHUTESTbHOWM BacTu.

2. TlpM HeuCcnomHeHMM WM  HeHagnexawem WCNOMHEHMWM  AepXaTenamu unuv  Bragenbuamm
pPerncTpaLmMoHHbIX YAOCTOBEPEHUA NEeKapCTBEHHbIX MpenapaToB, PUANYECKUMM NMLUaMW, Ha WUMS KOTOPbIX
BbldaHbl pas3pelleHnss Ha NpoBedeHue KIMHUYECKMX wuccrnegoBaHum B Poccuinickon ®depepaumn, wunm
YNOSTHOMOYEHHBIMW UMW OPYTUMU OPUANYECKAMU NULaMn 06A3aHHOCTEN, YCTAHOBITEHHbBIX YacTsaMu 3 1 4 cTaTbu
64 HacTosiero PepepanbHOro 3akoHa, NMMbo B crnydasix NpeAcTaBreHuMsl COOTBETCTBYHOLWMM YNONTHOMOYEHHbBIM
denepanbHbiM OPraHOM WUCMOJSTHUTENBHOW BNACTU 3aKMOYEHUs1 O HEJOCTOBEPHOCTU Pe3yrbTaToB KITMHUYECKOro
nccnenoBaHus NeKapCTBEHHOrO npenaparta Ans MeauuUmMHCKOro NpUMeHeHnsl, KOTOPOe OCHOBAHO Ha pesyrnbTarax
NpoBEpPKN MEeOMULIMHCKON opraHu3auuu, MpoBOAMBLUEN YKa3aHHOE KMMHUMYECKOEe WCCredoBaHWe C HapylLleHueMm
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npaBun Hagnexalen KNMHUYEeCKon NPaKTUKK, U MPUBENO K MONyYeHUI0 HeLOCTOBEpHbIX pesynbTaToB, nMbo B
Cryyae HeBbIMOSIHEHUS NpPeanucaHns, BblAaHHOMO YMNONHOMOYEHHbIM doeaeparnbHbiM OpraHoM MCMONHUTENbHOM
BracTM Mo uToraM OCYLLECTBMEHMS BbIDOPOYHOrO KOHTPONA KadyecTBa rleKapCTBEHHOro Mpenapara,
YNOMTHOMOYEHHBIV heiepanbHblil OpraH UCMONMHUTENBHOW BIAcTV B YCTAHOBIIEHHOM UM Mopsiake paccMaTpuBaeT
BOMPOC O NPVOCTaAHOBIEHUM NMPUMEHEHWS TAKOTO fIeKapCTBEHHOro npenapaTa.

3. YnonHoMo4eHHbIn theaepanbHbIili opraH UCNONHUTENBHOW BRacTu Npu npeacTtaBneHnn emy CBeeHun o
HEeCOOTBETCTBMM  MPOU3BOAUTENS  JIEKApPCTBEHHbIX  CPeAcTB  TpeboBaHnvMaAM  npaBun  Hagnexalewn
NPOM3BOACTBEHHOW MPAaKTUKK 1 (MK) O HapyLUEHUN NULEH3UOHHBIX TPeboBaHUN, KOTopble OblNN BbISABEHbI B X04€
NPOBEAEHUSA MHCMEKTUPOBAHWS MPOU3BOAUTENS NEKApCTBEHHbIX CPEACTB WIWN OCYLLECTBIEHUS JTMLEH3MOHHOIO
KOHTpONs B cdpepe nNpomsBoACTBa feKapCTBEHHbIX CPEACTB M MpMBENVW UM MOTyT MPUBECTU K MPOU3BOACTBY
NeKkapCcTBEHHbIX NpenapaToB AN MeOUUMHCKOTO MPUMEHEHUS, MPUYMHUBLLMX WKW CMOCOOHBIX MPUYMHUTE Bpen
XW3HU UNU 300pPOBbI0 rPaxdaH, paccMaTpvMBaeT BOMPOC O MNPUOCTAHOBIIEHUW MPUMEHEHUS JEKapPCTBEHHbIX
npenapaToB ANg MeQULUHCKOrO MPUMEHEHUS B YCTAHOBMEHHOM UM MOpsiAKe B CreayroLmnx cryvasx:

1) coctaB u (Mnn) TeXHONOrMsA NPOM3BOACTBA JIEKAPCTBEHHOrO npenapara Ansg MeauUUHCKOro NpuMeHeHus
(c onncaHneM cTaamin NPoM3BOACTBA) OTIMYAKOTCS OT 3asiBMEHHbIX B PEMMCTPALMOHHOM [OChE;

2) rnekapcTBEHHbIi npenapat Ans MegWuUMHCKOrO TMNPUMEHEHWs NpOu3BeAeH Ha MpPOM3BOACTBEHHOM
nrowagke, He ykasaHHOW B perncTpaLyoHHOM [OChE;

3) y npousBoAnTENS NEKAPCTBEHHbLIX CPEACTB OTCYTCTBYIOT AOKYMEHTHI, MOATBEPXKAAoLNe COOTBETCTBME
KayecTBa eKapCTBEHHOro npenaparta afis MeaWLUMHCKOTO MPUMEHEHUs, BBOAMMOIO B FpaXkgaHCKuin oboporT,
TpeboBaHNAM, YCTaHOBIIEHHbIM MPU €ro roCyAapCTBEHHON PErMcTpaumu;

4) npous3BoAUTENEM JEKAPCTBEHHbIX CPEACTB B COMMTACOBAHHbIA C COOTBETCTBYIOLLMM YMOMHOMOYEHHbBIM
denepanbHbiM OpPraHOM MCMOSIHUTENbHOW BIAaCTM CPOK HEe YCTPaHeHbl HapylleHus TpeboBaHWA MpaBun
Hagnexallen NpovM3BOACTBEHHOW MPAKTUKL U (M) NMLEH3UOHHBIX TPEOOBaHMI, KOTOPbIE ObINN BbISIBNIEHBI B X04€
npoBedeHNs MHCMNEKTUPOBaHUA MPOU3BOAUTENSA JIeKAPCTBEHHbIX CPEeACTB UMW OCYLLECTBMEHUS NULEH3UOHHOIo
KOHTpOSS B cdpepe MpOU3BOACTBA JIEKAPCTBEHHbIX CPeACTB M NPMBENU UM MOryT NPMBECTU K NPOU3BOACTBY
NeKapCcTBEHHbIX NpenapaToB A MEAULMHCKOrO MPUMEHEHUS!, NMPUYMHUBLUMX UMN CMOCOOHBLIX MPUYMHUTL Bpea
KU3HU NN 300P0BbLIO rpaXKaaH.

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

4. YNonHoMo4eHHblM hegepanbHbIi OpraH UCNOSTHUTENBHOM BNacTW MPU HanuyMmM y Hero cBedeHun o
HEeCOOTBETCTBMM  MPOU3BOAUTENS  JIEKapCTBEHHbIX  CpeAcTB  TpeboBawvMaAM  npaBun  Hagnexawew
NPOM3BOACTBEHHOW MPAaKTUKK 1 (MK) O HapyLUEHUN NNLEH3UOHHBIX TPeboBaHUN, KOTopble ObINN BbIABEHbI B X04€
npoBefeHUs MHCMEKTUPOBaHUSA MPOM3BOAUTENS NEKapCTBEHHbIX CPEACTB UMM OCYLLECTBIEHUS NULEH3VOHHOMO
KOHTpons B cdepe npou3BOACTBaA NeKapCTBEHHbIX CPeACTB W NPUBENW UAM MOryT NPUBECTU K MPOU3BOACTBY
NeKapCTBEHHbIX MpenapaToB AN BETEPUHAPHOIO MPUMEHEHUS, MPUYMHUBLLMX UM CMOCOOHBIX NMPUYUHUTL BPEL
XWU3HU UMM 300POBLI0 KMBOTHBIX, paccMaTpMBaeT BOMPOC O MNPUOCTAHOBMEHMM peanu3auum n npUMeHeHus
NneKapCTBEHHbIX MnpenapaToB ANd BETepUHAPHOro MpUMEHEHUS B YCTAHOBMEHHOM UM MOPsiAKe B CreaytLmnx
crnyyasx:

1) cocTae U1 (MNn) TEXHOMNOrMS NPOM3BOACTBA NIeKapCTBEHHOTO NpenapaTa Ans BeTepUHapHOro NpMMEHEHNS
(c onncaHWem cTaamin NPON3BOACTBA) OTNIMYAIOTCA OT 3asABIIEHHbIX B PErMCTPaLNOHHOM [OChE;

2) ﬂeKapCTBeHHbIVI npenapatr and BeTepuMHapHOro npuMMeHeHuna npoun3BeneH Ha FIpOM3BOﬂ,CTBeHHOI2
nnowiagke, He yKa3aHHOIZ B pernctpaunMoHHOM O0Chbe;

3) Yy npons3soauTend JNiekapCTBEeHHbIX CPpeacTB OTCYTCTBYHOT AOKYMEHTbI, noarBepXxaawuine cooTBeTcTteme
KadyeCTBa J1eKapCTBEHHOro npenaparta ghsa BeTepuHapHOro npuMMeHeHuna, BBOOUMMOIO B Fpa)K,El,aHCKVIVI 060p0T,
Tpe6OBaHI/IF|M, YCTaHOBJ1€HHbLIM Mpn ero rocyp,apCTBeHHoPl perncrpaunu;

4) npousBoaUTENEM NEKapCTBEHHbIX CPEACTB B COMMacOBaHHbIA C COOTBETCTBYIOLLMM YMNOMHOMOYEHHbIM
degepanbHbIM  OpPraHOM UCMOJNTHUTENbHOM BMAcTM CPOK He YCTpaHeHbl HapyleHus TpeboBaHWi npaBun
Haanexallen NPon3BOACTBEHHOM NPAKTUKN U (MITK) NMULIEH3NOHHbIX TPEBOOBaHWA, KOTOpblE ObINK BLISBIEHLI B X04€e
npoBeAeHNa UHCNEKTUPOBaHUA MPOU3BOAUTENSA NEeKapCTBEHHbIX CPeAcTB WUNU OCYyLLEeCTBIIeHUs IULEH3UOHHOro
KOHTponsa B cdepe npou3BOACTBaA NeKapCTBEHHbIX CPeACTB W NPUBENW UAW MOryT NPUBECTU K MPOU3BOACTBY
NeKapCTBEHHbIX MpenapaToB AN BETEPUHAPHOIO MPUMEHEHMUS, MPUYMHUBLLMX UM CMOCOOHBIX NPUYUHUTL BPEL
YKU3HWU U 300POBbI0 XXNBOTHbIX.

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

KoHcynbTaHTlntoc: npyumevaHue.
C 01.01.2026 cT. 65 gononHsaetca 4. 5, 6 (3 o1 27.12.2019 N 475-D3).
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KoHcynbTaHTlntoc: npyumevaHue.
C 01.09.2023 cT. 65 pononHsetca 4. 7 (P3 ot 02.07.2021 N 317-03). Cm. OyayLuyro peaakumio.

CtaTtbsa 66. MHcbopmaumsn o pesynsraTax cpapmakoHaasopa
(8 pen. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

YNONHOMOYEHHbIN hbefeparibHbIi OpraH UCMOMHUTESNbHON BRacTU, OCYLLEeCTBRAKLWUIA hapmakoHaasop, no
ero pesynbTatam pasmellaeT Ha cBOeEM ouumansHoM cante B ceTn "MHTepHeT" nHopmaumio o:

1) BbISBMEHUM HOBbIX MOATBEPKAEHHbIX AAHHBIX O MOBOYHbIX OENCTBUSIX, HeXenaTeslbHbIX peakuusix,
CEepbe3HbIX HexXenaTeslbHbIX peakuusix, HenpeaBWAEHHbIX HeXenaTemnbHbIX peakuusix npyu  NpuMeHeHWun
rieKapCTBEHHOro mpenapara, B TOM Y/CMe BIUSIOWMUX HAa OTHOLUEHME OXWOAEMOWN MOoJib3bl K BO3MOXHOMY PUCKY
NPUMEHeHWs1 JaHHOro NeKapCTBEHHOTO Npenapara;

2) NPUWHATBIX PELIEHUSX O BHECEHWN W3MEHEHUA B WHCTPYKLMIO MO MPUMEHEHUI0 J1eKapCTBEHHOro
npenaparta, O MNPUOCTAHOBIIEHUM MPUMEHEHMsI JeKapCTBEHHOro rpenapata, 06 u3bsTUM K3  obpalueHus
rieKapCTBEHHOro npernapaTa Uiy 0 BO30GHOBMEHMIN NPUMEHEHUS JIeKapCTBEHHOro npenapara.

Masa 14. UH®OPMALIUA O NEKAPCTBEHHbBLIX MPEMNAPATAX. CACTEMA
MOHUTOPUHIA ABUWXEHUA NEKAPCTBEHHbIX MPEMNAPATOB
anda MEQUUUHCKOIo NPUMEHEHUA
(B peq. PepepanbHoro 3akoHa oT 28.12.2017 N 425-93)

Ctatbs 67. UHdopmaums o nekapcTBeHHbIX npenapaTtax. CucteMa MOHUTOPUHIa ABWKEHUSA JIeKapPCTBEHHbIX

npenapaToB Ans MeAULIMHCKOro NnpuMmeHeHus
(B peg. depepanbHoro 3akoHa oT 28.12.2017 N 425-03)

1. VIHbopMaumsi 0 nekapCTBEHHbIX NMpenaparax, OTNyCKkaeMblX MO PeLEenTy Ha JIEKapCTBEHHbIM npenapar,
JOImKHa coOepXaTbCA TOSIbKO B CneumanmnsnpoBaHHbIX UW3OaHUAX, MpedHasHayeHHbIX Ond  MeauUMHCKUX,
hapmavueBTMYeCKMX pabOTHMKOB, cneuuanuctoB B obnactu BeTepuHapun. WHdopmauma o0 nekapCTBEHHbIX
npenapaTtax And crneunanuctoB B obnactm obpalleHus NeKapCTBEHHbIX CPEACTB MOXET COAepXaTbCs B
MOHoOrpadusx, cnpaBOYHMKaX, HaY4YHbIX CTaTbsX, B AOKMagaxX Ha KOHrpeccax, KOHgepeHUMsiX, CUMNo3nymax,
Hay4HbIX COBETax, a TakkKe B MHCTPYKUMAX N0 NMPUMEHEHUIO NeKapCTBEHHbIX NpenapaTos.

(B peqa. ®eapepanbHoro 3akoHa oT 02.08.2019 N 297-03)

2. NHopmaumss o0 nekapCTBEHHbIX NpenapaTax, oTnyckaemMbix ©6e3 peuenTa Ha NEeKapCTBEHHbIM npenapar,
MOXeT codepxaTbCsl B nybnukaumsax n obbsaBneHmsx cpegctB MaccoBOW MHopmauun, cneumannavpoBaHHbIX U
OOLWMX MeyYaTHbIX W3OaHUSAX, WHCTPYKUMAX MO MPUMMEHEHMIO JeKapCTBEHHbIX MpenapatoB, WHbIX W3OaHWsAX
cybbekToB oOOpalleHns nekapcTBEHHbIX cpeacTB. PeknamHble MaTepuansl O NekapCTBEHHOM npenaparte,
oTnyckaeMoM 6e3 peuenTta Ha NekapCTBEHHbIV NpenapaT, SOJPKHbI COOTBETCTBOBATbL MHCTPYKLMU MO NPUMEHEHWIO
neKkapCcTBEHHOro npenapara.

3. OonyckaeTcs Ucnosnb3oBaHue NobbiX MaTepuasibHbIX HOCUTENEN, NO3BONSIOWMX XpaHWUTb, NepegaBaTtb U
Mcnonb3oBaTtb MHGOPMaLMIO O NEKAPCTBEHHbIX NpenapaTax 6e3 ee UCKaXKeHWs.

4. [Ina uenen vaeHTUdUKaAUUM YNAKOBOK fEKapCTBEHHbIX npenapaToB ANd MeAWUUHCKOro MpYMeHeHUs
Npon3BOOUTENN NEKAPCTBEHHbBIX CPEACTB B Nopsiake, ycTaHoBneHHoM [NpasutenscTBom Poccuiickon ®epepauun,
HaHOCAT Ha MEepPBMYHYKO YNAKOBKY (B OTHOLLUEHWM NEKAPCTBEHHbIX NMPenapaToB Afs MEAWLMHCKOrO MpUMEHEHMS,
ONsS KOTOpbIX He MpefycMOTpeHa BTOpMYHAas YNakoBka) W BTOPUMYHYK  (MOTPEOWUTENbCKYK)  YnakoBKY
NneKapCTBEHHbIX npenapatoB ANd MeOMWLMHCKOro NpUMEHEeHWs cpeacTtBa WAEHTUMUKaUMK, 3a UCKIHYEHUEM
NeKapCTBEHHbIX MnpenapaToB Ans MeAULUMHCKOro NPUMEHEHUs, NMpou3BOANMbLIX ANsS MPOBEAEHUs] KITMHUYECKUX
nccneaoBaHuK, 3KCNopTa, NeKapCTBEHHbIX NpenapaToB And MeAULMHCKOro NPpUMEHEHUS, YKa3aHHbIX B YacTax 5 u
8 ctatbu 13 HacToswero defepanbHOro 3akoHa, paguogapmaueBTUUYECKNX NEKapCTBEHHbIX NpenapaToBs, NUSBOK
MeAMLIMHCKUX U ra3oB MeULNHCKAX.

(vacTb 4 BBegeHa PepneparnbHbiM 3akoHOM oT 28.12.2017 N 425-93 (pea. 27.12.2019))

5. XapakTepucTuku cpeacTtBa uaeHTUdMKaumm, MOPSiAOK ero HaHeceHust U TpeboBaHMsS K CTPYKType U
dopmaTy MHOPMaLUK, KOTOPYH COOAEPXUT CPeAcTBO uAeHTUdUKauuu, onpefenstotcs [lpaBuTenbCTBOM
Poccuiickon ®epeparmu.

(vacTb 5 BBegeHa deaepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)
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6. MNopagok cosgaHusa, passuTUs, BBOAA B 3KCNnyaTauuioo, 3KchnyaTaumm v BbiBOAA W3 SKChnyaTauum
CUCTEMbl MOHUTOPWHra [OBWXEHUA JeKapCTBEHHbIX npenapaToB And MeaUUUMHCKOro NpUMeHeHWs, nopsanok
npegocTaBsneHus UHgopmaLnm, cogepxallencs B CuCTeMe MOHUTOPUHIa ABUXEHUS NeKkapCTBEHHbIX npenapaTos
Ons MeaMLMHCKOro NpUMEeHeHus, 1 NopsaoK B3aMMOAENCTBUS YKa3aHHOW CUCTEMbI C MHbIMU FOCYAapCTBEHHbIMU
WH(POPMALIMOHHBIMU  CUCTEMAMU U UH(POPMALUMOHHBIMKU CUCTEMAMMU  KOPUAMYECKUX NUL, U MHOMBUAYANbHbIX
npegnpuvHMMarenen, ykasaHHbliXx B 4actsax 7 u 10 HacToswen crtaTbu, ycTaHaBnmBaloTcs [lpaBuMTenbCTBOM
Poccuiickon ®epepaumun. OnepatopaMmy CUCTEMbl MOHUTOPUHIa ABMXEHUSI NEKapCTBEHHbIX npenapaTtoB Ans
MEeOMLUMHCKOTO MpUMEHeHMs SABMAOTCA eaepanbHbil OpraH MCMONHUTENbHOM Bractm M (Mnu) opraHusauus,
yrnosfnHoMoueHHble [NpaBuTenscTBoM Poccuiickon degepaumm.

(yacTb 6 BBegeHa deaepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

7. KOpuguyeckne nuua WM MHAMBUAYyanbHble nNpeanpvHMMaTeny, OCYyLLeCcTBNsLWMe MNpon3BOACTBO,
XpaHeHue, BBO3 B Poccuiickyio defepaumio, OTNYCK, peanusauuio, nepenadvy, npuMeEHeHUe U YHUUTOXEHuEe
NEeKapCTBEHHbIX NpenapaTtoB AN MeAMUMHCKOro NpuMeHeHus, obecnevmBaloT B Nopsigke M B COCTaBe, KOTOpPble
ycTaHoBneHbl NMpaButenbctBoMm Poccuickon degepaumm ¢ y4eTOM Buga OCYLLECTBSIEMON UMUK OEATENBHOCTMH,
BHeceHue nHdopmMaumm 0 fekapCTBEHHbIX NpenapaTtax And MeauunHCKOro NPUMEHeEHNa B CUCTEMY MOHUTOPUHIa
OBWKEHUS NekapCTBEHHbIX NpenapaToB A1 MeOULMHCKOrO NPUMEHEHUS.

(4acTb 7 BBegeHa depneparnbHbiM 3akoHOM oT 28.12.2017 N 425-93)

7.1. INlekapcTBeHHble MpenapaTtbl AN MeOUUMHCKOTO MPUMEHEHWs, NpedHasHa4veHHble Ons obecneyeHus
nuu, 6onbHbIX remodmnmen, MykoBMCLUMA030M, rMnodun3apHbiM HaHM3MOM, 6onesHbio MoLwe, 3roKkavyecTBEHHbIMU
HOBOOOpa3oBaHMSAMU NMMGOMAHON, KPOBETBOPHOM M POOCTBEHHBLIX MM TKaHEW, pacCesiHHbIM CKIepo3oM, muL
nocrie TpaHChnaHTauunm OpraHoB W (unu) TkaHewn, npousBedeHHble o 31 aekabps 2019 roga, a Takke MHble
NeKapCTBEHHbIE Mpenaparbl Ang MeguLUHCKOro NpMMeEHeHus1, npounseeneHHble Ao 1 uona 2020 roga, nognexat
XpaHEeHMWI0, NepeBo3ke, OTMYCKy, peanu3aumn, nepegaye, NnpuMeHeHuto 6e3 HaHeceHus cpeacTB MAEHTUdUKALMM
00 ncTeyeHus cpoka ux rogHoctu. MpaeutenbcTBo Poccuickon depepaumm BnpaBe YCTaHOBUTb OCOOEHHOCTU
BBOJA B rpakaaHckuii obopoT nekapCTBEHHbIX NpenapaToB 4S9 MEAMLUUHCKOrO NMPUMEHEHUSs], MPON3BEAEHHbIX B
nepvoa ¢ 1 urona 2020 roga no 1 okta6ps 2020 roga. B uensx BBoga B rpaxaaHcKuini o6opoT NekapCTBEHHbIE
npenapaTbl AN MEAULMHCKOTO MPUMEHEHUS, 3a UCKITIOYEHNEM JEKapCTBEHHbLIX NMPenapaToB, NpefHa3HaYeHHbIX
ans obecneyeHus nuud, GonbHbIX reModUnnen, MyKoBUCUMO030M, TMNOU3apHbIM HaHM3MOM, BonesHbto lMoLe,
3110Ka4eCTBEHHLIMU HOBOOOPa3oBaHUsIMKM NMMMEONOHON, KPOBETBOPHOW N POACTBEHHbIX UM TKAHEW, pacCesiHHbIM
CKIEpOo30M, 1L, Mocre TpaHCMnnaHTauuM OpraHoB M (Mnn) TKaHeW, NPOU3BEeAEeHHble 3a npedenamu TeppUTopun
Poccuiickon ®epepaummn oo 1 oktsidpst 2020 roga, moryT 6biTh BBE3eHbI B Poccunckyto ®epepaunio ao 1 siHBaps
2021 ropa B nopsgke, yctaHoBneHHom [lpaButensctBom Poccunickon degepaumm, 6e3 HaHeceHusi CpeacTs
noeHTudmkaumn.

(B pea. PenepanbHbIX 3akoHoB oT 27.12.2019 N 462-93, ot 13.07.2020 N 206-$3)

8. OpraHunzaumsi MHPOPMALMOHHOTO B3aUMOLENCTBUS CUCTEMbI MOHWUTOPUHIA ABWXEHUS NEKapCTBEHHbIX
npenapaToB And MeAWUUHCKOrO MPUMEHEHUS C WHbIMW FOCYy4apCTBEHHbIMU UHAOPMALUMOHHBIMK CUCTEMAaMK
obecneunBaeTcst B TOM yucrne nocpencTeom MHPaCTPYKTYpbI, obecneunBatoLen
WHOPMALMOHHO-TEXHOMOMMYECKOE  B3aMMOOENCTBNE  MH(POPMAUMOHHBIX  CUCTEM,  MUCMOSMb3yeMblx  Angd
npegocTaBieHNsa rocygapCTBEHHbBIX U MyHUUMNANbHBIX YCIYT YU UCMOSMTHEHNA rOCY0apCTBEHHbBIX U MyHUUMNANbHbIX
YHKUMI B 3NIEKTPOHHON dhopMme.

(4yacTb 8 BBegeHa dPepepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

9. ObwepocTtynHaa uWHOPMaUWs, COAepXallasCd B CUCTEME MOHUTOPWUHIra ABWXKEHWS FeKapCTBEHHbIX
npenapaToB ANS MEOUUMHCKOTO MPUMEHEHMsl, pasmellaeTcss B MHAOPMaLMOHHO-TENEKOMMYHKALMOHHOW CeTu
"MiHTepHeT" (B TOM uncrie B oopMe OTKPbIThIX JaHHbIX) B NOpsiAke, ycTaHoBneHHoOM [paButenscTBoM Poccuiickon
depepauun.

(vyacTb 9 BBegeHa depepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

10. Npon3BogunTEnM NEKAapPCTBEHHbLIX CPEACTB MONy4aloT COAEPXKaLLYCA B CUCTEME MOHUTOPUHIA ABMKEHUS
NeKapcTBEHHbLIX NpenapaTtoB AN MeAULMHCKOro NpMMEHeHNa MHpopMaLmio 0 cepusax 1 NapTUSX NeKapCTBEHHbIX
npenapaTtoB, NPOM3BOAMMBIX MMM W HaxodsLMXCA B rpaxgaHckom obopote B Poccuiickon Pepepauun,
0e3B03Me3HO.

(vacTb 10 BBegeHa PepepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)

11. 3a nNpom3BOACTBO MM MPOAAXY JIEKAPCTBEHHbIX MpenapaToB Af1 MEAWUUMHCKOro npumeHeHusa 6es
HaHeceHnss CPeAcTB MAeHTUdUKaLMK, C HapylleHMeM YCTaHOBMEHHOrO MOopsidka WX HaHeceHws, a Takke 3a
HeCBOEBPEMEHHOE BHECEHWE [aHHbIX B CUCTEMY MOHUTOPUWHIa ABWXEHUS NeKapCTBEHHbIX MpenapaTtoB And
MEeONLMHCKOTO NPUMEHEHUS UM BHECEHNE B HEE HEOCTOBEPHbIX AAHHbLIX OPUAMYECKME NULA U MHOUBMAYalbHbIE
npeanpvHMMaTeny, ykasaHHble B YacTax 4 1M 7 HacToslLLen cTaTbWl, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHoaaTenscTBoM Poccuinckon denepaumu.
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(vacTb 11 BBegeHa PepepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)

12. TpaeutenbctBo Poccuinckon depepaumm BnpaBe YCTAaHOBUTb OCODEHHOCTU BHEOPEHUS CUCTEMBbI
MOHUTOPWHIra [OBWXEHUS FNEeKapCTBEHHbIX npernapaToB Afs MEeOULUHCKOrO MNPUMEHEHUs, BKIOYasi CPOKU ee
BHEZpEeHUs!, B OTHOLLEHWUN NeKapCTBEHHbIX NpenapaToB ANg MeOULUHCKOrO NPUMEHEHUS, BKIMOYEHHbIX B NepeYveHb
XU3HEHHO HEobXoOMMbIX W BaXHEWLWMX JeKapCTBEHHbIX MpenapaToB, JIEKApCTBEHHbIX MpPenapaTos,
npefHasHaveHHbIX aAnst obecneyeHns nuy, 60MbHBIX reMounmMen, MyKoBUCLMO030M, rMNodu3apHbiM HaHNU3MOM,
GonesHblo [owe, 3MoKa4YecTBEHHbIMU HOBOOOPa30BaHUSAMU NUMGOMOHOW, KPOBETBOPHOM W POACTBEHHLIX UM
TKaHeW, paccesiHHbIM CKNepo3oM, NuL, nocrne TpaHChMnaHTauuMuM OpraHoB U (Mnu) TKaHeW, MHbIX NeKapCTBEHHbIX
npenapaToB ANg MeOULUHCKOrO NPUMEHEHUS.

(vactb 12 BBefeHa PepepanbHbiM 3akoHOM OT 28.12.2017 N 425-d3)

asa 14.1. OTPAHUYEHUA, HAINNATAEMbIE
HA OPTAHU3ALUU, OCYLLUECTBNAOWIUE OEATENBHOCTb
MO OBPALLEHUIO JIEKAPCTBEHHbLIX CPEOCTB
(BBegeHa PenepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

Cratbsa 67.1. OrpaHunyeHusi, Hamnaraemble NpU OCYLUECTBNEHUN AeATenbHOCTU B cdiepe obpalueHust
neKapCcTBeHHbIX CPeACTB

1. OpraHusaumu, 3aHuMaloLluecs paspaboTKol, NPOM3BOACTBOM W (UNW) peanusaumeit NekapcTBEHHbIX
npenapartoB ANs MeAMLMHCKOro NpUMEeHeHUsl, opraHnsaummn, obnagatoLLme npaBaMy Ha UCMorb3oBaHWE TOProBOro
HaMMeHOBaHWSA NeKapCTBEHHOro npenaparta Ans MeOuLUUHCKOTO NMPUMEHEHUs), opraHM3auMn OnTOBOW TOProsnv
neKkapcTBEHHbIMU CpeACcTBaMu, anTeyHble opraHusauun (MX nNpeactaBuTeNM, UHble M3NYecKue U lpugnuieckue
nvua, OCyLIeCTBNSOWMEe CBOK [AeATEeNbHOCTb OT WMEHM 3TMX OpraHvM3auuid) B OTHOLUEHWM MEeOMLMHCKUX
pabOTHMKOB U pyKOBOAWTENEN MEANLMHCKUX OpraHM3alnii He Brpase:

1) Bpy4aTb NoJapku, BbiNnaymBaTb AEHEXHble cpeAcTBa (3a UCKMYEHMEM BO3HarpaxKaeHuin no 4oropopam
Nnpu NpPOBeOEHUN KIMHWYECKUX WUCCNedoBaHWin NeKapCTBEHHbIX NpenapaToB Ans MeAULMHCKOro MpUMEeHeHMs,
BO3HArpaXKaeHui, CBSI3aHHbIX C OCYLLECTBIEHNEM MeaMLMHCKAM paboTHUKOM Meaarormvyeckoi v (Mnn) HayyYHow
AesiTENbHOCTM), B TOM YNCEe OnfavnBaTth pPasBrieyveHusi, OTAbIX, Mpoes3n K MecTy OTAbIXa, a Takke MpuBrekaTb K
y4yacTuio B pa3BriekaTeribHbIX MEPONPUSTUAX, NPOBOANMbIX 33 CHET CBOUX CPEACTB;

2) 3aKnoyaTh CornalleHusl O HasHauYeHUn UM pekoMeHaauun nauueHTam nekapcTBEHHbIX NpenapaTos Ans
MEOUUMHCKOrO MpUMEHEeHMs1 (32 WCKIIOYEHVWEM [OrOBOPOB O MPOBEAEHVMMU KIMHUYECKUX UCCIieqoBaHUi
nekapCTBEHHbIX MpenapaToB A/t MEAULIMHCKOTO MPUMEHEHUS);

3) npegocTaBnATb 06pasubl NEeKapCTBEHHbIX MpenapaTtoB Ans MeOWUMHCKOTO MPUMEHEHUS B LensX
BPYYEHUS] MauMeHTaM (33 WCKIIOYEHWEM CryyaeB, CBSI3aHHbIX C MPOBEAEHUEM KIMHUYECKUX MWCCIefoBaHUi
neKapCcTBEHHbIX MpenapaToB ANt MEAULIMHCKOTO MPUMEHEHUS);

4) npenocTaBnATb HEOOCTOBEPHYIO U (MNN) HEMOMHYH MHMOPMaLMIO O NeKapCTBEeHHbIX Npenapatax ans
MEAULIMHCKOrO NPUMEHEHUS;

5) nocewatb Mx B paboyee BpeMs Ha paboumx MecTax, 3a WCKIOYEHMEM CIlyYyaeB, CBA3aHHbIX C
npoBedeHMEM KIMUHUYECKUX WCCIeQoBaHUiA NeKapCTBEHHbIX MpenapaTtoB Ans MeaMLUMHCKOro MNpUMeHeHusl, ¢
yyacTuem B Mnopsiake, YCTAHOBIIEHHOM PYKOBOAMTENEM MEAMLMHCKOW opraHusauumM, B COGpaHMAX MeaMLMHCKUX
pabOTHMKOB U WHbIX MEPOMPUSATUSIX, HaMpPaBMeHHbIX Ha MOBLILEHNE WX MPOECCMOHANBHOMO YPOBHS WU Ha
npedocTaBneHne MHgopMaumK, CBSI3aHHOM C OCYLLECTBIIEHMEM MOHUTOpMHIa 6e30MacHOCTU JleKapCTBEHHbIX
npenaparos;

6) nobyxaaTb K BbINUCHIBAHUIO NEKAPCTBEHHbIX NpenapaToB ANs MeOWUMHCKOro NpuMeHeHus Ha GnaHkax,
cofepalmx MHGOopPMaLMIo PEKNIaMHOro XapakTepa, a Takke Ha peuenTypHbIX GraHkax, Ha KOTOpbIX 3apaHee
HanevyaTaHO HaMMeHOBaHWe NeKapCTBEHHOro npenapaTa Ans MeaULMHCKOro NPUMEHEHUS.

2. OpraHusaumu, ykasaHHble B ab3aue nepBoM 4actu 1 HacTosiweln cTaTbM, U UX MNpeacTaBuTENV B
OTHOLLEHNM (hapMaLeBTUYECKMX pabOTHUKOB 1 PYKOBOAMTENEW anTeYHbIX OpraHu3auuii He BrpaBee:

1) Bpy4YaTb nodapku, BbiMnfiadynBaTb AE€HEXHble CcpeacTea, B TOM HYUCEe onfiadynBatb pa3BliedeHusa, OoTAblX,
npoes3n K MecCTy OoTAbiXa, WU npuelekaTb K y4aCTUKO B pa3BliekaTellbHbIX MepOornpuATUAX, npoBOAMMbBIX 3a CHeT
CBOUX CpeacTs,;

2) npenocTaBATb o6pa3u,b| NekapCTBEHHbIX npenapartoB And MeaUUUHCKOro npuMeHeHua Ona BpydeHusa
HacCeneHuto;
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3) 3aknoyaTh CornalleHuss O MPeArioKeHUN HacerneHno onpeaesieHHbIX JIeKapCTBEHHbIX MpenapaToB Ans
MEANLIMHCKOro NPUMEHEHUS;

4) npedocTaBnaTb HEOOCTOBEPHYIO U (MNWN) HEMOJHYH MHOPMaLMIO O JleKapCTBEHHbIX Mpenapatax ass
MEAULUMHCKOrO TMpPUMEHeHWs,, B TOM YUCMe WMELWUX OAMHAKOBOE MeXAyHapodHOe HenaTeHTOBaHHOoe
HanMeHoBaHue.

Ctatba 67.2. TpebGoBaHMA K OpraHM3auMM UM NPOBEAEHWIO Hay4YHbIX MEPONPUATUM, UHbLIX MePONPUATUMN,
HanpaBfeHHbX Ha NOBbLUEHWE NPoheCCUOHANBLHOMO YPOBHA MeAULMHCKUX pabGoTHUKOB MM Ha NpeaocTaBneHue
MHpopMaLmK, CBA3aHHOM C OCyLLeCTBIIeHMEeM MOHUTOPUHra 6e30MacHOCTU NleKapCTBEeHHbIX NpenapaToB

1. Tpyu npoBegeHWM Hay4dHbIX MEPONPUSATUI, WHBIX MEPONPUATUIN, HaMpaBneHHbIX Ha MoBbleHWe
npodeccnoHanbLHOro YpPoBHS MeAULMHCKMX pabOTHUKOB UKW Ha NpeaocTaBfieHne CBSI3aHHOW C OCYLLECTBREHUEM
MOHUTOPUHra 6e30MacHOCTU NeKapCTBEHHbIX MpenapaTtoB MHgOopMauun, OpraHU3yeMbiX OpraHu3auusMu,
yKa3aHHbIMK B ab3aue nepBom vactm 1 ctatbm 67.1 HacToswero ®egepanbHOro 3akoHa, Ux NpeacTaBUTENSIMA U
(Mnn) dpmHaHCUpyeMbIX 3a CHET CPeACcTB 3TUX OpraHusauuin u Ux npeacTaBuTeNen, 3anpeLwaeTcsl NpensTcTBOBaTb
y4acTuo B yKa3aHHbIX MEPOMPUATUAX UHBLIX OpraHM3auui, KoTopble NPOU3BOOAT UMW peanuaytoT JIeKapCTBEHHbIE
npenapaTbl ANst MEAMLMHCKOrO MPUMEHEHUS CO CXOXWM MexaHU3MoM dapmMaKomnornyeckoro aencteus, nubo
co3gaBaTb OUCKPMMUHAUMOHHBIE YCMOBUSI AN OQHUX YYaCTHUKOB MO CPaBHEHMIO C OPYIMMM y4YacTHUKamu, a
WMEHHO:

1) npegocTaBATb pa3findHOE KONMM4YeCcTBO BpeEMEHU ANA BblCTyﬂﬂEHVII7I Y4aCTHUKOB, pa3rindHble No pasamMmepy
3aHMMaeMon nnowjagM Mecrta ans AOEeMOHCTpaunn O6pa3LI,OB NNIeKapCTBEHHbIX NnpenapaTtoB And MeaULMHCKOro
NMPUMEHEHNA UNN peKNnaMHbIX MaTepuarioB O NEeKapCTBEHHbLIX Mnpenapartax Aand MeauMumnMHCKOro npumMeHeHuda Ha
9KCNo3numnax, creHaax, 3a WUCKIKYeHuMeM cCriydaeB, e€Clin Takue YCIoBUA 3aKpenieHbl B cornaweHndax 3Tux
OpFaHI/I3aLIMl7I, nx I'IpeLI,CTaBI/ITeﬂeVI (0} (bI/IHaHCI/IpOBaHI/IVI YKa3aHHbIX MepOHpMﬂTMVI n O6yCJ'IOBﬂeHbI pas3fiM4HbIMUA
3aTpartamMn y4aCTHMKOB Ha X OpraHn3auuio;

2) yCTaHaBnMBaTb pa3Mep B3HOCa OJ14 y4aCTHUKOB MepOI'IpI/IFlTI/IIZ, YKa3aHHbIX B absaue nepBom HacTosLen
4yacTtm, I'IpeBbILLIaPOLLIMIZ CyMMYy 3aTpaT Ha opraHun3aunio yKa3aHHbIX Meponpl/lﬂTl/IVI n Beﬂ,yLLl,I/II7I K H806OCHOBaHHOMy
OorpaHun4eHuro 4Ymcna nx y4aCtHMKOB.

2. OpraHusauum, ykasaHHble B ab3aue nepBoM vactu 1 cratbu 67.1 HacToswero ®egepanbHOro 3akoHa, ux
npeacTaBuUTENu, OCYLLECTBASOLWMNE OpraHmM3aumnio u (Mnum) duHaHCMpoBaHNE MeponpUATUA, yKa3daHHbIX B YacTu 1
HacTosilen cTaTbk, 0bs3aHbl obecneuvBaTb AOCTYN K MHGOPMauMuM O Aate, MecTe U BpPeMeHM MNpoBeAeHust
YKa3aHHbIX MEpPONnpUSTUN, NiaHax, NporpaMmmax NpoBEAEHUST YKa3aHHbIX MEpPONPUSTUA U Temax, NITaHUpyeMbIX
O PacCMOTPEHNsi, COCTaBE WX YYaACTHMKOB MyTEM pasMeLleHUs COOTBETCTBYIOLLEN MHGPOPMAaLMM Ha CBOUX
otmumanbHbIX cantax B ceTn "VIHTepHeT" He nosgHee OBYX MeCsUeB [0 Havana MpoBefeHUs YKa3aHHbIX
MEepPONPUATUN.

3. VHdopmaums o npoBedeHMM MeEpOMNpUATUA, yKasaHHbIX B 4YacTu 1 HacTosilwen cTaTbW, B CPOK,
YCTAHOBSEHHbIN 4acTbld 2 HaCTOsIWEen cTaTbW, [JOIbkHA OblTb HanpaBneHa B dedepanbHbIii  opraH
NCMONHNTENBHOW BNAacTW, OCYLLECTBAAIOWMIA (OYHKLUMKN NO KOHTPOSIKO U Haa3opy B cdhepe 34paBOOXpaHeHus, angd
nocregymoLiero pasmeLeHms ee Ha omumanbHOM canTe aToro opraHa B cet "MIHTepHeT".

Mmaea 15. OTBETCTBEHHOCTb 3A HAPYLWWEHUE 3AKOHOOATEJIbCTBA
POCCUACKOWN ®EOEPALMWN NPU OBPALLEHUM NEKAPCTBEHHbLIX CPEACTB
1 BOSMELLEHME BPEJOA, MPUYUHEHHOIO 340POBbLIO NPAXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMAPATOB

Cratbs 68. OTBeTCTBEHHOCTb 3a HapyllueHue 3akoHogaTesnibcTBa Poccuiickon Pepepauuym npu obpalueHun
JleKapCTBeHHbIX CpeAcTB

1. HapyweHnne 3akoHogaTenbctBa Poccunckon Pepepauumn npu obpallieHuMn NeKkapCTBEHHbIX CPeacTB
BNneYeT 3a cobon OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuinckon degepaumn.
(B peg. depepanbHoro 3akoHa oT 22.12.2014 N 429-03)

2. 3a HenpeacraBneHMe UM HECBOEBPEMEHHOE MpeacTaBlieHne uHdopmauum n (Mnu) gOKyMeHToB nmbo
npeacTaBrneHMe HegoCTOBEPHbIX  WHdopmaumM u  (UnKn)  OOKYMEHTOB, MNPEAYyCMOTPEHHbIX  HACTOSALMUM
depepanbHbIM 3aKOHOM, CybbeKTbl 0OpaLLeHNst NekapCTBEHHbIX CPEACTB HECYT OTBETCTBEHHOCTb B COOTBETCTBMM
C 3aKkoHoaaTenbcTBoM Poccunckon ®egepaumn.

(vacTb 2 BBegeHa depepanbHbiM 3akoHOM oT 22.12.2014 N 429-03; B pea. PepepansHoro 3akoHa ot 04.06.2018 N 140-93)
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Cratba 69. Bos3wmeweHue Bpepa, NPUYUMHEHHOrO 3[40POBLIO rpaxaaH BCNeACTBUE NPUMEHEHUs!
JleKapCTBEeHHbIX NpenapaToB

1. MpousBoanTenb NekapCcTBEHHOro npenapaTa 06si3aH BO3MECTUTL Bpea, NPUYMHEHHbIN 300PO0BbI0 rpaXkaaH
BCreACTBME NPUMEHEHUS JIEKapCTBEHHOTO Npenapara, eciv A4okasaHo, YTo:

1) nekapcTBeHHbIV npenapar NPUMEHSNCA Mo Ha3HaAYeHUI0 B COOTBETCTBUW C UHCTPYKLIMEN MO NMPUMEHEHMIO
nekapcTBEHHOro npenaparta v NpUYMHON Bpeda ABWUMCSA BBOA B rpaXdaHCKMii 06opoT HeaobpokauyecTBEHHOro
nekapcTBEeHHOro npenapara;

2) Bped 300pOBbI0 MPUYMHEH BCNEACTBUE HeQOCTOBEPHOM MHOPMALIMK, CoaepXKalleics B MHCTPYKLUMUM Mo
NPUMEHEeHI0 NeKapCTBEHHOro Npenapara, U3aaHHo Npou3BoaUTeNeM NekapCcTBEHHOrO Npenapara.

2. B cnydvae, ecnu Bpeq 300pPOBbH rpaxaaH MPUYMHEH BCreacTBUE MNPUMEHEHUS FeKapCTBEHHOMO
npenapaTa, Npuweawero B HErogHOCTb B pe3ynbTaTe HapyLlleHWUsl NpaBuil XpaHeHWUst NEKapCTBEHHbLIX CPenAcCTB,
npaBui ONTOBOW TOProBfv NeKapCTBEHHbIMW NpenapaTaMu, NpaBuIl OTMyCKa NIeKapCTBEHHbIX NpenapaTos, NpaBusl
N3roTOBIMEHNSA U OTMNycKa JNeKapCTBEHHbIX NMpenapaToB, BO3MeELLeHVWe Bpeda OCYLLEeCTBMASETCH COOTBETCTBEHHO
opraHu3aumen ONTOBOW TOPrOBMW JIEKapCTBEHHbIMWM CPEeACTBaMW, anTeyHOW opraHu3aumen, MHAMBUOYalbHbIM
npeanpvHMMaTeneM, WMEKWUMN JIMLEH3NIO Ha (apMaueBTUYECKyl0 AeATENbHOCTb WM JNIMLEH3MI0 Ha
MEONUMHCKYIO AeATeNbHOCTb, MeAULMHCKOM OpraHusauven, UMerolen JIvMueH3nio Ha dapmaueBTUyeckyto
OedATenbHOCTb (ee 0060Cc0o0neHHbIM nogpasgeneHnem (ambynartopuen, denbaLepckum n
henbalepcKo-aKyLLEPCKUM MyHKTaMu, LEHTpoM (oTgeneHuem) obuiern BpavyebHOM (CEMENHOW) NpaKTUKWM),
pacronoXeHHbIM B CENMbCKOM HaCeneHHOM [MyHKTe, B KOTOPOM OTCYTCTBYET anTeyHas opraHv3auus),
OOMyCTMBLUMMU NPOAAXy UM OTNYCK Takoro JieKapCcTBEHHOrO npenapara.

(B peqa. ®eapepanbHoro 3akoHa oT 25.11.2013 N 317-03)

3. BosmelleHne Bpeda, MPUYMHEHHOTO 340POBLI0 TPaKAaH BCHEACTBME MPUMEHEHUS] JEKAPCTBEHHbIX
npenapaToB WM COBEPLUEHUS MPOTUBOMNPABHLIX AENCTBUIN CyObekTamu obpalleHnst NekapCTBEHHbIX CPencTs,
OCYLLIECTBNAETCSA B COOTBETCTBUW C 3aKoHoaaTenscTBoM Poccuiickoin denepauum.

Mnaea 16. 3AKITIOYNUTESIbHbLIE MOJIOXEHUA

Ctatbss 70. O npusHaHMM YTpPaTUMBLUMMW CUITy OTAENbHbIX 3aKOHOAATesIbHbIX aKTOB  (MOJIOXEeHWUN
3aKkoHopaTenbHbIX aktoB) Poccuiickon depgepaumm

Mpv3HaTb yTpaTUBLUMMU CUITY:

1) ®PepepanbHbil 3akoH oT 22 uioHA 1998 roga N 86-®3 "O nekapcTBeHHbIXx cpeacTtBax” (CobpaHue
3akoHofaTtenbcTBa Poccuiickon Pegepaumm, 1998, N 26, ct. 3006);

2) ®epepanbHbli 3akoH OT 2 aHBaps 2000 roga N 5-©3 "O BHeCeHMM U3MEHEHUSI U OOMOMHEHWW B
®epepanbHein 3akoH "O nekapcTBeHHbIX cpeacTBax” (CobpaHue 3akoHopaTtenscTtBa Poccuiickon Pepepaumum,
2000, N 2, cT. 126);

3) cratbio 40 depepanbHoro 3akoHa ot 10 gaHuBapa 2003 roga N 15-©3 "O BHeceHUM WN3MEHEHUN U
JOMNOSTHEHMI B HEKOTOpPLIE 3aKoHoAaTenbHble akTbl Poccuinckon ®epgepaunm B cBA3N ¢ npuHatem degepanbHOro
3akoHa "O nMUEeH3NpoBaHMU OTAENbHbIX BUOOB AesTenbHocTn" (CobpaHue 3akoHogaTenscTtBa Poccuinckon
depepaumm, 2003, N 2, cT. 167);

4) cratbio 31 depepanbHoro 3akoHa ot 30 uoHa 2003 roga N 86-®3 "O BHeceHUUM U3MEHEHUN W
JOMOMHeHW B HeEKOTopble 3akoHofaTenbHble akTbl Poccuiickon ®denepaunn, NpusHaHUU YTpaTUBLLUMMWU CUMY
OTAEeNbHbIX 3akoHodaTesnbHbIX akTtoB Poccuiickon depepauun, npenocTaBneHNN OTOENbHBIX  rapaHTui
COTPYOHWKAM OpPraHoB BHYTPEHHUX e, OpraHoB MO KOHTPOSO 3a OOOPOTOM HAPKOTMYECKUX CPEencTB U
MCUXOTPOMHbIX BELLECTB W ynpasgHseMblX eaeparnbHbiX OpPraHoB HasioroBoM MonvuMM B CBA3M  C
OCYLLIECTBMNIEHNEM MeEp MO COBEPLUEHCTBOBAHUIO rOCyAapCTBEHHOro ynpaenenunsa" (CobpaHue 3akoHogaTenbCcTBa
Poccuiickon ®egepaumm, 2003, N 27, ct. 2700);

5) cratbto 101 depepanbHoro 3akoHa ot 22 aerycta 2004 roga N 122-03 "O BHECEHMM U3MEHEHWI B
3akoHofaTenbHble akTbl Poccumnckon degepaumm n NpUsHaHUM YTPATUBLLUMMW CUITY HEKOTOPbIX 3aKOHOOATENbHbIX
aktoB Poccunckon ®depepauum B CBsA3M C NpuHaTMeM PepepanbHbix 3akoHOB "O BHECEHMW WM3MEHEHWIA U
pononHeHun B ®egepanbHbin 3akoH "O6 obLWMX NpUHUMNaxX opraHn3aumm 3akoHogaTeNbHbIX (MpeacTaBUTENbHbIX)
N UCMNOMHMWTENbHbLIX OpPraHOB TrOCydapCTBEHHOW Briactu cybvektoB Poccuiickon ®epepaummn™ n "O6 oOLmX
NpyHUMNax opraHnsauum MecTHoro camoynpasneHus B Poccuiickon ®enepaumn” (CobpaHue 3akoHoaaTenbcTBa
Poccuiickon ®epepaumm, 2004, N 35, ct. 3607);
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6) ctatbto 28 PepnepanbHoro 3akoHa ot 18 gekabps 2006 roga N 231-d3 "O BBegeHUn B AENCTBME YacTu
yeTtBepTon [paxpgaHckoro kogekca Poccuiickon ®Pepepaummn” (CobpaHne 3akoHopaTensctBa Poccuinckon
®epepaumu, 2006, N 52, ct. 5497).

CtaTtbsa 71. BectynneHue B cuy Hactosiwero ®eaepansbHOro 3akoHa

1. Hactoswmin ®enepanbHbiin 3akoH BCTynaeT B cuny ¢ 1 ceHTsabpsa 2010 roaa.

2. JlekapcTBeHHbIE CPeACTBa, 3aperncTpupoBaHHble 00 OHS BCTYNNeHus B cuny Hacroswero ®enepanbHOro
3aKoHa, nognexaT BKIYEHUIO B rOCyJapCTBEHHbIE peecTpbl NeKapCTBEHHbIX CPEACTB C BHECEHMEM yKa3aHHbIX B
yactu 1 ctatbn 33 HacTosuwero degepanbHOro 3akoHa cBedeHMIA 00 3TUX NeKapCTBeHHbIX cpeAcTBax Oe3
NPOXOXOEHUSA BHOBb NPOLEAypbl FOCYAapCTBEHHOM pPerMcTpaLmm fiekapCTBEHHbIX NPenapaToB.

3. TocypapcTBeHHas perucTpaumsi nekapCcTBEHHbIX MpenapatoB, 3a WCKMNIOYEHMEM feKapCTBEHHbIX
npenapaToB ANA MeAULMHCKOro NpuMeHeHus, NpeacTaBreHHbIX Ha yKa3aHHY perucTpaumio Ao AHA BCTYNNEHUA B
cuny HacTosiwero ®degepanbHOro 3akoHa, OCYLLECTBMASETCA B COOTBETCTBMM C Hactosdwmm PegeparnbHbIM
3aKOHOM Ha OCHOBaHUW [OOKYMEHTOB W [JaHHbIX, NMpeacTaBfieHHbIX A0 OHA BCTYMNEHUA B CUITy HacToALero
depepanbHOro 3akoHa.

(B peqg. depepanbHoro 3akoHa oT 11.10.2010 N 271-d3)

3.1. TocypapcTBeHHass perucTtpauus nekapCcTBeHHbIX npenapaTtoB ANd MeOMLMHCKOro MNpUMEHeHUs,
npeacTaBneHHbIX Ha rocyapCTBEHHYKO perncTpaumio OO0 OHA BCTYNNeHus B cuny Hactosuwero deaepanbHOro
3aKoHa, W rocyfgapcTBEeHHas peructpauus nekapCTBEHHbIX npenapaTtoB Ans MeAUUMHCKOro MNpuMeHeHWUs,
NpeacTaBreHHbIX Ha 3KCMepTU3y NeKkapCTBEHHbIX CPEACTB OO0 AHSA BCTYMMEHNs B cuny Hactoswero ®egepanbHOro
3aKoHa B Lensax ux nocneayrowen rocyaapCTtBEHHON perncTpaumn, ocyLecTBNATCA Ha OCHOBaHUM JOKYMEHTOB U
OaHHbIX, NPeACTaBneHHbIX 40 OHA BCTyNMeHus B cuny HacTosiwero ®egepanbHOro 3akoHa, a Takke 3asBeHus O
rocyaapCTBEHHOW permcTpaummn nekapCTBEHHOro npenapara, npeAcTaBneHHoro NpomM3BoauTenem nekapcTBeHHbIX
npenapaToB WAM YMNOMHOMOYEHHbIM MM NULOM B COOTBETCTBUM C HacToswuMm deaepanbHbIM 3aKOHOM B
YMONTHOMOYEHHbIN befepanbHbli opraH ucnonHuTensHon enacti go 1 mapta 2011 roga, 6e3 TpeboBaHmsa ynnathl
rocyapCTBEHHOW MOLNUHbBI, NPeayCMOTPEHHON 3akoHoaaTensCcTBOM Poccuiickon depepauumm o Hamorax wu
cbopax.

(vacTb 3.1 B peq. PegepanbHoro 3akoHa oT 29.11.2010 N 313-03)

3.2. lMogTBepxaeHne rocyaapCTBEHHOW perucTpaumy NekapCcTBEHHbIX MpenapaTtoB Afs MeOULUHCKOro
NPUMEHEHUs, NpeacTaBnNeHHbIX NS NoATBEPXAEHUs rocyJapCTBEHHOM perucrpauun 40 AHS BCTYNMEHUs B cuny
HacToswero ®edepanbHOro 3akoHa, W MOATBEPXAEHWe rocyAapCTBEHHOW peructpauum nekapCTBEeHHbIX
npenapaToB Ans MeAULMHCKOro NpuMeHeHus, npeacTaBneHHbIX Ha 3KCNepTu3y NekapCTBEHHbIX CPeACcTB A0 AHSA
BCTYNNeHna B cuny Hactoswero ®eaepanbHOro 3akoHa B LUensax nocneaylowero MOATBEPXAEHUA UX
rocyapCTBEHHOW perncTpaumm, ocyLLecTBNAIOTCA HA OCHOBaHMUM AOKYMEHTOB U AaHHbIX, NpeACcTaBnNeHHbIX OO0 AHSA
BCTYMNEHNs B cuny Hactoswero ®PenepanbHOro 3akoHa, a Takke 3asBrneHus 0 NogTBEPXKAEHWUN rocyaapCTBEHHON
pervcTpaumm rnekapCcTBeHHOro npenapara, NpeacTaBlNeHHOro NPou3BoANTENEM feKkapCTBEHHbIX NpenapaTtoB Unm
YMOSTHOMOYEHHbIM MM JIMLOM B COOTBETCTBUM C Hactoswmm ®PegeparnbHbiM 3aKOHOM B YNOTHOMOYEHHbIN
denepanbHbIN OpraH ucnonHuTenbHon Bnactn oo 1 mapta 2011 roga, 6e3 TpeboBaHus ynnaTtbl rocyaapCTBEHHON
MOLLMMHbI, NPeayCMOTPEHHON 3akoHo4aTeNbCTBOM Poccunckon ®epepauum o Hanorax n coopax.

(vactb 3.2 B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. MNpuHATME pelleHna 0 BHECEHUN U3MEHEHU B OKYMEHTbI, COAepXalinecs B permcTpaumoHHOM A0Cbe
Ha 3aperMcTpuMpoBaHHbLIN NeKapCTBEHHbIN NpenapaTt Ans MeauLMHCKOro NpUMEHEHUs U npeacTaBneHHble 00 AHA
BCTYMNeHns B cuny Hactoswero degepanbHOro 3akoHa, U MPUHATME peLleHus O BHECEHUU W3MEHEHWA B
OOKYMeHTbI, coepxalleecs B permcTpaumoHHOM J0Cbe Ha 3apermcTpupoBaHHbIN NeKapCTBEHHbIVM npenapart ang
MeAMLMHCKOro NPUMEHEHUS N NpeacTaBrieHHble Ha 3KCNepTU3y NeKkapcTBEHHbIX CPeACcTB A0 AHSA BCTYNMEHUS B
cuny Hactosiwero ®defepanbHOro  3akoHa, OCYLLECTBASIOTCA Ha OCHOBaHMM  [JOKYMEHTOB W [AaHHbIX,
npeacTaBneHHbIX A0 OHA BCTYNNEeHUsa B cuny Hactoswero ®efepanbHOro 3akoHa, a Takke 3asiBfieHUsl 0 BHECEHUU
NU3MEHEeHNA B AOKYMEHTbI, coaepKallneca B perucTpalmoHHOM J0Cbe Ha 3apermcTpUpOBaHHbIN NeKkapCTBEHHbIN
npenapaT Angd MeanLMHCKOro NpUMeHeHus!, NpeacTaBneHHOro NPON3BOAUTENEM NeKapCTBEHHbIX NpenapaToB unu
YNOMHOMOYEHHBIM MM fULOM B COOTBETCTBMM C HacToswmMm deaeparnbHbIM 3aKOHOM B YMNOMHOMOYEHHbIN
denepanbHbI opraH ucnonHuTensHowm Bnactu go 1 mapta 2011 roga, 6e3 TpeboBaHusA ynnaTbl rocyaapCTBEHHON
MOLUMMHbI, NPeAyCMOTPEHHON 3akoHo4aTeNbCTBOM Poccunckon ®epepauum o Hanorax n coopax.
(vacTb 3.3 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

3.4. Bolgava paspeLueHMVl Ha npoBegeHune KIMHN4YeCKnx nccnegoBaHui JIeKapCTBEHHbIX MpenapaTtoB And
MeONUMHCKOIo npuMeHeHnsa no 3adBrieHnam, nogaHHbIM 0O OHA BCTYNNEHUA B CUNY HacCTosALlero dJeuepaanoro
3akKOHa, a TakXe Nno 3asABl1eHNUAM, NogaHHbIM Nocne OHA BCTyNNeHnA B CUIy HaCToALero CDe,u,epaanoro 3aKOHa Ha
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OCHOBaHUW 3KCMepTu3, MNpPOBedEeHHbIX [0 [AHSA BCTYNfeHus B cuny HacTtosiwero ®deaepanbHOro 3akoHa,
OCYLLECTBNSIETCH B COOTBETCTBMM C HacTodawmMM PefeparnbHbiM 3aKOHOM Ha OCHOBaHUU OOKYMEHTOB U [AaHHbIX,
npeacTaBneHHbIX NN NONyYeHHbIX OO AHS BCTYNMeHus B cuny HacTtosiwero ®efepanbHOro 3akoHa, a Takke Ha
OCHOBa@HUM KOMWW NpPeABapuUTENbHOrO [oroBopa 06s83aTenbHOro CTPaxOBaHUA KM3HW, 340POBbSA MaLMEHTOB,
yyacTBYIOLUX B KNMHUYECKOM MCCNEAOBaHWUM fekapCTBEHHOMO npenapaTta Ans MeAMUUHCKOrO NMPUMEHEHWS, UIn
Konuu [JoroBopa 006A3aTenbHOro CTPaxOBaHMS >KU3HM, 300POBbS MAUMEHTOB, YYaCTBYHOLWWX B KIMHUYECKOM
nccrnegoBaHUM NeKapcTBEHHOro npenaparta Ans MeAVMUMHCKOro NpUMEHEeHWsi, nMbo npeAacTaBneHHOW Konuu
Jorosopa 06sA3aTenbHOro CTpaxoBaHUS, 3aKMniOYEHHONO0 B COOTBETCTBMM C TUMOBbLIMW MpaBuriaMm obs3aTensHoro
CTpaxoBaHus, C yKasaHWeM npenesibHoM YMCMEHHOCTM MauueHTOoB, y4acTBYIOLWUX B KIMHUYECKOM UCCRedoBaHuu
NEeKapCTBEHHOro npenapata Ans MeOWUMHCKOrO MpumeHeHusl, 6e3 TpebGoBaHWs ynnaTtbl rocygapCTBEHHOM
NOLUNMHBI, MpesyCMOTPEHHON 3akoHoA4aTensCcTBOM Poccuiickon defepaumm o Hanorax n cbopax.

(4acTb 3.4 B pen. PegepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apericTprpoBaHHbie B MHOCTPaHHON BanioTe OO AHS BCTYMNEHNS B cuny HacToswero ®egepanbHOro
3aKoHa npepfenbHble OTNYCKHble LEeHbl MHOCTPaHHbLIX MNPOW3BOAMTENENW Ha neKapCTBeHHble mnpenaparhbl,
BKITHOYEHHbIE B MEpPeYEHb XM3HEHHO HEeobXoOAMMBIX W BaXKHEMLIMX JIEKAPCTBEHHLIX MpenapaToB, nognexar
nepecdety B pybnm no kypcy LleHTpanbHoro GaHka Poccuiickon ®Pepepauumn Ha [aTy, YCTaHOBMEHHYHO
MpasuTtenbctBom Poccuiickon depepaunn, 6e3 npeacrtaBneHus 3asiBNEHUS O MepecyeTe LEeHbl C BHECEHUEM
COOTBETCTBYIOLLUNX U3MEHEHUA B roCyJapCTBEHHbLIN peecTp npedenbHbIX OTMYCKHbIX LieH Npou3BoAuTenen Ha
NeKkapcTBEHHbIE MpenapaThbl, BKIOYEHHbIE B MEPeYeHb XU3HEHHO HEODXOAMMBIX U BaXKHEWMLUNX NEeKapCTBEHHbLIX
npenapaToB.

(vactb 3.5 BBegeHa PenepanbHbiM 3akoHOM OT 11.10.2010 N 271-93)

3.6. 3apeructpupoBaHHble A0 OHSA BCTYNNeHus B cuny Hactoswero deaepanbHOro 3akoHa npefenbHble
OTNYCKHblE LEHbl POCCUNCKUX MNpOoM3BOAUTENEN Ha NeKapCTBEHHble MpenapaTtbl, BKMOYEHHblE B MNepeyeHb
XN3HEHHO HEOOXOAMMbIX U BaXKHEWLUMX NEKaApCTBEHHbIX MpenapaToB, noanexaT uHaekcaumm ¢ 1 Hosbpsa 2010
roga vMcxoasi M3 MpPOrHO3MPYeMOro YpPOBHSI MHMNSLMKM, ycTaHOBNEHHOro deaepanbHbiM 3aKOHOM OT 2 gekabps
2009 roga N 308-93 "O depepanbHom GrompkeTe Ha 2010 rog u Ha nnaHoebii nepuog 2011 n 2012 rogos" Ha
2011 rop.

(vacTb 3.6 BBegeHa PenepanbHbiM 3akoHOM OT 11.10.2010 N 271-d3)

3.7. MNMocne 1 mapta 2011 roga He ponyckalTcs NPoOM3BOACTBO U BBO3 B Poccunckyio depepaumio
NeKapCTBEHHLIX MpenapaToB B yNakoBKax C MAapKMPOBKOW, KOTopas Obifla HaHeceHa OO0 OHsS1 BCTYMIEHWS B Cuny
HacTosLero ®eaepansHOro 3akoHa. o nCTeveHUn ykazaHHOro Cpoka [aHHbIe NekapCTBEHHbIe npenapaTbl MOryT
OTNycKaTbCH, peann3oBbiBaTbCH, NepeaaBaTbCs U NPUMEHATBCA 40 MCTEYEHUSA UX CpOKa rogHOCTW.

(B pen. PenepanbHbIx 3akoHoB oT 29.11.2010 N 313-d3, o1 06.12.2011 N 409-$3)

4. Co gHA BCTynneHusa B cuny HacTosilwero ®eaepansHoro 3akoHa 1 no 30 anpens 2011 roga BKNIOYUTENBHO
JonyckaeTca npoBefeHWe 3KCNepTu3bl NEeKapCTBEHHbIX CPEACTB 3JKCMepTaMy 3KCMEepTHOro yypexaeHusa ao
NPOXOXOEHUA UMW aTtTecTaumMmM B MOPsAKe, YCTaHOBNEHHOM YNONMHOMOYEHHbIM deaepanbHbiM  OpraHoMm
MCMOSNTHUTENbHOW BNACTMW.

5. Co pHs BcTynneHms B cuny Hactoswero PepepanbHoro 3akoHa u no 31 pgekabpa 2013 roga
BKIMOUUTENBHO OCYLLLECTBNAETCH Nepexo K NpouM3BOACTBY NeKapCTBEHHbIX CPeaCTB B COOTBETCTBUM C NpaBunamu
opraHv3aumy Npov3BOACTBA M KOHTPOMNsSi KAa4YecTBa NEeKapCTBEHHbIX CPEACTB, yKa3aHHbIMM B YacTu 1 ctatbu 45
HacToswwero PegepanbHOro 3akoHa, B nonHoMm obbeme. Cpoku nepexofa Npon3BoACTBa NeKapCTBEHHbIX CPeacTB
K MX NPOM3BOACTBY B COOTBETCTBMM C KOHKPETHbIMM TPEOOBaHUAMW AaHHbIX NPaBwUn, BKIOYas CPOKM aTTectauum
YNOSITHOMOYEHHbIX JINL, YKa3aHHbIX B 4actax 6 wu 7 cratb 45 HacToswero ®epepanbHOro 3akoHa,
ycTaHaBnmBatoTcs MNMpaButenbctBoM Poccuinickon ®epepaumn.

6. JlnueHsnm Ha NpoM3BOACTBO NEKAPCTBEHHLIX CPEACTB, BbldaHHble Ao 1 aHBaps 2014 roga, AEWCTBYIOT
nocrnie 1 saHBaps 2014 roga 4O UCTEYEHMS CPOKa UX OENCTBUS NPU YCIOBMM COOTBETCTBUS NMLIEH3MaTa npasuiam
opraHv3aumy NpouM3BOACTBa M KOHTPONSA KayecTBa NEKapCTBEHHbIX CPEACTB, yKasaHHbIM B 4yactu 1 cratbu 45
HacToswwero ®egepanbHOro 3akoHa.

7. dopmupoBaHME TOCYAapCTBEHHOIO 3afaHus Ha MpOBeOEeHUEe 3KCMepTU3bl JIEKAPCTBEHHbIX CPEeACTB
dhenepanbHOMy roCyAapCTBEHHOMY OHOIKETHOMY YUYPEXOEHUIO MO MPOBEOEHUIO 3KCMEPTU3bl JIEKAPCTBEHHbIX
CPeAcTB 1 pmHaHcoBOEe obecneyvyeHne BbINOSIHEHNST STOrO 3a4aHnst OCYLLECTBIIAIOTCA B NOpsSAKe, YCTaHOBIIEHHOM
depepanbHbiM 3akoHOM OT 12 gHBaps 1996 roga N 7-P3 "O HekoMMepYeCcKknx opraHnsaumsix”.

(vacTb 7 BBegeHa dPepepanbHbiv 3akoHOM OT 29.11.2010 N 313-93)

Mpe3ungeHT
Poccuiickon denepalimm
O.MEOBELEB
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Mocksa, Kpemnb
12 anpensa 2010 roga
N 61-93
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