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Maea 1. OBLUUE NOJIOXEHUA
Cratba 1. lpeamMeT perynupoBaHua HacTosero ®eaepanbHOro 3akoHa

1. Hactoawmn ®enepanbHbll 3aKOH perynupyet OTHOLUEHMS, BO3HMKalLWue B CBA3M C obpalleHnem -
pas3paboTkon,  AOKNMUHUYECKMMWM  UCCMEAOBaHUAMMW,  KIIUHWYECKMMU  UCCMEAOBaHUAMMW,  SKCNEepTU3On,
rocygapCTBeHHOM perucrpauven, €O CcTaHgapTusaumMem u  C  KOHTpPONeM KavecTBa, MpPOU3BOACTBOM,
N3roTOBMEHNEM, XpaHeHMeMm, nepeBOo3KoW, BBO30OM B Poccuiickylo ®depgepaumto, BbIBO3OM U3 Poccuiickon
degepaumun, pekrnamMon, OTMyCKOM, peanusauuven, nepegadvenr, NMPUMEHEHUEM, YHUYTOXEHMEM FeKapCTBEHHbIX
cpencTs.

(B peq. ®egepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2. Hactoawmn ®epepanbHbIi 3aKOH yCTaHaBnuBaeT MNPUOPUTET TrOCYAAPCTBEHHOIO perynvpoBaHus
6esonacHocTy, kKayecTBa U aPPEKTUBHOCTMN NEKapCTBEHHbIX CPEeACTB NPU NX obpalleHun.
(B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-93)

Cratbs 2. Cchepa npumeHeHuns HacTosilwero ®eaepanbHOro 3akoHa

Hactoawun ®epepanbHbll  3aKOH MNPUMEHSETCA K  OTHOLUEHWSIM, BO3HMKaloWuUM npu  obpalleHnm
nexkapcTBEHHbLIX CPeACTB Ha Tepputopun Poccuiickon ®epgepaunn.

CtaTbA 3. 3akoHOAaTeNbLCTBO 06 06GpalleHUN NeKapCTBEHHbIX CPeacTB

1. BakoHopaTenbCcTBO 00 OOpalleHNn NEeKapCTBEHHbIX CPeACTB COCTOUT M3 Hactosiwero deaeparnbHOro
3aKoHa, apyrmx dpegepanbHbIX 3aKOHOB U UHbIX HOPMATMBHbIX NpaBoBbIX akToB Poccuiickon ®epepauun.
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1.1. 3akoHogaTenbCcTBO 006 OOpalleHUn neKapCTBEHHbIX CPEACTB B OTHOLUEHUN HOPUOMYECKUX UL U
WHOUBMAYanNbHbIX MpeanpuHUMaTenen, OCYLLEeCTBNALWMX OeATeNbHOCTb Ha Tepputopum MeXayHapogHoro
MEeOULUMHCKOro Knacrepa, NpPUMEHSIETCS C y4eTOM OCOBGEHHOCTEN, yCTaHOBMEHHbIX PepepanbHbiM 3akoHom "O
MEXOYHapO4HOM MELMLMHCKOM KIacTepe M BHECEHUU WU3MEHEHWA B OTAENbHble 3aKOHOAATENbHbIE aKTbl
Poccuiickon ®epepaunn'.

(yactb 1.1 BBegeHa dPepepanbHbiM 3akoHoM oT 29.06.2015 N 160-$3)

2. [enctBne Hactoswero ®denepanbHOro 3akoHa pacnpocTpaHseTcss Ha obpalleHne HapKOTUYEeCKMX
NeKapCTBEeHHbIX CpencCTB M NCUXOTPOMHbIX JNEeKapCTBEHHbIX CpeACTB C y4eToM OCOGGHHOCTGVI, YCTaHOBJIE€HHbIX
3akoHogatenbcTBOM Poccuiickon Pepepaumm 0 HapKOTUYECKUX CPEeACTBaXx, MCUXOTPOMHbIX BellecTBax U 006 ux
npekypcopax.

3. Hencrteune HacTosLLero depepanbHOro 3aKoHa pacnpocTpaHsieTcst Ha obpalleHne
pagnoapMaLeBTUYECKNX  NMEeKapCTBEHHbIX  CPeACcTB € y4eTOM  OCODEHHOCTEW,  YCTaHOBMEHHbIX
3akoHogaTenbcTBOM Poccuinckon Pegepaumm B obnactu obecneveHns pagnaumoHHon 6e30nacHoOCTy.

4. Ecnn mexayHapoaHbiM goroBopom Poccunckon depgepaumm ycTaHOBMNEHbl WHble MpaBuna, 4eMm Te,
KOTopble MNpeaycMOTpeHbl HacToswmm defepanbHbIM  3aKOHOM, MPUMEHSAKTCA MpaBuia  MeXOyHapoaHOro
OoroBsopa.

5. B Poccuiickon depepauumn B COOTBETCTBMM C MEXAyHapoAHbIMK aoroBopamu Poccuiickon depepauuym m
(vnn) Ha ocHoBe MpuHUMNa B3aUMHOCTU MPU3HAKTCH pe3ynbTaTbl KIMMHUYECKMX UCCRefoBaHUi nekapCTBEHHbIX
npenapaToB Afs MeQULMHCKOrO NPUMEHEHNs1, NPOBEAEHHbIX 3a npeaenammn Tepputopumn Poccuiickon ®egepauun.

Ctatbs 4. OCHOBHbIE MOHATUSA, UCNONb3yeMble B HacTosiweM denepanbHOM 3aKOoHe

[ns uenen HacTodLero CDep,epaanoro 3aKOHa MUCMNOJIb3YKTCA crneayrwme OCHOBHbIE NMOHATUA:

1) nekapcTBEHHble CpeacTBa - BeLecTBa WM MX KOMOMHauUMKM, BCTyrnawwme B KOHTAKT C OpraHvW3MoMm
YenoBeka MIN XMBOTHOIO, MPOHUKAKOLWMWE B OpraHbl, TKAHW OpraHMama YernoBeKka UMK XMBOTHOIO, MpPUMeHsieMble
anst NpodduNakTukM, ONarHOCTUKM (3a WUCKMIOYEHMEeM BELLEeCTB WM WX KOMOMHALMWA, HEe KOHTaKTUPYHLWUX C
OpraHM3MOM YerioBeKka WM  KMBOTHOrO), redyeHus 3aboneeaHus, peabunutauum, AN COXPaHEHUs,
npeaoTBpaLLeHns UK NpepbiBaHns 6epeMeHHOCTM U NOofyYeHHble N3 KPOBW, NNasMbl KPOBU, U3 OpraHoB, TKaHeMN
opraHusaMa 4erioBeka WM >KMBOTHOFO, PacTEeHMI, MUHeparioB MeTodaMu CUHTEe3a WM C NPUMEHEHUEM
Guonornyecknx TexHonornin. K rekapcTBeHHbIM CpeacTBaM OTHOCHATCS hapmaueBTUYeckue cybeTaHumm |
riekapcTBeHHble npenaparThbl;

2) apmaueBTnyeckas cybcTaHUuMs - nekapCTBEHHOE CpeacTBO B BWAE OOHOMO WM HECKONbKUX
obnagaroLwmx apmMakonormMdeckon akTUBHOCTbHO [OEWCTBYIOLMX BELWEeCTB BHE 3aBMCUMOCTM OT nNpupoabl
NPOVCXOXAEHUS, KOTOPOE MpefHa3Ha4yeHo AN MPOM3BOACTBA, M3rOTOBMEHMS JIEKApCTBEHHbIX MpenapaToB U
onpegenseT nx apMeKTUBHOCTb;

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

3) BcrnomoraTtenbHble BellecTBa - BellecTBa HEOPraHWYecKoro WM OpraHMYeckoro MpPOUCXOXKOEHWS,
ucnonb3yemble B MpoLecce NpOM3BOACTBA, W3rOTOBMEHUS JEKApPCTBEHHbLIX MPenapaTtoB And MpuaaHus uwm
HeobxoaMMbIX PUINKO-XMMNYECKNX CBONCTB;

4) nekapcTBeHHble NpenapaTbl - NekapCcTBeHHble CPeAcTBa B BUAe NeKapCTBEHHbIX hopM, NpuUMeHsieMble
ONs NpodUNakTUKK, ONarHOCTUKKW, NedeHus 3aboneBaHus, peabunuTauun, ANa coXpaHeHus, npeaoTsBpalleHus
UNu NpepbiBaHNs 6epeMeHHOCTY;

5) nekapctBeHHas ¢opma - COCTOsSIHME JIEKAPCTBEHHOrO npenaparta, COOTBETCTByollee crnocobam ero
BBELEHMSA N NpUMEHEeHM n obecneymBatoLLiee AOCTVKEHNE HEOOXOANMOro nevyebHoro achekTa;

5.1) posvpoBka - cofepXaHue OAHOTO WM HECKONbKMX AeWCTBYHLUX BELIECTB B KONMYECTBEHHOM
BblpaX€HUN Ha eAMHMLY A03bl, UM eauHUly obbema, UM eguHUUy Maccbl B COOTBETCTBUU C JIEKapCTBEHHO
dopmoit NGO Anst HEKOTOPbLIX BUAOB FEKAPCTBEHHBLIX (POPM KONMYECTBO BbICBODOXOAEMOro U3 NekapCTBEHHOM
(hopMbl AeiiCTBYIOLLErO BELLECTBA 3a eAVHILYY BPEMEHU;
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(n. 5.1 BBegeH PeneparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

6) nepeyeHb KM3HEHHO HEOOXOOAMMBIX W BaXKHEWLWIMX JeKapCTBEHHbIX MpenapaToB - €XerogHo
yTBepxgaembii  [NpaButenbctBom Poccunckon ®depepauum nepedeHb JEKAPCTBEHHbIX MpenapaTtoB  Ansi
MEeOULUMHCKOrO npuMeHeHusi, obecnedvBalowmnx MNpMOpUTETHbIE MOTPEOHOCTM 34paBOOXpaHEHUs B LensixX
npohmMnakTMkn 1 neyeHus 3abonesaHuin, B TOM 4ucne npeobnagawwmx B CTPykType 3aborneBaemMocTu B
Poccuiickon ®epepauuu;

6.1) opdaHHble neKkapcTBEHHble MpenapaTbl - JIeKAapCTBEHHblE MpenapaTbl, MpegHas3Ha4YeHHble
WCKMIOYUTENBHO ANs AMarHOCTUKUM MMM NaTOreHEeTUYECKOro JleYeHus (fiedeHns, HamnpaBreHHOro Ha MexaHu3Mm
pa3BuTKA 3aboneBaHus) peakux (opdaHHbIX) 3abonesaHun;

(n. 6.1 BBegeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

6.2) BuonornyeckMe nekapcTBeHHbIe npenaparbl - fekapCcTBeHHble npenapaTbl, AENCTBYOLEE BELLECTBO
KOTOpbIX NMPON3BEAEHO WNW BbIAENEHO M3 BUONMOrMYeckoro MCTOYHMKA U AN onpeaernieHvs CBOMCTB M kavecTBa
KOTOpbIX Heobxoguma KoMOuHauusi Guonormyecknx u  uamko-xummyecknx metogoB. K Guomnornyeckum
rniekapCTBEeHHbIM MpenapaTaMm OTHOCATCS MMMYHOOMOMOrnyeckme rekapcTBeHHble npenapatbl, NeKkapCTBEHHble
npenapartbl, NOMyYeHHble U3 KPOBW, Mra3Mbl KPOBWM YeroBeKa W XMBOTHbIX (32 WCKMIOYEHMEM LIeNTbHOW KpOBW),
BGuoTexHonorMyeckne nekapcTBeHHbIe NpenapaTbl, reHoTepaneBTUYeCKMe fiekapcTBEHHbIE Npenaparbl;

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

7) umMyHoBUMoMnorMdeckme nekapcTBEHHblE MpenapaTbl - fleKapCTBEHHble npenapaThbl, NpegHasHavYeHHble
ans opMMpoBaHNst akTMBHOIO WM MNAcCUBHOrO MMMyHWUTETa NGO OUArHOCTUKM HamnmuumMs UMMyHUTETa Wiu
ONarHocTMkn cneunduyeckoro NpuobpPeTEHHOr0 M3MEHEHUS MMMYHOSIOIMYECKOrO OTBETA Ha anneprusvpyloLime
BewecTtBa. K MMMyHOOMONOrMYeckMM NekapCcTBEHHbIM NpenapatamM OTHOCATCS BaKLMHbI, aHAaTOKCKHbI, TOKCUHBbI,
CbIBOPOTKUN, UMMYHOITIO0YMHbI U annepreHbi;

(n. 7 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7.1) ©BuoTexHomornyeckne rnekapcTBeHHbIe MpenapaTbl - feKapCTBeHHble npenapaTbl, NPOU3BOACTBO
KOTOPbIX OCYLLECTBNSAETCA C WCNOMb30BaHMEM OWOTEXHOMNOrMYECKMX MpPOLECcCOB M METOAOB (B TOM uucne
OHK-pekombuHaHTHON TEXHONOMMU, TEXHOSOTMU KOHTPONMMPYEMOWN SKCNPECCUN rEHOB, KOAMPYIOLWNX Buonornyeckm
aKkTMBHble Genku B MpokapuoTax M dykapuoTax, BKMYash U3MEHEHHbIe KNEeTKM MIIeKonuTaroLmx), ruépnaomMHoro
MeToda M MeToa MOHOKMOHAIbHbIX aHTUTEN;

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

7.2) reHoTepaneBTUYECKNe NeKapCTBEHHbIe npenapathl - IekapCTBEHHble npenapaThbl, dapmaueBTmyeckas
cybCcTaHUMSA KOTOPbIX ABASETCH PEKOMOMHAHTHON HYKNENHOBOW KUCIIOTON UNW BKIOYaET B cebs peKkOMOMHAHTHYIO
HYKMEWHOBYIO KWUCMOTY, MO3BOMSAIOLWYIO OCYLLECTBRAATb perynMpoBaHue, penapauuio, 3ameHy, gobasneHne unm
yAaneHue reHeTu4ecKomn nocrneaoBaTensHOCTY;

(n. 7.2 BBegeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

8) HapkoTMYeckMe mekapCTBEHHble CpedcTBa - JeKapCTBEHHble mnpenapaTtbl M dapMaueBTMyeckue
cybcTaHuumn, copepXaliue HapKOTUYECKME CpeAcTBa WM BKIHOYEHHble B [lepedyeHb HapPKOTMYECKMX CPEeAcCTB,
NMCUXOTPOMHbIX BELLECTB U X NMPEKYPCOPOB, Nognexalmnx KoHTponto B Poccuinckon ®enepauum, B COOTBETCTBMM C
3akoHogatenscTBoM Poccuiickon deagepaumu, mexagyHaponHbiMu goroBopammu Poccuickon depepauumn, B TOM
yncne EanHon KOHBEHLMEN O HApKOTMYECKNX cpeacTax 1961 roaa;

9) nCuXOTPOMHblE NeKapCTBEHHble CpeacTBa - NeKapCTBeHHble npenapatbl U hapmaueBTUyeckme
cybcTaHuun, copepkalime MNCUXOTPOMHbIE BELLECTBA W BKIOYEHHble B [lepeyeHb HapKOTUYECKMX CPeAcTB,
MCUXOTPOMHBIX BELLECTB N NX NPEKYPCOPOB, NOAMNEXALMX KOHTponto B Poccuinckon defepaumm, B COOTBETCTBUM C
3akoHodatenscTBoM Poccuiickon depepaumu, mexayHapoaHbiMu goroBopamu Poccuinckon denepauun, B TOM
ymcne KoHBeHuUMeN 0 NCMXOTPONHbIX BewectBax 1971 roaa;

10) pagmnodapmaLeBTUYECKNE NEKAPCTBEHHbIE CPeaCcTBa - NeKapCTBEHHbIE CPEACTBA, KOTOpble coaepXaT B
roTOBOM AN WUCMOMb30BaHUA OpMe OAMH PaaNOHYKNUA WAW HECKOMNbKO PafMOHYKNMAOB (paguoakTUBHbIX
N30TOMoB);

11) pedepeHTHbI NeKapCTBEHHbLIN npenapaTr - JIEeKApCTBEHHbIN MpenapaT, KOTOpbI  BrepBble
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3apernctpupoBaH B Poccunckon ®egepaumn, kKa4ectBo, 3dEKTMBHOCTb M 6e30MacHOCTb KOTOPOro AoKasaHbl Ha
OCHOBaHUW pe3ynbTaToB AOKITMHUYECKUX UCCNEeSOBaHUA NIEKAPCTBEHHLIX CPEACTB U KIMHUYECKUX UCCIEeAO0BaHWN
NeKapCTBEHHLIX NpenapaToB, NPOBeAEHHbLIX B COOTBETCTBUM C TpeboBaHNsIMM YacTen 6 n 7 ctaTbn 18 HacTosALwero
depepanbHOro 3akoHa B OTHOLLUEHMW JEKApPCTBEHHbIX CPeACTB ANs MEeAMUMHCKOro npuMeHeHust nnbo B
COOTBETCTBMM C TpeboBaHuMsaMK cTaTbh 12 HacTosiero PegepanbHOro 3akoHa B OTHOLLEHMM JeKapCTBEHHbIX
cpeacTB ONsd BETEPMHAPHOrO MPUMEHEHUS, W KOTOPbIN UCMONb3yeTcs Ans OLEHKM OMO3KBUMBANEHTHOCTM UMK
TEpaneBTMYECKON SKBMBANEHTHOCTU, KavecTBa, 3PEeKTMBHOCTM WM ©0e30MacHOCTU BOCMPOU3BELEHHOIO WIM
buoaHanorosoro (6nonogobHOro) nekapCTBEHHOroO Npenapara;

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

12) BocnponsBeaeHHbIN NeKapCTBEHHbIA NpenapaT - NeKkapCTBEHHbIN npenapart, KOTOpbIi MMeeT TaKou xXe
KayeCTBEHHbIN COCTaB M KONMYECTBEHHBIN COCTaB AENCTBYIOLLMX BELLECTB B TAKOWN e NIEKapCTBEHHOW hopMe, YTO
N pedepeHTHbIN NEeKapCTBEHHbIV MpenapaTt, U OGMO3KBMBANEHTHOCTb MMM TepaneBTMYEecKas IKBMBANEHTHOCTb
KOTOporo pedepeHTHOMY NIEKapCTBEHHOMY MpenapaTy NOATBEPKAEHA COOTBETCTBYOLLMMMN UCCIIE00BaHUSIMMY;

(n. 12 B pea. ®egepanbHoro 3akoHa oT 22.12.2014 N 429-93)

12.1) TepaneBTUYECKas IKBMBANEHTHOCTb - OOCTMXKEHME KIMHWYECKM COMOCTaBUMOrO TepaneBTUYECKOro
adbdpekTa Npu NPUMEHEHUN NEKAPCTBEHHbLIX NpenapaTtoB ANns MeAWLUHCKOro NPUMEHEHUA ANst OOHOM M TOW Xe
rpynnbl 60MbHBLIX MO OAHUM U TEM e NOKa3aHUSAM K MPUMEHEHWIO;

(n. 12.1 BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

12.2) ©OwnoaHanoroBbii (OMonofo6HLIN) NeKapCTBEHHbIM npenapaTt  (buoaHamnor) - ©uonoruyeckunin
NEeKapCTBEHHbIV NpenapaT, CXOXWI Mo napameTpam kadecTBa, 3PdEKTUBHOCTU 1 Be30nacHOCTU C pedepeHTHbIM
BMoNorMyeckMM fnekapcTBEHHbIM MpenapaToM B TakoW Xe NeKkapCTBEHHOW (hopMe U MMEKLWMN WMAEHTUYHBIN
cnocob BBeaAeHUS;

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

12.3) B3aMMO3aMeHsieMbIi EKAPCTBEHHbLIV MpenapaT - §eKapCTBEHHbI MpenapaT C [OKa3aHHON
TepaneBTUYECKON IKBMBANEHTHOCTbIO UM BUO3KBUBANEHTHOCTBIO B OTHOLLEHUM peepEeHTHOro NIEKAapCTBEHHOIO
npenapaTa, MMeKLWMA IKBUBASIEHTHbIE €My Ka4yeCTBEHHbIA COCTaB W KOMMYECTBEHHbIA COCTaB LEWCTBYHOLLMX
BELLECTB, COCTaB BCMOMOraTebHbIX BELLECTB, TeKapCTBEHHY0 hopmMy 1 cnocob BBeaeHUs;

(n. 12.3 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

13) nekapcTBEHHOE pacTUTENIbHOE ChIpbe - CBEXWE WM BbICYLLEHHbIE pacTeHnss NGO KX 4acTu,
ncnonb3yemble AN Npou3BOACTBa NEKApCTBEHHbIX CPEACTB OpraHM3aUmuaMn - NPOU3BOANTENAMU NeKapCTBEHHbIX
CPEACTB WM  U3TOTOBMIEHWUS JIEKAapCTBEHHbIX MNpenapaToB anTe4yHbiMM OpraHu3auusiMi, BeTepUHapPHbIMU
anTeYyHbIMU  OpraHM3auusiMu,  MHOMBMAYaANbHLIMU  MPEAnpUHMMATENAMK,  UMEWUMM  JIMLEH3UI0  Ha
hapmaueBTUYECKYIO AEATENBHOCTD;

14) nekapCTBEHHbIN paCcTUTENbHbLIM MpenapaT - NEeKapCTBEHHbIN npenapaTt, MNPOU3BEAEHHbIN UMK
N3roTOBMEHHBbIN U3 OJHOrO BMAA JEKapCTBEHHOrO PacTUTENBHOIO ChiPpbS UMW HECKOMBbKUX BMOOB TaKoro Cbipbs U
peanuayembivi B pacacoBaHHOM BuAEe BO BTOPUYHOW (NOTPeEOUTENBCKON) YNAKOBKE;

15) romeonaTMyeckMin NeKapCTBEHHbLIV MpenapaT - JeKapCTBEHHbIM MpenapaT, MNPOM3BEAEHHBIN UMK
N3roTOBIIEHHbIN U3 (hapMaLEeBTUYECKON CyOCTaHUMM unu dapmaueBTUYEeCKUX CyOCTaHUMA B COOTBETCTBUM C
TpeboBaHnaMM 0OOWKMX papmakonemHbIX cTaTed K romMeonaTUYecKMM JeKapCTBEHHbIM npenapartaMm wnvM B
cooTBeTCTBMM C TpeboBaHnaMM hapmakonen cTpaHbl NPOU3BOAUTENS TAKOro NekapCcTBEHHOrO NpenapaTa;

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

16) MexayHapoaHOe HenaTeHTOBaHHOE HauMeHOBaHWe FeKapCTBEHHOro CcpeacTBa - HauvMeHOBaHue
OeNCcTBylOLLEro BewecTBa dapMaLeBTMYeckon cyObCcTaHumMWM, peKoMeHOoBaHHOe BcemupHoWm opraHusauunen
3[paBOOXPaHEHNS;

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

17) ToproBoe HaMMeEHOBaHWE NEKApCTBEHHOrO0 CpeacTBa - HaUMEHOBaHWE FEeKapCTBEHHOro CpeacTtsa,
NMPUCBOEHHOE €ro pas3paboTynkoMm, AepxaTeneM WM  BragenbLeM PerMcTpaumoHHOrO  yaoOCTOBEpPEHUs
NexKapcTBEHHOro npenaparTa;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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17.1) rpynnMpoBOYHOE HaMMEHOBAHWE NEKapCTBEHHOro mnpenapaTa - HauMeHOBaHWe NeKapCTBEHHOro
npenapara, He MelLLEero MeXxayHapo4HOro HenaTeHTOBaHHOIO HaUMEHOBAaHWSA, UMM KOMBMHAaLMKW NeKapCTBEHHbIX
npenapaTtoB, MCNOMb3yeMoe B Lensx o0beguHeHus MX B rpynny nog eauvHbIM HavMeHOBaHMeM WCXOoAs W3
OOVHaKOBOro CocTaBa AeNCTBYIOLLMX BELLECTB;

(n. 17.1 BBegeH PepepanbHbiM 3aKkOHOM OT 22.12.2014 N 429-03)

18) obwan dapmakoneriHasa ctatbs - AOKYMEHT, YTBEPXKAEHHbIN YNOSIHOMOYEHHbIM ddefeparnbHbIM OpraHoM
WCNOSNTHUTENBHOM BacTu MU codepXallmi nepeveHb nokasatenen kayectsa n (UnmM) METOOOB KOHTPOSS KayecTBa
KOHKPETHOW FeKapCTBEHHOW (OPMbl, NEKAPCTBEHHOIO pPaCTUTENBbHOMO Cbipbsl, OMNUCaHUS OMOMNOrMyeckmx,
BUOXUMUNYECKNX, MUKPOOMONOTNYECKUX, (PUIUKO-XUMUYECKNX, UBNYECKUX, XUMUYECKMX W APYrMX MeTOAOB
aHanusa NekapCTBEHHOro CpPeACTBa, a Takke TpeboBaHUS K UCMOMb3yeMbiM B LENSAX NPOBEAEHUS OaHHOro
aHanusa peakTvBaMm, TUTPOBAHHLIM PacTBOpaM, MHOUKaTOpaM;

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

19) dapmakonenHas cratbd - LOOKYMEHT, YTBEPXOEHHbIA YNOSIHOMOYEHHbIM heaeparnbHbIM OpraHoMm
WCNOSMHUTENBHOM BracTM M COAEpXallMi nepeyeHb nokasaTenen kadectBa M METOAOB KOHTPOMNs KadecTea
NeKapCTBEHHOro CpeacTaa;

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

19.1) ctaHgapTHble 06pa3upl - BeLecTBa, MOCPEACTBOM CPaBHEHUSA C KOTOPbIMY OCYLLIECTBINSETCA KOHTPOSb
KayecTBa uccnegyemMbiX NEKapCTBEHHbIX CPEACTB C NMOMOLLBH (PU3MKO-XMMUYECKMX U BMONOrMYECcKUX METOLOB B
Lenax MNOATBEPXAEHMS COOTBETCTBUS JIEKAPCTBEHHbLIX CPeacTB TpeboBaHWSIM HOPMATUBHOW OOKyMEHTauuu,
YCTaAHOBIEHHbIM MPU OCYLLECTBIIEHUM FOCYAAPCTBEHHON perucTpaumm, u KOTopble NPUMEHSAIOTCA AN KanMbpoBKM
CTaHAapTHbIX 06pa3uoB NPOM3BOANTENS NEKAPCTBEHHbBIX CPEACTB, MCMONb3yeMbIX AN KOHTPOIS KavyecTBa U UHbIX
uenen npy obpalleHnn nekapCTBEHHbIX CPEaCTB;

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

19.2) papmakonenHbIn cTaHgapTHbIV obpasel - cTaH4apTHLIN 06paseL, NPou3BeaeHHbIN B COOTBETCTBUM C
drapmaKkonenHom CcTaTben;
(n. 19.2 BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

20) HopmaTMBHas OOKYMeHTauus - OOKYMEHT, COAepXaluin nepeyeHb onpegensemblx No pesynbraram
COOTBETCTBYIOLLMX IKCMEPTU3 NoKasaTenemn kayecTsa nekapcTBEHHOro cpeacTsa AN MeauUMHCKOro NpUMeEHeHus,
MEeTO[O0B KOHTPOSIS €ro Ka4yecTBa U YyCTAHOBMNEHHbLIV €ro Npon3BoanTernem;

21) HopMmaTMBHbIA LOKYMEHT - [OOKYMEHT, cogepXalui nepevyeHb onpedensieMblx Mo pesyrbratam
COOTBETCTBYIOLUMX IKCMEPTMU3 MoKasaTenen kKadectsa U (UNM) METOOOB KOHTPOMsS KayecTBa IeKapCTBEHHOM
dopMbl, OnNMcaHus BUONOrMyecknx, BUOXMMUYECKUX, MUKPOBMONOrMYecknX, MU3NKO-XUMUYECKNX, (DU3NYECKMX,
XUMUYECKMX U APYrMX METOAOB aHanu3a fekapCTBeHHbIX CpeacTB Ans BeTepuHapHoOro npuMeHeHus, TpebosaHns K
ncnonb3yembiM B LiensxX NpoBedeHMs OaHHOro aHanu3a peakTMBaMm, TUTPOBaHHbIM pacTBOpam, WMHAMKaTopam u
YCTaHOBIEHHbIN ero NPou3BoANTENEM;

21.1) obLWMN TEXHNYECKUIN OOKYMEHT - KOMMMEKT AOKYMEHTOB M MaTepuanoB, COCTOSLIMA U3 HECKOMbKUX
pasgenoB - AOKYMEHTaUMM agMUMHUCTPATUBHOIO XapakTepa, XMMUYECKon, dhapmaueBTUYECKON U BUONOrmyeckon
OOKyMeHTauun, ¢apMakoslIorM4yeckon, TOKCMKOJTOTMYECKOM [OOKYMEHTaUUKW, KIMHUYECKOW [OKyMEeHTauuu u
npeacTaBnAemMbli OAHOBPEMEHHO C 3asiBIEHMEM O FOCYyOapCTBEHHOM perncrpauumn nekapCTBEHHOro npenapaTta
ONs MEeOUUMHCKOrO npuMeHeHust B ¢popmarte, YCTaHOBIEHHOM YMOMHOMOYEHHbIM deaepanbHbiM  OpraHoM
NCMNONHUTENbHON BNacTw;

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

22) Ka4yeCTBO J1eKapCTBEHHOIo cpeactea - COOTBETCTBME JIEeKapCTBEHHOIoO cpeancrtea Tpe6OBaHI/|9|M
cbapmaKonePlHon ctatb nubo B Ccny4yae ee OTCyTCTBUA HOpMaTMBHOVI OOKyMeHTauum wuinm HOpPpMaTMBHOIO
OOKYMEHTa;

23) Be3onacHOCTb NeKapCTBEHHOIO CPeAcTBa - XapakTepmucTuka nekapCcTBEHHOrO CpeacTsa, OCHOBaHHasi Ha
CpaBHMTENBHOM aHanmae ero 3hEeKTUBHOCTM U pUCKa NPUYMHEHNST Bpeaa 300P0BbI0;

24) Sd)(*)eKTVIBHOCTb JIEKApPCTBEHHOIO npenapara - XapakKTepUCTUKa CTerneHn noJNoXNUTENTbHOIo BJITUAHUA
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depepanbHbI 3akoH oT 12.04.2010 N 61-93
(pen. ot 06.06.2019)
"O6 obpalleHnn nekapcTBeHHbIX CpeacTs”

NEeKapCTBEHHOIo npenaparta Ha TedYeHune, npoaoJIKUTEINTIbHOCTb 3aboneBaHns wunu ero npegoTBpalleHune,
DGBGMHMTGLWHO, Ha COXpaHeHue, npeaoTBspalleHne nnn npepbiBaHne 6epeMeHHOCTM;

25) cepuna nekapctBeHHOro cpenctBa - KOJIMHECTBO JiIEKapCTBEHHOIo cpencrtea, npoun3seaeHHoe B
pe3ynbTate o AHOro TexXHOsIorM4eckoro Uukna ero npounssogntenem,

26) peructpauuoHHOe YOOCTOBEPEHWEe NEeKapCTBEHHOro npenaparta - LOKYMEHT, NOATBepXaarwmnn dakt
rocygapCTBEHHOW perMcTpaunm nekapCTBEHHOIO Npenapara;

26.1) pepxartenb wnuM Bnagenel perncTpauuoHHOrO YAOCTOBEPEHUS NEKapCTBEHHOro mpenapata -
pa3paboTynk NekapCcTBEHHOro CpeacTBa, NPOM3BOAMTEND NIEKAPCTBEHHBIX CPEACTB UMW MHOE opuandeckoe nuuo,
obragaiouiee nNpaBoM BNageHUs PerMcTpaumMoHHbIM yOOCTOBEPEHMEM, KOTOPblE HECYT OTBETCTBEHHOCTb 3a
KayecTBo, ah(PEeKTUBHOCTb U 6Ge30MaCHOCTb NeKapCTBEHHOIO NpenapaTa;

(n. 26.1 BBegeH ®eaepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-$3)

27) perMcTpaumoHHbIii HOMep - kKogoBoe 06o3Ha4YeHve, NPUCBOEHHOE fleKapCTBEHHOMY NpenapaTy Npu ero
rocygapCTBEHHON perncTpauum;

28) obpalleHne nekapCTBEHHbIX CPeACTB - pas3paboTka, AOKIMHUYECKME WCCrefoBaHust, KIMHUYEeCKMe
nccrnenoBaHus,  3KCMepTM3a, rocyfapCTBEHHas perncrpauusl, CraHgapTM3aums UM KOHTPOSb — KadecTBa,
Npon3BOACTBO, M3roTOBMEHME, XpaHeHue, nepeBo3ka, BBO3 B Poccuiickyio depepauuio, BbiBO3 U3 Poccurickon
depepaumu, peknama, OTNyck, peanusauus, nepegada, NPUMEHEHNE, YHUUTOXEHNE NTEKaPCTBEHHbIX CPEACTB;

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

29) cyObekTbl 0bOpalleHnsi NeKkapCTBEHHbIX CpeacTs - oM3ndeckMe nvua, B TOM YnCne MHAMBUAOYarbHble
npeanpuHMMaTenu, 1 opuanyeckue nuua, OCyLecTBRSAWME AeATENbHOCTb Npu obpalleHMn rekapCTBEHHbIX
CPeacTs;

30) paspaboTymk NekapCTBEHHOrO CPeAcTBa - oOpraHu3auusi, obnagaiwowasi npaBamMuM Ha pesynbTaThl
OOKMUHUYECKUX WUCCNedoBaHUN NeKapCTBEHHOrO CPEeACTBa, KIMHWYECKUX WCCRedoBaHUM feKapCTBEHHOro
npenapara u (Mnun) Ha TEXHOMOIMI0 NPOM3BOACTBA FIEKapCTBEHHOIO CPEACTBA;

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

31) npon3BOACTBO J1€eKapCTBEHHbIX CpencTB - OeATEeNIbHOCTb MO NPOU3BOACTBY J1€eKapCTBEHHbIX CpencTs
opraHunsaumamMmmn - npon3eoanTenamMm nekapCTtBeHHbIX cpencTB Ha OAHOWN CTaguu, HECKONMbKUX UM BCEX CTaamsax
TEXHOJNTOrM4YeCKoro npouecca, a Takke no XxpaHeHnto n peann3aumm npon3BegeHHbIX NekapCTBeHHbIX CPENCTB,;

31.1) npousBoAcCTBEHHas mnowagka - TeppuTopuanbHO 0BOCOBMEHHbI KOMMMEKC MpOM3BOAUTENS
rnieKapCTBEHHbIX CPeACTB, NMpegHa3HayeHHbI ANns BbIMOMHEHUS BCEro npoLecca NpOoM3BOACTBA feKapCTBEHHbIX
CPeacTB UMK ero onpeAeneHHon cTaguu;

(n. 31.1 BBegeH PepepanbHbiM 3aKkOHOM OT 22.12.2014 N 429-93)

32) npomn3soguTeslb  NeKapCTBEeHHbIX CpeacTtB - oOpraHuM3aund, ocyulecTBlidwad npousBoacTeo
NeKapCTBEHHbIX CpeacTB B COOTBETCTBUN C TDEGOBaHVIﬂMI/I HacToALlero CDe,qepaanoro 3aKOHa;

33) dapmaueBTUYeCKaa [EATENbHOCTb - OEATENbHOCTb, BKMAYawwass B cebs ONTOBYK TOProBro
NeKkapcTBEHHbIMU CpeacTBaMu, WX XpaHeHue, MNepeBO3Ky W (UNK) PO3HWUYHYK TOPFOBIO JeKapCTBEHHbIMU
npenaparamMu, UX oTnyck, XxpaHeHune, nepeBo3Ky, N3rotoBrieHne rekapCTBeHHbIX NpenapaToB;

34) opraHunsauusa onToBOM TOProBnn rexKkapcTtBeHHbIMW CpeacTtsamMmn - opraHun3auund, OcCyLlecTBndlowlan
OMNTOBYKO TOProBJ1O JieKapCTBEHHbIMM CpencTtBaMu, UX XpaHeHue, nepeBOo3Ky B COOTBETCTBUU C Tpe6OBaHI/IFIMVI
HacTtodLllero dJep,epaanoro 3aKOHa;

35) anTedHass opraHmMsaumsi - opraHu3auusi, CTPYKTypHOe noapasgeneHve MeauLMHCKOM opraHusaumm,
OCYLLIECTBNAKOLLME PO3HUYHYIO TOProBMIO NEKAPCTBEHHBIMU NpenapataMu, XpaHeHne, NepeBo3Ky, N3roTOBNEHNE U
OTMNYCK JEKapCTBEHHbIX MNpenapatoB Anst MELWLMHCKOrO MNPUMEHEHMS B COOTBETCTBMM C TpeboBaHMsMM
HacTosilwero ®egepansHOro 3akoHa;

(B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-03)
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depepanbHbI 3akoH oT 12.04.2010 N 61-93
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"O6 obpalleHnn nekapcTBeHHbIX CpeacTs”

36) BeTepuHapHasa anTeyHas OpraHusaumsa - opraHu3auusi, CTPYKTYpHOe nogpasfeneHve BeTepuHapHom
opraHusauum, ocyLLEeCTBISIOWNE PO3HUYHYIO TOProBMo NeKapCTBEHHbIMU NpenapaTtaMu, XpaHeHue, U3rotToBrneHmne
N OTNYCK JEKapCTBEHHbIX MpenapaToB AN BETEPUHAPHOrO MNPUMEHEHWS B COOTBETCTBUM C TpeboBaHUSAMMU
HacTosiwero ®egepanbHOro 3aKoHa;

37) danbcnduuMpoBaHHOE feKkapCTBEHHOE CpeacTBO - JIeKapCTBEHHOEe CpeACTBO, COMpPOBOXAaeMoe
NOXHOW MHopMaLmen 0 ero coctase 1 (Unn) NpomssoanTene;

38) Heﬂ,06p0Ka‘-IeCTBeHHOG NekapCTBeHHOe CpencTBo - JiekapCTBeHHOe CpencTtBo, HE COOTBETCTBYyHLLEE
Tpe6OBaHI/IF|M dapmakonenHomn ctaTbun nnbo B Cly4yae ee OTCyTCTBUA Tpe6OBaHVIFIM HopMaTUBHOM LOOKyMeHTauunmn
MIn HOPMaTUBHOIO JOKYMEHTQa;

39) koHTpadhakTHOoe IekapCTBEHHOE CPEeACTBO - JIeKapCTBEHHOE CPeACcTBO, Haxopsilieecsa B obopoTe ¢
HapyLleHWeM rpa)kaaHcKoro 3akoHo4aTeNbCTBa;

40) poKNMHUYEecKoe WccredoBaHWe IeKapCTBEHHOro cpedcTBa - Guonornyeckue, MUKpoGUorormyeckue,
MMMYHOOTMYECcKMe,  TOKCUKOMOrMyeckue, dapmakonormyeckne, U3MYEcKMe, XUMWYECKMe U gpyrue
nccrnenoBaHNs JIEKapCTBEHHOTO CPeACcTBa MyTEM MPUMEHEHMs Hay4HbIX METOLAOB OLIEHOK B LENsX MonyvyeHust
fAokasaTenbCTB 6e3onacHoCcTH, kayecTBa U 3(OPEKTUBHOCTM fIeKapCTBEHHOIO CPeacTBa;

41) KnNMHU4Yeckoe wuccregoBaHWe NEeKapCTBEHHOro npenaparta - U3yvyeHue OMarHoCTUYECKMX, NeyvebHbIX,
nNpodunNakTNYecknx, apmMakorornyeckux CBOMNCTB fEKapCTBEHHOro npenapaTta B Npouecce ero NpuMeHeHus y
YyernoBeka, XMBOTHOrO, B TOM YMCne NPOLLEeCcCOB BCACbIBaHMSA, pacrnpeneneHns, USMeHeHUs N BbIBEAEHUS, NyTeM
NMPUMEHEHNS Hay4HbIX METOOOB OLEHOK B Lensx nonyyeHus aokasatenscts 6esonacHOCTH, kavecTBa WU
3P(PeKTMBHOCTM NEKapCTBEHHOro npenapaTa, OaHHbIX O HexenaTenbHbIX peakuusx opraHusma u4erioBeka,
XMBOTHOMO Ha MpUMEHEeHMe nekapCTBEHHOro npenapata M 06 adpekrte ero B3aMmMoAenCTBMA C APYrnMu
rfiekapCTBEHHbLIMU Npenapartamu 1 (MnNn) NULLEBLIMU NPOAYKTaMM1, KOPMamu;

42) MHOIroueHTpoBOEe KIIMHMYeCKoe uccrnenoBaHne JIneKkapCTtBeHHOro npenapara Aanda MeguumHCKoro
NnpUMEHEeHNA - KIMHU4YEeCKoe WuccrneagoBaHne JnekapCTtBeHHOro npenapata anda MeaunuunHCKOro npuMeHeHuA,
nposoanmoe pa3p860T‘-|I/IKOM NleKkapCTBeHHOro npenapata B AOBYX U bonee MeAULMHCKMX opraHunsauuax no
€aNHOMY NPOTOKOJY KIMHNYECKOro nccnenoBaHnda nekapCTtBeHHOro npenaparta,

43) MexgyHapoOoHOe MHOrOLEHTPOBOE KIMHWYECKOe MWCCnefoBaHue IekapCTBEHHOro npenapata  Aans
MELMLMHCKOrO MPUMEHEHNS - KIMHWYECKOe WCCrnedoBaHvWe IeKapCTBEHHOro npenapaTta Ans MeOuLMHCKOro
NPUMEHeHWsl, NPoBOAUMOE pPa3paboTUMKOM NEeKapCTBEHHOrO Mpernaparta B pasfuuHbIX CTpaHax Mo eauHOMY
MPOTOKOMY KIMHUYECKOro UCCMneoBaHus NekapCTBEHHOro npenapara;

44) nocTperncTpaLmoHHOe KIMHWYECKoe MccredoBaHue NeKkapCTBeHHOro npenapata Ans MeauLMHCKOro
NMPYMEHEHNUS - KIMHMYECKOe WCCRedoBaHWe fekapCTBEHHOro npenaparta Ans MeOWUMHCKOrO MpUMEHEHUs,
NpPOBOAMMOE MPOWU3BOAMTENEM JEeKapCTBEHHOro npenapara, rpaxaaHckuii oGopoT KOTOPOro OCYLLEeCTBISETCH
nocrne rocydapCTBEHHOW perucrTpauun, B Lenax AonofHuWTenbHoro cbopa daHHbIX O ero GesonacHocTu W
3 eKTUBHOCTW, pPacCLUMPEHUss MOKasaHWM K MPUMEHEHWI0 [OaHHOro feKapCTBEHHOro mnpenapaTta, a Takke
BbISIBNEHUS HEeXenaTerbHbIX peakuuii NauneHToB Ha ero AencTeue,;

45) uccnepoBaHne GUO3KBMBANEHTHOCTU FIEKapCTBEHHOrO npenaparta - BuA KIMHWYECKOro MccrnegoBaHus
NeKapCcTBEHHOro npenapaTta, NpoBeAeHMNEe KOTOPOro OCYLLECTBNAETCA AN ONpeAeneHnss CKopocTu BCacbiBaHUS U
BbIBEAEHUS OOHOIO WM HECKONbKMX obnagarowmnx apMakonormieckon akTUBHOCTBIO AEWCTBYIOLLMX BELLECTB,
KOnvMyecTBa IeKapCTBEHHOrO MpenapaTta, OOCTUralLWero CUCTEMHOIO KpPOBOTOKA, W pe3ynbTaTbl KOTOPOro
Nno3BOMAIT cAenatb BbiBO4 O OWO3KBMBANEHTHOCTU BOCMPOM3BEAEHHOrO JEKAPCTBEHHOro MpenapaTta B
onpefeneHHbIX nekapcTBeHHon dopMe U LO3MPOBKE, COOTBETCTBYHOLMX (hopMe M [03MPOBKE pedyepeHTHOro
nekapCcTBEHHOro npenapaTa;

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

46) nccneanoBaHue TepaneBqueCKoﬂ OKBMBAJIEHTHOCTU JIEKapCTBEHHbIX npenapaTtoB - BUA KITMHU4YECKOro
nccrieqoBaHna  NIeKapCTBEHHbIX  MnpenapaTtoB, nNpoBedeHune KOTOPOoro OocyuwecTBndeTCcA Ard  BblidBII€HUA
OANHaKOBbIX CBOWCTB JIEKapCTBEHHbIX NpenapaTtoB onpe,qeneHHon ﬂeKapCTBeHHOVI (bOprI, a TakKXKe Hann4dunda
OAMHAaKOBbIX MokasaTtenen 6GesonacHoOCTU w Sd)(beKTVIBHOCTVI JIEKapCTBEHHbIX MNpenapatoB, OAWMHAKOBbIX
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KMUHUYECKNX 3 DEKTOB NPU UX NPUMEHEHUN;

47) npoOTOKON KMWHWYECKOrO UWCCReaoBaHUs JIEKApCTBEHHOrO rMpenapata - [OKYMEHT, B KOTOPOM
onpenenstoTcs  Uenu, opmbl  OpraHusauMmM W MeToOOSIoOrUst MPOBEAEHWUSI KIUMHWYECKOTO  MCCreaoBaHus,
cTatucTmyeckne metoabl 06paboTkm pe3ynbTaToB Takoro MCCregoBaHnst U Mepbl No obecneyeHnto 6e3onacHoOCTU
dm3nyecknx nNuL, y4acTBYHOLMX B KIIMHUYECKOM UCCIEL0BaHNM NIEKAPCTBEHHOIO Npenapara;

48) Opowtopa wuccrnegoBaTens - CBOOHOE W3NOXEHMEe pe3ynbTaToB [AOKIMHUYECKOro UCCrefoBaHus
NEKApPCTBEHHOIO CPeAcTBa U KIMHWYECKOTO MWCCNEAOBaHUSA JlekapCTBEHHOro npenapata Aans MeguumHCKOro
NPUMEHEHNS;

49) MHGMOPMALMOHHBIA JIMCTOK MauMeHTa - OOKYMEHT, B KOTOPOM COAepXaTtcsi B LOCTyrnHoOM chopme
cBefeHnd, Kacarouwmeca npoBogMMoro KrnmHnM4YeCckoro ncerieqoBaHmna nekapcTtBeHHOro npenaparta, u B NUCbMEHHOWN
opme [OOpPOBOMbBHOE CcoOrnacMe naumeHTa Ha ydacTue B KIMHUYECKOM UCCNeaoBaHuM NeKkapCTBEHHOro
npenapaTta nocrie O3HaKOMIEHUS C OCODEHHOCTAMW KIMMHUYECKOTO WCCMNEAOBaHUS, MMEKLIMMN 3HA4YeHue ans
Bblpa>XeHUS Takoro cornacus;

50) noGoyHoe AeNcTBME - peakuusi opraHu3Ma, BO3HMKLIAsi B CBA3M C MPUMEHEHMEM JIeKapCTBEHHOMO
npenapaTta B [03ax, PEKOMEHOYEeMbIX B WHCTPYKUMW MO €ro NPUMEHEHWo, Ansi NpodunakTUK1, AMarHOCTUKM,
neveHus 3aboneBaHusa unu gns peabunutauum;

50.1) HexenaTenbHasi peakuusi - HenpegHaMepeHHasi HebnaronpusiTHas peakumsi opraHmsma, KoTopas
MOXET ObITb CBSI3aHa C NMPUMEHEHMEM FIEKapCTBEHHOro npenapara;
(n. 50.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

51) cepbesHasn HexxenaTtenbHas peakuus - HexxenaTernbHasa peakuus opraHnsmMa, CBas3aHHas ¢ NpUMeHeHnem
nekapcTBEHHOro npenapara, npuBedwas K CMepTu, BPOXAEHHbIM aHoManusaM Wnu nopokam pasButusa nnbo
npeactaensowas cobow yrposy xusHu, Tpebyolwasa rocnutanu3aummM unu npusBedllas K CTOWKOW yTpaTe
TPYAOCNOCOBHOCTU M (UNN) UHBANUOHOCTMY;

52) HenpeOBuaeHHas HexenaTtenbHas peakuus - HexenaTtenbHas peakums opraHnsma, Kotopasi CBA3aHa ¢
NPMMEHEHWEM JIEKapCTBEHHOTO npenapata B [03aX, PEKOMEHAYyeMbIX B MPOTOKONE €ro KIMHUYECKOro
nccnegoBsaHus, Opowtope wuccrnegoBaTens, WM C  MPUMMEHEHUMEM IeKapCTBEHHOro Mpenaparta B [Ao03ax,
PEKOMEHAYEMbIX B UHCTPYKLMKN MO €ro MPUMEHEHUIO ANs1 NPOUNAKTUKN, OUArHOCTUKK, NeveHns 3aboneBaHns unm
MeOMUMHCKON peabunutaumMm naumMeHTa, M CYWHOCTb, TSHKECTb WM UCXOL4 KOTOPOW He COOTBETCTBYET
WHpopMauMn O NeKapCTBEHHOM npenapaTte, coAepallerica B MPOTOKONE €ro KAMHMYECKOro uccrnenoBaHus,
OpoLutope nccrnegoBaTens Unn B MHCTPYKLMKW NO NPUMEHEHUIO NTEKAPCTBEHHOMO npenaparTa;

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

52.1) dapmakoHagsop - BUA [OEATENbHOCTUM MO  MOHUTOPUHTY 3deKkTMBHOCTM K 6e3onacHocTu
NeKapCTBEHHbIX MpenapaToB, HanpaBfeHHbI Ha BbISABIIEHWE, OUEHKY W NpedoTBpalleHue HexenaTenbHbIX
NoCneacTBUN NPUMEHEHUS NeKapCTBEHHbIX NpenapaTos;

(n. 52.1 BBeaeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

52.2) nnaH ynpaBneHus puckamu - NOAPOOHOE onMcaHue MeponpuATUA No  dpapMakoHaa3opy,
HanpaBlieHHbIX Ha BbISIBNIEHWE, OUEHKY W npefoTBpalleHne unM MUHUMMUM3AUUIO PUCKOB, CBSI3AHHbIX C
nekapCcTBEHHbIMU NpenapaTamu, BKMoYasa oueHKy 30EeKTUBHOCTY AaHHbIX MEPONPUATUN;

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

53) peuenT Ha NeKapCTBEHHbIN NpenapaTt - MEeANLMHCKAA AOKYMEHT YCTAHOBMEHHOW DOPMbI, COOEpXKaLLN
Ha3Ha4YeHne NekapCTBEHHOro npenapata Ang MeauLMHCKOro NpUMeHeHWs!, Bbl4aHHbIN MEANLMHCKUM pabOoTHUKOM
B LlensiX OTrnycka fiekapCTBEHHOro mpenapata MnvM ero M3roToBreHust U oTrnycka Ha BymMaxHOM HocuTene unu ¢
cornacmsa naumeHTa UnNu ero 3akOHHOro npeacraBuTens B OpMe 3MEeKTPOHHOro AOKYMEHTa, NoArnMcaHHOro ¢
NCMNOMb30BaHWEM YCWUMEHHOW KBaNUMULMPOBAHHOW 3MEKTPOHHOM MOAMUCK MEeAUUMHCKOro paboTHuka, nunbo
OOKYMEHT YCTaHOBIIEHHOW (popMbl, coaepKallni HasHayeHne nekapCTBEHHOro npenapata Ans BeTepUHapHOro
NPYMEHEHWS, BblOAHHbLI BETEPMHAPHLIM PabOTHUKOM B LENsiX OTMycKa NeKapCTBEHHOro npenapaTta unM ero
N3roTOBMEHNS 1 OTMYyCKa Ha OymMaXHOM HocUTEne;

(n. 53 B pea. PepepanbHoro 3akoHa ot 29.07.2017 N 242-93)
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54) TpeboBaHMe MeaWUMHCKOW OpraHusauuu, BeTepuMHApHOW OpraHv3aumyv - OOKYMEHT YCTaHOBIIEHHON
dopMbl, KOTOPbIV BbINUCAH MEAULMHCKMM NN BeTepUHapHbIM paboTHUKOM, UMEIOLLIMM Ha 3TO MPaBo, U COAEPXKUT
B NMUCbMEHHON hopme ykasaHue anTeyHoW opraHu3aumMm o6 OTnycKe NeKkapCTBEHHOro npenapata wunuM o ero
n3rotoeneHunm n ob otnycke Ang obecneveHus neyebHoro npouecca B MEAMLMHCKOW OpraHu3aummn, BeTepuHapHoOn
opraHusaumu;

55) komnnekcHas oueHKka NekapCTBEHHOro npenapaTa - OueHKa 3aperMcTpMpoBaHHOIO feKapCTBEHHOro
npenapata, Bknwoyawwas B cebs aHann3 uHGOpMauun O CPaBHUTENbHOW KIMHMYECKON 3(PEKTUBHOCTU W
6Ges3onacHOCTV NeKapCTBEHHOrO npenaparta, OUEeHKY 3KOHOMUYECKMX MOCMNEeACTBUA €ro MpUMEHEHUs, n3ydeHue
OOMNOMHUTESNbHBIX MOCNEACTBUN MPUMEHEHNS NEKapCTBEHHOro mnpenapata B UensxX MNPUHATUS pelleHuin o
BO3MOXHOCTM BKIIIOYEHUSA NEeKapCTBEHHOro rnpenapata B NepeyveHb XW3HEHHO HeobXOoOMMbIX W BaKHEeMLInX
fiekapCTBEHHbIX NpenapaToB, HOPMAaTWBHbIE MPaBOBble aKTbl U WHble [AOKYMEHTbI, Oonpedensowmne nopsaok
OKasaHUsA MegMLUMHCKON MOMOLLM, UM UCKIIOYEHUS €r0 U3 YKa3aHHbIX NePeYHs, akToB 1 JOKYMEHTOB;

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

56) cuctema MOHUTOPUHra OBWMXXEHUS IEKapCTBEHHbIX MNpenapaToB ANA MeOMLMHCKOrO MPUMEHEHUS -
denepanbHas rocyaapCTBeHHad MHPOPMAUWOHHAs CUCTEMA MOHWUTOPUMHIa  OBWXKEHUS  NEKApCTBEHHbIX
npenapaToB AN MeAULMHCKOro NPUMEHEHMs1 OT NPON3BOAUTENS A0 KOHEYHOIo NOTPebUTens ¢ UCNONb30BaHNEM B
OTHOLLEHMM NEKAPCTBEHHbIX NpenapaToB A9 MeANLNHCKOro NPUMEHEHNS CpeacTB naeHTUgUKaLmm.

(n. 56 BBeneH PenepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

Maga 2. NOJTHOMOYUA ®EQEPAJIbHbIX OPFTAHOB UCMOJTHUTENBLHOWU
BNACTU, OPFTAHOB UCMONHUTEJIbHOWU BNIACTU CYBBEKTOB POCCUUCKOM
®EOEPALIUA NMPU OBPALLEHUN NEKAPCTBEHHbIX CPEACTB

Ctatba 5. MonHomouusa dedepanbHbIX OPraHOB WCNOJNIHATENLHOW BracTM npu  obpaleHun
rleKapCTBEHHbIX CPeACTB

K nonHomoumam degeparnbHbIX OPraHoOB UCMONHUTENbHOW BRiacTu Npu obpalleHnm nekapCTBEHHbIX CPeacTs
OTHOCHATCS:

1) npoBeaeHue B Poccuiickon defepaumm e4uMHOWN rocyaapCTBEHHON MONMMTUKM B obnactu obecneyeHus
neKapCTBEHHbIMM Npenapatamu rpaxaaH B Poccuickon depepauny;
(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBepxaeHve obLwwmx capmakonenHbix cTaTter, dapMakonenHbix cTaTen, U3gaHue rocyaapCTBEHHON
dhapmakoneu, cozgaHue 1 BegeHme peectpa oapmakoneriHbix CTaH4apTHbIX 06pasuos;
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) ocyLecTBnNeHne rocygapCTBEHHOrO KOHTPOns (Haa3opa) B cdhepe obpalleHns NekapCTBEHHbIX CPEACTB;
(B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-$3)

4) nuueH3upoBaHME NPOW3BOACTBA MNEKaApCTBEHHbIX CPeACTB W (apmMaueBTUYECKOW OeaTeNbHOCTU B
COOTBETCTBUM C 3akoHoAdaTenbCcTBOM Poccuiickon epepauuu;

5) opraHusauus aKCnepTu3sbl NEKApPCTBEHHbLIX CPEACTB, STUYECKOW 3KCMEepTM3bl BO3MOXHOCTU MPOBEOEHUS
KNMUHNYECKOro UCCrneaoBaHUs JeKapCTBEHHOMO npenapaTta Ans  MeAUMUMHCKOrO NPUMEHEHUd, 3KCnepTu3bl
OOKYMEHTOB, NpeAcTaBneHHbIX ANs onpeaeneHnss BO3MOXHOCTU paccMaTpuBaTb NEKapCTBEHHbIN npenapaT angd
MEOMWLUMHCKOrO MPUMMEHEHUS MpU TFOCYOapCTBEHHOW peructpauun B KayvecTBe OpdaHHOro fiekapCTBEHHOMO
npenaparTa;

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

5.1) opraHu3aumsi NpPoBeOEeHWs] KOMMIIEKCHOW OLIEHKW INEKapCTBEHHOro npernapata B LEensdx npuHATKA
PELIEHMN O BO3MOXHOCTU BKIIOYEHMSI JIEKAPCTBEHHOrO npenapata B MNepeyYeHb XU3HEHHO HEeoOXOAMMBIX W
Ba)XXKHEMLUNX JIEKAPCTBEHHbIX MpenapaToB, HOPMATMBHbIE MPABOBLIE AKTbl M MHbIE AOKYMEHTHI, OnpenenswoLlime
NopsiA0OK OKa3aHMst MEAULIMHCKON NMOMOLLM UMM UCKIMIOYEHUS €r0 U3 YKa3aHHbIX NEPEYHsi, aKTOB U JOKYMEHTOB;

(n. 5.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)
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6) Bblgaya paspeLleHnii Ha NpoBeAEeHUE KITMHNYECKMX NCCneoBaHni NekapCTBEHHbIX NpenapaToB, BeaeHue
peecTpa BblAaHHbIX pa3peLleHnin Ha NpoBeaeHNe KIMHUYECKUX UCCIeA0BaHNIN NeKapCTBEHHBIX NpenapaTos;

7) rocygapCrtBeHHaa perncrtpaund JekapCTBEeHHbIX npenapaTtoB, BedeHue rocyaapCTtBeHHOro peectpa
NeKapCTBEHHbIX CPeacCTB;

8) opraHmsauus u (Unu) npoBegeHNe NHCNEKTUPOBaHUSA CybbeKTOB obpalleHus nekapCTBEHHbIX CPEACTB Ha
COOTBETCTBME NpaBunamM Hagnexatlen nabopaTtopHov NpakTUKW, NpaBunamM Haanexallen KNMHUYEeCKON NPaKkTUKK,
npasunamM Hagnexalien npakTuKn XpaHeHus 1 NepeBo3KM NleKapCTBEHHbLIX NpenapaTos, NpaBuiamM Hagnexawen
ANCTPNOBLIOTOPCKOM NPaKTUKKL, NpaBunamM Hagnexatlien anTe4Hon NPakTuku;

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

8.1) opraHmsauusa u (Mnn) npoBedeHNe NHCNEKTUPOBaHMSA CyObekToB OobpalleHns NeKapCTBEHHbIX CPEACTB
Ha CoOTBeTCTBME TpeboBaHWMSAM NpaBwi Hagnexawlen npouM3BOACTBEHHOW MNPAKTMKKU, Bblgada 3akMiOYeHUn o
COOTBETCTBMM NPOU3BOAUTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpaBun Hagnexailen Npou3BOACTBEHHON
NpPaKkTUKu;
(n. 8.1 BBegeH ®enepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

8.2) ycTaHoBneHne nopsaka Be4eHUs 1 BeAeHWe rocyaapCTBEHHOIO peecTpa 3akIuYeHnn 0 COOTBETCTBUN
Npon3BOaMTENS NEKAPCTBEHHbIX CpeACcTB TpeboBaHMAM npaBui Haanexatlen npon3BoLCTBEHHON MPaKTUKK;
(n. 8.2 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

9) rocymapcTBeHHast perucrpaums npefernbHbiX OTMYCKHbIX LieH MPOM3BOAUTENEN Ha JIEKApPCTBEHHbIE
npenaparbl, BKMOYEHHbIE B MepeyeHb XU3HEHHO HEOOXOOUMBLIX U BaXKHEWLUMX NeKapCTBEHHbIX MpenapaToB, W
BeOeHWe TrOCYAapCTBEHHOrO peecTpa nNpedenbHbiX OTMYCKHbIX LEeH MpouM3BOAUTENE Ha JeKapCTBEHHblE
npenapartbl, BKIIOYEHHbIE B NepPeYeHb XU3HEHHO HEOOXOAUMBIX U BaXKHENLUNX NeKapCTBEHHbIX NPenapartos;

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

9.1) cornacoBaHuMe TMpPOEKTOB pELIEHM OpraHOB WCMOMHUTENBbHON BRactn cybbekTtoB Poccumnckom
depepaummn 06 yctaHOBNEHUU U (M) M3MEHEHUN MPELENbHbIX Pa3MepoB ONTOBbIX HaabaBOK M MpefenbHbIX
pasMepoB PO3HMYHBLIX HaAbaBOK K (PAKTUYECKMM OTMYCKHbIM LIeHaM, YCTAHOBIEHHbIM MNPOM3BOAUTENSAMMU
NEeKapCTBEHHbIX NPenapaToB, Ha flekapCTBEHHbIE NMpenaparbl, BKIIOYEHHbIE B NEPEYEHb XU3HEHHO HEOBXOANMBIX
N BaXKHEWLUNX NEeKapCTBEHHbIX NPenapaTos.;

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

10) ycTaHoBneHue nopsiaka BBO3a JleKapCTBEHHbIX cpeactB B Poccwuiickyio depepaumio M BbiBO3a
nekapcTBeHHbIX cpencTts us Poccuiickon ®epepauuu;
(n. 10 B pea. ®enepansHoro 3akoHa oT 22.12.2014 N 429-93)

10.1) Bblgaya, ycTaHOBreHve nopsigka Bblgayunm W OpMbl AOKYMEHTa, KOTOpbIM NOATBEpXKAaeT, YTO
NMPOVN3BOACTBO NEKAPCTBEHHOrO npenapaTta OCyLLEeCTBEHO B COOTBETCTBMMU C TpeboBaHNAMU NpasBun Hagnexatuen
NMPON3BOACTBEHHOWN NPaKTUKW, U NOANEXMT NPeAcTaBneHnio No TpeboBaHMIo YNOMHOMOYEHHOIo OpraHa CTpaHbl, B
KOTOPYIO BBO3WUTCA NleKapCTBEHHbIV nNpenapar;

(n. 10.1 BBegeH PepepanbHbiM 3aKkOHOM OT 22.12.2014 N 429-93)

10.2) Bblgava, ycTtaHoOBMeHWE MNopsiaka BbigauvM U OOpMbl AOKYMEHTa, coAepKallero cBeeHnsa o CTaansax
TEXHOJOrMYECcKoro npouecca npouM3BOACTBA JIEeKApCTBEHHOrO cpeacTBa AN  MEAMLUMHCKOrO  MPUMEHEHNS,
OCYLLECTBMSIEMbIX Ha TeppUTOpMM EBPa3ninckoro 3KOHOMUYECKOro COH3a;

(n. 10.2 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-03, B pea. ®eaepanbHoro 3akoHa ot 13.07.2015 N
241-03)

11) cosgaHue coBeTOB MO BONPOCaM, CBA3aHHbIM ¢ obpalleHneM NekapcTBEHHbLIX CPEACTB;
12) aTTectaums n ceptudmkauma cneumanmcTos;
13) ytpaTtun cuny ¢ 1 ceHTsa6ps 2013 roga. - PegepanbHbii 3akoH ot 02.07.2013 N 185-03;

14) ocywiecTBneHune papmakoHaasopa;
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(n. 14 B peq. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-93)
15) yyactne B MexgyHapoO4HOM COTPYOHUYECTBE;

16) nonyyeHne No 3anpocam ynonHOMOYEHHOro dheeparnbHOro opraHa UCMONHUTENbHOW BNacTu OT OpraHoB
ncnonHuTensHoOM Bnactn cybbekToB Poccuinckon degepaunmn, a Takke oT CybbekToB obpalleHns nekapcTBEHHbIX
cpeacTB AN MeaWMUMHCKOro NPUMEHEHUs MHAOpPMauMu no BOMPOCaM YCTAaHOBMEHUA W MPUMEHEHUA LUeH Ha
nekapcTBeHHble npenapaTbl U HaabaBoK K HUM;

17) npumeHeHne Mep OTBETCTBEHHOCTM 3a HapyLleHue 3akoHogaTenbctBa Poccuiickon Pegepaumu;

18) yTBepxgeHve npaBun Hagnexawen nabopaTOpHOW MpaKTUKW, NPaBUN Haanexallenh KINHUYECKOn
NpaKkTUKK, NpaBun Haanexaileh NpPON3BOACTBEHHOW MPAKTWMKW, MNPaBuIl Hagnexallen MNpakTUKU XpaHeHus u
NepeBO3KN NleKapCTBEHHbIX MpenapaToB, MpaBui  Hagnexawled AMCTPUOBLIOTOPCKOW MPaKkTMKW, MpaBui
Hagnexallen anTe4yHoN NpakTuKW, NpaBuIl Hagnexallen NpakTukn apmakoHaasopa fekapcTBEHHbIX NpenapaTos
ANst MEOVLIMHCKOTO MPUMEHEHWS;

(n. 18 BBegeH ®epepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

19) ycrtaHoBneHue nopsgka )OpPMUPOBaAHUSA PErMCTPALMOHHOIO OO0Chbe Ha NeKapCTBEHHbIM npenapart u
TpeboBaHW K JOKYMEHTaM B €ro COCTaBe;
(n. 19 BBegeH PenepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

20) yTBepxaeHWe npaBun pauMoHanbHOro BbiGOpa HaMMEHOBAHWI EKapCTBEHHbIX MNpenapaTtoB Ans
MENLMHCKOrO NPUMEHEHNS;
(n. 20 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

21) yTBEPXKAEHME NEPEYHA HAMMEHOBAHUN NEKapCTBEHHbIX hOPM;
(n. 21 BBegeH PepepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

22) chopmMupoBaHMe peectpa TUMOBbLIX MHCTPYKUMIA MO MEAMUMHCKOMY MPUMEHEHMIO B3aMMO3aMEHSEMbIX
nieKkapCTBEHHbIX NpenapaTos;
(n. 22 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

23) yTBepxaeHue TpeboBaHUM K MHCTPYKLUMM MO MEAULIMHCKOMY NPUMEHEHWMIO NTEKapCTBEHHbIX NpenapaToB U
K MHCTPYKLMM NO BETEPUHAPHOMY NPUMEHEHMWIO NIEKAaPCTBEHHbIX NPENapaToB;
(n. 23 BBegeH depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

24) pocynebHoe 3akpbiTe CarToB, COAEpXalMX MHAOPMAUMI0O O PO3HMYHOW Npogake AUCTaHLNOHHLIM
cnocobom, npeanoxeHne o NpMOBpeTeHUN OUCTAHUUOHHBIM CNOCOBOM, AOCTaBKE AMCTaHLMOHHBIM CNOco6oM U
(unn) nepepaye HU3NYECKOMY NULY AMCTAHUMOHHBIM CMOCOBOM NeKkapCTBEHHbIX MpenapaToB, HAPKOTUYECKMX
NeKapCTBEHHbIX MpenapaTtoB U MNCUXOTPOMHbIX MEeKapCTBEHHbIX MNpenapaToB, 3a WCKMYEHWEM Cryyaes,
ycTaHoBMeHHbIX [paBuTensctBoMm Poccuiickon ®epepauuu.

(n. 24 BBegeH PepepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

MpumeyvaHue.
C 29.11.2019 ct. 5 pononHsietcs n. 25 (P3 o1 28.11.2018 N 449-03).

MpumeyaHue.

[MonoxeHus ctatbn 5.1 pacnpoCTPaHAITCA Ha MOMHOMOYMS defeparnbHblX OPraHoB UCMOMHUTENbHOW BNacTy,
KOTOpble He nepedaHbl AN OCYLUECTBIEHMS OpraHaM roCyAapCTBEHHOW Briactu cyObekToB Poccuiickon
depepaumm 1 opraHam MECTHOTO CaMOyNpaBIieHNs COOTBETCTBYHOLWMMU dheaepanbHbIMU 3aKOHaMM.

Ctatba 5.1. lMepepaya ocyLleCTBNEHUA NOJIHOMOYMWA eaepanbHbIX OPraHOB MCMOJNTHUTENbHOMN
BractTM npu obOpalleHun neKapCTBeHHbIX CpPeACTB opraHaMm WCMNOSIHUTeNbLHOM BRAacTU CYObHLEKTOB
Poccuinckon Peanepauum

(sBegeHa depepanbHbiM 3akoHoM OT 13.07.2015 N 233-93)
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MonHomoumns doegepanbHbIX OpraHoOB MUCMOMHUTENbBHOM BRacTu Npu obpallleHun NekapCTBEHHbIX CpeacTs,
npeaycMoTpeHHble HacToswmm deaeparnbHbIM 3aKOHOM, MOFYT nepefaBaTbCs AN OCYLLECTBEHUS OpraHam
McnonHMTENbHOW BriacTn cybbekToB Poccunckon Pepepaumm noctaHoBneHuamu [NpasBuTtensctBa Poccuiickon
depepaummn B nopsigke, ycraHoBneHHom degepanbHbIM 3akoHOM OT 6 okTa6psa 1999 roga N 184-03 "O6 o6wmx
NpVHUMNax opraHu3auum 3akoHoAaTenbHbIX (MpeacTaBUTENbHbBIX) U UCMOMHUTENBHBIX OPraHoOB rOCyAapCTBEHHOWN
BnacTtu cybwektoB Poccurnckon degepaumn’.

CrtatbAa 6. MlonHOMOYMSA OpraHoB MUCNOJSIHUTENIbLHOW BnacTu cy6bekta Poccuiickonn ®depepauun npum
obpalleHnn NeKkapcTBEHHbIX CPeacTB

K nonHomoumsim opraHoB WCMOMHMTENBHOW Bnactu cybbekta Poccuiickon Pepepaumm npu obpalieHum
neKapCTBEHHbIX CPeaCcTB OTHOCATCA:

1) paspaboTka W peanusauusi pervoHanbHbIX MporpaMM o6ecreyeHnst HaceneHUs NeKapCTBEHHbIMM
npenapaTamu;

2) ycTaHOBReHWe npefernbHblX pa3MepoB OMTOBbIX HaAbGaBOK U MpedenbHbIX PasMepoB PO3HUYHbIX
HanbaBokK K (haKTUYECKUM OTMYCKHbLIM LIeHaM, YCTaHOBIEHHbLIM NPOU3BOAUTENSIMU NEKAPCTBEHHBIX NPenapaTos, Ha
neKkapcTBeHHble npenapaTbl, BKIIOYEHHbIE B MEPEYEHb XKU3HEHHO HEOOXOAUMbBIX U BaXHEMLUMX NEKAPCTBEHHbLIX
npenaparos;

3) ocyLLeCcTBNEHME pPEernoHanbHOrO rocyAapCTBEHHOIO KOHTPOMS 3a MPUMEHEHMEM LeH Ha NeKkapCTBEHHble
npenapaTbl, BKMIOYEHHbIE B MEpeYeHb XU3HEHHO HEOOXOOUMbIX U BaXXHEMLUMX NEeKapCTBEHHbIX Mpenapartos,
opraHusaumsaMm OnTOBOM TOProBNW, anTeYHbIMU OpraHusaumsMn, WHOAUBMAYarnbHbIMU MNpeanpuHUMaTENsIMu,
UMELLUMM NMLEH3NIO HA (bapMaLeBTUYECKYO0 AEATEMNbHOCTb;

(B pea. PenepanbHoro 3akoHa ot 25.06.2012 N 93-03)

4) npuHaTMe pelleHus o6 Mcnosfb3oBaHUM Ha Tepputopum cybbekta Poccuiickon depepauumn Hapsgy C
peuenTamMy Ha neKapcTBEHHble npenapaTtbl, OMOPMMEHHbIMU Ha OyMaXHOM HocuTene, peLenToB Ha
nekapcTBeHHbIe npenapatbl, ChOPMUPOBAHHBIX B hOPME 3MEKTPOHHBIX JOKYMEHTOB.

(n. 4 BBegeH PepepanbHbiM 3akoHOM OT 29.07.2017 N 242-$3)

naea 3. FTOCYOAPCTBEHHAA ®APMAKOIEA
CtaTbs 7. PaszpaboTka n usgaHue rocygapctBeHHomn papmakoneu, pasmelleHme fgaHHbIX O Her

1. Tlog rocygapcTtBeHHOW (hapmakoneen MOHUMAeTCss CBoA4 OOWux dpapMakonemHbIx cTaterln wu
drapmaKkonemnHbIxX cTaTen.

2. PaspaboTka obLmx dapmakonenHbix cTaTen u papMakonemnHbix cTaTten, B TOM Yucrne apMakonemHbix
cTaTe’i Ha (papmakonenHble cTaHgapTHble o00pasubl, W BKOYEHWE WX B TOCYAapCTBEHHYI dapmakoneto
OCYLLECTBMAITCA B MNOpsSdKe, YCTAHOBMNEHHOM YMNOMHOMOYEHHbIM dedeparnibHbiM OpraHOM MCMOMHUTENBLHON
BMNacTu.

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

3. PaspaboTka hapmakonenHon ctatbl Ha pedepeHTHbIN NEeKApCTBEHHbIA NpenapaT U BKIOYEHWE ee B
rocygapCTBEHHY0 (hapMakomnelo B TeYeHe CPoKa AEWCTBUSA 3alLMTbl UCKINIOYUTENBHOrO npasa, YAOCTOBEPEHHOIO
NMaTeHTOM Ha pedepeHTHbIN NEeKapCTBEHHBIN NpenapaT, OCYLEeCTBNSITCA C cornacus ero paspaboTymka.

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

4. locypapcTBeHHasa bapMakones m3gaeTcs YynonHOMOYEHHbIM dhefepanbHbiM OpraHOM UCMOMHUTENbHOM
BMacTu 3a CYET CpeAcTB deaepanbHOro 6omaxeTa u NoanexvT nepensgaHnsaM He pexe Yem OOuvH pas B NATb NeT,
B Mepuog Mexay KOTOpbIMM M3OATCH MPUIOXKEHMS K rOCydapCTBEHHOW chapmakonee, cogepxawme obuue
dapmakonenHele ctatbu U (MnNn) cdapmakonerHble CTaTbW, YTBEPXAEHHbIE MOCHEe WU34aHWs UNn nepens3gaHvs
rocygapcTBeHHOM hapmakoneu.

5. YnonHoMoOuYeHHbIn bedepanbHbIi  OpraH  WUCMOMHUTENBHOM  BRacTM  pasMellaeT AaHHble O
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rocyaapCTBeHHON bapMakonee v NPUNOXEHUAX K HEM Ha CBOeM oduuuanbHoM cante B cetu "WHTepHeT" B
YCTaHOBMEHHOM UM Mopsiake.

Masa 4. TOCYOAAPCTBEHHbIA KOHTPOJb NPU OGPALLEHUN
JIEKAPCTBEHHbIX CPEACTB

Cratba 8. JlMueH3MpoBaHMe MNPOU3BOACTBA JleKapPCTBEHHbIX CpeacTB UM  dapmaueBTUUYECKON
DeATeNbHOCTH

1. JlwueHsupoBaHve NpPOM3BOACTBA NEKAPCTBEHHbIX CPeAcTB W hapmaueBTUYeCKOW OeATerlbHOCTU
OCYLLECTBMSETCA B COOTBETCTBUM C 3aKOHOA4aTenscTBOM Poccuiickon ®eagepaunm.

2. Ob6sa3zaTenbHbIM YCINOBMEM MPEAOCTaBMEHUs JIMLEH3MU Ha MPOM3BOACTBO JIEKAPCTBEHHBLIX CPencTB
ABNSETCA MPUIOXKEHNE K 3asiBNEHVI0 couckaTensl NMUEH3UM MNepeyHs NeKkapCTBeHHbIX ¢opM U (Mnun) BMOOB
(hapmaueBTMYecknx cybcTaHLUuMI, KOTopble NPOU3BOANTENb NEKAPCTBEHHbLIX CPeACTB HAMEPEeH NPouN3BOAUTL.

3. B cnyyae HeobxoOMMOCTM pacluMpeHnsi MNPOM3BOACTBA JIEKAPCTBEHHbLIX CPEeACTB 3a CYET HOBbIX
NeKapCTBEHHBLIX hOPM M BUAOB (hapMaLeBTUYECKNX CYOCTaHLMIA NPOM3BOAMTESb NTEKAPCTBEHHbIX CPEACTB JOJIKEH
NOMy4YnTb HOBYH NTIMLEH3MIO Ha NPOW3BOACTBO fIEKApPCTBEHHbLIX CPEACTB.

Cratbs 9. FlocyaapcTBeHHbINM KOHTPONb (Haa3op) B cchepe o6palieHns nekapcTBEHHbIX CpeacTB
(B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

1. FocynapCTBEHHbIN KOHTPOIb (Hag3op) B cdepe obpalleHns NekapCTBEHHbIX CPeACTB BKOYaeT B cebs:

1) TNWUEH3WOHHBLIN KOHTPONMb B Ccdepe NPOM3BOACTBA NEKAPCTBEHHbIX CpeactB U B cdepe
thapmMaLeBTUYECKON OeATENBHOCTMY;

2) dbegepanbHbIi rocyaapCcTBeHHbIN Haa3op B cdepe obpalleHst NeKapCTBEHHbIX CPEACTB;

3) BbIBOPOYHBIV KOHTPOIb KayecTBa NeKapCTBEHHbIX CPEeACTB.
(n. 3 BBegeH PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

2. JIMUEH3NOHHBLIN KOHTPONMb B cdepe NpPoOM3BOACTBA JEKAPCTBEHHbIX CPeacTB M B cdepe
dapmaLeBTMYECKON  OEATENbHOCTM  OCYLLUECTBMNSAETCA  YMOJSIHOMOYEHHbIMW  dedepanbHbiM  OpraHom
WCNOSTHUTENBHOW BIACTX M OpraHamu UCNOSNTHUTENbHOM Briactu cybbekTtoB Poccuiickon depepaumm cornacHo mnx
KOMMeTeHLMM B NopsiAke, yctaHoBNeHHOM PenepanbHbiM 3akoHOM 0T 26 aekabpsi 2008 roga N 294-93 "O sawumTte
npae OPUONYECKUX UL U WHAMBMAYANbHbIX NpeanpuHMMaTene npu  OCYLWECTBMNEHUM [OCYAapPCTBEHHOMO
KOHTpons (Hagsopa) M MyHUUMNAnbHOrO KOHTpomns", ¢ y4yeToM ocobeHHOCTer opraHvsaumm wu npoBeaeHus
NpoBEPOK, yCTaHOBNEHHbIX PeaepanbHbiM 3akoHOM oT 4 mas 2011 roga N 99-d3 "O nuueH3npoBaHuMmn oTAENbHbIX
BUOOB OeATENbHOCTU".

3. ®egepanbHbIN rocyaapCTBEHHbIV HAA30p B cdepe obpalleHns NekapCcTBEHHbIX CPEACTB OCYLLECTBNAETCA
YMOSTHOMOYEHHbIMU hedepanbHbIMU OpraHamMmu UCMOMHUTENBHOW BNAcTM (ganee - opraHbl rocygapCTBEHHOro
Hag3opa) cornacHo MX KOMMeTEHUUN B Nopsiake, ycTaHoBneHHoM [paBuTtensctBom Poccuiickon degepaumn.

4. ®epepanbHblvi TOCyOapCTBEHHbLIN Haa3op B cdepe obpalleHns nekapCTBEHHbIX CPEeACTB BKMYaeT B
cebs:

1) opraHusaumio 1 NpoBeAeHNe NPOBEPOK cobnioaeHns cybbekTamm obpalleHnsl NekapCTBEHHbIX CPEACTB
YCTaHOBMEHHbIX HacToswmm degepanbHbIM 3aKOHOM U MPUHSITbIMUA B COOTBETCTBUMN C HAM UHBIMU HOPMATUBHbLIMMW
npaeoBbiMn aktamu Poccunckon Pepepauum TpeboOBaHUM K OOKIMHUYECKUMM MCCNEOOBaHMSIM JEKapCTBEHHbIX
CpeacTB, KINUHUYECKUM UCCNEeaoBaHMAM NeKapCTBEHHbIX NMpenapaTos, XPaHeHo, nepeBoske, BBO3Y B POCCMINCKyIO
depepaumio, OTMNYCKy, peanusauun neKapCTBEHHbIX CPeacTB, MPUMEHEHUIO EeKapCTBEHHbIX MpenapaTos,
YHUYTOXEHUIO JNeKapCTBEHHbIX CpencTB, a TaKxe C061'IIO,EI,eHI/I9| YNONTHOMOY€HHbIMU OpraHamMu UCMNONHUTENBHON
Bnactu cyobektoB Poccunckon ®enepaumm METOLMKNA YCTAaHOBNEHUS NPeAErbHbIX pa3MepoB ONTOBbIX HanbaBok
N npedenbHbiX pPasMepoB pPO3HWYHbIX HagbaBoK K  (DaAKTMYECKUM OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM
NPoOn3BOONTENSAMN NEKAPCTBEHHLIX MpenapaTtoB, Ha IEeKapCTBEHHbIE Mpenapatbl, BKMIOYEHHblIE B MNepeYeHb
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YKN3HEHHO HEOOXOAMMbIX N BaXKHENLLNX JNIEKapCTBEHHbIX MpenapaToB (/J,anee - obsi3aTenbHble Tp66OBaHI/IF|);

2) opraHusauuio M NpoBedeHMEe MPOBEPOK COOTBETCTBUSA JIeKAPCTBEHHbIX CPeACTB, HaxoOslMxcsl B
rpakgaHckoM 0GopoTe, YCTaHOBIEHHBIM TPeOOBaHUSAM K VX KaYecTBY;

2.1) npoBedeHMEe KOHTPOISbHbIX 3aKyrnok B LEensax npoBepku cobniogeHns cybbektamyn obpaleHus
NeKapCTBEHHbIX CPeacTB, OCYLWECTBNAWNMN  PO3HUYHYIO TOProBMO NEKapCTBEHHbIMW MpenapaTamv  Ans
MEOVLMHCKOrO MPUMEHEHUs, MpaBui OTMyCKa NEeKapCTBEHHbIX NpenapaTtoB ANA MeAULMHCKOrO MPUMEHEHUSA U
(unn)  3anpeta npogaxu  anbCUPUUMPOBAHHBLIX  NEKAPCTBEHHbIX  CPeAcTB,  HeLobpoKayeCTBEHHbIX
nieKkapCTBEHHbIX CPeACTB N KOHTPadaKkTHbIX TeKapCTBEHHbIX CPEACTB;

(n. 2.1 BBegeH depepanbHbIM 3aKoHOM OT 27.12.2018 N 511-93)

3) opraHusauuio n npoeefeHne apmakoHan30pa;

4) npvMeHeHWe B nopsake, YCTaHOBMNEHHOM 3akoHodaTenbcTBoM Poccuiickon ®epepauun, mep Mo
MPeceYeHnto BbISIBNEHHbIX HapyleHWn obsisaTenbHbix TpeboBaHWiA M (MNK) YCTPaAHEHWUO MNOCNEACTBUMNA TakKUX
HapyLleHW, B TOM 4YMCre MPUHATME PELUEHUSI O HaXOXAEHWMU NeKapCTBEHHbIX CpeacTB B obpalleHun, Bbiaady
npegnucaHMn 06 yCTpaHEeHWM BbISIBMIEHHbIX HapyLleHWA obs3aTenbHbix TpebGoBaHWA U MpuUBReYeHue K
OTBETCTBEHHOCTU NIL,, COBEPLUMBLUNX TaKMe HapyLUEHUSI.

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

5. ®epepanbHbIi rocyaapCTBEHHbIM HAaA30p B cdepe obpalleHns nekapCcTBEeHHbIX CpeacTB OCyLLeCTBseTCs
B nopsigke, ycraHoBrneHHom ®depepanbHbiM 3akoHOM OT 26 aekabpsa 2008 rogpa N 294-03 "O 3zawmte npas
IOPUAMYECKMX UL, U MHOVBMAYaNbHbIX NPeAnpuUHMMAaTenen npu OCyLEeCTBNEHMU FOCYAapCTBEHHOIO KOHTPOSS
(Hag3opa) M MyHMUMNANbHOrO KOHTpOMs", C y4eToM OCOOEHHOCTEW, YCTAHOBIIEHHbIX HACTOSLLEN CTaTbew.
MpenBapuTenbHOe corfacoBaHWe C oOpraHamu MpoKypaTypbl CPOKOB MNPOBEAEHMS BHEMIIAHOBOW MPOBEPKU
cybbekToB obpalleHns nekapCTBEHHbIX CPEACTB, a Takke npeaBapuTenbHOE yBeAOMIEHME IOpUAMYECKUX Nuu,
WHAMBUAOYyanbHbIX NpegnpvHuMaTenen o Hayane NpoBeaeHnst aTon NpoBepkn He TpebyeTca. OpraHbl MPOKypaTypbl
M3BeLLlalTca O npPOoBedEeHVWM BHEMMaHOBOM MPOBEPKM CyOBLEKTOB oObpalleHus JeKapCTBEHHbIX CpeacTs
NOCPEeACTBOM HanpaBfeHnss COOTBETCTBYIOLLMX JOKYMEHTOB B TeYEHMNE Tpex paboymx AHEN C MOMEHTa OKOHYaHUSA
NpoBeAEeHUs YKa3aHHOW BHEMMaHOBOW NPOBEPKMY.
(4acTb 5 B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. [JO/mKHOCTHbIE NnLAa opraHa rocyJapCTBEHHOro Haa3opa B Nopsiake, YCTaHOBNEHHOM 3aKOHOAATENbCTBOM
Poccuiickon ®egepaumm, UMEOT Npaso:

1) nonyyaTb Ha OCHOBaHUM MOTUBMPOBAHHbLIX MMCbMEHHbBIX 3anpocoB OT CcybbekToB obpalleHus
rnieKkapCTBEHHbIX CpPeACTB, OPraHoB MCNOMHUTENbHOW Bnactu cybbektoB Poccuiickon Pepepaumn 1M opraHoB
MECTHOro camoynpaBfieHnst OKYMEHTbI U MH(OpMaLMIO MO BONpocaMm 06paLleHNsi NekapCTBEHHbIX CPEACTB;

2) 6ecnpensTCTBEHHO MO NPEeAbSBEHUN CNY>XeOHOro YOOCTOBEPEHMS U KOMUKU Mpukasa (pacrnopsikeHust)
opraHa rocyaapCTBEHHOrO Haf30pa O Ha3Ha4yeHWV MPOBEPKM MocellaTb UCMOMb3yeMble PUANYECKUMN NNLLAMU,
NHAMBUOYaNbHbIMU NPEANPUHUMATENAMN, ABASIOWMMUCS CyObekTamu obpalleHns feKapCcTBEHHbIX CPEeACcTB, npwu
OCYLLIECTBMNEHNMN CBOEWN OEATENbHOCTU TEPPUTOPUM, 34aHUS, MOMELLEHUS U COOPYXEHMS B LIENAxX npoBedeHusi
MEPONPUATUIA NO KOHTPOSHO;

3) npoBoguTb OTOOp 0OpasULOB JNEKAPCTBEHHbLIX CPeAcTB, MNpefHa3HaYeHHbIX ANs  peanu3aumm u
peanu3yembix CyObekTamm oOpalleHus fekapCTBEHHbIX CpeacTB, AMs NPOBEpPKM UX KayecTBa, MNpoBeAeHus
nccrnegoBaHun, UCMbiTaHW B COOTBETCTBUM C NpaBunamm otdéopa obpasLoB, yCTaHOBEHHBIMW YNONHOMOYEHHbIM
beaeparibHbIM OpraHoM UCMOMHUTENBHOW BNacTy;

3.1) npoBOAUTbL KOHTPOSIbHbIE 3aKYMKW JEeKAapCTBEHHbLIX MpenapaToB ANs MELULMHCKOrO MPUMEHEHUS B
Lensx NpoBepku cobnogeHns cybbektaMmm obpalleHns NekapCTBEHHbBIX CPEACTB, OCYLLECTBMASIOLMMU PO3HUYHYHO
TOPrOBMI0 JIEKAPCTBEHHBLIMW NpenapaTtaMy Ans MeOULUHCKOrO MPUMEHEHMS, MpaBuil OTNycka JEKAPCTBEHHbIX
npenapaTtoB ANsi MEOMUUHCKOrO NpUMEHeEHMs 1 (Unu) 3anpeTta npofaxun anbcnurumpoBaHHbIX NEKapCTBEHHbIX
cpencTs, HeoobpokayeCcTBEHHbIX NeKapCTBEHHbIX CPEACTB U KOHTpadaKTHbIX NeKapCTBEHHbIX CPEACTB;

(n. 3.1 BBegeH degepanbHbiM 3aKoHOM OT 27.12.2018 N 511-93)
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4) BblgaBaTb CybbekTam obpalleHNss NekapCTBEHHbIX CPeacTB NpeanucaHvis O npekpaweHnM HapyLeHun
064a3aTenbHbIX TPeboBaHW 1 06 yCTpaHEeHNW BbISBNEHHbIX HApYyLLUeHWI 0ba3aTenbHbIX TpeboBaHuiA;

5) HanpaBnsiTb B YMNOSHOMOYEHHbIE OpraHbl MaTtepuanbl, CBA3aHHble C HapylleHusIMM obs3aTernbHbIX
TpeGoBaHWiA, ANs peLleHnst BONPOCOB O BO30YXAEHMM YrofioBHbLIX Aer Mo Npu3Hakam NpecTynieHni.

7. BbIGOPOYHBIA KOHTPOMNb KayecTBa JIEKAPCTBEHHbIX CPEACTB OCYLUECTBMAETCS YNONTHOMOYEHHbIM
denepanbHbIM OpraHOM UCMONHUTENBHOM BracTu B YCTAHOBIIEHHOM UM MOPSiAKE U BKMOYaeT B cebs:

1) obpaboTky cBegeHun, B ob6sa3aTenbHOM nopsgke MpefocTaBnseMblx cyObektamu obpalleHus
NeKapCTBEHHbIX CPEACTB, O CepusiX, MapTUsX NEKapCTBEHHbIX CPEACTB, MNOCTyNnalWmnX B rpaxaaHCcKMn o6opoT B
Poccuiickon ®epepauuu;

2) oTbop 06pa3sLOoB NeKkapCTBEHHbLIX CPeAcTB Yy CyObLeKTOB 0OpalleHunsl NeKapCTBEHHbIX CPEACTB B LEnsx
NpPoBEAEHUS UCMbITAHUIA Ha WX COOTBETCTBUE TPebOoBaHWAM HOPMATMBHOW AOKYMEHTaUMU WM HOPMAaTUBHbIX
OOKYMEHTOB;

3) NpuHsITME NO pesynbTaTtam MPOBEAEHHbIX UCTIbITAaHWIA peLUeHUsl O AarnbHenlweM rpaxgaHckoM oGopoTe
COOTBETCTBYIOLLErO NIeKapCTBEHHOIO CPeACTBa;

4) NpuHATME YMNOMHOMOYEHHbIM defeparnbHbiM OpraHoOM WCMOSIHUTENbHOW BracT pelleHus O nepesofe
NEKapCTBEHHOIo cpeacTBa Ha MOCEPUIHBINA BbIDOPOYHBIA KOHTPOSb KavyecTBa NEKapCTBEHHbIX CPEACTB B Crydae
MOBTOPHOTO BbISIBIIEHUS HECOOTBETCTBUS KayecTBa JIEKAPCTBEHHOIO CpPeAcTBa YCTaHOBMEHHbIM TpeboBaHMAM U
(mpn HeobxogumMoCTM) O npoBepke cyObekTa obpalleHus NekapCTBEHHbIX cpencTB. Pacxoabl, CBA3aHHble C
nNpoBeAEeHMEM MOCEPUMHOIO BbIOOPOYHOIO KOHTPONS KayecTBa J1eKapCTBEHHbIX CpeAacTB, OnnavvBaloTcs
npou3BogMTeNneM fekapCTBEHHONO CcpeactBa nvMbo AepxaTenem wnvM  BRagenbueM  pPerncTpaumoHHOro
yAOCTOBEPEHNSA NIeKapCTBEHHOro npenapara.

(4acTb 7 BBegeHa degepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

Mnaea 5. PABPABOTKA, AOKINMHUYECKUE NCCNEOOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXXE KNTMHUYECKUE UCCNEOOBAHUA
NEKAPCTBEHHbIX MPENAPATOB AJ14 BETEPUHAPHOIO NMPUMEHEHWUA

Cratbs 10. PaspaboTka nekapcTBeHHbIX CpeacTB

1. PaspaboTka nekapCTBEHHbIX CpeACcTB BKMYaeT B cebs MOMCK HOBbIX (hapMakornormyeckn akTUBHbIX
BELLeCTB, Nocrneaymollee u3yvyeHne WUX JeKapCTBEHHbIX CBOWCTB, AOKNMHUYECKMe uccrefoBaHus, pas3paboTky
TEXHONOrMn NpousBoAacTBa hapMaueBTMdeckux cybcTaHummn, paspaboTky COCTaBOB M TEXHOMOMMIM NPOM3BOACTBA
nekapcTBEHHbIX NpenapaTos.

2. duHaHcoBoe obecnedeHne pa3paboTky NekapCTBEHHbIX CPEACTB OCYLLECTBIISIETCS 3a CHET:
1) cpencTB dhegepanbHOro GIOIKETA;
2) cpefcTB pa3paboTynKOB NEKaPCTBEHHbIX CPEACTB;

3) cpeacTB NpoM3BOAUTENEN NEKAPCTBEHHbIX CPEACTB NMPW BbINONHEHWN Hay4YHO-UCCIeaoBaTeNbCKMX paboT
no AOrOBOPY Mexay pa3paboT4MKOM NEeKapCTBEHHbLIX CPEACTB U NMPOU3BOAUTENIEM JIEKAPCTBEHHbIX CPEACTB;

4) NHbIX He 3anpeLleHHbIX 3akoHogaTenscTBOM Poccuickon Pegepaumm UCTOYHUKOB.

3. ﬂpaBa pa3p860T‘-II/IKa JNIEKapCTBEHHOIO cpenctBa OXpPaHAKTCA rpaXXagaHCKMM 3aKOHOAAaTeJIbCTBOM.

Ctatba 11. [OKNMHM4YECKOe wuccnegoBaHue JNIeKapCcTBeHHOro cpeancrtesa AnAaA MeauUMHCKOro
npUuMeHeHuns

1. ,D,OKJ'II/IHI/I‘-IGCKOG nccnegoBsaHme nekapCcrteBeHHoro cpeancrtea aAnd meauumMHCKOro npuMeHeHmua npoBoauTcA
nyteMm npuMMeHeHua Hay4HbIX MeTOA4OB OLEHOK B Lendax nonyyYeHuAa OoKa3aTenbCTB ©e3onacHocTH, KavecTBa U
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3P (PEeKTMBHOCTM NEKAPCTBEHHOrO CpeacTBa.

2. [loknMHu4eckoe nccrneaoBaHme NEKapCTBEHHOIO cpeacTBa A1 MeANLMHCKOTO NPUMEHEHNSI NPOBOANTCS B
COOTBETCTBMM C MpaBunaMy Hagnexawewn nabopaTtopHOW MNPaKTUKW, YTBEPXOEHHBIMA  YMOSTHOMOYEHHbIM
deaepansHbIM OpraHoM UCNOSTHUTENBHOW BacTMU.

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

3. Ons opraHusaumMm n nNpoBedeHMs OOKIMHMYECKOrO MWCCreAoBaHMsA FeKapCTBEHHOTNO CpeacTBa Arnis
MeOULMHCKOro NPUMEHEHNS pa3paboTynkm nekapCTBEHHbIX cpencTs MoryT npvBnekaTb
Hay4YHO-MUCCneaoBaTenbCkNe opraHmsauumn, obpasoBaTeribHble OpraHu3auMu BbiCLUEro obpasoBaHUsl, UMetoLime
HeobXoAMMYIO MaTepuanbHO-TEXHUYECKYD 6a3y M KBanMUUMPOBAHHbLIX CMeELMancToB B COOTBETCTBYHOLLEN
obnacTtu nccrnegoBaHus.

(B peq. PepepanbHoro 3akoHa ot 02.07.2013 N 185-03)

4. [loknuHn4yeckoe uccnegosaHue lekapCTBeHHOro cpeacrtea And meanumHCKOro npuMeHeHma npoBoauTcA
no yTBepXaeHHOMY pa3p860T‘-WIKOM NekapCTBeHHOro cpeacrtea nnaHy C BedeHnem npoTokKona 3Toro
nccrnegoBaHna U coctaBsiieHMEM OTHEeTa, B KOTOPOM COoA4epXKaTCAd pe3yrnbTaTtbl 3TOro MccrnegoBaHuA n 3akrn4veHue
O BO3MOXHOCTU npoBeOEeHUA KITMHUYECKOro wuccrieaoBaHua JeKapCTBEHHOrNo npenapata and MeamunHCKOro
NPUMEHEHUA.

5. MNMpoBeneHne npoBepok cobniogeHnsa npasBui Hagnexawen nabopaTtopHON MPakTUKMA U NPaBOBbIX HOPM
NCNOMb30BaHNA >KUBOTHbLIX MPUM MNPOBEOEHUN LOKIIMHUYECKUX WCCNeaoBaHWUM fEKapCTBEHHbIX CPeacTB Ans
MEOMWLMHCKOrO MPUMEHEHUS OCYLLECTBISAETCA YMNOMHOMOYEHHbIM dhefepanbHbiM  OpraHoM  UCMONMHUTENBHON
BnacTu.

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

6. PesynbTaTbl JOKNMHUYECKOTO UCCNeA0BaHNs NIEKapCTBEHHOTO CpeacTBa AN MEAULUMHCKOrO NpuMeHeHust
MOryT ObITb MpeAcTaBMeHbl B YNOSIHOMOYEHHbIN deaeparnbHblii OpraH UCMONHUTENbHON BMacTu B YCTaHOBEHHOM
nopsake B LieSsiX rocyaapCTBEHHON perncTpaummn nekapcTBEHHOro npenapara.

CtatbAa 12. [OKNMHMYECKOE WUCCNefoBaHMe JIeKapCTBEHHOr0 CpeacTBa WM KIIMHUYECKoe
uccrnepoBaHue NekapcTBeHHOro npenapara Ans BeTepMHapHoOro npuMeHeHus

1. [loknuHMYecKoe MccrneaoBaHne NekapcTBEHHOro cpeacTsa AnA BETEPUHAPHOrO MPUMEHEHMS NPOBOAUTCS
nyTem MNPUMEHEHMs Hay4HbIX MEeTOOOB OLEHOK B LiEMsX MoryyeHuss OokasaTenbCcTB 6e30MnacHOCTU, KadecTsa u
3(P(PEKTUBHOCTM NEKAPCTBEHHOIO CPEACTBA, B TOM YWUCME OMNpederneHvsi Cpoka ero BbiBeAEeHUS W3 opraHuama
XUBOTHOTO, B Lenax obecrnedyeHnss 6e30MacHOCTU MPOAYKLUMM KUBOTHOTO MPOUCXOXOEHUS MOCHE MPUMEHEHUS
COOTBETCTBYIOLLErO JIEKAPCTBEHHOrO npenapara.

2. [oknuHnyeckoe ncecnegosaHne - nekapCtBeHHOro  cpencrtea n KINMMHN4YeCcKoe ncenenosaHne
NeKkapCTBEHHOro npenapara gnda BeTepuHapHOro npuMeHeHunaA, nccriegoBaHmne OGMO3KBUBANEHTHOCTM YKa3aHHOro
NeKkapCTBEHHOro npenapara npoBoATCA B COOTBETCTBMM C npaBunamu, ytBepXOeHHbIMU YMNOJIHOMOYEHHbIM
cbe,u,epaanblM opraHom MCNONHUTENbHOW BRacTu.

3. [oknuHuM4eckoe WcCredoBaHVWe JEeKapCTBEHHOTO CpeacTBa UM KIMHMYECKoe — UcCcriedoBaHue
riekapCTBEHHOro npenapaTa i BETePMHApPHOr0 MPYMEHEHMWs1 NMPOBOAATCA MO YTBEPXKOEHHOMY pa3paboTyvkom
NeKapCTBEHHOro CpeacTBa NiaHy C BeAeHVWEM MPOTOKOSIOB 3TUX WCCMeAOoBaHWW M COCTaBMEeHWEM OT4eTOB, B
KOTOPLIX coaepKaTcst pe3yrbTaTbl 3TUX UCCNESOBaHWIA.

4. Ona opraHusaumMnm W npoBedeHust OOKIMHUYECKOrO UCCredoBaHUsl JeKapCTBEHHOro cpeactsa U
KMMHUYECKOrO WCCINEeAoBaHUs JIeKapCTBEHHOro npenapaTa [Afs BETEPUHAPHOro MNPUMEHEHUs paspaboTymK
neKapCTBEHHOIo cpeacTea MOXeT npuenekaTb opraHusaumu, uMerowne HeobxoanMyto
mMaTepuanbHO-TEXHUYECKYI0 6asy U  KBanuUUMPOBAHHLIX CMELManucToB B COOTBETCTBYHOLWEN obnacTtu
nccrnenoBaHus.

5. KnuHuyeckue nccnegosaHuns JleKapCTBEHHbIX npenapartoB A51d BeTepUHapHOro npuMeHeHna npoBoaATCcA
B BETEPUHAPHbLIX OpraHn3aunax n B opraHnsaumndax, oCyLleCTBNALWNX pa3BeaeHune, BbipalimBaHmne U cogepxaHume
XMBOTHbIX, B Llenax:
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1) yCTaHOBNEHUSI NEPEHOCUMOCTM NIEKAPCTBEHHBIX NPenapaToB 340POBbIMU XUBOTHbLIMU;

2) nop,6opa OonTUMalbHbIX 0O3VMPOBOK JIEKAPCTBEHHbLIX NpenapaTtoB U KypcCa Jie4YeHnAa Ha KOHerTHOVI rpynne
XMBOTHbIX C onpegeneHHbIM 3aboneBaHnem;

3) yctaHoBneHus 6e3onacHOCTU U 3PEKTMBHOCTM NEKapCTBEHHOrO npenapaTa, npegHasHavYeHHoro Ans
rneyeHns onpefeneHHblx 3aboneBaHWN >XUBOTHbIX, UMM 3PEKTUBHOCTM reKapCTBEHHOro mnpenapaTta Ansg
npocunakTnkmn 3abonesaHnin 300POBbIX XXUBOTHbIX;

4) N3y4yeHnsi BO3MOXKHOCTEW paclUMpEHUs NMoKa3aHWin K MPUMEHEHUIO 3aperMcTPUPOBAHHOIO N1IeKapCTBEHHOIO
npenapara v BbISIBIIEHUs| paHee HEM3BECTHbIX NOGOYHbIX AECTBUA.

6. KnuHuyeckoe uvccnegoBaHMe NEKApCTBEHHOro npenapata  Ans  BETEPUHApHOro  MpUMEHEHMs
OCYLLECTBMNAETCH 3a CYET CPeAcTB pa3paboTynka nekapcTBEHHOro CPeAcTBa.

7. OTyeTbl O pesynbTaTax AOKIMHWYECKOrO MCCIeAoBaHUsi NEKapCTBEHHOTO CpeacTBa M KIUMHUYECKOrO
nccrnenoBaHNs NEeKapCTBEHHOTO MpenapaTta Afs BeTepUHApPHOTrO MPYMEHEHUs COCTaBNsoTCA pa3paboTynkomM
NeKapCTBEHHOr0 cpefcTBa C Y4YeTOM 3akMYeHWid opraHu3auui, NPUHYMABLLMX Y4acTMe B oOpraHusauum u
NPOBEeAEHUN STUX UCCIIeS0BaHNA.

8. KOHTpOﬂb 3a nposegeHnemM AOOKIMNMHUYECKNX nccnegoBaHuin NIeKapCTBEHHbIX CpeactB U KIMMHUYECKUX
nccnegoBaHmi JNIeKapCTBEHHbIX npenapartoB 4J14 BeTEePUHAPHOIro NpuMeHeHuna oCyLlecTBAeTCA YNoJIHOMOYEHHbIM
cbep,epaanblM opraHom WCMNONHUTENbHOW BRacTy.

Masa 6. OCYLWWECTBIIEHUE TOCYOAPCTBEHHOW PETMCTPALIUU
NEKAPCTBEHHbIX MPENAPATOB

CtaTtbs 13. FlocyaapcTBeHHasa perucrpaums nekapcTBeHHbIX NpenapaTtoB
(B pen. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. B Poccunckon ®epepauun gonyckarTcs NpouM3BOACTBO, U3rOTOBNEHWE, XpaHeHue, nepeBo3ka, BBO3 B
Poccuiickyto  depepaumnio, BbiBO3 13 Poccuiickon ®depepaumu, peknama, OTMYCK, peanusauus, nepegada,
NMPMMEHEHME, YHUYTOXEHME JIEKAapCTBEHHbIX MpenapaTtoB, €CNM OHM 3aperucTpupoBaHbl COOTBETCTBYHOLLMM
YMONTHOMOYEHHbIM befiepanbHbIM OpraHoM MCMOMHUTENBHON BracTu.

(yactb 1 B peq. PegepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. ['ocypgapcTBEHHONM permcTpaumm noanexar:
1) BCe nekapcTBeHHble Npenapartsbl, BNepBble noAfexallme BBogy B obpalueHne B Poccuiickon ®egepaumu;

2) nekapCTBeHHble npenaparbl, 3aperucTpupoBaHHbIE paHee, HO NPOU3BeAEeHHbIe B APYrMX NeKapCTBEHHbIX
dopmax B COOTBETCTBUM C MEPEYHEM HaUMEHOBAHWUN TNEKapCTBEHHbIX (hopM, B HOBOW [O3MPOBKE MpU
AoKasaTenbCcTBe ee KNNMHUYECKON 3HaYMMOCTM U 3PPEKTUBHOCTMY;

3) HOBble KOMOUHaLUK 3aperncTpmnpoBaHHbIX paHee fieKapCTBEHHbIX nNpenaparToBs.

3. TocynapcTBeHHass peructpaumsi IekapCTBEHHbIX MpenapaTtoB OCYLUEeCTBNSETCA MO  pesynbTatam
9KCMEepTU3bl NEKAPCTBEHHLIX CPEACTB, a rocyAapCTBEHHas pernctpaumst opdaHHbIX NIekapCTBEHHbIX NpernapaTos
OCYLLECTBMSAETCS MO pe3ynbTatam 3KCMepTU3bl AOKYMEHTOB, MPEACTaBMeHHbIX AMsi onpeAerneHus BO3MOXHOCTU
paccmaTpuBaTb  NIEeKapCTBEHHbLI  nNpernapaT Ans  MeOQULUMHCKOrO  MPUMEHEHUS MNpU  OCYLLEeCTBREHUU
rocyoapcTBEHHON peructpauumM B kadecTBe Op@aHHOro nNekapCTBEHHOro npenaparta, M no pesynbTatam
9KCMEepTU3bl NEKAPCTBEHHBLIX CPEACTB.

4. TlocypapcTBeHHas perucrTpauusi FekapCTBEHHOro npenapaTta OCYLIEeCTBMSETCA COOTBETCTBYHOLIMM
YNOMHOMOYEHHBIM dbefiepanbHbIM OpraHOM UCMOMHUTENBHOW BNAacTy B CPOK, HE MPEBbILLALLMIA CTa LWeCcTUaecaTu
pabounx gHen co OHA NPUHATUS COOTBETCTBYIOLLErO 3asBMEHNS O roCy4apCTBEHHON perncTpaunm nekapcTBeHHOro
npenapata. B ykasaHHbIi CpOK BKMNOYaeTCcs BpeMmsi, HeobxoamMmoe AN MOBTOPHOro MpPOBEAEHUS 3KCMepTU3bl
NeKkapcTBEHHOro CpeactBa B COOTBETCTBUM CO cTatben 25 Hactoswero depepanbHoro 3akoHa. Cpok
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rocyapCTBEHHOW perncTpaumm nekapCTBEHHOro npenapaTta UCHUCNSETCS CO AHS MPUHATUS COOTBETCTBYIOLLNM
YNOMHOMOYEHHbIM  pefeparnbHbiM  OpraHOM  UCMOMHUTENBHOM BracTM COOTBETCTBYIOLLEro 3asiBieHUs O
rocyJapCTBEHHOM perMcTpaumm NekapcTBEHHOrO npenapaTa ¢ NPUoXeHnem HeobXxoauMbIX JOKYMEHTOB MO AeHb
BblJa4M perncTpaunoHHOro yaoCcToBEPEHUS NEKAapPCTBEHHOro npenapata. Bpems, Heobxognmoe anst HanpaBneHus
YMOSTHOMOYEHHbIM dheeparnibHbIM OPraHOM WCMOSTHUTENbBHOW BNacTy 3anpoca O NpeAcTaBNeHMUn HEeOOXOAMMbIX
MaTepuanos 1 NpeacTaBieHns 3asBUTENEM OTBETA Ha AaHHbIA 3anpoc B COOTBETCTBUMN CO cTaTbamu 16, 19 n 23
HacToswero PefepanbHOro 3akoHa, HE Y4YMTbIBAETCA MPU UCYUCIIEHUM CPOKa roCydapCTBEHHOW permcrpauumn
NeKapCTBEHHOrO npenapara.

5. locypaapCTBEHHON perncTpaumm He nognexar:

1) nekapcTBeHHble MpenapaTbl, U3rOTOBMEHHbIE anTeYHbIMI OpraHM3aunsaMn, BETEPUHAPHBIMU anTe4YHbIMM
opraHusauusiM1, UHOVBMAYanbHbIMW NPEeanpPUHMMATENSAMW, KOTOPbIE MMEIOT NMLEH3MI0 Ha (hapMaLeBTUYECKYHo
AesiTEeNbHOCTb, MO peLenTamM Ha JiekapCTBeHHble npenapatbl U TpeboBaHMSM MeOULMHCKUX OpraHu3auui,
BETEPVHaPHbIX OpraHn3aLmii;

2) nekapcTBEHHble npenapaTtbl, NPUOOpeTEHHblE U3MYECKMMM §nuuaMu 3a npegenamun Poccuiickon
depepaumun 1 npegHasHavYeHHble 19 MMYHOIO NCMOMNb30BaHWs;

3) nekapcTBeHHble npenapatbl, BBO3uMble B Poccuickyo ®egepauuto onsd okasaHus MeQULUHCKON MOMOLLM
MO XXM3HEHHbIM MOKa3aHUAM KOHKPETHOro nauueHTa Ha OCHOBaHWMM paspelUeHusi, Bbl4aHHOMO YMNOMHOMOYEHHbIM
dhenepanbHbIM OpraHoM UCNONTHUTENBHOM BNacTy;

4) nekapcTBeHHble cpencTea, BBo3MMble B Poccuiickyio Pegepaumtio Ha OCHOBAHUWM  BblAAHHOIO
YNOSTHOMOYEHHBIM (befeparnbHbiIM OpPraHOM WCMOSIHUTENbHON BracTy paspelleHus U npedHasHayYeHHble Ans
NPOBEAEHUS KIMUHUYECKUX WCCIeQOBaHUA JeKapCTBEHHbIX MpenapaTtoB U (MnvM) NpoBedeHust 3KCMepTusbl
rieKapCTBEHHbIX CPeACTB Ansl OCYLLECTBIIEHNS TOCyAapCTBEHHOW perncTpaumm fiekapCTBeHHbIX Npenaparos;

5) hapmanieBTHyeCKMnE CybCTaHUMWY;

6) pap,mocbapmaueBqueCKMe JIeKapCTBEeHHbIE MNpenapaTtbl, W3rotoBJfieHHbleé HenocpeaCcTBeEHHO B
MeONUMHCKMX oOpraHum3aunax B NopdaKke, YCTaHOBJIEHHOM  YNMOJIHOMOYEHHbIM CbEﬂ,epaJ'leblM OopraHom
NCMONHUTENbHOW BNacTy;

7) NnekapcTBEHHble NpenapaTbl, NPOU3BOAUMbIE AMsi AKCMopTa.
6. He ponyckaeTcsi rocygapcTBeHHast perucrpauus:

1) nekapcTBEHHbIX MpenapaToB, OT/MYAOLWMXCA APYr OT Apyra KauyeCTBEHHbIM COCTAaBOM [HENCTBYHOLLMX
BEeLLEeCTB, Nogd OANHAKOBbLIM TOProBbIM HaUMEHOBaHNEM;

2) 0[HOro fekapCTBEHHOrO NpenapaTa, NPeACTaBNEeHHOrO Ha rocy4apCTBEHHYO PErncTpaumio B OTHOLLEHUN
OHOrO U TOrO Xe AepXaTens wnv Brnagenbla PerncTpaumMoHHOro yOoOCTOBEPEHUS NEKAapCTBEHHOMO npenapara B
BMAe ABYX U Bonee nekapCTBEHHbIX NpenapaTtoB noj pasnnyHbIMU TOProBbIMY HAMMEHOBaHUSIMMU.

(n. 2 B pea. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7. o 3anpocy (B aneKkTpoHHoN dhopme unm Ha BymaxkHoMm HocuTene) cybbekTa obpalleHns nekapCTBEHHbIX
CcpeacTB  COOTBETCTBYWOLLMM  YNONMHOMOYEHHbIM  (befepanbHbIM — OpraHoM  UCMOMHUTENBHOW  BracTy,
OCYLLECTBNSAIOWNM rOCyAaPCTBEHHYIO PErmcTpaLmio NeKapCTBEHHbIX MpenapaToB, B YCTAHOBMEHHOM UM Mopsigke
OCYLLECTBMAETCHA HayyHOe KOHCYNbTMPOBaHWe MO BOMpPOCaMm, CBS3aHHbIM C MpoOBeAeHUeM OOKIMHUYECKMX
nccneaoBaHMn, KIMHUYECKNX UCCreaoBaHMI NekapCTBEHHbIX NpenapaToB, 3KCNepTM3bl Ka4ecTBa JlekapCTBEHHbIX
cpeacTB, aPdEKTUBHOCTU N BE30MacHOCTU, C OCYLLEeCTBIIEHNEM FrOCYyAapCTBEHHON perncTpauun nekapcTBEeHHbIX
npenapaTtoB. KOHCYnbTMPOBaHMe OCyLLECTBAAETCA C NpuBneYeHnemM deaeparnbHbiX FOCYAapCTBEHHbIX BIOAXETHbIX
yypexaeHnin, NoaBeAOMCTBEHHbIX AaHHOMY dhefeparnbHOMY opraHy UCMOMHUTENBHOW BNacTu U He y4acTBYIOLUMX B
opraHusaumm npoBeAEeHUs 3KCNepTU3bl KavecTBa feKapCTBEHHbIX CpeACTB B LEnsAX OCYLEeCTBNEeHUs uX
rocyaapCTBEHHOW perncrpaumm B COOTBETCTBMM CO cTaTben 16 HacToswero PeaepansHOro 3akoHa, B Buae otTeeTa
B NUCbMEHHOW hbopme YNONMHOMOYEHHOro dheaepanbHOro opraHa WUCNOMHUTENbHOW BRacTu Ha 3anpoc. Pasmep
B3MMaeMoW C 3asBMTeNd nnaTbl onpeaenseTcs B COOTBETCTBUM C 3akoHogaTenbcTtBoM Poccunckon egepaumm o6
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opraHv3aumy NpefoCTaBMEHUs FOCYLAPCTBEHHLIX U MyHMUMNanbHbIX ycnyr. NHgopmauusa o6 ocyLiecTBneHum
Hay4HOro KOHCYNbTUPOBaHMS, B TOM 4ucre cTaTbl, 0030pbl, CNpaBoYHble Matepuansl U MHas MHdopmaunus ob
OCYLLECTBMNEHNM HAY4YHOrO KOHCYMNbTUPOBaHWS, pasMellaeTcsa Ha oduunanbHOM canTe  YNorHOMOYEHHOro
degepanbHOro opraHa WCMNONMHUTENbHOM Bractu B ceTu  "UHTepHeT" ¢ cobGnogeHMeM  OrpaHuUYeHuin,
YCTaHOBIEHHbIX 3aKOHOAATENbCTBOM O NMEPCOHANbHbIX AaHHbIX, KOMMEPYECKOM U (MIN) rocyaapCTBEHHOW TalHe.

8. NocypapcTBeHHas permcTpaums nekapcTBeHHbIX NpenapaTos, KOTOpble npedHasHadeHbl AN NPpUMeHeHus
B YCITOBUSX BOEHHbIX OEVCTBUN, YpesBbl4alHbIX CUTYaLUn, NPpoUnakTukn n nevyeHns 3abonesaHnii U NOpaxeHuin,
MOMyYeHHbIX B pesynbTaTe BO3AENCTBUMS HebNaronpuaTHbIX XUMMUYECKMX, OMOonornyeckmx, paguaumoHHbIX
dakTopoB, 1 paspaboTaHbl NO 3agaHuo defeparnbHbIX OPraHoB WCMOMHWUTENbHOW BNacTv, YNOSIHOMOYEHHbIX B
obnactm o06OpOHbI CTpaHbl WM ©Ge3onacHOCTM rOCydapcTBa, OCYLLEeCTBMSETCA B Nopsake, YCTaHOBIEHHOM
MpasutensctBom Poccuinckon egepauuu.

CtaTtbs 14. MMprHUMNBI 3KCNEePTU3bI SIeKapCTBEHHbLIX CPeacTB
(B pen. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OKcnepTv3a NekapCTBEHHbIX CPEACTB OCHOBLIBAETCS HA MPUHLMMNAX 3aKOHHOCTW, cobrodeHust npas u
cBo6O4 4enoBeka W rpaxgaHuHa, MpaB OPUAMYECKOro nvua, He3aBUCMMOCTU 3KcrepTa, OObEeKTUBHOCTH,
BCECTOPOHHOCTM U MOMHOThLI UCCMeAoBaHWi, MPOBOAUMBIX C UCMOMb30BaHWEM COBPEMEHHbIX AOCTMXKEHWUIA HAaYKu U
TEXHUKW, OTBETCTBEHHOCTUM dhbedepanbHOro rocyAapCTBEHHOIO GHMKETHOrO YYpexaeHuss No NpoBedeHUo
3KCMNepTU3bl NeKapCTBEHHBIX CPEACTB M 3KCMepTOB 3a NPoBeAeHNe U KauecTBO IKCMepTU3bI.

2. SKcnemeaa JIeKapCTBEHHbIX npenapaTtoB Ald MeanUumMHCKOro npuMmeHeHn4 BKInlo4aeT B cebsi:

1) 3KCnepTM3y [OOKYMEHTOB, NPEACTaBMEHHbIX AN onpedeneHuss BO3MOXHOCTU — paccMaTpuBaTb
rneKkapcTBeHHbIN Npenapart Ans MeAULMHCKOro NPUMEHEHMUs NPU OCYLLLECTBIEHUM FOCYAAPCTBEHHON perncTpaummu B
KayecTBe opdaHHOro nekapCTBEHHOro Npenapara;

2) aKcnepTM3y npenOnoXeHHbIX METOAOB KOHTPONA KavyecTBa IleKapCTBEHHOrO CpeacTBa M KayecTsa
npeacTaBfieHHbIX 06pa3LoB NekapcTBeHHOro CpeacTBa C MCMoNb3oBaHMEM 3TUX MeTOdOB (Aanee - akcneptusa
Ka4yecTBa NekapCTBEHHOro CpeacTBa);

3) 9KCMepTM3y OTHOLUEHWSI OXMOAEMOW Mofb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWUsI JeKapCTBEHHOro
npenapara.

3. OKcnepTr3a nekapCTBEHHbIX NpenapaToB Ans BETePUHAPHOrO NPUMEHEHUS BKIlOYaET B cebsl akcnepTuay
KayecTBa JIEKAPCTBEHHOTO CPEeAcTBA W IKCMEPTM3Y OTHOLLIEHUS OXMOAEeMOW MOMb3bl K BO3MOXHOMY PUCKY
NpUMeHeHNsA NekapcTBEHHOro npenaparTa.

CraTtbsa 15. PepepanbHOe rocyfapCTBeHHOE OLOMKETHOE yUYpeXxaeHue Nno NpoBeAeHUI0 3KCnepTusbl
JNleKapCTBeHHbIX cpeacTB

OKcnepTn3a JNeKapCTBEHHbIX CPeacTB  npoBoauTca  beaeparnbHbIM - FOCYAAPCTBEHHLIM — GHOIKETHBLIM
yypexageHMeMm COOTBETCTBYIOLLEro  YMOSIHOMOYEHHOrO bedepanbHOro  opraHa  MCMOMHWUTENbHOW — BRacTw,
co3faHHbIM Ansi obecrneyveHnst UCNOSTHEHMS MONTHOMOYMIA 3TOro dhelepasnibHOro opraHa no Bblaye paspeLleHunin Ha
npoBeAeHNE KIMMHUYECKUX UCCNEAOBAHWUIA IEKAPCTBEHHbIX NpenapaToB M (UNK) No rocy4apCTBEHHOW perncTpaumm
NEeKapCTBEHHbIX NpenapaToB (ganee - 3KCnepTHoe yyYpexaeHue).

Crtatbs 16. OpraHusauus npoBeAeHUs1 IKCNepTU3bl NeKapCcTBeHHbIX CPeaAcTB
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. OkcnepTusa neKkapCTBEHHbIX CPEACTB MPOBOAUTCA KOMMUCCUEN 3KCMEPTOB 3KCMNEPTHOrO YupexaeHus,
Ha3Ha4YeHHOW ero pykoBOAMUTENEeM, Ha OCHOBaHWM 3afaHWs Ha NpoBedeHVe 3KCMepTM3bl JEeKapCTBEHHOro
CpeAcTBa, BblAAHHOMO YMONIHOMOYEHHbIM defeparnbHbIM OpraHoM WCMONHUTENbHOW BnacTtu. PykoBoguTenb
9KCNEepTHOro yudpexaeHuss obecneyvBaeT Hagnexallee nNpoBedeHWe IKCMepTusbl feKapCTBEHHbIX CPeacTB B
COOTBETCTBUW C 3aaHUEM, BblAaHHbIM YNOMHOMOYEHHBIM defeparnibHbIM OpraHoM MCMOSHUTENbHOW BNacTtu, u
opraHu3yeT MOAroTOBKY CBOAHOIO 3akfo4eHusi 3Tol Komuccun. B coctaB 3TOM KOMWCCMM MO  PELUEHUIO

Ctpannua 19 n3 99



depnepanbHbIn 3akoH oT 12.04.2010 N 61-93
(pen. ot 06.06.2019)
"O6 obpalleHnn nekapcTBeHHbIX CpeacTs”

pykoBOAUTENA SKCMEPTHOro y4dpexaeHna mMoryrt ObITb BKNIOYEHbLI B KAYeCTBE JKCNepToB Nnnua, He pa60Ta+ou.lme B
O0aHHOM 3KCMEepTHOM Yy4dpexaeHuun, ecnm ux cneunaribHble 3HaHUA HeobxoauMMbl Ons npoeBeaeHnAa 3KCNepTnubl U
Takune 3KCnepTbl OTCYTCTBYHOT B JAHHOM 3KCNEPTHOM yYpeXxaeHnu.

2. 3KcnepToMm NO MPOBEAEHMWIO SKCMEPTU3bl NEKAPCTBEHHbIX CPEACTB ABNSETCH aTTeCTOBaHHbLIN PaboTHMK
SKCNEepPTHOrO yYpexaeHusi, KOTOpbIi MMeeT BbiCllee MeauumHcKkoe, dapmaueBTuyeckoe, Buonornyeckoe,
BETEPMHapHOe WNn XuMuyeckoe obpasoBaHMe M MPOBOAUT IKCMEPTU3Y IeKapCTBEHHbIX CPEeACTB B NOpsake
NCMNOMHEHNs1 CBOMX AOMKHOCTHbLIX 06s3aHHOCTeN (ganee - akenepT).

3. I'IpM npoBeaeHnn 3KCNEPTU3bl JNTEKAPCTBEHHbLIX CPeacCTB 3KCNepT HEe MOXEeT HaxoaAUTbCA B Kakon-nnbo
3aBUCMMOCTN OT JMua, Ha3Ha4dMBLUEro 3Ty 3KCNepTuay, paSDaGOT‘-IVIKa NekapCTBEHHOro cpeactea wUnin [pyrux
3aUHTEepPEeCOBaHHbIX B pe3dylibTaTax 3KCNepTu3bl JnNL.

4. lMpun npoBeAeHUN IKCNEPTU3bl NIEKapCTBEHHbIX CPeaCcTB He AonyckaeTcs ncrpebosaTb y 3assutens nmbo
WHbIX NWL, MmaTepuanbl, HeobxoguMMble Ans nNpoBedeHWs akcnepTusbl. B cnyyae HegocTaToOYHOCTU
NpeAcTaBneHHbIX SKCNepTy MaTepuarnoB ANS Aayn 3akrioyeHUs 3KCrepT CTaBWUT BOMNPOC O MpeacTaBrneHun emy
HeobXoAMMbIX MaTepuarioB nepes pykoBoAWTENEM 3KCMEpPTHOro yypexaeHus, KoTopbii obpallaetcs c
COOTBETCTBYIOLLMM 3anpoCOM B YMNOMHOMOYEHHbIN (heaepanbHbli OpraH MCNOMHUTENbHOW BNacTu, BblAaBLUMN
3aJaHne Ha npoBeAeHVMe 3KCNepTu3bl JIeKapCTBEHHOrO CPeAacTBa. YKasaHHbli  dedepanbHbii  opraH
NCMONHUTENBHON BracTy B TeYeHWe NATu paboyumx OHEN Co AHA NOCTYMNEeHMs 3anpoca pyKOBOAMTENS 3KCNEePTHOro
yyYpexaeHns HanpasnseT 3asBUTENi0 3anpoc O NpPeAcTaBneHMn Heobxoaumblix MaTepuanos. [aHHbln 3anpoc
MOXeT ObITb NnepeAaH ynonHOMOYEHHOMY MPeACTaBMTENto 3asBUTENSA NIMYHO MOA Pacnucky, HanpasreH no no4yte
3aKasHbIM NUCbMOM UNW NepedaH B 3NEKTPOHHON hopmMe NO TeNeKOMMYHWUKaLMOHHBLIM KaHanam ceasu. B cnyyae
HanpaBneHns AaHHOro 3anpoca Mo MoYTe 3aka3HbIM MUCbMOM OH CYMTaETCs MOMYYEeHHbIM NO UCTEYEHWUU LLEeCTn
OHeln ¢ faTbl HanpaBneHus 3aKkasHoro NUCbMa.

(vacTb 4 B pen. PenepanbHoro 3akoHa ot 25.11.2013 N 317-03)

4.1. 3asaBuTtenp o0653aH MpeacTaBMTb OTBET Ha 3anpoc  YMONTHOMOYEHHOro dhefepanbHOro opraHa
WCMOMHMTENBHOW BNacTM B CPOK, He MpeBblIaWMA AeBsHOCTa pabounmx OHEW CO OHA €ro MoslydeHus.
YNONHOMOYEHHbIN  (hefepanbHbld  OpraH  UCMNOSIHUTENbHOM BRacTW, BblAaBWMA 33adaHWe Ha npoBefeHue
3KCMNepTM3bl NIEKAPCTBEHHOIO CPEACTBA, B TeUeHue NATn paboyumx gHEN Cco AHS NOCTYMNEHMs OT 3asBUTENS OTBETA
Ha [OaHHbIA 3anpoC HarnpaBnsieT Takol OTBET B JKCMEpTHOE ydpexaeHue. B cnyyae HenpeacTtaBneHusi no
ncTeyeHun gessiHOCTa paboumx OHeW 3asBuTernem OTBeTa Ha AaHHbIA 3anpoc YMNONTHOMOYEHHbIN deaeparnbHbIni
OpraH UCMNOMHUTENBHOW BfacTW, BblAaBLUMA 3afaHWEe Ha NPOBEeOEHUEe 3KCMEepPTM3bl NIEKAPCTBEHHOrO CpeacTBa, B
TeYeHne nATM pabounx [HEeW HanpaensieT B 3KCMEPTHOE Yy4ypexaeHue yBEeLOMIIEHME O HenpeacTaBlieHUM
3asBuUTENneM OTBETa Ha 3anpoc YyKasaHHOro opraHa. Bpemsi co [HA HanpasneHusi 3anpoca 9KCnepTHOro
yupexaeHust B YNONHOMOYEHHbIV defeparnbHblid opraH UCNOMHUTENbHON BNAcTh A0 AHS NOSNyYeHUSA 3KCNepPTHbIM
yypexgeHmem OTBeTa Ha 3anpoc U yBeOMIIEHMS O HEMpeaCTaBeHN OTBETA Ha 3anpoc He YYUTbIBAETCA Mpu
NCYNCIIEHUMN CpOKa MPOBEOEHNS SKCNEPTM3bl NNEKAPCTBEHHOIO CpeacTea.

(4acTb 4.1 BBegeHa depepanbHbiM 3akoHoM OT 25.11.2013 N 317-93)

4.2. Ecnn B cocCTaBe pPerncTpaumMoHHOro [oCbe Ha NeKapCTBEHHbLIN npenapaT Ans MeguLMHCKOro
NPUMEHEHNS COOEepPXUTCH npedycMoTpeHHas ctatben 18, yacTtbto 1.1 ctatem 30 mM cTtaTben 34 HacTosLero
depepanbHOro 3akoHa KOMWS peLleHnst YNorHOMOYEHHOro deaepansHoro opraHa WCMOSTHUTENbHOW BNactu o
NPOBEAEHUN UHCMEKTUPOBAHUSA NPOU3BOAUTENS NEKAPCTBEHHbLIX CPEACTB, IKCNEPTY A0 0POPMIEHNS pe3ynbTaToB
3KCMepTU3bl fleKapCTBEHHOTO cpeacTBa NPefoCTaBnseTca B NOPsSAKE M Ha YCIOBUSX, KOTOPble NpeayCMOTPEHbI
yacTsamu 4 1 4.3 HacTosILLEN CcTaTby, KONWS 3aKMOYEHMs O COOTBETCTBUM MPON3BOANTENS NIEKapCTBEHHbBIX CPEACTB
TpeboBaHVAM npaBuI Hagnexawen Npon3BO4CTBEHHOW MPAaKTUKW, BblAAHHOMO YMONTHOMOYEHHBIM dhedeparibHbIM
OpraHoM MCMOMHUTENBHON BracTu.

(vacTtb 4.2 BBegeHa PegepanbHbiM 3akoHOM oT 04.06.2018 N 140-03)

4.3. 3agButenb obs3aH npeacTaBuUTb B YNOMHOMOYEHHLIV dhedeparnbHblil opraH UCNONMHUTENbLHON BAacTu
KOMUWIO 3aKM0YEeHUss O COOTBETCTBUM NPOM3BOANTENS NeKapCTBEHHbIX CpeacTB TpeboBaHMAM NpaBun Haanexatlen
NPON3BOACTBEHHON MPAKTUKM B CPOK, HE MPEeBbILAWMIA CTa BOCbMUAECATU pabounx OHEeW CO AHSA MonyyeHus
3anpoca O ee NpeaoCTaBfeHMU. YNONHOMOYEHHbIN deaepanbHbIii OpraH UCMONHUTENBHOW BRacTW, BblAaBLUWA
3aJaHve Ha MNpoOBedeHMEe 3KCMepTu3bl NEKApCTBEHHOTO CPeACTBa, B TeYeHue NATM paboumx OHenW CcOo AHSA
MOCTYMMEHNsT OT 3asiBUTENS KOMWM 3aKIMOYEHUS O COOTBETCTBMM MNPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB
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TpeboBaHMAM NpaBun Hagnexallen NpoM3BOACTBEHHOW NPAKTUKW, HAMpaBnsieT ee B 3KCMEPTHOE ydpexaeHne. B
cnyvyae HenpeacTaBneHWs 3asiBUTENEM B YKa3aHHbIA CPOK KOMUM 3aKMioYeHUs O COOTBETCTBMU NPOU3BOAMTENS
NEKaApCTBEHHBLIX CPeAcTB TpeboBaHUSAM MNpaBwil Hagnexallend NPOVM3BOACTBEHHOW MNPaKTUKU YMOMHOMOYEHHbIN
degepanbHbI OpraH UCMOSTHUTENbHOW BNacTu, BblAaBLUMA 3agaHNe Ha NPOBEAEHME 3KCNEPTU3bl IEKAapPCTBEHHOIO
cpeactea, B TedeHMe MATM pabounmx [HEW HanpaBnsdeT B 3KCMEPTHOE YYpeXOeHWe YBedOMIIEHME O
HenpeacTaBneHUM 3asiBUTENIEM KOMUU 3aKMtoYeHUs O COOTBETCTBMM MPOU3BOAMTENS NEKAPCTBEHHLIX CPEeACTB
TpeboBaHMsIM NpaBuIl Haanexailer NpoM3BOACTBEHHOM MpakTukA. Bpems co AHs HanpaeneHus 3anpoca
3KCMNEPTHOro yypexaeHnsi B YNONTHOMOYEHHbIV dhefeparnbHbli OpraH MCNOMHUTENbHOW BRacTy A0 AHSA MONyYeHuUs
3KCMEPTHbIM  yYpEXOEHNEM KOMUWU 3aKIOYEeHMS O COOTBETCTBMM MPOM3BOOUTENS JIEKAPCTBEHHbIX CPEACTB
TpeboBaHVsIM NpaBun Haanexaiien npon3BOACTBEHHON NPaKTUKN MMM YBEAOMIIEHUA O ee HenpeacTaBneHun He
YUMTbIBAETCS NPU NCYNCIIEHUN CPOKa NPOBEAEHUS SKCMEPTU3bI NIEKAPCTBEHHOrO CPEeACTBa.

(4acTtb 4.3 BBegeHa denepanbHbiM 3akoHOM oT 04.06.2018 N 140-d3)

5. OkcrnepT npu NpoBedeHUM MOPYHYEHHON €My PYKOBOAMTENEM OKCMEPTHOTO YUPEXOEHUSt 9KCMepTUsbl
neKapCcTBEHHOro cpeacTsa 06s3aH:

1) NnpoBecTV NonHoe nccnegoBaHve NpeacTaBreHHbIX eMy OObeKToB, MaTtepmnanos, aTb 060CHOBaHHOE U
OOBbEeKTUBHOE 3aKrioveHWe Mo MNOCTaBMeHHbIM Mepes HUM BOMpocaMm WM MOTMBMPOBaHHOE 3aKryeHne o
HEBO3MOXHOCTU MPOBEAEHNS UM 3KCMEPTU3bI NEKapCTBEHHOINO CPEACTBA, €Crn NoCTaBleHHbIE BONPOCHI BbIXOAAT
3a npegenbl crneunanbHbIX 3HaHWMM 3KcnepTa, OObEKTbl WCCNeAoBaHWA W MaTepuanbl HEenpUrogHbl WUnu
He[4OoCTaToOuHbl AN NPOBEAEHWS UCCefoBaHMN 1 4avm 3aKknioyeHns nMbo COBpPEMEHHbIN YPOBEHb Pa3BUTUS HayKu
He No3BONSAET OTBETUTb Ha NOCTaBfIEHHbIE BONPOCHI;

2) He pasrmawaTb CBEeOeHWs, KOTopble CTanu €My W3BECTHbl B CBS3M C NPOBEOEHVMEM 3KCMepTu3bl
NEeKapCTBEHHOrO CpeacTBa, a TakkKe CBeOEeHWUdA, COCTaBNALME FOCYyLapCTBEHHYHD, KOMMEPYECKYIO MM UHYIO
OXpaHAEeMY0 3aKOHOM TaWHy;

3) obecneunTb COXpaHHOCTb NpPeAcTaBNeHHbIX OOBbEKTOB UCCEA0BaHUIA U MaTepranos.
6. OKcnepT He Brnpage:

1) nNpoBOAUTL 9KCNEPTM3Y JleKapCTBEHHOTO cpeacTBa MO OOpalleHUlo HEenocpeacTBEHHO K  Hemy
opraHusauuin Unu rUandYeckmx nuu;

2) camocTosATENBHO cobMpaTh MaTepuarbl AN NPOBEAeHWs 3KCNepPTU3bl NTIEKaPCTBEHHOTO CPeaCTBa;
3) NpoBOAUTL IKCNEPTU3Y NEKapCTBEHHOTO CPeACTBa B Ka4eCTBEe HerocyaapCTBEHHOro aKcnepTa.

7. B cnyyae HeobGxoguMOCTVM 3KCMepT BrpaBe XodaTalUcTBOBaTb nepen PyKOBOOAWUTENEM IKCMEPTHOro
yYpPEXOEHUS O NPVBMEYEHUN K NMPOBEAEHMIO SKCMEPTU3bl JIEKAPCTBEHHOTO CPeACTBa APYInX SKCMEepPTOB.

8. Kaxabin JKCNepT, BXOAALLMA B COCTaB KOMUCCUN 9KCNepTOoB, KOTOpOIh nopy4eHo npoBeneHne aKkCnepTnabl
NekapCTBeHHOro cpeactea, He3aBUCUMMO U CaMOCTOATENIbHO NPOBOAUT UCCeaoBaHUA, OUuEeHUBAET pe3ynbTaThl,
noJsiy4eHHble UM JIMYHO N OPYrMMn 3KCcnepTamum, u cbopmyrwlpyeT BblBOObl OTHOCUTEJIbHO MNMOCTaBJIEHHbLIX BOMNPOCOB
B npeaenax cBoux cneunarnbHbIX 3HaHWN.

9. PesynbTaTbl 3KCNEPTU3bl NIEKAPCTBEHHOIO CPEeACTBa OPOPMITAIOTCS 3aKMHYEHMEM KOMUCCUWN SKCMEepPTOB.
B 3aknoueHun KOMUCCUM IKCMEepTOB YKasbiBAlOTCA MNepeveHb UccrnenoBaHuit, o6bem MNpPOBEAEHHbIX KaXabiM
SKCMEePTOM UCCMeAoBaHWi, YCTaHOBMEHHbIE KaKObIM M3 HUX (baKTbl U cAenaHHble B pesynbTaTe WCCreaoBaHuin
BbIBOAbl. DKCMepT, MHEHNE KOTOPOro He coBnafaeT C pelleHnemM KOMUCCKUM 3KCMepToB, BrpaBe BbipasuTb CBOE
MHEHMVe B NCbMeHHOI dhopMe, KOTOPOoe NpUOBLLAETCS K 3aKINoYeHNI0 KOMUCCUM IKCTIepTOB.

10. OKcnepThl, BXOAALME B COCTAB KOMUCCUW, NpeaynpexaarTcs 06 OTBEeTCTBEHHOCTM B COOTBETCTBUU C
3aKkoHoaaTenbCcTBOM Poccuiickoint desepauuy 3a gady 3aknouveHus, coaepxkallero HeoboCHOBaHHble UMK
hanbCMPULIMPOBaHHbIE BbIBOAbI, O YEM OHUW O30T NOAMMUCKY.

11. Onpe,u,eneHMe YPOBHA ﬂpO(beCCI/IOHaJ'IbHOIZ noAroToBKM 3KCNepToB W aTtrectaumAa WX Ha npaBo
npoBeaeHnA OKCNepTu3bl JIeKapCTBEHHbIX CpeACTB  OCYLUeCTBIAKTCA SKCI'IepTHO-KBaJ'II/I(bI/IKaLI,I/IOHHbIMVI
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KOMUCCnAMM B nNopsAagke, YyCTaHOBIEHHOM COOTBETCTBYWLMM  YNOJIHOMOYEHHbIM cbep,epaanblM OopraHom
NCMONHUTENBLHON BRacTu. ypOBeHb ﬂpO(*)eCCI/IOHaJ'IbHOIZ noAroToBKM  JKCNEepTOB NoaNIeXUT nepecMoTpy
YKa3aHHbIMU KOMUCCUAMU HE peXe YeM OOUH pa3 B NATb NeT.

12. MNpaBuna npoBefeHNs 3KCMepTM3bl NeKapCTBEHHbIX CPeACTB U OCOBEHHOCTU 3KCNepTu3sbl OTAEMbHbIX
BMOOB NeEKapCTBEHHbIX MpenapaToB (pedepeHTHbIX NEeKapCTBEHHbIX MpenapaTtoB, BOCMPOU3BEAEHHbIX
NeKkapcTBEHHbIX npenapaToB, OMONOrMYecKkUx rnekapCcTBeHHbIX npenapaTtoB, 6uoaHanoroBbiX (6MONOJOBHLIX)
nekapcTBeHHbIX npenapatoB (buoaHanoros), roMmeonaTUYecKkMx neKapCTBEHHbIX MpenapaToB, NeKapCTBEHHbIX
pacTuUTenbHbIX NpenapaToB, KOMOMHaLUMIA NeKapCTBEHHbIX NpenapaToB), (OPMbl 3aKMOYEHUI KOMUCCUM SKCNEPTOB
yCTaHaBMNMBaKTCS COOTBETCTBYIOLMM YNOMHOMOYEHHBIM dheaeparibHbIM OpraHoM UCMOSTHUTENBbHOW BNACTU.
(4acTb 12 B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-93)

Cratbsa 17. Nopaya M paccMoTpeHue 3asiBlIeHUA O rocy[apCTBEHHOW perncrpauum nekapcTtBeHHOro
npenaparta Ans BeTepMHapHOro NpMMeHeHus
(B pen. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. [na rocyaapCTBEHHOM perucrpaumv nekapCTBEHHOro npenapaTta Afns BeTepuMHApHOro npUMeHeHus
pa3paboTynK TaKoro riekapCTBEHHOro npenapaTa UM yNnonHOMOYEHHOE MM Apyroe lopuavyeckoe nuuo (ganee B
HacTosIlLen cTaTbe - 3asBUTENb) MpeAcTaBnseT B YNOMHOMOYEHHbIN defepanbHbii OpraH WCNOMHUTENBHON
BMNacTW, OCYLLECTBMSIOWMNA FOCYAapCTBEHHYIO PEerncTpauuio fiekapCTBEHHbIX MpenapaToB Ans BeTepuMHapHOro
NPUMEHEHWS, B 9MEKTPOHHOW hopMe unu Ha BymakHOM HocuTene 3asiBfieHWe O rocyAapCTBEHHOW perucrpauum
nekapcTBEHHOro npenapata pAns BeTepuMHaApHOro MPUMEHEHUs, a TaKkke B Mopsdke, YCTAHOBIEHHOM
COOTBETCTBYIOLNM YNONHOMOYEHHbLIM dbefepanbHbIM OpraHoM UCMNOMHUTENBHON BNAacTW, B 9MNEKTPOHHOW dopme
nnuM Ha 6ymaxHom HocuTerne HeobxoauMble AOKYMEHTbl, U3 KOTOPbIX (hOPMUPYETCHA perncTpaumMoHHoe A0Cbe Ha
rfiekapCTBEHHbIV Npenapar 4159 BETEPUHAPHOro NPYMEHeEHHUS.

2. B 3asiBneHMM O TroCydapCTBEHHOW perncTpauuu rekapCTBEHHOro npenapaTta Afs BeTEepUHapPHOro
NPUMEHEeHUs YKa3blBaloTCS:

1) HaumeHoBaHWe N agpec 3asiBUTenNs, paspaboTynka U NPou3BOaUTENS NIEKAPCTBEHHOrO MpenapaTa Ans
BETEPUHaAPHOIO MPUMEHEHMST U agpec MecTa OCYLLECTBIEHMS MPOU3BOACTBA JIEKAPCTBEHHOrO npenapaTta Ans
BETEPUHAPHOIO MPUMEHEHUS (B Cyvyae HanM4unsi HECKONbKUX YYaCTHMKOB MpoLiecca Npou3BoAcTBa HEOOX0AMMO
yKa3aTb KaXKO0ro u3 Hnx);

2) HaMMeHOBaHWEe IeKapCTBEHHOro npenapaTta [Afs BEeTEepPUHAPHOro MpUMeEHeHus (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW PYNNNPOBOYHOE, UM XMMNYECKOE U TOProBOE HaMMEHOBAHWS);

3) nepeyveHb ,EleVICTByPOU.lMX 1 BCNMomoraTtesibHbIX BeLeCTB, BXOAALLNX B COCTaB J1IEKapCTBEHHOIO rnpenaparta
Ona BeTepuHapHoOro npuMeHeHusa, ¢ ykadaHuem KormyecTtBa KaXxaoro U3 HuX;

4) nekapcTBeHHas opma, 403UpoBKa, cnocobbl BBEAEHUS U NPUMEHEHUs, CPOK rOAHOCTM NeKapCTBEHHOro
npenapara AN BETEPUHAPHOTO NPUMEHEHNS;

5) dbapmakoTepaneBT1YecKas rpynna;

6) HeobXxoaAMMOCTb NPUMMEHEHWUsI YCKOPEHHON NpoLeaypbl 3KCNEepTU3bl NEKAPCTBEHHbLIX CPEeACTB B LENsX
rocyiapCTBEHHOW permcTpaunmy iekapcTBeHHOro npenapaTa;

7) KONMnn OOKYMEHTOB, noATBepXaarowmx ynnarty rocy,qapCTBeHHoM NMOLWWJTNHbI:

a) 3a npoBedeHNe 3KCNepTM3bl kKauecTBa NeKapcTBEHHOrO CPEeACcTBa U IKCMEepPTU3bl OTHOLLIEHUS OXUaaeMoMn
Nosb3bl K BOSMOXHOMY PUCKY NPUMEHEHNS NEKapCTBEHHOro npenapara ans BeTepuHapHOro NpYMeHeHUs Npu ero
rocygapcTBEHHON perncTpauum;

6) 3a Bblgavy perncTpayMoHHOro ygoctoBepeHusa nekapCTtBeHHOro npenapara;

8) Hanuuue cornacus, NpeagycMOTPEHHOrO YacTbio 7 HacTosiwel cTtaTbW, ecrniv C MOMEHTa peructpauuu
pedepeHTHOro fekapcTBEHHOro npenapara ans BeTEpUHaPHOro NPMMEHEHNs NPOLLIO MEeHee YeMm LIEeCTb NeT.
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(B pea. PenepanbHoro 3akoHa ot 13.07.2015 N 241-03)

3. PernctpauvoHHoe [Oocbe B LENsX 3KCNepTu3bl JeKapCTBEHHOro npenapaTta Ans BeTepUHapPHOro
NpUMeHeHns (hOPMMPYETCH U3 CNEAYHOLLNX JOKYMEHTOB:

1) konNna nNUUEH3UM Ha NPOU3BOACTBO  FEKAPCTBEHHbLIX CPEeACTB, BblAAHHOW  MPOM3BOAUTENIO
perncTpupyemMoro nekapcTBEHHOro npenapata ANns  BeTEepUMHapHOro  MNpUMEHEeHWsl, AONns  POCCUMCKUX
npoussoguTenen;

(n. 1 B pea. ®enepansHoro 3akoHa oT 04.06.2018 N 140-93)

2) KkomMUs TNMUEH3MM Ha MPOM3BOACTBO  JEKAPCTBEHHbIX CPEACTB, BblAAHHOW  MNPOWM3BOAUTENHO
hapmaueBTMYeCcKO CyOCTaHUMKM, BXOASALLIEN B COCTaB PEerncTpyMpyemMoro riekapCTBEHHOro mnpenaparta Ans
BETEPUHAPHOrO NPUMEHEHNS, ANsi POCCUNCKMX NPON3BOAMTENEN;

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

2.1) Konusi [OKYMEHTa, BblAAHHOMO YMOSIHOMOYEHHBLIM OpraHoOM CTpaHbl NPOM3BOAUTENS ANs KaXaoWn
NPOVN3BOACTBEHHOWN NNOLAAKN PETUCTPUPYEMOrO FIEKapCTBEHHOMO NpenapaTa Afs BETEPUHAPHOro NPUMEHEHUS U
MOATBEPXKAAMOLIEr0o COOTBETCTBME MNPOM3BOOAUTENSI NleKapCTBEHHOro npenapata TpeboBaHusM  npaBwun
Haanexawlen Npou3BOACTBEHHOW MPaKTUKU, U ero NnepeBod Ha PYCCKUA SA3blK, 3aBEPEHHble B YCTaHOBMEHHOM
nopsiake, a Takke KOMUs 3aKfioYeHWss O COOTBETCTBMM MPOM3BOAMTENS NEKApCTBEHHbIX cpeacTe TpeboBaHUsSIM
npaBun Hagnexawen npouM3BOACTBEHHON MPAKTUKW, BblAAHHOTO YMONMHOMOYEHHbIM dedepanbHbiM  OpraHoMm
NCMNOMHUTENbHOW BnacTy AN Kaxaoh NPOWM3BOACTBEHHOW MIOWAnKkM pPerncTpupyemMoro  fiekapCTBEHHOrO
npenapata Ans BeTEPUHAPHOrO MPUMEHEHUs, MO0 KOMUS peLleHWss O MpoBedeHWM WHCNEeKTUPOBaHUS
Npon3BOAMTENS NEKAPCTBEHHbIX CPEACTB, NMPUHATOrO YNOMHOMOYEHHbIM hefepanbHbiM OPraHoOM UCTIONHUTENBHOWN
BMacTM [Ns KaXOoW NpPOM3BOACTBEHHOW MIOWAAKM PEerncTtpMpyemMoro JiekapCTBEHHOro npenapaTta Aans
BETEPVHAPHOIO MNPUMEHEHWsI. YKa3aHHble [JOKYMEHTbl MpPeaCTaBnslTCA B Cryvae, €cnvu  MNpov3BOACTBO
rlekapCTBEHHOrO Npenapara ocyLlecTBnseTcs 3a npegenamm Poccuiickon ®epepauuu;

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

2.2) konus OOKyMEHTa, BblAaHHOMO YMOSTHOMOYEHHbBIM OpraHoOM CTpaHbl Mpou3sBoauTens apmaueBTUYeCKON
cybcTaHuumn 1 noaTBEPXKOALLEro COOTBETCTBME NPOM3BOANTENSA hapMaleBTudeckon cybctaHuumn, Bxoasawen B
COCTaB PerncTpMpyemMoro rnekapcTBEHHOro npenapaTta AN BETEpUMHAPHOro MpUMeHeHUsl, TpeboBaHWsIM NpaBun
Haanexallen Npou3BOLCTBEHHOW MPaKTUKU, U €ero NepeBOf Ha PYCCKUA A3blK, 3aBEPEHHbIE B YCTaHOBIIEHHOM
nopsigke, B Crny4ae, ecnv MNpou3BOACTBO (hapMaLeBTMYECKOM CyOCcTaHUMKM OCyLLeCcTBNSeTCs 3a npegenamu
Poccuiickon ®egepaunu;

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

3) NPOEeKT HOPMAaTUBHOIO JOKYMEHTA Ha NeKapCTBEHHbIV Npenapar Ansi BETEPUHAPHOro NpMMEHEHWS;

4) [OKYMEHT, CcoAepXaluin crnegylowylo uWHgpopMauuto o apmMaueBTUYeCkon CcybcTaHumMM  unu
hapmaLeBTMYeckMx CybCcTaHUMsAX, BXOAALWMX B COCTaB JIEKAPCTBEHHOrO Mpenapata [Ans BeTepuMHapHOro
NPYMEHEHNS:

a) HanMeHoBaHWe hapmaLleBTMYECKOM CyOCTaHLMK, ee CTPYKTypa, obLumMe CBOMCTBA;

0) HaumMeHoBaHVEe 1 agpec NPOU3BOANTENS;

B) TEXHONorms Npou3BoaCcTBa C ONUCaHMEM CTaaui NPOM3BOACTBA M METOAOB KOHTPOMS Ha BCeX CTagunax
npon3BoAcCTBa,

r) MHopmaLms o0 NpuMecsx;

4) cneundmrkaumsa Ha hapMaLeBTMYECKYIO CyOCTaHUMIO;

€) onucaHne MeTOANK KOHTPOMs Ka4yecTBa;

X) pesynbTaTbl aHanu3a cepun bapmaueBTU4eCcKon cybcTaHumuy;

3) nepeyeHb CTaHOAPTHbIX OOPA3LOB WM BELLECTB, WCMOMb3yeMbIX NPV OCYLLECTBIEHUN KOHTPOSS
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KayecTBa;
n) onncaHme xapakTePUCTUK U CBOWCTB YNaKoOBOYHbLIX MaTepUasnoB U yKyNOPOYHbIX CPEACTB;
K) AaHHble 0 cTabunbHOCTY;
n) CPOK roAHOCTH, YCMNOBUS XPaHEHNS;

5) oTyeT 0 pesynbTaTax AOKMUHUYECKOrO WCCMeAOBaHWs JIeKapCTBEHHOrO CPeacTBa Afisl BETEPUHAPHOIO
NPUMEHEHWS;

6) OTHEeT O pesynbTaTtax KIMHUYECKOro uccnenoBaHuA JekapCTBeHHOro npenaparta OnAad BeTepUHapPHOro
NPUMEHEHNA Y KaXOoro Buaa XXMBOTHbIX, YKa3aHHbIX B MUHCTPYKUUK MO BETEPUHAPHOMY NMPUMEHEHUIO,

7) NPOEKT WHCTPYKUUM MO BETEPUHAPHOMY MPMMEHEHUIO JEeKapCTBEHHOro mnpenaparta, cogepkallen
crepytoLme cBefeHus:

a) HanMmeHoBaHMe JeKapCTBEeHHOro rnpenaparta anda BeTepuHapHOro npuMeHeHnA (Me>Kp,yHapo,£|,Hoe
HenaTeHToOBaHHOE, U rpynnMpoBOYHOE, UITN XMMNYECKOE N TOProBoe HaVIMeHOBaHVIFI);

6) nekapcTBeHHas hopma C ykazaHWeM HaMMEHOBAHWUIA U KONTMYECTBEHHOMO COCTaBa AEVCTBYIOLLMX BELLECTB
1 Ka4eCTBEHHOro CocTaBa BCMOMOraTernbHbIX BELLECTB;

B) onncaHne BHellHero Buga nekapCcTtBeHHOoro rnpenaparta ana BeTepuHapHOro npuMeHeHu4;

r) cdapmakoTepaneBTMyeckas rpynna fekapCTBEHHOro npenaparta Ans BeTepUHApPHOro MPUMEHEHUS Unu
yKkasaHue "romMmeonaTtu4eckuin nekapCcTBeHHbIN npenapat”;

,D,) cbapmakop,leaMMKa n d)apMaKOKVIHeTI/IKa (38 NCKITO4YeHnem (bapMaKOKI/IHeTI/IKI/I romeonaTtn4yeckmnx
JNeKapCTBEHHbIX NMpenapaTtoB N paCTUTESIbHbIX JTEKaPCTBEHHbIX npenapaTOB) nnn onncaHune VIMMYHO6VIOJ'IOFVI‘-IGCKVIX
CBOWCTB NeKapCTBEHHOIo npenapara,

€) nokasaHusl Ans NpUMeHeHNs:;
) NPOTMBOMNOKa3aHWA AN NPUMEHEHNS;
3) Mepbl MPEAOCTOPOXKHOCTM MPY MPUMEHEHUMU;

1) yKasaHue BO3MOXHOCTU U OCOBEHHOCTEN NPUMEHEHUsT Y GepeMEHHbIX XUBOTHbIX, Y XUBOTHbIX B Nepuoa
nakTauuu, y NoTOMCTBA XUBOTHbIX;

K) pexvMm [03MpoBaHUsi, CrnocoG BBEOEHUSs U MPUMEHEHUsi, MPW HeobXoauMOCTW BpeMsi npuema
rieKapCTBEHHOro npenapaTa 4J1si BeTepMHapHOro NPYMEHEeHWs], MPOAOSKUTENbHOCTD JIeUYEeHWS;

J'I) BO3MOXHble MOOOYHbIE [OENCTBUS, HexenaTernbHble peakuun npu npmMmeHeHun JneKkapcTtBeHHOro
npenaparta gna BeTepnHapHOro npuMeHeHuA,

M) CUMMNTOMbI NepPeao3NPOBKN, Mepbl MO OKa3aHWI0 MOMOLLM MPW Nepeao3nMPOBKE;
H) B3aMmMogencTeme ¢ gpyruMn nekapCTBeHHbIMU NpenapaTamu 1 (Unm) Kopmamu;
0) dhopMbl BbiMyCKa fiekapCTBEHHOrO npenapara A5 BEeTEpUHapHOro NpYMeHeHus;

n) ykasaHue (npM HeobxoaMmocTu) OcCobeHHOCTEN [EWCTBUMS NEeKapCTBEHHOro npenapata Ans
BETEPMHAPHOro NPUMEHEHNS NMPU NEPBOM MPUEME UMK NPU €70 OTMEHE;

p) onucaHve (Npu HeobxoAMMOCTM) OENCTBUIN BETEPUHAPHOIO Bpaya (BeTepuHapHoro denbaiwepa), MHOro
cneumanucta B obnactn BeTepuHapum, BriagenbLa XMBOTHOIO NpuW NPonycke npuema oaHON MIN HECKOSbKMX 403
riekapCTBEHHOrO npenapara Anst BETEPUHaPHOro NPUMEHEHWS;
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C) CPOK rodHOCTM M yKasaHMe Ha 3anpeT NPUMMEHEHUs! NeKapCTBEHHOro npenaparta Ans BeTepUHapHOro
NPUMEHEHMS MO UCTEYEHUN CPOKa roAHOCTY;

T) YCINOBUS XpaHEHUS;

y) yKa3aHue Ha Heob6XoaAMMOCTb XpaHEHMUs NeKapCTBEHHOro npenapaTa Ans BETEPUHAPHOro NMpUMEHEHUS B
MecTax, HeOCTYMHbIX ANA AeTewn;

d) ykasaHue (MpM HeoGXOAMMOCTM) crheunanbHbiX Mep MPEeAOCTOPOXKHOCTM MPU  YHUYTOXEHWU
Hencnosib30BaHHbIX JIeKapCTBEHHbIX NMPenapaToB AJ1si BETEPUHAPHOIO NPUMEHEHUS;

X) CPOKM BO3MOXXHOIo MUCNoJib3oBaHNA NpoAYyKUMN XXUBOTHOINO NPOUCXOXOAEHUA NMocre BBeAEeHUA XXMBOTHOMY
NeKapCTBEHHOIO npenaparta gna BeTepnHapHOro npuMeHeHus,

L) ycrnoBwus oTnycka;

4) HAMMEHOBAaHNA N agpeca NPOU3BOACTBEHHBIX MIOLLAA0K NPOU3BOAMTENS NEKapCTBEHHOrO NpenapaTta ans
BETEepPUHapHOro NPMMeHeHHs;

W) HauMeHOBaHWe, adpec opraHusauuu, YrNoONHOMOYEHHOW  gepXaTenem unu  Bragenbuem
PerncTpaLmMoHHOro YA0CTOBEPEHMS NEKAPCTBEHHOTO NpenapaTta Ha NPUHSTUE NPEeTEH3UI OT NoTpebuTens;

8) npoekTbl MakeToB MNEPBUYHOM YMAKOBKUW WM BTOPUYHOW YNAaKOBKM NEKapCTBEHHOro mnpenapaTta Ans
BETEPUHAPHOIo NPUMEHEHUS;

9) cnepyoLwmne CBeAEHNS O NeKapCTBEHHOM NpenapaTte A BETEPUHAPHOrO NPUMEHEHUS:
a) onucaHne n cocTaB NeKapCTBEHHOIO Npenapara Al BeTePUHAPHOro NPUMEHEHUS;

©) onucaHne chapmaLeBTMIECKON pa3paboTky;

B) onvcaHue npoLecca Nponu3BoacTBa U ero KOHTPOIS;

r) onncaHme KOHTPOS KPUTUYECKNX CTaaui NPOM3BOACTBA M MPOMEXYTOYHON NPOayKUNK;

[) HaMeHoBaHusl 1 agpeca pa3paboTunka, AepxaTens unv Bnagenbua perncTpaumMoHHOro yaA0CTOBEPEHNS
niekapCTBEHHOrO npenapaTta, NPOU3BOACTBEHHbLIX NMOLWAA0K MPOM3BOAUTENS JIEKAPCTBEHHOrO npenapaTta Ans
BETEPUHaAPHOro NPUMEHEHUS;

(B pen. PenepanbHoro 3akoHa ot 13.07.2015 N 241-03)

€) hapmaLieBTMYECKasi COBMECTUMOCTb;

X) MUKPOBUMONOrMYeckne XxapakTepuUCTUKK;

3) MaTepmanbHbIn 6anaHc Ans NPoOM3BOACTBA CEpMU rOTOBOIO NPOAYKTa;

1) onMcaHne XxapakTepUCTUK 1 CBOWNCTB YNAKOBOYHbIX MaTepranoB U YKYNOpPOYHbIX CPeACTB;
K) OOKYMeHTanbHoe noaTeepxaeHvne (Banugauns) NnpoLeccoB U (Mnn) UX OLEHKa;

n) TpeboBaHMA K kKa4ecTBY BCrIOMOraTesbHbIX BEWECTB (cepTudmkaT, cneuudmkaumus Ha BcnoMmoratesbHble
BELLECTBA U X 0OOCHOBaHUE);

M) aHanuTMYeckue MeTOAMKWU, UCMOMb3yeMble NPu OCYLLECTBIIEHNM KOHTPOMA KayecTBa BCromoraTernbHbIX
BeLLIeCTB;

H) OOKYyMeHTallbHOe noATBepXaeHne (BaJ'IVIﬂ,aLI,VIFI) adHannMTN4eCKnXx MeToaukK, UCMNOoJIb3yeMblX MNpu
OCyLLEeCTBITIEHUN KOHTPOIIA Ka4eCTBa BCNoMoraTesibHbIX BELWECTB;

O) I/IH(*)OpMaLI,VIH 06 wucnonb3oBaHMM  BCMOMOraTeslbHbIX BELLECTB 4YEeNIOBEYECKOr0 UM XKMBOTHOIO
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NPOUCXOXAEHUS;
n) nHcopmaumsi 06 UCMOb30BaHUN HOBbIX BCMIOMOraTerbHbIX BELLECTB;

p) TpeboBaHMs K KayeCTBY NEKapCTBEHHOro npenaparta Ans BETEPMHAPHOro MpuMMeHeHus (cepTudmkar,
cneundmrKaumsa Ha nekapcTBeHHbI npenapar u nx obocHosaHue);

C) aHaliMTn4eckne MeToOuKn, UCNoJib3dyeMble MNpu OCYLLEeCTBIIEHUN KOHTPOJIA Ka4vecTBa J1€KapCTBEHHOIo
npenaparta gnha seTepnHapHOro rnpuMeHeHnA,;

T) OOKyMeHTalnbHOe noAaTrBepxaeHue (Banmp,aumn) aHalnMTn4eCknx MeToaukK, WUCNnoJib3yeMblX Mnpu
OCyLLeCTBIIEHNN KOHTPOIA Ka4eCTBa JIeKapCTBEHHOIO npenapaTta Anda BeTepuHapHOro npuMeHeHua,;

y) [OOKyMEHT, MOATBEPXKAALWMA Ka4yeCTBO NEKapCTBEHHOro npenapara TPeX MPOMBILMEHHbLIX Cepuii
(NpOTOKON aHanu3a unu cepTudUKaT aHanuaa), ogHa Cepusi KOTOPOro OOShKHa coBnagaTtb C cepuen obpasua
nekapcTBEHHOro npenapara, NoAaHHOro Ha PerucTpaumio;

&) xapakTepucTtuka npumecen;

X) nepeyeHb CTaHOapTHbIX 00pa3LUoB, WCMOMb3yEMbIX TMNPU  OCYLIECTBIIEHWM KOHTPOSS KadyecTsa
rieKapCTBEHHOro npernapaTa Afisi BeTepUHapHOro NpUMeHeHus;

L) aHHble O CTabWMNbHOCTM NeKapCTBEHHOrO NpenapaTa Ans BeTEPUHAPHOTO NPUMEHEHNS;

10) KonNUsi OOKYMEeHTa, cofepkallero MHopMaLmMio O Hanuyumm unn o6 oTCyTCTBUM (haKTOB pernctpaumm
riekapCTBEHHOro npenapaTa a1l BeTepuHapHOro npuMeHeHust 3a npegenamu Poccuiickoin Penepauny;

11) cornacne B NMCbMEHHOM OpMe, MpPegyCMOTPEHHOe 4YacTbio 7 HacToslWen cTatbu, B Ccnydae
permcTpauum BOCnpon3BegeHHOro nekapCTBEHHOro npenapara;
(B pea. ®enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) Konus OOKyMEHTA Ha PYCCKOM $i3blke, 3aBEPEHHOIO B YCTAHOBIIEHHOM MOPSAKE M MOATBEPXKAAOLLErO
NMPaBOMOYHOCTb 3asiBIEHUsI O rOCYAapCTBEHHOW perncrpaummn NeKapCTBEHHOrO npenapaTta Ansi BETEPUHAPHOro
NpUMeHeHNs (JOBEPEHHOCTD).

4. Mpn npoBefeHNM YCKOPEHHOWM NpoLeaypbl 3KCNepTusbl NIeKapCTBEHHOrO Npenaparta Ansi BeTepuHapHoOro
NPUMEHEHMSA B LIENSAX ero rocyfapCTBEHHON perncrpaummn MoxeT NpeacTaBnsaTbCa MHGOpMaLms, nomnyvyeHHas npm
NPOBEAEHUN KITMHUYECKNX NCCIe0BaHNIA NIEKapCTBEHHOMO Npenaparta u onybnnkoBaHHasi B CNeLMannavpoBaHHbIX
neyaTHbIX M3OaHUSIX, a Tawkke [AOKYMEHTbl, CopepXalive pesynbTaTtbl UccrnefoBaHUst GUOSKBMBANEHTHOCTU
rlekapCTBEHHOrO npenapara Ansi BETEPUHaPHOro NPUMEHEHMUS.

5. Ha akcnepTuay pasnuyHbIX NEKapCTBEHHbIX (hOPM OAHOMO M TOrO Ke JIeKapCTBEHHOro npenaparta Ans
BETEPMHAPHOrO MPUMEHEHNA 3aaBUTENb MNPEACTaBNAeT OTAeNbHble 3asiBNeHUs U PerucTpauUuoHHble OOoCbe Ha
Kaxaylo nekapctBeHHyto dopmy. Mpu ycrnoBuM OJHOBPEMEHHOWN NOAA4YM Ha 3KCMepTU3y OOHOW NeKapCTBEHHOW
opMbl C pasnUYHbIMK [O3MPOBKOM, KOHLEHTpauuei, oGbemMoM 3asBUTENb NpeAcTaBrnsieT OAHO 3asiBfieHue U
perncTpaunoHHoe [0Cbe C MPUIOXKEHWEM MaKeTOB YMaKOBOK Ha KaXKOyl O03UPOBKY, KaXOyl KOHLEHTpaumio,
Kaxabli 06BbeM 1 Kaxkaoe KONMYECTBO 03 B YMNaKOBKe.

6. 3asBuTeEnNb BNpaBe NpeacTaBuTb MO COBCTBEHHOM UHMLMATUBE BMECTE C 3asiBfIeHNEM O rocy4apCTBEHHON
perMctpaummM nekapcTBEHHOro npenapaTta Ans BEeTEepUMHapPHOro MNPUMEHEHUs OOKYMEHTbI, noaresepxgaroue
ynnaTy rocygapCTBEHHOW MOLWMWHbI U YyKa3aHHble B NyHKTE 7 4acTu 2 HacToswewn cratbu. B cnyvae wux
HenpeacTaBfeHNss COOTBETCTBYIOLMI  YMONTHOMOYEHHbIN  dbedeparnbHblii  OpraH  UCMONHUTENbHON  BnacTu
npoBepsieT hakT ynnaTbl 3asBUTENEM rocy4apCTBEHHON MOLLNUHBI NOCPEACTBOM MCMNOMb30BaHNA uHdopMaumm o6
ynnate rocyfapCTBEHHOW MOLWMUHLI, codepxawencsd B [0ocydapCTBEHHOW WHMOPMaUMOHHON cucTeme O
rocygapCTBeHHbIX M MyHULMNAnbHbLIX MraTexax, Ha OCHOBaHUW NPeACTaBEHHbIX 3asBUTENEM KOMUIN JOKYMEHTOB,
noATBEPXAaloLWMX ynnaTy rocy4apCTBEHHON MOLLSUHBI.

7. He gonyckaeTcsi UCMOSIb30BaHME B KOMMEPYECKMX LieNnsiX MHopMaummn o pesyrbTaTtax AOKITUHUYECKUX
nccnenoBaHWin NeKapcTBEHHbIX CPedCTB W KMUHUYECKUX WCCNeAOoBaHW NeKapCTBEHHbIX npenapartos Ans
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BETEPMHAPHOro NpUMEHeHUd, NpeacTaBneHHON 3asBuTeneM Ans rocyaapCTBEHHOW perncTpauum nekapCTBeHHbIX
npenapatoB, 6e3 ero cornacus B TeYeHWe LUECTU NeT C AaTtbl roCydapCTBEHHOW perumctpaumm pedepeHTHOro
nekapcTBeHHoro npenapara B Poccuiickon denepaumu.

Cratbsa 18. Nopgaya n paccmoTpeHue 3asiBlIeHUA O roCy[apCTBEHHOW perncrpauum nekapcTtBeHHOro
npenaparta Ans MeAULUHCKOro NpuMeHeHus
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. [ns rocygapCTBEHHOW perncTpauMu nekapCTBEHHOro npenapaTta Ans MeOUUMHCKOTO MNpUMEHEHUS
Iopugndeckoe nuuo, AenCTByloLee B CODCTBEHHbIX MHTEpPecax Unun yrnoriHOMOYEHHOe MpencTaBnAaTb MHTEPECHI
OpYroro puMau4eckoro nuua u 3asBnsgiollee NeKapCcTBEHHbIM npenapaT Ha rocydapCTBEHHYH permctpaumio
(nanee B HacTosilLle cTaTbe - 3asBUTENb), NpeacTaBnsieT B YMNONHOMOYEHHLIN deaepanbHbil  opraH
NCMNOMHUTENBHOW BRacTW, OCYLLECTBISIOWMIA rOCYLApPCTBEHHYIO perMcTpaunio nekapCTBEHHbIX NpenapatoB Ans
MEOULMHCKOTO NMPUMEHEHWS, B 3NEKTPOHHON bopmMe M Ha GyMaHOM HOcUTeNe 3asiBlieHWe O rocyaapCTBEHHOW
perucTpaumm nekapCcTBEHHOro npenapaTa Ans MeauLMHCKOro NPUMEHEHUSs, a Takke B Nopsiake, YyCTaHOBNEHHOM
YMNONTHOMOYEHHbIM befieparibHblM OpraHOM WCMOSIHUTENbHOW BRacTu, B 3NEKTPOHHOW ¢opme M Ha OymalkHOM
HocuTene Heobxoaumble AOKYMEHTbI, M3 KOTOPbIX (DOPMMUPYETCA PEFMCTPALMOHHOE [OChbe Ha JEKAPCTBEHHbIN
npenapar ans MeanLUMHCKOro NPUMEHEHNS.

(vacTb 1 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. B 3asBneHnM O rocygapCTBEHHOW perucrpaumm nekapcTBEHHOro npenapata Ans MeguUMHCKOro
NPUMEHEHMWS YKa3blBalOTCA:

1) HaumeHoBaHWe, afgpec 3asBUTENS M MPOU3BOOUTENS NEKAPCTBEHHOro npenapata Ans MeAWLUMHCKOro
NpMMeHeHns, cBedeHnss o6 Mx perucTpaumMn B KayecTBe HamoronnaTtenbliuka B CTpaHe perucrtpauum (ons
POCCUIACKMX HOPUANYECKUX NUL, - MOEHTUMKALNOHHBIA HOMep Hanoronnatenbwmka (MHH), ana mMHocTpaHHbIX
IOPUONYECKMX NULL - CTpaHa perucTpalumm, HaMMeHOBaHUE PErMcTpUpPYHOLLEro opraHa, permcTpauuoHHbI HoMep,
KOA HanoronnaTtenblinka B CTpaHe perncrpaumm (MHKopnopauun) Unm ero aHanor) u agpec Mecta OCyLLEeCTBMNEHMUS
NponM3BOACTBa JIEKApCTBEHHOrO npenapata (B CryvYae HanuumMsi HECKONbKMX YYaCTHUKOB npolecca ero
Nnpou3BOACTBa HEOOXOAMMO yKasaTb KaXJoro y4acTHMKA B COOTBETCTBMM C  OCYLLECTBMSIEMOW CcTaguen
npon3BoaCTBa);

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

2) HauMeHOBaHVEe feKapCTBEHHOro npenapaTta AN MeOUUMHCKOrO MNPUMEHEHUs (MexayHapogHoe
HenaTeHTOBaHHOE, UMW rPYNMUPOBOYHOE, UMM XMMUYECKOE U TOProBOE HaMEHOBaHUS);

3) nepeyeHb D,eIZCTByPOLLI,VIX 1 BCMomMoraTtesibHbIX BeLleCTB, BXOAALLUX B COCTaB J1IeKapCTBEHHOIO rnpenaparta
ona MeanumMHCKOro npuMeHeHusd, ¢ ykasaHmem Konm4vectBa KaxKgoro n3 HUX;

4) nekapcTBeHHasi popMa, [O3MPOBKa, CNOCOOLI BBEAEHUS U MPMMEHEHUS, CPOK FOAHOCTM J1eKapCTBEHHOIO
npenapara Ans MeauLMHCKOro NpUMeHeHUs;

5) cbapmaKOTepaneBTquCKaﬂ roynna, Kopn aHaTOMO-TepaﬂeBTM‘-IeCKO-XI/IMI/I‘-IeCKOIh KJ'IaCCI/ICbMKaLI,I/II/I,
peKOMeHD,OBaHHOVI BCGMVIpHOVI OpFaHI/I3aLI,VIel7I 30paBoOXpaHeHusA, 3asaBiidAeMble TMMoKa3aHuA AOn1d NMpUMeHEeHUA
NeKapCTBEHHOro npenaparta gna MmeanumnHCKOro npuMeHeHu4;

6) oTcyTcTBME HEOoBGXOoOMMOCTU NPEeAOoCTaBfeHUs OTvyeTa O pesynbTaTax KIMHWYECKOro WCCreAoBaHus,
nuccreqoBaHus  BMO3KBMBANEHTHOCTW  MIEKApCTBEHHOro  npenaparta, paspelleHHoro  Ans  MeguuUHCKOro
npuMmeHeHus B Poccunckon Pepepaummn bonee gsaguartu net, C ykasaHMEM HOPMAaTUBHbLIX MPaBOBbIX aKTOB,
NOATBEPXAAIOLLNX AaHHbIA CPOK NPUMEHEHUS;

7) HeobxoaMMocTb OOpPMIEHMS pa3pelleHns Ha BBO3 B Poccuiickyto degepaunio KOHKPETHOW napTuu
3aperMcTpupoBaHHbIX U (UNN)  HE3aperncTpUpoBaHHbIX JIEKAapCTBEHHbIX CPEeACTB, MpegHas3HaYeHHblX Ans
NpOBEeAEHUS KCMEPTU3bI NIeKapCTBEHHbIX CPEACTB B LIENAX rocygapCTBEHHOW peructpaunu;

8) HeobGXooUMOCTb NpPOBEOEHWUst JKCMepTM3bl JOKYMEHTOB, MPEACTaBMEHHbIX [ANis  onpegeneHus
BO3MOXHOCTM paccMaTpuBaTb NEKapCTBEHHbLIA MpenapaTt A MeauUMHCKOrO NPUMEHEHUSI NMPU OCYLLECTBNEHUN
rocygapCTBEHHONM perMcTpaunm B kadectTBe opdhaHHOro NekapCTBEHHOMO Npenapara;

Ctpanunua 27 n3 99



depnepanbHbIn 3akoH oT 12.04.2010 N 61-93
(pen. ot 06.06.2019)
"O6 obpalleHnn nekapcTBeHHbIX CpeacTs”

9) HeobXoAMMOCTb NPUMMEHEHWUsI YCKOPEHHON NpoLeaypbl SKCNepTU3bl NEKAPCTBEHHbLIX CPeACTB B LENsX
rocyiapCTBEHHOW permcTpauny fiekapcTBEHHOro npenapaTa;

10) KON OOKYMEHTOB, noATBepXaarwmx ynnarty FOCYﬂapCTBeHHOVI MNOLWJTNHbI:

a) 3a npoeegeHmne JKCnepTtu3bl AOOKYMEHTOB, nNpeacTtaBlieHHbIX OnAa  onpeaerneHna  BO3MOXHOCTU
paccmaTpuBaTb J'IeKapCTBeHHbIIZ npenapat ansa MeanLMHCKOro NnpuMeHeHunsA npu OocyLiecTBneHnmn
rocyp,apCTBeHHoﬁ perncrtpaunmn B Ka4ecTtBe Op(baHHOFO J1eKapCTBEHHOIO npenapara;

0) 3a NpoBeAeHNE IKCMEPTU3bl KAa4YeCTBa JIEKAPCTBEHHOIO CPeACTBa U 3KCMEPTU3bl OTHOLLEHNST OXUAAEMON
nonb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUsS] NEKAapCTBEHHOro npenapara, paspeLlleHHOro Ans MeauLMHCKOro
npumeHeHnss B Poccunckon ®depepaumm 6Gonee paBaguatv NeT, NpUM  OCYLLUECTBMEHMM TrOCYyAapCTBEHHON
perncTpaumm nekapcTBEHHOro npenapara;

B) 3a npoBegeHne 3KCNepTnu3bl Ka4ecTBa JIEKAPCTBEHHOIo cpeactBa U 3KCnepTu3bl OTHOLLEHUA oXxngaemom
NoJib3bl K BO3MOXXHOMY PUCKY NPUMEHEHUA NeKapCTBEHHOro npenapara and meauumHCKOro npuMeHeHua npu ero
rocy/:l,apCTBeHHoﬁ perncrtpaunu;

r) 3a npoBedeHNe 3KCMEepTM3bl Ka4yecTBa NEeKapCTBEHHOIO CPEACTBa U SKCMNEPTU3bl OTHOLLEHUS! OXUaaeMon
NnoNb3bl K BO3MOXHOMY PWUCKY NpPUMEHEeHUA IneKapCTBEeHHOro npenaparta Aand MeguunHCKOro npuMeHeHud, B
OTHOLLIEHUN KOTOPOro MPOBEAEHbl MEXAyHapPOHble MHOTOLIEHTPOBbLIE KMNUHUYECKME WCCREenoBaHusA, 4acTb U3
KOTOpbIX rMpoBedeHa B Poccuiickoin ®egepauun, MpWM  OCYLUECTBMEHUM FOCYOapCTBEHHOM perncrpaumm
nekapcTBEHHOro npernapara;

11) Hanmume cornacus nNpouM3BOAMTENS  JIEKApCTBEHHOro npenapaTta, MNPOU3BOACTBO  KOTOPOro
ocyulecTensieTca 3a npegenamu Poccuiickon ®epepaumm, Ha NPpoOBEAEHNE MHCNEKTUPOBAHNS NPOM3BOAMTENS Ha
cooTBeTCTBME TPEOOBaHMAM NpaBun Hagnexallen Npon3BOACTBEHHON NPAKTUKN;

12) Hanuuue cornacus, npegyCMOTPEHHOro YacTblo 18 HacTosLLen cTaTby;

13) ykasaHve BMOa JEKapCTBEHHOro mnpenaparta, MPeACTaBfEHHOrO0 Ha perucrTpaumio  (pedepeHTHbIN
NEeKapCTBEHHbIA MpenapaTt, BOCMPOU3BEOEHHbIA JIEKAPCTBEHHbIA npenapaT, OMOnorMyecknii NeKapCTBEHHbIN
npenapat, ©wuoaHanoroBbln (6MONOAOGHBLIN) NEKkapcTBEHHbIM npenapat (6bwoaHanor), romeonaTn4eckun
nekapcTBEHHbIN NpenapaT, NeKkapCTBEHHbIN pacTUTEeNbHbIN Npenapar).

(vacTb 2 B peq. PeagepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. PeructpaumoHHoe [gocbe Ha NEKapCTBEHHbIN npenapaT Ans  MeQUUMHCKOrO  MpUMEHEHMS
npegocTtaensieTcs B popme obLLEr0 TEXHUYECKOTO OKYMEHTA.
(vyacTtb 3 B pea. PeagepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. Pasgen AOoKyMeHTauum aaMUHUCTPATMBHOMO XapakTepa BKoyaeT B cebs:

1) 3asBreHMe O TrOCYy[apCTBEHHON perucTpauuy JekapCcTBEHHOro npenapaTta AN  MeAMUMHCKOro
NPUMEHEHs1 B 311IeKTPOHHON chopMe 1 Ha ByMaxKHOM HocUTene;

2) KONunio OOKyMeHTa Ha PYCCKOM A3blke, 3aBepeHHOro B yCTaHOBITIEHHOM nopagke U noareepXxaaroulero
NnpaBOMOYHOCTb 3adABUTENA NOoAaBaTb 3adABlieHME O FOCWJ,apCTBeHHOVI pernctpaunm nekapcrtBeHHOro npenapara
ana megmumHCKOro npuMmeHeHuna (ﬂOBGDEHHOCTb);

3) KOMWIO NNLEH3UN Ha MPOU3BOACTBO NEKAPCTBEHHbLIX CPEACTB UMM KOMUIKO 3aKMYEHUS O COOTBETCTBMU
nNpou3BoaMTENsl NEeKapCTBEHHbIX CpeacTB TpeboBaHWSM MpaBui Hagnexallen NpOM3BOACTBEHHOW MpPaKTUKW,
BblOAHHbIX YMOJTHOMOYEHHbIM ddefeparnbHbiM OPraHoOM UCMOSTHUTENbHOM BIlaCTU B OTHOLLUEHUN NMPON3BOACTBEHHOW
nnowagkM perucTpupyeMoro fekapcTBEHHOro npenapara, B Ccryvae, ecnu npoM3BOACTBO JIeKapCTBEHHOMO
npenapaTta ocywecTtenserca B Poccuinckon depepaumu;

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

4) KOMuio BblAaHHOWN YNOJIHOMOYEHHbIM OpraHomMm CTpaHbl NPOU3BOAUTENA JIMUEH3MNM Ha Nnpoun3BoACTBO
NIeKapCTBEHHOIro npenapara n ee nepeso Ha pyCCKI/IVI A3blK, 3aBepeHHbleé B YCTAaHOBJIEHHOM MNOpAAKE, a TakKxXe
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KOMMIO 3aKNYEHMs1 O COOTBETCTBUM NPOM3BOANTENS NEKAPCTBEHHbIX CPeACTB TpeboBaHMSM NpaBun Hagnexallen
NPOV3BOACTBEHHOW MPaKTUKK, BbIAAHHOrO YNOMHOMOYEHHbIM (hefepanbHbIM OpraHoOM UCNONHUTENBHOW BNacTu B
OTHOLUEHMM NPOU3BOACTBEHHOW MMOLAAKN PErucTpMpyemMoro fnekapcTBEHHOro npenapaTa, UM KOnui peLleHns
YMONTHOMOYEHHOro  befepanbHOro  opraHa WCMONHUTENbHOW BNAactM O MPOBEAEHUN  MHCNEKTUPOBAHMWS
Npou3BOAMTENS] JIEKApPCTBEHHbIX CpPeAcTB, B Cry4Yae, €cnv Mpou3BOACTBO JIEKAPCTBEHHOrO npenapaTa
ocyllecTengaeTcsd 3a npegenamm Poccuinickon denepaumu;

(B peq. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

5) nNpoeKkT WHCTPYKUMM NO MEOMLUMHCKOMY MNPYMEHEHUIO FeKapCTBEHHOro mnpenapaTa, coaepxallen
crieqyloLme cBefeHuns:

a) HanMmeHoBaHue JN1eKapCTBEHHOIO rnpenaparta (Mem,quapo,u,Hoe HenaTeHTOBaHHOEe, Ul rpynnmpoBo4HOeE,
nnn Xxmmn4eckoe un Toproesoe HaVIMeHOBaHVIFI);

©) nekapcTBeHHasa hopma € ykazaHMeM HavMEHOBAHWUI N KONMYECTBEHHOIO COCTaBa AENCTBYIOLNX BELLECTB
N Ka4yeCTBEHHOro CcoCTaBa BCMOMOraTesnbHbIX BELECTB (Npy HeOOXOAMMOCTU KOSNIMYECTBEHHONO COCTaBa
BCMoOMoraTenbHbIX BELLECTB);

B) OnNmncaHue BHELLHEro BuAa fekapcTBeHHOro npenapaTa Ans MeaMUMHCKOro NPUMEHEHUs;
r) OU3MKO-XMMMYEeCKue CBONCTBA (ANs pagnodapmaueBTUYeCKUX NeKkapCTBEHHbIX NpenapaTos);

) dapmakoTepaneBTMyeckas rpynna, Kog rfiekapCTBEHHOro npenapata Ans MeguUMHCKOrO NMPUMEHEHUs Mo
aHaTOMO-TepaneBTUYECKO-XMMUYECKON  Knaccudukaumu,  pekoMeHgoBaHHOWM  BcemupHoW  opraHmsauuen
34paBoOOXpaHEHUs, UK yKasaHue "roMeonaTnyecknin nekapcTBeHHbIN npenapaTt”;

e) dapmakognHammka W apmMakokMHeTMKa (3a WCKNIYEHMEM (apMaKOKMHETMKM TroOMeonaTU4ecKmx
neKapCTBEHHbIX MpenapaToB U pacTUTENbHbIX NeKapCTBEHHbIX NpenapaToBs);

) NokasaHus Ans NPYMEHEHUS;
3) NpOTUBOMNOKa3aHUA AN NPUMEHEHS;
1) Mepbl MPEAOCTOPOXHOCTU NPV NMPUMEHEHWNU;

K) ykasaHMe BO3MOXHOCTU U OCOBGEHHOCTEN MpPUMEHEHUs flekapCTBEHHOro npenapaTta Ans MeauuUHCKOro
NpUMeEHEeHNs1 GepeMEHHBIMM XXEeHLLMHAMMU, XEHLUMHAMW B Nepuog rpyaHoOro BCKapMrvMBaHus, AeTbMU, B3POCTbIMMU,
NUMEIOLLIMMUN XPOHNYECKUe 3aborneBaHus;

n) pexuMMm [o3MpoBaHusi, crnocobbl BBEAEHWS W MPUMEHEHUs, MpU HEOoOXOAMMOCTU Bpemsl MNpuema
niekapCTBEHHOro npenapaTa ansi MeAULMHCKOro NPUMEHEHUS, MPOAOIKMTENbHOCTL NIeYeHuns, B TOM Yucre y aeTen
[0 1 nocne o4Horo roaa;

M) BO3MOXHbI€ HeXeqnaTellbHble peakunn npn npuMmeHeHnn nekapCTtBeHHoro npenaparta gna meauumHCcKoro
NPUMEHEHUA;

H) CUMMTOMbI MePefo3NPOBKA, MEPBI MO OKa3aHMI0 NOMOLLM NpY Nepeao3npOBKE;
0) B3aMOAENCTBME C APYTMMU NEKapPCTBEHHbIMM Npenapatamu 1 (MUnun) NUWEBbLIMU NPOSYKTaMu;
n) chopmbl BbiNycka fiekapCTBEHHOro nNpenapaTa;

p) ykasaHue (npy1 HeobxoaMMocTn) 0COBEHHOCTEN AENCTBUS NTEKAPCTBEHHOIO nNpenapara Anst MEQULMHCKOro
npUMeEHeHNs Npu NepBoM NpuemMe Unn nNpu ero oTMeEHe;

c) onncaHue (Npu HeobxoaAMMOoCTK) OeNcTBUI Bpada (dhenblepa) 1 (Unu) nauueHTa npy Nponycke npuema
O[LHOW MM HECKOMNbKMX 403 JIEKAapCTBEHHOIo npenapaTa Ansg MeAMLMHCKOro NpUMEHEHMS;

T) BO3MOXHO€E BIMAHME JIEeKapCTBEHHOro npenapara And MeaununHCKOro rnpuMeHeHua Ha CMOCcoBHOCTb
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ynpaendaTb TPAHCNOPTHLIMKU CpeacTBaMu, MeXaHU3MaMU;

y) CPOK rogHOCTM N YyKa3aHue Ha 3anpet MNpuMeHeHua InekKapCTBeHHOro npenaparta and MeguunHCKoro
NnpuMeHeHnsa No Ncte4eHnn Cpoka rogHoCTH;

@) ycrnoBus xpaHeHus;

X) YKa3aHue Ha HeobxoaMMOoCTb XpaHeHuna NneKkapCTBeHHOro npenaparta gnlda meanmunHCKoro npuMeHeHuna B
MeCTaXx, HeOCTYMNHbIX O5A nerten;

U) YykasaHve (Npu HeoOXOAMMOCTW) creumnanbHbIX Mep MNpPedoCTOPOXHOCTU  MPU  YHUYTOXEHUU
HEMCMNOonNb30BaHHbIX NeKapCTBEHHbIX NpenapaToB Ans MeAULMHCKOrO NPUMEHEHUS;

4) YCroBUS OTMNYCKa;
L) HAMMEHOBAHWS 1 afpeca NPOM3BOACTBEHHBIX MIOLLAA0K NPOM3BOAUTENS NIEKAPCTBEHHOMO Npenapara;

ll) HauMMeHOBaHWe, adpec opraHu3auuu, YNONMHOMOYEHHOM  OepxaTenem WNU  BragenbLem
PerncTpaumoHHOro yOOCTOBEPEHUSI NEKAPCTBEHHOTO NpenapaTta Ans MeAMLMHCKOro MpUMEHeHUs1 Ha MpUHATUE
npeTeH3ni oT noTpebutens;

6) UHCTPYKLMIO NO MEAULIMHCKOMY MPUMEHEHUIO UM KPaTKYIO XapakTePUCTUKY FIeKkapCTBEHHOro npenapara,
yTBEPXKAEHHbIE B CTPaHe NPON3BOAMTENS;

7) NPOEKTbl MAaKeTOoB HepBMHHOVI YNakoBKN U BTOpVI‘-IHOIZ ynakoBKM NeKapCTBEHHOro npenapara nnd
MeaNLMHCKOro NpuMeHeHn4;

8) NpoeKkT HopMaTUBHOW AOKyMEHTaLun MM HOPMAaTMBHOrO AOKYMEHTa Ha NeKapCTBEHHbIM npenapaT Ans
MeOULMHCKOro NPUMeHeHns nMbo ykasaHne COOTBETCTBYIOLWEN hapMaKkonernHon cTaTby;

9) [OKYMEHT, cogepXalui WHGOpMauuMio O HanuuMum wunum o6 OoTcyTCTBUMM DaKTOB  perucTpaumm
niekapCTBEHHOro npenapaTa afsi MeAULIMHCKOro NpUMeHeHus 3a npegenamu Poccuiickoin egepauunu;

10) KONMMM OOKYMEHTOB, 3aBEPEHHbIX B YCTaHOBMEHHOM MOpsiAke W noaresepxaalowmnx gakt perncrpaumu
nekapcTBEHHOro npenapaTa B MHOCTPaHHbLIX rocyJapcTBaXx B kayecTBe opdhaHHOro nekapcTBEHHOro npenapara;

11) nraH ynpasleHnAa puckamun aOnd oronormyecknx JIeKapCTBEHHbIX MpenapaTtoB Ond MeauumHCKOro
NPUMEHEHUA;

12) pokymMeHT o cucteme hapMakoHag3opa AepxaTtensa unm snagenbua perncTpauuoHHOro yaoCTOBEPEHUS
nekapcTBEHHOro npenapara;

13) AOOKYMEHT, NoATBepXKAalLMN KadyeCTBO JIEKApCTBEHHOro npenaparta Tpex MPOMBbILMEHHbIX Cepui
(npoTokon aHanusa wunu cepTudMKaT aHanusa), ogHa cepus KOTOpPOro AOSbKHa coBnmadaTtb C cepuen obpasua
fiekapCTBEHHOrO npenapata Ang  MeAUUMHCKOro MPUMEHEHWs, MPeACTaBfAEeHHOT0 Ha  rOCYAapCTBEHHYHO
perncTpaumio.

(4acTb 4 B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5. Paszgen xumunyeckomn, dpapmaLeBTUHECKON 1 BUONOrM4yeckon JOKYMeHTaLUMmM BKoYaeT B cebst AOKYyMEHTHI,
copepxaiime nHdopmaumio o dapmaleBTnyeckon cybcTaHuum 1 nekapcTBEHHOM MnpenapaTe Anst MeguLUHCKOro
NPUMEHEHMSs], NPOLIECCe ero NpPoM3BoACTBa U MeTodax KOHTPONst KavyecTBa, B TOM YUCTIE:

1) KOMMIO JOKYMEHTa, COAepKallero Cregymrwylo MHgopMaumio o dapMaueBTUYeckon cyGCcTaHuMmn unm
dhapmaLeBTUYECKNX CYGCTaHLIMSAX, BXOOALLMX B COCTaB NekapCTBEHHOro npenapara:

a) HaumeHoBaHWe hapMaLeBTMYECKON CybCTaHLMK, ee CTPYKTypa, obLLmMe CBOWCTBA;

©0) HanmeHoBaHWe n agpec NPON3BOAMUTENS;
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B) TexHonorna npom3soactea C onncaHnem cragumn npounsBoacTBa M METOO0B KOHTPOJIA Ha BCeX CTaauax
npon3BoAcCTBa,

r) onucaHne paspaboTky npouecca NPou3BoACTBa;

) onncaHme KOHTPOrsS KpUTUYECKUX CTaauni NPOM3BOACTBA M NMPOMEXYTOUYHON NPOaYKLUNN;
€) AOKyMEeHTanbHOe NoATBepXaeHue (Banvaaumus) npoLeccoB 1 (Mnn) nx OLEHKa;

) CBOMCTBA M CTPYKTypa AENCTBYIOLLNX BELLECTB;

3) XapaKkTepucTnka npMmMecen;

n) cneundmrkaumnsa Ha apmMaLeBTUYECKYH CyOCTaHLUMIO U ee 060CHOBaHME;

K) aHanmtTnyeckne MeToaukn, ncnosib3dyemblie rnpu oCyLecCTBl1IeHUN KOHTPONA KadecTBa (*)apMaLl,eBTI/I‘-IeCKOVI
cybcTraHuuu;

n) [OKyMeHTanbHoe MoATBepXAaeHue (Banuvpauusl) aHanmuTUYecKUX MEeTOAMK, WCMOMb3yeMblX MNpu
OCYLLECTBIIEHMWN KOHTPOJIS kavecTBa hapMaLeBTUYECKON CyGCTaHLMU;

M) pe3ynbTaTbl aHanMs3a cepuii apmaLeBTUYECKON CyOCTaHLNW;

H) nepedyeHb CTaHOApPTHbIX 06pa3LI,OB mnn BewecTtB, WUCMNOJNIb3yeMblX TMPU OCYLEeCTBIIEHNUN KOHTPOIA
KayecTBa,

0) ONucaHve xapakTepUCTMK U CBONCTB YNaKOBOYHbLIX MaTepmaroB U YKYNOpOYHbIX CPeacTB;
n) AaHHble 0 cTabunbHOCTM hapmaLeBTUYECKON cybCcTaHUmu;
P) CPOK rO4HOCTMU;

2) LOOKYMEHT, cop,epmau.u/llh cneagywue ceegeHua O IreKapCTtBeHHOM npenaparte and MeguumHCKoro
NPUMEHEHUA!

a) onuncaHue 1 CocTae JieKapCTBEHHOro npenapaTa s MEAULMHCKOrO NPUMEHEHUS;

©) onucaHue capmaueBTUYeckon pa3paboTkn (obocHOBaHMe BblOOpa cocTaBa, MEPBUYHOW YMAKOBKU W
WHOrO0);

B) TEXHONorms Npon3BoacTBa C ONUcaHMeM CTaaui NPOM3BOACTBA M METOAOB KOHTPOMS Ha BCEX CTagunax
npon3BoACTBa,

r) onncaHme KOHTPOIS KPUTUYECKMUX CTafuMIi Npouecca Npou3BoACcTBa M NMPOMEXYTOYHON MPoayKLnK;

0) HaMMeHOBaHME M agpec MecTa OCYLLEeCTBIIEHUS MNPOU3BOACTBA JIEKAPCTBEHHOro mnpenapara Aans
MEOMLMHCKOrO NMPUMEHEHMS (B Cryvae Hanuumsi HECKOJIbKMX YYaCTHMKOB Mpouecca Npou3BoAcTBa HEOOGXOAMMO
yKasaTb KaXX4oro U3 Hnx);

e) hapmaLieBTU4ECKasi COBMECTUMOCTb;

X) MUKPOBUMONOrMYeckne XxapakTepuCTUKK;

3) MaTepuanbHbI GanaHc Anst NPOM3BOACTBA CEPUMU FTOTOBOIO NPOAYKTa;

1) onncaHme xapakTepUCTUK U CBOWCTB YNaKoOBOYHbLIX MaTepuasnoB U yKyNOPOYHbIX CPEACTB;

K) OOKYMeHTanbHoe noaTBepaeHve (Banugaums) npoLeccos NpOM3BOACTBA U (MNK) NX OLIEHKa;

J'I) Tpe6OBaHVIFI K Ka4eCTBYy BCrnomoraTtesibHbIX BeLeCTB (CepTVICbVIKaT, CI'IELJ,I/I(*)VIKaLI,VIFI Ha BCrnomMmoratesibHble
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BellecTBa U nx O6OCHOBaHI/I6);

M) aHanuTMYeckue MeTOAMKU, UCMOMNb3yeMble MPW OCYLLECTBIIEHUM KOHTPOSS KayecTBa BCromoraTerbHbIX
BELLECTB;

H) OOKyMeHTalnbHOe noaTBepXaeHne (Baﬂl/lﬂaLl,l/lFl) aHannTn4ecknx MeToaukK, UCnoJIb3yeMblX Npu
OCyLLEeCTBITIEHNN KOHTPOIA Ka4eCTBa BCNoMoraTesibHbIX BELWWECTB;

0) VIHCbOpMaLI,VIﬂ 00 uncnonb3oBaHMM  BCMOMOraTeNbHbIX BELLECTB  YESIOBEYECKOTO W XKMBOTHOTO
NPOUCXOXAOEHUA,

n) nicpopmauusa 06 NCNonNb3oBaHMN HOBbIX BCMIOMOraTenbHbIX BELLECTB;

p) TpeboBaHMs K Ka4yecTBYy FeKapCTBEHHOro npenapaTa Ans MeAWUUMHCKOTO MpUMeEHeHus (cepTudukart,
crneunduKauns Ha nekapCcTBEHHbIN NpenapaT U Nx 060CHOBaHKe);

C) aHannTn4eckne MeToauKn, Ucnorib3yemMble Nnpu OCYLLeCTBIIEHUN KOHTPOSIA KadvecTBa J1eKapCTBEHHOro
npenapara gna meamumnHCKoOro npuMeHeHus,;

T) OOKyMeHTallbHOe noATBepXxaeHune (Banmp,au,m) aHaIMMTUYECKNX MEeTOOUK, UCNOJIb3yeMbIX Tpun
OCYyLLEeCTBITIEHNN KOHTPOIIA Ka4eCTBa JiekapCTBEHHOIO npenaparta and MmeauumHCKOro npuMeHeHus;

y) pesynbTaTbl aHanM30B CEPUn NEKApCTBEHHOrO Npenapara aAng MeauuuHCKOro NnpuMeHeHus;
&) XxapakTepucTvka npumecen;

X) nepeyeHb CTaHAapTHbIX 00pasLoB, WCMOMb3yeMbIX TMPU  OCYLIECTBIIEHUM KOHTPOSS KayecTsa
neKkapcTBEHHOro npenapaTa Ans MeAMLUHCKOro NPUMEHEHMS;

L) AaHHblE O CTAabMIbHOCTM NIEKAaPCTBEHHOIO Npenapara A MeAULIMHCKOrO NPUMEHEHMS.
(yacTb 5 B peq. ®eagepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Paspgen dapmakonormyeckom, TOKCUKOSIOMMYECKON [OOKYMEHTaumMm BKoYaeT B cebs oTyeTbl O
pe3ynbTatax OOKIMUHUYECKUX I/ICCJ'Ie,EI,OBaHI/IVI NekapCTBeHHOro cpencrtea And MeauuuHCKOro npMMeHeHuda, B ToM
yucne:

1) oT4eT 0 hapmMakogMHAMUYECKUX UCCIEAOBAHUSIX;
2) oT4eT 0 hapMaKOKMHETUYECKNX UCCNEOOBAHMSX;

3) OTYET O TOKCUKOSOMMYECKNX NCCNESOBAHUSIX.
(yacTb 6 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-903)

7. Paspen KnnHW4ecKown OOKYMeHTauunm BKIo4YaeT B cebs oT4yeTbl O pe3ynbTatax KIMHUYECKNUX
nccnegoBaHui JleKapCTBeHHOro npenaparta ana MmeamunHCKoro npuMmeHeHunsd, B ToM Ynucne:

1) OoT4eThbl 06 UccnenoBaHUNAX 6I/|OD,OCTyﬂHOCTI/I 1 BMO3KBMBANEHTHOCTU, UCCIEA0BaHUSX, yCTaHaBnMBaroLWnxX
Koppendauuto pe3dynbTaToB, NoJTy4eHHbIX B YCITOBUAX in vitro n in vivo;

2) oTyeTbl 0 apMaKOKMHETUYECKMX NCCIEA0BAHUSAX;
3) oTueTbl 0 hapMakoaUHAMUYECKUX NCCMEAOBaHUSX;
4) OTYETbI O KIMHMUYECKNX UccrnenoBaHuax 3deEKTMBHOCTU U 6e30MacHOCTH;

5) oT4ET 0 NOCTPErUCTPALIMOHHOM OMbITE NPUMEHEHMUS (NPY HAaNU4mn).
(vacTb 7 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8. TpeboBaHusA k 0O6bEMY MHGOpPMaUUW, NMPedoCTaBMsieMO B COCTABE PEerMcTpauMoHHOro Adockbe, Ans
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OTAEenNbHbIX BWOOB NEKApCTBEHHbLIX MNpenapaTtoB ANd  MeOMUMHCKOro NPUMEHEeHWs  ycTaHaBnmMBaloTCs
YNOMHOMOYEHHbIM (heiepanbHbIM OpraHOM UCMOMHUTENbHOW BNACTW.
(vacTb 8 BBegeHa denepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

9. B OTHOLLEHUW NEKAPCTBEHHbIX NPENapaToB, paspeLleHHbIX AN MeQULNHCKOro NpuMeHeHus B Poccuinckom
depepaumm 6onee gBaguaTy neT (3a UCKITOYEHNEM BMONOrMYECKMX NEeKapCTBEHHbLIX MpenapaToB), OONyCKaeTcs
BKITIOMEHWE B COCTaB pasgena dpapMakornormyeckon, TOKCUKONOrMYECKON OOKYMeHTauun u pasgena KrnHUYeCcKomn
OOKYMeHTauMM BMECTO oT4yeTa paspaboTymka o pesynbTaTax COOCTBEHHbLIX OOKMMHUYECKUX WccnenoBaHui
NEKapCTBEHHbIX CPeACTB U KIMHUYECKUX WCCNEedOBaHWiA JeKapCTBEHHbIX MNpenapatoB Ans MeaUUMHCKOro
NpMMeHeHns 0030pa Hay4yHbIX paboT O pesynbTaTax AOKITUHUYECKUX MUCCIeAOoBaHWUN NEeKapCTBEHHbLIX CPEACTB U
KNMMHUYECKUX WCCNEeaOBaHWA [OaHHbIX JIEKAPCTBEHHBIX MNpenapatoB, B TOM 4uUCre BK/o4Yad OnbiT WX
NMOCTPErncTPauuoHHOTO NPUMEHEHHUS.

(yacTb 9 BBeaeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

10. Tlpu rocynapCTBEHHOM perucTpaumMnm  BOCMPOM3BEAEHHBIX JIEKAPCTBEHHbLIX MpenapaToB  Asis
MeAMLIMHCKOro NpMMEeHEeHMs [oNycKaeTcs BKIOYeHe B COCTaB pasaena dapMakornornieckoi, TOKCUKOMOrMYecKoi
OOKYMEHTaUMM W pasgena  KNMHWYECKOW [OKyMeHTauuMuM BMecTo oTyeTa paspaboTuvMka o pesynbTartax
COBCTBEHHbIX OOKIMMHUYECKUX WUCCNEdoBaHMI NeKapCTBEHHbIX CpeacTB 0630pa HayyHbIX paboT o pesynbTaTtax
JOKIMUHUYECKUX  WCCMeaoBaHWin pedepeHTHOro fNekapcTBEeHHOro npenapaTa W MNpeacTaBlieHne  BMECTO
KIMUHUYECKUX UCCINEeAoBaHMWiA B NONTHOM 06beme, YCTaHOBINEHHOM pasaenom KIMHUYECKON JOKYMeHTaUun, oTyeTa o
pesynbTatax MWccregoBaHUiA  GUO3KBMBANIEHTHOCTM BOCMPOM3BEAEHHOTO JleKapCTBEHHOro rnpenapata Ans
MeOMUMHCKOro npuMeHeHus. He TpebyeTca npedcTaBreHWe oTyeTa O pesynbTaTax McCregoBaHuii
G1O3KBMBANEHTHOCTM BOCNPOU3BEAEHHOIO JIeKapCTBEHHOro npenapaTa Ans MeaWMUMHCKOTO MpUMEHEHMWsl, ecniu
PerncTpypyoTCsi BOCNPOU3BEAEHHbIE NTEKAPCTBEHHbIE NpenapaTbl AN MEAVUMHCKOTO NPYMEHEHWs], KOTOopbIE:

1) npegHasHayeHbl OnNA  nNapeHTepanbHOro  (MOAKOXHOro,  BHYTPUMBILLIEYHOrO,  BHYTPUBEHHOIO,
BHYTPUINasHoOro, BHyTPMMNONOCTHOIO, BHYTPUCYCTaBHOIO, BHYTPUKOPOHAPHOro) BBEAEHNS U NPeacTaBnsoT cobon
BOOHblE PacTBOPbI;

2) npeacTtaensaloT cobon pacTBOpbI ANs NepopanbHOro NPUMeEHEHUS;
3) nponsBedeHbl B hOpME NOPOLLKOB MW NMoUNn3aToB Ans NpUroToBleHNs pacTBOPOB;
4) ABNAOTCA rasamu;

5) SBNAOTCS YLWHBIMW UMK FMasHbIMA NeKapCTBEHHBIMM Npenapatamu, NpousBeaeHHbIMU B pOpMe BOAHbBIX
pacTBOpPOB.;

6) npegHa3Ha4yeHbl And MEeCTHOIo nNpMMeHeHna n NpuroToBJieHbl B cbopme BOAHbLIX PaCTBOpPOB;

7) npepctaBnalT cobon BOOHblE PacTBOPbI ANst UCMONb30OBaHWSA B OPME WHransaumi C MOMOLLbH
Hebynarsepa unm B kKa4ecTBe HasamnbHbIX CNPeeB, MPUMEHSIEMbIX C MOMOLLBI CXOAHbIX YCTPOWCTB.
(vacTb 10 BBegeHa PegepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

11. Ona cny4aes, ykasaHHbIXx B nyHkTax 1 - 3, 5 - 7 yactn 10 HacTodLWen cTaTbu, BOCNPOU3BEOAEHHbIN
NeKapCTBEHHbIA MpenapaTt Ans MeAWUMHCKOro NPUMEHEHUs OOIMKEeH coAaepXaTb Takue e BCrnomoratesibHble
BelleCcTBa B TakuUX Xe KonuyecTBax, Kak W pedepeHTHbIM HnekapCTBEHHbIM npenapart. Ecnum cocTasbl
BCMOMOraTesibHbIX BELLECTB pasnunyalrTcs, 3asiBUTeNb [AOSMKEH MpeacTaBuTb AoKasaTenbCTBa TOro, u4To
Ncnonb3yemble B AaHHbIX KOHLEHTpauusiXx BCMOMOraTesnbHble BeELLeCTBa He BNUAOT Ha ©e3o0nacHOCTb U (unu)
3(h(PeKTUBHOCTbL NEKapCTBEHHOrO npenapaTta Ansg MeAUMUMHCKOro npumeHeHus. B cnyyae, ecnu 3asButenb He
MOXET NPeACTaBUTb Takne AokasaTenscTsa U (MnNu) He NMeeT OOCTyMNa K COOTBETCTBYHOLUUM AaHHBIM, OH OOSDKEH
NpoBECTM COOTBETCTBYHOLUME UCCMEea0BaHUA ANl AOKa3aTeNbCTBa OTCYTCTBUS BUSHUSA pasHbIX BCMIOMOraTernbHbIX
BELLECTB WNM BCMOMOraTeNlbHbIX YCTPOWCTB Ha 0Oe3onacHocTb U (Mnn) 3dpeKTUBHOCTb JfleKapCTBEHHOIO
npenapaTta Ang MeOUUMHCKOrO MNpUMEHEHUsT B MNoOpsaaKe, YCTaHOBMEHHOM YMNOMHOMOYEHHbIM eaepanbHbIM
OpraHoM MCMNOMNHUTENbHOW BNacTu.

(vyacTb 11 BBegeHa PegepanbHbIiM 3akoHOM OT 22.12.2014 N 429-93)

12. Tpu rocypapCTBEHHOM perucTpaumMm KomBuHauuii paHee 3aperncTpUMpPOBaHHbIX NeKapCTBEHHbIX
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npenapaToB AN MeOULMHCKOro NMPUMEHEHUs1 JOMYyCKaeTCsl BKIIOYEHNE B cOCTaB pasgena dapMakornormyeckon,
TOKCUKOJIOTMYECKON OOKYMEHTaUMM W pasfena KIMHUYEeCKOW [OKYMeHTauuM BMeCTO oTyeTa paspaboTtyvka o
pesynbTaTtax COOCTBEHHbLIX OOKIUHUYECKUX WUCCNEOOBaHUNM NeKapCTBEHHbIX cpeacTB ob63opa Hay4vHbIX paboT o
pesynbTaTtax AOKIMHUYECKMX WUCCNEedOoBaHUA pedepeHTHbIX NEeKapCTBEHHLIX MpenapaToB, BXOAALWMX B COCTaB
KOMOUHaLUMM NEKapCTBEHHBIX NpenapaToB, 1 06 OTCYTCTBUM UX B3aMMOLENCTBUS B OAHOW NeKapCTBEHHOW hopMe.
(yacTb 12 BBegeHa PeaepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

13. Ha akcnepTusy pasnuyHbiX NeKkapcTBEHHbIX hOPM OAHOro M TOrO Xe NeKapCTBEHHOro npenapara ang
MEeOULMHCKOTO MPUMEHEHUS 3asiBUTENb MNPEACTaBNsSeT OTAerbHble 3asiBNEHUs U PerMcTpauMoHHble [0Cbe Ha
Kaxkayrlo nekapctseHHyt cpopmy. Npn ycnoBunm ogHOBPEMEHHOM MOAayM Ha SKCNepTu3y OOHOW NeKkapCTBEHHON
opMbI C pasnNUYHbIMKU 0O3MPOBKOW, KOHLEHTpauuen, obbeMoM 3asBuTENb MNPEeACTaBNSAET O4HO 3asiBIIEHUE U
perMcTpaumoHHOEe [OCbe C MPUITOXEHWEM MAaKETOB YMAKOBOK Ha KaXOyl OO3MPOBKY, KaXKOYK KOHLEHTpauuio,
KaXXabli 0OOBbEM U KaXJ0e KONMMYECTBO 403 B YNAKOBKE.

(yacTb 13 BBegeHa PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

14. Tpw rocyaapCTBEHHOW peructpaumm opdaHHOro nekapcTBEHHOIO npenapaTa 3assuTenb npeacraenseT
nHdopmaumio, Heobxogumyo And  opmMupoBaHus pasgena  KIUHWYECKOW AOKyMeHTauuu, B obbeme,
yCTaHOBMNEHHOM YNOMHOMOYEHHbIM (heaepanbHbIM OpraHOM UCTNOMNHUTENBHON BNACTW.

(vacTb 14 BBegeHa d®eagepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

15. |_|pVI perncrtpauunm Guonormuyeckoro NNeKapCTBEHHOro npenapara, nojfly4eHHoOro U3 Kposu, niia3mbl KpoBu
YyerioBeKka, B COCTaBe perncrtpaunMoHHOro Aocbe Ha J'IeKapCTBeHHbIVI npenapart gna MmeguumHCKOro npuMeHeHud
OOJDKHbI ObITb npeacrtaBiieHbl AONOJTHUTENbHO!

1) B pasgene [OKYMEHTaAUUW aAMWHUCTPATMBHOIO XapakTepa AOKYMEHT, cogepXawun nHdopmauuio o
cybbekTax obpalleHnsi JOHOPCKOW KPOBM U (M) ee KOMMOHEHTOB, O TOM, rae Obina ocyllecTBiieHa OoHaUMSA
(kpoBM M (M) nnasmbl KPOBWM), a TakkKe [AaHHble 00 WHMEKUMOHHbIX 3aboneBaHusax, nepenarLmxcs
napeHTepasnbHbIM NyTeM, MHOpMaUMsa O cybbekTax obpalleHust JOHOPCKOW KPoBM U (U5M) ee KOMMOHEHTOB, B
OTHOLLIEHMM KOTOPbIX OCYLLECTBMNAETCA KOHTPOSb AOHOPCKOM KPOBU U (MUNK) €€ KOMMOHEHTOB;

2) B pa3gene xMMmn4eckon, hapmaueBTMYeCKOn U BMonormyeckon AoKyMeHTaumm:

a) Kputepun K crnocobbl 0T6Opa, TPAHCMOPTUPOBAHUSA W XpaHEeHWUs [OHOPCKOW KpoBU M (Mnn) ee
KOMMOHEHTOB;

0) pesynbTaTthl MCCnegoBaHMA OTOOPaHHBIX JOHOPCKOW KPOBWU U (Mnn) NriasmMbl KPOBM M MYFIOB Ha Hanudne
BO3OyauTenen MHdEeKUun, BKNoYasd nMHoOpMaumio 06 MCNonb3oBaHHbIX MeToAuKax MccnegoBaHui U B crydae
nccnefoBaHWs NynoB  MnasMbl  KPOBM  pe3ynbTaThl  AOKYMEHTanbHOro  MOATBepXaeHus  (Banupgauum)
NCMoNb30BaHHbIX METOAUK,;

B) TEXHUYECKME XapaKTEPUCTMKM YNakoBKM Anst 0T6opa AOHOPCKOW KPOBM U (MnK) NnasMbl KPOBW, BKHOYast
nHopmaLmio 06 CNONb30BaHHbIX PACTBOpPax aHTUKOArynsiHTOB.
(vyactb 15 BBegeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

16. KnuHnyeckne nccnengoBaHus nekapcTBEHHOro npenaparta angd MeavuuHCKOro NpUMeEHeEHNsa B LeNsX ero
rocyaapCTBEHHOWN perncTpauum nposoaatcs B Poccuiickon ®enepaumn B nopsifke, yCTaHOBIEHHOM cTaTbamu 38 -
44 nHactosiwero ®egepanbHoro 3akoHa. OTY4eT O NPOBEAEHHLIX UCCIEeAOBaHMAX BKIIOYMAETCA B COCTaB pasgena
KMMHUYECKON [OOKYMEHTauMM PEerMcTpaumoHHOrO [OCbe Ha JeKkapCTBEHHbIM npenapaTt Ans MegUUUHCKOro
npuMeHeHnsi. [Nsa nekapcTBeHHbIX MnpenapaToB AN MeOuUMHCKOTO MNPUMEHEHUsI, B OTHOLUEHUW KOTOPbIX B
pesyrnbrarte 3KCNepTM3bl [OOKYMEHTOB, NPEACTaBMEHHbIX [ANs1 OnpeaernieHns BO3MOXHOCTU paccmaTpuBaThb
NEeKapCTBEHHbIV npenapart 4fs MeAMLUMHCKOro NPUMEHEHNa B KadecTBe OpdhaHHOro fieKapCTBEHHOro npenapara,
Takas BO3MOXHOCTb MPM3HaHa M B OTHOLUEHUWN KOTOPbIX NPOBEAEHbI KIMHUYECKME UCCNEeOBaHMWS, BbIMONTHEHHbIE
3a npegenamu Poccuiickon ®egepauum B COOTBETCTBUM C NpasunamMmu Hagnexawen nabopaTtopHON NpakTuku K
npaBuMnaMmm Hagnexalien KnMHMYECKOW NPaKTUKKW, AOMYyCKaeTCHa BKMOYEHME B COCTaB pasgena KIMHUYEeCKOn
OOKyMEeHTauum BMECTO OTyeTa O pesynbTatax KIMHWYECKMX WUCCnedoBaHMM NeKapCTBEHHOro npenapaTta Aangd
MEeOMLMHCKOro MnpUMeEHeHUs, npoBefeHHbIX B Poccuiickon depepaumn, otdeTa O pesynbTatax KIMHUYECKUX
nccnegoBaHWiA, BeINOMHEHHBIX 3a Npegenamu Poccuiickon ®epepaunn.

(vacTb 16 BBegeHa ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Ctpanunua 34 13 99



depepanbHbI 3akoH oT 12.04.2010 N 61-93
(pen. ot 06.06.2019)
"O6 obpalleHnn nekapcTBeHHbIX CpeacTs”

17. 3asBuTenb BApaBe nNpPeacTaBUTb MO COBCTBEHHOM wWHMUMATMBE BMeCTe C 3asdBleHueM o
rocydapCTBEHHOW perncrpaumm nekapcTBEHHOro npenapata And MeguLMHCKOTO MNPUMEHEHUS [OOKYMEHTbI,
noaTBepxaaroLlme ynnaty rocyfapCTBeHHOW MOLUNUHBI U yKasaHHble B NyHkTe 10 YacTtn 2 HacTosdllen ctatbu. B
cry4yae Ux HenpeacTaBeHNsl COOTBETCTBYHOLLUMIA YNTONTHOMOYEHHbBIN hefepanbHbli OpraH MCMONHUTENBHOW BNAacTu
npoBepsieT PakT ynnaTbl Focy4apCTBEHHON NOLUMNWHBI 3asiBUTENEM NOCPEACTBOM MCMONb30BaHUS MHdopmMaummn o6
ynnate rocyaapCTBEHHOW MOLWNUHbLI, coaepxawenca B [ocyaapCTBEHHOW WHMOPMAaLUOHHOW CcUCcTemMe O
rocyAapCTBEHHbIX U MyHULMNANbHbIX MaTexax, Ha OCHOBaHMM NPEeaCTaBIEHHbIX 3asBUTENEM KOMUIN OOKYMEHTOB,
noATBEPXKAAKLWMX YNNaTy rocy4apCTBEHHOW MOLUSNHBI.

(vacTb 17 BBegeHa deagepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

18. He ponyckaeTtcst Mcnonb3oBaHNE B KOMMEPYECKMX LIENAX MHpopMauumn o pesynbTatax LOKIMMHUYECKUX
NCCrefoBaHUM JEKAapCTBEHHbIX CPEACTB M KIMHUYECKMX WCCNEeAOBaHWA NEKapCTBEHHbIX npenapaToB Ans
MEeOULMHCKOrO MpUMEHEHUs, NpeaCcTaBNeHHON 3asBMTeNnemM AN rocygapCTBEHHON perucTpauny fiekapCTBEHHOIO
npenapata, 6e3 ero cornacus B TeYeHMEe LECTU NeT C AaTbl roCydapCTBEHHOW perncrpauun pedepeHTHOro
neKkapCcTBEHHOro npenapara B Poccuiickon degepaumm.

(vacTb 18 BBegeHa PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

19. [depxatene unu BRagenel perncTpaumMoHHOro YAOCTOBEPEHUA NEeKapCTBEHHOro npenapata Ha
BGuoTexHonornyecknini unu opdaHHbIN NEKAapPCTBEHHLIN NpenapaT 0bs13aH NpefocTaBnATe HA BO3ME3AHON OCHOBE
obpasubl pedepeHTHOro NekapCTBEHHOIO NpenapaTta 3asBUTENAM 4118 NPOBeAEHNUsT KNMMHUYECKUX NCCNeaoBaHNN.
CtommMocTb oOpasua pedepeHTHOro JIeKapCTBEHHOro npenapara, BKIHOYEHHOrO B MEPEYEHb  KM3HEHHO
HeODOXOAMMbIX W BaXXHEWLIUX JleKapCTBEHHbIX MpenapaToB, He [AOfKHa MpeBbilaTh 3aperncTpMpoBaHHYHO
npefenbHyl0 OTMYCKHYH LIEeHY Ha pedepeHTHbI feKapCTBEHHbIV npenapat WM UeHy Ha NeKapCTBEHHbIN
npenapat B CTpaHe Npov3BOAUTENS.

(vacTtb 19 BBegeHa denepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

20. 3agBneHne O rocygapCTBEHHOW perucTpauvmM BOCMPOU3BEAEHHOrO NEeKapCTBEHHOro npenaparta Aangd
MEOULMHCKOTO NPUMEHEHUS] MOXET ObiTb MOAaHO B YMOMHOMOYEHHbIM dhefeparnbHbIi opraH WUCMOMHUTENBHOWN
BNacTU, OCYLLECTBNSAOLLMIA rOCYAapCTBEHHYIO PErMCTPaLINI0 NeKapCTBEHHbLIX NpenapaToB, N0 UCTEYEHUUN YETbIpeX
net C [daTtbl FOCYOApCTBEHHOM perncTpaumMm pedepeHTHOro JieKapCTBEHHOro npenapata B Poccunckon
degepauum.

(yactb 20 BBegeHa PeaepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

21. 3asBneHve O rocygapCTBEHHOW peructpauun 6uoaHanoroBoro (6uonogobHOro) nekapCcTBEHHOro
npenapata (OvoaHanora) MOXeT ObiTb MOAAHO B YMNOHOMOYEHHbIM dedepanbHbIl OpraH WCMOMHUTENBHON
BNacTu, OCYLLECTBASIOLWNA rOCYyJapCTBEHHYIO perucTpaumnio nekapcTBeHHbIX NpenapaTos, N0 UCTEYEHUN Tpex net
C AaTbl rocyaapCTBEHHON perncTpaunm pedepeHTHOro nekapcTBeHHoro npenapata B Poccunckon ®enepaumn.
(yacTb 21 BBegeHa PeaepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

22. [epxaTenb wnu Bnagenel perucTpaumoHHOro YAOCTOBEPEHUS fNeKapCTBEHHOro npenapaTa
npeacTaBnseT B YNOMHOMOYEHHbIN (befepanbHbid OpraH UCMNOMHUTENBHOW BacTy, OCYLLECTBASIOWMIA PyHKUUN
MO KOHTPOIMIO U Haf3opy B cdiepe 30paBoOXpPaHeHuns, OTHeT No pesynbTaTaMm hapMakoHaa3opa OAuH pas B LWeCTb
MecsiLeB B TeYeHue OBYX NeT nocne rocygapCTBEHHOW peructpauum nekapcTBeHHOro npenaparta B Poccuiickon
degepaumu, exerogHo B TedeHue nocneayowmnx Tpex neT v B arbHenlweM oauH pas B NATb NeT.

(yacTb 22 BBeaeHa deaepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

Cratbsa 19. MpuHATMe pelleHUs O Bbifaye 3KCNEPTHOMY YupeXAeHUK 3afaHUA Ha npoBegeHue
3KCcnepTU3bl NNeKapCTBEHHOro cpeacTBa
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B TeuyeHue pecatm paboumx OHENW CO OHA NPUHATUS 3asBNEeHMS O FOCyOapCTBEHHOW perncrpauuun
NekapCcTBEHHOro npenapaTta COOTBETCTBYIOLWMIA YNOSTHOMOYEHHbIV heeparibHbI OpraH UCMOMHUTESTbHOW BiacTu
NPOBOAUT MPOBEPKY MONHOThLI, AOCTOBEPHOCTU U MPaBUMbHOCTU OMOPMIEHNS NPeACTaBMEHHbIX AOKYMEHTOB
perncTtpaumoHHOro aocbe Ha J'IeKapCTBeHHbII7I npenapar U npuHMMaeT pelleHne O Bblgade 3adaHnda Ha
nposeaeHue:

1) OKCNepTn3bl OOKYMEHTOB, TnpeacTaBlieHHbIX AOnd  onpegeneHnd  BO3MOXHOCTUM  pacCMaTpuBaTb
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nekapcTBeHHbI npenapaT Ans MeAULIMHCKOrO NPUMEHEHMUs MY OCYLLLECTBNEHUM rOCyAapCTBEHHOW perncTpauum B
KayecTBe opaHHOro NekapcTBEHHOro npenapara;

2) aKcnepTusbl NEKapCTBEHHOIO CPEACTBA B YaCTM IKCMEPTM3bl KayecTBa JleKapCTBEHHOro cpencTBa U
9KCMEepPTU3bl OTHOLLEHUS OXXMAAEeMON NOMb3bl K BO3MOXXHOMY PUCKY NMPUMEHEHWS eKapCTBEHHOIO npenaparta Ans
MEAMLMHCKOrO NPUMEHEHUS;

3) aKcnepTusbl NeKapCTBEHHOro CpPeAcTBa B YacTM 3KCMEepTM3bl KayecTBa eKapCTBEHHOro cpeacTtBa U
3KCNEepPTU3bl OTHOLLEHNS OXMAAEMOM NOSMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenapara ons
MEOULUMHCKOTO MNPUMEHEHWs B MNOPSIAKE YCKOPEHHOW Mpoueaypbl 3KCNepTusbl JIEKApCTBEHHbIX CpPeacTB B
COOTBETCTBUN CO CTaTbel 26 HacToswero dPegepanbHOro 3akoHa;

4) aKkcnepTM3bl NeKapCTBEHHOrO CPeAcTBa B OTHOLUEHUM JIEKAPCTBEHHOrO MpenapaTta aJfisi BETepUMHapHOro
NPUMEHEHMS.

2. YNONHOMOYEHHbIN (hefepanbHbIi OpraH UCNOMHUTENBHOW BracTu yBeAOMNSAET B 3MEKTPOHHOW hopmMe
nnmn Ha OymakHOM HocuTerne 3asiBUTENS U 3KCMEPTHOE yuYpexaeHne O NMPUHATOM peLLeHMM O Bblgadve 3ajaHui Ha
npoBeAeHne 3KCMePTU3, NPeayCMOTPEHHbIX YacTbio 1 HACcTosLWeN cTaThk, U B criydae HeOOXOAMMOCTM O Bbigaye
paspeweHns Ha BBO3 B Poccunckyio ®Pegepaumio KOHKPETHOW MapTuv, Cepuu 3apermcTpupoBaHHbIX U (Mnn)
He3aperMcTpUpoBaHHbIX NEKapCTBEHHbIX CPeacTB nnym ob oTkase B NpoBeAeHUM MpegyCMOTPEHHbIX 3KCNepTu3 C
yKasaHueMm nNpu4rH Takoro oTkasa.

3. B cnyyae BbiSIBNEHNA OTCYTCTBMS WNM  HEOOCTOBEPHOCTM WMHAOPMauUuK, codepxallencs B
NpeAcTaBlieHHbIX 3asiBUTENIEM [OKYMEHTaX, YMNOJIHOMOYEHHbIN dedepanbHblii opraH WCMOSHUTENbHON BracTu
HanpaenseT 3asiBATENO 3anpoc 06 YTOYHEeHMM 3ToW WHdopmauun (ganee - 3anpoc  YNOSHOMOYEHHOTO
denepanbHOro opraHa WCMOMHUTENbHOW BNacTu), KOTOPbIA MOXeT ObiTb nepedaH YnoSIHOMOYEHHOMY
NpeacTaBUTENIO 3asiBUTENS NIUYHO MOA PacrvcKy, HampaBfieH Mo Mo4yTe 3akasHbiM MUCbMOM WU NepedaH B
SMEKTPOHHOW opMe MO TENEeKOMMYHVMKALUMOHHLIM KaHanam CcBssuW. B cnyyae HanpaBneHus 3anpoca
YNONTHOMOYEHHOTO (hefeparibHOr0 opraHa WUCMONHUTENBHOW BAcTX MO NOYTe 3aka3HbIM NMUCbMOM OH CYMTaeTcs
MONY4YEHHbLIM MO UCTEYEHU LLIECTN AHENW C AaTbl HAaNpaBeHNUs 3akasHoro NMcbMa.

4. 3asBuTenb o06s3aH NpeAcTaBUTb OTBET Ha 3anpoc  YMNorHOMOYEHHOro dpedepanbHOro opraHa
UCMONTHUTENBHOW BracTM B CPOK, HE MpeBblalowWwnii AeBsHocTa pabounx AHeN co AHS ero nonyyeHusi. Cpok,
yKasaHHbIi B 4YacTu 1 HacTosilel cTaTbW, MPUOCTaHaBNMBAETCH CO AHS HanpaBfieHUs 3asBUTENo 3anpoca
YNOSTHOMOYEHHOTO (hefeparnbHOro opraHa MCMOSIHUTENbHOM BNacTu A0 AHS MOMyYeHWs UM COOTBETCTBYHOLLErO
oTBeTa.

5. OcHoBaHWeM Ansi OTKkasa B OpraHvM3aumy 3KCNepTu3, NpPedyCcMOTPEHHbIX YacTbio 1 HacTosien cTaTbu,
ABNSIETCA NpeacTaBneHne HeobXxoauMbIX NS NPOBeAeHNst NPeAYCMOTPEHHbLIX 3KCMEPTU3 LOKYMEHTOB B HEMOTHOM
obbeme WnM HenpeacTaBreHUEe 3asiBUTENIEM B YCTAHOBIEHHbIA CPOK OTBETA Ha 3anpoc YMNONHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENbHOW BracTu, a Takke NpPeAcTaBreHMe [OOKYMEHTOB, He coaepKalimx
ncyepnbiBaoLLEro nepeyHst Heo6XoaUMbIX CBEAEHUIA.

Ctratba 20. JkcnepTu3a [AOKYMEHTOB, MpeAcTaBreHHbIX Ans onpeaeneHuss BO3MOXHOCTU
paccmaTpuBaTb IeKapCTBEHHbIM Mpenapatr Ans MeAULMHCKOro MpUMEHEeHUss MNpu  OocyLecTBreHUU
rocyaapcTBeHHOW perucrpauum B kavyecTBe opdaHHOro rekapcTBeHHOro npenapara

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

1. Okcneptvsa [JOKYMEHTOB, NpeaCTaBfEHHbIX And onpefeneHus BO3MOXHOCTM  paccmaTpuBaThb
neKkapcTBEHHbIV npenapart Ans MeauLUMHCKOro NpUMeHeHNs Npu ocyLLIeCTBNEHMUM rocyJapCTBEHHOM peructpauum B
KayecTBe OpaHHOro fekapcTBEHHOro mnpenapata, COCTaBfieHME KOMUCCUEW OKCMEepTOB 3aKMYeHus o
BO3MOXHOCTU UNN HEBO3MOXHOCTU paccMaTpuBaTb NEKapCTBEHHbIM npenapaTt Ang MeguLMHCKOro npvMeHeHUs
Mpy OCYLLECTBMEHUN TOCYAapCTBEHHOW perncrpaumMm B KadyecTBe OpchaHHOro IeKapCTBEHHOrO npenaparta u
HanpaBfeHne [aHHOIO 3aKMYEHUA B YMNOMHOMOYEHHbIM defepanbHblil OpraH WCMOSIHUTENbHOW BacTu
OCYLLECTBMSAITCA B CPOK, HEe MnpeBblllalWwuin Tpyguatn paboynmx [HEeW CO OHA MNOMyYEeHWUs 3KCMEPTHbIM
yypexgeHmem 3adaHus YnoNTHOMOYEHHOro denepanbHOro opraHa MCMOMHUTENbHON BRactu M B 3NEKTPOHHON
dopme nnm Ha ByMaKHbIX HOCUTENSX HEOOXOOMMBIX JOKYMEHTOB, yKa3aHHbIX B NMyHKTax 1, 2, 5, 6, 10 vactn4 n B
yacTtu 7 ctaTbu 18 HacTosiero PegepanbHOro 3akoHa.
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2. [JoKyMeHTbI, cogepXalnecs B permcTpaLMoHHOM A40Cke Ha NEeKapCTBEHHIN npenapar v NoCTynMBLUME Ha
OyMaXHbIX HOCUTENAX B SKCMNEPTHOE YYpeXAeHWe [Ans OCYLECTBIEHUS WX 3KCMepTM3bl AN onpegeneHus
BO3MOXXHOCTW paccMmaTpuBaTb NleKapCTBEHHbIN npenapaT Ans MeauLMHCKOro NpMMeEHeHUs B kadecTBe opdaHHoro
rlekapCTBEHHOrO npenapara, noanexar BO3BpaTy B YMNONHOMOYEHHbI efepanbHbii opraH MCNOMHUTENbHOM
BMacTV OOHOBPEMEHHO C 3aKMHYEHMSIMU COOTBETCTBYHIOLLMX SKCMEPTMU3.

Ctatba 21. PeweHne O BO3MOXHOCTM paccMaTpuBaTb JleKapCTBeHHbIA MNpenapaT npu
OCYLLEeCTBeHUUN rocyAapCTBEHHOM perncTpaumm B KayecTBe ophaHHOro fieKapcTBEHHOro npenapara
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cpok, He npeBbilwaoLWmi NaTn pabounx gHEeN CO OHA NONyYeHUst 3aKrYeHUs], yKasaHHoro B Yactu 1
ctatbn 20 HacToswero ®efepanbHOro 3akoHa, YNONHOMOYEHHbIN beepanbHbli OpraH UCNONHUTENBHOW BNacTu
OCYLLECTBNHAET OLEHKY MONYYEHHOro 3aknioyveHus Ans onpeaeneHns ero COOTBETCTBUSA 3aaHnio Ha npoBeeHue
COOTBETCTBYIOLLEN IKCMEPTU3bI U YBEAOMISAET 3asiBUTENSA B 3MIEKTPOHHOW (POpMe MM Ha OymMakHOM HOCUTENe o
pesynbTatax MPOBEAEHHON 3KCMEPTU3bl C MPUITOXKEHMEM KOMWM IKCMEPTHOIO 3aKIMOYEeHUs (C COXpaHEeHWeMm
KOHDMAEHUMANBHOCTN MHAOPMaLUN O COCTaBe 3KCMEPTHOM KOMWCCUM) U O BO3MOXHOCTU UMM HEBO3MOXHOCTH
paccmaTpvBaTb  fIEKApCTBEHHbIN  npernapat  Afs  MEAWUMHCKOrO  MPUMEHEHMS MNpW  OCYLLECTBNEHUM
rocyapCTBEHHOW perncrpaumm B kKa4yectTse opaHHOro fiekapCTBEHHOIO npenapara.

2. Mpw BbIHECEHWM KOMUCCUMEN IKCMEPTOB 3aKMYEHUS O BO3MOXHOCTU paccMaTpuBaTb NEKapCTBEHHbIN
npenapaTt Ans MeauuUMHCKOrO MNPUMEHEHUS NPW OCYLLECTBMEHUN TOCYAapCTBEHHOW pernctpaummM B KadecTse
opdaHHOro nekapcTBEHHOro npenapara yrnorIHOMOYEHHbIN dhedeparbHbIi opraH UCMONHUTENBLHON BNacTn B CPOK,
He MpeBbLILALWLMA NATN paboumx AHEN CO AHA NOSTyYEeHWst AaHHOrO 3akMioyYeHUs, MPUHUMAET peLleHne O Bblaaye
3aaHus Ha NpoBeAeHne 3KCNepTusbl Ka4ecTBa NeKapCTBEHHOrO CpeacTBa U IKCMEPTU3bl OTHOLLEHNS OXuaaemom
Monb3bl K BO3MOXHOMY PWCKY MPUMEHEHWS feKapCTBEHHOro npenaparta Ans MeAWMLUMHCKOrO MpUMEHEHUs B
NnopsiAKe YCKOPEHHOW Mpouedypbl 3KCMepTM3bl fekapCTBEHHOro CpeAcTBa B COOTBETCTBMM CO cTatben 26
HacTosLero ®efepansHOro 3akoHa.

3. B cnyyae npuHATUA peleHnss O HEBO3MOXHOCTM paccMaTpyBaTb NEKapCTBEHHbLIN npenapat Aand
MEOMLMHCKOro MPUMEHEHUS MpU FOCYAapCTBEHHOW peructpauun B KayvecTBe OpdaHHOro rekapCTBEHHOMO
npenapaTta YMNOMHOMOYEHHbIN defepanbHbll  OpraH  WMCNONHUTENbHOW BMRAcTW  NpekpawaeT npouenypy
rocygapCTBEHHOW perucTpauny nekapCTBEHHOro npenaparta. 3asBuTeNb BnpaBe 06paTUTbLCA B PerMcTpupyowwui
opraH c 3asiBNieHVeM O roCyAapCTBEHHOW perncTpaumm ykasaHHOro JIeKapCTBEHHOro npenaparta B COOTBETCTBMM
Co cTaTben 18 HacToswwero ®enepanbHOro 3akoHa.

Cratbs 22. YTpaTtuna cuny c 1 uions 2015 ropa. - PegeparnbHbii 3aKoH oT 22.12.2014 N 429-P3.

CraTtbs 23. KkcnepTM3a KavyecTBa JIEKapCTBEHHOro CpeAcTBa M 3KCNepTu3a OTHOLUEHUS OXuaaeMon
Nonb3bl K BO3MOXXHOMY PUCKY NPUMEHEHUA JNleKapCTBEeHHOro npenapara Ansi MeAULUHCKOro NnpuMeHeHus
(B pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. OKkcnepTusa KayecTBa IEKapCTBEHHOIO CPeacTBa WM 9KCMepTM3a OTHOLLEHUS OXWOaeMol nonb3bl K
BO3MOXHOMY PUCKY MPUMEHEHWUs NeKapCTBEHHOro npenaparta Ans MeAULMHCKOro MPUMEHEHMsl, CocTaBreHue
KOMWCCUSIMU 3KCMEPTOB 3aKMHOYEHUIA NO pe3ynbTaTtam NpPoBEeAEHHbIX 3KCMEPTU3 U HamnpaBlieHne 3TUX 3aKoYeHWi
B YMONTHOMOYEHHbIV heeparnbHblii opraH UCMONHUTENBHOW BMACTW OCYLLECTBIISIOTCA B CPOK, HEe MpPEBbILLAtOLLMIA
cTa [JecATM paboynMx [OHel CO [AHS MOSyYeHusl IKCMEPTHbIM YYpeXXaeHWEM COOTBETCTBYIOLIErO 3adaHus
YNOSTHOMOYEHHOTO (heiepanbHOro opraHa MUCMONHWUTENBHOM BNacTy U HEOBXOAMMbIX JOKYMEHTOB B 3SIEKTPOHHOM
dopme nnm Ha GyMakHbIX HOCUTENSX.

2. B TeueHue pgeBAHOCTA AHEW CO AHS MONYyYEHUs peLleHust YMONHOMOYEHHOro defepanbHOro opraHa
WCNOMHUTENBLHOM BNacTy O NPOBEAEHMM 3KCMEPTU3, NPeAyCMOTPEHHbIX YacTblo 1 HacTosILWen cTaTby, 3adBUTENb
npeacTaBngeT B SKCNEpPTHOE YyupexaeHue Ons NpoBedeHMst SKCNepTusbl KayecTBa NeKapCTBEHHOro cpeacTtsa
obpasubl NekapcTBEHHOro npenapata ANnd MeAWMLMHCKOrO MPUMMEHEHWs, MPOU3BEOEeHHOr0 B COOTBETCTBMM C
TpeboBaHNSAMM OMbITHO-MPOMBILLIIEHHOTO U (UNK) NPOMBILLFIEHHOIO PErfamMeHTOB, YTBEPXKAEHHbBIX PyKOBOAUTENEM
Npon3BOAMTENS NEKApCTBEHHbIX CPEACTB, a TakkKe B COOTBETCTBYIOLMX Criydasx obpasubl hapMaueBTU4EeCKon
cybcTaHuum, TecT-lTamma MUKPOOPraHM3MOB, KyNnbTypbl KNETOK, 06pasubl BewecTs, NPUMEHSEMbIX 4119 KOHTPOns
KayecTBa Il€eKapCTBEHHOrO CpeACTBa MyTEM CPaBHEHMS C HUMMM MCCIedyemoro neKapCTBEHHOro CpeacTsa, B
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KonnyectBax, He0OOXOAMMbIX ANs BOcCnpoun3segeHnsa mMeTogoB KOHTPOJA Ka4ecTBa.

3. Mpu nonyyeHmn obpasuoB NEKApPCTBEHHOIO Mpenapata u dapmMaueBTUYECKO CcybCcTaHuum aKkcnepTHoe
yupexgeHve BblaaeT 3asBUTEN0 OOKYMEHT, NMOATBEPXKAALMMA NONyYeHne ykasaHHbIXx obpasuoB, U B CPOK, HE
NpeBbILAKLWNA Tpex pabounx AHEN, yBeOAOMIISET B SNIEKTPOHHOM hopme unm Ha OymaxkHoM Hocutene o6 3ToMm
YNOSTHOMOYEHHbIN doeaeparbHbI OpraH UCMOMHUTENBHOW BNacTu.

4. YkazaHHble B 4acTax 2 M 3 HacToslleh cTaTbW CPOK Ans NpeacTaBneHus 3asiBuTeneM 00pasuoB
NeKapCcTBEHHOro npenapata U d)apMaLeBTUYECKON CyOCTaHLUMM U CPOK YBEAOMIIEHUS SKCMEPTHbLIM y4pexaeHnemM
06 9TOM Ha OyMaxHOM HOocuTene YMONTHOMOYEHHOro denepanbHOro OpraHa MWCMOMHUTENIBHOW BriacTu He
BKITHOYAIOTCS B CPOK NPOBEAEHMS 9KCNEPTU3, NPEAYCMOTPEHHbIX YacTbio 1 HAacCTosILLEN CTaTbMy.

5. [loKyMeHTbl, NOCTYNUBLUME B 3KCNEPTHOE YuYpexaeHue Ans NpoBedEeHUs IKCMepTu3, npeayCcMOTPEHHbIX
YacTblo 1 HacTosWwen cTaTbW, nognexar BO3BpaTy B YNONHOMOYEHHbIM dhedeparbHblii opraH UCMONHUTENBLHON
BMNacTu OQHOBPEMEHHO C 3aKNIOYEHUSIMM, NOMYyYEeHHbIMU N0 pe3ynbTaTaM COOTBETCTBYOLLMX SKCNEPTUS.

CtaTbsl 24. kcnepTM3a KavyecTBa JIeKapCTBEHHOro CpeAcTBa M 3KCNepTu3a OTHOLIEHUSI OXuaaemMon
Nofb3bl K BO3MOXHOMY PUCKY NPUMEHEHUs1 NIeKapCTBEHHOro npenapara Ans BeTepMHapHOro NpuMeHeHus

1. OkcnepTmM3a KavecTBa IleKapCTBEHHOIO CpeacTBa W 3KCMNepTM3a OTHOLUEHUSI OXWUOAEeMOW MNonb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUsI NIEKApPCTBEHHOrO npenapaTta ansg BeTEePUHAPHOro MPUMEHEHMUS, COCTaBIeHne
KOMWCCUSIMM SKCMEPTOB 3aKIMOYEHUI NO pe3yribTaTaM yKas3aHHbIX 3KCMEPTM3 N HamnpaBrieHNe Takux 3aKyYeHnn B
YNOSTHOMOYEHHbIV (bedeparbHbIN OpraH UCNOMHUTENbHOW BrAaCTN OCYLLIECTBISIOTCA B CPOK, HE NpeBbILLatoLwLmin cta
aecatn pabounx gHen co OHA NOSyYEeHUA IKCMEPTHbIM yYpexaeHnem 3agaHus ynoHOMOYEHHOro dpeaepanbHoro
opraHa UCNOMHUTENBHOW BacTU C AOKYMEHTaMW, ykazaHHbIMU B Yactu 3 ctatbk 17 HacTosawero denepanbHOro
3aKoHa.

(B pen. PepepanbHbIX 3akoHOB 0T 22.10.2014 N 313-03, o1 13.07.2015 N 241-03)

2. B TeyeHue nsATHagUaTV paboyumx OHEW CO AHS MONyYEeHWUst PeLleHusT YNOrTHOMOYEHHOro deaepanbHOro
opraHa MCMOSIHUTENBHOW BRacTW O NPOBEAEHWMM YKa3aHHbIX B YacTu 1 HAcCTOsILLEN CTaTbW 3KCNEPTU3 3asBUTESb
npeacTaBnsieT B SKCMEPTHOE YyYpexaeHue Ans NPOBEAEHWst 3KCMEepPTU3bl KayecTBa EKapCTBEHHOro cpeacTea
06pa3upbl NekapcTBEHHOro npenapata Ans BETEPUHAPHOrO MPUMEHEHWS, NPOU3BEAEHHOTO B COOTBETCTBMU C
Tpe6OBaHVI$|MI/I TEXHONOIM4YeCKnx pernamMmeHToB, yTBepXOAEeHHbIX pykoBOAUTENEM NPOoU3BOAUTENA NeKapCTBEHHbIX
CpeAcTB, a Takke obpasew, hapmaleBTUYECKON CyOCTaHLUMM B KONUYECTBAX, HEOBXOANMbIX 451 BOCNPOU3BEeAeHMUS
METOZOB KOHTPOSSA KayecTBa.

3. Mpu nonyyeHmn obpasuoB NEKApPCTBEHHOIO nMpenapata u dapmMaueBTUYECKO CybCcTaHuum aKcnepTHoe
yypexgeHve BblaaeT 3asBUTEN0 OOKYMEHT, NMOATBEPXKAALMMA NOMyYeHne ykasaHHbIX obpasuoB, U B CPOK, HE
npeBbILALWNA  Tpex pabounx [OHen, yBeaoMmnsieT B MNUCbMEHHOW dopmMe 06 3TOM  YNOJTHOMOYEHHbLIN
beaeparbHbIN OpraH UCMOMHUTENBHON BNACTU.

4. Cpok Aona npencTaBneHus 3asBuTernem o6pasLoB NeKkapcTBeHHOro npenapata u dgapmaleBTUYecKon
CyGCTaHLUMN M CPOK YBeOAOMIIEHUS] SKCMEPTHbIM yYpexaeHneM o6 3TOM B NUCbMeHHON hopMe YNOoHOMOYEHHOro
heaeparnbHOro opraHa UCMOSHUTENbHON BNacTu, ykasaHHble B 4acTsx 2 U 3 HacTosILEN cTaTbi, HE BKIOYaKOTCS B
CPOK NpoBeAeHNs yKkasaHHbIX B YacTi 1 HacTOsILLEN CTaTbM KCNEPTHS.

5. [JokyMeHTbI, NOCTYNUBLLME B SKCMEPTHOE yupexaeHne Ans NpoBedeHUs ykasaHHbIX B YacTu 1 HacTodLlen
cTaTbM 3KCMepTu3, nognexar BO3BPaTy B YMNOMHOMOYEHHbIM dedepanbHbii OpraH WCNOMHUTENBHOW BracTu
O[HOBPEMEHHO C 3aKMYEHUAMN Mo pesynbTaTtaM yYKa3aHHbIX 3KCNepTums3.

Cratbs 25. loBTOpHOE NpoBeAeHME IKCNEePTU3bI NIEKapCTBEHHbIX CPeacTB
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyasx HegocTtaTo4yHONM 060CHOBAHHOCTU UMW HEMOJSHOTbI 3aKMHYEHUsT KOMUCCHM SKCNEPTOB, HanMuus
B HEM MPOTUBOPEYUMBLIX AaHHbIX, hanbcudukaLm BbIBOOOB 9KCNEPTM3bI NIEKAPCTBEHHOIO CPEACTBA, COKPLITUS OT
YNOSTHOMOYEHHOTO (heaeparibHOr0 opraHa MUCMONHUTENBHONM BAcTM OCHOBAHWUIA AN OTBOAA dKCnepTa BCreAcTBue
€ro 3auMHTEPEeCOBaHHOCTM B pesyrbTaTax COOTBETCTBYHOLIEA IKCTMepTU3bl, HanuMuus AaHHbIX O MPSMOM 16O
KOCBEHHOM BMeELLAaTENbCTBE B MPOLIECC COOTBETCTBYIOLLEN SKCMNEPTM3bI JIML, HE YYacTBYIOLLMX B €e NMPOBEeAeHUN,
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HO OKa3aBLUMX BMWSIHWE Ha MPOLEeCC U pe3ynbTaTbl €e NPoBeAeHUs], YNONTHOMOYEHHbIM deaeparnbHbiM OpraHoMm
WCMNONHMTENBHOW BRacTU Has3HavaeTCcs MOBTOPHAasi 3KCMepTM3a JIeKapCTBEHHOro cpeactesa M (Unn) aTumdeckast
aKcnepTm3a.

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

2. [loBTOpHasi aKcnepTusa JeKAapCTBEHHOTNO CpeacTBa MNPOBOAMTCA C  Y4eTOM pe3yrbTaToB paHee
NPOBELEHHON 3KCNEPTU3bl B CPOK, YCTAHOBMEHHbIN YNOMHOMOYEHHbIM dhedepanbHbiM OpraHoM UCMONHUTENBHON
BNacTU 1 He MpeBbIlaloWmi TpuauaTn pabounx gHen co AHsS NonydeHust SKCNepTHbIM yupexaeHneM 3agaHns Ha
npoBefeHne NOBTOPHOW 3KCNEPTU3bI NIEKAPCTBEHHOMO CcpeacTBa.

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

3. O®wuHaHcoBoe obecneyeHne BbINOMHEHMSI 3afaHMsl Ha MNpoBeAeHUMEe MOBTOPHOW  3KCNEpPTU3bl
nleKapCTBEHHOrO CPEACTBA HE OCYLLLECTBISETCS.
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CtaTbf 26. YCKOpeHHas npoueaypa 3KCnepTusbl JIeKapCTBEHHbIX CPeAcTB

1. YckopeHHas npoueaypa aKCnepTusbl JIEKAPCTBEHHBIX CPeACTB B LENAX rocy4apCTBEHHOW perncrpaumun
NEKAPCTBEHHbLIX MpenapaToB NPUMEHSETCS B OTHOLLIEHUM OpdaHHbIX NEKAPCTBEHHbLIX NPenapaToB, NepBbIX TPEX
NEeKapCTBEHHLIX MpenapaTtoB, perucTpupyembix B Poccunckorn ®Pepepauum B KaydecTBe BOCNPOM3BEAEHHbIX
rlekapCTBEHHbIX MpenapaToB, 04YepedHOCTb KOTOPbIX OnpefenseTcs B COOTBETCTBUM C HOMEPOM M JaTou
BXOASLUMX 3asiBNIEHMIA O TroCyAapCTBEHHOW perncTpauum rekapcTBEHHbIX MNpenapatoB B pamMkax OOHOro
MeXOyHapoAHOro HenaTEeHTOBaHHOrO HaWMEHOBaHMSI JEKApCTBEHHOro npenapata  Wnuv  rpynnMpoBOYHOIO
HaMMeHOBaHWSA NEKapCTBEHHOrO npenapaTta, WU NekapCTBEHHbIX NpenapaTtoB, NpefHa3HaYeHHbIX UCKIIOUYUTENBHO
Ansi NPUMEHEHWST HECOBEPLUEHHONETHUMMU FpaXkaaHamm.

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

2. yCKOpeHHaﬂ npouenypa 3KCcnepTn3bl NeKapCTBeHHbIX CpeacTB B LEenAx rocyp,apCTBeHHon pernctpaunmn
NeKapCTBEHHbIX MpenapaTtoB HE NMpUMeHAEeTCA B OTHOLLUEHUN:

1) GuoaHanoroBbix (61MonNogoOHLIX) NTeKAapCTBEHHbIX NpenapaToB (G1MoaHanoros);
2) pedepeHTHbIX NekapCTBEHHbIX NpenapaToB (3a UCKIIYeHneM opdaHHbIX NEKapCTBEHHbIX NpenapaTos);

3) BOCnpou3BeOeHHbIX NEKAPCTBEHHbIX MpenapaToB (3a WCKIOYEeHWEM MepBbIX TPEX PEerucTpupyembix B
Poccuiickonn depepaumm B KayecTBe BOCMPOM3BEAEHHbIX JIeKapCTBEHHbIX MpenapaTtoB M feKapCTBEHHbIX
npenapaTtoB, NpeaHa3HaYeHHbIX UCKIMHYUTENBHO AN MPYMEHEHUS] HECOBEPLLUEHHONETHUMU rpaXkaaHamm);

4) HOBbIX KOMBUHALIMI 3aperMCTPUPOBaHHbIX paHee NeKapCTBEHHbIX Npenaparos;

5) nekapcTBEHHbIX NpenapaToB, 3aperncTpMpoOBaHHbIX paHee, HO NPOM3BEAEHHbIX B OPYIMX NEKAPCTBEHHbIX
dopmax B COOTBETCTBUN C NEpeYHEM HaMMEHOBaHUIN NIeKapCTBEHHbIX (hOPM 1 B HOBOMW A03NPOBKE.
(4acTb 2 B peq. PepnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. YcKkopeHHas npouegypa 9KCMepTM3bl  JIEKAPCTBEHHbIX CPEACTB  MNPOBOOUTCA MO PELUEHUIO
COOTBETCTBYIOLLENO YNOMHOMOYEHHOro doeeparnbHOro opraHa UCNOSIHUTENBHON BNAcTM Ha OCHOBaHUK 3asiBEHUS
3as8BUTENS B CPOK, He MpeBbIWAWMA BocbMUAECSTN pabounx AHei. [pu STOM 3KcnepTusa [OKYMEHTOB,
coaepXaLLmxcsl B perncTpaumMoHHOM JOCbe Ha NlekapCTBEHHbIV NpenapaT, NPOBOAUTCS! B CPOK, HE MpeBbILIaoLLIMIA
AecaTn paboumx OHeW, aKcnepTM3a KadecTBa JIeKapCTBEHHOIO CPEACTBA U SKCMepTM3a OTHOLLEHMST OXuOaemou
Monb3bl K BO3MOXXHOMY PUCKY NMPUMEHEHWUsI NeKapCTBEHHOrO npenapaTa NpoBOASITCA B CPOK, HE MPEBbILIALLMIA
LwecTngecaTu pabounx gHen.

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

3.1. B OTHOWEHNM OpgaHHbIX JEKAPCTBEHHbLIX MpenapaTtoB MOryT GbiTb NpeacTaBneHbl pe3yrnbTaThbl
JAOKIMUHWUYECKUX UCCINEedoBaHUA NEeKapCTBEHHbIX CPEACTB U KIMMHWYECKUX WCCNEeAoBaHUM NekapCTBEHHbIX
npenapaTtoB Ans MeOWUMHCKOTO MPVMEHEHMWsl, BbINOMHEHHbIX 3a npegenamu Poccuiickonn depepaumn B
COOTBETCTBUM C MpaBuiiaMu Hagrexalleid nabopaTopHOM NPaKTUKU U MpaBuiamMy Hagnexaiwlen KIMHUYecKom
NPaKTUKK.
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depnepanbHbIn 3akoH oT 12.04.2010 N 61-93
(pen. ot 06.06.2019)
"O6 obpalleHnn nekapcTBeHHbIX CpeacTs”

(vacTb 3.1 BBegeHa depepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

4. YckopeHHas npoueaypa 3KCrnepTu3bl NEKapCTBEHHbIX CPeACTB NPOBOANTCS B MOPSAKE, YCTAHOBIIEHHOM
ctatbamn 17 - 20, 23 n 24 Hactoswero degepanbHOro 3akoHa, U He O3HA4yaeT CHWXeHust TpeboBaHuM K
©e30nacHOCTH, KayecTBy U 3PEKTMBHOCTI NEKAPCTBEHHbBIX NpenapaToB.

CtaTbs 27. PewleHne o rocyfapCTBEHHOM perncTpauum nekapcTBEHHOro npenapara

1. B cpok, He npeBbILLaoLWmMn AecaTn pabounx AHEN CO OHSA NONYyYEHUS 3aKMioYeHUIn KOMUCCUM SKCNepTOB Mo
pesynbTataM 3KCMepTU3bl KayecTBa fIeKapCTBEHHOIO CPEACTBa U OKCNEPTU3bl OTHOLLEHUS OXUOAEMOW MOonb3bl K
BO3MOXHOMY  PUCKY NPUMEHEHWS  NEKapCTBEHHOro npenapata, COOTBETCTBYIOWMW  YNONHOMOYEHHbIN
deaepanbHbI opraH NCNOSTHUTENBHOW BACTU:

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

1) pasmellaeTt Ha cBoeM ocmumansHoM cante B ceTn "MIHTEpHET" COOTBETCTBYIOLLME 3aKITHOUYEHNST KOMUCCUN
OKCNepToB U OCYLUECTBNAET UX OLUEHKY Ond onpeaeneHna COOTBETCTBUA 3a4aHNI0 Ha npoBedeHne 3TUX 3KCNepTus;
(n. 1 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

2) NnpuHMMaeET pelueHne o FOCYﬂapCTBeHHOVI perncTtpaunmn nekapCTtBeHHOro npenapara wuin 00 oTkase B
rocyﬂapCTBEHHOVI perncrtpaunm nekapCTtBeHHOro npenaparta,

3) BHOCMUT Npu NPUHATUM pELUEHUS O roCcyAapCTBEHHOW perncTpaumm nekapcTBeHHOro npenaparta gaHHble O
3aperncTpupoBaHHOM fEKapPCTBEHHOM rnpenapaTe, B TOM yMcne o hapmaueBTU4eckon cybecTaHummn, BXOOALEN B
COCTaB feKkapCTBEHHOro npenapara, B rocyJapCTBEHHbIV PeecTp NeKapCTBEHHbIX CPEACTB U BblOaeT 3asiBUTENIO
perMcTpaumMoHHOe  yOOCTOBEpPEHWE  feKkapCTBEHHOro  npenapaTta, Qopma  KOTOporo  yTBepxaaeTcs
YMOSTHOMOYEHHbIM  (befepanbHbIM — OpraHoM  UCMOMHUTENBHOW  BNacTW,  COrNacoBaHHble  HOPMaTUBHYIO
OOKYMEHTaLM0, HOPMAaTMBHBIN JOKYMEHT, MHCTPYKLMIO MO MPUMEHEHMWIO NIEKApCTBEHHOTO MpenapaTta M MakeTbl
NepBUYHOM YNAKOBKN N BTOPUYHOW (MOTPEOUTENBCKON) YNAKOBKN C yKa3aHWEM Ha HUX HOMepa perncTpalmoHHOro
yOOCTOBEPEHUS] NTEKAPCTBEHHOMO Npenaparta v AaTtbl ero rocyapCTBEHHON perncTpaummn unm B crydae npuHATUA
pelweHns o6 OTKase B rocygapCTBEHHOW perucrpaumuy nekapCTBEHHOro npenapata yBegoMNseT B MUCbMEHHOW
dopme 3asBuTENA 06 3TOM C yKasaHveM MPUYMH Takoro oTkasa. 3a Bbigayy permcrpaumoHHOro y4OCTOBEPEHMS
NeKapCTBEHHOro npenapara B3MMaeTCs rocyJapCTBEHHAas MOLNMHA B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccunckon ®egepauun o Hanorax u cbopax.

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

2. OcHoBaHuemM pfna oOTKa3a B [OCyAapCTBEHHOW peructpaummM JfekapCTBEHHOro npenaparta Ans
MEeOULMHCKOrO NMPUMEHEHNS SBNSAETCS 3aKMioYeHe COOTBETCTBYIOLLErO YNOSIHOMOYEHHOro deaepanbHOro opraHa
WCMNOMHMTENBHOW BriacTM O TOM, YTO KayecTBO M (MnM) 3(PEEKTMBHOCTb PErnmcTpyMpyemMoro fekapCTBEHHOrO
npenapata Ans MEOWLMHCKOrO MPUMEHEHMS He MOATBEPXKAEHbl MOMYYEHHbIMW OAaHHBIMU WM YTO PUCK
NpUYMHEHNs Bpeda 300pOBbI0 YerioBeka BCNeAcTBME Npuema NekapCTBEHHOro npenapata ans MeavLUHCKOro
npuMeHeHnst npeBbilaeT 3(PHEKTUBHOCTb €0 NPUMEHEHUS.

(vacTb 2 B pen. PenepanbHoro 3akoHa ot 04.06.2018 N 140-03)

3. TloBTOpHOEe npeAacTaBneHne B  COOTBETCTBYHOLUMA  YMONTHOMOYEHHbLIN  cbegepanbHbii  opraH
NCMONHUTENBHON BNAcTU NEKAapCTBEHHOIO Npenapara, B OTHOLEHUN KOTOPOro MoSly4eH oTkas B rocyapCTBEHHOMN
perucTpaumMm U KOTOpbIA BMOCNeACTBUMU MOABEPIcs M3MEHEHWUIO B 4acTW €ro CocTaBa, pacCMaTpuBaeTCsl Kak
npeAcTaBieHne HOBOFO JIEKAPCTBEHHOrO MpenapaTa Ha €ero rocyfapCTBEHHYH PEerncTpaumio HesaBUCUMO OT
COXpaHEeHMUs1 ero NEPBUYHOTO HAMMEHOBAHWSI.

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

4. Mpun npegocTaBneHUN 3asBUTENEM B COCTaBe PErucTPaLMOHHOrO J0Chbe Ha NeKapCTBEeHHbI npenapat
ANA BETepUHApHOro NMPUMEHEHUSI KOMWUM PELLIEHMS] YMONHOMOYEHHOro dheaepanbHOro opraHa MCronHMTeNbHOM
BMacTy O NPOBeAEHUN WHCTMEKTUPOBAHMSA MPOM3BOAUTENS NEeKapCTBEHHbIX CPeACTB CPOK MPUHATUA peLleHus o
rocygapcTBEHHOM peructpaumMmM  nekapcTBeHHOro  npenapaTa  Ansg BETEPUHAPHOIO  MPUMEHEHMUS
NpUOCTaHaBNMBAETCH CO OHS MOMYyYEHNs 3aKMHOYEHWUIA, YKazaHHbIX B YacTy 1 HacTosien cTaTby, OO AHS NMPUHATUS
YMNONHOMOYEHHBIM defieparnbHbIM OpraHoM UCMONHUTENBHOWM BNAacTW pelleHus o Bbigade unu ob oTkase B Bblaave
3aKMHOYEHNT O COOTBETCTBMM MPOU3BOAMTENSA NEKAPCTBEHHBLIX CPEeACTB TpeboBaHWaAM npaBun Haanexailen
NPON3BOACTBEHHOWN NPaKTUKN, HO He Bonee YemM Ha CTO BOCEMbAECAT pabounx gHEN.
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depepanbHbI 3akoH oT 12.04.2010 N 61-93
(pen. ot 06.06.2019)
"O6 obpalleHnn nekapcTBeHHbIX CpeacTs”

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

5. OcHoBaHMeM pAns oOTKasa B rOCydapCTBEHHOW perucTpauum rfekapcTBeHHOro npenapata Ans
BETEPUHaPHOro MPUMEHEHUS SABMSETCS 3aKMoYeHVe YNOMHOMOYEHHOro defeparnbHOro opraHa UCMNOHUTENbLHON
BMactTM O TOM, 4YTO KayecTBO M (Mnn) 3PAPEKTUBHOCTL PErucTpMpyemMoro rfekapcTBEHHOro npenapata Ans
BETEPUHaPHOrO MPUMEHEHUA He MOATBEPXAEHbl MOMNYyYEeHHbIMU AaHHBIMM UNW YTO PWUCK MPUYMHEHWs BpeAaa
3[0POBbLI0 XKMBOTHOrO BCreacTBME MpuemMa NeKkapCTBEHHOro npenapata Ans BeTepuMHApPHOro MNPUMEHEHUS
npesbiWwaeT 3PEeKTMBHOCTL €ro NPUMEHEHNS, 0TKa3 YNONTHOMOYEHHOro dyeeparnbHOro opraHa UCNONHUTENBHON
BMacTu B Bbiaye 3akryeHUs O COOTBETCTBUM MPOU3BOAUTENS NEKapPCTBEHHbIX CPeacTB TpeboBaHWsM npasun
Hagnexawie npou3BOACTBEHHOM MNPaKTUKM ANS  KaxdonW NPOU3BOACTBEHHOW NNOWAAKM pPerncTpupyemMoro
nekapcTBEHHOro npenapara Ans BeTEPUMHAPHOro MNPUMEHEHUS B Cryvae, ecnv Npou3BOACTBO JeKapCTBEHHOrO
npenaparta 4N BeTepyMHapHOro MNpUMEHEeHWs ocyllecTBnseTca 3a npegenamu Poccuiickon depepaunn, unm
OTCYTCTBME TAKOro 3aKIoYeHUs.

(yacTb 5 BBegeHa ®eaepanbHbiv 3akoHOM 0T 04.06.2018 N 140-93)

Ctatba 27.1. lMopsAgok onpegeneHUs B3aMMO3aMEHAEMOCTU JieKapCTBEHHbIX MpenapaTtoB Ans
MeAULMHCKOro NpMMeHeHuUA
(BBegeHa degepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

1. BsanMo3amMeHsieMOCTb NeKapCTBEHHbIX NpenapaToB Ans MeAULMHCKOro MpUMEHEHUs onpeaenseTca B
nopsiake, yctaHoeneHHoMm MpaButenscTeoM Poccuiickoint defepaunm, Ha OCHOBaHWUM criedyoLiMX NnapamMeTpoB:

1) akBMBaneHTHOCTb (ONna GuoaHanoroBbix (6MONOAOGHBIX) NEKAapCTBEHHbIX MpenapaTtoB (GuoaHanoros) -
COMOCTaBUMOCTb)  Ka4eCTBEHHbIX W  KOMWYECTBEHHbLIX XapaKTepucTuK dapmaueBTU4ecknx cybcTtaHumn
(ncnonb3oBaHWe pasnuYHbIX COMen, 3gMPoB, KOMMNMEKCOB, M3OMEPOB, Kpuctanmnuyeckux ¢opM U  Apyrux
NMPOVN3BOAHbLIX OQHOIO U TOrO e AeNCTBYIOLEro BeLLecTBa He ABMAETCA NPenaTCTBUEM AN B3aMMO3aMeHAeMOCTH
neKkapCTBEHHbIX NpenapaToB, €Cnu Mpu NPOBEAEHWUM WCCNeAoBaHUs OMOIKBMBANEHTHOCTU FEKapCTBEHHOMO
npenapara wunu B Criy4ae HEBO3MOXHOCTU MPOBEAEHMS 3TOr0 UCCNEeAOBaHUsi Npy MPOBEAEHUM MCCRnenoBaHus
TepaneBTUYECKON 3KBMBANEHTHOCTM NEKAPCTBEHHOrO npenapata [Joka3aHO OTCYTCTBME KIIMHUYECKM 3HAaYMMbIX
pasnuunii  bapmMakokMHETUKM U (Mnm) GesonacHocTM U 3PGEKTUBHOCTU JIEKApPCTBEHHOrO Mnpenapata Ans
MEANLMHCKOrO NPUMEHEHNS);

2) 9KBMBANEHTHOCTb JleKapCTBEHHOW dOopMbl (NOA SKBMBANEHTHbIMW JEKAPCTBEHHbIMU  hopMamu
MOHMMAIOTCH pasHble nekapcTBeHHble (hopMbl, MMeoLne oanHaKoBblE CNOCOD BBEAEHMS 1 CNOCOB NMpUMEHEHMUS,
obragatoLme conoctaBUMbIMN hapMakoOKUHETUHECKUMWN XapaKTepUCTUKamMmmn n hapmMakonormiyeckum AencTBuem u
obecneuunBalolme TaKke OOCTUXEHNE HEOBXOAMMOro KnMHu4eckoro adpdekta. Pasnnunsa nekapctBeHHbIX opm
He SABMAOTCA NPenaTtcTBMEM A WX B3aMMO3aMEHAeMOCTW, ecnv npu NpOBEAeHUW UccrnefoBaHus
OMO3KBMBANEHTHOCTM JEKapCTBEHHOro Mpenapata WM B CryYyae HEBO3MOXHOCTW MPOBEAEHWUS 3TOro
nccrefoBaHusa nNpu NPoBeAeHUN UccneaoBaHns TepaneBTUYECKOW 3KBUBANEHTHOCTU NeKapCTBEHHOro npenapara
[OKa3aHO OTCYTCTBUE KIMHWYECKU 3HAYMMbIX pasnuMuMin  apMakoKMHeTMKM wu  (Mnum) 6esonacHoCcTM U
3 PeKTMBHOCTM NEKapCTBEHHOIO npenapaTta AN MeguUMHCKOro NpUMEeHeHNs);

3) 9KBMBANEHTHOCTb UM COMOCTAaBUMOCTb COCTaBa BCMOMOraTesibHbIX BELECTB NIEKapCTBEHHOrO nNpenaparta
O MeANLMHCKOro NpMMeHeHus (pasnuyusa coctasa BCnomMoraTeNlbHbIX BELLECTB NIeKapCTBEHHOrO npenapara angd
MEAMLMHCKOro NPUMEHEHUS HE SABMSTCS NPENATCTBUMEM AN X B3aUMO3aMEHSEMOCTU, €CNU Npu NpoBeLeHUN
nccnenosaHms GUOSKBMBANEHTHOCTU NIEKAPCTBEHHOMO Npenaparta Ang MeguumMHCKOro NpUMMEHEHUs Unu B cnyyae
HEBO3MOXHOCTU MNPOBEOEHUS 3TOr0 MCCreaoBaHUs Npu  MPOBEAEHUN WCCNenoBaHMA  TepaneBTUYECKOWM
3KBMBANEHTHOCTU NeKapCTBEHHOro npenapaTta Ans MeguUUHCKOro NpUMEHeEHUs 0Ka3aHo OTCYTCTBUE KITMHUYECKU
3HaAYMMbIX pasnuunii bapmakoKMHETUKU U (Mnr) Ge3onacHoCTM U 3dPEKTUBHOCTU NEKAPCTBEHHOrO npenapara
Ans MeAMUMHCKOro nNpuMeHeHus. Ipn 3ToM pasnuumsi coctaBa BCNoMoraTernbHbIX BELLECTB HEe OOMKHbI NPUBOAUTL
K PUCKY BO3HMKHOBEHMWS CEPbE3HbIX HEXernaTerbHbIX peakuuin y OTAeNbHbIX FPynn MNauueHTOB MW MOBbILIEHUS
4YacTOTbl NX BO3HMKHOBEHNS);

4) ngeHTUYHOCTb cnocoba BBEAEHUS N MPUMEHEHMS;

5) OTCYTCTBME KIMTMHUYECKU 3HaAYNMbIX pa3nw414|7| npu npoBegeHnn wuccneagoBaHusA OVO3KBMBANEHTHOCTMN
NIeKapCTBEHHOro npenapara winM B Cllydae HEeBO3MOXHOCTU npoBeaeHnd 3TOro wuccrnengoBaHuAaA OTCyTCTBue
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KIMNMHNYECKN 3HaYNMbIX pa3n|/|q|/|l71 nokasaTenen 6esonacHocTu n Sd)(beKTI/IBHOCTVI NleKapCTBEeHHOro npenaparta npu
npoBeageHnn wumccnegoBaHuA Tepal’leBTVILleCKOIZ 3KBMBANEHTHOCTU. [JaHHbIN napamMeTp He TMnpuMeHAeTcAa B
OTHOLLEeHNN BOCNpouM3BedEHHbIX JEeKapCTBEHHbIX MpenapartoB, yKa3aHHbIX B 4acTu 10 ctatbn 18 HacTosLiero
CDe,qepaanoro 3akoHa. B oTHoweHun 6GuoaHanorosbIx (6VIOI'IO,CI,06HbIX) JIeKapCTBEHHbIX NpenapaTtoB
(6VIoaHaJ'IOFOB) OaHHble 00 OTCYTCTBUN KIMTMHUYECKN 3HAYUMbIX paanmqw?l ©e3onacHocTy, Sq)(*)eKTVIBHOCTVI n
MMMYHOIeHHOCTU J1eKapCTBEHHOINo npenaparta no pesynbtataMm nposeeHunAa KIMHUYeCKuXx nccnegoBaHuin
npeaocTaBndarTCcAa B nopsaake, yCTaHOBJIEHHOM HacTosLLEeN YacTblo;

6) cooTBeTCTBME  Mpou3BOAMTENS  JlekapCTBEHHOro  cpeAcTBa  TpeboBaHMsaM  Hagnexaiien
NPON3BOACTBEHHOW MPaKTUKN.

2. CpaBHeHVe napamMeTpoB PErMcTpMpyeMbIX NIEKAPCTBEHHbIX NpenapaToB ANs MeAULMHCKOrO NPYMEHEHNS
OCYLLECTBMSETCA KOMMUCCMEN SKCMEepPTOB 3IKCMEPTHOIO yuypexaeHus npu MNpOBEAEeHMU IKCMepTusbl  Takux
NeKkapCcTBEHHbIX MNpenapaTtoB B Mpouecce WX rocyAapCTBEHHOW peructpaumi. BbiBogbl 3KcneptoB O
B3aMMO3aMEHAEMOCTN WU HEB3aMMO3aMEHSIEMOCTU  JIEKApCTBEHHbIX NpenapatoB Ans  MeOULMHCKOro
NPUMEHEHUs, cOeNaHHble B pe3yrnbTaTe 3TOro CpaBHEHWsl, 0POPMMSAIOTCA B BUAE MPUIIOXKEHUSA K 3aKMOYEHUIo
3KCNepToB No hopMe, YTBEPXKAEHHON YNOMHOMOYEHHbIM dheaepasnibHbIM OpraHoM UCNONHUTENBHOMW BNacTu.

3. MonoxeHunss HacTosILEN cTaTby He PacrpoCTPaHSOTCA Ha pedepeHTHble NeKapCTBEHHblE NpenapaThbl,
niekapCcTBeHHble pacTUTENbHble MpenapaTbl, roMeornaTuyeckMe JekapCTBeHHble npenapaTtbl U JNIeKapCTBEHHbIE
npenaparbl, KOTOpble paspeLleHbl Ans MeaUUMHCKOro npumeHeHusi B Poccuiickon depnepauun Gonee gsaguatu
1eT U B OTHOLLEHUM KOTOPbLIX HEBO3MOXHO NpoBeeHNe NCCreaoBaHNs UX BUO3KBMBATIEHTHOCTY.

CraTbs 28. PerncrpaumoHHoe yqocToBepeHMe riekapCTBEHHOro npenapara

1. PeructpauvoHHoe yOooCTOBEpeHME NeKapCTBEHHOro npenapata C ykasaHWeM IekapCTBEHHbIX doopM U
JO3MPOBOK BblAaeTcsi 6GeccpoyHO, 3a WCKIOYEHWEM PErMcTPauMOHHOTO YOOCTOBEPEHUSl NEeKapCTBEHHOTO
npenapaTta, BbIJABAaEMOrO CO CPOKOM [eNCTBUS NSTb NET, Ha BMepBble perucTpupyemsle B Poccuiickoii
denepaunmn nekapcTBeHHbIE NpenapaTbl.

2. Mo UCcTeYeHUn ykasaHHOro B YacTu 1 HacTosALel cTaTbM CpOKa BbiaaeTca 6eccpoyHoe perncTpauMoHHoe
yAOCTOBepeHMe NiekapCTBEHHOro npenapaTa npy ycrosuy NoATBEPXKAEHUA ero rocyAapCTBEHHON perncTpaumm.

3. B cnyyae BHeceHus B cooTBeTCTBMM cO cTaTtbsamu 30 u 31 HacTosiwero deaepanbHOro 3akoHa U3MeHeHNn
B coAepxaliuecs B perMctpauMoHHOM [A0Cbe Ha 3aperucTpuvpOBaHHbIA NeKapCTBEHHbIM npenapaT AOKYMEHThI,
3aTparMBalolLMX CBEOEHWsi, OTPaKEHHble B PErMcTpauMoHHOM YAOCTOBEPEHUWM NEeKapCTBEHHOrO npenapara,
YMONTHOMOYEHHbIN  befepanbHbIi  OpraH  WCMOMHUTENbHOW  BRacTM  BblJAeT HOBOE  pPerucTpauyoHHOe
yOOCTOBEPEHME NEKapCTBEHHOMO npenapaTta, CogepKallee BHECEHHbBIE B HETO N3MEHEHUS.
(vacTb 3 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

4. B cnyyae yTpaTbl UM NOBPEXOEHUSA PEruMcTpaLmMoOHHOIo yaoCTOBEPEHUSI NEKApPCTBEHHOIO nNpenapaTa no
3a8BNeHnt0 B MNUCbMeHHoW dopMe fepxaTend unv  Bnagenbla perncTpaumoHHOro  yooCTOBEepeHUst
NEKapCTBEHHOrO npenapara Wnu YMNoSIHOMOYEHHONO UMW OPYroro HpUOUMYECKOro nuiua o Bbigadve pybnuvkarta
PErMcTpaumnoHHOrO YOOCTOBEPEHUSI JIEKAapCTBEHHOrO npenaparta YnorfiHOMOYEHHbIM  dbedeparnbHbIi - opraH
NCMNOMHMTENBHOW BMAcTWM B CPOK, HE MpEBbIWAKLWNA OeCATM paboumx OHEW CO OHSA MOCTYMNEHUs 3asiBreHus,
BblgaeT AybnukaT permctpauMoHHOro YAOCTOBEPEHMSI NEeKapCTBEHHOro npenapata. 3a Bbligady Aybnukata
pPErncTpaumoHHOro YyOOCTOBEPEHUS JIEKApPCTBEHHOrO Mpenapata B3MMaeTCs rocydapCTBEHHAsd MOWSMHA B
COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccunckon ®epepauum o Hanorax n cbopax.

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

CraTbs 29. NoareBepxaeHne rocyfapCTBEHHON perncTpauum nekapcTBEHHOro npenapara
(B pen. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. MNoaTBepxOeHWe rocyaapCTBEHHOM perncTpauvy nekapcTBEHHOro npenapaTta OCYLIECTBSAeTca npu
Bblaaye GeccpoYHOro PerucTpaLvoHHOro YAOCTOBEPEHUsI NEeKapCTBEHHOro npenaparta B criyyae, ykasaHHOM B
YyacTu 2 ctaTbu 28 HacTosiero deaeparnbHOro 3aKoHa, B CPOK, He MPeBbILLALLNIA LEeCTUAECATN paBboumnx OHen co
[HA MOMy4YeHUss COOTBETCTBYIOLIMM YMOMHOMOYEHHbIM (PeaeparnbHbiM  OpraHoM  UCMOSHATENbHOM  BracTu
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3adABIEHNA O noATBepXAeHUn rocyp,apCTBeHHon perncTtpaunmn nekapCTtBeHHOro npenaparta. He ocyLiecTBndeTcA
noareepXxneHue rocyp,apCTBeHHoﬁ perncrtpaunm B OTHOLLEHUN NTEKAPCTBEHHOIO npenapara, He HaxoauBLLErocqd B
o6pau.|.eHv|M B Poccuiickon CDep,epaLu/lvl B Te4yeHune Tpex un Oonee neT, a Takke B OTHOLUEHWUU JleKapCTBEHHOIo
cpencrtea, npon3seeHHOro C HapyleHuem Tpe6OBaHMFI, YCTAHOBJ1IEHHOIO 4acCTbko 3.7 ctatbn 71 HacTosiwero
CDe/J,epaanoro 3aKOHa.

2. 3asBneHve O MNOATBEPXKAEHUW rOCYAapCTBEHHOW perucTpauum nekapcTBEHHOro npenapaTa
npeacTaBnseTcs B COOTBETCTBYIOLUMIA YNOMHOMOYEHHbBIN ddedeparbHbIil OpraH UCNONHUTENBLHON BNacTn He paHee
YemM 3a CTO BOCEMbAECAT AHEN OO0 WUCTEeYEeHWs Cpoka [AeWCTBUS PEerucTpaumoHHOro  YAOCTOBEPEHUS
nekapcTBeHHOro npenapaTa.

3. lMNoateepxxgeHne rocygapCTBEHHOM perucTpaumy feKkapcTBEHHOro npenaparta OcCyLecTBnseTca no
pesynbTatam 3KCMepTu3bl OTHOLLEHUS OXMAAEeMOWN MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHWUs NeKapCTBEHHOro
npenapata Ha OCHOBaHMW pe3ynbTaToB MOHUTOPWHra 3(EKTUBHOCTM W BEe30nNacHOCTU NeKapCTBEHHOro
npenapara, NPOBOAMMOrO AepXaTeneM WnuM BrnagenbueM perncTpauyoHHOro yaoCTOBEPEHUs MekapCTBEHHOro
npenapaTta nMbo YMNONHOMOYEHHLIM UMW OPUOUYECKUM MULOM, a Takke COOTBETCTBYHOLUMM YNONHOMOYEHHbIM
denepanbHblM OpraHOM WCMOMHUTENbHOW BRactu B COOTBETCTBMM C TpeboBaHuAMW cTaTbi 64 HacTosLiero
depepanbHOro 3akoHa.

4. K 3asBneHunto o noareepXxneHunn FOCy,D,apCTBeHHOVI perncTtpaunmn JrneKkapCTtBeHHOro rnpenapata Aand
MeOULUMHCKOIro npuMeHeHuna npunararTca:

1) AOKYMEHTHI, cogepxalume pesynbTaTbl MOHUTOPUHra 3PEKTUBHOCTU U BE30MacHOCTU NEeKapCTBEHHOMO
npenapaTta AN MeOULUHCKOrO MpUMEHEHUs, NPOBEAEHHOro AepXaTtenem unu BragenbuemM perucTpalmMoHHOro
YOOCTOBEPEHUS] NIEKApCTBEHHOIO npenapata Ans MeOMUUHCKOrO MNPUMEHEHMSt NMOO  YNOSIHOMOYEHHBIM UM
IopUaNYECKMM NULIOM, NO opMe, YTBEePXKAEHHON YNONHOMOYEHHbIM deaepanbHbIM OpraHoM WUCMNOMHUTENbHON
BMNacTu;

2) KONUS NWLEH3NM Ha NMPOW3BOACTBO EKAPCTBEHHbIX CPEACTB WM KOMWUS 3aKMYeHUs O COOTBETCTBMU
npoun3soauTena IneKkapCTBEeHHbIX CpencTtsB TpGGOBaHVIFlM npasun Ha,u,nemau.l,eﬁ I'IpOI/I3BO,lJ,CTBeHHOl7I NPaKTUKK,
BblAa@HHbIX YNOJTHOMOYEHHbIM (be,qepaanblM opraHomMm MCNONMHNTENBbHOW BNACTU B OTHOLLIEHUM I'IpOI/I3BO,El,CTBeHHOI7I
nnowaakn nekapCrtBeHHOro npenaparta ana MmeguumHCKOro npuMmeHeHund, rocyaapCrteeHHaa permcrpayma Kotoporo
noaTBepPXOaeTcs B cryvae, ecrnv npou3BOACTBO fEKapCTBEHHOro npenapaTta And MeauLMHCKOro NpuMeEHeHUs
ocyulectengaetcs B Poccuiickon deaepavmuy;

3) Konusi BblAaHHOW YMONHOMOYEHHbIM OPraHOM CTpaHbl MPOW3BOAMUTENS FNMLEH3UM Ha NPOU3BOACTBO
nekapcTBEHHOro npenaparta Ansi MeAWUMHCKOro NMPUMEHEHUS U ee MepeBOfd Ha PYCCKUIM si3blK, 3aBEpeHHble B
YCTaHOBMEHHOM MOpPSiAKE, @ Takke KOMUS 3akmnioYeHUst O COOTBETCTBUM MPOU3BOAUTENS NEKAapCTBEHHbIX CPEACTB
TpeboBaHNAM npaBuI Hagnexalen nNponu3BoACTBEHHOW MPaKTUKW, BblAAHHOMO YMNOMHOMOYEHHLIM (hedeparnbHbIM
OpraHoM MCMOSIHUTENbHOW BNacT B OTHOLLUEHUN NPOU3BOACTBEHHONM MIOLWAAKM NeKapCTBEHHOrO npenapara Ans
MEOULMHCKOrO NMPUMEHEHUSI, TOCYLApPCTBEHHAsi PErucTpaumsi KOTOpPoro MoATBEPXKAAETCs, WM KOMUS peLleHust
YMONTHOMOYEHHOTO  befepanbHOro  opraHa WCMOMHUTENbHOW BNactM O MPOBEAEHUN  MHCNEKTUPOBAHMUS
Npon3BOAMTENS] JEKAPCTBEHHbIX CPEACTB B CriyYae, €cniv MNpOu3BOACTBO JIEKAPCTBEHHOrO npernaparta Aans
MeOMLMHCKOro NpUMEHEHMS OCYLLECTBNSIETCS 3a Npeaenamu Poccuiickon depepauun.

(vacTb 4 B peg. ®egepanbHoro 3akoHa ot 04.06.2018 N 140-93)

4.1. B oTHOWeEHMM B1oNornyecknx NekapCTBEHHbIX NpenapaToB Ansi MeAULMHCKOIrOo NPUMEHEHNS 3asaBUTESb
OOMOMNHUTENBHO NpeacTaBnseT pesynbTaTbl MEpPONpPUATUA, NPEeaYyCMOTPEHHbIX MMAaHOM YNpaBfeHWUst pUcKamu,
YTBEPXKAEHHbIM  YNOMIHOMOYEHHbIM heaeparnbHbIM  OpraHOM MCMOMHUTENbHOW BracTM MNpuU  OCYLLECTBIEHUMU
rocyapCTBEHHOW perncTpaumm nekapcTBEHHOro npenapara Ans MeAULMHCKOro NpUMeHeHNs.

(vacTb 4.1 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-d3)

4.2. K 3aaBneHU0 O MOATBEPXKOEHWM TOCYAAPCTBEHHOW perncTpauuv fekapcTBEHHOro npenaparta ans
BETEPVHAPHOro MPUMEHEHUs NpunararTcs AOKYMEHTbI, cogepKallume pesynbTaTbl MOHUTOPUHIa 3h(EKTUBHOCTU
1 6e3onacHOCTU JIeKapCTBEHHOro rnpenaparta Afis BeTEPUHAPHOIO NMPUMEHeHWsl, MPOBOANMOrO AepKaTernemM unm
BrafenbUeM perncTpaunoHHOro YAOCTOBEPEHUsS! NIEKapCTBEHHOrO Mpenaparta Ansi BETEPUHAPHOro MpPUMEHEHUs!
nMBO YNOSIHOMOYEHHBIM UM OPUANYECKAM NULOM, NO hopMe, YTBEPXKAEHHOW YNONMHOMOYEHHBIM dheepalibHbIM

OpraHoM WCMNOMNHUTENBHON BRacTW, U AOKYMEHTbI, yKaszaHHble B nyHkTax 1, 2 - 2.2, nognyHktax "a", "6", "k", "n
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nyHkTa 4 yactn 3 ctatbmn 17 HacTodwero PeneparnbHOro 3akoHa.
(vacTb 4.2 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-d3)

4.3. C 3asBneHMemM O MNOATBEPXOEHUN TFOCYAapCTBEHHOW perncTpauum JekapCTBEHHOrO npenapara
3aaBuUTENb NPEeacTaBnsieT KOMUIO [OKYMEHTa, NOoATBEPXKAAlLWero ynnaTy roCcyqapCTBEHHOW MOLWUHBI 33
noaTBEPXKAEHME TrOCYAAapCTBEHHON perncTpauum JnekapCTBEHHOro mnpenaparta, nmbo MOXeT NpeacTaBuTb
yKa3aHHbIi JOKYMEHT no CcOOCTBEHHOW wWHuumatmee. B cnyvae HenpenctaBneHWs ykasaHHOMO LOKYMeEHTa
YMNOMMHOMOYEHHbIV hbeaepanbHbIi OpraH UCMOMHUTENBHON BRacTu npoBepsieT dakT ynnatbl rocygapCTBEHHOM
MOLUMMHbI 3asdBUTENEM MNOCPEACTBOM WUCNOMb30BaHUA WHGoOpMaumm o6 ynnaTe rocyaapCTBEHHOW MNOLUMMHbI,
copjepxallencs B [ocygapCTBEHHOM WMHOPMALMOHHOW CUCTEME O [OCYAAPCTBEHHbLIX W MyHUUUNAMNbHbIX
nnaTtexax, Ha OCHOBaHMM nNpeacTaBNeHHOW 3asBUTENneM KOoMuuM [AOKYMEHTa, MoATBepXaatolero ynnarty
rocygapCTBEHHON MOLUMUHbI.

(yacTb 4.3 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

5. B TeyeHue pgecatn paboumx AHEN CO OHS MPUHATUSA 3asBMEeHMs O NOATBEPXAEHWUM TOCYAapCTBEHHOW
perncTpauunm nekapCTBEHHOro npenaparta U A0KYMEHTOB, COAepXKaLlmxX pe3ynbTaTbl MOHUTOPUHIA 3(EKTUBHOCTU
n 6e30nacHOCTU NeKapCTBEHHOro npenapara, NPOBOAUMOro AepXaTeneMm unu BnagenbuemM peructpaLMoHHOro
YOOCTOBEPEHUS]  NIEKApCTBEHHOro  npenapata nuMbO  YMONMHOMOYEHHbLIM UMW HOPUAMYECKMM  IMLIOM,
YNONHOMOYEHHbIV dhefeparnbHbli OpraH UCNONHUTENBHON BNAcTu:

1) npoBOAUT NPOBEPKY MNOJTHOTDI cBegeHun, cogepXawmxca B npeacraBlieHHbIX 3adBUTENEM JOKYMEHTaX;

2) npuHMMaeT pelleHne o npoBedeHun unnm ob oTkase B MPOBEAEHUU IKCMEPTU3bl OTHOLLEHUS OXnaaeMon
Nornb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NeKkapCTBEHHOro npenaparta Ha OCHOBaHMU pesynbTaToB MOHUTOPUHra
adppekTMBHOCTM M Be3onacHOCTU feKapCTBEHHOro npenapata, NPOBOAMMOrO AepXatenem wunv Bragenbuem
perucTpaumoHHOro yAOCTOBEPEHNSI NeKapCTBEHHOro npenapata nvMb0o YMNOMHOMOYEHHbIM UMW HOPUANYECKUM
nuuom, a Takke dedepanbHblM OpraHOM WCMOMHWTENbHOW BNacT B COOTBETCTBUM C TpebGoBaHuAMU cTaTbh 64
HacTosero PefepanbHOro 3aKoHa;

3) yBegoMNSAeT B SMIEKTPOHHOW hopMe UMM NMUCbMEHHOM hopMe 3asBUTENST U SKCMEPTHOE Y4YpexaeHue o
NPUHATOM peLueHnn NMbo B cny4ae NpUHATUSA pelleHns 06 0Tkase B NPoBeSEeHUM IKCNepTU3bl ykasblBaeT NPUYMHbI
Takoro oTkasa.

6. B cnyyae BbISIBNEHUSI HEOOCTOBEPHOCTU M (UNM) HEAOCTAaTOYHOCTU MHGOpMauuW, cofepalleincs B
NpeAcTaBlieHHbIX 3asiBUTENIEM [OKYMEHTaX, YMNOJIHOMOYEHHbIN dedepanbHblii opraH WCMOSHUTENbHON BracTu
HanpaenseT 3asBMTEN0 3anpoc 06 YTOYMHEHUM YyKasaHHOW WHGOopMauuu. 3anpoc  YNOIHOMOYEHHOro
henepanbHOro opraHa WCMOSHUTESNIbHOW BriacT MOXeT ObiTb nepegaH YNoNHOMOYEHHOMY MNpeacTaBuTEenio
3anABUTENs NNUYHO MOA PacnUCKy, HanpaBneH Mno noYTe 3akasHbiM NMUCbBMOM UMW NepefaH B 3MEeKTPOHHOW dhopMe
No TENEeKOMMYHUKALIMOHHBLIM KaHanam cBaA3u. B criydae HanpasneHus sanpoca ynornHOMOYeHHOro deaepanbHoro
opraHa WCMOMHMUTENbHOM BNacTu No rno4vte 3akasHbiM NMUCbMOM OH CYATAETCS MOMyYeHHbIM MO UCTEYEHUM LLECTU
[Hel ¢ AaTbl HanpaBeHNs 3akasHoro nNMcbMa.

7. 3asBuTenb o6si3aH NpeacTaBATb OTBET Ha 3anpoc  YMNOHOMOYEHHOro dhedepanbHoro opraHa
UCMONHUTENBHOW BracTM B CPOK, HE MpeBblalWnii AeBsHOCTa pabounx AHeN co AHS ero nonyyeHusi. Cpok,
yKasaHHbIi B 4YacTM 5 HacTosiwel cTaTbW, MPUOCTaHaBMMBAETCS CO AHS HamnpaBrieHusl 3asiBUTENo 3anpoca
YNOSTHOMOYEHHOTO (hefeparnbHOr0 opraHa MCMOSIHUTESIbHON BNacTu A0 AHS MOSyYeHWst UM COOTBETCTBYHOLLENO
OoTBETa W He Y4YUTbIBAETCA TMNpPU  UCHWUCNIEHWM CPOKa MOATBEPXOEHWUS rOCYAapCTBEHHOW perucTpaumm
rneKkapCcTBEHHOro npenapara.

8. OcHoBaHMeM Ans OTKa3a B NPOBEAEHUN OKCNEepPTU3bl OTHOLUEHUS OXWOAEMOW MONb3bl K BO3MOXHOMY
PUCKYy NMPUMEHEHMWS NeKapCTBEHHOro npenaparta ABnseTca NpeAcTaBneHe JOKYMEHTOB, coaepKalunx pedynbTathbl
MOHUTOPUHra acphekTMBHOCTM M BEe30NacHOCTM NekapCTBEHHOro npenapaTta, 1 (Mnu) B OTHOLIEHUM BUonormyeckux
rfiekapCTBEHHbIX NpenapaToB pes3ynbTaToB OCYLLECTBEHNS MEpPONPUATUA B COOTBETCTBMM C NIIAHOM ynpasneHus
puckamu,  YTBEPXAEHHbIM  YMONMHOMOYEHHbIM  dbefepanbHbiM  OpPraHoM  UCMOMHUTENbHOW  BNactu  npu
OCYLLIeCTBMNEHNN FOCYAapCTBEHHOW perncTpaumm riekapcTBEHHOro npenapara, B HenoriHom obbeme, OTCyTCTBME
nHdopmaumm, nogreepxgatoLen gakt ynnatbl rocyaapCTBEHHOW MOLLUMMHLI 38 NOATBEPXKAEHWUE rocyaapCTBEHHOM
permvcTpaumm nekapCTBEHHOro npenapara, nMbo HenpeacTaBneHve 3asBUTENEM B YCTAHOBMNEHHbLIW CPOK OTBETA Ha
yKa3aHHbIi B 4acTuM 6 HacTosiwen ctaTbu 3anpoc YNONHOMOYEHHOro deaepanbHOro opraHa MCMONHUTENbLHON

Ctpanunua 44 13 99



depepanbHbI 3akoH oT 12.04.2010 N 61-93
(pen. ot 06.06.2019)
"O6 obpalleHnn nekapcTBeHHbIX CpeacTs”

BNacCTHn, a TakKe OTCYTCTBME B YKa3aHHbIX JOKYMEHTax VIH(bOpMaLI,I/IVI, KOTOpasa AoJikKHa ObITb B HUX OTpaxeHa.

9. OkcnepTusa OTHOLIEHUS OXWOAEMOMW MOMb3bl K BO3MOXHOMY PWCKY MPUMEHEHUS FeKapCTBEHHOMO
npenapaTta B Uensx NOATBEPXAEHUSA rocydapCTBEHHOW perucTpauuy nekapCTBEHHOro mnpenaparta npoBOAMTCH
KOMWUCCHEN SKCMEPTOB IKCMEPTHOIO YUYPEXOEHNSA B CPOK, HE MPEBbILLAIOLLINA COPOKa paboyumx OHEN.

10. B cnyyae HeOoOCTaTOYHOCTM NPeACTaBreHHbIX 3KCTMepTy Matepuanos AnA Aadyun 3akmioyeHus aKcrnepT
obpallaeTcs K pykoBOOUTENIO 3KCMEPTHOrO YYpEeXAeHWs O NpedoCcTaBfeHuM eMy HeobXoaMMbIX MaTepuanos.
PykoBoguTenb 3KCMepTHOro ydpexzaeHust obpaljaeTcs C COOTBETCTBYHOLIMM 3arnpocoM B YMOSHOMOYEHHbI
thenepanbHbIi OpraH WCMONHWUTENbBHOW BacTW, BblAaBLUMIA 3agaHWe Ha NpOBedeHWe 3KCTepTU3bl OTHOLUEeHUS
0OXMOaeMol Mosb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWUsI NIeKapCTBEHHOro npenapaTa Ha OCHOBaHWMKM [OKYMEHTa,
cofepkallero pesynbTaTbl MOHWTOpPUHTa 3hdeKTUBHOCTM UM 6Ge30nacHOCTU NeKkapcTBEHHOro npenaparta. B
TeyeHune nATM paboumx OHEeW co AHS MOCTYMNEHUs 3anpoca PyKOBOAMTENS SKCMEPTHOMO YYPEXKOAEHNS YKa3aHHbIN
henepanbHbIl OpraH UCMOSIHUTENBHOM BNAacT! HanpaBsrsieT 3asiBUTEN0 3anpoc O NMPeACTaBNeHnn HeobXoanMbIX
mMaTtepuarnos, KOTOPbIV MOXET BblTb NepeaaH YNnonHoMOYeHHOMY NPeacTaBUTENIO 3asiBUTENSA NUYHO NOA, PAaCUCKY,
HanpaBsfeH Mo Mno4yTe 3akasHbiM MUCbMOM UMM MepedaH B 3MeKTPOHHOW opMe MO TeneKOMMYHUKALNOHHBLIM
KaHanam cBsi3W. B crny4yae HanpaBneHust 3anpoca YnoNHOMOYeHHOro dedeparnibHoro opraHa WCMONMHUTENbHOW
BI1ACTK MO MoYTe 3aKasHbIM NUCbMOM OH CYMTAETCS NOy4YeHHbIM N0 UCTEYEHWUM LLECTU AHE C AaTbl HanpaBneHus
3aKa3Horo nucbma.

11. BasButenb o6si3aH NpeacTaBUTb OTBET Ha 3anpoc  YMNOfHOMOYEHHOro defeparnbHOro opraHa
NCMNOMHMTENBHOW BNAaCcTN B CPOK, HE MPEBbILLALWUA LeCTUAECATN paboumx AHEN CO AHSA MOSyYeHUs yKasaHHOro
3anpoca. YNosIHOMoYeHHbIM doefeparbHblii OpraH UCMOMNHUTESNbHOW BNacTW, BblAaBLUMIA 3adaHWe Ha npoBefeHue
9KCNepTn3bl OTHOLLEHUA o>|<|/|,u,aeM0|7| nonb3bl K BOSMOXHOMY PUCKY NMPUMEHEHUA nekapCTBeHHOro rnpenaparta Ha
OCHOBaHUW  OOKYMEHTa, cofepxallero pesynbTatbl MOHUTOpUMHra 3ddEKTMBHOCTM U 6e30nacHOCTU
NeKkapCTBEHHOro npenaparta, B TedeHne natm paGoqu ,EI,HeI7I CO OHA NOCTynneHuA OT 3aABUTENA oTBeTa Ha 3anpoc
YNOMHOMOYEHHOro heaepanbHOro opraHa WCMNOMHUTENbHOW BriacTM HarnpasnseT 3TOT OTBET B 3KCNepTHoe
yupexaeHue. B cnyyae HenpencTaBneHUs Mo UCTEYEHWMM LUECTMAECATU paboyumx OHen 3asBuTenem oTBeTa Ha
yKa3aHHbIA 3anpoc YNOSHOMOYEHHbIN bedepanbHbIi OpraH UCNOMHUTENBHOW BNAcTW, BblAABLUMW 3afaHWe Ha
NpoBeAEeHNE 3KCNEPTM3bl OTHOLLEHWUS OXMAAEMOW Mofb3bl K BO3MOXHOMY PUCKY MPUMMEHEHUSI NeKapCTBEHHOMO
npenapaTta Ha OCHOBaHUM AOKYMEHTa, cogepXallero pesynbTaTbl MOHUTOPUHIa adekTUBHOCTM U Be3onacHoCTH
NeKkapCcTBEHHOro nNpenapaTta, B TeYeHue NsaTu paboumx AHEN HanpaBrsieT B 9KCNEPTHOE yUYpeXaeHne yBegoMIieHNe
O HenpeacTaBneHnM 3asiBUTENeM OTBETa Ha 3anpoc yka3aHHOro opraHa. Bpems co gHA HanmpaBneHus 3anpoca
9KCMEPTHOro yypexaeHns B yNnonHOMOYEHHbIN bedepanbHbli OpraH UCMOMHUTENbHOW BNAcTU OO0 AHS NOMAyYeHus
OKCNepTHbIM Yy4ypexaeHnemMm oTBeTa Ha 3anpoc UM yBeaoMIieHuA O HenpencrtaBleHUnM OoTBeTa Ha 3anpoc He
y4nuTbiBaeTCAd npu UCHUCNEHUN CPOKa npoBeaeHUA 3KCNepTu3bl OTHOLUEHUA omm,qaemoﬁ Nnosnb3bl K BO3SMOXHOMY
PUCKYy MPUMEHEHUS NeKapCTBEHHOro npenapata Ha OCHOBaHUMM [AOKYMEHTa, coAepXallero pesynbrathbl
MOHUTOPUHIa adPheKTUBHOCTM 1 BE30NACHOCTM NIEKapCTBEHHOIO Npenapara.

12. B cpok, He NpeBbiWaLLNA OecATU pabounx OHEN CO OHS MOMyYeHWs 3aKNioYeHNs KOMUCCUM 3KCMEePTOB
no pesynbTaTtam 3KCMEePTU3bl OTHOLUEHUSA OXMAAEMON NOMNb3bl K BO3MOXHOMY PUCKY NPMMEHEHWST NeKapCTBEHHOIO
npenapaTa, COOTBETCTBYIOLUIN YNONIHOMOYEHHbLIN ddefepanbHbli OpraH NCNOSTHUTENBHOW BRacTu:

1) OCYyLLEeCTBNAET OLUEeHKY 3TOro 3aKkn4eHuna ana onpeaerneHna ero CooTBeTCTBuA 3aaHUIo0 Ha npoBeneHune
yKa3aHHOIZ OKCNEPTU3bI;

2) NpMHMMaeT peLleHne o NoaTBEPXKAEeHUN rocyaapCTBEHHON perncTpaunmy ekapcTBEHHOro npenapara unm
06 oTKase B NOATBEPKAEHUM rOCYAAPCTBEHHON PErMcTpaummn NekapcTBEHHOro npenapara;

3) BHOCUT MpWU MPUHATUMU PELUEHNS O MOATBEPXKAEHWM rOCYAapCTBEHHOW perncrpaumu nekapCTBEHHOro
npenaparta cBeAeHUsA B roCyAapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB WM BblAaeT 3asBuTento 6eccpoyHoe
perncTpaumMoHHoe yA0CTOBEPEHME NIeKapCTBEHHOrO Npenapara.

13. OcHoBaHvneM Anis oTKasa B NOATBEPXKOAEHUN FOCYAAPCTBEHHON perncTpaumm nekapcTBeHHOro npenapara
ABMAETCA 3aKMoYeHne COOTBETCTBYIOLLIErO YNONHOMOYEHHOro efepanbHoro opraHa UCMONHUTENBHON BRAacTu O
TOM, YTO PWUCK MPUYMHEHWS Bpeda 300pPOBbI0 YernoBeka WM XKMBOTHOIO BCNeACcTBME Npuema NekapCTBEHHOro
npenapaTa npeBbilaeT 3PPEKTUBHOCTL €0 NPUMEHEHNS.

(B pea. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)
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14. B nepvoa nposefeHus npoueaypbl NoATBEPXOEHUS roCygapCTBEHHON perncrpauum NnekapcTBEHHOro
npenapata ero obpaweHne B Poccuiickon defepaunm He NpuocTaHaBnNMBaeTCs.

15. JonyckaeTca obpalleHne nekapCcTBEHHbIX NpenapaToB ANs MEAMUUHCKOro NMpMMEHEHUS 0O UCTEYEeHus
Cpoka rogHOCTW, MPOM3BEAEHHbIX B TE€YEHME CTa BOCbBMWOECATU KaneHOapHbIX AHEW nocne AaTtbl NPUHATUS
YNOSIHOMOYEHHbIM  dbefeparnbHbiM  OpPraHOM  WCMOSHUTENIbHOM  BRacTM  pelleHnMs O  NoATBEPXAEHUM
rocydapCTBEHHOW  peructpauuu, B COOTBETCTBUM C WHpopmMaumen, copepxalenca B  AOKYMEHTax
perncTpaLmMoHHOro OChbe Ha NeKapCTBEHHbIM Npenapart 40 AaTbl MPUHATUSA Takoro peLleHns.

Cratba 30. BHeceHue M3MeHEHUN B OOKYMEHTbl, coAepXaliuecs B pPerMcTpaumMoHHOM A0Cbe Ha
3aperMcTpupoBaHHbIN NeKapCTBEHHbIN NpenapaTt Ans MegULMHCKOro NpuMeHeHus

1. B uensax BHECEHMS W3MEHEHWA B [OOKYMEHTbl, cogepXawmecss B pPEermcTpauMoHHOM [OCbe Ha
3aperMcTpUpOBaHHbIA NEKAPCTBEHHbIV NpenapaTt Afs MeauUMHCKOTO NMPUMEHEHWs, OepXaTenb unu Bragerney
pPerMcTpaumoHHOro yaoCTOBEPEHMS NIEKapCTBEHHOMO npenapaTta unu yrnosIHOMOYEHHOE MM Opyroe opuanyeckoe
nMuo (Oanee B HaCTOsIWEN CcTaTbe - 3asBUTENb) MPEACTaBMsieT B YMNOSIHOMOYEHHLIN dhenepanbHbI opraH
NCMNOMHMTENBHOW BNacTun 3asBieHNE O BHECEHWUM TaKUX U3MEHEHWI Mo hopMe, YCTaHOBNEHHOW YNONMHOMOYEHHbIM
Q)G,El,epaj'leblM opraHomMm MCMNONMHNTENBbHOWN BnacTtu, N npunaraemMmble K HeMy USMeHEeHUA B YKa3aHHble JOKYMEeHThI, a
Takke OOKYMEHTbI, MOATBEPXKAAILLNE HEODXOANMOCTb BHECEHUS TAKUX N3MEHEHWIA.

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

1.1. Tlpn HeobGXOOUMOCTN BHECEHWst B [AOKYMEHTbl, COAEpXalimecs B pPerucTpauMoHHOM [OoCbe Ha
3apEerMcTpUpPOBaHHbIA NIEKAapCTBEHHBIM MpenapaT Ans MEeOUUMHCKOTO MNPUMEHEHWS, U3MEHEHMWI, YKa3aHHbIX B
nyHKTe 3 YyacTu 2 HacTosen cTaTbl N TPebyoLWwmMX NpOBEAEHNS IKCNEePTU3bl KAa4YeCTBa JIEKapCTBEHHbIX CPeacTB,
3asABuTENb AOMOSMHUTENBHO MpeacTaBnseT B YNOMHOMOYEHHbIN deaepanbHbil OpraH WCMONHUTENbHOW BRacTu
KOMUIO TNULEH3NUN Ha MNPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB WMNW  KOMWUIO 3aKMYeHUs O COOTBETCTBUM
npon3BoOaMTENSA NEKapCTBEHHbLIX CPeacTB TpeboBaHMAM MpaBun Hagnexaiwen npPou3BOACTBEHHON NPaKTUKW,
BblAaHHbIX YMONTHOMOYEHHBIM defeparnbHbiM OPraHoOM MWCMOSTHUTENbHOW BracTV B OTHOLUEHUN U3MEHEHHOW WU
(vnn) oononNHEeHHON NPOM3BOACTBEHHOM MNIOLWAAKN NEKapCTBEHHOro npenapara, B Criyyae, ecriv npousBOACTBO
NeKkapcTBEHHOro npenapaTta ocyuwlecteBnsietcs B Poccuickon  Pepepaummn, nmbo konvw  BblgaHHOM
YNOMHOMOYEHHbIM OPraHoOM CTpaHbl MPOU3BOANTENS NULIEH3UM Ha NPOU3BOACTBO NEKapCTBEHHOro npenapara 1 ee
nepeBof Ha PYCCKUA A3blK, 3aBePEeHHbIE B YCTAHOBNEHHOM NOPSAAKE, a Takke KOMMIo 3aKmniovyeHUs 0 COOTBETCTBUU
Npon3BOAMTENS NEKAPCTBEHHbLIX CpeacTB TPeboBaHUSM MpaBun Hagnexallen NpOWM3BOLACTBEHHOW MNPaKTUKW,
BbIJAHHOIO YMOJSIHOMOYEHHbIM dbeeparbHbiM OPraHOM WCMOMHUTENBHOW BNAcTM B OTHOLUEHUW WU3MEHEHHOW WU
(MriM)  QONOMHEHHOW NpPOW3BOACTBEHHOW NMOWAAKM JIeKapCTBEHHOro npenapaTta, WM  KOMWIo  peLleHus
YMOSTHOMOYEHHOro  begepanbHOr0o  opraHa WCMONHUTENbHOW BNAactM O MPOBEAEHUN  MHCNEKTUPOBAHMWS
nNpon3BoAMTENs] FEeKapCTBEHHbIX CPEACTB B Crnydae, €ecnvM  MNpOM3BOACTBO  fleKapCTBEHHOro npenapaTta
ocyllecTengaeTcs 3a npegenamm Poccuinckon depepaumm.

(wactb 1.1 BBegeHa dPepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

1.2. TMpn HeobxoauMOCTM BHECEHUA B [OKYMEHTbl, CcoAepXalimMecs B perucTpauuMoHHOM [0Cbe Ha
3aperncTpupoBaHHbIV NEKapCTBEHHbIV MpenapaTt Ans MeOUUMHCKOrO MPUMEHEHWSs, U3MEHEHWN, yKa3aHHbIX B
nyHKTe 4 YacTu 2 HacTosLWen cTaTby U Tpebylowmx NpoBeeHUs 3KCMepTM3bl KayecTBa NeKapCTBEHHbIX CPEACTB,
3asaBUTENb AOMOMHUTENbHO MpeacTaBnseT B YNONHOMOYEHHbIN dhedepanbHbli OpraH UCNOMHUTENbHOW BriacTu
KOMUIO NWLEH3MM Ha MPOW3BOACTBO NIEKAPCTBEHHBLIX CPEACTB MMM KOMUIO 3aKMIOYEeHUs O COOTBETCTBUM
NPON3BOAMTENSA NEKapCTBEHHbLIX CPeAcTB TpeboBaHVAM npaBun Hagnexaiien npon3BOACTBEHHON MPaKTUKK,
BblJAHHbIX YNOSTHOMOYEHHbLIM ddefeparbHbiM OPraHoOM UCMONHUTENBbHOW BriacTU B OTHOLLUEHUN NPOU3BOACTBEHHOW
nrnowagkM nekapcTBEeHHOro npenaparta, B Cry4Yae, €Cnv NPOM3BOACTBO EKapCTBEHHOro npenapaTa
ocyuwlectensetrca B Poccuinckon ®depepaumn, nmMbo KONUKO BbIAAHHOW YNOMHOMOYEHHBbIM OpraHoM CTpaHbl
npou3BoauTENst NULEH3MUM Ha MNPOM3BOACTBO FEKApCTBEHHOrO Mpenapata WU ee MNepeBof Ha PYCCKUA A3bIK,
3aBepeHHble B YCTAHOBMEHHOM [MOPsSAKe, a TakkKe KOMUIo 3akioyeHWss O COOTBETCTBMU MPOU3BOAUTENS
rnekapCTBeHHbIX CcpeAcTB TpeboBaHMAM npaBun Hagnexalwen npou3BOACTBEHHON MPaKTUKKW, BbIAAHHOMO
YMNOIHOMOYEHHbIM beeparnibHblM OPraHOM WCMOMHUTENbHOM BNAcTU B OTHOLLEHUW MPOVM3BOACTBEHHOW NMOLLaaKu
fiekapCTBEHHOro npenapaTa, Unu KOMWK peLleHns YNosTHOMOYEHHOro hedepanbHOro opraHa MCNOMHUTENbHOW
BMacTM O nNPOBEAEHWM WHCNEKTUPOBaHWA MPOU3BOAMTENS NEKapCTBEHHOro Ccpeactsa B Cryyae, ecnu
NPOVN3BOACTBO NEKApCTBEHHOIO NpenapaTta ocyLLecTBnseTcs 3a npeaenammn Poccuiickon ®egepaumn.

(vyacTtb 1.2 BBegeHa PegepanbHbiM 3akoHOM oT 04.06.2018 N 140-d3)
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1.3. MpuHATME pelueHns O BHECEHUN U3MEHEHMN unn o6 OTka3e BO BHECEHUUM U3MEHEHWN B OOKYMEHTbI,
cogepxawmecs B pPerucTpaumMoHHOM [JOCbe Ha 3aperucTpupoBaHHbIA  FIEKAPCTBEHHbIM Npenapat  Ans
MEOULUMHCKOTO MNPUMEHEHMS, B Cry4ae HeOOXOAMMOCTU NPOBEAEHMST 3KCNEpPTM3bl KadecTBa J1eKapCTBEHHbLIX
cpeacTB U (Mnn) aKCcnepTM3bl OTHOLLEHUS] OXXMOAEMOWN NOSb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCTBEHHOMO
npenapaTta Ans MeLWLUHCKOro MPMMEHEHWs OCYLLECTBMSIETCA B CPOK, HE MpEeBbIIAWUA OeBAHOCTa paboymx
OHEN, a B oOcCTamnbHbIX CryyYasix B CpOK, He MpeBbllalwmi Tpyauatu paboumMx [HeW €O OHSA NPUHATUS
YMNOSTHOMOYEHHBIM dheaeparnbHbIM OPraHOM UCMOSTHUTESNBHON BNACTU 3asiBIIEHUS O BHECEHUUN TaKUX N3MEHEHWIA.
(vacTb 1.3 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

2. JkcnepTu3a NekapcTBEHHbIX CPEACTB B YacCTU SKCNepTU3bl KayecTBa NeKkapCTBEHHOMO CpeacTsBa u (Mnm)
3KCMepTU3bl OTHOLLEHUST OXMAAEMOWN NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMUS NeKkapCTBEHHOro npenaparta Ans
MEOVLMHCKOrO NPUMEHEHWs MNPOBOAUTCS B Criydae BHECEHUS M3MEHEeHWN B [AOKyMEHTbl, codepalimecsi B
perncTpauvoHHOM A0Cbe Ha 3aperncTpUpOBaHHbIN NeKapCTBEHHbIN NpenapaT, B OTHOLLEHUN:

1) cBeAEeHWUIA, yKka3aHHbIX B UHCTPYKLMWU MO MEAMLMHCKOMY NMPUMEHEHUIO NIeKapCTBEHHOo Npenapara:

a) leKapcTBeHHasn d)opma C yKazaHunem HaMMeHOBaHMN N KONMYECTBEHHOIO COCTaBa ,El,eIZCTBleIJJ,VIX BeLlecTB
N KavYeCTBEHHOro cocCtaBa BChnoMoraTtesibHbiX BeLleCTB (I'Ipl/l HeobXxoaMMOCTU KONMYECTBEHHOIO COCTaBa
BCnomoraTesibHbIX BELLI,eCTB);

6) dapmakogMHamuka u apMakoKMHETUKA (3@ WCKMYEeHEM (apMaKOKMHETUKM TFOMeOoNaTUYeCKUX
rnekapCcTBEHHbIX MPenapaToB 1 PacTUTENbHbIX NTEKAPCTBEHHLIX NpernapaTos);

B) NokasaHusi Ansa NpUMeHEeHUs;
r) NPOTUBOMNOKA3aHUSA AN NPUMEHEHUS;
1) Mepbl NPEeAoCTOPOXHOCTU NP NMPUMEHEHNU;

e) YKa3aHne BO3MOXHOCTU U ocobeHHocTen NpUMEHEeHNA NnekKapCTtBeHHOro npenapara and mMmeanunHcKoro
NnpuMeHeHnsa 6epeMeHHbIMVI XeHLUWMnHaMun, XeHwnHamMmm B nepuoa rpyaHoro BCKapmnnBaHua, netbMn, B3pOCsibiMK,
nMerwmnmMmn XpoHn4eckmne 3aboneBaHus;

)K) pexummMm Oo3npoBaHnA, crnocobbl BBeOeHUs U NPpUMEHEeHud, npu HeobxoaMMocCTn BpemMAaA npuema
NeKkapCTBEeHHOro npenaparta, NpoAOJIKUTENTbHOCTb Jle4eHNdA, B TOM Hucne y neTen oo 1 nocrne ogHoro roaa;

3) BO3MOXHble NOGOYHbIE [OEUCTBUA M HexXernaTerlbHble peakuMn MNpu MPYMEHEeHWU feKapCTBEHHOro
npenapara;

1) CUMNTOMbI NEPENO3NPOBKU, MEPbI MO OKa3aHUIO MOMOLLIM NPY NEPESO3NPOBKE;
K) B3aMMOZencTBME C APYrMMUM fieKapCTBEHHBbIMUM NpenapaTamu 1 (Unu) NULLEeBbIMW NPOAYKTaMu;
n) dpopMbl BbIMyCKa NeKapCcTBEHHOro npenapara;

M) ykasaHue (MpyM HeoGXOAMMOCTU) OCOOEHHOCTeN OEUCTBUS NEKAapCTBEHHOrO MNpenapaTa Mnpu nepBoM
npueme Unu npu ero OTMEHE;

H) cBegeHna O BO3MOXHOM BIIMAHUM NeKapCTBEHHOro npenaparta gnlda MeguunHCKOro npMMeHeHua Ha
CrnocobHOCTb ynpaendaTb TPAHCNOPTHLIMKU CpeaCcTBaMu, MeXxaHn3MaMu;

0) CPOK FrOAHOCTM U yKasaHue Ha 3anpeT MpPUMEHEHUs fieKapCTBEHHOro nmpenaparta Mo MCTeYeHWU cpoka
roAHOCTH;

n) yCNoBUsi XpaHeHus;
p) ycroBus oTnycka;

2) cocTaBa nekapCTBEHHOTO npenapaTta Ans MeauLMHCKOro NpUMeHeHWs;
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3) M3MeHeHMsA MecTa NPOM3BOACTBA NeKapCTBEHHOrO NpenapaTa Ans MeAULMHCKOTO NPUMEHEHUS;

4) N3MEHEHNs nokasaTenen kadecTsa JIeKapCTBEHHOrIO npenaparta ana MeanunHCKOro rnpuMeHeHuna m (VI.I'IVI)
MEeTOA0B KOHTPOJIA Ka4eCTBa JieKapCTBEHHOIO npenaparta and meauumHCKoro npuMeHeHu4;

5) n3aMeHeHuMs1 cpoka rogHOCTW NIekapCTBEHHOIO NpenapaTta Anst MeguuUHCKOro NpUMeHeHUs;

6) cBegeHMIn 0 HEOOXOAMMOCTM BHECEHNSI MHBIX U3MEHEHWNIA B MHCTPYKLMIO MO MEONLIMHCKOMY MPUMEHEHUIO
NEKapCTBEHHOro npenaparta, a Takke B WHble [OKYMEHTbI, COAepXallMecss B PErncTpauumoHHOM [OCbe Ha
3aperMcTpupoBaHHbIV NeKapCTBEHHbIM npenapat. [Mpu 3TOM pelweHMe O NpoBedeHWM IJKCNepTu3bl KayecTsa
NeKapCTBEHHbIX CPEACTB 1 (MNn) 3KCNEPTU3bl OTHOLLEHWS OXMAAEMOW NOSb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
NeKapCcTBEHHOro npenapata Ans MeOUUMHCKOTO NPUMEHEHUS MPYHUMAaEeTCH B COOTBETCTBUM C YTBEPXKAEHHOMW
YNOMHOMOYEHHbIM dhefeparnbHbIM OpraHOM MCMOMHUTENBHOW BNacTu Knaccudukaunen mMaMeHeHnn, BHOCUMbIX B
OOKYMEHTbI, cogepKallmecs B permcTpaumoHHOM 40Cbe Ha 3aperncTpmpoBaHHbIA NeKapCTBEHHbIN npenapar.
(vacTb 2 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. C 3asBneHneM O BHECEHUW MU3MEHEHWN B OOKYMEHTbI, coaepxXalinecs B pPerncTpauyoHHOM AOCbe Ha
3aperncTpUpoBaHHbLIV MeKapCTBEHHbIM npenapaTt Ans MEeAULUHCKOrO NPUMEHEHWs, Hapsay C OOKyMeHTamu,
yKasaHHbIMM B 4acTu 1 HacTosLlen ctaTbW, 3asBuTENb NPEeACTaBnseT KOMMU AOKYMEHTOB, NMOATBEPXAAtoLLmX
ynnaTty rocyAapCTBEHHOW MOLUMMHbI 38 BHECEHWEe B AOKYMEHTbI, coaepXallmecs B perncTpauvoHHOM JOCbe Ha
3aperMcTpUpoOBaHHbLIA NeKapCTBEHHbIM npenapaTt Angd MeAUUUHCKOrO MPUMEHEHUS, W3MEHEHWUn, TpebyoLwmx
NpoBeAEeHNsA 3KCMePTU3bl NEKapCTBEHHbIX CPEeACTB B YaCTM SKCNepTM3bl KavyecTBa NEeKapCTBEHHOIO CPeacTsa U
(Mnn) akcnepTU3bl OTHOLLEHUS OXMAAEMOW MOSb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NleKapCTBEHHOro npenaparta
ANA MeaMUMHCKOrO MPUMEHEHUS, roCcyapCTBEHHOW MOLWMMHLI 3@ BHECEHWEe B [OKYMEHTbl, codepxailiuecs B
PErMcTpaLMoOHHOM [0Cbe Ha 3aperucTpUpoBaHHbLIA NEKApCTBEHHbIV npenapaTt Ans MeAUMLUUHCKOro MpUMEeHeHUs,
N3MeHeHu, He TpebylLwmnX NPoBeAEHMS 3KCMepTM3bl NeKapCTBEHHOro cpeacTea, Nubo BnpaBe NpeacTtaBuTb MO
COBCTBEHHOW WMHUUMATMBE YKasaHHble [AOKyMeHTbl. B cnyyae wx HenpeactaBneHusi YNOSIHOMOYEHHbIN
denepanbHbI OpraH UCNOMHUTENbHOW BNAacTu nposepseT akT ynnaTbl FOCyAapCTBEHHbIX MOLWMVH 3asBuTenem
MoCpeacTBOM  UCMONb3oBaHusA MHGopMauun o6 ynnate rocygapCTBEHHbIX MOLWNWMH, COoAepXallencs B
[ocynapcTBeHHON MHMOPMAaLMOHHON CUCTEME O roCYAapPCTBEHHBLIX U MyHULMNAnbHbIX MraTexax, Ha OCHOBaHWK
npeacTaBneHHbIX 3asBUTenem Konmin AOKyMEHTOB, NOATBEPKAALMX YNNaTy rocyAapCTBEHHOW NOLUMWHBI.

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

4. B TeuyeHune pecatu pa6oql/|x OHen co AHs NoCTynneHnAa yKa3aHHONo B 4acTu 1 HacTosiwen crtaTbu
3asiBNeHNst 1 HeoOBXOAUMbIX OOKYMEHTOB yI'IOJ'IHOMO‘-IeHHbIIZ cbep,epaanbn?l opraH NCMNONHUTENbHON BNacTu:

1) NpPOBOAUT MNPOBEPKY MOMHOTHI WM [OOCTOBEPHOCTU CBEOEHWN, CoAepXalumMxcs B MNpeacTaBreHHbIX
3asBuTENEM matepuanax;

2) NnpMHMUMaeT peweHne O npoBedeHUN YyKa3aHHbIX B 4acCTu 2 HacTosiwen cratbu COOTBETCTBYHOLLNX
9KCNepTn3 NiekapCTtBeHHOro cpeacrtea uimn 00 oTKase B ux npoeegeHnu,

3) yBegomnsieT B 3NEKTPOHHOW UM NMUCbMEHHOW opme 3asBUTENS O MPUHATOM PELLUEHUM UNK B Cryyae
NPUHATKA peLueHns o6 oTkase B NPOBEOEHMN COOTBETCTBYIOLLEN SKCNEPTM3bl C yKasaHMeM NPUYMH Takoro 0Tkasa.
(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbIsBNeHUS HeQOCTOBEPHOCTM CBEAEHMN, coAepXallMxca B NPeAcTaBlieHHbIX 3asiBUTENEM
martepuanax, YNofiHOMOYEHHbIN dhedepanbHbIi OpraH UCMONHUTENbHON BNacTW HanpasBnseT 3asBUTENI0 3anpoc
006 YTOUYHEHWM yKasaHHbIX cBeAeHUN. [JaHHbIi 3anpoc MoXeT ObiTb nepedaH YNoriHOMOYEHHOMY MpeacTaBuTento
3as8BUTENS NIMYHO NOA PacnuUCKy, HanpaBreH No NnoyTe 3akasHbIM NMCbMOM UMW NepefaH B 3NEKTPOHHOW dopme
No TENeKOMMYHWKAUMOHHBLIM KaHanam cBs3W. B cnyvae HanpasneHus JaHHOrO 3anpoca Mo MoyvTe 3akasHbiM
MUCbMOM OH CYMTAETCA MOYYEHHbIM NO UCTEYEHUN LLECTN AHEW C AaTbl HanpaBneHWs 3akasHoro N1cbma.

(yacTb 4.1 BBegeHa PepepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

4.2. 3aaButenb 006s3aH npeAcTaBMTb OTBET Ha 3anpoc YMNOMHOMOYEHHOro dhedepanbHoro opraHa
UCMOSTHUTENBHOW BracTM B CPOK, He MpeBbllalolWmin AeBsHocTa paboumx OHEei CO AHS MONyYeHus OaHHOro
3anpoca. Cpok, ykasaHHbIN B YacTu 4 HacTOsILLEN cTaTby, MPUOCTaHaBMMBAETCS CO AHS HanpaBreHusl 3asBUTENHO
3anpoca YnofTHOMOYEHHOro theepanbHOro opraHa MCMONHUTENbHOW BRacTu OO AHS MONyYeHUs UM OTBeTa Ha
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OaHHbIA 3anpoc M He Y4YUTbLIBAETCH MPU WUCHUCIIEHWM CPOKA MPUHSTUS PELUEHUS O BHECEHWM W3MEHEHWA B
OOKYMEHTbI, COAepXKallMecs B PErMCTPaLMOHHOM JOCbe Ha 3aperMcTpuUpoOBaHHbIA NIEKAPCTBEHHbIV NpenapaTt Ans
MeAMLMHCKOro NPUMEHEHNS.

(4acTb 4.2 BBegeHa PepepanbHbiM 3akoHoM OT 25.11.2013 N 317-93)

5. OcHoBaHveM [Onisi OTka3a B NPOBEAEHMM YKa3aHHbIX B YacTU 2 HACTOSILEN CTaTbW SKCNEpTU3 sBNsSeTcd
npeacTaBrneHne [OOKYMEHTOB, MepeudncrieHHblX B 4Yactax 1 m 3 HacToswen ctaTbW, B HEMNOMHOM 00beme,
HenpeacTaBrneHne 3asiBUTENEM B YCTAHOBMEHHbIM CPOK OTBETA Ha YKa3aHHbI B YacTu 4.1 HacToslen cTtatbu
3anpoc  ynofHOMOYEHHOro dbefepanbHOro opraHa WCMNOMHUTENbHOM BNAcTW, a Takke OTCYyTCTBME B
NpeacTaBMNeHHbIX JOKYMEHTaxX AOCTATOYHbIX CBEAEHWUI, MOATBEPXKOAIOLLMX HEOOXOOUMOCTL BHECEHUST U3MEHEHUIA,
UnNu oTCyTCTBME MHAOPMaLUK, NoaTBepXaatoLLen dakT ynnaTbl rocygapCTBEHHbIX MOLUMUH, YKa3aHHbIX B Yactu 3
HacTosILLEeN cTaTbW.

(B pea. PepepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-93)

6. YkasaHHble B 4YacTu 2 HaCTOSLEN CTaTbM 3KCMEPTM3bl NPOBOAATCA B MOPSAKE, YCTAHOBIIEHHOM CTaTbewn
23 HacTosiwero deaepanbHOro 3akoHa.

7. B cpok, He npeBblLaoLWwmnin AecsTn paboumx AHEN CO OHS NOMyYeHUs 3aKMYEHNN KOMUCCUIA SKCNIEPTOB NO
pesynbTataM YyKasaHHbIX B 4YacTW 2 HacCTOsILLEeN CTaTbWM 3KCMNEepTM3, YMNONHOMOYEHHbIN deaepanbHbil opraH
WCMOSNTHUTENbHOW BNACTU:

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

1) NPUHMMAET peLleHNe O BHECEHUM U3MEHEHWUI B JOKYMEHTbI, COAepKaLLMecs B PErMCcTpaLmMoOHHOM oCke
Ha 3aperncTpMpPOBaHHbINA NIEKAapCTBEHHbI NpenapaTt Ans MeAULMHCKOro NpUMEHeHUs, nnn ob oTkaze BO BHECEHUU
TaKkNX U3MEHEHUI;

2) BHOCWT B TOCYAapCTBEHHbIN PEEecTp JeKapCTBEHHbIX CPEACTB Ha OCHOBAaHWM PELLUEHUSI O BHECEHWU
M3MEHEHWIA B JOKYMEHTbI, COAepKallMecs B PermcTpaumMoHHOM [OCbe Ha 3aperncTpypoBaHHbIN NEKaPCTBEHHbI
npenapar A/ MEAULIMHCKOTO MPUMEHEHNS!, HEOOXOAUMbIE M3MEHEHUSI U BO3BPALLaeT UX 3asiBUTENIO;

3) BblJaeT 3asBUTEN0 HOBOE PErncTpauvoHHOEe YOOCTOBEPEHME IEKApCTBEHHOrO Mpenapata B cryyae
N3MEeHeHNs CBeleHNI, COAEePKaLLMXCHA B HEM.
(n. 3 BBeaeH degepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

8. OcHoBaHMeM Ans OTKa3a BO BHECEHUM U3MEHEHWA B [OKYMEHTbI, coAepXalluecs B pernctpaumoHHOM
[OCbE€ Ha 3aperncTpvpoBaHHbLIA MNeKapCTBEHHbIN npenapaT AN  MEAULMHCKOrO MNPUMEHEHUs, SABNSAETCA
3aKnoYeHne YNorHOMOYEHHOro dedepanbHOro opraHa WCMOMHUTENbHOW BMAacTM O BO3MOXHOCTM CHUXKEHUA
GesonacHoCTU, kayecTBa, 3 EKTUBHOCTY NEKAPCTBEHHOIO CPEeACTBa B Clydae BHECEHUS TaKUX U3MEHEHWIA.

9. OonyckaeTcs obpalleHne nekapCcTBEHHbIX MPenapaTtoB AN MEAMLMHCKOrO NPUMEHEHUsI A0 UCTeYeHus
CpOKa rogHOCTU, MPOM3BEAEHHbIX B TEYEHME CTa BOCBMUAECATU OHEeW rnocne Aatbl NMPUHATUS YNONTHOMOYEHHbIM
dhenepanbHbIM OpraHoM UCMOMHUTENBHOW BMACTW PELLEHUst O BHECEHUN U3MEHEHWI B JOKYMEHTbI, coaepxalunecs
B PErMcTpauuoHHOM [OCbe, B COOTBETCTBUM C MHAOPMaLMEN, Coaep)allencs B AOKYMEHTax permcTpaumoHHOro
[OCbe Ha NeKapCTBEHHbIN Npenapar 40 AaTbl MPUHATUS TaKOro peLleHuns.

(yacTb 9 B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratba 31. BHeceHue M3MeHEHUN B OOKYMEHTbl, coAepXalinecs B PerMcTpaumMoHHOM A0Cbe Ha
3aperMcTpMpoBaHHbIN FIeKapCTBEHHbIN Npenapart ans BeTepuHapHoOro NpuMeHeHus

1. B uensax BHECEHUS W3MEHEHWA B [OOKYMEHTbl, cogepXawmecss B pPErmcTpauMoHHOM [OCbe Ha
3apermcTpuUpoBaHHbIN NIEKApPCTBEHHbIN NpenapaTt AN BeTEPMHAPHOrO NPUMEHEHUs, aepXatenb unu Bragenew
pPerMcTpaumoHHOro yaoCTOBEPEHUS NIEKAPCTBEHHOMO npenapaTta uUnu yrnosIHOMOYEHHOE MM OpYyroe opuandeckoe
nMuo (Oanee B HaCTOsIWEN cTaTbe - 3asBUTENb) MPEACTaBMsieT B YMNONIHOMOYEHHLIN dhenepanbHbI opraH
NCNOJTHUTENBHOM BNAaCTW 3asiBIIEHNE O BHECEHUUN TAKMX U3MEHEHUN NO POPME, YCTAHOBIIEHHOM YNOTHOMOYEHHbBIM
deneparnbHbIM OpraHoOM UCMONHUTESNBHON BNAcTU, U Npunaraemble K HEMY U3MEHEHUS B YKa3aHHbIe JOKYMEHTbI, a
TaKke [AOKYMEHTbl, MOATBepXaawlne HeobXOAMMOCTb BHECEHMS Takux waMeHeHuin. [lpu HeobxogumocTtu
BHECEHUSI U3MEHEHWA B [OKYMEHTbI, cogepalimeca B pPernctpaumoHHOM [A0Cbe Ha 3aperMcTpyMpoBaHHbLIN
NeKapCTBEHHbIM npenapaTt Ans BETEPUHAPHOro MNPUMEHEHWs, B Chnydasix WU3MeEHeHuMs un (Mnu) LONOoSHEeHUd
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FIpOIA3BOﬂ,CTBeHHOl7I nnowaakm JneKkapCTtBeHHOro cpeacrtBa, a TakKkke W3MEeHeHusA nokasaTtenen kadyecTtsa
NeKapCTBEHHOIo npenaparta Aana BeTepuHapHOro rMnpuMeHeHnAaA wu (I/IJ'II/I) MEeTOOOB KOHTpOJA KadecTBa
NEeKapCTBEHHOIo npenapata Ald BeTepuHapHOro npuMeHeHuA 3adBUTENb AOMNOJIHUTENbHO nNpeacTtaBnAaAeT B
yI'IOJ'IHOMO'«-IeHHbIl7I (beﬂ,epaﬂbellZ opraH NCMONHNTESNbHOWN BlacTn cnegywuwimne JOKYMEHTbI:

1) KONWsA NNLEH3NM Ha NMPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB, BblAaHHOW NPOU3BOANTENIO JIEKAPCTBEHHOMO
npenapara Ansi BeTeEpUHAPHOro NPUMEHEHUS, Ansi POCCUCKUX NPOU3BOaNTENEN;

2) Konna nuueH3nn Ha Npou3BOACTBO  JIEKAPCTBEHHbIX  CpencTs, BblOaHHON npon3BogunTENo
cbapmau,eBTquCKon Cy6CTaHLI,l/IVI, BXOASLWEN B COCTaB JIEKapCTBEHHOIo npenaparta Anlnd BeTepuHapHOoro
NpUMEHEeHud, ona pOCCI/IVICKVIX I'IpOVI3BO,D,I/ITeJ'IeI7I;

3) Konusi [OOKYMeHTa, BblAAHHOrO YMNONHOMOYEHHLIM OpraHoOM CTpaHbl MPOM3BOAMTENS ONSA  KaXaoon
NMPOM3BOACTBEHHOW  MMOLWAAKW  JIEeKapCTBEHHOrO  npenapata A BETEepUMHApHOro  MPUMEHEeHMsT W
noATBEpXOaloLWero COOTBETCTBME MPOM3BOAUTENSA  NeKapCTBEHHOro npenapata TpeboBaHMsM  MpaBun
Haanexallen Npou3BOLCTBEHHOW MPaKTUKU, U ero NepeBOf Ha PYCCKUA A3blK, 3aBEPEHHbIE B YCTaHOBMEHHOM
nopsiake, a Takke KOMUsi 3aKIYeHUst O COOTBETCTBUM MPOM3BOAUTENS NeKapCTBEHHbLIX CPeAcTB TpeboBaHUsAM
npaBun Haanexaiwehn npon3BOACTBEHHON MPAKTUKK, BblIOAHHOMO YMNOMHOMOYEHHbIM heaepanbHbIM  OpraHoM
MCMOMHMTENbHOW BMacTM ANS  KaXOoW NpPOM3BOACTBEHHOW NMOLWAAKM JeKapCTBEHHOro Mpenapata Ans
BETEPVHAPHOIrO MNpUMeHeHUsi, nnbo Komnusi peLleHusl O MNPOBEAEHWM WHCMEKTUPOBAHUS NPOU3BOAUTENS
NEeKapCTBEHHbIX CPEACTB, MPUHATOrO YMNONHOMOYEHHbIM deaepanbHbiM OpraHoM WUCMOMHUTENbHOW BRacTy Ans
KaXkdoW Npou3BOACTBEHHOWN MIOLLAAKN NekapCTBEHHOMO npenapaTa Ansi BeTepMHAPHOro NpMMeHeHus. YKasaHHble
OOKYMEHTbl MPeACTaBnsalTCs B Clydae, ecnv Npou3BOACTBO feKapCTBEHHOro npenaparta Ofis BeTEepUHApPHOro
NpUMeEHeHNs ocyLLecTBNseTCA 3a npeaenamu Poccuiickon depepaumuy;

4) konua OOKYMEHTa, BbIJAHHOrO YNONHOMOYEHHbLIM OpraHoM CTpaHbl Npou3BoaAuTENs dapmaueBTUYECKON
cybCcTaHuumn 1 NoaTBEPXKOAILLEro COOTBETCTBME NPOM3BOAUTENSA hapMaLleBTMdYeckon cybcTaHuumn, BXxoasawen B
COCTaB INEeKapCTBEHHOro npenaparta A BeTEePUHAPHOTrO MpPUMEHEHUs, TpeboBaHMsIM MNpaBui Hagnexalen
NPON3BOACTBEHHOW MPAKTUKK, U Er0 NEPEBOA HA PYCCKUN A3bIK, 3aBEPEHHbIE B YCTAHOBINEHHOM MOPSAKe, B Criyyae,
€Cnun Npor3BOACTBO (hapMaLeBTUYECKOM CyDbCTaHLMM OCcyLLecTBsieTcsa 3a npegenamm Poccunckon ®egepaumn.
(vyacTtb 1 B pea. PeagepanbHoro 3akoHa ot 04.06.2018 N 140-93)

1.1. B cnyyae mM3mMeHeHus 1 (Mnu) JOMNOMHEeHNs NPOU3BOACTBEHHOW MNMOWAanKM NekapcTBEHHOro cpeacTaa
OOKYMEHTbI, YKa3aHHbIe B YacTu 1 HACTOsALWEN cTaTbu, NPEACTaBNATCA 3asBUTENEM B OTHOLLEHUN N3MEHAEMON U
(vnn) pononHsemMon NPoU3BOACTBEHHOMN MIIOLAAKN NeKapCTBEHHOro cpeacTea. PelleHne o BHECEHUN U3MEHEHWI
B JIOKYMEHTbI, COAepXalumecs B perncTpaumMoHHOM JOCbe Ha 3aperncTpupoBaHHbIN NekapcTBEHHbIV npenapar Ans
BETEepPUHapHOro NpUMeHeHus, unm ob oTkase B MX BHECEHUW MPUHUMAETCH B Cryyae HeobxoaumMoCTn NpoBeaeHus
3KCNepTu3bl NeKapCTBEHHOro CpPeAcTBa B CPOK, He MpeBbllualowui AessHocTa paboumx AHer, a B OCTarbHbIX
cryyasx B CpPOK, He MpeBbIlaoLWmnn TpuaLaTn pabounx AHen co AHS NPUHATUSA YNOMHOMOYEHHbIM deaepanbHbIM
OpraHoM MCMOMTHUTENbHOW BNAacTu 3asBNIEHNS O BHECEHWNW Taknx U3MEHEHUN.

(vacTb 1.1 BBegeHa PegepanbHbiM 3akoHOM OT 04.06.2018 N 140-$3)

2. B cnyyae BHeceHUS M3MEHEHUN B [JOKYMEHTbl, COAepXallMecss B permcTtpauumoHHOM [0Cbe Ha
3apermcTpuUpoBaHHbIA NIEKAPCTBEHHLIN MpenapaTt Afsi BETEPUMHAPHOrO MNMPUMEHEHUS!, B OTHOLLUEHUW CBEAEHWMN,
yKasaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "X" nyHkta 7 yactu 3 ctatbu 17 HacToswero ®eaeparnbHOro
3aKOHa, U3MEHEHWs U (Mnn) AONOMHEHUS MPOM3BOACTBEHHOW MIOLAAKM FIEKapCTBEHHOINO CPeAcTBa, a Takke B
cny4yae U3MeHeHus nokasaTterien KayecTBa fiekapCTBEHHOIO npenapaTa Ansg BeTEPMHAPHOro NpUMEHEeHUsa 1 (1nwm)
METOOOB KOHTPONS KayecTBa JIEKapCTBEHHOro npenapaTta fAfsi BeTEepUHApPHOro MNPUMEHEHUA MpPOBOAUTCS
3KCMnepTn3a NeKapCTBEHHOIO CPeACTBa AN BETEPUHAPHOro npumeHeHusa. B crnyvyae HeobGXxoammocTu BHECEHWsI
WHbIX W3MEHEHWA B [OOKYMEHTbl, cogepXalmecsa B pPerncrtpauMoHHOM [OCbe Ha 3aperMcTpyMpoBaHHbIN
NeKapCTBEHHbIW npenapaTt [Ans BETEPUMHAPHOrO MNPUMEHEHUs, 3KCMepTM3a JNeKapCTBEHHOro cpeacrea Aangd
BETEPMHAPHOro NPUMEHEHNSA HE NPOBOANUTCA.

(B pea. PenepanbHbIX 3akoHOB 0T 22.10.2014 N 313-03, o1 22.12.2014 N 429-03)

3. C 3asiBfieHMEeM O BHECEHMWN M3MEHEHWI B OOKYMEHTbI, codepXalluMecsi B PermcTpaumMoHHOM OOCbe Ha
3aperncTpuUpoBaHHbI NEKAPCTBEHHBIA MNpenapaTt Ons BeTepuHapHOro MNPUMEHEHMWS, Hapsay C OOKyMeHTamu,
yKasaHHbIMM B 4acTu 1 HacTosweihn cTaTbl, NpeacTaBnalTCA [OOKYMEHTbl, NoAaTBepxaawlime ynnaty
rocylapCTBEHHOW MOLUNNHLI 33 BHECEeHWe B [OKYMEHThl, coAepXalluecss B PerucrpauMoHHOM [OCbe Ha
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3apErMcTPUPOBaHHbIA FIEKapCTBEHHLIA MpenapaT AN BeTEPUMHAPHOTO MNPUMEHEHUS, U3MEHEHWI, TpebyoLwmx
npoBeAeHns1 3KCNepTu3bl NEeKapCTBEHHONO CpeAcTBa Afs BeTepUHapHOro NPUMEHEHUS), UMM MU3MEHEHWUN, He
TpebyoLLMX NPOBEAEHMS SKCNEPTU3LI JIEKAPCTBEHHOIO CpeaCcTBa A1 BETEPMHAPHOIO NMPUMEHEHUS.

(B pea. PepepanbHoro 3akoHa ot 22.10.2014 N 313-93)

4. B cpok, He npeBbilaoLWmi gecatn paboymx gHewm co OHSA NOCTYMNNEHNs yKa3aHHOro B YacTu 1 HacTosLwen
cTaTbW 3asBMEHNS W HeobXOAMMbIX [OOKYMEHTOB, YMONTHOMOYEHHbLIN dedeparnbHblii OpraH WCMNONHUTENbLHON
BNacTu:

1) npoBOAUT MPOBEPKY TMOJIHOTbI M OOCTOBEPHOCTU cBeOeHun, cogepxXawmnxca B npeacrtaBlieHHbIX
3adBuTenemM JOKyMeHTax;

2) MpVYHMMaeT pelleHWe O TNPOBEdEeHVMU 3KCMEepTU3bl JIeKapCTBEHHOro CpeAcTBa AJiIS BETEepPUHaPHOro
npuMeHeHns unu ob oTkase B ee NPOBEAEHUU;

3) yBegooMInAeT B NUCbMEHHON cbopme 3adaBuUTeNnAa O NPUHATOM peLlleHnn nnn B Cliiydae NpuHATUA peLleHund
00 oTkase B npoesefeHnn 3KCnepTu3bl NIeKapCTBEHHOro cpeactea AJ1d BETEPUHAPHOIo NpuMeHeHnd C ykasaHnem
NPUYNH Takoro oTkasa.

4.1. B cnyyae BbISBNeHUA HeOOCTOBEPHOCTM U (MNM) HEQOCTATOMHOCTM CBEAEHUN, codepxalluxca B
NpeAcTaBneHHbIX 3asBuTenemM [OKyMeHTaX, YMOSIHOMOYEHHbIN efepanbHbli OpraH WUCMONHUTENbHOM BnacTu
HanpaBnseT 3asBuMTento 3anpoc 00 YTOYHEHWM YyKa3aHHbIX CBefeHun. 3anpoc MoxeT OblTb nepegaH
YMOSTHOMOYEHHOMY NPEACTaBUTENIO 3asiBUTENSA MOA PaCrWCKy, HarnpasreH Mo MnoyTe 3aka3HbIM MUCbMOM WIU
nepeaaH B 3MeKTPOHHOW hopMme Mo TenekoMMYHMKALMOHHBIM KaHanam cBasun. B cnyyae HanpasneHus 3anpoca 06
YTOMHEHUN YKa3aHHbIX CBEAEHWUM MO NoyTe 3aKasHblM MUCbMOM OH CYMTAETCH NOMYyYEHHbIM MO UCTEYEHWUU LLIECTU
AHEeW ¢ gaTbl HanpaBneHNs 3aKkasHoro nNucbma.

(vyacTtb 4.1 BBegeHa PegepanbHbiM 3akoHOM oT 04.06.2018 N 140-03)

4.2. 3agsutenb o06s3aH npeacTtaBuTb OTBET Ha 3anpoc  YMNONHOMOYEHHOro deaepanbHOro opraHa
WCMOMHMTENBHOW BracTU B CPOK, HE MPEBbILAWMA OeBsAHOCTAa pabovmMx AHEN CO OHSA MONyYeHMst OAaHHOro
3anpoca. Cpoku, ykasaHHble B 4acTu 1.1 HacTosillen cTaTbW, NPUOCTaAHABMAMBAKOTCA CO [AHS HanpasneHusi
3aaBUTEN0 3anpoca YNonHOMOYEHHOro defeparnbHOro opraHa WCMOMHUTENbHOW Bnactu [0 AOHS MNOoNyyYeHust
OTBETA Ha JaHHbIV 3anpocC N HE YYUTBIBAKOTCA NPY MCHUCTIEHNM CPOKa MPUHSTUS PELUEHUS O BHECEHUW U3MEHEHMWN
B JOKYMEHTbI, coaepXallnecs B perMcTpaunoHHOM 4OCbE Ha 3aperMcTpuUpoBaHHbI NiekapCTBEHHbIN nNpenapaT ans
BETEPMHAPHOIO NPUMEHEHMS.

(4acTtb 4.2 BBegeHa PegepanbHbiM 3akoHOM oT 04.06.2018 N 140-d3)

5. OcHoBaHnem Ona OTKa3a B npoBedeHUn J3KCNepTusbl NeKapCTBEHHOro cpeactea OnAaA BeTepuHapHOro
NPUMEHEHUA SBNSAETCA NpeacTaBneHne AOKYMEHTOB, YKka3aHHbIX B YacTax 1 u 3 HacTosiwen ctaTby, B HEMOTHOM
obbemMe wunu OTCYTCTBME B MNPEACTaBMEHHbIX [OOKYMEHTax [OCTATOYHbIX CBEAEHMI, NoATBepXAatoLmnx
Heo6X0AMMOCTb BHECEHMSI U3MEHEHUIA, NGO HENpPeACTaBeHVe 3asBUTENEM B YCTAHOBSIEHHbIA CPOK OTBETA Ha
yKasaHHbI B 4YacT 4.1 HacTosiLel cTaTbM 3anpoc YNONIHOMOYEHHOrO heaepanbHOro opraHa MCNOMHUTENbHOM
BracTu.

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

6. 3KCI'IepTI/I3a NNekapCTBEeHHOro cpeacrtea aAnda BeTtepnHapHOro npuMmeHeHua B Lienax BHeCeHud M3MEHEHUN B
OOKYMEHTbI, coaepxalwinecd B permctpaumoHHOM OCbe Ha 3apeFMCTpI/IpOBaHHbIl‘/‘I ﬂeKapCTBEHHbIVI npenapart and
BETEPUHAPHOIO NPUMEHEHUA, OCyLleCTBNnAeTCcaA B NopAnke, YCTaHOBJIEHHOM cTatbel 24 HacCTOSLLEro
<De,u,epaanoro 3aKOHa.

6.1. B cpok, He npeBbiwatowmi NATM pabounx gHeWn Co OHS NONyYEHUS 3aKNOYEeHNsT KOMUCCUM SKCMEPTOB MO
pesynbTatam YyKasaHHOW B 4acTuW 2 HacCTOALWEN CTaTbM IKCMEPTM3bl, YNOSIHOMOYEHHbIM (hefepanbHbI opraH
WCMNOSNTHUTENbHOW BNACTU:

1) NPpUHMMaET pelleHne o BHeCeHun N3MEHEHN B OOKYMEeHTbI, coaepxalwpneca B permctpalMoHHoOM ochbe
Ha 3apeFVICTpVIpOBaHHbII7I ﬂeKapCTBeHHbIVI npenapar anAa BEeTepUuHapHOro npuMeHeHud, wunun o0 oTKase BO
BHECEHMWMW TaKNX N3MEHEHWIA;
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2) BHOCUT B rOCYy[apCTBEHHbIN PEeecTp NEeKapCTBEHHbIX CPEACTB Ha OCHOBaHUWM pPELUEHUst O BHECEHMWU
N3MEHEHWU B OOKYMEHTbI, coAepKallnecs B perMcTpaumoHHOM LOCbe Ha 3apermcTpuMpoBaHHbIN NEeKapCTBEHHbIN
npenapat ANs BETEPUHAPHOIO MPUMEHEHUS, HeoOXoouMble W3MEHEHMS W BO3BpallaeT 3TU  [OKYMEHTbI
3aABUTENIO.

(yacTb 6.1 BBegeHa depepanbHbiM 3akoHoM oT 22.10.2014 N 313-93)

6.2. B cnyyae BHeCeHVWs1 M3MEHEHMI B [OKYMEHTbI, coAepXaljnecs B PeErMcTpauvMoHHOM [oCbe Ha
3aperMcTpUpOBaHHbLIA  NEeKapCTBEHHbLIN npenapat Ansg BEeTEepUHApHOro MNPUMEHEHUS, B 4acTu, Kacarollemncs
N3MEHEeHNda n (I/IJ'IVI) AONOoNHeHn4d I'IpOI/I3BO,EI,CTBeHHOI7I nnowaaky nekapCTtBeHHOro npenapara, npu npeacraBieHnmn
3asiBUTENEM B COOTBETCTBUM C MYyHKTOM 3 4acTu 1 HacTosieh cTaTbM KOMUM PELLEHUS YNONHOMOYEHHOIrO
denepanbHOro  opraHa  WCMONHUTENbHOW BMActTM O  MPOBEAEHMU  MHCMEKTUPOBAHMS  MPOU3BOAUTENS
neKkapCTBEHHbIX CPEACTB CPOK, YKasaHHbIi B 4YacTu 6.1 HacTosiwen cTaTbW, MPUOCTaAHABNMBAETCS CO OHS
MONyYeHNs1 3aKMYEHNS1 KOMWUCCUM IKCMEPTOB A0 [AHS MPUHSATMS YNOMHOMOYEHHbIM dedeparnbHblM OpraHoMm
WCMONHUTENBHON BNAcTU pelleHuss O Bbligade wnvM o6 OTkase B Bblgade 3aKkMi4YeHus O COOTBETCTBUU
NPOVN3BOAMUTENS NIEKAPCTBEHHbIX CPEACTB TPeOoBaHMAM NpaBuUn Hagnexallen npoM3BoACTBEHHOW NPAKTUKK, HO He
bonee 4yem Ha CTO BOCEMbAECAT pabounx gHeN.

(4acTb 6.2 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

7. OcHOBaHMEM AOnsi OTKa3a BO BHECEHWM U3MEHEHUN B LOKYMEHTbI, coAepXalunecs B pernctpauuoHHOM
JOCbe Ha 3aperucTpyvpoBaHHbIA MNEKapCTBEHHbIN npenapaTt Ans BeTepUMHapHOro MNpUMEHEHUs, B Cry4dasix, He
TpebyoLlmMx nNpoBeaeHNst 3IKCNepTU3bl JEKAPCTBEHHOTO CpPEACTBa, SBNAETCA MNpPeACcTaBfieHMe [OKYMEHTOB,
yKa3aHHbIX B 4YacTsax 1 M 3 HacTosllen cTaTbW, B HEMOSIHOM OObeMe WM OTCYTCTBME B NpeacTaBIiEHHbIX
OOKYMeHTax CBedEeHUN, KOTopble AOIMKHbI ObiTb B HUX OTpaXeHbl, NMMBO HenpeacTaBneHue 3asiBUTENEM B
YCT@HOBMEHHbIA CPOK OTBeTa Ha YyKasaHHbIM B 4Yactu 4.1 HacTosiwen cTaTbu 3anpoc YNOSIHOMOYEHHOro
dregepansHOro opraHa UCMOMNHNTESNbHOW BNAcTu.

(4acTb 7 B peq. PepnepanbHoro 3akoHa ot 04.06.2018 N 140-03)

7.1. OcHOBaHMeM Onsi OTKas3a BO BHECEHUM U3MEHEHWUN B [IOKYMEHTbI, COAepXallmecs B perncrpaumoHHOM
JOCbe Ha 3aperucTpuMpoBaHHbIA MEeKapCTBEHHbIM npenapat ANnd BeTEpPUHAPHOro MNpUMEHEHUs, B Cry4asix,
TpebyoLmx NpOBEedEeHUs 3KCNepTM3bl JIEKApCTBEHHOrO CPEeACTBa, SBMNSAETCA 3aKMioyYeHue YNorHOMOYEHHOro
degepanbHOro opraHa MWCMOMHUTENbHOW BIacTM O BO3MOXHOCTM CHUMXeHUst ©e3onacHOCTW, KadecTBa,
3(pPEKTUBHOCTU NEKAPCTBEHHOIO Npenapara BCneacTBME BHECEHUS U3MEHEHUIN B yKa3aHHblE JOKYMEHTbI, OTKa3
YMNOSIHOMOYEHHOrO befepanbHOro opraHa WCMOSIHUTENbHOW BMacT B Bbldaye 3aKMYEeHUs O COOTBETCTBUM
Npon3BOOUTENS JIEKAPCTBEHHbIX CPEACTB TpeboBaHMAM MpaBuil Hagsiexallen NpoM3BOACTBEHHOW MPaKTUKU B
cnyyae W3MeHeHuss u (Unu) OONOSMIHEHWUS MPOM3BOACTBEHHOW MOLWAAKM NEeKapCTBEHHOro npenaparta, ecnu
Npon3BOACTBO NEKAPCTBEHHOrO npenaparta Ans BeTEepMHapHOro NpUMMEHEHUs OCYLLECTBNAETCS 3a npeaenamu
Poccuickon ®egepauun, Unm oTCyTCTBME STOMO 3aKMOYEHUS.

(vacTb 7.1 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-d3)

8. JonyckaeTcs obpalleHne nekapcTBEHHbIX MpenapaToB AN BETEPUHAPHOIO MPUMEHEHUSA OO0 UCTEYEHMUS
CpoKa roAHOCTU, NMPOV3BEAEHHbIX B TEYEHME CTa BOCbMWAECHATU AHEW nocrne AaTbl NPUHATMS YMOSTHOMOYEHHbIM
degepanbHbIM OpPraHoOM UCMOSTHUTENBbHOW BNACTW PELLEHNST O BHECEHUM 3MEHEHUI B OKYMEHTbI, COAepKallmecs
B pPerMcTpaumoHHOM O0Cbe Ha feKapCTBEHHbIN npenapaT, B COOTBETCTBUM C MHOpPMaUMEN, cogepxallencsa B
OOKYMEHTax permcTpaumMoHHOro AoCke Ha NekapCTBEHHbIN Npenapart Ao AaTbl NPUHATUS Takoro peLUueHns.

(4acTb 8 B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CtaTtbs 32. OTMeHa rocyaapCTBeHHOM perucTpaumm nekapcTBeHHOro npenapara

PeweHne 06 oTmeHe rocyp,apCTBeHHoﬂ perncTtpaunmn JnekapCTtBeHHOro npenaparta wu WUCKII0YeHUN
NNIekapCTBEHHOro npenaparta Wwn3 TrocygapCTtBeHHONo peectpa J1eKapCTBEHHbIX CpedacTB  MNMPUHUMaeTCAd
YNOJIHOMOY€EHHbIM cbep,epaanblM opraHom WCMNONHUTENBbHON BNacTu B cny4yae:

1) NpeAcTaBfieHNs1 COOTBETCTBYHOLLMM YMONTHOMOYEHHbIM dbefeparnbHbIM OPraHoOM UCMOSTHUTESIbHOWM BMacTy
3aKMOYEHUs O pUCKe WM 06 yrpo3e 300POBblO, XW3HWM YeroBeKa WM KMBOTHOTO MpU  MPUMEHEHWM
nekapcTBEHHOro npenapara, MpeBbllalWmnx ero 3gEKTMBHOCTb, MO pesynbTaTam OCYLLECTBSEMOro UM
MOHUTOpUHra 6€30MacHOCTM NIeKapCTBEHHOrO Npenapara;
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2) nogauv gepxartenem unu BnagenbLemM perncTpalyoHHOro YOOCTOBEPEHUS FIeKapCTBEHHOMO npenapara
WX YMONTHOMOYEHHBLIM UM APYIUM IOPUONYECKUM NULIOM 3asiBNeHMst 06 OTMeEHe rocyAapCTBEHHOW perncrpauum
neKkapCcTBEHHOro npenapara;
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) HemoaTBeEpXOEHWUST TOCYdapCTBEHHOW pPerncTpauuM NekapcTBEHHOro npenapata no WUCTEYEHWM Cpoka
OENCTBUS PErMCTPALMOHHOIO YAOCTOBEPEHNS, BblAaHHOMO Ha NSATb NeT;

4) HenpencTaBneHuss 3asiBUTENeM WHopMauMKn, KoTopasi MOXeT noBredyb 3a coboit HeobXoauMOoCTb
BHECEHMSI WM3MEHEHUA B [OKYMEHTbI, COAepXalljuecss B PErucTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIi
nieKapCTBEHHbIN NpenaparT, B TeYeHe Tpuauati paboumnx AHer co OHA HACTYNIeHNUs 3TUX U3MEHEHWIT;

5) ocyllecTBneHMs TrOCydapCTBEHHOW perncTpauum FnekapCTBEHHOro npenapata nog TOProBbiM
HanMMeHOBaHMEM 3aperMcTpMpoBaHHOrO paHee noj 3TMM TOProBbiM HAMMEHOBaHUEM NEKapCTBEHHOro npenapara,
OTNMYaIOLLLEroCH Ka4eCTBEHHbIM COCTaBOM OEeNCTBYIOLLNX BELLECTB;

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

6) OCyLLeCTBNEHUS rOCY4apCTBEHHOW perncTpauuMm OOHOro M TOro XKe JEeKapCTBEHHOro npenaparta B
OTHOLLEHMM OZHOrO M TOro Xe AepXaTens unv Bnagenbua perncrpauuoHHOro YOOCTOBEPEHUS NEKapCTBEHHOro
npenaparta B BUAe ABYyX U 6onee nekapCcTBEHHbIX MpenapaToB No4 pasnnyHbIMU TOProBbIMU HAMMEHOBaHUSIMU;

(n. 6 B peq. ®PenepansHoro 3akoHa ot 04.06.2018 N 140-$3)

7) BblHECEHMA CyOOM pelleHnsa O HapylweHun npas npaBoo6na,D,aTen;| obbekToB MHTeﬂﬂeKTyaﬂbHOVI
COOCTBEHHOCTU npu o6pau.|,eHV||/| JIeKapCTBEHHbIX CPEeACTB,;

8) oTcyTCTBMSI NEKapCTBEHHOro npenaparta B obpaileHun B Poccuiickon depepauum B TeYeHWE Tpex u
bonee ner;
(n. 8 BBeaeH depepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

9) HeBbINOMNHEHWUs AepXaTenem wunu BragenbueM perucTpaLMoHHOro YAOCTOBEPEHUS NeKapCTBEHHOro
npenapata MBO YNONMHOMOYEHHBIM UMW OPYTUM  OPUONYECKAM JIULOM  Meponpuatum no obecneveHuto
6e30MacHOCTM JeKapCTBEHHbIX MpenapaToB, YCTaHOBMEHHbIX YMOMIHOMOYEHHbIM beaepanbHbiM  OpraHoMm
WCNOSTHUTENBHOM BMacTM B COOTBETCTBMM C vacTamu 3 1M 4 ctaTbm 64 Hactosiwero denepanbHOro 3akoHa, B
pamkax ocyLLlecTBeHus papmakoHan3opa;

(n. 9 BBegeH depeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

10) oTkaza pgepxaTens unu BnagensLa perucTpaLMoHHOrO yOOCTOBEPEHUS NeKapCTBEHHOro npenapaTta
nmbo  yNonHOMOYEHHOIO UMW  LPYroro HpUAMYECKOr0 nvua OT BHECEHUS M3MEHEHUMW B WMHCTPYKUMIO MO
NMPYMEHEHWIO JIEKAapCTBEHHOrO MNpenapara, KacalLWMXCs HOBbIX MOATBEPKAEHHBIX OAHHBIX O TOM, YTO PUCK
NpUYVHEHNs Bpeda 300pOBbl YernoBeKa WM KMBOTHOMO BCReACTBME MpUeMa JieKapCTBEHHOro npenapaTa
npesblaeT 3PPEKTUBHOCTb €r0 NPUMEHEHUS.

(n. 10 BBeaeH deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

CtaTbs 33. FlocyaapCcTBeHHbIN peecTp NIeKapCTBEHHbIX CPeACcTB

1. TocynapCTBEHHbIN peecTp NeKapCTBEHHbIX CPEACTB COAEPXKUT MepeveHb NeKkapCTBEHHbIX npenapaTos,
NpoLIeALnNX roCyOapCTBEHHYIO perncrpauuto, nepeveHb hapmaueBTUYECKNX CyOCTaHUMIM, BXOOSLMX B COCTaB
NeKapCTBEHHbIX MPenapaToB, 1 CrieayLLyo MHOpMaLmio:

1) B OTHOLUEHUN NeKapCTBEHHbIX NpenapaTtoB:

a) HaumMeHoBaHWe NEeKapCTBEHHOro npenapaTa (MexayHapogHoe HenaTeHTOBaHHOE, UK rPynnuUPOBOYHOE,
UNn XMMNYeckoe 1 TOproBoe HauMeHoBaHUS);
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6) nekapcTBeHHass cdopma C ykasaHMEM [O3VMPOBKM IEKapCTBEHHOrO Mpernapata U ero Konuyectsa B
noTPeBbUTENbCKON YNaKoBKe;
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B) HanMeHOBaHWe AepxXxartena wnn Bnagenbla perncTtpaymuMoHHOro YyaoCTtoBepeHua IneKapCTBeHHOro
npenapata W CBeOeHWs O perucTpauuMu pgepxatens wnv Bnagenbua pPerncTpalyoHHOro yaoCTOBEpPEHUs
NEKapCTBEHHOroO npenapata Ans MeauUMHCKOrO MPUMEHEHMSI B KadyecTBe HarnoronmnaTernblinka B CTpaHe
perncTpaumm (4ns POCCUNCKMUX IPUANYECKUX NUL, - NOEHTUMUKALMOHHDBIA HOMep Hamnoronnatensiwmka (MHH), ans
WMHOCTPaHHbIX OPUAMYECKMX FUL, - CTpaHa pernctpauuu, HavMeHOBaHWEe PEerucTpupylowero opraa,
PEernMcTpaumoHHbI HOMEP, Ko HanoronnaTenbLlmMKka B CTpaHe permctpauum (MHKoprnopawmmn) unm ero aHarnor);

(nn. "B" B peq. ®PenepanbHoro 3akoHa ot 28.12.2017 N 425-93)

r) HaMMeHoBaHWe W aapec NpPOU3BOAUTENS NEKAPCTBEHHOrO npenapata W CBeAEeHUst O perncrpauun
npon3BoauTENs NekapCTBEHHOro npenapata ans MeauMUMHCKOro NpUMEHeEHNsI B Ka4ecTBe HanoronnartenbLlinka B
CTpaHe perucTpaumm (ons POCCUNCKUX HOPUAMYECKMX NUL - MOEHTUMUKALMOHHBIA HOMEpP HanoronnaTenblimka
(MHH), Ana MHOCTPaHHBLIX PUANYECKUX NULL - CTpaHa perncTpaumn, HaMMeHOBaHWE PErncTpUpyHoLLEro opraxa,
PErnMcTpaumoHHbIA HOMEP, Ko HanoronnaTenbLlmMKka B CTpaHe permctpauum (MHKoprnopawmmn) UM ero aHanor);

(mn. "r" B peg. ®egepanbHoro 3akoHa ot 28.12.2017 N 425-03)

a) dapmakoTepaneBTnyeckas rpynna, ko4 nekapCTBEHHOrO npenaparta no
aHaToMO-TepaneBTUYECKO-XUMUYECKOW  Kraccudukauum,  pekomeHaoBaHHoOW  BcemupHon — opraHusaumen
37 paBOOXpPaHEHNS;

(nn. "n" B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

€) NoKa3aHus 1 NPOTUBOMNOKa3aHUS K MPUMEHEHMIO NIEKAPCTBEHHOIO Npenapara;
X) noboYHblE JENCTBUS NEKAPCTBEHHOrO npenapara;

3) CPOK FOAHOCTU NIEKapCTBEHHOIO Npenapara;

N) yCNoBUSA XpaHeHus NekapCTBEHHOrO npenapara;

K) yCrnoBusi OTNycka fnekapCTBEHHOro npenapara;

n) Homep hapmMaKkonenHoOn cTaTbM UMK B Criyvae ee OTCYTCTBUS HOMEP HOPMAaTMBHOW AOKyMeHTauun nnbo
HOPMAaTUBHOIO AOKYMEHTA;

M) AaTta rocygapCTBEHHOM perMcTpaunm fekapCcTBEHHOMO Nnpenaparta U ero perMcTpaumnoHHbI HoMep, AaTa
3aMeHbl PEerncTpauuoHHOIO YAOCTOBEPEHUS FlEKApCTBEHHOrO mnpenapata Ha GeccpovyHoe perncTpaumMoHHoe
yAOCTOBEPEHME IEKAPCTBEHHOro npenapaTa, gaTa nofdadu 3asiBfieHnst O MOATBEPXAEHWM TFOCyAapCTBEHHOM
perucTpaumMm nekapCTBEHHOrO npenapata, [gaTta OTMEeHbl FOCYLApCTBEHHOW perucrTpaumm NekapCTBEHHOro
npenapara;

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

H) Ka4yeCTBEHHbI COCTAB M KONMWYECTBEHHbLIN COCTaB OENCTBYHOLUMX BELLECTB M KayeCTBEHHbLIN COCTaB
BCNoMoraTenbHbIX BELLLECTB JIEKAPCTBEHHOrO npenapara;
(nn. "H" BBeaeH d®eaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

0) nHcopMaumsi 060 BCEX pa3peLLEHHbIX BUAAX BTOPUYHOM (MOTPEOMTENBLCKOW) YaKOBKY;
(nn. "o" BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

n) pata npuHATUS peLleHMs O BO3MOXHOCTM paccMaTpuBaTb JIEKAPCTBEHHBLIM Mpenapat npwu
rocygapCTBEHHOM perMcTpaunm B kadectBe opdhaHHOro NekapCTBEHHOO Npenapara;
(nn. "n" BBegeH ®egepanbHbIM 3aKoOHOM OT 22.12.2014 N 429-93)

p) Hanuune nekapcTBEHHOro npenapaTa B NepeyvHe XM3HEHHO HEOBXOAMMbIX U BaXXKHENLLNX NeKapCTBEHHbIX
npenaparos;
(nn. "p" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

C) Hanuyve B neKapCTBEHHOM MpenapaTte HapKOTUYECKUX CPEACTB, MNCUXOTPOMHbIX BewecTB M UX
MpeKkypcopoB, noanexaiwimx KoHTpono B Poccwuiickon ®depepaumu, B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickonn ®depepaumu, MexayHapofHbiMu goroBopamu Poccuinckon depepaumn, B ToM uucne EpuHon
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KOHBeHUMen o HapkoTudeckux cpeacteax 1961 roga n KoHBeHuUmel 0 NCMXOTPOnHbIX BewlecTBax 1971 roaa;
(nn. "c" BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

T) MHpopmaLmns O TOM, SIBMSIETCA fM AaHHbIA NEKAPCTBEHHbLIN MpenapaT pedepeHTHbIM NEKaPCTBEHHbLIM
npenapaTom;
(nn. "1" BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

y) CBedeHuMs O nojaye 3asiBMeHWs O BHECEeHUW W3MEHeHWA B [OKYMEeHTbl, coaepxalmecs B
perucTpauvoHHOM A0Cbe Ha NekapCTBEHHbIN Npenapar;
(nn. "y" BBegeH ®eaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

MpumeyaHue.

NHbopmaums o B3arMo3aMeHSeMOCTU NleKapCTBEHHbIX NpenapaToB Ans MEAULMHCKOrO NMPUMEHEHNS NMOANEXNUT
BKITHOYEHUIO B rOCYAapCTBEHHbIN PEECTp fnekapCTBeHHbIX cpeacTB ¢ 1 sHBapsa 2018 roga (PepepanbHbIv 3aKOH
0T 22.12.2014 N 429-93).

&) cBeaeHMs1 0 B3aIMO3aMEHSIEMOCTU NEKapCTBEHHOIO Npenapara;
(nn. "¢" BBeaeH deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

X) CPOK BBEAEHMWS NTeKapCTBEHHOrO Npenapara B rpaxaaHckuii obopor;
(nn. "x" BBeaeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

2) B OTHOLEHUN hapmaLeBTUYECKUX CybCTaHLUMN:

a) HaumeHoBaHMe apmaueBTMYecKon cybcTaHuMM  (MeXAayHapogoHoe  HemaTeHTOBaHHOe,  MNn
rPYNNMPOBOYHOE, UM XMMUYECKOE U TOProBOE HAaUMEHOBaHMS);
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

©) HaumeHoBaHVe 1 agpec nponssoanTens apmaveBTnyeckon cybcTaHumm;
B) CPOK rogHOCTV chapMaLeBTUYECKON cybcTaHumu;
r) yCnoBus xpaHeHus papmMaueBTudeckon cybcTaHumu;

,D,) HOMeEpP q)apmaKoneVlHoPl CTatb NN B Cliydae ee OTCYyTCTBUA HOMEpP HOpMaTI/IBHOIZ OOKyMeHTauunmn nnéo
HOPMAaTMBHOIO OKYMEHTA;

€) Hanmune cdapmaueBTUYECKON CybCcTaHUMM B NepeyHe HapKOTUYECKMX CPEACTB, NCUXOTPOMHbIX BELLECTB U
nX MpeKypcopoB, noanexaiimx KoHTponto B Poccuiickon ®egepauumn, B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuiickon ®depepaumn, mexayHapogHbiMu goroBopamu Poccuiickon ®depepaumn, B ToMm uucne EpuHon
KOHBeHUMen o HapkoTudeckux cpeacteax 1961 roga n KoHBeHuUme 0 NCMXOTPOnHbIX BelwlecTBax 1971 roga.

(nn. "e" BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

2. ®dapmaueBTnyeckaa cybcTaHuuMs, NpPoOu3BEAEHHAs AN peanu3auuun, MoxeT ObiTb BKOYEHA B
rocyAapCTBEHHbIN PEeCTp NekapCTBEHHbIX CPEACTB Ha OCHOBaHWM 3asBNeHus pa3paboTyvka unv nponsBoaUTENs
nekapcTBeHHOro cpegcrea nubo YMNOMHOMOYEHHOrO WMW IOPUAMYECKOrO NUua Mpu YCroBUW MNpPOBEAEHUsA B
OTHOLUEHMM Takon apmMaueBTUYeCcKon cybcTaHumMy 3KCnepTusbl KadvecTBa dpapMaueBTUYEeCKoW cybcTaHuuu B
nopsigke, ycTaHOBNEHHOM cTatben 34 Hactosiwero depepanbHOro 3akoHa. B oTHoweHuun dapmaueBTUYecKux
cybcTaHUuii, Npou3BEAEHHbIX [Ans peanusauuv, B TrOCYAapCTBEHHOM peecTpe neKapCTBEHHbIX CpeacTB
COoAepXnTca cneayowas nHpopmMauus:

1) HavMeHoBaHWe (papmaueBTMYeckoW  cybcTaHumMm  (MeXxayHapogHoe  HemnaTeHTOBaHHoe,  WUiu
rPYNMUPOBOYHOE, UMM XMMUYECKOE Y TOPrOBOE HAMMEHOBAHUS);

2) HaumeHoBaHue, agpec npoumsBoauTens dapmMaueBTU4eCcKon CyObCcTaHuMM, a Takke B OTHOLUEHWUU
NeKapCTBEHHbIX CpPeacTB  Ans  MeOULMHCKOTO NPUMEHEHWs CBeJeHud O peructpauuuM  npoussoauTens
dapmaLeBTUYECKON CyOCTaHUMM B KadecTBe HaroronnaTenbliyka B CTpaHe perucrpauum (ons poCCUACKUX
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IopUanYECcKUX nuL - NAeHTUPUKALMOHHBLIN HOMep Hanoronnatenswuka (MHH), ons nHoCcTpaHHbIX opuandecKkmnx
nuy, - CcTpaHa perucTpauun, HavMeHOBaHWEe pPerucTpupyloLlero opraHa, permcTpauuoHHbIA HoOMep, Koa
HanoronnaTtenbLUuKa B CTpaHe perucrpaumm (MHKopnopauum) unv ero aHanor);

(n. 2 B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-93)

3) cpok rogHocTM hapMaLeBTUYECKON cybCcTaHumu;
4) ycrnoBusa XxpaHeHUs hapmaLeBTUHECKON CyOCTaHLmK;

5) Homep chapmakoneliHoi ctTaTbu NMBO B Criyyae ee OTCYTCTBMS HOMEpP HOPMaTWBHOW OOKYMEHTaUWUW Unu
HOPMaTMBHOIO JOKYMEHTa;

6) HannMune capmaueBTUYeCcKon CybCcTaHUMM B NepeyHe HapKOTUYECKUX CPEACTB, NCUXOTPOMNHbLIX BELLECTB U
X NPeKypcopoB, noanexalimx KoHTponio B Poccunckon denepauumn, B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuinckonn ®depepaumu, MexayHapoaHbiMu goroBopamu Poccuiickon ®depepaunn, B ToM uucne EpuHon
KOHBEHLIMEN 0 HapKoTudeckux cpegcreax 1961 roga n KoHBeHuuen o ncnxoTponHbix Bewectsax 1971 roga;

7) paTta BKoYeHUs hapMaleBTUYECKON CyOCTaHUMM B rOCy4apCTBEHHbIA PeecTp fieKapCTBEHHbIX CPEACTB,
AaTta BHECEHUS U3MEHEHMIN B AOKYMEHTbl chapMaLueBTUYeckon cybcTtaHumm, aata ucknoyeHms apmaueBTu4eckomn
cybcTaHuumn 13 rocygapcTBEHHOIo peecTpa fekapCTBeHHbIX CPeacTB.
(vacTb 2 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Mopsanok BeAeHNs rocyAapCTBEHHOTO peecTpa JiekapCTBEHHbIX CPeACTB ANt MeaULMHCKOro NpUMeHeHust
M MopsOoOK BeOEeHUs roCydapCTBEHHOrO peecTpa JeKapCTBEHHbIX CPEACTB A BETepPUHApPHOro MpUMEHEHUs!
YyTBEPKOATCSl COOTBETCTBYIOLLMM YNONTHOMOYEHHbIM cheeparibHbIM OpraHOM UCMONHUTENbHON BracTu.

Ctatbsa 34. BkniovyeHMe B rocyfapCTBEHHbIA PeecTp JIeKapCTBEHHbIX CPeAcCTB U MUCKI4YeHue u3
rocyAapCTBEHHOro peectpa JNieKapCTBeHHbIX CpeAcTB papmaueBTUYECKOW CyOcTaHLMWU, NPOM3BeAEHHOMN
OnsA peanusauum
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ans BkntoyeHnst hapmavieBTMHecKkon cybcTaHLmmn, NpoM3BEeAEHHON ANl peanu3aumm, B rocy4apCTBEHHbIN
peecTp NeKkapCTBEHHbIX CPeacTB, MPOBOAMTCS SKCMepTU3a ee kayecTBa.
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. 3JKkcnepTtmMsa KayecTBa ykasaHHOM B 4actu 1 Hactosiwen ctatbn dapmaueBTUYeckon cybcTaHumm,
COCTaBMeHne KOMMUCCUMEN SKCMEepPTOB 3aKMoyeHWn Mo pesynbTaTam 3TOW 3KCMepTU3bl U UX HanpasneHue B
YMNONIHOMOYEHHbIN heaepanbHbll OpraH UCMONMHUTENbHOW BMAacT! OCYLLECTBASIOTCS B CPOK, HE NpeBblLLaloLLnii
wectnaecatn paboumx OHEeN CO [OHSA MNOMyYeHUS IKCMEPTHbIM YYPEXOEHWEM COOTBETCTBYIOLLEro 3ajaHus
YNofIHOMOYEHHOro chejepanbHOro opraHa UCNOMHUTENBHOW BNAacTu 1 cneayroLwmx JOKYMEHTOB!

1) KonMuSA NUUEH3UM Ha MPOM3BOACTBO NEKAPCTBEHHbIX CPEACTB UMM KOMWUS 3aKMioyYeHWs O COOTBETCTBMM
nNpon3BoaMTENs] NEKApCTBEHHbIX CpeacTB TPebOoBaHWSM MpaBui Hagnexallen npOM3BOACTBEHHOW MpPaKTUKW,
BblAaHHbIX YNOJIHOMOYE€HHbIM (bep,epaj'leblM opraHom MCNOMHUTENBHON BnacTtun, B crniy4dae, ecim npom3BoacTtBoO
neKapCTBEHHOro cpeacTsa ocyLuectensaeTca B Poccuiickon deaepaumu;

(B peq. PenepanbHoro 3akoHa ot 04.06.2018 N 140-3)

2) Konus [OKYMEHTA, BblAAHHOMO YMOSHOMOYEHHBIM OpPraHOM CTpaHbl MPOW3BOAUTENS FleKapCTBEHHOMO
cpeactBa M MOATBEPXKAAMLLEro paspelleHne Npou3BOACTBA JIEKApPCTBEHHOrO CpeacTBa, M ero nepeBod Ha
PYCCKUA £3blK, 3aBEPEHHble B YCTAHOBMEHHOM MOpsSAKe, a TakkKe KOMusA 3akiioyeHWss O COOTBETCTBUM
nNpou3BoaMTENs NEeKapCTBEHHbIX CpeacTB TpeboBaHMSAM MpaBui Hagnexallen NpOVM3BOACTBEHHOW MpPaKTUKW,
BblJAHHOIO YMOMIHOMOYEHHbIM ddedeparnbHbiM  OpraHoOM  WUCMOMHUTENbHOW BRactu, nubo Konwus  pelueHus
YMNONTHOMOYEHHOro  befepanbHOrO  opraHa WCMOMHUTENbHOW BNactM O MPOBEAEHUN  MHCNEKTUPOBAHMUS
Nnpou3BoaMTENs IEeKapCTBEHHOrO CpeacTBa. YKasaHHble [OOKYMEHTbl MpPeACcTaBnslTcsa B Ccnydae, ecnu
Npon3BOACTBO JIEKAPCTBEHHOMO CPeACcTBa OCyLLecTBNAeTCcA 3a npegenamu Poccunckon ®egepaunu;

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

3) OOKYMEHT, cogepalluii criegytolime cBefeHusl 0 papmMaLleBTUYECKO CyGCTaHLMu:
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a) HaumeHoBaHWe papMaLeBTMYEeCKon cybcTaHumMK, ee CTPYKTypa, obLumMe CBOWCTBA;
6) HaumeHoOBaHVe 1 agpec NPon3BOANTENS;

B) TexXHonorna npom3soactea C onncaHnem cragumn npoun3eoacTBa M METOO0B KOHTPOJIA Ha BCeX CTaauax
npon3BoACTBa,

r) onncaHme paspaboTku npouecca Npon3BoaCTBa;

[) onvcaHme KOHTPOnsi KPUTUYECKUX CTaAuMi npoLecca Npon3BOACTBa M MPOMEXYTOUYHOM NPOaYKLMK;
€) JoKyMeHTanbHoe noaTeepxaeHne (Banuaauns) npoLeccos 1 (Unn) nx oueHka;

) CBOMCTBA M CTPYKTypa AENCTBYIOLLNX BELLECTB;

3) XapaKkTepucTumKka npumecen;

n) cneundmrkaumsa Ha chapmaLleBTMIeCcKyto cybcTaHuuo U ee 060CHOBaHUE;

K) aHanmtTnyeckne MeToaukn, ncnosibdyemble rnpu ocCyLecCTBl1IeHUN KOHTPONA KadecTBa (*)apMaLl,eBTI/I‘-IeCKOVI
cybcraHuup;

n) [OKyMeHTanbHoe MOoATBepXaeHue (Banvpauusl) aHanmuTUYECcKUMX METOAMK, WCMONb3yeMblX MNpu
OCYLLECTBIIEHMWN KOHTPOJIS kavecTBa hapMaLeBTUYEeCKON CyGCTaHLMu;

M) pe3ynbTaThl aHanu3a cepuin bapmaueBTU4eckon cybcTaHuuu;

H) nepeyvyeHb CTaHOAPTHbIX 06pa3LI,OB mnn BewecTtB, WUCMNOJNIb3yeMblX TMPU OCYLEeCTBIIEHNUN KOHTPOIA
Ka4yecTBa,

0) ONucaHve xapakTepUCTMK U CBONCTB YNaKOBOYHbLIX MaTepmaroB U YKYNOpOYHbIX CPeacTB;
n) faHHblEe O cTabunbHOCTY hapmaLeBTUYECKON CyOCTaHUuK;
P) CPOK rO4HOCTMU;

4) [OKYMEHT, COAepXalluin CBefeHWss O perncTpauun Mpou3BOAUTENSA JEKAPCTBEHHBIX CpeacTB Ans
MEOULUMHCKOTO TMPUMEHEHMST B KayecTBe HanoronnaternbliMka B CTpaHe peructpaumn (ans pOCCUNCKMX
IOPUONYECKMX NNL, - MAEHTUUKAUNOHHBLIA HoMep Hanoronnatenbwmka (MHH), Ana MHoCTpaHHbIX topuanyeckux
niy - cTpaHa peructpauuu, HauMeHOBaHWE pPEerncTpupylowero opraHa, PerMcTpauuoHHbI HOMeEp, KoA
HanoronnartesnbLUMKka B CTpaHe pernctpaummn (MHKopropaumm) unm ero aHarnor).

(n. 4 BBegeH depepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)
(vacTb 2 B pen. PeagepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pea. 13.07.2015))

3. [Ina npoBedeHNs 3KCnepTM3bl kavyecTBa ykasaHHOMW B YacTu 1 HacToswen crtatby hapmaueBTUHECKON
cybcTaHuum 3as8BUTENb NpeacTaBnsieT B yNONHOMOYEHHbIN beaepanbHbi OpraH UCMONMHUTENbHON BNacTy:

1) 3asBneHMe O BKIOYEHUM B TOCYOAPCTBEHHbIN PEECcTp JeKapCTBEHHbIX CPeacTB  [aHHON
dapmaneBTU4eckon cybctaHumm;

2) Konusa [JOKYMeHTa, noArBepxalwowero ynnaty rocyfapCTBEHHOM [MOWMMHbLI  3a  BKIOYMEHUE B
rocylapCTBEHHbI peecTp NeKapCTBEHHbIX CPeAcTB hapmaueBTUYecKon cybcTaHuuW, npou3BedeHHON Anis
peanu3aumy, 60 no CoBCTBEHHOM WHULMATMBE YKal3aHHbI OOKyMEHT. B cryyae ero HenpegctaBrneHus
3asBMTENEM YMNOMHOMOYEHHbBIN doedeparnbHblii  OpraH WCMOSHUTENBHON BMAAcTM npoBepseT dakT ynnathbl
rocygapCTBEHHOM MOLWNHBI 3asiBUTENEM C  WCMONb30BaHMEM WHdopmaumm 06 ynnaTe rocyaapCTBEHHON
MOLWNWUHLI, cogepxawenca B [ocygapCTBEHHOW WHMOPMAUMOHHOW CUCTEME O T[OCYAApPCTBEHHbIX U
MyHULMNAnbHbIX NraTexax, Ha OCHOBAHMWU NPEeACTaBEHHON 3asBUTENEM KOMWM OOKYMEHTa, MOATBEPKAAILLEro
ynnaTy rocygapCTBEHHOMN NOLUMNHBI;

(n. 2 B peq. ®epgepanbHoro 3akoHa ot 22.12.2014 N 429-d3)
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3) OOKYMEHTBI, YKa3aHHbIe B 4acTu 2 HACTOsILLEN CTaTby;
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4) 3asBneHMe O Bblgaye paspelleHuss Ha BBO3 B Poccuiickyto depepaumto  KOHKPETHOW MapTum
He3aperncTpMpoBaHHOTO JIEKAPCTBEHHOIO CPeACTBa, NPeAHa3HAYeHHOro A5l NPOBEeAEHWS YKa3aHHOW SKCNepTu3bl.
(n. 4 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

4. B TeuyeHne gecAtn paboyumx OHEW CO OHS MPUHATUSA 3asIBIIEHUS O BKIHOYEHUU YKa3aHHOW B 4dactu 1
HacTosiLLen cTaTbM bapmaueBTUYECKONW CyOCTaHUMM B TFOCYAapCTBEHHbIA PEECTP JEKapCTBEHHbIX CPEeacTB U
JOKYMEHTOB, MepeyncrieHHbIX B YacTn 1 U NyHKTe 2 YacTu 3 HacTosLen cTaTbu, YNONHOMOYEHHbIN heaepanbHbIi
OopraH UCNOJTHUTENBLHOW BNAacTU:

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

1) NnpoBOANT NPOBEPKY MOMHOTLI U AOCTOBEPHOCTU AaHHbIX, COAEPXKALLMXCA B NPeACTaBMNEeHHbIX 3asBUTENEM
JOKyMeHTax;
(B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) NpPMHUMAET peLUEeHNEe O HarnpaBfeHUN B 3KCMEPTHOE yYpexaeHue 3ajaHus Ha NpoBeAEHUE IKCMepTUsbl
KayecTBa yKa3aHHOW B 4acTM 1 HacToswen craTbM apmaueBTUYEcKoW cybcTaHuumn mnn o6 oTkase B TaKoMm
HanpaBneHuu;

3) yBegOMNSIET B 3IEKTPOHHON UINU NMUCbMEHHOW hOpPME 3asBUTENSA O NPUHATOM PELUEHUN UNN B Cry4vae
0TKasa C yKaszaHMeM NMpUYnH Takoro oTkasa.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbISBNEHN HEQOCTOBEPHOCTU CBEAEHWUW, coaepXaliuxcs B MpeacTaBrneHHbIX 3asBuTenem
MaTepuanax, ynosIHOMOYEHHbIN defepanbHbIil OpraH UCNOMHUTENBHON BRacTy HanpaBnsaeT 3asBUTEN0 3anpoc
06 yTO4YHEeHUN yKasaHHbIX cBefeHui. [aHHbIn 3anpoc MOXeT BbiTb nepegaH ynonHOMOYEHHOMY NPeacTaBUTErNto
3aABMTENs NUYHO NOA Pacnucky, HanpasfeH Mo NoyTe 3akasHbIM MMCbMOM UMW NepedaH B 3NIeKTPOHHON dopme
no TenekoMMYHUKaUMOHHbIM KaHanam cBs3n. B cnyyae HanpaBneHus gaHHOro 3arnpoca Mo noyTe 3akasHbIM
NMUCbMOM OH CYUTAETCS MNOMYYEHHbIM MO UCTEYEHWUU LIECTU JHEWN C AaTbl HanpaBneHUs 3aka3Horo NUcbma.

(vacTb 4.1 BBegeHa depepanbHbIM 3akoHOM 0T 25.11.2013 N 317-03)

4.2. BagButenb o06s3aH npencTtaBuTb OTBET Ha 3anpoc  YMNOJIHOMOYEHHOro deaepanbHOro opraHa
WCMNOMHMTENBHOW BRacTu B CPOK, He MPEeBbILAWMN OeBAHOCTa paboyvmMx AHEN CO OHA MONyYeHust OAaHHOro
3anpoca. Cpok, ykasaHHbIN B 4acTu 4 HACTOsILLEN CTaTbU, NMPUOCTaHaBNMBAETCS CO AHS HanpaBreHus 3asBuTento
3anpoca ynoriHoOMOYeHHOro defeparnbHOro opraHa WCMONMHUTENbHOW BNAcTU A0 AHA MONyYeHWs UM OoTBeTa Ha
AaHHbIN 3aMpoc 1 He YYUTbIBAETCHA NPY UCHMCIIEHMMN CPOKa 3KCMepTM3bl KadyecTBa hapMaLeBTUYecKon cybcTaHumu,
Heuncnonb3yemMow Npy NPON3BOACTBE JlIEKApCTBEHHbIX NPenapaTos.

(4acTb 4.2 BBefgeHa dPepfepanbHbiM 3akoHoM oT 25.11.2013 N 317-93)

5. OcHoBaHuem pOnsd oOTKasa B HanpaeneHWM B OKCMEPTHOE YyypexaeHue 3adaHusd Ha npoBedeHune
3KCMepTM3bl KayecTBa YKa3aHHOM B 4YacTm 1 HacToswewn cTatbu dapmaueBTUYEeCcKOW CcyOGCTaHuMM SBnsSeTcs
HenpeacTaBneHMe [OOKYMEHTOB, yKasaHHbIX B 4acTM 2 HacTosilleh cTaTbW, OTCYTCTBME MHOpMauuu,
noaTeepxgatowen ¢akt ynnatbl rocyAapCTBEHHOW MOLUMUHBI 3a BKIKOYEHME hapmaueBTMYeCKON cybcTaHuuu,
Npon3BeOEeHHON AONns peanu3auun, B rOCYAApPCTBEHHbIA PEECTP NEeKApCTBEHHbIX CPEACTB, HenpeacTaBneHune
3asBUTENEeM B YCTAHOBMNEHHbIM CPOK OTBETA Ha YKasaHHbld B 4Yactm 4.1 HacToswen cTaTtbu 3anpoc
YNOMHOMOYEHHOro doefepanbHOro opraHa WCNOMHUTENbHOW BMRAcTM WAM nNpeacTaBneHne LOKYMEHTOB, He
cofepKaLlmx ncdepnbiBatoLero NnepeyHsi HEOOXOAMMbIX CBEAEHUN.

(yactb 5 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. B TeveHve nATHaguaTV paboyunx AHEW CO AHSA MONyYeHWUs peLleHUs YNONHOMOYEHHOro defepanbHOro
opraHa UCNoNHUTENBHON BNAcTW O HaMpaBreHUn B 3KCNEPTHOE YYPEeXAeHne 3a4aHns Ha NpoBedeHne aKenepTussbl
KayecTBa yKka3aHHOM B YacTu 1 HacTosien cTtaTbu dpapMaueBTUYEeCKon CybCTaHUMM 3asdBuUTenb NpeacTaBnseT B
3KCMepTHOE YyYpexaeHue Ons npoBedeHMs OAaHHOM 3JKCrnepTu3bl obpasubl (hapmaueBTUYecKonW cybecTaHumMu B
KonuuyecTBe, HeoO6XOAMMOM ANS BOCMPOM3BEOEHUA METOOO0B KOHTPOMS KayecTBa. OKCMepTHOe y4upexaeHune npu
nonyyeHnn obpasuoB yka3aHHOW B 4acTu 1 HacTosiwew cTaTbM papmaueBTUYecKon cybcTaHuun BbloaeT
3a8BUTENIO0 JOKYMEHT, NOATBEPKAAIOLMIA MoNyvyeHe 3Tux obpasLoB, U B CPOK, He MPeBbILLALWMIA Tpex paboumx
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OHEN, yBeJoOMINSIET B 3NIEKTPOHHOW UNN NMUCbMEHHON hopMe 00 3TOM YMOJSIHOMOYEHHbIV befepanbHbld opraH
NCNOSNTHUTENBLHOMW BNAacTU. OTU CPOKM HE BKITHOYAOTCH B CPOK NPOBEAEHUSA JaHHOW 3KCNepTU3bI.
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. [JOKyMeHTbI, MOCTYNMBLUME B 3KCMEPTHOE yYpexaeHue Ana NpoBeaeHUs 3KCnepTusbl Kadectsa ykasaHHON
B yactu 1 HacTodawen crtatbM apMaueBTU4eckon cybCcTaHumm, noanexar BO3BpaTy B YMNOJIHOMOYEHHLIN
denepanbHbI OpraH UCMOMHUTENbHOW BNacTU OAHOBPEMEHHO C 3aKiioyYeHWsMU Mo pesynbTaTtam npoBegeHHON
3KCMNEepPTU3bI.

8. B cpok, He MpeBbIWALWMIA NATU paboynx OHEN CO OHSI NOMYYEeHUsT 3aKIHYEHUsT KOMUCCUM SKCNEPTOB MO
pesynbTataM 3KCNepTu3bl KayecTBa yKa3aHHOM B 4acTu 1 HacTosiwewn ctaTeu chapmaueBTUdeckon cybctaHuum,
YNONHOMOYEHHbIV doefieparibHbl OpraH UCNONHUTENBHOW BNacTu:

1) OCYyLLeCTBNAET OLUEHKY Takoro 3akn4veHunda ana onpeneneHna ero CooTtBeTCTBuA 3agaHuio Ha nposegeHne
JaHHON OKCNEPTU3bI;

2) NpuHMMaeT peLlleHNe O BKITKOYEHUWM YKa3aHHOW B 4acTu 1 HacTosilen cTaTby (papmaueBTUYECKON
cybcTaHuum B rocygapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB UK pelleHne 06 oTkase B TakoM BKITHOYEHWM;

3) BHOCUT MpuM MPUHATUM pELUEHNS O BKIKYEHUM YKa3aHHOW B 4Yactu 1 HacTosilen cTaTtbu
dapmaLeBTUYECKON CYOCTaHUMM B TOCYLAPCTBEHHBLIN PEEecTp NeKapCTBEHHbIX CPEACTB NPedyCMOTPEHHYHO
nyHkTom 2 yactm 1 ctatem 33 HacTtoswero depepanbHOro 3akoHa MHOPMaUMIO U yBegomnsieT 00 3TOM B
3ANEKTPOHHOW UNU NMCbMEHHOW hopMe 3aaBUTENS.

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

9. OcHOBaHMEM Ons OTKasa BO BKIIHOYEHMM yKa3aHHOM B YacTu 1 HacTosen ctaTby dhapmaueBTUYECKON
cybCTaHUuUN B rocydapCTBEHHbIN PEecTp NeKapCTBEHHbIX CPeaCTB SABNSAETCHA 3aKMyYeHWe COOTBETCTBYIOLLErO
YNOIHOMOYEHHOro hefeparnbHOro opraHa MCNOMHUTENbHOW BRacTM O TOM, YTO KayecTBO (hapmaleBTUYECKOMN
cybCTaHuUKM He NOATBEPXKAEHO MOMYyYEHHbIMU AaHHBIMU.

(vyactb 9 BBeaeHa deaepanbHbIM 3akoHOM OT 22.10.2014 N 313-03; B pea. PegepansHoro 3akoHa ot 04.06.2018
N 140-93)

10. He ponyckaeTcsi BKMOYEHME B T[OCYAApPCTBEHHbI pPEEecTp JEeKapCTBEHHbIX CpPeacTB  OOHON
dapmMaLeBTUYECKON CcyOCTaHUMK, MNPOM3BEOEHHON [Ns peanu3auMm W BbINMyCKAeMOW OOHMM U TEM Xe
npomsBoguTenem, B BUae AByx u 6onee peecTpoBbIX 3anncen.

(vacTb 10 BBegeHa PegepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

11. BHeceHMe W3MeHeHWI B [AOKYMEHTbl Ha apmaueBTUYECKY0 CybCTaHLMIO, MPOU3BEAEHHYD O1IA
peanv3auny 1 BKITHOYEHHYIO B FOCYLAPCTBEHHbBIN PEECTP JIEKapCTBEHHbBIX CPEACTB, OCYLLECTBNSAETCA B NOPSAKeE,
yctaHoBneHHoM cTtaTtbamu 30 u 31 HacToswero defepanbHOro 3akoHa, ¢ ynnaTon rocyaapCTBEHHOW NOLUMWHBI,
npeaycMOTPEHHON 3akoHoaaTenbcTBOM Poccuiickon ®egepauun o Hanorax n cbopax.

(vyactb 11 BBegeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

12. [onyckaetcsa obpaweHne apmaueBTU4eCKkMX cybCcTaHuMiA, NPOU3BEAEHHbIX AMs peanu3auuun, B
TEYeHMe CcTa BOCbMUAECATM [JOHEW [O W MOCre MNPUHATUA  YNOSNIHOMOYEHHbIM  doeaepanbHbiM  OpraHoMm
NCMNOMHUTENBHOW BNACTU PELLEeHNst O BHECEHUN U3MEHEHMIN B OOKYMEHTbl Ha (hapMaleBTUYECKYD cybcTaHuuto,
NPOV3BEAEHHYIO ANsi peanu3aunn 1 BKIIOYEHHYHO B rOCYapCTBEHHbI PEECTP fIEKapCTBEHHbIX CPeACTB.

(4acTb 12 BBegeHa PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

13. PeleHne 06 ucknioyeHnn 13 rocyapCcTBEHHOro peecTpa fekapCTBEHHbIX cpeacTB dhapMaLeBTUYECKON
cyGCTaHUMKN, NpoOV3BEAEHHOW [Ana peanu3auuu, MNpUHMMaeTCsl YMNONHOMOYEHHbIM defepanbHbiM - OpraHom
MCMOMHUTENbBHOW BNAcTK B cryyae:

1) NnpeacTaBneHns COOTBETCTBYIOLLMM YNONMHOMOYEHHbIM ddefepanbHbIM OpraHoM WUCMONMHUTENBHOM BRacTu
3aKMYeHNst 0 pucke unm o6 yrpose KM3HWU UM 3[40POBbLI0 YeroBeka NGO KMBOTHOMO MPU MCMOSb30BaHUM
NeKapCTBEHHOro CPeacTBa;

2) nogaym pa3paboTyMKOM FEeKapCTBEHHOrO CPeAcTBa WM MPOU3BOAMTENEM NEeKapCTBEHHOro cpeacTea
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nMBo YNONHOMOYEHHBIM UMW APYrMM HOPUONYECKMM NMLOM 3asiBreHus 06 WCKMIYEeHUU U3 rocydapCTBEHHOro
peecTpa NekapCTBEHHbIX CPeACcTB hapMaLleBTUYEeCcKo cybcTaHUmmM, Npon3BeaeHHON AN peanusauuu;

3) oTtcyTcTBMA (hapMaueBTMYECKOW cybGcTaHuMWM, Npou3BEAEHHOW Ans peanusauun, B obOpalleHun B
Poccwuiickon degepaumm B TeueHue Tpex n 6onee ner.
(vacTb 13 BBegeHa denepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

CraTbs 35. YTpatuna cuny ¢ 1 nonsa 2015 roga. - PegepanbHbi 3aKoH oT 22.12.2014 N 429-03.

CraTtbs 36. O6GxanoBaHue peweHUs 06 OoTKase B Bblgaye pa3pelleHust Ha NnpoBeAeHne KIIMHUYeCKoro
uccneaoBaHUsi JleKapCTBEHHOro npenapaTa, pelweHusi o6 oTkase B rocyAapCTBEHHOM perucrpauuu
NeKapCTBEHHOro npenapaTta, 3aKfn4eHUsi KOMUCCUM IKCMEepPTOB IKCMEPTHOro yuYpexaeHust unu
3aKI1l04YeHUA coBeTa No 3TUKe

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

PelueHne cooTBeTCTBYIOLErO YNOTHOMOYEHHOrO (hefepanbHOro opraHa UCMOMNHUTENBHOW Bnactn ob oTkase
B BblJaye paspelleHNss Ha MNpoBedeHMEe KIMHUYECKOrO WCCnedoBaHWs NeKapCTBEHHOrO npenapaTta, pelueHue
yKa3aHHOro defeparnbHOro opraHa MWCNONHWUTENbLHOM Bnactu o6 oTkase B rocydapCTBEHHOW perncrpauumun
NeKapCTBEHHOro npenapaTa, 3akio4YeHMe KOMUCCUM IKCMEPTOB IKCMEPTHOMO YUYPEXOAEHUS WM 3akroyeHune
coBeTa Mo 3TUKE MOXeT ObITb 06XanoBaHO B MNOpsiAKke, YCTAHOBMEHHOM 3aKoHOAAaTenbCTBOM Poccuinckon
depepaumn. 3akniodeHuve aKkcnepTa, OGOPMIIEHHOE MO WUTOraMm 3KCMepTu3bl B LeEendx onpeaeneHus
B3aMMO3aMEHSIEMOCTM 3aperMcTPUpOBaHHOIO NIEKAPCTBEHHOMO NpenapaTta, MoXeT ObiTb 06XxanoBaHo gepxaTenem
unu BriagenbUeM perncTpaumoHHOro YAOCTOBEPEHUSA IeKapCTBEHHOro npenapata B KOMUCCUIO 3KCMepToB
3KCMEPTHOrO yupexaeHus. 3aknoyeHne KOMMCCUM 3KCMEePTOB SKCMEPTHOIO YYpeXaeHUsl, 0hOPMIEHHOE MO NUToram
nepecMoTpa 06XanoBaHHOIO 3aKMYEeHUs 3KcnepTa, MOXeT OblTb OCMOpeHO AepXaTenem wnv Bragerbuem
PEerMcTpaumoHHOro yAOCTOBEPEHUS NIEKAPCTBEHHOrO npenaparta nMbo ynofTHOMOYEHHbIM VMU MMLIOM B MOPSIAKe,
YCTaHOBMEHHOM 3akoHogaTenbCcTBoM Poccuiickon deaepaumun. MNpu ob6XanoBaHUM pelleHust YNOTHOMOYEHHOro
denepanbHOro opraHa WUCMOMHUTENBHOW BaCTW, 3aKMOYEHMs 3KCMepTa UM KOMUCCMU 3KCMEPTOB IKCMEPTHOro
yupexgeHusl, 3akriovyeHus coBeTa MO 3TMKe JdepxaTenb WnM Bnagenel perncTpaumoHHOro yooCTOBEpPEHMS
NeKapCTBEHHOro npenapara nmMbo YNosIHOMOYEHHOE UMM NMLO BNpaBe NPeACTaBUTb pesyrbTaTbl 9KCNEpPTU3bl
NeKapCTBEHHOro npenapara, NPOTOKOMbl MOMYyYEHHbIX aKKPeAMTOBAHHbIMU MCMbITaTeNbHbIMKM flabopaTopusimm
(LeHTpamu) pe3ynbTaToB UCCNeAOBaHUN, NCNbITAHUN.

Ctatba 37. WHcopmauus, cBA3aHHaA C OCYyLWEeCTBNIEHMEM rOCyfapCTBEHHOM perucrpauuu
fieKapCTBEHHbIX MpenapaTtoB, MHdOpPMaLUA O 3aperMcTpUMpoOBaHHbIX JleKapCTBEHHbLIX MNpenapartax u
fieKapCTBEHHbIX NpenapaTax, MUCKIMIYeHHbIX U3 rocyAapCTBEHHOro peecTpa NekapCTBEeHHbIX CPeaAcTB

1. COOTBETCTBYIOLLMIA YMNOTHOMOYEHHbIN (hbeaeparnbHbIi OpraH WCMNOSHUTENBbHON BnacTu pasMellaeT Ha
cBoeM oduumansHOM carnte B ceTn "HTepHeT" nHdopmMauuio, CBA3aHHY C OCYLLEeCTBIIEHNEM rocyaapCTBEHHON
perMcTpaumyM nekapCTBEHHbIX MpenapaTtoB, B TOM 4YMCME NPOBEOEHWEM 3KCMEepPTM3bl JNIEKAPCTBEHHbIX CPEeACTB
(Bknovas pesynbTaTthl ee nposefeHus), MHHOPMaLMIO O 3aperMcTpPUpPOBaHHbLIX JEeKapCTBEHHbIX npenapartax u
NeKapCTBEHHbIX npenapartax, UCKMYEHHbIX U3 rocyAapCTBEHHOIO peecTpa fekapCTBEHHbIX CPeacTB, He No3aHee
4yeM 4yepes NATb paGoqu LI,HeI7I CO AHA nony4yeHuna cooTBeTCTBYHOLWMM YNOJTHOMOYEHHbIM (beﬂepaJ'IbelM opraHom
WCNONMHUTENBLHOW BNACTU 3as8BMEHUS O rOCy4apCTBEHHOW perMcTpaLmm nekapcTBeHHOro npenaparTa.

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

2. Cpoku 1 nopsifoK pasMeLLeHMs Yyka3aHHOW B YacTu 1 HacTosLWen cTaTbu MHOPMaL MM yCTaHaBNMBaoTCA
YNOSIHOMOYEHHbIM (hbefepanbHbIM OpraHoM WCMOSHUTENbHOW Bractu. WMHdopmMaumd, ykasaHHaa B 4actu 1
HacTosILLEN CTaTbu, SIBNAETCA OTKPbLITOM M 0OLWenoCTynHOM M MpegoCcTaBrnseTcs 3aMHTepecoBaHHbIM Nuuam B
COOTBETCTBMM C 3akoHoAaTenbCcTBoM Poccuiickon ®egepauun.

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

Mnaea 7. KNMMHWYECKUE UCCINEAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB ANnA MEOULUMHCKOIO NnPUMEHEHUA, AOTOBOP
OB UX NMPOBEAEHUW, NMPABA NALUUEHTOB, YYHACTBYIOLLUX
B 3TUX UCCITIEAOBAHMUAX
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Ctatba 38. KnuHuuyeckue wuccnegoBaHusi JeKapCTBEHHbIX MNpenapatoB AN MeaUUUHCKOro
npUMeHeHus

1. KnuHnyeckue nccnenoBaHns nekapcTBEHHbIX NpenapaToB Ans MeAULMHCKOIO NpUMEHEHUs!, B TOM Yucne
MeXOyHapoaHble MHOrOLEHTPOBbIE, MHOFOLEHTPOBbLIE, MOCTPErMCTPaUMOHHbIE, MPOBOAATCH B OOHOW  MNK
HECKONMbKUX MEAULIMHCKUX OpraHu3auusix B COOTBETCTBUM C MpaBuiiaMu Haanexalwlen KrMHUYECKOW MpaKTUKW,
YTBEPXKAEHHBIMU  YMONIHOMOYEHHbIM  heaepanbHbiM  OpraHoM  UCMOSIHUTENbHOW BNAacTh, COOTBETCTBEHHO B
crnenyoLwmx Lensx:

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

1) ycTaHoBneHue Ge30MacHOCTM IEeKapCTBEHHbIX MpenapaTtoB [ANs 340pOBbIX O0GpoBONbLEB U (MnK)
NepeHoCUMOCTM WX 340POBbIMM [AOOPOBOMbLAMW, 33 WCKITHOYEHMEM TaKMX WCCNEAoBaHUA NeKapCTBEHHbIX
npenapaTtoB, Npou3BeAeHHbIX 3a Npeaenamu Poccuiickon degepauuu;

2) nogGop onTMMasibHbIX OO3VPOBOK JIEKAPCTBEHHOrO Mpenapata U Kypca feyveHus Ans NauuMeHToB C
onpeneneHHblM  3abonesBaHveMm, ONTUManbHbIX 003 U CXEM  BaKUMHAUUMW  UMMYHOGWOMOrMYeCcKUMm
nekapcTBeHHbIMU NpenapaTamm 30opoBbIX 40GPOBONbLEB;

3) ycTaHoBneHve 6e30mnacHOCTV FfekapCTBEHHOro npenapaTta U ero aMEKTMBHOCTU AN MauUMEHTOB C
onpeaeneHHbIM 3aboneBaHueM, NpodunakTMyeckon 3PEKTUBHOCTU MMMYHOOMOMOMMYECKUX FNEKApCTBEHHbIX
npenapaTtoB AN 300POBbIX A0GPOBONLLEB;

4) n3y4yeHne BO3MOXHOCTU pacLunpeHunsa nokasaHun onsi MeauunHCKoro npuMeHeHnAa N BbiABNEHNA paHee
HEen3BEeCTHbIX NOOOYHbLIX AEACTBUN 3aperncTpnpoBaHHbIX NNEKAPCTBEHHbIX NMpenapaToB.

2. B oTHOWweHUM BoOCNpou3BEAEHHbIX J1IeKapCTBEHHbIX NpenapaToB Ans MEAMLMHCKOrO MNpUMeHeHus
MPOBOAATCA MCCriefoBaHUsi BGMO3KBMBANEHTHOCTU M (UMW) TepaneBTUYECKOW OKBMBANEHTHOCTM B MOpPsiAKe,
YCTaHOBIIEHHOM YMOJIHOMOYEHHbIM dbefeparnbHbIM OpraHoOM MCTONHUTENbHON BNacTy.

3. OpraHmsau,mo npoesegeHna KnnHN4YeCkmnx nccnegoBaHuin NeKapCTBEeHHOro npenaparta gna MmeanumnHCKoro
npnmMeHeHns BrnpaBse OCyLLeCTBIATb!:

1) pa3pa60le|K NeKkapCTBEHHOro npenapara uin ynosiHoMo4eHHoOe UM Jnuo;

2) obpasoBaTenbHble  OpraHuM3aumM  Bbicero  obpasoBaHWs,  opraHMsauun  AONONHUTENbHOMo
npodeccuoHanbHoro o6pasoBaHus;
(n. 2 B pea. ®enepansHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4YHO-uccnenosatesibCkne opraHn3auunn.

4. KnuHuyeckne ncenenoBaHnAa nekapCTtBeHHOro npenaparta gna MeamuuHCKOro npuMeHeHua npoBoaATcA
Ha OCHOBaHWM paspelleHnss Ha MNpPOBeAEHME KITMHUYECKOrO WCCNeaoBaHNst JIEKApPCTBEHHOro mnpenapaTa,
BblJAHHOTMO  YMOSIHOMOYEHHbIM  befepanbHbIM  OPraHOM  WCMOMHUTENbHOW  BractTu.  YMONTHOMOYEHHbI
bepepanbHbIi  OpraH WUCMONMHUTENBbHOM BracTU BeOeT pPeecTp BblAaHHbIX paspelleHuit Ha npoBedeHue
KMMHUYECKUX MUCCReAoBaHUA NEKAPCTBEHHOIO Mnpenaparta, CoAepXXalluii ykasaHue Ha WX uenb Wnuv uenu, B
YCTaHOBJIEHHOM 3TUM OpraHOM NopsiaKe.
(B pea. PepepanbHbIx 3akoHOB OT 22.12.2014 N 429-03, o1 13.07.2015 N 241-93)

5. YTpatun cuny ¢ 1 nions 2015 roga. - ®egepanbHbivi 3akoH oT 22.12.2014 N 429-03.

6. K opraHvsauum npoBeaeHnst KINMHUYECKNX UCCIEAoBaHW NekapCTBEHHOro npenapara anst MeauLUMHCKOro
npUMeHeHns1 pa3paboTyMKoM eKapCTBEHHOro npenaparta MOryT MpuBriekaTbCsl topuandeckne nuua noboi
OpraH13auVoHHO-NPaBOBON (hOPMbI MPY YCIOBUM O0GECMEYEHNs1 COOTBETCTBUSA 3TUX UCCREeAoBaHWN TpebGoBaHNAM
HacTosilero denepanbHOro 3akoHa.

7. KnuHnyeckue nccnegoBaHvs nNekapcTBEHHbIX NpenapaToB Ang MeguLMHCKOro NpMMEHeEHWst NPOBOAATCA B
MEOMLMHCKMUX OpraHu3auusax, akkpeOuTOBaHHbIX YMOMHOMOYEHHbIM heaepanbHbIM OpraHoOM WCNONHUTENBHON
BNacTu B nopsiake, yctaHoBneHHoM [NpaButenscTBoM Poccuiickon degepaumu.
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8. llepevyeHb MeOUMUMHCKMX OpraHusaumin, UMELMX MpaBo NPOBOAUTb KIIMHUYECKME WCCReaoBaHUA
neKapCTBEHHbIX NpenapaToB Ans MEAULMHCKOro NpUMEHEHUs, U peecTp BbiAaHHbIX pa3pelleHuin Ha nNpoBeaeHune
KNMMHUYECKUX MCCMNEeAOBaHWI NEKapCTBEHHbIX NPenapaToB OnyOnMKOBLIBAIOTCA U pa3MeLLanTcs YNONMHOMOYEHHbIM
dhegepanbHbIM OPraHoOM MCMOSNTHUTENbBHOM BNACTW B YCTAHOBIIEHHOM UM MOPSAKE Ha CBOEM odmumanbHOM CanTe B
cetn "HtepHeT".

Crtatbsa 39. PeweHne o npoBefeHMU KITMHUUYECKOrO MCCefoBaHUA fleKapCTBEHHOro npenapara agns
MeAULMHCKOro NpUMeHeHus
(B pen. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. KnuHuyeckoe uccnegoBaHue NekapCTBeHHOro npenapara Aanda MeguumnHCKOro npuMeHeHua npoBoguTCA
Ha OCHOBaHMW pa3pelleHnda Ha npoBegeHne KIMHN4YeCKoro uccregoBaHnAa JiekapCTBEHHOro npenaparta,
BblAaHHOIo YnNoJsIHOMOYE€HHbIM (bep,epaanblM OopraHom NCMOMHNTENBbHON BNactu Mo pe3ynbTataM 3KCNepTu3bl
OOKYMEHTOB, HeobxoaMMbIX Ans nony4vyeHuna paspeweHnda Ha npoBeaeHune KrnHn4Yeckoro wuccnenosaHusa
NIeKapCTBEHHOIo npenaparta un 3TUYECKON 9KCNEePTU3bI.

2. ins nony4yeHusl paspeLlleHnsl Ha NpoBeAeHMe KIIMHMYECKOrO UCCIiefoBaHNUs NiekapCTBEHHOro npenapara
ANA  MEOMLUMHCKOrO MNPUMEHEHUs 3asBuTeNb NpeacTaBnseT B YMNOMNHOMOYEHHbIN dhedepanbHbii  opraH
NCMNOMHUTENLHOW BNacTu:

1) 3adaBlieHne O Bblavye pa3pelleHnda Ha npoBeaeHne KIMMHUYeCKoro wuccnegoBaHnAa JekapCTBEeHHOro
npenapara gna meamunHCKoro npuMeHeHuns;

2) Konuv [OKYMEHTOB, NOATBEPXAAoLWMX YNnaTy rocyaapCTBEHHOW MOLUMMHLI 3a NPOBEAEHWE 3TUYECKON
3KCMNEepTU3bl, 3KCNepTU3bl AOKYMEHTOB Ha fleKapCTBEHHbIW npenapaT A58 NofnyvyeHns paspeLleHns Ha nposegeHue
KMMHUYECKOTO UCCMEedOBaHMA feKapCTBEHHOro npenapata Ans  MeauUMHCKOrO MNpUMEHEeHWs, 3a Bblgady
paspelleHnss Ha npoBedeHUe KINMHUYECKOrO WCCrefoBaHUsA NekapCcTBEHHOro npenapara Ans MeauuuHCKOro
NPUMEHeHWs, 3a NPOBEAEHNE IKCMEePTU3bl JOKYMEHTOB Ha NeKapCTBEHHbLIN Npenapart Ans nonyvyeHns paspeLleHmns
Ha npoBefeHne MexOyHapOAHOro MHOMOLEHTPOBOrO KIMHWYECKOro MCCNedoBaHUs fiekapCTBEHHOro npenapaTta
Ans MeOWLMHCKOrO MPUMEHEHWs, 3a Bbigady paspelleHusl Ha npoBedeHne MeXAyHapoAHOro MHOroLEHTPOBOro
KMMHMYECKOro WMCCNeaoBaHWs NeKkapCTBEHHOro npenapata And MeOuUMHCKOro MNpYMEHeHusl, 3a npoBeAeHuve
3TMYECKON IKCMEePTM3bl, SKCNEPTU3bl AOKYMEHTOB Ha NeKapCTBEHHbIN npenapart Ans nonyyeHus paspelueHus Ha
npoBedeHne  MOCTPErncTPauMOHHOIO  KNMHUYECKOr0  WCCNedoBaHWs  NekapCTBEHHOro  npenapata  Ans
MEOVNLMHCKOrO MPUMEHEHUs, 3a Bblayy paspelleHus Ha NpOoBeAEeHVEe MOCTPErncTPauMoOHHOrO KIMHUYECKOro
nccrnegoBaHus nekapcTBEeHHOro npenapaTta Ans MeavuMHCKOrO NMPUMEHEHUS, UM No COBCTBEHHOW MHULMaTMBE
yKasaHHble OOKyMeHTbl. B cnydae HenpeactaBneHus 3asiBUTENEM YKa3aHHbIX OOKYMEHTOB YMNOMHOMOYEHHbIN
dedepanbHbI  OpraH WCMONHUTENbHOW BRacTu npoBepsdeT akT ynnatbl roCcyaapCTBEHHOW MOLWMWHbI C
ncrnonb3oBaHMeM WHdoOpMaumMm 06 ynnate rocygapCTBEHHOW MOLMMHBI, coaepxallenca B [ocygapcTBeHHOM
NHOPMALIMOHHOW CUCTEME O rOCYAApPCTBEHHbLIX Y MyHUUMMNAmNbHBLIX Nnarexax, Ha OCHOBaHWUM MpeacTaBreHHbIX
3asBUTENEM KOMUIN JOKYMEHTOB;

3) NPOTOKON KIMHUYECKOTO NCCIEAOBaHNA NIEKAPCTBEHHOrO npenapara Anst MEAULMHCKOro NPUMEHEHNS;
4) 6poLutopy nccneposaTens;
5) MHOPMALMOHHbIN NMNCTOK NaLUEHTa;

6) cBegeHua ob onbiTe paboTbl MccrnegoBaTenen No COOTBETCTBYIOLMM CNeunanbHOCTSM U UX OnbiTe
paboTbl N0 NPOBEAEHUIO KIMMHUYECKUX MCCNeoBaHU;

7) cBedeHUs O MeOMUMHCKUX OpraHu3auusix, B KOTOPbIX NpeanoniaraeTcs npoBeAeHVEe KITMHMYECKOTO
nccrefoBaHUSa  NIEKApCTBEHHOrO npenapata  And  MeOUUMHCKOTO MpUMMeHeHust (MOfTHOE U COKpalleHHoe
HaMMEHOBaHus, OpraHN3aunoHHO-NpaBoBas opma, MECTO HaAXOXOEHMS U MECTO OCYLLECTBIEHUS AEATENbHOCTH,
TenedoH, Tenedakc, agpec 3MEeKTPOHHON NOYTbI KaXXA0M MEOULNHCKOW OpraHu3auun);

8) cBegeHna O npepnonaraeMblX CpoOKax npoBeaeHua KIMHUYEeCKOro wuccrnegoBaHuAa InekapCcTtBeHHOro
npenapara gna meamumnHCKoOro npuMeHeHus,;
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9) Konuio poroesopa 06A3aTenbHOro0 CTpaxoBaHWs, 3aKNYEHHOro B COOTBETCTBMM C TUMOBLIMU NpaBunaMmm
06a3aTenbHOro CTpaxoBaHus, C ykasaHueM NpeaernbHON YMCIIEHHOCTU NaUMEHTOB, YYaCTBYHOWMX B KIMHUYECKOM
nccrnegoBaHUM fiekapCTBEHHOMO NpenapaTta Anst MeguUUHCKOro NpUMEHEHUS;

10) nHcpopmaumio 0 cocTaBe NekapCTBEHHOIO NpenapaTa A1 MeAUUMHCKOro NPUMEHEHNS;

11) [OOKYMEHT, COCTaBMEHHbIn NPOM3BOAUTENEM JeKapCTBEHHOro npenapata Ansg  MeauuMHCKOro
NPUMEHEHUS U codepXalLmii nokasaTenu (xapakTepucTukun), a Takke ceeeHus 0 NeKapCTBEHHOM npenapaTte Ans
MeOULMHCKOro NPUMEHEHNS, NPOU3BEAEHHOM ANs NPOBEAEHUS KITMHNYECKNX NCCneaoBaHni;

12) KOMWMKO TNUUEH3NUM Ha NPOW3BOACTBO JIEKAPCTBEHHbIX CPeACTB B Cllyyae, €cnv Npou3BOACTBO
NeKapCTBEHHOro npenapara ocyllecTenaeTcs B Poccunckon ®egepauum, unm Konmio 3akroyeHnst 0 COOTBETCTBUN
npon3BoauTENS NeKapCTBEHHOro npenapaTta TpeboBaHuAM npaBui Haanexailen npou3BOACTBEHHOW MNPAKTUKW,
BblAaHHOMO YNOSIHOMOYEHHbLIM OPraHOM CTPaHbl MPOU3BOANTENS NEKAapPCTBEHHOrO npenapara.

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

3. B cpok, He npeBblwawowWwmi NSt paboumx OHEN CO OHSA MPUHATUS ykazaHHOro B NyHkTe 1 yactm 2
HacTosILLEe CTaTbW 3asiBNIEHNS U HEOOXOOAMMbIX [OKYMEHTOB, YMOJIHOMOYEHHbI bedepanbHbli  OpraH
NCMNOMHMTENBHOW BNacTu:

1) npoBOAUT NpPOBEPKY MONMHOTHI M [OCTOBEPHOCTU CBEAEHWUNA, COAEPXalUMXCsl B MNPeACTaBMNEHHbIX
3asgBuUTENEM JOKYMEHTAX;

2) npuHMMaeT pelleHne O MPOBEeOEHUM IKCMEepTU3bl OOKYMEHTOB Ans MOSyYeHWsl paspelleHust Ha
NMpOBEeAeHME KITMHWUYECKOrO WCCredoBaHUsl JIeKapCTBEHHOro npenaparta Afs MEAUUMHCKOrO MNMPUMEHEHUs W
3TUYECKON IKCNEePTM3bl U 06 OTKase B NPOBEAEHNM YKa3aHHbIX IKCNEPTU3;

3) yBeOoOMIAET B SﬂeKTpOHHOVI cbopme nnn Ha 6yMa)KHOM HocuTerne 3adaButena o NpuHATOM peLleHnmn nnéo
B Cly4Yae NpuHATUA peLleHnA 00 oTKa3se Takxke c YKa3aHunem npu4nH Takoro oTkasa,

4) NoAroTaBnvBaeT U HanpaensieT B 9KCMEPTHOE yYpexaeHne U COBET Mo 3TUKe 3ajaHune Ha npoBefeHue
COOTBETCTBYIOLLMX 3KCMEPTHS.

4. B cny4ae BbISBNEHUS HEMNONHOTbl U (MNAM) HEeOOCTOBEPHOCTU WHpopmauun, coaepxallencs B
npeacTaBneHHbIX 3asiBUTENEeM [AOKYMEHTax, YNONTHOMOYEHHbIN defeparnbHblid OpraH WUCNOMHUTENbHOW BnacTtu
HanpaBnseT 3asiBUTENI0 3anpoc 06 YTOYHEHMM yKa3aHHOW WHpopmaumn. [daHHbIA 3anpoc MoXeT ObiTb nepenaH
YMOSTHOMOYEHHOMY NPEACTaBUTEND 3asiBUTENSA NMYHO MOA PacrnucKy, HampaBfieH Mo MoyTe 3aka3HbiM MMCbMOM
UNn nepefaH B 3MEKTPOHHOM OpMe MO TEeNeKOMMYHWKALMOHHBIM KaHanam cBsA3u. B cnyvae HanpaBneHus
JAaHHOro 3anpoca Mo no4vte 3akasHbIM MUCbMOM OH CYMTAETCS MOSTyYEHHbIM MO UCTEYEHUWN LUECTU OHEWN C OaTbl
HanpaBreHUs 3aka3Horo nucbMa. 3asBuTenb 00s3aH NpeacTaBUTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOrO
dhegepanbHOro opraHa UCNOMHUTENBHOM BNACTU B CPOK, HE NPeBbIaWuin AeBsHOCTa paboynx AgHen co AHS ero
nonydeHnsi. CpoK, yKasaHHbIi B 4YacTu 3 HacTodWen cTaTbM, NPUMOCTaHaBNMBAETCHA CO [OHA HanpaBneHus
3aaBUTENIO0 3anpoca YrNonHOMOYEHHOro defeparnbHOro opraHa WUCMOMHUTENbHOW BNacTu A0 AHS NONyYeHUs um
COOTBETCTBYIOLLLErO OTBETA U HE YYUTBLIBAETCA NPU NCHUCNIEHUN CPOKa MPUHATUS YNONHOMOYEHHbIM heepanbHbIM
OpraHoM UCMOMHUTENbHOW BNAacTU peLleHnst O NpOBeaeHUN SKCNepTU3bl JOKYMEHTOB AN NonyyYyeHus paspeLleHunst
Ha NpoBeAeHME KIMMHNYECKOro NccnenoBaHns NeKkapCTBEHHOrO nNpenapara anst MeguLUMHCKOro NpUMEHEHMS.

5. OcHoBaHveM fOns oTKasa B MPOBEOEHUM 3KCMEepTU3bl LOKYMEHTOB ANSA MNOMyYeHWUsl paspelleHusl Ha
NnpoBefeHMEe KIIMHUYECKOTO WCCNeaoBaHWUsA JeKapCTBEHHOro npenaparta Ans MEeOULUHCKOrO MPUMEHEHUS U
3TUYECKON IKCNEPTU3bl ABNAETCHA NpeacTaBneHme JOKYMEHTOB, MPeAYyCMOTPEHHbIX YacTbio 2 HACTOALLEN CTaTbu, B
HenonHoMm obbeme, HenpeacTaBneHue 3asiBUTENEM B YCTAHOBMEHHbIM CPOK OTBETA Ha yKasaHHbIi B 4yactu 4
HaCTOSLLEN CTaTbM 3anpoC YNONMHOMOYEHHOMO heaepanbHOro opraHa UCNOMHUTENBHOW BNAcTn NMBo OTCyTCTBME B
NPeaCTaBMNeHHbIX [OKYMEHTax WCYepnbiBalOLWEro nepevyHs Heobxoaumow WHdopmaumy unu MHgpopMauuu,
KoTopasi AOfKHa OblTb OTpakeHa B HUX, @ Takke OTCYTCTBME WHopMauuu, NOATBEPXOANOLEN (haKT ynnaTbl
rocy1apCTBEHHOW MOLUMNUHbLI 3a NPOBEeAEHNE 3TUYECKON IKCNEePTU3bl, IKCNEPTU3bl JOKYMEHTOB Ha NeKapCTBEHHbIN
npenapart AN NofnyvyeHns pa3peLleHns Ha NpoBeAEeHUE KIMHUYECKOTO NCCneoBaHnst NeKkapCTBEHHOMO npenapaTa
ON9  MeOUUMHCKOTO MNPUMMEHEHWs, 3a Bbiayy pas3pelleHMs Ha MpoBeAEeHWNE KIMHUYECKOro WCCregoBaHus
NEeKapCTBEHHOro npenaparta Ans MeAWMUMHCKOro MNPUMEHEHUS, 3a MpoBedEHWE 3KCMepTU3bl JOKYMEHTOB Ha
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ﬂeKapCTBeHHbIIZ npenapar anda nonyyYeHua paspelleHnda Ha npoBeneHune MexayHapoaHOro MHOroueHTpOBOro
KINMMHNYECKOro uccnegoBaHuUA nekapCTtBeHHOro npenapata Agnd MeguumHCKOro npuMeHeHud, 3a  Bblaady
pas3pelieHna Ha npoBeaeHne MexayHapoaHoro MHOroueHTpoOBOro KrnMHM4YeCKoro nccrieqoBaHnda rnekapCcrteBeHHOoro
npenapara gna MmeaununHCKoro rnpuMeHeHuad, 3a nposegeHune 3TUYECKON AKCNepTun3bl, 3KCNEepPTU3bl OKYMEHTOB Ha
ﬂeKapCTBeHHbIVI npenapar gnda nonyyvyeHua paspelleHuAa Ha nposefeHune noctpernctpaumoHHOro KrnnHmn4eckoro
nccrieqoBaHna JiekapCTBeHHOro npenapata And MeguunHCKOro npuMmeHeHud, 3a Bblady paspelleHua Ha
nposegeHve nocTperncTpayMoHHoro KIMMHUYeCKoro ncenenosaHnAa J1eKapCTBEHHOro npenaparta Aand
MeaULUMNHCKOro npuMeHeHus.

6. lNpoBemeHne akcnepTU3bl AOKYMEHTOB NS MOMYYEHUs paspelleHusl Ha MpOBeAEeHWE KIMHUYECKOro
nuccnefoBaHUs  NekapCTBEHHOro npenapaTta Ans MeOMUMHCKOrO MPUMEHEHUA W 3TUYECKOW  3KCNepTu3bl,
COCTaBfEHNE KOMMWCCUEN IKCMEPTOB U COBETOM MO 3TUKE 3aKIMHOYEHUA O BO3MOXHOCTM UM HEBO3MOXHOCTU
NMpOBEAEHUS TaKoro KIMHWYECKOro WCCRefOBaHUA W HanpaelieHWe 3TUMX 3aKIiOYEeHWA B YMOJTHOMOYEHHbIN
dhenepanbHbIi OpraH MCMNOMHUTENBHOM BNACTW OCYLLECTBASAOTCA B CPOK, HE MpeBbilIalWmMiA Tpuauatn paboumnx
OHEN CO [OHA MNONyYeHUs IKCNEPTHbIM YYpEeXAeHUMEM 3adaHus YMNONHOMOYEHHOro denepanbHOro opraHa
NCMONHUTESNTbHOW BRACTU C NPUMOXEHUEM OOKYMEHTOB, YKasaHHbIX B nyHkTax 3, 4, 10 n 11 yactu 2 Hactodwen
cTaTbl, U COBETOM MO 3TWKE 3adaHus YMNOMHOMOYEHHOro dedeparibHOro opraHa WCMONHUTENbHOW BnacTu C
NPUNOXeHNeM JOKYMEHTOB, YKa3aHHbIX B NyHKTax 3 - 6, 8 n 9 yactu 2 HacTosLLeln cTaTbi.

7. B cpok, He npeBblIAWNA NATU paboynx OHEN CO OHSI MOSyYEHMS 3aKMOYEHUN, yKasaHHbIX B YacTu 6
HacCTOosILLEN CTaTby, YNOMHOMOYEHHBIN befeparnbHbii OpraH UCNONHUTENbHOW BNACTU:

1) ocyLLecTBnAeT OLEHKYy MOCTYNUBLLMX 3aKMoYeHUid Ons onpeaenieHns UX COOTBETCTBMS 3afdaHuaAM Ha
npoBefeHne COOTBETCTBYHOLLNX SKCMEPTUS;

2) npuHUMaeT peweHne o Bblaavye pas3pelweHna  Ha nposeaeHne KIMHU4YecKoro uccrnegoBaHnA
NeKkapCTBEHHOro npenapara gna MmeanumnHCKoro npuMmeHeHuna nnm 00 oTKkase B Bblgaye YKa3aHHOro paspeLieHus;

3) BblgaeT paspelleHMe Ha NpoBedeHWe KIMHUYECKOro MCCIefoBaHWUsi feKapCTBEHHOro npenapata Ans
MEAMLIMHCKOrO NPUMEHEHUs UNn pelleHne o6 oTkase B Bbloaye yKasaHHOro paspelleHust C yKasaHuem npuynH
oTKasa.

8. OcHoBaHveM p[ns OTKa3a B Bbldaye paspelleHUs Ha npoBedeHMEe KIMHUYECKOro WccrneaoBaHud
NEeKapCTBEHHOro npenapata ANnd MeOWMUMHCKOrO MNPUMEHEHUS] SABMSETCA HanuMuMe 3aKryeHusl KOMUCCUU
9KCMEPTOB MMM 3aKIIOYEHUs] COBETA MO 3TMKE O HEBO3MOXHOCTU MPOBEAEHMS KITMHWYECKOIO MCCNenoBaHus
NeKapCcTBEHHOro npenapata ANnd MeAWUMHCKOrO MNPMMEHEHWst MO  pe3ynbTaTtam MpPOBEAEHHbIX 3KCMepTus,
npeayCMOTPEHHbIX YacTbio 6 HAcTOsLEN CTaTbu.

9. PelueHne 06 oTkase B MPOBEAEHUN IKCMEPTU3bI AOKYMEHTOB A1 NONyYEHUS pa3peLleHmnsl Ha NpoBedeHMe
KNMHMYECKOro WCCNeoBaHMs NeKapCcTBEHHOro npenapata Ansd MeOuUMHCKOTO MPUMEHEHUS U 3TUYECKOMN
3KCMNepTM3bl U B Bblgade paspelleHnsl Ha NpoBeAEeHME KITMHUYECKOrO UCCefoBaHNs IeKapCTBEHHOro npenapara
ON9 MeaMUMHCKOTO MpUMEHeHust MoxeT ObiTb 06XanoBaHO B Mnopsigke, YCTAHOBIEHHOM 3aKOHOOATENbCTBOM
Poccuiickon ®egepaumn.

CtaTtbAa 39.1. 3Tnueckas akcnepTusa
(BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

1. Otnueckasd 3KCnepTtmn3a npoBoaAnUTCA COBETOM MO 3TUKEe, CcOo3daHHbIM B nNopdaake, YyCTaHOBJIEHHOM
YNOJTHOMOY€EHHbIM q)e,u,epaanuM opraHomMm WCMNONHUTENbHON BMNacTu, B LENAX BblAa4yn 3akniodeHns ob aTndeckom
000CHOBaAHHOCTU BO3MOXHOCTHU npoeeaeHna KImMHU4YEeCKOro wuccneagoBaHuna JeKkapCTBeHHOro npenapara Aand
MeaANLIMHCKOIro NnpuMeHeHun4.

2. 3OkcnepTamm coBeTa MO 3TMKE MOryT ObiTb MpeacTtaBuTENM MEOULMHCKMX OpraHm3auun, Hay4vHbIX
opraHu3saumi, obpasoBaTernbHbIX OpraHn3auun BeiCllero obpa3oBaHns, a Takke NpeacTaBUTenn OOLECTBEHHbIX
opraHmMsauun, penuvrmosHblXx opraHusauum M cpeacTtB MacCcoBoW WMHgopmaumn. [aHHble aKkcnepTbl He OO0STKHbI
HaxoauTbCA B KakoW-nmbo 3aBMCMMOCTM OT pas3paboTuMKOB NeKapCTBEHHbIX NpenapaTtoB W Apyrux nuu,
3aMHTEpPECOBaHHbIX B pe3yfbTaTax 3TMYECKON IKCNepTU3bl.
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3. Onnarta ycnyr 3kCnepToB cOBeTa MO 3TMKE OCYLLUECTBMASIETCS Ha OCHOBaHUW AOroBopa, 3aKMmYEHHOro
MeXay YNonHOMOYEHHbIM dhefepanbHbiM OpraHOM UCMONMHUTENBHOW BNACTU, KOTOPbLIM CO34aH COBET MO 3TUKE, U
3KCMEepTOM COBETaA MO 3TMKE, 3a CYET OWKETHbIX aCCUTHOBAHMW, NPEAYCMOTPEHHbIX YMNONHOMOYEHHOMY
dhenepanbHOMy OpraHy UCNOMHUTENBHOW BNAcTW, KOTOPbIM CO34aH COBET Mo 3TuKe, B dhegepanbHOM GrogxeTe Ha
COOTBETCTBYOWMUA rog Ha obecrnedeHne ero AeATenbHOCTW, B pa3mepax, YCTaHOBMEHHbIX [1paBuTENbCTBOM
Poccuiickon ®egepaumn.

4. DkenepTbl coBETa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMU C 3aKOHOAATeNbLCTBOM Poccuickon
denepaumun.

5. CocTtaB coBeTa Mo 3TuKe, MoroXeHne o6 3TOM coBeTe, MOPSIAOK ero AesiTenbHocT, TpeboBaHus K
KBanudukauum n onbiTy paboTbl MO 3KCMEPTHOM OUEHKe Hay4yHblX, MeOWULMHCKMX W 3TUYECKUX acnekToB
KMUHUYECKUX UCCIEedOBaHWIA FieKapCTBEHHbIX NpenapaToB Ans MeAULMHCKOrO MpUMEHEHUs, NpeabsBrsieMble K
3KCMepTaMm coBeTa Mo 3TUKe, MOPSAOK OpraHM3aunMn U NPOBEeOEHUs STUYECKON 3KCNepTu3bl, hopma 3aKmioyeHus
coBeTa Mo 3TUKe YCTaHaBNMBAOTCA YNOMHOMOYEHHbIM hedepanbHbiM OpraHoM UCMOMNHUTENbHOW BnacTu. Yucno
npeactaBuTenein MeaMUMHCKUX OpraHu3auuii He MOXXeT MNpeBbillaTb MOMOBUHY OT 06LWero 4mucna sKcnepTos
coBeTa Mo 3TuKe.

6. Mlndopmaumsa o coctaBe coBeTa Mo 3TUKe, NNaHax ero paboTbl U TeKyLLEen OeATEeNbHOCTU pasMeLlaeTcs
Ha odhuunanbLHOM canTe YNonHOMOYEHHOro heepanbHOro opraHa UCNOMNHUTENbHOW Bnactu B cetn "VIHTepHeT" B
YCTaHOBMEHHOM UM MOpPSAKeE.

Crtatba 40. I'IpOBe,quMe KNMMHU4YeCKOro uccnegoBaHmsa JeKapCcTBeHHOro npenapara AanAa
MeaULUMNHCKOro npumMmeHeHus

1. PykoBoguTenb MeOMUMHCKOW oOpraHusauuu, KoTopas MpOBOAMT  KNMHMYECKOE uccrnegoBaHue
nekapcTBEHHOro npenapata Ans MeOWUMHCKOro NpUMEHEeHUs, HasHayaeT uccrieqoBaTtens, OTBETCTBEHHOro 3a
npoBedeHne TaKoro MccrnegoBaHus M MMeloLero nevyebHylo cneumanbHOCTb, COOTBETCTBYHOLLYIO NMPOBOAMMOMY
KMMHMYECKOMY UCCredOoBaHUI0 NeKkapCTBEHHOro npenapara, Co cTaxeM paboTbl MO MmporpammamM KIMHUYECKUX
NCCneaoBaHUA feKapCTBEHHbIX MNpernapaTtoB He MeHee 4YeM Tpu roga M Mo ero NpeasiokeHWo HasHayaeT
couccnegoBaTenen U3 ymcna Bpayen 3ToM MeAULMHCKOW OpraHu3aumm.

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

2. ViccnepoBaTenb OCYyLLECTBNSET BbIOOP NauUMEHTOB, KOTOPbIE MO MEAULMHCKAM MOKa3aHUsAM MOryT ObITb
NnpuBMneYeHbl K Yy4acTUO B KIMHWYECKOM WCCMNEeAOBaHWM JIEKAapCTBEHHOrO npenapata Ans MeLULUHCKOro
NpUMEHEHMS!.

3. Wccneposatenb M couccrnefoBaTeny AOMKHbI ObiTb O3HAKOMIEHbI C pe3yrbTaTamu [AOKIMMHUYECKOrO
CCrieoBaHMs NeKapCcTBEHHOro CPEACTBa, coaepXaliMmnca B GpoLuope uccreaoBaTtens, NPOeKTOM NpoTokona
KMMHUYECKOro WCCMNEeAoBaHUs feKapcTBEHHOro npenapaTta Ons MeOMUMHCKOro MNpUMEHeHus, pa3paboTaHHbIM
pa3pa6OT‘-II/IKOM JlekapCTBeHHOro npenaparta unn MHbIM HPUOANYECKUM NULOM, NpUBIiEeKaeMbiM K opraHu3auum
nposegeHuna KIMHUYeCKOoro wuccrieqoBaHna nekapCTtBeHHOro npenapata gna MeauumHCKOro npuMeHeHua, u
opyrumm matepuanamMmm Takoro nccriegosaHusa.

3.1. PykoBoguTenbe MeAWLMHCKOW OpraHu3auuu B CPOK, HE MPEBbIAOWMN Tpex paboumx OHen Co AHSA
Hayana npoBedeHNsT KIMHMYECKOro UCCreQoBaHNs NIEKapCTBEHHOro npenapara Aansg MeguuuHCKOro NpUMeEHEHMs,
coobuiaeT 06 3TOM B YMOSTHOMOYEHHBIN dheaepanbHbI OpraH UCMOMHUTENBbHOW BAacTW, BblOABLUMIA pa3peLLeHne
Ha NpOoBeAEeHNE Takoro NCcreaoBaHus, No YCTaHOBMEHHON UM dhopme.

(vacTb 3.1 BBegeHa depepanbHbiM 3akoHOM OT 29.11.2010 N 313-03)

4. OpraHvsaumy, OCYLLECTBMAIOLWME  OpraHM3auuvio  MPOBEAEHUS  KIIMHUYECKOTO  MUCCIEedOBaHMSA
NEeKapCTBEHHOroO npenaparta Ans MeauUMHCKOro MPUMEHEHMST U yKasaHHble B YacTu 3 ctaTbu 38 HacToswero
depepanbHOro 3akoHa, B criy4ae HeoOXOAMMOCTM BHECEHUS U3MEHEHWIA B NPOTOKOM KMMHUYECKOrO UCCNeaoBaHms
NEeKapCTBEHHOro npenapata Ans  MEeAWMLMHCKOro MpUMEeHeHus coobuwawT o0 39ToM B YNOMHOMOYEHHbIN
degepanbHbIi OpraH MCMNOMHUTENBHOW BNAacTW, BbiAABLUMIA pa3peLleHre Ha NpoBedeHne Takoro MCCrneaoBaHus,
Nno yCTaHOBMEHHOW UM (hopme.

(B peq. PepepanbHoro 3akoHa ot 11.10.2010 N 271-03)
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4.1. dopma coobLleHNs O BHECEHUN U3MEHEHUI B MPOTOKON KITMHUYECKOro UccnefoBaHns NekapcTBEHHOro
npenapata ans MeavLMHCKOro NpMMeHeHNs JormkHa cogepxarb cneayowme CBeAeHNs:

1) HaMMeHoBaHWe, MOEHTUUKALNOHHBIA HOMEpP M AaTa NPOTOKOMa KITMHUYECKOro NCCIeg0BaHNs;
2) paTta BHECEHUS U3MEHEHWI B MPOTOKOS KIMMHNYECKOro NCCNeA0BaHUS;
3) HaUMEHOBaHWE N MECTO HaXOXAEHWS 3asaBUTENS;

4) HaMMeHOBaHWe opraHu3aumu, NPYMBIEYEHHON pa3paboTUNKOM NEKAPCTBEHHOMO NpenapaTta K opraHv3aumm
NpoBeAEHUs KNMMHUYECKOro UCCrefoBaHus (Npy Hanuymm);

5) HanMmeHoBaHNA N MeCTa HaxoXaeHUAa MeanLIMHCKUX opraHM3aL|,v||?1, B KOTOPbIX NMpPpOBOAUTCA KIMMHUN4YeCKoe
ncecnegoBaHue;

6) naTa Bblaum paspeLleHnst Ha NpoBeAeHNe KIMHUYECKOro UCCIIeA0BaHUst 1 HOMEpP 3TOro paspeLLeHust;

7) N3MEHEHMS, BHOCUMbIE B MPOTOKOS KITMHNYECKOTro UCCrefoBaHus.
(yacTb 4.1 BBegeHa depepanbHbiM 3akoHom oT 11.10.2010 N 271-93)

5. B cpok, He npeBbILalLWnin TpuguaTn paboumx QHEN co OHsI MONyYeHUs yka3aHHOro B YacTu 4 HaCTOosILLEN
cTaTbl COOOLEHWs, YNONMHOMOYEHHbIN beaepanbHbld OpraH MWCMONHUTENbBHOM BMAAcTM paccmaTpuBaeT 3To
coobLieHne B YCTaHOBMEHHOM MM MOpPsSAKE M MPUHMMAET peLlleHMe O BHECEHUN W3MEHEHUN B MPOTOKON
KNMMHUYECKOTO UCCrefoBaHUS NEKapCTBEHHOrO npenapata Afis MeOMLUMHCKOro NpuMeHeHuss unn ob oTkase BO
BHECEHUW TaKNX n3MeHeHui. [Npn paccMoTpeHnn coobLLeHns 0 HE0BXOOUMOCTN BHECEHNSI M3MEHEHUI B MPOTOKOS
KNMUHUYECKOro UCCreoBaHNSa NeKkapCTBEHHOro npenapaTta And MeauUUHCKOro NPUMEHEHUs B Lensax OLEeHKU
0DOOCHOBaHHOCTM MpefnaraembiX M3MEHEHUM W onpederneHust CTeneHu pucka Ans NauneHToB, MPUHUMALLUX
yyacTne B KINMHWMYECKUX WCCNEeOoBaHusIX, YNOMHOMOYEHHbIM dedepanbHbiM OpraHoOM WCMOMHUTENbHOW BAACTU
MOTYT MPUBMEKATLCSA 3KCMEPTbl COBETA MO ITUKE.

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

6. KnuHnyeckoe vccnegoBaHne nekapCTBEHHOro npenapaTta Ansg MeauuMHCKOro NpUMeHeHUst MoxeT ObiTb
NMPUOCTaHOBIIEHO WM MNPEKpaLLleHO, ecnv B MpoLecce ero npoBefeHus obHapyXeHa OnacHOCTb ANsl KWU3HW,
340pOBbsi NauneHToB. B crny4yae BO3HWKHOBEHMS OMACHOCTWU AN XU3HW, 340POBbS NauueHTa, y4yacTBYOLLEro B
KNUHUYECKOM UCCneaoBaHMM NeKapCTBEHHOro npenapata Ans MeauUMHCKOro MNpUMEHEHUs, uccregosaTenu
065a3aHbl NponHdopMnpoBaTb 06 3TOM PYKOBOAUTENSA MEAWLIMHCKOW OpraHvM3aumy U opraHu3auuio, nonyyvmBLLYHO
paspeLleHne ynosIHOMOYEHHOro dreeparnbHOro opraHa MCMOMHUTENbHOW BRAacTU Ha OpraHu3auuio nNpoBeAeHust
KMMHUYECKOTO MCCMEedOBaHMSA JNEKApCTBEHHOro npenapaTta. PelleHne 0O NpUOCTAHOBIIEHUM  KITMHWYECKOTO
nccregoBaHusa  NeKkapCTBEHHOro npenapata  And  MeauuMHCKOTO  MPUMEHEHUS MPUHMMAalOT  PyKOBOAUTESb
MEeOULUMHCKON OpraHv3aumyM u (unv) opraHu3auusi, NonyymBLIasi paspeLleHne YNoriHOMOYEHHOro dedeparnbHOro
opraHa WCMOMHUTENbHON BRNACTU Ha OpraHM3auuvio NPOBEOEHUS KITMHUYECKOro UccrneaoBaHusi NekapCTBEHHOro
npenapaTta Ang MeOULUHCKOrO MNPUMEHEHUs, pelleHMe O MpeKpalleHUN Takoro WCCreAoBaHWA NpUHUMaeT
YNOMIHOMOYEHHbIV dbefepanbHbIl OpraH UCMNOSTHUTENBHOMW BNAacTW Ha OCHOBaHWM COOOLLEHUS B MUCbMEHHOM
dopmMe  pykoBOOAMTENS  MEOUUUHCKOW  OpraHMsaumMmM  Wnu  opraHusauus, nonyyuBllas  paspelleHue
YNOMHOMOYEHHOro heaepanbHOro opraHa UCNONHUTENBHOW BRacTM Ha OpraHvM3aLuio NpoBeAeHUs KIMMHUYECKOro
nccnenoBaHus NekapCcTBEHHOro npenaparta Ansg MeguuMHCKOro NpUMeHeHUs.

7. B cpok, He npeBbiwawwmi natM pabouMx OHEW CO [OHSA 3aBepLleHusi, MPUOCTAHOBIEHMS Wn
npeKkpaweHnsl KIMHUYECKOro MWCCreaoBaHus NeKapCTBEHHOro npenapata Ans MeOWUMHCKOrO MpUMEHEHMs,
coobuieHne 06 3TOM HanpaBnAeTca opraHuv3auusiMu, yKasaHHbIMM B 4Yactu 3 cTratbum 38 HacToswero
degepanbHOro 3akoHa, B YNOHOMOYEHHbIN dheaepanbHbIi opraH UCNOMHUTENBHOW BRacTu No yCTaHOBNEHHON UM

dopme.

8. CDopma coobueHus o 3aBepLlueHnn, NpnocTtaHoBIIEHUN Unn npekpaweHnn KrnmHn4ecKkoro nccriegoBaHuA
NeKkapCTBEHHOro npenapara gna MmeanunHCKoOro npuMeHeHuna ojmkHa cogepXxaTtb:

1) mHopmauuo 0 MEAMLMHCKOM OpraHuM3aunm unnm MeguuUHCKMX OpraHmsauunsax, NpoBOAMBLUMX OaHHOE
nccnegoBaHue;
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2) onucaHue 4aHHOro uccneaoBaHus;

3) paHHble wuccnepoBaTtens (pamwunusi, MMs, OTYECTBO, MeCTO paboTbl, 3aHMMaemasi [OOMKHOCTb,
crneumanbHOCTb, CTaX paboTbl MO MporpaMmamM  KMMHWYECKUX WCCredoBaHWi NeKkapCTBEHHbIX Npenaparos,
nepeyveHb KMMHUYECKUX UCCIIeA0BaHUIA NeKapCTBEHHbIX NPenapaToB, B KOTOPbLIX OH MPUHMMAan yvactue (nepuogel
yyacTus) B Ka4ecTBe nccnegoBaTens uny comccrneaoBartens);

(B pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4) pesynbTaT [AaHHOMO WCCReOoOBaHWS (3aBeplLUeHue, NPUOCTaHOBMEHME WNW NpekpalleHne [LaHHOro
NCCrefoBaHUSa C yKaszaHMEM MX MPUYMMH U BIMSIHAS Ha OLEHKY ero pesynbTaTtoB, OOy OLUEHKY pucka wu
OXMOAemMoW Mnonb3bl OT MPUMEHEHMS UCCNEQYEMOro NeKapCTBEHHOrO npenapaTa, a Takke npejronaraemble
danbHenwmne 4eNCTBuUSA).

8.1. lNpu BbIsBNEHUU edeparnbHbIM OPraHoOM WCMOMHUTENBHON BNAcTW, OCYLLECTBASAWUM (OYHKUMK NO
KOHTPOMIO M HaA3opy B cpepe 30paBOOXpaHEeHUs, HapyLeHWn NpaBun Hagnexallen KNMHUYECKOn NpakTukM npu
NPOBEAEHUN KITMHUYECKOrO WCCrefoBaHUs FeKapCTBEHHOrO npenaparta, BAUSAIWMX Ha MONHOTY U (Mnu)
OOCTOBEPHOCTb AaHHOTO KIMHUYECKOro UCCNeaoBaHUs, YKasaHHbIN dhedeparibHbln opraH UCNONMHUTENBHON BNacTu
NpUoCTaHaBNMBaEeT NPoBeAeHNE OAHHOMO KITMHUYECKOrO MCCNEeAOBaHNSA N BbIHOCUT MEAMLVHCKON OpraHnsauun, B
KOTOPOW MNpOBOAWUTCS [AHHOE KIMHUYECKOE UWccnedoBaHve, npegnucaHve o6 yCTpaHeHWW BbISIBMEHHbIX
HapyweHuin. pyn HeycTpaHeHWM MEAMLMHCKOW OpraHu3auuelrt BbISBMIEHHbIX HAPYLWIEHUA B YCTAHOBIIEHHbLIA B
npeanucaHnnm CpPoK YKasaHHblA bedeparnbHblii  OpraH WCMAOMHUTESNIbHOW BflacTM MNpUHUMAaeT pelleHne o
npekpaweHnn npoBeAeHusT KIMHMYECKOTO WCCNedoBaHWst IeKapCTBEHHOro mnpenapata M HanpaBnsdeT B
denepanbHbii OpraH WUCMOMHUTENBHOM BMACTW, OCYLLECTBASKOWMA QYHKUUMM MO BbipaboTke W peanusaumu
rocygapCTBEHHON MONMTUKN YU HOPMaTUBHO-NPABOBOMY PErynupoBaHuIO B chepe 34paBOOXpPaHEHUs, 3aknodeHne
O BbISBNIEHUU NPV MPOBEAEHUN [AHHOIO KIMHUYECKOrO WCCNedoBaHWs HapyLleHWd npaBun  Hagnexallen
KMMHUYECKOW MPaKTUKN AN NPUHATUSA pelleHns o6 OTMeHe paspelleHns Ha opraHu3aumio NpoBedeHUs SAaHHOro
KMWUHUYECKOTO WUCCrefoBaHusa € AaTbl MPUHATUMSA pPelueHns O MPUOCTaHOBMEHUW MNPOBEAEHUS KIMHUYECKOro
nccrefoBaHus NekapCcTBEHHOMo npenapara.

(vacTb 8.1 B peq. ®enepansHoro 3akoHa ot 13.07.2015 N 241-93)

9. YNOMHOMOYEHHbIM dheaepanbHbIl OpraH UCMOSNTHUTENBHOM BNacTu onybnmnKoBbIBAaET M pas3MellaeT Ha
cBoeM odmumanbHom cante B ceTu "MHTepHeT" coobLleHne 0 3aBepLUeHN, MPUOCTAHOBIIEHNN UMK MPeKpaLLeHUN
KINMMHNYEeCKOro wuccriegoBaHna JekKapCTBeHHOro npenapata Aana MeauuuHCKOro rnpuMeHeHuna B CPOK, He
npesbiWaoLWmi N9TM pabounx gHEN Co OHS ero NonyyYeHus, B yCTaHOBNEHHOM UM NopsigKe.

10. YnonHoMo4eHHbIN eaepanbHbii opraH WCMONHUTENbHOW BNacTU OCYLLECTBMSET BeJeHwe peecTpa
nccriegoBaTenem, NPOBOASALMNX UM NPOBOAMBLLMX KIMHUYECKME MCCINEAOBAHWS fIekapCTBEHHbLIX NpenapaToB Ans
MEOULMHCKOTO MPUMEHEHWS, B COOTBETCTBUM C YTBEPXXAEHHBbIMW WM MpaBuUfamMu 1 pasmellaeT ero Ha CBOeM
otmumanbHoM cante B cetn "MHTepHeT" B YCTAHOBMEHHOM MM rMopsake. YKasaHHblA peecTp COAepXUT
MHdOpPMaLno, NPeSYCMOTPEHHYIO MYHKTOM 3 YacTu 8 HaCcToALEN CTaTbu.

11. OTyeT O pesynbTaTax KIMHUYECKOro UCCreooBaHUs NeKapCTBEHHOro npenaparta Ans MeauUMHCKOro
NpUMEHeHNs COCTaBNAETCA opraHusaumei, ykasaHHol B YacTu 3 ctatbu 38 HacTosiwero deaepanbHOro 3akoHa,
Ha OCHOBAHWW 3aKIIOYEHMIN MeQULIMHCKUX OpraHM3auui, NPOBOAMBLUNX 3TO UCCredoBaHue, U NpeacTaBnseTcs B
YNOSTHOMOYEHHBIV hefieparnbHblil OpraH UCMOSTHUTENbHON BacTy, BblAaBLUMI paspelleHne Ha NpoBedeHne 3Toro
nccrnenoBaHnsl, B CPOK, He TMpEeBbIALMIA TPEX MEeCsLEeB CO AHS ero 3aBepLUeHusi, MPVWOCTaAHOBIEHUS WK
npekpaLLeHusi, B nopsake, YCTaHOBIIEHHOM YNMOMHOMOYEHHbIM (heaeparibHbIM OpraHoOM UCMOSTHUTENbHOWM BacTy.

12. HapyweHuve npaBun Hagnexaiien KNMHUYeckon npakTuku, danscudukaumns pesynbTtaToB KIMHNYECKOro
nccneaoBaHUst NekapCTBEHHOro npenapaTta Anst MeAULMHCKOro NpuMEeHeHNs BrekyT 3a coboi OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKOHOAaTeENbLCTBOM Poccunckon ®enepauuu.

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

13. lpwn npoBedeHUN KINHWYECKOrO WCCNEefOBaHWS NeKkapCTBEHHOro npenaparta Ans MeAuUMHCKOro
NpUMeHeHNs1 gonyckaeTca 3abop y nauMeHToB BUonornyeckmx matepmnanoB (00pasubl GMONOrMYECKMX XUOKOCTEN,
TKaHel, CEKPETOB M NPOAYKTOB XU3HEAEATENbHOCTM YernoBeka, (pM3nonormyeckmx n NnaTonorm4eckux BolaeneHu,
Ma3KoB, COCKOBOB, CMbIBOB, MWKPOOPraHM3MoB, OWOMNCUWHBLIA MaTepuan) Ans WX u3ydeHus B Poccuiickon
depepaumun n (unu) 3a npegenamm Poccuiickon deagepaunn.
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(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

14. Tlopspok BBo3a B Poccunckyto Pepepaumio u BbiBo3a 3a npefgensl Poccunckon denepauun
OMOnorMyecknx MartepuanoB, MOSlyYEHHbIX MPU MPOBEAEHUN KIMHUYECKOrO WCCNeaoBaHMs JeKapCTBEHHOIo
npenapaTa anisa MeaMUMHCKOro NpuMeHeHus1, yctaHaBnueaeTcs [paButensctBom Poccuiickon degepaumm.

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

CrtatbAa 41. [loroBop 0 NpPoOBeAeHUUN KITMHUYECKOro UCCriefOoBaHUA NieKapCTBEHHOro npenapara gns
MeAULMHCKOro NpUMeHeHust

1. KnuHnyeckoe nccnegoBaHme NeKapCcTBEHHONO npenapaTa Anst MeanuMHCKOro NpPUMEHeHNsa NpoBoaMTCA B
COOTBETCTBMM C [AOrOBOPOM O TMPOBEAEHUM KITMHWUYECKOTO WCCMEeAOBaHUS JIEKAapCTBEHHOro npenaparta Aans
MEOULMHCKOrO MPUMEHEHMS, 3aKIio4aeMbIM MeXay opraHu3aumen, nonyymBLIEN pa3peLleHne YNOSTHOMOYEHHOMO
degepanbHOro opraHa WCMNONHUTENBHOM BRAcTM Ha OpraHu3auuilo NPOBEAEHMS] TaKOro WCCHEeAOBaHUSA, U
MeANLMHCKON OpraHmnsauuen, OCyLLeCcTBASOLLEN NPOBEgEeHNE TaKkoro UccrneaoBaHus.

2. ,D,OFOBOp O nposefeHunn KInHN4eCcKoro unccrieqoBaHnsa nekapCTtBeHHOro npenapara gna meauumHCKOro
NPUMEHEHNA OOJTKEH coaepXKaTb:

1) ycnosusa U CpoOKu npoBeaeHna aHHOro ncerenoBaHud;

2) onpegeneHve obwen CTOMMOCTM MpoOrpaMMbl [AHHOIO MCCMefoBaHWs C  YKa3aHWEM CYMMbl,
npegHasHavaloLencs 4ns BbinmaTt uccnefoBaTtensiv, CoMccrnenoBaTensm;

3) onpegeneHve OpPMbl NPEACTaBNEHUA pe3ynbTaToB [AHHOMO WCCMELOBaHMS B YMOMHOMOYEHHbIN
deaepanbHbIi opraH NCNOSTHUTENBHOW BacTM.

Ctatba 42. ®uMHaHcOBOe obGecnevyeHune KIMHUYEeCKOro uccrnepoBaHUsA NNeKapCTBeHHOro npenaparta
AnA MeaULUMNHCKOro npuMmeHeHus

dunHaHcoBoe obecrneyeHne KMHUYECKOro uccregoBaHns NekapCTBeHHOro npenapara gna meauumHCKoro
NnpuMeHeHNA OCYLLLECTBIAETCA 3a CHET.

1) cpeacTB degepansHoOro GrooxeTa;

2) cpeacTs opraHM3aLuuii, NONyYMBLLMX paspelleHne Ha opraHnsaumio NPOBeAEHUs] JaHHOro UccrenoBaHus,
B COOTBETCTBUM C YCINOBUSIMM JOrOBOPa O €ro NPOBEAEHUN;

3) MHbIX He 3anpeLLEeHHbIX 3akoHodaTenbCTBOM Poccunckon ®enepanmm NCTOYHMKOB.

Crtatba 43. I'IpaBa nauymeHToB, y4acTBYyWOWUX B KIIMHUYECKOM uUccrnegoBaHUM neKapCTtBeHHOro
npenapara gnda MmeguUMHCKOro npumMmeHeHus

1. Yyactve nauueHToB B KIMHWUYECKOM WCCnenoBaHWmM NlekapCTBeHHOro npenapara Aanda MeguunHCKoro
NpUMeHeHnsa ABNAeTCA E,O6pOBOJ'IbeIM.

2. MNauneHT nnn ero 3akoHHbIN NpeacTaBUTENb OOIMKEH OblTb MIHPOPMUPOBAH B MMCbMEHHON opMe:

1) 0 NekapcTBEHHOM Mpenapare Ans MeANUMHCKOTO MPUMEHEHUS U CYLLIHOCTU KITMHWYECKOrO UCCIeqoBaHus
3TOro nekapCcTBEHHOro Npenapara;

2) o 6GesonacHocTu NeKapCTBeHHOro npenapata Aana MeaununHCKoOro npuMeHeHud, ero oXxngaemom
Sq)(beKTVIBHOCTI/I N CTeneHn pucka ana nauneHTa;

3) 06 ycrnoBusix yyacTusi nmauuMeHTa B KIMHUMYECKOM MWCCNEedOBaHWMKM JieKapCTBEHHOro npenaparta Ans
MEAMNLIMHCKOro NpUMEHEHUs;

4) O uenn nnun uenax n npogomknTternbHOCTU KIMMHUYECKOro nccrnegoBaHnAa nekapcTtBeHHOro npenaparta and

CtpaHunua 68 13 99



depepanbHbI 3akoH oT 12.04.2010 N 61-93
(pen. ot 06.06.2019)
"O6 obpalleHnn nekapcTBeHHbIX CpeacTs”

MeaNLIMHCKOIro NpuMeHeHn4;

5) O OEWCTBMSIX NaumeHTa B Cny4ae HenpeaBngeHHbIX Sd)(*)eKTOB BIMUAHNA NeKapCTBEHHOIO npenapara ansa
MeOULUMNHCKOro npuMeHeHmna Ha COCTodHue ero 34opoBbA,

6) 06 ycnoBusax ob6a3aTenbHOro CTPaxoBaHUS XXU3HKU, 300POBbA NALMEHTa;

7) O rapaHTundax KOH(bI/ID,eHLI,VIaJ'IbHOCTVI y4qyactna nadueHTta B KIMMHUYEeCKOM UCCreoBaHUU NMEKapCTBEHHOIO
npenapara gna meamumnHCKoro npuMmeHeHus.

3. [HobpoBonbHoOe cornacve nauMeHTa Ha y4yacTMe B KIMHMYECKOM WCCNeaoBaHWM NEKapCTBEHHOro
npenapaTa anda MeguuunHCcKoro npmmeHeva I'IO,EI,TBep)K,EI,aeTCH ero nognucbko UM noanMcbd ero 3aKOHHOro
npeacTaBUTeNst Ha MUHPOPMALIMOHHOM NNCTKE NauueHTa.

4. MaumeHT WnKM ero 3akoHHbLIM MpeAcTaBuTENb MMEET MPaBO OTKa3aTbCA OT y4acTUsl B KIIMHUYECKOM
MCccnefoBaHUM NeKapCTBEHHOro npenapata Ans MeOWLMHCKOro NMpYMeHeHus Ha nioboi cTaauu npoBedeHust
TaKoro nccriegoBaHus.

5. lNpoBeaeHne KNUHUYECKOro nccrefoBaHns fiekapcTBEHHOMO npenaparta Ans MeauuMHCKOro NpuMeHeHus
C y4yacTMeM B KayecTBe NnaumeHToB AeTen JOoMycKaeTcs TONbKO C cornacus B NMCbMEHHOW hopmMe nx poautenen,
yCbiHOBMTENEN. [leTn MoryT paccmaTpuvBaTbCs B KayecTBe MOTEeHUMarnbHbIX MauMeHTOB Takoro uccrefoBaHus,
TONbKO €Cnn ero npoBedeHne Heob6XxoaAMMO ANS yKpenneHns 300poBbs AeTen nin NpodunakTUKM MHPEKLMOHHbIX
3aboneBaHuii B AeTCKOM BO3pacTe nmbo ecrnv Uenblo Takoro WCCIefoBaHWsA SBMSETCA MorydeHne AaHHbIX O
Hauny4lwen A031poBKe NEKapCTBEHHOro npenaparta Ans neyeHns geten. B atux cnyvasx Takomy nccrnegoBaHuio
OOIDKHO MpeaLwecTBoBaTb  KNMHMYECKOe UCCrefoBaHWe eKkapCTBEHHOro npenapata  Ansa  MeguuUMHCKOro
NMPUMEHEHNA Ha COBEPLLEHHONETHUX rpaxkaaHax, 3a UCKNI0YEHMEM CryyYaes, ecnv uccneayemMbli NekapCTBEHHbIN
npenapat Ansg  MEeOUUMHCKOTO  MNPUMEHEHWUs  MpedHasHayeH  MCKNIoYMTEenbHO  Ans  MCMOoNb30BaHuA
HeCcoBepLUEHHONETHUMU rpaxgaHamu.
(B pea. PepepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. 3ar|peu.|,aeT09| npoeeaeHne KInnHN4eckoro nccneanoBaHmnd nekapCTtBeHHOro npenapara ana megmumHCKoro
npumMeHeHnd € ydactmnem B KadecTBe nayneHTOB!:

1) peTen-cnpoT 1 geTen, octasBLLMxca 6e3 nonevyeHnsa poanTenen;

2) XeHWWUH B nepuog 6epeMEeHHOCTU, XEHLUMH B Mepuog rpyaHOro BCKapMMBaHMWS, 3a WCKIYEHUEM
CryyaeB, ecrnv MPOBOAMTCS KIMMHWYECKOE WCCedoBaHWE fekapCTBEHHOro npenapaTa, npeAHa3HayeHHoro Ans
yKa3aHHbIX >KEHLUMH, MpU YCroBUU HEOBXOAMMOCTM MOfy4YeHust MHdOopMaUMM TOMbKO BO BPEMSI MpOBeAEHUs
COOTBETCTBYIOLUMX KIMMHUYECKMX WUCCNEAOBAHUA W MPUHATUS BCEX HEOOXOOMMBbIX MEP MO MCKIOYEHUIO pucka
HaHeceHUs1 Bpeaa XeHLUMHe B nepuos 6epeMeHHOCTH, XKEHLLMHE B Nepros rpyaHOro BCKapMIivMBaHust, nnogy unm
pebeHky;

3) BoeHHOCMYXallWX, 3a UCKIMIOYEHNEM Cy4YaeB NpPoBeAeHUs KIMHUYECKOTO UCCNeAoBaHUs NTeKapCTBEHHOro
npenapara, crneuvanbHo paspaboTaHHOro Ans MPUMEHeHUs! B YCIOBUAX BOEHHbIX OEMCTBUM, Ype3BblYaiHbiX
cUTyauui, NpogUnakTUKM W fedveHuss 3abonieBaHWin U MOpaKeHW, MONyYeHHbIX B peayrbTaTe BO34eNCTBUS
HeGnaronpUsATHbIX XUMUYECKUX, BUONOTMYECKMX, paanaLumnoHHbIX dakTopoB. KnvHuyeckoe nccrnenoBaHWe Takoro
FIeKapCTBEHHOro rMpenaparta MOXeT MPOBOAUTLCA C y4acTMeM B KayecTBe MaLMEHTOB BOEHHOCIyXalux, 3a
UCKITIOYEHMEM BOEHHOCHYXALLUX, NMPOXOAALMX BOEHHYLO cnyxby no npusbiBy, ¢ cobniogeHvem TpeboBaHuiA,
YCTaHOBIEHHbIX HAcTOALMM PenepanbHbIM 3aKOHOM B OTHOLLEHWMW FPaXkaaHCKMX JNL;

4) COTPYAHMKOB NpaBoOOXpaHUTENbHbIX OPraHoOB;

5) nuu, oTGbIBaKOLWMX Haka3aHWe B MecTax NueHust cBo6oAbl, a Takke NL, HaxXoOsaLWMXCs nog CTpaXen B
CrneacTBEHHbIX M30MATOpax.

7. ,D,OI'IyCKaeTCFl npoesegeHne KrnmHn4eckoro nccriegoBaHnda nekapCrtBeHHOro npenaparta gna meguunHCKoro
NPpUMEHEeHNA, npegHa3Ha4eHHOro ana nevyeHna nCUnxm4ecknx 3aboneBaHuin, ¢ yqyactmemMm B KadecTtBe nauneHToB
nuy,  C  NCUXMYECKUMK  3aboneBaHUsIMU, NPU3HAHHbIX HeneecnocobHbIMKM B nopsaake, yCTtaHOBJIEHHOM
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3akoHogaTenbCcTBOM Poccuickon CDe,qepau,MM. KnnHunyeckoe mnccnegosaHue JNIeKapCTBEHHOIoO npenaparta B 3TOM
cny4ae npoBoAUNTCA Npn Hann4nm cornacusa B NMUCbMEHHOWN cbopme 3aKOHHbIX HpeﬂCTaBMTeﬂeVI YKa3aHHbIX L.

Cratbs 44. O653aTenbHOe CTpaxoBaHWe XU3HU, 300POBbS NaLUeHTa, y4acTBYHOLWEro B KNMHUYECKOM
uccriegoBaHMU NeKapcTBEHHOro nNpenaparta ansa MeguLMHCKOro NnpuMeHeHus
(B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHu3auus, MonyuYuBlUAsl paspelleHMe Ha OpraHu3auuio NpPoBedeHWsT KMMHUYECKOro MCCriefoBaHus
riekapCTBEHHOro mpenaparta afisi MeaULMHCKOTO NMpuMeHeHusi, obsidaHa B KayecTBe CTpaxoBaTernsi CTpaxoBaTb
PUCK MPUYMHEHUS BPeda XW3HW, 3A0POBbI0 MauveHTa B pesynbTaTe MpoBeAeHUs KIMUHUYECKOro UCCreaoBaHus
neKkapcTBEHHOro npenaparta Ans MeOuUMHCKOTO MPUMEHEHUsI 3a CBOW CYeT MNyTeM 3akMiyeHus [4orosopa
0653aTeNbHOro CTpaxoBaHus.

2. ObbekToM 006s3aTenbHOro CTpaxoBaHNA ABNAETCA VIMYLLI,eCTBeHHbIVI MHTEPEC nauuneHTa, CBA3aHHbIN C
npunynHeHnem Bpeda ero Xu3Hu wunm 300pOBbHO B pesylibTate npoBeaeHnda KIMHUYeCKoro wuccneanoBaHusA
NIeKapCTBEHHOro npenapata anda MmeguunHCKoro npuMmeHeHus.

3. CrtpaxoBblM cry4aem noO [OroBopy o6s3aTenlbHOro CTpaxoBaHWUS SABMASiETCA CMepTb MNauueHTa unu
yXyOLeHne €ero 340poBbs, B TOM 4MCRe Brekyllee 3a CODOOM yCTaHOBMEHME WHBaNMAHOCTU, MPU Hanu4mu
NPUYNHHO-CNIEACTBEHHON CBA3W MEXAY HacTynfieHMemM 3TOro cobbITMS M yyYacTMEM NaumMeHTa B KIMHUYECKOM
nccneaoBaHUM NekapCcTBEHHOIO NpenapaTa.

4. TpeboBaHus 0 Bo3MeLlLeHUM Bpeaa, NPUYNMHEHHOTO XM3HW UM 3[10POBbLI0 NauueHTa, NPeabsaBMsTCS B
TeYyeHue CPOKOB UCKOBOM AaBHOCTU, YCTAHOBMNEHHbIX rpaXaaHCKUM 3aKOHO4ATENIbCTBOM.

5. Pasmep CTanOBOIZ BbliNsiaTtbl NO 4OroBopy obsizaTenbHOro CTpaxoBaHUA COCTaBIIAET:

1) B cry4yae cMepTM MauveHTa OBa MWINMOHa pybren Ha Kaxagoro nauueHTa, y4acTBOBaBLUEIO B
KMMHUYECKOM MCCIIe0BaHUM JIEKaPCTBEHHOMO Npenapara;

2) Npu yxXyQWweHnn 300poBbsa NauneHTa:

a) noBrieKkLem 3a cobon yCTaHOBJ1€HNE UHBaAJIMOHOCTU I rpynnbl, OOUH MUITJTIMOH NATBLCOT TbICAY py6nel7| Ha
KaXxgoro nauneHTa, ydactBoBaBLUEro B KIMMHNM4YECKOM 1UCCrnegoBaHUM NekapCTBEHHOIO npenapara,

©) noBnekwem 3a cobon ycrtaHoBneHue uHBanuaHoctTu Il rpynnbl, OOuMH MUANMOH pybnenm Ha Kaxzoro
naumeHTa, y4acTBOBaBLLEro B KNMMHUYECKOM UCCNefoBaHMM NeKapCTBEHHOrO nNpenaparTa;

B) MoBrekweM 3a coboii ycTaHoBreHne uHBanugHocty Il rpynnbl, NATbLCOT ThicAY pyGriel Ha Kaxaoro
nauMeHTa, y4acTBOBaBLLErO B KIMHUYECKOM MCCIedoBaHUM NIeKapCTBEHHOIO NpenapaTa;

r) He NoBnekweM 3a cobol yCcTaHOBNEHMS MHBANMAHOCTU, He Bonee Yem TpucTa Thicsad pybnen Ha Kaxgoro
naumeHTa, y4acTBOBaBLUENO B KIIMHUYECKOM UCCNELOBaHUN fIekapCTBEHHOIO npenaparta, ucxogs U3 HoOpMaTUBOB,
OTpaXatloLMX XapakTep M CTeneHb MNOBPEXAEHWS 300pOBbsl, a Takke (OaKTUYECKM MOHECEHHbLIX MauUeEHTOM
PacxofoB, BbI3BaHHbIX MOBPEXAEHWEM 300POBbS, HA MEAMLMHCKYIO MOMOLLb, NPUOBPETEHME NEKapCTBEHHBLIX
npenaparos.

(nn. "r" B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. YTpatun cuny ¢ 1 nions 2015 roga. - PegepanbHbivi 3akoH oT 22.12.2014 N 429-03.

7. CpOK aoroesopa obsi3aTenbHOro CTpaxoBaHNUA He MOXeT OblTb MeHee, 4eM CpPpOK npoBeneHund
KIMMNMHNYECKOro nccnenoBaHnd nekapcTtBeHHOoro npenaparta.

8. Ycnosusa gorosopa obA3aTenbHOro CTpaxoBaHusl, B TOM YMChe CTpaxoBble Tapudbl No obssaTenbHOMY
CTpaxoBaHuo, MnepevyeHb HeobXoAMMbIX [OOKYMEHTOB Afs OCYLWECTBNEHUS CTpaxoBOW BbinNnaTtbl, MOPSAOK
YCTaHOBMEHUSA  cTpaxoBaTenem  WHAMBMAYarnbHOro  MAEHTUMUKALMOHHOMO  Koda  nauueHTa,  nopsgok
NHDOPMUPOBAHMSA  CTpaxoBaTeneM CTpaxoBLUMKa O TMPUBMEYEHHbIX K  KITMHWYECKOMY  WUCCrefoBaHuio
nekapcTBEeHHOro npenapata Ans MeguUUMHCKOro NpUMEHEHUs naumeHTax, NopsdoK ynnatbl CTPaxoBOW NPeMuu,
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nopsigaoK peanusaunn onpefenenHblx HacToswmm degepanbHbIM 3aKOHOM U ApyrMMuy hefeparnbHbIMU 3aKoHaMM
npaB u 06s3aHHOCTEN CTOPOH MO [OroBopy 00SA3aTenbHOro CTpaxOBaHWS, a Takke HOpMaTWBbI, OoTpakatoLime
Xapaktep W CTeneHb MOBPEXAEHUS 340pOBbS, YCTaAHABNMBAKOTCA TWUMOBLIMU NpaBunamm obsisaTenbHOro
CTpaxoBaHUs.

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

9. B cnyyae npuuMHEHUs Bpeda >XW3HW MauMeHTa, Y4acTBOBaBLUEro B KMUHUYECKOM MCCMeAoBaHUM
NeKapCTBeHHOro npenaparta, BbIFOJJ,OI'IpI/IO6peTaTeJ'IF|MI/I no Aoroesopy obgasatenbHoro CTpaxoBaHuA ABNAKTCA
rpaxnaHe, UMeOLLE NPaBO Ha BO3MeLLEHNe Bpeaa B Criyyae CMepTy KOPMUIbLa B COOTBETCTBUW C rPaXKaaHCKUM
3aKoHOOaTeNbCTBOM, MPU OTCYTCTBUM TakMX rpaxkaaH - POAMTEnu, Cynpyr, OeTW yMmepliero nauueHTa,
yyacTBOBaBLUEro B KMMHMYECKOM WCCMEedoBaHUM MeKapcTBEHHOro npenapaTta, B crydae CMepTU nauueHTa,
y4acTBOBAaBLLUEro B KMUHWYECKOM UCCIeO0BaHUM NEeKapCTBEHHOro npenapara v He MMEBLLEro CaMOCTOSITENbHOIO
[0X0[a, - rpaxaaHe, Ha WKONBEHUN KOTOPbIX OH HAXOAWUICS, B OTHOLLEHWUN BO3MELLEHWS pacxodoB Ha norpebexune
nauueHTa, y4acTBOBaBLUErO B KIMMHUYECKOM MCCMEA0BaHUM NEKapCTBEHHOro npenapara, - NuLo, NoHecLIee Takue
pacxonbl.

10. CTanOBaFl BbifNfiata B C4eT BO3MelleHNa Bpena, Npu4NnHEHHOro XXM3HM nadmeHTa, y4actsoBaBLUEero B
KNMMHNYECKOM WuccnegoBaHuUn JekapCTBEHHOro npenapara, pacnpenendaetcda mexay BbIFOﬂOﬂpMO6peTaTeJ’IHMM
nponopunoHarnibHO X KONMMYeCTBY B PaBHbIX OONAX.

11. Tpy HacTynneHWn CTPaxoBOrO Criyyasl MauMeHT, y4acTBOBaBLUMIA B KIIMHWYECKOM WCCredoBaHum
riekapCcTBEHHOro mnpenapara, BblrogonpuobpeTatenb BrnpaBe MNpPeAbsBUTb HEMOCPEACTBEHHO CTPaXOBLUMKY
TpeGoBaHNe O BO3MELLEHWM MPUYMHEHHOro Bpeda. CTpaxoBasi BbiMyiaTa OCYLECTBMSIETCS CTPAxOBLUMKOM B
TeYeHve Tpuauatm OHeln co OHA npeacTaBreHuss HeobXoAMMbIX [OOKYMEHTOB. [lauueHT, y4acTBOBaBLUMA B
KMMHWYECKOM UCCMeaoBaHMM NEKApCTBEHHOro MpenapaTa, WNM BblrogonpuobpeTatens 06s3aH  coobWuUTb
CTPaxoBLUNKY AN OCYLLECTBMNEHWUS CTPAxOBOM BbiNnaTbl MHOMBUAOYaANbHbIA UAEHTU(UKALMOHHBLIN KO4 MauueHTa,
YCTaHOBIEHHbIN CTpaxoBaTeneM B COOTBETCTBUM C TUMOBLIMU NpaBunaMm obsa3aTernbHOro cTtpaxoBaHus.

12. [Jo nonHoro onpedeneHns pasMepa Moasiexallero Bo3MELEHNO Bpeda CTPaxOBLUMK MO 3asiBIEHUIO
nauueHTa, Y4YacTBOBABLUErO B KIIMHWYECKOM WCCIeOOBaHUM FEeKapCTBEHHOTO npenapaTta, WvM  3asiBeHUIo
BbirogonpuobpeTaTenss BMpaBe OCYLECTBMTb 4YacTb CTPaxXOBOW BbIMMaThl, COOTBETCTBYIOLWYIO (haKTUYECKU
onpeaesieHHo YacTy NPUYMHEHHOTO Bpeaa.

13. CTanOBaﬂ BbllMJjlatTa B COOTBETCTBMUA C [OOroBOpOM obsi3aTenbHOro CTpaxoBaHUA OCYyLUeCTBIIAEeTCA
He3aBMCUMO OT BbINnaT, NPUYHNTALWNXCA NO APYIrMM BUOgaM CTpaxoBaHUA.

14. He ponyckaeTcs ydacTue naumMeHTa B MNPOBEAEHWM KIMHWYECKOrO MCCreaoBaHUs JEKapCTBEHHOrO
npenapaTa npu oTCyTCTBMM AoroBopa obsi3aTenlbHOro CTpaxoBaHus.

15. KoHTponb 3a WCMONHEeHWeM OpraHv3auuen, nonyyvsllei paspelleHne Ha opraHusaumvio NpoBeaeHus
KMUHUYECKOrO WCCNeAoBaHNs eKapCTBEHHOro npenaparta Ans MeAUUMHCKOrO MPUMEHEHUsl, YCTaHOBIIeHHOW
HacTosiLeln cTaTbelt 06s3aHHOCTU MO 06S3aTENbHOMY CTPAXOBaHWIO XKU3HW, 340POBbs NaLMeHTa, y4acTBYIOLLEro
(yyacTBOBaBLUErO) B KIMHWYECKOM  UCClledOBaHWM  JNleKapCTBEHHOTO  MpenapaTa,  OCYLEeCTBRSEeTCS
YNOSTHOMOYEHHBIM (befepasibHbIM OpPraHOM WCTONHWUTENBHOM BACTU, BblAaBLIMM paspelleHue Ha npoBeneHue
KMUHUYECKUX UCCIEAOBaHUIA NEKaPCTBEHHBIX NpenapaToB A MEAWULMHCKOTO NMPYMEHEeHMS.

Maea 8. NTPOM3BOOCTBO U MAPKUPOBKA NEKAPCTBEHHbIX CPEACTB
CtaTbs 45. [Mpon3BoACTBO JNIeKapCTBEHHbIX CPeACTB

1. MNpon3BoaCcTBO NEKapCTBEHHbIX CPEeACTB AOMKHO COOTBETCTBOBATb TPeboBaHMAM MpaBuIl Hagnexallemn
NPOV3BOACTBEHHOW MNPAKTUKN, YTBEPXKOAEHHbLIM YMNOMHOMOYEHHbLIM befepanbHbIM  OpraHoM WCNONHUTENBHON
Bnactu. OcobeHHOCTU nepexoda NPOM3BOACTBA OTAENbHbIX JIEKAPCTBEHHbBIX CPEACTB K WX MPOWM3BOACTBY B
cooTBeTCTBMM C TpeboBaHWsIMM NpaBuN  Hagnexawlewn Mpon3BOACTBEHHONM MNPAKTUKM YCTaHaBMMBaKOTCA
MpasutensctBoMm Poccuickon depepaumn. Bolgaya 3aknoyeHnin 0 COOTBETCTBUM NPOM3BOANTENS NIEKAPCTBEHHbIX
CpeacTB TpeboBaHMSIM MpaBuIl Hagnexalwen npOM3BOLACTBEHHOW MPaKTUKMA OCYLLECTBNAETCA MO pesynbTatam
WHCNEKTMPOBAHNST MPOWU3BOAMTENEN ITEKApCTBEHHbIX CPEeAcTB B Mopsigke, YCTaHOBMEHHOM [1paBUTENbLCTBOM
Poccwuiickon depepaumn. Pasmep nnatbl 3a Bblgavy 3akYEHNs1 0 COOTBETCTBUM NPOM3BOAUTENS NNEKAPCTBEHHbIX
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cpencTte TpeboBaHUSAM MpaBui Hagnexallerh NPOU3BOACTBEHHOW MPaKTUKW ycTaHaBnvBaeTcs [MpaBuUTENbCTBOM
Poccuiickon depepauun. [lopsgok  opraHusauum M NPOBEOEHMS  MHCNEKTUPOBAHWA  Npoun3BoguTenen
NeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME TpeboBaHMSIM MpaBu Haanexallen npou3BOACTBEHHOW MNPaKTUKK
ycTaHaBnueaeTcs NMpasutensctBoM Poccuickon ®egepauunn.

(B pea. PenepanbHbix 3akoHOB OT 25.06.2012 N 93-93, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

2. Npon3BOACTBO feKkapCTBEHHbIX cpeacTs B Poccuiickon depepaumm OCyLeCcTBNSETCS NPOU3BOANTENSIMA
NEeKapCTBEHHbIX CPeACTB, MMEKLLMMU NMLEH3NI0 Ha NPOW3BOACTBO IEKApCTBEHHbIX cpeacTts. [loaTeBepxaeHue
COOTBETCTBUS MULIEH3MaTa npaBuiam Hagnexaiwlen nNpou3BOACTBEHHOW MNPAKTUKM OCYLLECTBRSETCA B pamkKax
NUUEH3NOHHOTO KOHTPONA B COOTBETCTBUM C 3akoHodaTenbCTBOM Poccuitickon depepaumm c  ydeToM
0COBEHHOCTEN, yKa3aHHbIX B YacTh 1 HACTOSLLEN CTaTbM.

(B pea. PepepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

3. [por3BOACTBO NEKapCTBEHHbIX CPEACTB OCYLLEeCTBNAETCA ¢ cobniogeHem TpeboBaHni MPOMbILLIIEHHOTO
pernameHTa, KOTOPbIN YTBEPXKAAETCS PYKOBOAMTENEM MPOM3BOAUTENS NEKapCTBEHHbIX CPEACTB M BKMOYaeT B
cebsi nepeyeHb MCMNonNb3yemblx apmMaueBTUYECKUX CyOCTaHUMiA U BCnomMoraTesnbHbIX BELLECTB C YKa3aHWEM
KOnmnyecTBa Kaxaoro U3 HuX, AaHHble 06 ncnonb3yemom obopyaoBaHUKM, ONUCaHUe TEXHONMOrMYECKoro npowecca u
METO[0B KOHTPOSIS Ha BCEX 3Tanax npou3BoACTBa NeKapCTBEHHbIX CPEaCTB.

4. Tllpn npou3BOACTBE JeKapCTBEHHbIX CPeACTB WUCMOMb3ylTCsa dapmaueBTuyeckme cybcTtaHumm,
BK/MIOYEHHbIE B rOCYAapCTBEHHbI pPeecTp NeKapCTBEHHbIX CPeACTB, 3a WCKNIoYeHneM apmMaleBTUYecKux
cybCcTaHuun, NPOM3BOAMMBLIX ANSA NPOBEAEHMA KIMHUYECKMX wuccnegoBaHunm u ansa akcnopta. K npoueccy
npoussoacTea hapMaueBTUYEecKoW CybCcTaHumMM OTHOCATCA Mobble CTaguuM  TEeXHOMOrMYeckoro npouecca,
No3BOMSIOWME MNOMNYYMTb FOTOBLIV MPOAYKT, COOTBETCTBYIOWMA TpeboBaHUAM ¢apmakonerHon cTtatbu, B TOM
yncne epmMeHTauus, SKCTPaKLUmMs, OYUCTKa, BblAeneHne, nepekpuctannmnsauus, BbiCyLUMBaHUE, N3MerbYeHe.

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

4.1. TepeyeHb NneKapCTBEHHbIX NpenapaTtoB A MEAULMHCKOrO MPUMEHEHUS, B OTHOLUEHUN KOTOPbIX
yCTaHaBnuBalTcs TpeboBaHMs K 0OObeMy Tapbl, YNakOBKE W KOMMIEKTHOCTU, MNepevYeHb JeKkapCTBEHHbIX
npenapaToB A4S BETEPUHAPHOIO NPUMEHEHNs, B OTHOLLEHNM KOTOPbIX YCTaHaBnMBalTCa TpeboBaHust K 00beMy
Tapbl, a Takke TpeboBaHMS K OObemy Tapbl, YMaKOBKE M KOMMJIEKTHOCTM JI€KApPCTBEHHbIX MpenapaTtoB Onsi
MEOMWLMHCKOrO MNpUMeEHeHUs, TpeboBaHMA K 0Obemy Tapbl JIEKAapCTBEHHbIX MpenapaTtoB [Afsi BETEPUHAPHOrO
NPUMEHEHNST ONPEeaENATCA COOTBETCTBYOLLMMM YNONHOMOYEHHbIMU heaepanbHbIMU opraHaMmn UCNONHUTENBHON
BNacTu B nopsiake, yctaHoBrneHHOM [paButensctBom Poccuiickon deaepaumm.

(vacTb 4.1 B peq. ®enepansHoro 3akoHa ot 14.12.2015 N 374-93)

4.2. OpraHusaumn, OCyLLeCTBNSKLWME MPOU3BOACTBO (hapmaleBTUYeCcKon cybcTaHumMu cnupta 3TUIOBOro
(aTaHona) Ans Npom3BOACTBa CNUPTOCOAEPKALLMX FeKapCTBEHHbIX npenapaTtoB, 06s3aHbl OCYLLECTBNATb yYeT U
AeKnapupoBaHune B Nopsiake, yCTaHOBMNEHHOM cTaTbsiMn 8 1 14 depepanbHOro 3akoHa oT 22 Hosiopsa 1995 roga N
171-®3 "O rocygapCTBEHHOM perynupoBaHuM Mpou3BoacTBa M obopoTa STUMOBOrO CAMPTA, arkorofbHOW U
cnupTocoaepallen npogykumm n ob orpaHnyeHumn notpebnexHms (pacnutus) ankoronsHoM npogykumm'.

(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHom oT 03.07.2016 N 261-93)

4.3. WHavBnayanbHble npegnpuHMMaTenn W - lopuaMdeckue nvua, OCYLLECTBRSOWME  3aKynky W
ucnonb3oBaHve ¢apmaleBTUYeCKOW CyOCcTaHUMM chivpTa STUNOBOro (3TaHona), a Takke MNpOM3BOACTBO,
n3rotoBrneHne un (Mnn) obopoT (3a WCKIYEHUEM PO3HUYHOM MpOoAaxu) CMMPTOCOAEPXKALLUMX JIeKapCTBEHHbIX
npenapaToB, 0053aHbl OCYLLECTBNATL UX YYeT U AeKrnapupoBaHve B nopsigke, yCTaHOBEHHOM cTaTbamun 8 n 14
depepanbHoOro 3akoHa ot 22 Hosbpsa 1995 roga N 171-03 "O rocyaapCTBEHHOM perynmpoBaHMm NpoM3BOACTBA U
obopoTa 3TMMOBOro CnvpTa, ankoroflbHOW M CnupTocodepXalien Npoaykuum u o6 orpaHmdeHun notpebnexHus
(pacnuTura) ankoronbHOM NpoayKummn".

(yacTb 4.3 BBegeHa PepepanbHbiM 3akoHoM oT 29.07.2017 N 278-93)

5. 3anpelyaeTca NnpomM3BoACTBO:

1) NekapCTBEHHbIX CPeACTB, HEe BKIIOYEHHbIX B TOCYAAPCTBEHHLIN PeecTp JeKapCTBEHHbIX CPeacTs, 3a
UCKIIOYEHNEM NEeKapCTBEHHbIX CPEACTB, MPOU3BOAUMBIX AN MPOBEAEHUS KMUHWUYECKUX WCCRedoBaHuid u ans
aKcnopTa;
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2) hanbCndULMPOBaHHbIX NEeKapCTBEHHbIX CPEACTB;
3) nekapcTBeHHbIX CpeacTB 6e3 NMUEeH3nn Ha NPOM3BOACTBO NeKapCTBEHHbIX CPEACTB;

4) nexkapCTBEHHbIX CpPeACTB C HapyLleHMeM MpaBuIl OpraHuM3auum Mpov3BOACTBA WM KOHTPONS KayecTBa
nekapcTBEHHbIX CPeacTB.;

5) dhapmaueBTUYeckon cybcTaHUMM cnMpTa 3TUITOBOrO (dTaHOna) Ha TexHorormyeckom obopyaoBaHuM,
KOTOPOE He 3aperMcTpupoBaHO UMM 3aKOHCEPBMPOBAHO B COOTBETCTBMU C PegepanbHbIM 3aKOHOM OT 22 HOosI6ps
1995 roga N 171-®3 "O rocygapCTBEHHOM perynvpoBaHMyM MNpoM3BOACTBA M 00OpoTa 3TUNOBOrO CNMpPTa,
arkoronibHOM M cnupTocodepXallen npoaykuunm u ob orpaHnyeHun noTpebnenHnsa (pacnmtus) ankorosibHon
npoaykumnn®.

(n. 5 BBeaeH ®egepanbHbIM 3akoHOM OT 29.07.2017 N 278-$3)

6. MNpun BBOAE NEKApCTBEHHLIX CPEACTB B IpaXKgaHCKMA OBOpPOT YMONIHOMOYEHHOE NULO MPOU3BOANUTENS
neKkapCTBEHHbIX CPEACTB OCYLLECTBNAET MOATBEPXKAEHNE COOTBETCTBUSA FEKapCTBEHHbIX CPEACTB TpPebGoBaHMAM,
YCTAHOBJIEHHbIM MPW WX TFOCYAAPCTBEHHOW perncrpaumm, W rapaHTUpyeT, YTO JiekapCTBEHHblE CpPeacTBa
npoun3BeAeHbl B COOTBETCTBUM C TPEOOBAHMAMN NPaBWI HaANexallen Npon3BOACTBEHHON NPAKTUKW.

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

7. YNONHOMOYEHHbIM JIMUOM  npou3BoguTena JeKapCTBEHHbIX CpeacTB ABNAeTCA ero pa60THI/IK,
aTTeCTOBaHHbIN B YCTAHOBIEHHOM YMOSTHOMOYEHHbLIM befeparnbHbIM OpraHOM UCMOSNHUTENBHON BNacTu NOpsiaKe u
UMeLWmnn cTax paboTbl HEe MeHee 4YeM NsATb feT B obnactv NpovM3BOACTBA WU (MIIM) KOHTPONS KadecTBa
rniekapCTBEHHbIX CPeacTB, Bbicllee 0b6pa3oBaHME COOTBETCTBEHHO MO OAHOWM M3 crnieunanbHOCTEN U (UNn) OgHOMY
N3 HanpaBneHui NoAroToBKK: Bronorusi, BuoTexHonornsi, BeTepnHapusl, KnMHMYeckas MeavumnHa, paguaumoHHast,
XMMUYeckass u Guomnorndeckast sawmta, apmauus, dyHaameHTanbHas MeduuMHa, XMMUYecKasi TEXHOMorus,
XUMUS.

(4acTb 7 B pen. PepnepanbHoro 3akoHa ot 22.10.2014 N 313-03)

8. lMpounssoanTenn nekapcTBeHHbIX CpeacTB (3a UCKYeHueM dapMaueBTU4eckon cybcTaHummn cnupTa
3TUMOBOro (3TaHona) MOryT OCYLWEeCTBNATbL NpoAaxy rekapCTBEeHHbIX CPeacTB WNM nepegasatb WX B

yCTaHOBMEHHOM 3aKoHoAaTenscTBoM Poccuickon denepaumm nopsake:
(B pea. PepepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) ApyrMm Npou3BOANUTENSAM NeKapCTBEHHbIX CPeaCcTB A NPOU3BOACTBA NIEKAPCTBEHHbIX CPEACTB;

2) opraHusaumnsiM ONTOBOWM TOProBnv NekapCTBEHHbIMU CPeacTBaMU;

3) anTeyHbiM  OpraHM3auusiM,  BeTepUMHapHbIM  anTeYHblM  OpraHusauusiM,  MHAUBUAYanbHbIM
npeanpuHMMaTensam, WMeWUM JWLUEH3NI0 Ha  (apMaueBTUYECKylD [OeATeNIbHOCTb WM JIMLEH3NI0  Ha
MEAMLIMHCKYIO0 AeATENbHOCTD;

4) Hay4yHO-UccneaoBaTeNbCKUM OpraHu3aumnsaM Ons Hay4yHo-UccreaoBaTenbCckon paboThi;

5) MeQMUMHCKUM opraHu3aumsiM 1 BeTEPUHAPHLIM OpraHM3auusm;

6) opraHv3saumsiM, OCyLLECTBAIOLWMM pa3BefeHne, BolpaliMBaHe 1 COAEePXKaHNE KUBOTHbIX.

9. MNMpoussoguTtenn cdapmaueBTUYecKon cybcTaHLMM cnupTa 3TUITOBOIO (3TaHona) oba3aHbl OCYLEeCTBNATb
peanusaumto  (Nnepegadyy B YCTAHOBMEHHOM  3akoHodaTenbCTBoM  Poccuiickon depepaumm  nopsigke)
hapmaueBTMyeckon cybcTaHuMn cnvpTa 3TUMOBOro (dTaHora) NpoM3BOAMTENSAM JEKapCTBEHHbIX CPeacTB Ans
NpOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB B EMKOCTSAX 06beMom He 6onee 1 nutpa n (unun) He meHee 1000 nuTpoB, a
opraHusaumnam, ykasaHHbIM B MyHKTax 2 - 6 yacTu 8 HacTosLLeln cTaTbn, B Tape o6bemom He 6onee 1 nutpa.
(yacTb 9 BBegeHa PeaepanbHbIM 3akoHOM OT 29.07.2017 N 278-93)

Cratbsa 46. MapkupoBKka nekapcTBeHHbIX CpeacTB

1. ﬂeKapCTBeHHble npenapartbl, 3a UCKIIYEeHEeM NeKapCTBEHHbIX npenapaTtoB, N3roTOBJIEHHbIX anTe4YHbIMU
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opraHunsauunamMmun, BeTepuHapHbIMM anTeYHbIMWU  OpraHu3aunamMmun, uvHOAUBMAYyalrbHbIMU NpeanpuHNMaTensamMu,
nMerwmmmn NMMUEH3N0 Ha cbapmau,eBTquCKyro 0eATeNIbHOCTb, OOJKHbI NOCTyNnaTb B o6pau.|,eH|/|e, ecnu:

1) Ha UX NepBMYHOW YyMakoBKe (3@ MWCKIIOYEHUEM MEPBUYHON YMAKOBKM FEKAPCTBEHHbIX PacCTUTENbHbIX
npenapaToB) XOPOLIO YMTaembiM LIPUEPTOM Ha PYCCKOM NA3blKe YKasaHbl HauMeHOBaHWE IeKapCTBEHHOro
npenapata (MexgyHapogHOe HenaTeHTOBaHHOe, WM  [PYNnUPOBOYHOE, WMAM  XMMUYECKOoe, WM TOpProsoe
HaMMeHoBaHune), HoMep cepuy, JaTa Bbiycka (NS MMMYHOBMOMNOrMYECKUX NeKkapcTBEHHbIX npenapaToB), CPOK
roAHOCTU, AO3MPOBKA UMK KOHLEHTpaLuus, 06beM, akTUBHOCTb B eAuHMLaxX AeNCTBUS NN KONNYECTBO A03;

(B pea. PenepanbHbix 3akoHoB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-93)

2) Ha X BTOpWYHOM (MOTPEOUTENBCKON) YNakoBKe XOPOLLO YNTAaEMbIM LLUPUETOM HA PYCCKOM A3blKe yKa3aHbl
HaVMEHOBaHWe feKapCTBEHHOIoO npenapaTta (MexayHapogHOe HeMaTeHTOBaHHOE, WM TpYnnMpoBOYHOE, UMK
XUMUYECKOE U TOProBOE HaMMEHOBaHWS), HaMMEHOBaHWE MPOU3BOAUTENS JIEKApPCTBEHHOro npernapaTa, HOMep
cepuu, garta Bbinycka (ANsi MMMYHOGMOIOMMYECKMX JNEKapCTBEHHbIX MpernapaToB), HOMEP PerncTpaumoHHOro
yOOCTOBEPEHMS, CPOK FOAHOCTM, Cnocob NpUMEHEHWs, O03MPOBKa WM KOHUEHTpaums, obbem, akTMBHOCTb B
eouHuuax genctemst nnbo KONMYeCTBO A03 B YNAKOBKE, feKapcTBeHHast ¢hopmMa, yCrnoBusA OTMycKa, YCroBMS
XpaHeHus1, NpeaynpeanTenbHble HaaMMCH.

(B pea. PenepanbHbix 3akoHOB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2. dapmaueBTUYeckne cybcTaHUMM OOMKHBI NOCTynaTe B obpalleHne, ecrnvm Ha WUX NEPBUYHOWN ynakoBKe
XOPOLIO YMTaeMbIM LUPUATOM Ha PYCCKOM $3blke YKa3aHbl HavMeHoBaHue apMaueBTUYeckon cybcTaHumm
(MexxgyHapogHoe HenaTeHTOBaHHOe, WMW TpynnMpPOBOYHOE, UMM XMMUYECKOe W TOProBOE HavMEHOBaHUS),
HauMeHoBaHWe npousBoauTens dapmaueBTMYecko cybcTaHuuM, HOMep cepuu UK JaTa  W3roTOBMEHMS,
KONMYECTBO B YNaKOBKE U eAVHULLbI U3MEPEHNS KONMYECTBA, CPOK FOAHOCTU 1 YCIOBUS XPaHEHUS.

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

3. neKapCTBeHHble cpenctBa B KayeCTBe CbIBOPOTOK OOJKHbl MNOCTynaTtb B o6paL|.|,eHV|e C YKasaHunem
XMBOTHOIO, U3 KPOBMU, NMJi1ia3Mbl KpOBWU, OpraHoB " TKaHen KOTOPOro OHWU NOJ1y4YeHbl.

4. Ha BTOpMYHYIO (MOTPEeOMTENBCKYH0) YNAKOBKY NIEKAPCTBEHHbBIX CPEACTB, MOMYYEHHbIX U3 KPOBW, NasMbl
KpOBU, OpraHoB 1 TKaHel YenoBeka, A0MKHa HaHOCUTbCA Hagnuck: "AHTuTtena k BUY-1, BUY-2, k Bupycy renatuta
C 1 NoBEepPXHOCTHLIN aHTUreH Bupyca renatuta B otcyTcTBytoT".

5. Ha nepBuuHyl0 ynakoBKy W BTOPUYHYIO (MOTpEBUTENbCKYD) YynakoBKy paauodapMaleBTU4ecKnX
NEeKapCTBEHHbLIX CPEACTB AOMKEH HAHOCUTLCS 3HAK PaauaLVOHHOR ONacHOCTY.

6. Ha BTOpuM4YHYyl0 (MOTPEOUTENBLCKYIO) YNAKoBKY FOMEONaTUYEeCKUX NEKapCTBEHHbIX MpenapaToB AOMmKHA
HaHoCcUTbCA Hagnuck: "lfomeonaTudeckuin'.

7. Ha BTOpuyHyto (NOTPEOUTENbCKYI) YMakoBKYy JeKapCTBEHHbIX pacTUTENbHbIX MpenapaTtoB AOMKHa
HaHoCUTbCA Hagnuck: "lMpoaykums npowna paguaumMoHHbIA KOHTPOMb".

8. Ha nepBuuYHylO ynakoBKy (ecnv Ang 3TOro CyLleCcTBYET TexXHMYeckass BO3MOXHOCTb) M BTOPUYHYHO
(NoTpebunTenbCKyt) YNakoBKy JIEKAPCTBEHHbLIX MpenapaToB, NpefHa3HayYeHHbIX AN KMMHUYECKUX UCCrefoBaHWum,
JOIMKHA HAaHOCUTBCS HaaNUek: "[Anga KNMHUYECKNX nccnegosaHmn".

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

9. YnakoBKa fieKapCTBEHHbIX CPeAcCTB, NMpedHas3Ha4YeHHbIX UCKIIOYMTENbHO AN 9KCnopTa, MapkupyeTcs B
COOTBETCTBUM C TPEBOBaAHUSIMU CTPaHbI-MMMOpTEpA.

10. Ha TpaHcnopTHylo Tapy, KoTopasi He npegHasHadeHa AN NnoTpebuTenein M B KOTOPYIO MOMELLEHO
neKkapcTBEHHOe CPeACTBO, AO/MKHA HaHOCUTLCS MHGpOPMaLIMA O HaUMeHOBaHWUKN, Cepum NieKapCTBEHHOro CpeacTBa,
AaTe BbiMyckKa, KONMYecTBe BTOPUYHbIX (MOTPEOUTENBCKUX) YNAKOBOK JIeKapCTBEHHOro cpeacTBa, NpoussoauTtene
NeKapCTBEHHOro CpeAcTBa C ykasaHMeM HauMeHOBaHWS M MECTOHaxXOXAEHWs Npou3BOOWUTENS JIeKapCTBEHHOro
cpeacTBa (agpec, B TOM yucrie cTpaHa U (Mnv) MecTo Npou3BOACTBA NEKAapCTBEHHOIO CPeACTBa), a Takke O CPOKe
FOOHOCTM NEKapCTBEHHOro cpeactBa M 00  YCMOBMSAX €ro  XpaHeHWs U NepeBo3kM, Heobxoaumbie
npegynpeauTenbHble HAAMMCU YU MaHWUMNYNSATOPHbIE 3HAKU.
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11. Ha nepBuYHyl0 ynakoBKYy W BTOPWUYHYIO (NOTPEOUTENbCKYI0) YNakOBKY MeKapCTBEHHbLIX CpeacTB Ans
BETEPUMHAPHOro NPUMEHEHNs AOMKHa HAHOCUTLCS Haanueb: "Ona BeTeprHapHOro NnpuMeHeHns".

12. Ha BTOpW4Hyto (NOTPEGUTENBCKYH) YNaKkoBKy NIEKapCTBEHHOMO NpenapaTta HAHOCUTCS LUTPUXOBOW KOA.

Mnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUUCKYIO ®ELQEPALMIO N BbIBO3 JIEKAPCTBEHHbIX CPEQCTB
U3 POCCUNCKON ®EQEPALIUN
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

Cratba 47. lNopsaaok BBO3a neKkapcTBEHHbIX cpeacts B Poccuiickyio ®Pepepauuio M BbiBO3a
nekapcTBeHHbIX cpeacTB u3 Poccunckon ®egepauum
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. BBO3 nekapcTBeHHbIX cpeacTB B Poccunckyto degepaumio ocyLLecTBRNSAeTCS B NOpsiake, yCTaHOBIEHHOM
MpaButenbctBoM Poccuiickon ®epepauun, B COOTBETCTBUN C TAMOXEHHBIM 3aKOHOOATENbCTBOM TaMOXEHHOMO
coto3a B pamkax EBpA3DC (ganee - TamoxeHHbIN cOto3) 1 (Mnu) 3akoHogatenscTBoM Poccuiickon degepaumm o
TaMOXeHHOM fene.

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

2. BBosumble B Poccuiickyto Pefepaunio NeKapCTBEHHble CpeacTBa [AOMKHbI ObiTb  BKIOYEHbI B
rocyaapCTBEHHbIV PeeCcTp NeKapCTBEHHbIX CPEACTB.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. [onyckaetca BBO3 B Poccuinckyio Pegepaumio KOHKPETHOW NapTUM 3aperucTpupoBaHHbIX WU (Mnu)
He3aperncTpMpoBaHHbIX  NEKApPCTBEHHbIX CPEeACTB, MpedHasHa4eHHbIX Ans  MPOBEOEHUA  KIMUHUYECKUX
nccrefoBaHUn  NeKapCTBEHHbIX  NpenapaTtoB, MNPOBEAEHUS  OKCNepTU3bl  NEeKapCTBEHHbIX  cpeacTs  Ansd
OCYLLECTBMNEHUSA roCyJapCTBEHHON perncTpaumm rekapCTBEHHbIX NpenapaToB WUnv Ans oKa3aHus MeaULUHCKON
NMOMOLUM MO >KM3HEHHbIM MOKa3aHWUAM KOHKPETHOro mnauuMeHTa Ha OCHOBaHWM paspelleHnsi, BblgAaHHOro
YMOSTHOMOYEHHbIM dhefeparibHbIM OPraHOM UCMOMNHWUTENBHON BNACTX NO 3asiBNIEHMAM IUL, YKa3aHHbIX B cTaTbe 48
HacToswero PepepanbHOro 3akoHa. PaccMoTpeHue Takoro 3asBrneHus U MPUHATME peLieHnss O Bblgade
paspeLUeHnss Ha BBO3 KOHKPETHOW NapTUM 3aperncTpupoBaHHbIX U (MNN) HE3aPErMCTPUPOBAHHBIX JIEKAPCTBEHHbIX
CcpeacTB, MpefHasHaJYeHHbIX O NPOBEAEHUs KIMHUYECKUX WCCIedoBaHWN feKkapCTBEHHbIX MpenapaTos,
NpoBeAEeHUA 9KCMepTU3bl JEKapCTBEHHbIX CPeacTB ANns  OCYWeCTBMEeHMS TrOCygapCTBEHHON perncrpauun
NeKapCTBEHHbIX NpenapaTtoB Unu Ansi okasaHus MEQMLMHCKON NMOMOLLM MO >XMU3HEHHbIM MOoKa3aHWsIM KOHKPETHOro
naumeHTa nMbo ob OTKase B BblAade yKa3aHHOro paspelleHUs NPOM3BOAATCH B CPOK, HE MpPEBbILLAOWMA NaTu
pabounx gHen. NnaTa 3a Bblgady yka3aHHOro paspeLleHns He B3umaeTcs.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4. B Poccuiickyto Pegepaumio MOXHO BBO3WTb fIEKApCTBEHHbIE CPEACTBA, Ka4eCTBO KOTOPbIX NOATBEPXKOEHO
cepTnuKaToM MNpPOU3BOOUTENS  JIEKAPCTBEHHbIX CPEACTB, YOOCTOBEPSIOWMM  COOTBETCTBME  BBO3UMbIX
NEeKapCTBEHHbIX cpeacTB TpeboBaHMAM dhapmakonenHbix ctaten nubo B criyyae MX OTCYTCTBMSI HOPMaTMBHOW
OOKYMEHTauMM Unm HopMaTUBHOTO JOKYMEHTA.

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

5. Banpewaetca BB0o3 B Poccuiickylo ®depepaumio anbCcMdPULMPOBaHHbLIX NEeKapCTBEHHbIX CPeacTB,
He0OpOoKayYeCTBEHHbIX JIEKAPCTBEHHbBIX CPEACTB, KOHTpadaKTHbLIX JIEKapCTBEHHbBIX CPEACTB.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6. danbcudrLuMpoBaHHblE feKapCTBEHHbIE CpeacTBa, HeaobpoKayeCTBEHHblE feKapCTBEHHbIEe CpeacTBa
noanexaT U3BbATUIO U NOoCMeaylLwemMy YHUYTOXEHMIO nu BblBO3Y U3 Poccuickon Pegepaummn, KOHTpadakTHble
nekapcTBEHHblE CPEACTBA - U3BATUIO U NOCMNEAYIOWEMY YHUHTOXEHUIO. YHUYTOXEHNE UNKn BbiBO3 N3 Poccuinckomn
®epepaumun danbcuUUNPOBaHHbIX NEKapCTBEHHbIX CPEACTB, HeA0OpPOKaYeCTBEHHbIX NEKapCTBEHHbIX CPeacTs,
KOHTpadaKTHbIX NeKapCTBEHHbLIX CPEeACTB OCYLLECTBMNSETCA 3a CYET fuua, OCyLeCTBMBLUEro ux BBO3. [lopsaok
YHUUTOXEHUS U3bATbIX danbcuULMpoBaHHbIX NEKAPCTBEHHbIX CpeacTB, HeJobpoKavyeCTBEHHbIX NIEKapCTBEHHbIX
CpeacTB, KOHTpadaKkTHbIX NeKapCTBEHHbIX CPEACTB ycTaHaBnmnaaeTcs [NpasutensctBom Poccuickon degepaumm.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)
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7. Nuua, ocyuwectensowme Beo3 B Poccuiickyto Pegepaumio danbCcuUPULMPOBaHHBIX NeKapCTBEHHbIX
cpencTB, HeLoOpPOKAYECTBEHHbIX JEKAPCTBEHHbIX CPEeAcTB, KOHTpadaKTHbLIX JEKApPCTBEHHLIX CPEACTB, HECyT
OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOXEHHbIM 3aKOHOO4ATeNbCTBOM TaMOXeHHOro cotsa u (1nu)
3akoHogaTenbcTBOM Poccuinckon degepaumm 0 TaMOXEHHOM Aere.

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

8. BbiBO3 nekapcTBeHHbIXx cpeactB u3 Poccuiickon ®Pepepaumm ocyllecTBnsieTcss 6e3 npuMeHeHus
OrpaHU4YeHni, YCTAHOBMEHHbIX TAMOXEHHbIM  3aKOHOAATENbCTBOM  TaMOXEHHOro cow3a U (1unu)
3akoHogatenbctBOM  Poccuinckon ®Pefepaumm O roCygapCTBEHHOM  PErynmpoBaHMM  BHELLUHETOProBOn
OeaTenbHOCTU.

(B peq. PenepanbHbix 3akoHOB OT 06.12.2011 N 409-03, o1 25.11.2013 N 317-03, o1 22.12.2014 N 429-03)

MpumeyvaHue.
C 29.11.2019 cT. 47 pononHsietcs Y. 9 (3 o1 28.11.2018 N 449-03).

CraTtbs 48. Opuanyeckue nuua, KOTOpbIM pa3peLleH BBO3 JIeKapCTBeHHbIX cpeacTB B Poccuickyro
®depepaumto
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlekapcTBeHHble cpeacTtBa B Poccuiickyto Pefepaumto MoryT BBO3UTL:
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) NpousBOAWTENU NEeKApCTBEHHbIX CPeACTB Ans Leniell COOCTBEHHOrO MPOM3BOACTBA NEKAPCTBEHHbIX
CpencTs;

2) MHOCTpaHHble pa3paboTunky NeKapCTBEHHbIX CPEACTB U MHOCTPaHHbIe NMPOU3BOAMUTENN NEKAPCTBEHHbIX
CPEeACTB WNW Apyrve lopuaundeckve nvua Mo MnopyyvyeHulo paspaboTyvka fekapCTBEHHOro cpedcTeBa  Ans
NPOBEAEHUS] KIMHUYECKUX WCCIEAOBaHWA eKapCTBEHHOro rpenapaTta, OCYLECTBIEHUS TOCYAapCTBEHHOW
perucTpaumm JeKapCTBEHHOro npenapara, BKIoYeHuUsi apmaueBTU4Yeckon cybCTaHumMum B roCyaapCTBEHHbI
PeecTp JeKapCTBEHHbIX CPEACTB, KOHTPOSS KavyecTBa eKapCTBEHHbIX CPEACTB MNPV HanmuuuuM paspeLueHust
YMOSTHOMOYEHHOTO (heepanibHOro opraHa WCMOMHUTENbHOW BIACTUM HA BBO3 KOHKPETHOW MapTUM NEKapCTBEHHbIX
CpencTs;

3) opraHmnsauumn ONTOBOWN TOProBJ11 NeKapCTBeHHbIMW CpeaCcTBaMU,

4) Hay4HO-uUCCrneaoBaTenbCKMe opraHu3auuy, obpasoBaTefnbHble OpraHu3aumv BbicWwero obpasoBaHwus,
Npon3BOaMTENN NEKApPCTBEHHbLIX CPEACTB ANnsa pas3paboTku, uccnenoBaHuM, KOHTpons 6e3onacHoCcTv, KavecTBa,
3(P(PEKTUBHOCTM NEKAPCTBEHHbLIX CPEACTB NPW HanMyun paspeLleHnst YNorTHOMOYEHHOro deaepansHOro opraHa
NCNOSTHUTENBHOM BacTy;

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

5) mMeauumHCKne opraHmsaumm, UHble yKadaHHble B MyHKTax 1 - 4 HacTosWen cTaTbM opraHusauun Ans
OKasaHWsA MEeAULMHCKON MOMOLLM MO XXU3HEHHbIM MOKa3aHWsM KOHKPETHOro nauueHTa Npy Hanuymm paspelueHuns
ynorniHOMoYeHHoro dyeaeparnbHOro opraHa UCMNOSIHUTENbHOW BNAacTu Ha BBO3 KOHKPETHOW MapTuu feKapCTBEHHOro
npenapara, Bbl4aHHOIO B YCTAHOBMEHHOM MOPSAKe B (hopMe 3MeKTPOHHOro AOKYMEHTa, MOAMNMCaHHOMO YCUMEHHOW
KBannMuUUMpOBaHHON 3NEKTPOHHON NOANUCHIO.

(B peq. PepepanbHoro 3akoHa ot 12.03.2014 N 33-03)

Ctatbsa 49. [loKyMeHTbl, NpeAcTaBnseMble B TaMOXeHHble opraHbl Poccunckon ®Pepepauum npu
BBO3€e JieKapCTBEeHHbIX cpeacTB B Poccumckyro Penepaumio
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. MNpn BBO3e nNekapcTBeHHbIX cpedcTB B Poccuiickyio defepaumio B TaMOXeHHble opraHbl Poccuinckom
depepaumun Hapsgy ¢ JOKYMEHTaMU, NpeAcTaBreHne KOTopbIX NPpegyCMOTPEHO TaMOXEHHbIM 3aKOHOAATENbCTBOM
TamoxeHHOro cow3a U (Mnn) 3akoHogaTenbcTBoM Poccuiickon depepaumm O  TaMOXEHHOM  fene,
npeacTaBnsoTCA cnegyowme JOKYMEHTbI:
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(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) cepTMdwmkaT NPOU3BOOUTENS JIEKAPCTBEHHOIO CPEACTBa, YAOCTOBEPSIOLWMIA COOTBETCTBME BBO3VMMOIO
NEeKapCTBEHHOro cpeacTtea TpeboBaHMAM dhapmaKkonenHon ctatbk NMOO B crnydae ee OTCYTCTBUS HOPMAaTMBHOW
OOKYMEHTaunM Ui HOpMaTUBHOTO JOKYMEHTA;

2) paspelueHve YnonHOMOYEHHOro heaepanbHOro opraHa WCMOSHUTENbHOW BAacTW Ha BBO3 KOHKPETHOM
napTum NekapcTBEHHOro cpeacTBa B Cryyasix, YCTAHOBMEHHbLIX YacTbio 3 ctaTbk 47 HacTosiwero ®eaeparnbHOro
3aKoHa.

2. [lokymMeHTbI, ykasaHHble B NMyHKTax 1 n 2 yactu 1 HacTosiwen crtatbi, NPeaCTaBNATCA B TAMOXEHHbIE
opraHbl Poccunckon ®epepauun npy npubsbITUM NEKapCTBEHHbIX cpeacTs B Poccuickyto Pepepaumio.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Ctatbaa 50. BBO3 nekapcTBeHHbIX npenapatoB B Poccuinckyro ®epgepauuio gns JIMYHOrO
MCMNOJIb30BaHUA U MWHbIX HEKOMMEpYeCKuX Lefien, a TakKke ANA WUCNOoNMb3OBaHUS Ha TeppuTopumU
MeXAyHapoaHOro MeauLMHCKOro Krnacrtepa
(B pea. PenepanbHbix 3akoHOB OT 06.12.2011 N 409-93, o1 29.06.2015 N 160-93)

1. JlekapcTBeHHble npenapaTbl MOryT ObiTb BBe3eHbl B Poccuickyio degepaunio 6e3 ydyeta TpeboBaHui,
NpeaycMOTPEHHbIX Yactamu 1 - 4 ctatbn 47, ctatbamu 48 n 49 Hactoswero denepanbHOro 3akoHa, €criv OHU
npegHasHayeHbl ans:

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

1) NMUYHOro Mcnonb3oBaHUsA U3NYECKMMU nMuamu, npubbiBwMMKM B Poccuiickyto ®epepaumio. Mpu saTom
BBO3 B Poccunckyto defepaumio nekapCcTBEHHbIX MpenapaTtoB, coAepXXallmx CUnbHOAeWCTByoWwue u (Unum)
A0OBUTbIE BELLECTBA, BKIOYEHHble COOTBETCTBEHHO B CMUCOK CWUMbHOOEWCTBYIOLMX BELIEeCTB ANdA Lenen
YrONMOBHOIO 3akoHofdaTtenbcTBa Poccuickon degepaumm n B CNMCOK SO0BUTLIX BELLECTB AN Lenen yrorloBHOro
3akoHogatenocTBa Poccuiickon ®Pepepaunu, yTBepxaeHHble [lpaBuTenbcTtBoMm Poccuiickon ®depepaumu,
OCYLLIECTBMNAETCH MPU HaNUYMM OOKYMEHTOB (3aBEPEHHbIX KOMUIN LOKYMEHTOB WU 3aBEPEHHbIX BLIMUCOK N3 HUX),
noaTBEPXKAALWMX Ha3HayYeHne U3NYecKoMy JMLy YKas3aHHbIX JIEKApCTBEHHbIX MpenapaToB (3a MCKIHYEHUEM
NEeKapCTBEHHbIX MpenapaToB, 3aperMcTpupoBaHHbiXx B Poccuiickon Pepepaumm u oTnyckaembix B Poccuinckom
depepaummn 6e3 peuenTta Ha nNekapcTBeHHbIN npenapar). MNoaTeepxxaatoLime AOKYMEHTbI (MX 3aBEPEHHbIE KOMUK
UNN 3aBEPEHHbIE BbIMMCKM M3 HUX) OOIMKHbI coAepXaTb CBEAEHUS O HaMMEHOBAHUN N KONMYECTBE HA3HAYEHHOrO
nekapcTBeHHoro npenapata. B cnyyae, ecnu noarsepxaawlive [OOKYMEHTbl (MX 3aBepeHHble Komuu Unu
3aBepeHHble BbIMUCKA K3 HUX) COCTaBfieHbl Ha WHOCTPaHHOM 43blke, K HWM npurnaraeTcs HoTapuanbHO
3aBepeHHbIN NepeBos, Ha PYCCKUI A3bIK;
(n. 1 B pea. PegepaneHoro 3akoHa ot 02.06.2016 N 163-93)

2) ucnonb3oBaHWSA pPabOTHUKAMKU OUNIIOMAaTUYECKOro Kopryca unvM npeacTtaBUTENAMU MEXOYHapPOAHbIX
opraHusaunn, akkpeanToBaHHbIX B Poccunckon ®epepauum;

3) NeYyeHMs MacCaXXMpoB W YIEHOB 3KMMaXeW TPaHCMOPTHLIX CpeacTB, MoesgHbiXx Opurag u BoguTenen
TPaHCNOPTHLIX CPeacTB, NpubbiBLLINX B Poccuiickyto ®epepauuto;
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4) neyYeHUs YYaCTHWKOB MEeXOYHAPOAHbIX KYNbTYPHbIX, CMOPTUBHBLIX MEpPOMNpPUSTAA U YY4aCTHUKOB
MeXOyHapOoOHbIX SKCNeauLuiA;

5) nevyeHnss KOHKPETHBIX XXMBOTHBLIX B 300MapKax, a Takke >XMBOTHbIX, BBO3MMbIX B Poccuickyto ®enepauuio
NSt y4acTusi B CNOPTUBHBIX U 3PEULLHBIX MEPONPUATUSX;
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6) MCNonb3oBaHMSA Ha TEPPUTOPUN MEXOYHAPOAHOrO MeANLIMHCKOrO KrnacTtepa.
(n. 6 BBeaeH ®egepanbHbIM 3akoHOM OT 29.06.2015 N 160-$3)

2. B cnyyasx, npedyCcMOTPEeHHbIX YacTbio 1 HacToslwen cTaTbW, JonyckaeTcsas BBO3 B Poccuinckyro
depnepaumio nekapcTBEHHbIX NPeENapaToB, He 3aperncTpupoBaHHbIX B Poccunckon ®egepaunn.
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(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHble npenapaTbl, peAHa3HavYeHHble AN NyMaHUTapHON MoMoLWM (COAENCTBUS) MU MOMOLLN
nMpu  YpesBblYarHbIX cuTyaumsix, BBO3ATCA B Poccuiickyio ®efepaumio B MOpsAKe,  YCTaHOBNEHHOM
MpaBuTenLCTBOM Poccuinckon depepaumm. BanpewaeTcs BBO3 B Poccuiickyto depepaumio
He3aperncTpypoBaHHbIX NEKapCTBEHHbIX MNpenapaTtoB, MpeAHasHayYeHHbIX Ans  ryMaHWTapHOW  MOMOLUM
(copencTBums) MM NOMOLLM MPU Ype3BblYaNHbIX CUTyaLUsX.

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

CtaTtbs 51. CoTpyaHuyecTBO (heaepanbLHOro opraHa UCNOSTHUTESIbHOW BNacTU, YNOSIHOMOYEHHOro B
obnactu TaMOXEHHOro Aena, U APYrMx YMNONIHOMOYEHHbIX henepanbHbIX OPraHoB WCNONHUTENBLHOMN
BRacTtu

1. YnonHomouyeHHble defeparnbHble OpraHbl UCMOMHUTENBHOW BNACTM MPefoCTaBnsalOT B PacrnopsikeHue
denepanbHOro opraHa WCMONHUTENbHOW BMAAacTW, YMNOMHOMOYEHHOro B 00MacTM TaMOXEHHOro Jena,
rocygapCTBEHHbIN PeecTp NEeKapCTBEHHbIX CPEACTB, a Takke MH(OPMauuio O BblAaHHbIX pPa3pelleHnsiX Ha BBO3
KOHKPETHOW MapTuM FNeKapCTBEHHbIX CPeACTB B Cryvasix, YCTaHOBMEHHbIX 4YacTblo 3 cTaTbl 47 HaCTOALLEro
depepanbHOro 3akoHa.

2. depepanbHbii OpraH WCMNOMHUTENBHOW BRAacTW, YMOSIHOMOYEHHbLI B 0ONacTM TaMOXEHHOro gena,
MHOPMUPYET YyKasaHHble B YacTu 1 HacTosAwen cTaTbM YMNONHOMOYEHHble dedepanbHble  OpraHbl
NCMNOMHMTENBHOW BNAcTV O BBO3€ NEKapCTBEHHbIX CpeAcTB B Poccuiickyto degepaumio u BbIBO3€ NIEKAPCTBEHHbIX
cpeactB mn3 Poccuiickon ®depepaumm no ¢gopme M B nopsake, KoTopble YycTaHoBMeHbl [1paBUTEnbCTBOM
Poccuiickon depepaumun.

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

Maea 10. PAPMALEEBTUYECKAA OEATENIbHOCTb
CraTtbs 52. OcywecTBneHue cpapmMmaLeBTUHECKON AeATENTbHOCTU

1. ®dapmaueBTMYeckass  OeATENbHOCTb  OCYLLECTBMSIETCA  OpraHuM3auuMsiMM  OMTOBOWM  TOPrOBIU
NEKApCTBEHHLIMU CPeACTBAMM, anTe4YHbIMUM OpraHn3auusiMi, BETEPUHAPHBIMM  ANTEYHLIMU  OpraHM3auusaMu,
WHAMBMAYANbHBIMU  MPEANPUHUMATENSMY, VMEWMUMN  FIMLEH3NI0 Ha  (apMaueBTUYECKYI0 OEATENbHOCTb,
MEOULMHCKUMW  OpraHmMsaumsamMu, WMEeLWUMY  NUMUEH3NIO Ha  (apMaueBTUYECKYD AesTENbHOCTb, WM UX
obocobneHHbiIMM  noapasgeneHnsmn  (ambynatopusimu,  enbawepckuMm  n - PenbaLepCKo-aKyLLePCKUMm
NyHKTaMu, UeHTpamu (oTaeneHusimm) obluen BpadebHOM (CeMerHON) NPakTUKK), PacrnosiIOKEHHbIMU B CENbCKUX
HaceneHHbIX MYyHKTax, B KOTOPbIX OTCYTCTBYKOT anTeuYHble OpraHusauumu, M BeTepUHApPHbIMKM OpraHu3aumnsiMu,
nverwLwmnmMmm rnmueH3no Ha q)apmaueBqueCKyro AedATenbHOCTb.

(B pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2. dusmyeckne nuua MOryT OCYLLEeCTBNATbL hapMaLeBTUYECKYIO AeATENbHOCTb NPU HANU4MK BbICLLETO UMn
cpeaHero apmaueBTudeckoro obpasoBaHuas U cepTuduMkaTa CcrneuManucta, BbICLUEro WM CPeaHero
BETEpPMHAPHOro obpasoBaHusi U cepTMdMKaTa crneuManucra, a Takke BbICLIEro WM cpegHero MeauuMHCKOro
obpasoBaHus, ceptudmkaTa crneumanicta U AOMOSTHUTENbHOro npodeccuoHanbHoro 0bpasoBaHMs B 4acTu
PO3HMYHOW TOProBIM JNIEKAPCTBEHHBIMW NpenapaTamMum npu ycrioBun nx pabotel B 060Co6EHHBIX NogpasaeneHnsax
MeANLMHCKMX OpraHu3aLmin, yKkasaHHbIX B YacTu 1 HacTosLwen ctaTbu.

(vacTb 2 B peq. PeagepanbHoro 3akoHa ot 27.07.2010 N 192-93)

MpumeyaHue.

Cratba 52.1 BcTtynaet B cuny ¢ 29.11.2019. JlekapcTBeHHble mpenapaTbl ANd MEeOULMHCKOrO MPUMEHEHNS,
BBEAEHHbIE B rpaxkgaHckum obopot o 29.11.2019, nognexaTr XpaHeHuto, NepeBOo3Ke, OTMYCKy, peanv3auuu,
nepegave, NPMMEHEHMIO 0O NCTEYEHMS CPOKa X FOAHOCTM.

Ctatba 52.1. BBOoa B rpaxpaHCKMM OOGOpPOT JeKapCTBEHHbIX MNpenapaTtoB AN MeAULMHCKOro
npuMeHeHust
(sBegeHa depepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

Ctpannua 78 13 99



depepanbHbI 3akoH oT 12.04.2010 N 61-93
(pen. ot 06.06.2019)
"O6 obpalleHnn nekapcTBeHHbIX CpeacTs”

1. MNepen BBOOOM B rpaXaaHCKuin 000poT KaXkaom CEpUn Unu Kaxkaon napTum nponsesegeHHoro B Poccuiickon
depepaumm  nekapcTBEHHOro  npenapata AnNd  MEOUMUMHCKOrO  MPUMEHEHUs,  3a  UCKIYeHUeMm
MMMYHOBMOMOrMYECKUX JIEKapCTBEHHbIX MpenapaTtoB, MNPOU3BOAUTENb TaKOrO JleKapCTBEHHOro npenapaTa
npegctaenseT B henepanbHbii OpraH WMCMONHUTENbHOM BRacTW, OCYLLIECTBNAKLWNA PYHKLMN MO KOHTPOSIO U
Haa3opy B cdhepe 34paBOOXpPaHEHMUs, OOKYMEHT MPOU3BOAUTENS JIEKapCTBEHHOrO CpeacTBa, NoATBepXAaroLwui
KayeCTBO FeKapCTBEHHOIO npenapata, W MNOATBEPXAEHMEe  YMOMHOMOYEHHOrO fiMua  Npov3BOAMTENS
NeKapCTBEHHbIX CPEeACTB COOTBETCTBUS JIEKAapCTBEHHOrO npenapaTta TpeboBaHMSAM, YCTaHOBMEHHbIM MpU €ero
rocygapCTBEHHON permcrpaumm.

2. Mepen BBOAOM B rpaxgaHCKuii 0GOPOT KaXkdoW CepunM MW Kakaow napTum BBO3MMOrO B POCCUMICKYHO
depepaumio  NekapcTBEHHOro  npenapata AnNsg  MEOWMUUWHCKOrO  MPUMEHEHUs,  3a  WUCKIYEHUEM
MMMYHOBMOMOrMYECKUX FEKAapCTBEHHbIX MpenapaToB, OpraHuM3auus, OCYLLECTBNAKLWAS BBO3 JIEKAPCTBEHHOIO
npenapata B Poccunckyto ®degepaunio, npeacrasndetr B deaepanbHbIi OpraH MCMOMHUTENbHOW BnacTw,
OCYLLECTBNAOLWNN PYHKLMM NO KOHTPOSIKO M HAA30pYy B cdepe 30paBOOXpaHEHUd, cepTudmkaT nponssoguTens
NEKapCTBEHHOrO  CpeAcTBa, YAOCTOBEPSIOWMIA  COOTBETCTBME  BBO3MMOIO  fleKapCTBEHHOrO  npenapara
TpeboBaHMsIM hapMaKkoOMenNHOM cTaTbl, a B cryvyae OTCyTCTBUA hapMaKonenHonm crtaTbn TpeboBaHMAM
HOPMaTMBHOW AOKYMEHTauuMuM, W NOATBEPXKAEHME MpeacTaBuUTeNs opraHusaumm, OCYLLeCTBNSOLWEN BBO3
nekapcTBeHHoro npenapata B Poccuiickyio depepaumio M ynoOnHOMOYEHHOW MHOCTPAHHBIM NPOU3BOAUTENEM
NeKapCTBEHHbIX CPeacTB, COOTBETCTBUS BBO3MMOIO NEKapCTBEHHOro npenaparta TpeboBaHuAM, YCTaHOBNEHHbIM
npu ero rocyaapCTBEHHON perncTpaumm.

3. Nopsgok npeacTaBneHMs B COOTBETCTBUM C YacTaMU 1 1 2 HACTOALLEN CTaTbU JOKYMEHTOB U CBEAEHUN O
NeKapCTBEHHbIX Npenapartax, BBOAMMbIX B rpaXaaHCKni obopoT, ycTtaHaBnmBaeTcs [paButenscTBoM Poccuinckom
depepauyuu.

4. B oTHOLWEHMN NepBbIX TPeX Cepun UM NapTui NnekapcTBEHHOro npenapaTta, BnepBble NPOM3BEAEHHOIO B
Poccuinckonn ®depepaumm unu Brnepeble BBo3uMoro B Poccuickyio ®epepauunio, B eagepanbHbii  opraH
WCNOSMHUTENBHOM BracTW, OCYLLECTBNALLMIA YHKUMU NO KOHTPOMK U Haasopy B cdepe 30paBOOXpaHEHUs,
OOMONHUTENBHO MPeACTaBnseTCcs MPOTOKON WUCMbITAHWA O COOTBETCTBMM CEPUM UM NApPTUU JIEKApCTBEHHOTO
npenapata Ans MEeOWLUUHCKOrO MpUMEHEHMS MoKas3aTensiM KadyecTBa, MpegyCMOTPEHHbIM HOpPMaTUBHOW
OOKyMeHTaumnen (Janee - MpOTOKON WCMbITAHMNW), NPOBOAUMBIX aKKPEAUTOBAHHbLIMU B COOTBETCTBMM C
3akoHogatenocTBoM Poccuiickon ®degepaumm 06 akkpeautTaumMm B HaAUMOHANbHOW CUCTEME aKKpeauTauuu
degepanbHbIMU roCy4apCTBEHHbIMU BIOMXETHBIMU yYpeXaeHUsaMu, nogBegoMCTBEHHbIMY beaepanbHOMYy opraHy
NCNOSNTHUTENBHOM BNAcTy, ocylecTensaowemy yHKLUMM No BblpaboTke U peanusaumm rocygapcTBEHHOW NOMUTUKU
W  HOPMaTMBHO-MPaABOBOMY peErynupoBaHuMio B cdepe 34paBoOXpaHeHusl, U degepanbHOMy — opraHy
WCNOSNTHUTENBHOM BMACTW, OCYLUECTBRsSoWeMY YHKLUMN NO KOHTPOSMO M Haas3opy B cdepe 3opaBOOXpaHEHMS.
Mopsigok BblgauM ykasaHHbIMKM - doeeparnbHbiMU  FTOCY4APCTBEHHLIMU  OHOIKETHBIMA  YUPEXAEHUAMU  OAHHOTO
npoToKona v pasmep Nnatbl 3a ero Bbiaavy yctaHasnmaatoTcs NpasuTtensctBom Poccuiickon ®epepauuu.

5. BExerogHo He no3gHee 1 deBpansd NPOW3BOAUTENM JIEKAPCTBEHHbIX CPEACTB WU OpraHusauuu,
OCyLLIECTBNAKLLME BBO3 JIEKAPCTBEHHbIX NpenapaTtoB B Poccuiickyto ®enepaunto, npeactaBnaoT B doegeparnbHbii
opraH UCMOMHUTENBHOW BNACTU, OCYLLECTBISIOWMIA (PYHKLUUM MO KOHTPOSIO U HaA30py B cdhepe 34paBOOXpaHEHMS,
NPOTOKOST UCMbITAHUM MOCTYMMBLUErO B TeYEeHME roja B rpagaHCKunm OOOpOT nekapCTBEHHOro npenapaTa
KOHKPETHOro npousBoguTensa (Ha OOHY CEpUI0 KaXAoro TOProBOro HauMEHOBaHMS C Y4ETOM JieKapCTBEHHON
hopMbl U O03MPOBKM), NPOBOAMMbBIX aKKpeoMTOBaHHbIMKM B COOTBETCTBUM C 3akoHoAaTensCcTBoM Poccuickon
depepaummn 06 akkpeauTaLMM B HaUMOHANIbHOW CUCTEME aKKpeauTauum WchbiTaTenbHbIMU nabopaTopmsamMm
(ueHTpamm).

6. MNpousBoamTenn nekapcTBEHHbIX CPEACTB MMM OpraHvM3aumu, OCYLLEeCTBMSOLWME BBO3 NeKapCTBEHHbIX
npenapatoB B Poccuickyio depepauunio, He MeHee YeM 3a OAWH rof A0 MNMaHUpyemblX NMPUOCTaHOBEHUS UK
npekpaLleH1sa Npon3BOACTBA fNeKapCTBEHHbIX NpenapaToB Unn ux BBo3a B Poccuiickyto Pegepaumio yBegoMnsaoT
06 3TOM hegepanbHbI OpraH UCNOMHUTENBHON BNAacTW, OCYLLECTBASIOWMN OYHKLMN MO KOHTPOSIO U Haa3opy B
coepe 3OpaBoOXpaHeHus u denepanbHbIn OpraH UCNOMHUTENBHOM BNACTW, OCYLLECTBNALMIA YHKLUUU MO
NNLEH3NPOBAHMIO NPON3BOACTBA NEKAPCTBEHHbIX CPEACTB.

7. Beog B rpaxgaHckmi ODOpPOT KaxKOOWM Cepuum WM KaXkaow napTum  MMMYHOOMOMOrMyeckoro
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neKkapcTBEHHOro npenapaTta, npou3BefeHHoro B Poccunckon ®depepaumm unu BBO3UMOro B Poccuiickyto
depnepaLmio, OCyLLECTBNAETCH HA OCHOBAHWUM paspeLleHns], BblAaHHOro deaepanbHbiM OpraHoM UCMONHUTENBHON
BNacTU, OCYLLECTBASIOWNM QYHKLUMM MO KOHTPOMIO U Haa3opy B cdepe 30paBOOXpaHEeHUs, Ha OCHOBaHUU
BblJaHHOrO beaeparnbHbiMM  FOCY4APCTBEHHBIMM  BOHOKETHBIMU  YUPEXOEHUAMU, YKa3aHHbIMM B 4Yactn 4
HacTOsILLEN CTaTbM, 3aKMOYEHMSI O COOTBETCTBMU CEPUM UNWN NapTUN UMMYHOBMOMOrMYECKOro feKkapCTBEHHOIO
npenapata TpebOOBaHMSAM, YCTAHOBIEHHbBIM MpU €ro rocygapCcTBeHHOM pernctpauun. [lopsgok  Bblgaum
paspelleHns Ha BBOA B TpaxdaHCKMM oBOpoT cepum UM NapTuM MMMYHOOWONOrMYECKOro J1eKapCTBEHHOTO
npenapaTta, a Takke NopsiAoK Bbi4avM yKa3aHHOro 3aKroyeHUs u pa3mMep nrnaTbl 3a ero Bbligady yCTaHaBMBaKOTCA
MpasuTtenbctBoM Poccuiickon ®epepauun.

8. 3a HenpeacTtaBneHve UNM  HECBOEBPEMEHHOE MpeacTaBreHue [JOKYMEHTOB U CBedeHUn,
npeaycMoTpeHHbIX yactamu 1, 2, 4, 5 n 6 HacToswen craTtbu, NPOU3BOAUTENUN NEKAPCTBEHHLIX CPeACTB U
opraHv3aumy, OCYLLECTBMSIOWNE BBO3 JI€KapCTBEHHbIX MpenapatoB B Poccunckyio ®depgepaunio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHOAAaTeENbLCTBOM Poccuiickon ®egepauunn.

9. MNpegcTaBneHne OOKYMEHTOB M CBEAEHUN, NPedyCMOTPEHHbIX YacTamu 1, 2 n 4 HacTosilen cTatbn, U
nonyyeHne npeaycMOTPEHHOIO 4acTbio 7 HACTOSALEW CTaTbM paspeLleHus Ha BBOL WUMMYHOOMONOrnmyeckoro
NEeKapCTBEHHOIO npenapaTa B rpaxgaHcknii 06opoT He TpebyrTcA B OTHOLLUEHUWM flEKApCTBEHHbLIX MpenapaTos,
npegHasHa4YeHHbIX Ansi NPOBEAEHUSI KIMHUYECKUX WCCNedoBaHWMA NEKapCTBEHHbLIX NpenapaTtoB, MNpoBeAeHUs
3KCNepTU3bl NEeKApCTBEHHbLIX CPEACTB ANd OCYLEeCTBNEeHUA roCy4apCTBEHHOW peructpaumMm nekapcTBEHHbIX
npenapaToB, a Takke B OTHOLLUEHMU HE3apPErmcTPUPOBaHHbIX JIEKAPCTBEHHBIX NpenapaToB, NpeaHa3HayYeHHbIX O41is
OoKasaHUs MeOULMHCKON MOMOLLUUM MO XXM3HEHHbIM MOKa3aHMSAM KOHKPETHOrO nauMeHTa, BBO3MMbIX B Poccuiickyto
degepaumio B COOTBETCTBUM C YacTblo 3 cTaTbu 47 HacToswero PegepanbHOro 3akoHa.

10. MNpw BbIABNEHUM B rpaXkgaHCKOM 0BopoTe cepumn Unu NapTum NekapCcTBEHHOro npenapara, AOKYMEHTbI 1
CBELEHUS O KOTOPbIX, NMPeAYCMOTPEHHbIE YacTamu 1, 2 n 4 HacTodALWEen cTaTby, HE NpeacTaBneHbl B dheaepanbHbIn
opraH UCMONMHUTENLHON BNAacTu, OCYLLECTBASIOWMIA (OYHKLMU NO KOHTPOSTIO U HaA30pYy B cdepe 30paBoOXpaHeHus,
nmbo cepuun nnm NapTMM MMMyHOOMONOrMYECKOro NeKapCTBEHHOIO Npenapara, He UMEILLMX paspeLleHns Ha BBOA
B rpaxxgaHckmMn obopoT, NpeayCcMOTPEHHOrO YacTblo 7 HaCTosLLEeN cTaTbu, ddeeparnbHbli opraH UCMONHUTENbLHON
BMacTh, OCYLLECTBASIOWMA (YHKUMM MO KOHTPOMK WM Hadsopy B cdepe 30paBOOXpaHEHWsi, B MOpPsiAKe,
ycTaHoBneHHom [MpaBuTtensctBom Poccuiickon degepaunn, NpYHUMAET peLleHne O NpeKpaLleHun rpakgaHCcKoro
obopoTa Takmx cepuu WUnvM NapTuyM OO NpeAcTaBrieHWst yKa3aHHbIX OOKYMEHTOB W CBeAEHUN nMbO MonyyYeHus
YKa3aHHOTO paspeLueHus.

Crtatba 53. lMpopaxa, nepepaya JeKapCTBEHHbIX CPEeACTB OpraHM3auMaMuM ONTOBOM TOProBNM
neKapcTBEeHHbIMU cpeacTBaMuU

1. OpraHuzauum OMNTOBOM TOPrOBMU NEKApCTBEHHbIMU CPEACTBAMW MOFYT OCYLUECTBMNSATL MNpoaxy
neKapcTBEHHbIX CPEACTB MNM nepefaBaTb UX B YCTAHOBIEHHOM 3akoHoaaTtenscTBoM Poccuiickonn denepaunm
nopsake:

1) ApyrMm opraHm3aumsiM ONTOBOW TOProBNW NEKapCTBEHHLIMW CPeaCcTBaMu;

2) Npon3BOAMTENSIM NEeKapCTBEHHbIX CPEACTB Al Lienel NpoM3BOACTBA NeKapCTBEHHbIX CPeACTB;

3) anTey4HbIM OpraHM3auusim U BETEPUHAPHBLIM anTeYHbIM OpraHn3aLmnsaM;

4) Hay4HO-UccneaoBaTenbCKUM OpraHn3aumsiM ans Hay4yHo-nccrnegoBaTenbCckon paboThl;

5) nHamesmgyarnbHbIM npeanpuHuMatTendam, MMerLwmnm NMUeH3no Ha d)apmau,eBTquCKyro 0eATeNbHOCTb UM
JIMUEH3NI0 Ha MeQUUMNHCKYH 0eATeNIbHOCTb;

6) MegMUMHCKUM OpraHM3aumsiM, BeTeprHapHbIM OpraHu3auusiv;
7) opraHusaumsiM, OCyLLIeCTBNSAIOWNM pasBedeHne, BbipalliMBaHe U coaepXKaHne XUBOTHbIX.

2. OpraHusaumn ONTOBOW TOPrOBMM JEKAPCTBEHHbIMW CpeAcTBaMu 00s3aHbl XPaHUTb  3aKyMieHHYH
(hapmaueBTMYECKY0 CyGCTaHUMIO CnnpTa STUMOBOIO (3TaHoMa), OCYLLECTBNSATL ee peanvsaunto Unu nepegady B
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yCTaHOBMEHHOM 3akoHoAaTenbcTBOM Poccuiickon ®enepauuun nopsake opraHusauusamM, ykasaHHbIM B MyHkTax 1 -
7 YacTn 1 HacTosiLen cTaTbu, B Tape 06bemMoM He Gonee 1 nuTpa.
(vacTb 2 BBegeHa denepanbHbiM 3akoHOM oT 29.07.2017 N 278-03)

Crtatbsa 54. NpaBuna oNnToBOW TOProBu NeKapCTBEHHbIMU cpeacTBamMu

OnToBasi TOProBns JfIEKAPCTBEHHBIMU CPeaCcTBaAMU OCYLLECTBIISETCA MNPOU3BOOMTENSMM JIEKAPCTBEHHbIX
CPEACTB M OpraHusaumsMm OMNTOBOW TOPrOBIM JEKApCTBEHHLIMM CpeACTBaMM MO MpaBunam Hagnexalen
ONCTPUBBLIOTOPCKOM MPakTUKM U MNpaBuiaM Hagfexalwen NpakTUKU XpaHEeHMS M MNEepPeBO3KM JIEKAapCTBEHHbIX
npenapaTos, YTBEPXKAEHHBIM COOTBETCTBYHOLUNMU YNONHOMOYEHHbBIMMU denepanbHbIMU opraHamu
MCMNOSNTHUTENbHOW BNACTU.

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

Cratbs 55. lNopaaok po3HUYHOW TOProBMU NeKapcTBEHHbIMU NpenapaTamm

1. Po3HM4Hasa ToproBns nekapcTBEHHbIMW npenapataMmu B KONMYECTBax, HeOOXOAMMbIX ANS BbINOMHEHWS
BpauebHbIX (penballepckMx) HasHa4YeHWn WNM HasHavYeHWn cneunanuctoB B obnactn BeTepuHapuu,
OCYLLIeCTBMSETCS anTeYHbIMU OpraHM3aunsMn, BETEPUHAPHLIMW anTeYHbIMU OpraHu3auusamMm, MHANBUAYanbHbIMU
npeanpuHumMaTensMyi, UMELWMMM  NUUEH3NI0  Ha  dapmaueBTUYECKYlD  AeATenbHOCTb,  MeAULMHCKUMM
opraHuMsauvamMn, UMeLWUMY  MAULEH3NK0 Ha  (apMaueBTUYeCcKylo [OesaTenbHOCTb, U Ux 06ocobneHHbIMU
nogpasgeneHuammn (ambynatopusamu, denbawepckumm 1 - denbalepcko-akyepckMMm MyHKTaMu, LeHTpamu
(oToeneHuamu) obLien BpavyebHON (CEMENHOW) NPAaKTUKK), PACTIONOXEHHBIMU B CEMNbCKUX HACeNeHHbIX MyHKTax, B
KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHv3auun, U BEeTEPUHAPHbIMU OpraHu3auusaMn, UMEKLMMU NNLEH3NI Ha
dhapmaLeBTUYEeCKy0 AesaTeNnbHOCTb. PaspelueHa po3HMYHas TOProBrisi TOSbKO NEKapCTBEHHLIMW Mnpenapatamu,
3apeructpupoBaHHbiMn B Poccuinickon  ®egepaumm MM M3TOTOBMEHHBIMUA - anTeYHbIMU  OpraHuM3aunsMu,
BETEPMHAPHLIMU anTEeYHbIMW OpraHu3aunsMyu, UHAMBUAYanbHbLIMU NpegnpuHUMaTensiMm, UMELWUMN NNLEH3NIO
Ha hapmaLeBTUYECKyo AeATeNbHOCTb. PO3HMYHas TOProBns NnekapcTBeHHbIMY NpenapaTtamMu ocyLecTBnAeTcs no
npaBunaM Hagnexawien anTeyHoW MpaKTUKKW, YTBEPKOEHHbIM YNOMHOMOYEHHbIM deaeparnbHbIM  OpraHom
NCMONHUTENBHON BRacTy.

(B peq. PepepanbHbix 3akoHOB OT 25.11.2013 N 317-03, o1 22.12.2014 N 429-03)

2. Buabl anTeyHbIX OpraHv3auui U npaBuna OTMycKa IEKapCTBEHHbIX NpenapatoB Afst MeOULMHCKOro
NPUMEHEHMS anTeYHbIMW OpraHu3auusaMn, MHOMBUAYaNbHLIMWA NPeAnpUHUMAaTENSAMU, UMELWUMA MULEH3NI0 Ha
dapmaLeBTMHECKYIO0 AeATEeNbHOCTb, a Takke npaBuna OTnycka NekapCTBEHHbIX NpenapaTtoB AN MeAMLUHCKOro
NPUMEHEHN MEAULIMHCKUMMW OpraHu3aumsiMy, UMeLLMMU NNLEH3NI0 Ha (dapMaLeBTUYECKYHO AeATENbHOCTb, U X
obocobneHHbIMU  nogpasgeneHusmu - (ambynaTtopuamu,  penbawepckuMu U henbaepcKo-aKyLLepPCKUMm
NyHKTamu, LeHTpamn (otaeneHnsammn) obuien BpadebHOM (CEMENHOM) MPaKTUKK), PacrosIOXEHHbIMA B CEITbCKUX
HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHv3auuv, YTBEPXOAlTCH YMNONHOMOYEHHbIM
deaepansHbIM OPraHoM UCNOSTHUTENBHOM BRacTMU.

(B peq. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. MNMpaBnna oTnycka HapKOTUYECKUX CPEACTB U MCUXOTPOMHbIX BELLECTB, 3apErMcTpMpOBaHHLIX B KadecTBe
NeKapCTBEHHbIX MNpenapaToB, NEeKapCTBEHHbIX NpenapaToB, COAepXallux HapkoTU4eckMe cpeactea  w
MCUXOTPOMHbIE BELLECTBA, YTBEPXKOAOTCS YNONIHOMOYEHHbIM hefepanbHbIM OpraHoM UCMONHUTENBHOWM BracTu no
cornacoBaHuto ¢ begepanbHbIM OpraHoM UCMOSTHUTENBHON BNacTh, YNONTHOMOYEHHbLIM B cchepe BHYTPEHHUX Aen.
(B pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JlekapcTBeHHble npenapaTbl AN BETEPUHAPHOTO NPUMEHEHWUst MNoamnexaTt OTMyCKy BeTepUHapHbIMU
anTeyYHbIMM  OpraHM3auusiMM, BEeTEPUHAPHBLIMU  OpraHM3auMsiMi, WHAUBUAYaNbHbIMWA  MPeanpUHUMAaTENsIMK,
NMEILLMMU NNLLEH3NI0 Ha dhapMaLEeBTUYECKYI0 AeATeNnbHOCTb. [1paBuna oTnycka NekapCcTBEHHbIX NpenapaToB Anis
BETEPUHaAPHOro NPMMEHEHNS YTBEPXKAAIOTCA YNONTHOMOYEHHbIM dheiepanbHbiM OpraHoM UCNOMHUTENbHOW BNacTu.

5. MepeyeHb MeAUUMHCKNX OpraHM3auuii, UMErLMX NMUEH3NIO Ha dhapMaLeBTUYECKYO AeATENbHOCTb, U UX
0060cobneHHbIX nogpasgeneHni (ambynatopun, enbawepcknx U enbalepCKo-akyLLepPCKUX MyHKTOB, LEHTPOB
(oToeneHuin) obien BpayebHOM (CEMEWHON) MPaKTUKK), PacCMONOXEHHbIX B CENbCKMX HACENeHHbIX MyHKTax, B
KOTOPbIX OTCYTCTBYIOT anTe4Hble OpraHn3aumnmn, a Takke nepedeHb JieKapCTBEHHbIX npenapaToB (33 NCKINK4YeHnem
HapKOTMYECKNX NeKapCTBEHHbIX MpenapaToB U MCUXOTPOMHLIX NeKapCTBEHHbIX NpenapaToB), Npoaaxa KOTOPbIX
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MOXET  OCYLLEeCTBMNATbCSA  YKazaHHbIMM  OpraHus3auuMsaMu UM KUx  0DOCOGNEeHHbIMM  NoAapasfeneHusMu,
yCTaHaBMNMBatloTCsl OpraHamun UCNONMHUTENbHOM BnacTu cybbekToB Poccuiickon deagepaunn.
(B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-03)

6. AnTeyHble oOpraHuM3auMv, UHAMBUOyanbHble  MpeanpuHUMaTeny, UMmelwmne  NUUEH3NK  Ha
hapmMaLEeBTUYECKYD [OeATENbHOCTb, 00s13aHbl obecneumBaTb YTBEPXAEHHbIM [lpaBuTenscTBOM Poccuiickon
depepaumm 1 opmMmpyembin B YCTAHOBMIEHHOM MM MOPSAKE MWHUMAIbHbIA aCCOPTUMEHT JeKapCTBEHHbIX
npenapaToB, HEOOXOANMBIX OS5 OKa3aHUA MeOULNHCKON MOMOLLM.

(vacTb 6 B peq. PenepanbHoro 3akoHa ot 25.11.2013 N 317-03)

7. AnTeyHble oOpraHu3auuMv, UHAMBUOyanbHble  MpeanpuHUMaTteny, UMelwme  NULEH3NK  Ha
dhapmaLeBTUYECKY0 AeATENbHOCTb, Hapsgy C NIEKapCTBEHHbIMM MNpenapaTtaMmyM MMeT npaBo npuobpeTtatb U
npodaBaTb MEOMLUMHCKME M3Oenus, Oe3nHduumpylowme cpefcrBa, nNpeametbl U cpeactBa JIMYHOM TUMMEHDI,
nocyay nAnns MeAWMUMHCKMX Luernen, npegmMeTbl M CpefcTBa, npegHasHayeHHble Ansa yxoga 3a OonbHbIMM,
HOBOPOXAEHHbIMU U AETbMU, HE OOCTUIUMMKW BO3pacTa Tpex IeT, OYKOBYIO OMTMKY U CpPeacTBa yxoda 3a Hen,
MUHepanbHble BOAbl, MPOAYKTbI Te4ebHOro, AeTCKOro 1 ANETUYECKOro NMTaHng, Gronornyeckn akTmeHole gobaBku,
napcoMepHble N KOCMETUYECKME CpeacTsa, MEAULUHCKME U CaHMTAPHO-NPOCBETUTENbHbIE NeYaTHble U34aHus,
npeaHasHayYeHHble s nponaraHabl 340poBOro obpasa XU3HMu.

(B pea. PenepanbHbix 3akoHOB OT 27.07.2010 N 192-03, o1 25.11.2013 N 317-03)

8. [HeaTenbHOCTb anTeyHbix opraHusauun BoopyxeHHbix Cun Poccuiickon Pepepaumu, Opyrux BOWCK,
BOMHCKMX (DOPMMPOBaAHMIA U OpraHoB, B KOTOPLIX 3akoHogaTtenbcTtBoMm Poccuiickon ®epepauun npegycMOTPEHO
NpOoXoXaeHne BOEHHOM cry6bl nnn degepanbHON rocyaapCTBEHHOM CIyX0bl, CBA3AaHHOW C MPaBOOXpPaHUTENbHON
OeATenbHOCTbIO, pernaMmeHTupyeTca Hactosawmm depepanbHbiM 3aKOHOM U YTBEPXKOEHHBIMU COOTBETCTBYIOLLMMU
hbenepanbHbiMM OpraHamMu UCNOSTHUTENBHOM BriacTu nonoxeHnamu. KoHTponb 3a cobnogeHueM yKasaHHbIMU
anTeYHbIMU opraHusaumsmm NONOXEHNN HacToswero  degepanbHOrO  3akOHa  OCYLLECTBMRSETCA
COOTBETCTBYIOLLMMN (hefepanbHbIMU OpraHaMu UCMOMHUTENbHOW BNAacTu.

(B pea. PenepanbHoro 3akoHa ot 13.07.2015 N 262-03)

CtaTtbsl 56. U3roToBneHne u oTNyCK NeKapcTBEHHbIX NpenapaToB

1. UNaroToBneHue NeKapCTBEHHbIX MpenapaTtoB anTe4dYHbiMKn OpraHun3aundamMn, BeTepuHapHbIMKX anTe4YHbIMU
opraHusauuamMmun, wHaunsuayanbHbIMU npeanpuHuMatTenavmm, MMerwnMmn JnnuueH3no Ha q)apmaueBqueCKylo
OeATeNIbHOCTb, OCYLUEeCTBNIAEeTCA No peuentamM Ha JleKkapCTBEeHHble npenapartbl, No Tpe6OBaHVIF|M MeOUUNHCKNX
OpFaHI/I3aLI,VIIZ, BeTepUHapHbIX OpFaHI/I3aLI,VII7I B COOTBETCTBMM C nNpaBunamn U3roToBrieHna wn OTNycCka
NeKapCTBEeHHbIX npenapatoB, YyTBepXAEeHHbIMU YMNOJIHOMOYEHHbIM (be,u,epaanblM opraHomMm NCMNONHUTENbHON
BnacTu.

2. Tpn wn3rotoBneHWM neKapCTBEHHbIX MNpenapaToB anTeYHbIMW OpraHu3auusMu, BeTepUHapHbIMU
anTeyHblMW  OpraHu3auMsaMy,  WHAMBUAOYalbHbIMW  NpegrnpuHMMaTensaMn,  WMEWMMU  JIMLEH3N0  Ha
hapMaLeBTUYECKYIO  AEeATEeNbHOCTb,  WMCMONb3ylTCA  (papmaueBTUdeckme  cybCcTaHumMW,  BKIHOYEHHbIe
COOTBETCTBEHHO B TOCYAAapPCTBEHHbIN PEEecTp NeKapCTBEeHHbIX CPeacTB Ans MEAWMLMHCKOrO MPUMEHEHUs 1
rocyAapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPEACTB AN BETEPUHAPHOIO NMPUMEHEHWS B YCTAHOBMEHHOM NOpsiKe.
He ponyckaeTcs W3roToBrieHWE anTeyYHbIMU OpraHM3auusMy, BeTEPUHApPHbIMK  anTeyHbIMU  OpraHu3aunsamu,
nHAMBMAOYaNbHbIMW  MpeanpuHUMaTensaMm, UMEeLWMMM  FMUEH3UI0 Ha  dapMaueBTUYeCKylo OeATerNbHOCTb,
nekapcTBEHHbIX NpenapaToBs, 3aperncTpnpoBaHHbIX B Poccunckon ®egepaumu.

3. MapkupoBKka nekapCTBEHHbIX NpenapaToB, M3roTOBMEHHbIX anTeYHbIMU OpraHn3aumMsiMm, BeTEpMHaPHLIMA
anTeyHbIMU  OpraHM3auusMy,  UHAMBUOYaNbHbIMW  MpeanpuHUMaTensiMvM,  UMEKWUMU  JINLEH3NK  Ha
dapMaLEeBTUYECKYI0 OEATENbHOCTb, MU OOPMIIEHME TaKMX MNpenapaToB AOSMKHbl COOTBETCTBOBaTb MpaBuiiaMm,
yKasaHHbIM B YacTu 1 HacToALLEeN CTaTbu.

4. AnTeyHble opraHuM3aLumu, BeTEPUHAPHbIE anTeyHble OpraHnsauumm, UHanBMAyanbHble npegnpuHuMaTenu,
nUmetoLLme NULEH3NI0 Ha hapMaLleBTUYECKYO AEATENbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobntogeHve npasun
N3roTOBIMEHUA M OTMNyCKa NeKapCTBEHHbIX MpenapaToB B COOTBETCTBUM C 3akoHoAaTenbCTBOM Poccuickon
degepauum.
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Cratba 57. 3anpeweHue npogaxu anbcuUUNPOBaHHbIX FEeKapCTBEHHbIX  CPEeACTB,
HeAoOpoKayeCTBEHHbIX NEKaPCTBEHHbIX CPEACTB, KOHTPadPaKTHbIX NEeKapCTBEHHbIX CPEACTB

I'Ipo,u,a>+<a CbaJ'IbCVICbVILI,VIpOBaHHbIX JNIeKapCTBEHHbIX CpPeacCTB, Heﬂ,06pOKa‘-IECTBeHHbIX JIEKapCTBEHHbIX
cpencTs, KOHTpa(*)aKTHbIX JIEKapCTBEHHbIX CpeacTB 3anpeLlaeTcA.

CtaTbA 58. XpaHeHue nekapCTBEHHbIX CPeaCTB

1. XpaHeHWe nekapCTBEHHbIX CPEACTB OCYLLECTBMSETCA MNPOM3BOAUTENSIMU FEKapCTBEHHbIX CPeacTB,
opraHusaumnammn OonToBOW TOpProesnn nekapCcteBeHHbIMU CcpencTeamMu, anTe4HbiMMU opraHm3auynamn, BeTepmnHapHbIMAU
anTevHbiMn opraHusaumamu, nHamemngyanbHbIMU npeanpnHnMmaTtTenamu, nverLmnmn NMUEeH3no Ha
hapmaLeBTUHECKYD  OEATENbHOCTb WM JIMUEH3MIO Ha  MEAWLMHCKYID  OeATEerNbHOCTb, MEeOULMHCKUMM
opraHv3aumsiMmM, BETEPUHAPHLIMU OPraHU3aLMsMn U MHBIMKW OpraHM3aunsiMM, OCYLLECTBISOWMMM obpalleHve
NEKapCTBEHHBLIX CPEACTB. XpaHEHNE NeKapCTBEHHbLIX CPEACTB A1 BETEPUHAPHOIrO NPUMEHEHNST OpraHM3aunsiMm 1
WHAMBMAYANbHBIMU NPEANPUHUMATENSIMU B CIydasix, €CrM OHU UCMOSb3YIOTCA UCKITIOYUTENBHO NpU pasBeaeHuun,
BblpalLMBaHUM, COAEPXKAHUN U FEYEHUM KMBOTHBIX, MOXET OCYLLECTBNATLCS 6e3 MNofyyYeHus NUUEH3UM Ha
hapmaLeBTUYECKYO AEATENBHOCTD.

(B peq. PepepanbHoro 3akoHa ot 22.10.2014 N 313-03)

2. I'Ipanma XpaHeHUA neKapCTBEHHbIX CpencCTB YTBepXOakTcA COOTBETCTBYHOLWKMM YNOJTHOMOYEHHbIM
cbe,u,epaanblM opraHom MCMNONHUTENbHOW BRacTu.

3. XpaHeHMe HapKOTUYECKMX TNEKAPCTBEHHbIX CPEACTB, MCUXOTPOMHbLIX FEeKapCTBEHHbLIX CPEeAcCTB,
pagnodapMaLeBTUYECKMX JTeKapCTBEHHbIX CPEACTB OCYLLUEeCTBNSETCS B COOTBETCTBMM C 3aKOHOAATENnbCTBOM
Poccuiickon depepaumn.

Ctatba 58.1. lNpeaMeTHO-KONMUYECTBEHHbIN Y4YeT JIeKapCTBEHHbIX CPeACTB AN MeQULIMHCKOro
NnpUMeHeHus1
(BBegeHa degepanbHbiM 3akoHOM OT 25.12.2012 N 262-03)

1. I'Iepet-leHb NEeKapCTBEHHbIX cpencTts anda MeanLIMHCKOIro NPUMEHEHNA, noanexawmx
npeaMeTHO-KONMM4eCTBeHHOMY y4eTy, yTBepXxaaetcd ynosIHOMO4YEeHHbIM cbe,qepaanblM opraHom NCMNONHUTENbHON
BacTu.

2. TlopsigoK BKMYEHWUS] FEKApCTBEHHbIX CPeACTB  ANs  MEAWLUMHCKOrO MNPUMMEHEHUss B NepeyeHb
NeKapCTBEHHbIX CpeacTB ANs MeOULUMHCKOrO NPUMEHEHWs, Noanexalmx npegMeTHO-KONMYECTBEHHOMY Y4eTy,
yCTaHaBMNMBaeTCsl YMONTHOMOYEHHbLIM heaepanbHbiM OpPraHOM WCMOMHUTENBHOW BfiacTU MO COrfacoBaHUIO C
denepanbHbIM OpPraHoM UCMONTHUTENBHOM BNACTK, YNONTHOMOYEHHBLIM B Coepe BHYTPEHHMX AEN.

(B pea. PenepanbHoro 3akoHa ot 03.07.2016 N 305-3)

3. MNpeamMeTHO-KONMMYECTBEHHBIN Y4eT NeKapCTBEHHbIX CPeACTB ANS MEAWUMHCKOrO MNPUMEHEHUs BedyT
Npon3BOAMTENN NEKAPCTBEHHbIX CPEACTB, OpraHvM3auuvM OnTOBOW TOProBNM NEKapCTBEHHbIMWM CpPEeACTBaMW,
anTeyHble OpraHu3auvv, WHAMBMAyanbHble NPeanpuHMMaTenn, MMeKLMe NULUEH3NI0 Ha apmaueBTUYECKYIO
OeATeNnbHOCTb UMW MNNLEH3UI0 HA MEOMULMHCKYI AeATENbHOCTb, U MEAMLMHCKME OpraHvM3aLmMmn, OCyLLEeCTBAIOLWNE
obpalleHne nekapCTBEHHbIX CPeacTB AN MeAULMHCKOro NPUMEHEHNs, NyTeM perncrpaumm nobbix CBA3aHHbIX C
ux obpallieHvem onepauui, Npu KOTOPbIX U3MEHSAETCA WX KOMUYEeCTBO M (MnM) COCTOSIHME, B CheLManbHbIX
XypHarnax yyeTa onepauui, cBsidaHHbIX ¢ obpalleHneM nekapCTBEHHbLIX CPEACTB AN MEAULMHCKOrO NPUMEHEHUS
(banee - cneyunanbHbIe XXypHanbl).

4. TMMpaBuna perucTpaumMn onepauuii, CBs3aHHbIX C OOpalleHMEM feKapCTBEHHbIX CpeacTB Ans
MELMLMHCKOrO NMPUMEHEHUS, BKITIOYEHHbIX B NEPEYEHb NeKapCTBEHHbIX CPeACTB ANl MeaNLMHCKOTO NMpUMEeHeHWs,
noasiexalimMx npeaMeTHO-KONMYECTBEHHOMY YYeTy, B crieumarbHbIX KypHanax 1 npaBuria BeAeHUs U XpaHeHUst
crneumanbHbIX XXypHarnoB yTBEPXXOalTca YNoNHOMOYEHHbIM deaepanbHbiM OpraHoM UCTIONHUTENBHON BNacTu.

5. KOHTpOJ'Ib 3a cobntogeHnem npasun pernctpauunm onepau,mﬁ, CBA3aHHbIX C o6pau.|,eH|/|eM JNIeKapCTBEHHbIX
cpencTte AnAd meamumnMHCKOro npuMeHeHud, BKIKYEeHHbIX B NepeYeHb JIeKapCTBEeHHbIX cpeacTB And MeauunHCKoro
NnpuMEeHeHUd, noanexawunx npegmeTHo-Kornm4ecTBeHHOMY Yy4eTy, B cCheunalribHbIX XXypHanax, a TakKkKe 3a
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cobnogeHnem npasuvn BedeHNA U XpaHeHUA chneunanbHbIX XypHarioB BO3faraetcA Ha YNOJIHOMOYEHHbIe
cbe,u,epaanble OpraHbl NCMOMNHUTENBHON BRNactu U OopraHbl WCMNONHUTENBHOW BRNacTu Cy6'beKTOB Poccurickon
(Deﬂ,epaLl,l/ll/l, ocyuwlecTendowine nmueHsmposaHne npon3BoacTBa JieKapCTBEHHbIX CpencTs, d)apMaLleBTquCKOVI
[eaTenbHOCTU N MEANLMHCKON AEATENBHOCTU, 1 OCyLLeCTBNAETCA B paMKax JIMUEH3NOHHOIo KOHTPOJA.

Mnaea 11. YHUHTOXEHUE NNIEKAPCTBEHHbLIX CPEACTB
CraTtba 59. OcCHOBaHUA 1 NOPAAOK YHUUTOXEHUA NeKapCTBEHHbIX CPeAcTB

1. HepobGpokayecTBeHHbIE NEKAPCTBEHHbIE CPeACTBa, hanbCUPULMPOBAHHbIE NEKapCTBEHHbIE CpeacTBa
nognexaT n3bATUI0 N3 ObpaLleHna U YHUUYTOXEHUIO B NOpsake, ycTaHoBreHHoMm [lpaBuTtensctBoMm Poccuinckon
depepaumn. OcHoBaHMEM AN YHUUTOXEHWUS TNEKapCTBEHHbIX CPeacTB SBNSETCA pelleHue Briagenbua
NeKapCTBEHHbIX  CPeACTB, pelleHMe  COOTBETCTBYHLIEro  YNoNHOMOYEHHOro  defepanbHoro  opraHa
WCNOSMHUTENBLHOMW BNacTu Unu peLllueHue cyaa.

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

2. KoHTpathakTHble neKapCTBEHHble CpeAcTBa noanexaTr U3bATUI0 U3 0DpalleHWs U YHUYTOXEHUIO Mo
peweHnto cypa. [lopsagok  YHUYTOXEHMS  KOHTpadakTHbIX NeKapCTBEHHbIX CpeacTB  yCTaHaBnMBaeTcs
MpasuTtenscTBom Poccuiickon ®egepauun.

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

3. Pacxogbl, cBsizaHHbIE C YHUUTOXEHNEM KOHTpa(*)aKTHbIX J1eKapCTBEHHbIX CpencTs, Heﬂ,06pOKa‘-IeCTBeHHbIX
JNIeKapCTBEHHbIX CpencTs, d)aJ'IbCVI(bVILI,VIpOBaHHbIX JNTeKapCTBEHHbIX CpeaCcTB, BO3MELLAOTCA UX BllagesibLiEeM.

4. Brnageney nekapCTBEHHbIX CpPeacTB AOIDKEH MpeacTaBuTb B YMNOMHOMOYEHHBbIN beaepanbHbld opraH
NCMNOMHUTENBHOW BNAcTU AOKYMEHT UMW 3aBEPEHHYI0 B YCTAHOBIIEHHOM MOPSAKe ero Konvio, nogrsepxgatoLimne
haKT YHUYTOXEHMNS NeKapCTBEHHbLIX CPEaCTB.

5. CoOTBETCTBYIOLMI YMNONIHOMOYEHHbIV hbefepanbHbli OpraH WCMONHUTENbHOW BracTh, MNPUHABLLMNA
pelleHne 06 YHUUTOXEHNN NeKapCTBEHHbIX CPEACTB, OCYLLECTBIISAET KOHTPOSb 3a UX YHUYTOXEHNEM.

6. YHNUYTOXEHNE NEeKapCTBEHHbIX CPeACTB MPOM3BOAUTCH OpraHu3auusmun, MMELMMU COOTBETCTBYHOLLYHO
NULIEH3NIO, Ha cneumanbHO O000pYAOBaHHbIX MNMoWagkax, MnofiMroHax M B crneuuanbHO 000pyAoBaHHbIX
noMeLleHmax c cobnogeHnem TpeboBaHun B 06nacTy OXpaHbl OKpPYXalolWen cpegbl B COOTBETCTBUU C
3akoHogaTenscTBoM Poccuinckon denepaumu.

7. HapkoTuuyeckume  nekapcTBeHHble  CpedcTBa,  MCUXOTPOMHbIE  NMEKapCTBEHHble  CPeacTBa,
pap,mo@apmaueamqecme NekapCTBeHHble CcpeactBa YHUYTOXAKTCA B COOTBETCTBUM C 3aKOHOAATEJIbCTBOM
Poccuickon ®egepauun.

Mnaea 12. TOCYOAPCTBEHHOE PEIYIIMPOBAHUE LIEH
HA NEKAPCTBEHHbBIE NMPEMAPATbI AJ1A MEOULUMHCKOIO NPUMMEHEHUA

Crtatbsa 60. Focyp,apCTBeHHoe perynmpoBaHne LUeH Ha neKapCTBeHHble npenapaTtbl Ansa
MeAULUMNHCKOro npumMmeHeHus

locyaapCTBEHHOE perynvMpoBaHMe LieH Ha feKapCTBeHHble npenapaTbl Afs MEAMUMHCKOrO MpUMEHEeHMUs!
OCYLLECTBNAETCS NOCPEACTBOM:

1) yTtBepxaeHus [lpasutensctBoM Poccuiickon ®Pegepaumm MNepeyHs XU3HEHHO HeOBXOAMMbIX WU
BaXKHEWLLNX NEeKapCTBEHHbIX NpenapaToB, KOTOPbIA COPMUPOBAH B YCTAHOBNEHHOM WM MOpPSOKE Ha OCHOBE
KOMMIIEKCHOM OLIEHKW FeKapCTBEHHbLIX MpenapaTos, BKMYas aHanvM3 CBEAEHUA O CPaBHUTENbHOW KIMHUYECKOW
3pdeKkTMBHOCTM 1M 6E30NacHOCTM NeKapCTBEHHOrO CPEACTBa, OLEHKY 3KOHOMWUYECKMX MOCreACTBUMA MPUMeHeHUs
rlekapCTBEHHOrO CPEACTBA U N3yYeHNe JOMONHUTENbHBLIX MOCNEACTBUIA NPUMEHEHWS NIeKapCTBEHHOrO CPEeACTBa;
(n. 1 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) yTBEpPXOEHUsT METOAMKM pacyeTa npedenbHbiX OTMYCKHbIX LIeH MpOoM3BOAMUTENEN Ha NeKapCTBEHHble
npenaparbl, BKMIOYEHHbIE B MNepeyeHb XM3HEHHO HEOOXOOUMbIX M BaXXHEWLUMX NeKapCTBEHHbIX MpenapaTos, a
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TakKke BHeAPEHMS MeXaHM3MOB (hOPMUPOBAHUSA CUCTEMbI pePepeHTHbIX LieH;
(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 06.06.2019 N 134-03)

3) rocygapCTBEHHOW perucTpaumMn npepenbHbIX OTMYCKHbIX LieH MNPOU3BOAMTENEN Ha NekapCTBEHHbIE
npenapartbl, BKIIOYEHHbIE B NEPEYEHb XXU3HEHHO HEOOXOAUMBIX U BaXKHENLUNX NeKapCTBEHHbIX NPenaparos.;
(B peq. PepepanbHoro 3akoHa ot 06.06.2019 N 134-03)

4) BeQeHnA rocyqapCTBeHHOro peecrtpa npeaeribHbliX OTMYCKHbIX LEeH npowssop,meneﬁ Ha NneKapCTBEHHblIE
npenapartbl, BKIHO4YEHHbIE B Nepe4vyeHb XN3HEeHHO HeobXoaMMbIX U BaXKHENLLIMX JNIeKapCTBEHHbIX NpenapaToB;

5) yTBEpXOEHUST METOAMKN YCTAHOBIIEHWUS OpraHamn WCMOJSIHUTENBHOM BnactTu cybbekToB Poccuickom
depepaummn npegenbHbIX pa3MepoB ONTOBbIX HaabaBOK M npedenbHbIX PasMepoB PO3HWUYHBIX HagbaBoOK K
(*)aKTI/I‘-IeCKVIM OTMYCKHbIM LUeHaM, YCTaHOBJIEHHbIM MNpon3BOAUTENAMU JEeKapCTBEHHbIX MpenapaTtoB, Ha
NekapCTBeHHble npenapaTtbl, BKIMKO4YEeHHblIe B NepevyeHb XU3HEHHO HGOﬁXO,D,I/IMbIX N BaXXHENLLINX NleKapCTBEHHbIX
npenapaTos;

6) ycTaHOBMeHWsi NpeaenbHbLIX PasMepoB OMTOBbIX HaabaBoOK M MpPEeAernbHbIX PasMepoB PO3HMYHbBIX
Han6aBoOK K PaKTUYECKUM OTMYCKHLIM LieHaM, YyCTaHOBMEHHbIM NPOM3BOAMTENSAMI NIeKapCTBEHHbLIX Npenapartos, Ha
nekapcTBeHHble npenaparbl, BKIHOYEHHbIE B MEPEeYEHb JKM3HEHHO HEOBXOAMMBIX U BaXKHEWLUMX NEeKapCTBEHHbIX
npenapaTos;

7) yTBEPXXAEHUSA NOpsifKa BblAauyu NpeanvMcaHuin opraHaM UCMOSHUTENBHOWM BriacTn cybbekToB Poccuiickon
depepaumn 0 npvBedeHMM B COOTBETCTBME C 3akoHodaTenbCcTBoM Poccuiickon ®depepaumm pelleHuii o6
YCTaHOBMNEHUN NpedeNibHbIX pa3MepoB OMNTOBbIX HAAb0aBOK M MpedenibHbIX pasMepoB PO3HWMYHBLIX HadbaBOK K
hakTU4eCKnm OTNYCKHbIM  LieHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSAMU JIEKAPCTBEHHbIX MNpenapaTtoB, Ha
NeKapCcTBEHHbIE MpenapaThbl, BKIOYEHHbIE B NMEPEYEHb XU3HEHHO HEOOXOAMMBIX U BaXKHEWLUNX JEKAPCTBEHHbIX
npenapaToB, eCnv OHW MNPUHATBI C HapyleHWeMm 3akoHogaTtenbcrtBa Poccuiickon Pepepaumun, B nopsiake,
ycTaHoBneHHoM [NpaBuTtenscTBoM Poccuickon deaepaumy;

8) HanpaeneHus YNoONMHOMOYEHHbIM edeparnbHbiM — OpPraHOM  MUCMOMHUTENbHOW BMAAcTM  opraHam
ncnonHMTENbHOW Bnactn cyobektoB Poccuiickon depepaunn npeanucaHuii o NpuBefeHMM B COOTBETCTBUE C
3akoHogaTtensCcTBoM Poccunckon ®efepauum MNpUHATBIX C  HapylleHuem 3akoHogaTtenbcTBa Poccuiickon
depepaummn peleHnii o6 yCTaHOBMNEHUN MPELENibHbIX Pa3MepoB OMTOBLIX HA40ABOK U MPeAeribHbIX pa3mMepoB
PO3HMYHbIX HAO0aBOK K LieHaM Ha JNleKapCTBEHHble NpenapaTbl, BKITHOYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOAMMBIX
N Ba)XXKHENLUNX NEKAPCTBEHHbIX NpenapaTos.;

9) ocyuwlecTBneHus denepanbHOro rocygapCTBEHHOrO Haasopa B cdepe obpalleHus nekapCTBEHHbIX
CpeacTB U pernoHanbHOro rocyapCTBEHHONO KOHTPOMsl 32 MPUMEHEHUEM LEH Ha JeKapCTBEHHblE Npenaparhbl
COOTBETCTBEHHO  YMOSIHOMOYEHHbIMU  befepanbHbiMM  OpraHaMyM  UCMOSNTHUTENbHOW  BracTM U opraHamu
NCNonHMTENbHOW Bnactu cybobekToB Poccuiickon ®Pegepauum cornacHo WX  KOMMETEHUMM B MOPSiAKe,
ycTaHoBneHHoM [NpaBuTtenbcTtBoM Poccuinckon denepaumu;

(n. 9 B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-03)

10) npumMeHeHnss NpeayCMOTPEHHbIX 3akoHoAaTenbCcTBOM Poccunckon depgepaumm Mmep OTBETCTBEHHOCTU 3a
HapyLleHWe nopsigka LLeHooOpa3oBaHWs Ha XXM3HEHHO HEOBXoaUMbIE U BaXKHEWLLME NekapCTBEHHbIE Npenaparhbl.

Cratba 61. locynapcTBeHHass peructTpaumMsa U nepeperucTpauus npenenbHbIX OTMYCKHbIX LieH
npousBoAUTENEen Ha NeKapcTBeHHble npenapaTtbl, BKMOYEHHbIE B NepevyeHb XU3HEHHO HeOoOXoAUMbIX U
BaXXHEeWLINX NeKapCTBEHHbIX NpenapaTos

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

1. MNpepenbHas oTMyCcKHas LeHa Npou3BOAUTENst Ha JNIEKAPCTBEHHBIN Mpenapar, BKITHOYEHHbIN B NepeyveHb
XN3HEHHO HEOBXOANMBIX U BaXXHENLLMX fNeKapCTBEHHbIX NpenapaToB, NOAMNEXUT rocyaapCTBEHHON perncTpauum B
nopsigke, yctaHoBneHHom [lpaButensctBom Poccuiickon Pepepauumn, Ha OCHOBaHWM NPEACTABEHHOIO B
YMOSTHOMOYEHHbIN hedepanbHbIi OpraH WUCMNOMHMTENbHOW BRacTu 3asdBrieHVs AepxaTtens wnv Bragenbua
perncTpaLmMoHHOro yaoCTOBEPEHNS NEKAPCTBEHHOrO npenapara (YNonHOMOYEHHOIo UM nnua).

2. SaperMCTpMpOBaHHaﬂ npegernibHada OTnyCKHaA uUeHa npou3BoauUTENA Ha J'IeKapCTBeHHbIIZ npenapar,
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BKIMIOYEHHbIA B NepeyvYeHb XU3HEHHO HeoOXOAMMbIX W BaXKHEWLUMX FeKapCTBEHHbIX MpenapaTtoB, MOXeT ObiTb
nepeperucTpupoBaHa B CTOPOHY YBENUYEHWUSI OOUH pa3 B KaneHZapHOM rogy Ha OCHOBaHUW MpeacTaBrEHHOro B
YMONTHOMOYEHHbIN dhefepanbHbIi OpraH UCMNonHMTENbHOM Bnactu Ao 1 okTabpsa Kaxgoro roga 3asiBneHus
aepxartens wunv Briagenbla perncTpaumMoHHOrO yAOCTOBEPEHUS NEKAPCTBEHHOrO npenaparta (ynofIHOMOYEHHOro
um nuua).

3. BapeructpupoBaHHas npefenbHasi OTMYCKHas LieHa MPOM3BOAUTENS Ha JIEKApCTBEHHLIA npenaparT,
BKJIIOYEHHBIN B MepeyYeHb XM3HEHHO HEODXOAMMbIX UM BaXKHEMLLMX NEKAPCTBEHHBLIX MpenapaTtoB, MOXeT ObiTb
nepeperncTprpoBaHa B CTOPOHY CHUXEHWUSI HA OCHOBAHMW NPEeACTaBrEHHOro B YMNOMHOMOYEHHBIN deaeparnbHbIi
opraH WCMONHWUTENbHON BRAcTW 3asiBNeHUs AepXaTenst unu Bnagenbua pPerMcTpauuoHHOro yaoCTOBEepeHUs
riekapCTBEHHOro npenapara (YnosIHOMOYEHHOro UM fnua).

4. [epxatenb unu Briageney pPerncrpauMoHHOro  yAOCTOBEPEHUS FeKapCTBEHHOro npenaparta
(ynonHomMo4eHHoOe MM n1uo) 00si3aH NpencTaBUTb B YMOJTHOMOYEHHLIN dbefeparnbHbli OpraH UCMOSTHUTENBHON
BMacTu 3asBneHue O nepeperncTpauum 3apermcTpupoBaHHOW NpeaenbHOW OTMYCKHOW LieHbl NpOU3BOAMTENS Ha
ﬂeKapCTBeHHbIVI npenapar, BKJITIOYEHHbIN B nepeyvyeHb XW3HEHHO HGOﬁXOD,VIMbIX N BaXKHEMLInX NeKapCTBEeHHbIX
npenapaToB, B CTOPOHY CHWMXEHUA B CriegyloLLux cryvyasax:

1) CHMXEHNE LEHbI B MHOCTpaHHOVI BanoTe Ha ﬂeKapCTBeHHbIVI npenapart B CTpaHe npon3BognuTena n (VIJ'II/I)
B CTpaHax, B KOTOPbIX ﬂeKapCTBeHHbIVI npenapart 3aperncTtpmposaH u (VIJ'IVI) B KOTOpblE nNoOCTaBJiAeTCA
npoun3ssoguTenem;

2) CHWXeHne UueH Ha pedepeHTHble NeKapCcTBEHHbIE npenapaTtbl B COOTBETCTBMU C MYHKTOM 1 HacTosLen
yacTu (ONsS  COOTBETCTBYKOLUMX  BOCNPOM3BEAEHHbIX, OuoaHanoroBbix (BMOMOAOOHBIX)  NEeKapCTBEHHbIX
npenapaToB);

3) npeBbllleHNE MpedenbHON OTMNYCKHOM LEHbl Ha MepBbii  BOCMPOU3BEAEHHbIN, ©GroaHanorosbin
(6bnonogobHbIN) NeKkapCTBEHHbIM NpenapaT WHOCTPAHHOrO NPOW3BOACTBA Hag NpPeAeribHOM OTMYCKHOW LiEHON
Npon3BOOUTENS Ha BTOPOW BOCMPOM3BEAEHHbINM, GMOaHaNoroBbin (OMONO4OOHLIN) NeKkapCTBEHHLIN MNpenapar,
paccyMTaHHOW B COOTBETCTBMU C METOAMKON, yTBEpXAeHHoW [paButensctBoM Poccuinckon egepaumum;

4) npeBbllleHWe NpeAenbHOW OTMYCKHOM LIEeHbl Ha MEpPBbIN  BOCMPOU3BEAEHHbIN, ©GroaHanorosbin
(bonogobHbIN) NekapCcTBEHHBIN NpenapaTt NpPOM3BOAMTENSA rocyAapcTBa - YneHa EBpasmMnckoro SkOHOMMYECKOro
colo3a Haj npedenbHOW OTMYCKHOW LIEHOW NPOM3BOAMTENS Ha BTOPOM BOCMPOM3BEAEHHbINM, GMoaHanorosbIn
(bonogobHbIN) NekapcTBEHHBIN NpenapaTt NPOM3BOAMTENSA rocyAapcTBa - YneHa EBpasmMnckoro SKkOHOMMYECKOro
COH03a, pacCYMTaHHOM B COOTBETCTBMM C METOANKON, YTBEPXAEHHOM [NpaBntenscTBom Poccuiickon degepaumm.

5. lMopsgok nepepeructpauumn 3aperucTpupoBaHHbIX MpeAenbHbIX OTMYCKHbIX LIeH Npou3BoguTenen Ha
neKapCcTBeHHble npenaparthbl, BKMOYEHHbIE B NepeYeHb XXU3HEHHO HeOobXOoOUMbIX M BaXKHEWLLMX NeKapCTBEHHbIX
npenapaToB, B cfy4asiX, MNPeaycCMOTPEHHbIX 4YacTamMu 2 - 4 HacToswen cTaTbl, YyCTaHaBNMBaeTcs
Mpasutenscteom Poccuinckon egepauuu.

6. OKOHOMMYECKMIA aHanM3 NpederibHOM OTMYCKHOWM LieHbl NMPOW3BOAMTENS Ha JIEKapCTBEHHbIA Mpenapar,
BKITIOYEHHbIN B nepe4vyeHb >XWU3HEHHO H606XO,EI,I/IMbIX N BaKHEnLInxX NeKkapCTBEeHHbIX npenapatoB, nNpu ee
rocygapCTBeHHONW  perucTpauuMu  WUnuM  nepeperucTpaumMm  ocywlectensdetca  degepanbHbiM - OpraHoMm
MCMNONMHUTENbHOWN BNacTun, OCyLUeCTBNALWNM (byHKLI,I/IVI No NPUHATUIO HOPMATUBHbIX NPaBOBbIX aKTOB U KOHTPOJIO
3a cobniogeHneMm 3akoHoaaTenbCTBa B cdepe rocy4apCTBEHHOro perynupoBaHus LeH (TapudoB) Ha ToBapbl

(ycnyrn).

7. PacuyeT npegenbHbIX OTNYCKHBIX LEH, YKa3aHHbIX B 4YacTax 1 M 2 HacToswen cratbl, Mpu ux
rocygapCTBEHHON peructpaumMm unu nepeperncTpaumMm OCyLWeCTBNSeTCs B COOTBETCTBMM C  METOAMKOW,
yTBEpXaeHHon MpaButenbcTBoM Poccunckon ®epepauun n yunThiBaoLWEn B TOM YUCHE:

1) cobnioaeHve GanaHca MHTEPECOB NoTpebuTeneit nekapcTBEeHHbIX NPenapaTos, BKIMOYEHHbIX B NepeyeHb
KM3HEHHO HeobXOOMMbIX W BaXKHEWLIMX JIeKapCTBEHHbIX MpenapaToB, M NpPoOU3BOAMTENEN NeKapCTBEHHbIX
npenapaTtoB, BKMHOYEHHbIX B NEPEYEHb XU3HEHHO HEOOXOAUMBIX M Ba)KHEWMLLNX NTeKapCTBEHHbIX NPenapaTos;

2) dakTnyeckyto OTMYCKHYH LieHy Ha fieKkapCTBeHHble npenapatbl B Poccuickon depepauum, LeHy BBO3a
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nekapcTBeHHbIx npenapatoB B Poccuiickyio ®efepauunio, a Takke LEHbl Ha aHanornyHble IekapCTBEHHbIE
npenapaTbl, Haxoasuwmecs B obpalleHun B Poccuiickon ®enepauuu;

3) saTpaTbl NPOU3BOAUTENS NEKAPCTBEHHOrO npenapara Ha Npou3BOACTBO M peanu3aumio NekapCTBEHHOTO
npenapara;

4) ueHy Ha feKapCTBEHHbIA MpenapaT, ero LeHy B CTpaHe MNpou3BOAMTENs M B CTpaHax, B KOTOPbIX
NeKapCTBEHHbIN NpenapaT 3apernMcTpupoBaH 1 (Mnm) B KOTOPbIE NOCTaBNAETCA NPOU3BOOUTENEM.

8. He ponyckatoTcs peanusauusi U OTMNyCK NEKapCTBEHHbIX NPEenapaToB, BKIOYEHHbIX B NEPEYEHb KU3HEHHO
HEobXoAMMbIX M BaXKHEMWMX NeKapCTBEHHbIX NpenapaToB, Ha KOTOpble MNPOU3BOAUTENSAMU JieKapCTBEHHbIX
npenapaToB He 3aperucTpupoBaHa npegesibHas OTryCckHasi LieHa, peanu3saumsi NPOM3BOAUTENSIMU JIeKapCTBEHHbIX
npenapaTtoB MO LeHaM, MPEBbILAWUM 3apErMCTPUPOBAHHbIE UMM NEPEpPErMcTpypoBaHHble MnpeaenbHble
OTMYCKHblE LieHbl Ha NEeKapCTBEHHbIE NpenapaThl C y4eTOM Hanora Ha 406aBneHHy CTOMMOCTb.

9. OcobeHHOCTU TFOCy4apCTBEHHOIO PErynvMpoBaHUs MpederibHbIX OTMYCKHbIX LieH MNpOoM3BOAMTENEN Ha
NeKkapcTBEHHbIE MpenapaThbl, BKIOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOAMMBIX U BaXKHEWLUUX NEKapPCTBEHHbIX
npenapaToB, B 3aBUCMMOCTM OT SKOHOMWUYECKNX U (MMK) coumanbHbIX KpUTEPUEB (M3MEHEHME YCNOBMN, nopsiaka u
CTOMMOCTWM MNpPOU3BOACTBA NEKAPCTBEHHbIX MpenapaTtoB, UCMOMNb30BaHWEe HOBbIXx (hopm, MeTogoB M Cnocobos
rocygapCTBEHHOIO pEerynvpoBaHUs LeH Ha NeKapCTBEHHbIe MnpenapaTbl, B TOM 4YMClle Ha OCHOBE MexaHu3ma
pecdepeHTHOro LeHoobpa3oBaHNs, N3MEHEHMI MOpsSAKa OKa3aHUA MeLMLUMHCKONW MOMOLLUWU, U UHblE U3MEHEHWS)
ycTaHaBnmBatoTcs Mpasutenscteom Poccunckon ®epepauun.

Cratba 62. locymapcTBeHHbIN peecTp npeAenbHbIX OTMYCKHbIX LEH npou3BoAuTenen Ha
neKkapcTBeHHble npenapaTbl, BKMOYEHHble B MepevYeHb XKU3HEHHO HEeOOXOAUMbIX U BaXHEWLUUX
neKapcTBEHHbIX NpenapaTos

1. 3aperMcTpmpoBaHHble UM NepepercTpupoBaHHble NpeaeribHble OTNYCKHbIE LIEHbI NPOM3BOAUTENEN Ha
riekapCTBEHHbIE Mpenapatbl, BKMIOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOAUMBIX U BaXKHEWLUMX NeKapCTBEHHbIX
npenapaTtoB, NOAEXaT BKIIOYEHUIO B rOCYAaPCTBEHHbIA PEECTP NpeaenbHbIX OTNYCKHbIX LIeH NpoM3BoanuTenen Ha
rnieKkapCTBEHHbIE Mpenaparbl, BKMIOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOAUMBIX U BaXKHEWLUMX NEeKapCTBEHHbIX
npenaparos.

(B peq. PenepanbHoro 3akoHa ot 06.06.2019 N 134-03)

2. FocynapcTBeHHbIN peecTp npeaenbHbIX OTNYCKHbIX LIeH Npou3BoauTenei Ha NnekapcTBeHHbIe NpenaparThbl,
BKITIOYEHHbIE B NepeYeHb XU3HEHHO HEOBGXOOUMBIX U BaXKHEMLLNX NeKapCTBEHHbIX NpenapaToB, CoAepXuT B cebe
CrieayoLLyto MHGopMaLuio:

1) HanMeHOBaHWe pAepxatena wunm Bnagenbua perncTtpauyMoHHOro yaocTtoBepeHua JnekapCTBeHHOro
npenapara, HauMeHoOBaHUE Npomn3BoaAUTENA JNeKapCTBEHHOro npenapara, cBegeHuA O perncrtpauum agepxarend
unu Bnagenbla PerncTpaumMoHHOIO YOOCTOBEPEHMSI JEKapCTBEHHOrO npenapaTa, CBEAEHUS O perucrpauum
Npon3BOAMTENS NIEKAPCTBEHHOTO Npenapara Ans MegUUMHCKOro NPUMEHEHUS B KadecTBe HanoronnaTtenbliuka B
CTpaHe peructpaumm (ons POCCUICKUX HOPUAMYECKMX NUL - MOEHTUMUKALUMOHHBIA HOMEpP HanoronnaTenblimka
(MHH), ons MHOCTPaHHBIX PUANYECKMX NNL, - CTpaHa perncTpauun, HauMeHoOBaHWE PErMCTPUPYIOLLErO OpraHa,
PErMCTPaLMOHHbIA HOMEpP, KOZ Haroronnatenblyyka B CTpaHe perucrpauum (MHKoprnopauuu) unu ero adHanor),
MECTO HaxOXOeHWUs1 NPOU3BOACTBEHHbLIX MIOWAA0K, YYacTBYHOLMX B MpoLecce NpOM3BOACTBA JEKAPCTBEHHOIO
npenapara, C ykasaHuem ctagum npouecca npovM3BoaCcTBa;

(n. 1 B pea. ®enepanbHoro 3akoHa o1 28.12.2017 N 425-03)

2) HaumeHoBaHWEe NEeKapCTBEHHOro npenapaTa (MexayHapogHoe HenaTeHTOBaHHOE, UK rPynnUPOBOYHOE,
WU XMMNYeckoe 1 TOproBoe HauMeHoBaHUS);
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HoMep perucTpaLMoHHOro YAOCTOBEPEHUS NeKapCTBEHHOTO Npenapara;
4) nekapcTBeHHasi cpopma C ykasaHMeM [O3MPOBKU NEKapCTBEHHOro npenapata M ero Konuyectsa BO

BTOpPMYHOW (MOTPeBUTENBbCKON) YNaKoBKe, a TakKe KOMMIIEKTHOCTb;
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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5) 3apeructpmpoBaHHas npegensHas oTnyckHas LieHa B pybnsx;

6) Jata u Homep npukasa YMNONTHOMOYEHHOro dhefepansHOro opraHa WCMNOMHWUTENBHOW Bractu o
rocygapCTBeHHOM peructpaumm unuv nepepernctTpaunm npenenbHOM OTMYCKHOM LeHbl Ha feKapCTBEHHbIN
npenapar, BKIIOYEHHbIN B NepeyYeHb XU3HEHHO HEOOXOOUMBIX N BaXKHEMNLLMX NeKapCTBEHHbIX NpenapaTos;

(B peq. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-93, o1 06.06.2019 N 134-03)

6.1) gaTa BCTYNNeHUs1 B CUIy Mpukasa ynoriHOMOYEHHOro oeieparbHOro opraHa UCNomHUTENBHOW BacTu O
rocygapCTBEHHOM peructpaumm unu nepepeructTpaumm npegenbHOW OTMYCKHOM LeEeHbl MPOU3BOAUTENST Ha
NEeKapCTBEHHbIN npenapaT, BKMYEHHbIA B NepeyYeHb XU3HEHHO HEOOXOOUMBIX U BaXXHEMLLUX NeKapCTBEHHbIX
npenaparos;

(n. 6.1 BBegeH depepanbHbiM 3akoHOM OT 06.06.2019 N 134-93)

7) LUTPUXOBOW KOA, HAHECEHHbIN Ha BTOPUYHYLO (MOTPEeOMTENbCKYI0) YNAKOBKY NEKapCTBEHHOIrO npenapara;
(n. 7 BBegeH ®efeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8) Koo nekapcTBEHHOro npenaparta MO aHaTOMO-TepaneBTUYECKO-XUMUYECKOW  Krnaccudukaumm,
pekomeHgoBaHHOM BceMupHon opraHmMsaumen 3gpaBooXpaHeHns.
(n. 8 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

3. FocypgapcTBeHHas pernctpauus unm nepeperncTpaums npefenbHbIX OTMYCKHbIX LEH Ha fekapCTBEHHbIe
npenapaTbl, BKMIOYEHHbIE B MepeYeHb XU3HEHHO HeobXOoOUMbIX W BaXXHEMWLUMX NeKapCTBEHHbIX MpenapaTtos,
BELlEHNE TOCYOapCTBEHHOINO peecTpa npefernbHbiX OTMYCKHbIX LUEeH npou3BoauTenein Ha JiekapCTBEHHbIe
npenapaTbl, BKMOYEHHbIE B MEepeyYeHb XU3HEHHO HeoOXOOUMbBIX M BaXKHEWLUMX NeKapCTBEHHbIX NPenapaTos,
OCYLLIECTBNAIOTCA B Nopsiake, yctaHoBrneHHoM lMpasutenscteoM Poccuiickon ®egepauun.

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

CrtaTtbAa 63. YcTaHOBNeHMe opraHamMmu UCNOJIHUTENbLHOW BracTu cy6bekToB Poccuitickon Pepepaumm
npedenbHbIX pa3MepoB OMNTOBbLIX Hag6aBOK U npedenbHbIX pa3MepoB PO3HUYHbLIX Hagb6aBoOK K
haKTUYECKUM OTNYCKHbLIM LieHaM, YCTAHOBJIEHHbIM MPOU3BOAUTENIIMUA JIeKapCTBEHHbIX npenapaTtoB, Ha
nekapcTBeHHble npenapartbl Ans MeAULUHCKOro NpuMeHeHust

1. OpraHbl McnonmHUTENbHOW BRactu cybbekToB Poccuiickon Pegepauum ycTaHaBnMBAKT NpenerbHble
pa3Mepbl ONTOBbIX HaAbaBOK M NpefenbHble pa3mepbl PO3HUYHbIX HAaA0aBOK K hakTUYECKMM OTMYCKHbIM LieHaMm,
YCTaHOBMEHHbLIM NPOM3BOAUTENAMU NEKAPCTBEHHbIX NpenapaToB, Ha NeKapCTBEHHbIe npenapartbl, BKIYEHHbIE B
nepeYveHb XU3HEHHO HEOOXOAMMbIX U BaXKHEWLUNX NEKapCTBEHHbIX NpenapaToB, B COOTBETCTBUM C YTBEPXKOEHHON
B nopsigke, ycrtaHoBrneHHoM [paBuTtenbctBom Poccuickon depgepaunn, METOLAMKOW YCTAaHOBMEHMS OpraHamu
NCNONMHUTENBHOM Bractu cybbektoB Poccurickon Pepepauumn npegenbHbIX pasMepoB OMTOBbIX HanbaBOK U
npegenbHbIX pa3MepoB  PO3HWYHBIX HagbaBoOK K (DaKTMYECKMM  OTMYCKHbIM  LEeHaM, YCTaHOBMEHHbIM
Npon3BOAUTENSIMUA NEKApPCTBEHHbIX MpenapaToB, Ha IeKapCTBEHHble MpenapaTtbl, BKIOYEHHbIE B MNepevyeHb
XU3HEHHO HEOOXOAMMbBIX W BaXHEWWMWX JeKapCTBEHHbIX npenapatoB. [1poekTbl pelleHWi opraHoB
ncnonHuTensHoM BnacTn cybwektos Poccuiickon egepaummn o6 ycTaHOBRAEHUN U (UNN) U3MEHEHUN npeaernbHbIX
pa3mepoB OMNTOBbIX HaAbaBOK U NpeAenbHbIX Pa3MepPoOB PO3HUYHbBIX HAA0aBOK K (haKTUYECKMM OTMYCKHbIM LieHaMm,
YCTaHOBMEHHbLIM NPOM3BOAUTENAMU NEKAPCTBEHHbIX NpenapaToB, Ha NeKapCTBEHHbIe npenapartbl, BKIYEHHbIE B
nepeyveHb >XU3HEHHO HEOOXOAMMbLIX W BaXXHEWMLIMX JIEKAPCTBEHHLIX MpenapaToB, MOAMEeXaT COrnacoBaHU C
hbenepanbHbIM OpraHoOM UCMONHUTENBHOW BNACTW, YNONHOMOYEHHbIM OCYLLECTBNATL NPaBoOBOe perynMpoBaHue B
cdepe rocygapCTBEHHOINO perynupoBaHus LeH (TapudoB) Ha ToBapbl (ycryru), B Mnopsigke, yCTaHOBIIEHHOM
Mpasutenscteom Poccuinckon egepauuu.

(B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. OpraHusaumm onToOBOW TOProBNu U (MNW) anTeyvHble opraHM3aunv, UHanBUAyanbHble NpeanpuHuMaTeniu,
nverLwmne nUUEeH3n Ha dapmMaueBTUYECKyl0 OeATeNbHOCTb, OCYLIECTBNSAT peanusauuio  NekapCTBEHHbIX
npenapaTtoB, BKMHOYEHHbIX B MepeyYeHb XMU3HEHHO HeOOXOOMMbIX U BaXKHEWLUMX NeKapCTBEHHbIX npenapartos, Mo
LeHaM, YpOBEHb KOTOPbIX He NpeBblllaeT CyMMy (pakTU4ecKon OTMYCKHOW LieHbl, yCTaHOBNEHHOW NpousBoauTenemM
nekapCcTBEHHbIX NPenapaToB 1 He NpeBbILAaoLWEen 3aperncTpUupoBaHHOW UMW NepeperncTpupoBaHHON NpeaensHoOn
OTMYCKHOWN LieHbl Npon3BoanTens (Ha AaTy peanusauvn nekapCcTBEHHOro npenapaTa npou3BoOAUTENEM), U pa3mep
OonTOBOM HapbaBkM W (MNKn) pasmep PO3HUYHOM HaabaBKuW, He npeBbllarwue COOTBETCTBEHHO pasmepa
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npegenbHON ONToBOW Haabaeku v (Mnn) paamepa NpeaenbHON PO3HUYHOWM HaabaBKM, YCTAHOBMEHHbIX B CyObekTe
Poccuiickon ®epepaumu.
(B pea. PenepanbHoro 3akoHa ot 06.06.2019 N 134-03)

3. OpraHbl ncnonHuTenbHoOM Bnactn cydbektoB Poccuiickon Pepepaummn pasmewarot B cetn "MHTepHeTt"
unu onyonunkKoBbIBAIOT MHAOPMALMIO O 3aperMcTpMpoBaHHOM NpeneribHOM OTMYCKHOW LieHe Ha JieKapCTBEHHbIE
npenapartbl, BKIOYEHHbIE B NEPEYEHb XMU3HEHHO HEODXOAUMBIX U BaXHEWLUMX NeKkapCTBEHHbIX npenapaTos, 06
YyCTaHOBMEHHbIX B cybbekTe Poccuiickon depepaumm pasmepe npeaernbHon onToBon Hagbasku u (unu) pasmepe
npeaenbHON  PO3HWYHOW HagbaBKM K YCTAHOBMEHHbIM  NPOU3BOAWTENSIMU  JIEKAPCTBEHHbIX NpenapaTos
dakTM4eckuM OTNYCKHbIM LEeHaM Ha JieKapCTBEHHble npenapaTtbl, BKIOYEHHble B MNepevYeHb XXWU3HEHHO
HeobXOAMMbIX U BaKHEWLUMX NEKapCTBEHHbIX MpenapaToB, U 00 yKa3aHHOW B 4acTu 2 HACTOsILLEN CTaTbu CyMMe.
WHdopmaums, npeaycMOTpeHHas HACTOsILLEN YacTblo, AOMKHa pasMeLLaTbCs Takke B anTeYHbIX OpraHvM3aunsix B
OOCTYMHOW ANS CBeAEHMS BCEX 3aUHTEPECOBaHHbIX N1L, opMe 1 OBHOBNATLCHA NO Mepe ee onyGrMKoBaHuMS.

4. TlpuHaTble C HapylweHuem 3akoHopaTtenbcTBa Poccunckon depgepaumm  pelleHust  OpraHoB
ncnonHuTensHoM Bnactn cybbekta Poccuiickon ®epepaummn 06 ycTaHOBNEHUN NPeaeribHbIX pasmepoB OMNTOBbIX
HaabaBoOK M npedernbHbIX pasMepoB PO3HUYHBIX HagbaBOK K 3aperncTpupoBaHHbIM MpedenbHbIM OTMYCKHbIM
LeHaMm Ha InekapCTBEHHble npenapatbl, BKMOYEHHble B MepeyeHb XXWU3HEHHO HEeOOXOOUMbIX W BaKHEMLNX
rniekapCTBEHHbIX NpenapaToB, Noanexar oTMeHe B cyaebHOM nopsake.

aea 13. MOHUTOPUHI 3O PEKTUBHOCTU U BE3OMNMACHOCTHU
NEKAPCTBEHHbIX MPEMAPATOB, HAXOOALWNXCA B OBPALLEHUU
B POCCUUCKOWU ®EOEPALIUN
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CtaTbs 64. ®apmakoHag3op
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. JlekapcTBeHHble npenapatbl, Haxogsdwmecs B obpaiwieHun B Poccuinckon ®Pepepauun, noanexat
MOHUTOPUHIY 3(pEKTUBHOCTU N 6E30NMACHOCTM B LENSX BbISBIEHNS BO3MOXHbIX HEraTUBHbLIX MOCHEACcTBUNA WX
NPUMEHEHWS, MHOUBUAYANbHOW HENEPEHOCUMOCTN, NPEAYNPEXOEHNS MEeAULMHCKNX pabOTHUKOB, BETEPUHAPHbIX
crneumanucToB, NauMEeHTOB WNU BNadenbLeB >XMBOTHbIX M MX 3aluUTbl OT NPUMEHEHUA TakmxX JeKapCTBEHHbIX
npenaparos.

2. dapmakoHaA30p OCYLLECTBISIETCS COOTBETCTBYIOLUMM  YMNONHOMOYEHHbIM  hefeparibHbiIM - OpraHom
UCMOMHUTENbHOW BMNacTM B YCTAHOBIIEHHOM WM TMOpsAAKe MNyTeM aHanusa npeaocTaBnsaAemMon cybbektamu
obpalleHnss NeKapCTBEHHbIX CPEeACTB WHpopMauMnm O MOBOYHbIX [OENCTBUSAX, HeXemnaTellbHbIX peakuusX,
cepbesHblX HexenaTernbHbIX peakuusiX, HenpeaBUAEHHbIX HexXenaTemnbHblX peakuusix npu  NpUMeHeHUn
neKapcTBeHHbIX npenapaTtoB, 06 WHOMBMAYanbHOW  HENEepeHOCMMOCTW,  OTCYTCTBUMU  3DPEeKTUBHOCTM
NeKapcTBEHHbIX NpenapaToB, a Takke 06 MHbIX dpakTax U 06CToATeNbCTBAX, NPEACTABNAIOWMX YrPO3Y XKU3HU UK
300pOBbI0 YenoBeka NGO KMBOTHOTO MPU MPUMEHEHWUM FEKAPCTBEHHBLIX MPEnapaTtoB W BbISIBIEHHbIX Ha BCEX
aTanax obpalleHuUsi NekapCTBEHHbIX NpenapaToB B Poccuiickoi ®egepaumm n apyrix rocygapcreax.

3. CybbekTbl obpalleHns nekapCTBEHHbLIX CpPeacTB B MOpsiAKe, YCTAHOBMEHHOM  YMONHOMOYEHHbIM
deneparnbHbIM OpraHOM UCMONMHUTENBHON BRacTh, obs3aHbl coobwatb B YNONHOMOYEHHbIM heaepanbHbii opraH
MCMNOMHUTENBHOW BNactu O MNOBOYHbIX OENCTBUAX, HEeXenaTerbHbIX peakuusiX, CepbesHbIX HexernaTernbHbIX
peakumnsax, HenpeaBMOEHHbIX HexenaTenbHbIX peakuusix Npu NPUMMEHEHWWM neKapCTBEHHbIX npenapaTtoB, 06
WHAMBMAYaNbHOW HEMEPEHOCUMOCTH, OTCYTCTBUMN 3(P(EKTUBHOCTUN NEKAPCTBEHHBLIX NpenaparoB, a Takke 06 UHbIX
hakTax u obCToATENbCTBAX, MPEACTaBMAAIWMX Yrpo3y KM3HU UMW 300POBbI YernoBeka NUBO XMBOTHOro npwu
NMPMMEHEHMUM FEKapCTBEHHbIX MpenapaToB M BbISBMEHHbIX Ha BCex aTanax obpalleHus NeKapCTBEHHbIX
npenapaToB B Poccuinckon degepaumm n opyrux rocygapcraax.

4. [epxatenu wnu Bnagenblbl PErucTPauMoOHHbIX YAOCTOBEPEHWUIN NeKapCTBEHHbLIX MpenapaTos,
lopyanMyeckme nuua, Ha UMS KOTOPbIX BblAaHbl paspelleHus Ha NpoBedeHMEe KITMHWYECKUX WCCrefoBaHun B
Poccunckon ®epgepauun, nnubo ynonHOMOYEHHbIE UMW Apyrue opuandeckue nvua B pamkax obecnedeHus
6e30nacHOCTM NeKapCTBEHHbIX MpenapaToB B MOpsiAKe, YCTaHOBMEHHOM COOTBETCTBYHOLUMM YMOMHOMOYEHHbIM
denepanbHbIM OpraHOM WMCMOMHUTENbHOM BnacTi, 06s3aHbl OCYLLEeCTBAATL npueM, yveT, obpaboTky, aHanm3 u
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XpaHeHue MocTynawWnx B WX agpec OT CyGbeKkToB ob6pallleHVsi eKapCTBEeHHbIX CpeacTB M OpraHoB
rocygapcTBEHHON BnacTW CooGLEeHUiA O TMNOGOYHbIX OEWCTBUAX, HeXenaTembHbIX peakuusiX, CepbesHbIX
HexenaTtenbHbIX U HeNpeaBUAEHHbIX HeXenaTenbHbIX peakuusax Npu NpuMeHeHUW NeKapcTBEHHbIX NpenapaTos,
06 0COBGEHHOCTSX WX B3avMOAENCTBMS C [OPYrMMM  JeKapCTBEHHbIMU nNpenapaTamu, WHAMBUAYanbHOM
HenepeHOCMMOCTH, a Takke 06 MHbIX hakTax 1 06CToSATENbCTBAX, MPEACTABNSAIOLMX YIPO3y KU3HU UMK 300POBbI0
yeroBeka NGO XXMBOTHOTO UMW BIUAIOLLMX Ha U3MEHEHUE OTHOLLEHUS] OXMOAeMOMN Mofb3bl K BO3MOXHOMY PUCKY
NPUMEHeHWs1 NeKapCTBEHHbIX NpernapaToB.

5. lpyn BbiBNEHUM WHPOPMALUMM O CEpPbE3HbIX HeXenaTenbHbIX peakuusax W HenpeaBuOeHHbIX
HexxenaTtenbHbIX peakumsix Npy NPUMEHEHNN NeKapCTBEHHbIX nNpenapaTtoB, 06 0CO6EHHOCTAX MX B3aMMOOeNCTBuUS
C ApPYrMMW fieKkapCTBEeHHbIMW npenapaTaMu, WHAMBMAYyanbHOW HENepeHOCUMMOCTU, a Takke 00 WHbIX hakTax u
06CTOATENLCTBAX, BAMSAIOLWMNX HA U3MEHEHME OTHOLUEHWUS OXMAAeMOWN MOoSfb3bl K BO3MOXHOMY PUCKY MPUMEHEeHUs
fiekapCTBEHHbIX MpenapaToB, AepXaTenu unu Briagenblbl PerncTpaumMoHHbIX YOAOCTOBEPEHUW feKapCTBEHHbIX
npenapaTtoB, lOpUAMYECKMe fuua, Ha MMS KOTOpbIX BblOaHbl PaspeLleHns Ha npoBedeHUe  KIMHUYECKUX
nccnegosaHmn B Poccuinckon degepaumm, nvbo yrNoONTHOMOYEHHbIE UMK Opyrve opugndeckme nuua obsasaHbl
MPUHATE Mepbl, HanMpaBneHHble Ha YCTpaHeHWe HeraTUBHbIX MOCNEeACTBUMA MPUMEHEHUS TakuX feKapCTBEHHbIX
npenapaTtoB, NpeaynpexaeHne NpUYNHEHNs Bpeaa >KM3HW UNn 340POBbI0 YenoBeka NGO XMBOTHOTO, 3aLUUTY UX
OT NMPUMEHEHNs TaKuUX feKapCTBEHHbIX NpenapaTtoB, Ha AOMNOMHUTENbHLIM COOp AaHHbIX 06 3PEHEKTMBHOCTU U
6e30nacHOCTU TakMX NeKapCTBEHHbIX NpenapaTos.

6. 3a HecooOlleHVMe WnM COoKpbiTME MWHopMauuNW, NPesyCMOTPEHHOM 4YacTbio 3 HacTodAwen crtaTbw,
aepxaTtenu unv Bragernblbl PEMMCTPALMOHHBIX YOOCTOBEPEHWI NTEKAPCTBEHHbIX NPenapaToB, puandeckne nuua,
Ha UMS1 KOTOPbIX BbldaHbl pa3peLleHns Ha NMpoBedeHNe KNMHUYEeCKUX nccriegosaHuin B Poccuinckon ®epepauun,
NMB0 YyrNorTHOMOYEHHbIE MY OpYrue puanyeckne nuua, a Takke JOIPKHOCTHbIE NULA, KOTOPbIM 3Ta MHopMauus
cTana M3BeCTHa MO poAy MX NpodeCcCUOHarnbHOM OeATEeNbHOCTU, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogartenbcTBoM Poccuinckon degepaumn.

7. Mpu nonyyeHWM YMNonHOMOYEHHbIM ddedeparnibHbiM OpraHoOM UCMOSIHUTENbHOM BRacTM B pamkax
OCYLLECTBMNEeHM MM papMakoHad3opa [oKasaTelnbCTB O HEeCcOOTBETCTBMM leKapCTBEHHOro npenapara
YCTaHOBMNEHHbIM TPeBOBaHMSIM UMW NPU NOMy4YeHUn MHGOPMaLUMM 0 HECOOTBETCTBUM AaHHbIX 06 3hDEKTUBHOCTU
M o 6e3onacHOCTV JeKapCTBEHHOro Mpenapata AaHHbIM O JIeKapCTBEHHOM MpenapaTte, CoAepXaluMcs B
MHCTPYKUMW MO €ro npuMeHeHuio (B TOM YMCIe BbISIBIIEHHbIX B XOA4e OCYLUECTBEHUS (hapmakoHaasopa
KOHTPOIbHO-HaA30PHbIMW ~ OpraHaMu  MHOCTPAHHbLIX TOCYAAapCTB), YMOSIHOMOYEHHbIN dheaeparnbHbli  opraH
NCMOMHUTENBHOW BacTV B YCTAHOBIIEHHOM MM MOPsiAKe paccMaTpuBaeT BONPOC O NMPUOCTAaHOBIIEHNW NMPUMEHEHMS!
TAKOro nekapcTBEHHOro npenaparTa.

CraTtbs 65. lpnocTtaHoBNeHne NnpuMeHeHUs NNeKapCTBEHHOro npenapara
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Tpyn nonyyeHun wuHMOPMaLMM O HexenaTerbHbIX peakumsx npu MPUMEHEHUN NeKapCTBEHHOro
npenaparta, He YKa3aHHbIX B WHCTPYKUMM MO TMPUMEHEHWUIO JeKapCTBEHHOro npenaparta, CepbesHbIX
HexxenartenbHbIX peakumnsx, 06 0COBeHHOCTAX ero B3aMMOLEWCTBUSA C APYrMMW NieKapCTBEHHbIMU npenaparamu,
KOTOpble MOryT MpeAcTaBnATb Yrpo3y JKM3HW WNW  300POBbI0  YenoBeka nnBO XMBOTHOMO, a Takke o
HEeCOOTBETCTBMN [aHHbIX 06 3addekTMBHOCTM M O BGe30nacHOCTM feKkapCTBEHHOro npenaparta [AaHHbIM O
fiekapCTBEHHOM npenapaTte, COAEepXalMMCs B  WHCTPYKUMM MO  ero npuMMEHeHWo, B TOM 4ucrne oT
YMONIHOMOYEHHbIX OPraHoOB WHOCTPaHHbIX FOCYAapcTB, OOMEeH KOTOPOM OCYLLEeCTBMASEeTCS B COOTBETCTBUMM C
cornalleHns MM Mexay YNorHOMOYeHHbIM heaepanbHbIM OpraHoOM UCTNONHUTENBHOW BNACTU U YNONTHOMOYEHHbBIMU
opraHaMmuM WMHOCTPaHHbLIX FOCYyAapCTB, YMNOMHOMOYEHHbIN beaepanbHbll  OpraH  WUCMOMHUTENLHON  BRacTtu
paccmaTpvBaeT BOMPOC O BO3MOXHOCTU MPUOCTaHOBMEHUSA OOpalleHWss Takoro fekapCTBEHHOro npenaparta B
nopsiake, yCTaHOBIIEHHOM YMONTHOMOYEHHbLIM befepanbHbIM OpraHoM UCNOMHUTENBHOW BriacTu.

2. [lpn HeucnonHeHMM WM HeHagnexawlem WCMOMHEHUM OepxaTensamu Wnu  Brnagenbuamu
PErnCTPaUMOHHbLIX YOOCTOBEPEHWUA JIEKAPCTBEHHBIX MpenapartoB, PUANYECKMMM JMUaMW, Ha WUMSI KOTOPbIX
BbldaHbl pa3pelleHnss Ha NpOBEAEeHMEe KITMHUYECKMX wuccnegoBaHum B Poccuickon  ®depepaumn, wunm
YNOSTHOMOYEHHBIMU UMW OPYTUMU OPUANYECKUMU NMLaMK 00S3aHHOCTEN, YCTAHOBIIEHHbIX YacTsMu 3 1 4 ctaTbu
64 HacTosiwero degepanbHOro 3akoHa, NMMboO B crnydasix NPeAcTaBfeHusl COOTBETCTBYIOLWMM YNONMHOMOYEHHbIM
q)enepaanblm OopraHom WCMNONHUTENBbHOW BrnacTu 3aKmnyeHusa o HeOCTOBEPHOCTUN pe3yrbTaToB KIMMHUYECKOro
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nccnenoBaHusa NekapcTBEHHOro npenaparta Ans MeaWMUMHCKOro NpYMEeHEeHWsl, KOTOpoe OCHOBAHO Ha pesynbTaTax
NPOBEPKN MeOULIMHCKOW OpraHvM3auuu, NpPOBOAMBLLEN YKa3aHHOe KIMHMYECKoe WUccredoBaHWe C HapylueHUeM
npaBun Hagnexallen KrMHUYEeCKoh NPaKTUKU, U NPUBENO K MONyYeHMI0 HEeJOCTOBEpPHbIX pesynbTaToB, Nubo B
Cryyae HeBbIMOSIHEHUS MPeAnucaHns, BblAaHHOTO YMONTHOMOYEHHbIM dheaeparnbHbIM OpraHoM MCMOSTHUTENbHOM
BrlacTM MO uMToraM OCYLIECTBNEHMS BbIOOPOYHOrO KOHTPONS KayecTBa JleKapCTBEHHOro mnpenapaTa,
YNOSTHOMOYEHHBIV heepanbHblii OpraH UCMONTHUTENBHOW BMAcT B YCTAHOBMEHHOM UM Mopsiake paccMaTpuBaeT
BOMPOC O NMPVOCTaHOBIIEHUM NMPUMEHEHNS TAKOro JIeKapCTBEHHOIo npernapaTa.

3. YNonHomoueHHbIn heepanbHbli OpraH UCNONMHUTENBHON BNAcTW NpW NpeacTaBrneHnn emy CBeAeHUn o
HeCOOTBETCTBMM  NPOM3BOAWUTENS  JIEKApCTBEHHbIX  CpeAcTB  TpeboBaHWAM  MpaBun  Hagnexailewn
NPON3BOACTBEHHOWN MPAKTUKN U (MN) O HapyLLIEHWUN NNLIEH3MOHHbBIX TPeboBaHWI, KOTOpbIe Obinu BbISIBIIEHbI B XO4€
nNpoBeAEeHUS WHCNEKTUPOBaHWUA NPOU3BOAUTENS NEKapCTBEHHbIX CPeACTB MMM OCYLUECTBMEHWS MULEH3NOHHOro
KOHTpONs B cdepe Npov3BOACTBA JIEKApCTBEHHbIX CPeaCTB M MpUBENW WM MOryT NPMBECTM K NPOM3BOACTBY
rfiekapCTBEHHbIX MpenapaToB AN MeOUUMHCKOrO MPUMEHEHUS, NMPUYMHMBLLMX UM CNOCOOHBIX NPUYMHUTL Bpea
XW3HW UNW 300POBbLIO FpaXaaH, paccMaTpuBaeT BOMPOC O MNPUOCTAHOBNEHUW MPUMEHEHUS FNeKapCTBEHHbIX
npenapaTtoB AN MeAULIMHCKOro NPUMEHEHNs B YCTAHOBMEHHOM UM Nopsake B criedyoLwwmx crnyyasx:

1) coctas n (UNKn) TeXHONorMa NPon3BoACTBa NleKapCTBEHHOro npenapara ans MeguuMHCKOro NpuMeHeHus
(c onucaHveMm cTaguin NponsBoacTBa) OTNINYAKOTCA OT 3asiBNEHHbIX B PErUCTPaALMOHHOM JOCLE;

2) nekapcTBEHHbIi Mpenapat Ans MeauUMHCKOrO MPUMEHEHWs Npou3BedeH Ha NPOU3BOACTBEHHOWA
nroliaaxe, He yKkasaHHOW B perncTpaLMoHHOM J0ChE;

3) y npou3BoauTEns NeKapCcTBEHHbIX CPEACTB OTCYTCTBYIOT AOKYMEHTbI, MOATBEPXKAAIOLMNE COOTBETCTBUE
KayecTBa neKapCTBEHHOro npenapata Ans MeAULMHCKOro MNpUMMEHEHWs, BBOAMMOIO B rpaKaaHCKui 06opoT,
TpeboBaHWAM, yCTaHOBNEHHLIM NPU ero rocy4apCTBEHHON perncrpauum;

4) npousBoaMTenemM neKapCTBEHHbIX CPEACTB B COMMacoBaHHbLI C COOTBETCTBYIOLUMM YNONHOMOYEHHbLIM
denepanbHbIM - OpPraHOM  UCMOMHUTENBbHOW BNAcTU CPOK He YCTpaHeHbl HapylweHus TpebosaHuy npasun
Haanexatlen NPou3BOACTBEHHON NPAKTUKU U (MN) NULEH3NOHHbIX TpeboBaHU, KOTOpbIe BbiNK BbIABEHbI B X04€e
NpOBEeAEHUA MHCNEKTUPOBAHUS MPOU3BOAUTENS NEKApCTBEHHbLIX CPEACTB WM OCYLLECTBREHUS NULEH3NOHHOMO
KOHTpONs B cdepe NpomsBoACTBa feKapCTBEHHbIX CPEeACTB M MpUBENUM UM MOryT MPUBECTU K MPOU3BOACTBY
rnieKkapCTBEHHbIX MpenapaToB AN MeOULMHCKOrO MPUMEHEHUS, NMPUYMHMBLLUX UM CMOCOOHBIX NPUYMHUTL Bpea
XMU3HU UNW 300POBLI0 rpaxaaH.

(vacTb 3 BBeaeHa denepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

4. YNonHOMOYeHHbIN henepanbHbI OpraH WCNOSHUTENBHOW BNAacTU MPW HanWyMuM y Hero CBedeHun o
HEeCOOTBETCTBMM  MPOM3BOAUTENS  NeKapCTBEHHbIX  cpeAcTB  TpeboBaHuaM  npaBun  Hagnexawew
NPOU3BOACTBEHHOW MPAaKTUKK U (MNK) O HapyLUeHUU NULEH3NOHHLIX TpeboBaHuN, KOTopble Bbinn BbiSIBNEHbI B X04€
NpOBEeAEHUA MHCNEKTUPOBAHUS MPOU3BOAUTENS NEKApCTBEHHbLIX CPEACTB WK OCYLLECTBREHUS NULEH3NOHHOMO
KOHTpONs B cdepe NpomsBoACTBa MNEKapCTBEHHbLIX CPEACTB WM MPUBENU WM MOTYT MPUBECTU K MPON3BOACTBY
rniekapCTBEHHbIX NpenapaToB AN BETEPUHAPHOrO MPUMEHEHMUS, NMPUYMHMBLLMX UMM CMOCOOHbBIX MPUYUHWUTL Bpea
XW3HU UNU 300POBbLIO XMBOTHLIX, paccMaTpuMBaeT BOMPOC O MPUOCTAHOBMEHUN peanusaumMm n NpUMEHEHUs!
fiekapCTBEHHbIX NpenapaTtoB ANs BETEPUHAPHOTO MPUMEHEHWs B YCTAHOBMEHHOM WM MNopsigke B CregyloLmx
crnyyasx:

1) coctaB u (UnnM) TEXHONOrMSA NPOU3BOACTBA JIEKAPCTBEHHOrO Npenapara As1a BeTepMHapHOro NpUMeEHeHus
(c onucaHnem ctaguin NponsBoaCcTBa) OTNIMYHAKOTCA OT 3asBNEHHbIX B PErMCTPaLMOHHOM OCHE;

2) J'IeKapCTBeHHbIIZ npenapatr ana BeTepuMHapHOro npuMeHeHuna npou3seneH Ha I'IpOl/I3BOﬂ,CTBeHHOIZ
nnowagke, He YKa3aHHOl7I B pernctpaumMoHHOM O0Cbe;

3) y npousBoauTens NEKapCTBEHHbIX CPEACTB OTCYTCTBYIT AOKYMEHThI, MOATBEPXAalLwne COOTBETCTBUE
KayecTBa IeKkapCTBEHHOrO Mpenaparta Ansi BETEPUHAPHOrO MPUMEHEHUsl, BBOOUMOIO B rpaxaaHckuii o6opoT,
TpeboBaHWAM, YCTaHOBINEHHBIM MPU €70 roCyAaPCTBEHHON perncTpaumm;

4) npoun3ssoguTesieM JieKkapCTBeHHbIX CpeacTB B cornacoBaHHbIN C COOTBETCTBYHOLWNMM YNOJTHOMOYEHHbIM
cbep,epaanblm opraHom NCMOSNHNTENbHON BRacTu CPOK He YCTpaHeHbl HapyLlleHUd Tpe6OBaHVIl7I npasun
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Haanexallen NPou3BOACTBEHHOM NPAKTUKN U (MIK) NULEH3NOHHBIX TPEOOBaHWUIA, KOTOPbIE ObINK BLISBIEHBLI B X04€
NPOBEAEHUST MHCMEKTUPOBAHUSA MPOU3BOAUTENS NEKAPCTBEHHbLIX CPEACTB WM OCYLLECTBIEHUS JNIMLEH3MOHHOMO
KOHTpOnsi B cdepe NMpouM3BOACTBA JfleKapCTBEHHbLIX CPEACTB M MPUBENM UM MOTYT MPUBECTU K MPOU3BOACTBY
NeKapcTBEHHbIX NpenapaToB AN BETEPUHAPHOrO MPUMEHEHUS!, MPUYUHUBLLMX UM CMOCOGHbLIX NPUYUHUTL Bpead
KU3HN NNV 300POBbI0 XXMBOTHBbIX.

(4acTb 4 BBegeHa ®eaepanbHbiv 3akoHOM OT 04.06.2018 N 140-93)

Cratbs 66. UHdhopmaumsa o pesynbTatax papmakoHapsopa
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

YNOnHOMOYEHHbIN heaepanbHbil OpraH WCNOMHUTENBHOW BRacTW, OCYLLECTBAAKOLWNA dapmakoHazsop,
Haxoasimxcsa B obpalleHun B Poccuiickon ®epepaumu, no pesynbtatam papmMakoHaasopa pasMeLLaeT Ha CBOEM
oduumanbHoM canTe B cetn "UHTepHeT" UHMOpMauuio O MPUHATBIX PELLUEHUAX O BHECEHUUM U3MEHEHUs B
WHCTPYKUUIO MO NMPUMEHEHUI0 NeKapCTBEHHOro npenaparta, O NPUOCTAHOBMEHUN MPUMEHEHUS NeKapCTBEHHOMO
npenapata, 00 u3bATMM U3 O0OpalleHWs NeKapCTBEHHOro npenapata WM O BO30OHOBMEHMU MPUMEHEHUS
NekapCcTBEHHOro npenapaTa.

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

Magea 14. UH®OPMALIUA O NEKAPCTBEHHbIX MPEMNAPATAX. CUCTEMA
MOHUTOPUHIA ABUXEHUA NEKAPCTBEHHbIX MPEMNAPATOB
anAa MEAUUUHCKOIo NPMMEHEHUA
(B pen. PepepanbHoro 3akoHa ot 28.12.2017 N 425-93)

Cratba 67. UHdopmMauus o0 nekapcTBeHHbIX npenapatax. Cuctema MOHUTOPUHra AOBWXEHUSA
neKapcTBEHHbIX NpenapaToB Afsi MeAULUHCKOro NPpUMeHeHus
(B pea. PenepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. WHdpopmaums 0 NnekapcTBEHHbIX Mpenapartax, OTrnyckaeMblX Mo peuenTy Ha feKkapCTBEeHHbI npenapar,
JOIKHa codepXaTbCA TOMbKO B CMeLuanvMavpoBaHHbIX W34aHUSIX, MpeAHasHauyeHHbIX Ans  MeOWMLUMHCKMX,
hapmaLeBTUYECKUX, BETEPUHAPHBIX paboTHUKOB. MHhopMaLms 0 NekapCTBEHHbIX NMpenapaTtax Ans cneumanmcToB
B 06nacTu obpalleHusi NekapCTBEHHbIX CPEeACTB MOXET coaepXKaTbCs B MOHOrpadusix, CrpaBOYHMKaX, HayYHbIX
cTaTbsX, B AOKNaAax Ha KoHrpeccax, KoHepeHUMaX, CUMMNo3nyMax, Hay4YHbIX COBETaX, a TakkKe B UHCTPYKLMSX No
NPUMEHEHWI0 NeKapCTBEHHbIX NpenapaTos.

2. NHdopmaumsa o nekapcTBEHHbIX NpenapaTax, oTnyckaembix 6e3 pelLenTta Ha NekapcTBeHHbIN npenapar,
MOXeT cofepXaTbCs B MyGnukaumusax U oGbsIBNEHNAX CPeacTB MacCoBOW MHGOPMaLuK, creunanusnpoBaHHbIX U
o6WNX NeyvaTHbIX WU3OAHUSIX, WMHCTPYKUMUSX MO MPUMEHEHUIO JIEKAPCTBEHHbLIX MpPEenapaTtoB, WHbIX W3OaHUAX
CcybbeKkToB obpalleHnss nekapcTBeHHbIX cpeAcTB. PeknamHble MaTtepuanbl O fekapcTBEHHOM npenapare,
oTnyckaeMom 6e3 peuenTa Ha NekapCTBEHHbIN NpenapaTt, AOMKHbI COOTBETCTBOBATL UHCTPYKLMUN MO NMPUMEHEHWHO
riekapCTBEHHOro npenapaTa.

3. ,El,onyCKaech ncnonb3oBaHue nobbix MaTepunanbHbIX HOCUTENEN, NO3BOSIAOLLMX XpaHUTb, NnepegaBaTtb U
Mcnonb3oBaTb I/IHCbOpMaLIMIO O NNeKapCTBEHHbIX npenaparax 0e3 ee UCKaKeHus.

MpumeyaHue.
Y. 4 cT1. 67 BcTynaet B cuny ¢ 1 aHBapsa 2020 roga.

4. [Ina uenen vaeHTUdUKaAUUM YNAKOBOK fEKapCTBEHHbLIX NpenapaToB And MeAWUUHCKOro MpUMeEHeHUs
Npou3BoOAUTENN NeKapCTBEHHbIX CPeACTB B Nopsake, ycraHoBneHHoMm [pasutensctBoM Poccunckon degepauun,
HaHOCAT Ha MEPBUYHYIO YNAKOBKY (B OTHOLLUEHMM NEKAPCTBEHHbIX MpenapaTtoB Afs MEeOUUMHCKOro NpUMEHEHMS,
ONs KOTOpbIX HEe npeaycMoTpeHa BTOpPUYHAs YNakoBKa) W BTOPUYHYK  (MOTPEBUTENbCKYK)  yMakoBKY
NeKapcTBEHHbIX nNpenapaToB ANs MEeOAULUMHCKOro MNPUMEHEHUs CpeacTBa MAeHTUdUKauuM, 3a UCKIHYEHUeM
NeKapcTBEHHbIX MpenapaTtoB Ans MeAUMLUMHCKOrO MPUMEHEHUs, NMPOM3BOAMMbLIX AN NPOBEAEHUS KNUHUYECKNX
nccrnegoBaHun, 3KCNopTa, NTIEKapCTBEHHbIX NpenapaToB AN MeOULMHCKOTO NPUMEHEHWS, YKa3aHHbIX B YacTax 5 u
8 ctatbu 13 HacTosiwero PeaepanbHOro 3akoHa.

(4acTb 4 BBeaeHa deagepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)
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5. XapakTepuCTuKkn cpeacTtBa WAeHTMdUKauUW, MOPSAOK ero HaHeceHust U TpeboBaHMs K CTPYKType U
dopmaty uWHopMauun, KOTOPYH COLAEPXUT CPEeACTBO wAaeHTUdmkaumm, onpegensotca [MpaBUTENbCTBOM
Poccuiickon ®epepaumu.

(yacTb 5 BBegeHa deaepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

6. lMopsgok co3gaHus, pasBuTMsl, BBOOA B 3KCMyaTauuio, 3KCnyaTauum v BbiBOAA W3 SKChfyaTauumm
CUCTEMbl MOHUTOPVHIa [ABMXEHUS JEKApCTBEHHbIX MNpenapaTtoB Ans MEeAWMLMHCKOrO MpPUMEHEHUs, MOpsiAoK
npegocTaBneHms nHopmaumm, cogepXxallemncss B CuCTeMe MOHUTOPUHIa ABUKEHUS NeKapCTBEHHbIX NpenapaTos
ONs MEAMLMHCKOro NPUMEHEHUs], 1 NOPSLOK B3aMMOAENCTBUS YKa3aHHOW CUCTEMbI C MHBIMU FOCY4apCTBEHHbIMU
WH(POPMALIMOHHBIMKM  CUCTEMAMU U MHAPOPMALMNOHHBIMA CUCTEMAMMU  OPUAMYECKUX NUL, U MHAMBUAYaNbHbIX
npegnpuvHMMarenen, ykasaHHblXx B 4dactax 7 u 10 HacToswen crtaTbu, ycTaHaBnmBaitoTcs [lpaBUTENbCTBOM
Poccuiickonn depepauumn. OnepatopaMy CUCTEMbI MOHUTOPUHIa ABWMXXEHMSI NEKapCTBEHHbIX MpenapaTtoB AJis
MEOULMHCKOTO MpUMEHEHMs SABMAOTCA denepanbHbll OpraH MCMOSIHUTENbHOM BRacT wm (Mnu) opraHusauus,
ynonHomoueHHsble NpasutenscTBoM Poccuinickon degepaumu.

(vacTb 6 BBegeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

MpumeyvaHwue.
Y. 7 cT. 67 BCcTynaet B cuny ¢ 1 auBapsa 2020 roga.

7. HOpuguyeckne nuua WM mHAMBUAYanbHble NpeanpuvHMMAaTeny, OCyLeCTBsAWME NpPOM3BOACTBO,
XpaHeHne, BBO3 B Poccuiickyto Penepaumio, OTNycK, peanusauuto, nepegaqvy, NpUMEHEHWE WU YHUYTOXEHME
NEeKapCTBEHHBLIX MpenapaToB ANs MEeAULMHCKOro NpUMeHeHUsl, obecnevmBatoT B Nopsiike U B COCTaBe, KOTOpble
ycTaHoBneHbl MpaButenbctBoMm Poccuiickon ®epgepauum ¢ y4eToM BMAA OCYLLECTBNSEMON UMW OeATENbHOCTY,
BHECEHWE MH(OPMaLIMM O NEKAPCTBEHHLIX MpenapaTtax Ans MeauLMHCKOro NPUMEHEHUsI B CUCTEMY MOHUTOPUHra
OBWKEHWSI NEKAPCTBEHHLIX NpenapaToB ANst MEAULMHCKOTO NPUMEHEHMS.

(vacTb 7 BBegeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

MpumeyvaHwue.
C 29.11.2019 ct. 67 pononHgetca Y. 7.1 (3 o1 28.11.2018 N 449-03).

8. OpraHnzaumst UHPOPMALIMOHHOIMO B3aUMOLENCTBUSA CUCTEMbI MOHUTOPUHIA ABMXEHUS NEeKapCTBEHHbIX
npenapaToB ANs MeOULUMHCKOrO MNPUMEHEHUS C WHBIMU FOCYyAapCTBEHHbIMU MHEAOPMAaLMOHHLIMU CUCTEMAMU
obecneynBaeTcs B TOM yucne nocpencTsom WHPPaCTPYKTYpbI, obecne4ynsatoLLemn
MHOPMALIMOHHO-TEXHONOMMYECKOE  B3aMMOZENCTBME  MHAOPMALMOHHBIX ~ CUCTEM,  WUCMOMb3yeMbiX  Ans
NpefoCTaBneHNsl rocy4apCTBEHHbIX M MYHULMMANBbHBIX YCAYT U UCMOSTHEHWS TOCYAapCTBEHHbBIX U MYHULMNAMbHbIX
(PYHKLWUIN B 9NEKTPOHHON hopme.

(vyacTtb 8 BBegeHa PepepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

9. ObwepocTtynHas WHOPMaLUWs, Coaepxallasica B CUCTEME MOHUTOPUHra ABWKEHUS NeKapCTBEHHbIX
npenapaToB Ans MeOULMHCKOro NpUMEHeHud, pasmellaetcd B MHGOPMaLUOHHO-TENEKOMMYHUKALUOHHOW CeTu
"UHTepHeT" (B TOM vncrie B hopMe OTKPbITbIX JaHHbIX) B Nopsiake, ycTaHoBrneHHoM [paButensctBom Poccuiickon
degepauum.

(yacTb 9 BBeaeHa deaepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

10. NpounsBoagnTenn NekapcTBEHHLIX CPEACTB MOMy4alT COAEPXKALLYCH B CUCTEME MOHUTOPUHIA ABUXEHUS
NeKkapcTBEHHbIX NpenapaToB AN MeAULUHCKOro NPUMEHEeHUst MHOPMaLIMIO O CepPUsIX U NapTUSX NEKAapPCTBEHHbLIX
npenapaToB, NPOM3BOAMMbIX MMWM W Haxoddwmxca B rpaxgaHckom obopote B Poccuiickon depepauuu,
06e3B03Me3HO.

(yactb 10 BBegeHa ®eaepanbHbIM 3aKkoHOM OT 28.12.2017 N 425-93)

MpumeyvaHue.
Y. 11 cT. 67 BcTynaet B cuny ¢ 1 aHBaps 2020 roga.
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11. 3a npous3BOACTBO wMNW Mpodaxy NeKapCTBEHHbIX NpenapaTtoB ANA MeOUUMHCKOrO npumeHeHus 6e3
HaHeceHWs1 CPeAcTB MAEHTUMUKAUMKW, C HapylleHWeM YCTaHOBMIEHHOrO Mnopsiaka MX HaHeceHwus, a Takke 3a
HEeCBOEBPEMEHHOE BHECEHWE [aHHbIX B CUCTEMY MOHWUTOPUHra ABWXEHUS NeKapCTBEHHbIX MpenapaTtoB AN
MEeOULMHCKOro NPUMEHEHUS UM BHECEHWNE B HEE HEAOCTOBEPHbIX AAHHbIX OPUAMYECKME NULIA U MHOAMBUOYAlbHbIE
npegnpyHMMaTenn, ykasaHHble B 4acTax 4 M 7 HacTosWen cTaTbl, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogaTenbCcTBOM Poccuinckon denepaumm.

(vactb 11 BBegeHa denepanbHbiM 3akOHOM OT 28.12.2017 N 425-03)

12. TMpaBuTtensctBo Poccunckon Pegepauum BnpaBe YCTAHOBUTb OCOBEHHOCTUM BHEAPEHWUS CUCTEMBI
MOHUTOPWUHIra ABWXKEHUS IEeKapCTBEHHbIX MpenapaToB AN MEeAULUMHCKOro NPUMEHEHWs, BKIOYas CPOKU ee
BHeJpPeHWS, B OTHOLLEHWM NeKapCTBEHHbLIX NpenapaToB AN MeAULMHCKOrO NPUMEHEHUS, BKIMIOYEHHbIX B NEpeYeHb
XKM3HEHHO HeoOXOAMMbIX W  BaXHEWLWMWX feKapCTBEHHbIX nNpenapaTtoB, feKapCTBEHHbIX npenapaTos,
npegHasHaveHHbIX ans obecneyeHns nuu, 60nbHbIX reModunmen, MykoBUCUMAO30M, rMnodunsapHbIM HaHU3MOM,
GonesHbio lowe, 3nokavyecTBeHHbIMM HOBOOOPa3oBaHMAMWM MMMAOMOHON, KPOBETBOPHOW W POACTBEHHbLIX UM
TKaHewn, pacCesiHHbIM CKNepo30oM, NUL, Mocne TpaHCNNaHTauum OpraHoB U (UNW) TKaHeW, WMHbIX NeKapCTBEHHbIX
npenapaTtoB AN MEeANLIMHCKOTO NPUMEHEHWS.

(vacTb 12 BBegeHa deaepanbHbiM 3akOHOM OT 28.12.2017 N 425-03)

Maea 14.1. O PAHU4YEHUA, HANNATAEMbIE
HA OPTAHU3ALNU, OCYLLUECTBNAIOLUME OEATEJIbHOCTDb
Mo OBPALLUEHUIO NEKAPCTBEHHbLIX CPEACTB
(sBegeHa ®egepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

Cratbsa 67.1. OrpaHuyeHusi, Hanaraemble NMpu OCyLleCTBIeHUN AeATenbHOCTU B cdepe oGpalwieHus
neKkapCTBEHHbIX CpeacTB

1. Opranmsaummn, 3aHumMaromecss pas3paboTkon, NPouM3BOACTBOM U (MNW) peanunsaument NeKkapCTBEHHbIX
npenapaTtoB A5 MEAMUMHCKOrO NPUMEHEHMS, OpraHnsaumm, obnagatoLime npaBamMmu Ha UCNONb30BaHME TOPrOBOrO
HaMMEHOBaHWA NEKApPCTBEHHOrO npenaparta Ans MeaWMUMHCKOTO MPUMEHEHUS, OpraHu3auumM OMnTOBOW TOProBmn
NekapCTBeHHbIMU cpeacTBaMy, anTteYHble opraHusauunn (I/IX npeacraBuTenu, UHble (*)I/I3I/I‘-I€CKVIe n ropungmndeckme
nuua, OCYLLECTBMAILWNE CBOKW OeATENbHOCTb OT WMEHW 39TUMX OpraHu3auuin) B OTHOLUEHUMM MEAULMHCKUX
pabOTHUKOB M PyKOBOAUTENEN MEOULMHCKUX OpraHn3aLmin He BnpaBge:

1) Bpy4yaTb NoJdapku, BbiNiauymBaTb AEHEXHbIE CPeACTBa (3a UCKMHYEHNEM BO3HarpaXKaeHuin no 4oroBopam
npy NPOBEOEHUM KIMHWYECKMX WCCredOBaHW JIeKapCTBEHHbIX MpernapaToB Ans MEAULMHCKOro MpUMeHeHus,
BO3HArpaKaeHui, CBsI3aHHbIX C OCYLLECTBIIEHNEM MeOWMLMHCKMM paboTHMKOM regarormvyeckoi v (Mnu) HayyHow
AesiTENbHOCTM), B TOM YNCMe OnsavynBaTb pasBreyveHnsi, oTabIX, Npoessn K MecTy OTAbIxa, a Takke npuBrekaTb K
y4yacTuio B pa3BriekaTerbHbIX MeponpuATUAX, NPOBOAVMbIX 3a CYET CBOMX CPEACTB;

2) 3aKn4aTb cormnaweHna o Ha3Ha4yeHnn nnm pekomeHagaunm naumeHTam NiekapCTBEHHbIX npenapaTtoB AnA
MeaNLUMHCKOIro npuMeHeHuaA (3a NCKIMKDYeHnemM [oroBopoB O nposeaeHun KInMHU4eCckKnx nccnegoBaHuin
JNeKapCTBEHHbIX NMpenapaTtoB AnAa MeaununHCKoro I'IpVIMeHeHVIFI);

3) npepocTaBnsATb 06pasubl NEeKapCTBEHHbIX MpenapaToB Ans MEAMUMHCKOTO MPWMEHEHUs B Lensx
BpPyYeHUs] naumMeHTaMm (3a WCKMIOYEHWEeM CrydyaeB, CBSI3aHHbIX C MPOBEAEHMEM KMMHWUYECKUX WCCneaoBaHuii
NeKkapCcTBEHHbIX NpenapaToB Ans MeaULIMHCKOro NPUMEHEHUS);

4) npedocTaBnaTb HEOOCTOBEPHYO U (MNKN) HEMOSHYH MHAOPMALMIO O JleKapCTBEHHbIX npenapatax Aans
MEAMLMHCKOro NPUMEHEHUS;

5) nocewaTtb ux B paboyee Bpems Ha paboumx MecTax, 3a MCKMYEHWEM CriyyaeB, CBS3aHHbIX C
nposegeHnemMm KInHU4eCKux I/ICCJ'Ie,EI,OBaHl/Iﬁ NekapCTBEeHHbIX npenapatoB AOnAd MeOAUUMHCKOro npmmMmeHeHud, C
yyacTueMm B Mopsigke, yCTaHOBNIEHHOM PYKOBOAMUTENEM MEOMLMHCKOW OopraHu3aumu, B cOOpaHuMaX MeauLMHCKUX
pabOTHUKOB M WHBLIX MEPOMPUATUAX, HanpaBfeHHbIX Ha MOBLILWEHUE WX NPOMECCMOHANLHOrO YPOBHSA MMM Ha
npefocTaBneHne MHgopMauun, CBSA3aHHOW C OCYLLECTBIIEHMEM MOHUTOPUHra ©e30nacHOCTUM JeKapCTBEHHbIX
npenaparos;

6) noGyxaaTb K BbIMUCLIBAHMIO NTEKAPCTBEHHbIX NMPenapaToB AN MeAWULUMHCKOTO NMPUMEHEHUs Ha GnaHkax,
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cogepxawmnx I/IH(bOpMaLI,I/IIO PEeKnaMHOro Xapaktepa, a Takke Ha peuenTypHbIX 6naHkax, Ha KOTOpPbIX 3apaHee
Hane4vyaTtaHo HanMeHoBaHMe NNeKapCTBEHHOIo npenaparta ana MeguumnHCKOro npuMeHeHus.

2. OpraHusauuu, ykasaHHble B ab3aue nepBoM 4acTu 1 HacTosiwel cTaTbM, U WX NpeacTaBuUTeny B
OTHOLWEHMM chapMaLeBTUYECKMX pabOTHUKOB U PyKOBOAMTENEN anTeYHbIX OpraHu3aLunii He Bnpase:

1) BpyYaTb nodapku, Bbinnayneatb OEHEXHble CPeACcTBa, B TOM YMCME OnnaynmBaTb pasBriedeHusi, oTablX,
npoesa K MecTy oTAblXa, U NpUBMEKaTb K y4acTuto B pasBreKkaTerbHbIX MepPOrnpUsSTUSIX, NPOBOAMMbLIX 3a cyeT
CBOUX CPEACTB;

2) npegocTaBnsATb 00paslbl NEKAapCTBEHHbIX MPenapaToB A MEAMUMHCKOrO MPUMEHEHUsI Ons BpyYeHus
HaceneHwIo;

3) 3aKr4yaTb cornawleHnda O npeanoXeHnn HacesnleHUo onpeaernieHHbIX NNeKapCTBEHHbIX MpenapaTtoB Ansa
MeaNLMHCKOIro NpuMeHeHn4;

4) npedocTaBnAaTb HEAOCTOBEPHYHO U (MNKN) HEMOSHYH MHOPMALMIO O JIeKapCTBEHHbIX npenapatax Ass
MEAMLMHCKOrO MpUMEHeHWUs, B TOM YUCNe UMELUX OAMHAKOBOE MeXOyHapodHOe HenaTeHTOBaHHoe
HanuMeHoBaHMe.

Cratba 67.2. TpebGoBaHMA K oOpraHusauMm W MNPOBeAEHUID Hay4HbIX MEPONPUATUN, WHbIX
MeponpuUATAN, HanpaBneHHbIX Ha NoBbiWeHWe NpocdeccMoHanbHOro ypoBHA MEAULIMHCKUX pPaboTHUKOB
MNM Ha npepgocTtaBneHne MHdoOpMauum, CBA3AHHOW C OCYLLECTBIIEHMEM MOHUTOpPMHra Ge3onacHoOCTU
rleKapcTBEHHbIX NpenapaTos

1. lpn npoBedeHWM HayYHbIX MEPOMPUATUNA, WHbIX MEPOMPUATWIA, HamnpaBneHHbIX Ha MOBbIEHNe
npoeccnoHanbHOro YpoBHA MeANLMHCKMX paboTHUKOB UM Ha NPeaoCcTaBlieHne CBSA3aHHOW C OCYLLECTBNEHNEM
MOHMTOpUHra 6e30MacHOCTM NeKapCTBEHHbIX MpenapaToB WHAMOPMAaLWK, OpraHU3yemblX OpraHusaumsamu,
yKasaHHbIMKM B ab3aue nepBom Yactm 1 ctatbm 67.1 HacToswero ®enepanbHOro 3akoHa, Ux NpeacTaBUTENSIMU U
(Mnn) dmHaHCUpyeMmbix 3a CHET CPEeACTB ATUX OpraHU3auun u nx npegcrasmTenen, 3anpewaeTcs NpensaTcTBOBaThb
yyacTuio B yKa3aHHbIX MEPOMPUATUAX UHbBIX OpraHM3auni, KOTopble NpOM3BOAAT UMK peanuayoT NekapCTBEHHbIE
npenapatbl AN MeAUMLUMHCKOrO MPUMEHEHUS CO CXOXMM MeXaHM3MOM apMakonorm4eckoro Aencteus, nmbo
co3gaBaTb OUCKPUMUHAUMOHHbIE YCMOBWUS AN OAHUX YYaCTHUKOB MO CPaBHEHMIO C APYrMMU y4YacTHUKaMmu, a
UMEHHO:

1) NpefocTaBnATb pa3nNMyHoOe KONMYECTBO BPEMEHW Afs BbICTYMNMEHUA YH4aCTHUKOB, PasnuyHble No pasmepy
3aHMMaeMon nnowaan mecta Ans AeMOHCTpauum obpasuoB fekapCTBEHHbIX npenapatoB AN MeaULUHCKOro
NPUMEHEHUS UNW PeKnaMHbIX MaTepuanoB O NeKapCTBEHHbIX npenapaTtax Ans MeOUUUHCKOro MPUMEHEHUs Ha
3KCMO3NUMAX, CTEeHAaX, 3a MWCKNIOYEHWEM Cry4vaeB, €Cnu Takue YCrOoBWUS 3akpensieHbl B COrnalleHusX 3Tux
opraHvsauui, ux npeacrtaBuTenen o (UHAHCUPOBaHUN YKa3aHHbLIX MepPONPUSATUA N 0BYCNOBrEHbl pasnMyHbIMU
3aTpaTamu y4acTHUKOB Ha UX OpraHmn3aumio;

2) ycTaHaBnuBaThb pasmMep B3HOCA A1 Y4aCTHUKOB MepornpusiTUi, yka3aHHbIX B ab3ale nepBoM HacTosiLLen
YacTy, NPEeBbILaLWNIA CYMMY 3aTpaT Ha OpraHM3aLuio ykasaHHbIX MEeponpUsTAN 1 BegyLmii K HEOGOCHOBaHHOMY
OrpaHMYEHMIO YMCIa UX Y4aCTHMKOB.

2. OpraHnsaumu, ykasaHHble B ab3aue nepsom yactu 1 ctatbn 67.1 HacTosiwero ®eaepanbHOro 3akoHa, nMx
npeacTaBuUTENU, OCYLLECTBASOLMNE OpraHM3aumnio u (Mnv) drHaHCMpoBaHUe MeponpuUATURA, yKasdaHHbIX B YacTtu 1
HacTosilLen cTaTbk, 00s3aHbl obecneumBaTb OOCTYN K MHGOPMauMM O Aate, MecTe W BPEMEHM MNpPOBeAEHUS
YKa3aHHbIX MEpPONPUATUNA, NIlaHax, NporpaMMax NMpoBeAeHUst yKas3aHHbIX MEepOonpuUATAA U Temax, NMiaHupyeMblixX
ON9 pacCMOTPEHUsl, COCTaBe WX YYaCTHUKOB MyTeM pasMELLEHMSI COOTBETCTBYHOLLEN WMHGOPMALMM Ha CBOMX
oduumanbHbix cantax B cetn "WHTepHeT" He no3gHee ABYX MecsAUeB [0 Hayana npoBefdeHUst YKasaHHbIX
MepPONPUATUN.

3. WHdopmauma o nposBedeHWM MeponpuSaTUR, YykasaHHbIX B 4acTu 1 HacTosWwen cratbu, B CpPOK,
YCT@HOBIEHHBIN 4YacTbld 2 HacTosiew cTaTbW, Q[OMkHa OblTb HanpaBneHa B dedeparnbHbii  opraH
NCNOMHUTENBHOW BNacTu, OCYLLECTBASIOWNA DYHKLMU MO KOHTPOSO U HaA3opy B cdepe 3apaBoOXpaHeHus, Ans
nocriefyloLLero pasmelleHnsi ee Ha ouLmManbHOM canTe aToro opraHa B cetu "HTepHeT".
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naea 15. OTBETCTBEHHOCTb 3A HAPYLULEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EQEPALIMN NPU OBPALLEHUN NNEKAPCTBEHHbIX CPEACTB
M BOSMELWEHWE BPEOA, MTPUYUMHEHHOIO 300OPOBbLIO rPAXKOAH
BCINEACTBMUE NPUMEHEHUA NEKAPCTBEHHDBIX MPEMNAPATOB

Ctatba 68. OTBeTCTBEHHOCTb 3a HapylueHue 3aKoHopaTenbcTBa Poccuiickorn Pepepaumm npu
obpalleH1n nekapcTBeHHbIX CpeacTB

1. Hapywenne 3akoHopaTensctBa Poccunckon Pepepauumn npum obpallieHun nekapCTBEHHbIX CPeacTB
BrneyeT 3a cobor OTBETCTBEHHOCTb B COOTBETCTBMU C 3akoHoAaTensCcTBOoM Poccuickon ®egepauun.
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. 3a HenpeacTaBreHne MM HECBOEBPEMEHHOE npeacTaBneHne uHdopmaumm u (Mnm) JOKyMeHToB nmbo
npeAcTaBneHne HeaoCTOBEPHbIX  MHpopmauum wn  (MAM)  OOKYMEHTOB, NPEeAyCMOTPEHHbIX  HACTOAWMUM
®eneparnbHbIM 3aKOHOM, CyObeKTbl 0bpalleHns NekapCTBEHHbIX CPeACTB HECYT OTBETCTBEHHOCTb B COOTBETCTBUM
C 3aKkoHofaTenbcTBoM Poccuinckon ®egepaumn.

(4acTb 2 BBegeHa PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-®3; B pen. PepepansHoro 3akoHa ot 04.06.2018
N 140-$3)

Cratba 69. BoamelweHue Bpeaa, NPUUYMHEHHOrO 340POBbLIO rpaxaaH BcreacTBUE NPUMEHEHUs
neKapcTBEHHbIX NpenapaTos

1. npOVI3BOD,VITeJ'Ib JIEKapCTBEHHOrO Mnpenaparta 00s13aH BO3MECTUTb Bpen, I'IpVI‘-IVIHeHHbIVI 300pOBbIO rpaXgaH
BCnencTtemne npuMeHeHund nekapcTtBeHHoro npenaparta, eciiv AoKka3aHo, 4YTO:

1) nekapCTBEHHbIN NpenapaT NPUMEHSNCA N0 Ha3Ha4YeHNo B COOTBETCTBUUN C MHCTPYKUMEN NO MPUMEHEHMIO
nekapcTBEHHOro npenapata v NpuUYNHON Bpeda SBUICS BBOA B rpaxgaHckuin obopoT HefobpokavecTBEHHOro
nekapcTBEHHOro npenapara;

2) Bpeq 340pOBbI0 MPUYMHEH BCINEACTBUE HEQOCTOBEPHOM MHOpMaLMK, CoaepKallencs B MHCTPYKLMM MO
NpUMeEHEHUI0 NekapcTBEHHOro npenapara, U3gaHHol Npou3BoaMTeneM NekapcTBEHHOro npenaparTa.

2. B cnyyae, ecnu Bpeg 300pPOBbIO rpaxgaH MPUYMHEH BCREACTBME MNPUMEHEHUS feKapCTBEHHOMO
npenapata, NpULIeaWero B HErOAHOCTb B pe3ynbTaTe HapyLIEeHWsl NpaBuil XpaHeHWUst NEeKapCTBEHHbLIX CPeACTB,
npaBui ONTOBOW TOProBM fieKapCTBEHHbIMW NpenapaTaMu, NpaBuIl OTMyCKa JIEKapCTBEHHbIX NpenapaToB, Npasusl
N3roTOBMEHNs1 U OTMNycKa NeKapCTBEHHbIX NpenapaToB, BO3MELLEHWe Bpeda OCYLLEeCTBNAETCA COOTBETCTBEHHO
opraHusaumeit onToBOK TOProBNM feKapCTBEHHbIMW CpPeacTBaMM, anTeYHOW opraHusauuven, UHAMBMAYaNbHbLIM
npeanpuHMmaTteneM, WMELWUMN NUMUEH3NIO Ha dapMaueBTUYECKYD OeATENbHOCTb WM NMUEH3UIO  Ha
MEOULMHCKYHO OEATENbHOCTb, MEOUUMHCKON OpraHusauuen, vMetowen nUUeH3nio Ha dapMaueBTUYECKYO
OeATenbHOCTb (ee 060cobneHHbIM nogpasgeneHnem (ambynaTopwuen, denbaLepckum "
henbaLlIEepCKO-aKyLLEPCKUM MYHKTaMK, LEHTPOM (oTaeneHuem) obuiern BpavyebHOM (CEMENHOW) NpaKTUKM),
pacnosniokeHHbIM B CENIbCKOM HaceNeHHOM MyHKTe, B KOTOPOM OTCYTCTBYeT anTeyHasl opraHusauusi),
JONYCTUBLLMMW NPOAAXY UMW OTMNYCK TAaKoro fiekapCTBEHHOro npenapara.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. BosmelueHue Bpena, npuMYnHEeHHoOro 340pOBbiO rpaxaaH BcCneactBne npuMeHeHuna InekapCTBEHHbIX
npenapatoB WU cCoBepLUeHUA MNMpoTMUBONpPaBHbIX nencTemmn CY6'beKTaMVI O6paLLI,EHVIF| NeKapCTBEHHbIX CpPeacCTB,
OCyLLeCTBNAETCA B COOTBETCTBUU C 3aKOHOA4ATEJ1IbCTBOM Poccuiickon CDep,epaLwlM.

Mnaea 16. SAKIMIOYUTENbHBLIE NMOJTIOXXEHUA

Ctatba 70. O nNpu3HaHMM YTPATUBLWUMMU CUITYy OTAENIbHbIX 3aKOHOAATESIbHbIX aKTOB (MOJIOXEeHUN
3aKOHoAaTenbHbIX akToB) Poccuickon depgepaumm

an/I3HaTb yTpaTtuBLLMMUN CUNY:
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1) ®epepanbHbIi 3akoH OT 22 uioHA 1998 roga N 86-®3 "O nekapctBeHHbIXx cpeacTtBax” (CobpaHue
3akoHoaaTenbcTBa Poccuinckon depepaumun, 1998, N 26, ct. 3006);

2) ®epgepanbHbii 3akoH oT 2 gHBapa 2000 roga N 5-03 "O BHeceHUN WM3MEHEHWst U OOMOSIHEHMNA B
depepanbHbii 3akoH "O nekapcTBeHHbIX cpeacTBax" (CobpaHue 3akoHopaTenbcTBa Poccuiickon depepaumm,
2000, N 2, cT. 126);

3) cratbio 40 depepanbHoro 3akoHa oT 10 aHBapa 2003 roga N 15-©3 "O BHeceHUM M3MEHEHU U”
[OMNOSTHEHM B HEKOTOpPbIE 3aKoHoAaTenbHble akTbl Poccuinckon ®egepaunn B cBA3KN ¢ npuHsatTem denepanbHOro
3akoHa "O nuueH3anpoBaHMKM OTAEeNbHbIX BuUAoB AeaTenbHocTn" (CobpaHne 3akoHogaTenbctBa Poccuickon
depepaumu, 2003, N 2, cT. 167);

4) crtatbto 31 depepanbHoro 3akoHa ot 30 wuioHa 2003 roga N 86-d3 "O BHECEHMM U3MEHEHUA W
OOMONHEHWMN B HEKOTOpble 3akoHodaTenbHble akTbl Poccuickon Pepepauun, NPU3HAHUKW YyTPATUMBLUUMWU CUIY
OTOENbHbIX 3akoHoAdaTenbHbIX akTtoB Poccuinickon ®epepaumun, npenocTaBneHUN OTAEnNbHbIX  rapaHTun
COTPYAHUKAM OpraHoB BHYTPEHHMX [ef, OpraHoB MO KOHTPOM0 3a OOOPOTOM HApPKOTUYECKMX CPeacTB U
NMCUXOTPOMHBLIX BELWEeCTB W YyhpasgHsembiXx deaepanbHbiX OpraHoB  HAnoroBoW nonuuun B CBSA3U  C
OCYyLLieCTBIIEHNEM Mep MO COBEPLUEHCTBOBAHMIO rocydapcTBeHHoro ynpasneHus" (CobpaHue 3akoHogatenbctsa
Poccunckon ®egepauun, 2003, N 27, cT1. 2700);

5) cratbto 101 depepanbHOro 3akoHa ot 22 aerycta 2004 roga N 122-03 "O BHECEHMM N3MEHEHUI B
3akoHofaTenbHble akTbl Poccunckon depepaumm n NpUsHaHUN YyTPATUBLLMMWU CUIY HEKOTOPLIX 3aKOHOA4ATENbHbIX
aktoB Poccuinickon ®epepauum B cBA3M € npuHATMEM PepepanbHbiXx 3akoHOB "O BHECEHUW WU3MEHEHUN U
gononHeHun B ®efepanbHbiin 3akoH "O6 obLmMx NpUHLMNax opraHm3aumm 3akoHoAaTenbHbIX (NMPeacTaBUTENbHbIX)
N UCMNOSHMWTENbHbIX OpPraHoB rocyAapcTBeHHOW Bractu cybwvektoB Poccuiickon ®epepaummn” n "O6 o6LmMX
NpyHUMNax opraHn3auum MecTHoro camoynpasneHus B Poccuiickon ®enepaumn” (CobpaHue 3akoHogaTenbcTea
Poccunckon ®egepauun, 2004, N 35, cT. 3607);

6) ctaTbto 28 PepepanbHoro 3akoHa ot 18 gekabpsa 2006 roga N 231-d3 "O BBegeHUn B AEWCTBME YacTu
yeTtBepTon [paxpgaHckoro kogekca Poccunckon depepaumn” (CobpaHue 3akoHogaTenscTBa Poccuiickon
®egepaumu, 2006, N 52, ct. 5497).

Cratbsa 71. BectynneHue B cuny Hactosiwero ®eaepanbHOro 3akoHa

1. Hactosawmin ®enepanbHbiin 3akoH BCTynaeT B cuny ¢ 1 ceHTabpsa 2010 roga.

2. IlekapCTBEHHbIE CPEACTBA, 3aperncTpupoBaHHble OO OHSA BCTYNIEHNs B cuny Hactosiwero ®egepansHOro
3aKoHa, NnoanexarT BKIIYEHNIO B rOCY4apPCTBEHHbIE PEEeCTPbl NIEKAPCTBEHHbIX CPEACTB C BHECEHNEM yKa3aHHbIX B
yactn 1 ctatbm 33 HacTosawero degepanbHOro 3akoHa cBefeHUn 06 3TUX nekapCTBEHHbIX cpeacTBax 06es3
NPOXOXAEeHUA BHOBb NpoLeaypbl rOCYAapCTBEHHOW perncTpaLmMm nekapcTBEHHbIX NpenapaTos.

3. TocypapcTBeHHasi perucTpauusi INekapCTBEHHbIX MpenapatoB, 3a WCKIOYEHWEM NEeKapCTBEHHbIX
npenapaTtoB Ansi MEAULIMHCKOrO NPUMEHEHUS], MPEACTABMNEHHbIX HA YKa3aHHYH perncTpaumio 4o AHS BCTYNMEHUS B
cuny Hactosiero ®enepanbHOro 3akoHa, OCYLLECTBNAETCA B COOTBETCTBMU C HACTOALWMM PeaeparnbHbiM 3aKOHOM
Ha OCHOBaHWM OOKYMEHTOB W AaHHbIX, NpeACTaBneHHbIX A0 OHSA BCTYNMeHUs B cuny Hactosiwero PegepansHoro
3aKoHa.

(B pea. PegepanbHoro 3akoHa oT 11.10.2010 N 271-93)

3.1. TocypapcTBeHHass perucTtpauusi fekapcTBeHHbIX npenapaTtoB AN MeOMLMHCKOro NpUMeEHeHUs,
NpeaCcTaBMNeHHbIX Ha rOCyJApCTBEHHYIO perMcTpaumio A0 OHS BCTYMNEeHus B cuny Hactodwero degepanbHoOro
3aKOHa, W TrOCydapCTBEHHAs Pperncrpauus nekapCTBEHHbIX MpenapaToB Ans MEeOUUMHCKOTO MNPUMEHEHMUS,
NpefCcTaBMeHHbIX Ha 3KCMEPTU3Y NEKapCTBEHHbIX CPEACTB 4O AHSA BCTYMNEHUS B cuny HacTtosiwero ®eneparnbHOro
3aKOHa B LiensiX UX nocrneayoLwen rocygapCTBEHHON pernctpaumm, ocyLecTBASTCA Ha OCHOBaHNN JOKYMEHTOB U
OaHHbIX, NPeACTaBMeHHbIX A0 OHSA BCTYNMeHUsa B cuny HacToswero ®egepanbHOro 3akoHa, a Takke 3asiBNeHus o
rocygapCTBEHHON perncTpaumm nekapcTBeHHOro npenapara, npeacTaBneHHOro Npon3BoguTeneM fieKapCTBEHHbIX
npenapaTtoB WA YMNOMHOMOYEHHbIM MM JNULOM B COOTBETCTBUM C HacToawum dPegepanbHbIM 3aKOHOM B
YNOHOMOYEHHbIV (heaepanbHbIv OpraH ucnonHuTensHom Bnactn oo 1 mapta 2011 roga, 6e3 TpeboBaHus ynnathbl
rocyAapCTBEHHOW MOLUNWUHBI, NPEeAyCMOTPEHHON 3akoHogaTenbCTBOM Poccuickon Pepepaumm o Hamorax wu
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cbopax.
(vactb 3.1 B peq. ®enepansHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. lopTBepxaeHWe rocydapCTBEHHOW pervcTpaumy fnekapCcTBEHHbIX NpenapaTtoB Afs MeOMUUHCKOro
NPUMEHeHWs, NPpeaCcTaBneHHbIX AN NOATBEPXKAEHUS roCygapCTBEHHON pernctpauum 4o AHS BCTYMMEHUSA B CUIy
HacToswero PegepanbHOro 3akoHa, W MNOATBEPXAEHWE rOCyJapCTBEHHOM perncTpauumn  fieKapCTBEHHbIX
npenapaToB A1 MEAULMHCKOrO NpUMEHEHUs, NpeacTaBreHHbIX Ha 3KCNepTMU3y NEeKapCTBEHHbIX CPEACTB A0 OHSA
BCTyNNeHna B cuny Hactoswero ®deaepanbHOro 3akoHa B UeNax Nocnegylowero MNOATBEPXKOAEHUA KX
rocyaapCTBEHHOWN perncTpaumnm, ocyLLecTBAIOTCA HA OCHOBaHWM AOKYMEHTOB M AaHHbIX, NPeACTaBNeHHbIX 40 AHSA
BCTYNNeHusa B cuny Hactosdwero deaepanbHOro 3akoHa, a Takke 3asiBNeHns o NoaTBepXAeHnn rocyaapCTBEHHON
perncTpaumm nekapCTtBEHHOro npenapaTa, NpeacTaBneHHOro NpovM3BoauTeneM fnekapcTBeHHbIX npenapaToB Unu
YMOSTHOMOYEHHbIM MM JIMUOM B COOTBETCTBMM C HacToswmm PegepanbHbIM 3aKOHOM B YNOMHOMOYEHHBIN
degepanbHbIv opraH ucnonHuTensHon Bnactu go 1 mapta 2011 roga, 6e3 TpeboBaHUs ynnatbl rocyaapCTBEHHON
NOLNMHBI, MPegyCMOTPEHHON 3aKkoHo4aTenbCcTBOM Poccuiickon defepaumm o Hanorax n cbopax.

(vacTb 3.2 B peq. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. MNpuHATHE pelleHns 0 BHECEHUN U3MEHEHUA B AOKYMEHTbI, coAepXalunecs B perucTpaumoHHOM AoChbe
Ha 3aperucTpupoBaHHbLIA NeKapCTBEHHbLIV NpenapaTt Ans MeguumHCKOro NPUMEHEHUs U NpeacTaBneHHbIe 40 AHA
BCTYMMEeHNs B cuny Hactoswero ®PegepanbHOro 3akoHa, W MPUHATUE pELleHUs O BHECEHUU W3MEHEHUN B
OOKYMEHTbI, coAepxKalleecs B PerMcTpaumoHHOM OCbe Ha 3aperncTpupoBaHHbIA NeKapCTBEHHbIN npenapat Ans
MEOWLMHCKOrO MPUMEHEHUSA U NpeAcTaBeHHble Ha SKCMepTU3y feKapCTBEeHHbIX CPeAcTB A0 AHSA BCTYMINEHus B
cuny Hactosawero ®egepanbHOro 3aKOHa, OCYLLECTBMSOTCA Ha OCHOBAaHUW [OOKYMEHTOB W AaHHbIX,
npeAcTaBrneHHbIX 40 AHSA BCTYNMEeHNs B cuny HacTosiwero PegepanbHOro 3akoHa, a Takke 3asBfieHUs O BHECEHUN
N3MEHEeHU B AOKYMEHTbl, coaepXxalimecs B perMcTpauMoHHOM [OCbe Ha 3apermcTpupoOBaHHBIN NEKapCTBEHHbIN
npenapar Ans MeauuUMHCKOro NpUMeHeHusl, NpeacTaBneHHOro NPou3BOAUTENEM NeKapCTBEHHbIX NpenapaToB Unn
YMNOMIHOMOYEHHBbIM MM NULOM B COOTBETCTBMM C HacToswmm PegepanbHbiM 3aKOHOM B YMONHOMOYEHHbIN
dhegepanbHbIn opraH ucnonHuTensHon Bnactu o 1 mapta 2011 roga, 6e3 TpeboBaHus ynnatbl rocy4apCTBEHHON
NOLWWNMHBI, TPegycCMOTPEHHON 3akoHoaaTenscTBOM Poccuiickon Pefepaumm o Hanorax n cbopax.
(vacTb 3.3 B peq. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bolgaya paspelueHnii Ha NpoBefeHne KIMMHUYECKUX UCCReNOBaHUNM fekapCTBEHHbIX MpenapaToB Anis
MEOULMHCKOTO MPUMEHEHUS MO 3asiBNEHMAM, NOAaHHbIM A0 AHSA BCTYNIEHWs B cuny Hactoswero ®eneparnbHOro
3aKOHa, a Takke No 3asBMNeHNsaM, NogaHHbIM NOCHEe OHA BCTYNNEHNs B cuny HacToswero deaepanbHOro 3akoHa Ha
OCHOBaHUM 3KCMEepTU3, NPOBEdEHHbIX OO0 [OHA BCTYNneHus B cuny Hactoswero ®PegepanbHOro 3akoHa,
ocyulecTBnAeTca B COOTBETCTBUM C HACTOALLUM ¢>enepaanb|M 3aKOHOM Ha OCHOBaHWMW OOKYMEHTOB W OaHHbIX,
npeacrtaBneHHbIX UK NoNyYeHHbIX A0 AHA BCTynJieHUA B CUIy HacCcTodALlero Cbep,epaanoro 3aKOHa, a TakKXe Ha
OCHOBaHMK KONuUKM npeaBapuUTenibHOro norosopa obszaTenbHoOro CTpaxoBaHUA XU3HU, 300pPOBbA NaALUEHTOB,
y4acTBYOLMX B KMMHUNYECKOM UCCReAoBaHUM NeKkapCTBEHHOro npenapara Ans MeauLMHCKOro NpUMEHEHUs, Unm
Konum [JoroBopa 006A3aTeNbHOIO CTPaxOBaHMS >KU3HM, 300POBbS MAUMEHTOB, YYaCTBYHOLWMX B KIUHUYECKOM
nccrnefoBaHUM NIEKApPCTBEHHOrO npenaparta Anst MeAWMLMHCKOro MNpUMEHEHWsi, NMbo npeacTaBneHHOM Konuu
Jorosopa 0683aTenbHOro CTPaxoBaHUSA, 3aKMOYEHHONO B COOTBETCTBMM C TUMOBLIMW MpaBunaMm obs3aTensHoro
CTpaxoBaHus, C yKasaHWeM npenesibHoN YMCMEHHOCTM MAauUEHTOB, YYaCTBYOLWMX B KIIMHUYECKOM MCCNEeAOoBaHWM
NEeKapCTBEHHOro npenaparta Ans MeOWUMHCKOrO MpumeHeHus, 6e3 TpeboBaHusA ynnaTtbl rocygapCTBEHHOMW
MOLLMMHbI, NPeAyCMOTPEHHON 3aKkoHoaTeNnbCTBOM Poccuickon ®egepauumn o Hanorax n cbopax.

(vacTb 3.4 B peq. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3apernctpmpoBaHHbie B MHOCTPaHHOW BanioTe A0 AHS BCTYNNEHWs B cuny HacToswero ®egeparnbHOro
3aKoHa npeferbHble OTNYCKHble LeHbl WHOCTPaHHbIX MNPOU3BOAUTENEN Ha fekapCcTBeHHble npenapaTol,
BKIOYEHHbIE B MepeyeHb XXM3HEHHO HEeOoOXOAUMbIX W BaXHEWMWWMX NeKapCTBEHHbIX npenapaToB, noanexar
nepecyety B pybnm no kypcy LleHTpanbHoro GaHka Poccuickon ®epepauum Ha Aaty, YCTaHOBIEHHYIO
MpaButenbcteoMm Poccuickon Pegepaunmn, 6e3 npeactaBneHUs 3asBfeHWS O MepecyeTe LeHbl C BHECEHMEM
COOTBETCTBYIOLUMX W3MEHEHUA B rOCYAapCTBEHHbIN peecTp npederbHbIX OTMYCKHbIX LEeH Npou3BoavTenen Ha
riekapCTBEHHbIE Mpenaparthbl, BKMIOYEHHbIE B NepeyeHb XU3HEHHO HEOOXOAUMBIX U BaXKHEWLUMX NeKapCTBEHHbIX
npenaparos.

(vacTb 3.5 BBegeHa depepanbHbiM 3akoHOM oT 11.10.2010 N 271-03)

3.6. 3aperMCTpMDOBaHHbIe 00 OHA BCTynJieHuUA B CUIy HacToAllero d)e,u,epaanoro 3akKOHa npeperibHblie
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OTNYCKHble LeEeHbl POCCUMCKNX MNpOM3BOAMTENEN Ha NeKapCTBEHHble npenapaTtbl, BKMOYEHHble B MNepeyeHb
XXN3HEHHO HEeobXOoOMMbIX U BaXKHEWLLMX FeKapCTBEHHbIX MpenapaToB, noanexaTr uHaekcauum ¢ 1 Hosibps 2010
roga Mcxoast M3 MpPOrHO3MPYeMOro YpPOBHSI MH(pNSLMKN, ycTaHoBNEHHoro ®deaepanbHbIM 3aKkOHOM OT 2 gekabps
2009 roga N 308-93 "O denepanbHom GiompkeTe Ha 2010 rog n Ha nnaHoBbi nepuog 2011 n 2012 rogos” Ha
2011 rog.

(yacTb 3.6 BBegeHa dPepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.7. MNMocne 1 mapta 2011 roga He [onyckakTcs NPOM3BOACTBO U BBO3 B Poccuiickyto degepaumio
NeKkapCcTBEHHLIX NpenapaToB B ynakoBKax C MapKUPOBKOW, koTopasi Oblfa HaHeceHa A0 AHS BCTYMNSEHMST B CUNY
HacTosilero defepansHoOro 3akoHa. o NCTeYeHMn yka3aHHOIO CpoKa AaHHble NeKapCTBEHHbIE NpenapaTbl MOryT
OTNycKaTbCsH, peann3oBbiBaTbCH, NEPEfABATLCA U NMPUMEHATLCSA 40 UCTEYEHUS UX CPOKa rOOHOCTMU.

(B pea. PepepanbHbix 3akoHOB OT 29.11.2010 N 313-93, o1 06.12.2011 N 409-93)

4. Co gHsa BCTynneHus B cuny Hactosiwero PegepanbHoro 3akoHa v no 30 anpens 2011 roga BKNIOYMTENBHO
OonyckaetTcda nposefeHune 3KCNepTUu3bl J1IeKapCTBEHHbIX CpPeacTB J3KCnepTtamMum IKCMNEepTHOro ydpexageHuna Oo
npoxoxgeHma wMmm attecCtaummnm B nopsagke, YCTaHOBJIEHHOM  YNOJTHOMOYEHHbIM @enepaanblm OopraHom
MUCMNOMNHUTENbHON BNacTu.

5. Co pgHa BCTynneHua B cuny Hactosiwero PepepanbHoro 3akoHa u no 31 pgekabpsa 2013 ropga
BKITHOYMTENBHO OCYLLECTBIISIETCS NEPEXO] K MPON3BOACTBY NEKAPCTBEHHbBIX CPEACTB B COOTBETCTBUM C NpaBuniamu
OopraHusauum npou3BOACTBA M KOHTPOSSi KayecTBa JIEKapCTBEHHbIX CPeACTB, YKa3aHHbIMK B 4YacTn 1 ctatbn 45
HacToswero degepanbHOro 3akoHa, B NofiHoM oobeme. Cpoku nepexona Npon3BOACTBA JIEKAPCTBEHHbIX CPEACTB
K MX MPOM3BOACTBY B COOTBETCTBUMN C KOHKPETHbIMW TPEOOBAHMAMM AaHHbIX MPaBWUII, BKIOYAs CPOKM aTTecTauuu
YNOMHOMOYEHHbIX UL, YKasdaHHblX B 4actax 6 wu 7 craten 45 Hactoswero ®PenepanbHOro 3akoHa,
ycTaHaBnmBatoTca Mpasutenscteom Poccunckon ®epepauun.

6. JlnueHsnn Ha NpoM3BOACTBO MEKapCTBEHHbIX CPEeACTB, BblAdaHHble Ao 1 aHBapsa 2014 roga, AencTBYIOT
nocne 1 siHBaps 2014 roga 4O UCTEYEHUS CpoKa UX OENCTBUSA NPU YCIOBUM COOTBETCTBUS NMLEH3MaTa npasunam
opraHv3aumy NpomM3BOACTBa M KOHTPONS KayecTBa JIEKAPCTBEHHbIX CPEACTB, yKasaHHbIM B 4actu 1 cratbu 45
HacTosiwero ®egepanbHOro 3akoHa.

7. dopmupoBaHME TrOCYAapCTBEHHOrO 3a[aHuUs Ha MpOBeAEeHUEe 3IKCMEepPTU3bl FIEKAPCTBEHHbIX CPEeACTB
denepanbHOMy Tocy4apCTBEHHOMY OHOIKETHOMY YUPEXOEHUIO MO MPOBEOEHUI0 3KCMEepTU3bl NEKAPCTBEHHbIX
cpencTB 1 (pmHaHCcoBOe obecneyeHne BLINMOMHEHNST 3TOrO 3aJaHus OCYLLECTBISITCA B NOPSAAKE, YCTaHOBIEHHOM
depnepanbHbIM 3akoHOM OT 12 aHBapa 1996 roga N 7-®3 "O HekoMMepyecKkux opraHmsaumsx”.

(4acTb 7 BBeaeHa ®eaepanbHbiv 3akoHOM 0T 29.11.2010 N 313-93)

MNpeangeHT
Poccwuinckon depepaumm
O.MEOBELEB
Mocksa, Kpemrnb

12 anpensa 2010 roga
N 61-03
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