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12 anpensa 2010 roga N 61-03

POCCUNCKAA ®EOEPALUA
®EOEPAIIbHbLIA 3AKOH

Ob OBPALWLEHNN NEKAPCTBEHHbIX CPEACTB

MpuHAT
FocypnapcTBeHHOM [yMon
24 mapTta 2010 roaa

OpnobpeH
CoseToM degepauunmn
31 mapTta 2010 roaa

Cnncok n3MeHsLWwmnx AOKYMEHTOB

(B pen. ®enepanbHbiX 3akoHOB OT 27.07.2010 N 192-03,
oT 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, o1 06.12.2011 N 409-03,
oT 25.06.2012 N 93-03, o1 25.12.2012 N 262-®3, o1 02.07.2013 N 185-03,
oT 25.11.2013 N 317-®3, o1 12.03.2014 N 33-®3, o1 22.10.2014 N 313-03,
0T 22.12.2014 N 429-®3 (pea. 13.07.2015), ot 08.03.2015 N 34-03,
oT 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, o1 13.07.2015 N 241-03,
oT 13.07.2015 N 262-®3, o1 14.12.2015 N 374-®3, o1 29.12.2015 N 389-03,
o1 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-03,
oT 03.07.2016 N 350-®3, o1 29.07.2017 N 242-03, o1 29.07.2017 N 278-03,
oT 28.12.2017 N 425-®3 (pea. 27.12.2019), ot 04.06.2018 N 140-®3,
oT 28.11.2018 N 449-®3, o1 27.12.2018 N 511-®3, o1 06.06.2019 N 134-03,
0T 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-03,
0T 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, o1 27.12.2019 N 481-03,
oT 26.03.2020 N 67-®3, ot 01.04.2020 N 98-03, ot 03.04.2020 N 105-93,
oT 13.07.2020 N 206-®3, o1 08.12.2020 N 429-®3, oT1 22.12.2020 N 444-03,
oT 11.06.2021 N 170-®3)

Maea 1. OBLUUE MNOJIOXKEHUA

Cratbsa 1. Npeamer perysimpoBaHua HacTosilwero degepanbHOro 3akoHa

1. Hactoswwnin ®enepanbHbli 3aKOH perynmMpyeTr OTHOLWEHUS, BO3HUKaWLWMe B CBA3UN C
obpaweHneM - pa3paboTkol, AOKINHUYECKUMU UCCNEAO0BAHUAMU, KIIMHUYECKUMWU WUCCIEeA0OBaHUSAMMU,
3KCMNEepPTU30M, roCydapCTBEHHOM perncrpauuen, cCo CcTaHgapTuM3auMenm M C KOHTPOJSIeEM KayecTBa,
NpOM3BOACTBOM, W3roTOB/IEHWEM, XPAHEHWEM, MNepeBO3KOW, BBO30OM B Poccuickyro @deaepauunto,
BbIBO30OM N3 Poccuiickoinn deaepaunm, peknaMmon, oTNyCKOM, peannsaumein, nepegaden, npuMeHeEHUEM,
YHUUYTOXEHNEM NNeKapCTBEHHbIX CPeACTB.

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

2. Hacroswunin  O®epepanbHblAi  3aKOH  yCTaHaBMBAET  MPUOPUTET  FOCYAApPCTBEHHOMO
perynnmpoBaHms 6e30MacHOCTM, KadyectBa W 3M@PEKTUBHOCTM JIEKAPCTBEHHbIX CpPeaACTB MNpU KX
obpauieHuu.
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(B pen. ®enepanbHoOro 3akoHa ot 25.06.2012 N 93-03)

CraTtbsa 2. Cpepa npuMeHeHUs HacTosiulero deaepanbHOro 3aKkoHa

Hactoswwuin ®enepanbHblil 3aKOH NMPUMEHSETCS K OTHOWEHWUSAM, BO3HMKAWWMM nNpu obpaweHnm
JlIeKapCTBEHHbIX CpeAcTB Ha Tepputopun Poccuitckoin depgepaunm.

Cratba 3. 3akoHOAaTeNbCTBO 06 06paleHnn ieKapCcTBEeHHbIX CPpeacTB

1. 3akoHopaTtenbcTtBo 06 obpalieHnn nekapCTBEHHbIX CPeACTB COCTOMT M3  HAcCTOsLWero
denepanbHOro 3akoHa, Apyrux deaepanbHbiX 3aKOHOB W WHbIX HOPMATMBHbLIX MPaBOBbIX aKTOB
Poccuinckoin depgepaunm.

1.1. 3akoHoaaTenbCcTBO 06 O6palleHn NeKapCTBEHHbIX CPeACTB B OTHOLIEHUN I0pUaANYEeCKUX Nuy,
W VHOMBWAYANbHbIX NpeanpuHMMaTenei, OCYLLEeCTBAAKWNX AeATeNbHOCTb Ha  TeppuTopumn
MeXAyHapoAHOro MeAMUMHCKOro Kaacrepa, NMpUMEHSeTcsa C YYeTOM 0COH6eHHOCTeN, YCTaHOBJIEHHbIX
depepanbHbiM 3akoHOM "O MeXAyHapoAHOM MeAMUMHCKOM KracTepe UM BHEeCEHUU W3MEHEHUA B
oTaenbHble 3aKoHoAaTeNbHble akTbl Poccuinickoin ®eaepaunn'.
(yactb 1.1 BBegeHa denepanbHbiM 3aKOHOM OT 29.06.2015 N 160-93)

2. [OenctBne Hactosiwero deaepanbHOro 3akoHa pacnpocTpaHseTcs Ha obpalieHue
HapKOTMUYECKUX NeKapCTBEHHbIX CpPeaACTB W MCUXOTPOMHbLIX JIeKAPCTBEHHbLIX CPEACTB C  Yy4YeToM
0COB6EHHOCTEN, YCTaHOB/IEHHbIX 3aKoHOAATEeNbCTBOM Poccuiickoit depepaumm 0 HapKOTUYECKUX
cpeacTBax, NCUXOTPOMHbIX BeLecTBax M 06 UX NpeKkypcopax.

3. [JerictBne Hactoswero ®@egepanbHOro 3akOHa pacrnpocTpaHsaeTcs Ha obpalleHune
pagmodapMaueBTUYECKMX JIeKAapCTBEHHbIX CPeacTB C  YYeToM O0COB6eHHOCTel, YyCTaHOBJIEHHbIX
3aKkoHoaatenbcTBoM Poccuiickon ®epnepaunmn B obnactn obecneueHus pagmaumoHHon 6e30nacHoOCTK.

4. Ecnn MexayHapoAHbiM A0oroBopoM Poccuiickon deaepaummn yCTaHOB/IEHbI UHbIE NMpPaBUaa, YeM
Te, KOTOpble MNpeAycMOTPeHbl HacTosiwmMm ®deaepanbHbIM  3aKOHOM, MNPUMMEHSOTCA  NpaBuna
MeXAyHapoAHOro 4Aorosopa.

4.1. PelweHMa MexXrocyaapCTBEHHbLIX OpraHoB, TMPUHATbIE HA OCHOBAHWUU  MOJNIOXKEHUN
MeXAyHapoAHbiX AoroBopoB Poccuiickon ®degepaumm B UX  WUCTOIKOBAHMKW, MpOTUBOpeYalleM
KoHctutyumm Poccuintckoin degepaunm, He nognexaTt UcnosiHeHuto B Poccuiickon ®deapepauumn. Takoe
npotmeopeume  MoXeT ObiTb  YCTaHOB/EHO B  NopaAKe, oOnpeaeneHHoM  deaepanbHbIM
KOHCTUTYLUMOHHbIM 3aKOHOM.

(4actb 4.1 BBegeHa ®egepanbHbiM 3aKOHOM OT 08.12.2020 N 429-03)

5. B Poccuinckon degepaumm B COOTBETCTBUM C MeXAyHapoAHbIMM A0roBopamm Poccuiickomn
Q®epepaumm n (MAKM) Ha OCHOBE MpMHUMMNA B3aWMMHOCTU MPU3HAKOTCA pe3y/bTaTbl KIAMHUYECKUX
nccnefoBaHU NeKapCcTBEHHbIX MpernapaTtoB AN MeAWUMHCKOrO MNpUMEHEeHWUs, MNpoBeAeHHbIX 3a
npeaenamu Tepputopumn Poccuimnckon degepaymu.

CtaTbsa 4. OCHOBHbIE NOHATUSA, UCNOJIb3yeMble B HacTosiuiem degepasibHOM 3aKOHe

Ons uenen HacTosLwero denepanbHOro 3akoHa UCMNoJsb3YTCA criefyowme OCHOBHbIE NMOHATUSA:

1) nekapcTBeHHble cpeacTBa - BewecTBa WMAM WX KOMOMHaUMKW, BCTynawwue B KOHTaKT C
OpraHM3MOM 4enoBeKa WIW XMBOTHOIO, MPOHMKAKLWME B OpraHbl, TKAHW OpraHuM3Ma 4enoBeka Wnu
XXUBOTHOMO, npuMeHsaemble Ana npodunakTuku, AWarHOCTUKKM (3a MUCKIKYEHMEM BeLwecTB UM ux
KOMBMHaUMIN, HE KOHTaKTUPYOLWMX C OpraHM3MOM YenoBeKka UM XUBOTHOr0), neyeHns 3abonesaHus,
peabunutauum, Ana COXpaHeHus, nNpeaoTBpalleHus Uau npepbiBaHUa 6€peMeHHOCTU U NOoJsyYeHHble
U3 KpOBM, Mfa3Mbl KPOBW, U3 OpraHoB, TKaHeW OpraHuv3Ma 4esioBeka WU >XUBOTHOMO, pacTeHun,
MWHEpanoB MeToAaMW CUHTE3a WM C NpuUMeHeHuneM 6MoNornyecknx TexHonoruni. K nekapCTBeHHbIM
cpeacTBaM OTHOCATCS papmaueBTUYeckme cybcTaHuMn 1 nekapCTBeHHbIe npenapathl;

2) dapmaueBTHUYeckas CybCTaHumMs - NeKapCTBEHHOE CpeaCTBO B BMAE OAHOM0 MM HECKOSIbKUX
obnapatownx ¢apMakoNormMyeckom akKTUBHOCTbIO AEWCTBYHOWMX BELeCcTB BHE 3aBUCUMMOCTM OT
npupoabl  MNPOMCXOXAEHUSA, KOTOpoe npegHa3sHayeHoO AN  MNPOU3BOACTBA,  M3rOTOBJSIEHUS
NleKapCTBEHHbIX NpenapaTosB M onpeaenseT nx ad@PeKTUBHOCTL;

(n. 2 B pen. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) BCnoMoratesibHblE BewecTBa - BeWwecTBa HEOPraHM4eCcKoro nn opraHm4yeckoro
NMPOUCXOXAEHNA, UCNONb3yeEMblE B nMNpouecce npounseBoacTtBa, W3roTtoBeEHNA JN1EKAPCTBEHHbIX
npenapartoB And npnaaHmna Mm HeobXxoaANMbIX ¢)M3I/IKO-XI/1MMl—IeCKI/1X CBOI;'ICTB;
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4) nekapcTBEHHble npenapaTtbl - JIeKApCTBEHHble CPeACTBa B BWAE J1I€KAPCTBEHHbLIX OPM,
npuMeHsieMble Ans nNpoduNakTUKK, AWMATHOCTUKKM, JledyeHuss 3aboneBaHus, peabunutauuu, ansa
COXpaHeHUs, NpeaoTBpaLLeHNs UK NpepbiBaHUs 6epeMeHHOCTH;

5) nekapctBeHHas opMa - COCTOsSIHME NeKapCTBEHHOro npenaparta, COOTBETCTBYWee cnocobam
€ro BBeieHNs 1 NpUMeHeHns n obecneymnsaroLlee 4OCTUXEHNE Heobxoammoro nedyebHoro addekTa;

5.1) po3upoBka - coAdepXaHue OAHOr0 WAWM  HEeCKONbKUX AEeNCTBYHOLWWMX BewecTB B
KO/INYECTBEHHOM BbIPaXXEHUM Ha eAuMHULY L[03bl, UAM eanHuuy obbema, WaM eauHuLy MacCbl B
COOTBETCTBUM C JIEKApCTBEHHOM opMON NMBO ANs HEKOTOPbIX BWAOB JIeKAPCTBEHHbIX GOpPM
KOMMYECTBO BbICBOOOXAAEMOro U3 fieKapCTBEHHOM (OpMbl AENCTBYIOLWEro BewecTBa 3a eanHuuy
BPEMEHMU;

(n. 5.1 BBegeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6) nepeyeHb IKM3HEHHO HEeOobXOAUMBbIX W BaXHENWUX JleKapCTBEHHbIX MNpenapaToB -
yTBepxaaembii NpaButenbCcTBOM Poccuiickon deaepaunm nepeyvyeHb NeKapCTBEHHbIX NpenapaTos Ans
MeAVLUMHCKOro npuMeHeHus, obecneumBalowmx MNpUOPUTETHbIE MNOTPEBHOCTM 34paBOOXpPaHEHUs B
uensx npodunakTMkm u fedeHms 3aboneeBaHuini, B TOM 4ucne npeobnagarwowmx B CTPYKType
3aboneBaemMocTu B Poccuiickon deanepaunu;

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

6.1) opdaHHble flekapCTBEHHbIE MpenapaTbl - NleKapCTBeHHble npenapaTbl, npeAHa3HayeHHble
NUCKNOUYUTENBHO ANA AMArHOCTUKU WM NATOFEHeTUYecKoro siedeHnsa (fiedeHns, HanpasfieHHOro Ha
MexaHW3M pa3BuTUA 3abonesaHusa) peakux (opdaHHbiX) 3abonesaHunii;

(n. 6.1 BBeaeH ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6.2) buonormyeckme nekapcTBEHHblE MpenapaTtbl - NIEKApCTBEHHbIE MpenapaThbl, AENCTBYlOLlEe
BELLECTBO KOTOPbIX NPOM3BEAEHO MW BblAENEHO N3 BMONOrMYECKOro UCTOYHUKA U ANs onpeaeneHus
CBOMCTB W KayecTBa KOTOpbIX HeobxoanMMa KOMBMHauma 6uonornyeckmx m OU3INKO-XUMUYECKUX
metonoB. K 6uMoONoOrMyeckMMm sneKapCTBEHHbIM MpenapaTtaM OTHOCATCS MMMYyHobuonormyeckme
NleKapCTBEHHbIEe MpenapaTbl, JIeKapCTBEHHblE npenapaTbl, MONlyYeHHble U3 KPOBW, M1la3Mbl KPOBMU
yenoBeka M XMBOTHbIX (3@ WUCKIKOYEHUEM LEeNbHOM KpoBM), BUMOTEXHONOrMYECKME NneKapCTBEHHbIE
npenapaTbl, reHoTepaneBTUYECKME IeKapCTBEHHbIE NpenapaThbl;

(n. 6.2 BBeaeH ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

7) wnMMyHOBMONOrnyeckme neKkapcTBEHHble rMpenapaTtbl - JIeKapCTBEHHblE npenapaThbl,
npegHasHayeHHble ANa GopMMPOBaHMS aKTMBHOMO MM MACCMBHOrO MMMyHUTETa IMBO ANArHOCTUKMK
HaAnM4nMsg  UMMyHUTETA WAM  AMArHOCTMKKM  creumduyeckoro  NpuobpeTeHHOro  U3MeHeHus
WMMYHO/IOMM4YEeCKOro oTBeTa Ha anjeprusupyrowmne Bewecrsa. K MMMyHO6MONOrMyeckum
NeKapCTBEHHbIM  NperapaTtaM  OTHOCATCA  BaKUMWHbI, @HATOKCUHbI,  TOKCWUHbI,  CbIBOPOTKMH,
UMMYHOIN06YNHBI U annepreHs.l;

(n. 7 B pen. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

7.1) 6unoTexHonorMyeckne JieKapCTBEHHble nMpenapaTtbl - JieKapCTBEHHble Mpenaparthl,
NPOU3BOACTBO KOTOPbIX OCYLIECTBASAETCS C WCMNOJIb30BaHMEM O6MOTEXHONOMMYECKMX MPOLLECCOB WU
meTonoB (B ToM umncne AHK-pekoMObUHaHTHOM TEXHONMOMMMN, TEXHONOMTMN KOHTPOSIMPYEMOM 3KCNpeccuu
reHoB, KoAupylwmx 6umonornyeckn akTueHble 6esKM B NpoKapumoTax WM 3yKapuoTax, BKIo4Yas
M3MEeHEHHble KNEeTKN MAeKoNuTarLWwmx), rmbpnaomMHOro MeToga U MeToga MOHOKJ/IOHAsIbHbIX aHTUTeN;
(n. 7.1 BBeaeH ®efepalibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

7.2) TreHoTepaneBTUYECKME JfleKapCTBeHHble npenapaTtbl - JeKapCTBEHHble npenapaThl,
dapmaueBTnyeckas cybctaHUMs KOTOPbIX SABASETCA PEeKOMOWMHAHTHOM HYK/EMHOBOW KWUCIOTOM Wn
BKIOUaeT B ceba peKOMOMHAHTHYH HYK/IEMHOBYK KWUCAOTY, MNO3BOJSIOWY OCYLeCTBAATb
perynuposaHue, penapauuio, 3aMeHy, pobasneHune nnu yAaneHue reHeTu4YeCcKom
nocneaoBaTeNbHOCTH;

(n. 7.2 BBeaeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

8) HapKoTMYecKne nekapcTBEHHbIE CPEACTBA - JIeKapCTBEHHbIE nMpenapaThbl U (papMaueBTUYECKNE
cybCTaHuuKn, coaepxallne HapKOoTUYEeCKMe cpeacTBa WM BKOYEHHble B [lepedyeHb HApPKOTUYECKUX
CpeacTtB, MNCUXOTPOMHbIX BEWECTB M WX MPEKYPCOpPOB, Moanexalwmx KOHTponw B Poccuinckon
denepaumm, B COOTBETCTBMWM C 3aKOHOAATENbCTBOM Poccuiickon @deaepaunmn, MexayHapoAHbIMU
aorosopamm Poccuinckon depepaunm, B TOM yncne EAMHON KOHBEHUMEN O HAPKOTUYECKUX cpeacTBax
1961 roaa;

9) NCMXOTPOMHblE NIeKapCTBEHHbIE CPEACTBA - NIeKapCTBEHHbIE NnpenapaTthl U dapMaleBTUyeckme
cy6CTaHumMn, coaepxallime MNCUXOTPOMHbIE BELLEeCTBA W BKJOUYEHHble B [lepeyeHb HapKOTUUYECKUX
CPEeACTB, TMCUXOTPOMHbIX BELWECTB M MX MNPeKypcopoB, MOANEXalUMX KOHTpon B Poccuiickomn
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Qdepepaumun, B COOTBETCTBUMM C 3aKOHOAATeNbCTBOM Poccuinckon depepaumun, MexayHapoAHbIMU
porosopamm Poccuinckon ®epgepaumu, B ToM 4ducre KoHBeHUMEN O MCUXOTPOMHbIX BelwectBax 1971
roaa;

10) paanodapmaueBTMUeCKNe NeKapcCTBeHHble cpeacTBa - JleKapCTBEHHbIe CpeacTBa, KoTopble
coaepxaT B roToBOW A1 UCMONb30oBaHUA dopMe OAUH paanoOHYKNNA UIN HECKONbKO paanOHYKINAOB
(paamoakTUBHbBIX N30TOMOB);

10.1) opuruHanbHbI NeKapCTBEHHbIN npenapaT - JIEKApCTBEHHbIA Mpenapat C HOBbIM
OENCTBYIOWMM BELLECTBOM, KOTOPbIN MNEpPBbIM 3aperncrpupoBaH B Poccuiickon degepauvn nau B
MHOCTPa@HHbIX rocygapcTBax Ha  OCHOBaHMW  pe3ynbTaToB  AOKJMHMYECKUX  UCCNeaoBaHMM
JIEKAPCTBEHHbIX  CpeACTB M KJMHMYECKUX  WUCCNEeAOBaAHWUM  NEKapCTBEHHbIX  MNpenapaTtos,
NOATBEPXAAKLWMNX €ro KayecTBo, apdeKTMBHOCTb U 6€30MacHOCTb;

(n. 10.1 BBeneH ®epepasbHbIM 3aKOHOM 0T 27.12.2019 N 475-03)

11) pedepeHTHbIN NEKapCTBEHHbIM nMpenapaTt - JieKapCTBEHHbLIM NpenapaT, KOTOopbin
NCNOSb3yeTCs AN OUEeHKN BMO3KBMBANEHTHOCTM WM TepaneBTUYECKOW 3KBMBANEHTHOCTM, Ka4yecTBa,
acpdekTmBHoCcTM 1M 6€30MacHOCTM  BOCMPOU3BEAEHHOrO0  JIEKApCTBEHHOro  npenapata  Wau
6uoaHanorosoro (6bmonogobHoro) fiekapcTBeHHoro npenapata (6bmwoaHanora). B  kauecTtBe
pedepeHTHOro JIeKapCTBEHHOro npenapata AN MeAULUMHCKOro MNpUMEHEHUS  UCMOJb3yeTcs
OpPUrMHasbHbINA NIeKapCTBEHHbIM NpenapaTt nnMbo, ecnm OpUruHasbHbIA NEKAaPCTBEHHbIA NpernapaTt He
3aperucTpupoBaH UM He HaxoauTcsa B obopoTe B Poccuinckon depgepaumm n He HaxoamTcs B obopoTe
B MHOCTPaHHbIX rocyaapcTBax, BOCMPOU3BEAEHHbIN NEeKapCTBEHHbIN npenapat nmnam 6uoaHanorosbii
(buononobHbIN) nekapcTBEHHbIM npenapaTt (6buoaHanor), KOTOpPbin MNepBbIM 3aperucTpupoBaH u3
yncna Haxoaswmxca B obopotre B  Poccuiickonr  ®degepaunn, OUOIKBUBANMEHTHOCTbL WM
TepaneBTMYecKass 3SKBMBANEHTHOCTb, KayecTBO, 3(PdEKTUBHOCTb U 6e30MacHOCTb KOTOPOro
OLUEeHMBaNNUCb MO OTHOLWEHWUI K OPUIrMHANbHOMY JNleKapCTBEHHOMY MpenapaTy, a TakKXe KauyecTBo,
3PeKTUBHOCTL M 6e30MacHOCTb KOTOPOro MOATBEPXAAKTCA pe3ynbTaTamMum dapMmakoHaasopa U
NpOBEPOK COOTBETCTBMS JIEKAPCTBEHHbIX CpPeACTB, HaxXxoAdaWwMXCcs B rpaxaaHckoMm obopoTe,
yCTaHOBJ/IEHHbIM TpeboBaHMAM K MX KayecTBy. B kayecTBe pedepeHTHOro NekapCTBEHHOro npenapaTta
ANA BeTepuMHApHOro MNpUMEHEHUS UCMNONb3yeTCa JIeKapCTBEHHbIN npenapat ANns BeTepuHapHOro
NpUMEHeHUs, 3aperncTtpupoBaHHbln B Poccunckon ®@efepaumn Ha OCHOBaHUW  pe3ynbTaToB
OOK/IMHUYECKNX  WUCCNeAOBaHUM  JIEKAPCTBEHHbIX  CPEeACTB W KJIMHUYECKUX  UCCenoBaHUM
JIeKapCTBEHHbIX NpenapaToB, NOATBEPXAAMWMX ero kKayectso, ahdeKTMBHOCTb U 6€30MacHOCTb;

(n. 11 B pea. ®egepanbHOro 3akoHa ot 27.12.2019 N 475-03)

12) Bocnpou3BeAEHHbIN NEKApPCTBEHHbLIN MNpenapaT - JieKapCTBEHHbIM nNpenapat Ans
MEeANUMHCKOro MNpUMEHEHUs, KOTOPbIA MMEEeT 3KBUBAJIEHTHbIN pedepeHTHOMY JNleKapCTBEHHOMY
npenapaTty KayecCTBEHHbIA COCTaB W KOJMYECTBEHHbIA COCTaB AENCTBYHOLWMX BeEWECTB B
3KBMBANIEHTHOM NeKapCcTBeHHOM ¢opMe, nNMbo nekapCTBEHHbIM Mpenapat A8 BeTepUHaApHOro
NMPUMEHEHNS, KOTOpPbIK WMEeT TaKue Xe, 4YTO WU pedepeHTHbIN NeKapCTBEHHbLIN Mpenapar,
Ka4yeCTBEHHbIN COCTaB M KOJIMYECTBEHHbIN COCTaB AENCTBYIOLWNX BELWECTB B TaKOM Xe NleKapCTBEHHOWN
¢dopme, BMO3KBMBANIEHTHOCTb MM TepaneBTMYeCcKass 3KBMBASIEHTHOCTb KOTOPbIX COOTBETCTBYIOLWLEMY
pedepeHTHOMY NeKapCTBEHHOMY MNpenapaTty noATBep)XaeHa COOTBETCTBYOLUMMN UCCea0BaHUAMU;

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

12.1) TepaneBTMYECKas 3KBUBAJIEHTHOCTb JIEKAPCTBEHHbLIX MpenapaTtoB - AOCTUXEHue
KNIMHUYECKN COoMoCTaBUMbIX TepanesTuyeckoro addekta u nokasatenen 33pdeKTUBHOCTU U
6e3onacHOCTM Npu MNpPUMEHEHUU NeKapCTBEHHbIX MpenapaTtoB ANa MeAUMUMHCKOro MNpUMEHeHus,
UMeLWmMX OAHO MeXAyHapoAHOe HenaTeHTOBaHHoe (MM XUMUYeckoe, WAW TrpynnmMpoBOYHOE)
HanMeHoBaHWe, B SKBUBANEHTHbIX A03UPOBKAX MO OAHUM U TeM Xe NMOKa3aHUSAM K NPUMEHEHUID N MpU
0AWHAKOBOM criocobe BBeAEHUS Y OAHOM N TOM Xe rpynnbl 60NbHbIX;

(n. 12.1 B pea. ®egepanbHOro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6rnoaHanorosbin (6nonoaobHbIN) nekapCcTBEHHbIN npenapaT (bnoaHanor) - 6uonornyeckni
NIEKAPCTBEHHbLIAN MpenapaT, CXOXW No rnapaMeTpaM KadecTBa, 3pdeKTMBHOCTM M 6e30MacHOCTU C
pedepeHTHbIM BMONOrMYECKUM NEKApPCTBEHHbLIM MpenapaTtoM B TaKOW Xe& JleKapCTBEHHOM dopMme u
UMEIOLLNM NAEHTUYHbIN cnocob BBeaeHUS
(n. 12.2 BBeneH ®epepasnbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

12.3) B3aMMo3aMeHseMbI fleKapCTBEHHbLIA NpenapaT - JIeKapCTBEHHbIM NnpenapaTt C AOKa3aHHOM
TepaneBTUYECKOM 3SKBUBANEHTHOCTbIO MANW OGMO3KBMBANIEHTHOCTbIO B OTHOLWEHUUM pedepeHTHOro
NleKkapCTBEHHOro  npenapaTta, WMEKWWA  3KBMBANEHTHblE €My  KA4yeCTBEHHbIW  COCTaB U
KONIMYECTBEHHbIN COCTaB AENCTBYOLWMX BELWECTB, COCTaB BCNOMOraTe/lbHbIX BELWECTB, JIEKAPCTBEHHYIO
dopMy 1 cnocob BBeAeEHUS;

(n. 12.3 BBeaeH ®epepasnbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)
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12.4) 6MO03KBMBANEHTHOCTb JIEKAPCTBEHHbLIX MpenapaTtoB - [AOCTUXEHME COMOCTaBUMBbIX
nokasaTesnierl CKOpOCTWU BCACbIBaHUSA, CTEMEHWN MOCTYNNEHUSA K MeCTy AeNCTBUSA U CKOPOCTU BblBEAEHUS
OAHOr0 MM HecKonbkMX obnagatowmx dapMakosorMyeckon akTMBHOCTbIO AENCTBYOLWNX BELLECTB Npu
NPUMEHEHUN JIEKApCTBEHHbIX MNpenapaTtoB AJ9 MeAUUMHCKOro MpUMEHEHUHd, WMeLWnXx OoAHO
MeXAyHapoAHOe HenaTeHTOBaHHOe (MM XUMUYECKoe, WM FpynnMpoBOYHOE) HaMMeHOBaHWe, B
SKBMBANEHTHbIX AO03MPOBKAaxX U NpY OANHAKOBOM cnocobe BBeAeHUS;

(n. 12.4 BBepeH ®epepanbHbIM 3aKOHOM 0T 27.12.2019 N 475-03)

13) nekapcTBEHHOE pPaCTUTENIbHOE CbIPbE - CBEXWE W/IN BbICYLLUEHHbIE PAcTEHUS NMB0O UX YacTu,
NCMoNib3yeMble AN MNPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB OpPraHu3aumMssMm - MpoU3BOAUTENAMMU
JNIEKapPCTBEHHbIX CPEACTB UIN U3TOTOBJIEHUSA IEKAPCTBEHHbIX NMpenapaToB anTe4YHbIMKU OpraHM3auuamiu,
BETEPMHAPHbIMMU anTeYHbIMU OPraHu3aunsMn, UHAMBUAYANbHBIMU MPeaAnpPUHUMATENSMU, UMEKLWNMN
NMLEH3UI0 Ha hapMaUeBTUUYECKYIO AesATENbHOCTb;

14) nekapCTBEHHbLIN pacTUTENbHbIM NMpenapaT - NeKapCTBEHHbLIN npenapaT, NPoOuU3BEeAEHHbIN UK
M3roTOB/IEHHbLIN W3 OAHOrM0 BWAA JIEKAPCTBEHHOrO pPaCTUTENIbHOrO CbipbS WAM HECKOSbKUX BWAOB
TaKOro Chbipbsi M peanmayembin B pacdacoBaHHOM BUAe BO BTOPUYHON (NOTPebUTENbCKOWM) YNaKoBKE;

15) romeonaTuMyecKkuii NeKkapCTBEHHbIN NpernapaTt - JIeKapCTBEHHbIM nmpenapaT, Npou3BeAeHHbIN
WU W3roTOBJIEHHbLIN M3 dapMaueBTMUYeckon cybctaHumm unm dapMaueBTUYECKNUX cybcTtaHunin B
COOTBETCTBUM C TpeboBaHMAMKU 06WMX DapMaKOMenHbIX CTaTEN K rOMeonaTUYeCKUM NIEKApPCTBEHHbIM
npenapataM MAM B COOTBETCTBMW C TpeboBaHUsSMM dapMakornenm cTpaHbl NPOU3BOAUTENS TaKoro
NlekapCTBEHHOro npenapara;
(n. 15 B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

16) MexayHapogHoe HenaTeHTOBaHHOE HauMMeHOBaHWE  JleKapCTBEHHOro cpeacrtea -
HauMeHOBaHMe [OEeNCTBYKOLWEro BewecTtBa dapMaueBTMUYeCcKon cybCcTaHuMM, peKoMeHAO0BaHHOEe
BceMmnpHoM opraHusaumein 3apaBooxXpaHeHuns;

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

17) ToproBoe HaMMeHOBaHWE JNIEKAPCTBEHHOr0 CpeacTBa - HAMMEHOBaHME JIeKapCTBEHHOMO
cpeactea, MNPUCBOEHHOE ero pa3paboTymkoMm, aepxkaTtesneM WAN BAagdenbUeM perncTtpaumoHHOro
yOOCTOBEPEHUNS NIeKapCTBEHHOrO npenapara;

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

17.1) rpynnupoBOoYHOE HAWMMEHOBaAHME NEKAPCTBEHHOro npenapata - HaWMeHOBaHMe
NeKapCTBEHHOMO npenapaTa, He UMeKLWero MexxayHapoAHOro HenaTeHTOBaHHOro HaMMEeHOBaHUA, UK
KoMbuHaumMM nekapCcTBEHHbIX MpenapaToB, MCNosib3yeMoe B LensaX obbeguMHeHus ux B rpynny nog
€ANHbIM HaUMEHOBaHMEM UCXO0AA U3 OAMHAKOBOIro COCTaBa AENCTBYHOLLNX BELLECTB;

(n. 17.1 BBeneH ®epepasbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

18) obwaa dapmakonenHas crTaTbd - OOKYMEHT, YTBEPXAEHHbI  YNO/HOMOYEHHbIM
denepanbHbIM OPraHoM UCMOSHUTEIbHOW BNAacTM M COAepXXalUuMi nepedeHb rnokasaTtefie KadecTtBa m
(nnn) MeTodoB KOHTPONS KadecTBa KOHKPETHOM NleKapCTBEHHOMW (OopMbl, JeKapCTBEHHOrO
pPacTUTENbHOIO Chbipbsl, ONMMcaHUsa 6Gmonorndeckmx, GMOXMMMYECKnX, MUkKpobuonormnyecknx, OuU3nko-
XUMUYECKNX, DUNYECKNX, XUMUYECKMX W APYrMX METOAO0B aHalun3a JIeKapCTBEHHOro CpeacTBa, a
Takxe TpeboBaHUS K WCNOMb3yeMbiM B LUensx MpoBeAeHWs [AaHHOrMO aHanm3a peakTuBaM,
TUTPOBaHHbLIM pacTBOpaM, MHAMKATOPaM;

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

19) d¢dapmakonenHasa cTaTbsd - [OKYMEHT, YTBEPXAEHHbI YMNO/HOMOYEHHbLIM denepanbHbIM
OpraHoM WCMOSIHUTENbHOM BIACTU U coAepXallnnh rnepedyeHb MnokasaTenenm KayectBa W METOAO0B
KOHTPOJIA KayecTBa SIeKapCTBEHHOro CpeacTBa;

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

19.1) ctaHgapTHble ob6pa3ubl - BEWECTBA, NOCPEACTBOM CpaBHEHUSA C KOTOPbIMU OCYLLECTBNSETCA
KOHTpPO/Ib KayecTBa WCCAeAYEMbIX NEKAPCTBEHHbLIX CpeaACTB C MNOMOWb (U3MKO-XUMUUYECKNX U
ébnonornyecknx MeToAoB B LENsxX MOATBEPXAEHUS COOTBETCTBUS JIEKAPCTBEHHbIX CpeacTs
TpeboBaHNUSAM HOPMATMBHOM AOKYMEHTaUWW, YCTAHOBJIEHHbLIM MPU OCYLLECTBAEHUN FOCYyAapPCTBEHHOMN
perncrpaumm, U KOTOpble MPUMEHSIOTCA ANA KanmbpoBKKM CTaHAapTHbIX 06pa3uoB npousBoauTens
NIEKApPCTBEHHbIX CPeAcTB, MCMNOJSIb3YEMbIX AN KOHTPOSA KayecTBa WM WMHbIX Uenen npu obpaleHunm
NleKapCTBEHHbIX CPeacTB;

(n. 19.1 BBeaeH deaepasnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19.2) dapmakonenHbln cTaHOapTHbIN obpa3ey - cTaHAapTHbIM obpa3el, Npou3BEeAEeHHbIN B
COOTBETCTBUM C (papMaKOMNENHON CTaTbEeN;
(n. 19.2 BBepeH ®epepasnbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)
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20) HopMaTMBHasa AOKyMeHTaumsa - [OOKYMEeHT, coAepXalunh nepedyeHb ornpenensemMbix Mo
pe3yfnbTaTaM COOTBETCTBYIOLWMX 3KCNEPTU3 MNoKasaTesien KadecTBa NeKapCTBEHHOro cpeacrsa Ans
MEAVWLUMHCKOro MNpUMEHEeHUsi, MeToA40B KOHTPOAS ero KavectBa W YCTaHOB/EHHbIA  €ro
Npon3BOAUTENEM;

21) HOPMaTMBHbIA [OOKYMEHT - [OKYMEHT, COAEepXaliMih nepedyeHb oOnpeaensieMbix Mo
pesysbTaTaM COOTBETCTBYHOLIMX 3KCNEepTM3 rMokasaTesneir kayectBa M (MIM) METOAOB KOHTPOSIS
KauyecTBa NeKapCTBEHHOW OpMbl, OnMcaHns 6Moornyecknx, BUOXMMNYECKMX, MUKPOBMOIOrMUYECcKunX,
b13nKO-XMNYeCcKknx, HGU3NYECKUX, XMMUYECKUX U APYTMX METOAOB aHanuM3a SIeKapCTBEHHbIX CPeacTB
ANSE BETEpPUMHApHOro NpuUMeHeHUsl, TpeboBaHUS K WCMOMb3yEMbIM B LENsSX MNPOBEAEeHUS AaHHOro
aHanu3a  peakTMBaM, TUTPOBAHHbIM  pacTBOpaM, WHAMKATOpPaM W  YCTaHOB/IEHHbI  €ero
NPON3BOANTENEM;

21.1) obWMN TEXHUYECKUI AOKYMEHT - KOMMJEKT AOKYMEHTOB W MaTepuasnioB, COCTOSLMA U3
HECKOMbKUX  pasfenoB -  AOKYMeHTauuu  aAMUHUCTPATMBHOIO  XapakTepa, XWUMWUYECKOMH,
dapmaueBTUHECKON M O6UONOrMYeckor [oKyMeHTauun, dapMaKoorMyeckom, TOKCUKONOrMYEeCcKomn
OOKYMeHTauun, KIANHUYECKOW AOKYMeHTauuu u npeactaBnseMblil OAHOBPEMEHHO C 3asiBIeHWeM o
rocyfapCTBEHHOW perncrpauMn nekapcTBEHHOro nmnpenaparta Ang MeguvuMHCKOro MpUMEHEHUs B
¢dopmMaTe, yCTaHOBIEHHOM YNOJHOMOYEHHbIM defepanbHbIM OpraHOM UCMNOSTHUTENBHOW BacTu;

(n. 21.1 BBeaeH deneparnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22) KayecTBO JNIEKApPCTBEHHOro0 CpeactBa - COOTBETCTBME NIEKAPCTBEHHOro CpeacTBa
TpeboBaHUAM dapMakonenHon cratbun NMb6O B cCiyyae ee OTCYTCTBUS HOPMATMBHOM AOKYMEHTauuu
MU HOPMATUBHOIO AOKYMEHTA;

23) 6€e30MacHOCTb JIEKAPCTBEHHOINO CPEACTBA - XapaKTEPUCTMKA JIEKApCTBEHHOrO CpeacTBa,
OCHOBaHHasl Ha CPaBHUTENIbLHOM aHanuse ero 3 GEKTUBHOCTU U pUCKa NPUYNHEHUS Bpeaa 340pPOBbIO;

24) a(pheKTMBHOCTb NIeKapCTBEHHOro rnpenapaTta - XapakKTepucTuUKa CTeneHW MNOS0XUTEeNbHOro
B/INSIHNS NEeKapCTBEHHOro npenapata Ha Te4dyeHue, MNPOAC/IKUTENbHOCTL 3aboneBaHMsa wWAnM ero
npegoTBpaweHne, peabunutaumio, Ha  COXpaHeHue, npeaoTBpalleHne Wan  npepbiBaHue
bepeMeHHOCTH;

25) cepua NIeKapCTBEHHOrO CpeAcTBa - KOMIMYECTBO S1IEKAapCTBEHHOIO CPEeACTBa, Npou3BeAeHHoe
B pe3y/ibTaTe OHOr0 TEXHOMOMMYECKOro LMK/Ia ero nNpou3BOAUTENEM;

26)  perncTtpauMoHHoe  yAOCTOBEpPEHME  NIeKapCTBEHHOro  npenapata -  AOKYMEHT,
noATBepXAalLWmnn pakT rocyaapCTBEHHON perncrpaunm NeKkapCcTBEHHOro nNpenapara;

26.1) pgepxaTtenb Unu Brnageney perncTtpaumMoHHOro yaoCcToBepeHus fieKkapCTBEHHOro npenapara
- pa3paboTumKk neKapCTBEHHOro cpeacTBa, MNpou3BOAMTENb JIeKAapCTBEHHbIX CpeacTB WKW WUHoe
opunanyeckoe nuuo, obnagatouwiee npaBoM BAAEHUS PEruCTpauMOHHbIM YAOCTOBEPEHMEM, KOTOpbIE
HEeCyT OTBETCTBEHHOCTb 3a KayecTBo, 3pPeKTUBHOCTb M 6€30MacHOCTb NeKApCTBEHHOro Npenapara;
(n. 26.1 BBeaeH denepasnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

27) perucTpauuoHHbIA HOMep - KoaoBoe 0603HayeHWe, MPUCBOEHHOE JIEKApCTBEHHOMY
npenapaTy Npu ero rocyAapCcTBEHHOW perucTpauum;

28) obpauweHne nekapCTBEHHbIX CpeaAcTB - pa3paboTka, AOKIMHUYECKME WCCNEAOBaHUS,
KJIMHUYECKNe WnCCneaoBaHusl, 3KCNepTu3a, rocyfapCTBeHHas perncrtpauuns, craHgaptm3aums wu
KOHTPO/SIb KayecTBa, MNPOU3BOACTBO, W3roTOB/EHWE, XpaHeHue, nepeBoO3Ka, BBO3 B PoCCUMMNCKYHO
denepaumio, BbIBO3 Wn3 Poccuiickorn ®depepaumn, peknama, OTNYCK, peanusauus, nepegada,
NpUMEHEHNEe, YHUUYTOXEHNE NeKAapCTBEHHbIX CPeacCTB;

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

29) cybbekTbl oObpalleHuss feKapCTBEHHbIX CpeacTB - du3nyeckne nuvua, B TOM 4ucnie
NHAMBMAYaNbHble MNpeanpuHUMATENU, U pUaMYECKME Nnua, OCYLLECTBASKOWNE AeSTeNbHOCTb Mpu
obpalleHnn nekapCTBEHHbIX CPeACTB;

30) pa3paboTumMk feKapCTBEHHOrO cpeacTBa - OpraHmsauums, obnapatowas npaBaMn Ha
pe3ynbTaTbl AOK/INHUYECKMX UCCNeAOBaHUI NeKapCTBEHHOr0 CpeacTBa, KAMHUYECKUX MUCCrenoBaHUi
NeKapCTBEHHOro npenapara v (MNM) Ha TEXHONOrMO NPOM3BOACTBA JIEKAPCTBEHHOIO CpeacTBa;

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

31) Npomn3BOACTBO JIEKAPCTBEHHbIX CPEACTB - AESATENIbHOCTb MO MPOM3BOACTBY N1€KAPCTBEHHbIX
CPeACTB OpraHu3aumsiMn - NPOU3BOAUTENSIMU NIEKAPCTBEHHbIX CPEACTB Ha OAHOM CTaAWM, HECKONIbKUX
WNM  BCEX CTaaAMAX TEXHONIOMMYECKOro npoLecca, a TakKXe Mo XpaHeHuiw U peanusauuu
NPOM3BEZIEHHbIX JIEKAPCTBEHHbIX CPEACTB;

www.consultant.ru/cons/cgi/online.cgi?req=doc&ts=kNiKQISARbMJemSx&cacheid=D445E838A3C3CFE6155C473C64B8034D&mode=splus&... 6/103



10/10/21, 11:41 AM PepnepanbHbivi 3akoH oT 12.04.2010 N 61-P3 (pea. ot 11.06.2021) "O6 obpaLyeHun nekapcTBEHHbIX CPpeacTs”

31.1) npou3BOACTBEHHas  nnowagka -  TepputopuanbHO  060CO6NEHHbIN  KOMMNEeKC
Npou3BOANTENSA NleKapCTBEHHbIX CpeacTB, MNpeAHa3HayeHHbIn A719 BbINOSIHEHMSA BCEro rmnpouecca
NpOV3BOACTBA JIEKAPCTBEHHbLIX CPeACTB WM ero onpeaesnieHHon cTaanu;

(n. 31.1 BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

32) npon3BoaAnTESIb JIEKAPCTBEHHbLIX CPeEACTB - OpraHuU3aund, ocyuwecteBndarowad nponsBoacrteso
NeKapCcTBeHHbIX CpeaCTB B COOTBETCTBUU C Tpe6OBaHVI$|MM HacTosawero ®egepanbHOro 3akKoHa;

33) dapmaueBTMUYeCKas AesaTeNbHOCTb - AeATeNbHOCTb, BK/toYatowas B cebs onToBy TOProB/to
JIeKapCTBEHHbIMM  CpeaCTBaMWU, WX XpaHeHMe, nepeBo3Ky W (MAM) PO3HUYHYIO TOProB/k
JleKapCTBEHHbIMM MpenapaTtaMu, B TOM 4uCne AUMCTAaHUMOHHBIM CNOCOBOM, MX OTNYCK, XpaHeHue,
nepeBO3KYy, N3roTOBMIEHME NeKapCTBEHHbIX NpenapaTos;

(B pean. ®egepanbHoro 3akoHa ot 03.04.2020 N 105-®3)

34) opraHusaumMsi ONTOBOWM TOProBAW JIeKApCTBEHHbIMM  CpeAcTBaMM -  OpraHusauus,
OCYLLECTBNSAIOWAS OMNTOBYK TOProB/O JIEKAPCTBEHHLIMU CPEACTBAMU, UX XPpaHeHWe, MepeBO3KYy B
COOTBETCTBUM C TpeboBaHUSAMU HacTosilero ®eaepanbHOro 3akoHa;

35) anTeyHas opraHusauums - opraHusauusl, CTPYKTypHoe noapasaefnieHne MeanLMHCKOWN
opraHusaummn, OCyLLECTBNSAIOLWME PO3HUYHYIO TOProBJO JIEKAPCTBEHHbLIMU MpenapaTtamMu, B TOM 4ucCne
ONCTAHUMOHHBLIM  CrocoboM, XpaHeHue, nepeBO3KYy, W3roTOBNIEHME U OTMNYCK JIeKapCTBEHHbIX
npenapaTtoB Ans MeAUUMHCKOrO TMPUMEHEHUS B COOTBETCTBUM C TpeboBaHUSAMM HACTOSLLEro
defepanbHOro 3aKoHa;

(B pen. ®epepanbHbix 3akoHOB OT 25.11.2013 N 317-03, o1 03.04.2020 N 105-®3)

36) BeTepuMHapHas anTeyHas oOpraHmMsaumss - opraHumsauus, CTPYKTYpHOe noapasfesieHune
BEeTEPUHAPHOM  OpraHusaumn,  OCYLLEeCTBASAIOWME  PO3HUYHYIO  TOProB/ld  JieKapCTBEHHbIMU
npenapatamMm, B TOM 4ucne AUCTAHUMOHHBLIM CrnocoboM, XpaHeHue, WU3roToBJIeHME WU  OTNyCK
NleKapCTBEHHbIX MpenapaToB Af19 BeTepuHapHOro rMpuUMEeHeHUs B COOTBETCTBUMM C TpeboBaHMAMMU
HacToswero defepanbHOro 3aKoHa;

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

37) danbcnduUMpOBaHHOE  JIeKApCTBEHHOE  CpPeACTBO -  JIEKApCTBEHHOE  CPeAcCTBO,
COMPOBOXAAEMOE JIOXXHOW MHMDOpPMaLUMEN O ero coctaBe un (MIn) NponsBoanTene;

38) HepobpokayecCTBeHHOe JfleKapCTBEHHOe CpeAcTBO - JIEKApPCTBEHHOE CpeacTBO, He
cooTBeTCcTBYOWEee TpeboBaHNAM apMakonenHom crtaten MO B cny4vyae ee OTCYTCTBUA TpeboBaHUAM
HOPMaTUBHOW AOKYMEHTauuu Uam HOpMaTUBHOIO AOKYMEHTA;

39) KoHTpadaKTHOe NeKapCTBEHHOE CPEeACTBO - JIEKApPCTBEHHOE CPEeACTBO, HaxoAsileecs B
060poTe C HapyLIEeHNEM MPaXKAaHCKOro 3aKOHOAATENbCTBA;

40) [OOKIMHMYECKOE  UCCedoBaHME  JIeKapCTBEHHOro  cpeactBa -  6buonormyeckue,
MUKPOBUMOSIOrMYECKNE, MMMYHONOMMUYECKME, TOKCMKOIorMyeckmne, dapmakonorndeckune, gusmnmyeckue,
XUMUYECKNE W ApYyrne WCCNeAoBaHUs NeKapCTBEHHOrO CpeAcTBa MYyTEM MPUMEHEHUS HAYYHbIX
METOAOB OLIEHOK B LEeNsX MoJlydeHus [okasaTefibCTB 6e30MacHOCTM, KadecTBa M 3DdPEKTUBHOCTH
NIEKAPCTBEHHOIO CPEACTBA;

41) KIMHMYECKOe ucCcnefoBaHME JIEKAPCTBEHHOro mnpenapata - M3y4YeHue AMArHoCTUYECKUX,
ne4yebHbIX, npodunakTMyecknx, dapMaKoorMyeckux CBOWCTB JIEKApCTBEHHOro npenapata B
npouecce ero MNpPUMEHEHUS Yy 4esioBeKka, >XMBOTHOro, B TOM 4MCMe TMpPOLEeCCOB BcCacbiBaHuS,
pacnpeneneHnsi, N3MeHeHUs U BbiBEAEHUS, NMYTEM MPUMEHEHMS Hay4YHbIX METOAOB OLEHOK B Lensax
nosly4yeHus AokasaTesbCTB 6€30MacHOCTM, KayecTBa M 3P HEKTUBHOCTM NEKAPCTBEHHOro npenaparta,
OAHHbIX O HeXenaTesibHbIX peakuMsiX OpraHmMaMa 4enoBeKa, >XMBOTHOrO Ha MpPUMEHEeHMe
NeKkapCcTBeHHOro npenapata n 06 a3ddekTe ero B3aMMOAENCTBUS C APYrMMU JIEKAPCTBEHHbLIMMU
npenapatamu n (UIN) NULWEBBLIMU NMPOAYKTAaMM, KOPMaMU;

42) MHOMOLEHTPOBOE K/MHWYECKOe WCCNefoBaHME  JleKapCTBEHHOro npenapata  Ans
MEAMUMHCKOrO TMPUMEHEHUS - KJIMHUMYECKOoe WccneAoBaHWe JNeKapCTBEHHOro rnpenapaTta  Ans
MEAMUMHCKOro MNpUMEHEeHUs, NpoBOAMMOE pa3paboTYMKOM JIeKapCTBEHHOro npenapata B ABYX MU
bonee MeAMUMHCKMX OpraHusauusx no eAMHOMY MPOTOKONY KJIMHMYECKOro uccnenoBaHus
NeKapcTBEHHOro npenaparta;

43) MexAyHapoAHOe MHOrOLEHTPOBOE K/IMHUYECKOE MccnenoBaHWe fiekapCTBEHHOroO npenapara
AN MEAMUMHCKOrO MNPUMEHEHUs - KJIMHMYEeCKoe WUCCNefoBaHMe JIeKapCTBEHHOro npenaparta Ans
MEeAMLUMHCKOro NMpMMeHEeHMUs, NpoBoAMMOe pa3paboTUMKOM JIEKApCTBEHHOrO npenapaTta B pasfIMyHbIX
CTpaHax Nno eAMHOMY MPOTOKOY KIMHUYECKOrO UCCNef0BaHUSA IeKapCTBEHHOMO NpenapaTa;
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44) nOCTpernucTpauuMoHHOe K/IWMHUYECKOe uccneaoBaHWe JNleKapCTBEHHOro npenapaTta  Ans
MEAVUMHCKOro TMpUMEHEeHUs - KJAWHWYECKOe WCCnefoBaHMe JfeKapCTBEHHOro npenapata  Ans
MEAMUMHCKOrO  MpPUMMEHEHUs, NPOBOAMMOE  MNPOU3BOAUTENEM  JIEKAapCTBEHHOro  npenapara,
rpakaaHckuii 060poT KOTOPOro OCYLLECTBNASIETCS MNOC/Ae roCyAapCTBEHHOM perucrpauum, B uensax
OOMNOJSIHUTENbHOro cbopa AaHHbIX 0 ero 6e30nacHOCTM N 3MPEKTUBHOCTU, paclUMPEHUST NOKA3aHUI K
NPMMEHEHUIO AAHHOMO JIEKApCTBEHHOrO npenapaTa, @ TakXe BbISABNIEHUS HeXenaTeNbHbIX peakuui
nauMeHTOB Ha ero AencTeue;

45) wnccnepoBaHne OWMO3KBUBANIEHTHOCTM N1IeKApCTBEHHOrO npenapaTta - BWA KIMHUMYECKOro
nccnenoBaHUs  NeKapCTBEHHOro  npenaparta, MNpoBeAeHMe  KOTOpOro  ocCyllecTBnsercs  Ans
onpenesieHnsi CKOpPOCTM BCacCbiBaHUS U  BbiBEAEHUS OAHOr0 WM  HECKOsIbkux obnagarowmx
dapMakonorM4eckom akKTMBHOCTbIO AEUCTBYHOLWMNX BELLECTB, KONMYeCTBa leKapCTBEHHOro npenapaTa,
AOCTUralLero CUCTEMHOrO KpOBOTOKA, M pe3ynbTaTbl KOTOPOro MO3BOAAKT CAenaTb BbIBO4 O
6M03KBMBANEHTHOCTM  BOCMPOU3BEAEHHOrO  NIeKAapCTBEHHOro  npenapata B OnpeAeneHHbIX
JleKapCTBeHHOM ¢dopMe ” [03MPOBKe, COOTBETCTBYyWWMX GopMe U  [03UMpoBKE pedepeHTHOro
NlekapCTBEHHOro npenapara;

(n. 45 B pea. ®egepanbHOro 3akoHa o1 22.12.2014 N 429-03)

46) wnccnepoBaHue TepaneBTUUYECKON 3SKBMBAMIEHTHOCTUM JIEKAPCTBEHHbIX MpenapaTtoB - BuUA
K/IMHMYECKOro nccneaoBaHUs NeKapCTBEHHbIX MpenapaToB, NpoBeAeHMe KOTOPOro OCYyLUecTBAseTCs
ONS BblSIBNIEHUS OAMHAKOBbIX CBOMCTB J1EKAPCTBEHHbIX MpenapaToB onpeaeneHHOM NieKapCTBEHHOM
dopMbl, a TakKxe Hananuunua OAMHAKOBbLIX rMokasatenenm 6e3onacHocTM U 2P EHEKTUBHOCTH
NleKapCTBEHHbIX NpenapaTtoB, OANHAKOBLIX KJIMHNUYECKNX 3P PeKTOB NpU UX NPUMEHEHUN;

47) NpOTOKOJT KJIMHUYECKOro UCCNeA0BaHUA NIeKapCTBEHHOro npenaparta - [IOKYMEHT, B KOTOPOM
onpeaensawTcs  Uenu, @OpMbl  OpraHMsauuM W METOAONIOrMA  MPOBEAEHUA  KIIMHUYECKOro
NccnenoBaHns, CTaTUCTUYECKME MeToAbl 06paboTKM pe3ysibTaToB TakKoro WCCIeAoBaHUs M Mepbl Mo
obecneyeHnio 6€30MacHOCTM GU3MUYECKUX NNL, YYacCTBYOLWMUX B KJIMHUYECKOM UCCNeaoBaHuu
NIeKapCTBEHHOro npenapara;

48) 6powtpa wWccnenoBaTenss - CBOAHOE  W3JIOXKEHWE pe3ysbTaToB  AOK/IMHWUYECKOro
nccnenoBaHUs NTEKAPCTBEHHOMO CPeACTBa U KIMHUMUYECKOro UCC/IeA0BaHUSA IEKAPCTBEHHOMO npenapaTta
ANA MeAULMHCKOro NPUMEHEHUS;

49) WHPOPMALUMOHHbIA NINCTOK MauWeHTa - AOKYMEHT, B KOTOPOM coAep)XaTca B AOCTYMHOM
dopMme cBepeHus, Kacalowmecs MNpoBOAMMOrO KJAMHUYECKOro MCCNeaoBaHWs NeKapCTBEHHOro
npenapaTta, U B NUCbMeHHOW ¢dopMe f06poBONbHOE corflacMe naunmeHTa Ha ydacTve B KIMHWUYECKOM
nccnenoBaHUM NeKkapcTBEHHOro npenapaTta nocie 03HaKOMEHMS C 0COH6EeHHOCTSIMU KITMHUYECKOro
NccneaoBaHus, UMEKLLMMW 3HAUYEHWE A1 BbIpa)XEHUS Takoro cornacus;

50) nobouHoe pencTBMe - peakumss OpraHuMsMa, BO3HMUKLWIAS B CBSA3M C MNPUMEHEHUEM
NleKkapCTBEHHOro npenapaTta B A03ax, PEKOMEHAYEMbIX B WMHCTPYKUMM MO ero NpuUMEeHEeHWUto, Ans
npodunakTMKn, AMarHoCTUKN, nevyeHuns 3abonesanmsa nnu anga peabunmtaumm;

50.1) HexenaTenbHasd peakumsa - HenpeaHamepeHHas HebnaronpuaTHas peakuuss opraHusma,
KOTOpas MOXeT 6bITb CBA3aHa C NpUMEHEHWEM fleKapCTBEHHOrO nNpenapara;
(n. 50.1 BBeaeH ®deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

51) cepbe3Has HexenaTesibHas peakums - HeXenaTenbHasl peakuusi opraHmsMa, CBs3aHHasa C
NpUMeHeHNeM JleKapCTBEHHOro npenapaTta, npuBealasl K CMepTu, BPOXAEHHbIM aHOMaausaM WNun
nopokam pa3Butus nnbo npeacrasnsiowas coboi yrposy xusHu, Tpebywlias rocnutanmsaunm unm
npueeawas K CTOMKOM yTpaTe TpyAOCNOCO6HOCTU U (UMW) MHBANNLHOCTH;

52) HenpeaBuaeHHasa HexenaTenbHas peakuus - HexernaTenbHas peakuusa opraHusMa, KoTopas
CBfi3aHa C NpUMEHEeHWEM NeKapCTBEHHOro npenapaTta B [03aX, PeKOMeHAYeMbIX B MNPOTOKOJIE ero
KJIMHWYECKOro wuccneposaHus, 6powtope wuccnegosatens, WAM C NPUMEHEHWEM N1IEKAPCTBEHHOro
npenapata B A03aX, PeKOMeHAYyeMblX B WHCTPYKUMM MO ero MNpuUMEHEHWUD ANns npodunakTuku,
ANArHOCTUKN, nedyeHus 3aboneBaHuUs WAN MeAUUMHCKOW peabunutaumMm nauyueHTa, W CyLHOCTb,
TSXKECTb WM UCXOA KOTOPOM He COOTBETCTBYEeT WHMOpMauMm O JNeKapCTBEHHOM npenapaTte,
coaepxawlenca B MPOTOKOJSIE ero KJAMHUYECKOro uccnenosaHus, bpowope wuccnegosatens wUan B
MHCTPYKUWM NO NPUMEHEHUIO NIEKAPCTBEHHOMO Npenapara;

(n. 52 B pea. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

52.1) dapmakoHan3op - BMA AeATENbHOCTU MO MOHUTOPUHrY 3d@eKTUBHOCTU N 6e3onacHoOCTU
NleKkapCTBEHHbIX MpenapaTtoB, HanpasB/ieHHbIn Ha BbISB/IEHWE, OUEeHKY W npefoTBpalleHue
HeXxenaTesnbHbIX NocneaCTBUA NPUMEHEHUS JIeKapCTBEHHbIX NpenapaTos;

(n. 52.1 BBeaeH deaepasnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)
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52.2) nnaH ynpasneHusa puckamm - rnogpobHoe ornucaHve MeponpuaTUii no dapMakoHaA30py,
HanpaBfieHHbIX Ha BbIBIEHWE, OUEHKY W NpeAoTBpaleHne uan MUHMMU3ALUMID PUCKOB, CBA3aHHbIX C
NleKkapCTBEHHbIMU MpenapaTtamMu, BKIYasa oueHKy 3p@PeKTUBHOCTU AaHHbIX MEPONPUATUN;

(n. 52.2 BBeaeH deaepasnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

53) peuent Ha NeKapCcTBEHHbLIA NpenapaTt - MeAUUUMHCKUI OOKYMEHT YCTaHOBJIEHHOW (OpPMbI,
cogepXxalwmii HasHayeHue nekapCcTBEHHOro npenapaTta Ans MeguMuUMHCKOrO NpUMEeHeHusl, BblAaHHbIN
MeaNUNHCKUM paboTHUMKOM B LensdxX OTnycKa NeKapCTBEHHOro rnpenapata WM ero U3roToBJSIeHUS U
oTnycka Ha 6yMa)kHOM HocuTene uauM C corfnacus nauueHTa WM ero 3aKOHHOro npeacrtaBuTens B
¢dopMe 3N1eKTPOHHOro AOKYMEHTa, NoAMUCAHHOIo C MCNOJ/Ib30BaHUEM YCUIEHHOW KBannduumMpoBaHHOM
3NEeKTPOHHOW noanucu MeauumHckoro paboTHuka, N0 [OKYMEHT YCTaHOBAEHHOW OopMbl,
cogepxalwmn HaszHavyeHune fiekapCTBEHHOrO npenapaTta ANs BeTepuHapHOro rnpuUMeHeHus, BblAaHHbIN
cneuvanucTtoM B ob6sacTm BeTepuHapuuM B Lenax OTMNycKa JleKkapCTBEHHOro rpenapata Win ero
N3roTOBJIEHMS M OTNyCKa Ha ByMaxHOM HOcuTene;

(B pea. ®eaepanbHbixX 3akoHOB OT 29.07.2017 N 242-93, ot 02.08.2019 N 297-03)

54) TpeboBaHve MeAMUMHCKOW oOpraHusaumu, BeTEPUHAPHOM oOpraHusaumm - AOKYMEHT
YCTaAHOBJ/IEHHOW (POpPMbl, KOTOPbIM BbINMUCAH MeANUUUHCKUM paboTHMKOM WUAK cneumnanncTtom B obnactu
BeTEpUHaApuKN, UMELWMMM Ha 3TO MNpaBoO, U COAEPXUT B MUCbMeHHON ¢dopMe yKasaHue anTeyHowu
OpraHmsauum uan BeTepuHaApHOM anTevyHOoW opraHusaumnm o6 oTnycke NnekapcTBEHHOro npenapaTa wuau
0 ero wusrotoBneHun un o6 otnycke pana obecneyeHus nedyebHoro npouecca B MeAULMHCKOWN
opraHmsauumn, BeTepnHapHoOW opraHmsauum;

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

55) KoMnnekcHas oueHKa JieKapCTBEHHOrO npenapata - OUeHKa 3aperncrpmpoBaHHOro
NIeEKapCTBEHHOro npenapaTa, BkA4Yawwas B ceba aHanu3 UWHGoOpMauMM O CpaBHUTENbHOWN
KNMHU4Yeckon adpdheKTUBHOCTU M 6€30NacHOCTU JIEKApCTBEHHOrO Npernaparta, OUEHKY 3KOHOMUYECKUX
nocneacTBUn  ero  MNPUMEHEHUHA,  M3ydYeHue  AOMNOSHUTENbHbLIX  MOCNEACTBUA  MPUMEHEHUS
NIEKaApCTBEHHOrO NpenapaTa B Lensax MpUHATUS pelleHnin O BO3MOXHOCTU BK/TIOYEHNS TEKAPCTBEHHOIO
npenapata B MNepevYeHb >XM3HEHHO HEOO6XOAMMbIX W BaXHEWLWKUX JeKapCTBEHHbLIX MNpenapaTos,
HOPMaTMBHbIE NPaBOBbIE aKTbl U MHblE AOKYMEHTLI, ONpeaensawme nopsaok okasaHnusa MeauunMHCKOM
MOMOLLUN, UM UCKITIOYEHUS €r0 N3 YKa3aHHbIX NepeYHs, akToB U AOKYMEHTOB;

(n. 55 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

56) cucremMa MOHUTOPUHra [ABWXEHWUS JfleKapCTBEHHbIX MpenapaTtoB ANA MeAUUMHCKOro
npuMeHeHnsa - deaepanbHas rocygapcrBeHHas MHMOPMaUMOHHASA CUCTEMA MOHWUTOPUHIA ABUMXKEHUS
JNleKapCTBEHHbIX MpenapaTtoB ANg MeAUUMHCKOro MNpUMEHeHWs OT rnpou3BoauTens A0 KOHEYHOro
notpebutens C WCNONb30BaHMEM B OTHOLWIEHUW JIeKapCTBEHHbIX MpenapaTtoB ANa MeAUMUMHCKOro
NpUMEHEeHUs CPeACTB naeHTUduKaumn.

(n. 56 BBeaeH ®enepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

Maga 2. NTONTHOMOYUA PEOEPATIbHbLIX OPFTAHOB UCMOJNTHUTENIBHON
BIIACTU, OPTAHOB UCMOJNTHUTENIbHOW BIIACTU CYBBEKTOB POCCUMNCKOW
®EOEPALUM NMPU OBPALLEHUU NEKAPCTBEHHbIX CPECTB

Crtatba 5. MonHoMouusa d¢enepanbHbIX OPraHoOB WCMNOJIHUTENIbHOW BJIacCTU nNpu
o6pauleHnn iekapCcTBEHHbIX CPEeACTB

K nonHomoumsaM  deaepanbHbiX OpraHoB  WUCMNOSHUTENbHOW BNactM npu  obpalleHuu
NIEKAPCTBEHHbIX CPeACTB OTHOCATCS:

1) npoBepeHue B Poccuiickon ®epepaumm eOVHOM rocyaapCTBEHHOW MNOAUTMKKM B obnactu
obecrneyeHnss NneKapCTBEHHbIMK NpenapaTtamu rpa)xaaH B Poccuinckon depepaunn;
(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2) yTBepxaeHue obwmx dapmMmakonenHolx crTater, dapMakonenHblx CcTaTen, wusgaHue
rocyfapcTBeHHOM ¢apMakonen, co3fgaHve U BefeHue peectpa dapMakonenHbiX CcTaH4apTHbIX
o6pa3uos.;

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

3) ocyuwecTBnernme denepanbHOro rocyaapCTBEHHOr0 KOHTPoAasa (Haa3opa) B cdhepe obpalleHus
NleKapCTBEHHbIX CPeacTB;
(B pea. ®enepanbHbiX 3akoHoB OT 25.06.2012 N 93-®3, o1 11.06.2021 N 170-®3)
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4) nUUEH3MpOBaHWE TMPOU3BOACTBA JIEKAPCTBEHHbLIX CpPeAcTB, B TOM uucne denepasnbHbIi
rocygapCTBEHHbIN  JIMLEH3MOHHbLIN KOHTPOJb AeATeSIbHOCTM MO  NPOM3BOACTBY JIEKapPCTBEHHbIX
cpeacTts, nepuoagmyeckoe rMoATBEPXAEHNE COOTBETCTBMSA JNMUEH3MATa, WMMEKLWero JIMUEH3MI0 Ha
NpOV3BOACTBO JIEKAPCTBEHHbIX CPeAcTB, M dapMaueBTUYeCKON AesATEeNIbHOCTU B COOTBETCTBUU C
3akoHonartenbcrsoM Poccuiickon degepaumn;

(B pean. ®egepanbHoro 3akoHa ot 11.06.2021 N 170-®3)

5) opraHumsauma sKCnepTusbl NEeKapCTBEHHbIX CpPeACTB, 3TUUYECKOW 3KCNepTuU3bl BO3MOXHOCTMU
NnpoBeAeHMNs KIMHMYECKOro UCCrneaoBaHUSA NeKapCTBEHHOro npenapata  And MeauuMHCKOro
NMPUMEHEHNs, 3KCNepTM3bl AOKYMEHTOB, MpeAcCTaBfieHHbIX ANs  onpeaeneHuss BO3MOXHOCTHU
paccMaTpuBaTb JIEKAPCTBEHHbLIA MpenapaTt Aas MeAMUMHCKOro MpPUMEHEHUS MpU rocyaapCTBEHHOM
pernctpaumm B kadectese opdaHHOro 1eKkapCcTBEHHOro npenaparta;

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

5.1) opraHumsaumsa npoBefeHMs KOMMNEKCHON OLEHKW JieKapCTBEHHOrO npenapaTta B Uenax
NPUHATUSA peLleHMn 0 BO3MOXHOCTU BKJIOUYEHUS NeKapCTBEHHOro npenaparta B NepeyeHb XWU3HEHHO
HEO6XOANMBIX M BaXKHEMWWX NeKapCTBEHHbIX npenapaToB, HOpPMATMBHble MpaBOBble aKTbl U WHble
OOKYMEeHTbl, onpegensaiwme nopsanoKk OKasaHWa MeAUMUMHCKOM MOMOLWM UM UCKIIIOYEHUS ero m3
yKa3aHHbIX NepeyHs, aKkToB U JOKYMEHTOB;

(n. 5.1 BBegeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6) Bblgaya paspeleHnii Ha npoBeAeHME KIMHUYECKUX WUCCNeAoBaHUM  JIEKApCTBEHHbIX
npenapaToB, BeAeHME peecTpa BblAaHHbIX pa3peLlleHnMin Ha NpoBeaeHNEe KIMHUYECKUX UCCeAoBaHNM
JNIeKapCTBEHHbIX NMpenapaTos;

7) rocynapCTBeHHasi perncrpauus IeKapCTBEHHbIX MNpenapaTtoB, BeAeHWe rocyAapCTBEHHOrO
peecTpa /IeKapCTBEHHbIX CPEACTB;

8) opranusauma n (Mnn) NpoBeaeHNEe NHCNEKTUPOBaHUA CcybbekToB 0bpalleHmns nekapCTBEHHbIX
CpeAcCTB Ha COOTBETCTBME NpaBuiaM Haaexallen nabopaTopHOW NpakTUKK, NpaBuiaM Haanexallemn
KIIMHUYECKOM NPaKTUKK, MpaBuaaM Hagnexawen npakTuKyu XpaHeHNUs N nepeBo3Kn IeKapCTBEHHbIX
npenapaToB, NpaBuiaM Haanexawlen ANCTpnbbOTOPCKOM NpakKTUKM, NpaBuiam Hagaexallemn
anTeyHoW NpaKTUKK;

(n. 8 B pen. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

8.1) opranmsauma wu (Mnn) NpoBeAEHME  WHCNEKTUPOBaHUSA cybbekToB obpalleHus
NleKapCTBEHHbIX CpeACTB Ha cooTBeTcTBMe TpeboBaHMAM NpaBwua Haanexawen npou3BOACTBEHHOW
NpaKTUKK, Bblaaya 3ak/lOYeHUMAW O COOTBETCTBUM MNPOM3BOAMTENS  NIeKApPCTBEHHbIX CPeacTB
TpeboBaHMAM NpaBua Hagnexallen Npon3BOACTBEHHOM NMPaKTUKK;

(n. 8.1 BBeaeH ®enepalnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

8.2) ycTaHOBneHue nopsigka BeAeHUs U BeAeHWe rocyfapCTBEHHOro peecTpa 3aK/4YeHuin o
COOTBETCTBMW MPOU3BOAUTENS JIeKApCTBEHHbIX CpeacTB TpeboBaHMAM NpaBwua  Haanexalewn
NPOM3BOACTBEHHOW NMPaKTUKK;

(n. 8.2 BBeaeH ®enepalnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

9) rocydapCTBeHHas perucrpauuss npeaenbHbIX OTNYCKHbIX LUEeH npou3BoaMTenen Ha
NleKapCTBEHHbIE NpernapaTtbl, BK/AKYEHHblE B MepeyvYeHb XM3HEHHO HeObXOAMMbIX W BaXHEMLWKnX
NIeKapCTBEHHbLIX MNpernapaTtoB, U BeAeHMe roCcyAapCTBEHHOrO peecTpa npeaesibHbiX OTMYCKHbIX LEeH
npom3BoAnTENENn Ha NeKapCTBEeHHble npenapaTbl, BKAOUYEHHbIE B NepeyeHb XXU3HEHHO HeobXoauMbIX
N BaXXHeWLKnX NeKapCTBEHHbIX NpenapaTos;

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

9.1) cornacoBaHne NPOEKTOB pPELUEHUN OPraHOB UCMONHUTENbHOW BNacTu Cyb6bekToB POCCUINCKOM
Q®epepaumm 06 ycTtaHOBAEHUUM U (MNN) U3MEHEHUW NpefesibHbIX pa3MepoB OMTOBbIX HaA6aBOK WU
npeaesnbHbIX pa3sMepoB PO3HUYHbLIX HaabaBOK K (aKTUYeCKMM OTMYCKHbIM LieHaM, YCTaHOBJSIEHHbIM
NpoVU3BOAUTENSAMM JleKAapCTBEHHbLIX MNpenapaToB, Ha sfeKapCTBEHHble rnpenapaTtbl, BKAOYEHHbIE B
nepeyeHb XXM3HEHHO HEOH6XOAMMBIX N BaXXHENLMNX feKapCTBEHHbIX NpenapaTos;

(n. 9.1 BBeageH ®enepanbHbIM 3aKOHOM 0T 13.07.2015 N 241-03)

10) Bblaaya, yCTaHOB/EHME nNOpsAKa BblAAYM pa3pelleHns Ha BBO3 KOHKPETHOMW napTuu
NekapCcTBEHHOro cpeacTtea B Poccuinckyto degepaunto;
(n. 10 B pea. ®egepanbHoro 3akoHa ot 02.08.2019 N 297-03)

10.1) Bblgaua, yCTaHOBJIEHME MOpPSAKa BblAauM U HOpPMbl AOKYMEHTA, KOTOPbIM MOATBEPXKAAET,
4YTO MNPOM3BOACTBO JIEKAPCTBEHHOro npenaparta Afs8 MeAUMLUMHCKOro MPUMEHEHUS OCYLLECTBJ/IEHO B
COOTBETCTBUMM C TpebOBaHMSAMWU TMpaBu/l  Hagsexallen npousBOACTBEHHON MPaKTUKNU WAN  YTO
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JIeKapCTBEHHbIM MpenapaTt A/1s BeTEPMHAPHOro NpUMeHeHust gonyuweH K obpalleHuio B Poccuiickon
depepaumun, U MOANEXUT MPEeACTaBAeHUO Mo TpeboBaHWUIO YMNOJIHOMOYEHHOrO OpraHa CTpaHbl, B
KOTOpPY0 BBO3UTCS SIeKapCTBEHHbIN npenapart;

(n. 10.1 BBeaeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pen. PeaepanbHOro 3akoHa oT
02.08.2019 N 297-03)

10.2) Bblgava, ycTtaHoB/eHMe NopsaiKka BblAauym U POpMbl AOKYMEHTa, coAepiKallero ceeieHums o
CTaAndaX TEXHONOrM4yeckoro npouecca rnpou3BOACTBA JIEKAPCTBEHHOMo cCpeacTBa ANA MeAWLMHCKOro
NpPUMEHEeHUs, OCyLLEeCTBASEMbIX Ha TeppuTopun EBpasminckoro sKOHOMMYECKOro cow3a;

(n. 10.2 BBeneH ®enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03, B pen. PenepasnbHOro 3akoHa oT
13.07.2015 N 241-®3)

11) co3gaHne COBETOB MO BOMpPOCaM, CBA3aHHbIM C 06palleHNEM NIEKAapCTBEHHbIX CPEACTB;
12) atrecTtauusa n ceptudukKauma cneumanmncros;

13) ytpatun cuny c 1 centabpsa 2013 roaga. - ®enepanbHblid 3akoH o1 02.07.2013 N 185-03;

14) ocyuwecTBneHne papMakoHaa3opa;
(n. 14 B pen. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

15) yyacTue B MeXxAyHapoaHOM COTPYAHUYECTBE;

16) nony4yeHue no 3anpocaM ynosIHOMOYEHHOro deaepasbHOr0 OpraHa UCMOMHUTENbHOM BNacTu
OT OpraHoB WCMOJIHUTENbHOM BNacTu CybbekToB Poccuickon depepaumm, a Takxe OT CybbekToB
obpalleHns NnekapCTBEHHbIX CPeACTB ANS MeAMUMHCKOrO MnpuMeHeHuss mHdopMmaumMm no BOMpocam
YCT@HOBJIEHUSA N MPUMEHEHMUS LIeH Ha NIeKapCTBEHHble npenapaTtbl n HaabaBoOK K HUM;

17) npuMeHeHWe Mep OTBETCTBEHHOCTM 3a HapylleHue 3akoHoaaTenbcTBa Poccuiickon
®denepaunu;

18) yTBepxaeHne npaBun Hagnexawen nabopaToOpHOM NpaKTUKWM, MOpaBua Hagjexalen
KNIMHUYECKOM NpaKTWUKW, NpaBwa Haanexallein npom3BOACTBEHHOM NpakTUMKW, NpaBua Hagnexallen
NpakTUKNW  XpaHeHMA U  MepeBO3KM  JIeKapCTBEHHbIX MpenapaTtoB, NpaBuia  Haanexatlewn
OUCTPUOBIOTOPCKON MNpaKTUKW, MpaBuil Hagnexalwen anTeyHoM MpakTUKK, MpaBui Haanexallemn
NpakTUKKN papMakoHaA30pa SieKapCTBEHHbIX NpenapaTos AN19 MeAULMHCKOro NMpUMeHeHus;

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

19) ycraHoBneHue nopsaka GOPMUPOBAHMS PEFNCTPALMOHHOIO A0Cbe Ha J1EeKAaPCTBEHHbIN
npenapaT u TpeboBaHUI K IOKYMEHTAM B €ro COCTaBe;
(n. 19 BBeaeH ®egepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

20) yTBepxxaeHue npaBui pauMoHanbHOro BbiIbOpa HaMMeHOBAHMIM NIeKApPCTBEHHbLIX NMpenapaToB
Ans MeanuMHCKOro NpuUMeHeHns;
(n. 20 BBeaeH deanepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21) yTBEpXAEHNE NEPEYHS HAMMEHOBAHWIN NEKAPCTBEHHbLIX MOPM;
(n. 21 BBeaeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

22) ytpaTtun cuny ¢ 1 mapta 2020 roga. - ®eaepasnbHblid 3aKoH 0T 27.12.2019 N 475-03;

23) yTBepxaeHue TpeboBaHMI K WUHCTPYKUMM MO MEeAUUMHCKOMY MPUMEHEHUID NeKapCTBEHHbIX
npenapaToB M K MHCTPYKLUN NO BETEPUHAPHOMY MPUMEHEHMUIO SIeKapCTBEHHbIX MpenapaTos;
(n. 23 BBeaeH denepasnbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

24) NpuUHATUE PELLUEHUI, ABASOWMUXCS OCHOBAHUAMU ANS BKAIOYEHUS AOMEHHbIX MMeH u (nnan)
yKasaTenen CTpaHuul CanTtoB B MHMPOPMaLUMOHHO-TENEKOMMYHUKALMOHHON ceTn "MHTepHeT", a Takxke
CeTeBbIX aApecoB B €AMHYI0 aBTOMATU3NPOBAHHY MHMOPMaLMOHHYO cucteMmy "EAMHbIN peecTp
OOMEHHbIX WMEH, yKasaTenen CTpaHul CanToB B WHGPOPMaLMOHHO-TENEKOMMYHUKALUMOHHON CETU
"MIHTepHeT" M ceTeBbIX aApecoB, MO3BOMAKWMUX MaeHTUdUUMpPOBaTbL CalTbl B MHMOPMALMOHHO-
TEeNeKOMMYHUKaUMOHHON ceTn "NHTepHeT", coaepxawme nHdopmaunto, pacrnpocTpaHeHUEe KOTOPON B
Poccuitckoin ®depepaummn 3anpelleHo"”, B OTHOWEHWUM WHGOopMaumu, coaepXkallein npensioxeHue o
PO3HWYHOWM TOProBnEe NeKapCTBEHHbIMM MpenapataMM, B TOM 4MCNE AUCTAHUMOHHBLIM CrnocoboM,
pPO3HMYHAsl TOProBnsi KOTOPbIMM OrpaHM4YeHa WM 3anpelleHa B COOTBETCTBMWM C HACTOSLUUM
denepanbHbiM 3aKOHOM, U (MK) MHMOPMaUUK, coaepXKaller npeanoXeHne O PO3HUYHOW Toprosne
JIeEKapCTBEHHbIMM MpenapaTtaMu, B TOM 4YuUCe AUCTAaHUMOHHbIM CNOCO60M, NMUAMWU, HE WUMEKLWMMMU
JIMUEH3UN U pa3pelleHnss Ha OCYLLUECTBNIEHWE TAaKOW AEATENIbHOCTU, €CNM MNOoJSIyYeHUE JNMUEH3UU U
pa3pelleHns NpeayCcMOTpeHOo 3aKoHOoAaTeNbLCTBOM 06 obpalleHnm nekapCTBEHHbIX CPeacTB;
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(n. 24 B pen. ®enepanbHoro 3akoHa ot 03.04.2020 N 105-®3)

25) BblgavYa paspeleHMit Ha BBOA B rpaxaaHCkui o60poT  MMMYHOBMONOrMyeckux
JNleKapCTBEHHbIX NpenapaTos.
(n. 25 BBeneH ®enepanbHbIM 3aKOHOM 0T 28.11.2018 N 449-03)

KoHcynbTaHTlI0C: npnMeyaHue.

Ct. 5.1 pacnpocTpaHsaeTcs Ha MOSIHOMOYMS, KOTOpble He nepedaHbl A1 OCYLLeCTB/IeHMS opraHam
rocyaapCTBEHHOM BNacTu cybbekToB P® 1 opraHaM MecTHOro caMoynpaBieHus
COOTBETCTBYHOLWMMU dheaepanbHbiMn 3akoHaMn (O3 ot 13.07.2015 N 233-D3).

Cratba 5.1. Tlepepada ocywecTBieHUss NoOJIHOMouMi cenepanbHbiIX OpPraHoB
MCNOJIHUTEJIbHOMN BJ1aCTH npu ob6paweHun neKapcTBEeHHbIX CpeACTB oOpraHam
MCNOJIHUTEJIbHOM BnlacTu cybbekToB Poccuiickon depgepauumn

(BBegeHa depeparsnbHbiM 3aKOHOM 0T 13.07.2015 N 233-03)

MonHoMouns denepanbHbIX OPraHOB MCNOAHUTENBLHOM BAAaCTM npu obpalleHnn NeKapCTBEHHbIX
cpeacTts, nNpenycMOTpeHHble HacTosawmMm ®degepanbHbiM  3aKOHOM, MOryT nepefaBaTbCa  AN4
OCYLLUECTB/IEHNS  OpraHam UCNoNHUTEeNbHOM  Bnactm  cybvekToB  Poccuiickon  depepaunm
nocrtaHosneHnsmn lNpasutenbctBa Poccuickon  depgepaumm B nopsake, YCTaHOBNEHHOM
denepanbHbIM 3aKOHOM OT 6 oKTA6psa 1999 roga N 184-03 "O6 obwmx npuHUMNAxX opraHusaumu
3aKoHoaaTeslbHbIX (MpeacTaBuUTENbHbIX) W MCNOAHUTENbHbLIX OpraHoB rocyaapCTBEHHOM BAacTu
cybbekToB Poccuiickonn depgepaunmn”.

Cratbsa 6. MosIHOMOYMA OpraHoB MCMOJIHUTE/IbHOW Bnactu cy6bekta Poccuickon
depepaumm npy obpalleHUm JieKapCTBEHHbIX CPeACTB

K nonHOMOYMAM OpraHoB WCMONMHUTENBHON Bractu cybbekTa Poccuitckon ®epepaumn npwu
obpalleHnn nekapCTBEHHbIX CPeACTB OTHOCATCS:

1) paspaboTtka W peanus3auusd pernoHanbHbIX NporpamMmMm obecrnedyeHus  HaceneHus
NleKkapCTBEHHbIMU MpenapaTtamu;

2) yCTaHOB/NEHME MNpeaesibHblIX pa3MeEpPOB ONTOBbLIX HanbaBoK M npeaesibHblIX pa3MepPoOB
PO3HUNYHbIX HaanbaBoK K d)aKTMl-IeCKVIM OTNYCKHbIM U€HaM, YCTaHOBJIEHHbIM MNPON3BOANTENAMU
NEKaApPCTBEHHbLIX MpEenapaTtoB, Ha JNEKAPCTBEHHbLIE MpeEnapaTtbl, BK/AKYEHHbLIE B MNEPEYEHb XM3HEHHO
Heo6Xo0ANMbIX U BaKHENLNX NEKapPCTBEHHbLIX MpenapaTos,

3) ocCyLwecTBNeHNE pernoHanbHOro rocyfapCTBEHHONO0 KOHTPOSSA 3@ MNPUMEHEHMEM LEeH Ha
NleKapCTBEHHbIE rMnpenapaTbl, BK/IOYEHHbIE B MepeyeHb XWU3HEHHO HEeO6XOAUMbIX W BaXHEMLnX
JleKapCTBEHHbIX MpenapaToB, OpraHusauMsMm OMNTOBOW TOProB/IM JieKapCTBEHHbIMU CpeacTBaMy,
anTeyHbIMM OpraHM3auusaMun, WHAUBUAYANbHbIMW NpeanpUHMMATENSIMU, WUMEWMMU ANLEH3MIO Ha
dapmaueBTUUECKYD AedATeNIbHOCTb, MeAUUMHCKMMU OpraHu3aunsMn, MUMELWnUMn AULeH3MIo Ha
dapmaueBTUUECKYD AeAaTeNbHOCTb, W uX 060cobneHHbIMM NoapasgeneHnamm  (ambynatopusamu,
denbawepcknuMmm 1 denbalepcko-akylwepckMMmM MNyHKTamMu, uUeHTpamm (oTaeneHnsmmn) obliein
BpayebHoOM (ceMerHOMN) NpaKTUKK), PachnosiOXEHHbIMU B CENbCKUX HAceneHHbIX MYHKTaX, B KOTOpPbIX
OTCYTCTBYIOT anTeYHble opraHm3auum;

(B pea. ®enepanbHbixX 3akoHOB OT 25.06.2012 N 93-®3, o1 27.12.2019 N 475-03)

4) npuHATME pelleHns o6 KUCcnosb3oBaHUWM Ha Tepputopun cybbekTa Poccuiickon depepaumm
Hapsay C peuenTaMn Ha JieKapCTBEHHble npenapaTbl, OdOpMAEHHbIMM Ha 6yMaXXHOM HocuTene,
peLenToB Ha NeKapCcTBeHHble npenapaTbl, CHOOPMUPOBAHHBLIX B (POpMe 3NEKTPOHHbIX AOKYMEHTOB.

(n. 4 BBeaeH depepasnbHbIM 3aKoHOM OT 29.07.2017 N 242-03)

Maea 3. TOCYAAPCTBEHHAA ®APMAKOIMNESA

Cratba 7. Pa3pabotrka u wuspgaHue rocyaapcTBeHHou ¢apmakonen, pasMeljeHue
AaHHbIX O HEU

1. MNMog rocypapcTBeHHON dapMakoneen MNOHMMAETCs CBoA obwmx dapMakoOnenHbIX cTaTen u
dapMakonenHblx cTaTen.
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2. Pazpabotka obuwmx dapMakonenHbiXx cTaTem W QapMakonemHblX cTaTen, B TOM uucne
dapmakonenHbix cTaTe Ha QapMakonenHble CcTaHAapTHble o6pasubl, W BKAOYEHWE WX B
rocyaapCTBeHHy0 dapMakone OCyWeCcTBASITCA B NOpaAKe, YCTaHOB/IEHHOM YMNOJIHOMOYEHHbIM
denepanbHbIM OPraHoM UCMOSIHUTENbHOM BNACTU.

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

3. Pa3pabotka dapMakonemHonm CTaTbM Ha pedepeHTHbIM NeKapCTBEHHbLIN Mpenapat U
BK/IIOYEHME €e B [OoCydapCTBEHHYK dapMakoneww B TeyeHMe CpokKa AeNCTBUS  3alluThl
WUCKIOYNTENBHOIO NpaBa, YAOCTOBEPEHHOro MaTeHTOM Ha pedepeHTHbIN NIeKapCTBEHHbIA Npenapar,
OCYLLECTBAAITCA C corfacus ero paspabotuuka.

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

4. TocypapcTBeHHas apmakones u3gaeTcss YMNOJIHOMOYEHHbIM denepasbHbIM  OpraHoMm
WMCNOSIHUTENBbHOM BNacTM 3a cyeT cpeAcTB denepanbHoro 6waxera M NOANEXUT nepensgaHusMm He
pexe 4YeM OAWMH pa3 B NATb JIeT, B Mepuod Mexay KOTOPbIMU M3AAOTCS NPUIOKEHUS K
rocynapctBeHHoOM apMakonee, coaepxawune obwmne dapmakonemHble crtatb u  (nan)
dapmakonerHble CTaTbW, YTBEPXAEHHbIE TMOCNEe W3AAaHUA WKW Nepen3faHns rocyAapCTBEHHOWM
dapmakonen.

5. YnonHoMouyeHHbIt denepanbHblii OpraH WCNOJHUTENBbHOM BAAcTU pa3MewaeT AaHHble O
rocynapCcTBeHHOM ddapMakonee U MPUIOXKEHMAX K HENW Ha CBOeM oduuManbHOM canTe B CETU
"MIHTepHeT" B YCTAHOB/IEHHOM UM NOPSAAKE.

Maea 4. IMLUEH3UPOBAHUE NPOU3BOACTBA JIEKAPCTBEHHbLIX CPEACTB
U ®APMALEEBTUYECKOW OEATENBbHOCTU, TOCYOAPCTBEHHbLIA KOHTPOIb
(HAOQ30P) B COEPE OBPALLEHUA NEKAPCTBEHHbIX CPEACTB

(B pen. ®epepanbHOro 3akoHa ot 11.06.2021 N 170-93)

Cratba 8. JlMueH3mpoBaHMe NPOM3BOACTBA  JIeKapCTBEHHbIX  CpeacTB 7]
¢dapMaLeBTUHECKOW AeATEeNbHOCTH

1. JlMueH3MpoBaHMe NPOU3BOACTBA JN1IEKAPCTBEHHbIX CpeacTB W dapMaueBTUYECKOom
AEeSTENIbHOCTU OCYLLECTB/IIETCS B COOTBETCTBMM C 3aKOHOAATENLCTBOM Poccuiickoin deaepaumu.

2. Ob6sa3aTenbHbIM YCNOBMEM MNpefoCcTaBieHns ULEH3MM Ha MNPOU3BOACTBO JIeKAPCTBEHHbIX
CPeACTB ABMSAeTCHa NPUNOXEHNE K 3a8B/IEHNID COMCKaTeNsa NNLUEH3NM NepeydHs fleKapCTBEHHbIX HOpM n
(vnn) BmMpoB dapMaueBTMHECKMX CybCTaHuWM, KOTOpble MPOU3BOAUTENb NIEKAPCTBEHHbIX CPeacTB
HaMepeH Npou3BOAMUTD.

KoHcynbTaHTIIIOC: NpuMeYvaHue.
C 01.03.2022 B 4. 3 cT. 8 BHOCATCSA M3MeHeHus (®3 ot 11.06.2021 N 170-®3). Cm. byaywiyto
pedakumio.

3. B cnyyae Heo6xoanMOCTM paclumpeHmst Npon3BOACTBA JIeKapCTBEHHbLIX CPEACTB 3a CYET HOBbIX
NeKapCcTBeHHbIX (GopM U BUAOB dapMaueBTUYECKUX CybCTaHUMIA MPOU3BOAUTENb JIEKAPCTBEHHbIX
CPEeACTB AO/KEH NepeodopMnTb NNLEH3MIO Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPeACTB.

(B pean. ®egepanbHoro 3akoHa ot 02.08.2019 N 297-03)

4. JlMueH3na Ha nNpou3BOACTBO JieKapCTBEHHbIX cpeacts (dapmaueBTudeckon cybcTaHumu
cnupta 3TWUNOBOro (3TaHosna) BbIJAETCS MNpUM  YCIOBUWM  HanMuus Yy OpraHM3auumM Ha npase
CO6CTBEHHOCTWN,  XO3SNCTBEHHOr0  BeAEeHUs WM ONepaTMBHOrO  yrnpaBfieHUss  OCHOBHOIO
TexHonormyeckoro obopyaosaHus ANs NPOU3BOACTBA 3TUIOBOrO CNuMpTa, 3aperncTpupoBaHHOro B
COOTBETCTBMM CO cTatben 14.1 depepanbHOro 3akoHa oOT 22 Hoabpsa 1995 roma N 171-®3 "O
rocyaapCTBEHHOM perynmMpoBaHMn NpousBoACTBa M 060poTa 3TMNOBOrO CAMPTa, ankKorofibHOM W
cnupTocoaepXxalwen npoaykumm wn o6 orpaHmuyeHmn notpebneHns (pacnutus) ankKorosibHOWM
npoaykuumn".

(4yacTb 4 BBegeHa ®enepasbHbIM 3aKOHOM OT 27.12.2019 N 481-03)

Ctatbsa 8.1. OCO6eHHOCTM NUUEH3UPOBaAHUA NPOU3BOACTBA JIEKAPCTBEHHbLIX CpPeAacTB
(dbapMmaueBTUUECKO Cy6CTaHLUMM cnUpTa 3TUI0BOIO (3TaHOA)
(BBeaeHa ®enepasnbHbIM 3aKOHOM OT 27.12.2019 N 481-03)
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1. [deinctBne nNUUEH3NUM Ha TMPOM3BOACTBO JIEKAPCTBEHHbIX CpeAcTB (dapMaueBTUYeCcKomn
cybcTaHumMm cnupTta 3TUAOBOro (3TaHosa) MpUOCTaHaBMBAETCA B 4acTWM nMpaBa Ha NpPOM3BOACTBO
dapmaueBTUyeckon cybCctaHUuMmM cnupta 3TUIOBOro (3TaHona) NUUEH3MPYHOLWKMM OPraHoM B Criydasx,
onpeaeneHHblX ctatben 20 PepepanbHOro 3akoHa ot 4 mas 2011 roga N 99-03 "O nMUEH3MPOBAHMMK
OTAENbHbIX BUAOB AEeATENIbHOCTU", a TakKXe Ha CpPOK MNPUOCTAHOBJIEHMS AEUCTBUSA JINLUEH3UM Ha
Npou3BOACTBO 3TWUAOBOrO CNMpTa Ans8 MNpom3BoacTBa (apMaueBTMYecKon cybcTtaHuum cnupTa
3TMNoBoro (3taHona), BblAAHHOM B COOTBETCTBUM C PedepasibHbIM 3aKOHOM OT 22 Hosbps 1995 roaa
N 171-®3 "O rocynoapCTBEHHOM peryinpoBaHuM TMpou3BoACTBa M 060poTa 3TWIOBOrO CNMPTa,
a/IKOroNIbHOM U cnupToCoAEepXallen npoaykumm wmn o6 orpaHndyeHnn notpebneHuns (pacnutms)
aNKOrosibHOM NpoayKuum".

2. [JenctBue nuUEH3UM Ha MNPOU3BOACTBO JIEKAPCTBEHHLIX CpeacTB (dapMaueBTUYEeCKON
cybctaHuMm cnupTa 3TuUnoBoro (3TaHosla) B 4acTM MnpaBa Ha NpPOU3BOACTBO (hapMaLeBTUYECKOMN
cybcTaHuMM cnupTta 3TMNOBOro (3TaHosa) npekpawaeTcs JWMUEH3MPYIOWWMM OpraHoM B cnydasx,
onpegeneHHbliX ctatben 20 depepanbHOro 3akoHa ot 4 masd 2011 roga N 99-03 "O nnuUeH3MpPoOBaHUMK
OTAENbHbIX BWMAOB AeATeNbHOCTM", a TakXe C AaTbl NPeKpaweHus WUAM aHHYMPOBaHUS AeNCTBUS
JIMUEH3MM Ha MPOM3BOACTBO 3TMNIOBOrO cnupTa A48 NpoOM3BOACTBa apMaueBTUHeckon cybcTaHuum
cnupTa 3TunioBoro (3TaHosna), BblAAHHOM B COOTBETCTBUM C DeaepanbHbIM 3aKOHOM OT 22 Hos6ps
1995 rompa N 171-®3 "O rocynapCTBEHHOM peryinpoBaHuM NpousBoacTBa M obopoTa 3TUNOBOro
CnnpTa, aJIKOrosIbHOM N CMMPTOCOAEPXKALLEN NMPOoAYKLUMM U 06 orpaHnyeHnn notpebneHusa (pacnmtus)
aNIKorosibHOM NpoayKunm".

Cratbsa 9. NocypapcTBeHHbIW KOHTponb (Haa3sop) B chepe obpalleHna NeKapcTBeHHbIX
cpeacrts
(B pen. ®epepanbHOro 3akoHa ot 11.06.2021 N 170-93)

1. TocyamapcTBeHHbIN KOHTponb (Haa3op) B cdepe obpalweHnsa NeKapCTBEHHbLIX CpeacTB
ocywecTeBngeTca nocpeacTsoM denepanbHOro rocyfapcTBeHHOro KoOHTpons (Haasopa) B cdepe
obpauleHns nekapCTBEHHbIX CpeacTtB M deaepanbHOro rocyaapCTBEHHOrO SIMLEH3MOHHOMO KOHTPOAs
OEeATEeNIbHOCTM NO  MPOU3BOACTBY J1EKAPCTBEHHbIX CpPeACTB, OcylwecTBaseMblx denepanbHbiMK
opraHaMum UCNoHUTENbHOM BNacTK, YyNonHOMoYeHHbIMK MpaBuTtenbCcTBOM Poccuinckomn Gepepaunn.

2. lNpeaometoM denepanbHOro rocyaapCcTBeHHOro koHTtponsa (Haasopa) B cdepe obpauweHus
JIEKAPCTBEHHbIX CPEACTB ABASAKOTCS:

1) cobnoaeHne obsa3aTenbHbiX TpeboBaHui B chepe obpalleHns NeKapCTBEHHbIX CpeacTs, B TOM
yucne:

a) TpeboBaHWI K AOK/IMHUYECKUM WCCNEA0BaHUAM N1eKapCTBEHHbIX CPeAcCTB, KJIMHUYECKUM
nccnenoBaHWsIM - IEKAPCTBEHHbIX MpenapaTtoB, W3roTOBMIEHUID, XPaHEHWto, nepeBOo3Ke, BBO3Y B
Poccuiickyio ®depepaunto, OTMNYyCKy, peanusauuu, nepepade, npoAaxe JieKapCTBEHHbIX CpeacTs,
NPUMEHEHWNIO NEKAPCTBEHHbLIX MPEenapaToB, YHUUTOXEHMUIO JIEKAPCTBEHHbIX CPEeACTB, YCTaHOBIEHUIO
NPON3BOANTENSIMU JIEKAPCTBEHHbIX MPEnapaToB LEH Ha JSleKapCTBeHHble npenapaTtbl, BK/OYEHHbIE B
nepeyeHb XU3HEHHO HEOBXOAMMbIX M Ba)KHEMLINX NeKapCTBEHHbIX NpenapaTos;

6) TpeboBaHWM K COOTBETCTBUIO JEKApPCTBEHHbIX CPeACTB, Haxoaswmxcs B obpaleHun,
nokasaTtensaM kadectBa, 3HHEKTUBHOCTM M 6e30MNacCHOCTU, YCTAHOB/SIEHHbLIM B COOTBETCTBMM C
HacToswmnM denepasnbHbIM 3aKOHOM;

B) TpeboBaHun K cobnoaeHnio cybbekTamMn obpaleHms neKkapCcTBEHHbIX CPEeACTB, YKa3aHHbIX B
yactn 1 ctatbn 67.1 HacTosdwero deaepanbHOro 3aKoHa, orpaHMYeHnin, Hanaraemblx cTatbaMm 67.1 u
67.2 HacToswero ®egepanbHOro 3aKoHa;

2) cobnwaeHne  NUUEH3MOHHbLIX TpeboBaHMM K  OCyLllecTBAeHUto  dapMaueBTU4YeCcKom
[esATeNbHOCTH;

3) cobniogeHne TpeboBaHM K npenocTasBneHMio cybbekTamu obpalleHns nekKapcTBEHHbIX
CcpeactB  MHGOpMaumMnm O NeKapCTBEHHbIX cpeacTtBax W (WAW)  NeKapCTBEHHbIX npenapaTax,
npenycMoTpeHHoun ctatbamm 9.1, 52.1 n 64 Hactoawero defepanbHOro 3akoHa.

3. Mpun ocywectsneHun deaepanbHOro rocyaapcTBEHHOro KoHTpond (Haa3opa) B cdepe
obpalleHnss NnekapCTBEHHbIX CpeACTB MNpOBOASATCA cneaylowmne Buabl KOHTPOJSbHbIX (HaA30pPHbIX)
MeponpuUATUIA:

1) npokymeHTapHas npoBepkKa;

2) Bble3aHas NpoBepKa;
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3) BbIGOPOYHbBIM KOHTPOJSIb KA4yecTBa;

4) KOHTPOJIbHAA 3aKyrka;
5) NHCNEeKUNOHHbIN BU3UT;

6) HabniogeHne 3a cobnoaeHueMm obsazatenbHblX TpeboBaHuM (MOHUTOPUHI 6e30nacHoOCTU)
(dbapMmakoHaasop).

4. OpraHu3aums M ocyuwectBneHme deaepanbHOro rocyaapcTtBeHHOro KoHTpons (Haa3opa) B
chepe obpalleHns nekapCTBEHHbIX CPeAcTB peryanpytotcs deaepanbHbiM 3akoHoM oT 31 uionsg 2020
roga N 248-®3 "O rocyaapCTtBeHHOM KOHTpone (Haa3ope) M MyHMUMnanbHOM KOHTpose B Poccuinckoin
depepaumn”.

5. BHennaHoBbl BbIGOPOYHbIN KOHTPOSIb KayecTBa MNPOBOAUTCS B TOM 4UMC/Ie Ha OCHOBaHWUU
NporpamMmmbl NMpOBEPOK.

6. MNMnaHoBbIN BbIGOPOYHbIN KOHTPOJIb KayecTBa He NMpoBOAUTCS.

7. Mo pe3ynbTataM BbIGOPOYHOIro KOHTPOSISA KayecTBa Hapsay C peweHnaMmn, npeaycMoTpeHHbIMU
denepanbHbIM 3akoHOM OT 31 mionsg 2020 roga N 248-d3 "O rocyaapCTBEHHOM KOHTposie (Haasope) u
MyHMUMNANBHOM KOHTpone B Poccuiickon ®enepauun”, denepanbHbIMM OpraHaMm UCMOSHUTENbHOMN
BNacTu, YMOSHOMOYEHHbIMM Ha OCYyLleCcTBAeHWEe BbIBOPOYHOro KOHTPOSS KayecTBa, NpUHUMaOTCH
cnegytoume peleHus:

1) o panbHeNweM rpaxaaHCcKkoM 060poTe cepuu, MapTUM COOTBETCTBYIOLLENO NIEKAPCTBEHHOMO
cpeacTtBa B C/lydae MOATBEPXAEHMS MO pes3ynbTaTaM MNpPOBEAEHHbIX WCMAbITAHUM COOTBETCTBUSA
KauyecTBa NEKAapPCTBEHHOIO CpeAcTBa YCTAaHOBEHHbIM TpeboOBaHUSAM;

2) 06 U3bATUM U3 rpaxkgaHckoro obopoTa cepuun, NapTUM COOTBETCTBYHOLLErO JIEKAPCTBEHHOMO
cpeacTBa B Cllydae BbISIBMIEHUS MO pe3ynbTaTaM NpoBeAEeHHbIX UCMbITaHUI HECOOTBETCTBUS KayecTBa
NeKapCTBEHHOrO CPeACTBa YCTaHOBNEHHbIM TpeboBaHMUsM;

3) 0 nepeBoae NeKapCTBEHHOro cCpeacTtBa Ha MNOCEPUMHLIA BbIGOPOYHLIN KOHTPOSb KayecTBa
NIEKApCTBEHHbLIX CpeaAcTB B CNy4vYae MNOBTOPHOrO  BbISAB/IEHUS  HECOOTBETCTBMSI  KayecTBa
NIeKapCTBEHHOro0 CcpeacTtBa YCTaHoBNEHHbIM TpeboBaHMaM KM (Npn HeobxoAMMOCTM) O nMpoBepke
cybbekTa obpalleHnss nekapCTBEHHbIX CpeacTB. Pacxoabl, CBsi3aHHble C NpoBeAeHMEM MOCEPUINHOIo
BblIOOPOYHOrO0  KOHTPOAS, ONJayYMBalTCs MPOU3BOAMTENEM JNeKapCTBEHHOro cpeacrtesa nmnbo
aepxarenem unm BnagenblueM perncTtpaumoHHOro yaoCToBepeHns ekapcTBEHHOro npenapara.

8. denepanbHbIl rOCYyAapCTBEHHbIA JIMLLEH3UOHHbLIN KOHTPOAb AESATENbHOCTM MO MpOM3BOACTBY
NIEKAPCTBEHHbLIX CpeaACTB OCYLLECTBNSETCS B COOTBETCTBMM C 3aKOHOAATENbCTBOM POCCUMIACKOWM
denepaumn.

Cratbsa 9.1. lNporpaMmma npoBepokK
(BBeaeHa depepanbHbiM 3akoHOM OoT 11.06.2021 N 170-®3)

1. B uenax opraHuMsauuu BbIGOPOYHOrO KOHTPOAS KayecTBa J1IeKapCTBEHHbIX CPeACTB
bopMupyeTcs nporpamMma npoBepok.

2. Ona uenen peanusaumu nNporpaMmbl NMPOBEPOK MNPOU3BOAMTENN NEKAPCTBEHHbLIX CPeACTB WU
opraHusaumu, OCYLUECTBASOWME BBO3 JIEKAPCTBEHHbIX cCpeactB B Poccuiickyto depepauuto,
NnpeaocTaBnsitoT B OTHOWEHUMWM J€KapCTBEHHbLIX CpeaACTB AN  MeAWLUMHCKOro MPUMEHEHUS B
YNOSIHOMOYEHHbIN deaepanbHbin opraH MCNOSIHUTENbHOW BNAcTU, OCYLECTBASOWMIA GDYHKUMU MO
KOHTpPO/MII0O M Haa3opy B cdepe 34paBOOXPaHEHUS, B OTHOLWIEHUMW NEKAPCTBEHHbLIX CPeAcTB Ans
BETEPMHAPHOrO0 MPUMEHEHUSA B YMNOJAHOMOYEHHbIN deaepanbHbiil OpraH MCNOSHUTENIbHOW BAacTu,
OCYLLUECTBASAKWMA DYHKLUMM MO KOHTPOJIO U HaaA30py B cdhepe obpalleHUs fieKapCTBEHHbIX CpeacTB
AN BEeTEepUHApPHOro rMpUMEHEHMUs, CBeAeHUss O cepusax, NapTUsaX JeKapCTBEHHbIX CpeacTs,
MOCTynawLWKnX B rpaxaaHckmin obopoT B Poccuinckon depepaunm, B nopsake, coctraBe u obbeme,
YCT@HOBJ/IEHHbIX YKa3aHHbIMM denepanbHbIMM OpraHaMm MWCNOAHUTENbHOM BacT B OTHOLUEHUMU
NleKapCTBEHHbIX CpeacTB ANs MeAMUMHCKOro NMpUMEHEHUS U B OTHOWEHMW NeKapCTBEHHbIX CPeacTB
O BETEPUHAPHOrO NPMMEHEHMUSI COOTBETCTBEHHO.

3. lporpamma npoBepok (GOpMUPYETCS Ha KaneHAapHbii rog B cpok ao 30 gekabps roaa,
npeawecTByoWero rogy nposeaeHuUs BblI6OpPOUYHOro KOHTPOSS.

4. B cnyyae HacTynieHus CobbiTui, yKasaHHbiX B noAnyHkTax "6" u "B" nyHkTa 2 4yactm 6
HacTosiWen cTtaTtbM, penepanbHbIM OPraHOM MCNOSHUTENbHOM BNACTU, OCYLECTBASAIOWNM GYHKUNN NO
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KOHTPO/IO M Haa3opy B cdepe 34paBoOXpaHeHus, denepanbHbiM OpraHoM WUCMONHUTENbHOM BNacTy,
OCYLLECTBNSAIOWNM (YHKUMN NO KOHTPOSKO U Haa3opy B cdhepe obpalleHus ekapCTBEHHbIX CPeacTB
ANSE BETEPUMHApPHOro MpPUMEHEHUs1, NpU HeobXOAMMOCTM BHOCSITCS COOTBETCTBYHOLUME M3MEHEHUS B
nporpamMmy NpoBepoOK.

5. B nporpaMMy npoBepOK MOryT BKJIHOYATbCS MEPOMPUSTUS C YYETOM HapyLUEHUN, BbISIBIEHHbIX
B paMKax KOHTPOJIbHbIX (HaA30PHbIX) MEPONPUATUIA 3@ NpeablayLWMA KaneHaapHbIA roa.

6. MNporpamMMa NpoBEPOK COAEPKUT:

1) nepeyeHb nekapCTBEHHbIX cpeacTts, oTb6op ob6pa3uoB KOTOPbIX 6yAeT OCyLWecTBASATbCA B
paMmKkax BbIGOPOYHOro KOHTpPONs, OpMUpPYEMbI C Yy4eTOM pe3ysibTaTOB roCyAapCTBEHHOrO KOHTPOS
(Hag3opa) B cdepe obpalleHMs NeKapCTBEHHbLIX CPeACTB 3a KaJleHAApHbIA rod, NpeawecTBYLWni
roay nposeaeHus BbIGOPOYHOro KOHTPONS;

2) YKasaHumne Ha C06bITVIe, HacTtyniaeHmne KOTOporo sAB/A€TCA OCHOBaHMEM ANd OCYLWIECTBJIEHUA
Bbl60p0'-IHOFO KOHTpONA:

a) nony4dyeHue cBeAeHUN, NpeacTaBNsieMbiX B COCTaBe U 06beMe, YCTaHOB/IEHHbIX deaepanbHbIM
OpraHoM MCNOJHUTENbHOM BNACTWU, OCYLUECTBASKOWMM (DYHKLUMM MO KOHTPOJIO M Haa3opy B cdepe
3ApaBooxpaHeHus, deaepanbHbiM OPraHoOM MCMNONHUTENbHOW BMACTU, OCYLWECTBAAWNM DYHKUNN NO
KOHTpPO/0 1 Haa3opy B chepe obpalleHnss nekapCTBEHHbIX CPeACTB A9 BETEPMHAPHOro NpUMeEHeHuUs,
O cepusix, NapTuUsax NeKapCTBEHHbIX CPeACTB, MOCTYyMawlMX B rpaxaaHckuin obopoTt B Poccuinckon
denepaumm, YyKasaHHbIX B MNYHKTe 1 HaCcTosWeEW 4acTu, OpraHusaumsiMn, OCYLLECTBSKOWMMU
NpoM3BOACTBO NIEKApPCTBEHHbLIX CcpeacTB B Poccunckon degepaunn 1 BBO3 JIeKapCTBEHHbIX CPeAcTB B
Poccuinckyto ®epepaunto;

6) nonyyeHme NMocTynarlLLeN B NMOpsaKe, YCTaHOBIEHHOM CcTaTbeln 64 Hactosauwero deaepanbHOro
3aKOHa, WHdopMauuMnm 0 NobOYHbLIX AENCTBUAX, HeXenaTeflbHbIX  peaKuusix, Cepbe3HbIX
HeXenaTesflbHbIX peakuusax, HenpeaBUAEHHbIX HeXenaTenbHbIX peakunsax npu  MPUMEHEHUN
NIeKapCTBEHHbLIX npenapaTtoB, 06 MHAMBMAYaANbHOW HENMEPEHOCUMMOCTU, OTCYTCTBUM 3(PEHEKTUBHOCTU
NIeKapCTBEHHbIX NpenapaToB, a Takxe 06 MHbIX pakTax U 0b6CcToATENbCTBAX, NPEeACTaBASOWMX YIPo3y
XXU3HWU MW 300pOBbl0 Yenoseka NMbO XMBOTHOMO NMpU NPUMEHEHUU NEKApPCTBEHHLIX MpenapaToB U
BbISIBNEHHbIX Ha BCex 3Tanax obpalleHns NnekapCTBEHHbIX nNpenapaTtoB B Poccuitckon degepaunn m
ApYrux rocygapcreax;

B) MosiyyeHue B COOTBETCTBUU C PeaepanbHbiM 3akoHOM oT 31 mons 2020 roga N 248-®3 "O
rocyaapCTBEHHOM KOHTpone (Haa3ope) M MyHMUMNanbHOM KOHTposne B Poccuiickonn degepauunn'
CBeeHNUN O NPUYMHEHUU Bpeaa wunun o6 yrpose NpuYMHEHUs Bpeda XXW3HW, 340pPOBbI0 rpaxaaH uau
YKMBOTHbIX.

Cratba 9.2. lNocyaapcTBeHHbI KOHTponb (Haa3op) 3a peanu3auuven opraHamm
MCNOJIHUTEeNbHOMU BJlacTU cybbekToB Poccuickon dDepepauum noJsHOMouun B coepe
obpalleHnsa neKkapCcTBEeHHbIX CPEeACTB AN MeAULMHCKOro NpuMeHeHus

(BBeaeHa depepanbHbiM 3akoHOM OoT 11.06.2021 N 170-®3)

1. TocynapCTBEHHbI KOHTpOsb (HAA30p) 3a peanusaumert opraHamu MCMOAHUTENIbHOMW BAacTu
cybbekToB Poccuinckon degepaummn nNoaHOMoumin B cepe obpalleHns nekapCTBEHHbIX CpeacTB AN
MEAVLUMHCKOro MNpPUMEHEHUS OCYLLEeCTBNSAETCS YMNOJIHOMOYEHHbIM [lpaBuTenbCTBOM Poccuiickom
denepaumun opraHoOM UCMOSHUTENBHOM BACTU.

2. [peameToM rocyaapCTBEHHOro KOHTpons (Haasopa) 3a peanuvsaumen opraHammu
UCNONHUTENBHOMN Bnactn cybbekToB Poccuinckorn ®depepauumm nNosHOMouMn B cdepe obpalwleHus
NleKapCTBEHHbIX CpeacTB A/ MeAULUMHCKOrO NpUMeHeHus asnaseTca cobnogeHne ynoaHOMOYEHHbIMU
OpraHamMu ucnosiHUTeNnbHOM BRacTn cybbekToB Poccuiickon depepaumnm MeTOAWKUM YCTaHOBAEHUS
npefesnbHbIX pa3MepoB OMNTOBbIX HaAbaBOK W MpefenbHblIX pa3MepoB pPO3HUYHBLIX HaabaBoOK K
(paKTUYEeCKNM OTNYCKHbIM LieHaM, YCTaHOBJIEHHbIM NMPOU3BOAUTENSAMUN JIEKAapPCTBEHHbIX NpenapaTos, Ha
NleKapCTBEeHHble rMnpenapaTtbl, BK/IOYEHHblE B MNepeyYeHb >XWU3HEHHO Heob6XOAMMBbIX W BaXXHEMLWnX
NleKapCTBEHHbIX NpenapaTos.

3. Mpn ocywecTBneHnn rocyaapCTBEHHOro KOHTpons (Hap3opa) 3a peanmM3aunmen opraHamm
UCNONHUTENBHOMN Bnactn cybbekToB Poccuinckoin ®epepauum nNosHOMouMn B cdepe obpalwleHus
NleKapCTBEHHbIX CpeAcTB AN MeAMUMHCKOro MNMpUMEHEHUst TMpoBOAATCSA  cleaywowme  Buabl
MeponpuUATUIA:

1) AOKYyMeHTapHble NMPOBEPKMU;

2) Bble3Hble NPOBEpKMU.
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4. OpraHm3aumsa U OCyLlecTB/IeHWe roCyAapCTBEHHOr0 KOHTponsd (Haa3opa) 3a peanusaunen
opraHamMnm WCNONHUTENbHOW Bnactu cybbekToB Poccuiickon depgepaumm MNOAHOMOYMA B cdepe
obpalleHns nekapCTBEHHbIX CPeAcCTB ANs MeAUUMHCKOro npuMeHeHus perynumpytotca deaepasnbHbIM
3aKoOHOM OT 6 okTsA6psa 1999 roga N 184-03 "06 0bWwmMxX NpUHUMNAX OpraHM3aumMn 3aKOHOAATESbHbIX
(NpeacTtaBUTENbHbLIX) U UCMONHUTENIbHBIX OPraHoOB rOCyAapCTBEHHOM BnacTu cybbekTtoB Poccuitckoi
depepaymn”.

5. TonoxeHue 0O rocygapCTBeHHOM KOHTposie (Haa3ope) 3a peanus3aumen opraHamu
UCNONHUTENBHOMW Bnactn cybbekToB Poccuinckon denepauum nosHoMouun B cdepe obpalweHus
NleKkapCTBEHHbIX CpeacTs  And  MeAUUMHCKOro  MpuMeHeHusa  yTeepxaaetcs [lpaBuTenbCTBOM
Poccuinckon ®egepaunn.

Cratba 9.3. PervoHanbHbIA rocyfapcrBeHHbIW KOHTponb (Hag3op) 3a NMpUMEHEHUEM
LUeH Ha NieKapCTBeHHble NnpenapaTtbl, BK/IIOYEHHblIe B NepevyeHb XU3HEHHO Heo6XxoaAuMbIX U
Ba)XHEMNLINX JIEKAPCTBEHHbIX NpenapaTtoB

(BBegeHa degepasnibHbiM 3aKOHOM oT 11.06.2021 N 170-03)

1. PervoHanbHbI rOCYyAapCTBEHHbIM KOHTpoab (HaA30p) 3a TMPUMEHEHMEM LEH Ha
NleKapCTBEHHbIE MnpenapaTbl, BK/IIOYEHHbIE B MEpeYeHb >XWU3HEHHO HEeOo6XOAMMbBbIX W BaXHEMLNX
NleKapCTBEHHbIX MNpenapaToB, OCYLECTBASETCS OpraHoM WCMNOSHUTENbHOW BracTtu cybbekTa
Poccuiickorn ®depepaumm, YNOAHOMOYEHHbLIM BbICLUMM WMCMOSIHUTEIbHBIM OPraHOM roCyAapCTBEHHOM
Bnactu cybbvekta Poccuinckon degepaumu.

2. NpegMeToM pervoHanbHOro rocygapCcTBEHHOro KOHTpond (Haa3opa) 3a NpUMEHeHUEM LIeH Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/HOUYEHHbIE B MepeyYeHb >XWU3HEHHO HEeO6XOAMMBLIX U BaXHENLWMUX
JIeEKapCTBEHHbIX  MpernapaToB, sBAsSEeTCcsS  cobnogeHue  opraHusaumsMm  OMNTOBOM  TOProBAu
JIeKapCTBEHHbIMU CPEACTBAMU, anTeYHbIMW OpPraHM3aunsMn, HAMBUAYabHbIMM NpeanpuUHUMaTENSIMHU,
UMELWMMM  NIMLEH3NID Ha dapMaUeBTUUYECKYID AeSTeNbHOCTb, MeAWUUMHCKUMW OpraHm3aumsiMu,
UMEKLWMMM  NIMUEH3NID  Ha  (apMaueBTUUECKYD  AesaTeNnbHOCTb, WM uX  060Cc06neHHbIMK
noagpasgeneHnamm (ambynatopusamu, denbawiepckmumm u  denballepcko-aKylwepCckuMnU MNyHKTaMm,
LeHTpamun (otaenenHmammn) obuwen BpadebHol (CeMelrHoM) NpakKTUKKN), PacnoiOXKEHHbIMU B CEMbCKUX
HaceneHHbIX MYHKTAxX, B KOTOPbIX OTCYTCTBYIT anTeyHble OpraHusauuMu, nNpuv peanusaumu
NleKapCTBEHHbIX npenapaToB TpeboBaHWIW K MPUMEHEHUIO LEH, YPOBEHb KOTOPbIX HEe [O/KeH
npeBbiWaTb CYMMY (PaKTUYECKOW OTMYCKHOWM LeHbl, YCTAHOBMIEHHOW NPOM3BOAUTENEM NEeKAPCTBEHHbIX
npenapaToB, M KOTOpble He MpeBbIWAT 3aperncTpMpoBaHHbIX MNpeAefibHbIX OTMYCKHbIX LEH, U
pa3MepoB OMNTOBbIX HagbaBok M (MNM) pasMepoB PO3HWUYHbIX HaabaBoOK, He npeBbllakowmx
COOTBETCTBEHHO pa3MepoB MnpeaenbHbiX ONTOBbIX HaabaBok u (uMnmM) pasMepoB npenesbHbIX
PO3HUYHbIX HaabaBOK, yCTaHOB/EHHbIX B cybbekTe Poccuiickon deaepauni.

3. OpraHusauus M OCyLLeCTBNEHNE PEermoHanbHOro rocyfapCTBEHHOro KOHTpons (Haasopa) 3a
NpUMEeHeHNeM LieH Ha NeKapCTBEeHHble npenapaThbl, BKAOYEHHble B NepevyeHb XXU3HEHHO HeobX0AMMbIX
N BaXXHENLWMX NeKapCcTBeHHbIX NpenapaTos, perynupytotcs degepasnbHbiM 3akoHOM oT 31 uiong 2020
roga N 248-®3 "O rocyaapCTtBeHHOM KOHTpone (Haa3ope) M MyHMUMnanbHOM KOHTpose B Poccuinckon
Qdepepaumn”.

4. MonoxeHne 0 perMoHasibHOM rocyaapCTBEHHOM KOHTpone (Haa3ope) 3a NPUMEHEHMEM LEH Ha
JNleKapCTBEHHbIE rMnpenapaTtbl, BKJ/IIOYEHHbIE B MNepeyYeHb XU3HEHHO HEeOo6XOAUMbIX W BaXHEMLnX
NleKapCTBEHHbIX MpenapaToB, YTBEPXAAeTCSA BbICWWM WMCMONHUTENbHBIM OpraHoOM roCyAapCTBEHHOW
Bnactun cybvekTta Poccuiickon deanepaunm.

CtaTtba 9.4. deaepanbHbli rOCyAapPCTBEHHbIN JINLLEH3UMOHHbIA KOHTPOJ1b AeATeNIbHOCTH
no Npomn3BOACTBY JIeKapCTBEHHbIX CPEeACTB
(BBeageHa ®epepanbHbIM 3aKoHOM OT 11.06.2021 N 170-03)

1. ®enepanbHbI FOCYAapPCTBEHHbIN NIMLEH3UOHHbBIN KOHTPOJb AEATENBHOCTM MO MPOU3BOACTBY
NIEKApCTBEHHbIX CPEACTB OCYLLECTBMSAETCa deaepanbHbiMU OpraHamMm UCNONMHUTENBHOW BNacTH,
YyMOJITHOMOYEHHbIMU MpaBUTENLCTBOM Poccuiickoit deaepauumu.

2. ®epepanbHbii rOCYyAapPCTBEHHbLIA NIMLEH3NOHHbBIA KOHTPO/b AeATEeNbHOCTM MO MPOM3BOACTBY
NeKapCTBEHHbIX CpeAcTB OCYLUECTBASIeTCS B COOTBETCTBUU C PepepanbHbIM 3akKOHOM oOT 4 Mas 2011
roga N 99-®3 "O nnuUeH3NpOBaHNM OTAENbHbIX BUAOB AesaTeNnbHOCTU" N ®eaepanbHbIM 3aKOHOM OT 31
nons 2020 roga N 248-®3 "O rocyaapCcTBeHHOM KOHTposie (Haa3ope) U MyHMUMNAAbHOM KOHTpOJie B
Poccuinckon ®depepaunn". B pamkax deaepanbHOro rocyaapCTBEHHOrNO JIMLUEH3MOHHOMO KOHTPOA
DEeATENIbHOCTU MO MNPOW3BOACTBY JIEKAPCTBEHHbLIX CPEeACTB M/IaHOBbIE KOHTPOJibHble (HAA30pHbLIE)
MEponpuUATUS HEe NPOBOASATCS, NPW 3TOM MpPOBOAMTCA Nepuoamyeckoe noaTBepXXAEeHME COOTBETCTBUS
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NIMUEeH3MaToOB JIMLUEH3MOHHbLIM TpeboBaHMAM B COOTBETCTBUMKU C deaepanbHbIM 3aKOHOM OT 4 Masa 2011
roga N 99-03 "O nmMueH3npoBaHUN OTAEMbHbIX BUAOB AesaTeNbHOCTN".

maea 5. PASPABOTKA, OKITMHUYECKUE NCCNEOQOBAHUA
JIEKAPCTBEHHbIX CPEACTB, A TAKXXE KITMHUWYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX MPEMAPATOB A5nAd BETEPUHAPHOIO NPUMEHEHUA

Cratbsa 10. PaspaboTtka nekapCTBeHHbIX CpeacTB

1. Pa3paboTka NnekapCTBEHHbIX CpeacCTB BK/4YaeT B cebsa NMOMCK HOBbIX (apMakonormvyecku
aKTUBHbIX BELWEeCTB, Mocneaywwee Wn3yyeHMe UX JIeKApPCTBEHHbIX CBOWCTB, AOKIMHUYECKue
nccrnenoBaHusl, pa3paboTKy TexXHON0rMin npomsesoacTtBa dapMaueBTMUECKNX cybcTaHuun, pa3paboTky
COCTaBOB M TEXHOJIOMMA NPON3BOACTBA JlIeKapCTBEHHbIX NpenapaTos.

2. ®MHaHcoBoe obecneveHmne pa3paboTku TeKapCTBEHHbLIX CPeACTB OCYLLECTBASETCS 3a CYeT:
1) cpeacTB deaepanbLHOro 60aXeETa;
2) cpeacTs pa3paboTUMKOB sileKapCTBEHHbIX CPEeACTB;

3) CpeacTB  Mpou3BOAMTENEN  NeKapCTBEHHbIX CpeaACTB  MNPU  BbIMNOSIHEHUMM  HAy4HO-
nccnenoBaTeNbCKMX paboT Mo AOroBopy Mexay pa3paboTuMKOM JIeKapCTBEHHbLIX CPeacTB U
NpPoOn3BOANTENEM JIEKAPCTBEHHbIX CPEACTB;

4) NHbIX He 3anpeLleHHbIX 3aKoHOAaTeNbCTBOM Poccuiickon deaepaumm MCTOYHUKOB.

3. MpaBa  pa3paboTumMka  NEeKApCTBEHHOrO0  CPeACTBa  OXPAHSATCA  FPaXXAaHCKUM
3aKOHOAATEbCTBOM.

CraTtbsa 11. [JoknuMHM4Yeckoe wuccneaoBaHMe JieKapCTBEHHOro cpeacrea Ansd
MeAULMHCKOro NpUMeHeHuns

1. [JoknuMHuyeckoe uccneaoBaHMe NEKApCTBEHHOrNO CpeacTBa AN MeAUMUMHCKOro NpUMEHeHUs
NpoOBOAUTCSA NYTEM MNPUMEHEHUS Hay4YHbIX METOAOB OLEHOK B LensX MNoNy4YeHus [oKasaTenbCcTB
6e3onacHocTn, KadyecTBa N 3O HEKTUBHOCTUN SIEKAPCTBEHHOIO CpeaCTBa.

2. [JoknnHu4yeckoe uccneaoBaHWe NekapCTBEHHOro cpeacrtsa Ans MeAUUMHCKOrO MpUMEeHeHMms
NpoOBOANTCS B COOTBETCTBMM C MpaBMaMM Haanexailern nabopaTopHOM MPaKTUKKU, YTBEPXAEHHbIMU
YMNOJIHOMOYEHHLIM hefepasibHbIM OPraHoM UCMOSIHUTENbHOMN BNaCTU.

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

3. [Ana opraHM3aumu M NMpoBeAeHUst AOKIMHUYECKOI0 UCCNEAOBAHUS JIEKAPCTBEHHOIO CpeacTBa
AN MeAMUMHCKOro NMpUMeHeHUs pa3paboTumMKkKn JIeKapCTBEHHbLIX CPEACTB MOryT MpUB/ieKaTb Hay4HO-
nccnenoBaTenbCkue opraHmsaummn, obpasoBaTesibHblE OpraHM3auunn BbiClEro obpasoBaHusl, UMeLme
HeobxoaAMMYKD  MaTepuanbHO-TEXHUYECKYD 6a3y U KBanMMdOUUMPOBAHHLIX  CMeuManmctoB B
COOTBETCTBYOLWEN 061acTn nccnenoBaHus.
(B pen. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-®3)

4. [OKIMHMYECKOE MCCneaoBaHME JIEKApCTBEHHOrO CpeacTBa AN MeAUMUMHCKOro MpUMEHEHUS
NpoBOAMTCS MO YTBEPXAEHHOMY pa3paboTUMKOM fleKapCTBEHHOrO CPeAcTBa MJlaHy C BeAEHUEM
NPOTOKOMIA 3TOr0 WUCCNENOBaHUA U COCTaB/IEHMEM OTYETA, B KOTOPOM COZEPXKATCA pe3ysbTaTbl 3TOro
NCCNEeNoBaHUA UM 3aK/l0YEHME O BO3MOXHOCTM MPOBEAEHUA  KJIMHMUYECKOro MCCneaoBaHus
JNIeKapCTBEHHOro0 npenapaTta A1 MEAULIMHCKOro NPUMEHEHNS.

5. TlNpoBepeHue npoBepoK cobnoaeHMs npaBuil Haanexaiwen nabopaTopHOM MNpakKTUKU W
NpaBOBbIX HOPM WCMONb30BaHUS XMUBOTHbLIX MNPWU MNPOBEAEHUWN [AOKIMHUYECKUX UCCea0BaHUN
NleKapCTBEHHbIX CpeacTB AN  MeAUMUMHCKOrO MNpUMEHEHUS  OCYLLEeCTBSeTCS  YNOJIHOMOYEHHbIM
denepanbHbIM OPraHoM UCMONTHUTENbHOW BIACTHU.

(B pea. ®enepanbHOro 3akoHa o1 22.12.2014 N 429-03)

6. PesynbTaTbl AOKIMHWYECKOrO WUCCNefOBaHUS JfleKapCTBEHHOrO cpeacTBa Ans MeAUUMHCKOro
npuMeHeHns MoryT 6bITb NpeAcTaBfeHbl B YNOJHOMOYEHHbIN deaepanbHbli OpraH MCNOSHUTENbHOWN
BNacTu B YCTaHOBJSIEHHOM nopsAKe B Uensdx rocyAapCTBEHHOW perncrpauum JsiekapCTBEHHOro
npenapara.
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Cratba 12. [loKNIMHMYECKOEe UCC/iefoBaHUe JIeKapCTBEHHOro CpeAcTBa UM KJIMHU4YecKoe
uccneaoBaHMe NIeKapCTBEHHOro npenapara A/l BeTepMHAapHOro NpuMeHeHus

1. JoKJIMHNYECKOEe MCCnenoBaHME JIeKapCTBEHHOrO CpeAcTBa A/ BETEPUHAPHOrO NMpUMEHEHUs
NpoBOAMTCS MYTEM MNPUMEHEHUS HAYYHbIX METOAOB OLEHOK B LENAX MOoJSlyYeHus [oKasaTeNbCTB
6e3onacHocTM, kadectBa M 3DPEKTUBHOCTU NeKapCTBEHHOrO CpPeACTBa, B TOM YUC/E OMpeaeseHus
CpOKa ero BbIBEAEHUS U3 OpraHM3Ma >XXWBOTHOMo, B Uenax obecneyeHuss 6€30MacHOCTM NpoayKuuu
XMBOTHOIO MPOUCXOXAEHUS MOCNE NPUMEHEHNS COOTBETCTBYHOLLENO JIEKAPCTBEHHOMO Npenapara.

2. [OKIMHWYecKoe uccneaoBaHMe JIEKApPCTBEHHONO CpPeACTBa M KAMHUYECKOe UuccrefoBaHue
NleKapCTBEHHOro npenaparta Ans BEeTepPUHAPHOro MpUMEHEHUs, uccneaoBaHne 6MO3KBMBANEHTHOCTH
yKa3aHHOro fSIeKapCTBEHHOro rnpenapaTta NpoBOASTCA B COOTBETCTBMW C MpaBuiaMu, YTBEPXKAEHHbIMU
YyNOMHOMOYEHHbIM hefepanbHbIM OPraHOM UCMONHUTENbHON BNACTH.

3. [oknnHnyeckoe wuccneaoBaHWe JieKapCTBEHHOrO CpeacTBa M KIMHUYECKoe uccnepoBaHme
NNIEKApPCTBEHHOINO npenapata A4 BETEPUHAPHOro npuMeHeEHUd npoBoAdATCA MO YTBEPXAEHHOMY
paBpa6OT'~IVIKOM NEeKapCTBeHHOro cpeactBa MJjiaHy C€ BeA€EHUMEM TMPOTOKOJIOB 3TUX nccneaoBaHMm u
COCTaBJIeHMEM OTUETOB, B KOTOPbIX CcOAepP>XaTCd pe3yJ/ibTaTbl 3TUX nccneaoBaHun.

4. [1nga opraHusaumm v npoBefeHnsa AOKJIMHUYECKOro nccriegoBaHus nekapCcTBeHHOro cpeacrTsa um
KIMHNYECKOIro unccneaoBaHmna J1IEKapCTBEHHOINO npenapata  And BETEPUHAPHONo rMNMpuUMMEHEHUA
pa3pa6OTl—IMK NEeKapCTBEHHOIO CpeactBa MOXET npuBsieKkaTtb opraHunsaumn, mMmerwmne HeOGXOﬂ,MMYEO
MaTeEPUNAJZIbHO-TEXHUYECKYHO 6a3y n KBaJ'IVId)MLI,MpOBaHHbIX cneunanncTtos B COOTBeTCTBYI'OLLI,el‘;I obnactun
nccneaoBsaHumA.

5. KnuHuyeckme uccnenoBaHUs NeKapCTBEHHbIX MpernapaToB Afi BETEPUHAPHOIro NMpUMEHEHUs
NpoBOAATCA B BETEPUHAPHbIX OPraHU3aumMsix M B OpraHMsauusx, OCYLLECTBAAKOLWMX pa3BeneHue,
BblpallMBaHNE N COAEPXKAHNE XMBOTHbIX, B LENAX:

1) ycTaHOBNEHWUS NEPEHOCMMOCTUN JIEKAPCTBEHHbIX NpenapaToB 340POBbIMU XMBOTHbIMU;

2) no,u,6opa OonTUMasibHbIX AOO03NPOBOK JIEKAPCTBEHHbLIX MpenapaTtoB W KypCa JiIe4YEHNA Ha
KOHerTHOVI rpynne >XmBOTHbIX C onpeaeneHHbIM 3a6oneBaHmeM;

3) ycTaHOBNEHUS 6e30nacHoOCTH M 3pPeKTMBHOCTM  JIEKApCTBEHHOro  npenapaTta,
npeaHasHa4yYeHHOro Ans /NeyeHus onpeneneHHblx 3aboneBaHuii XUBOTHbIX, MU 3HDPEKTUBHOCTMU
NlekapCTBEHHOro npenapata 45 npodunakTukm 3aboneBaHnii 340pPOBbIX XXUBOTHbIX;

4) N3y4yeHUs BO3MOXHOCTEN pacWMpeHUs MNOoKasaHWMW K MNPUMEHEHUID 3aperncTpupoBaHHOro
NleKapCTBEHHOro npenapaTta 1 BbISIBIEHUS paHee HEN3BECTHbIX NOH6OYHbIX AENCTBUM.,

6. KnnHuyeckoe uccnegoBaHue nekapCTBEHHOro rnpenapaTta An9 BeTepuHapHOro nNpuMeHeHus
OCYLLUECTBJIAETCA 3a CHET CpeAaAcCTB pa3pa60TqMKa NeKapCTBEHHOIoO CpeacTBea.

7. OTyeTbl 0O pe3ynbTaTax A[OKINMHUYECKOr0 WCCNenoBaHUs JeKapCTBEHHOro cpeacTtBa W
KJIMHWYECKOro MCCneaoBaHUsl NeKapCTBEHHOro npenapata Ans  BeTepuMHapHOro MpUMEHeHUs
COCTaBAATCA pa3paboTUMKOM NEeKapCTBEHHOrO0 CpeAcTBa C YYETOM 3aK/OYEHMI oOpraHusauumn,
NPUHUMaBLLKX yYacTMe B OpraHm3aummn U NpoBeAeHNM 3TUX NCCNEAOBAHUN.

8. KOHTpoNnb 3a MpoBeAEeHMEM [AOK/IMHUYECKUX MWCCNefoBaHUA JeKapCTBEHHbIX CpeacTB U
KIMHUYECKUX WUCCNefoBaHWI  NlekapCTBEHHbIX MpenapaToB ANl BETEPUHAPHOrO  MPUMEHEeHUus
OCYLLECTBNSETCS YNOJIHOMOYEHHbIM dheaepanibHbIM OpraHOM UCMOIHUTENbHOM BNACTU.

Mmasa 6. OCYLWECTBINEHWE FOCYOAPCTBEHHOW PEFMCTPALIMA
NEKAPCTBEHHbIX NMPEMNAPATOB

Cratbsa 13. N'ocypaapcTBeHHas perucrpaumvsa neKkapcTBeHHbIX npenapaTtos
(B pea. ®enepanbHoOro 3akoHa ot 22.12.2014 N 429-03)

KoHcynbTaHTIIOC: NpuMedyaHune.

JonyckaeTcsa NnpuMeHeHne B MegMLMHCKUX LefisX He 3aperncTpmMpoBaHHbiX B PO nekapCcTBEHHbIX
npenapaToB, COAEPXKALLUMX HAPKOTUYECKMe CpeacTBa UM NCUXOTPOMNHbIE BELECTBa, BBE3EHHbIX B
P® B cooTtBeTCcTBUM C Y. 3.1 CT. 47 faHHOro AgokyMeHTa (n. 8 ¢T. 3 ®3 01 27.12.2019 N 475-03).
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1. B Poccuinckon @epepaumm [AONYCKAKOTCA MPOU3BOACTBO, MU3roTOBMIEHWE, XpaHeHwue,
nepeso3ka, BBO3 B Poccuickyio ®epepaunto, BbIBO3 U3 Poccunckon depepaunm, peksnama, oTnyck,
peanusaumsa, rnepegada, MNpUMEHEHUE, YHUUYTOXEHUE JieKapCTBEHHbIX TrpernapaToB, €ecCc/n OHMU
3aperncTpupoBaHbl COOTBETCTBYHOLWMM YMNOJHOMOYEHHbIM deaepanbHbiM OPraHOM WCNOHUTENBbHOWN
BNacTu.

(yacTtb 1 B pea. ®egepanbHOro 3akoHa ot 13.07.2015 N 241-03)

2. [ocynapcCTBEHHOW perucTpaumm noanexar:

1) Bce nekapcCTBeHHblE MpenapaThbi, BrepBble noanexalwine seoay B obpauweHme B Poccuinckomn
®depepaunm;

2) nekapcTBeHHble npenapaTbl, 3aperncTtpMpoBaHHbIE paHee, HO MpPOoU3BeAEHHble B ApYrnx
nekapcTBeHHbIX opMax B COOTBETCTBUM C NEpeyYyHEM HAaUMEHOBAHWUW NeKapcTBeHHbIX (OpM, B HOBOW
[03UpPOBKe NpU A0Ka3aTeNbCTBE ee KIIMHNUYECKON 3HaUYMMOCTUN N 3DPEKTUBHOCTU;

3) HOBble KOMBUHALMW 3aperncTpUpoBaHHbIX paHee SIEKAapCTBEHHbIX NpenapaTos.

3. FfocyaapcTBeHHas perncrpauns nekapCcTBEHHbIX NMpenapaToB OCYLECTBNASAETCA MO pe3ysbTaTam
3KCNepTU3bl NEeKapCTBEHHbIX CPEACTB, @ rocyAapCTBEHHAs perucrtpauus opdaHHbIX S1eKapCTBEHHbIX
npenapaTtoB OCYLIECTBAAETCA MO pe3ynbTaTtaM >3KCMepTU3bl AOKYMEHTOB, MpPeACTaBNEHHbIX AN
onpefeneHnsa BO3MOXHOCTM paccMaTpuMBaTbh JlIeKapCTBEHHbIW npenapaT Ans  MeauMLUMHCKOro
NPUMEHEHUA MNpPM  OCYLIECTBNEHUN T[OCYAApCTBEHHOW perucrpauuMm B KadecTBe OpdaHHOro
JNIEKapCTBEHHOrO npenapaTta, U No pe3y/bTaTaM 3KCNepTU3bl NeKapCTBEHHbIX CPeACTB.

4. locynapcTBeHHas perucrpaums NeKapcTBEHHOro npenapaTa ocyulecTensercs
COOTBETCTBYIOLIMM YMOSIHOMOYEHHbLIM deaepanibHbiM OPraHOM WCMONIHUTENBbHOW BNacTM B CPOK, He
MpeBbIllaloOWMiA CTa WECTUAECATN paboumx AHEW CO AHS MPUHATUS COOTBETCTBYIOLLEro 3asB/IEHUS O
rocyaapCTBEHHOMN perncrpaunm nekapCcTBEHHOro npenapaTta. B ykasaHHbIM CpOK BKJIHOYAETCH BpeMS,
HeobxoamMoe Anst NOBTOPHOIO NPOBeAEHUSI SKCMEPTU3bl NIEKAPCTBEHHOIO CpeaACcTBa B COOTBETCTBMM CO
CTatben 25 Hactoawero ®degepanbHOro 3akoHa. CpokK rocyaapCTBEHHOM — permcrpaumm
NeKkapCTBEHHOro npenapata WUCUYUCASETCAS CO AHS MPUHSATUA COOTBETCTBYHOLWMM YMNOSITHOMOYEHHbIM
denepanbHbIM OpraHOM WUCMOJSIHUTENbHOW BMlACTU COOTBETCTBYHOLLErO 3asB/IEHUS O FOCYAApPCTBEHHOWM
perncTtpaumm nekapcTBEHHOro npenapata C MpUIoXeHMEM Heob6X0oAMMbIX OOKYMEHTOB MO AEeHb
BblAauYN pPErucTpaLmMoHHOro yAOCTOBEPEHUS NIeKapCTBEHHOro npenapaTta. Bpems, Heobxoanmmoe ans
HanpaBieHUSA YMNOJIHOMOYEHHbIM deaepasibHbIM OpPraHoOM WCMNOMHUTENbLHOM BMACcTU  3anpoca o
npeacraBfeHnm HeobxoamMMbIX MaTepUanoB U NpeacTtaBfieHUs 3asiBUTENIEM OTBETa Ha AaHHbIA 3anpoc
B COOTBETCTBUWN CO cTatbamm 16, 19 n 23 Hactosdwero degepanbHOro 3akoHa, He y4YMUTbIBaeTCs Mpu
NCUYNCNEHMN CPOKA rocyaapCTBEHHOM perncTpaunm nekapCcTBeHHOro npenapara.

5. FocyAapCTBEHHOW perucTpauum He noasiexar:

1) nekapcTBeHHble MpenapaTbl, U3roTOB/IEHHbIE ANTEYHbIMW OpPraHn3auMsiMn, BETEPUHAPHbLIMU
anTeYHbIMM OpraHM3aunsMn, UHAUBUAYANbHBIMW NMPeaAnpUHUMATENSIMU, KOTOPbIE UMEKT IMLEH3UIO Ha
(hapMaueBTMYECKYO AeATENbHOCTb, MO peLenTaM Ha JieKapCTBEHHble npenapaTtbl U TpeboBaHUAM
MEeANLMHCKUX OpraHn3aunii, BeTepuHapHbIX OpraHmMsauum;

2) nekapcTBeHHble npenapaTbl, MpUOBpeTeEHHbIE GU3IMYECKUMM NULAMM 32 Npeaenamm
Poccuiickon deaepaumm 1 npeaHasHavyeHHble 415 IMYHOIO UCMOSb30BaHUS;

3) neKkapcTBeHHble npenapaTtbi, BBO3MMble B Poccuiickyto deaepauuio A79 OKasaHuUA
MEANLMHCKOM MOMOLM MO >KM3HEHHbIM MOKAa3aHUAM KOHKPETHOrO MauUueHTa Ha OCHOBaHUMK
paspelleHns, BblAAHHOMO YNO/HOMOYEHHbIM beaepasibHbIM OpraHoM UCMNONHUTENBHOW B1acTu;

4) nekapCTBeHHble CpeAcTBa, BBO3UMble B Poccuitckyto degepaumntio Ha OCHOBAHWM BblAaHHOIO
YMOTHOMOYEHHbIM beaepanbHbIM OPraHoM MUCMOSIHUTENBHOW BNACTM pa3peLlleHns U npeaHa3HavYeHHble
AN NPOBEAEHUS KIIMHUYECKUX MCCNeaoBaHUM NIEKApCTBEHHbIX MpenapatoB M (MAM) MNpoBeAeHUs
3KCNepTU3bl NEKApPCTBEHHbIX CPEeACTB A/ OCYLIECTBNIEHMSI TOCYyAapCTBEHHOW  perncrpaumm
JIeKapCTBEHHbIX NpenapaToB;

5) dapmauesTmnyeckmne cybcrtaHumm;

6) paavodapMaLEeBTMYECKNE JIEKAPCTBEHHbIE MpenapaTtbl, U3roTOB/IEHHbIE HEMOCPEACTBEHHO B
MEANLMHCKUX OpraHM3aumsax B NopaaKe, YCTAHOB/IEHHOM YMOJIHOMOYEHHbIM deaepanbHbiM OpraHom
NCMOJIHUTENBbHOW BNAcTu;

7) NnekapCTBEHHbIE NpenapaTbl, NPON3BOANMbIE ANA KCNOpTa.

6. He AOMNYCKAa€eTCA rocygapCrBeHHaa permcrpauna.
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1) nekapcTBeHHbIX MpenapaToB, OT/INYAKLWINXCA APYyr OT Apyra KayeCTBEHHbIM COCTaBOM
[ENCTBYIOLWNX BELWECTB, NOoJA 0AMHAKOBbLIM TOProBbIM HAUMEHOBAHMWEM;

2) ooHOro nekapCTBeHHOro npenaparta, NpeAcTaBfeHHOr0 Ha rocyAapCTBEHHYIO permcrpaunto B
OTHOLUEHUMN OAHOr0 M TOr0 >Xe AepxaTensd Wan Brajenbua perncTtpaunmoHHOro yaoCToOBEpeHus
NlekapCTBEHHOro npenapaTta B Buae ABYX M 6onee nekapcTBeHHbIX MpernapaToB Mnoj pasfvyHbIMU
TOProBbIMWU HAMMEHOBAHUAMMU.

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

7. Mo 3anpocy (B 31eKTpoOHHOM dopMe mam Ha ByMaKHOM HocuTene) cybbekTa obpalleHus
NleKapCTBEHHbIX cpeacTs COOTBETCTBYHOLLNM YMNOSIHOMOYEHHbIM denepanbHbIM opraHom
MCNONHUTENBHON  BNACTW, OCYLLECTBASIOWMM FOCYAAPCTBEHHYID perncrpauuio  nekapCTBEHHbIX
npenapaToB, B YCTAHOB/IEHHOM MM [OpsAAKEe OCYLECTB/SETCS Hay4yHOe KOHCYy/IbTUpOBaHMe no
BOMpOCaM, CBA3a@aHHbIM C NpPOBeAEHMEM AOKIMHUYECKMX UCCNefoBaHUM, KIMHUYECKUX WUCCnefoBaHum
NleKapCTBEHHbIX MpenapaTtoB, 3KCMNepTu3bl KayecTBa JNlIeKApPCTBEHHbIX CpeacTB, 3M@PEeKTUBHOCTM U
6e30nacHOCTN, C OCYLUEeCTBIEHWEM TrOCYyAapCTBEHHOW perucTpaunm sieKapCTBEHHbIX MNpenapaTos.
KOHCynbTUpOBaHWE OCyLecTBAsSeTCa C npuBnedyeHnem deaepanbHbiX rOCyAapCTBEHHbIX 6H0aXKETHbIX
yypexaeHu, noABeAOMCTBEHHbIX AAaHHOMY deaepanbHOMY OpraHy WMCNONHWUTENbHOW BNAcTU U He
y4yacTBYOLWMX B OpraHusaumMm npoBefeHUs SKCNepPTM3bl KayeCTBa JIeKapCTBEHHbIX CPeACTB B Lenax
OCYLLEeCTBNEHNA WX TOCYAapCTBEHHOM perncrpaumMm B COOTBETCTBUM CO CcTaTben 16 HacToswero
depnepanbHOro 3akoHa, B BuAe OTBETa B MNUCbMEHHOW @doOpMe YynosHOMO4YeHHOro deaepanbHOro
opraHa MCrMoJHUTENbHOM BNacTU Ha 3anpoc. Pazmep B3vMaeMol C 3asBUTeNS Nnatbl onpeaenseTcs B
COOTBETCTBMM C 3aKoHoAaTenbCTBOM Poccuiickonn ®epepaumm 06 opraHumsaumu npenocTtaBieHus
rocyfapCTBEHHbIX W MyHMUMNAnbHbIX ycnyr. WH@opmauma 06 oCywecTBNEeHUM  HAy4HOro
KOHCYNbTUPOBaHUSA, B TOM 4YMC/e CTaTbW, 0630pbl, CMpaBOYHble MaTepuanbl U UHas MHGOpMauns 06
OCYLLECTBNIEHNUM  HAYYHOrO  KOHCY/bTMpPOBaHMS,  pa3MewaeTcs Ha  oduumanbHOM  canTe
YNO/IHOMOYEHHOro deaepanbHOro opraHa WCNOJHUTENbHOM Bnactu B cetn  "WHTepHeT" C
cobnioaeHMeM OrpaHM4YeHun, YCTaHOBJIEHHbIX 3aKOHOAATENbCTBOM O MNEepCOHasibHbIX AaHHbIX,
KOMMep4YecKkon u (Mnm) rocyaapCTBEHHOW TalHe.

8. locypapcTBeHHasa perncrpaums fekapCcTBEHHbIX MpenapaToB, KOTOpble npegHasHauyeHbl A4
NPUMEHEeHUss B YCNOBUAX BOEHHbIX [OEUCTBUN, 4Upe3BblYalHbIX CUTyauuin, npenynpexaeHus
ype3Bbl4YalHbIX CUTyauni, NpoPuUNaKTUKN 1 neveHns 3abonesaHnii, NnpeacTaBAAOWMX ONACHOCTb ANS
OKpyXawwmx, 3aboneBaHMn M TMOPAXEHMIN, TMONYYEHHbIX B  pe3ynbTaTe  BO34ENCTBUS
HebnaronpusTHbIX XMMUYECKNX, BMOMOrnyecknx, paanaunoHHbiX akToOpoB, U KOTOpble pa3paboTaHbl
B TOM uucie No 3agaHuio denepanbHbiX OpraHoB WCMOMHUTENbHOW BacTu, YMNOJHOMOYEHHbIX B
obnactu 060poHbI CTpaHbl U 6€30NacCHOCTM rocyAapcTBa, OCYLLECTBNAAETCSA B NOpaAKe, YCTaHOBNEHHOM
MpaButenbcTBoM Poccuitickoin deaepaunn.

(4acTtb 8 B pea. ®egepanbHoro 3akoHa ot 01.04.2020 N 98-d3)

Cratbs 14. NMpUHLUMNDbI 3KCNEepTU3bl JIEKAapCTBEHHbIX CPeaAcCcTB
(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. DKcnepTm3a NekapCcTBEHHbIX CPEACTB OCHOBbIBAETCS Ha NMPUHUMMNAX 3aKOHHOCTK, cobntoaeHus
npaB u cBoboa 4esnioBeka M rpaXaaHwHa, npaB PUAMYECKOrO /SMUA, HEe3aBMCUMOCTM 3KCnepTa,
06BbEKTMBHOCTU, BCECTOPOHHOCTUM UM MOJIHOTblI WCCNEeAOBaHWIA, MPOBOAUMBIX C WCMOJb30BaHWEM
COBPEMEHHbIX AOCTMXEHWIA HayKM U TEXHUKU, OTBETCTBEHHOCTU (deaepanbHOro rocyaapCTBEHHOro
BIOIKETHOIO YUpPEXAEeHUS MO MNPOBEAEHUID 3KCMEPTU3bl JIEKAPCTBEHHbIX CPEACTB M 3KCNepToB 3a
NpoBeAeHME U Ka4yeCcTBO SKCNepPTU3bI.

2. DKCNepTM3a JIEKAapCTBEHHbIX NMpenapaToB A/ MEANLMHCKOIo NPUMEHEHMS BKIOYAET B cebs:

1) 3KCcnepTM3y AOKYMEHTOB, MPEACTaBIEHHbIX AN ONpeaeneHus BO3MOXHOCTU pacCcMaTpuBaThb
NeKapCTBEHHbIN npenapaT ANs MeAUUMHCKOro MpPUMEHEHUSI MPpU OCYLLECTB/IEHUWU TOCYAApPCTBEHHOM
perncTpaumm B kKayectse opchaHHOro SIeKapCTBEHHOro npenapara;

2) SKCNEPTU3Y MNPEANIOXKEHHbLIX METOAOB KOHTPOJZIA KaydecTBa J1IEKApCTBEHHOIo cCpeacrtea U
KayecCcTtBa npeactaB/€HHbIX O6paSLI,OB NneKapcrtBeHHOro cpeactesa C UCroJsib3o0BaHMEM 3TUX METOA0B
(.u.anee - 3KCNEPTU3a KayecTBa NEKAapCTBEHHOIO Cpe,D,CTBa);

3) 3KCNepTu3y OTHOLWIEHUS OXWAAEMOW TMOo/sib3bl K BO3MOXHOMY PUCKY TMPUMEHEHUS
JIEKApCTBEHHOroO Npenaparta;

4) aKCnepTu3y perncrtpaurMoHHOro AOCbe Ha /eKapCTBEHHbIM npenapaT B Uensax onpeneneHus
B3aMMO3aMeHAEeMOCTHM JIeKapCTBEHHbIX NpenapaTtoB A4J/19 MEOULMHCKOrO NpUMeHeHus.
(n. 4 BBeaeH ®enepanbHbiM 3aKOHOM OT 27.12.2019 N 475-03)
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3. DKCNepTM3a JlIeKapCTBEHHbIX NMpenapaToB AN BETEPMHAPHOro NpUMEHEHUS BK/IOYaeT B cebs
3KCMepTM3y KayecTBa JIEKAPCTBEHHOrO CPeACTBa M 3KCMEpPTU3Yy OTHOLUEHMS O0XMAAEMOW MONb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS JIeKapCTBEHHOrO npenapara.

Cratba 15. ®epepanbHoe rocyfapcTrBeHHoe 6rog)keTHOe yupeXkaeHue no npoBefeHuio
3KCNepTU3bl JIeKapCTBEHHbIX CPeACTB

DKcnepTM3a SIEKapCTBEHHbIX CPeACTB NpoBoAUTCS deaepanbHbIM roCyAapCTBEHHbIM 60OAXKETHBLIM
yupexaeHMeM COOTBETCTBYHOLLErO YNOJIHOMOYEHHOro dbeaepasbHOro opraHa UCMOSTHUTENbHOW BNacTy,
CO3AaHHbIM Ans ob6ecrneyeHuUss UCMOSIHEHUS MOSIHOMOYMIN 3TOro deaepanbHOro opraHa Mo Bblgaye
paspelleHnii Ha NpoBeAeHne KIMHUYECKUX UCCNeaoBaHW NeKkapCTBEHHbIX NpenapatoB U (Man) no
rocyaapCTBEHHOW perncrpauum neKkapcTBeHHbIX NpenapaToB (4anee - 3KCNepTHoe yupexaeHue).

Cratbsa 16. OpraHmsaumsa npoBeAeHUs 3KCNEePTU3bl JiIieKapCTBEHHbIX CPpeAcCTB
(B pea. ®enepanbHOro 3akoHa o1 22.12.2014 N 429-03)

1. DkcnepTu3a JNIeKApCTBEHHbIX CpeacTB MPOBOAMTCA KOMUCCMEN 3SKCMEpPTOB 3KCMNEpPTHOro
yupexaeHusi, Ha3HAaUYeHHO ero pyKoBOAMUTENEM, Ha OCHOBAHMM 3aZlaHusi Ha NMpoBeAeHne 3KCnepTusbl
NIEKApPCTBEHHOr0 CpeacTBa, BblAAHHOMO YMOSIHOMOYEHHbLIM (deaepanbHbIM OPraHOM WMCMOSHUTEbHOM
BNacTU. PykoBOAWTENb 3KCMEpPTHOrO yuypexzaeHus obecreynmBaeT Hagnexalee npoBeaeHue
3KCMEepTU3bl NeKAapCTBEHHbIX CPeACTB B COOTBETCTBMW C 3aAaHWEM, BblAAHHbLIM YMOHOMOYEHHbIM
enepanbHbIM OpraHoM WMCMOMHUTENbHON BNAcTW, U OpraHu3yeT NOAroTOBKY CBOAHOMO 3aK/HOYeHUus
3TO KOMUCCUW. B cOoCTaB 3TOM KOMUCCUM MO pPELIEHUIO PYKOBOAMUTENS 3KCMEPTHOMO YyupexaeHus
MOryT OblTb BKJ/IIOYEHbl B KayecTBe 3KCMepToB fuMua, He paboTatowme B AaHHOM 3KCMEPTHOM
yupexaeHun, ecnm ux crneumnanbHble 3HaHWsS HeobXoAWMbl ANs NMPOBEAEHMS IKCMEPTU3bl U Takue
3KCMepTbl OTCYTCTBYIOT B AAHHOM 3KCMEPTHOM YUpPEXAEHUN.

2. DKCNepToM MO MpoOBEAEeHMI0 3KCNepTU3bl SIeKapCTBEHHbLIX CPEeACTB SBASETCS aTTeCTOBaHHbIN
paboTHUK 3KCMEepTHOro yuypexzaeHus, KOTOpbl MMeeT BbiCllee MeAWLUMHCKOoe, dapMaueBTuyeckoe,
buonornyeckoe, BeTepuUHaApHOe WAM  XuMuyeckoe obpasoBaHnMe U NPOBOAUT  IKCMepTU3y
NeKkapCTBEHHbIX CpeAcTB B MNOpSAAKe WCMOMHEeHUS CBOUX [AO/MKHOCTHbIX o06sa3aHHocTen (panee -
3KCMepT).

3. I"IpM npoBeAEHNUN SKCNEPTU3blI NNEKAPCTBEHHbLIX CPEACTB 3KCMNEPT HE MOXET HaXOoAUTbCA B
Kakon-nnbo 3aBMCMMOCTU OT nua, Ha3Ha4yuBLUEro 3Ty 3KCNEpPTU3Yy, pa3pa60TqM|<a NeKapcTtBeHHOro
cpeacrtea UM APYyrnx 3aMHTEPECOBAHHbIX B peE3y/ibTaTaX 3KCNEPTU3bI JINL.

4. Mpwn npoBeAeHUM 3KCMepTM3bl JIEKApCTBEHHbLIX CPeACTB He gonyckaeTtcs uctpebosaTtb y
3aaBuTeNss NMB0 MHbIX NUL MaTepuanbl, HeobxoguMmbie ANs NpoBeAeHMs 3KcnepTusbl. B ciydae
HEeAOCTaTOYHOCTU MpeACTaBAEHHbIX 3KCAepTy MaTepuanoB AN AaYM 3aK/IKYEHMS SKCrepT CTaBwuT
BOMNPOC O npeacTtaB/ieHUM eMy HeobxoAaMMbiX MaTepuasnoB Mnepen pyKoOBOAUTENEM 3SKCNEPTHOMO
yupexaeHusi, KoTopblii obpallaeTcss ¢ COOTBETCTBYOLWMM 3arnpoCcoM B YNOJIHOMOYEHHbI deaepasbHbIi
opraH MCNONHUTENbHOW BNAacTW, BblAaBLIMIK 3adaHMe Ha MPOBEAEHME SKCMNEPTU3bl JIEKAPCTBEHHOMO
cpeactBa. YKasaHHbIN deaepanbHbii opraH UCMOSIHUTENbHOW BNacTU B TedeHue natu pabouynmx aHewn
CO [AHS MOCTYMJIEHMS 3anpoca PYKOBOAUTENSA SKCNEPTHOrO y4uypexaeHus HanpaBnseT 3asiBUTENIO
3anpoc O npeacTtaBAeHUUM HeobxoAuMMbIX MaTepuanoB. [aHHblA 3anpoc MoxeT 6biTb nepepaH
YMNOSIHOMOYEHHOMY NpeACTaBUTENIO 3asaBUTENS JIMUHO MOoA4 pacnMCKy, Hamnpas/fieH Mo MoyTe 3aKa3HbIM
NMACbMOM WM MepefaH B 3/1eKTPOHHOM opMe NO TeNEKOMMYHMKALMOHHbIM KaHanam cesa3n. B cnydae
Hanpas/ieHUa [aHHOrO 3anpoca Mo noyTe 3aka3HbIM MUCbMOM OH CUYMTAETCS MNOAYYEHHbIM nO
NCTeYeHUn WecTn AHen C AaTbl HanpaBAeHUs 3aKa3Horo nMcbMa.

(yacTtb 4 B pea. ®egepanbHOro 3akoHa ot 25.11.2013 N 317-03)

4.1. 3agsuTtenb 0653aH NpeacTaBUTb OTBET Ha 3ampoc yrnoaHoMo4YeHHoro degepasibHOro opraHa
WUCMONTHUTENbHOW BNAacTU B CPOK, HE MpeBbIWAOWNA AEBAHOCTA paboumx AHEN CO AHS €ro NoJy4YeHus.
YNO/MHOMOYEHHbIN deaepanbHbii OpraH UCNOSIHUTENbHOW BNAacTW, BblAABLUWA 3aAaHMe Ha NpoBeaeHne
3KCMNEepPTU3bl JIEKAPCTBEHHOrNO CpeacTBa, B TedyeHue naTv paboumx AHEN CO AHSA NOCTynneHus oT
3asBUTENS OTBETa Ha AaHHbIA 3anpoC Hanpas/sSieT TakOW OTBET B 3KCMEPTHOE yupexaeHune. B cnyyae
HeNpeaCTaB/eHNA MO UCTEeYEeHUMU AeBSAHOCTa pabounmx AHEN 3aaBUTENEM OTBETa Ha AaHHbIA 3anpoc
YMNOSIHOMOYEHHbIN hbeaepanbHblii OpraH MCNOSIHUTENbHOW BAACTU, BblAaBLIMI 3a4aHMe Ha NpoBeAeHMe
3KCNepTMU3bl SIeKApCTBEHHOIO CpeacTBa, B TeueHue nNATM pabounmx AHEN HanpaBnsieT B 3KCMepTHoe
yuypexaeHue yBeaoMsieHMe O HernpeacTaB/ieHUM 3asBUTEsIeM OTBETa Ha 3arnpoC YKa3aHHOro opraHa.
BpemMsa co AHSA HanpaBfeHUs 3anpoca 3KCMNEepPTHOro y4dpexaeHust B YNOJIHOMOYEHHbIn deaepanbHbli
opraH UCNOSIHUTENIbHON BNACTU A0 AHS NOJSIYYEHUSs SKCNEPTHbIM yuypexaeHneM oTBeTa Ha 3anpoc uUnm
yBeAOMJIEHUA O HernpeacTaB/ieHMM OTBETA Ha 3anpoC He Y4uuTbiBaeTCsa Mpu UCYUCTIEHUM CPOKa
npoBeAeHMs dKCNepTU3bl IeEKapCTBEHHOIO CpeacTBa.

(yacTtb 4.1 BBeaeHa PenepanbHbIM 3aKOHOM OT 25.11.2013 N 317-03)
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4.2. Ecnn B coCTaBe perucTtpaumoHHOro AoCbe Ha fleKapCTBEHHbIN npenapaT Ansg MeguunmHCKOro
NPUMEHEHUs COAEpPXUTCHA npeaycMoTpeHHasa crtatben 18, 4vactbio 1.1 crtatbu 30 u cratben 34
HacToswero ®eaepanbHOro 3aKOHa KOMWA peLlleHUs YNOJHOMOYeHHOro deaepasnbHOro opraHa
MCNONMHUTENBHON BNAaCcTU O NPOBEAEHMN MHCMEKTUPOBAHUS NPOM3BOAUTENS NEKAPCTBEHHbIX CPEACTB,
aKCnepTy A0 0MOpMIeHUs pe3y/ibTaToB 3KCNepTU3bl IEKApPCTBEHHOrO CpeAcTBa MpeAoCTaBiseTcs B
nopsiake M Ha YCNOBMUAX, KOTOpble MpeayCcMOTpeHbl YacTamMu 4 n 4.3 HacTosWen CcTaTbW, KOMNUS
3aK/II0YEHUST O COOTBETCTBUM MNPOM3BOAUTENS JIeKApPCTBEHHbIX CpeacTB TpeboBaHMsAM npasun
HaAnexallen Npou3BOACTBEHHOM MPaKTUKK, BbIAAHHOMO YMNOJIHOMOYEHHbLIM defepanbHbIM OpraHoM
MCNONMHUTENBHOW BNAcTW.

(vyactb 4.2 BBegeHa ®egepanbHbiM 3aKOHOM OT 04.06.2018 N 140-®3)

4.3. 3agsuTtenb 0643aH NpeacTaBUTb B YNOJHOMOYEHHbIN eaepanbHbli OpraH UCMONHUTENbHOMN
B/IACTM KOMWUIO 3aKJ/IHOYEHUS O COOTBETCTBMWM MPOM3BOAUTENS JleKApCTBEHHbIX CpeAcTB TpeboBaHUAM
npaBua Haanexawen Npou3BOACTBEHHOM MPaKTUKU B CPOK, He MNPEBbIWAKWNIA CTa BOCbMUAECATH
pabounx gHen co AHS MNosydeHus 3anpoca O ee NpefocTaBfieHMU. YMOJHOMOYEHHbIN deaepanbHbIn
opraH WCNOSIHUTENbHON BNacTW, BblAABLWWK 3adaHWE Ha NpoOBeAeHMe 3KCNepTU3bl JIEKAapCTBEHHOIO
cpeacTBa, B TeyeHne natm paboumx AHer Co AHSA NOCTYMNNEHWUS OT 3asABUTENS KOMUU 3aK/YEeHUs O
COOTBETCTBMW MPOU3BOAUTENS JIeKApCTBEHHbIX CpeacTB TpeboBaHWAM  MpaBwui  Haasexallemn
NPOM3BOACTBEHHOM MPaKTUKW, HanMpaBnseT €ee B 3KCMNepTHoe yuypexaeHune. B  cnyvae
HenpeacTaBneHUs 3asBUTENIeM B YKa3aHHbIA  CPOK  KOMWW  3aK/IIOYEHUS O COOTBETCTBUM
NpoOM3BOANTENS JSleKApCTBEHHbIX CpeacTB TpeboBaHMSAM MpaBwus Haanexallen MNpou3BOACTBEHHOWM
NPakTUKN YMOSIHOMOYEHHbIN deaepanbHblii opraH WUCMOJHUTENbHOM BNacTW, BblAaBLIWIKA 3ajaHue Ha
npoBefeHne 3KCNepTuU3bl NIEKApPCTBEHHOro CpeacTBa, B TedeHue NaTM paboumx AHEN HanpasisieT B
3KCMNepTHOe YyuypexaeHue yBeAOMeHWE O HenpeacTaBleHUW 3asaBUTeNIeM KOMUK 3aKJl4vYeHUs o
COOTBETCTBMW MPOU3BOAUTENS JIeKApPCTBEHHbIX CpeacTB TpeboBaHMAM MpaBua  Hapsexallemn
NpPOM3BOACTBEHHOM NpaKkTUKW. BpemMsi co AHS HanpaBneHMs 3anpoca 3KCNEPTHOro yudpexaeHus B
YNOSIHOMOYEHHbIN eaepasnbHblil OpraH WCMOSIHUTENbHOW BRacTM A0 AHSA MNOMYyYEHUS 3KCMNepTHbIM
yypexaeHmeM KOMWU 3aK/lo4YeHUss O COOTBETCTBMWM MPOM3BOAMTENS JIeKapCTBEHHbIX CpeacTB
TpeboBaHnaAM npaBwun Haanexawen npouM3BOACTBEHHON MNpPakKTUKM WM yBEAOMNIEHUMs O ee
HenpeacTaBNeHUN He YUYUTbIBAETCS NPU UCYUCIEHUM CPOKa NPOBeAEHUS 3KCNepTU3bl NeKapCTBEHHOIo
cpeacTBa.

(yacTtb 4.3 BBeaeHa PenepanbHbiM 3aKOHOM OT 04.06.2018 N 140-03)

5. 3KkcnepT npu nNpoBeAeHUM TMOPYYEHHON eMy pYyKOBOAMTENEM 3KCMEPTHOro YUpexaeHus
3KCNepTU3bl IeKapCTBEHHOIO cpeacTBa 0653aH:

1) npoBecTM MNOMHOE WCCNeAoBaHWe MpeacTaBNeHHbIX eMy O06bekToB, MaTepuanos, AaTb
060CHOBaHHOE UM O06BEKTMBHOE 3aK/IloYEHME MO MOCTaB/IEHHbIM Meped HMM  BOMpocaMm  Wau
MOTUBMPOBAHHOE 3aK/IlOYEHNE O HEBO3MOXHOCTM TMPOBEAEHUS WM 3KCMNEpPTU3bl JIEKAPCTBEHHOIO
CpeAcTBa, €CNM MNOCTaBfieHHblE BOMPOCHI BbIXOAAT 3a@ MNpeaesbl crneumanbHblX 3HaHWK 3KchepTa,
06bEeKTbl WCCEeAOBaHWI W MaTepuanbl  HENpuUrogHbl WM  HEAOCTaTOYHbl ANS  MNpPOBeAeHUs
NCCnefoBaHU M AauM 3aK4YeHUs IGO0 COBPEMEHHbIA YPOBEHb PasBUTUS HAYKWM He Mo3BoONsieT
OTBETUTb Ha NOCTaBNIEHHbIE BOMPOCHI;

2) He pa3rnalwaTb CBeAEHWUS, KOTOpble CTasin EMY M3BECTHbI B CBS3W C NPOBEeAEHUEM 3KCMNepTU3bl
NIeKapCTBEHHOr0 CpeACTBa, a TakXke CBeAEHUs, COCTaBMsOLWME rOCyAapCTBEHHYIO, KOMMEPYECKYO WU
NHYIO OXPaHSIEMYIO 3aKOHOM TaliHy;

3) obecneynTb COXPaAaHHOCTb NpeACTaBNeHHbIX 06bEKTOB UCCNeaA0oBaHNIn N MaTepmnasos.
6. DKcnepT He BNpase:

1) NpoBOAMTb 3KCMNEpPTU3Y NeKapCTBEHHOIO CPpeAcTBa Mo 06palleHnto HenocpeacTBEHHO K HeMy
opraHmsauunii unu dUsnYeckKux nuu,;

2) caMocToATeNbHO cobupaTb MaTtepuanbl AN MNPOBEAEHUS SKCMEepTU3bl JIEKAPCTBEHHOMO
cpeacTea;

3) NpoBOAUTL 3KCNEPTU3Y JIEKAPCTBEHHOMO CPEACTBa B KAYeCTBE HEroCy/apCTBEHHOIO aKCMepTa.

7. B cnyyae HeobxoAMMOCTM 3KCMepT BrpaBe XxoAaTaWcTBOBaTb MNepes pPYyKOBOAUTENEM
SKCMEPTHOro Yy4YpexaeHuss O MPUBJIEYEHUN K MNPOBEAEHMIO 3KCMEpTM3bl JIeKapCTBEHHOro CpeacTBa
APYrnx 3KCNepToB.

8. Kaxablit 3KCnepT, BXOASALNIA B COCTAaB KOMUCCUM SKCNEPTOB, KOTOPOW MOPYYEHO NpoBeaeHUe
3KCNepTU3bl NEeKaApCTBEHHOrO CPEeACTBa, HE3aBUCMMO W CAMOCTOATENbHO MNPOBOAUT WUCCNEeAoBaHUS,
OLleHMBaeT pe3y/bTaTbl, MOSIYYEHHbIE MM JIMYHO U APYrUMUM 3KCNepTamu, uU (GopMynmpyeT BbiBOAbI
OTHOCUTENIBHO MOCTAaB/IEHHbIX BOMPOCOB B NpeAenax CBOUX cneumanbHbiX 3HaHWA.

www.consultant.ru/cons/cgi/online.cgi?req=doc&ts=kNiKQISARbMJemSx&cacheid=D445E838A3C3CFE6155C473C64B8034D&mode=splus... 23/103



10/10/21, 11:41 AM PepnepanbHbivi 3akoH oT 12.04.2010 N 61-P3 (pea. ot 11.06.2021) "O6 obpaLyeHun nekapcTBEHHbIX CPpeacTs”

9. Pe3ynbTaTbl 3KCNEpPTU3bl N1EKAPCTBEHHOrO cpeAcTBa OMOPMSIOTCS 3akK/l0YEHUEM KOMWUCCUMU
3KCMNepToB. B 3ak/lo4eHUM KOMUCCUM 3BKCMEpPTOB YKa3blBAlOTCS MNepedeHb WCCefoBaHuii, 06beM
NMPOBEAEHHbIX KaXAblM 3KCNEePTOM MUCCNeAOBaHUMW, YCTAHOBMIEHHbIE KaXAbIM M3 HUX dakTbl U
CAenaHHble B pe3ynbTaTe MCCneAoBaHW BbiBOAbI. DKCNEpT, MHEHWEe KOTOporo He coBrnajaeT C
pelleHnemM KOMUCCUW 3SKCMepTOB, BMpaBe Bblpa3uWTb CBOe MHeEHWe B MUCbMEHHOW dopMe, KOoTopoe
npuobLiaeTca K 3aK0YEHMUI0 KOMUCCUM IKCNEPTOB.

10. DKcnepThbl, BXOASLLME B COCTaB KOMWCCUW, NpeayrnpexaarTca 06 OTBETCTBEHHOCTU B
COOTBETCTBUM C 3aKoHoAaTeNnbCTBOM Poccuiickolii ®denepaummn 3a gady 3aK/IOUYEHUS, COAEpKALLEro
Heo60CHOBaHHbIE AN danbCUPULMPOBAHHbBIE BbIBOAbI, O YEM OHW AAKOT MOAMUCKY.

11. Onpep,eneHme YPOBHA I'IpOCbeCCMOHaJ'IbHOIZ noArotToBKM 3KCNEPTOB N aTTECTaUNA UX Ha NpaBoO
npoBeaeEHNA 3KCNEPTU3bI NEKAPCTBEHHbLIX CPEACTB OCYLLECTBNAKOTCA 3KCI'IepTHO-KBaJ'IMq)MKaLl,MOHHbIMM
KoOMnccmamMm B nNop4daake, YCTaHOBJIEHHOM COOTBETCTBYyWOWMMM YMNO/IHOMOYEHHbLIM Cbe,D,epaﬂbelM
OpraHom NCMONTHUTENbHOW BNacCTU. ypOBeHb HpOd)eCCMOHaﬂbHOVI noArotToBKM 3KCNEPTOB MOANEXUT
nepecMoTpy ykKasaHHbIMU KOMUCCUAMU HE pEXE YEM OANH pPa3 B MNATb NET.

12. MpaBuna npoBeAeHUs IKCNEpPTU3bl JIEKApPCTBEHHbLIX CpeAcTB WM O0CO6EeHHOCTU 3KCNepTU3bl
OTAENbHbIX BMAOB JeKApCTBEHHbIX npenapatoB (pedepeHTHbIX JfeKapCTBEHHbIX MpernapaTos,
BOCNpPOU3BEAEHHbIX JIeKapCTBEHHbIX MpenapaToB, O6uMoornyeckmux JieKapCTBEHHbLIX MpenapaTos,
6noaHanoroBbix (6MONOAOOHLIX) nNeKapCTBEHHbIX npenapatoB (6buoaHanoros), romMeonaTU4yecKux
NEKAPCTBEHHbIX npenapaToB, JNleKapCTBEHHbIX pacTUTENbHbIX npenapaTos, KOMBuMHaunm
NleKapCTBEHHbIX nMnpernapaToB), QOPMbl 3aK/AOYEeHUMN KOMUCCUKM 3KCNEPTOB YCTaHaBMBAOTCS
COOTBETCTBYIOLLUMM YNOSIHOMOYEHHbIM dpeaepasnibHbIM OpraHoM UCNOJIHUTENbHOW BMACTH.

(yactb 12 B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

Cratba 17. MNopauya M paccMoOTpeHMe 3afiB/IEHUA O rocyfapCTBEHHOM perucrpauum
JleKapCTBEHHOro npenaparta AJi1 BeTepuHapHOro npMmMeHeHus
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. [Ons rocynapCTBEHHOM peruvcrpauum JieKkapCTBEHHOro nmnpenapata ANns BeTepuHapHOro
npMMeHeHns pa3paboTuMK TaKOro NeKapCTBEHHOro npenapata WAM YNOJHOMOYEHHOEe WM Apyroe
topnamyeckoe nuuo (Aanee B HACTOsILWeEN CTaTbe - 3asBUTeNlb) NpeACTaBAseT B YMNOJIHOMOYEHHbIM
denepanbHbIi OpraH WCMOMHUTENbHOW BJACTWU, OCYLLUECTBASKOWWA roCcyaapCTBEHHYIO perncrpaumio
NleKapCTBEHHbIX MNpenapaToB ANs BETEPUHAPHOr0 MNPUMEHEHUS, B 3NEKTPOHHOW ¢opMe WM Ha
6yMaxHOM HocCuTene 3asBieHMe O roCyAapCTBEHHOW perncrpauum nekapcTBEHHOro npenapata Aans
BETEPUMHAPHOrO  MPUMEHEHUs, a TakxXe B [opsaaKe, YCTAaHOBMIEHHOM  COOTBETCTBYHOLWMM
YMNO/IHOMOYEHHbLIM hefgepasibHbIM OPraHoOM WUCMOJIHUTENIbHOM BAACTU, B 3/IEKTPOHHOM (OpMe WnN Ha
6yMaxHOM HocuTene HeobxoAuMble AOKYMEHTbI, U3 KOTOPbIX (POPMUPYETCA perncTpaumoHHOe A0Cbe
Ha fleKkapCTBEHHbIN NpenapaTt ANs BETEPUHAPHOr0 NPUMEHEHUS.

2. B 3asBneHMM o0 rocyaapCTBEHHOW perncrpauuu JieKapCTBEHHOro npenapata Ans
BETEPUHAPHOIro NPMMEHEHUS YKa3blBAlOTCS:

1) HauMMeHoBaHMEe W ajapec 3aaBUTeNd, paspaboTunmka W NPOU3BOAUTENSA NEeKapCTBEHHOro
npenapata [ANA BETEPUHAPHOro TMpPUMEHEHUS W aZpec MecTa OCYLIECTB/IEHUA NPOU3BOACTBA
NIEKapCTBEHHOro npenapaTta AN BETEPUHAPHOrO MNpPUMEHEHUA (B C/lydyae HaIMuyms HECKOJIbKUX
YYaCTHUKOB MpoLecca NpomM3BoACTBa HEOH6XOANUMO YyKa3aTb KaXAoro U3 HUX);

2) HauMMeHOBaHWEe  JIeKapCTBEHHOro npenapaTta AN  BETEPUHAPHOrO  MPUMEHEHUS
(MexayHapooHOe HenaTeHTOBaHHOE, WAW  TPYNMNUMPOBOYHOE, WM  XMMUYECKOe W  TOproBoe
HaUMEHOBaHUA);

3) nepeyeHb AENCTBYIOLWNX U BCMOMOraTeNbHbIX BELWECTB, BXOASAWMX B COCTaB N1IEKAPCTBEHHOMO
npenapaTa A1 BETEPUHAPHOro NPUMEHEHMUS, C YKa3aHMEM KOJIMUYECTBA KaXKAoro U3 HUx;

4) NneKapcrtBeHHas d)opMa, AO3NpoBKa, cnocobbl BBeAEHUS W NMPUMEHEHUNA, CPOK roaHOCTU
NNEKApCTBEHHOIO NpenapaTta A/1d BETEPNHAPHOIo NpuMeEHEHNA,

5) dbapmakoTepaneBTMyeckas rpynna;

6) HeobXxoaMMOCTb NPUMEHEHUS YCKOPEHHOW Mpoueaypbl 3KCNepTU3bl IEKapCTBEHHbIX CPeACcTB B
Lensax rocyaapCTBeHHOM perucrpaumu nekapCcTBeHHOro rnpenaparta;

7) KON AOKYMEHTOB, NoATBEP>XAAOWNUX ynnaTty FOCYD,apCTBeHHOVI MNOLWJINHbI:

a) 3a nNpoBeAeHME IKCMepPTU3bl KauyecTBa JIEKAPCTBEHHOrO0 CPEeACTBa M 3KCMEPTU3bl OTHOLUEHMS
0XWAAEMOM nMOMb3bl K BO3MOXHOMY PUCKY TMNPUMEHEHUS JIEKAPCTBEHHOro npenapata Ans
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BETEPMUHAPHOIO NpUMEHEHNA NpuU ero FOCY,D,apCTBeHHOVI perncrtpauunun,

6) 3a Bblayy perncTpaLmMoHHOro y0CTOBEPEHUSA IEKAPCTBEHHOrO NpenapaTa;

8) Hanunume cornacmsa, nNpeaycMOTPEHHOrO YacTblo 7 HacTosien CcTaTbM, €Cin C MOMEHTa
permcrpaumm pedepeHTHOro JIeKapCTBEHHOro rnpernaparta Ans BETEPUMHAPHOro MpPUMEHEHUS MPOLUOo
MEHee YeM LeCTb NeT.

(B pean. ®egepanbHoro 3akoHa ot 13.07.2015 N 241-®3)

3. PerucrtpauvMoHHOe [OCbe B LUEensX 3KCNepTu3bl JIeKapCTBEHHOro npenapata Ans
BETEPMHAPHOro NpUMeHeHns hopMmMpyeTcsa 13 creayrwmnmx A0KYMEHTOB U CBEAEHWN:
(B pen. ®egepanbHOro 3akoHa ot 27.12.2019 N 478-03)

1) cBegeHus o gate NpefoCTaBNEHUS U pPerncTpauuMoHHOM HOMepe NIMLUEH3UM Ha NPOU3BOACTBO
NleKapCTBEHHbIX CpeacTB, MNpeAoCTaB/eHHON MPOU3BOAUTENIO PErncTpupyeMoro neKkapcTBeHHOro
npenapaTa 4715 BeTepMHapHOro NpMMeHeHns, anss POCCUNCKNX NPOU3BOAUTENEN;

(B pea. ®enepanbHbix 3akoHoB 0T 04.06.2018 N 140-®3, o1 27.12.2019 N 478-03)

2) cBegeHust 0 gaTe npenocTaB/ieHUss U PerMcTpaumoHHOM HOMepe JIMLEH3UN Ha NPOU3BOACTBO
JIeKapCTBEHHbIX CpeacTB, MNpeAocTaBNeHHON rnpou3BoauTento dapmaueBTUYecKon cybcTaHuum,
BXOASLLEN B COCTaB pPerMcTpmpyeMoro JIeKapCTBEHHOro npenaparta AJ1si BETEPUHAPHOro NMpUMEHEHMUS,
AN POCCUNCKUX NPOM3BOANTENEN;

(B pean. ®epepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, o1 27.12.2019 N 478-®3)

2.1) Konusa AOKYMEHTa, BblAAHHOr0 YMNOJAHOMOYEHHbIM OpPraHoOM CTpaHbl Mpou3BoAUTENs Ans
KaXKAoln NpOU3BOACTBEHHOW MJIOWAAKN  pPEerucTtpmMpyeMoro JieKkapCTBEHHOrO rnpenapata A4
BETEPMHAPHOro MpPUMEHEHUS W NOATBEpPXAAlLWero COOTBETCTBME MPOU3BOAUTENSA JIEKAPCTBEHHOIMO
npenapaTta TpeboBaHMAM MNpaBua Haanexallen Npou3BOACTBEHHOW MNpPaKTUKW, U ero rnepesoj Ha
PYCCKUIN A3blK, 3aBEpPEeHHble B YCTAaHOBJIEHHOM MOpsAKe, a TakXe KOMusa 3aK/lYeHUd O COOTBETCTBUMU
NpoOM3BOANTENS JleKApCTBEHHbIX CpeacTB TpeboBaHMSAM npaBwus HaAnexalen npou3BOACTBEHHOWN
NPaKTUKKN, BbIAAHHOIO YMOSHOMOYEHHbIM deaepanbHbIM OpraHoM WCMNOSIHUTENbHOM BRacTtu Ans
Ka>aon NpOM3BOACTBEHHOW MNAOWAAKW  PerncTtpupyeMoro fieKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOIO NPUMEHeHUs, TM60 KONUsa pelleHns o NpoBeAEeHNN MHCNEKTUPOBAHUS NpoOM3BOAUTENS
NleKapCTBEHHbIX CPeacCTB, MPUHATOrO0 YMNOJHOMOYEHHbIM deaepanbHbIM OpraHoM WCMNOSTHUTETbHOM
BJIACTM AN KaXxAoW NpOU3BOACTBEHHON MOWAAKN PErUMCTPMPYEMOro NeKapCTBEHHOrO npenapaTta ans
BETEPUHAPHOI0 NPUMEHeHNs. YKa3aHHble JOKYMEHTbl NpeacTaB/fAlTCa B C/lyvyae, ecniv Npou3BoACTBO
NleKkapCTBEHHOro npenapaTa oCyLecTBAseTcs 3a npegenamum Poccuinckon degepaunu;

(n. 2.1 BBeaeH ®enepalnbHbIM 3aKOHOM OT 04.06.2018 N 140-93)

2.2) KONMS [AOKYMeHTa, BbIAAHHOIMO YMOJIHOMOYEHHbIM OpraHoM CTpaHbl Mpou3BOAUTENS
dapmaueBTNYECKOMN cybcTaHumm n NnoATBepXAatoLero CoOoTBeTCTBME npom3BoanTens
dapmaueBTnyeckom cybcTtaHUMM, BXOASWEN B COCTAB PErnmcCTpMpyeMoro JieKkapCTBEHHOro npenapaTta
0N BETEPUHAPHOro npuMeHeHusi, TpeboBaHUSAM NpaBua Haanexaller Npon3BoACTBEHHOM MpPaKTUKW,
N ero rnepeBod Ha pPYCCKUMA £3blK, 3aBepeHHble B YCTAHOB/IEHHOM MOpsSAKe, B C/lyyae, €cnu
NnpomM3BOACTBO ((apMaUeBTUYECKOM CybCTaHUMM OCYLLUECTBASIETCA 3a npeaenamm Poccuinckoin
®depepaunm;

(n. 2.2 BBeaeH ®enepanbHbIM 3aKOHOM OT 04.06.2018 N 140-93)

3) MNpOEeKT HOPMATMBHOIO [AOKYMEHTa Ha JIEKAapCTBEHHbIM npenapat Ans BeTepuUHapHOro
NPUMEHEHUS;

4) DOKYMEHT, coaepXxalwwuin cneayouwyo mHdbopMauunto o dapMaueBTUUYECKOW cybcTaHunm unm
dapmaueBTUUECKMX CYBCTaHUMAX, BXOASWMX B COCTaB JNIEKApPCTBEHHOro npenapaTta Ans
BETEPMHAPHOr0 NpUMEHEHUS:

a) HauMeHoBaHMe dapMaueBTUUYECKO cybcTaHumM, ee CTpykTypa, obwwue cBonctBa (npu
rocyfapCTBEHHOM  perncrpaumMm  MMMYHOBMONOrMYecKMX  NIeKapCTBEHHbIX  MpenapatoB AN
BETEPUHAPHOIO MPUMEHEHUS MPeACTaBAATCA CBEAEHMS O LWTaMMe, BKJOYas ero HamMeHOBaHue,
nHMOpPMaLMIO O MPOUCXOXAEHUMN, €r0 CBONCTBAX, XapakKTepuUCTMKax U Mecte AeNOHMPOBaHUSA);

(B pean. ®egepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) HanMeHoBaHWe 1 agpec Npou3BoAUTENS;

B) TEXHONOIrM4A Npomn3BoacCTBa C ONMMUCaHUNEM cTaaumn nponssoacTBa M METOAOB KOHTPOJZ1IA Ha BCEX
CTaandax npon3soacTBa,

r) wHdbopMmaums o npuMmecsax (He nNpeacTaBAsSeTCs MNpuM  rocyaapCTBEHHOW perncrpaumm
MMMYHOBNONOrMYECKNX SIeKapCTBEHHbIX NPenapaTosB A1 BETePUHAPHOIro NpUMEHeHUs);
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(B pen. ®egepanbHoro 3akoHa ot 02.08.2019 N 297-®3)

n) cneundukaumsa Ha  dapMmaueBTMyecky  cybctaHumio  (He  MpeacTaBnsieTcs npwu
rocyaapCTBEHHOM  perucrpaumm  MMMYHOOMONOrMYECKUX  JIeKapCTBEHHbLIX  MpenapatoB  Ans
BETEPUHAPHOIro NPUMEHeHUs);

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

E) onncaHne METOANK KOHTPONIA KadyecTBa,

X) pe3ynbTaTbl aHanm3a cepuin dapMaueBTMYeckon cybcTaHumm (He npeacTaBnAlTCa MNpu
rocyaapCTBEHHOM  perncrpaunm  MMMYHOBMOMOrMYecKMX  NieKapCTBEHHbIX  MpenapaTtoB  Ans
BETEPMHAPHOro NpUMEHeHUs);

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

3) nepeyeHb CTaHAAPTHbIX 06pasuoB WM BELWECTB, WCMOMb3YEMbIX MPU OCYLLECTB/IEHUM
KOHTPONS KauyecTBa;

N) ONMcCaHMe XapakKTePUCTUK U CBOMCTB YNaKOBOYHbIX MaTEPUANOB M YKYNOPOUHbIX CPEACTB;

K) fhaHHble 0O cTabunbHOCTM (He nMpeacTaBnAsAlTCa MNpU  rOCyAapCTBEHHOW  perucrpaumu
UMMYHOBMONOrMYEeCcKnX NeKkapcTBeHHbIX NpenapaTosB A8 BeTepMHapHOro NpuMeHeHuns);
(B pen. ®epnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) CPOK roAHOCTU, YCNOBUS XPaHEHUS;

5) otyeT o0 pe3ynbTaTax AOKINHUYECKOrO0 WCCNeaoBaHUS eKapCTBEHHOro cpeacresa Ans
BETEPMHAPHOr0 NPMMEHEHMUS, BKAOYaLWMA ONMcaHMe MeToaoB onpefeneHns OCTaTOYHbIX KOJIMYEeCTB
Aencrteylowero Bewectsa (OENCTBYHOWMX BewecTs), AocTurawowero (AocTvratowmx) CUCTEMHOro
KpOBOTOKa, B MPOAYKUWU >XMUBOTHOIO MPOUCXOXAEHUA MOC/Ae MPUMEHEHUS TaKoro JSieKapCTBEHHOro
CcpeAcTBa, a TaKXe AOKYMeHTanbHoe noaresepXxaeHue (Banuagauns) ykasaHHbIX MEeTO40B;

(B pen. ®egepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) OT4eT O pe3ynbTaTax KJINHUYECKOro WCC/EeN0BaHMA JNleKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOrO0 MPUMEHEHUSI Y KaXAoro BMAA JXMBOTHbIX, YKasaHHbIX B WHCTPYKUMM MO
BETEPUHAPHOMY MPUMEHEHMUIO;

7) NpoOeKT WHCTPYKUMWU MO BeTEPUHAPHOMY MPUMEHEHUIO JleKapCTBEHHOro npenaparta,
coAepyKallen cneayoume cBeaeHus:

a) HauMMeHOBaHWEe  JleKapCTBEHHOro  npenapata 479  BETEPUHAPHOro  MpUMEeHeHus
(MexagyHapoaHoe HenaTeHToBaHHOe, WM FpynnUpoBOYHOE, WM XUMUYECKOe WU  TOprosoe
HanMeHoBaHu4);

6) NeKapCcTtBeHHas cbopMa C YKa3aHHUeM HauMeHOBaHMI W KONIMYECTBEHHOr0 COCTaBa
,CleVICTBYIOU.LMX BewecTB N Ka4eCTBEHHOIN0 COCTaBa BCrnoMoraTtesibHbIX BEWECTB,

B) OnMcaHWe BHELWIHEro BMAaa /IEKapCTBEHHOMO Npenaparta An1s BETEPUHAPHOIO NPUMEHEHUS;

r) dapmakoTepaneBTUyeckas rpynna JeKapCcTBEHHOro rnpenapata Ang BeTepuHapHOro
NpUMeEHeHUs UNKn ykasaHue "romeonaTuyeckunii iekapCcTBeHHbIN npenapaTt”;

A) dapmakognHaMuka un  dapMakoknmHeTuka (3@  uUckA4YeHMeM  dapMaKOKUHETUKMU
roMeonaTMyecKnx NeKapcTBEHHbIX MNpenapaTtoB W pacTUTESNbHbIX NIeKapCTBEHHbIX npenapaToB) Wan
onucaHne MMMyHoO6MONOrnMYecKUX CBOMCTB NeKapCTBEHHOro npenaparta;

€) nokasaHusl ANns NpUMeHeHUs ;
) NMPOTMBOMNOKAa3aHUsa ANa NPUMEHEHUS;
3) Mepbl NPeaOoCTOPOXKHOCTU NPU NMPUMEHEHUU;

M) yKasaHne BO3MOXHOCTU U 0COBEHHOCTEN NPUMEHEHUST Y 6epeMEHHbIX XMBOTHbIX, Y XXWUBOTHbIX
B NMepuoja slakTaumn, y NoOTOMCTBA XUBOTHbIX;

K) peXxunMm Ao3npoBaHuA, cnocob6 BBeaeHUs U NMPUMEHEHUA, NPU HeobXxoANnMoCTH BpeEMA npuemMa
NEKApPCTBEHHOIO NpenapaTta A1d BETEPUHAPHOIo NpuMeHeHm4, NpoaAO/IKUTEJIbHOCTb JIEHYEHUA,

Nn) BO3MOXHble MOBOYHbIE AEACTBUS, HexXenaTeflbHble peakuuMm Mnpu MPUMEHEHUN
NleKapCTBEHHOro npenaparta A/ BETEPUHAPHOIO NPUMEHEHUS;
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M) CMMNTOMbI Nepego3npoBKKM, MepPbl MO OKa3aHUIO NMOMOLLN NMpU Nepeso3npoBKE;

H) B3aMMoAencTeBume C ApyrMMu fieKapCTBEHHbIMKW NpenapatamMn u (Man) Kopmamu;
0) dopMbI BbiNyCKa SIeKapCTBEHHOIO NpenapaTa ANs BETEPUHAPHOIO MPUMEHEHUS;

n) ykasaHuve (Npu Heo6XoAMMOCTU) OCOBEHHOCTEN AENCTBUS NIEKAPCTBEHHOro npernapaTta Ans
BETEPUHAPHOI0 NMPUMEHEHMUS NpU NepBOM MpPUEME USIN MPU €ro OTMEHE;

p) onmncaHmne (Npmn Heo6xoaMMOCTMN) AENCTBUIA cneumanncTa B obnactu BeTepmHapum, Bnaaenbua
XMBOTHOIO MNpW MNpPONyCKe MpuvemMa OAHOW WAM HECKOSIbKUX [A03 NEKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOIO NPUMEHEHUS;

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

C) CPOK rOAHOCTM M YKa3aHMe Ha 3anpeT MNpUMEeHeHUsl JNeKapCcTBEHHOro mnpenapata Ans
BETEPUHAPHOIO NMPUMEHEHMUS MO UCTEYEHUM CpOKa FOAHOCTU;

T) YCNOBUSA XpaHEHUS;

y) YyKasaHWe Ha HeobxO0AMMOCTb XpaHEHWs JIeKapCTBEHHOrO MpenapaTa Ans BeTepuUHapHOro
NPUMEHEHNSA B MECTax, HeAOCTYMHbIX ANSA AeTEN;

¢) ykasaHue (Npu HEobXOAMMOCTW) creuunanbHblIX Mep MpPeAoCTOPOXHOCTU MNPU YHUUTOXEHUMU
HEeMCNONb30BaHHbIX JIEKAPCTBEHHbIX NpenapaToB A1s BETEPUHAPHOIO NMPUMEHEHUS;

X) CPOKKN BO3MOXHOI0 MUCMOJ/1Ib30BaHUA NPpOoAYKUUN XXMUBOTHOIMO MPOUCXOXAEHUNA NMOCNE BBEAEHUSA
XXMBOTHOMY J1IEKAPCTBEHHOIO npenaparta Ana BeTeEpMHaApPHOro NpnMMeEHEHUA,

L) ycnoBusa oTnycka;

L-I) HanMeHOBaHUA W aApecCa Npon3BOACTBEHHbLIX MAOWAA0K MpounsBoaAUTENA NEeKapCTBEHHOIO
npenapata ongd seTepmnHapHoOro npuMeHeHuns,;

W) HaumMeHOBaHMe, agpec opraHuMsaunn, YrMOSIHOMOYEHHOW AepXXaTeneM WIn BnaAaenbueM
pPEerncTpaunMoHHOro YyAOCTOBEPEHUSI /NEKApPCTBEHHOro nMpenapata Ha MpUHATUE TMPETEeH3M OoT
notpebutens;

8) NMpoeKTbl MakeToB MEPBUYHON YNAKOBKU U BTOPUYHOW YMNaKOBKM NEKApPCTBEHHOrO npenapara
AN BETEPUHAPHOr0 NMPUMEHEHMS;

9) cnepytouime cBeAeHUs 0 ilekapCTBEHHOM MNpenaparte Alsi BETEPUHAPHOro NMPUMEHEHMUS:
a) onmncaHMe 1 CoCcTaB SIeKapCTBEHHOrO nMpenapaTa A/l BETEPUHAPHOIro NMPUMEHEHUS;
6) onucaHne apMaLeBTUYECKON pa3paboTku;

B) onucaHue npouecca NpoM3BOACTBaA M €ro KOHTPOJs, NoANMCaHHOE B NopsaKe, YCTaHOBIEHHOM
B COOTBETCTBMW C HAcTbio 1 HACTOSLWEN CTaTbK;
(B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-®3)

r) onMCaHue KOHTPOSS KPUTUYECKMX CTaaui MpPOM3BOACTBA W MPOMEXYTOYHOM MPOAYKLUMHU,
noanucaHHoe B Nopsiake, yCTaHOB/IEHHOM B COOTBETCTBMM C YacTbio 1 HACTOALWEN CTaTby;
(B pean. ®egepanbHoro 3akoHa ot 02.08.2019 N 297-03)

A) HauMeHOBaHMSA M agpeca paspaboTuvka, gepxatens wav Bnagenbua perucTpaunoHHOro
yOOCTOBEPEHUA  JIeKapCTBEHHOro npenapata, MNPOU3BOACTBEHHbLIX MJOWAA0K Mpou3BoAUTENSA
NlekapCTBEHHOro npenapara Ans BeTepMHApPHOro NpMMEHeHUs C yKa3aHWeM CTaani TEXHO0MMYEeCcKoro
npouecca, OCYLECTBASAEMbIX Ha MNPOM3BOACTBEHHbLIX MNJowWankax Mpou3BOAUTENSA JIEKAPCTBEHHOIO
npenaparTa ANg BETEPUHAPHOI0 NMPUMEHEHUS;

(B pea. ®epepanbHbixX 3akoHoB OT 13.07.2015 N 241-93, ot 02.08.2019 N 297-03)

e) dhapMaueBTUYecKass COBMECTUMOCTb;

XX) MUKPOOBNONOrnYecKne xapakTepUCTUKK;

3) MaTepuanbHbIn 6anaHc ans NMpoM3BOACTBA CEPUM FOTOBOrO NPOAYKTa;

M) onncaHne XapaKTePUCTUK U CBOWCTB YNAaKOBOYHbIX MaTeEpPUAsioB N YKYNMOPOYHbIX CPEACTB;

K) AOKYMeHTasibHoe noaTBepxaeHue (Banngaums) npoueccoB un (Mn) UX OUEHKA;
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n) TpeboBaHMA K KayecTBy BCrnoMmoraTenbHbiX BewecTs (cepTtudukaTt, crneuymdurkaums Ha
BCMOMOraTenbHble BewecTBa n nx o6ocHoBaHue);

M) dHamTn4yeckne M™MeToamkKun, WucCnoJib3dyeMblie Mpu OCYyLWLECTBZIEHNN KOHTPOJZIA Ka4ecCcTBa
BCNOMOraTesibHbIX BELWECTB,

H) AOKYMEeHTa/lbHOe MoATBepXAeHWe (Bannaaums) aHaIMTUUYECKMX METOAMK, UCMOJb3YEMbIX MPU
OCYLLECTBNIEHUN KOHTPOJIS KAyecTBa BCMOMOraTe/IbHbIX BELLECTB;

O) MchopMame 06 MCnonb3oBaHMM BCOMOraTesibHbIX BELLECTB 4YeSI0BEYECKOro M XXMBOTHOIO
nponcxoXxxaeHus,

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

p) TpeboBaHMS K KayecTBy JeKapCTBEHHOro npenapata AN BEeTEPUHAPHOr0 MpPUMEHEHUS
(cepTndukaTt, cneundmnkaumsa Ha NEKApPCTBEHHbLIA npenapaT U nx o60CHOBaHUe);

C) aHannTnyeckmne MeToankun, UCnoJiblyeMmble TMNpu OCYLLECTBIEHMUMN KOHTPOJSIA KaydecCTBa
NneKapcTtBeHHOro npenapata angd BeTepmnHapHoOro npuMeHeHuns,;

T) AOKYMEHTa/IbHOE noAaTBeEpXAEHNE (BaJ'IM,D,aLI,MFl) dHaNIUTUNHECKNX METOANK, NCMNOJIb3YEMbIX MPU
OCYLLECTBJIEHNN KOHTPOJI4 Ka4deCTBa JIEKAPCTBEHHOIO NpenapaTa A1 BETEPUHAPHOIo NpuMeEHEHNA,

Yy) AOKYMEHT, noATBEPXAAlLWMA KadyecCTBO JIeKAapCTBEHHOrO npenapata TpeX MPOMbILWIEHHbIX
cepuin (NpOTOKONT aHanu3a wan cepTudukaT aHanm3a), oaHa Cepust KOTOpPOro AO0JIKHa coBnagaTb C
cepueli obpasua iekapCTBEHHOro npenapaTa, N0AAaHHOIo Ha perncTpaumio;

¢d) xapakTepuctmka npmMmecen;

X) nepevyeHb CtaHAapTHbIX O6pa3L|,OB, MCNONb3yEMbIX MPUN OCYLLECTBIEHNN KOHTPO/A KadecCTBa
NeKapCTBEHHOIO NpenapaTta And BETEPUNHAPHOIo NpuMeHeEHn4,

L) AaHHble 0 CTabUIbHOCTU IEKAPCTBEHHOrO NpenapaTta AN BETEPUHapHOro NpUMMEHEHUS;

10) konus A[OKyMeHTa, coAepxawero uHdopmaumio 0 Hanuumm mnum o6 oTCcyTCTBUM (DaKTOB
permctpaumMn nekapcTBEHHOro nmnpenapata ANS BeTEepuMHApHOro rMpUMEHeHMs 3a npeaenaMm
Poccuinckon ®epepaunu;

11) cornacme B NMcCbMeHHOW OpMeE, NMPeaAYCMOTPEHHOE YacTbio 7 HACTOSALWEN CTaTbM, B Cly4dae
perncTpaumnm BoCnpon3BeaeHHOro J1eKapCTBEHHOIO NpenaparTa;
(B pean. ®egepanbHoro 3akoHa ot 13.07.2015 N 241-®3)

12) Konusi [AOKyMeHTa Ha pPYCCKOM £3blke, 3aBEPEHHOro B YCTAHOBJIEHHOM rMopsake U
NoATBEPXAAOLWEro MpPaBOMOYHOCTb 3asiB/IEHUS O TFOCYAapCTBEHHOW perncrtpaumMm eKapCTBEHHOro
npenaparta ANs BETEPUHApPHOro NpMMeHeHUs (A0BEPEHHOCTb);

13) cBegeHMa O TrocydapCTBEHHOW perncTpaunm reHHo-UHXeHepHO-MoANPULNPOBAHHBIX
OpraHmM3MoB, NpeAHa3Ha4YeHHbIX AN8 BbiNyCKa B OKpyXawwy cpeay (Npyv rocyaapCTBeHHOM
perucTtpaumm JneKapcTBeHHbIX npenapaToB A/ BETEPUMHAPHOr0 TMPUMEHEHUSA, TONYUYEHHbIX C
NPpUMEHEHNEM TeHHO-UHXEeHEePHO-MOANDULMPOBaAHHbIX OpPraHM3MOB UM COAepXawux Takue
OpraHu3msbl).

(n. 13 BBeaeH ®eaepanbHbiM 3akoHOM oT 02.08.2019 N 297-03)

4. Tpun npoBeAeHUN YCKOPEHHOM Mpoueaypbl 3KCNepTU3bl €KapCTBEHHOro npenapaTta Ans
BETEPMHAPHOIrO0 MNpPUMEHEHUS B LUEeNsdAX ero rocyaapCTBEHHOW perncrpaunMm BMEeCTO OT4yeTa
paspaboTtumka O pe3ynbTaTaX [AOKIMHMYECKOro WCCAeAoBaHMA NeKapCTBEHHOro cpeacrea Ans
BETEPMHAPHOr0 MpPUMEHEHUA MOXeT ObiTb npeactaBneH 0630p Hay4dHbIX paboT o0 pesynbTaTtax
OOKNIMHNYECKOro wuccnefoBaHms pedepeHTHOro JsieKapCTBEHHOro npenapata A8 BeTepUMHApPHOro
NnpUMeEHeHNs, a BMEeCTO oOTyeTa O pe3yfnbTaTax K/JAMHUYECKOro MuCCeaoBaHUSa NeKapCTBEHHOro
npenapata  4ns BETEPMHAPHOro NPUMEHEHUS oT4yeT O pesynbTaTax nccneaoBaHum
6M03KBMBANIEHTHOCTU  BOCMPOU3BEAEHHOr0 JIeKapCTBEHHOro npernapaTta Anaa BeTepUHApPHOro
NpUMEHEHMUS.

(4acTtb 4 B pea. ®egepanbHoro 3akoHa ot 02.08.2019 N 297-03)

5. Ha aKcneptvay pasnuuHbiX JieKapCTBEHHbIX (OPM OAHOrO M TOr0 Xe JIeKapCTBEHHOro
npenapaTta ANS BETEPUHAPHOro MNpuUMEHeHUs 3asBuTeNnb NpeacTaBNseT OTAesNbHble 3asiBfeHUs WU
permcTpaumoHHblie A0Cbe Ha KaXAyl siekapcTBeHHy dopmy. MNpu ycnosmu OAHOBPEMEHHOMW nofauu
Ha 2KCNepTU3y OAHOWN NeKapCTBEHHON (OpMbl C pasIMyHbIMU AO3UPOBKON, KOHUEHTpaumen, obbemMoM
3aaBuTENb MpeacTaBAseT OAHO 3asiBfieHMe W pernctpaunmoHHoe [0Cbe C MPUIoXKEHMEM MaKeToB
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NEpPBUYHON YMNaKOBKU W BTOPUYHOW YNakoBKW. Ha MakeTax MNEepBUYHOM YMNaKOBKU U BTOPUYHOWM
yNaKoBKW YyKa3blBalOTCS BCE NMPOU3BOAUMbBIE A03MPOBKU, KOHLUEHTpauMn, o6beMbl N KOMYECTBO A03 B
ynakoBKe fleKapCTBEHHOro npenaparta A/ BETEPUHAPHOro NpUMeEHeHns.

(B pean. ®egepanbHoro 3akoHa ot 02.08.2019 N 297-®3)

6. B cnyydae HenpeacTaBneHMsa C 3asBfleHMEM O roCyAapCTBEHHOM perncrpauum nekapCTBEHHOro
npenapata Ans BETEPUHAPHOr0  MPUMEHEHUS  [OKYMEHTOB, noaTeepxjawwmx  ynnarty
rocyAapCTBEHHOM NOLWAWHBLI M YKa3aHHbIX B OYHKTE 7 4acTu 2 HacToslen craTbW, CBeAEeHUA O
NIMUEH3MAX, YKa3aHHbIX B OYHKTax 1 M 2 4actnm 3 HacTosdwer cTaTbM, a TakXe BblAaBaeMbIX
(NnpepoctaBnsieMbix) YNOAHOMOYEHHbIMU  deaepanbHbIMXM  OpraHaMn  UCMNOJSIHUTENbHOW  BNacCTw
OOKYMeHTOB (CBefeHWI), yKasaHHbIX B MyHKTe 2.1 yactm 3 HacToswen cTaTbW, YMNOSNHOMOYEHHbIN
denepanbHbIi OpraH MCNONIHUTENbHOW BNacTU 3anpalinBaeT YKasaHHble AOKYMeHTbl (CBefeHus) B
nopsake MexsegOMCTBEHHOro MHMOPMALMOHHOIO B3aUMOAENCTBUS.

(yacTtb 6 B pea. ®egepanbHOro 3akoHa ot 27.12.2019 N 478-03)

7. He ponyckaeTcs WUCMoNb30BaHME B KOMMEPYECKMX Uuenax uHdopMmauum o pesynbTaTtax
OOKNIMHUYECKUX  WUCCNeAOBaHUI  NIEKApPCTBEHHbIX  CPeACTB W KIAWMHUYECKUMX  UCCNneaoBaHWi
NIEKApPCTBEHHbLIX MpenapaToB ANs BETEPUMHAPHOr0 MPUMEHEHMUSs, NpeAcCTaB/IeHHOW 3asBuTeneM Aans
rocyaapCTBEHHOMN perucrtpauumn nekapCcTBEHHbIX npenapaTosB, 6e3 ero cornacus B TedeHUe WeCcTu neT
C AaTbl roCyAapCTBEHHOW perncrpaunm pedepeHTHOro sekapCcTBEHHOro npenapaTta B Poccuinckon
denepaumn.

8. [epxaTenb wnn Bnageney perncrpauMoHHOro yAOCTOBEpPeHUs JieKapCTBEHHOro rnpenaparta
ANa  BeTepuMHApHOro rMpuUMEHeHUs MNpeacTaBNseT B YNOJHOMOYEHHbIn deaepanbHbli  OpraH
WUCNOSIHUTENBHOM BNAacTM OTYET Mo pe3ynbTaTtaM dapMakoHaz3opa OAMH pa3 B WeCTb MecsueB B
TeyeHne ABYX fieT nocje rocyaapcTBEHHOW pervcrpaumm nekapcTBeHHOro npenapata B POCCUMNCKOM
denepaummn, 3aTeEM eXerogHo B TeyeHue NOoCNeayrLlwmnx Tpex neT u B AajibHEeNWeM OAMH pa3 B Tpu
roaa.
(vyactb 8 BBegeHa ®enepasnbHbIM 3akKoHOM 0T 02.08.2019 N 297-03)

Cratba 18. MNopauya M paccMoTpeHuMe 3asiBIEHUA O rocyfapCTBEHHOM perucrpauum
JIeKapCTBEHHOro npenaparta a1 MEAULIMHCKOro NpuMeHeHus
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. [Ana rocynapCTBEHHOW perucTpaumm JnekapCTBEHHOro npenapata ANS  MeAMUMHCKOro
NpUMMEHEHNs tpuanveckoe nnuo, AencTeylowee B COBCTBEHHbIX MHTEpecax WMAWM YMNOSIHOMOYEHHOEe
NpeAcCTaBNATb MHTepeChbl APYroro puaMYecKoro nvua 1M 3assBnstollee nekapcTBEHHbIM npenapaT Ha
rocyfapCTBEHHYI peructpaumio (panee B HacTosAWweW cTaTbe - 3asBUTeNb), NpeacTtaBnseT B
YNO/THOMOYEHHbIN denepanbHbIn opraH NCNOHUTESTIbHOM B/J1acCTy, OCYLECTBASAOLWMN
roCyAapCTBEHHYIO Pperncrtpaumio NeKapCTBEHHbIX MpenapaTtoB ANs MeAWUMHCKOro MNpUMEHEeHus, B
3N1EKTPOHHOM ¢opMe M Ha OyMaXxXHOM HocuTesne 3asiBfieHMe O TroCyOapCTBEHHOW permcrpaunm
NleKkapCTBEHHOro npenaparta Ans MeAVWUMHCKOro NMpUMEHEHUs, a TakXe B nopsaake, yCTaHOB/IEHHOM
YNO/ITHOMOYEHHbIM deaepanbHbIM OPraHoOM MWCMNOSIHUTENbHON BAAcCTW, B 3JIEKTPOHHOW ¢dopMe M Ha
6yMaxHOM HocuTene HeobxoAuMble AOKYMEHTbI, U3 KOTOPbIX (POPMUPYETCA perncTtpaumoHHOe AoCbe
Ha fleKkapCTBEHHbIN NpenapaT ANs MeANUNHCKOro NpUMMeHeHus.

(yactb 1 B pea. ®egepasnbHOro 3akoHa ot 22.12.2014 N 429-03)

2. B 3aaBneHUM O TrOCYAapCTBEHHOM perucTpaumMm JekapcTBEHHOro npenapata Ans
MEeAMUMHCKOro NPUMEHEeHNs yKasblBatOTCA:

1) HauMeHOBaHMe, appec 3adABuUTeNs UM NPOU3BOAUTENS JIeKApPCTBEHHOro npenapaTta AN
MeJMLUNHCKOrO NpUMEHeHns, cBeaeHns 06 ux perncrpaummn B KadecTtBe HanoronaaTenblinka B CTpaHe
pervcrpaumu (ans pPOCCUNCKMX lopuanyeckmx — aay - MAeHTUDUKALMOHHbBIN HOMep
Hanoronnatenswunka (MHH), AN WHOCTPaHHbLIX OPUAMYECKUX NUL - CTpaHa peruvcrpaumu,
HaMMeHoBaHWe perncTpupyrowero opraHa, perucrpauuMoHHbIA HOMep, KOoA4 Hanoronjatenblmka B
CTpaHe peruvcrpaunm (MHKoprnopauuMn) uan ero aHasnor) u agpec Mecta ocCyLlecTBeHns Npon3BoaCTBa
NekapCcTBEHHOro npenapata (B c/lydyae Hanmumsa HeCKOSIbKMX Y4aCTHUKOB Mnpouecca ero nponsBoAcTBa
HEeobX0AMMO yKasaTb KaXAoro Yy4yacTHMKA B COOTBETCTBMM C  OCYLLUECTBASEMOM CTaguemn
Npou3BOACTBA);

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

2) HanMeHOBaHUE NeKapCcTBeHHOro npenaparta Aans MeANLUNHCKOIo NMPUMEHEHUA
(Me>|<,quapo,que HEMNATEHTOBAHHOE, nnun rpynnnpoBo4yHoOE, ninm XUMHMYECKOE WU  TOProeoe
HaVIMEHOBaHMﬂ);
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3) nepeyeHb ,D,EVICTBYFOLLWIX M BCNoOMOraTesibHbIX BELWECTB, BXOAALWNX B COCTaB JIEKAPCTBEHHOIO
npenapata gnga MeanMUuMHCKOro npnMMeHeHns, € yKkasaHmeMm Koan4vectBa KaxXaoro n3 HuX,

4) neKapcrBeHHas d)opMa, AO3NpPoOBKa, cnocobbl BBEeAEHUS W NMPUMEHEHUNA, CPOK roaHOCTU
NeKapCTBEHHOIo npenapata anada MEANUUNHCKOIo nNnpuMeHEHUA,

5) dapmakoTepaneBTHnyeckas rpynna, Koa aHATOMO-TepaneBTUYECKO-XUMNYECKOW
Knaccudukaumm, pekoMeHAOBaHHON BceMuMpHOM opraHm3aumnen 34paBOOXPaAHEHUS, 3asiBISIEMblE
nokasaHus Ass NpUMEHEeHMs fIeKapCTBEHHOro nNpenapaTa Ans MeauuUUMHCKOro NpUMeHeHUs ;

6) OTCyTCTBME HeobxoAMMOCTM MpeaoCTaB/eHMs OT4YeTa O pe3ynbTaTax KJAMHUYECKOro
nccnenoBaHusl, nccneaoBaHns 6GMO3KBMBANIEHTHOCTM JIEKAPCTBEHHOMO NpenapaTta, paspeleHHoro ans
MEeAMUMHCKOro npuMeHeHuss B Poccuiickoir depepaumm 6onee aBaguaty neT, C  YKa3aHUEM
HOPMaTMBHbIX MPaBOBbIX aKTOB, MOATBEPXAAIOLWMX AAHHbIN CPOK NPUMEHEHUS;

7) HeobxoaMMOCTb 0OpPMIIEHMSI paspeLlleHnst Ha BBO3 B Poccuiickyio deaepaumnio KOHKPETHOM
napTMM  3aperncTpupoBaHHbIX U (MAN)  HE3aperucTpMpOBaHHbIX  JIEKAPCTBEHHbIX  CPenAcTs,
npeAHasHavyeHHbIX AN NPOBEAEHUS SKCMEPTU3bl JIEKAPCTBEHHbIX CPEACTB B LeNSX rocyAapCTBEHHOM
permcrpauuu;

8) HeobXxoaANMOCTb npoBeaeHnNAa sKCNepTn3bl AOKYMEHTOB, MPEACTABJIEHHbLIX A4 OonpeaeneHns
BO3MOXHOCTU pacCcMaTpuBaTtb HEKapCTBeHHbIVI npenapatr aAna MeanunHCKoro npuMeHeHuda npu
OoCyLlecTBiEHUN FOCYﬂ,apCTBeHHOl\/i pernctpaunmn B Ka4dyecrtBe OpCbaHHOFO NeKapCcTBeHHOro npenaparta,

9) Heo6X0AMMOCTb NMPUMEHEHUSI YCKOPEHHOW Mpoueaypbl SKCNEPTU3bl NEKAPCTBEHHbIX CPEACTB B
Lensax rocyaapCTBEHHOW perncTpaummn NeKkapCTBEHHOro npenapaTa;

10) KonuMM AOKYMEHTOB, NOATBEPXAAIOWMX YNIaTy rocyaapCTBEHHON NOLWIWHbI:

a) 3a npoBeaeHune 3KCnepTmM3bl AOKYMEHTOB, MPEACTABNEHHbLIX ANA onpeaeneHnsa BO3MOXHOCTU
paccMaTpuBaThb ﬂeKapCTBeHHbIl‘;I npenapatr Anda MEAMUMHCKOro npuMeHeHmAa npun OCyLWLeCTBIEHNN
FOCY,U,apCTBeHHOVI perncTtpaunn B KayecrtBe Opq)aHHOFO NeKapCTBEHHOrIo npenaparta,

6) 3a npoBeAeHME 3KCMEPTMU3bl KayecTBa JIEKAPCTBEHHOIro CpPeACcTBa M 3KCMNEepTU3bl OTHOLUEHUS
0XXWAAEMOM MONb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NIeKapCTBEHHOro rnMpenaparta, pa3peLlleHHoro
AN MeAUUMHCKOro npuMeHenus B Poccuitickoli degepaunm 6onee ABaauaTh SIET, NPU OCYLLECTBNEHUMN
roCyAapCTBEHHOM perncrpaunmn nekapcTBeHHOro npenapaTa;

B) 3a NpoBeAeHME 3KCMNepTM3bl KayecTBa SIeKapCTBEHHOMO CpeAcTBa M 3KCNEpPTU3bl OTHOLIEHUSN
0XWaaemol Monb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUs NeKapCTBEHHOro npenapata Ans
MEeAMLUMHCKOro NPUMEHEHUs Npu ero rocyAapCTBEHHOW perncrpaumm;

r) 3a npoBegeHne s3KCnepTn3bl Ka4vyectBa JIEKAPCTBEHHOINO CpeactBa U 3KCMNEPTU3bl OTHOLLUEHUA
OXWAAeMOM NoMb3bl K BO3MOXHOMY PUCKY TMNPUMEHEHUA JNIEKAPCTBEHHOINo0 npenaparta AnAd
MEANUMNHCKOIo npnMeHeHmsd, B OTHOLWLWEHUN KOTOPOro npoBeAa€eHbl MeEXAyHapoAHblE MHOINroueHTpPOBbIE
KIMHU4YecKkne wumccnegosaHnsa, 4Yactb WUM3 KOTOPbIX nMpoBeAeHa B Poccuinckon (Den,epau,vm, npu
OoCyLiecTBeHNN FOCY,D,apCTBeHHOVI perncrpaunmn neKapCrtBeHHoOro npenaparta,

11) Hanuume cornacums Mpou3BOAUTENA JIeKapCTBEHHOro npenapaTa, NpoOM3BOACTBO KOTOPOro
ocyulecTBnaeTca 3a npeaenamu Poccuiickoit ®depepaumn, Ha NpoBeAeHME WHCNEKTUPOBAHUSA
NpPOM3BOANTENSA HA COOTBETCTBUE TpeboBaHUAM NpaBui HaaNexallen Npon3BoACTBEHHOW NPAKTUKU;

12) Hanunume cornacusi, NpeAyCMOTPEHHOro YacTblo 18 HacTosiwen cTaTbu;

13) vykasaHne Buaa NeKapCcTBEHHOro npenapaTta, nNpeacTaBNeHHOro Ha perucrpaumio
(pebepeHTHbIN  NekapCTBEHHbIM  MpenapaT, BOCNPOU3BEAEHHbIN  NeKapCTBeHHbIM  npenapart,
6uonorMyeckun nekapcTBeHHbI npenapaTt, ©6uoaHanoroBbin (6MONOAO6HLIN) NEeKapCTBEHHbIN
npenapat (bMoaHanor), roMeonaTU4YeCcKMn IeKapCTBEHHbIM NpenapaT, TEKapCTBEHHbIN pacTUTENbHbIN
npenapar).

(YacTtb 2 B pea. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3. PerncrtpaunoHHOe J[0Cbe Ha JfieKapCTBEeHHbIM npenapaT AN MeaUMUMHCKOro MnpUMeHeHus
npepocrasnsgeTcs B popMe obLlero TexHMYeCcKoro JOKyMeHTa.
(yacTtb 3 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

4. Pasgen AOKYMeHTauMn aaAMMHUCTPATUBHOIO XapakTepa BK/OYaeT B cebs:

1) 3agBneHne o rocyAapCTBEHHOW perucrpaumm iekapCTBEHHOrO npenaparta aAnsa MeaAnunHCKOro
NpUMEHEeHUs B 3/1eKTPOHHOW opMe 1 Ha ByMaxxHOM HocuTene;
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2) KOMWIK J[OKYMEHTa Ha pPYCCKOM $3blke, 3aBEPEHHOro B YCTaHOB/IEHHOM nopsiake U
NOATBEPXAAIOLEro NPaBOMOYHOCTb 3asiBUTENS NoAaBaTb 3asiB/IEHME O roCyAapCTBEHHOW perncrpauunm
JIEKapCTBEHHOrO npenapaTta AN MEAULMHCKOro NpuMeHeHns (AOBEPEHHOCTL);

3) cBeaeHns O JaTe npenoctaBfieHUs U perucTpaumoHHOM HOMepe JIMLEH3UW Ha NPOU3BOACTBO
NleKapCTBEHHbIX CpeACTB WM CBeAeHUs O JaTe npeaocTtaBleHus W perncrtpauuoHHOM HoMmepe
3aK/JK4YeHNd O COOTBETCTBUMM MpPOU3BOAUTENS NeKapCTBEHHbIX CcpeacTs TpeboBaHMAM OpaBui
Hagnexalwen npou3BOACTBEHHOW MPAaKTUKU, BblAaHHbIX (MpefocTaBAeHHbIX) YMNOJAHOMOYEHHbIM
denepanbHbIM  OpraHoOM WCMNOSIHUTENBbHOW BAAcTU B OTHOLWEHWUW MNPOU3BOACTBEHHOM nnowanku
perucTpupyemMoro JfekapcTBeHHOro npenaparta, B C/lydae, ecin MpouM3BOACTBO JIeKapCTBEHHOMO
npenapaTta ocyuwectsnsaerca B Poccunckon degepaumu;

(B pen. ®epepanbHbix 3akoHOB 0T 04.06.2018 N 140-03, o1 27.12.2019 N 478-®3)

4) KOMW MpeaocTaB/I€HHOW YMNOJIHOMOYEHHbLIM OpPraHoOM CTpaHbl NPOM3BOAUTENS JIMLEH3UU Ha
NMpoM3BOACTBO JIEKAPCTBEHHOro nMpenapata W €e NepeBod Ha pPYCCKUIM $3blK, 3aBepeHHble B
YCTaHOB/IEHHOM MOpsaAAKe, a TaKXe KOMUI 3ak/lloYeHUss O COOTBETCTBMW MPOM3BOANTENS
NIEKApPCTBEHHbLIX CpeacTB TpeboBaHMSAM NpaBuil  Hadnexalenhn npou3BOACTBEHHOW MPaKTUKK,
BblAQHHOIMO0 YMO/IHOMOYEHHbLIM deaepanbHbIM  OpPraHoOM WCMNOAHUTENbLHOM BAACTUM B OTHOLLUEHWUNU
NpoM3BOACTBEHHON MIOWAAKN PErncTpUpyeMoro fieKapCTBEHHOro rnpenapaTta, WK KOMuUio pelueHuns
yNosIHOMOYeHHOro deaepanbHOro opraHa MCNOJHUTENbHOM BAACTU O NMPOBEAEHUN UHCMEKTUPOBAHUS
Nnpon3BOANTENS NIEKAapPCTBEHHbIX CPeACTB, B C/lly4vae, ec/iM Npou3BOACTBO /IeKapCTBEHHOIMO npenapaTta
ocyllecTensieTcs 3a npegenamm Poccuinckom Gegepaunm;

(B pen. ®epepanbHbix 3akoHOB OT 04.06.2018 N 140-03, o1 27.12.2019 N 478-®3)

5) nNpoekT WHCTPYKUMWM N0 MEeAULMHCKOMY NPUMEHEHUID NIEKApPCTBEHHOro npenapara,
coaepxallen cneayrowme cBeaeHus:

a) HauMMeHoBaHWe JeKkapcTBEHHOro npenapata (MexAayHapoAHOe HenaTeHTOBaHHOe, WK
rpynnMpoBOYHOE, UM XUMUYECKOE U TOProBOE HAaUMEHOBaHUS);

6) nekapctBeHHas dopMa C YKasaHMEM HaMMEHOBAHWM W KOAMYECTBEHHOro CoOCTaBa
OENCTBYIOWNX BELLECTB M KAa4yeCTBEHHOro coCTaBa BCNoOMoOraTeNbHbIX BelwecTts (Npn HeobxoamMoCcTm
KOMYEeCTBEHHOIO COCTaBa BCNOMOraTesibHbIX BELLEeCTB);

B) OnNMcaHWe BHELWHEero Buaa NekapCTBEHHOro npenaparta Ans MeanunmHCKOro NnpMMeHeHus;
r) omnsnko-xmMmmyeckme cBonctea (ana pagnodapMaueBTUHECKNX NNEKAPCTBEHHbIX NMpenapaTos);

A) dapmMakoTepaneBTuyeckas rpynna, KoA JieKapCTBEHHOro rnpenapata Ans MeauMuMHCKOro
NpUMEHeHUss MO  aHAaTOMO-TepaneBTUYECKO-XMMUYEeCKor  knaccudukaumm, pekoMeHAOBaHHOWN
BceMnpHoO opraHmsauuen 34paBOOXpaHEHUs, WM yKasaHue "romeonaTuMyecKuUin NneKapCTBEHHbIN
npenapat";

e) dapmakoaMHaMuka U dapMakoKMHeTMKa (3@  UCKIuYeHueM  (hapMaKOKUHETUKMU
rOMEeonaTUYEeCKNX JIEKAPCTBEHHbIX MPENApaToB U PacTUTENbHbIX JIEKAPCTBEHHbIX MpenapaToB);

) NMokasaHus ANns NpUMeHeHUs ;
3) NpOTMBOMNOKAa3aHUs ANs NPUMEHEHUS;
n) Mepbl NPeaoCTOPOXHOCTU NPU NPUMEHEHWMU;

K) yKasaHue BO3MOXHOCTM W OCOBEeHHOCTEN MNpUMEHEeHMs NeKapCTBEeHHOro npenapaTta A4ns
MEOMUMHCKOrO MNpPUMEHEHUSS 6epeMeHHbIMU  XXEHLWMHAMKW, XXEeHWMHaMU B nNepuog rpyaHoro
BCKapM/INBaHUS, AETbMWU, B3POC/bIMU, UMEOLWMMM XPOHNYECKMe 3aboneBaHuns;

J'I) pexunMm go3npoBaHuA, cnocobbl BBEAEHUSA U NMPpUMEHEHNA, NPpU HeobXxoaAnMoCTH BpEMA NMpuUeEMa
NNEKApPCTBEHHOINO npenapata gnda MeamumnHCKOro rnpuMeHeEHunsA, nNpoao/IKUTENIbHOCTb J1IEYEHUA, B TOM
ynucne 'y heTen A0 M nocne ogHoro roaa,;

M) BO3MOXHbIE HeEXeNaTeNlbHblE peaKuun npm npmMMeEHEHUN NEKAPCTBEHHONoO npenapata And
MeEANUNHCKOINo nNpuMeEHeEHn4,

H) CUMNTOMbI Nepefo3MPOBKM, Mepbl MO OKa3aHWIO MOMOLUM NPU Nepeso3npoBKe;
0) B3aMMOAENCTBME C APYTMMU NeKapCTBEHHbIMU Npenapatamn n (Mn) NULLEBLIMU NPOAYKTaMU;

n) opMbl BbiNyCKa JIEKApPCTBEHHOrO NnpenapaTa;
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p) ykasaHue (nNpu HeobxoauMOCTU) oCcObeHHOCTEel AeNCTBUS NeKapCTBEHHOro npenapaTta Ansg
MeJNLUNHCKOrO NpUMEHEHUS Npu NepBoOM NMpueMe Uiam npu ero oTMeHe;

C) onucaHme (Npu HeobxoaMMOCTW) AencTBumii Bpadva (denbawepa) v (UAM) nauueHTa npwu
npornycke npuveMa OAHOM WAWM HECKOSIbKMX [03 JIeKapCTBEeHHOro npenapata Ans MeauuMHCKOro
NpUMeHeHUs;

T) BO3MOXHOE€ BJIMSIHME JIEKAPCTBEHHOro rnpenapata Ans MeaMUMHCKOrO MPUMEHEHUS Ha
CNOCOBHOCTb YNpaBfsTb TPAHCMNOPTHLIMU CPEACTBAMU, MEXAHMU3MaMU;

y) CpOK TrOAHOCTM W YyKasaHWe Ha 3anpeT MNpUMEHEeHUs JIeKapCTBEHHOro npenapata Ans
MEeAMUMHCKOro NPUMEHEeHNs No UCTe4YeHnn CpoKa roaHOCTH;

d) ycnosusa xpaHeHus;

X) yKasaHuMe Ha HeobXxoAMMOCTb XpaHEeHUst NeKapCTBEHHOroO npernapata Ansa MeaAWUMHCKOro
NPUMEHEHUS B MeCcTax, HeAOCTYMNHbIX ANs AeTeN;

L) ykasaHue (nNpn HeobXxoAMMOCTW) crneuuanbHblX Mep MNpefoCTOPOXHOCTU MPU YHUUTOXEHUU
HENCNOoJIb30BaHHbIX JIeKapCTBEHHbIX NpenapaTosB A/ MeAULMHCKOro NpuUMeHeHus;

4) YCNnoBuSa OTNYCKa;

) HaMMEHOBaHMA W aApeca MNPOWM3BOACTBEHHbLIX MOLWAAOK MPOU3BOAMTENS NIEKAPCTBEHHOMO
npenapara;

W) HauMeHOBaHWe, ajapec opraHmsaumu, YMNOSIHOMOYEHHOW AepxaTenem Wwin Bhajgenbuem
peruMcTpaumoHHOro yAoCTOBEPEHUSA NeKapCTBEHHOro npenaparta Ans MeaAnuMHCKOro npuMeHeHUs Ha
NPpUHATUE NPEeTEeH3UnI OT noTpebuTtens;

6) MHCTPYKLUIO MO MEAUUMHCKOMY MPUMEHEHUIO UMM KPATKYO XapaKTepUCTUKY JIEKAPCTBEHHOIO
npenapara, YTBEpXAEeHHble B CTpaHe Npon3BOANTENS ;

7) NpoeKTbl MaKeTOB MEPBMYHOM YNaKOBKU M BTOPUYHOW YNAaKOBKMW JIEKApCTBEHHOrO npenapara
ANt MEAMLMHCKOTO NPUMEHEHUS;

8) NpoekT HOPMAaTMBHOM AOKYMEHTauunm WIANW HOPMATUBHOIMO AOKYMEHTA Ha J1eKapCTBEHHbLIN
npenapaTt Ans MeaUUMHCKOro MnpuMeHeHuns nmbo ykKasaHue COOTBETCTBYloWeN dapMakonenHomn
CTaTby;

9) AOKYMEHT, coAepXawmin MHDOPMALMIO O HalnudnuM Unu o6 OTCYTCTBUM (haKTOB perncrpauunm
JNIeKapCTBEHHOrO npenapaTta AN MEAULIMHCKOro NpUMeHeHNs 3a npeaenamu Poccuiickoih deagepaunu;

10) kKonuMM [AOKYMEHTOB, 3aBEPEHHbIX B YCTAaHOBMIEHHOM MOpPSAKE M MOATBeEpXAaloWMX dakT
perncTpaumMm neKapCTBEHHOro npenapaTta B WMHOCTPaHHbIX rocyaapcTBax B KadecTBe OpdaHHOro
JIEKApCTBEHHOro Npenapara;

11) nnaH ynpaBneHuss puckamu Ans 6GUMONOrMYecKMX JlIeKapCTBEHHbIX MpernapaToB Ans
MEeAMLUMHCKOro NpUMeHeHus;

12) [OKYMeHT 0 cucTteMe ¢apMaKoHaA30pa AepxaTens WauM Bnajenbla PerucTpaumoHHOro
YAOCTOBEPEHUS NIeKapCTBEHHOro npenapara;

13) AOKYMeHT, MoATBepXAaloLWwMii KavyecTBO JIEKAPCTBEHHOro npenapaTta TpeX MpPOMblLIeHHbIX
cepuin (NpOTOKON aHanu3a wan ceptudukaT aHanmsa), oaHa Ccepust KOTOpPOro Ao0JIKHa coBnagaTb C
cepueli obpasua nekapCcTBEHHOro npenapaTta AN MeAULMHCKOro NMpUMEHeHUs, npeacTaBNeHHOro Ha
rocyaapCTBEHHYO perncrpaumio.

(yactb 4 B pen. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

5. Pasgen xumuyeckon, papmaueBTMYEeCKOn N BMonormyeckon AOKyMeHTaumm BKAo4vaeT B cebs
AOKYMEHTbl, coaepxawue wuHdopMaumio o0 dapmMaueBTuyeckon cybCcTaHuMM W NeKapCTBEHHOM
npenapaTte AN MeAUUMHCKOro MNPUMEHEeHUs, npouecce ero npouM3BOACTBA W MeToAax KOHTPONs
KayecTBa, B TOM yucne:

1) Konui JAOKyMeHTa, cojepxawero cneaywuwy uHbopMaumio o dapMaleBTUYecKom
cybCcTaHuMmn mnn apMaueBTUYECKNX CYBCTaHUMAX, BXOAALWNMX B COCTaB /IeKapCTBEHHOro npenaparta,
3a UCKNKYEeHneM nHdopMaumm o hapMaleBTUUECKUX CyO6CTaHUMAX, BKAKOYEHHbIX B rOCYyAapCTBEHHbIN
peecTp NeKapCTBEHHbIX CpeaCTB B COOTBETCTBMM CO cTaTben 34 HacToswero degepanbHOro 3akoHa:
(B pen. ®egepanbHOro 3akoHa ot 27.12.2019 N 462-03)
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a) HanmeHoBaHue dapMaueBTUYeCKON cybcTaHUMK, ee CTpyKTypa, obline cBONCTBA;

6) HaMMeHoBaHWe 1 agpec Npou3BoOAUTENS;

B) TEXHONOMNA nponssBoacTtea C OornMCaHMUEM cTaguni npomn3soAcTtBa U METOA0B KOHTPOJZIA Ha BCEX
CTagnax npon3BoacTBa,

r) onucaHue paspaboTku npouecca NpoM3BoOACTBA;

A) OnMMcaHne KOHTPONS KpUTUYECKMX CTaaui NpoM3BOACTBA M MPOMEXYTOYHON NPOAYKUMN;
€) AOKYMeHTaslbHOoe noaTeepXaeHue (Banugaunsi) npoueccos n (UIN) UX OLeHKa;

>X) CBOMCTBA U CTPYKTYypa AENCTBYIOLLMX BELWLECTB;

3) XapaKTepucTmka npuMecen;

n) cneundukaumsa Ha papmaleBTUYeCcKYo cybcTaHuulo n ee o60CcHOBaHUE;

K) aHanuTuyeckne MeTOAMKW, MWCMNOo/b3yeMbie MNpPU OCYLUECTB/IEHUM KOHTPOMA KayecTBa
dapmaueBTuyeckomn cybcraHumm;

Nn) AOKYMeHTanbHoe NMOoATBepXAeHWe (Banuaauuns) aHaIUTUYECKUX MeToAUK, UCMOSb3yeMbIX Mpu
OCYLECTBIEHUN KOHTPONS KadecTBa hapMaLeBTMYECKOn cybcTaHumm;

M) pe3ynbTaTbl aHanM3a cepuin papMaueBTUYECKOM CybCTaHLUMK;

H) nepeyeHb CTaHAApTHbIX 06pa3UOB WM BELWECTB, MWCMONb3YEMbIX MPU OCYLLECTB/IEHUM
KOHTPONS KauyecTBa;

0) ONMCaHME XapaKTEPUCTMUK U CBOMCTB YNMaKOBOYHbLIX MaTepManoB N YKYNOPOUHbIX CPeACTB;
n) AaHHble 0 CTabunbHOCTKM apMaLeBTUYECKON cybCcTaHUuNN;
p) CPOK roaHOCTH;

1.1) B OTHOWeHUU papMaleBTUYecKux cybCcTaHuMn, BXOASAWMX B COCTaB JieKapCTBEHHOMO
npenapaTta U BKJIKOYEHHbLIX B rOCYAapCTBEHHbIM peecTp NeKapCTBEeHHbIX CpeAcTB B COOTBETCTBUU CO
ctatber 34 Hactoawero degepanbHOro 3akoHa, - KOMWUA [AOKYMEHTa, coAepXallero cneayollyio
MHdopMaumIo:

a) HamMeHoBaHMe dapmaueBTUYeCcKon cybcTaHumm, ee CTpyKTypa, obLime CBOWCTBA;
6) HauMMeHOoBaHMe 1 agpec NpousBoANTENS;
B) pe3y/nbTaTbl aHanusa cepuit hapMaueBTUHeCcKon cybcTtaHumnm;

r) CpOK rogHOCTU;
(n. 1.1 BBeageH ®enepalbHbIM 3aKOHOM OT 27.12.2019 N 462-03)

2) [OKYMeHT, coJepXalwun cnepywlme cBeAeHUs O JNlekapCTBeHHOM npenapate Ansd
MeJNLUNHCKOrO NMPpUMEHEHUS:

a) OonmcaHne n CoCtaB JIEKAPCTBEHHOIO nMpenaparta and MeamumnHCKoOro npyuMeHeHun4,

6) onucaHne dapmMaueBTMyeckon paspabotku (obocHoBaHMe BblbOpa cocTaBa, MNEpPBUYHOM
YNakKoBKW U MHOIO);

B) TEXHONOMMA nNponssBoacTteBa C OrnMCaHUEM CTaaumn npom3soacTtBa U METOA0B KOHTPOJZId Ha BCEX
CTagndax nponsBoacTBa,

r) OMNMCaHMEe KOHTPONS KPUTUYECKMX CTagaui npouecca npou3BoACTBA W MPOMEXYTOYHOM
npoayKunn;

A) HaMMeHOoBaHWE WM ajpec MecTa OCYyLLeCTBNEHUS MNPOM3BOACTBA JIEKAPCTBEHHOro npenaparta
AN MeAULMHCKOro NpMMeHeHuns (B criyvyae Haanymsi HECKOIbKMX YY4aCTHMKOB npoLlecca Nnpon3BoacTBa
HeobXxoAMMO yKasaTb Ka)aoro U3 Hux);

e) bapMaueBTMUECKas COBMECTUMOCTb;

X) MUKpOBMOormyeckne XxapakTepucTmkm;
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3) MaTepuanbHblin 6anaHc Ana NpouM3BOACTBA CEpPUU FOTOBOIrO NPOAYKTa;

N) onNucaHMe XapaKTepUCTUK N CBOMCTB YNAaKOBOYHbIX MAaTEPMANOB U YKYNOPOYHbIX CPEACTB;
K) AOKYMEHTanbHOoe noaTeBepxaeHue (Banngaums) NnpoueccoB Npom3BoAcTBa U (MIN) UX OLEHKA;

J'I) TpeGOBaHMFI K Ka4yecCcTBy BCrnoMorartesibHbiX BELWECTB (CepTVICbVIKaT, CI'IeLl,VI(bVIKaLI,VIFl Ha
BCroMoraTesibHbl€ BEWECTBA N UX O6OCHOBaHV|e);

M) aHannTnyeckmne M™MeToankKun, wncnosibayemble nMnpn OCywecTBlEHNMN KOHTPOSIA Ka4decTBa
BCNOMOraTesibHbIX BELWECTB,

H) AOKYMEHTanbHOe MOoATBEpXAeHWe (Banuaauusi) aHaaMTUYeCcKnX MeToAuK, UCMOSb3yEeMbIX Mpu
OCYLLECTBNIEHUM KOHTPOJS KayecTBa BCMOMOraTeNlbHbIX BELLECTB;

O) VIHCbOpMaLI,VIFI 06 mncnonb3oBaHMM BCNOMOraTesSibHbIX BELLECTB 4YeSI0BEYECKOro M XXMBOTHOIO
npouncxoXxxaeHus,

n) nHdopmaumsa 06 NCNosb30BaHUM HOBbIX BCMOMOraTesbHbIX BELLECTB;

p) TpeboBaHWs K Ka4yecTBy JeKapCTBEHHOro npenapaTta Ans MeauUMHCKOro MNpUMEHeHUs
(cepTndumkar, cneundurkaumsa Ha JIeKapCTBEHHbIA NpenapaTt n nx obocHoBaHue);

C) dHaanTnvyeckmne MeToamkKnm, UCnosibayemMblie TIMpun OCYLWLECTBJIEHNN KOHTPOAA Ka4eCTBa
NEeKapCTBEHHOIO nNpenapaTta anada MEANUNHCKOIro nNnpuMeHEHUA,

T) AOKYMEHTaNlbHOE MOATBEpPXAEHWE (Bannaaums) aHaNUTUYECKUX METOAMUK, UCMONb3YEMbIX NpPU
OCYLLECTBNEHMUN KOHTPOJIS KayecTBa JIEKAPCTBEHHOrO Npenaparta A1 MeAULMHCKOro NpUMEHEHUS ;

Y) pe3ynbTaTbl aHaNM30B Cepui NeKapCTBEHHOro npenapaTta Ans MeguUMHCKOro NpuMeHeHuns;
d) XxapakTepucTtmka npuMecen;

X) MepeyeHb CTaHAAPTHbIX 06pasLoB, MCMOJb3yeMbIX MPU OCYLLECTBNEHUM KOHTPOJIS KayecTBa
NeKapcTBEHHOro npenaparta ANs MeAULNHCKOro NpUMeHeHus;

L) AaHHble 0 CTabUNbHOCTM NEeKapCTBEHHOMo NpenapaTta A1 MeanuMHCKOro NnpuMeHeHus.
(yacTtb 5 B pea. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6. Pazgen d)apMaKOJ'IOFMl—IeCKOI‘;I, TOKCMKOOMMYECKOWN AOKYMEHTaUMUN BKIKOYAET B cebsa oTyeThl O
pe3ynbtataxX AOKJINHUYECKUX nccnenoBaHum neKapcrBeHHoro cpeacrtea And MEAMUMHCKOrNo
NMPpUMEHEHNA, B TOM YUCNE!

1) oTyeT 0 hapMakoANHAMUYECKNX UCCNEN0BAHUSNX;
2) oTyeT 0 hbapMaKOKMHETUYECKNX NCCNef0BaHUAX;

3) OTYET 0 TOKCMKOIOMMYECKNX NCCNefoBaHUsX.
(4actb 6 B pea. ®PegepanbHOro 3akoHa ot 22.12.2014 N 429-03)

7. Pazpen kKnuMHun4yeckon AJOKyMeHTaUuMn BKIKOYAET B cebsa oT4yeTbl O pe3ynbTaTaX KJIMHUYECKUX
nccneaoBaHum NneKapCTtBeHHOro npenapata and MeamumHCKoro npMMeHeHnsd, B TOM 4Yucne:

1) otyeTbl 06 wunccnenoBaHUAX 6VIOLI,OCTYI'IHOCTM n 6MO3KBMBaﬂeHTHOCTM, ncecneaosaHmAx,
YCTaHaB/IMBakOLWNX KOPPENALUNIO PE3YNbTATOB, MONYYEHHbLIX B YCI10BUAX in vitro n in vivo;

2) OoTYyeThbl 0 (hbapMaKOKUHETUYECKUX UCCNef0BaHNAX;
3) oTyeThbl 0 hapMakogMHaAMUUYECKUX NCCNefoBaHUSX;
4) OTYETbI 0 KIIMHUYECKUX NCCNeaoBaHNAX 3PPEeKTUBHOCTM N 6&€30MNaCHOCTH;

5) oT4eT 0 NOCTpPerncTpaunoHHOM OnbITeE MPUMEHEHUS (MPU HaNN4Ynn).
(YacTtb 7 BBeaeHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

8. TpeboBaHua K 06beEMY MHGPOPMaLMK, NPEeAOCTaBNSEMON B COCTaBe PerncTpaunmoHHOro Aochbe,
AN OTAEeNbHbIX  BWMAOB  /€eKApCTBEHHbIX  MNpenapaTtoB AN MeAUUMHCKOro  MpuUMeHeHUs
yCTaHaB/IMBAOTCH YNO/IHOMOYEHHbIM heaepanbHbIM OPraHoM UCMOJHUTENBHOM BNACTHU.
(yactb 8 BBeneHa defepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)
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9. B oTHOWeEHUN neKkapCTBEHHbIX MpenapaToB, pa3pelleHHbIX AN MeaUUNHCKOro NMpUMeHeHUs B
Poccuirickon ®epepaumn 6onee aBaauat NeT M B OTHOWEHWUM KOTOPbIX HEBO3MOXHO NpoBeaeHne
nccnenoBaHUm  MX  OMOSKBUBANEHTHOCTM (3@ WUCKAKOYEHMEM  BMOMOrMYeckMX NeKapCTBEHHbIX
npenapaToB), AOMNYCKAEeTCs BKJIlOYEHWE B COCTaB pasgesna hapMakKonormyeckom, TOKCUKOIOrMYecKom
AOKYMEHTauum n pasgena KIMHUYEeCKOM AOKYMeHTauuMu BMecTo oTyeTa pa3paboTumka o pesynbTaTax
COB6CTBEHHbIX AOKINHUYECKNX UCCNea0BaHWUIM NeKapCTBEHHbIX CPEACTB U KIIMHUYECKUX UccnenoBaHni
NleKapCTBEHHbIX NpenapaTtoB AN MeAULMHCKOro npuMeHeHus ob63opa Hay4HbiX paboT 0 pesynbratax
AOK/IMHUYECKUX WCCNefoBaHUM NEKapCTBEHHbIX CPeACTB W KIMHUYECKUX WCCNefOoBaHUM AaHHbIX
JleKapCTBEHHbIX NpenapaToB, B TOM YUCe BK/IOYAs OMbIT X MNOCTPErncTpaumMoHHOro npuMeHeHus.
(yactb 9 BBegeHa PenepasnbHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pen. PeanepanbHOro 3akoHa
oT 27.12.2019 N 475-03)

10. Mpu rocynapCTBEHHOM perncrpauum BOCMPOM3BEAEHHbIX JIeKapCTBEHHbIX MpenapaTtoB Ans
MEAMUMHCKOro MpUMEHEHUs [AOMycKaeTcs BK/OYEeHWe B COCTaB pasgena  dapMakosornyeckom,
TOKCMKOMOIMMYECKOM [AOKYMEeHTaumnm W pasgena KIMHUMYECKOW [OKYMEeHTauMM BMEeCTO oOT4yeTa
paspaboTumka o pe3dynbTaTaX COBCTBEHHbIX AOK/IMHUYECKUX MUCCNeAOoBaHWUN JIeKapCTBEHHbIX CPeACTB
0630pa HayyHbix paboT 0O pesynbTaTax AOKJIMHUYECKUX  WCCNefoBaHWiA  pedepeHTHOro
NeKapCcTBEHHOro npenapaTta W NpeacTaB/eHMe BMECTO KIMHUYECKMX UCCef0BaHUI B NOIHOM obbeMe,
YCTQHOB/IEHHOM pasfesioM KJIMHUMYECKON [OKYMEeHTauuu, oTyeTa O pesysbTaTax MUccnefoBaHui
H6MO03KBMBANIEHTHOCTNU  BOCMPOU3BEAEHHOrO  JIeKapCTBEHHOro  npenapata Ans  MeAWUMHCKOro
npuMmeHeHusi. He  TpebyeTcs  npeacTaBneHMe  oOT4eTa O  pe3yfbTaTaX  MCClefoBaHUi
6MO03KBMBANEHTHOCTU  BOCMPOU3BEAEHHOrO  JIeKapCTBEHHOrOo  npenapata Ans  MeAWUMHCKOro
NPUMEHEHUSI, €CM  PEerucTpUpyloTCs  BOCMPOM3BEAEHHblIE  JleKapCTBEeHHble npenapatbl  Ans
MEeAMLUMHCKOro NPUMEHEHUNs!, KOTopble:

1) npegHa3sHadeHbl ANa NapeHTepanbHOro (MOAKOXHOrO, BHYTPMMbIWEYHOro, BHYTPUBEHHOIO,
BHYTPUINa3HOro, BHYTPUMOJOCTHOrO, BHYTPUCYCTaBHOrO, BHYTPMKOPOHApPHOro) BBeAEHUS U
npeacrasnsitoT cobol BogHble pacTBOPbI;

2) npeactasnaoT coboit pacTBOpbI 4519 NepopasibHOro NpUMeHeHus;
3) npousBeneHbl B GOpMe MOPOLIKOB MM NNOPUIN3ATOB ANS NPUrOTOBIEHNS pacTBOPOB;
4) ABNAIOTCA rasamu;

5) 4BNAOTCA YWHbIMM UMW TNa3HbIMKM JIEKAPCTBEHHBLIMW MpenapaTtaMu, MNpou3BeAeHHbIMU B
¢opmMe BOAHbIX pacTBOpOB;

6) NnpeAHa3Ha4yeHbl AN MECTHOIO NMPUMEHEHUS U NPUIrOTOBNEHbLI B (DOpME BOAHbLIX PAacTBOpPOB;

7) npeactaBnsaoT cobort BogHble pacTBOpbI A/19 UCNOb30BaHMA B (popMe MHransunim ¢ nomMoLlbto
Hebynansepa nan B KadecTBe Ha3asibHbIX CNpees, NPUMEHSAEMbIX C MOMOLLbI CXOAHbIX YCTPOMUCTB.
(yacTtb 10 BBeneHa denepasbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

11. [Onsa cny4daeB, yKasaHHbIX B NOyHkTax 1 - 3, 5 - 7 yactm 10 HacToswewn cTaTbM,
BOCMNpPOU3BEAEHHbIN NeKapCTBEHHbIM NpenapaT Ans MeAULMHCKOro NMpUMeHeHUs A0JIKEeH coaepxkaTtb
TakuMe e BCNOMoraTesibHble BelwecTBa B TaKMX Xe KonumyecTtBax, Kak W pedepeHTHbIN
NekapcTBeHHbIM npenapaTt. Ecnm cocTtaBbl BCNOMOraTesibHbIX BewecTB pasfivyaroTcs, 3asBUTENb
JO/MKEH nMpeacTtaBuTb  AOKasaTeslbCTBa TOro, 4YTO MCMNOJSb3yeMble B [AHHbIX KOHUEHTpaumax
BCrioMOraTefibHble BelwecTBa He BAUAT Ha 6e3onacHoCTb U (MNK) 3PEHEKTUBHOCTb JIeKapCTBEHHOMO
npenapaTa Ang MeANUMHCKOro rnpuMmeHeHus. B cnyyae, ecnu 3asgBuUTesNib HE MOXET NpeacTaBuUTb Takue
JokasaTtenbctBa M (UMW) He MMeeT A0CTyna K COOTBETCTBYHOLWMM AAaHHbIM, OH AOJIKEH MpOBeCcTU
COOTBETCTBYIOLMNE uccnegoBaHug ans JoKa3aTesibCTBa OTCYTCTBUS BAINSAHNSA pa3HbIX
BCiOMOraTefibHbIX BeWeCTB WAM  BCOMOraTeflbHblX YCTPOMCTB Ha 6e3onacHoctb W (Mnun)
3(P(PeKTMBHOCTb JIeKapCTBEHHOINo npenapaTta Anaa MeauMUMHCKOro npuUMEHEeHUss B COOTBETCTBUU C
aKTaMu, COCTaBNSAKLWMMM NpaBo EBpa3mmncKoro aKOHOMMYECKOro cok3sa.

(yacTtb 11 BBeaeHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pen. ®eaepasbHOro 3akoHa
oT 22.12.2020 N 444-®3)

12. Tpwn rocyaapCTBEHHOM  perncrpaunmm  KoMbuHauuin  paHee  3aperucTpupoBaHHbIX
NEKAPCTBEHHbLIX MNpenapaTtoB A1 MEeAULMUHCKOro MPUMEHEHUS AOMNYCKAeTCa BKJ/IIOYEHWE B COCTaB
pasgena @dapMakoorMyeckom, TOKCMKOIOMMYECKON [AOKYMEeHTauuMu W pasgena  KJIMHUYECKOM
OOKYMEHTaumMm BMEeCTO oT4dyeTa pa3pabotumka o pesynbTtaTtaX Cob6CTBEHHbIX AOKJIMHUYECKUX
nccneaoBaHUM NeKapCTBEHHbIX CpeacTB 0630pa Hay4HbIX paboT O pesynbTaTaX AOKIAMHUYECKUX
nccnenosaHnin  pedepeHTHbIX JeKapCTBEHHbIX MpenapaTtoB, BXOASWMX B COCTaB KOMbBbuHauum
NleKapCTBEHHbIX NpenapaToB, U 06 OTCYTCTBMM NUX B3aMMOAENCTBUS B OAHOW NeKapCTBEHHON dopMe.
(yacTtb 12 BBeneHa dPenepasnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)
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13. Ha 3KkcnepTu3y pasnyHbiX JSIeKapCTBEHHbIX (OPM OAHOrO0 W TOr0 >Xe JIeKapCTBEHHOro
npenapata ANns MeAWLMHCKOro MpUMEHEHUs 3asBUTeNb NpeAcTaBfseT OTAeflbHble 3asB/IEHUS W
perncTpaumoHHble A0Cbe Ha KaXAyl JieKapCTBEHHYHO ¢dopMy. Mpu yCcnoBMm ogHOBPEMEHHOW Moaauu
Ha 3KCNepTU3y OAHOW NeKapCTBEHHON POpPMbl C PasIMYHbIMU AO3UPOBKON, KOHUEHTpaumen, obbemMomM
3as8BUTENb MNpPeACTaBnseT OAHO 3asB/IEHWE W PEerucTtpaunmoHHOE AO0Cbe C MPUIOXKEHMEM MAKETOB
YNaKoBOK Ha KaXAyl A03MPOBKY, KaXAYH KOHUEHTpaUMIo, Kaxablh 06beM M Kaxaoe KOJMYeCcTBO 403
B YMaKoBKe.

(yactb 13 BBeaeHa defgepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

14. Tpu rocypapCTBeHHOW perncTpaumMm opdaHHOro JfieKapCTBEHHOro npenapaTta 3asdBuUTenNb
npeacrasnger  uHdbopmauuto, Heobxoaumyw  ana  GopMUpoBaHUSA  pasfena  KAMHUYECKOWM
OOKyMeHTauun, B  06beMe, YCTAHOBJIEHHOM  YMNOJIHOMOYEHHbIM  deaepanbHbIM  OpraHoMm
NCNOSIHUTENBHOM BNAcCTU.

(yacTtb 14 BBeneHa denepasbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

15. Mpn perncrTpaunu éuonormnyeckoro NeKapctBeHHOro npenaparta, noJiy4eHHOro m3 KpoBWU,
naas3mMmbl KpoBW 4esioBEKA, B COCTaBE PErmMCTpaumMoHHOro AoCbe Ha ﬂeKapCTBeHHbIVI npenapart An4d
MEANUMNHCKOIo npuMeHeHn4d AO0JIKHbI ObITb npeactaB/i€eHbl AOMNONHUTENIbHO!

1) B paspgene p[oKyMeHTauMM agMUHUCTPATUMBHOINO XxapakKTepa AOKYMEHT, coAaep)Kalium
MHpopMaumio o0 cybbekTax obpalleHns AOHOPCKOW KpoBU M (MNN) €e KOMIMOHEHTOB, O TOM, rae 6bina
ocyulectBnieHa AoHaums (KpoBu u (MNM) nna3Mbl KPpOBM), a TakKXe AaHHble 06 MHMOEKLMOHHbIX
3aboneBaHusAX, Nepeaarlmxca napeHTepanbHbiM nyTeM, MHbOpMaums o cybbekTax obpaleHus
OOHOPCKOM KpoBM M (MNIM) ee KOMIMOHEHTOB, B OTHOLUEHMW KOTOPbIX OCYLUECTBASETCS KOHTPOJib
OOHOPCKOM KPOBU U (MNN) €€ KOMMNOHEHTOB;

2) B pa3sgene xmMuyeckon, dapmaueBTUYeckon n 6MoN0rMyecKkon AoKyMeHTauum:

a) Kputepun n cnocobol otbopa, TpaHCMNOPTUPOBAHUA U XPAHEHUS AOHOPCKOW KpoBU U (UNun) ee
KOMMOHEHTOB;

6) pe3ynbTaTbl UCCNeaoBaHWM O0TOBpaHHbIX AOHOPCKOM KPOBM U (MNN) NAa3Mbl KPOBU U NY/10B Ha
Hanmume BO3byauTenen uHdekUnn, BKNYass WHGopMauMio 06 WNCNONb30BaHHbLIX MeToAMKax
UCCNeaoBaHNMM M B C/lyd4ae WCCAeAoBaHMs NY/A0B MJla3aMbl KPOBWM pe3ynbTaTbl AOKYMEHTaNbHOMo
noaTeepXxaeHus (Bannaaumm) UCNosib30BaHHbIX METOANK;

B) TEXHMYECKME XapaKTepPUCTMKKM YMNaKOBKW aAns oTtbopa AOHOPCKOM KpoBuM U (MAM) nnasmebl
KpOBU, BKAOYasa MHPopMaumio 06 MCNoNb30BaHHbIX PacTBOPax aHTUKOArysiHTOB.
(vyactb 15 BBeaeHa defgepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

16. KnuHu4yeckne nccrnegoBaHus nekapCTBEHHOrO npenaparta Ans MeguuMHCKOro nNpuMeHeHus B
uensx ero rocygapCTBeHHOM perucrtpauum nposoaaTca B Poccuiickont ®depepaunm B NOpSAKe,
yCTaHoOB/IeHHOM cTaTbaMu 38 - 44 Hactoswero ®degepanbHOro 3akoHa. OT4yeT O nNpoBeAEHHbIX
nccnefoBaHMAX BKKOYAETCA B COCTaB pasfjesia KIMHUYECKON AOKYMeHTauun permcTtpaunoHHoOro ocbke
Ha fleKapCTBEHHbIN npenapaT 4ns MeanUMHCKOro npuMeHeHuns. [ns nekapCTBEHHbIX rnpenapaTosB Ans
MEeANUMHCKOro MNpUMEHEeHUsl, B OTHOLWEHMM KOTOPbIX B pe3ynbTaTe 3KCNepTu3bl [LOKYMEHTOB,
NpeacTaBfieHHbIX ANs onpeaeneHms BO3MOXHOCTM paccMaTpuBaTb JleKapCTBEeHHbIW npenapaTt Ans
MeAMUMHCKOrO NMPUMEHEHUS B KayecTBe ophaHHOro JIEKapCTBEHHOro npenapara, Takasi BO3MOXHOCTb
npuU3HaHa M B OTHOLUEHWW KOTOPbIX MNpoBeAeHbl KAWHUYECKME UCCMefOoBaHUA, BbIMNOJIHEHHbIE 3a
npeaenamn Poccuiickon ®depepaunmnm B COOTBETCTBUM C MNpaBuNaMu Haanexawen nabopaTopHoOi
NpakTUKNU W NpaBuaamMm Hagsexawen KAMHUYECKON NpaKTUKW, AOMYyCKAEeTCs BKJOYEHWE B COCTaB
pasjena K/JAMHMYECKON AOKyMeHTauum BMeCTO OT4yeTa O pe3yfbTaTaX KAWHUYECKUX WCCefoBaHuii
JleKapCTBEHHOro npenapata Ans MeguMUMHCKOrO MpuMeHeHus, npoBeAeHHbiXx B Poccuiickon
defepaummn, oTyeTa O pesynbTaTtaX KAWHUYECKUX WCCefoBaHMi, BbINOJIHEHHbIX 3a npeaenaMu
Poccuitckoin depepaunm.

(yactb 16 BBeaeHa degepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

17. B cnyyae HenpeactaBneHuMs C  3asdB/IeHMEM O roCyfdapCTBEHHOW  perncrpauum
JIeEKapCTBEHHOro npenapaTa 4/9 MeAUUMHCKOro NMpuUMeHeHUs AOKYMEHTOB, MOATBEPXAAWWMUX ynnaTy
rocyAapCTBEHHOM MOWJIMHbI M YyKa3aHHbIX B NOyHKTe 10 yactyM 2 HacToslWwen cTaTbM, a Takxke
BblgaBaeMbix (MpenocTaBasieMbiX) YMNOJIHOMOYEHHbIMU deaepasbHbiIMU OpraHaMn MCNOSTHUTENbHOWM
B/laCTW [OOKYMEHTOB (CBeAEeHWIn), YKa3aHHbIX B MNYHKTax 3 M 4 4actu 4 HaCTOSIWEN CTaTbW,
YMNOJIHOMOYEHHbI  (eaepanbHbIli  OpraH  MUCNOJHWUTENbLHOM BMIACTU  3anpaliMBaeT YyKa3aHHble
OOKYMeHTbI (CBeAeHns) B nopsaake MexBeaoMCTBEHHOIO MHMOPMALMOHHOIO B3aMMOAENCTBUS.

(yactb 17 B pea. ®egepanbHOro 3akoHa ot 27.12.2019 N 478-03)
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18. He ponyckaeTcs WCNOJMb30BaHME B KOMMepYecKUX uenax UWHdopmaumu o pesyfbTaTax
OOK/IMHMYECKUX  UCCNefoBaHU  NeKapCTBEHHbIX  CPeACTB M KJAWMHWUYECKUX  UCCNeAOBaHumn
NleKapCTBEHHbIX MpenapaTtoB ANS MeAWLUMHCKOro MNpUMEHeHusl, NpeacTaBNeHHOW 3asBuTeneMm Ans
rocyaapCTBEHHOW perncrpaummn nekapCTBeHHOro npenapata, 6e3 ero cornacums B Te4eHue WecTu ner
C AaTbl roCcydapCTBEHHOW perucrpaunmm pedepeHTHOro JsieKkapCTBEHHOrO npenapata B POCCUMMCKOM
®depepaymn.

(yactb 18 BBeaeHa defgepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19. [OepxaTenb nnun Bnagenew perncrpaumMoHHOro yAOCTOBepeHUs JsieKapCTBEHHOrO npenaparta
Ha 6unoTexHonorudyecknin mnu opdaHHbIN NekapcTBeHHbIM npenapat o6a3aH npefocTaBNATb Ha
BO3Me3QHOM oOcCHoBe o06pa3ubl pedepeHTHOro JeKapCTBEHHOro nmnpenapata 3asaBuTensM  A4Ans
npoBeAeHns KIMHUYEeCKuX uccnegosaHun. CTouMocTb obpas3ua pedepeHTHOro JieKapCTBEHHOro
npenapaTa, BKJ/OYEHHOrNO B NepeyeHb XWU3HEHHO HeOoO6XOAUMbIX W BaXHEWLWUX JieKapCTBEHHbIX
npenapaToB, He [O0J/PKHA TMpeBbiWaTh 3aperucTpupoBaHHY MNpedesibHY0 OTNYCKHYI LUeHY Ha
pedepEeHTHbIM NEKApPCTBEHHbIM MpenapaT WIM LUeHYy Ha JIeKapCTBEHHbIA nMpenapaTt B CTpaHe
npoun3BoAnTENS.
(4actb 19 BBeaeHa degepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

20. 3asBneHMe O TrOCyAapCTBEHHOW perncTpaumm BOCMPOU3BEAEHHOrO0 JIEKAPCTBEHHOMO
npenapaTta Anas8 MeaMUMHCKOro NpuMeHeHUst MoOXeT 6biTb NoAaHO B YMOSIHOMOYEHHbLIN deaepanbHbIn
opraH WCMNOJIHUTENIbHOM BNacTWU, OCYLWECTBAAIWNNA rocynapCTBEHHYO perncrpaunto nekapcTBeHHbIX
npenapaToB, MO WUCTEYEHUW YeTblpexX NeT C AaTbl FOCYyAapCTBEHHOW perucrtpauum pedepeHTHOro
NekapcTBeHHOro npenaparta B Poccuinckon Gegepaumnn.

(yacTtb 20 BBeneHa PenepasbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21. 3asBneHne 0 rocyaapCTBeHHOW  peructpaumu  6umoaHanorosoro (6uonoaobHoro)
nekapcTBeHHoro rnpenapata (bvoaHanora) MoXeT ObiTb NOAAHO B YMOSIHOMOYEHHbIN deaepanbHbii
opraH MCMNoOSHUTENbHOM BNACTW, OCYLLECTBASKOWMNIN roCyAapCTBEHHYIO pPerucTpauunto neKkapcTBEHHbIX
npenapaTtoB, MO WCTeYEeHUM Tpex JfeT C AaTbl rocyfapCTBEHHOW peructpaummn  pedepeHTHoro
NnekapcTBeHHOro npenaparta B Poccuinckon degepauun.

(vyactb 21 BBeaeHa depgepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22. [OepxaTtenb unu Bnageney perncrpaumMoHHOro yAOCTOBEPEHUS NeKapCTBEHHOro npenaparta
npeacrasBasieT B YNOJHOMOYEHHbIN befepanbHbil OpraH UCMOSHUTENIbHOW B1AaCTW, OCYLLECTBIISIOLMIA
PyHKUMM N0 KOHTPONKO W Haa3opy B cdepe 34paBOOXPaHEHWUs, OTYET MO pe3ysbTaTaMm
dapmakoHaa3opa OAWH pa3 B LWeCTb MecAueB B TeyeHue [AByX JIeT Nocse rocyAapCTBEHHOM
permctpaumMn JfiekapcTBeHHoro npenapata B Poccuiickon @egepaunmn, exerogHo B TeyeHue
nocneayowmx Tpex feT U B AaNbHENLWEM OANH pa3 B NATb NeT.

(4yactb 22 BBeaeHa defepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Cratba 19. MNpuHATHE pewleHUs O Bbljaye 3KCMEPTHOMY Y4YpeXkAeHUI0 3ajaHus Ha
npoBefieHne 3KCNnepTusbl JIeKapCTBEHHOro cpeacrea
(B pea. ®enepanbHoOro 3akoHa ot 22.12.2014 N 429-03)

1. B TeueHue pecatu pa60l—IMX AHEen co [aHs MPUHATUA 3adaBJIEHNA O FOCY,CI,apCTBeHHOl‘;I
pernctpaunmn nekapCrBeHHOro npenaparta COOTBeTCTBYI'OIJ.I,Mﬁ YI'IOJ'IHOMOl-IeHHbIﬁ d)e,u,epaanblﬁ opraH
NCMONTHUTENbHOW BNacTn npoBOAUT NPOBEPKY MOJIHOTbI, AOCTOBEPHOCTU U NMPaBUJIbHOCTU O(.'bOpMJ'IeHI/IFI
npeactaB/€HHbIX AOKYMEHTOB PErmMcTtpaumMoHHOro AoCbe Ha ﬂeKapCTBeHHbIVI npenapat U NpuUHUMaeT
peweHne o Bblaa4ye 3a4aHnNA Ha nNpoBeaeHUNE:

1) 3KcnepTu3bl AOKYMEHTOB, MPeACTaBfIEHHbIX A1 ONpeaeneHnss BOSMOXHOCTM pacCcMaTpuBaThb
NIeKapCTBEHHbIM MNpenapaT AN MeAULUMHCKOro MpUMEHEHUsS MPU OCYLLECTB/IEHWUM FOCYyAapCTBEHHOM
permcTpaumMmn B kKayectse opdaHHOro NeKapCcTBEHHOMO npenaparTa;

2) 3KCMepTM3bl NEeKapCTBEHHOrO CpeAcTBa B 4YacTWM 3KCMNEPTM3bl KayecTBa JIEKAPCTBEHHOMO
CpeAcTBa W 3KCMEpPTU3bl OTHOLWEHUS OXWAAEMOM MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
JIeKapCTBEHHOro npenapaTta A/ MEANLMHCKOro NPUMEHEHNS;

3) 3KCNepTu3bl SIeKApCTBEHHOrO CpeacTBa B 4acTW 3KCMEPTM3bl KayecTBa JIeKapCTBEHHOro
cpeacTtBa W 3KCMEpTM3bl OTHOLWIEHWS O0XWAAeMOW Mofib3bl K BO3MOXHOMY PUCKY MNpPUMEHEHUS
NeKapCcTBEHHOro npenapata Afs MeAWUMHCKOro NpUMEHEHUS B MOPSAKE YCKOPEHHOW Mpoueaypbl
3KCMEepTU3bl JIEKApPCTBEHHbIX CPEeACTB B COOTBETCTBMM CO cTaTben 26 Hactosuwero ®deaepanbHOro
3aKOHa;

4) 3KCNepTn3bl NeEKapCTtBEHHOIro cpeactBa B OTHOWEHUWM JIEKAPCTBEHHOINO nMNnpenapata Ans
BETEPMUHAPHOIro NpNMEHEHUA.
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2. YNONHOMOYEHHbIN pefepanbHblil OpraH MCNOJIHUTENbHOW B/1ACTU YBEAOMISET B 3NEKTPOHHOM
dopMme mnn Ha 6yMaxHOM HocuTene 3asaBUTENS U IKCNEPTHOE ydpeXxAaeHue O MPUHATOM peLlleHun o
BblAaye 3aJaHWI Ha NpoBeAeHWe 3KCNepTu3, NpefyCMOTPEHHbIX YacTbio 1 HacTosweln ctaTbun, U B
cnyyae Heob6xoAMMOCTM O Bblgade paspeleHumss Ha BBO3 B Poccuiickyto degepauuio KOHKPETHOM
napTuun, Cepun 3aperucTpMpoBaHHbIX U (UMW) HE3aperncTpupoBaHHbIX NleKapCTBEHHbIX CPeACTB WAn
06 oTkase B NpoBeAeHUN NpeayCMOTPEHHbIX 3KCNEPTU3 C YKa3aHUEM MPUYMH TaKoro oTkasa.

3. B cny4yae BbIIBNEHUSA OTCYTCTBUA WAN HeLOCTOBEPHOCTM MHMOpMauun, coaepalleincs B
NpeAcCTaBNEHHbIX 3asBUTENEM AOKYMeHTaX, YNOJHOMOYEHHbIN deaepanbHbli OpraH UCNOSTHUTEbHOMN
B/IAaCTWU HanpasnseT 3asaBUTENt0 3anpoc 06 YyTOYHeHUM 3Ton WHdopmauum (danee - 3anpoc
YNOJIHOMOYEHHOro efepanbHOro opraHa WUCNOMHUTESIbHOM BJlacTu), KOTOpbIM MOXeT 6biTb nepeaaH
YyNOSIHOMOYEHHOMY NpeACTaBUTENO 3a8BUTENS JIMYHO NOA PacnucKy, HanpasseH Mo noyTe 3aka3HbiM
NMMCbMOM WWN NMepefaH B 3NEKTPOHHON opMe Mo TeleKOMMYHMKAUMOHHBIM KaHanaMm cBa3n. B cnyvae
HanpaeneHnsa 3anpoca YNoJHOMOYeHHOro deaepasbHOro opraHa MCMOAHUTENIbHOM BNACTU MO noyTte
3aKa3HbIM MUCbMOM OH CYMTAETCHA MOJSIYYEHHbIM MO WCTEYEHUM LWWEeCTU AHer C AaTbl HanpasfeHus
3aKas3Horo nucbMma.

4. 3asBuTenb 0653aH NpeacTaBUTb OTBET Ha 3anpoc YMNoJSIHOMOYeHHOro deaepanbHOro opraHa
MCMONMHUTENbHOMN B/IAaCTM B CPOK, HE MpeBbIWAaWmMii AeBSAHOCTa pabounx AHEN CO AHS ero nosy4vyeHus.
CpoK, YKasaHHbIM B 4Yactm 1 HacTosilelh cTaTbM, NPUOCTAHABIMBAETCA CO [AHS HanpaB/ieHus
3aaBUTEN0 3anpoca YMoJIHOMOYEHHOro deaepanbHOro opraHa MWCMNOSIHUTENIbHOW BflacTM A0 AHSA
MoJly4YeHUS UM COOTBETCTBYIOLLErO OTBETA.

5. OCHOBaHMEM AN5 0TKasa B OpraHm3aummn 3KCNepTus, NpeayCcMOTPEHHbIX YacTbio 1 HacToauwleln
CTaTbW, SABNSETCA NpeAcCTaB/ieHNEe Heo6XoAUMbIX AN MPOBEAEHUA MPEeAyCMOTPEHHbIX 3KCNepTu3
JIOKYMEHTOB B HEMOJZIHOM 06beMe WM HenpeacTaB/IeHNE 3assBUTENIEM B YCTAaHOBJIEHHbI CPOK OTBETa
Ha 3anpoc YMoJ/IHOMOYEHHOro eaepanbHOro opraHa WCNONHUTENBHOW BRAacTU, a TaKxe
npeacTaBfeHne JOKYMEHTOB, HE CoAepXXallUnX UCUEPMbIBAIOLWEr0 NepeyYHss He06X0AMMbIX CBEAEHUN.

6. MNpu oTKase B opraHnsauun 3KCNepTU3bl, NpeayCMOTPEHHON NYHKTOM 4 yacTtu 1 HacTosuwen
CTaTbW, AOKYMEHTbI, BXOASLLINE B COCTaB PErMCTPaLMOHHOIO A0CbEe Ha NIEKAPCTBEHHbLIA NpenapaT Ansg
BETEPMHAPHOI0 MPUMEHEHMUS, MOryT 6bITb BO3BpaLLEHblI 3a89BUTENO Ha OCHOBAHMU €ro NMUCbMEHHOIO
3anpoca, HanpaB/IEHHOro0 B YMOJIHOMOYEHHbLIN deaepanbHbIi OpraH WCMOSIHUTENbHOW BNacTn B
TeyeHne TpuauaTtu paboumx AHeW Co AHS NPUHATUS YNOJIHOMOYEHHbIM deaepanbHbiIM OpPraHoM
WUCMONIHUTENbHOW BNacTu peweHuns o6 oTKase B OpraHM3auMM TakKoW aKCNepTu3bl. YNOJIHOMOYEHHbIN
denepancHbIA OpraH WCNOAHUTENLHOM BNAcTM BO3BpallaeT 3asBUTEN0 YKa3aHHble AOKYMEHTbl B
TeyeHune gecsatn paboumx gHen co AHSA NOJyYEeHUs COOTBETCTBYIOLWLEro 3anpoca 3asaBuTens.

(yacTtb 6 BBegeHa denepanbHbiM 3akoHOM OT 02.08.2019 N 297-03)

Cratba 20. D3Jkcneptusa [AOKYMEHTOB, nMpeacTaB/IeHHbIX A[ANAA  onpeaesneHuvs
BO3MOXXHOCTU pacCMaTpuBaTb JIeKapCTBEHHbIA npenapaTt ANl MeAULUMHCKOro npMMeHeHus
npuM  OCyLleCcTBJ/IEHUN rocyaapcTtBeHHOM peruncrpauuvm B KauyectBe opdaHHOro
JleKapCTBEHHOro npenapara

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

1. DKkcnepTmM3a AOKYMEHTOB, NpeACTaBNeHHbIX ANs onpeaeneHmst BO3MOXHOCTM paccMaTpuBaTb
JIeKapCTBEHHbIM MnpenapaT 478 MeAULUMHCKOro MpPUMEHEHUsI MpU OCYLLECTBNIEHUU FOCYyAapCTBEHHOM
permcTtpaumm B KayecTtBe OpdaHHOro neKapCTBEHHOro rpernapaTta, COCTaB/ieHUWE KOMUCCUEN
SKCMNEPTOB 3akK/IloYEHUST O BO3MOXHOCTM W/IM HEBO3MOXHOCTM paccMaTpuBaTb JIEKAPCTBEHHbLIN
npenapaTt 418 MeoUUMHCKOrO MNPUMEHEHUS MpPU OCYLWECTBNEHUN rOCyAapCTBEHHOW permcrpaunm B
kayectBe opdaHHOrO JieKapCTBEHHOrO npenapata W HanpasfeHMe [AAaHHOro 3ak/loYeHuss B
YMNOJIHOMOYEHHbIN deaepanbHbin OopraH MCNOJHUTENbHOM BNAcCTU OCYLIECTBASOTCS B CPOK, He
npesbillaoWwmin Tpuauatm paboumx AHEN CO AHSA MOSyYEHUS 3SKCNEPTHLIM yuypexaeHueM 3afaHus
YMNOJIHOMOYEHHOIro (heaepanbHOro opraHa WCMOSIHUTENbHOM BNAacTU U B 3N1EKTPOHHOM (opMe MIn Ha
6yMaXkHbIX HOCUTENAX HEOBXO0AMMbIX AOKYMEHTOB, YKa3aHHbIX B MyHKTax 1, 2, 5, 6, 10 yactn 4 v B
yactu 7 ctatbu 18 HacToswero ®eaepanbHOro 3akoHa.

2. [JOKyMeHTbl, coaep)allnmecss B PErncTpaumMoHHOM [AOCbe Ha JIeKapCTBEHHbIM npenapaTt wu
NOCTYNMBLUME Ha OyYMaXHbIX HOCUTENSIX B 3KCMEPTHOE YyuypeXAeHWe ANns OCYLWECTBEHUS UX
3KCNepTu3bl A/ OMpedesieHns BO3MOXHOCTM paccMaTpuBaTb JIEKAPCTBEHHbIM MpenapaT Ans
MEeANLMHCKOro NpMMeEHeHUa B KadyecTBe opdaHHOro JIEKApCTBEHHOrO Mnpenapara, NoasiexaT Bo3BpaTy
B YMNOJIHOMOYEHHbIN deaepasnbHblii OpraH UCNOSIHUTENIbHOW BNAacTU OAHOBPEMEHHO C 3aK/IOUEHUSAMU
COOTBETCTBYIOLIMX IKCMEPTUS.

Cratba 21. PeweHne 0 BO3MOXXHOCTM pacCMaTpuBaTb JIEKApPCTBEHHbIW npenapaTt npm
OCyL|eCTBJ/IEHUN roCyAapCTBEHHOW perucrtpaumMm B KadecTtBe opdaHHOro sieKapcrBeHHOro
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npenaparta
(B pen. ®enepanbHOro 3akoHa oT 22.12.2014 N 429-03)

1. B cpokK, He npesblWwamwmn NatTM pabounx AHEN Co AHA NOSYYEHUS 3aKITI0YEHNS, YKA3aHHOro B
yactu 1 crtatbm 20 Hactoawero ®denepanbHOro 3akoHa, YMOSHOMOYEHHbIM denepanbHbli opraH
MCNONHUTENbHON BNACTU OCYLECTBASET OUEHKY MONYYEHHOro 3aK4veHus ANns onpeaeneHus ero
COOTBETCTBMS 3a4aHMI0O Ha MpoBeAeHWe COOTBETCTBYIOLWEN 3KCNepTu3bl U yBeAOMNSeT 3asABUTENS B
3N1EKTPOHHOM ¢opMe uAM Ha 6yMaKHOM HocuTene O pesynbTaTaxX MpPOBEAEHHOM 3KCnepTu3bl C
NPUNOXEHNEM KOMUU SKCMEPTHOro 3aKtYeHUs (C COXpaHEHWEM KOHPMAEHUMANbHOCTU UHGOpMaLnK
O COCTaBe »3KCMepTHOM KOMUCCUMM) U O BO3MOXHOCTM WM HEBO3MOXHOCTU paccMaTpuBaTb
NleKapCTBEHHbIA MpenapaTt ANl MeAUUMHCKOrO MPUMEHEHUS MPU OCYLLECTBNIEHUM FOCYAapCTBEHHOM
perncTpaummn B Kayectse opdaHHOro siekapCTBEHHOrO npenapara.

2. Tlpn BbIHECEHUM KOMMUCCMEN 3SKCNEPTOB 3aK/YEHUss O BO3MOXHOCTM paccMaTpuBaTb
NleKapCTBEHHbIA npenapaTt Ans MeguUMHCKOrO MPUMEHEHUS NMPU OCYLLECTBNEHUM TOCYAapCTBEHHOM
permcrtpaumm B KadectBe opdaHHOro sieKapCTBEHHOro npenapaTta YMNoOJHOMOYEHHbIN deaepasnbHbIi
OpraH WCrMoOJSIHUTENbHOM BNAaCTU B CPOK, He MpeBblwalowmin natn paboumx OAHEN CO OHS MONy4YeHus
AAHHOMO 3aK/II0YEHUS, NMPUHUMAET peLleHne O BblAayve 3a4aHns Ha NpoBeAeHMe 3KCnepTU3bl KavyecTsa
NleKapCTBEHHOr0 CpeAacTBa WM 3KCMNepTU3bl OTHOLWEHUS OXMAAEMOM MOMAb3bl K BO3MOXHOMY PUCKY
NpUMEHEeHNa NeKapCTBEHHOro npenapaTta Ans MeAuUMHCKOro MpUMEHEHUs B nopsake YCKOPEeHHOM
npoueaypbl 3KCNepTU3bl N1IeKapCTBEHHOro CpeacTBa B COOTBETCTBMM CO cTaTber 26 HacToswero
®denepanbHOro 3akoHa.

3. B cnyyae NpuHATMS pelleHnss O HEBO3MOXHOCTW pacCMaTpuBaTb JIeKapCTBEHHbIM npenapar
ANS  MeAMUMHCKOrO TMPUMEHEHUs MpWU roCyAapCTBEHHOM perucrtpauum B KadectBe OpdaHHOro
JIEKapCTBEHHOro npenapaTta YMNOJHOMOYEHHbIN deaepanbHbin  OpraH WCMNOSIHUTENBLHOW  BlacTu
npekpawiaetT npoueaypy rocynapCTBEHHOW perncrtpauum nekapCTBEHHOro mnpenapaTta. 3asBuTenb
BrnpaBe 06paTUTbCA B PErncCTpUpyloWmMii opraH C 3asiBJIEHMEM O FOCYyAapCTBEHHOW perncrpaunm
YKa3aHHOro slekapCTBEHHOrO npenapaTa B COOTBETCTBMM CO cTatber 18 HacTosiwero denepanbHOro
3aKoHa.

CtraTtba 22. YTpaTtuna cuny c 1 nonsa 2015 roga. - ®PegepanbHbliii 3aKoH oT 22.12.2014
N 429-®3.

CtaTtbs 23. DKCnepTMU3a KavyecTBa JIEKapCTBEHHOro CpeAcTBa M dKCNepTusa OTHOLWEHUSNA
0XXKMaaeMon Nnosib3dbl K BO3SMOXXHOMY PUCKY NMPUMEHEHUA JieKapCTBEHHOro npenapara gns
MeAMLMHCKOro npMMeHeHus

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

1. DkcnepTusa KayecTBa NleKapCTBEHHOro cCpeacTtBa M 3KCMepTuM3a OTHOWEHUS OXuAaeMomn
NOAb3bl K BO3MOXHOMY PUCKY TMpPUMEHEeHUs JieKapCTBEHHOro npenapata Ans  MeAuLUHCKOro
NpUMEHEeHUs, COCTaB/ieHNne KOMUCCUSMW 3SKCMepToB 3ak/UYeHU Mo pesynbTaTaM MNpoBeAeHHbIX
3KCNepTn3 U HanpaeneHue 3TUX 3aK/l4vYeHWM B  YNOJHOMOYEHHbIn deaepanbHblin  opraH
WUCMOSIHUTENBbHOW BflIACcTU OCYLWECTBASIOTCA B CPOK, HE MNpeBbilalowmi cta gecatn pabounx gHen co
OHSA  TMONYYeHUS 3SKCNEPTHbIM  yuypexAeHUWeM COOTBETCTBYHOWEro 3ajaHusa  YNoJIHOMOYEHHOro
denepanbHOro opraHa UMCNONHUTENBHOW BAACTU U HEOHXOAMMbBIX AOKYMEHTOB B 3/IEKTPOHHON dopMe
WIn Ha ByMaxXHbIX HOCUTENSIX.

2. B TeuyeHue aeBsIHOCTa AHEN CO AHS MOMYYEHUS PeELleHUst YMOSTHOMOYEHHOro deaepasbHOro
opraHa WCMOJIHUTENbHOM BNAcTU O NPOBEAEHUU 3KCMNEpPTU3, NPeayCMOTPEHHbIX YacTbio 1 HacTosen
CTaTbM, 3asBUTENb NPEACTaBNSET B 3KCMEPTHOE ydpexaeHue ANs NPOBeAEHUS SKCMEepPTU3bl KayecTBa
NleKapCcTBEHHOro cpeacTBa obpasubl SIeKapCTBEHHOro npenapata ans MeAuUMHCKOro MpPUMEHEHUS,
NpoOn3BeAEHHOr0 B COOTBETCTBMMU C TPEH6OBaHMUSMU OMbITHO-MPOMbILIEHHOIO U (MAK) NPOMbILLIEHHOMO
pernamMeHToB, YTBEPXAEHHbIX PYKOBOAMUTENEM MPOM3BOAUTENS JIEKAPCTBEHHbIX CPeACTB, a TakXe B
COOTBETCTBYOLLMX cny4dasx ob6pasubl dapmaueBTMUECKon cybcTaHumm, TecT-wTaMma
MMKPOOPraHU3MoB, KyJbTypbl K/I€TOK, 06pa3ubl BELIEeCTB, MPUMEHSIEMbIX ANS KOHTPOSS Ka4vecTBa
NeKapCTBEHHOr0 CpeAcTBa MYTEM CPaBHEHUSI C HUMW UCCNEAYEMOro JleKapCTBEHHOro cpeacTtsa, B
KONM4YecTBax, Heo6xoAnMbIX AN BOCNPOU3BEAEHUSI METOLOB KOHTPOS KayecTBa.

3. Mpu nonydyeHun ob6bpas3uoB sieKapCTBEHHOrO npenapata M dapmaueBTMdeckon cybctaHuum
3KCMNepTHOe yupexAeHue BblAAeT 3asBUTENI0 AOKYMEHT, MOATBEPXAAKLWMN MofyyeHUe yKasaHHbIX
06pa3uoB, 1 B CPOK, HE MNpeBbIWaLWN Tpex pabounx AHeN, yBeaOMASET B 3/1eKTPOHHOW popMe nnimn
Ha 6yMaxHOM HocuTene 06 3TOM ynoSHOMOYEHHbIN deaepanbHblii OpraH UCMOMIHUTENbHOM BacTU.

4. YKasaHHble B 4YacTax 2 M 3 HaCToslLEA CTaTbM CPOK ANS MpeAcTaBieHUS 3aABUTENEM
06pa3LoB NleKapCTBEHHOro npenapata W ¢apMaueBTUYECKON Cy6CTaHUMM U CPOK YBEAOMIIEHUSA
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OKCMNEPTHLIM yupexaeHnem 06 3ToM Ha ByMaxxHOM HocuTene ynosIHoMoyYeHHoro deaepanbHOro opraHa
WCMOSIHUTENBbHOW BNACTM HE BKJIOYAlOTCA B CPOK NpoOBEAEHNS IKCMepTU3, NpeayCMOTPEeHHbIX YacTblo 1
HaCTOSLWEN CTaTbu.

5. ,U,OKYMeHTbI, noctynmeline B 3SKCNEPTHOE Yy4ypexaeHune Aand npoBeaeHnd 3KCNepTus,
npeayCcMoOTpEHHbIX 4YacCTbio 1 HacToswen CTatbu, noAanexartr BO3BpaTty B yrlOJ'IHOMO‘-IGHHbIVI
cbeu,epaanblVl opraH MCMNONTHUTENbHOMN BNacTu OAHOBPEMEHHO C 3aKNMK4YeEHUNAMU, MNOJYHYEHHLIMU MO
pe3ynbTaTaM COOTBETCTBYOLWNUX SKCNEPTUS.

CtaTtbf 24. DkcnepTuU3a KavyecTBa IEKapCTBEHHOro CpeAcTBa M dKCNnepTusa OTHOLWEHUNA
0>XKMAAEeMOM NoJib3bl K BO3MOXXHOMY PUCKY NMPUMEHEHUSA JIeKapCTBEHHOro npenapara A
BETEPMHaAPHOIro NpUuMeHeHus

1. DkcnepTusa KayecTBa JIEKApPCTBEHHOro CpeacTBa M 3KCMepTM3a OTHOLWEHUS OXUAAeMOM
Nnoab3bl K BO3MOXHOMY PWUCKY TMPUMEHEHMSI JNeKapCTBEHHOro npenapata Ans BeTepuHapHOro
NPUMEHEHUsI, COCTaBeHNE KOMMUCCUSIMWU ISKCMepTOB 3ak/IloYEeHU Mo pe3yfbTaTaM YKa3aHHbIX
3KCMEePTU3 W HanpaBNeHMe TaKuX 3aKJIlOYEHUMIW B  YMOJIHOMOYEHHbLIN deaepanbHblA  OpraH
NCMONTHUTENbHOW B/IACTU OCYLLECTBASIOTCA B CPOK, HE MpeBbIlIaloWmMiA cTa aecatn pabounx AHEN co
OHS MONYyYeHUs BKCNEPTHbIM YYpexaeHueM 3ahaHus YMNOJIHOMOYEHHOro denepanbHOro opraHa
WCNOSIHUTENBHON BNAcTM C [AOKYMEHTaMM, YKasaHHbIMM B 4Yactu 3 cratbM 17 HacTosuwero
denepanbHOro 3akoHa.

(B pea. ®enepanbHbiX 3akoHOB OT 22.10.2014 N 313-93, o1 13.07.2015 N 241-03)

2. B TeueHue TpumpguatM paboumx AHEN CO AHA MNOJIYYEHUS] PELeHUS YMNOJHOMOYEHHOro
denepanbHOro opraHa WMCNOMHUTENbHOM BAAacTU O MNPOBEAEHUM YKa3aHHbIX B 4YacTu 1 HacTosLeMN
CTaTbW 3KCMepTM3 3asBUTENb NPEeACTAB/ISIET B 3KCNEPTHOE YUYpexaeHue A1 NpoBeAeHUs] SKCMepTM3bl
KauyecTBa J1eKapCTBEHHOro cpeacrsa o6pasubl JIeKapCTBEHHOrO npenapata Ansi BeTepMHApHOro
NPUMEHEeHUsi, MPOM3BEAEHHOro B COOTBETCTBUM C TpeboBaHUAMU TEXHOIOMMYECKUX periameHToB,
YTBEPXAEHHbLIX  pyKOBOAUTENEM  MPOM3BOAUTENS  JIeKApCTBEHHbIX CPeAcTB, a TakKxe B
COOTBETCTBYIOLWMX CAy4dyasx TecCcT-lTaMMbl MMKPOOPraHU3MoB, KYyNbTypbl KNEeTOK, o0b6pasubl
dapmaueBTudeckon cybcrtaHumm, obpasubl BEWECTB, TMPUMEHSEMbIE A9 KOHTPOSA KadecTBa
JIEKApPCTBEHHOr0 CpeacTBa, B KoMYyecTBax, HEO6XOANMbIX ANsi BOCMPOM3BEAEHUS METOA0B KOHTPOS
KayecTBa.

(B pean. ®egepanbHoro 3akoHa ot 02.08.2019 N 297-03)

3. Mpu nonydyeHmn ob6pasuoB NeKapCTBEHHOro npenapata M dapMaueBTUYEeCKOn cybCcTaHunm
SKCMepTHOE yuypexaeHue BblaaeT 3asaBUTENt0 AOKYMEHT, MOATBEPXAAWLWMIA NONyvYeHue yKasaHHbIX
06pa3uoB, N B CpOK, He MpeBblWaOWUN Tpex pabounx gHen, yBeaoMnsieT B NUCbMeHHON dopme 06
3TOM YMOJSIHOMOYEHHbIN degepanbHblii OpraH UCMOSIHUTENbHOM BNACTU.

4., Cpok Aansa npeacraeneHuns 3assuteneM o6pa3yoB  JIEKApPCTBEHHOrO Npenapata WU
dapmaueBTUUEeCKONn CcybCTaHUMM W CPOK YyBEeAOMNEHUS 3SKCMepTHbIM yupexaeHnem o6 3TOM B
NMMCbMEHHOW popMe ynonaHOMOo4YeHHOro deaepasnbHOro opraHa MCNOJHUTENbHOM BAACTU, YKa3aHHble B
yactax 2 M 3 HacToslWen CTaTbM, HEe BK/AKYAKTCA B CPOK MNpPOBEAEHMS YKas3aHHbIX B 4actu 1
HacTosILen CTaTbM IKCNEpPTU3.

5. ,ﬂOKYMeHTbI, MOCTYNUBLUMNE B SKCNEPTHOE y4peXaEeHNE ANA NpoBEeAEHUA YKA3aHHbLIX B HacCTu 1
HacTosIWen CTaTbM 3KCNepTn3, noanexartr BO3BpaTy B ynOﬂHOMOquHbIVI cben,epaanbM opraH
NCMOSTHUTENbHOM BNACTK OAHOBpPEMEHHO C 3aKJIIDYEHNAMN MO pe3y/ibTaTaM YKa3aHHbIX 2KCNepTn3.

CraTtbsa 25. lNoBTOpHOE NnpoBeAeHne 3KCNepTU3bl JIeKapCTBEHHbIX CPEeACTB
(B pen. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. B cnydyaax HenoctatoyHoM O6OCHOBAHHOCTU WM HENOJSIHOThbl 3ak/loUYeHUs KOMUCCUU
3KCNepToB, Hanuung B HEM MNpPOTMBOPEYUUBBLIX JAaHHbIX, danbcudukauum BbIBOAOB 3KCMepTu3bl
NleKapCTBEHHOro CpeacTBa, COKPbITUS OT YNOJHOMOYEHHOro deaepanbHOr0 OpraHa MCMOSHUTENbHOM
BSlaCTM OCHOBaHWM ANs OTBOAA 3KCNepTa BCNEeACTBME €ro 3aunHTepPecOBaHHOCTM B pe3ysibTaTax
COOTBETCTBYIOLWEN 3KCNEPTU3bl, HaAN4MsA AaHHbIX O MNpsAMOM NM60 KOCBEHHOM BMeLlaTeNbCTBE B
npoLecCc COOTBETCTBYIOLWEN 3KCMepTU3bl NML, He Y4yacTBYKOLWWUX B €e MNpOBEeAEHUM, HO OKa3aBLIMX
B/IMSSHWE Ha Mpouecc W pe3ynbTaTbl €e NpOBeAeHMUs, YMOJHOMOYEHHbIM deaepasibHbiM OpraHom
MCNONMHUTENBbHON BNAacTU Ha3HAYaeTCs MNOBTOPHAas 3KCNepTuM3a JIeKapCTBEHHOro cpeactesa u (unum)
3TUYeckas 3KcnepTmnsa.

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

2. MNoBTOpHas aKcnepTu3a JIeEKapCTBEHHOIO CPeAcTBa MPOBOAUTCS C YYETOM pe3ysbTaToB paHee
NpPOBEAEHHOW 3KCMepTu3bl B CPOK, YCTAHOBJSIEHHbIN YMO/HOMOYEHHbIM deaepanbHbIM  OpraHoM
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WUCMOSIHUTENBbHOW BflIaCTU WM  He npeBblaloWwnn Tpuauatn paboumx AOHERn Cco AHSA MOoJSlyYeHus
OKCMNEPTHbLIM Yy4ypexxaeHMEeM 3adaHusa Ha npoBedeHue TMOBTOPHOM 3KCMEepTU3bl J1eKapCTBEHHOIMO
cpencrsa.

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

3. ®uHaHcoBoe obecneyeHue BbIMOJHEHMS 3a4aHWA Ha NpoBeAeHMe MOBTOPHOM 3KCNepTU3bl
JIeKapCTBEHHOro CpeAcTBa He OCYyLLEeCTBSAETCS.
(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

Cratbs 26. YCKOpeHHas npoueaypa 3KCnepTu3bl JIeKapCTBEHHbIX CPeAcCTB

1. YckopeHHas npoueaypa 3KCNepTu3bl JIeKApPCTBEHHbIX CPeACTB B UeNsX rocyaapcTBEHHOM
perncTtpaumm nekapcTBEHHbIX MpenapaToB MPUMEHSIETCS B OTHOLWEHUUM OpdaHHbIX J1eKapCTBEHHbIX
npenapaToB, NepBbIX TPEX JIeKAapPCTBEHHbIX MPenapaToB, perncTtpmpyemsiX B Poccuinckon deanepaunm
B KayecTBe BOCMpOM3BeLeHHbIX JIEKAapCTBEHHbLIX NMpenapaToB, o4yepeaHOCTb KOTOPbIX OnpeaensaeTca B
COOTBETCTBMM C HOMEpOM U [AaTon BXOASAWMX 3asiBNEHUMA O [OCyAapCTBEHHOW permcrtpaumm
NleKkapCcTBeHHbIX MpenapaTtoB B paMKax OA4HOro MeXxXAyHapoAHOro HenaTeHTOBAaHHOMo0 HaMMeHOoBaHuS
NleKapCTBEHHOro rnpenaparta WanM rpynnupoBOYHOr0O HaMMeHOBaHUSA JNIeKAapCTBEHHOro npenaparta, WU
NeKapCTBEHHbIX rnpenaparos, npegHasHa4vyeHHbIX UCKTIOYUTESTBbHO ans NMpUMeHeHus
HeCoBepLUEHHOJIETHUMU FpaXkaaHaMu.

(B pean. ®egepanbHblX 3aKOHOB OT 22.12.2014 N 429-03, o1 13.07.2015 N 241-®3)

2. YCKOpeHHasa npoueaypa 3KCNepTusbl NIeKapCTBEHHbIX CPeACTB B LENSAX roCyAapCTBEHHOM
perncTpaumm neKapcTBEHHbIX NpenapaToB He NPUMEHSIETCA B OTHOLUEHWUU:

1) 6uoaHanorosbix (6MoNoA06HbLIX) IeKapCTBEHHbIX nNpenapaToB (bnoaHanoros);

2) pedepeHTHbIX NeKapCTBEHHbIX MpernapaToB (3a MUCKAKYeHMeM Op@daHHbIX JIeKapCTBEHHbIX
npenaparToB);

3) BOCMNPOM3BEAEHHbIX JN1IeKAapCTBEHHbIX MpenapatoB (3a WCK/OYEHWEM MepBbIX Tpex
peructpupyemblx B Poccuiickolii ®denepaumm B KadecTBe BOCMPOU3BEAEHHbLIX JIEKAPCTBEHHbIX
npenapaTtoB W JIEKAPCTBEHHbIX MpenapaToB, NpeAHa3HAYEeHHbIX WCK/IYUTENbHO ANS MPUMEHEHUS
HeCcoBEpLIEHHONIETHUMU FpaXkaaHaMu);

4) HOBbIX KOMB6MHAUMI 3apermcTpMpPOBaHHbIX paHee NeKapCTBEHHbIX MpenapaTos;

5) nekapcTBeHHbIX NpenapaToB, 3aperncTpMpoBaHHbIX paHee, HO MNPOU3BEAEHHbIX B APYrux
JNleKapCTBeHHbIX hOpMax B COOTBETCTBUM C NepeyYHeEM HaMMEeHOBaHWI fleKapCTBEHHbIX (POPM M B HOBOM
A031POBKeE.

(4actb 2 B pea. degepasnibHOro 3akoHa ot 22.12.2014 N 429-03)

3. YckopeHHas npouenypa 3KCNepTu3bl JIeKAapCTBEHHbIX CpeAcTB MpPOBOAUTCA MO peLleHUto
COOTBETCTBYIOLLEro YrnosIHOMOYEHHOro deaepanbHOro opraHa UCMONHUTENbHOM BacTU Ha OCHOBAHUKU
3asBNeHNs 3as8BUTENS B CPOK, HE NpeBbIAoWmi BocbMuaecsaTm pabounx aHen. MNMpu aToM akcnepTm3a
OOKYMEHTOB, CoAepXXalnxcs B perMcTpauMoHHOM A0Cbe Ha NeKapCTBEHHbIN npenapaT, NpoBOAMTCH B
CPOK, He npeBblaOWUN gecatn pabounx gHeN, aKCnepTmM3a KadecTBa JSieKapCTBEHHOro cpeacTesa U
3KCNepTM3a OTHOLWIEHMS OXWMAAEMOW MOJb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS NeKapCTBEHHOMo
npenapaTa NMpoBOASITCA B CPOK, HE MPEBbIWALWMNA WECTUAECATN pabounx AHEN.

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

3.1. B oTHOweHnn opdaHHbIX NeKapCTBEeHHbIX MpenapaTtoB MOryt ObiTb nNpeacTaB/ieHbl
pe3ynbTaTbl AOKIMHUYECKUX UCCef0BaHUM NeKapCTBEeHHbIX CPeAcTB M KAMHUYECKUX UCCneaoBaHUMn
NleKkapCTBEHHbIX nMpenapaTtoB AN8 MeAUUMHCKOro MpUMEHeHusl, BbINOSIHEHHbIX 3a npeaenaMu
Poccuinckot depepaumm B COOTBETCTBUMM C NpaBuiamum Hagnexauwen nabopaTtopHOM MpakTUKU U
npasuaamm Hagnexallen KNMHNYECKon NpakTUKu.

(yacTtb 3.1 BBeaeHa PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

4. YcKOpeHHasa npoueaypa 3KCNepTu3bl JIeKAapCTBEHHbIX CPeacTB MNpoOBOAMTCA B NOPSAKE,
yCTaHOB/IeHHOM cTaTtbamu 17 - 20, 23 n 24 Hactosduwero ®deaepanbHOro 3akoHa, M He O3Ha4aeTt
CHUXXEeHNs TpeboBaHMIM K 6e30NacHOCTU, KadecTBy M 3DPEKTUBHOCTM NEKAPCTBEHHbLIX NpenapaTos.

CtraTtbsa 27. PewleHue 0 rocyaapCTBeHHOW permcrpauum 1IeKapCTBEHHOro npenapara

1.B CpOK, HE HpeBbIUJaIOLLlMVI AECATU pa6qu|x OHe co aHSA nony4vyeHuns 3aK/HOYEHUN KOMUCCUN
SKCNEPTOB MO Ppe3ysibTaTaM 3KCNEPTU3bl Ka4yeCTBa JIEKAPCTBEHHOINO0 cCpeactrBa W 3KCNEPTU3bI
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OTHOLUEHUSA OXWMAAeMOM Mofb3bl K BO3MOXHOMY pPUCKY MNpPUMEHEeHUsa JfleKapCTBEHHOro mnpenapara,
COOTBETCTBYIOLWMA YNOMHOMOYEHHbIN peaepanbHbI OpraH UCMOHUTENbHOW BNacTu:
(B pen. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1) pa3MellaeT Ha cBoeM odMUMANbHOM canTe B ceTU "MIHTEpPHET" COOTBETCTBYHOLIME 3aKTOYEHUS
KOMMUCCUM 3KCNEPTOB W OCYLLUECTBASET UX OLEeHKY ANna onpeaeneHns COOTBETCTBUSA 3afaHUIo Ha
nposefeHne 3TUX IKCNepTus;

(n. 1 B pen. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2) NpUHUMAET pelleHne O rocyfapCTBEHHOM perncrpauum NeKapCcTBEHHOro npenapaTta wan ob
OTKase B rocyAapCTBEHHOM perncrpauunm nekapcTBeHHOro npenapaTta;

3) BHOCUT Npu NPUHATUM pELLEHNS O rOCYAapPCTBEHHOM perncrpauum nekapcTBeHHOro npenapaTta
AaHHble O 3aperncTtpMpoBaHHOM JieKapCTBEHHOM mnpenapaTte, B TOM 4yucne o0 dapMaueBTUYEeCKOoMn
cybcTaHumm, BXoAasdwern B COCTaB JlIeKAapCTBEHHOro0 npenapaTta, B TrOCYAApPCTBEHHbIA peecTp
NleKapCTBEHHbIX CPeACTB M BblAAeT 3asiBUTEN0 perncTtpauuoHHOe YAOCTOBEpPEHWE NeKapCTBEHHOro
npenapaTta, ¢opMa KOTOpPOro yTBEpXAAeTcsi  YNOJHOMOYeHHbIM  deaepanbHbIM  OpraHoM
MCNONHUTENbHON BNACTU, COrNacoBaHHble HOPMATMBHYK AOKYMEHTauWl, HOPMATUBHbLIM [OKYMEHT,
WHCTPYKUMIO MO TMPUMEHEHUIO JIEKapCTBEHHOro rnpenapata W MaKeTbl MNepBUYHOM YMNAKOBKU W
BTOpUYHOM (NOTPEOUTENbCKOM) YMNAKOBKM C YyKa3aHMEM Ha HUX HOMepa perncTpaunoHHOro
YAOCTOBEPEHUS JIEKapCTBEHHOIO nNpenapaTta v AaTtbl €ro rocy4apCTBEHHOW perncrpaumm uam B cnyyae
NPUHATUA peweHns o6 oTKasze B roCyAapCTBEHHOM permcrpauum fekapCcTBEHHOro rnpenaparta
yBeAoMNseT B MNUCbMEHHOW dopMe 3aaBuTens o6 3TOM C yKa3aHMeM MpUYMH TakKoro oTkasa. 3a
BblAayy perncTpauMoHHOro yaoCTOBEPEHUS NTeKapCTBEHHOro nNpenapaTta B3MMaeTCs rocyAapcTBeHHas
noLuinHa B COOTBETCTBUW C 3aKoHOAATENbCTBOM Poccuinckon degepaumm o Hanorax n céopax.

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

2. OcHoBaHMeM AN OTKasa B rocyfapCTBEHHOM perncrpauum fieKkapCTBEHHOro npenaparta Ans
MEAVMLUMHCKOro  MPUMEHEHUs  ABMSIETCS  3aK/JlYeHWEe  COOTBETCTBYHOWEro  YNOJHOMOYEHHOro
denepanbHOro opraHa WCNOAHUTENIbHOM BNIACTM O TOM, 4YTO KayectBo M (uam) 3dhdEeKTUBHOCTb
perncTpupyeMoro sieKapCTBEHHOro npenapaTta Ans MeAUUMHCKOro MpUMEHEHUS He MNOATBEPXAEHbI
NOSTyYEHHbIMU AAHHBIMU UM YTO PUCK MPUYMHEHUS Bpeda 340POBbI0 YesioBeKa BCNeACTBME Mpuema
NleKkapCTBEHHOro npenapata Ans MeAUMUUMHCKOro MpUMeHeHus npesblwaeT 3PEdEeKTUBHOCTb €ro
NpUMEHEeHMUS.

(YacTtb 2 B pea. ®egepanbHoro 3akoHa ot 04.06.2018 N 140-03)

3. ToBTOpHOe npeacTaBfieHNWe B COOTBETCTBYIOLWMNA YMNOSITHOMOYEHHLIN denepanbHbI opraH
WUCNOSIHUTENIbBHOM BNacTWU JIeKapCTBEHHOrO rnpenapaTta, B OTHOLWEHWW KOTOpOro nosiydeH OTKa3 B
rocyfapCTBEHHOW perucrpaumm w KOTOpbIM BMNOCNEeACTBUM TMOABEPrca MU3MEHEeHWK B 4acTu ero
CoCTaBa, paccMaTpuMBaeTCA KaK rpeacTaB/ieHne HOBOMo JieKapCTBEHHOro npenapata Ha ero
rocyAapCTBEHHYIO perucrpaumio He3aBUCUMO OT COXPaHEHUSA ero NepBUYHOrO0 HauMeHOBaHMUS.

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

4. lNMpn npepocTaBNeHUN 3assBUTENIEM B COCTaBEe PErncTpaunMOHHOr0 AOCbE Ha JIEKapCTBEHHbIN
npenapaT 418 BETEPMHAPHOrO NPUMEHEHUSI KOMUU peLLleHNs YNOAHOMOYEHHOro beaepasbHOro opraHa
WUCMOSIHUTENbHOW BAAaCTM O NpoBeAeHUN WMHCNEKTUPOBaHUSA MpoM3BOAUTENS NeKapCTBEHHbIX CpeacTs
CPOK MNPUHATUSA peleHnss O TrocyaapCTBEHHOM perncTpaumm neKapCTBEHHOro npenapata  Ans
BETEPMHAPHOr0 NpPUMEHEHUS NPUOCTaAHAB/IMBAETCS CO AHS MNOAYYEHUS 3aKAKYEHUN, YKa3aHHbIX B
yactm 1 HacrosAwen CcTaTbW, A0 AHA MPUHATUS  YNOAHOMOYEHHbIM  deaepanbHbIM  OpraHoM
WCNOJIHNTENIbHOMN BNAaCcTU peweHns O Bblaaye mnm o6 oTKase B BblAaye 3aKJIlOYEHUS O COOTBETCTBUMU
Npou3BOANTENS NEeKApPCTBEHHbIX CPeacTB TpeboBaHUSIM MpaBuMN Haanexallel Mpou3BOACTBEHHOM
NpaKTUKK, HO He Bbonee YyeM Ha CTo BoCeMbAecAT pabounx aHen.

(4acTtb 4 BBegeHa dPeanepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

5. OcHoBaHMeM Anst OTKasa B FOCyAapCTBEHHOM perncrpauum fiekapCTBEHHOro npenaparta Ans
BETEPUHAPHOIO TMPUMEHEHUS SBASETCA 3aK/JKYEHME YMOJSIHOMOYEHHOro deaepasbHOr0 opraHa
WUCNOJIHNTENIbHOMN BAacTM O TOM, 4TO KayectBo U (Mnnm) 3hPEKTUBHOCTb PETUCTPUPYEMOTO
JIEKapCTBEHHOro npenapaTa A/ BETEPUMHAPHOrO MPUMEHEHUS HE MOATBEPXAEHblI MOJTYYEHHbIMU
OAHHBIMW MM YTO PUCK TMPUUYMHEHUS Bpeda 300pPOBbl  XMBOTHOIMO BCAeACTBME MNpUEMA
JIeKapCTBEHHOro npenapata A/1s BETEPUMHAPHOr0 MpPUMEHEHUS npeBbiwaeT 3P@PEKTUBHOCTb €ro
NPUMEHEHUs, OTKa3 YMOJIHOMOYEHHOro deaepanbHOro opraHa MCMNOSIHUTENbHON BacTUM B Bblgaye
3aK/IIOYEHNSS O COOTBETCTBMM TMPOU3BOAUTENS JIEKAPCTBEHHbLIX CpeacTB TpeboBaHMSIM MpaBun
Hagnexallen npom3BOACTBEHHOM  MNpPaKTUKWM AN KaXAOW  MPOM3BOACTBEHHOM  MoWanKu
PErMCTPUPYEMOro JIeKapCTBEHHOrO0 npenapaTa ANs BETEePMHAPHOro MpPUMMEHEHUS B C/lydae, €ec/u
NpoOM3BOACTBO JIEKApCTBEHHOrO Mpenapata AN BETEPUHAPHOro MNPUMEHEHUS OCYLLECTBASIETCS 3a
npeaenamu Poccuiickon ®egepaumnn, NAN OTCYTCTBME TaKOro 3aK/IHYEHUS.
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KoHcynbTaHTlA0C: npuMeyaHue.
O nopsagke n cpokax ornpefeneHns B3auM0o3aMeHAEeMOCTH JIEKAPCTB JIEKAPCTBEHHbIX NpenapaTtos,
3aperncrtpmpoBaHHbix 4o 01.03.2020, cM. cT. 3 ®3 o1 27.12.2019 N 475-03.

Cratba 27.1. B3anMo3aMeHSIeMOCTb JiIeKapCTBEHHbIX NpenapatoB AN MeAULMHCKOro
npuMeHeHus
(B pea. ®enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. B3aMM03aMeHSeMOCTb JIEKApPCTBEHHbLIX MpenapaTtoB AN MeAULMHCKOro MpUMEHEHUS
onpenensieTcs ynoJIHOMOYEHHbIM deaepasnibHbIM OpraHOM UCMOSIHUTENBHOM BNAcTW, OCYLECTBSIOWMM
roCcyZlapCTBEHHYI PEerucTpaumio neKapCTBEHHbIX MpenapaToB AN MeAUUMHCKOrO MPUMEHEHUS, B
paMKax OAHOro MeXAyHapoAHOro HeMnaTeHTOBAHHOro (MAM XMMUYECKOro, WM TFpYrnnMpOBOYHOrO)
HaMMEHOBAHMUS Ha OCHOBE 3aKJIlOYEHUS KOMUCCUM 3SKCMEPTOB 3SKCMEPTHOrO Yy4upexaeHuss o
B3aMMO3aMEHSIEMOCTU JIEKAPCTBEHHOrO npenaparta Ass MegmuMHCKOro npuMeHeHus nnbo o TOM, 4To
JIeEKapCTBEHHbIM npenapat AJs MeAUUMHCKOro TMPUMEHEHUS He SABASIETCS B3aMMO3aMEHSEMbIM.
Mopagok onpeneneHns B3aMMO3aMEHSEMOCTU JIEKAPCTBEHHbIX MpenapaTtoB Ans MeaMLMHCKOro
npuMeHeHns 1 dopMa 3aK/IYEHUSS KOMUCCUM  SKCMNEPTOB  SKCMEPTHOrO  y4ypexaeHuss o
B3aMMO3aMEeHSIEMOCTU NIEKAPCTBEHHbIX MpenapaToB ANs MeAUUMHCKOro NpMMeHeHus nnbo o ToM, YTOo
NleKapCTBEHHbIA NpenapaT AN MeaAUMUMHCKOro TMPUMEHEHUSI He SABSIETCS B3aWMO3aMEHSIEMbIM,
yCTaHaBnmBatTcs NpaBuTenbCTBOM Poccuinckon depepaumu.

2. KoMucecmsa aKkcnepToB 3KCNEPTHOro yupexaeHus [aeT 3aK/lyeHue O B3aMMOo3aMeHSeMOoCTU
NekapcTBEHHOro npenaparta Ansg MeAUUMHCKOrO MpuUMeHeHus nbo o TOM, 4TO JIeKapCTBEHHbIN
npenapat Ana MeauMUMHCKOrO TMNpUMEHEHUs He 4HBNSeTCA B3aMMO3aMeHsdeMbIiM, Ha OCHOBaHWMU
cneaywwmx Kputepmes (XapakTepucTuK):

1) 3kBuMBaneHTHOCTb (Ana ©6uoaHanoroBbiX (6MOMNOAOOHLIX) fEeKApCTBEHHbIX MpenapaToB
(bnoaHanoros) -  CONOCTAaBMMOCTb) KaQueCTBEHHbIX W  KOJIMYECTBEHHbIX  XapaKTepucTuk
dapmaueBTUYECKMX CybCTaHUMn AN CONOCTAaBMMOCTb aHTUMEHHOro CoCTaBa BakKUWH. Mcnonb3oBaHue
pasfnyHbIX cofen, 3puposB, KOMMIEKCOB, N30MepoB, KpUcTanamdyecknx hopMm v Apyrmx npovsBoaHbIX
OAHOrO M TOro Xe AEACTBYKLWEro BelecTBa He SBASeTcs NpenaTcTBMeM ANns onpeaeneHus
B3aMMO3aMeHSAEMOCTM JlIeKapCTBEHHbLIX MpenapaToB, ecin nNpu  NpoBeAeHUMW  UCCefoBaHus
6M03KBMBANEHTHOCTN  NleKapCTBEHHOro  npenapaTta nnu nccnenoBaHMsa  TepaneBTUYECKON
3KBMBANIEHTHOCTM JIEKAapCTBEHHOro npenapata [AOKa3aHO OTCYTCTBME KJIMHUYECKM 3HAUYUMbIX
pas3numMn apMakoKMHETUKN U (Mnn) adpdeKTMBHOCTM M 6e30MacHOCTM NeKapCTBEHHOro npenaparta
AN MeANUMHCKOro NpUMEHEHUS ;

2) 3KBMBAJIEHTHOCTb JieKapCTBEHHOM (opMbl. o4 3KBMBANEHTHBIMW NeKapCTBEHHbIMU (opMaMu
NOHMMAIOTCA pas3Hble NekapcTBeHHble (OopMbl, MMeKLlme oAuHaKoBble crocob BeBeaeHUs U crnocob
npuMmeHeHus, obnagawwme CONOCTAaBUMbIMU  (PapMaKOKMHETUUYECKUMN  XapaKTepucTukamm U
dapmakonormyeckuMm  gencrtemeMm KU obecneuuBawlwme Takxke  AOCTUXEHMEe  Heobxoaumoro
KNMHuW4yeckoro sddekta. Pas3nnuma nekapcTBeHHbIX GOpM He 4ABNATCA MpenaTrcTBueM  Aans
onpegeneHUs  B3aMMO3aMEHSEMOCTW  JIeKapCTBEHHbLIX MNpenapaToB, €ecnM npu  NpoBeAeHUU
nccnenoBaHus 61o03KBMBANEHTHOCTH NleKapCTBEHHOro npenapaTta nnu nccnenoBaHus
TepaneBTUYECKOW 3KBUBAJIEHTHOCTU JIeKapCTBEHHOrO npenapaTta A0KAa3aHO OTCYTCTBME KIMHUYECKMU
3HAYUMbIX pa3nnunii dapMakoKMHETUKN K (Mnn) 3d@PeKTUBHOCTU M 6€30NaCHOCTU JIEKAPCTBEHHOIO
npenapaTa 4ns MeaMuMHCKOro NpUMeHeHus ;

3) 3KBMBANEHTHOCTb MM COMOCTAaBUMMOCTb COCTaBa BCMOMOraTeflbHbIX BeLleCcTB JIeKapCTBEHHOMO
npenapata JAna MeAWUMHCKOro npuMeHeHus. Pasnnumsa coctaBa BCNOMOraTesibHbIX BeLecTB
NleKkapCTBEHHOro npenapaTta He SBASKTCA NpenaTcTBMEM AN OonpeaeneHus B3aMMO3aMeHSeMOCTU
NleKapCTBEHHbIX MNpenapaToB, €eCnM nNpu  NpoBeAeHUM  UccnefoBaHnss  BMOSKBMBANEHTHOCTM
NleKkapCTBEHHOro npenapaTta WM uccnegoBaHUsa TepaneBTUYECKOM 3KBUBANIEHTHOCTU leKapCTBEHHOMo
npenapaTta [AOKa3aHO OTCYTCTBME KJ/MHUYECKU 3HaAYUMbIX pasnvumin dapMakoOKUHETUKN un (K1nu)
3 PeKTUBHOCTM N 6e30NaCHOCTU JIeKapCTBEHHOIO npenaparta 4ss MeAULUUMHCKOro npuMeHeHus. Mpu
HaAMYMM  KJIIMHUYECKN 3HA4YMMbIX pas3nnumii  dapMakoOKMHETUKNn u  (mnm) 3dpdhekTnBHoCcTM U
6e30MacHOCTM NeKapCTBEHHOro npenapaTta Ans MeAUMUMHCKOrO MPUMEHEHUsI B3auMO3aMeHSIeMOCTb
ornpeAensieTcs C yKasaHUeM Ha MUCK/IoYEeHMe OTAeNIbHbIX TPynn NauMeHToB;

4) MAEHTMYHOCTb cnocoba BBeaeHUs 1 cnocoba MPUMEHEHUA,;
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5) cooTBeTCTBME NMPOM3BOAUTENS NEKApPCTBEHHOIO CpeacTBa TpeboBaHWMSM NMpaBus Haanexallemn
NPON3BOACTBEHHOW MpPaKTUKW.

3. OnpegeneHne B3aMMO3aMeHSEMOCTU BOCMPOU3BEAEHHbIX JleKapCTBEHHbIX MpenapaTtoB ANg
MeAMUMHCKOro NpMMeHeHus, yKasaHHbIX B Yactn 10 cTtatbu 18 HacToswero degepanbHOro 3akoHa,
ocyulectenseTcs 6e3 HeobXxoaAMMOCTU AoKa3aTeNbCTBa X BMO3KBMBANEHTHOCTMU.

4. OcobeHHOCTM onpegeneHns  B3auMMO3aMEHSAEeMOCTUM  O6MONOrMYecKnx  fieKapCTBEHHbIX
npenapaToBs, KOMBWMHMPOBAHHbLIX JIEKApCTBEHHbIX MpenapaTtoB (coAepXawmx KOMObMHauuiw ABYX U
6onee [OencTBYOWMX BeLWECTB), JIeKapCTBEHHbIX MNpenapaToB AN MapeHTepasibHOro nUuTaHusa u
HEeAO3MPOBAHHbIX JIeKapCTBEHHbLIX MpenapaTtoB YcTaHaBauBakwTca [lpaBuTenbCTBOM POCCUNCKOWN
denepaumn.

5. OnpepeneHve B3aMMO3aMEHSIEMOCTM HE OCYLLECTBNSIETCA B OTHOLWEHUM NleKapCTBEHHbIX
pacTUTEsIbHbIX NpenapaToB, rOMeonaTUYEeCKNX NeKapCTBEHHbIX NpenapaTos.

6. DopMUpOBaHME NepeyHsi B3aMMO3aMeHSIEMbIX JIeKapCTBEHHbIX NpenapaToB AN MeAULMHCKOro
NPUMEHEHUS! OCYLLECTB/ISIETCA 3KCNEPTHbIM YYpexaeHMEM NOCPeACTBOM 06beANHEHUS NIEKAPCTBEHHbIX
npenapaTtoB B OTAE/bHble TPynnbl, B KaXAol W3 KOTOPbIX JIEKAPCTBEHHble MNpenapaTbl SBASKOTCS
B3aMMO3aMeHSIEMbIMU.

7. B cnyyae BK/OYEHMS B WMHCTPYKUMIO MO MeAUUMHCKOMY TMPUMEHEHUID JIEKAPCTBEHHOIO
npenapata Ha OCHOBaHMW pe3y/nbTaTOB COOTBETCTBYHLIMX WUCCNeAOBaHWM MNOKasaHWi  Ans
NPUMEHEHUSI, KOTOpble OTINYAKTCS OT MOKa3aHUW ANS MPUMEHEHUS APYrUX NeKapCTBEHHbIX
npenapaTtoB W3 rpynnbl  B3aWMO3aMEHSIEMbIX  JIEKAPCTBEHHbIX MpernapaToB, B  nNepeyHe
B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHbIX MpenapaTtoB AN MeAUMUMHCKOro MpUMEHEHUs AO0JKHA 6biTb
yKasaHa COOTBETCTBYoLLaa MHdopMauus.

KoHcynbTaHTII0C: npnMeyaHue.

lMepeyeHb B3aMMO3aMeHseMbIX IEKAPCTBEHHbIX NpenapaToB, B OTHOLIEHMN KOTOPbIX MMeKTCs
pe3ysibTaTbl UCCNefoBaHMN BUO3KBUBANIEHTHOCTU UM TepanNeBTUYECKOM SKBUBASIEHTHOCTH,
[OJIKEH ObITb COOPMMPOBAH U pa3MelleH Ha opuumanbHOM cante MmnHsagpaBsa Poccun oo
01.07.2020. (®3 oT 27.12.2019 N 475-03).

8. MNepeyeHb B3anMMO3aMeHsAEMbIX NIeKapCTBEHHbIX MpenapaToB AN9 MegUUMHCKOro NpuMeHeHus
pa3MellaeTcs ynoaAHOMOYEeHHbIM deaepasibHbIM OpraHoOM UCMOMHUTENbHOW BNAacTU, OCYLLECTBASIOWNM
rocyAapCTBEHHYIO perucTpaumio neKapcTBeHHbIX MnpenapaToB ANS MeAWMUMHCKOro MpUMEHeHUs, Ha
csoeM oduuymanbHoM cante B ceTu "UHTepHeT". WHdboOpMauma B nepeyHe B3auWMO3aMEHSEMbIX
NleKapCTBEHHbIX NMpenapaToB AN MeAULUHCKOro npuMeHeHns obHOBNSETCS yKa3aHHbIM deaepasbHbIM
OpraHoM UCMNOSHUTENIbHON BNACTU C YYETOM HOBbIX 3aperncTpupoBaHHbIX JIEKapCTBEHHbIX NpenapaToB
AN MeAWUMHCKOro TMpUMEHEHUS U BHECEHHbIX W3MEHEeHWN B [AOKYMEHTbl, COoAepXXalunecs B
pPerncTpaumMoHHbIX AOCbe Ha 3aperncTpMpoBaHHble NleKapCTBEHHble rnpenapaTtbl A8 MeAULMHCKOro
NpUMEHEHMUS.

9. MNopsagok ucnonb3oBaHUS WMHGOPMaUMKM O B3aMMO3aMEHSIEMbIX JIEKApPCTBEHHbIX MpenapaTtax
ONS MEANUMHCKOro MpMMEHEHUs M NopsiAOK Aayn pa3bsCHEHMI MO BOMNPOCAM B3aMMO3aMEHSIEMOCTU
JIEKApCTBEHHbIX MNpenapaToB AN MeAUUMHCKOro MNpPUMEHEHUS YyCTaHaBauBalTCca [1paBUTENbCTBOM
Poccuitckoin depgepaunm.

KoHcynbTaHTlnoc: npumevaHue.
CpoK perucrpaunm nekapcTBeHHOro npenaparta, ncrekatowmn ¢ 15.03.2020 no 31.12.2020,
npoaseH Ha 12 mecsues (MoctaHoBneHue lMpasutensctea PO ot 03.04.2020 N 440).

Cratbsa 28. PerncrpaymoHHoOe yaOoCTOBEpPEHMeE JIeKapCTBEHHOro npenapara

1. PerncrpauMoHHOe yaoCTOBEpPEHME JIEKAPCTBEHHOMO MnpenapaTa C yKasaHWeM JleKapCTBEHHbIX
dopM u po3MpoBOK BblaaeTcss 6eccpoyHO, 3@ MCK/IOYEHMEM pPErncTpaumoHHOro YyAOCTOBEpPEeHUs
NeKapCTBEHHOro npenapaTa, Bbl4aBaeMoOro CO CPOKOM [JEWCTBMS MATb JIeT, Ha BhepBble
pernctpupyemsblie B Poccuinickoit deaepaummn nekapCcTBeHHble npenapaTbl.

www.consultant.ru/cons/cgi/online.cgi?req=doc&ts=kNiKQISARbMJemSx&cacheid=D445E838A3C3CFE6155C473C64B8034D&mode=splus... 44/103



10/10/21, 11:41 AM PepnepanbHbivi 3akoH oT 12.04.2010 N 61-P3 (pea. ot 11.06.2021) "O6 obpaLyeHun nekapcTBEHHbIX CPpeacTs”

2. Mo WCTeYeHUM YyKaszaHHOro B YacTu 1 HacTosiwen CcTaTbM CpoKa BblaaeTcss 6eccpoyHoe
perncTpaumMoHHOe YAOCTOBEpPEHWE JIEKApPCTBEHHOrO MpenapaTta npu YCI0BUM MNOATBEPXAEHUS €ro
rocyaapCTBEHHOW perncrpauunm.

3. B cnyyae BHeceHuMsa B cooTBeTCTBUMM CO cTaTbamu 30 v 31 Hactosawero degepasnbHOro 3aKoHa
U3MEeHEeHMN B coAepXallnmecs B perucrpaumMoHHOM [OCbe Ha 3aperncTpuMpoBaHHbIN NIeKapCTBEHHbIN
npenapaT AOKYMEHTbI, 3aTparnesatmLWwmx cBefeHns, OTpaxXeHHble B perncTtpaymMoHHOM yAOCTOBEPEHMUMN
NleKkapCTBEHHOro npenapaTa, YNoJIHOMOYEHHbIN deaepanbHbii OpraH UCMONHUTENbLHOW BacTu BblaaeT
HOBOE perncTpaunoHHoe YAOCTOBepeHue NeKapCTBEeHHOro npenaparta, coaepicallee BHeCeHHble B
HEero U3MeHeHus.

(yacTtb 3 BBeaeHa deanepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

4. B cnyyae yTpaTbl WAXM NOBpPEeXAEHUS perncTpauyMoHHOro yAOCTOBEPEHUS JieKapCTBEHHOMO
npenapata nNo 3asBNEHUIO B MUCbMEHHON QopMe aepxaTens wan BAagenbla perncTtpaunoHHOro
YAOCTOBEPEHMS NeKapCTBEHHOro npenaparta Win yrnoslHOMOYEHHOro UMW APYroro Hpuan4eckoro nmua
0 Bblgadye agybnmkata  perucTpaumMoHHOrO0  YAOCTOBEpEeHUs  JleKapCTBEHHOro  npenapaTta
YNO/IHOMOYEHHbIN deaepasibHblA opraH UCNOMHUTENbHOM BNacTM B CPOK, He MpeBblllatowmin ecaTu
pabouunx gHen Co AHSA MOCTYyNNeHUs 3asBfeHuns, BblaaeT AybnmKkaT perncTpaunoHHOro ya0CcToBepeHus
NlekapcTBeHHOro npenapaTta. 3a Bblgadyy aAybnukata  perncrpauyMoHHOro  yAoCTOBepeHUs
NlekapCTBEHHOro npenapata B3MMaeTCca  rocyfapcTBeHHas  fOowjvHa B COOTBETCTBUM  C
3aKoHoaaTenbCcTBOM Poccuinckon depgepaunm o Hanorax u cbopax.

(4acTtb 4 BBeaeHa deanepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTll0C: npnMeyaHue.
Cpok perucrpauumn nekapcTBeHHoOro rpenapata, uctekarowmn ¢ 15.03.2020 no 31.12.2020,
npogneH Ha 12 mecsues (MoctaHoBneHue Mpasutenbctea PO ot 03.04.2020 N 440).

Cratba 29. [MoaTBep>xAaeHMEe roCcyfapCTBEHHOM PperucTtpaumMm JleKapCTBEHHOro
npenaparta
(B pea. ®enepanbHoOro 3akoHa ot 22.12.2014 N 429-03)

1. NoaTeepxaeHWe rocyaapCTBEHHOMN perncTpaunm nekapcTBeHHOro npenaparta ocyLlecTBaseTcs
npu Bblaaye 6ecCpoyHOro perncTpaumMoHHOro yAoCTOBEpPEHUS NieKapCTBEHHOro npenaparta B ciydae,
yKa3aHHOM B 4actm 2 ctaTtbu 28 HacTtosduwero denepanbHOro 3akoHa, B CPOK, He MpeBblllatoLwmii
Wwectnagecatn paboumx aHen co AHSA NOJSYYEHUS COOTBETCTBYIOLUMM YMNOAHOMOYEHHbIM deaepanbHbIM
OpraHoM MCMONHUTENBLHON BAACTU 3asBAEHUA O MOATBEPXAEHUW rOCyAapCTBEHHOMW perncrpauuvm
NekapcTBEHHOro npenapaTta. He ocylwecTensdeTca noATBepXAeHWe rocyfapCTBEHHOW perncrpauun B
OTHOLLEHUN SleKapCTBEHHOrO npenapaTa, He HaxoamBllerocs B obpalweHnn B Poccuiickon degepaumu
B TeueHue Tpex n 6onee neT, a TakXKe B OTHOWEHUM leKapCTBEHHOro CpeacTBa, Npou3BeAeHHOro C
HapyweHnem TpeboBaHUsA, YCTAHOBNEHHOro 4Yactbi 3.7 cTatbu 71 Hactoswero ®deaepasnbHOro
3aKoHa.

2. 3asiBneHne O noATBEPXAEHUM FOCYAApPCTBEHHOW permcTpaumu ekapCTBEHHOro npenaparta
Ans MeaAUMUMHCKOro MpPpUMEHEHUs MNpeacTaBfsieTce B COOTBETCTBYHOLWMA  YMNOJIHOMOYEHHbIN
denepanbHbIN OpraH MCNOSHUTENbHOW BACTM HE paHee 4YeM 3a CTO BOCEMbAECAT AHEN A0 UCTEeYeHUs
CpoKa AENCTBMSA PErncTpaumMoHHOro yAOCTOBEPEHUS IeKapCTBEHHOro rnpenaparta ans MeauumHCKOro
NnpUMeHeHNs.
(B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-®3)

2.1. 3asBneHne o0 NOATBEPXAEHUU TOCYAAPCTBEHHOM pEermcTpaumu fieKkapCTBEHHOro npenaparta
0N BETEepMHApPHOro rMNpuUMEeHeHUs nNpeacrtaBnseTcs B COOTBETCTBYHOWMA  YMOSHOMOYEHHbIN
denepancHblii OpraH UCMOSHUTENbHOW BACTU He paHee 4yeM 3a CTO BOCEMbAECAT AHEN A0 UCTe4YeHus
CpoKa AeNnCcTBMSA perncrpaumMoHHOro yAOCTOBEpPEeHUS NeKapCTBEHHOro npenapaTa Ans8 BeTepuHapHoro
NPUMEHEeHUs U He No3gHee OKOHYaHWUA CpoKa ero AeNCTBuUS.

(vyactb 2.1 BBeseHa ®enepanbHbIM 3akOHOM OT 02.08.2019 N 297-03)

3. MoaTBEpPXAEHME rocyaapCTBEHHON perncTpaunm TIEKapCTBEHHOrO NpenapaTa OCyLIEeCTBASETCS
Nno pes3yfibTaTaM 3KCNepTU3bl OTHOLIEHUS OXWAAEMOW MOJSb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS
NIEKapCTBEHHOro npernapata Ha OCHOBAHMW pe3ynbTaTOB  MOHUTOPUHrA 3(PPEKTUBHOCTM ¢
6€30MacHOCTM  NleKapCTBEHHOro npenapaTa, MpPOBOAMMOIrO  AepXaTenem UM BnagenbLeMm
PErncTpaLMoOHHOro YAOCTOBEPEHUS NleKapCTBEHHOro npenapata NnM60  YMO/JIHOMOYEHHbIM UMM
IOPUAMYECKMM JIMLOM, a TaKXe COOTBETCTBYIOLWMM YMOJIHOMOYEHHbIM deaepanbHbiM  OpraHoMm
MCMONMHUTENbHON BNACTU B COOTBETCTBMM C TpeboBaHWSMKM CTaTbu 64 Hactoswero deaepanbHOro
3aKoHa.
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4. K 3asBNeHU0 0 NOATBEPXAEHUN rOCYAAapPCTBEHHOW perncrpauum fieKkapCTBEHHOro npenaparta
ANS MEAMLMHCKOrO NPUMEHEeHUsa npunaratTcs:

1) NOKYMEeHTbl, coaepXaline pe3ynbTaTbl MOHUTOPUHIra 3dDdEKTUBHOCTM KU 6E30MacHOCTU
NIEKapCTBEHHOro npenapata Ana MeAUUMHCKOro MPpUMEHEHUs, MPOBEAEHHOro AepxXaTenem Wuamu
BNaAenbLeM pPEerucTpauuMoHHOro YAOCTOBEPEHUS JIEKAPCTBEHHOrO rMpenapata Ans MeaAULUMHCKOro
NPUMEHEHNA 1NN6B0  YMONIHOMOYEHHbIM WM  HOPUAUMYECKMM NMUOM, No GopMe, YTBEPXAEHHOWN
YMOJITHOMOYEHHbIM heaepanbHbIM OPraHoM UCMONTHUTENbHOM BNacTu;

2) cBeAeHus o gaTe npenocTaB/iEHNS U perncTpaumMoHHOM HOMEpE NMLUEH3UN Ha NPOW3BOACTBO
NEKApPCTBEHHbLIX CPEeACTB MM CBEAEHUs O AaTe MpeaocTaB/ieHUss UM perucrtpaurMoHHOM HoMepe
3aK/AKYEHNUA O COOTBETCTBMM NpPOU3BOAUTENS JNEKAapCTBEHHbIX cpeacts TpeboBaHMAM npaBua
Haanexalwen npou3BOACTBEHHOM MNPaKTUKW, NpPeAoCTaB/EHHbIX YMNOMHOMOYEHHbLIM deaepanbHbIM
OpraHoM MWCMNOSIHUTENbHON BNAacTU B OTHOLWEHMM MNPOU3BOACTBEHHOW MOWAAKM NEKAapPCTBEHHOMO
npenapata Ang  MeAUMUMHCKOro  MPUMEHEHMUs, rocyaapCTBEHHass  permcrpaumss  KOTOporo
noaTBepXaaeTcsa B Cnydae, eCcin Npou3BOACTBO NIeKApPCTBEHHOro rnpenapaTta Ans MeauMUMHCKOro
npuUMeHeHns ocyllecTensieTca B Poccuinckon degepaumnn;

(B pen. ®epepanbHOro 3akoHa ot 27.12.2019 N 478-®3)

3) Konus NpenocTaB/ieHHOM YMNOJIHOMOYEHHbIM OPraHoOM CTpaHbl MPOM3BOAUTENS JSINLEH3UWN Ha
NpOW3BOACTBO JIeKapCTBEHHOrO Npenaparta A/ MeAUUMHCKOro NpUMeHEHUs 1 ee NepeBos Ha PyCCKUi
S13blK, 3aBEpeHHble B YCTAaHOB/IEHHOM MOpsAKe, a TaKXe KOMusa 3ak/lloyYeHUss O COOTBETCTBUM
Npon3BOANTENS JIEKAPCTBEHHbIX CpeaCcTB TpeboBaHMAM MpaBu/a Hadsexallel npou3BOACTBEHHOM
NPaKTWUKW, BblAAHHOIMO YMNO/JHOMOYEHHbIM deaepanbHbiIM OpPraHoOM WCMNOAHUTENLHOM BAacTu B
OTHOWIEHMN MNPOU3BOACTBEHHOM MJOWAAKM JIeKapCTBEHHOro npenapaTta AnNs  MeaAULMHCKOro
NPUMEHEHNS, rOCyAapCTBEHHAs perncrpaumss KOTOpOro MnOoATBEPXAAETCS, WAN KOMNUS pelueHus
ynosIHOMOYeHHOro deaepanbHOro opraHa MCNOJHUTENBHOM BAAcTU O NMPOBEAEHUUN UHCMEKTUPOBAHUSA
NpoM3BOANTENS NEKApCTBEHHbIX CPEeACTB B Clyyae, ecnm Npou3BOACTBO JIEKAPCTBEHHOrO npenapaTta
AN MeANUMHCKOro NpUMeHeHUs OCYLLEeCTBSIETCA 3a NpeaenamMu Poccuinckon ®Gepgepaumu.

(B pen. ®enepanbHOro 3akoHa ot 27.12.2019 N 478-®3)

(4acTtb 4 B pea. ®egepanbHoro 3akoHa ot 04.06.2018 N 140-03)

4.1. B OTHOWEHNN BNONOMMYECKNX NEKAPCTBEHHbIX NpenapaToB A1s MeaUUUHCKOro NMpuMMeHeHUs
3asBUTeNb AOMOSIHUTENbHO NpeACTaBnseT pe3ynbTaTbl MeponpuATUA, NpenyCMOTPEeHHbIX MaHOM
ynpaBieHNUs pUCKaMn, YTBEPXAEHHbIM YMOSIHOMOYEHHbIM deaepasibHbiM OpraHOM WCMNOAHUTENbHOM
BNacTU MpU OCYLLECTBNIEHUM T[OCYAApPCTBEHHOM perncrpauum JnekapcTBEHHOro nmnpenapata  Aans
MeANLMHCKOro MpUMEHEHMUS.

(yacTtb 4.1 BBeaeHa PenepanbHbiM 3aKOHOM OT 04.06.2018 N 140-03)

4.2. K 3asaBfneHU0 0O nNOATBEPXAEHUM rOCYyAapCTBEHHOM perucrtpauum NeKapCTBEHHOro
npenapaTta AAs BeTEPUHAPHOro MPUMEHEHUS MpuiaratoTCs AOKYMEHTbI, coAepXalluue pe3ynbTaThl
MOHUTOPUHIra 3PdPeKTUBHOCTU K 6e30nNacHOCTU JieKapCTBEHHOrO rnpenapata Ans BeTepuMHapHOro
NPUMEHeEHNsa, MpoBOAMMOro AepxaTenem WM BAaAdenbueM perncTtpaunMoHHOro YyAOCTOBEpPEHUS
NleKapCTBEHHOro npenapata Ans8 BeTEepUHApPHOro npuMeHeHus nAnbo  YyrnosIHOMOYEHHbIM UM
opManyeckmm  nuuoM, no dQopme, YTBEPXAEHHOMW YMOMHOMOYEHHbIM deaepasbHbiM OpraHoMm
WUCMOSIHUTENbHOW BNacTW, N AOKYMEHTbl, yKa3aHHble B NyHKTax 1, 2 - 2.2, noanyHkTtax "a", "6", "k",
"n" nyHkTa 4 4yactm 3 cratbu 17 Hactosawero degepanbHOro 3akoHa. B oTHoweHuu
MMMYHOOMOIOrMYECKNX  JIEKAPCTBEHHbLIX MpenapaTtoB 4719 BETEPUHAPHOr0 MPUMEHEHUS  He
NpeacTaBnsalTCSa CBeAeHUs, YKa3aHHble B noAnyHkTe "K" nyHKTa 4 yactm 3 craTtbM 17 HacToswero
®enepanbHOro 3akoHa. B OTHOWEHUMN NeKapCTBEHHbIX NpenapaToB A1 BEeTEPUHAPHOro NMpUMEHEHUS,
NOTYYEHHbIX C MNPUMEHEHNEM FEHHO-UHXEHEPHO-MOAMMDUUNPOBAHHbLIX OPraHMU3MOB WU COAEPXALLMX
TaKMe OpraHusMbl, AOMOJHUTENbLHO MPEACTaBMAAITCH CBeAEHMUS, yKasaHHble B OyHKTe 13 4actu 3
CTatbyh 17 HacTosiwero ®eaepanbHOro 3akoHa.

(yactb 4.2 BBegeHa ®PepepanbHbiM 3akoHOM oT 04.06.2018 N 140-03; B pen. denepanbHOro
3akoHa oT 02.08.2019 N 297-®3)

4.3. 3agBuTenb BMpaBe npencTaBuUTb C 3asBfeHUWEM O MOATBEPXAEHUU [oCyAapCTBEHHOM
perucTtpaummM nekapcTBeHHOro npenapata KOMWIO  AOKYMeHTa, noATBepxjawwero ynaaTty
rocyfapCTBEHHOW MOWNMHbI 3@ MNOATBEPXAEHWE roCyAapCTBEHHOW perncrpaunm fekapcTBEHHOro
npenapaTa, a TakXe BblaaBaeMble (NpeaocTaBnsieMble) YNnoNHOMOYEHHbIMU deaepanbHbIMU OpraHaMm
WUCNOSIHUTESIbBHOMN BNacTW AOKYMeHTbl (CBeAeHUA), yKas3aHHble B NyHKTax 2 U 3 4actu 4 HacToslen
ctatbM. B cnyyae ux HenpeactaBneHUS YMNOJIHOMOYEHHbIM deaepanbHbli OpraH WMCNONHUTENbHOWN
BflaCTM 3anpalwmBaeT YyKasaHHble [AOKYMeHTbl (cBeaeHus) B MOpsAKe MexXBeAOMCTBEHHOro
MH(OPMALMOHHOIo B3anMoaenCTBuUS.

(yacTtb 4.3 B pean. ®egepanbHOro 3akoHa ot 27.12.2019 N 478-®3)
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5. B TeueHue pecsitu paboumx [AHEN CO AHS MPUHSATUS 3asiB/IEHUS O MNOATBEPXAEHUU
rocyAapCTBEHHOW perncrpaunmn nekapcTBEHHOro npenapata U AOKYMEHTOB, coAepXXalux pesysbTaThbl
MOHUTOPUHra 3ddeKTUBHOCTM UK 6e30MacHOCTM  NleKapCTBEHHOro npenapaTta, MpPoOBOAMMOroO
AepXaTeneMm WM BNajenbueM perucTpauMoHHOro yAOCTOBEPEHUS JIEKAapCTBEHHOro npenaparta nmbo
YNOMHOMOYEHHbIM UMW LOPUANYECKMM  JIMLOM,  YMNOJIHOMOYEHHbIM  denepanbHbli  opraH
MCNONHUTENbHOWN BNaCcTU:

1) npoBOoAUT NPOBEPKY MNOJIHOTHI CBe,Cl,eHVIl‘;I, cogepXawmnuxcda B npeactaB/IEHHbLIX 3adBUTENEM
AOKYyMeHTaXx,

2) NpUHUMaET pelleHne o NpoBeAeHUM Unn 06 OTKa3e B MPOBEAEHUM SKCMEPTU3bl OTHOLUEHMS
0XXWAAEeMOM MOoNb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOrO Mpernapata Ha OCHOBAHUMU
pe3yfibTaToB  MOHUTOPUHra 3ddekTUBHOCTM UK 6e30MacHOCTU  NIeKapCTBEHHOrO  MpenapaTa,
NpoBOAMMOIO AepXaTenem WM BnaaenbLUeM pPerMcTpauMoOHHOro YAOCTOBEPEHUS JIEKApCTBEHHOMO
npenapata M60 YMNOJIHOMOYEHHbIM WMW PUAMYECKUM NIMLOM, a Takxe deaepasnbHbiM OpraHoM
WCMOMIHUTENbHOM BNAcTM B COOTBETCTBUM C TpeboBaHMAMM cTaTbu 64 HacTosiwero deaepanbHOro
3aKOHa;

3) yBeooOMNsieT B 3NeKTPOHHON dopMe MM NUCbMeHHOM OopMe 3asdBUTENS WU 3KCMEPTHOEe
yupexaeHne o MPUHATOM pelleHun Nnubo B criydae NpUHATUS pelleHuss 06 oTKase B MpoBEAEHMMU
3KCNEpPTU3bl YKa3bIlBaeT NPUYMHbI TaKOFO OTKasa.

6. B cnyyae BbiABNEHUA HeOOCTOBEPHOCTM M (MAM) HeZOCTAaTOYHOCTM  WMHdopMauun,
coaepXxalencs B npeacTaB/ieHHbIX 3asiBUTENEM AOKYMEHTaX, YMOJIHOMOYEHHbI deaepasibHblii OpraH
WUCNOJIHNTENIbHOM BNlACTWU HanpasfsieT 3asBUTENO0 3anpoc 06 yTOYHEHUM yKa3aHHOW MHGOpMauuu.
3anpoc ynosIHOMOYEHHOro geaepasnbHOro opraHa WCNONHUTENbHOW BRacTu MoOXeT 6bITb nepenaH
YNOSIHOMOYEHHOMY NpeACTaBUTENO 3a8BUTENS JIMYHO NOA PacnucKy, Hanpas/eH Mo noyTe 3aka3HbiM
NMMCbMOM W/WN NMepefaH B 3NEKTPOHHON opMe Mo TeNleKOMMYHUKALUMOHHBIM KaHanaMm cBa3n. B cnyvae
HanpaeneHnsa 3anpoca YNoJHOMOYEHHOro deaepasibHOro opraHa MCMOAHUTENIbHOM BNAacTU MO noyTte
3aKasHbiM MUCbMOM OH CUYMTAETCS MOJSIYYEHHbIM MO WUCTEYEHUM LECTU AHel C AaTbl HanpaBieHus
3aKa3Horo nucbMma.

7. 3asButenb 0653aH nNpeacTtaBMTb OTBET Ha 3anpocC YMOJIHOMOYEHHOro deaepanbHOro opraHa
WUCMOSTHUTENBHOW BNAacTU B CPOK, HE MPeBbIWAOWNNA AEBAHOCTA paboumx AHEN CO AHS €ro NoJy4YeHus.
CpoOK, YyKa3aHHblIA B 4Yactu 5 HacTosiwen cTaTbM, NPUOCTAHaB/IMBAETCA CO [AHA HanpaBieHus
3a8BUTENO0 3anpoca YMNOJIHOMOYEHHOro deaepanbHOro opraHa WCNOSIHUTENbHOM BAAacTM A0 AHS
NOTYYEHUS UM COOTBETCTBYIOLLEFO OTBETA U HE YYUTbIBAETCS MPU UCUHUCNEHUN CPOKa NOATBEPXKAEHUS
rocyapCTBEHHOW perucTpaummn ekapCcTBEHHOMO npenapara.

8. OcHoBaHMeM pAns OTKasa B MPOBEAEHMM 3KCNEPTU3bl OTHOLUEHMS OXMAAEMOW MONb3bl K
BO3MOXHOMY PWUCKY MPUMEHEHUS NEKapCTBEHHOro npenapaTa SBASieTCs npeacTaB/ieHMe AOKYMEHTOB,
coaepXawmx pesysibTaTbl MOHUTOPUHIA 3PEKTUBHOCTN M 6€30MaCHOCTM JIeKapCTBEHHOIO NpenapaTa,
n (Mnn) B OTHOLWIEHMN BMONOrMYECKUX JIEKAPCTBEHHbLIX MpenapaTtoB pe3y/ibTaTOB OCYLECTB/IEHUS
MEpPOnpUATUn B COOTBETCTBMW C MJI@AHOM YynNpaBieHUS PUCKaMW, YTBEPXAEHHbIM YMNOJHOMOYEHHbIM
denepanbHbIM OpraHoOM MCMOAHUTENIbHOM BAACTM NPU OCYLLECTB/IEHUN rOCYAapPCTBEHHOW perncrpauumm
NIeKapCTBEHHOrO npenapaTta, B HENOJIHOM 06beMe, OTCYTCTBME MHMOPMaUKnn, NnoaTBepaaowen daxkT
ynaatbl  rocyAapCTBEHHOM  MOWJWHbI 3@ MNOATBEPXAEHME  rOCYAapCTBEHHOW  perncrpauum
JIeKapCTBEHHOro rnpenapaTta, 1Mbo HenpeacTaB/leHNE 3asBUTENEM B YCTaHOBJ/IEHHbIM CPOK OTBeTa Ha
YKasaHHbIn B 4YacTu 6 HaCTOsIENA CTaTbM 3anpoc YMONHOMOYEHHOro deaepasnbHOro opraHa
WUCNOJIHNTENbHOM BNacTW, a TaKXe OTCYTCTBME B YyKa3aHHbIX AOKYMeHTax WHdOopMauum, KoTopas
AO/MKHa 6bITb B HUX OTpaxeHa.

9. 2JkcnepTM3a OTHOWEHUS OXWMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
JleKapCTBEHHOro  npenapata B UensaxX  MOATBEPXAEHMS  roCyAapCTBEHHOW  perucrpaumu
JleKapCTBEHHOro npenaparta NpoBOAUTCS KOMUCCUMEN IKCNEPTOB IKCNEPTHOMO YYpexaeHus B CPOK, He
npesbillatoWwmii Copoka paboumnx gHeEN.

10. B cny4yae HegoCTaTOMHOCTM NpeacTaBfieHHbIX 3KCNepTy MaTepuanoB ANs AayW 3aKI4YeHUs
oKCcnepT obpallaeTcs K PyKOBOAUTENHO 3SKCMEPTHOrO Yy4YpexaeHuss O TMpefocTaBlieHun emy
HeobxoAUMbIX  MaTepuasos. PykoBoauTenb  3KCMEPTHOro  y4ypexzaeHus obpawaeTtcs C
COOTBETCTBYIOLWMM 3aNpoCOM B YMOJIHOMOYEHHbI deaepanbHbli opraH WCMOJHUTENbHON BNacTH,
BblAaBLWWI/A 3ajaHWe Ha NpoBeAeHMEe 3SKCNEePTM3bl OTHOLWEHUS 0XMAAEMOM MOJSib3bl K BO3MOXHOMY
PUCKY NPUMEHEHWUS NNeKapCTBEHHOro npenaparta Ha OCHOBaHWW AOKYMEHTa, CoAep Kallero pesynbTaThbl
MOHUTOPUHIa 3PPEKTUBHOCTM U 6€30MacCHOCTUN JIeKapCTBEHHOrO nNpenapaTta. B TeyeHne natn paboumx
AHEeN CcO AHS MNOCTYn/eHWs 3anpoca pPyKOBOAUTENS 3KCNEPTHOrO Yy4upexAeHUs  yKa3aHHbIN
denepanbHbll OpraH MWCMOSIHUTENbHOM BNAacTU HanpasAsieT 3asBUTENO 3anpoc O npeacTaBieHUn
HEeobX0ANMbIX MaTepuanoB, KOTOPbIX MOXeT ObiTb nepesaH YMNOJIHOMOYEHHOMY npeaCTaBUTENIO

www.consultant.ru/cons/cgi/online.cgi?req=doc&ts=kNiKQISARbMJemSx&cacheid=D445E838A3C3CFE6155C473C64B8034D&mode=splus... 47/103



10/10/21, 11:41 AM PepnepanbHbivi 3akoH oT 12.04.2010 N 61-P3 (pea. ot 11.06.2021) "O6 obpaLyeHun nekapcTBEHHbIX CPpeacTs”

3aaBUTENS JIMYHO NOA pacnucKy, HanpaefieH MO Mo4yTe 3akasHbiM MUCbMOM WAW nepedaH B
3/IEKTPOHHON (popMe Mo TeNeKOMMYHWMKaUMOHHbIM KaHanaM cBsi3u. B cnyyae HanpaBneHus 3anpoca
YyNOMHOMOYEHHOro (eaepasbHOro opraHa MCMOMHUTENbHON BNAcTM MO MoyTe 3akasHbiM MUCbMOM OH
CYMTaEeTCs NONYYEHHbIM MO UCTEYEHUM LLIECTU AHEN C AaTbl HanNpaBieHWUs 3aKa3HOoro NMCbMa.

11. 3asBuTtenb 06s13aH NpeacTaBMTb OTBET Ha 3anpoc YMNOJHOMOYEHHOro geaepanbHOro opraHa
WCNOJIHNTENIbHOM BNAcTU B CPOK, HE MPEBbIWAKLWNIA LLECTMAECATU pabounx AHEN CO AHS MOSyYEeHUS
yKa3aHHOro 3anpoca. YNoJIHOMOYeHHbIN deaepanbHblil OpraH WUCMNOMHUTENbHOW BRacTW, BblAaBLUWUMN
3aflaHMe Ha MnpoBEeAEHME 3SKCMepTM3bl OTHOLWIEHUS OXWAAEMOM MOSb3bl K BO3MOXHOMY pPUCKY
NPpUMEHEHUs JIeKapCTBEHHOrO npenapaTta Ha OCHOBAHWUM [AOKYMEHTa, COoAepXalero pe3ysbTaThl
MOHUTOPUHIa 3pHEKTUBHOCTM U 6€30NaCHOCTM IEKAPCTBEHHOrO Nnpenaparta, B TedeHne nsaTM paboumnx
OHEN Co AHS NMOCTYMNIEHUS OT 3asiBUTENS OTBETA Ha 3anpoc YNoJIHOMOYEHHOro deaepasbHOro opraHa
WUCNOJIHNTENIbBHOM BAaCTWU HanpaBNseT 3TOT OTBET B 3KCNEpPTHOe yypexaeHume. B cnydae
HenpeacTaBNeHUs MO UCTEYEHMU LWecTuaecsaTn paboymx gHen 3asBuTENieM OTBETa Ha YKa3aHHbIN
3anpoc YroJIHOMOYEHHbIN deaepanbHbiii opraH MCNOAHUTENbHOM BNAaCTW, BbiAABLUMA 3adaHME Ha
npoBeAeHMe 3IKCMepTM3bl OTHOLIEHUS OXWMAAEMOW MOJIb3bl K BO3MOXHOMY PWUCKY MNpPUMEHEHUs
JIeKapCTBEHHOro mnpenapaTta Ha OCHOBaHWMM [OKYMEHTa, coAep)Xawero pesyabTaTbl MOHUTOPWHra
3 PeKTMBHOCTM N 6e30nMacHOCTM NEeKapCTBEHHOro npenapaTta, B TedyeHue natu pabouymx AHewn
HanpaBAseT B 3KCMNepTHoe yupexieHwe yBenooMSieHWe O HernpeacTaB/ieHMW 3asiBUTeneM OTBeTa Ha
3anpoc yKasaHHOro opraHa. BpeMmMs co AHSA HanpaBneHWs 3amnpoca 3KCNEPTHOrO Yy4upexaeHus B
YMNO/THOMOYEHHbI deaepanbHbiii opraH WCMOMHUTENbHON BAAacTU A0 AHS MONYYEHUS 3SKCAEPTHbIM
yuypexaeHneM OTBeTa Ha 3anpoc MM yBeAOMJIEHUS O HenpeacTaB/IEHMM OTBETa Ha 3anpoc He
YYUTbIBAETCSA MNPU UCUYUCNEHUN CpOKa MPOBEAEHUS 3KCMEPTU3bl OTHOLUEHUS OXWAAEMOM MNOMb3bl K
BO3MOXHOMY pPWUCKY MNpPUMEHEHUS JIEKapCTBEHHOrNO MNpenapaTta Ha OCHOBAHMW  [AOKYMEHTa,
coaepxalwero pesynbTaTbl MOHUTOPUHra 3MGEKTUBHOCTM U 6e30MaCcHOCTUM  NIeKapCTBEHHOMO
npenapara.

12. B cpoK, HE NpeBblWaoWnNi 4ecaTn pabounx AHEN CO AHSA NONYYEHUS 3aKTHOUYEHUS KOMUCCUM
3KCNepToB MO pe3ynbTaTaM 3KCNepTu3bl OTHOLIEHUSA OXWAAEMOW MOJib3bl K BO3MOXHOMY PUCKY
NPUMEHEHNA NIeKapCTBEHHOro MnpenapaTta, COOTBETCTBYIOLWMIA YNONHOMOYEHHbIN deaepanbHbliii opraH
NCMONTHUTENbHOM BNACTU:

1) ocylwecTBNsSIET OUEHKY 3TOr0 3ak/OYeHUs ANS OnpeaeneHus ero COOTBETCTBUS 3aAaHWUI0 Ha
npoBeAeHME yKa3aHHOM 3KCNepTu3bl;

2) MPUHMMAET pelleHMEe O MOATBEPXKAEHUM TFOCYAAPCTBEHHON perncrpauum neKapCcTBEHHOro
npenapata unuM o6 O0TKase B MOATBEPXAEHUM T[OCYAapCTBEHHOM Pperucrpaunmn NeKapCcTBEHHOro
npenapara;

3) BHOCUT NpW MPUHATUM pELIEHUS O NOATBEPXKAEHMM TOCYAApPCTBEHHOW perncrpauunu
NIEKAPCTBEHHOro npenapaTa CBeAeHMs B roCyAapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeACTB U BblaaeT
3asBMTEN0 6HeccpoYHOe perucTpauMoHHOe yA0CTOBEPEHUE NNEKAapCTBEHHOrO npenapara.

13. OcHOBaHMeM ans oTkasa B NOATBEPXAEHUU roCyAapCTBEHHOW perncrpauum nekapCTBEHHOro
npenapaTta SBASETCA 3aK/lOUYeHMe COOTBETCTBYHOLEro YynosHoMo4YeHHoro denepanbHOro opraHa
WUCMOSIHUTENBHOW BNAcTM O TOM, YTO PUCK MPUYUHEHUS Bpeda 340pOBbi0 UYENOBEKA MM XMBOTHOIMO
BC/IeACTBME NpUEMa NIeKapCTBEHHOro npenapaTa npeBbliwaeT 3MHEKTUBHOCTb €ro NPUMEHEHMUS.

(B pean. ®egepanbHoro 3akoHa ot 04.06.2018 N 140-®3)

14. B nepuon npoBedeHUs npoueaypbl MOATBEPXAEHUA rOCYyAApPCTBEHHOW perncrpauuvm
NekapCcTBeHHOro npenapata ero obpauleHme B Poccuiickon depepaunm He NpuoCTaHaBIMBAETCS.

15. [JonyckaeTtcs obpaleHne neKapCTBEHHbIX MNpernapatoB A0 WCTEYEHUSA CpOKa roAHOCTH,
NnpoM3BeAEHHbIX B TeYeHMe CTa BOCbMUAECATW KafeHAapHblX AHEeW nocne p[atbl MNPUHATUS
YMNOSIHOMOYEHHbIM (deaepasibHbIM OpraHoM WCMOSIHUTENbHOM BAACTU peleHus O MNOATBEPXAEHWUN
rocyaapCTBEHHOM permcrpaumm, B COOTBETCTBUM C WMHOpMaUMen, coaepxalencs B AOKYMeHTax
perncTpaumoHHOro A0Cbe Ha IeKapCTBEHHbIM NpenapaTt A0 AaTbl MPUHATMS TaKOro peLlueHus.

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

Cratba 30. BHeceHMe U3MeHEeHUI B AOKYMEHTbl, coAep)Kaljuecs B perucrpaumoHHOM
AOCbe Ha 3aperucTpupoBaHHbINA JIeKapCTBEHHbIW Npenapart ANns MeAUMLUMHCKOro NpMMeHeHus

1. B uensx BHECEHUS U3MEHEHWI B AOKYMEHTbl, COAEpXalLLUNECs B PErmcTpaumMoHHOM AO0Cbe Ha
3aperncTpupoBaHHbIN NeKapCTBEHHbIA MpenapaTt A/ MeAUMUMHCKOrO NMpPUMEHEHUs, AepXxaTelb WUu
BJlagesney, perMcTpaunMoHHOro yA0CTOBEPEHUS NEKAPCTBEHHOrO npenapaTta WM YNOJIHOMOYEHHOE UM
apyroe topuaumdyeckoe naumuo (panee B HacTosIWEW CTaTbe - 3asBUTENb) TMPEACTaBNASET B
YMNOJIHOMOYEHHBbIN deaepanbHbin OpraH MCNOJHUTENbHOM BNAcTU 3asiB/IEHNE O BHECEHUM TaKuX
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U3MeHeHUNn no QopMe, YCTaHOBNEHHOW YMOMHOMOYEHHbIM deaepanbHbIM OPraHOM MCNOSTHUTENbHOW
BNactu, W npunaraeMble K HEMY W3MEHEHUS B YKasaHHble [AOKYMEHTbl, a TakKXe [JOKYMEHThI,
noAaTBepxaatowme Heo6xXoANMOCTb BHECEHUS TAaKUX U3MEHEHW.

(B pen. ®egepanbHbiX 3aKOHOB OT 22.12.2014 N 429-03, o1 04.06.2018 N 140-®3)

1.1. MNMpu HeobX0ANMOCTM BHECEHUNS B AOKYMEHThI, coaepXalmecss B perMcTpaumoHHOM AOCbe Ha
3aperncTpupoBaHHbIl  leKapCTBEHHbIN npenapat Anag MeguUMHCKOrO MNpPUMEHEHUs, WU3MEHEHUMN,
YKa3aHHbIX B OYHKTE 3 4yacTu 2 HacToswen ctatbu 1 Tpebylowmnx npoBeaeHns aKCnepTU3bl KayecTsa
NleKkapCTBEHHbIX  CpeACTB, 3asaBUTeNb  AOMNOSHUTENbHO  MpeacTaBnseT B YMNOJHOMOYEHHbIN
denepancHbIi OpraH NCNOAHUTENBHON BNacTU CBEAEHUSA O AaTe NpefoCTaBfieHns U perncTpaymMoHHOM
HOMepe NUUEH3MU Ha MPOU3BOACTBO /IeKApPCTBEHHbIX CPEACTB WU CBeAeHUs O AaTe NpefoCcTaBlieHus
N perncTpaunmoHHOM HOMepe 3aK/IHYEHUS O COOTBETCTBUM MPOU3BOAUTENSA NIeKAapCTBEHHbIX CpeAacTB
TpeboBaHNAM MpaBua Haanexalwlen npousBOACTBEHHOW MNPaKTUKW, BblAaHHbIX (NpeaocTaBsieHHbIX)
YNO/IHOMOYEHHbIM deaepanbHbIM OpraHOM MWCMNOSIHUTENbHOW BNAcTU B OTHOWEHUW WU3MEHEHHOW W
(unn) AONOSHEHHOW NPOW3BOACTBEHHOM MAOWAAKM NEKApCTBEHHOro rnpenaparta, B C/lyyae, ecnu
NpoOV3BOACTBO JIEKAPCTBEHHOrO rpenapaTta ocyuwecrtenserca B Poccuiickon ®degepaunn, nmbo
CBefeHus 0 gaTe npenocTtaBNeHns n perncTtpaumoHHOM HOMEpe BblAaHHOW YNO/THOMOYEHHbLIM OpraHoOM
CTpaHbl NPOU3BOAUTENS JIMLEH3MW Ha MNPOM3BOACTBO JIeKAapCTBEHHOrO rnpenapaTta M ee nepeBoj Ha
PYCCKWUI A3bIK, 3aBEPEHHbIE B YCTAHOBIEHHOM NOPAAKE, @ TaKXe CBeAeHUs O AaTe npeaocTaB/ieHns n
perncTpaumMoHHOM HOMepe 3aK/IYEHUS O COOTBETCTBUM MPOU3BOAUTENSA JIEKAPCTBEHHbIX CpPeAcTB
TpeboBaHMAM npaBua Haanexawen npou3BOACTBEHHOM MPaKTUKK, BbIAAHHOIMO YMNOJIHOMOYEHHbIM
denepanbHbIM OpPraHOM WCMNOJIHUTENbHOMW BNAacTU B OTHOLUEHUWN M3MEHEHHOW M (UIKn) AOMOSIHEHHOM
NpOV3BOACTBEHHON NJIOWAAKN NIeKapCTBEHHOro npenaparta, uinM CcBeaeHus O AaTe npefoCcTaB/ieHns n
perMcTpaumMoHHOM HOMepe peleHUs YMNOSHOMOYEeHHOro denepanbHOro opraHa WCNOSHUTENbHOMN
BNacTu O MpoBeAeHWU WHCNEeKTUPOBaHMS MPOM3BOAUTENSA NeKapCTBEHHbIX CpeacTB B Cllyyae, ecnu
NpoOu3BOACTBO JIeKapCTBEHHOMO Npenaparta ocyLecTBnseTcs 3a npegenamMmmn Poceuiickon depepaunm.
(vactb 1.1 BBegeHa ®depepanbHbiM 3akoHOM oT 04.06.2018 N 140-®3; B pen. denepanbHOro
3aKoHa oT 27.12.2019 N 478-03)

1.2. MNMpu Heo6XoANMOCTM BHECEHUNS B AOKYMEHTbI, COAEpXallMecs B PerMcTpaumoHHOM AOCbe Ha
3aperncTpupoBaHHbI  NIeKapCTBEHHbIN npenapat Anas8 MegUUMHCKOrO MNPUMEHEHUS, WU3MEHEHUN,
YKa3aHHbIX B OYHKTE 4 4yacTu 2 HacToslweln ctaTbu U Tpebylowmnx npoBeaeHns 3KCnepTU3bl KayecTBa
JIeKapCTBEHHbIX  CpeacCTB, 3asiBUTeNb  AOMOSIHUTENbHO  MpeacTaBniseT B YMNOJIHOMOYEHHbINM
denepancHblii opraH MCNOAHUTENBHON BNacTU CBEAEHMS O gaTe NpefoCTaB/ieHMs U perncTpauMoHHOM
HOMepe NMLUEH3MM Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEeACTB WN CBEeAEHUSA O AaTe npefocTaBsieHus
N perncTpaumoHHOM HOMepe 3aK/IK4YeHUS O COOTBETCTBUM MPOU3BOAUTENS JIEKAPCTBEHHbIX CpeacTB
TpeboBaHNAM npaBua Haanexalwen npou3BOACTBEHHOW MNPaKTUKWU, BblAaHHbIX (NpenocTaB/ieHHbIX)
YNOSIHOMOYEHHbIM eaepanbHbIM OpPraHoOM UCMNOJIHUTENIbHOM BAACTM B OTHOLUEHUM NMPOM3BOACTBEHHOMN
NaoWaaKN NekapcTBeHHOro npenaparta, B c/lyydae, ecnv NpouM3BOACTBO JIeKapCTBEHHOro npenapara
ocyuwectengerca B Poccuiickon @epepaumm, nubo cBeaeHUs O gaTte npenoctaBneHuMs U
perMcTpaumMoHHOM HoMepe BblAAHHOM YMNOJIHOMOYEHHbIM OpraHOM CTpaHbl NPOU3BOAUTENS NINLEH3NMU
Ha MpoM3BOACTBO JIeKAPCTBEHHOro npenapata U ee rnepesBoj Ha PYCCKUM £3blK, 3aBEpPEeHHble B
YCTAHOB/IEHHOM MopsaKe, a TakXe CBeAeHUs O AaTe npeaocTaBsieHUs U perncTtpauuoHHOM HoMmepe
3aK/IIOYEHUS O COOTBETCTBUMM MpPOU3BOAUTENS NeKapCTBEHHbIX cpeacTs TpeboBaHMAM MnpaBun
Haanexalien npom3BOACTBEHHON MNPaKTMKK, BblAAaHHOMO YMOSIHOMOYEHHbLIM deaepasibHbiM OpraHom
WUCMOSIHUTENbHOW BMacT B OTHOWEHMW MPOM3BOACTBEHHOW NAOLWAAKW NleKapCTBEHHOro rnpenapara,
WNn cCBeaeHns O AaTe npeaocTaBfieHMs U perncTpauMoOHHOM HOMepe peleHus YNOoJAHOMOYEHHOro
denepanbHOro opraHa WCMNOSIHUTENBHOW BAACcTU O MNPOBEAEHUM MHCNEKTUPOBAHUS MPOM3BOAUTENS
NleKapCTBEHHOro cpeactBa B c/lyyae, e€CciM NpouM3BOACTBO  JSleKAapCTBEHHOro  npenapara
ocywiecTBnsieTcs 3a npegenamm Poccuinckoin depgepaunm.

(yactb 1.2 BBeameHa ®PenepanbHbiM 3akoHOM oT 04.06.2018 N 140-03; B pen. denepanbHOro
3aKoHa oT 27.12.2019 N 478-®3)

1.3. MNpuHATHME peweHuUss 0 BHECEHUN WU3MEHEHUN UK 06 OTKa3e BO BHECEHWW WU3MEHEHUN B
OOKYMEHTbI, coAepyKawmecss B perucTtpaumMoHHOM [AOCbe Ha 3aperncTpupoBaHHbLIN NEKApPCTBEHHbLIN
npenapaTt Ans MeAMUMHCKOro MNpUMEHEHUs, B Clydae HeobxoAMMOCTM NpoBeAeHUS 3KCMepTusbl
KayecTBa JieKapCTBEHHbIX cCpeaActB M (MAM) 3SKCNEepTU3bl OTHOWIEHUS OXWMAAEMOM MONb3bl K
BO3MOXHOMY pPWUCKY TMPUMEHEHUS JleKapCTBEHHOro npenapata Anad MeaAuuMHCKOro MpUMEHEHUS
OCYLLEeCTBNSETCA B CPOK, He MpeBblWwalowmnin aeBsHOCTa paboumx AHEN, a B OCTalibHbIX C/ly4asx B
CPOK, He MnpeBbilanwWwmii TpuauaTtM paboumx gHen co AHA NMPUHATUS YNOSTHOMOYEHHbIM deaepanbHbIM
OpraHoM MUCMOJIHUTENIbHOW Bf1ACTU 3asBIEHUS O BHECEHNM TaKMX U3MEHEHUH.

(yacTtb 1.3 BBeaeHa PenepanbHbiM 3aKOHOM OT 04.06.2018 N 140-03)

1.4. YNONHOMOYEHHBIN d)en,epaanblﬁ opraH WMCMNOJTHNTENbHOW BNactn c YYETOM pPE3YNbTAaTOB
q)apMaKOHa,u,3opa M NMPOBEPOK COOTBETCTBUA NNEKAPCTBEHHbLIX CPEACTB, HaXOoAAWNXCA B rpaXXaaHCKOM
o6op0Te, YCTaHOBJ1IEHHbIM TpeGOBaHMﬂM K UX Ka4yecTtBy B TEYEHUE [OECATU paGO'-IMX OHENn co AHs
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NOCTYNAeHUs CcoOTBeTCTBYWLWeNn MHbDOpMauum pasmewaer Ha cBoeM oduuManbHOM canTe B CETU
"MHTepHeT" cBeaeHUss 0 HEO6XOAMMOCTU BHECEHUS B MHCTPYKUWUIO MO MEAUUMHCKOMY MPUMEHEHUIO
JIEKApCTBEHHOr0 npenapaTta W3MEeHEHUI B OTHOLIEHWM CBEOAEHUW O MOKa3aHUSX ANS NPUMEHEHUS U
NpOTMBOMOKAa3aHMAX ANs TMPUMEHEHUS JNeKapCTBEHHOro nmnpenaparta, BbIIBNEHHbIX MNOB60YHbIX
OENCTBUAX, HexenaTeslbHbIX peakumsx npu NpUMEHEeHWU NEeKapCTBEHHOro npenaparta M yBeaoMsiseT
06 3TOM B 3/1EKTPOHHON (DOpME MUNM NUCbMeHHOW dopMe (Ha ByMa)XHOM HOCUTENE) AepXaTens wunu
BNladenbla perMcTpaumoHHOro yaoCToBEpPeHNs ieKkapCTBEHHOro npenaparta (ManM yrnosHOMO4YeHHOe UM
Apyroe opuguMyeckoe nuuo), a TakKxe JepxaTtenem WM BnagenbueB  perncrpaumoHHbIX
YAOCTOBEPEHMI NeKapCTBEHHbIX nMpenapaToB (Mn YNOAHOMOYEHHbIX MU APYTUX IOPUANYECKUX L),
KOTOpble ABNSIOTCSA B3aMMO3aMeHSeMbIMU.

(yactb 1.4 BBeseHa ®enepanbHbIM 3aKOHOM OT 27.12.2019 N 475-03)

1.5. JepxaTtenb unuv Bnagesney perMcTtpaumMoHHOro yAoCTOBEpPEHUS NIeKapCTBEHHOro npenapara,
a TakXe AepxaTenu unu Bnagenblbl permcTpaumMoHHbIX YAOCTOBEPEHUN NeKapCTBEHHbIX NpernapaToB
(MM yNONMHOMOYEHHbIE UMK ApYyrue puanyeckue nmua), KoTopble SBASIOTCS B3aWMO3aMeHSEMbIMU,
0653aHbl NpeacTaBuUTb B YMOJIHOMOYEHHbIN efepanbHbIil OpraH UCNOJHUTENbHOM BAACTU 3asiBIEHUS
O BHECEHUW WU3MEHEHUW B [OOKYMEHTbl, COAEpXalunecs B PerncTpaumoHHbIX AOCbe Ha
3aperncTpupoBaHHble NeKapCTBEHHbIE MpenapaTtbl AN MeAUUMHCKOrO MPUMEHEHUS, B OTHOLUEHUMU
CBeAEeHUN, YKa3aHHbIX B MHCTPYKUMN NO MEAULMHCKOMY NMPUMEHEHUIO NeKapCTBEHHbIX NpenapaTos, B
TeuyeHuMe copoka paboumx AHen CO AHA pa3MeleHus YMOoSHOMOYeHHbIM deaepasnibHbIM OpraHoM
WUCMONTHUTENBbHOW BMlacTU WH@OpMaLUMK, YyKa3zaHHOW B 4Yactm 1.4 HacTosuwen cratbu. [daHHoe
TpeboBaHMe He pacnpoCTPaHSAETCS Ha CNyyYam BHECEHUS B WHCTPYKUMIO MO MeaULMHCKOMY
NPUMEHEHUID NeKapCTBEHHOro npenapata W3MEHEeHMW B OTHOLIEHWM HOBbIX MOKasaHUM Ans
NPMMEHEHNa  NleKapCTBEHHOr0 npenapata Ha OCHOBAHMW  pe3ysbTaTOB  COOTBETCTBYHOLMX
nccnenoBaHUM.
(vyactb 1.5 BBeseHa ®enepanbHbIM 3aKOHOM OT 27.12.2019 N 475-93)

2. DJKcCnepTu3a JieKapCTBEHHbIX CPeACTB B 4acTW 3KCMepTM3bl KayecTBa JIeKapCTBEHHOrO
cpeactBa M (MM) 3KCMEPTU3bl OTHOLUEHUS OXMAAEMOW MOJSb3bl K BO3MOXHOMY PUCKY MpPUMEHEHUs
NeKapcTBEHHOro npenapaTta ANns MeAWUMHCKOro MpUMEHEHUsI MPOBOAMTCS B CllydYae BHeCceHus
M3MEHEHWI B [OKYMEHTbl, coAepXallnecss B PerucTtpauMoHHOM [0Cbe Ha 3aperucTpMpOBaHHbIN
NleKapCTBEHHbIW npenapaT, B OTHOLEHUN:

1) cBeAeHWi, YyKasaHHbIX B WHCTPYKUMM MO MEAMUMHCKOMY MPUMEHEHUIO J1IeKApCTBEHHOMO
npenapara:

a) neKapcrBeHHas d)opMa C YKa3aHHUEM HaWMEHOBaHWIN W KONIMYECTBEHHOro COCTaBa
,CleVICTBYIOU.LMX BewecTB U Ka4yeCTBEHHOIo0 CoCtaBa BCMOMOraTe/ibHbIX BELWLECTB (I'IpM HeobxoanMoCTH
KOJIMYECTBEHHOIO COCTaBa BCNMoOoMOraTtesibHbIX Beu.l,eCTB);

6) dapmakogMHaMmka U dapMakKoKMHeTMKa (3@  uUckAw4dYeHueM  papMakKOKUHETUKN
roMeonaTUYeCKNX NEKapCTBEHHbIX NpenapaToB M pacTUTENbHbIX IEKApPCTBEHHbIX MpenapaToB);

B) NoKasaHus Ana NPUMEHEHUS;
r) NpoTMBOMNOKa3aHUs AN NMPUMEHEHUS;
A) Mepbl NPeA0CTOPOXHOCTM NMpPU NMPUMEHEHUN;

€) YyKasaHue BO3MOXHOCTM M OCOB6EeHHOCTEN MNPUMEHEHUS JNIEKApPCTBEHHOro npenaparta Ans
MEAMLMHCKOrO MPUMEHEHUs 6epeMeHHbIMU  XXEHLUMHAMU, D>KEHWWUHAMM B nepuod rpyaHOro
BCKapM/IMBaHWUA, ETbMWN, B3POC/bIMU, UMEIOLWUMN XpOHUYECKNe 3a6oneBaHuns;

X) PexXuM 403MpOBaHMA, Crocobbl BBEAEHUS U MPUMEHEHUS, NPU HEO6XOAMMOCTM BpeMsA npuema
NIeKapCTBEHHOrO npenapaTa, NPoAO/IKUTENbLHOCTb JIeUEeHUS, B TOM UYUCie Y AeTel A0 U Nocne 0AHOro
roaa;

3) BO3MOXHble MO60YHbIE [OENUCTBUA W  HeXenaTeNlbHble peakunmnm npu  NPUMEHEHUN
JIEKApPCTBEHHOrO Npenaparta;

n) CUMNTOMbI Nepefo3npPOBKN, MEpPbI MO OKAa3aHWI0 MOMOLLM NMpU Nepeao3npoBKe;
K) B3aMMoAencTBue C ApyrMMm nekapcTBeHHbIMM npenapaTtamMn u (Mnu) NULEeBbIMU NPOAYKTaMu;
n) ¢opMbl BbiNyCKa JIEKAPCTBEHHOrO NpenapaTa;

M) yKasaHue (npuv HeobXoAMMOCTU) OCOBEHHOCTEN AEWCTBUS NeKapCTBEHHOro npenapaTta npwu
nepBOM NpueMe UIN Npu ero oTMeHe;
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H) CBeAEeHMSS O BO3MOXHOM BJIMSIHUM JIEKAPCTBEHHOro mnpenapata ANl MeaUMUMHCKOro
NPUMEHEeHUs1 Ha CNOCOBHOCTb YNPaBNSTb TPAHCMOPTHLIMU CPEACTBAMU, MEXAHM3MAMW;

0) CPOK rogHOCTU U yYKa3aHMWE Ha 3anpeT NpMMeHEHUNA NNEKAPCTBEHHOIO Npenaparta No CTte4yeHnm
CpoOKa rogHocCTtu,

M) YCNOBUSA XpPaHEHMUS;
p) ycnoBus OTNycCKa;
2) cocTaBa NekapCcTBEHHOro npenapaTta Aas MeauLMHCKOro NPUMEHEHUS ;

3) M3MeHeHMss MecTa [MpOM3BOACTBA JIeKapCTBEHHOro npenapata AN  MeAMUMHCKOro
NpUMEHeHUs;

4) M3MEHEHMs oKasaTenen KayecTsBa NEeKapCcTBeHHOro npenapata Aanda MeanmumnHCKoro
npuMeHeHNa u (VIJ'IVI) MEeToA0B KOHTPOJA KayeCTBa JIEKAPCTBEHHOIo0 npenapata Ana MeanumnHCKOro
npnMeHeHus,;

5) M3MEHEHNA CPOKa raHOCTU NEKapCTBEHHOIO nNpenaparta and MeEAMUMNHCKOro npnMeEHEHUA,

6) cBeAgeHUn 0 HeObXOAMMOCTM BHECEHUS MHbIX U3MEHEHWA B MHCTPYKUMIO MO MeAUUNHCKOMY
NMPUMEHEHUID JNIEKApCTBEHHOro npenapata, a TakKXe B WHble JAOKYMEHTbl, coep)awuecs B
pPernMcTpaLmMoHHOM A0Cbe Ha 3aperncTpMpoBaHHbIA NEeKapCTBEHHbI npenapaT. [pyn 3TOM pelueHue o
NpoBEeAEHMN 3SKCMepTM3bl KayecTBa J1IeKapCTBEHHbIX CpeacTB WM (MAM) SKCMepTu3bl OTHOLWIEHUS
OXngaemMom NOAb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUS JieKapCTBEHHOro nmnpenapata A4ns
MEeAMUMHCKOrO MpUMEHEHUs MNpPUHMMAEeTCsd B COOTBETCTBMM C YTBEpPXAEHHOMW YMNOJAHOMOYEHHbIM
denepanbHbIM  OpraHOM WCMOJSIHUTENIbHOM BNacTU Knaccudukalmen WU3MEHEHUIA, BHOCUMbIX B
OOKYMEHTbI, coAep)Kalwmecss B pPerucTtpaumMoHHOM [AOCbe Ha 3aperncTpupoBaHHbIA NEKAPCTBEHHbIN
npenapar.

(vyactb 2 B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3. 3asBuTenb BMpaBe MNpPeacTaBUTb MO COOBCTBEHHON MWHMUMATMBE BMeCTE C 3asiBJIEHUEM O
BHECEHUM  M3MEHEHWA B  OOKYMEHTbl, coAep)Xaluecs B  perncrpauMoHHOM  AoCbe  Ha
3aperncTpupoBaHHbI  JIeKApCTBEHHbIN  Mpenapat AN  MeAUMUMHCKOro  MPUMEHEHMUS,  KOMuu
OOKYMEHTOB, MoATBepXAawwmx ynaaTy rocygapCTBEHHOW MOWAMHBLI 3a BHECEHWE B [AOKYMEHTHI,
cogepxawmecs B perncTtpaunoHHOM AOCbe Ha 3aperncTpuMpoBaHHbIM SleKapCTBEHHbLIM NpenapaTt Aans
MEeAMUMHCKOrO TMPUMEHEHUS, W3MEeHEeHMI, Tpebylowmnx MnpoBeAeHUs 3SKCNEepTU3bl JieKapCTBEHHbIX
CPeACTB B 4YacCTu 3KCMNepTM3bl KayecTBa SleKapCTBEHHOro cpeactsa M (MAM) IKCNEpTU3bl OTHOLLIEHUS
OXWAAEMOM MNONb3bl K BO3MOXHOMY PMWUCKY TMPUMEHEHUSI JIeKAapCTBEHHOro npenapata Ans
MEeANLUMHCKOro NpUMeHeHUs, rocyaapCTBEHHOM NOLNMHbBI 3@ BHECEHME B AOKYMEHTbI, CoAepXallmnecs
B perucrtpauMoHHOM A0Cbe Ha 3aperncTpupoBaHHbLIN NEKAPCTBEHHbIA nMpenapaTt Anaa MeauLMHCKOro
NMPUMEHEHNSA, MU3MEHEHUIA, He TpebylLlKnX MNpoBeAeHUs 3SKCNepTU3bl SIEKAPCTBEHHOro CpeacTBa, a
TakKxe BblAaBaeMble (npenocrasnsiemMblie) YNOSTHOMOYEHHbIMU denepanbHbIMK opraHamm
WUCMONTHUTENbHOW BNAaCTM AOKYMeEHTbl (CBeAeHMs), yKa3aHHble B YacTax 1.1 n 1.2 HacToslwen ctaTbu.
B cnyuyae mx HenpeactaBfieHUst YNOJHOMOYEHHbIM deaepanbHbii OpraH MCNOSHUTENbHON BACTU
3anpalnBaEeT YKa3aHHble AOKYMEHTbI (CBeAEHNS) B NOpsiAKe MeXBeAOMCTBEHHOro MHMOPMaLMOHHOIo
B3aMMOAeNCTBUS.

(yacTtb 3 B pea. ®egepanbHOro 3akoHa ot 27.12.2019 N 478-03)

4. B TeueHne pecatm paboumx AHEN CO AHSA MOCTYMJIEHMS YKa3aHHOroO B 4Yactu 1 HaCTOSLEN
CTaTbn 3asiB/IeHUS WU HeobXOAMMbIX [AOKYMEHTOB  YMNO/IHOMOYEHHbIM deaepanbHbin  OpraH
MCNOJIHUTENbHOW BNACTHU:

1) npoBOAMT NPOBEPKY MOJIHOTbI U JOCTOBEPHOCTU CBEAEHUIN, COAEPXKALLMXCA B NPeACTaB/IEHHbIX
3aaBUTENEM MaTepunanax;

2) NMPpUHNMAET peweHne o npoBeaAeHNMN YKa3aHHbIX B 4acTu 2 HacTosilen CcTaTbM
COOTBETCTBYOLWNX 3KCNEPTU3 JTEKAPCTBEHHOIO CpeacTBa UJIn 06 oTkase B nx npoBeageHunu,

3) yBEAOMASAET B 3/IEKTPOHHOMN UN NMUCbMEHHOW (hOpMeE 3aaBUTENS O NMPUHSTOM pPELUEHUU UNN B
cny4vyae NpUHATUMA pelleHns 06 oTKase B MNpOBEAEHMWM COOTBETCTBYIOLLEN 3KCMEepTU3bl C yKasaHMeM
NPUYMH TaKOro oTkasa.

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

4.1. B cnydae BbISIBIEHUSS HEAOCTOBEPHOCTU CBEAEHWI, COAEPXALUMXCS B MNpeacTaBNEHHbIX
3asBUTENIeM MaTepuanax, YMOJIHOMOYEHHbIM deaepanbHblii  OpraH  WCMOJIHUTENBbHOM  BAAcCTU
HanpaBAsEeT 3asABUTENO 3anpoc 06 YTOYHEHMM YKa3aHHbIX CBeAeHMWI. [daHHbI 3anpoc MOXET 6biTb
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nepegaH ynoJIHOMOYEHHOMY NpeACTaBUTENIO 3adaBUTENA JIMYHO Mo pacrnucKy, HampaB/iieH Mo rnoyrte
3aKa3HbIM NMUCbMOM UK NepefaH B 3N1eKTPOHHON popMe Mo TeNIEKOMMYHUKALUMOHHbLIM KaHanam CBS3U.
B cnyuyae HanpaBneHusa gaHHOro 3anpoca no no4yTe 3aKa3HbIM MUCbMOM OH CYMTAETCH MOJIYYEHHbIM MO
NCTEYEHUN WEeCTN AHEN C AaTbl HanpaB/eHMs 3aKa3HOoro nMcbma.

(4actb 4.1 BBegeHa deaepanbHbiM 3aKOHOM OT 25.11.2013 N 317-93)

4.2. 3agBuUTenb 0653aH npeactaBMTb OTBET Ha 3anpoc YNOSIHOMOYEHHOro deaepanbHOro opraHa
WUCMONIHUTENbHOW BMAcTW B CPOK, He MnpeBblllaowmii AeBsaHOCTa pabounmx AHEn co AHS NoNy4vYeHus
AaHHoro 3anpoca. CpoK, yKasaHHblA B 4acTu 4 HacTosiwen cTaTbW, NPUOCTAHAB/IMBAETCS CO AHS
HanpaB/ieHUSa 3as8BUTENI0 3anpoca ynosHoMoYeHHoro defepasbHOro opraHa MCNOMHUTENbHON BNacTu
00 AHSA NOSYYEeHUs UM OTBETa Ha AaHHbIN 3anpoc U He YYUTbIBAETCS NPU UCHUCIIEHNM CPOKa NPUHSATUSA
peleHnss 0 BHECEeHUM U3MEHEHWN B AOKYMEHTbl, coaepykalmecs B peructpaumMoHHOM [OCbe Ha
3aperucTpmMpoBaHHbIf NeKapCTBEHHbIM NpenapaTt A1a MeanuMHCKOro npuMeHeHus.

(yacTtb 4.2 BBeaeHa PenepanbHbIiM 3aKOHOM OT 25.11.2013 N 317-03)

5. OcHoBaHMEM ang oTKasa B NpPOBEeAEHWWN YKa3aHHbIX B YacTW 2 HACTOSAWEN CTaTbW 3KCNEPTM3
SBNSETCA MpeacTtaB/ieHNe AOKYMEHTOB, MEepPedvYuCsIeHHbIX B YacTtax 1 M 3 HacToswen craTbu, B
HenonHoM obbeme, HenpeacTaBfieHNE 3asiBUTENIEM B YCTAHOBJIEHHbIA CPOK OTBETa Ha YKa3aHHbIA B
yactnm 4.1 HacToslen CTaTbM 3anpocC YMNOJAHOMOYEHHOro deaepanbHOro opraHa MCNOJHUTENbHOMN
BflaCTW, a TaKXe OTCYyTCTBME B MNpeacCTaBfieHHbIX AOKYMEHTaxX [AOCTaTOYHbIX CBeAEHUn,
noaTBepXxaawwWwmnx HeobxoaMMOCTb  BHECEHUS  U3MEHEeHUH, WAnM  OTCYTCTBME  MHpopMauun,
noaTeepxaatolwen dakT ynaaTbl FOCYyAapCTBEHHbIX MOWINH, YKa3aHHbIX B YaCTu 3 HACTOsILLEN CTaTbu.
(B pen. ®epepanbHbix 3akoHOB OT 25.11.2013 N 317-03, o1 22.12.2014 N 429-03)

6. YKasaHHble B YaCTK 2 HACTOALWEN CTaTbW 3KCNEPTU3bl NPOBOASATCS B NOpsiaKe, YCTaHOB/IEHHOM
cTaTben 23 HacTosuwero ®enepaabHOro 3akoHa.

7. B cpokK, He npeBbIWAaOWNIA AecaTn paboumx AHEN CO AHSA MOJSYYEHUS 3aKTHOUYEHUN KOMUCCUMN
DKCMNEePTOB MO pe3y/bTaTaM YKa3aHHbIX B YacTW 2 HACTOSLWEN CTaTbW 3KCMEepTU3, YNOSHOMOYEHHbIN
denepanbHbIi OpraH UCMOSHUTEIbHOW BNACTU:

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

1) NMPUHNMAET PpPEWEHNE O BHECEHUN W3MEHEHUN B AOKYMEHTbI, coAepXalwmneca B
pernctpauMoHHOM A0Cb€E€ Ha BapeFMCTpMpOBaHHbIVI HEKapCTBeHHbIVI npenapar anda MeEANMUNHCKOro
npnMeHeHunsa, niun 06 0TKa3e BO BHECEHUWN TaKuX M3MeHeHMVI;

2) BHOCUT B FOCYZAapCTBEHHbI peecTp JNeKapCTBEHHbIX CPEACTB Ha OCHOBAHWM PELLUEHUS O
BHECEHUM  U3MEHEHWA B  [AOKYMEHTbl, CoOAep)kalluecss B  pPErNCTPaALMOHHOM  [AOCbe  Ha
3aperncTpupoBaHHbIN IEKAPCTBEHHbIM npenapaT Ans MeaULUMHCKOrO MpPUMEHEHUs, HeobxoauMble
N3MEHEHMS N BO3BpaLLAeT UX 3aABUTENIO;

3) BblAaeT 3aABUTEN0 HOBOE PErncTpaumoHHOEe yAOCTOBEpPEHME JIeKapCTBEHHOMo npenapaTta B
cnyvyae U3MeHeHUs CBeAEHUN, coaepXalmxcs B HEM.
(n. 3 BBeaeH denepasbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

8. OcHoBaHMeM pANnsi OTKa3a BO BHECEHUW U3MEHEHUI B [OOKYMEeHTbl, coAepXalimecs B
PEerucTpauMoHHOM [OCbE€ Ha 3aperucTpMpOBaHHbIA JIEKApCTBEHHbIN npenapaT ANns MeaUMUMHCKOro
NPUMEHEHUsI, SIBNSETCS 3ak/toYeHWe YMNOJSIHOMOYEHHOro deaepanbHOro opraHa WCMNOIHUTENbHOM
BJIaCTU O BO3MOXHOCTM CHUXeHMs 6e30MacHOCTM, KadecTBa, 3(PPEKTUBHOCTM JIEKAPCTBEHHOMO
cpeacTBa B C/lyyYae BHECEHUS TakUX U3MEHEHUN.

9. [onyckaeTtca obpalleHne NeKapCTBEHHbLIX MpenapaTtoB AN MeAWMUMHCKOro NpuMeHeHus Ao
NCTEYEHUS CpoKa roaHOCTM, NpPOU3BEAEHHbLIX B TeyeHMe CTa BOCbMMAECATWU AHEN nocne AaaThbl
NMPUHATUSA YNOMHOMOYEHHbIM deaepanbHbiM OpraHOM WCMOSIHUTENbHOW BMACTU pPELUEHNS O BHECEHUM
M3MEHEHUI B [AOKYMEHTbl, coAaepXawunecs B peructpaumMoHHOM [O0Cbe, B COOTBETCTBUW C
MHdopMaumen, cogepxallencsa B AOKyMeHTax permcTpaumoHHOro AoCbe Ha IeKapCTBEHHbIA npenapaT
00 AaTbl NPUHSATUSA TaKOro pelueHuns.

(yacTtb 9 B pea. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

Cratbsa 31. BHeceHMe M3MEHEeHUN B AOKYMEHTbl, coAep)kallMecs B perucrpayMoHHOM
AOCbe Ha 3aperucTtpyMpoBaHHbIA JIeKapCTBEeHHbIA npenapatr ANA BeTepuHapHoro
npuMeHeHun

1. B uensax BHECEHUS U3MEHEHMI B AOKYMEHTbl, COAEpXalUMECs B PEermctpaumMoHHOM AO0Cbe Ha
3aperncTpupoBaHHbIN NEeKapCTBEHHbIN nMpenapaT AN BETEPUHAPHOro NMpUMEHEHUs, AepXaTefb WUnu
Bflageneyl, perMcTpaunMoHHOro yAOCTOBEPEHUS NIEKAPCTBEHHOrO npenapaTta WM YNOJIHOMOYEHHOE UM
apyroe topuamyeckoe naumuo (Aanee B HacTosIWEW CTaTbe - 3asBUTENb) TMPEACTaBNASET B
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YNOJIHOMOYEHHbIN deaepasnibHbIA OpraH WCNOAHUTESIbHOM BJlIacTU 3asB/IeHME O BHECEHUU TaKux
U3MeHeHUN Nno QopMe, YCTaHOBMEHHOW YMOMHOMOYEHHbIM deaepanbHbIM OPraHOM MCMNOSTHUTENbHOW
BNlACTW, M nMpwuiaraeMmble K HEMY W3MEHEHUS B YKa3aHHble [AOKYMEHTbl, a TakKXe [OKYMEeHTbI,
noaTBepxaatowme HeobXoAMMOCTb BHECEHUS Takux W3MeHeHuin. [pu HeobXoAMMOCTM BHECEHUS
M3MEHEeHUN B [AOKYMEeHTbl, coepXawuecs B pernMcTpauuMoHHOM [O0Cbe Ha 3aperncTpmpoBaHHbIN
NleKapCTBEHHbIN npenapaTt ANf BETEPUHAPHOro MNPUMEHEHUs, B Cy4vYasX MU3MeHeHus u (unu)
AOMONHEHNS MNPOU3BOACTBEHHON MNOWAAKW JIEKAapCTBEHHONO0 CpeacTBa, a TakKXe W3MEeHeHUs
nokasaTenen KayecTBa JleKapCTBEHHOro npenapaTta ANs BeTEpUMHApPHOro rMpuMeHeHus wu  (unn)
MeTOA0B KOHTPOJIS KayecTBa SlekapCTBEHHOro npenaparta ANns BeTEPUHAPHOrO NPUMEHEHUS 3as8BUTENb
OONOJSIHUTENbHO NpeACTaBNsSeT B YMOJIHOMOYEHHbLIN deaepanbHbii OpraH MCNOJHUTENbHOW BAacCTu
cnepywouwme AOKYMeHThbl (cBeaeHus):

(B pea. ®enepanbHOro 3akoHa ot 27.12.2019 N 478-03)

1) cBegeHna o gaTe npeaocTtaBieHUS U perncTtpaumMoHHOM HOMepe NMUEeH3MM Ha Npou3BOACTBO
JIEKapCTBEHHbIX CpeacTB, MNpenoCTaB/IEHHONW MPOU3BOAUTENIO JIEKAPCTBEHHOrO nMnpenapata Ans
BETEPUHAPHOIO NMPUMEHEHUS, AN POCCUMNCKUX NMPOM3BOAUTENEN;

(B pen. ®egepanbHOro 3akoHa ot 27.12.2019 N 478-®3)

2) cBeaeHus o gaTe npeaocTaBfiEHNS U perncTpaurMoHHOM HOMepe NMLUEH3UN Ha NPOW3BOACTBO
NIEKApCTBEHHbLIX CpeacCTB, NpeaoCTaBfiEHHOM npoussoaMTento dapMaueBTMUYECKONn CcybCcTaHumu,
BXOAsILLEN B COCTaB JieKapCTBEHHOro npenaparta Ans BETEPUHAPHOro NPUMEHEHUS, AN POCCUINCKUX
npounsBoanTenen;

(B pen. ®enepanbHOro 3akoHa ot 27.12.2019 N 478-®3)

3) KOMnMaA [OKYMEHTa, BbIAAHHOIMO YMOJIHOMOYEHHbIM OpPraHOM CTpaHbl Mnpou3BoAuTENs ANs
KakAoW NpouM3BOACTBEHHOM MIOWAAKM JIEKAapCTBEHHOrO nNpenapaTta AN BETEPUHapHOro NpuMMeHEeHUs
M NOATBEPXAAILWEro COOTBETCTBME NPOU3BOAUTENS JIEKAPCTBEHHOrO npenapaTta TpeboBaHWUSAM
npaBu/ Haanexallen Npon3BoACTBEHHOW NPaKTUKKU, U €ro nepesBos Ha PYCCKUI S3blK, 3aBEPEeHHble B
YCTQHOBJIEHHOM TMOpsAAKE, a TaKXe KOMuUa 3aK/Il4YeHUss O COOTBETCTBUM  MpPOM3BOAMTENS
NIEKAPCTBEHHbIX CPeACTB TpeboBaHMAM MNpaBun  Hagnexalleih MNpou3BOACTBEHHOW MNPaKTUKK,
BbIAQHHOIO YMOSIHOMOYEHHbIM deaepanbHbIM  OpPraHoM UCMOMIHUTENbHOM BNAacTM ANS  KaXAaoh
NPON3BOACTBEHHOM MJIOWAAKN JIEKAPCTBEHHOrO MpernapaTta ANns BETEPUMHAPHOro npuUMeHeHus, nubo
KOMWUS peleHnss O MPOBEAEHUN WHCMNEKTUPOBaAHUS TMPOU3BOAUTENS JIEKAPCTBEHHbIX CPEACTB,
MPUHATOrO  YMNOSIHOMOYEHHbIM (eaepanbHbIM  OPraHOM WUCMOSIHUTENIbHOW  BRacTM  ANsS  Kaxaown
NPON3BOACTBEHHOM MJIOWAAKN JIEKAPCTBEHHOro npenapata AN BEeTEPUMHAPHOro MpUMEHEeHUs.
YKa3saHHble AOKYMeHTbl MpeACTaBAsiOTCS B C/lydyae, eCcnv NpouM3BOACTBO S1IeKapCTBEHHOro npenapara
ANS BETEPUHApPHOIro NpMMEHEHMS OCYLLECTBNSIETCS 3a npeaenamm Poccuiickon ®eaepaunu;

4) Konus AOKYMEHTaA, BbIAAHHOIO YMOSIHOMOYEHHbIM OpPraHOM CTpaHbl MPOM3BOAUTENS
dapmaueBTNYECKOMN cybcTaHumm n noATBepXxaatoLiero COOTBETCTBME npousBoanTens
dapmaueBTnyeckon cybctaHuumM, BXoAsienM B COCTaB JleKapCTBEHHOro npenapaTta AN
BETEPUHAPHOIO0 MPUMEHEHUS, TpeboBaHMAM NpaBwa Haalexalen MpouU3BOACTBEHHOM MPaKTUKU, U
€ro nepeBos Ha PYCCKMN £3blk, 3aBEpPeHHble B YCTAHOBJIEHHOM MOpsAKe, B Cly4yae, €cinu
npomM3BoACTBO (papMaueBTUYECKOM CcybCTaHUMM OCYLIEeCTBASIeTCa 3a npegenamm Poccuinckon
denepaumu.

(yacTtb 1 B pea. ®egepanbHoro 3akoHa ot 04.06.2018 N 140-03)

1.1. B cnyyae usMeHeHuns 1 (Mnum) AONOAHEHMS NPOU3BOACTBEHHON MNOLWaAKM NeKapCTBEHHOro
CpeAcTBa AOKYMEHTbl, YKa3aHHble B 4Yactu 1 HacToslwen cTaTbM, NpeacTaBnsAlOTCa 3asBUTENEeM B
OTHOLWEHUN u3MeHdaeMon Wu (KUAKn) A[OMNOMHAEMON MPOM3BOACTBEHHOM M/IOWAAKN NeKapCTBEHHOro
cpeacTea. PelweHne o BHECEHUU U3MEHEHUN B AOKYMEHTbI, coAepXalinecs B permcTtpauuoHHOM A0Chbe
Ha 3aperncTpupoBaHHbIN fIeKapCTBEHHbIM NpenapaT ANS BeTepUHaApHOro npuMeHeHus, nam ob oTkase
B MX BHECEHUW MPUHUMAETCA B cilydae HeobxoouMOCTU MpoBeAeHUs 3KCNepTU3bl SIeKapCTBEHHOro
CpeAcTBa B CPOK, He npesblWaowWwmn AeBAHOCTa pabounx AHEN, a B OCTallbHbIX Cly4vasxX B CPOK, He
npesbIWAOWUA TpuauaTn paboumx AgHen co AHSA NPUHATUS YNOJHOMOYEHHbIM denepanbHbIM OpraHom
NUCNOSIHUTENIbHOM BNAcCTU 3a9BNIE€HUSA O BHECEHUWN TaKUX U3MEHEHUN.

(yacTtb 1.1 BBeaeHa PenepanbHbiM 3aKOHOM OT 04.06.2018 N 140-03)

1.2. B cny4dyae peopraHusaumm gepxatens wunm Bnagenbua perncrpaunMoHHOro yaoCcToBEpPEHUS
NIEKApCTBEHHOrO npenapaTta ANs BETEPUHAPHOro MPUMEHEHMUs, pa3paboTumka WAN NPOU3BOAUTENS
NIeKapCTBEHHOroO npenapaTa A9 BETEPUHAPHOro NPUMEHEHUS B 3asiBNEHUM O BHECEHUN U3MEHEHUN B
OOKYMEHTbI, coAepyKawmecss B perucTtpaumMoHHOM [AOCbe Ha 3aperncTpupoBaHHbIN NEKAPCTBEHHbLIN
npenapaT AN BETEPUHAPHOro NPUMEHEHUS, YKa3blBalOTCA AaHHble AOKYMEHTa, MoATBepXAakLiero
BHECEHME COOTBETCTBYOLWMX N3MEHEHUN B EAMHBLIN rOCyAapCTBEHHbIN peecTp opuanyeckmnx nuy (ans
opraHusaumii, 3aperMcTpMpoBaHHbIX Ha Tepputopumn Poccuinckon depgepaummn), MM MHOMro AOKYMEHTA,
noATBepXaarLwero peopraHmsaumio OpNANYECKOro nua (ans opraHusauun, He
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3aperncTpupoBaHHbIX Ha Tepputopumn Poccunckon denepauunn). 3asB/1eHNE 0 BHECEHUN U3MEHEHUIN B
AOKYMEHTbI, coaepXalwmecs B pPerncrpaumMoHHOM [0Cbe Ha 3aperncTpupoBaHHbIA JIeKapCTBEHHbIN
npenapaT AN BEeTEPUHAPHOrO NMPUMEHEHWUS, U NpunaraeMble K HEMY AOKYMEHTbl NPeACTaBAATCA B
YNOJITHOMOYEHHbLIN eaepasnbHblii OpraH UCMOSHUTE/IbHOW BAacTU He MOo34Hee 4YeM 4yepe3 TpuauaTtb
pabounx gHer CO AHSI BHECEHUS COOTBETCTBYIOLWMX M3MEHEHW B EAMHBLIA rocydapCTBEHHbIN peecTp
topuandeckmnx nuy (Ana opraHnsauunin, 3apermcTpmpoBaHHbIX Ha Tepputopumn Poccuiickoin ®eaepaunmn)
WIN  CO [OHS TNPUHATUSA COOTBETCTBYIOLLEro [AOKYMEHTa, MOoATBEPXAANLWEro peopraHusaumio
opuanyeckoro nauua (Ans opraHmsaunin, He 3aperncTtpupoBaHHbIX Ha TeppuTopunm PoCCUIACKOM
depepaumn). B cnydae peopraHusauum  gepxaTtens  wnAuM - Brajenbua  perncrtpaumoHHOro
YAOCTOBEPEHUS /IeKapCTBEHHOIO npenaparta ANs BETEPMHAPHOro NpUMEHeHUs 3asiBfieHne 0 BHECEHUN
M3MEHEeHMN B [OKYMEHTbl, cojep)awmecs B perMcTpauuMoHHOM [0Cbe Ha 3aperncTpmpoBaHHbIN
NleKapCTBEHHbIN npenapat ANs BETEepMHAPHOro rMpUMEHEHMs, MNOJAETCS HPUANYECKUM  JIULIOM,
KOTOPOMY B XOA4e peopraHusauuMm nepeaaHo npaBO  BMAAEHUA TakKMM  pPerncTpaumMoHHbIM
YAOCTOBEpPEHMEM.

(vyactb 1.2 BBeseHa ®enepanbHbIM 3aKOHOM OT 02.08.2019 N 297-93)

2. B cnyyae BHeceHMs] KBMEHEHUWN B AOKYMEHTbI, coaepxalwmecs B perMcTpaunMoHHOM A0Cbe Ha
3aperncTpupoBaHHbIN NIEKAPCTBEHHbIA MNpenapaTt Ans BEeTEePUHAPHOrO MNPUMEHEHUS, B OTHOLUEHUMU
CBeleHWN, yKa3aHHbIX B moanyHkTtax "e", "x", "k", "n", "H", "c", "X" nyHkTa 7 4actu 3 cTtatbu 17
HacTosilwero deaepanbHOro 3akoHa, U3MeHeHUs 1 (MAK) AOMOSHEHUS MPOU3BOACTBEHHOM MNJIOLLAAKM
NleKapCTBEHHOro CpeacTBa, a TakKXe B C/lydae M3MEeHEeHUs MokasaTenen KadecTBa JIeKapCTBEHHOIO
npenapaTta A/ BETEPUHAPHOro NMpUMeHeHUs u (MNN) METOAO0B KOHTPOSS KayecTBa SleKkapCTBEHHOMO
npenapaTa A/ BETEPUHAPHOIro NPUMEHEHUS NMPOBOANTCSH 3KCMNEpTU3a NIEKAPCTBEHHOIO CpeAcTBa AN
BETEPUHAPHOIO MPUMEHEHUS. B cnydyae Heob6x0AMMOCTU BHECEHUS WMHbIX U3MEHEHUA B AOKYMEHThI,
coaepxalwmecs B PerncTpauMoOHHOM AOCbE Ha 3aperncTpuMpoBaHHbIM NIeKapCTBEHHbLIA NpenapaTt Ans
BETEPUHAPHOIO MPUMEHEHMUS, 3KCNepTU3a NIeEKapCTBEHHOro CpeacTBa ANs  BETEPUMHAPHOro
NpUMEHEHUS He NPOBOAUTCS.

(B pea. ®epepanbHbiX 3aKOHOB OT 22.10.2014 N 313-®3, o1 22.12.2014 N 429-03)

3. 3asdBuTenb Brpaee NpeacTaBUTb MO COOGCTBEHHOMW WHULMATUBE BMeCTe C 3asB/IeHMeM O
BHECEHUN  U3MEHEeHWM B  AOKYMEHTbl, cojepXawueca B  perucTpauuMoHHOM  AOCbe  Ha
3aperncTpupoBaHHbI  NNIEKApCTBEHHbIN npenapat ANs BETEPUHAPHOro MNPUMEHEHUS,  KOMUU
AOKYMEHTOB, MNOATBEPXAAKLWMX ynnaTy rocyaapCTBEHHOM MOWJ/WHbI 3@ BHeECeHWe B [AOKYMEHThI,
cogepxawmecs B perncTtpaunoHHOM AOCbe Ha 3aperncTpuMpoBaHHbIf SleKapCTBEHHbIM npenapaTt Ans
BETEPUHAPHOIo MPUMEHEHUS, U3MEHeHul, Tpebylowmnx npoBeAeHUs 3KCnepTu3bl JIEKAPCTBEHHOMO
CpeacTBa, UM U3MEHEeHUN, He Tpebylowunx NpoBeAeHMs SKCnepTu3bl IeKapCTBEHHOro cpeacTtea. B
cnyyae HeobXoAMMOCTUM M3MEHEHUS CBeAEeHWM, coAepXaluXcsi B perncrpauuMoHHOM yAOCTOBEpeHUn
NleKapCTBEHHOro rnpenapaTta ANs BETEPUHAPHOr0 NpUMeHeHus, C 3asBfieHUeM, yKasaHHbIM B Yactu 1
HacTosLLeNn CTaTbM, 3a9BUTENb Brpase NpeAcTaBUTb N0 COBCTBEHHON MHUUMATUBE KOMUKD AOKYMEHTa,
noareepxjawwero  ynnaaTty  rocyfapCcTBeHHOMW  MOWAMHbI 3@  Bblgady  perncrpauyMoHHOro
YAOCTOBEPEHUS JNeKapCTBEHHOro npenaparta. 3agBuTeNnb BrpaBe nMpeacTaBuTb MO COBCTBEHHOWN
WHULUMATUBE CBeAEeHUA O JINLEH3UAX, yKasaHHble B NyHKTax 1 M 2 4yactu 1 HacToswen craTbu, a
TakKXe BblAAaBaeMble YMNOJIHOMOYEHHbIMW deaepanbHbIMKM  OpraHaMn UCMONHUTENbHOW  BRacTu
OOKYMEeHTbl, yKa3aHHble B NOyHKTe 3 4yactu 1 HacToswen crtaTtbuM. B cnydae HenpeacraBneHus
YKa3aHHbIX OOKYMEHTOB (CBeAEeHWIN) YNONMHOMOYEHHbIW peaepanbHbli opraH UCMONHUTENLHOW BNacTu
3anpawmBaeT yKasaHHble JOKYMEHTbl (CBeAeHMs) B NopsaaKe MeXBeAOMCTBEHHOrO MH(POPMALMOHHOIO
B3aMMOAEeNCTBMUS.

(4acTtb 3 B pea. ®egepanbHOro 3akoHa ot 27.12.2019 N 478-03)

4. B cpok, He npeBblWaloWmin AecaTn paboumx AHeil co AHS NOCTYNJIeHUS YKa3aHHOro B Yactm 1
HacTosILEen CTaTbW 3asiB/IEHUS U HEOBXOAMMbIX AOKYMEHTOB, YNOJITHOMOUYEHHbIN deaeparnbHbiii opraH
MCMONMHUTENbHON BNACTU:

1) NnpoBOAMT NPOBEPKY MOMHOTbI N AOCTOBEPHOCTU CBEAEHWI, COAEPXKALLUNXCA B MPeAcTaBIEHHbIX
3aaBUTENIEM JOKYMEHTAaXx;

2) MpWHMMaeT pelleHne O TMpOoBeAEHUM 3IKCNepTU3bl JlIeKapCTBEHHOro cpeacTsa Ans
BETEPUHAPHOI0 NPMUMEHEHMUS Un 06 OTKase B ee NPOBeAEHUM;

3) YBEAOMNAET B NMUCbMEHHOM cbopMe 3adaBUTENA O NMPUHATOM pEWLEHUN NN B Cllydae NPUHATUA
peweHns 06 oTkase B npoeegeHMM >SKCNepTU3bl NeKapCTBEHHOro cpeactBa A/1d BeETeEpUHapHOro
npnMeHeHnsa C yKadaHMeM NpnyYnH Takoro oTkasa.

4.1. B cnyyae BbISIBN€HUS HeOoOCTOBEPHOCTM U (MNAM) HEAOCTAaTOUYHOCTU  CBEeAEeHWid,
COAEPXaLLMXCA B NPEeACTaB/IEeHHbIX 3asABUTENIEM [IOKYMEHTaX, YMNOJIHOMOYEHHbI deaepanbHblii opraH
MCMONHUTENbHON BNACTU HanpaBisieT 3asaBUTENIO 3anpoc 06 YTOYHEHUN YKa3aHHbIX CBEAEHUN. 3anpoc
MOXeT 6bITb nepeaaH yrnosIHOMOYEHHOMY MpeacTaBUTENO 3asiBUTENS MOA PAcrnuMCKy, HamnpasfieH Mo
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noyTe 3akKa3sHbiM MUCbMOM MNM NepeaaH B 3/1IEKTPOHHOM hopMe NO Te/IeKOMMYHUKALUMOHHbBIM KaHanaM
cBsi3n. B cnyyae HanpaBfieHus 3anpoca 06 YTOYHEHMM YKa3aHHbIX CBEAEHUIM MO MoYTe 3aKasHbIM
MMUCbMOM OH CYMTAETCS MOJSIyYEHHbIM MO UCTEYEHMW WECTU AHEN C AaTbl HanpaBNEHUS 3aKa3HOro
nncoma.

(yacTtb 4.1 BBeaeHa PenepanbHbiM 3aKOHOM OT 04.06.2018 N 140-03)

4.2. 3agBuUTenb 0653aH npeactaBMTb OTBET Ha 3anpoc YNOSIHOMOYEHHOro deaepanbHOro opraHa
WUCMONIHUTENbHOW BMAcTW B CPOK, He MnpeBblllaowmii AeBsaHOCTa pabounmx AHEn co AHS NoNy4vYeHus
AaHHoro 3anpoca. CpokM, yKa3aHHble B YacTu 1.1 HacToswen CctaTbW, NMPMOCTAHABMBAKOTCA CO AHSA
HanpaB/ieHUsa 3as8BUTENI0 3anpoca ynosHoOMoYeHHoro deaepasbHOro opraHa MCNOMHUTENbHON BNacTun
0O AHSA MonydeHus oTBeTa Ha AAHHbIN 3anpoC M He YUYUTbLIBAKOTCA MPU UCUUCIEHUN CPOKA MPUHATUSA
peleHnss 0 BHECEeHUM U3MEHEHW B AOKYMEHTbl, coaepykalimecs B peructpaumMoHHOM [OCbe Ha
3aperucTpupoBaHHbIf IeKapCTBEHHbIM NpenapaT A5 BeTEPUHAPHOro NPpUMEHEeHMs.

(yacTb 4.2 BBeaeHa PenepanbHbiM 3aKOHOM OT 04.06.2018 N 140-03)

5. OcHoBaHMeM pns oOTKasa B MpoBeAeHMM 3SKCNEepPTU3bl NIeKapCTBEHHOro cpeacTea Ans
BETEPUHAPHOIo MPUMEHEHUs ABASETCA npeacTaBfieHMe AOKYMEHTOB, YKasaHHbIX B 4actax 1 u 3
HacToslWwen cTaTbM, B HenonHoM ob6beMe wWAM OTCYTCTBME B MpeAcTaBfieHHbIX AOKyMeHTaX
OOCTATOYHbLIX  CBeAeHun, NoATBepXAawwmX HeobXoAMMOCTb  BHeECeHUs  U3MeHeHuh, nbo
HenpeacTaBfieHne 3aaBUTENIeM B YCTAHOB/IEHHbBIN CPOK OTBETa Ha yKasaHHbIM B Yactun 4.1 HacTosLen
CTaTby 3anNpocC YNOJHOMOYEHHOro deaepanbHOro opraHa UCNoSHUTENbHON BacTu.

(B pea. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-03)

6. DKcnepTmn3a N1IeKapCTBEHHOro cpeAcTBa A/ BETEPMHAPHOro NMpPUMEHEHMs B LensX BHECeHMUS
U3MEHEHMN B [OOKYMEHTbl, COoAepXalwmecss B pPerncrtpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIN
NleKapCTBEeHHbIM nNpenapaTt AN BeTepuMHapHOro rMpUMEHeHWs, OCyLecTBaseTcs B nopsike,
YCTaHOBJ/IEHHOM CTaTbeln 24 HacTosuwero deaepanbHOro 3aKoHa.

6.1. B cpok, He npeBblWwaowmm gecatn pabounx gHeN Cco AHS NONYyYEHUS 3aKNOUYEHUS KOMUCCUU
3KCMNEpPTOB MO pe3ysibTaTaM YKa3aHHOM B YacTu 2 HaCTOsIWeN CTaTbM 3KCNEpPTU3bl, YMOJHOMOYEHHbIN
denepanbHbli OpraH UCMOSHUTENIbHOW BNACTU:

(B pen. ®egepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) npuvHUMaeT peleHne O BHECEHUM W3MEHEHWM B [AOKYMEHTbl, coAepxaliMecss B
PEerMcTpaumMoHHOM [0Cbe Ha 3aperncTpupoBaHHbIN JIEKAPCTBEHHbIN MpenapaTt Ans BeTepuHapHOro
NpUMeHeHus1, nnn 06 oTkase BO BHECEHUWN TaKUX U3MEHEHUI;

2) BHOCUT B TOCYZlapCTBEHHbIA peecTp NeKapCTBEHHbIX CPEeACTB Ha OCHOBAHUW pELIEHUS O
BHECEHUN  WU3MEHEHWM B  [JOKYMEHTbl, coAepXallneca B  PerncrtpaLmMoHHOM  A0Cbe  Ha
3aperMcTpupoBaHHbIN JIEKAPCTBEHHbIN MpenapaT ANa BEeTEPUHAPHOro MNPUMEHEHUSA, HEO6XoAMMble
N3MEHEHUS M BO3BPALLAET 3TU AOKYMEHTbI 3aABUTESNIO;

3) BblAAET 3as8BUTENO0 HOBOE perncTpauMoHHOe yAOCTOBEpPEHME NIeKapCTBEHHOrO nNpenapaTa Ansd
BETEPUHAPHOIO NMPUMEHEHUS B C/lydYae Heo6XOAMMOCTU U3MEHEHUS CBEAEHWUI, COAEPXKALLUUXCH B HEM,
C COXpaHeHMeM HOoMepa paHee BblAaHHOr0 PperucTpaumoHHOro YAOCTOBEPEHUS JIEKAapCTBEHHOro
npenapaTta A/ BETEPUHApPHOro NpUMEHeHus.

(n. 3 BBeaeH depepanbHbiM 3akoHOM OT 02.08.2019 N 297-03)

(yacTtb 6.1 BBeaeHa PenepasnbHbIM 3aKOHOM OT 22.10.2014 N 313-03)

6.2. B cnyyae BHeCEHUS U3BMEHEHWUN B AOKYMEHTbI, COAEepXalUMecs B perMcTpaunoHHOM AOCbe Ha
3aperncTpupoBaHHbil  NeKapCTBEHHbIN Npenapat Af8 BeTepUHApHOro MpUMEHEHUs, B 4acTu,
Kacalowencs W3MeHeHus wun (Mnm) [AOMOSIHEeHUS MNPOU3BOACTBEHHOM nMaoWaiku feKapCTBEHHOro
npenapaTta, Npu NpeacraBieHnn 3asaBUTENEM B COOTBETCTBUM C NYHKTOM 3 yactu 1 HacTosLen cTaTby
KOMWK peLlleHns YNoSHOMOYEHHOro deaepanbHOro opraHa WMCNOMHUTENbHOMW BNacTu O NpoBeAeHuU
WHCNEKTUPOBaHMS MPOM3BOAUTENS JIeKAPCTBEHHbLIX CPeACTB CPOK, YKa3aHHbIN B Yactu 6.1 HacToAawen
CTaTby, NPMOCTAHABIMBAETCA CO AHS MONYYEHUS 3aKN0UYeHUss KOMUCCUM IKCNEepTOB A0 AHSA MPUHSATUSA
YNO/IHOMOYEHHbIM denepasibHbIM OpraHOM WCMNOMIHUTENbHOW BRAacTU peleHus O Bblgadve unm 06
OTKase B BblAaye 3aK/lvYeHNs 0 COOTBETCTBMU NMPOU3BOAUTENS JIeKAapCTBEHHbIX CpeacTB TpeboBaHUAM
npasua Hagnexauwen nNponsBoACTBEHHOW MPAKTUKU, HO He 6onee yeM Ha CTO BoCeMbAecAT paboumnx
AOHen.

(yacTtb 6.2 BBeaeHa PenepanbHbIiM 3aKOHOM OT 04.06.2018 N 140-03)

7. OcHOBaHMEM Aansa oTkasa BO BHECEHUW W3MEHEHUN B AOKYMEHTbI, coaepXalwuneca B
pernctrpauMoHHOM A0Cb€E Ha 3apeFMCTpMpOBaHHbIl‘/’1 ﬂeKapCTBeHHblﬁ npenapart And BETEPUHaAPHOro
NMpMMEHEHNA, B Cly4dasdaX, HeE Tpe6y+ou_|,|/1x npoBeaeHNA 3SKCNEPTU3bl J1IEKApPCTBEHHOINO0 CpeAacTBa,
ABNAETCA NpeACTaB/IEHNE AOKYMEHTOB, YKa3aHHbIX B 4acTdX 1 n 3 Hacrtoswwen CTatbn, B HEMOJ/IHOM

www.consultant.ru/cons/cgi/online.cgi?req=doc&ts=kNiKQISARbMJemSx&cacheid=D445E838A3C3CFE6155C473C64B8034D&mode=splus... 55/103



10/10/21, 11:41 AM PepnepanbHbivi 3akoH oT 12.04.2010 N 61-P3 (pea. ot 11.06.2021) "O6 obpaLyeHun nekapcTBEHHbIX CPpeacTs”

obbeMe mn OTCYTCTBME B MPEACTaB/IEHHbIX AOKYMEHTaxX CBeAEHWN, KOTOpble AO/MKHbI ObiTb B HUX
OoTpaxeHbl, NMb0 HenpeacTaBNeHME 3asiBUTENEM B YCTAHOB/IEHHbIN CPOK OTBETA Ha YKa3aHHbIA B
yactu 4.1 HacTosWwel CTaTbM 3anpoc YMOJIHOMOYEHHOro deaepasbHOro opraHa MCNOSIHUTENbHOM
BS1IACTH.

(yacTtb 7 B pea. ®egepanbHoro 3akoHa ot 04.06.2018 N 140-03)

7.1. OcHoBaHMeM Ana oOTKasa BO BHECEeHWU WU3MEHEHWW B [OKYMeHTbl, coAepxawmecs B
peruMcTpaumoHHOM [0Cbe Ha 3aperucTpuMpoBaHHbLIA NeKapCTBEHHbIM npenapaT Ans BeTepuHapHOoro
NpUMeHeHus, B ciydasax, Tpebyrowmnx nposeaeHns aKCnepTmu3bl JIeKapCTBEHHOIO CpeacTBa, ABASETCH
3aK/lyYeHne yrnonHoMo4dyeHHoro denepasbHOro opraHa MWCNOSHUTENbHOM BNAcTU O BO3MOXHOCTU
CHMXeHus 6e3onacHocTu, KadecTtBa, 3G@PEeKTUBHOCTM JfleKapCTBEHHOro npenapaTta BCNeacTBue
BHECEHUS W3MEHEHWN B YKa3aHHble AOKYMEeHTbl, OTKa3 YMNOJIHOMOYEHHOro dgeaepanbHOro opraHa
WUCNOSIHUTENIBHOM BMacTU B BblAade 3aKN4YeHUss O COOTBETCTBUWM MPOM3BOAUTENS NeKapCTBEHHbIX
cpeacts TpeboBaHMAM NpaBun Haanexawen Npou3BOACTBEHHOW MPAKTUKW B CAyvae U3MEHEeHWUs U
(unn) AOMNONHEHUS NMPOU3BOACTBEHHOM MNNOWAAKM NIeKapCTBEHHOro npenaparta, ecinm npou3BOACTBO
NlekapCTBEHHOro rnpernapata ANg BEeTEPUHAPHOro MNpUMEHEeHUs OCYLEeCcTBNSAeTca 3a npejenamu
Poccuitckoin depgepaunm, Uam OTCYyTCTBME 3TOMO 3aKJHOYEHUS.

(4actb 7.1 BBegeHa ®enepanbHbiM 3aKOHOM OT 04.06.2018 N 140-®3)

8. HdonyckaeTtcs obpalweHne nekapCTBEHHbIX MpenapaToB ANs BETEPUHAPHOro NMPUMEHEHUs Ao
NCTeYeHNUs Cpoka roaHOCTU, NpPOU3BEAEHHbIX B TedyeHMe CTa BOCbMMAECATWU AHEWn nocne AaTthbl
NMPUHATUSA YNOMHOMOYEHHbIM deaepasnbHbiM OpraHoM WCMOSIHUTENbHOW BMACTU pPELUEHNS O BHECEHUM
M3MEHEHMNI B AOKYMEHTbI, coaepXallimecs B permcTtpaumMoHHOM AOCbe Ha SIeKapCTBEHHbIM npenaparT, B
COOTBETCTBUM C WHOpMauUmen, coaepxkalencs B AOKYMEHTax pPerncrpaumoHHOro A[ocbe Ha
NleKapCTBEHHbIN npenapaT 40 AaTbl NPUHATUSA TaKoro peLleHuns.

(yacTtb 8 B pea. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

CraTbsa 32. OTMEHa rocyfaapCcTrBeHHOM perncrpaumm JieKapCTBEHHOro npenapara

PelweHne 06 OTMEHE rocyAapCTBEHHON perucTpauum neKkapCTBEHHOrO rnpenapata U UCKITYEHUN
JIEKapCTBEHHOrO npenapaTa W3 rocyAapCTBEHHOrO peecTpa J1IeKapCTBEHHbIX CPEACTB MpUHMMAeTCs
YNOJSIHOMOYEHHbIM (befepanbHbIM OPraHOM UCMONIHUTENTbHOW BNAcTK B C/lyvae:

1) npeacTaBneHms COOTBETCTBYIOLLMM YNOSHOMOYEHHbIM dbenepanbHbIM OpraHom
MCMONHUTENbHON BNAcTM 3aK/IlOYEHUS O pUCKE UM 06 yrpo3e 340pPOBbi0, XXU3HW YenoBeka WK
XMBOTHOIO MpX MPUMEHEHUM NeKapCTBEHHOro npenapaTa, NpeBblwakwmnx ero 3hdeKTUBHOCTb, MO
pe3ysbTaTaM OCYLLECTB/IIEMOrO UM MOHUTOPUHIra 6e30MacHOCTN IeKapCTBEHHOMO Npenapara;

2) nopgayun gepxxateneMm Wnu BRagenbueM perncTpaunmoHHOro yAOCTOBEpeHUs NeKapCTBEHHOro
npenapata WAM YMNONHOMOYEHHbIM UM APYrUM OPUANYECKUM JULOM  3asBfieHns 06 OoTMeHe
rocyAapCTBEHHOW perucrpaumm ekapCcTBEHHOro npenapara;

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

3) HenoATBEPXAEHMUS rOCyAapCTBEHHOW perncTpaunm NekapCTBEHHOro npenapaTta no UCTEeYEHUU
CpOKa AeNCTBUS PErmcTpaumMoOHHOM0 YAOCTOBEPEHUS, BbIAAHHOMO Ha NSATb NET;

4) HenpeAacCTaBrieHWa 3agBuTenemM UHopMaumu, KoOTopas MOXeT noBfedyb 3a cobon
HEeobX0ANMOCTb BHECEHUS U3MEHEHUW B AOKYMEHTbl, coaepxawuecs B perMcTpaunmoHHOM [0Cbe Ha
3aperncTpupoBaHHbIi NeKapCTBEHHbIN MpenapaTt, B TeyeHue TpuauaTu paboumx pgHen co AHS
HaCTYyNNEeHNSA 3TUX USMEHEHUI;

5) ocywecTtBneHmna rocyaapCTBEHHON permcrpaumm neKkapCTBEHHOro npenapaTta noa TOProsbiM
HanMeHOBaHMEM 3apermMcTpMpoBaHHOro paHee NoA 3TMM TOProBbIM HAaMMEHOBAHMEM NEeKapCTBEHHOMO
npenaparTa, OT/IM4aloLerocs KayeCTBeHHbIM COCTaBOM AeNCTBYIOWMX BELWECTB;

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

6) OCyLeCcTBNEHNUS T[OCyAapCTBEHHOM perucrpaumm OAHOM0O WM TOro e JieKapCTBEHHOro
npenapata B OTHOWEHMM OAHOIMO W TOr0 Xe JepxaTens win Bnagenbua pPerncTpaumoHHOro
yOOCTOBEPEHUS NeKapCTBEHHOro npenapaTta B BuAe ABYX U 60nee nekapCTBEHHbIX MpenapaToB noa
pa3sIMYHbIMMN TOProBbIMM HAMMEHOBAHUSAMMU;

(n. 6 B pea. ®egepanbHoro 3akoHa ot 04.06.2018 N 140-03)

7) BblHECEHUS CyAOM peleHuMs O HapyweHum npaB npasoobnagatens o06beKTOB
WHTENNEeKTYyanbHOM COBCTBEHHOCTM Npu obpalleHnmn TeKapCTBEHHbIX CPEACTB;

8) oTcyTCTBMSA NekapCTBEHHOro npenapata B obpalweHun B Poccuiickornn degepaumn B TeyeHue
Tpex n bonee net;
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9) HeBbINOJSIHEHMS  AepXxaTeneM WIn  BhagenbueM pPerucTpaumoHHOro  yAOCTOBEpEHMS
NleKkapCcTBeHHOro npenapaTta NmMbo yrnosHOMOYEHHbIM UMW APYIMM IOPUANYECKUM JILLOM MEpPONpUSTUIA
no obecrnedyeHnto 6e30MacHOCTM NEeKapCTBEHHbIX MNpenapaToB, YCTAHOBJ/IEHHbIX YMNOJAHOMOYEHHbIM
denepanbHbIM OpraHOM WCNOSHUTENIbHOMW BNAcTW B COOTBETCTBMM C Yactamu 3 UM 4 cTatbu 64
HacToswero denepanbHOro 3aKoHa, B paMKax OCYLLEeCTBNEHUA (papMakoHaA30pa;

(n. 9 BBeaeH depepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

10) oTkasza AepxaTensa wan BRagenbua perucTpauumoHHOro yAOCTOBEPEHUS JS1eKapCTBEHHOro
npenapata M60 YNO/THOMOYEHHOrO0 UMM APYroro pUAUYECKOro Nnua OT BHECEHUS W3MEHEHUN B
WHCTPYKUMIO MO MPUMEHEHWUIO NEeKapCTBEHHOro rnpenaparta, KacaloWwMXCHd HOBbIX MOATBEPXAEHHbIX
OAHHbIX O TOM, UTO PUCK MPUUYMHEHNSA Bpeaa 3[40pOBbI0 YeNloBeKa WM XMBOTHOIO BC/eACTBME Npuema
NleKkapCTBEHHOro npenapaTa npesblwaeT 3MPEeKTUBHOCTb €ro NpUMeHeHUs.

(n. 10 BBeaeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTll0C: npnMeyaHue.
C 01.01.2023 cT. 32 pononHaeTca n. 11 (®3 o1 27.12.2019 N 475-03).

Cratba 33. FocyaapCcTBEHHbIN peecTp IeKapCTBEHHbIX CPeAcTB

1. TocynapCTBEHHbIA peecTp JieKapCTBEHHbIX CPeACTB COAEPXWUT MNepeyeHb JeKapCTBEHHbIX
npenapaTos, Mpoweiwnx roCcyAapCTBEHHYK  perucTpauuio, nepedyeHb  dapMaLeBTUYECKUX
cybCcTaHuUMn, BXOASLWNX B COCTAB NIEKapCTBEHHbIX NpenapaToB, U cleayowyo nHpopmaumio:

1) B OTHOLWIEHNWN NTEKAPCTBEHHbIX NpenapaToB:

a) HauMMeHOBaHWe neKapCTBEeHHOro npenapaTta (MexayHapoAHOe HernaTeHTOBaHHoe, Win
rpynnmMpoBOYHOE, NN XMMUYECKOe N TOProBOoe HauMeHOBaHUS);
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6) nekapctBeHHas ¢opMa C YKasaHMEM [O3MPOBKM JleKapCTBEHHOro npenapata M ero
KO/IM4YeCcTBa B NMOTPEOUTENBLCKON YMaKOBKE;

B) HaMMEHOBaHWe gAepxaTens WM Bnadenbla  PerncrpauyMoHHOro  yAoCTOBEpPEHMUS
JIEKApCTBEHHOr0 npenapata W CBeAEHUS O  perucTtpaunm agepxxatens WM BrAagenbua
PErnMcTpaumMoHHOro yAOCTOBEPEHUS JIeKAapCTBEHHOrO npenapaTta Ans MeauMUMHCKOro MpUMEHEHUSa B
KauecTBe HasoronnaTenblnka B CTpaHe peructpaunm (a8 pPOCCUACKUX OPUOUYECKUX Nuy, -
MAEHTU(PUKALNOHHBLIA HOMep Hanoronnatenbwmka (MHH), aAns WMHOCTpaHHbIX OPUANYECKUX Nul, -
CTpaHa perucrpaumy, HaMMEeHOBaHWE PpEerncTpupyrolero opraHa, pPerncTtpaunoHHbI HOMeEp, Kopg
HanoronaaTenblinKa B CTpaHe perncrpaumn (MHKopnopaunu) uan ero aHanor);

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

r) HauMMeHoBaHMe W ajapec nNpou3BOAUTENS JIeKapCTBEHHOrO npenapata W CBeAeHusd O
perucrtpaumm nNpousBoauTeNns JfeKapCTBEHHOro npenapata A4nad MeguUMHCKOrO MpUMEHeHus B
KauecTBe HasoronnaTenbliMka B CTpaHe peructpaunm (419 pPOCCUNCKUX OpUANYEeCcKUX nuy, -
MAEeHTUPUKALMOHHBIA HOMep Hanoronnatenswuka (MHH), An9 WMHOCTpaHHbLIX OPUANYECKUX UL
CTpaHa perucrpauuvy, HaMMeHOBaHWe perncTpupyrowero opraHa, perncTtpaunoHHbIM HOMep, KopA
HanoronnaTenblWKa B CTpaHe perncrpaumn (MHKopnopaumu) unmv ero aHanor);

(nn. "r" B pen. ®egepanbHOro 3akoHa ot 28.12.2017 N 425-03)

A) dapMmakoTepaneBTMyeckaa rpynna, Koh JleKapCTBEHHOro rnpenapata no aHaToMo-
TepaneBTUYECKO-XMMNYECKON  Knaccudukauum, pekoMeHAOBaHHOW BceMUMpHON  opraHusauuen
34paBoOOXpaHeHUs;

(nn. "a" B pen. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

€) NoKasaHus 1 NPOTUBOMNOKAa3aHUs K MPUMEHEHUIO JIEKAPCTBEHHOrO npenapaTa;
) NobouHble AeNCTBUSA NeKapCTBEHHOMo nNpenapaTta;

3) CPOK rogHOCTWN NIEKapCTBEHHOIro npenapaTa;

M) YCNOBUSA XpaHEHMS NeKapCTBEHHOro npenapara;

K) yCnoBusa OTNycKa NeKapCTBEHHOro npenapara;

www.consultant.ru/cons/cgi/online.cgi?req=doc&ts=kNiKQISARbMJemSx&cacheid=D445E838A3C3CFE6155C473C64B8034D&mode=splus... 57/103



10/10/21, 11:41 AM PepnepanbHbivi 3akoH oT 12.04.2010 N 61-P3 (pea. ot 11.06.2021) "O6 obpaLyeHun nekapcTBEHHbIX CPpeacTs”

n) HoMmep dapMakonemHOW CcTaTbM UM B CNydyae ee OTCYTCTBUA HOMep HOPMaTUBHOM
AOKYMeHTauum nnbo HOpMaTUBHOIO AOKYMEHTA;

M) AaTa rocynapCTBEHHOM perncrtpaumm nekapCTBEHHOro npenapata M ero permcrpaumoHHbIn
HOMep, AaTa 3aMeHbl perncTpauuoHHOro yaoCTOBEpeHUs SieKkapCTBEHHOro npenaparta Ha 6eccpoyHoe
perncTtpaunmoHHoe YyAOCTOBEpPEHME JeKapCTBEHHOro npenapaTta, JAdaTta nogaydn 3asBNeHuMs o
noATBEPXAEHUM TOCYAApCTBEHHOW perncrpaunmm nekKapCTBEHHOro npenapaTta, JAaTa OTMEeHbl
rocyaapCTBEHHOM perncTpaumm nekapCcTtBeHHOro npenaparta;

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

H) KayeCTBEHHbIA COCTaB U KOSIMYECTBEHHbIM COCTaB AEUCTBYHOLWMX BELIECTB U KAaYeCTBEHHbIN
COCTaB BCroMoraTesbHbIX BELWECTB JIEKapPpCTBEHHOIO NpenapaTa;
(nn. "H" BBeaeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

0) uHdopMaumsa 060 BCeX paspelleHHbIX BUAax BTOPUYHOM (MoTpebuTenbLckomn) ynakoBKK;
(nn. "o" BBeaeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

n) gata MPUHATUS pelleHMs O BO3MOXHOCTM paccMaTpuBaTb JIeKapCTBEHHbLIA npenapaTt npu
rocyaapCTBEHHOM perucrpaumMm B KadecTBe oOpdaHHOro fnekKapcTBeHHOro npenapata (4ns
NleKapCTBEHHbIX NpenapaTosB A1 MeauUMHCKOrO NPpUMEHeHus);

(nn. "n" BBepeH ®enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pean. PenepanbHOro 3akoHa oT
27.12.2019 N 475-03)

p) Hanuume nekapCTBEHHOro npernapaTta B NepeyHe >XWU3HEHHO HeOb6XOAUMbIX U BaKHEMLWWnX
NeKapCTBEHHbIX npenapaTtoB (418 NeKapCTBEHHbIX NpenapaTtoB ANS MEAULMHCKOrO NPUMEHeEHUS);
(nn. "p" BBeaeH denepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pea. denepanbHOro 3akoHa oT
27.12.2019 N 475-03)

C) Hannune B NeKapCTBEHHOM MNpenapate HapKOTUYEeCKUX CPpeacTB, NCUXOTPOMHbIX BELLeCcTB N UX
NnpekypcopoB, noasexawmx KOHTpontw B  Poccuiickon  ®depepaumm, B COOTBETCTBUM  C
3aKkoHopaTtenbCTBOM  Poccuiickonn  depepaumu,  MexAayHapoAHbIMM  aorosopamm  Poccuinckon
®epepaumun, B TOM yncne EAMHON KOHBEHLIMEN O HApPKOTUYeCKUX cpeactBax 1961 roga n KoHBeHLUuen
0 NCUXOTPOMNHbIX BewecTtsax 1971 roga;

(nn. "c" BBeaeH deaepasbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

T) WHPOpMauMa O TOM, SBASIETCA M AOaHHbLIA JIeKAapCTBEHHbIM npenapaT pedepeHTHbIM
JIEKapCTBEHHbIM NpenapaTomM;
(nn. "T" BBeaeH ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

y) cBedeHust O rnopadve 3asB/ieHUs O BHECEHUW M3MEHEHWN B LOKYMEHTbl, coAepXkaliuecs B
perncTpaunmoHHOM A0Cbe Ha NeKapCTBEHHbIM Npenapar;
(nn. "y" BBeneH ®denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

&) ytpatun cuny ¢ 1 mapta 2020 roga. - ®eaepasnbHblii 3aKOH 0T 27.12.2019 N 475-03;

X) CPOK BBeAEHUS JIeKapCTBEHHOrO npenaparta B rpa)xaaHckuii 06oporT;
(nn. "x" BBeneH denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

2) B OTHOLWEHNN bapMaLeBTUUYECKNX CybCTaHUMN:

a) HauMeHoBaHMe dapMaueBTUYEeCKON cybcTaHumm (MexayHapoAHOe HenaTeHTOBaHHOE, Wn
rpynnmMpoBOYHOE, NN XMMUYECKOE N TOProBOE HAaMMEHOBAHUS);
(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6) HanMeHoBaHWe 1 agpec npoussoanTens dapMaueBTUHECKON cybcTaHumu;
B) CPOK roAHOCTU pbapMaLEBTUYECKOM CybCcTaHUmK;
r) ycnoeust xpaHeHus papMaueBTMYecKor cybcTaHumm;

,D,) HOMEpP d)apMaKOHeVIHOVI CTaTbn WM B CJZlydae €€ OTCyYyTCTBUA HOMEP HOpMaTMBHOVI
AOKYMEHTauunu nméo HOPMATUBHOIO AOKYMEHTAQ,

€) Hannuue papMaueBTUYECKON CybCTaHUMM B NepeyHe HapKOTUYECKNX CPeacTB, NCUXOTPOMHbIX
BELWEeCTB M UX MNPeKypcopoB, Noanexawmnx KOoHTpoaw B Poccuinckon degepaumn, B COOTBETCTBMU C
3akoHogatenbCctBoM  Poccuiickon  depepaumn,  MexayHapoAHbIMM  goroBopamm  Poccuitckoin
denepaumun, B TOM yncne EAMHON KOHBEHLIMEN O HApPKOTUYeCKUX cpeactBax 1961 roga n KoHBeHLUMen
O NCMXOTPONHbIX BewecTeax 1971 roaa.
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(nn. "e" BBeneH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

2. ®apMaueBTHnyeckas cybcrtaHuns, NpousBeaeHHas Ans peanm3aunm, MoXeT 6biTb BK/IHOYEHA B
rocyaapCTBEHHbIA pPeecTp NeKapCTBEHHbIX CPeACTB Ha OCHOBaHMKM 3asiBNeHUsA pa3paboTuuka wuau
Nnpon3BOANTENS JIEKApCTBEHHOro cpeacrsa NM60 YMOMHOMOYEHHOrO0 MMWU OPUANMYECKOro Auua npwu
yCNoBMM NpPOBEAEHUS B OTHOLIEHWUM Takoh dapMaueBTMYECKON CYyBCTaHUMW SKCNepTM3bl KayecTBa
dapmaueBTUUECKON cybCcTaHUMM B nopsiake, YCTaHOBAEHHOM cTaTben 34 HacToswero denepanbHOro
3aKoHa. B oTHoweHun dapmaueBTUdeCckMXx cybCcTaHUMN, MNpPOU3BEAEHHbIX ANS peanus3aumu, B
rocyaapCTBEHHOM peecTpe NeKapCTBEHHbIX CPEACTB COAEPXKMUTCA creayowan nHdopmMaums:

1) HamMeHoBaHue dapMaueBTUYECKON cybCcTaHUuMM (MexayHapoAaHOe HenaTeHTOBaHHOE, WK
rPyNnMPOBOYHOE, MM XMMUYECKOE M TOProBOE HaMMEHOBAHUS);

2) HauMeHOBaHue, ajpec npousBoaAuTens QapMaueBTUUYECcKoM cybcTaHuMM, a Takxe B
OTHOLUEHUWN NEeKAPCTBEHHbIX CPeACTB ANS MEeAUUMHCKOro MNpUMEHEeHWs CBeAeHUss O permcrpauyum
npomssoamTens dapMaueBTMYeCcKorM CcybCcTaHuuMM B KaydecTBe HanoronnatenblWnka B CTpaHe
permcrpaumu (ans POCCUINCKMX OpUANYECKMX  nuy - MAEHTUDUKALMOHHbBIN HOMep
Hanoronnatenbwuka (MHH), ANS WHOCTpaHHbIX OpUAMYECKUMX NUL, - CTpaHa perucrpauuu,
HaMMEeHOBaHWE pPerncTpmpylolero opraHa, perncTpauMoHHbI HOMep, KoA HanoronnaTtenblimka B
CTpaHe permctpaummn (MHKopnopaumm) Uan ero aHanor);

(n. 2 B pen. ®egepanbHOro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHocTu dapMaLeBTMYeCKon cybcTaHuum;
4) ycnoBusa xpaHeHus dapMaueBTUYecKon cybctaHunm;

5) Homep apmakonenHon ctaTbk mMbBO B Clyyae ee OTCYTCTBMS HOMEpPp HOPMATMBHOM
AOKYMEHTaunn uam HOpMaTUBHOIO AOKYMEHTA;

6) Hannune apMaueBTUYECKOM cybCcTaHUMM B NepeyHe HAapKOTUYECKNX CpeacTB, NCUXOTPOMHbIX
BELWEeCTB N UX MPeKypcopoB, noanexawmx KoHTposto B Poccuinckon depepaunmm, B COOTBETCTBUU C
3aKoHopatenoCctBOM  Poccuickon  depepaunmu,  MexayHapoAHbIMM  gorosBopamm  Poccuinckon
denepaumm, B TOM yncne EAMHON KOHBEHUMEN O HApPKOTUYECKNX cpeacTteax 1961 roga n KoHeeHumen
O NCUXOTPONMHbLIX BewecTeax 1971 roaa;

7) pata BKI4YeHUa  dapMaueBTUYeCcKon  cybCTaHuMuM B roCydapCTBEHHbIN  peecTp
NleKapCTBEHHbIX CpeacTB, AaTa BHECEeHUS U3MEHeHWI B AOKYMeHTbl dapmaueBTMyeckon cybcrtaHumu,
JaTa uckyeHusa dapMaueBTUYeCcKoOn cybCTaHuMM U3 roCcyAapCTBEHHOro peecTpa JsieKapCTBEHHbIX
CpencTB.

(yactb 2 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3. MNopsnok BeAeHUS rOCyAapCTBEHHOrO peecTpa NeKapCTBEHHbIX CPeACTB AN MeAULMHCKOro
NMPUMEHEHUS W MOPSAAOK BeAEHUS rOCyAapCTBEHHOrO peecTpa NeKapCTBEHHbIX CpeacTB  Ans
BETEPMHAPHOIO TMPUMEHEHUS YTBEPXAAKTCS COOTBETCTBYHOLWMM YMOJHOMOYEHHbIM deaepasbHbIM
OpraHoM WUCMOJIHUTENbHOM BNACTU.

Cratba 34. BkaouyeHuMe B rocyfapCTBEHHbIW peecTp JieKapCTBEHHbIX CPeACTB M
UCK/IIOYEeHMEe U3 roCyAapCTBEHHOro peectpa JiIeKapCTBEHHbIX CpeAcTB (papMaueBTUYEeCKOW
cy6cTaHuMKn, NnpousBeAeHHOWN ANA peannsaumm
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. Ana BkaodeHuna dapmaueBTuyeckon cybcrtaHumm, nNpousBeAeHHOW ANS peanvsauun, B
rocyAapCTBEHHbIN peecTp NeKapCTBeHHbIX CpeACcTB, MPOBOAMTCS dKCNepTmn3a ee KayecTsa.
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2. DKcnepTM3a KayecTBa YKa3aHHOWM B 4Yactm 1 Hacrosiwen cratbM dapMaueBTUYECKON
cybCTaHuMKn, cocTaBNeEHNE KOMUCCUEN SKCNEPTOB 3aKJIIOYEHMI NO pe3ynbTaTaM 3TON 3KCMEPTU3bl U NX
HanpaB/eHMUe B YMNO/JIHOMOYEHHbIM deaepasnbHbiil OpraH UCNOJIHUTENbHOW BAACTU OCYLLECTBAAOTCS B
CpPOK, He MpeBbIAWUNA WEeCTUAECATU paboynx AHEN CO AHSA MONyYEHUS IKCMEPTHbIM yypeXaeHneM
COOTBETCTBYHOLLEr0 3ajaHus YNOJIHOMOYEHHOro deaepanbHOro OpraHa WCNOSIHUTENbHOW Bactu u
cneayrwmx JOKYMEHTOB (CBeAeHUN):

(B pea. ®enepanbHOro 3akoHa ot 27.12.2019 N 478-03)

1) cBepeHus o gate NpenoCTaBNEHUS U PerMcTpauMoOHHOM HOMepe NMUEH3UM Ha NMPOU3BOACTBO
NleKapCTBEHHbIX CpeaACTB WM CBeAeHWs O AaTe npeaocTaBNeHMs W perncrpaumoHHOM HoMepe
3aK/Il0YEHNST O COOTBETCTBUM MNPOM3BOAUTENS JIEKAPCTBEHHbIX CpeacTB TpeboBaHMSM NpaBui
Haasexalwen npom3BOACTBEHHON MPAKTUKK, BblAAHHbIX (NpeaocTaB/ieHHbIX) YMNOJIHOMOYEHHbIM
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denepanbHbIM OpraHoM MCNOAHUTENbHOM BRacTu, B Cryyae, ec/liM NpoM3BOACTBO JIeKApCTBEHHOrO
cpencTtsa ocyuectensercsa B Poccuickon dGenepaunm;
(B pen. ®epepanbHbix 3akoHOB 0T 04.06.2018 N 140-03, o1 27.12.2019 N 478-®3)

2) KonMs AOOKYMEHTa, BblAA@HHOrMO YMOSIHOMOYEHHbLIM OpraHoOM CTpaHbl MNPOM3BOAUTENS
NleKapCTBEHHOro CpeacTtBa UM MOATBeEpXAalowero paspelleHve npouM3BOACTBA J1eKAapCTBEHHOMO
cpeacTBa, U ero nepeBos Ha PYCCKUIA A3blK, 3aBEPEHHbIE B YCTAHOB/IEHHOM NOPAAKE, a TaKXe KOoMnus
3aK/l04EHMSS O COOTBETCTBMWM NpOU3BOAUTENS JNEKapCTBEHHbIX CcpeacTs TpeboBaHMAM npaBun
Haanexalwen npom3BOACTBEHHON MNPaKTMKMK, BblAAHHOMO YMOJIHOMOYEHHbLIM deaepasibHbiIM OpraHoMm
WUCMONHUTENbHOW Bnactn, nambo Konma peweHuns  YyRnoJHOMO4YeHHOoro deaepanbHOro oprada
WUCMONIHUTENbHOW BNacTM O NpoBeAEHUU WMHCNEKTUPOBAHUS MNpoOM3BOAUTENSA NEKApPCTBEHHOMO
cpeAactBa. YKasaHHble AOKYMEHTbl NpeACTaBNslTCS B Clydae, eCc/in nNpou3BOACTBO J1EKAPCTBEHHOMO
cpeAcTBa ocyllecTBnsieTcs 3a npegenammn Poccuinckon degepaumnn;

(n. 2 B pen. ®egepanbHoro 3akoHa ot 04.06.2018 N 140-03)

3) AOKYMEHT, coaepXkalmii cneayowme ceeaeHns o dapMaueBTMYECKON cybcTaHunmn:
a) HanMeHoBaHue dapMaLeBTUYeCKON CybCcTaHuMKM, ee CTPYKTypa, obLine CBOWMCTBA;
6) HaMMeHoBaHWe 1 agpec Npou3BoOAUTENS;

B) TEXHONOMMA nponssBoacTtea C ornnMCaHMeEM cTagni npomnseoAcTBa U METOA0B KOHTPOJ1A Ha BCEX
CTaandax npon3soacTBa,

r) onucaHune pa3paboTku npouecca Npou3BOACTBA;

) OMNUCaHMe KOHTPONS KPUTMUYECKUX CTaaui npouecca MpoM3BOACTBA W MPOMEXYTOYHOM
npoayKunn;

€) AOKYMeHTaslbHOe NoATBepXAeHue (Banuaauns) npoueccoB 1 (UIn) nx oueHKa;
) CBOWCTBA U CTPYKTYpa AeNCTBYIOLWNX BELLECTB;

3) XapaKkTepucTuKa npumecen;

n) cneundukaumsa Ha papMaleBTUUYECKYIO CybCcTaHUUIO N ee 060CHOBaHMUE;

K) aHanuTMyecknme MeTOAMKW, MWCMNOo/b3yeMble MNpPU OCYLLUECTB/IEHUM KOHTPOMSA KadecTBa
dapmaueBTnyeckomn cybcraHumm;

N) AOKYMeHTasibHoe noatTBepxaeHue (Banuvaaums) aHannTUYeCKUX MeToAuK, UCMOJSIb3YEeMbIX Mpu
OCYLLIECTB/IEHNM KOHTPONS KadyecTBa dapMaueBTUYECKON cybcTaHuum;

M) pe3ynbTaTbl aHaAu3a cepui dapMmaueBTUYECcKon cybcTaHunm;

H) nepevyeHb CtaHAapTHbIX 06pa3Ll,OB nin BeEWECTB, WCMNONb3yEMbIX MNMPpU OCYLLECTBJIEHNN
KOHTPOJ14 Ka4vecCTBa,

0) OonMMcaHme XapaKTepuCTUK U CBONCTB YNaKOBOYHbIX MAaTEPUANoB U YKYNOPOYHbIX CPEACTB;
n) AaHHble 0 cTabunbHOCTU hapMaueBTUYECKON cybCcTaHunm;
p) CPOK roaHOCTHU;

4) [OKYMEHT, coAaep)Xalluh CBeAeHMsl O perncrtpaunm npomn3BoauTENst JIEKAPCTBEHHbIX CpeacTB
AN MeAMUMHCKOro MpMMEHEHMsl B KauyecTBe HasoronjaTesnblunka B CTpaHe peructpaummn (ans
POCCUNCKUX OPUANYECKUX NUL - WAEHTUPUKAUMOHHBLIA HOMep Hanoronnatenbwmka (MHH), ansa
WHOCTPAHHbIX OPUANYECKUX UL, - CTpaHa perucrpaumu, HauMeHoBaHMe PerncTpupyrowero opraHa,
pPerMcTpaumMoHHbIN HOMEp, KO4 HajsoronnaTtesbliuKa B CTpaHe perucrpaumm (MHKoprnopaumn) uiam ero
aHanor).
(n. 4 BBeaeH ®egepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

(yacTtb 2 B pea. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03 (pea. 13.07.2015))

3. [Ons npoBeAeHMs 3KCMepTu3bl KayecTBa YKa3aHHOM B 4Yactu 1 HacTosiwen CcTaTbM
dapmaueBTUYECKON CybCTaHUMK 3asiBUTENb NPeACTaBASEeT B YMOJIHOMOYEHHbLIN deaepasibHbi OpraH
NCMNONTHUTENbHOW BNACTu:

1) 3asBneHMe O BKJIIOYEHMW B TOCYAApPCTBEHHbIN peecTp SIeKapCTBEHHbIX CPeACTB AaHHOM
dapmaueBTUYECKOom cybcTaHumu;
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2) KOnMus AOKYMeHTa, NOATBEpXAAloLwero ynnaTy rocyAapCTBEHHOM MOLWJIWHbI 3a BKJKOYEHME B
rocyAapCTBEHHbIN peecTp NeKapCTBEHHbIX CpeAcTB papMaueBTMyeckon cybcTtaHumMn, NnpomsBeaeHHOM
ansa peanusaumm, nmbo no cobCTBEHHOM WHMUMATMBE YKasaHHbIA [OOKYMeHT. B cnydae ero
HenpeacTaBNeHUs 3asiBUTENIEM YMOJIHOMOYEHHbIM deaepanbHblil opraH WCMOJIHUTENbHOMW BacTu
nposepsieT MakT ynaaTbl FOCYyA4apCTBEHHOM MOLWAWHbBI 3asiBUTENIEM C UCMONb30BaHneM nHdopmaunm ob
ynnaTe rocyAapCTBEHHOWM MOLWWJIMHbI, coaepXallerca B FocyaapCTBEHHON MHMDOPMALIMOHHON CUCTEME O
rocyAapCTBEHHbIX M MYHUUMMNANbHbIX MNfaTeXxXax, Ha OCHOBaHWW MpeacTaBfeHHON 3asiBUTENEM KOMuu
AOKYMeHTa, NOATBEPXAAIOLWEro ynaaTy rocy4apCTBEHHOM MOLWINHbI;

(n. 2 B pen. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) AOKYMEHTbI, YKa3aHHble B YaCTu 2 HACTosILLEeN CTaTbK;
(B pen. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

4) 3adB/IEHNE O BblAaye paspeleHuss Ha BBO3 B Poccuiickyto deaepaumio KOHKPETHOM MapTuu
HEe3aperncTpupoBaHHOIO JIEKAPCTBEHHOIO CPeACTBa, NpeAHa3Ha4YeHHoro Ass8 NpoBeAeHUs YKasaHHOMN
3KCNEepTU3blI.

(n. 4 BBeaeH ®egepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

3.1. B cny4yae HenpeactaBNeHUst C 3asiBiIeHMEM O BKJIIOYEHWM B TOCyAapCTBEHHbIN peecTp
JIEKapCTBEHHbIX CpeacTB ¢apMaueBTUYeCKOM CybCTaHUuMM AOKYMEHTOB, MNOATBEPXAAKLWMX ynnaTty
roCyAapCTBEHHOM MOWJ/MHbI W YKa3aHHbIX B MNYHKTE 2 4YacTu 3 HacTosdwen CcTaTtbM, a Takxe
BblgaBaeMbix (MpenocTaBnasieMbix) YMNOJIHOMOYEHHbIMU deaepasbHbiIMU OpraHaMn MCNOSTHUTENbHOM
B/laCTW [OOKYMEHTOB (CBeAeHWIn), YKa3aHHbIX B MNOYHKTax 1 M 2 4yactn 2 HACTOSIWEWN CTaTbW,
YMNOJIHOMOYEHHbI  (beaepanbHbIli  OpraH  MUCNOJHWUTENbLHOM BMIACTU  3anpaliMBaeT YyKa3aHHble
OOKYMeHTbI (CBeAeHns) B nopsaake MexBeaoMCTBEHHOIO MHMOPMALMOHHOIO B3aMMOAENCTBUS.

(yactb 3.1 BBegeHa ®enepanbHbIM 3aKOHOM OT 27.12.2019 N 478-®3)

4. B TeueHne pecatu paboumx AHEN CO AHA MPUHATUS 3asBNEeHUs O BKIOYEHUU YKa3aHHOW B
yactm 1 HacTtoswen cTaTtbk dapmaueBTMyeckon cybcTtaHumMM B roCcydapCTBEHHbIM  peecTp
NleKapCTBEHHbIX CpeACTB U AOKYMEHTOB, NepeyncnieHHblX B 4acTu 1 M NyHKTe 2 4YacTu 3 HacToswen
CTaTbW, YNOSHOMOYEHHbIN peaepanbHbI OpraH UCMOHUTENbHOW BNacTu:

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

1) npoBOAMT NMpoOBEPKY MOAHOTbI U AOCTOBEPHOCTU AAaHHbIX, coAepXallnxcs B npeacTaBsieHHbIX
3aaBuTENEM AOKYMEHTAX;
(B pen. ®epnepanbHOro 3akoHa ot 25.11.2013 N 317-03)

2) NpUHMMaET peLleHne O HanpaBfiEHUM B 3KCMEPTHOE y4ypexAaeHue 3aAaHuMs Ha NpoBeAeHue
3KCMEePTMU3bl KayecTBa yYKa3aHHOM B Yactu 1 HacTosulen ctatbk dapMaueBTUYECKON cybCcTaHUunmM unm
06 0TKa3e B TaKOM HanpaB/IEHUN;

3) yBeaoMnseT B 2/1eKTPOHHOM UM MUCbMEHHOW opMe 3asdBUTeNs O NMPUHATOM peLlleHun uin B
c/lyyae 0TKasa C yKasaHWeM MpuUUnH Takoro oTkasa.
(B pen. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cny4yae BbiSIBNEHUS HEAOCTOBEPHOCTU CBEAEHUN, COAEPXALWIMXCS B MNpeacTaBfiEHHbIX
3asBUTEeNeM MaTepumanax, YMNO/JHOMOYEHHbIM deaepanbHbin  OpraH WCMOSIHUTENbHOW  BNAacTU
HanpaBAsieT 3asABUTENO 3anpoc 06 YyTOYHEHMM YKa3aHHbIX cBeAeHMM. [daHHbIM 3anpoc MOXeT 6biTb
nepeaaH ynosHOMOYEHHOMY MPEeACTaBUTENIO 3asiBUTENS NIMYHO MoA pPacrnucky, HanpasiaeH No noyte
3aKa3HbIM NMMCbMOM MU NMepeaaH B 3N1eKTPOHHON dopMe Mo TENEKOMMYHUKALMOHHBLIM KaHanaMm CBS3W.
B cnyyae HanpasaeHUs AaHHOro 3anpoca No No4YTe 3aKa3HbIM MUCbMOM OH CYMTAETCS MOJSTYYEHHbIM MO
NCTeYEeHUN WecCTn AHeNn C AaTbl HanpaBAeHUs 3aKa3Horo nNn1ucbMa.

(yacTtb 4.1 BBeaeHa PenepanbHbIM 3aKOHOM OT 25.11.2013 N 317-03)

4.2. 3agsuTtenb 0653aH NpeacTaBUTb OTBET Ha 3ampoc yrnosHOMo4YeHHoro degepasibHOro opraHa
WUCMOJIHUTENBHOW BMlACTU B CPOK, HE MpeBbillaloWwmii AeBAHOCTa pabouynmx AHEN CO AHS NONy4YeHus
AaHHoro 3anpoca. CpokK, yKasaHHbI B 4YacTu 4 HacTosiwel CTaTbM, MPUOCTaHaBAMBaETCs CO AHS
HanpaB/feHNs 3aaBUTEN0 3anpoca YNOJHOMOUYEHHOro defepasibHOro opraHa MCNOSIHUTENbHOM BNacTu
OO0 [HSA MOoNy4YeHMs UM OTBeTa Ha JAaHHbIA 3anpoC U He Y4YUTbIBAeTCA MNpU UCUYUCITEHUU CpoKa
3KCNepTu3bl KadecTBa QapmMaueBTnyeckon cybcrtaHumm, HeucrnosiblyemMon npu  MNpomn3BOACTBE
NleKkapCTBEHHbIX NpenapaTos.

(4yacTtb 4.2 BBegeHa ®enepanbHbIM 3aKOHOM OT 25.11.2013 N 317-03)

5. OcHoBaHMeM Ans oTKasa B HamnpaB/IEHMN B 3KCMEPTHOE yypexaeHue 3a4aHus Ha npoBeaeHue
3KCMEepPTMU3bl KayecTBa YKa3aHHOM B 4YacTu 1 HacToswen craTtbM dapMaueBTUYECKO CybCTaHuuu
ABNSIETCA HenpeacTaB/ieHWe [AOKYMEHTOB, YKa3aHHbIX B 4acTu 2 HacTosilen cTaTbW, OTCYTCTBME
MHdopMaumn, noAaTBeEpXAaloWeN dakT ynnatbl rocyAapCTBEHHOM MNOWAWHBLI 3@ BKJIHOYEHUE
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¢dapmaueBTnyeckon cybctaHuMM, NpomM3BEAEHHOW AN peanu3auun, B roCyAapCTBEHHbINM peecTp
NleKkapCTBEHHbIX CpeacCTB, HenpeacTaBfieHWe 3asBuUTeNeM B YCTaHOBJIEHHbIM CpPOK OTBeTa Ha
yKas3aHHbIn B 4actm 4.1 HacTodwen cTaTbM 3anpoc YMNOJIHOMOYEHHOro deaepanbHOro opraHa
WMCNONMHUTENBHON BNacTU WAW NpeacTaBfeHne [AOKYMEHTOB, He coAepXawuxX ucvepnbiBatoLero
nepeyHs HeobxooMMbIX CBEAEHUN.

(4acTtb 5 B pea. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6. B TeyeHume naATHaguatTM paboumx AHEN CO AHS NOSyYEHUS pelleHUs YNOSIHOMOYEHHOro
denepanbHOro opraHa MUCMOAHUTENbHOM BMlaCTU O HanpaBleHMN B SKCNEPTHOE y4ypexaeHne 3aaaHus
Ha NpoBeAeHWe 3KCNepTU3bl KayecTBa yKasaHHOW B Yactu 1 HacTosAwen ctaTbu dapMaueBTUUECKON
cybCcTaHuMn 3aaBuTeNb nNpeacTaBnseT B IKCNEepTHOe yuypexaeHwe Ans NpoBeAeHUs OAHHOM
aKCnepTmnsbl o06pasubl dapMaueBTMYECKOW CybCTaHUuMM B KOJM4YecTBe, HeobxogmMmMoMm  4Ans
BOCMpPOU3BEeAEHMNS METOAO0B KOHTPONS KayecTBa. DKCMEepTHOe yypexaeHue npu noaydeHmn obpasuyos
yKa3zaHHOM B 4Yactu 1 Hactosiwen crtatbm dapmaueBTMyeckon cybCcTtaHuuM BblAaeT 3asaBUTENO
OOKYMEHT, NoATBepXXAaloLWnNi rnoayyeHme stnx obpasuos, U B CPOK, HE MpeBbIWAKLWMNiA Tpex paboumnx
OHeN, yBeaoOMNSIET B 3/IEKTPOHHOW UM NUCbMEHHOM dopMe 06 3TOM YMNOSIHOMOYEHHbIM deaepanbHbIN
OpraH UCMOSIHUTENbHOM BAcTU. DTN CPOKM He BK/IHOYAOTCA B CPOK NPOBEAEHUS AAHHOM SKCNEpPTU3bl.
(B pea. ®enepanbHOro 3akoHa o1 22.12.2014 N 429-03)

7. [lOKYMeHTbI, MOCTYNMBLUME B SKCMEPTHOE yUpexaeHne ANs NpoBeAeHUs 3KCNepTMU3bl KavyecTBa
yKasaHHoOM B YacTu 1 HacTosiwen ctaTbM dapmaueBTMYecKkon cybCTaHuMW, noanexaT BO3BpaTy B
YNOMHOMOYEHHbIN (peaepanbHblii OpraH UCNOMIHUTENbHOW BNACTU OAHOBPEMEHHO C 3aK/IIOYEHUSIMU MO
pe3ysbTaTaM NpoBeAeHHOM 3KCNepTU3bl.

8. B CpoK, He mpeBblWaWNN NATU paboumx AHEN CO AHA MNOSYYEHUS 3aKIKYEHUSA KOMUCCUMU
3KCMEePTOB MO pe3ynbTaTaM 3KCMepTU3bl KayecTBa YKa3aHHOM B 4actu 1 HacTosuwen craTbu
dapmaueBTHUyeckon cybctaHumMm, ynosHOMOYEHHbIM deaepanbHbin opraH MCNONMHUTENbHOW BACTU:

1) ocyLwlecTBNseT OLEHKY TakKoro 3ak/o4YeHus ANns onpeaesieHUs ero COOTBETCTBMS 3a4aHuio Ha
npoBeAeHWe AaHHOWN 3KCNepTu3bl;

2) TnMpUHMMAEeT peleHne O BK/IKYEeHMUM YyKasaHHOM B Yactm 1 HacTosdwen craTbw
dapmaueBTUYeCKon cybCTaHUMN B roCyAapCTBEHHbLIA peecTp SIeKapCTBEHHbLIX CPeACTB WU pelleHue
06 O0TKa3e B TaKOM BKJ/IHOYEHUN;

3) BHOCUT MNpU NPUHATUM PELUEHUS O BKIKOYEHUN YKaA3aHHOM B YacTu 1 HACTOSIWEN CTaTbW
dapmaueBTUUECKON  cybCTaHUMM B FOCYAAPCTBEHHbIM  peecTp  JIeKApCTBEHHbLIX  CpeacTB
NpeayCMOTPEeHHYI0 4YacTbio 2 cratbu 33 Hactoswero deaepanbHOro 3akoHa WHdopMauulo u
yBegomnsieT 06 3ToM B 3/1IEKTPOHHOMN WUAM NUCbMEHHOWN opMe 3asaBuTeNs.

(B pen. ®epepanbHbiX 3aKOHOB OT 22.12.2014 N 429-03, o1 27.12.2019 N 462-®3)

9. OcHoBaHMeM Aana OTKasa BO BK/YEHUM YKa3aHHOMW B 4Yactu 1 HacTosAwen CTaTbu
dapmaueBTUYECKON CybCTaHUMM B rOCyAapCTBEHHbIA PEECTp JIEKAPCTBEHHbLIX CPeacTB SBASETCS
3aK/IlYeHne COOTBETCTBYHOLLErO YNOSHOMOYEHHOro defepasbHOro opraHa MCNOAHUTENbHOM BNacTu o
TOM, YTO KayecTBO (pbapMaLEBTUYECKOM CYBCTaHLUMKN HE NOATBEPXKAEHO NOMYUYEHHBLIMU AAHHbLIMMU.
(vactb 9 BBeaeHa ®PepepasnbHbIM 3aKOHOM OT 22.10.2014 N 313-®3; B pea. PeanepanbHOro 3akoHa
oT 04.06.2018 N 140-03)

10. He ponyckaeTcs BK/KOYEHWE B rOCYyAapCTBEHHbIM peecTp SleKapCTBEHHbLIX CpeAcTB OAHOWM
dapmaueBTUYECKON cybCcTaHUMK, NPOU3BEAEHHON A9 peann3aumn U BbINYCKAEMOW OAHUM U TeM Xe
npom3BoanTENEeM, B BUAe ABYX M 6bonee peecTpoBbIX 3anncen.

(yacTtb 10 BBeaeHa denepasnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

11. BHeceHne M3MEHEHUN B AOKYMEHTbl Ha ¢apMaueBTUYECKYyr CcybCTaHUMIO, NPOU3BEAEHHYIO
AN peanM3auMm N BKJIIOYEHHYHD B [OCYAApPCTBEHHbLIM peecTp JieKapCTBEHHbIX CPeAcTs,
OCYLEeCTBMAETCHa B nopsgke, ycTaHoBneHHOM cTtaTtbaMmn 30 U 31 HacTtodwero deanepanbHOro 3akoHa, C
ynaaTon rocyaapCTBEHHOW MOLWMHBLI, NpeayCMOTPEHHOW 3aKOHOAATENbCTBOM Poccuiickon deaepaunmn
0 Hanorax u cbopax.
(yacTtb 11 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

12. [donyckaeTtca obpalweHue dapMaueBTUYecKnx cybctaHumnin, npom3BeAEeHHbIX Ans
peanusaumm, B Te4yeHMe CcTa BOCbMMUAECATM AHEeW A0 UM nocse MPUHATUS  YNOJIHOMOYEHHbIM
denepanbHbiM OpraHoM MCMONIHUTENbHOM BacTU peLleHUss 0 BHECEHUW U3MEHEHWI B AOKYMEHTbl Ha
dapmaueBTUYECKy0  CcybCcTaHUMIO, MNPOM3BEAEHHYH AN  peanuM3auum U BKJIKOYEHHYIO B
rocyAapCTBEHHbIN peecTp SleKapCTBEHHbIX CPeACTB.

(yactb 12 BBeaeHa defgepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)
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13. PeweHne 06 UCKIOYEHUN U3 T[OCYAAPCTBEHHOINO peecTpa JIEKAPCTBEHHbIX CPeacTB
apMaueBTMUYECKOl Cyb6CTaHUMKN, NPOU3BEAEHHOW AN peanv3aunun, NpUHMMaeTcsl YNoJIHOMOYEHHbIM
enepanbHbIM OpraHoM UCMOSTHUTENIbHOWM B/IACTM B Ciy4dae:

1) npeacTaBneHus COOTBETCTBYIOLLMM YNONHOMOYEHHbIM dbenepanbHbIM OpraHom
MCMONMHUTENbHON BIACTM 3aKJIIOYEHUS O pUCKE UK 06 Yyrpo3e XWM3HU UKW 340POBbI0 YenoBeka Nnbo
>XMBOTHOIO MpPW UCMNONb30BaHUN NEKapCTBEHHOIO CPeACTBa;

2) nogaym pas3paboTyMKOM JleKapCTBEHHOro CpeacTBa MAM MNPOU3BOAUTENIEM JIEKAPCTBEHHOMO
cpeactea nMb6o0 YyNOSHOMOYEHHBLIM UMUK APYrUM HOPUANYECKUM JIMLOM 3asiBNEHUS 06 WUCKIKYEHUN U3
rocyaapCcTBeHHOro peecTpa NeKkapCTBEHHbIX CcpencTs dapmaueBTUYECKOM cybcTaHuun,
Nnpon3BeAeHHON AN peannsauunn;

3) oTcyTcTBUSA (hapMaLeBTUYeCKOM cybCcTaHuumM, Npou3BeAEHHOW ANs peanm3aumn, B obpaweHumn
B Poccuinckon degepaumm B TeyeHue Tpex n 6onee ner.
(yactb 13 BBeaeHa defgepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

CtraTtba 35. YTpaTtuna cuny c 1 nonsa 2015 roga. - ®PeaepanbHblii 3aKoH oT 22.12.2014
N 429-®3.

Cratbsa 36. O6>xanoBaHue peweHus 06 oTkase B Bbljauye paspelleHus Ha npoBeaeHue
KJINMHUYECKOro Wcc/iefoBaHUA JIeKapCTBEHHOro npenaparta, peweHuMa 06 oTkase B
rocyfaapCTBeHHOM permcrpauuMm NeKapcTBEHHOro npenaparta, 3aK/Il04eHUA KOMMUCCUM
DKCMNEPTOB KCMNEPTHOro yupexKaeHUs WUian 3aK/iloueHUs1 coBeTa Nno aTukKe

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

PeweHne coOTBETCTBYIOLWEro yNoJHOMOYEHHOro eaepanbHOro opraHa UCNOSIHUTENbHON BNacTu
06 OTKase B Bblgaye paspeleHMs Ha NpoBeAeHMe KIMHMYECKOro WCCeAoBaHMs NeKapCTBEHHOro
npenapaTa, peleHue yKasaHHOro deaepanbHOro opraHa WCNONHUTENbHOM Bnactu 06 oTkase B
rocyaapCTBEHHOW perncrtpaumm nekapCTBEHHOrO rnpenaparta, 3ak/lovYeHMe KOMUCCUM IKCNEepTOB
SKCMEPTHOro y4ypexaeHusl Uaun 3akjloveHne coBeTa Mo 3TUKe MoXeT 6biTb 06xanoBaHO B nopsake,
yCTaHOB/IEHHOM 3akoHoAaTenbCTBOM Poccuiickonn ®depepaumn. 3akioyeHMEe KOMUCCUM IKCNEepTOB
SKCMEPTHOro y4ypexzaeHuss 0 B3auMO3aMeHSeMOCTU NIeKapCTBEHHbIX MpenapaToB A7 MeAMLMHCKOro
npuMeHeHnsa NMbo 0 TOM, YTO NeKapCTBEHHbIM NpenapaTt Ans MeAULNHCKOro NpUMEHEHNS HE SABNSETCH
B3aMMO3aMeHsieMbiM, MOXeT 6biTb 06)xanoBaHO AepXxaTenem wnu BnagdenbueM pernctpaumMoHHOro
YAOCTOBEPEHUSA  NIeKapCTBEHHOro  npernapata B YMNONHOMOYEHHbIM  denepanbHbIM  opraH
WCNOJIHNTENIbHOM  BNacTW, KOTOPbIA  MpuBAIEKaeT K  PACCMOTPEHUIO  YKa3aHHOW  >anobbl
NOABEAOMCTBEHHbIE €My Hay4Hble opraHms3auum wn obpasoBaTesibHble OpraHuM3aumn BbICLIEro
obpa3oBaHUA, OCYLUECTBMAKOLWIMNE AEATENbHOCTb B cdepe obpalleHUs NeKapCTBEHHbIX CpeacTB.
3aKtoyeHne KOMUCCUN 3KCMEepPTOB 3KCMEPTHOrO y4ypexaeHus, odopMSIeHHOe Mo MUToraM nepecMmoTpa
06>XanoBaHHOIroO 3aK/l4YeHUs 3KcnepTa, MOXeT 6biTb OCMOpeHO AepxaTeneMm unu BAagenbueM
perncTpaumMoHHOro yaoCToOBEPEHUS NNeKapCTBEHHOrO npenaparta AMbo ynosIHOMOYEHHbLIM UMW JINLLIOM B
nopsiake, yCTaHOBMIEHHOM 3akoHoAaTenbCTBOM Poccuiickonn ®deaepaumun. MNpu obxanoBaHUM peleHus
YyNOSIHOMOYEHHOro deaepanbHOro opraHa WCMNONHUTENbHOM BacTu, 3aK/4YeHUs 3KcnepTa Wam
KOMUCCUM 3IKCMEPTOB ISKCMEPTHOro Yy4YpexaeHus, 3aK4vYeHMss coBeTa N0 3TUKE AepXaTesb Wau
Bflageneyl, perncTpauMoHHOr0 yAOCTOBEPEeHUsl NleKapCTBEHHOro npenapaTta AM60 YNOMHOMOYEHHOe
UMK NMLO BMpaBe MNpeACTaBUTb pe3ysibTaTbl 3KCNEpTU3bl SIEKAPCTBEHHOrO npenapaTa, NpPOTOKOJbI
NOSTyYEHHbIX aKKpeaMTOBAHHbIMW  UCMbITaTeNbHbIMM  nlabopaTopmaMu  (UeHTpamMn) pesysbTaToB
nccneaoBaHu, UCMbITaHUNA.
(B pea. ®enepanbHOro 3akoHa ot 27.12.2019 N 475-03)

Cratba 37. MWHdopmauuna, cCBfi3aHHAA C OCYLECTBJIEHUEM TrOCyAapCTBEHHOM
perncrtpaumm JieKapCcTBeHHbIX nMpenapartoB, UWHdoOpMauMsa O 3aperMcTtpupoBaHHbIX
JIeKapCTBEHHbIX nMpenapatax W JieKapCTBEeHHbIX nMpenapatax, MCKJIIOYEeHHbIX U3
rocyfaapCcTtBeHHOro peecrpa JieKapCTBeHHbIX CpeacCTB

1. CoOTBETCTBYWOLWMWMA YMOJIHOMOYEHHbIN deaepanbHbIli  OpraH MCMNOJIHUTENbHON  BlacTu
pa3sMewaeT Ha cBoeM oduuManbHOM canTe B ceTu "WHTepHeT" WHMOpMaunto, CBSA3@HHYHO C
OCyLLeCTB/IEHNEM TOCYAAPCTBEHHOMW perncrpaumm nekapcTBEHHbIX MpenapaToB, B TOM 4ucne
npoBeAeHMEM 3KCMNepTU3bl JNleKapCTBEHHbIX CPeacTB (BKA4Yas pe3ynbTaTbl €e  MnpoBeAeHUs),
nHdOpPMaUUIO O 3aperncTpMpoOBaHHbIX JIEKApCTBEHHbIX Mpenapatax W JIeKapCTBEHHbIX MnpenapaTax,
NCKIOYEHHbIX M3 FrOCYAapCTBEHHOrO peecTpa JIeKapCTBEHHbIX CPeAcCTB, HE Mo3gHee 4eM 4yepes NaTb
pabounx AHEN CO AHA MOSYYEHUS YNOJIHOMOYEHHbIM deaepasibHbIM OPraHoM UCMONMHUTENBLHOM BAacTu
COOTBETCTBYOLLEN MHPOPMaLUN.

(B pea. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-03, ot 02.08.2019 N 297-03)
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2. Cpokn M NOpSAOK pa3MelleHUs YKasaHHOM B Yactu 1 HacToswen craTbM WHQOopMauuu
yCTaHaB/IMBAOTCA YMNOJHOMOYEHHbIM deaepanbHbiM OpPraHOM UCMONHUTENbHOM Bnactu. NHdopmauus,
yKasaHHasa B 4actn 1 HacTosAwen CTaTbW, SABASETCS OTKPbITOM M 06WeAoCTYyNnHOW M NpeaoCcTaBsieTcs
3aMHTEpPEeCcOBaHHbIM NMLaM B COOTBETCTBMW C 3aKOHOA4ATENbCTBOM Poccuinckon degepaumn.

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

Maea 7. KNMMHWYECKUE UCCNEOOBAHUA NEKAPCTBEHHbIX
NMPEMNAPATOB OJ1A MEOULUMHCKOIO NPMMEHEHUA, AOTOBOP
Ob UX NPOBEOEHWUUN, MPABA NALUUEHTOB, YHYACTBYIOLLUX
B 3TUX NCCNEOOBAHUAX

Cratbs 38. KnuHunueckue nccnenoBaHumsA NeKapCTBEHHbIX npenapatoBe ansa
MeagULIMHCKOro npmMeHeHus

1. KnuHnyeckue mnccnenoBaHmsa nekapcTBeHHbIX npenapaTtos ANs MeguMuMHCKOro NpuMeHeHus, B
TOM 4yncne MexayHapoAHble MHOMOLEHTPOBbIE, MHOMOLLEHTPOBbIe, NOCTPEerncTpaunoHHble, NPOBOASATCS
B OAHOW WAM HECKOSIbKMX MeAMLMHCKUX OpraHm3auusax B COOTBETCTBMW C MpaBuiaMum Haanexailen
KNMHUYECKOM NpaKTUKN, yTBEePXAEeHHbIMU YNOJHOMOYEHHbIM peaepasnbHbiM OpraHoM UCMOSHUTENbHOMN
BNlaCTU, COOTBETCTBEHHO B ClieAyOWUX Lensx:
(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1) yctaHoBneHne 6e30MacHOCTU JIEKAapCTBEHHbIX MpenapaTtoB ANs 340pO0BbiX A06POBO/bLEB U
(nnn) NepeHoCMMOCTM WX 340pOBbIMM A06pPOBOSbLLAMU, 3@ WUCK/IHYEHMEM TaKUX WUCCIenOoBaHUM
NleKapCTBEHHbIX NpenapaToB, NPOM3BeAEHHbIX 3a npeaenamu Poccuinckon depepaunu;

2) nopbop oOnNTUMalnbHbIX [03MPOBOK JIEKAPCTBEHHOrO rMpernapata W Kypca JfedeHuss ans
naunweHToB C onpeaeneHHbiM 3aboneBaHMeEM, ONTUManbHbIX 403 W CXeM  BaKUMHauUuu
MMMYHO6MONOrMYECKNMN NeKapCTBEHHbIMU NpenapaTtaMun 340pOBbIX 406POBOSIbLEB;

3) ycTaHoBneHune 6e30MacHOCTM NeKapCTBEHHOro npenapata W ero 3dPEdEeKTUBHOCTU ANns
nauneHToB c onpeneneHHbIM 3aboneBaHueMm, npodunnakTM4ecKomn 3 PeKTUBHOCTHU
MMMYHOBMONOrMYECKnX NeKapCTBEHHbIX NMpenapaToB A/ 340p0BbIX 406POBOMbLEB;

4) UW3yyeHWe BO3MOXHOCTM pacCWMPEHUs MNOKasaHMA AN MeAUUMHCKOro MPUMEHEHUS W
BbIABJIEHUSA paHEe HEU3BECTHbIX MNOBOUHbIX [AEACTBUIM 3apEerucTpUpPOBAHHbLIX JIEKAPCTBEHHbIX
npenapaTos.

2. B oTHOWeEHWM BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbIX MpenapaTtoB AN MeAUUMHCKOro
NMPUMEHEHUSA  MNPOBOAATCA  UCCNeAoBaHUst OWO3KBUBANEHTHOCTM W (MAK)  TepaneBTUYECKOWN
SKBMBANEHTHOCTM B NOpsAKe, YCTAHOBJIEHHOM  YMOJIHOMOYEHHbIM  deaepanbHbIM  OpraHoM
NCNONHUTENBHOW BNACTK.

3. OpraHu3auuio NpoBeAEHUS KIIMHUYECKUX WCCNefoBaHWI nekapCTBEHHOro npenapaTta Ans
MEeAMLUMHCKOro NpUMeHEeHUs BrpaBe OCYLLeCTBAATb:

1) paspaboTunk NeKkapCTBEHHOro npenapaTa Uan yrnoJIHOMOUYEHHOE UM NTNLLO;

2) obpasoBaTenbHble OpraHuMsaumu Bbicwero obpasoBaHWs, OpraHuM3aunu AOMOAHUTENIbHOIO
npodeccnoHanbHoro obpasoBaHus;
(n. 2 B pea. ®egepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4yHO-UccnenoBaTebCKNE OpraHmMsaumu.

4. KnuHuM4Yeckue uccreaoBaHus feKapCTBEHHOro rnpenapata ANns MeAUUMHCKOro MNpUMeHEeHUs
NpoOBOASATCS Ha OCHOBAHWM  pa3pelleHMs Ha MnpoBeAeHMe  KJIMHMYECKOro  uccnenoBaHus
NleKapCTBEHHOro npenapaTa, BblAAHHOIO YMNOJIHOMOYEHHbIM defepasnibHbIM OpPraHOM UCMOSHUTENbHOMN
BNacTu. YNOAHOMOYEHHbIN denepanbHbli OpraH MCNOSIHUTENbHON BNAacTU BeAeT peecTp BblAaHHbIX
paspeleHnin Ha NpoBefeHne KIAMHUYECKNX UCCneoBaHMn NekapCcTBEHHOro npenapaTa, coaepXaluni
yKasaHue Ha ux uenb Uam uenun, B yCTaHOBSIEHHOM 3TMM OpraHoM nopsiake.

(B pea. ®epepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, o1 13.07.2015 N 241-03)

5. YTpatun cuny ¢ 1 mionsa 2015 roga. - ®epepanbHbi 3aKoH OT 22.12.2014 N 429-03.

6. K OopraHn3auun npoeegeHna KIIMHUYECKUX nccnenoBaHum NEKapCTBEHHOIo npenaparta And
MeanUMHCKOro npunMmeHeHusa pa3pa6OTL-IVIKOM NneKapCctBeHHOro npenapata MOryT npuBeKaTbCs
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topmamyeckme nuua nwoboin  opraHu3auMoOHHO-NpaBoBOM dOpMbl Npu  ycrnoBuu obecrnevyeHus
COOTBETCTBUSA 3TUX nccnenosaHui TpebosaHmsam HacToswero ®egepanbHOro 3akoHa.

7. KnnHnuyeckme wnccneaoBaHUs NieKapCTBEHHbLIX MNpernapaTtoB AN MeAULMHCKOro MpuUMeHeHUs
npoBOAATCA B MEAMUMHCKMX OpraHm3aumnsax, akkKpeauTOBaHHbIX YMNOJHOMOYEHHbIM deaepanbHbIM
OpraHoM MWCMNOAHUTENLHOM BNacTM B Mopsake, YCTaHOBNEHHOM [IpaBUTENbCTBOM POCCUINCKOM
denepaumn.

8. [lepeyeHb MeAVMUMHCKUMX OpraHusauuin, WMerWwmMx npaso MpPOBOAUTb  KJ/IMHUYECKUE
nccnenoBaHMs NeKapCTBEHHbIX MpenapaTtoB ANS MeguMUMHCKOrO MPUMEHEHUs, U peecTp BblAaHHbIX
paspeleHnin Ha npoBeAeHMe  KAMHUYECKUX  UCCefoBaHMi  NeKapCTBeHHbIX  npenapaToB
ony6/IMKOBbLIBAOTCS W pa3MeLllarTcss YNOJHOMOYEHHbIM deaepanbHbiM OpPraHOM WCMOSHUTENbHOMN
BNlaCTW B YCTAaHOBJIEHHOM MM MNopsake Ha csoeM oduumanbHOM canTe B cetu "IHTepHeT".

Cratba 39. PeweHuMe O npoBefeHUUN KJ/IMHUYECKOro MccriefioBaHUA JiIieKapCTBEHHOro
npenaparta Anas MeAULUHCKOro npuMeHeHus
(B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. KnuMHu4yeckoe wuccnenoBaHWe neKapCTBEHHOrO npenapaTta ANs MeAWLMHCKOro MpuUMeHeHUs
MPOBOAMUTCS HAa OCHOBaHWW  pas3pelleHnss Ha NpoBeAeHMEe  KJIMHUMYECKOro  WCCefoBaHus
NIeKapCTBEHHOro npenapaTta, BblAaHHOr0 YMNOSIHOMOYEHHbIM deaepasibHbiM OpraHoM MCMOIHUTENbHOM
B/laCTM MO pe3ysibTaTaM 3KCNepTu3bl AOKYMEHTOB, HE06XoAUMbIX ANS MOJSIyYEHUS paspelleHus Ha
npoBeAeHMEe KJIMHMYECKOro UCCNeaoBaHNs NeKapCTBEHHOro npenapaTa U 3TMYeCKOoW 3KCNepTu3bl.

2. [Ana nony4veHns paspelleHns Ha npoBefeHune KIMHUYECKOro UcCneaoBaHUs NeKapCTBEHHOro
npenapata Ans MeAUUMHCKOrO MNpUMEHeHUa 3asaBuTeNb npeactasBnser B YNOJHOMOYEHHbIN
denepanbHbIi OpraH UCNONHUTENBHON BNacTu:

1) 3aaBneHMe 0 Bblgaye pas3peleHns Ha npoBeAeHME KIMHUYECKOrO UCCefoBaHus
JNIeKapCTBEHHOro npenapaTta A/t MEANLMHCKOro NPUMEHEHUS;

2) KONUM AOKYMEHTOB, MOATBEPXAAMLWNX YyniaTy roCyAapCTBEHHOW MNOWJIMHbLI 3@ MpoBeAeHue
5TUYECKOWN 3KCNEepTU3bl, 3KCNEPTU3bl AOKYMEHTOB Ha JIeKapCTBEHHbIM npenapaTt Ans noaydyeHus
pa3speleHns Ha npoBeAeHNEe KJ/IMHUYECKOro WCCnefoBaHUs NeKapcTBEHHOro npenapaTta  Ans
MeAVLUMHCKOro NpuUMEHEeHWs, 3a Bblgayy pa3pelleHus Ha npoBedeHue KIMHWYECKOro WUCCNeAoBaHus
NleKkapCTBEHHOro npenapata Ans MeAUMUUMHCKOro MNpUMEHEeHWs, 3a MnpoBeAeHWe 3KCrnepTusbl
AOKYMEHTOB Ha JIeKapCTBEHHbIM MpenapaT Ans MOoJlydeHuUs paspelleHnus Ha npoBeaeHue
MeXAYHapoAHOr0 MHOMOLEHTPOBOr0 K/MHUYECKOro WUCCNefoBaHUs NeKapCTBEHHOro rnpenaparta Ans
MEeAMUMHCKOrO MpUMEHEeHUs, 3a Bblgady paspeweHns Ha npoBeAeHMe  MexAyHapoAHOro
MHOIOLLEHTPOBOIro K/AMHUYECKOr0 WCCefoBaHusl JieKapCTBEHHOrO npenapaTta Ans MeaAuLMHCKOro
NpUMeHeHUs, 3a npoBeAeHne 3TUYECKON SKCNepTu3bl, dKCNepTU3bl AOKYMEHTOB Ha JIeKapCTBEHHbIN
npenapaTt 479 MOMyYeHUa paspelleHns Ha npoBefeHune MNOCTPerncTpaunoHHOro KIMHMYECKOro
nccneoBaHus nekapCTBEHHOrO npenaparta Ans MeguMuMHCKOro NpuMeHeHUs, 3a Bblaadvy paspelleHus
Ha npoBeAeHue MOCTPerncTpaumMoHHOro KAMHMYECKOro uccnefoBaHWs JflieKapCTBEHHOro npenapara
AN MeANLUMHCKOro NpuMeHeHus ;

(B pea. ®enepanbHOro 3akoHa ot 27.12.2019 N 478-03)

3) NpOTOKON KJIMHUYECKOrO WCCNeAOBaHUA /leKapCTBEHHOrO MpenapaTta Ans MeauMUMHCKOro
NPUMEHEHUS;

4) 6powltopy nccnenosaTtens;
5) MHDOPMALMOHHBIN NUCTOK MauneHTa;

6) cBepeHus o6 onbiTe paboTbl MccnenoBaTesien MO COOTBETCTBYHOLUMM CNeUManbHOCTSM U UX
onbiTe paboTbl N0 NPOBEAEHUID KTMHUYECKNX NCCNef0BaHNIA;

7) cBeoeHuUs 0 MeAUUMHCKUX OpraHmsauusax, B KOTOpbIX MpeanonaraeTcd npoBeaeHue
KIIMHUYECKOro uccnefoBaHns iekapCcTBEHHOro npenapata ANng MeAnUNHCKOro npuMeHeHus (nonHoe u
COoKpalleHHoe HauMeHOBaHWsA, OpraHuM3auuoHHO-NpasoBas @QopMa, MeCTO HaxXoXAeHUA W MecTo
OCYLWEeCTBNEeHUA AeATenbHOCTU, TenedoH, Tenedakc, aapec 3NeKTPOHHOM NOoYTbl  KaXAaou
MeAWNLMHCKOW opraHmsaunm);

8) cBeaeHnda O npepanojiara€MbiIX CpoKaxX npoBeaeHus KJIMHN4YEeCKOro umccneaoBaHus
NeKapCcTBeHHOro npenapata anada MEANUUNHCKOIo nNnpuMeHEHUA,

9) konuto aoroBopa 06s3aTeNIbHOr0 CTPaxoBaHWUSA, 3aKMOUYEHHONO B COOTBETCTBUM C TUMOBbLIMU
npaBuiaMuM o06s3aTeNbHOr0 CTPaxoOBaHMS, C YKasaHMEM MpeaenbHOl YUC/IEHHOCTM MaUMEHTOB,
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ydyactBywwmnx B KJIMHUYECKOM WUCCNegoBaHUWM JNEKapCTBEHHONoO npenaparta Ana MeanumnHCKOro
npnMeHeHuns,;

10) nHdopMaLMIOo 0O COCTaBe JIEKAPCTBEHHOrO Npenaparta A9 MEANLMHCKOro NPUMEHEHUS;

11) AOKYMEHT, COCTaBJ/IEHHbIA NPOM3BOAUTENEM NIEKAPCTBEHHOrO npenaparta Ans MeaAnUMHCKOro
NPUMEHEHUS N coaepXXallnii nokasaTenu (XapakTepucTukKKn), a TakKXe CBeAeHUs O JieKapCTBEHHOM
npenapate Aans MeAULMHCKOrO MPUMEHEHUS, NPOU3BEAEHHOM A/ MNPOBEAEHUS KIIMHUYECKNX
nccnenoBaHum;

12) cBegeHnsa o gaTte npeaocrtaBneHUs U perMcTpauMoHHOM HOMepe SINLEH3MM Ha Npou3BOACTBO
NleKkapCcTBeHHbIX CPeACTB B C/y4dae, eC/M NMpon3BOACTBO JIEKAPCTBEHHOMO NpenapaTta OCyLlecTBaseTcs
B Poccuiickon ®epepaumn, unm cCBeaeHUs O paTe npeaocTtaBfieHUMs U perncTtpaumoHHOM HoMmepe
3aK/KYEHNS O COOTBETCTBUM MNPOU3BOAMTENS JIEKAPCTBEHHOro npenapaTta TpeboBaHUsIM MpaBui
Haanexallen NpousBOACTBEHHOW MPAKTUKU, MNPeAOCTaB/IEHHOrO YMOJIHOMOYEHHbIM OpPraHOM CTpaHbl
npousBoANTENSA JIeKapCTBEHHOIO npenapara.

(B pean. ®egepanbHbix 3akoHOB 0T 04.06.2018 N 140-03, o1 27.12.2019 N 478-03)

2.1. B cnyyae HenpeacTaBfeHUs C 3asBfieHMEM O Bblgadye paspeleHus Ha nposejeHune
KNIMHUYECKOro WUCcefoBaHUsa JieKapCTBEHHOrO npenapata  Ang  MeAUMUMHCKOro  NpUMeHeHUus
OOKYMeHTOB (cBeAeHui), noaTBepXAalwWwmx ynnaTy rocyAapCTBEHHOW MOWMHbI U YKa3aHHbIX B
NYHKTE 2 4acTu 2 HACTOSALWEN CTaTbW, a TakXe BblAaBaeMblX (MpefocTtaBaseMbiX) YNONHOMOYEHHbIMU
denepanbHbIMKM OpraHaMmm UCNOSHUTENIBHOMN BNacTU AOKYMEHTOB (CBeAeHUNn), yKas3aHHbIX B NyHKTe 12
yacTu 2 HacTosllWen CTaTbu, YMOJHOMOYEHHbIM denepanbHbIii OpraH UWCMONHUTENbLHON BNacTu
3arpawmBaeT yKasaHHble JOKYMEHTbl (CBeAeHUs) B NopsaKe MexBeAoMCTBEHHO0 MHMOPMAaUNOHHOIO
B3aMMOAEeNCTBUSA.

(4actb 2.1 BBegeHa denepanbHbiM 3aKOHOM OT 27.12.2019 N 478-®3)

3. B CpOK, He HpeBbIUJaFOLLLMVI naTn pa60qV|x OHEen co AHS NMPUHATUNA YKa3aHHOIo B MNYHKTE 1
YacTW 2 HACTOSALWEN CTaTbM 3a8BfEHNS N HEOBXOANMBbIX AOKYMEHTOB, YI'IOJ'IHOMOL-IeHHbIﬁ cbe,qepaanblﬁ
opraH MCNOTHUTENbHOMN BNacTu:

1) npoBOANT NMPOBEPKY MOJZIHOTbI N AOCTOBEPHOCTU CBe,D,EHVIVI, coaepXxawmnxcda B npeacraBiaeHHbIX
3adgaBuTeNEM AOKYMEHTAX;,

2) NpMHUMAaET peLleHne 0 NpoBeAEeHUN IKCNEPTU3bl LOKYMEHTOB AN MOSyYEeHUS paspelleHns Ha
npoBeAeHME  KJIMHMYECKOTrO WCCNeAoBaHWs JIeKapCTBEHHOro npenapata  ANsS  MeAULMHCKOro
NPUMEHEHUS U STUYECKOWN 3KCNepTM3bl UK 06 0TKa3le B NPOBEAEHUU YKa3aHHbIX 3KCNepTus;

3) yBeAOMNSieT B 3/1EKTPOHHOM ¢dopMe MM Ha 6yMaxXHOM HocuTesle 3asiBUTENS O MPUHSATOM
peleHnn NnMbo B ciyyae NpUHSATUS pelleHus 06 0TKase TakXe C yKasaHWeM NMpuYMH Takoro oTkasa;

4) noaroTaB/IMBAET MU HaMpPaBAAET B 3KCNEPTHOE y4dpexaeHMeE N COBET MO 3TUKE 3adaHME Ha
npoBegeHne COOTBETCTBYHOLNX IKCNEPTUS.

4. B cny4yae BbIsiBJIEHWS HEMONHOTbl U (MAK) HEAOCTOBEPHOCTM MHMOPMaLUUN, COAEPIKALLENCS B
npeacTaB/ieHHbIX 3asiBUTENEM OOKYMEHTaX, YNOJIHOMOYEHHbIN (efepanbHblil OpraH MCNOSTHUTENbHOWM
B/IAaCTWU HaNpas/IeT 3asBUTENO 3anpoc 06 YTOYHEHMM YKa3aHHOW WMHdopMaumu. [aHHbIA 3anpoc
MOXeT ObITb nepedaH YMNOJIHOMOYEHHOMY TMpeACTaBUTENO 3asiBUTENs JIMYHO MOA  pacnucky,
HanpaeleH MO NOoYTe 3aka3HbiIM TMWUCbMOM WM nNepefaH B  3/IEKTPOHHOM  ¢opMe Mo
TE/IEKOMMYHMKAUMOHHbIM KaHanam cBa3uM. B cnyyae HanpaBneHus AaHHOro 3anpoca no nouyTe
3aKasHbiM MUCbMOM OH CYMTAETCS MOJSIYYEHHbIM MO WCTEYEHWM LECTU AHEeN C AaTbl HamnpaBneHus
3aKkasHoro nucbMa. 3asBuTenb 06a3aH nNpeacTaBUMTb OTBET HA 3anpoc  YNOJHOMOYEHHOro
denepanbHOro opraHa MCNONHUTENBLHOW BNAcTU B CPOK, HE MpeBbllalowmn AeBssHOCTa paboumx agHen
CO AHA ero nony4denust. Cpok, yKasaHHbI B YacTu 3 HacTosAwelh CcTaTbu, NPUOCTAaHABAINBAETCSA CO AHSA
HanpasneHnsa 3asBUTENIO 3anpoca YNoJHOMOYeHHOro deaepasbHOro opraHa UCNOMHUTENbHON BacTu
A0 [HS MONyyYeHUs MM COOTBETCTBYHOLLEro OTBeTa M He Y4uUTbiBAeTCs MNpU MCUYUCNEHUM CpOKa
NPUHATUSA  YMNONHOMOYEHHbIM  deaepasibHbiIM  OpPraHOM  WCMONHUTENbHOM BAACTU  pelleHuss o
npoBeAeHMN SKCMepTu3bl AOKYMEHTOB AN MOJIlydeHUs paspelleHMs Ha npoBeAeHUe KIMHUYECKOro
nccnenoBaHUs NeKapcTBEHHOro npenapaTa Ans MeAUUUMHCKOro NpMMeHeHus.

5. OcHoBaHMeM ans oTkasa B npoBeaeHNN 3KCNEPTU3bl AOKYMEHTOB A4 NOJIYYEHUNA pa3peLlleHns
Ha npoBeaeHNE KIJIMHUYECKOIro MuccneaoBaHmda nNeKapCTBEHHONoO npenapata Aand MEAUMUMHCKOro
NMPUMEHEHNA U 3TUYECKOWN SKCNEPTU3bl ABNAETCA NpeactaB/ieHNneE AOKYMEHTOB, MNPEAYCMOTPEHHbLIX
YacTblo 2 HacTosILLEN CTatbn, B HEMOJIHOM O6'beMe, HEenpeactaBleHNeE 3adBUTENEM B YCTaHOBﬂeHHbIVI
CPOK OTBETA Ha YKaSaHHbIVI B YacTW 4 HacCTosIWEN CTaTbu 3anpocC yrnojiHOMOYEHHOIo d)en,epaanoro
OopraHa MCNOJIHUTENbHOM BNacTn nubo OTCYTCTBMUE B NpeactaBJ/iIiEHHbIX AOKYMEHTAX UCHEPNbIBAKOLWEIo
nepeyHs Heobxoanmon VIH(bOpMaLl,VIVI nn MHCI)OpMaLI,MM, KOTOpasa AOJIXKHa 6bITb OTpaXeHa B HUX, a
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TakKXxe OTCYyTCTBMe WHdopMaumu, noATBepXAawouwen dakT ynnaaTtbl rocyfapCTBEHHOW NOLWJAWHBLL 3a
npoBefeHne 3TUYECKOW 3KCNepTU3bl, 3KCMepTU3bl AOKYMEHTOB Ha JfleKapCTBEHHbIM npenapaTt Ans
NoSly4YeHUs paspelleHns Ha MpoBeAeHne KIMHMYECKOro WUCCNefoBaHUs NeKapCcTBEHHOro rnpenaparta
AN MeAWUMHCKOro TMpUMEHEeHUs, 3@ BblAayy paspeleHns Ha npoBeaeHne  KIAMHUYECKOro
nccnenoBaHUs NEKapCTBEHHOrO npenapaTta  Ans MeAUUMHCKOro MNpUMEHEeHWs, 3a npoBeaeHune
SKCNepTu3bl AOKYMEHTOB Ha NIeKapCTBEHHbIN npenapaT AN NOoNyYeHUs pa3pelleHus Ha nposeaeHue
MeXAYHapoAHOr0 MHOMOLEHTPOBOrO K/MHUYECKOro WMCCNefoBaHUs NeKapCTBEHHOro rnpenaparta Ans
MeAVUUMHCKOro MpUMMEHEeHUs, 3a BblAadyy paspeleHns Ha npoBeAeHne  MexXxAyHapoAHOro
MHOMOLEHTPOBOr0 K/IMHUYECKOro WCCeA0OBaHUSA NeKapCTBEHHOro npenapaTta Ans MeauUMHCKOro
NpUMeHeHUs, 3a npoBeAeHne 3TUYECKON 3KCNepTu3bl, dKCNepTU3bl AOKYMEHTOB Ha JIEKAPCTBEHHbIN
npenapaTt 408 MOMydYeHUa paspelleHnMs Ha npoBefeHue NOCTPEerncTpaunoHHOro KIMHUYECKOro
nccnenoBaHMs nekapCTBEHHOrO npenaparta 418 MeguMuMHCKOro NpuMeHeHUs, 3a Bblaadvy paspelleHus
Ha npoBeAeHMe MOCTPerncTpaumMoHHOro KAMHMYECKOro uccnefoBaHUs JfieKapCTBEHHOro npenapara
AN MeAULMHCKOro NpUMEHeHus.

6. [lpoBeaeHne 3KCNepTM3bl AOKYMEHTOB ANs MOJIy4YeHUs pas3pelleHnss Ha nposeneHue
K/IMHNYECKOro MnccneaoBaHMs NeKapCcTBEHHOro npenapata Angd MeguuMHCKOro rpuMeHeHus u
3TUYECKOWN 3KCMepTu3bl, COCTaB/IEHME KOMWUCCUEWN 3SKCMEPTOB M COBETOM MO 3TUKE 3aKJIKOYEHUI O
BO3MOXHOCTU UM HEBO3MOXHOCTWU MPOBEAEHNS] TaKOro KJIMHMYECKOro nccnegoBaHns M HanpasiieHue
3TUX  3aKJ/IIOYEHUIA B YMNOJSIHOMOYEHHbI  deaepanbHbin  OpraH  WUCMONHUTENbHOM  BAacTu
OCYLLECTBNAKTCS B CPOK, HE MpeBbIWAOWMA TpMaLaTh pabounx aHen co AHS NOSYYEHUS SKCNEPTHLIM
yuypexaeHmeMm 3adaHuss ynosHOMOYeHHOro denepasbHOro opraHa WCMONMHUTENbHON BNactn cC
NPUNOXEHNEM [AOKYMEHTOB, YKa3aHHbIX B MyHKTax 3, 4, 10 n 11 yactm 2 HacTosiWen CcTaTtbW, U
COBETOM MO 3TUKE 3afaHWUs YMOJIHOMOYEHHOro deaepanbHOro opraHa MCNOAHUTENLHOM BAAacTU C
NPUIOXEHNEM AOKYMEHTOB, YKa3aHHbIX B NyHKTax 3 - 6, 8 1 9 4acTn 2 HacTosLLeN CTaTbu.

7. B cpok, He npeBbillatloWwmii NATU paboumx AHEN CO AHSA MONYUYEHUS 3aKHOYEHUN, YKA3aHHbIX B
yacTn 6 HaCToSILLEN CTaTbW, YNO/THOMOYEHHbIN deaepanbHbli OpraH UCNOMHUTENLHOM BNacTu:

1) ocyllecTBnseT OLEHKY MOCTYNMBLUMX 3aK/OYeHWd ANns onpeaenieHns MX COOTBETCTBUS
3a4aH1SM Ha NpoBefeHME COOTBETCTBYIOLWMX IKCNEPTU3;

2) NpUHMMAET pELUEHME O BblAaye paspeLleHUs Ha MNPOBEAEHME KIIMHMUYECKOro WCCNeAoBaHus
NIeKapCTBEHHOro npenapaTa A8 MeAWLUHCKOro MPUMEHEHUS UM 06 OTKase B BblAaye YKa3aHHOro
paspeLleHus;

3) BblgaeT pa3peleHne Ha npoBeAeHME KJIMHMYECKOro WCCeA0BaHUA JIEKApPCTBEHHOIO
npenapata Aans MeAMUMHCKOro TMPUMEHEHMS WM pelleHne 06 OTKa3e B BblAavye YKa3aHHOro
paspelleHns C yKaszaHMeM NpUUYKH OTKasa.

8. OcHOBaHMEM A1 0TKa3a B BblAaye paspelleHnst Ha NpoBeAeHNEe KIMHUYECKOr0 UCCnenoBaHm s
JNIEKapCTBEHHOro npenapaTta Ass MeAUMUMHCKOrO TMPUMEHEHUS SABASETCA Haluune 3akKIuYeHus
KOMMUCCUWN SKCMEPTOB UMM 3aK/TIOYEHUS COBETA MO 3TUKE O HEBO3MOXHOCTU NMPOBEAEHUS KITMHUYECKOIO
NCCNefoBaHUA JNeKapCTBEHHOro npenapaTta Afs MeAWUMHCKOro TMPUMEHEHMS MO pes3ysibTaTaM
NpoBeAEHHbIX 3KCMNepPTU3, NPeAyCMOTPEHHbIX YacTblo 6 HAcTosALWEN CTaTby.

9. PeweHne 06 oTkase B NPOBEAEHUWN SKCMEPTU3bl JOKYMEHTOB A/l MOJIyYEHUS pa3peLlleHnst Ha
NpoBeAeHME  KJIIMHMYECKOrO WCCNeAoBaHWs JIeKapCTBEHHOro npenapata AN  MeAULMHCKOro
NPUMEHEHUSI N 3TUYECKOW IKCMEepTU3bl M B Bblhaye paspelleHUs Ha MNpoBeAeHne KJIMHWUYECKOro
nccnenoBaHUsl eKkapcTBEHHOMO npenapaTta Anas MeAMUUHCKOro NpUMEHEHUSE MOXET 6bITb 06kanoBaHo
B NopsiAke, YCTaHOBMIEHHOM 3aKoHOAaTeNbCTBOM Poccuiickon deaepauni.

Cratbs 39.1. OTMYecKas 3KcnepTmsa
(BBeaeHa denepasnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

1. 3Tunyeckas 3KcneptMsa MpoOBOAUTCA COBETOM MO 3TWUKE, CO3A4aHHbIM B NOpPSAKE,
YCTQHOBJ/IEHHOM YMNO/IHOMOYEHHbIM dhesepanbHbiM OPraHoM UCHOSIHUTENBHOW BNACTU, B LENSX BblAauu
3aKa4deHuns 06 sTnyeckor 060CHOBAHHOCTM BO3MOXHOCTU MPOBEAEHNS KITMHUYECKOrO UCCneaoBaHus
JIEKapCTBEHHOrO NpenapaTa A1 MeAULIMHCKOrO NMPUMEHEHMUS.

2. DKcnepTamMu coBeTa MO 3TMKE MOryT O6biTb NpeacTaBuUTENIM MEAMUMHCKUX OpraHusauun,
Hay4HbIX oOpraHusaumii, obpasoBaTefNibHbIX OpraHM3auun Bbicwero o6pa3oBaHus, a TakKXe
npeacraBuTeNnn OOLWECTBEHHbIX OpraHuM3auuin, pPeMrmMo3HbiX OpraHusaumih M CpeacTts MacCoBOM
nHpopMauum. [aHHble 3KCNepTbl He [O/MKHbl  HAXoAUTbCA B KaKoOW-1nMb6o 3aBMCUMMOCTM  OT
Pa3paboTuMKOB JIEKAPCTBEHHbIX MpenapaToB M APYruX /v, 3aMHTEPECOBAHHbLIX B pe3ynbTaTtax
3TMYECKOWN 3KCNEPTM3bI.
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3. Onnata ycnyr 3KCNepToB COBETa MO 3TMKE OCYLeCTBASeTCSs Ha OCHOBaHMWM [0roBopa,
3aKJIIDYEHHOro Mexay YNoSIHOMOYEHHbIM (eaepasibHbiM OPraHOM MCMNONHUTENbHOW BNACTU, KOTOPbIM
CO34aH COBET MO 3TUKE, M IKCNepTOM coBeTa MO 3TUKe, 3a c4yeT OHAXEeTHbIX aCCUrHOBaHWM,
NpeayCcMOTPEHHbIX YMOJIHOMOYEHHOMY deaepanbHOMY OpraHy MWCNOSHUTENbHON BNAcTU, KOTOPbIM
CO3aH COBET MO 3TUKe, B (denepanbHOM 6rO0AXETE Ha COOTBETCTBYHWOLWMI rogd Ha obecredyeHme ero
AesATeNbHOCTWN, B pasMepax, yCTaHOBMNeHHbIX MNpaBuTenbcTBoM Poccuiickon denepauunm.

4. DKcnepTbl cOBeTa MO 3TUKE HEeCyT OTBETCTBEHHOCTb B COOTBETCTBMWM C 3aKOHOAATENIbCTBOM
Poccuinckon dGepepaunm.

5. CocTtaB coBeTa MO 3TUKe, [MoJoXeHne o6 3TOM COBETe, MNOpPAAOK €ero AeATeNbHOCTH,
TpeboBaHnA K KBanuduKkaumMm n onbiTy paboTbl MO 3KCNEPTHOW OLEHKE Hay4YHbIX, MEAULIMHCKUX WU
3TUYECKUX ACMEKTOB K/MHUYECKUX WCCNENOBaHWIA NEKapCTBEHHbIX MPeEnapaTtoB ANA MeAULMHCKOro
NPUMEHEHUNSA, NpeabaABNAEMble K 3KCNepTaM COBETa MO 3TUKe, MOPANOK OpraHM3auuMm U NMpoBeAeHUSN
3TUYECKON 3KCMepTu3bl, hopMa 3aK/UYEHUA COBETA MO 3TMKE YCTAHABMIMBAKTCA YMOJHOMOYEHHbIM
denepanbHbIM OpraHoM UCMOIHUTENBHOW BNACTU. YMCNo NpeacTaBUTeNeil MeaMLUNHCKNX opraHn3aumi
He MOXET NpeBbIlWaTb MOJIOBUHY OT 06LLEr0 YNC/Ia SKCMEPTOB COBETA MO 3TUKE.

6. MHdopMaumnsa o cocTtaBe coBeTa MO 3TMKE, MaHax ero paboTbl U TeKyllehn AesaTeNbHOCTU
pa3MeLlaeTcs Ha oduuManbHOM canTe YMNO/JHOMOYEHHOro deaepanbHOro opraHa WCMNOJIHUTENbHOM
Bnactu B cetn "MHTepHeT" B YCTAHOBNEHHOM UM MOpsaaKe.

Cratbsa 40. np0BeAEHMe KJIMHNYeCKOro mccsieqoBaHumAa neKkapCcrBeHHoOro npenaparta aonsg
MeaAULIMHCKOro npmMeHeHus

1. PykoBoauTenb MeAMUMHCKOW OpraHusaumu, KoTopas NpoBOAUT KMHMYECKOoEe unccnegoBaHue
NleKapCTBEHHOro npenapata And MeaAuUMHCKOro MpUMMEHEeHMs, Ha3Ha4vaeT uccrenosaTens,
OTBETCTBEHHOr0 3a MNpoBeAeHWe TaKoro WUCCAedoBaHMA W UMelolero nedebHyl cneunanbHOCTb,
COOTBETCTBYIOLLYIO MPOBOAMMOMY K/IMHUYECKOMY WCCenoBaHUIO NeKapCTBEHHOro mnpenaparta, co
cTaxeM paboTbl MO nNporpaMMaM KAMHUYECKMX MUCCNefoBaHWN NleKapCTBEHHbIX NpenapaTtoB He MeHee
yemM TpM roga W MO ero npensoXKeHWD Ha3HadaeT couccnegoBaTesien U3 4ucia Bpaden 3TOM
MeAMUMHCKOWN OpraHu3aumm.

(B pean. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2. NccneposaTtenb OCYLLUECTBNAET Bbl60p naunMeHToB, KOTOpble NMo MeANMUMHCKUM MOKa3aHUAM
MOTyT 6bITb npuBAE€YEHbl K y4aCTunio B KJIMHNYECKOM UCCNEAOBAHUN NEKAPCTBEHHOIO npenaparta Ans
MEANUNHCKOIo nNpnMeHeHun4.

3. MWccnepoBatenb W couccnegoBaTenM  AO/DKHbI  6bITb  O3HAKOMJIEHbl C pesynbTaTaMu
AOKJTMHNYECKOIro nccecneanosaHmA NeKapCcTBEHHOIO CcpeacTtea, coaep>XawmmMuncs B 6p0Lurope
nccecneanoBsaTtesid, NpPoeEKTOM NMPOTOKOJ1a KIIMHUYECKOIro nccneaoBaHAa neKapCTtBEHHOO npenaparta Aand
MEANUMNHCKOIo npnMeHeHm4, paBDaGOTaHHbIM pa3pa60TqV||<0M NeKapCcTtBeHHOro npenaparta Uwin NHbIM
ropngnyeckmMm nmuoMm, npuBaeKaeMbiM K OpraHmsaunm npoBeaeHna KIWMHUYECKOro WmcCienoBaHus
NeKapCcTBeHHOro npenaparta Aana MEAMUMHCKOro npuMEHEHUdA, n ApyrmMn ™MatepmasiaMn TaKoro
nccneaoBsaHumA.

3.1. PykoBoauTenb MeAULMHCKON OpraHmM3aumm B CPOK, HE MpeBbillarowmin Tpex pabounx aHen
CO [HS Hayana npoBeAeHUs KIAWMHWMYECKOro WCCcnefoBaHMs JieKapCTBEHHOrO npenapaTta  Ans
MEeAWMUMHCKOro nMpUMEHeHnsi, coobuwaer o6 3TOM B YMOJIHOMOYEHHbLIN deaepanbHbli  OpraH
WCNOSIHNUTENBbHOM BNacTW, BbIAABLWMWI pa3pelleHne Ha nNpoBeAeHMe TakKoro uccneaoBaHus, Mo
yCTaHOBNEHHOW UM dhopme.
(vyactb 3.1 BBeseHa ®enepanbHbIM 3aKOHOM OT 29.11.2010 N 313-93)

4. OpraHusaumu, OCYLLECTBMSOWME OpraHmM3aumio NpoBeAeHUS KIIMHUYECKOro MccneaoBaHus
JIeEKapCTBEHHOro npenapaTta Ans MeAMUMHCKOro MPUMEHEHUS UM yKasaHHble B 4Yactn 3 cTtatbu 38
HacTosiwero ®denepanbHOro 3akoHa, B Ciydyae HeobXogMMOCTUM BHECEHUS U3MEHEHWI B MPOTOKOJ
KJIMHMYECKOro nccnefoBaHns nekapCTBEHHOro npenapaTta Ans MeauumMHCKOro npuMeHeHus coobwatoT
06 3TOM B YMNO/IHOMOYEHHbIN deaepanbHbiin OpraH UCMONIHUTENBHOW BNAacTW, BblAaBLUMIA pa3pelleHne
Ha npoBeAeHmne Takoro nccnegoBaHms, No yCTaHOBNEHHON UM dopMe.

(B pean. ®egepanbHoro 3akoHa ot 11.10.2010 N 271-®3)

4.1. ®opMa coOb6WEHNS O BHECEHUMU W3MEHEHUI B MNPOTOKON KJIMHUMYECKOrO0 WCCeAoBaHus
JNIEKapCTBEHHOro npenapata Ass8 MeOuMUMHCKOro TMpUMEHEHMS [OJ/KHA codepXaTb creaytolmne
cBefeHusa:

1) HanMEHOBaAHUE, M,D,eHTMd)MKaLI,MOHHbIﬁ HOMEpP n AaTa NMpoTOKO/a KITNMHNYECKOIo
nccecneanoBsaHum4,
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2) pata BHeCeHUs U3MeHeHU B NPOTOKOA KIIMHNYECKOro nccnegoBaHus;

3) HanMeHOBaAHNE N MECTO HAXOXAEHUA 3aABUTENA,

4) HanMeHOBaHWe opraHM3auun, NpPUMBEYEHHONW pa3paboTuMKOM IeKapCTBEHHOro npenaparta K
opraHusauum nNpoBeAeHNs KIIMHMYECKOro nccnenoBaHns (Npy Hanmuum);

5) HanMeHOBaAHNUA N MEeCTa HaXOoXAEHUA MEeANUUNHCKUX OpFaHMBaLLMVI, B KOTOPbIX MpOBOANTCA
KIMHMn4ecKoe nccnegoBsaHue,

6) OaTa Bblgayn paspelleHuss Ha NpoBeAeHMe KIMHWMYECKOro uccnenoBaHUs M HOMep 3TOoro
pa3peLueHuns;

7) N3MEHEHUS, BHOCUMbIE B MPOTOKOJT KIIMHUYECKOI0 NCCNefoBaHUs.
(4actb 4.1 BBegeHa ®egepanbHbiM 3aKOHOM OT 11.10.2010 N 271-®3)

5. B cpoK, He npesBbilWatowmi Tpnauatu pabouynx agHenm co AHA NONy4YeHUs yKasaHHOro B Yactu 4
HacTosiwen CcTaTbM coobuweHuns, YNOSIHOMOYEHHbLIN deaepanbHbIi OopraH WCMOSIHUTENbHOM BNAacCTU
paccMmaTpuBaeT 3TO coobuleHne B YCTAaHOBSIEHHOM MM MOpaAKE M NMPUHMMAeET pelleHne O BHECEHUM
M3MEHEHM B NMPOTOKON KJIMHNYECKOro MCCAeaoBaHMs NeKapCTBEHHOro npenapaTa A1 MegmumHCKOro
npuMeHeHns unn o6 oTKasze BO BHECEHUW TakKUX WU3MeHeHun. [pu paccMoTpeHun cooblieHns o
HEeO6XOAMMOCTM BHECEHUSA M3MEHEHWI B MNPOTOKOJ K/IMHWUYECKOro WCCeaoBaHUs NeKapCTBEHHOMO
npenapata An9 MEeAUUMHCKOro TMpMMEHEHUS B Lensx oueHkM O060CHOBAHHOCTM npeanaraemMbix
U3MEHEHUI M onpeaeneHns CTeENeHU puUcka 479 NauWMEeHTOB, MPUHUMAOWKUX yYacTue B KIIMHUYECKUX
nccrnenoBaHMsX, YMNOJIHOMOYEHHbIM  dedepanbHbiM  OpPraHOM  MCMNOSIHUTENbHOW  BMAacTM  MOryT
npuBAeKaTbCs 3KCNepTbl COBETA MO 3TUKE.

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

6. KnuHuyeckoe wuccnefoBaHue nekapCTBEHHOro rnpenaparta Anas MeguMUMHCKOro npuMeHeHus
MOXeT 6bITb MPUOCTAHOBNEHO WM MpPEKpaLWEHO, ecn B npouecce ero nposeaeHus obHapyKeHa
OMACHOCTb AN >XW3HW, 340pOBbSA MauMeHToB. B criydae BO3HWUKHOBEHUSA OMACHOCTU AN XWU3HWU,
340pOBbS MauMeHTa, y4yacTBYIOWEro B KIMHUYECKOM UCCNefoBaHUM NeKapCTBEHHOro npenaparta Ang
MeJNUNHCKOrO MpUMeHeHUs, uccnegosaTtenn obsgsaHbl npovHdopMupoBaTb 06 3TOM pykoBoauTeNs
MeJWUMHCKOW oOpraHusaumm wn opraHusaumio, rMoNy4ymMBLIYO pa3pelleHne  YrosHOMOYEHHOro
denepanbHOro opraHa WCMNONHUTENbHOM BNACTU Ha OpraHuM3auuMio NpPOBEeAEeHUS KIMHWUYECKOro
nccnenoBaHUs  NIeKapCTBEHHOro  npenapata.  PeweHne 0 NPUOCTaHOBMIEHUUM  KITIMHWUYECKOro
nccnenoBaHUs  NIeKapCTBEHHOro  npenapata  And  MeAMUMHCKOro  MPUMEHEHUS  MpUHUMatoT
pyKoBOAUTENb MeAVLUMHCKOM oOpraHusaumm u (Mau) opraHmsaums, nosy4ymBlIas pa3spelleHue
YNOSIHOMOYEHHOro eaepanbHOro opraHa MWCNONHUTENbHOW BMacTU Ha OpraHu3auuvio npoBeaeHus
KJIMHWYECKOro UCCnefoBaHUs NekapCTBEHHOrO npenapaTta Ans MeAuUMHCKOro NpUMEHEHUs, pelleHne
O npeKpaweHnn Takoro WCCNefoBaHUSA MNpPUHMMAET YMNOJIHOMOYEHHbIM deaepanbHbli  opraH
WCNOSIHUTENIbHOM BflaCTM Ha OCHOBaHMM coobuweHns B TMUCbMEHHON ¢QopMe pyKoBOAMTENS
MeOMUMHCKOW OpraHm3aumMm WAmM opraHusauus, nosyuduBlUasl paspelleHne  YrnoJHOMOYEHHOro
denepanbHOro opraHa MWCMNOMHUTENbHON BNACTW Ha OpraHusauumio MnpoBeAeHUs  KIMHUYECKOro
nccneaoBaHMs NekapcTBEHHOro npenaparta A9 MeaAULMHCKOro NpuMeHeHus.

7. B cpok, He npeBblWwaowWwnii NSTM pabouynx AHEN CO AHS 3aBepLUEHUS, MPUOCTAHOBIEHUS UK
NpeKkpalleHnss KIWMHWUYECKOro WccnenoBaHUs JIeKapCTBEHHOro npenapata  Ans  MeauMuMHCKOro
npMMeHeHuns, coobueHne o6 3ToOM HanpaBAsieTCs OpraHM3aumsaMu, yKasaHHbIMM B YacTu 3 ctaTbu 38
HacTosiwero ®egepanbHOro 3akoHa, B YMOJIHOMOYEHHbIN denepanbHbiii OpraH WCNOJIHUTENbHOM
BJIaCTM NO yCTaHOBJIEHHOW UM dopmMe.

8. ®opma cooblieHNss O 3aBeplUeHMU, MNPUOCTAHOBIEHUN WN NpPeKpalleHUn KIMHUYECKOro
nccnenoBaHUsl NeKapCcTBEHHOMO npenapaTa A/ MeAMUMHCKOro NpUMeHeHUs 4oXKHa coaepXkaThb:

1) nHdopmMaunio 0 MEANLIMHCKOW OpraHu3aunm Unm MeANLUMHCKUX OpraHn3aumsax, NpoBoAMBLIMX
JaHHOe nccnenoBaHue;

2) onvcaHue AaHHOro0 UCCeAOBaHUS;

3) maHHble uccnegosaTtensa (dbamunnsa, Msa, oT4eCTBO, MecTo paboTbl, 3aHMMaeMas AOJIXKHOCTb,
cneuuanbHOCTb, CTaXx paboTbl MO nporpaMMaM KJIMHUYECKUX WCCNeAOBaHUI NEeKapCTBEHHbIX
npenapaToB, MepedyeHb KAMHUYECKUX WCCNeaoBaHWM NeKapCTBEHHbIX MNpenapaToB, B KOTOPbIX OH
npuUHMMan yyactme (nepmoabl y4acTus) B Ka4ecTBe UccnegoBaTtens unm conccnenosartens);

(B pen. ®egepanbHoro 3akoHa ot 11.10.2010 N 271-®3)

4) pe3ynbTaT [AaHHOro uccneaoBaHusa (3aBeplueHWe, MNPUOCTAHOBNEHME WM MpeKpalleHue
[IaHHOr0 WCCNEeNOBAHUA C YKA3aHUMEM UX MPUUYUH M BIIUSAHUA HA OLEHKY €ro pe3ynbTaToB, 061y
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OLEHKY pUCKa M OXUAAEMOW MNOMb3bl OT MPUMEHEHWUA UCCefyeMOoro feKapCcTBEHHOro npenaparta, a
TakKxe npegnonaraemsle ganbHeNWNe AENCTBUSA).

8.1. Mpwn BbiIsBNEHUM deaepanbHbiM OpPraHoM WCNONHUTENbHOM BacTu, OCYLECTBASIOWMM
(GYyHKUMM MO KOHTPO/IO M HaA30py B cdepe 34paBOOXPaHEHMS, HapyleHWr NpaBua Hagsexallemn
KJIMHNYECKON NMpaKTUKM Npu NMpoBeaeHNN KIIMHUYECKOro UCCNefoBaHMS IeKapCTBEHHOro npenapata,
BAUSIOWNX HA MNOSIHOTY M (MNKM) AOCTOBEPHOCTb AAHHOIMO K/MHUYECKOro MCCNefoBaHUs, yKa3aHHbIN
denepanbHbin  OpraH  MCMONHUTENbHOM  BfacTM  MPUOCTaAHaB/AMBAET NpoBeAeHMe  AAaHHOro
KJIMHNYECKOro UccnefoBaHns U BbIHOCUT MeAMLMHCKOM OpraHm3aunm, B KOTOPOM NpOBOAUTCS AaHHOEe
KJIMHWYEeCKoe wuccnefoBaHue, npeanucaHne o6 yCTpaHeHUMW BbISIB/IEHHbIX HapyweHun. [pwm
HeyCTpaHeHUNn MeAUUMHCKOMW oOpraHm3aumen BbISIBAIEHHbIX HapyweHWA B YCTAHOBJMIEHHbIA B
npeanMcaHmMn CPoK yKasaHHbIN eaepasibHbii OpraH UCNOJIHUTENbHOW BAACTU NMPUHUMAET peLleHne o
npeKkpalleHn NpoBeAeHUs KIIMHUYECKOro nccnefoBaHns NekapCTBEHHOMO npenaparta u HanpasnsieT B
denepancHblii OpraH WCMOSHUTEIbHOW  BJIACTW, OCYLUECTBASKOWWMA  (QYHKUMM No BbipaboTke W
peanus3aumu rocyaapCTBEHHOM MNOJIMTUKM W  HOPMATUBHO-MPaBOBOMY peryimpoBaHuio B cdepe
30paBOOXPaHEHUS, 3aK/l4YeHne O BbISIBIEGHUW MpU  MNPOBEAEHUW  [AHHOr0  KJIMHWUYECKOro
NCCcNneaoBaHNs HapyLlleHUA NpaBu HaaNeXawen KIMHUYECKON NpaKTUKN ANSA NPUHATUS pelueHns ob
OTMEHe pa3pelleHnss Ha OpraHuMsaumio NpoBefAeHUs AAHHOrM0 KJAMHUYECKOro uccnegoBaHus C AaTthl
NPUHATUSA peLleHMs O NPUOCTAHOBNEHNM MPOBEAEHUS KIIMHUYECKOro MCCneaoBaHUsS NEeKapCTBEHHOMO
npenapara.

(vactb 8.1 B pea. ®eagepanbHoro 3akoHa ot 13.07.2015 N 241-®3)

9. YnNONHOMOYeHHbIn deaepanbHbIA  OpraH WCNOMHUTENbHON Bnactu onybnukoBbiBaeT U
pa3sMewaeTr Ha cBoeM oduunmanbHOM cante B cetn "NHTepHeTr" coobuwieHMe O 3aBepLUeHuy,
NPMOCTAHOBNEHNN UNU NpeKpaLEHNN KITMHUYECKOro UCCneaoBaHUsa NeKapCTBEHHOrO npenapaTa ans
MeAVLMHCKOro NMpUMEHEHUS B CPOK, HE MpeBbIWAWMA NATN pabounx AHEN CO AHA ero noayvyeHus, B
YCTaHOBJ/IEHHOM UM MopsigkKe.

10. YnonHoMo4eHHbIn deaepanbHbli opraH WUCMNOSHUTENbHOW BNacTU OCyLWeCcTBMsSeT BedeHue
peectpa wuccnegosaTenen, MNpoBOAAWMX  UAM  NPOBOAMBLUMX  KJIMHUYECKWE  uUccnenoBaHus
NleKkapCTBEHHbIX NpenapaToB AN9 MeAULMHCKOro NpUMEHeHUs, B COOTBETCTBUU C YTBEPXAEHHBIMU UM
npasujamum 1 pasMeLllaeT ero Ha ceoeMm odpuumanbHoOM cante B cet "MHTepHeT" B YCTAHOBNEHHOM UM
nopsaake. YKasaHHbll peecTp CcoaepXuT uHdopMauuo, npeayCMOTPEHHY NYyHKTOM 3 4actu 8
HaCTosALWEN CTaTbu.

11. Ot4yer 0 pe3ynbTaTax KIANMHUYECKOro MWCCenoBaHUS JlIeKapCTBEHHOro npenapata Aans
MEeAMUMHCKOro MNpPUMEHEHUS COCTaBNSETCA oOpraHuM3aumen, yKasaHHoOM B 4Yactm 3 cratbun 38
HacTosiwero ®eaepanbHOr0 3aKOHa, Ha OCHOBAHWUW 3aKOUYEHUI MeOUUMHCKUMX OpraHm3aunn,
NnpoBOAMBLLUNX 3TO MUCCeaoBaHMe, W NpPeacTaBnseTcs B YMOJIHOMOYEHHbIN denepanbHbl OpraH
WUCMOSIHUTENbHOW BMacTW, BblAABLUMI pa3pelleHne Ha npoBeaeHMe 3TOro UCCnefoBaHusl, B CPOK, He
npesBbilWaoWmMi Tpex MecsueB CO AHS ero 3aBeplueHusi, NPUOCTaHOBMIEHUS WAWM NpeKpalweHus, B
nopsiake, yCTaHOBMIEHHOM YMNO/HOMOYEHHbIM (befgepanbHbIM OpraHoM UCNOAHUTENbHOM BNACTWU.

12. HapyweHue npaBua Haanexalwen KIANHMYECKOW NpakTukn, danbcndukaums pesynbTaToB
KJIMHUYECKOro uccnegoBaHus ekapCTBEHHOro npenaparta Ansgd MeamuMHCKOro NpuMeHeHns BAeKyT 3a
Ccoboli OTBETCTBEHHOCTb B COOTBETCTBMU C 3aKOHOAATENbCTBOM Poccuinckon degepaumu.

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

13. MNpu npoBeaeHUM KJAWMHUYECKOrO WUCCNefOoBaHUs JfleKapCTBEHHOro npenapaTta Ans
MEeANLUMHCKOro NpuUMeHeHUsa AonycKaeTcs 3abop y naunmeHToB buonormyeckmx matepumanoB (obpasubl
bnonornyeckmnx XuMOKOCTeW, TKaHel, CeKpeToB W MNpPOAYKTOB XMU3HeaesaTeNbHOCTM 4JesloBeka,
bun3nonorMyecknx nU naTtonormyeckux BblAeNeHWN, Ma3KoB, COCKOB60B, CMbIBOB, MUKPOOPraHM3MOB,
buoncurHbln Matepuan) Ans ux umlydeHms B Poccuinckon degepaummn u (Mam) 3a npegenamu
Poccuinckoinn depepaunm.

(B pea. ®enepanbHOro 3akoHa o1 22.12.2014 N 429-03)

14. Nopsaaok BBo3a B Poccuiickyo degepaumio n BbiBO3a 3a npegensl Poccuinckon denepauunn
buonormyeckux MaTepuanoB, TMOJIyYEeHHbIX MNpU  NPOBEAEHUN  KIIMHUYECKOro  WUCCeAOBaHUS
NleKkapCTBEHHOro npenapata Ans MeAMUMHCKOro NpUMeHeHus, ycTaHaBnueaeTcs [lpaBUTeNbCTBOM
Poccuinckon denepauunn.

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

Cratba 41. [JoroBop O NpoBeAE€HUMU KJIMHUYECKOro uccsieqoBaHUA JieKapCTBEHHOro
npenapata o MeguLunHCKOro npmMeHeHums
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1. KnuMHu4yeckoe wuccnepnoBaHWe neKapCTBEHHOrO npenapaTta AN MeAWLMHCKOro MpUMeHeHUs
NpoBOAWUTCS B COOTBETCTBMM C [AOFOBOPOM O MPOBEAEHMWU  KJIMHUMYECKOro  MCCefoBaHuUs
NleKapCTBEHHOro npenapaTta Afs MeAULMHCKOrO MPUMEHEHUS, 3aK/IloYaeMbiM MeXay OpraHu3auuen,
MoJlyyMBLUEN pa3pelleHne YMNOoJIHOMOYEeHHOro deaepanbHOro opraHa WCMOMHUTENbHON BRacTU Ha
opraHuMsauuto NpoBeAeHUS TaKOro UCCNefoBaHUs, U MEAMLNHCKON OpraHM3aumen, ocyLecTBAsowel
npoBeAeHMEe TaKoro UccienoBaHus.

2. ﬂ,OFOBOp O npoBegeHUn KIIMHUYECKOIro wumccienaoBaHna nNeKapCTBEHHONO npenaparta And
MeANUMNHCKOIro npnMeHeHnd AO0JIKEH coAepXaTb:

1) yCnoBuda U Cpokum nposeaeHna AaHHOIro nccneaoBaHuA,

2) onpepeneHne obwein CTOMMOCTM MPOrpaMMbl AaHHOMO WCCeAOBaHUS C YKa3aHUEM CYMMbI,
npeAHasHavatowencs Ans BbinaaT uccnenoBaTensm, cConccnenoBaTensaMm;

3) onpepeneHue ¢GoOpMbl MNpeacTaBfieHUss  pe3ynbTaToB  AaHHOM0  UccnegoBaHuss B
YNOSIHOMOYEHHbIN dhefeparnibHbii OpraH UCMONHUTENbHON BNACTU.

Cratba 42. ®nHaHcoBoOe ob6ecrneyeHue KJIMHUYECKOro MccjsiefoBaHUS JIEKApPCTBEHHOro
npenaparta Anas MEAULMHCKOro npuMeHeHus

duHaHcoBoe obecnevyeHne KIMHMYECKOrO MUCCenoBaHus neKapcrBeHHOro npenapata Agnd
MEANUMNHCKOIo NnpnMMeEHEHNA OCYLLECTBNIAETCA 3a CHET.

1) cpeacts pepepanbHoOro boaxeTa;

2) CcpeAcTB OpraHuM3auMii, MONYYMBLUMX paspelleHne Ha OpraHu3aumio NMpoBEAEHUSI AAHHOIO
NccneaoBaHusa, B COOTBETCTBUMN C YC/IOBUSAAMW IOFOBOPA O €ro NpoBEeAEHWNU;

3) UHbIX HEe 3anpeLleHHbIX 3aKoHoaaTeNbCTBOM Poccuinckon degepaun UCTOYHUKOB.

Cratba 43. [MMpaBa nNauUMEHTOB, YYaCTBYWLWMUX B KJIMHUYECKOM MUCCNefoBaHUU
JieKapCTBEHHOI0 npenaparta aANna MeAULUUHCKOro NnpuMeHeHus

1. Yuyactme naumMeHToB B K/IMHMYECKOM WCCNenOBaHUWM JieKapCTBEHHOro npenapata  Angd
MEANUMNHCKOIo NpMMEHEHNA ABNAETCA ,Cl,O6pOBOJ'IbeIM.

2. TlauveHT uan ero 3aKOoHHbIM npeacTaBuTeNnb A0XeH 6biTb MHPOPMUPOBAH B MUCbMEHHOM
dopme:

1) O NeKapCTtBeHHOM npenapate and MeanumnmHCKOro npmMMeHeEHumsa U CywHOCTU KIMHUYECKOro
nccneaoBaHmMAa 3Toro J1IEKapCTtBeHHOro npenapara,

2) o 6e30nMacHOCTM JleKapCTBEHHOro npenapata AN MEeAUMULMHCKOro MNPUMEHEHUs, €ro
oxugaemon ahHEKTUBHOCTU U CTEMNEHU PUCKA ANS NaLUUEHTa;

3) 06 ycnoBusIX y4yacTus NauMeHTa B KJIMHMYECKOM MCCNeaoBaHUM NeKapCcTBEHHOro npenaparta
AN MeAMLUNHCKOro NpUMEHEHUS;

4) O uenn unnnm uenax mn npoaosIKUTENbHOCTU KIIMHUYECKOIo UcCcneaoBaHmMda NeKapCTBEHHOIo
npenaparta and MeamumnHCKoro npnMeHeEHuUA,

5) o pencrBuMsaAXx maumeHTa B C/lydae HenpeaBUAEHHbIX 3(PEdEKTOB BNAHUS JIEKAPCTBEHHOMO
npenapaTta 418 MeaMUUHCKOrO NpMMEHEHUS Ha COCTOSIHME ero 340PO0BbS;

6) 06 ycnosusax o6a3aTenbHOro CTpaxoBaHUS XU3HW, 340POBbS MaUMEHTa;

7) O TrapaHTunax KOH(bM,D,eHLI,MaJ'IbHOCTM yd4yactna naunmeHtTa B KIIMHUYECKOM UCCNeaoBaHUN
NEeKapCTBEHHOINoO nNpenapata And MEANLNHCKOIo nNpMMeEHEHUA.

3. ﬂ,O6DOBO}'IbHOG cornacme nauuneHTa Ha y4yactme B K/IMWMHUNYECKOM nccneaoBsaHnm
NneKkapcrBeHHOro npenaparta agnd MeanmunHCKOro npuMeHeHuma noaTBepXAaeTcd €ro noanuncbio Uan
noanncCbio €ro 3aKOHHOIro NpeactaBuTeNd Ha VIHCIDOpMaLI,VIOHHOM JNCTKE NauneHTa.

4, TlauMeHT WAM ero 3aKOHHbIN npeacraeBuTe/slb UMeEET NpaBO OTKa3aTbCd OT Yy4aCcTua B
KJIMHNYECKOM UccneaoBaHn NeKapCTBeEHHONo npenaparta and MeanMumHCKoro npnMeHeHunsa Ha nobon
CTagunn npoBegeHnda Takoro nccnegoBaHumd.

5. I‘IpOBep,eHme KJIMHNYEeCKOro mnccneaoBsaHna nekapCrBeHHOro npenapata and MeanumnmHCKOro
NMPpUMEHEHNA C Y4aCTNEM B Ka4yeCTBE NaunMeHTOB aeten AONYyCKaeTCHd TOJIbKO C corfiacmda B NMUCbMEHHOM
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dopMme mnx poautenen, ycoblHOBUTenen. [eTn MOryT paccMaTpuMBaTbCs B KadecTBe MNOTEHUMaNbHbIX
NnauMeHTOB TaKOro uccneaoBaHWs, TOMIbKO eCcnu ero nposeaeHne HeobxoauMMO ANnsa yKpenneHus
300pOBbsa AeTen uUam nNpodunakTukm MHPEKUMOHHbIX 3abonieBaHMIA B AETCKOM Bo3pacte nAnbo ecnm
Lesblo TaKOro UCCeaoBaHMs SBNSETCS MoJlydeHne AaHHbIX O Hauydllen A03MpOoBKe IeKapCTBEHHOMO
npenapaTta AN fnedeHunsa aeten. B aTux cnydasx TakoMy WMCCNefOBaHUI0 AO/HKHO MpealecTBOBaThb
KJIMHWYECKOe UCCnefoBaHMe JfeKapCTBEHHOro rnpenapata AfsS MeAUMUMHCKOro MpUMEHEeHUs Ha
COBEpPLUEHHONIETHMUX rpaxaaHaxX, 3a WCK/IIYEHMEM CNyyaeB, €ClN Uccnefyemblil NeKapCTBEHHbIN
npenapaTt AN MeAUUMHCKOrO MpPUMEHEHUS npefAHa3HayeH WCKAKYUTENBbHO A8 WUCNOoNb30BaHUS
HEeCOBEpLUEHHOIETHUMN rpaxaaHaMu.

(B pea. ®enepanbHoOro 3akoHa ot 22.10.2014 N 313-03)

6. 3anpelwaeTca npoBeAeHME KIIMHUMYECKOr0 MCCNeaoBaHUs NIEKApCTBEHHOro npenapaTta Aans
MEANLMHCKOro NMPUMEHEHMS C y4acTUEM B KayecTBe NaLMeHTOB:

1) peten-cnpoT n aeten, octaBnxca 6e3 noneyeHns poanTenen;

2) XeHWwuH B nepuoa 6epeMeHHOCTM, XEHLUMH B MNepuoa rpyaHOro BCKapM/IMBaHWS, 3a
WCK/TIOYEHNEM ClyYaeB, €C/IN MPOBOAUTCA KIIMHUYECKOE MUCCNeaoBaHMe JIeKapCTBEHHOro npenapara,
npeaHasHaAYeHHOro ANAs yKasaHHbIX XEHLWMH, NpU YC/I0BUN HEOBXOAMMOCTM NONydYeHUss nHdopMaumm
TONIbKO BO BPEMSI MPOBEAEHUS COOTBETCTBYHOLMX KINHUYECKUX WCCNeAOoBaHUA W MPUHATUS BCEX
Heo6XOAUMbIX Mep MO WUCK/IOYEHUID PUCKa HaHECEHUSI Bpeaa XEeHWMHe B nepuoa 6epeMeHHOoCTH,
XXEHLLMHE B Nepuoa rpyaHoro BCKapMMBaHus, Naoay unmn pebeHky;

3) BOEHHOCNyXalMX, 3a WCK/IKYEHWEM CyyaeB MpoBeAEeHUS KIMHUYECKOro MuCcreaoBaHus
NleKapCTBEHHOro npenaparta, crneuuanbHO pa3paboTaHHOro AN MPUMEHEHUS B YC/IOBUSAX BOEHHbIX
OENCTBUIA, 4pe3Bbl4alHbIX CUTyauun, npodPuNakTuKM U nedeHus 3aboneBaHUn M NOpPaXeHUN,
NMOJSIlyYeHHbIX B pe3ynbTaTe BO3AEUCTBUS  HEBNaronpusTHbIX  XMMUYECKUX, Bunonornyeckux,
pagMauMoHHbIX dakTopoB. KinMHM4Yeckoe mccnenoBaHWe TaKoro JIeKapCTBEHHOro npenapaTta MOXeT
npoBOAMTbLCA C y4yaCTMeM B KayecTBe MauMeHTOB BOEHHOC/YXalMX, 3a UCK/IYEHMEM
BOEHHOCNYXalWNX, MPOXOAALMX BOEHHYK Cnyx6y no npu3biBy, C cobniogeHuem TpeboBaHUni,
YCT@HOBNEHHbIX HacToswmm deaepasbHbiM 3aKOHOM B OTHOLLIEHUW FPa)KAaHCKUX 1nL;

4) COTPYAHUKOB NMPaBOOXPaHUTESIbHbIX OPraHoB;

5) nunu, oT6bIBaOWMX HaKa3aHMe B MecTax NULeEHns CBOGO,U,bI, a TaKXe Ji1iL, HaXoaAaAwnxcda noa
CTpa)KeVI B CNeACTBEHHbLIX N301ATOpPAx.

7. [onyckaeTcss MpoBeAeHWE KIMHUUYECKOro MCCNefoBaHUS NEKapCTBEHHOrO npenapaTta Ans
MEANLMHCKOrO TMPUMEHEHMUS, NpeAHA3HAYeHHOro A/ JIeYeHUs MCUXMYecknx 3aboneBaHuin, c
yyacTMeM B KauyecTBe MauMeHTOB /il C  NCUXMYecKuMM  3aboneBaHnAMKM, MPU3BHAHHbIX
HeaeecrnocobHbIMM B MOPAAKE, YCTAaHOB/EHHOM 3aKOHOAATeNbCTBOM Poccuiickon ®deaepaunu.
KnuHunyeckoe uccnenoBaHMe NeKapCTBEHHOro npenapaTta B 3TOM C/ly4Yae MNpoOBOAUTCS MPU HaIUuyunu
cornacus B TMCbMeHHOM opMe 3aKOHHbIX NPeACTaBUTENEN YKa3aHHbIX NNLL.

Cratbsa 44. O6s3aTenbHOe CTpaxoBaHMe XXWU3HU, 340POBbSA MNaLlMEHTa, y4YyacTBylowero B
KJINMHUYECKOM UCCc/ieAa0BaHUM JIeKapCTBEHHOro npenaparta aAns MeAMLUMHCKOro npuMeHeHus
(B pen. ®enepanbHOro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHumsaumsa, nonyudmsBllas paspelleHne Ha opraHusaumilo nposefeHus KAMHUYECKOro
nccneaoBaHna neKapCcrtBeHHOro rnpenaparta and MeanumnHCKOoro npmMeHeHud, obsa3aHa B KaudecTBe
CTpaxoBaTena CTpaxoBaTb PUCK MNpUYMHEHUA Bpeaa XWU3HW, 340pPpOBbKO MNaUMEHTA B pe3yJsibTaTe
nposeageHund KJIMHU4YEeCKOro wuccnegoBaHmd JNeEKapCTBEHHONo npenapata Angd MeEANLUMNHCKOIo
npnMeHeHA 3a CBOW cYeT nyTeMm 3akto4eHnda Aorosopa obs3aTtenbLHOro CTpaxoBaHu4.

2. Ob6bekToM o0643aTenibHOro CTpaxXxoBaHUA HABNAETCA MMyu.leCTBeHHbIVI MHTEPEC MaUMEHTAQ,
CBSAI3aHHbIN C npuynHEHNEM Bpeaga €ro XuWM3Hnm wuinm 3400pPpOBbKO B pe3ynbTaTe NpoBEAEHUA
KIIMHNYECKOro nccnegoBaHmd nekapCrtBeHHOro rpenaparta and MeamumnHCKoro npnMeHeHu4.

3. CTpaxoBbIM C/ly4aeM Mo A0roBopy o06si3aTefiIbHOr0 CTPaxoBaHUA SBASETCA CMepTb NauueHTa
WNU yXyALWeHNe ero 340p0Bbsi, B TOM YUC/e BfieKkylee 3a coboil ycTaHOBNEHME MHBANUAHOCTU, Mpwu
HaNMYUN NPUYNHHO-CNIEICTBEHHOM CBA3N MeXAY HACTYMJeHUeM 3Toro cobbiTUsa N y4acTUeM nauueHTa
B K/IMHWYECKOM UCCNeA0BaHNN NeKapCTBEHHOrO npenaparTa.

4, TpeboBaHua O BO3MELWEHUN Bpeaa, MNPUUYMHEHHOrO >MU3HM WM 300POBbIO MAaLUMUEHTa,
NpeabsBrsSlOTC B TEYEHWE  CPOKOB  WCKOBOM  AABHOCTM,  YCTAHOBMEHHbIX  Ipa)XAaHCKUM
3aKOHOAAaTENbCTBOM.

5. Pasmep CTanOBOVI BbiMJ1aTbl MO AOroBOpYy obs3aTtenbHoOro CTpaxoBaHN4 COCTaBdeT:
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1) B cnyvyae cMepTu nauMeHTa ABa MUAMOHA pybrel Ha KaXxaoro nauueHTa, y4acTBOBaBLUErO B
KJIMHWMYECKOM MccnenoBaHUM ekapcTBEHHOMO Npenapara;

2) Npu yxXyalWeHUN 340pOBbs NaLUeHTa:

a) noenekweM 3a coboi yCTaHOBNIEHNE MHBANUMAHOCTU I rpynnbl, OAUH MUNIMOH NATLCOT ThbICAY
pybnein Ha Kaxaoro nauMeHTa, y4yacTBOBABLUEro B KJMHUYECKOM WCCAEAOBaHUM JIEKAapCTBEHHOrO
npenaparta;

6) nosnekweM 3a cobon yctaHoBneHue mHBanuaHoctn II rpynnbl, oAWMH MUNNMOH pybnen Ha
KaxKoro nauneHTa, ydacTBoBaBLUEro B KIIMHNYECKOM UCCNef0BaHNM filekapCTBEHHOrO nNpenapara;

B) noBnekweM 3a coboi ycTaHOoBneHue MHBanuaHocTu III rpynnbl, NATLCOT ThicAY pyb6nei Ha
Ka)kAoro nauueHTa, y4acTBOBaBLUEro B K/IMHUYECKOM MCCNeaoBaHUN IEKApPCTBEHHOMO Npenaparta;

r) He noBnekweM 3a coboi ycTaHOBNEHUSA WUHBANUAHOCTU, He Bonee 4YeM TpUCTa ThbicaY pybnen
Ha KaX4oro nauueHTa, yyaCTBOBaBLUEro B K/IMHUYECKOM MUCCefoBaHUM NekapCTBEHHOrO npenapara,
ncxoasl M3 HOPMATMBOB, OTPaXalLWMX XapakKTep W CTeneHb MNOBPEeXAEHMS 340pOBbsl, a TaKxke
(aKTUYeCKN TMOHECEHHbIX MaUMEHTOM pacxoA4oB, BbI3BaHHbIX MNOBpPEXAEHMEM 340pOBbS, Ha
MeAVLMHCKYH MOMOLLb, NpuobpeTeHne nekapCTBeHHbIX NpenapaTos.
(nn. "r" B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6. YTpaTtun cuny c 1 uonga 2015 roga. - ®egepanbHblil 3aKoH OT 22.12.2014 N 429-03.

7. Cpok poroBopa 06s3aTeNlbHOr0 CTPaxoBaHWA HE MOXET 6biTb MEHEee, YeM CPOK MpOBeAEHUS
KJIMHUYECKOro UCC/IeA0BaHUA IeKapCTBEHHOro npenaparTa.

8. Ycnosusa porosopa ob6s3aTenbHOro CTpaxoBaHWs, B TOM 4YuUCAe CTpaxoBble Tapudbl Mo
obs3aTeNnbHOMY CTpaxoBaHWIO, NMepevyeHb HeObXOAUMbIX AOKYMEHTOB A/ OCYLIECTB/IEHUS CTPaxoBOM
BbIMJaTbl, MOPSAOK YCTAHOBNEHUS CTpaxoBaTenemM MWHAMBUAYATbHOIMO WAEHTUPUKALMOHHOIO KoAa
nauuMeHTa, nopsaoK WHMOPMMPOBaAHMSA  CTpaxoBaTesieM CTPaxOoBLUMKA O TMPUBMEYEHHbIX K
KNMHUYECKOMY UCCNefOBaHMIK JNeKapCTBEHHOro npenapata A8 MeAUMUMHCKOro MpUMeHeHUs
nauMeHTax, nopsaaoK ynnaTtbl CTPaxoBOW NMpeMmu, NOpPSAOK peanms3auum onpeneneHHbIX HacTOoSLWMUM
QdefepanbHbIM 3aKOHOM W Apyrumu denepanbHbIMM 3aKoHaMu MnpasB U o0b6a3aHHOCTEN CTOPOH Mo
Jorosopy o6s3aTenbHOro CTpaxoBaHWUSA, a TakXe HOPMaTuBbl, OTpa)kalwline XapakTep U CTeneHb
noBpexaeHns 340p0Bbs, YCTaHaBANBAOTCA TMNOBbIMU MpaBuiaMm ob6a3aTesIbHOro CTpaxoBaHuUA.

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

9. B cnyyae nNpuUUYMHEHMS Bpeda >XWU3HM NauMeHTa, Y4dyacTBOBABLIEro B  KJIMHUYECKOM
nccnefoBaHUM JIEKapCTBEHHOro rnpenaparta, BbirogonpuobpeTtaTensMm no A0roBopy 0683aTenbHOro
CTpaxoBaHMs SBASIOTCA rpaxaaHe, MMewwMe MNpaBo Ha BO3MELWlEHME Bpeda B Clyyae CMepTu
KOpMU/bLA B COOTBETCTBUM C IPaXKAaHCKUM 3aKOHOAATENbCTBOM, MPU OTCYTCTBUW TaKUX FpaxaaH -
poaAUTeNnu, cynpyr, AE€TM YyMepLlero nauuveHTa, y4yacTBOBaBLIEro B KJAWHUYECKOM WCCeA0BaHUU
NIeKapCTBEHHOro npenapaTta, B C/lyyae CMepTW NauMeHTa, Yy4acTBOBaBWIEro B KJAWHUYECKOM
NCCNefoBaHUM NIEKAPCTBEHHOIO NpenapaTta U HE UMEBLLEr0 CaMOCTOATENbHOrO A0X0Aa, - rpaXaaHe,
Ha WXAMBEHUM KOTOPbIX OH HAxXOAWNCA, B OTHOLUEHWM BO3MELIEHUS pPacxXoAoB Ha norpebeHue
NnauMeHTa, Y4YacTBOBABLUEr0 B K/MHUYECKOM WCCEeA0BaHUM JIEKAPCTBEHHOrO npenaparta, - Juuo,
NMoHecLLee Takne pacxoabl.

10. CrpaxoBas BbilJlaTa B CYeT BO3MeWEeHUs Bpeaa, NPUYMHEHHONO >XU3HM MauMeHTa,
ydyacTBOBaBLWEro B KJIMHNYECKOM NCCNEQOBAHUN NEKAPCTBEHHOIO Npenapata, pacnpeaenaeTca Mmexay
BbIFO,CI,OI'IpVIO6peTaTe}'IFIMVI nponopunoHanbHO X KOJIMYECTBY B paBHbIX A014X.

11. TMpwv HacTynneHuuM CTpaxoBOro Cciyyasl MauMeHT, Y4acTBOBaBLWMIA B  KJIMHUYECKOM
nccnenoBaHWMM  NeKapcTBEHHOrO  MpenapaTta,  Bblrogonpuobpetatens  BnpaBe  NpeabsiBUTH
HenocpeACTBEHHO CTPaxoBLMKY TpeboBaHME O BO3MELWEHUM TNpUYMHEHHOro Bpeaa. CTpaxoBas
BbIM/JlaTa OCYLLECTBMSIETCS CTPAxXOBLWMKOM B TeYeHWe TpuauaTu AHeW Co AHS npeacTaBieHus
HeobXxoAMMbIX  AOKYMeHTOB.  [lauMeHT, y4yacTBOBaBWWI B KJWMHUYECKOM  WUCCNEeA0BaHUM
NeKapcTBEHHOro mnpenapaTta, WAW BbirogonpuobpeTtatens 06s3aH COO6WMTbL CTPaxoBLUMKY ANS
OCYLLECTBNIEHMA CTPaxoBOM BbiNAaThl WHAMBUAYaNbHbIN  UAEHTUMUKALMOHHBIA KOA4 NauMeHTa,
YCTAQHOBJ/IEHHbIW  CTpaxoBaTeflieM B COOTBETCTBMM C TUMOBbLIMW _MpaBuaamu 06a3aTenbHOro
CTpaxoBaHus.

12. [Jo nonHoro onpeaeneHus pa3Mepa MNoANMeXallero BO3MELIEHUIO BpeAa CTPaxoBLIMK MO
3aAB/IEHNIO MALMEHTA, YYAaCTBOBABLUEro B K/IMHWMUYECKOM MCCNEN0BAHMU JIEKAPCTBEHHOMO Mpenapara,
WNN  3a8BNEHUIO  BbirogonpuobpeTaTens BApaBe OCYWECTBUTb 4YacTb CTPaxoBOW  BbINiaThl,
COOTBETCTBYOLLYO DaKTUYECKU OMNpeAESIEHHOM YacTU NPUYNHEHHOIO Bpeaa.
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13. CrtpaxoBasi BbinjaTa B COOTBETCTBMM C [AOrOBOPOM 06s3aTeNlbHOro CTpaxoBaHUSA
OCYLLECTBNSAETCS HE3ABMCUMO OT BbINAAT, MPUUYUTAIOLUMXCS MO APYrUM BUAAM CTPaxoBaHWUS.

14. He AonycKaeTcd yd4dactne nauneHta B NpoBeAEHNN KIIMHUYECKOIro uccnegosaHumd
NEKapCTBEHHOIO nNpenapata npum oTCyTCTBUMN AOroBopa obazaTenbHOro CTpaxoBaHu4.

15. KOHTpO/sb 3@ WCMNOSIHEHMEM OpraHusauuen, nosydymBlUEN pa3pelleHMe Ha opraHum3auuto
NpoBeAeHMS  KJIMHMYECKOro WUCCrefoBaHMsl JIeKapCTBEHHOro npenapata A4l MeaumumHCKOro
NMPUMEHEHNS, YCTAHOBNEHHOM HACTOSALWEN CTaTbel 0683aHHOCTU MNo 06sa3aTeNlbHOMY CTpaxoBaHUIO
XW3HW, 340pOBbs MauUMeHTa, ydacTBytowero (y4yacTBOBaBLIEro) B K/AMHUYECKOM WCCIen0oBaHUK
JIEKApCTBEHHOro  MNpenapaTa, OCYLWIeCTBASETCSs  YNO/IHOMOYEHHbIM  denepanbHbiIM  OpPraHoM
WMCNOSIHNTENBHOM BNacTW, BblAABLUMM paspelieHMe Ha NpoBeAeHME KIAMHUYECKUX WCCenoBaHuii
JlIeKapCTBEHHbIX NpenapaToB A9 MEAULMHCKOIO NMPUMEHEHUS.

Masa 8. MPOU3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPEACTB

Cratbs 45. MMpon3BOACTBO JIeKapCTBEHHbIX CPeAcCTB

1. TMpon3BoACTBO JNI€KAPCTBEHHbIX CpPeACTB AOJ/DKHO COOTBETCTBOBaTb TpeboBaHMAM nNpaBuna
Hagnexalwien npoM3BOACTBEHHOW MPaKTUKU, YTBEPXAEHHbIM YMNOJIHOMOYEHHbIM denepanbHbIM
OpraHoM UCNOAHUTENbHOM BNacTu. OCobeHHOCTM nepexoa NPOU3BOACTBA OTAE/bHbIX JIeKapCTBEHHbIX
CpeActB K MX TMpPOM3BOACTBY B COOTBETCTBMM C TpeboBaHMSAMM  MpaBuA  Haanexallen
NpoM3BOACTBEHHON MNpaKTUKWM yCTaHaBnmeatoTcsa [paBuTenbcTtBoM Poccuinckon ®epepaumun. Bblgaua
3aK/II0OYEHUII O COOTBETCTBMM MPOMU3BOANTENS JNIEKAPCTBEHHLIX CpeacTB TpeboBaHMaM npaBun
Haanexalen npou3BOACTBEHHOM MNPaKTUKN OCYLLUECTBASETCS Mo pe3ynbTaTtaM WHCNEKTUPOBaHUSA
Nnpon3BoANTENEN IEKAPCTBEHHbIX CPeACTB B Nopsiake, YCTaHOBNEHHOM [1paBUTENbCTBOM Poccuiickom
®denepaummn. Pasmep nsaThl 3a BblAa4vy 3aK/AKOUYEHUS O COOTBETCTBMU MPOU3BOAUTENSA JleKapCTBEHHbIX
cpeacts TpeboBaHMSAM NpaBuMN  Hagnexalwen npousBOACTBEHHOM NpPaKTUKM yCTaHaBMBaeTCs
MpaButenbctBoM Poccuiickon degepaumnn. [Mopaaok opraHusauum n npoBeaeHUss MHCNEKTUPOBaHUS
npom3BoanTeENen JieKapCTBEHHbIX CpPeACTB Ha COOTBeTCTBME TpeboBaHMSAM rMpaBua Hagsexallen
NpoM3BOACTBEHHOWN MPaKTUKK yCTaHaBnmBaeTcs NpaBnTenbCcTBOM Poccmickon deanepaumu.

(B pen. ®egepanbHbiX 3akoHOB 0T 25.06.2012 N 93-03, oT1 22.10.2014 N 313-®3, o1 22.12.2014 N
429-03)

2. [pon3BoACTBO seKapCTBEHHbIX cpeactB B Poccuiickon ®degepaumm  oOCyLLecTBAsSETCS
NPON3BOANTENSAMU NEKAPCTBEHHbIX CPEACTB, UMEKOLWNMU IMLLEH3NIO HA MPOU3BOACTBO JIeKApPCTBEHHbIX
cpeacTtB. [lloaTBepXAeHMe COOTBETCTBMS NMLUEH3MaTa NpaBwiaM Hagsexallenm npon3BoACTBEHHOM
NPaKTUKN OCYLLECTBASETCS B paMKaXx JIMLLEH3MOHHOI0 KOHTPO/S B COOTBETCTBMWU C 3aKOHOAATENbCTBOM
Poccuinckon depepaunm c y4eToM 0COBEHHOCTEN, YKa3aHHbIX B YacTu 1 HacTosiWen cTaTbu.

(B pea. ®enepanbHbiX 3akoHOB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. Tlpon3BOACTBO JIEKApPCTBEHHbIX CpeacTB ocyllectsasietcs ¢ cobnogeHnem TpeboBaHuin
NPOMBILWIEHHOrO  pernamMeHTa, KOTOpbIA  yTBepxaaeTtcs pykoBoauTenem npousBoanTens
NeKapCTBEHHbIX CpeacTB W BKAOYaeT B cebsi nepeyeHb MCMNONb3yeMbiX dapMauleBTUYECKNX
cybCTaHuMM 1 BCroMoraTeflbHbIX BELWECTB C yKa3aHWeM KOIM4yecTBa KaXAoro M3 HUX, AaHHble 06
ncrnonb3yemom o60pyaoBaHUM, onncaHne TEXHOIOMMYEeCcKoro npolecca U MeToAoB KOHTPOS Ha BCeX
3Tanax Npov3BOACTBA JIEKAPCTBEHHbIX CPEACTB.

4. Mpn Npon3BOACTBE JIEKAPCTBEHHbIX CPeaCTB MCMOb3YyTCa dapMaueBTMyeckne cybcraHumm,
CBefeHMUss O KOTOpbIX COAEPXATCS B TrOCYyAapCTBEHHOM peecTpe JlIeKapCTBEHHbIX CpeacTB, 3a
nckntoyeHneMm dapmaueBTMUYECKUX CybCcTaHuMil, MpoM3BOAMMbBIX AN MPOBEeAEHUS KINHUYECKUX
nccnenoBaHnin m gns akcnopTta. K npoueccy npou3BoacTBa apMaueBTUYECKOM cybcTtaHuum
OTHOCATCS Ntobble CTaaumM TEXHOMOrMYEeCKOro npouecca, No3BosALWME NOAYUUTb FOTOBbLIA MPOAYKT,
COOTBETCTBYIOLWNA TpeboBaHUSAM dapMaKOMemnHON cTaTbM, B TOM 4yucne depMeHTauusi, sKCTpakuus,
O0YMCTKA, BblAesieHMe, NepekpucTanIn3auns, BbiCyliMBaHne, naMenbyeHue. B cnyyae Heob6xoammocTum
MCNONb30BaHUS 3TUIOBOrO CNMpTa, B TOM 4ucne dapmaueBTUYEeCcKoM CcybCTaHUMM cnmpTa 3TUNOBOMO
(3TaHona), npu nNpPOM3BOACTBE JIEKAPCTBEHHbIX CpPeACTB B KayecTBe Jencreytowero u (unam)
BCMNOMOraTeNbHOIrO BELLUECTBA, @ TaKXe B MHbIX TEXHONOMMYECKUX LIensax Ao/XHa 6biTb MCMNONb30BaHa
TONIbKO hapMaueBTUYeckasa cybcTtaHumsa cnupTta 3TUIOBOro (3TaHon).

(B pea. ®enepanbHbiX 3aKOHOB OT 22.12.2014 N 429-®3, o1 27.12.2019 N 462-03, oT 27.12.2019
N 481-®3)

4.1. MNepeyeHb NeKapCTBEHHbIX MpenapaToB AN MeAMUMHCKOro MPUMEHEHUS, B OTHOLIEHUU
KOTOPbIX YCTaHaBNMBalOTCSA TpeboBaHUs K 06beMy Tapbl, ynakoBKe W KOMMIEKTHOCTU, NepeyeHb
NleKapCTBEHHbIX MNpenapaToB AN  BETEePUHApPHOro MNPUMEHEHUsl, B  OTHOLWEHUMW  KOTOPbIX
yCTaHaBnmBalTcsa TpeboBaHus K o06beMy Tapbl, a TakXe TpeboBaHuA K 06beMy Tapbi, YNaKOBKE W
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KOMMJIEKTHOCTM SIeKapCTBEHHbIX MpenapaTtoB AN MeAULMHCKOro npuMmeHeHus, TpebosaHusa K obbemy
Tapsbl JNIeKapCTBEHHbIX rnpenapaTos ans BETEPMHAPHOIro npUMeHeHns onpeaensTcs
COOTBETCTBYHLWMMN YMNOJHOMOYEHHbIMM deaepasibHbIMWU  OpraHaMmu WCMOJSIHUTENbHOW BRacTu B
nopsake, yCTaHOBNEHHOM [1paBuTenbCTBOM Poccuinckon degepaumu.

(yacTtb 4.1 B pean. ®egepanbHOro 3akoHa ot 14.12.2015 N 374-®3)

4.2. OpraHuzaumm, ocyllecTBasalWmMe npom3BOACTBO dapMaueBTUyeckon cybctaHumm cnupTta
3TWUN0BOro (3TaHona) AN NMpou3BOACTBA CAMPTOCOAEPXALMX NeKapCTBEHHbIX npenapaTtoB, 06s53aHbl
OCYLWEeCTBNATb YYET B Nopsake, YCTAaHOBNEHHOM cTaTbsaMu 8 1 14 degepanbHOro 3akoHa ot 22 HosAbp4
1995 roga N 171-®3 "O rocyaapCTBEHHOM peryanpoBaHuM npoussoacTea M obopoTa 3TUNOBOro
cnupTa, aaKorosibHOM U cnupTocoAepXalen npoaykumm n o6 orpaHmyeHumn notpebneHus (pacnutus)
ankorosibHoM npoaykumun". Tlpom3BoacTBO apMaueBTUYeckon cybcTaHuum cnuvpTa 3TUNOBOro
(3TaHONa) AonycKaeTcs TOMbKO opraHusaumen, OCyLLecTBAILWeENn Npon3BoACTBO PEKTUPUKOBAHHOMO
3TWUA0BOrO CNUpTa M3 MNULLEBOro Cbipbs Ha OCHOBaHUW NULEH3MW HAa NPOU3BOACTBO 3TUNOBOrO CNMpTa
Ons npousBoacTtBa dapMaueBTUYECKON CybCTaHumMM cnuvpTa 3TUoBOro (3TaHosa) B COOTBETCTBUM C
TpeboBaHuaMn depepanbHOro 3akoHa OT 22 Hos6ps 1995 roga N 171-®3 "O rocyaapCTBEHHOM
perynmpoBaHnmM nNpomsBoacTBa M 06opoTa 3TMNOBOrO CNMpTa, asKoOrosibHOM M CNMpTocoAep Kallen
npoaAyKUMM M 06 orpaHuMdyeHmn notpebnenms (pacnutusa) ankorosibHOWM npoaykumn", MeToaoM
pa3BedeHus BOAOMN OUYNLLEHHOM TAaKOro 3TUNIOBOIro CrnpTa, NMPOU3BEAEHHOro0 AaHHOM opraHmu3auuen no
MECTY OCYLECTBNEHMS NPON3BOACTBA dapMaLeBTUUYECKOM CybCTaHUMN cnnpTa 3TUA0BOro (3TaHona).
(yactb 4.2 BBegeHa ®PepepanbHbiM 3akoHOM oT 03.07.2016 N 261-03; B pen. denepanbHOro
3aKOHa oT 27.12.2019 N 481-®3)

4.3. uaguBuayanbHble NpeanpuHUMaTeNIn U lpuandyeckme nuua, OCyLLEeCTBASWME 3aKynKy n
ncnonb3oBaHne dapMaueBTMYeCKONn cybCTaHUuMM cnumpTa 3TWUNoBOro (3TaHona), a Takxe
npomM3BOACTBO, W3rotossieHne wn (Mnm) ob6bopoT (3a WUCKIOYEHUEM PO3HUYHOM  MpoAaXMn)
CNUPTOCOAEPXALWNX  NeKapCTBEHHbIX  MpenapaToB, 06s3aHbl  OCYWeECTBASATb WX  Yy4yeT U
AeknapvpoBaHue B nopsigke, yCTaHOB/IEHHOM cTatbaMu 8 u 14 ®deaepanbHOro 3akoHa oT 22 Hoa6ps
1995 rompa N 171-®3 "O rocynapCTBEHHOM peryimMpoBaHMM NpPOM3BOACTBA M 060poTa 3TUIIOBOTrO
CNMpTa, aJIKOrosIbHOM U CNMPTOCOAEPXALLEeN NpoaAyKuMmM n 06 orpaHmyeHum notpebneHus (pacnutus)
aNKOrosibHOM Npoaykumum".

(4actb 4.3 BBegeHa denepanbHbIM 3aKOHOM OT 29.07.2017 N 278-®3)

4.4, Tlpn nNpouM3BOACTBE JIEKAPCTBEHHbLIX MNpenapaTtoB AN BETEPUHAPHOro MPUMEHEHUS
OONYyCKaeTCca MCNOJib30BaHME MNpOM3BEAEHHbIX AN peanu3aumn dapMaueBTUYecknx cybctaHuumn,
BK/IIOUYEHHbIX B rOCYAApPCTBEHHbLIA peecTp NeKapCTBEHHbIX CPeACTB YMNO/JHOMOYEHHbIM deaepasnbHbIM
OpraHoM WUCMOSIHUTENbHOW BNAcTW, OCYLWECTBAAWNMM BedeHne [oCyAapCTBEHHONoO peecTpa
NleKapCTBEHHbIX CPeaCTB A1 MeAULMNHCKOro NpMMeHeHus.

(yacTtb 4.4 BBeaeHa PenepanbHbiM 3aKOHOM OT 02.08.2019 N 297-03)

5. 3anpewaeTcsa npon3sBoACTBO:

1) NneKkapCTBEHHbIX CPeACTB, HE BKJOYEHHbIX B TOCYAApCTBEHHbIA peecTp leKapCTBEeHHbIX
CpeacTB, 3@ WCK/IIOYEHUEM JIEKAPCTBEHHbIX CPeACTB, MPOM3BOAMMbBIX AN MPOBEAEHUST KIIMHUYECKUX
nccnenoBaHUn M ana aKCNopTa;

2) dhanbcMdUUNpPOBAHHBIX NEeKapCTBEHHbIX CPeacCTB;
3) nekapcTBeHHbIX cpeacTB 6e3 nMueH3nn Ha NPON3BOACTBO NIEKAaPCTBEHHbIX CPeacCTB;

4) neKapCTBEHHbIX CpeACTB C HapyleHWeM fpaBwuJl OpraHusauuu npou3BOACTBA WU KOHTpONS
KauyecTBa JlIeKapCTBEHHbIX CPeACTB;

5) ytpatun cuny. - ®eagepanbHblii 3aKoH 0T 27.12.2019 N 481-03;

6) cnupTocoAepXawmx JIeKapCTBEHHbIX MpenapaToB MO MeCTy OCYyLUeCTBAeHUs MpoOM3BOACTBA
dapmMaueBTUYECKON CybCTaHUMKM cnupTa 3TuUNoBoro (3TaHona) m (MNM) Mo MecCTy OCYLWECTBEHUS
Npou3BOACTBa 3TU/I0BOr0 CAMPTA;

(n. 6 BBeaeH depepasbHbIM 3aKOHOM OT 27.12.2019 N 481-03)

7) dapmaueBTnyeckon cybctaHuMM crnmpta 3TUNOBOro (3TaHona) v (Mnu) cnupTocoaep alunx
NlekapCTBEHHbIX MNpenapaTtoB Ha OCHOBHOM TexHosiormyeckoM obopyaoBaHuMM ANS NpOU3BOACTBA
5TWUNOBOr0 CNUpTa, yKasaHHOM B nyHkTe 1.1 crtatbm 14.1 GepepanbHOro 3akoHa oT 22 Hos6psa 1995
roga N 171-®3 "O rocynapCTBEHHOM perynmpoBaHuUM Npou3BoACTBa M 060poTa 3TUIOBOrO CNMpTa,
aNKOrosIbHOM W cnupTocoAepXawen npoaykumm un o6 orpaHuyeHum notpebneHuns (pacnuTus)
aNKOrosibHOM NpoayKuum".

(n. 7 BBeaeH denepasbHbIM 3aKOHOM OT 27.12.2019 N 481-03)
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6. Tlpn BBOAE neKapCTBEHHbIX CpeACTB B rpaxaaHckmi o060poT YMNOSHOMOYEHHOE NnUOo
npoussoanTens NleKapCTBEHHbIX cpeacTs ocyulecTenseTr noaTeBepxXaeHue COOTBETCTBMUA
NleKapCTBEHHbIX CpeacTB TpeboBaHWAM, YCTaHOBMEHHbIM MPU WX FOCYAapCTBEHHOM perncrpaumu, u
rapaHTMpyeT, YTO JleKapCTBEHHble CpeACTBa NpPOM3BEAEHbl B COOTBETCTBUM C TpebOBaHUSAMU MpaBuil
Haanexaluen npom3BoACTBEHHOM NPAKTUKMW.

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

7. YNONHOMOYEHHbIM IMLUOM MPOM3BOAUTENSA NEKapCTBEHHbIX CPeAcTB ABAseTca ero paboTHuK,
aTTeCTOBaHHbLINA B YCTAHOB/IEHHOM YMNOJIHOMOYEHHbIM defepanbHbiM OpraHoM UCMONHUTENIbHOW BacTu
nopsiake uU MMeKWMn ctax paboTel He MeHee 4yeM NATb neT B obnactu npoussoAcTBa U (MNK)
KOHTPONA KayecTBa fleKapCTBEHHbIX CPeAcTB, BbiCcllee obpa3oBaHWe COOTBETCTBEHHO MO OAHOW U3
cneuuanbHocTen wn (MNM) OAHOMY W3 HaMpasfeHW noAroToBkn: 6uonorud, 6uoTexHonorus,
BeTepuHapus, BeTepuMHapHO-CaHWTapHasa »3KCNepTu3a, KAWMHWYecKas MeauuuHa, paauvaunoHHas,
xMMuyeckas wn buonormyeckas 3awurta, dapmaums, dyHAaAMeHTanbHas MeauuMHa, XuMu4yeckas
TEXHONOIMMA, XMMU4.

(B pea. ®eaepanbHbiX 3akoHoB OT 22.10.2014 N 313-93, ot 02.08.2019 N 297-03)

8. MNpousBoanTenn nekapCcTBeHHbIX CPeacTB (3a UckyeHneM dapmaueBTMUecKon cybcTaHumu
cnupTa 3TUAO0BOro (3TaHoNa) MOryT OCYLWECTBAATbE NPOoAaXy NeKapCTBEeHHbIX CPeACTB UKW nepenasaTbh
X B YCTaHOBJIEHHOM 3aKOHOAATeNnbCTBOM Poccuinckon depepaumn nopsake:

(B pen. ®epnepanbHoOro 3akoHa ot 29.07.2017 N 278-03)

1) ApyrMM npou3BOAUTENAM JIEKAPCTBEHHbIX CPeAcTB ANS MPOU3BOACTBA JIEKAPCTBEHHbIX
CpPeAcTB;

2) opraHu3auuaM onToBOW TOProBiM NeKapCTBEHHbIMU CPEACTBAMU;

3) anTéyHbiM OpraHndauunam, BETEPUHAPHbIM anNTeYHbIM OpraHunsaunam, wHANBMAYaJibHbIM
npeanpunHnMmaTtenam, MMewWMM NNUEH3NKO HaA cbapMau,eBqueCKyro AEATENNbHOCTb UMW NMULUEH3UNIO Ha
MEANUUNHCKYIO AEATENNIbHOCTD,

4) Hay4YHO-UCCNeA0BaTENBCKUM OpraHmn3aumsaM Ans HayYHO-UCC/IeA0BaTENbCKOM paboThl;
5) MEAVMLMHCKMM OpraHM3auusaM 1 BeTepUHApHbIM OpraHM3auusam;

6) opraHuzaumMaM W UHAMBMAYANbHbIM MpeanpuHUMaTensaM, OCYLeCTBASIOWNM pa3BeneHue,
BblpaluMBaHMe W COAEPXAHUE I>KMBOTHLIX (3@ WCKAKYEeHMEM npodaxu wuM dapMaueBTUYecKmnx
cybCcTaHUMn Unmn ux nepegaun).

(n. 6 B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

9. Mpouzsoautenu dapmMaueBTUYECKOn cybCTaHuMn cnupTa 3TMNoBoro (ataHona) o6s3aHbl
OCyWecTBNATb peanm3aumio  (nepegady B YCTAHOBMIEHHOM  3aKOHOAATENbCTBOM  POCCHMMCKOWN
depepaummn nopsake) dapMaLeBTUUYECKON CybCTaHUMKM cnupTa 3TUAoBoro (3taHosa) NpoM3BoaANTENSM
JIeKapCTBEHHbIX  CpeacTB  ANs  NpPOM3BOACTBA  JIEKAPCTBEHHbIX  CpeAcTB, MPOM3BOAUTENAM
(n3rotoBUTENAM) MEANUNHCKNX U3L4ENUNA AN NPON3BOACTBA U M3rOTOBNEHUS MEAMLMHCKUX N3genui B
eMKoCTax obbeMom He 6onee 1 nutpa u (Mnn) He MeHee 1000 NUTPOB, @ OpraHM3aunsaM, YKa3daHHbIM B
nyHkTax 3 - 5 yactn 8 HacToswen cTaTbU, B Tape 06bemMoM He 6onee 1 nuTpa.

(yacTb 9 BBeaeHa denepanbHbIM 3aKOHOM OT 29.07.2017 N 278-®3; B pea. ®enepasbHblX 3aKOHOB
0T 27.12.2019 N 481-®3, o1 22.12.2020 N 444-03)

10. Peanusauma (nepepada B YCTAaHOBMIEHHOM 3aKoHoAaTeNbCTBOM Poccuinickon depepaumun
nopsake) dapmaueBTMyeckon cybcrtaHumm cnmpta 3TMNOBOro (3TaHoNa) oOpraHM3aunsM ONTOBOWM
TOProBaAu fieKapCTBEHHbIMU CpeaCTBaMM He AO0MYyCKaeTcs.

(yacTtb 10 BBeaeHa denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-03)

11. MNMepeBo3kK hapMaLeBTUHECKON cybCcTaHUMM cnnupTa 3TUNOBOro (3TaHoMa) OCYLLECTBAATCSH C
cobntogeHnem TpeboBaHUi, yCTaHOBMEHHbIX ab3aleM 4yeTBepTbiM NyHKTa 3 cTtatbn 9 depepanbHOro
3aKOHa OT 22 Hosbps 1995 roga N 171-®3 "O rocyaapCTBEHHOM peryinpoBaHUM MpPoOM3BOACTBA U
obopoTa 3TMNOBOrO CnMpTa, anKoroNbHOM M cnupTocoAepXallen npoaykumn u 06 orpaHnyeHumn
notpebneHnsa (pacnuTnsg) ankorosbHON NpoayKumMn".

(yactb 11 BBeaeHa denepasibHbIM 3aKOHOM OT 27.12.2019 N 481-03)

Cratbsa 46. MapkupoBKa NeKkapCTBE€HHbIX CPeACTB

1. JlekapcTBeHHble NpenapaTtbl, 3a UCK/IIOYEHMEM JIeKapCTBEHHbIX MNpernapaTtoB, WU3roTOBJ/IEHHbIX
anTe4YHbiMn  opraHmdaumndamm, BeETEPUHAPHLIMM aNTe€4YHbIMU OpraHunsauunamMun, uvHANBUAYaAbHbIMA
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npeanpuHMMaTeNnsaM1, WMEKLWMMN  JIMLUEH3NID Ha dapMaueBTUYECKYD AeATeNbHOCTb, [AOJIKHbI
nocTynaTb B obpalleHne, ecnu:

1) Ha uX nepBUYHON ynakoBke (3@ WCKAKYEHMEM MNEPBUYHOM YMAKOBKM NeKapCTBEHHbIX
pacTUTeNbHbIX NpenapaTtoB) XOPOLWO YNTaeMbIM WPUEPTOM Ha PYCCKOM Si3blKe yKa3aHbl HAMMEHOBaHMe
NekapcTBeHHOro npenapata (MexayHapoAHOEe HenaTeHTOBaHHOE, WKW  FPYNnUPOBOYHOE, WK
XUMUYeckoe, MaM  TOproeoe  HauMMeHoBaHue), HOMEep  cepuu, AaTa BblMycCKa (ans
MMMYHOBMONOrMYECKNX NeKapCTBEHHbIX NpenapaToB), CPOK roAHOCTU, A03UPOBKA UM KOHUEHTpaums,
o6beM, aKTUBHOCTb B eAnHULAX AENCTBUS UM KONNYECTBO A03;

(B pen. ®epepanbHbix 3akoHoB OT 11.10.2010 N 271-03, o1 22.12.2014 N 429-03)

2) Ha nx BTOpUYHOM (NOTPebUTENBLCKON) YyMakoOBKE XOPOLIO YMTAEMbIM LIPUEPTOM Ha PyCCKOM
A3blKe YKa3aHbl HAUMEHOBaHME NEKapCTBEHHOro npenaparta (MexayHapoaHoe HenaTeHTOBaHHOE, UMK
rpynnmMpoBOYHOE, WM XWUMWUYECKOE W TOProBOEe HaWMEHOBaHMA), HaMMEHOBaAHWE MNpPOU3BOANTENS
JIEKapCTBEHHOro npenapaTta, HOMep cepuu, paaTa Bbinycka (AN  MMMYHOBMONOrMYECKUX
JIEKapCTBEHHbIX MpenapaTtoB), HOMep PerucTpauMoHHOrO YAOCTOBEPEHUS, CPOK TOAHOCTU, Crocob
NPUMEHEHUS, AO03UMPOBKA WM KOHLEHTpauusi,, 06bEM, aKTMBHOCTb B €AMHMUAX AENCTBUS Nnb6o
KOMMYECTBO [A03 B YMakoBKe, JiekapCcTBeHHass dopMa, YCNOBUS OTMNyCKa, YC/I0BUS XpaHeHus,
npeaynpeanTesbHbie HaAMUCK.

(B pen. ®epepanbHbix 3akoHoOB OT 11.10.2010 N 271-03, o1 22.12.2014 N 429-03)

2. ®apmaueBTuyeckme cybCctaHUMM AOJSDKHbI MOCTynaTb B obpalleHue, eCim Ha UX NepBUYHOMN
ynakoBKe  XOpowo 4uTaembiM Wpu@dTOM Ha  PYCCKOM  S3blke€  YyKasaHbl HaMMeHOoBaHue
dapmaueBTUUECKON cybcTaHumu (MexayHapoAHOEe HenaTeHTOBAaHHOE, WAWM TPynnUpPOBOYHOE, WM
XMMWYECcKoe W TOpProBoe HaMMeHOBaHWS), HauMeHOBaHMe npousBoauTens dapMaueBTMYeCcKon
cybcTaHuMmM, HOMep cepuM M aaTa M3roToBNEHUS, KONIMYECTBO B YMNAaKOBKE M €AWHULbI U3MEpEeHUs
Konm4yecTBa, CPOK MOAHOCTU U YCNOBUS XpPaHEHUS.

(B pea. ®enepanbHOro 3akoHa o1 22.12.2014 N 429-03)

3. JlekapcTBeHHble CpeACTBa B KayecTBe CbIBOPOTOK JAO/KHbI MOCTynaTb B obpalleHune C
yKa3aHWeM XWBOTHOIo, U3 KPOBW, NMJia3Mbl KPOBWU, OPraHOB M TKaHel KOTOPOro OHM MOJTyYeHbl.

4. Ha BTOpuYHYl (NOTpPebUTENbCKY) YMNAKOBKY NEeKapCTBEHHbIX CpeacTB, MOJSIYYeHHbIX W3
KpOBW, Mnasmbl KpPOBW, OpPraHoB W TKaHen 4enioBeka, AO/PKHA HAHOCUTbCA Haanucb: "AHTUTENna K
BUY-1, BNY-2, k BUpycy renatuta C U NOBEPXHOCTHbIN aHTUIEH BUpyca renatuta B oTcyTcTBYOT".

5. Ha NnepBUYHYIO yNaKoBKY n BTOPUYHYIO (noTpebuTenbckyo) YyNaKoBKY
paanodapMaleBTUUYECKNX JIEKAPCTBEHHbIX CPEeACTB [O/IKEH HAHOCUTbCS 3HaK paAuvauMoHHOM
OMNacHOCTK.

6. Ha BTOpMYHYtO (NOTPEBUTENBCKYIO) YNakoBKY roMeonaTUYECKNX NIEKapCTBEHHbIX MpernapaToB
JO/MKHa HaAHOCUTbCA Haanucb: "loMmeonaTndyeckuin'.

7. Ha BTopuyHylo (NoTpebuTenbCKyl) YMNaKOBKY NeKApCTBEHHbIX pacTUTENbHbIX MnpenapaToB
AOJ/IKHa HAaHOCUTbCA Haanuck: "Mpoaykums npolia pagnaumMoHHbIM KOHTPObL".

8. Ha nepBuYHYyl ynakoBKy (ecnu Ans 3TOro CyWecCcTByeT TexXHMYeckas BO3MOXHOCTb) W
BTOPUYHYIO (MOTPebUTENbCKYD) YMNAKOBKY JIeKAapCTBEHHbIX MpernapaTtoB, MpeAHa3Ha4YeHHbIX AN
KTMHNYECKUX UCCNeaoBaHui, A0/IHKHA HAHOCUTbCA HaANUCh: "ONa KIUMHNYECKUX nccnenoBaHmnin".

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

9. YnakoBKa JleKapCTBEHHbIX CpPeACTB, MNpeAHa3HaYeHHbIX WCKYUTENBHO ANS 3KCnopTa,
MapKMpYyeTCcs B COOTBETCTBUM C TpebOBaHUAMKN CTPaHbI-MMNOpPTEPA.

10. Ha TpaHCnopTHyt Tapy, KOTopas He npeAHasHadyeHa Ans notpebutenein M B KOTOPYHO
NMOMELLEHO JleKapCTBEHHOE CpeacCTBO, AOJ/HKHA HaHOCUTbCA WMHGOpMauMss O HaMMEHOBAHWMU, Cepun
NIeKapCTBEHHOr0 CpPeACTBa, AaTe BbiMyCKa, KOSMYECTBE BTOPUYHbLIX (MOTPEbUTENbCKMX) YMNaKoBOK
NleKapCTBEHHOr0 CpeACTBa, NPOU3BOAUTENE SIEKapPCTBEHHOMO CpeACTBa C YKa3aHMEM HaMMEHOBaHUS U
MECTOHAXO0XAEHUS NMPOU3BOANTENS NIEKAPCTBEHHOr0 cpeacTBa (aapec, B TOM yucie cTpaHa u (Mam)
MEeCTO MpOM3BOACTBA J1IeKApCTBEHHOrO CpeAcTBa), @ TakKXe O CPOKe roAHOCTU JIeKapCTBEHHOIMO
cpeactBa M 06 yCNoBUSIX €ro XpaHeHUs U NepeBo3KM, HeobXxoaMMble nNpeaynpeanTenbHble HAAMUCKU U
MaHUMNYNSTOPHbIE 3HAKM.

11. Ha nepBUYHYIO YMNAKOBKY W BTOPUYHYH (NOTpebuTenbCKyr) YMNakKoBKY JfeKapCTBEHHbIX
CpeAcTB AN BeTepUHApPHOro rMpUMEHeHUsa [AO0/DKHa HaHOCUTLCA Haanuck: "[Ona BeTepuHapHOro
npumeHeHunsa".
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12. Ha BTOpMYHYlO (NOTpebUTeNnbCKY) YMaKoBKY NeKapCTBEHHOro mnpenapata HaHOCUTCSA
LTPUXOBOW KOA.

Maea 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUNCKYIO ®EOEPALMIO U BbIBO3 NIEKAPCTBEHHbIX CPEACTB
N3 POCCUACKOW ®EOEPALMA
(B pea. ®egepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

Cratbsa 47. MNMopaaok BBO3a JiIeKapCTBEHHbIX cpeacTtB B Poccuiickyio depepauumio u
BblBO3a JIeKapCTBEHHbIX cpeacTB u3 Poccuiickon depepauynm
(B pen. ®egepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

1. BB0O3 nekapcTBeHHbIX cpeAacTtB B Poccurickyto defepaumio OCyLLecTBASETCA B NOopsaike,
yCTaHoBfeHHOM [lpaButenbctBoM Poccuinckon ®degepauun, B COOTBETCTBUM C  TaMOXEHHbIM
3aKoHoAaTeNbCTBOM TaMOXeHHOro cotosa B pamkax EBpA33C (panee - TaMOXeHHbIM CO3) U (Unn)
3aKoHogaTenbCcTBOM Poccuiickon depgepaunm 0 TaMOXEHHOM adene.

(B pen. ®egepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. BBo3uMble B Poccuiickyto ®enepauuto siekapCTBEHHble CpeAcTBa AO/KHbl COAepXXaTbCs B
rocyAapCTBEHHOM peecTpe NIeKapCTBEHHbIX CpeacTB.
(B pen. ®epepanbHbiX 3akoHOB 0T 06.12.2011 N 409-®3, o1 27.12.2019 N 462-03)

3. Jonyckaetcs BBO3 B Poccuiickyto degepaumio KOHKPETHOM MapTUM 3aperucTpMpoBaHHbIX U
(nnn) He3aperncTpmMpoBaHHbIX JIEKAPCTBEHHbIX CpeAcTB, MpeAHasHa4yeHHbIX A npoBeaeHus
KIIMHUYECKUX UCCMe[0BaHMn neKapCTBEHHbIX MpernapaToB, NpOBeAEeHUS 3KCMepTu3bl JIEKAPCTBEHHbIX
CPeACTB AN OCYLUeCTBAEHUS roCyLapCTBEHHOW perncrpaumn jekapCTBEHHbIX MNpenapaTtoB UAM A4ns
OKasaHus MeAULUMHCKOM MOMOLUM MO XWU3HEHHbIM NMOKa3aHWSIM KOHKPETHOro nauuMeHTa Ha OCHOBaHMMK
pa3pelleHns, BbIAAHHOMO YMNOJIHOMOYEHHbIM deaepanbHbiIM OpPraHoOM WCMOMHUTENBHOM BNactn no
3asBNEHMAM NNL, YKa3aHHbIX B cTaTbe 48 HacTtosiwero deaepanbHOro 3akoHa. PaccMOTpeHMe Takoro
3a89BNEHNA W TNPUHATUE peleHuss O BblAaye pas3pelleHns Ha BBO3 KOHKPETHOW napTum
3aperucTpmpoBaHHbIX U (UNKN) He3aperncTpupoBaHHbLIX JIEKAPCTBEHHbLIX CPeACTB, NpeaHa3HaYeHHbIX
ONS NpoBeAEHUSA KIIMHUYECKNX UCCNeaoBaHUI NeKapCTBEHHbIX NpenapaToB, NMPOBEeAEHMNS 3KCNepTU3bl
NIEKApPCTBEHHbLIX CpeaCTB Afs OCYLWECTBNEeHMS [OoCyAapCTBEHHOM perncTpaumm nekapcTBeHHbIX
npenapaTtoB WAM AN OKa3aHMs MeAMUMHCKOM MOMOLWM MO >XMU3HEHHbIM MOKa3aHMSM KOHKPETHOro
naumeHta nanbo 06 oOTKasze B Bblgaye YKas3aHHOMo paspeleHns MNpoM3BOAATCA B CPOK, He
npesbiwatowmin NaTn pabounx gHen. MNnaTta 3a Bbl4ayy YKa3aHHOro pa3pelleHns He B3nMaeTcs.

(B pen. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

KoHcynbTaHTlnoC: npumedvaHue.
C 01.01.2024 4. 3.1 cT. 47 yTpaumnsaeTt cuny (O3 o1 27.12.2019 N 475-03).

3.1. JonyckaeTtcs BB03 B Poccuinckyio deagepaumtio KOHKPETHOM NapTUM He3aperncTpmpoBaHHbIX
NeKapCTBEHHbIX NpenapaTos, CoAepXallnx HapKoTUYecKkne cpeacTsa Uav NCUXOTPOMHblIE BellecTBa, B
nopsake, ycraHoBfeHHOM [lpaBuTenbCTBOM Poccuinckon ®depepaunmn, A9 OKasaHUA MeANLWHCKOWN
NMOMOLLM MO XMU3HEHHbIM MOKAa3aHUAM KOHKPETHOro naumeHTa unam rpynnbl naumMeHToB B Ciy4vae, ecnu
nMeeTcs pelleHne BpadebHOM KOMUCCUM MeAULMHCKOW opraHusauum o HesdhdeKTUBHOCTU Wn
HEBO3MOXXHOCTU MPUMEHEHUSA Y KOHKPETHOro nauueHTa WHbIX 3aperncTtpMpoBaHHbIX NeKapCTBEHHbIX
npenapaToB, B TOM 4YucCie cofaepXalux Apyruve AencTBylolme BewecTsa, U 0 Heo6XoAMMOCTM BBO3a
onpefeneHHOro  He3aperucTpupoBaHHOrO  JIeKapCTBEHHOro  npenapata C  yKasaHuveM  ero
MeXAyHapoAHOro HenaTeHTOBAHHOro (UM XMMUYECKOro, WM rpynnupoBOYHOro) HaMMeEHOBaHU4,
¢dopMbl BbINyCKka W Konu4dectBa. [lepeyeHb 3aboneBaHUMM WM COCTOSHUA U COOTBETCTBYHOLWMX
NleKapCTBEHHbLIX NpenapaToB, CoAepXalluMX HapKOTUYeCKue cpeacTtBa U MCUXOTPOMHbIE BellecTBa, B
Lensix OCyLeCcTB/IEHMSI X BBO3a B COOTBETCTBMW C TpebOBaHMAMU HACTOSILLEN 4YacCTu YTBEPXAAETCSs
YNOJ/IHOMOYEHHbIM hefepasibHbIM OPraHoM UCMOSIHUTENbHON BNaCTU.

(4actb 3.1 BBegeHa denepanbHbiM 3aKOHOM OT 27.12.2019 N 475-03)

4. B Poccuinckyro ®egepaumio MOXHO BBO3UTb JieKapCTBEHHble CpeacTBa, KAuyeCTBO KOTOPbIX
noaTBepXAeHo  cepTuduUKaToM  NpPOU3BOAUTENSA  JIEKAPCTBEHHbIX CpPeaCTB, YAOCTOBEPSOLMM
COOTBETCTBME BBO3WMMbIX JIeKApCTBEHHbLIX cpeAcTB TpeboBaHWaM dapMakonenHblx craten nmbo B
cnyyae nx OTCYTCTBMSA HOPMATMBHOW AOKYMEHTauuMu UM HOpMaTUBHOIMO AOKYMeHTa.

(B pen. ®egepanbHoro 3akoHa ot 06.12.2011 N 409-®3)
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5. 3anpewaetca BB03 B Poccuiickyto @epepaumio panbCUPUUUPOBaAHHbBIX JIeKApPCTBEHHbIX
cpeacTts, HenobpokayecTBEHHbIX NeKAapCTBEHHbIX CPeACcTB, KOHTpadaKTHbIX NeKapCTBEHHbIX CPeACTB.
(B pea. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6. QdanbcMdpuuMpoBaHHbIE JfleKAapCTBEHHbIE CpeacTBa, HeaobpoKayecTBEHHbIE NEKapCTBEHHbIE
cpeactea noanexaTr W3bATUIO M NOCNeaylWeMY YHUUTOXEHUIO WAM  BbiBO3Y W3 POCCUMIACKOWM
denepaumm, KoHTpadaKTHbIE SIEKAPCTBEHHbIE CpeACTBa - U3BATUIO U MOCAEAYIOWEMY YHUUTOXEHULO.
YHUUTOXEHNE unm BbiBO3 M3 Poccuinckon Odeaepaunmm danbCUOUUNPOBAHHBLIX JIeKapCTBEHHbIX
cpeacTs, HeaAobpoKaueCTBEHHbIX SIeKApPCTBEHHbIX CPeACTB, KOHTpadaKTHLIX NeKapCTBEHHbIX CPpeAcTB
OCYLLUEeCTBNSETCA 3@ CYeT JfuMua, OoCywecTBuBLIEro wux BBO3. [1opaaoOK YHUUTOXEHUS U3bATbIX
danbCndULMpPOBaAHHbBIX NEKApPCTBEHHbLIX CpeacTB, HefobpoKaudeCTBEHHbIX NeKapCTBEHHbIX CPeacTs,
KOHTpadaKTHbIX  NIeKapCTBEHHbIX CpeacTB  ycTaHasnuBaetca  [lpaBuTenbcTtBOM  Poccuinckon
denepaumn.

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

7. Jlvua, ocywecTtensawowme BBO3 B Poccuiickyto  Qepepaumto danbcnduLMpoBaHHbIX
NleKapCTBEHHbIX CpeAacTB, HeaobpoKayeCTBEHHbIX JeKApCTBEHHbIX CPeACTB, KOHTpadaKTHbIX
NleKapCTBEHHbIX CpeaCcTB, HEeCYT OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOXEHHbIM 3aKOHOAATETIbCTBOM
TaMoxeHHoro cot3a 1 (Un) 3akoHoaaTenbCTBOM Poccminckon denepaumm 0 TaMOXEHHOM Aere.

(B pen. ®epepanbHoOro 3akoHa ot 06.12.2011 N 409-03)

8. BbIBO3 fIeKapCTBEHHbIX CpeacTB n3 Poccuiickon depepaumn ocywecrtensercs 6e3 npuMeHeHus
OrpaHUYEHUI, YCTAHOBJIEHHbIX TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cot3a u  (unan)
3aKoHozatenbcTBoM Poccuinckon depgepaumn 0 rocyaapCTBEHHOM PerynMpoBaHWM BHELWHETOProBOW
AeATeNbHOCTH.

(B pen. ®enepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, o1 25.11.2013 N 317-®3, oT 22.12.2014
N 429-03)

9. BBoA B rpaxxaaHckuii ob6opoT fiekapCTBEHHbIX NpenapaToB AN MeAUMUMHCKOro NpUMeEHeHus,
BBE3eHHbIX B Poccuiickyto @depepaumio, ocyuwlectsnserca c  cobnwogeHuem  TpeboBaHumi,
YCTaHOBJ/IEHHbIX cTaTtben 52.1 HacToswero ®enepanbHOro 3aKoHa.

(yacTtb 9 BBeageHa deanepanbHbIM 3aKOHOM OT 28.11.2018 N 449-03)

KoHcynbTaHTl0C: npnMeyaHue.
C 01.09.2023 cT. 47 pononiHaeTcsa 4. 10 (®3 ot 02.07.2021 N 317-®3).

Cratbsa 48. lOpuanyeckne nuua, KOTOpbIM pa3pelleH BBO3 JIEKapCTBEHHbIX CPeAcTB B
Poccuiickyro denepaumio
(B pen. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

JlekapcTBeHHble cpeacTBa B Poccuiickyto ®eagepaumio MOryT BBO3UTh:
(B pen. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

1) npousBoAUTENN NEKAPCTBEHHbLIX CPEeACTB AN uenen cobCTBEHHOro MpOU3BOACTBA
NleKapCTBEHHbIX CPeacCTB;

2) WHOCTpaHHble pa3paboTuMKM NEKAPCTBEHHbLIX CpPeACTB M MHOCTPaHHble MNPOU3BOAUTENN
JIEKApCTBEHHbIX CPeACTB WX  Apyrve topuauvdeckume Juvua  no  NopydyeHuto  paspaboTumka
JNleKkapCTBEHHOro CpeAcTBa A/1 NPOBEAEHUS KIIMHUYECKUX UCCIeA0BaHMIM NeKapCTBEHHOro npenapaTa,
OCYLLECTBNEHNA  TFOCYAApCTBEHHOM  perncrtpauuMm  NeKapCTBEHHOro  npenapaTta,  BKJHOYEHUS
dhapmMaueBTUYECKON CYybCTaHUMM B FOCYAApPCTBEHHbIA PEECTp NeKapCTBEHHbIX CPeAcTB, KOHTpONS
KayecTBa JIEKApCTBEHHbIX CPeACTB MNPU HanMuyum paspelleHnss ynosHOMOYeHHOro deaepanbHOro
opraHa UCNoSIHUTENbHOM BacTM Ha BBO3 KOHKPETHOM NapTUM NeKapCTBEHHbIX CPEACTB;

3) opraHusauunm onToBOM TOProB/N JIEKAPCTBEHHBIMU CPEACTBaMU;

4) HaydHo-uccnepoBaTesibCkuMe opraHusaumu, obpasoBaTesfibHble OpraHusaumm BbICLLEro
obpaszoBaHus, Npom3BOAMTENMN NEKAPCTBEHHbIX CPpeacTB A9 pa3paboTku, uccnefoBaHwWii, KOHTPONS
6e3onacHoCcTK, KadecTtBa, 3PHEKTUBHOCTU JIeKAPCTBEHHbLIX CpeacCTB MpW HanMuuMm paspelleHuns
YNO/IHOMOYEHHOro deaepanbHOro opraHa UCNOJHUTENBHON BNAcTyH;

(B pen. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-03)

5) MeaAMUMHCKME OpraHuM3auuMn, WHble YyKasaHHble B NyHKTax 1 - 4 HacTosiwer craTbu
opraHmMsauum Ana okasaHus MeAMLMHCKOM MOMOLWM MO JKM3HEHHbIM MOKa3aHMSAM KOHKPETHOro
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nauuMeHTa npuv Haanymu paspelleHns YrnoaHOMOYEeHHOro geaepanbHOro opraHa WCNOSHUTENbHOMN
BNacTM Ha BBO3 KOHKpPETHOW napTuUW NeKapCTBEHHOro npenapaTa, BblAAaHHOMO B YCTaHOBJ/IEHHOM
nopsaake B ¢GOpMe 3/1eKTPOHHOro AOKYMeHTa, MOAMUCAHHOIO YCUNIEHHOW KBannduumMpoBaHHOM
3N1IEKTPOHHOM NOAMUCHIO;

(B pen. ®epepanbHoro 3akoHa ot 12.03.2014 N 33-03)

KoHcynbTaHTlIt0C: npnMeyaHue.
C 01.01.2024 n. 6 cT. 48 yTpauuBaet cunay (®3 ot 27.12.2019 N 475-03).

6) rocyaapCTBeHHbIE YHUTApPHbIEe NPeanpuaTmsa, MMYLLECTBO KOTOPbIX HaxoauTcs B deaepanbHOn
cobcTBeHHOCTN, onpegenseMble [lpaBuTenbcTtBoM Poccuinickonn ®degepaunn, B 4YacTu BBO3a B
Poccuinckyto @epepaumio  He3aperncTpupoBaHHbIX JIeKapCTBEHHbIX MpenapaTtoB, CoAepXalnx
HapKoTU4YeCcKMe cpeacTBa WM MNCUXOTPOMHble BewecTBa, ANs OKa3aHUs MeaAMUMHCKOM noMowm no
XXU3HEHHbIM MOKa3aHUAM KOHKPETHOro naumeHTa Wau rpynnbl NauMeHTOB B COOTBETCTBMM C YacCTbio
3.1 cTtaTtbu 47 HacTosdwero deaepanbHOro 3aKoHa.

(n. 6 BBeaeH ®egepanbHbiM 3aKOHOM OT 27.12.2019 N 475-03)

Crtatba 49. [OKyMeHTbl, NpeAacTaB/isieMble B TaMO)>XeHHble opraHbl Poccuiickon
denepaumm Npm BBO3E JIeKapCTBEHHbIX cpeacTB B Poccuiickyro deaepaumio
(B pea. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. Mpn BBO3e fleKaApCTBEHHbLIX CpeacTB B Poccuinckyto depepaumio B TaMOXEHHblE OpraHbl
Poccuiickon ®@epepaumm Hapsay C  AOKYMeHTaMW, NpeacTaBfieHWe KOTOpbIX MNpeayCcMOTPeHO
TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cotw3a U (Man) 3akoHoaaTenbCTBOM Poccuinckon
depepaumu 0 TaMOXEHHOM Aefle, NpPeacTaBnaloTCca cneayowme JOKYMEHTbI:

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

1) cepTudmkaT nNpousBOAUTENSA JIeKAapCTBEHHOrO CpeacTBa, YAOCTOBEPSAKLWUIA COOTBETCTBME
BBO3MMOIr0 JieKapCTBEHHOro cpeactsa TpeboBaHusaM dapmakonenHon crtatem nnbo B ciydae ee
OTCYTCTBUS HOPMaTUBHOW AOKYMEHTauUun Uin HOPMaTUBHOIO JOKYMEHTa;

2) paspelleHne YnosIHOMOYEHHOro deaepanbHOro opraHa WCNONHUTENbHOW BNacTM Ha BBO3
KOHKPETHOW MapTUM NEeKapCTBEHHOro CPeAcTBa B C/y4dasX, YCTAHOBMEHHbIX YacTbio 3 cratbu 47
HacTosiwero degepanbHOro 3aKoHa.

2. [JOKyMeHTbl, yKa3aHHble B OYHKTax 1 m 2 4yactm 1 HacToswwen cTaTbW, NMPeacTaBnsioTCa B
TaMOXeHHble opraHbl Poccuiickon degepaumn npu npmbbITUN NEKAPCTBEHHbLIX CPEACTB B PoccuMmnckyto
®denepauuto.

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

CtraTtba 50. BB03 nniekapcTBeHHbIX npenapaTtoB B Poccuiickyto denepaumio ans JIMYHOro
MCNOJZIb30BAaHUA M MHbIX HEKOMMEpPUYECKMX Lesiel, a TaKXXe ANA MCNoNb30BaHUA Ha
TEppPUTOPUN MEXXAYHaApPOAHOIo MeAUMLIMHCKOro Kiacrepa
(B pea. ®enepanbHbix 3akoHoB OT 06.12.2011 N 409-93, o1 29.06.2015 N 160-03)

1. JlekapcTBeHHble npenapaTbl MOryT 6bITb BBe3eHbl B Poccuickyto ®depepaunto 6e3 ydeTta
TpeboBaHWN, NpeaycMOTPEHHbLIX Yactamu 1 - 4 cratbn 47, cratbamm 48 u 49 HacTosLwero
®denepanbHOro 3aKoHa, ecnm OHW rnpeaHasHayveHbl An14:

(B pen. ®epepanbHoOro 3akoHa ot 06.12.2011 N 409-03)

1) nnuyHoro ucnonb3oBaHUA pUMYECKUMU Nuuammn, npubbiBlWIMMKM B Poccuinckyto depepauuto.
Mpn aToMm BBO3 B Poccuitckyro ®degepauunio EeKaApCTBEHHbIX MpenapatoB, CcoAepXawmx
cunbHogencTeyowme un  (MNM) S40BUTble BellecTBa, BK/OYEHHble COOTBETCTBEHHO B CMWUCOK
CU/IbHOAENCTBYIOLLIMX BELWECTB A/ LleNen yrosloBHOro 3akoHoaaTenbcrea Poccuiickon deaepaunm v B
COUCOK $A0BUTbIX BeLLeCTB A7 Uenen YyrosoBHOro 3akoHogaTenbcTBa Poccuinckon ®depepaumm,
yTBepXAeHHble NpaBnTenbcTBoM Poccuimnckon deaepaumnm, oCyLLEeCTBNAETCS NPU HaMYMKM AOKYMEHTOB
(3aBepeHHbIX KOMWUIA AOKYMEHTOB MW 3aBEPEHHbIX BbIMNUCOK M3 HWUX), NOATBEPXAAKOLWMX Ha3HaYeHue
pn3nyeckoMy nuUy YyKasaHHbIX JIeKapCTBEHHbIX MpenapaToB (3@ MWCKIOYEHMEM JleKapCTBEHHbIX
npenapaToB, 3aperucTpMpoBaHHbiXx B Poccuiickonn @depepaunmm wn  oTnyckaemblX B Poccuickomn
Qepepaumn 6e3 peuenta Ha NekapcTBeHHbIM npenapart). [loaTeepxaawowme [AOKYMEHTbl (MX
3aBepeHHble KOMWU WM  3aBEepeHHble BbIMUCKU U3  HUX) AOMKHbI coAepXaTb CBeAeHus O
HAaMMEHOBAHUM U KOMMYECTBE HA3HAYEeHHOro JieKapCTBEHHOro npenapata. B cnyvae, ecnu
noaTBepXxaawowme AOKYMEHTbl (MX 3aBepeHHble KOMUWU WW  3aBepeHHble BbIMUCKU U3 HUX)
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COoCTaB/ieHbl Ha WMHOCTPAHHOM fA3blke, K HWUM MNpuaaraeTcad HoTapualibHO 3aBepeHHbI nepesos Ha
PYCCKUN A3bIK;
(n. 1 B pen. ®egepanbHoro 3akoHa ot 02.06.2016 N 163-03)

2) WCNonb30BaHMA paboTHUMKAMKM  AMMNNOMATUUYECKOro Koprnyca WAM  NpeacTaBUTENaMu
MeXyHapOAHbIX OpraHM3aLUmin, akKpeanToBaHHbIX B Poccuitckoit ®enepaumu;

3) fledeHMs NacCaXMpoB M UYNEHOB 3KUMaXel TPaHCMOPTHbIX CpeacTB, noe3gHbix bpurag u
BOAUTENEN TPaHCNOPTHbLIX CPeAcTB, NpubbIBLLINX B Poccuitckyto deaepaumio;
(B pea. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) nevyeHus y4aCTHMKOB MeXAYHAPOAHbIX KYy/bTYPHbIX, CNOPTUBHbBIX MEPOMPUSATUIN N YYACTHUKOB
MeXAYHapOoAHbIX 3KCNneanuni;

5) neyeHnss KOHKPETHbIX >XWUBOTHbIX B 300Mapkax, 300cafdax, UMpKax, OKeaHapuyMax,
aenbduHapUax, nedeHuss AUKUX XMUBOTHbIX, MOCTOSHHO WM BPEMEHHO Hacenswwnx TeppuUToputo
Poccuitckoin ®depepaummn, HaxXoAsWMXCS B COCTOSSHUM ecTecTBeHHoW cBoboabl M MpuHagnexawmx K
BMAAM, 3aHeCeHHbIM B KpacHyto kHury Poccuinckoin degepaunm n (UAM) KpacHble KHUMM CybbekToB
Poccuinckoin depepaummn, a TakxKe XMBOTHbIX, BBO3MMbIX B Poccuiickyto depepaumio Ansg ydactmsa B
CNOPTUBHbLIX U 3pEINLLHBIX MEPONPUATUSNAX;

(B pen. ®epepanbHbiX 3akoHOB 0T 06.12.2011 N 409-®3, ot 02.08.2019 N 297-03)

6) NCNoNb30BaHUA Ha TEPPUTOPUN MEXAYHapOAHOr0 MEAMLMHCKOroO Knacrepa.
(n. 6 BBeaeH depepasnbHbIM 3aKoHOM OT 29.06.2015 N 160-03)

2. B cny4asax, npenycMOTpPeHHbIX YacTblo 1 HaCTosLWeEN CcTaTbM, AONYyCKaeTCcs BBO3 B Poccuinckyto
denepaumio NeKapCTBEHHbLIX NpenapaToB, He 3aperncTpupoBaHHbiX B Poccninckon degepaunn.
(B pen. ®egepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

3. JlekapcTBeHHble npenapaTbl, NpeAHa3Ha4deHHble 479 ryMaHuTapHoi nomowm (CoaencTBuS)
WAN MOMOLWM NpPU 4Ype3BblYalHbIX CUTyauusax, BBO3ATCA B Poccuiickyto ®degepauuvio B Nopsaake,
yCTaHOB/fieHHOM [lpaBuTenbLCTBOM Poccuiickonn dPepepaumn. 3anpellaetcs BBO3 B Poccunckyto
defepaumio  He3aperncTpupoBaHHbIX  JIEKAPCTBEHHbIX  MpenapaToB, MNpeAHa3HaudeHHbIX  Ans
rymMmaHmTapHom noMowu (coaencTems) nnm NoMOLLKM NMpu Ype3BblHaliHbIX CUTYaUUsX.
(B pea. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 51. CortpyaHumuectBO ddeaepasibHOro oOpraHa MCNOJIHUTENIbHOM BJacTy,
YNOJIHOMOYEHHOro B 0651aCTM TaMOXEHHOro pfaena, W APYrMX YMNOJIHOMOYEHHbIX
¢enpepanbHbIX OPpraHOB UCNOJIHUTENIbHOW BJ1IAaCTH

1. YnonHoMouyeHHble ddenepanbHble OpraHbl WCMOMHUTENbLHOW BMacT MNpeaocTaBnsloT B
pacnopsikeHune deaepanbHOro opraHa WCMOSIHUTENbHOWM BNAacTW, YMOJIHOMOYEHHOro B obnactu
TAaMOXEHHOro Aesna, rocynapCTBeHHbIN peecTp JieKapCTBEHHbIX CPeAcTB, a TakXe WHdopMauuo o
BblA@HHbIX pa3pelleHnsIX Ha BBO3 KOHKPETHOM MapTUW JeKapCTBEHHbIX CpeaCTB B Cly4vasy,
YCTaHOBJ/IEHHbIX YacTblo 3 CTaTbk 47 HacTosawero ®enepanbHOro 3aKoHa.

2. ®epepancHbIi OopraH MCNOMHUTENbHOWM BNacTU, YMNOSHOMOYEHHbIN B 06/1aCTU TaMOXEHHOro
aena, MHbOpMUpPYET YyKasaHHble B Yactu 1 HacToAweWn CcTaTbW YMNOJHOMOYEHHble deaepasnbHble
OpraHbl UCNOAHUTESIbHOM BNacTU O BBO3e NleKapCTBEHHbIX CpeAcTB B Poccuickyto depepaunio u
BblBO3e JleKapCTBEHHbIX CpeacTB u3 Poccuiickon ®depepaunm no dopMme n B nopsaike, KOTopble
ycTaHoBeHbl [paBuTenbcTBOM Poccuiickon denepauun.

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

Maea 10. PAPMALEEBTUYECKAA OEATENNIbHOCTb

Cratba 52. OcyuwecTBneHne papMaLEeBTUYECKON AeATEeNIbHOCTH

1. ®dapMaueBTUUyeckas [AeATeNIbHOCTb OCYLWEeCTBNSAeTCa OpraHm3aumsMm OMTOBOM TOProBau
NleKkapcTBeHHbIMM  CpeacCTBaMW,  anTeyHbIMM  OpraHuM3auusaMu,  BeTepuHapHbIMKM  anTeYHbIMU
opraHmsaumsamu, WHAMBUAYANTbHBbIMU npeanpuHUMaTensaMu, nMerLwmnmm NNLEH3UI0 Ha
dapmMaLeBTUUECKYID AedATeNlbHOCTb, MeAUUMHCKMMU OpraHusauusMn, MUMerLWwnMn nAnLeH3uio Ha
dapMaueBTUUECKYD AeAaTeNbHOCTb, W uX 060cobneHHbIMM NoapasjeneHnamm  (ambynatopusamu,
denbawepcknuMmmn U enbalepcko-akylwepckKMMmn  MNyHKTamu, uUeHTpamm (oTaeneHnsmun) obuiein
BpayebHoOM (ceMerHOMN) NpaKTUKK), PACMosIOXKEHHbIMU B CENbCKUX HACeNeHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeuyHble OpraHusaunm, n BeTepuUHaApPHbIMWU OpraHmM3aumamMm, UMEKLWMUMU TULEH3UIO Ha
dapMaueBTUUYECKYIO AeATeNIbHOCTb.
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(B pen. ®egepanbHOro 3akoHa ot 25.11.2013 N 317-®3)

KoHcynbTaHTlnoc: npumevaHue.

06 ycnoBusax gonycka B 2021 roay K OoCyLUECTBNEHUIO papMaLEBTUYECKON AeATEeNbHOCTM nuL 6e3
cepTudukaTta cneymanmcta u (Uaun) nNo CneymanbHOCTSIM, He NpeAyCMOTPEHHbBIM CEPTUDUKATOM
cneumanucra, cMm. lNMpukas MunHsgpasa Poccnm ot 08.02.2021 N 58H.

2. dm3nyeckne nmua MOryT OCYLLECTBNATb (dapMaueBTUUECKYH AEATENbHOCTb MPU Halan4yum
BbiCLLErO UK cpeaHero dapMaueBTMyeckoro obpasoBaHus U ceptudukata cneymanunucra, BbICLIEro
WU cpeaHero BeTepuHapHoro obpasoBaHuMs M cepTuduKaTa cneuymanunucrta, a TakXe BbICWIEro mam
cpegHero  MeauuMHckoro  obpasoBaHus, cepTudumkaTa crneunanmcta W AOMONHUTENBHOrO
npodeccnoHanbHOro obpasoBaHna B YaCcTU PO3HUYHOM TOProBAM NeKapCTBEHHbLIMU MpenapaTtamMu npu
ycnosmn mx pabotbl B 060C06NEHHBIX NoApa3aenieHns X MeaMUMHCKUX OpraHm3aunii, yKasaHHbIX B
YacTn 1 HaCTOSILWEN CTaTbM.

(yacTtb 2 B pea. ®egepanbHOro 3akoHa ot 27.07.2010 N 192-03)

KoHcynbTaHTIII0OC: NnpuMedvaHune.

JNlekapcTBeHHble npenapaTbl 418 MeOULMHCKOrO NPUMeHeHUs, BBeAeHHble B rpaXkaaHCKuUin o60opoT
00 29.11.2019, nognexaT XpaHeHUlo, NepeBo3Ke, OTNYCKY, peannsauumn, nepenade,
NPUMEHEHUI0 A0 UCTeYEeHUS CpoKa nX rogHocTn (O3 ot 28.11.2018 N 449-03).

Cratba 52.1. BBoa B rpaxXAaHCKuUM o060pOT JsieKapCTBEHHbIX MNpenapaTtoB Ans
MeaAULUHCKOro NpuMeHeHus
(BBeneHa denepanbHbIM 3aKOHOM OT 28.11.2018 N 449-03)

1. MNMepen BBOAOM B rpakaaHCKMUin 060pOT KaXKaoM Cepumn UM Kaaom napTum npousBeneHHOro B
Poccuinckon Qepepaumm nekKapCTBEHHOro npenapata  A4ANnsa MeauuMHCKOro npuMeHeHus, 3a
NUCK/TIOYEHNEM  MMMYHOOMONMOrMYECKMX  JIEKAPCTBEHHbIX TMpenapaTtoB, MNpoOM3BOAUTENb  TaKOro
NleKapCTBEHHOro npenapata npeacrasnser B denepanbHblM opraH MCNOMHUTENbHOW  BacTy,
OCYWECTBAAWMA (QYHKUMM NO KOHTPOJIKO M Haa3opy B cdepe 34paBOOXpPAHEHMUS, OOKYMEHT
Npou3BOANTENS JIEKAPCTBEHHOIO CpeacTBa, NOATBEPXAAKLWMNIA KayeCTBO JIEKAPCTBEHHOro npenapara,
N NOATBEPXAEHME YMOSIHOMOYEHHOIro NMua MpoOM3BOAUTENS JIEKAPCTBEHHbIX CpeAcTB COOTBETCTBMS
NeKapCTBEHHOro npenaparta TpeboBaHUAM, YCTAaHOBJIEHHbIM NMPU €ro rocyAapCcTBEHHOW perncrpaumu.

2. MNepen BBOAOM B rpaxAaHCKUM 06OpPOT KaxAoW cepum WM Kaxaow napTtvumM BBO3UMOro B
Poccuirickyto ®depepaumio nekapcTBEHHOro npenapata  Ans  MeAWUMHCKOro MNpuMMeHeHus, 3a
NCKNIOYEHNEM MMMYHOBMONOrMYEeCKNX SIeKapCTBEHHbIX NMpenapaToB, OpraHu3auus, oCyLlecTBasowas
BBO3 JIEKAapCTBEHHOro npenapata B Poccuiickyto degepaumio, npeacraBnseT B denepanbHblii opraH
WUCNOJIHNTENBHOM BNAacTX, OCyWecTBaAsaloWwmMin  @YyHKUMM N0 KOHTPOJKO W Haa3opy B cdepe
340paBoOOXpaHeHns, cepTuduKaT nNpoM3BOAUTENS NIEKAPCTBEHHOrO CpeacTBa, YAOCTOBEPSIOWNI
COOTBETCTBME BBO3MMOIO JIEKAPCTBEHHOro npenapaTta TpeboBaHusaM dhapMaKonenHoW cTaTbU, a B
cny4dyae OTCyTCTBUMS dpapMakoOnNemHoM cTaTbu TpeboBaHUAM HOPMATUBHOW AOKYMEHTauuu, U
NOATBEPXAEHWE NpeacTaBUTENs OpraHM3aunu, OCYLLEeCTB/SOWEN BBO3 JIEKapCTBEHHOIoO npenapaTa B
Poccuiickyto ®epepaumio M yNoOSIHOMOYEHHOM WMHOCTPAHHbLIM MPOU3BOAUTENEM JNIEeKAPCTBEHHbIX
CpeacTB, COOTBETCTBMS BBO3WMMOIO JIEKAapCTBEHHOro npenapata TpeboBaHWMSAM, yCTaHOBAEHHbIM MNpu
€ro rocyapCTBeHHON perncrpaummu.

3. Mopaaok npeacrtaBneHUs B COOTBETCTBUM C YacTaMm 1 M 2 HACTOSILLEN CTaTbW AOKYMEHTOB WU
CBeAEHMN O JeKapCTBEHHbIX MpenapaTtax, BBOAUMbLIX B rpaXxaaHCKuii o60poT, ycCTaHaBIMBaeTCs
MpaButenbcTBOM Poccuitickoin deaepaunn.

4. B OTHOWEHMW NepBbIX Tpex cepun unauM napTUn NeKapcTBEHHOro npenaparta, Brepsble
npousseneHHoro B Poccuiickon ®epepaumm mnu Brnepsble BBO3UMMOro B Poccunickyto depepauunio, B
denepanbHbIi OpraH UCNOSIHUTENbHOW BACTU, OCYLECTBASOWNIA DYHKUUU MO KOHTPOSIO U Haasopy
B cdhepe 34paBOOXpaHEHUS, AOMNOSIHUTENbLHO MpeacTaBAseTCs MPOTOKON UCMbITAHUW O COOTBETCTBUU
cepyn NN MapTMM NeKapCTBEHHOro npernapata Ang MeguuMHCKOro MNpUMEHeHUa rnokasaTesnsam
KauyecTtBa, MNpPeayCcMOTPEHHbIM HOPMATMBHOW AOKyMeHTauuen (Janee - MNPOTOKOJ MUCMbITaHUN),
NPOBOAUMBIX aKKpeAWTOBaHHbIMM B COOTBETCTBUM C 3aKOHoAaTenbCTBOM Poccuinckon ®depepaummn 06
aKKpeauTaumMmM B HaUMOHANbHOWM CUCTEMe akkpeauTaumu deaepanbHbIMKU  FOCYyAaPCTBEHHbIMU
6104KETHBIMWN yUYpexaAeHUIMN, NoABeAOMCTBEHHbIMWU deaepasibHOMY OpraHy WUCNOSIHUTENbHON BNAacTH,
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ocyuwiectnsawoweMy @yHKUMM no BblpaboTke W peanusauMm  rocyaapCTBEHHOM MOAUTUKKM W
HOPMaTMBHO-NMPABOBOMY peryaMpoBaHuMio B cdepe 34paBOOXpaHeHus, u deaepanbHOMy OpraHy
WMCNONMHUTENBHON BNacTu, oOcCywecTBaswwemy «@GYHKUMM MO KOHTPOAK W  Haasopy B cdepe
34paBoOXpaHeHus. [opsaaoK BblAayM ykasaHHbIMKU deaepanbHbIMU roCyaapCTBEHHBIMU GHOAKETHLIMU
yyYpexaeHussMM [AHHOrO MpoTOKONa W pa3Mep nfaatel 3a €ro BblAady YCTaHaBAMBAlOTCS
MpasutensctBoM Poccuiickon depgepaunm.

5. BExerogHo He nosgHee 1 deBpang NpomsBoaMTENN NeKapCTBEHHbIX CPEACTB UM OpraHm3aumu,
ocyuwlecTengoWmMe BBO3 JIeKapCTBEHHbIX MnpernapaTtoB B Poccuiickyto ®depepaunto, npeactaBnsioT B
denepanbHbI OpraH UCNOSTHUTENbHOW BACTU, OCYLECTBASWNIA DYHKUMU MO KOHTPOSIO U Han3opy
B cepe 34paBOOXpaHEHUsi, MPOTOKON MCMbITAHUA MOCTYNMBLLUEr0O B TEYEHWE roga B rpaKAaHCKUN
060pOT /leKapCTBEHHOro npenapata KOHKPETHOro npoussoautens (Ha OAHY Cepuio  KaxXaoro
TOProBOro HawMMEHOBAHMSA C Y4YEeTOM JfleKapCTBeHHOW dOpMbl M [AO3UPOBKM), MNPOBOAUMbBIX
aKKpeANTOBAaHHbIMM B COOTBETCTBMWU C 3aKOHOAATENbCTBOM Poccuinckon depepaumn 06 akkpeauTauum
B HAaUWOHANIbHOM CUCTEME aKKpeauTauum ucneitatesbHbiMM nabopatopusMmn (LeHTpaMmn).

6. [llpousBoauTENN JfieKapCTBEHHbIX CpeACTB WAWM  OpraHusaumu, OocylecTBrsfllwme BBO3
NlekapCcTBEHHbIX nNpenapaToB B Poccuickyto deaepaumio, He MeHee YeM 3a OAWH roj A0 NNaHupyeMbix
NPUOCTAHOB/IEHMSA WU MpeKpaleHUs MpouM3BOACTBA JIeKAapCTBEHHbLIX MpernapaTtoB MM MUX BBO3a B
Poccuinckyto ®epepaunto ysenomnsawT o6 3ToM denepanbHbli opraH WCMNOAHUTENbHOW BNacTu,
ocywecTengaowmn GyHKUMM N0 KOHTPON U Haa3opy B cdepe 3apaBooxXpaHeHus u deaepanbHbin
OpraH WCroNHUTENbLHON BNacTU, OCYLWECTBAAWMA PYHKUUM NO JINLUEH3UPOBaAHUIO NPOU3BOACTBA
NleKapCTBEHHbIX CPeaCTB.

7. BBoA B rpaxnaHCKu 060pOT KaxXaoW cepun UAnM Kaxaoh napTum MMMYHOBMOM0rnMyeckoro
NlekapcTBEeHHOro npenaparta, npousBedeHHoro B Poccuiickon ®epepaumu WM  BBO3MMOro B
Poccuinckyto denepaumio, OCyLEeCTBMASETCS Ha OCHOBaHWKM paspelleHus, BblaaHHoOro denepasnbHbIM
OpraHoM MCMONHUTENbLHON BNacTu, OcCywecTBasowmnM GyHKUMU MO KOHTPOK U Haa3opy B cdepe
34paBOOXpPAHEHMS, Ha OCHOBaHWUW BblAAHHOIO deaepasnbHbIMU FOCYAAPCTBEHHLIMU 6HOAXETHBbIMU
yuypexaeHnaMn, yKkasaHHbIMWU B YacTn 4 HacCTosALEN CTaTbW, 3aKIHOYEHUS O COOTBETCTBMU CEPUN UK
napTMm MMMYHOH6MONOrMYECKOro nekapcTBeHHOro npenaparta TpeboBaHMsAM, YCTaHOB/IEHHbIM MpPU ero
rocynapCTBEHHON peruncrtpaumn. [1opaaok BblAauu paspelleHuss Ha BBOA B rpaxaaHckmi obopoT
cepum Man naptTmm MMMYHOBMONOrMYECKOro NeKapCTBEHHOro npenaparta, a TakXke NopsAoK BblAauu
YKa3aHHOr0 3aK/l4YeHns W pa3Mep nnaTbl 3a ero Bblgayy YcCTaHaBnuBakTcs [1paBUTENbCTBOM
Poccuinckoin degepaunm.

8. 3a HenpeacTaBfeHWE WNN HECBOEBPEMEHHOE MNpeacCTaBNeHMe [OOKYMEHTOB U CBeAEHUR,
npeaycMoTpeHHbIX Yactamum 1, 2, 4, 5 n 6 Hactosawen cTaTbW, NPOM3BOAUTENUN NIEKAPCTBEHHbIX
CpeAcTB M oOpraHusauuu, OCYLLUeCTBASOWMEe BBO3 JE€KapCTBEHHbIX MpernapaTtoB B Poccunckyto
denepaumio, HeCYyT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuinckon degepaunn.

9. lMNpeacTtaBneHne AOKYMEHTOB W CBEAEHUI, NPeAyCMOTPEHHbIX YacTtamu 1, 2 1 4 HacTosLlen
CTaTbW, M NONy4YeHWe nNpeayCMOTPEHHOro 4YacTbi 7 HacTosWel CcTaTbM paspeweHuss Ha BBOA
MMMYHOBMONOrMYECKOro JieKapCTBEHHOro rpenapata B rpaxaaHckuin obopoT He TpebytoTca B
OTHOLUEHUM JIeKApCTBEHHbIX TrpernapaToB, nMpeAHa3HadYeHHbIX A8 [poBefeHUs  KIAUHUYECKUX
nccneaoBaHMiM NeKapCTBEHHbLIX MpernapaTtoB, NpoBeAeHUs 3KCMepTU3bl NIeKapCTBEHHbIX CpeacTB ANs
OCYLLEeCTB/IEHNSA FOCYAApPCTBEHHOM perncrTpaumu NeKapCTBEHHbIX NpernapaTtoB, a TakXXe B OTHOLUEeHWUKn
He3aperncTpupoBaHHbLIX  JIeKapCTBEHHbIX rnpenaparTos, rnpegHasHadyeHHbIX  Ans OKasaHus
MeANLUMHCKOM MOMOLM MO XM3HEHHbIM MOKa3aHMAM KOHKPETHOro nauneHTa wuau rpynnbl NaunmeHTos,
BBO3UMbIX B Poccuiickyto ®epepaumio B COOTBETCTBUMM C YacTamum 3 m 3.1 cTaTbu 47 HACTOSLErO
denepanbHOro 3akoHa.

(B pen. ®egepanbHOro 3akoHa ot 27.12.2019 N 475-03)

10. Mpw BbIABAEHMN B rpaxnaHCKoM obopoTe cepuu UM NapTvn NekapcTBEeHHOro npenapaTa,
OOKYMEHTbl U CBeAeHUA O KOTOpbIX, NpeAyCcMOTpeHHble yactamum 1, 2 U 4 HacToswen CcTaTbu, He
npeacrasneHbl B defepanbHbll OpraH WCMONHUTENbLHOW BRacTu, OCyLWecTBAdWwmin GyHKUMKM Mo
KOHTPOJ/II0 U Haa30py B cdepe 3apaBooxpaHeHus, nmbo cepum mnm naptMm MMMYyHOBUONOrMYeCcKoro
NlekapCTBEHHOro nmnpenapata, He UWMewWwnx paspeleHns Ha BBOA B rpaxaaHckui o6opor,
NnpeayCMOTPEHHOro 4acTbio 7 HacTosdwen cratbu, denepanbHbl OpraH WMCNOJIHUTENBbHOW BRacTu,
OCYLWEeCTBNAWMN DYHKUMM MO KOHTPONO U Haa3opy B cdepe 34paBOOXpaHeHWs, B NOpSAAKe,
yCTaHOB/ieHHOM [lpaBuTenbcTtBoM Poccuiickon ®depepaunm, NpUHMMAET peLleHMe O MpeKkpalleHun
rpaxxaaHckoro obopoTa TakKuMX Cepuu WaM napTum A0 NPeACTaBNeHUs yKa3aHHbIX AOKYMEHTOB WU
cBegeHun Nmbo NoslyyeHUs yKasaHHOro paspeLleHms.

KoHcynbTaHTIIIOC: NpuMedvaHue.
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Cratbsa 53. Mpopaka, nepepaya JieKapCTBEHHbIX CpeACTB OpraHuUsauuMsaMu OMNTOBOM
TOProBJIN JIeKapCTBEeHHbIMU CpeaACTBaMMm

1. OpraHusaumm oNnTOBOW TOProBAM NeKapCTBEHHbIMK CpeACTBAMM MOTYT OCYLLECTBASATb NpoAaxy
NleKapCTBEHHbIX CpPeACTB WM nepefaBaTb MX B YCTAHOBJIEHHOM 3aKOHOAAaTeNbCTBOM Poccuiickon
degepaumm nopsgke (3a MWCKAKYEHMEM dapMaueBTUYECKOM CcybCTaHumm cnmpta  3TUIOBOrO
(3TaHona):

(B pen. ®egepanbHOro 3akoHa ot 27.12.2019 N 481-®3)

1) Apyrnm opraHmsauusam onToBOW TOProB/IM JIEKAapCTBEHHbIMU CPEeACTBaMYU;

2) Npou3BOAUTENSIM IEKAPCTBEHHbIX CPEeACTB AN Leneli NponM3BoACTBa J1IeKapCTBEHHbIX CPEACTB;
3) anTe4YHbIM OpraHn3aumsaM 1 BeTEPMHAPHbLIM anTeYHbIM OpraHn3auunsaMm;

4) Hay4HO-MCCNeaoBaTeIbCKMM OpraHM3aumsaM Ans Hay4yHo-uccneaoBaTebCckoit paboThl;

5) wvHAMBMAYanbHbIM MNpeanpuHUMaTENnaM, WMEKLWUM JIMUEH3UIO Ha dapMaueBTUYECKYHo
AeATEeNbHOCTb U NIMLIEH3UIO HAa MEAULMNHCKYIO AeATeNbHOCTb;

6) MeOAMUMHCKMM OpraHum3auusM, B TOM 4MUC/e CO3A4aHHbIM WM 3aperucTpupoBaHHbIM B
COOTBETCTBMUM C  3aKOHOAATENbCTBOM  MHOCTPAHHOro rocygapcrea - uyneHa OpraHusauuum
5KOHOMMYECKOro COTpyAHUYECTBA U Pa3BUTUS MHOCTPAHHbLIM KOPUANYECKUM NMLAM, NHOAUBUAYANbHbBIM
npeanpuvHUMaTensM, SABASIIOWMMCS yYacTHMKAMUM MPOEKTa B COOTBETCTBMM C PeaepasibHbIM 3aKOHOM
"O MexayHapooHOM MeAMUMHCKOM KracTepe U BHECEHUN U3MEHEHUW B OTAeNlbHble 3aKoHoAaTelbHble
akTbl Poccuinckon degepaumn”, n BeTepMHapHbIM OpraHn3aumsamM;

(B pen. ®egepanbHoOro 3akoHa ot 26.07.2019 N 240-®3)

7) opraHuzaumsaM U UHAMBMAYANbHbIM MNpeanpuHUMaTensM, OCYLeCTBASIWNM pa3BeseHue,
BblpaluMBaHMe W COAEPXAHUE >KMBOTHLIX (3@ WCKAKYEeHMEM npodaxu wuM dapMaueBTUYecKmnx
cybCcTaHUMn Unmn ux nepeaaun).

(n. 7 B pen. ®epnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHusauum onTOBOW TOProB/IN JIeKApPCTBEHHbLIMW CpPeaCTBaMW He BrpaBe OCYLWEeCTBASATb
npoaaxy (nepepadyy B YCTAaHOBNEHHOM 3aKOHOAATENbCTBOM Poccuinckon ®@epepaumm nopsiake)
dapmaueBTUYECKOn cybcTaHUMmM cnupTa 3TMIoBoro (3TaHona).

(4acTtb 2 B pea. ®egepanbHOro 3akoHa ot 27.12.2019 N 481-03)

CraTtbs 54. NMpaBuna oNnToOBOW TOProBJ/IM JiIeKapCTBEHHbIMU CPeACTBaMMm

OnTtoBass TOpProBns  JIeKApPCTBEHHbIMM  CPeACTBaMM  OCYLWLECTBASEeTCa  NpoM3BOAMTENS MU
NleKapCTBEHHbIX CpeaCTB W OpraHmM3aumsMuM ONTOBOM TOProB/W JfieKapCTBEHHbIMW CpeacTBaMM Mo
npasuiam Hagnexauwen ANCTpMObIOTOPCKOM NpakTUKU M NpaBuaaM Haanexallen npakTUKn XpaHeHus
N NepeBO3KW NeKapCTBEHHbIX MpenapaToB, YTBEPXAEHHbIM COOTBETCTBYHLWMMN YNOAHOMOUYEHHbIMU
denepanbHbIMKM OpraHamu UCMONHUTENLHON BNacTu.

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

CraTbsa 55. MNopaaoK pO3HUYHON TOProB/IM JIeKapCTBEHHbIMU NpenapaTtaMm

1. Po3HM4yHasaA TOproens nekapCcTBEHHbIMWM MpenapaTtamMu B KOAM4YecTBax, HeobxoauMbiX AN
BbIMONIHEHNSA BpaudebHbIX (penballepckmnx) HaszHavyeHWr WM Has3HadeHun cneumnanunctos B obnactu
BeTepUHApUKN,  OCYLLECTBNSETCS  anTe4YHbIMW  OpraHuMsaumsiMy, BETEPUHAPHbIMKM  AMTEYHbIMU
opraHusauusamm, NHANBMAYANbHbIMN npeanpuHMMaTensamMm, NMerLWnMu NNLEH3MUIO Ha
dapmaueBTUYECKYD AeATeNbHOCTb, MeAWUMHCKMMW OpraHu3auusiMm, WMELWUMM ULEH3UI0 Ha
dapMaueBTUYECKYD AeATeNbHOCTb, M UuX 060cob6seHHbIMM NoapasgenenHmsamm  (ambynatopusimu,
denbawepckumm 1 penbalepcko-aKyLWepCcKMMmM MyHKTamMu, uUeHTpamm (oTaeneHusiMm) oblien
BpayebHol (ceMerHON) NpaKTUKK), pPacnoSIOXKEHHbIMU B CENIbCKUX HACENIeHHbIX MYHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHu3auum, n BeTepUHAPHbIMW OpraHnU3auuMsMn, UMELWNUMU TULEH3NIO Ha
dapmaLeBTUYECKYID AeATeNbHOCTb. PaspeweHa po3HWYHas TOProeas TOJSIbKO JleKapCTBEHHbIMU
npenapaTtamu, 3aperncTtpupoBaHHbiMM B Poccuinckon depepauum UM U3roTOBAEHHBIMU anTeYHbIMU
opraHusauusmm, BeTepUHapHbIMMK anTeyYyHbIMU opraHusauusMm, NHANBMAYaNbHbIMN
npeanpuvHMMaTensamMu, MUMewWwMMn JUULEH3MI0 Ha dapMaueBTUYECKY AesATeNbHOCTb. PO3HMYHasN
TOProBns NekapCTBEHHbIMW MNpenapaTaMy OCYLLECTBASETCA MO NpaBuiaM Hagnexallen anTeyHown
NPaKTUKKN, YTBEPXAEHHbIM YNOJHOMOYEHHbIM heaepasibHbIM OpraHoM MCNOHUTENBbHOW BNACTU.
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1.1. Po3HMYyHasa Toprosens NekapCTBEHHbIMW MpernapatamMu Ans MeANUMHCKOro rnpuMeHeHus (3a
NCKNIOYEHNEM NIeKapPCTBEHHbIX NMpenapaToB, OTMYCKAeMbIX MO peuenTy Ha NIeKapCTBEHHbIN npenapar,
HApPKOTUYECKMX JIEKAPCTBEHHbIX NpenapaToB WU NCUXOTPOMHbIX JIeKapCTBEHHbIX MpenapaToB, a Takxe
CNVPTOCOAEPXALLUMX JIEKAapCTBEHHbIX MpenapaTtoB C 06beMHOM Aoner 3TUI0OBOro cnupTa cBbiwe 25
NMPOLEHTOB) MOXeT OCYLWEeCTBASATbCA anTeYHbIMW OpraHuMsaumssMnu  AUCTAHUMOHHBIM  CNoOCO60oM.
PO3HWYHYIO  TOProBAlD  JIeKapCTBEHHbIMM  MpenapataMnm AN MeAUUMHCKOro  MpUMEHEeHUs
ANCTAHUMOHHBLIM CNOCOB6OM MOryT OCYLECTBAATb anTe4yHble OpraHusauumn, MMelowume NUMUEH3UK Ha
apMaueBTUYECKYD AeATeNbHOCTb M COOTBETCTBYKOWee paspeweHne deaepanbHOro opraHa
NCNONMHUTENBbHON BRacTu, OcCylecTBasowero QyHKUMM N0 KOHTPOAK W Haa3opy B cdepe
340paBooxpaHeHuns. TlopsaoK BblAauu pa3pelleHnss Ha OocCylecTBNieHWe pPO3HWYHOW TOProsau
NleKkapCTBEHHbIMM MNpenapaTtaMu AUCTAaHUMOHHbIM cnocobom, TpeboBaHMSA K anTe4YHbIM OpraHusaumsaMm,
KOTOpble MOryT OCYLLEeCTBAATb TaKyl TOProB/i0, U MOPSAOK €e OCYLWeCTB/eHMs, a TakXe npasuia
AOCTaBKM NleKapCTBEHHbIX MpenapaToB rpaxaaHaMm ycraHasnusawTcs lNpaButenbCTBOM Poccuiickorn
Q®epgepaumn. WHbopmaumsa 06 onnadeHHbix (OTNYWEHHbLIX) W MOJIYYEHHbIX JIEKapCTBEHHbIX
npenapatax BHOCUTCA B CUCTEMY MOHUTOPUHra [ABUXEHWUS JNeKapCTBEHHbIX MpenapaTtoB AN
MeAVULUMHCKOro MpUMEHeHWs B Nopsake, NpeAyCMOTPEHHOM YacTbio 7 cTratbn 67 HacToswero
®denepanbHOro 3akoHa.

(yactb 1.1 BBegeHa ®egepanbHbiM 3aKOHOM OT 03.04.2020 N 105-93)

2. Buabl anTeuyHbiX OpraHu3auuMm W nNpaBuaa OTMNyCKa JieKapCTBEHHbIX MpenapaTtoB Ans
MEeAVULMHCKOro MNpUMEHEeHWs anTeyHbIMW OpraHusaumsmMn, MHAMBUAYANbHbIMU MpeanpuHUMaTENS MK,
UMELWNMM  NULEH3NID  Ha dapMaueBTMYeCKYl [AesdTeNbHOCTb, a TaKXe npasuaa OoTnycka
NleKapCTBEHHbIX NpenapaToB ANs MeAUUMHCKOrO MNpUMEHEHUs MeAUUMHCKUMMW OpraHusauusmm,
UMELWNMM  NUUEeH3nI0  Ha  dapMaueBTUMUeCKYl  AesaTenbHOCTb, W ux  060cobneHHbIMU
nogpasaeneHusamm (ambynatopusamn, denbawepcknmMm 1 @enbawepcKo-aKyLwepcKMMn MyHKTamu,
ueHTpamu (otaeneHmssMu) obwein BpadebHol (CeMenHoM) NPaKTUKK), PacnosioXEHHbIMU B CENbCKUX
HaceneHHbIX MyHKTaX, B KOTOpPbIX OTCYTCTBYIOT anTeyHble OpraHu3auun, YyTBepXAalTcs
YyNOSIHOMOYEeHHbIM hefepasibHbIM OpraHoOM UCMONHUTENIbHON BNAcCTW.

(B pean. ®egepanbHoro 3akoHa ot 25.11.2013 N 317-®3)

3. NpaBuna oTnycka HAapKOTUUYECKNX CPeACTB U NCUXOTPOMNHbIX BELLECTB, 3apEermcTpmMpoBaHHbIX B
KayeCcTBe NeKapCTBEHHbIX MNpernapaTtoB, JSIeKapCTBEHHbIX MpenapaToB, coAepXalnx HapKoTU4YecKune
cpeacTtBa W MCUMXOTPOMHblE BeWeCcTBa, YTBEPXAAKTCHA YMNOJAHOMOYEHHbIM deaepasibHbiM OpraHoM
WUCMOSIHUTENBbHOW BAAacTM MO COrfacoBaHWlo C deaepanbHbIM OpraHOM WCMOSIHUTENbHOM BacTy,
YMNOSIHOMOYEHHbIM B cpepe BHYTPEHHUX Aen.

(B pen. ®egepanbHoro 3akoHa ot 03.07.2016 N 305-®3)

4. JlekapCTBeHHble npenapaTtbl ANa BeTepUHApPHOro MNpUMeHeHus noasexaT OTnyCcKy
BeTEPMHAPHbLIMM aNTeYHbIMM OpraHM3auusmMu, BeTepuMHapHbIMWM OpraHu3aunsMn, MHAWBUAYaANbHbIMU
npeanpuHUMaTEensaMM, UMeLWMMKU  JINLEH3UID Ha dapMaueBTMUeCKy AesatenbHOCTb. OTnycK
NleKapCTBEHHbIX NpenapaToB AN BETEPUHAPHOro MpUMEHEeHUs OCYLLeCTBASeTCs B COOTBETCTBUMU C
npasuaamMm Haanexalwen anTeyHoW npakTUKW NeKapCTBEHHbIX MpenapaToB AN18 BeTepuHapHOro
NpUMeHeHUs, YTBEPXAEHHbIMU YMOHOMOYEHHbIM befepanbHbiM OpraHOM UCMOSIHUTENBbHOW BACTW.

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

5. lMepeyeHb MeAVMUMHCKUX OpraHuMsaumi, UMEKLWNX JULEH3UID Ha dQapMaLeBTUYECKYIO
DEATENbHOCTb, U NX 060cobneHHbIX noapasaenenunii (ambynatopun, denbaliepckmx n denbalepcKo-
aKyLepCcKnx MNyHKTOB, LUeHTpoB (oTaeneHun) obwen BpayebHom (ceMenHor) npaKTukn),
pPacnofioXXeHHbIX B CE/IbCKMX HAaCeNeHHbIX NMYHKTax, B KOTOPbIX OTCYTCTBYIOT anTe4YHble opraHu3auum,
a TaKXe TnepeyeHb JleKapCTBEHHbIX MpenapaToB, MNpoAa)ka KOTOPbIX MOXeT OCYLWeCTBASTbCS
YKa3aHHbIMW OpraHmsaumsamMm u nx o6ocobneHHbIMM noapasneneHnsaMmn, ycTaHaBAMBaKTCS OpraHamu
NCNoNHUTENBbHOM BnacTu cybvektoB Poccuinckon depgepaumu.

(B pen. ®epepanbHbiX 3akoHOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-93)

6. AnTe4yHble opraHusaumu, MWHAMBUAYANbHbie MpeanpuHUMaTeNnn, UMEWMe JULEH3UIO Ha
dapMaUeBTUYECKYD AeaTenbHOCTb, 06sa3aHbl  obecneumBaTb YTBEPXAEHHbLIN [1paBUTENLCTBOM
Poccuinckon ®eapepaunm n GopMUpPYEMBbI B YCTAHOBIEHHOM UM NOPAAKE MUHUMAasbHbIM aCCOPTUMEHT
JNleKapCTBEHHbIX NpenapaToB, HEO6X0ANUMbIX ANS OKa3aHUS MeAUUNHCKON MOMOLLM.

(4acTtb 6 B pea. ®egepanbHOro 3akoHa ot 25.11.2013 N 317-03)

7. AnTeuHble opraHuMsauuMn, WHAUBUAYASbHbIE NpPeaAnpUHUMATENU, UMELWNE JULEH3UI0 Ha
(bapMaueBTUYECKYID AEATEeNbHOCTb, Hapsay C JIEKApCTBEHHbIMM MpenapaTtaMu  MMEKT MpaBo
npuobpetaTtb M npoaaBaTb, B TOM 4YWUCNE AUCTAHUMOHHBLIM CMOCO60M, MeAUUMHCKUE uU3aenus,
Ae3nHbuumMpyoWne cpeacTsa, NpeaMeTbl U CPeacTBa JIMMHOW TUIMEHbI, nocyay ANs MeANUMHCKUX
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uenen, npeaMeTbl U cpencTBa, NpefHasHayeHHble ANa yxoaa 3a 60/bHbIMW, HOBOPOXAEHHbLIMU U
OeTbMU, He J[AOCTUrwMMKM BoO3pacTa Tpex JieT, OYKOBYK ONTUKY W CcpeacTBa yxoda 3@ Hew,
MWUHepanbHble BOAbl, MPOAYKTbl ne4yebHOro, AEeTCKOro U AMEeTUYECKOro nutaHus, 6uonornyeckm
aKTMBHble pob6aBku, napdlOMepHble W KOCMeTMYeCKue CpeAactsa, MeAUUMHCKME W CaHWUTaApHO-
npocBeTUTEsIbHblE MevyaTHble WU34aHus, npeAHasHayeHHble ANns nponaraHabl 340poBoro obpasa
KU3HWN.

(B pea. ®epepanbHblX 3aKoHOB 0T 27.07.2010 N 192-03, o1 25.11.2013 N 317-®3, ot 03.04.2020
N 105-®3)

8. JedaTenbHOCTb anTeuyHblX opraHusaunii BoopyXeHHbiX Cun Poccuinickon depepauumn, Apyrmx
BOMCK, BOMHCKUX (POPMUPOBAHUIN N OPraHOB, B KOTOPbIX 3aKOHOAATeNbCTBOM Poccuimnckon denepaunm
NnpeaycMoOTPEHO MNpPOXOXAEHNE BOEHHOM CNyxb6bl unm denepanbHON rocyaapCTBEHHON cnyxbbl,
CBSI3aHHOW C MNpPaBOOXPAHUTESNIbHON AeATEeNbHOCTbID, perfaMeHTUpyeTcs HacTodawuMm denepanbHbIM
3aKOHOM U YTBEpPXAEHHbIMWU COOTBETCTBYHOLWNMN deaepanbHbIMU OpraHaMm UCMOMHUTENbLHOW BRacTu
nonoxeHuamu. KoHTponb 3a cobnofeHneM yKasaHHbIMU anTeYHbIMU OpraHM3auuMsaMu MoNOXKEeHUN
HacToswero denepanbHOr0 3aKoHa OCYLIECTBAAETCA COOTBETCTBYHOWMMU denepasibHbIMU OpraHaMm
WUCMOSIHUTENBHOW BNACTMU.

(B pen. ®egepanbHoro 3akoHa ot 13.07.2015 N 262-03)

9. Ytpatun cuny c 1 auBapsa 2021 roga. - PeaepansHbiii 3akoH oT 03.04.2020 N 105-93.
Cratbsa 56. U3rotoBneHue n OTNyCK IeKapCTBEHHbIX NpenapaTtos

1. M3rotoBneHue neKkapCTBEHHbIX MpenapaToB anTeyHbIMW OpraHmM3aumsMu, BeTepUHAPHbIMU
anTeyHbIMM OpraHuM3auusaMu, WHAUBUAYANbHbIMU MNpeArnpUHUMATENSAMU, WUMELWMMU ULEH3UIO Ha
dapMaueBTUUECKYIO AeATeNbHOCTb, OCYLECTBASETCSA MO peuenTaM Ha ieKkapCTBeHHble npenapaThl, Mo
TpeboBaHNAM MeaUUMHCKUX OpraHu3aunii, BeTepMHapHbIX opraHusauni B COOTBETCTBUM C NpaBuiamMu
M3roTOBJ/IEHUA W  OTMNyCKa JieKapCTBEHHbIX MpenapaTtoB, YTBEPXAEHHbIMW  YMOSIHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONTHUTENbHOW BNAacCTU.

2. Mpun N3roToBNEHUN NEKAPCTBEHHbIX NMpenapaToB anTeYHbIMN OpraHuU3aunsMmn, BeTepUHapHbIMU
anTeYHbIMM OpraHM3auusMu, WHAUBUAYANbHbIMW MNpPeANnPUHMMATENSAMU, WUMELWMMU JIMLEH3UIO Ha
dapMaueBTUYECKYD AEATENbHOCTb, WUCNONb3YOTCA dapMaueBTUYECKNE CybCTaHUMKM, BKJIHOYEHHbIE
COOTBETCTBEHHO B roCyAapCTBEHHbIN peecTp /IeKapCTBEHHbIX CPEACTB A1 MEAULIMHCKOro NpUMeHeHUs
M rocydapCTBEHHbIN peecTp JIEKApCTBEHHbLIX CPEeACTB A1 BETEPUMHAPHOro MNPUMEHEHUS B
YCTQHOBJIEHHOM  nopsake. He  pgonyckaeTcs  M3roToB/IEHME  anTEeYHbIMWU  OpraHmM3aumsiMu,
BETEPUHAPHBLIMM anTeYHbIMU OPraHuU3aunsaMn, UHANBMAYANbHLIMW NpeaAnpUHUMATENSIMU, MMEKLWNMN
JIMUEH3MIO Ha dapMaLEeBTUYECKYHO AeATENbHOCTb, JIEKAapCTBEHHbLIX NpenapaToB, 3aperMcTpupoBaHHbIX
B Poccuinckon degepaumun.

3. MapKVIpOBKa NEKApPCTBEHHbLIX MpenapaTtoB, WU3roToBJIEHHbLIX anT€4HbIMXW OpraHn3aunsamMu,
BETEPMUHAPHbLIMM aANTEYHbIMU OpraHM3aundamun, mHAnBMAyalbHbIMU MpeEANPUHMMMATENAMU, UMEKLWNMU
JIMUEH3UNIKO Ha d)apMaU,EBTVILIECKy}O AEATEJIbHOCTb, WU O(bOpMJ'IeHVIe TakKunx npenapatoB AOO0J1IXHbl
COOTBETCTBOBATb NpaswuiaM, YKa3aHHbIM B 4aCTu 1 HacToslWwen cTaTbMw.

4. AnTeyHble oOpraHusauum, BeTepuHapHble anTeyHble opraHusauunm, wuHAMBUAYaNbHblE
npeanpuHMMaTenn, UMewwWwue  NUMUEH3UK  Ha  dapMaueBTUYeCKY  AesTeNbHOCTb,  HecyT
OTBETCTBEHHOCTb 3@ HecobntogeHne npaBua U3FrOTOBSIEHMSA M OTMNYCKa JieKapCTBEHHbIX NpenapaTtoB B
COOTBETCTBMU C 3aKOoHOAATeNbLCTBOM Poccuinckon degepaumu.

Cratba 57. 3anpeuweHue npogaku danbcupmumpoBaHHbIX NIEKapCTBEHHbIX CPEeACTB,
Heaob6pokauyecTBeHHbIX JieKapCTBEHHbIX CPeACTB, KOHTPadaKTHbIX JIeKapCTBEHHbIX CpeacTsB

Mpoaaxa danbcndurumnpoBaHHbIX NIeKapCTBEHHbIX CpeacTs, Hefob6poKayeCcTBEHHbIX
NeKapCTBEHHbIX CPEACTB, KOHTpadaKTHbIX JIEKAPCTBEHHbIX CPEACTB 3arnpeLuaeTcs.

Cratbs 58. XpaHeHMe sieKapCTBEHHbIX CPEeAcCTB

1. XpaHeHune neKapCTBEHHbIX CPEeACTB OCYLIECTBAAETCA MPOU3BOAUTENSIMU JIEKAPCTBEHHbIX
CPeACTB, OpraHusauusaMu  OMTOBOM  TOProBAW  JIEKAPCTBEHHbIMM  CPEeACTBaMM,  anTEUYHbIMU
opraHusauuamu, BETEPUHAPHbIMU anTeYHbIMK opraHusauuamu, NHAMBUAYANbHBIMU
npeanpuHMMaTENsIMU, UMEIOLWMMU JINLEH3NI0O Ha DapMaLEBTUYECKYHO AEATENbHOCTb UM NIMLEH3UIO Ha
MEANLMHCKYIO [EeATEeNbHOCTb, MEAUUMHCKUMW OpraHuM3auuaMu, BeTepUHapHbIMWU OpraHuM3auusaMm u
MHbIMM OpraHM3auMsaMK, OCYLLECTBAAWMMA 0b6palleHMe JIEKAapCTBEHHbIX CpPeACTB. XpaHeHue
NIEKApPCTBEHHbIX CPEACTB A1 BETEPUHAPHOrO MPUMEHEHUS OpPraHM3auuaMuM U UHAUBUAYANIbHbIMU
npeanpuHMMaTENaMM B CNy4dasX, €CNIM OHU  MUCMOJb3YHTCA WUCKIIOUUTENBHO NpU  pa3BeaeHUM,
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BblpallMBaHNN, COAEPXAHUN U NTE€YEHNMN XUBOTHbIX, MOXET OCYLLECTBNATLCA 6€3 nonyyYeHnsa nnueH3nm
Ha dapMaueBTMYECKY AeATeNbHOCTb.
(B pen. ®egepanbHOro 3akoHa ot 22.10.2014 N 313-®3)

2. ﬂpanma XPaHEHUA NEKapPCTBEHHbLIX cpeacrtse YTBEPXAAKTCA COOTBETCTBYHOLLMM
YMNOJIHOMOYEHHbIM d)ep,epaanblM OpraHom WMCMNOSTHUTENbHOW BNACTK.

3. XpaHeHMe HapKOTUYECKUX NeKapPCTBEHHbIX CPEeACTB, NMCUXOTPOMHbIX NIEKAPCTBEHHbIX CPeACTB,
pagnodapMaueBTMYECKMX  JIeKApCTBEHHbIX  CPeACTB  OCYLWEeCTBAsieTca B COOTBETCTBMM  C
3aKkoHoaaTtenbcTBoM Poccuiickon depepaunm.

Cratba 58.1. [lpeaMeTHO-KO/IMUECTBEHHbIH Y4YeT JieKapCTBEHHbIX CpeaAcTB Ans
MeAMLIMHCKOro NnpMmMeHeHuns
(BBeaeHa ®epepasnbHbIM 3aKOHOM OT 25.12.2012 N 262-03)

1. [MlepeyeHb J/1eKaApCTBEHHbIX CpeacTB ANd  MeAUMUMHCKOro rMpuMeHeHus, noasexawmx
npeaMeTHO-KOJINYECTBEHHOMY YYETY, YTBEPXAAETCA YMNO/SIHOMOYEHHbLIM d)e,qepaanblM OpraHom
NCMONTHUTENbHOWM BNACTHU.

2. NopsaaoK BKJOYEHUS NeKapCTBEHHbIX CPeacTB Ans MeAUUMHCKOro NMpUMEHEHUS B MepedvYeHb
NeKapCTBEHHbIX cpeacte ans MeaAULMHCKOro NnpUMeHeHus, nognexatimx npeamMeTHo-
KOMYECTBEHHOMY yuerTy, yCTaHaBnMBaeTcs YNOSTHOMOYEHHbIM denepancHbIM opraHom
WUCNOSIHNTENBHOM BRacTUM Mo corsacoBaHuio ¢ denepasnbHbIM OpraHoM WCNOAHUTENbHOM BacTy,
YNO/IHOMOYEHHbIM B chepe BHYTPEeHHUX gern.

(B pean. ®egepanbHoro 3akoHa ot 03.07.2016 N 305-03)

3. MpeaMeTHO-KONTMYECTBEHHbIN YUYET NIeKapCTBEHHbIX CPEeACTB A/ MeAULMHCKOro NMpUMEHeHUs
BeAyT MPOU3BOAMTENN JIEKAPCTBEHHbLIX CPEeACTB, OPraHm3aumu OMTOBOM TOProBAM JIEKAPCTBEHHBLIMU
CpeACcTBaMu, anTeyHble OpraHu3aunu, UHAMBUAYaNbHbIE NMPeanpuHUMATENU, UMELLNE NNULEH3UIO Ha
(hapMaueBTMYECKYO OEATENBHOCTb WM JIMLIEH3UIO Ha MEAUUMHCKYH AeSATENbHOCTb, U MeAULMHCKUE
opraHusauum, ocyuwecTeaswowme obpaleHne JIEKapCTBEHHbIX CpPeacTB AN MeAMUMHCKOro
NPUMEHEHUS, NMYTEM PerncTpaumm nbbiX CBSA3aHHbIX C UX OobpalleHMeM onepauuii, npu KoTopbIX
M3MEHSAETCA WX KONMMYEeCTBO WM (MNM) COCTOsSIHME, B CheuManbHbiX >XypHanax ydeTa onepauui,
CBA3a@aHHbIX C O6paleHMeM NeKapCTBEHHbIX CPeAcTB AN MeAMUMHCKOro npuMeHeHus (panee -
crneuunanbHble XypHasbl).

4. lMpaBwuna perncrpauuMm onepaumin, CBsI3aHHbIX C ObpalleHMEeM NeKapCTBEHHbIX CpPeacTB ANs
MEeAVULMHCKOro NPUMEHEHUS, BKJIIOYEHHbIX B MEpeyYeHb JIeKAapCTBEHHbIX CPeACTB AN MeAULMHCKOro
NpUMEHEHUs, noanexawmx npeaMeTHO-KOIMYECTBEHHOMY Y4YeTy, B CrneuunasnbHbIX XypHanax w
npaBuvaa BeAeHUS W XpaHEHUs CcneumanbHbIX XXYPHaNoB YTBEPXAAOTCS  YNOJHOMOYEHHbIM
denepanbHbIM OPraHoM UCMONTHUTENbHOW BIACTMU.

5. KoHTponb 3a cobniogeHveM npaBwui perncrpaumu ornepaumin, CBsA3aHHbIX C obpaleHunem
NleKapCTBEHHbIX CPeAcCTB A1 MEeAULMHCKOro NPUMEHEHMUSs, BK/IOYEHHbIX B MepeveHb JleKapCTBEHHbIX
CpeactB AN MeAUUMHCKOro MNpUMEHEHUs, NoANeXalnx npeaMeTHO-KONMYECTBEHHOMY Y4yeTy, B
cneumanbHbIX XYypHanax, a Takxe 3a cobnoaeHWeM MnpaBwui BeAeHUss U XPaHEHUS chneumanbHbIX
XXYpHanoB BO3/araeTcs Ha YMOJHOMOYEHHble deaepasnbHble OpraHbl WUCMONHUTENBbHOW BRacTu U
OpraHbl  MCNOMHUTENbHOM  Bnactm  cybbektoB  Poccuitckoin  depepaumm,  oCylecTBasilOWME
NNLEH3NPOBaHME TMpPOU3BOACTBA JIEKAPCTBEHHbIX CPeAcTB, (apMaueBTUYECKON [AesATeNnbHOCTU W
MeANLMHCKON AeATEeNbHOCTU, U OCYLLECTBNSETCS B paMKax JIMLEH3MOHHOIO KOHTPO/IS.

Maea 11. YHUHMTOXEHWE JIEKAPCTBEHHbIX CPEACTB

Cratbsa 59. OCHOBaHMA N NOPAAOK YHUUTOXKEHUS JIEKApPCTBEHHbIX CPeacTB

1. HepobpokauecTBeHHble feKapCTBEHHble cpeacTBa, (danbCUPUUMPOBAHHbIE NeKapPCTBEHHbIE
cpeacTtBa noanexaTr WU3bATUIO U3 obpalleHMs W YHUUYTOXEHMI0 B Nopsaake, YCTAaHOBMEHHOM
MpaButenbcTBoM Poccuinckon depepaunn. OCHOBaHMEM AN YHUUTOXEHWUS NleKapCTBEHHbIX CPeAcTB
ABNSAETCA  pelleHne  Bnajenbua  JIeKapCTBEHHbIX  CPeAcCTB,  peleHue  COOTBETCTBYHOLLEro
YyNOJIHOMOYEHHOro deaepasbHOro opraHa MCNONHUTENBbHOW BAACTU UKW pelleHne cyaa.

(B pea. ®enepanbHOro 3akoHa o1 22.12.2014 N 429-03)

2. KoHTpadakTHble feKapCTBEHHble CpeacTBa noafnexaTr u3bATUIO U3  obpaleHnsa wu
YHUUYTOXEHMIO MO pelleHnto cyaa. [Nopaaok YHUUTOXEHUS KOHTpadaKTHbIX NeKapCTBEHHbIX CPeacTB
yCTaHaBnmeaeTcs NpaButensCcTtBoM Poccuinckon deaepaunn.

(B pen. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)
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3. Pacxogbl, CBsI3aHHble C YHWYTOXEHMEM KOHTPadaKTHbIX JIEKAPCTBEHHbIX CPEACTB,
HeobpOoKaUYeCTBEHHbIX JIEKAPCTBEHHbIX CpeAcTB, (anbCUbULMPOBAHHbLIX JIEKAPCTBEHHbIX CPEAcCTB,
BO3MELLATCS UX BNajesbLeM.

4. Bnageney, NEKapPCTBEHHbLIX CPEACTB AOJIXKXEH NpeaCTaBUTb B ynOﬂHOMOHeHHbIVI d)e,ﬂepaﬂbeIVI
opraH WUCMNOJIHNTENbLHOM BNacTu AOKYMEHT U/IN 3aBEPEHHYIO B YCTAaHOBJIEHHOM MNOpAAKE €ro Koruio,
nogreepxXxaaowme (baKT YHUNUYTOXEHNA NEKAPCTBEHHbLIX CPEACTB.

5. CoOTBETCTBYKOLWWA YMONHOMOUYEHHbIN deaepanbHbii  OpraH WCMOMHUTENBHOW BacTy,
NPUHABLWMA peweHne 06 YHUUYTOXEHUUM NeKapCTBEHHbIX CPeACTB, OCYLLECTBASET KOHTPOAb 3a MX
YHUYUTOXXEHUEM.

6. YHWUTOXEHMe JfleKapCTBEHHbIX CpeAaCTB MpPOM3BOAMTCA  OpraHusauusMm, UMEKLWUMU
COOTBETCTBYIOLLYIO JIMLUEH3UIO, Ha CcneuuanbHO o060pyAoBaHHbIX Maowaakax, MOJAUroHax W B
cneunanbHo o060pyaoOBaHHbIX MOMeWweHnsx C cobniogeHneM TpeboBaHuii B 06M1acTM  OXpaHbl
OKpYy>atlolWen cpesibl B COOTBETCTBMWN C 3aKOHOAATENLCTBOM Poccuitckon ®denepaumu.

7. HapkoTunyeckne nekapcTBeHHble CpeacTBa, MCUXOTPOMHble JleKapCTBEHHble CpeacTBa,
paanodapmaueBTUHECKNe  NeKapCTBEeHHbIe  CpeAcCTBa  YHUUTOXAKTCA B COOTBETCTBMM  C
3aKoHoaatenbcTBoM Poccunckon depnepaunm.

Maea 12. TOCYOAPCTBEHHOE PEIYJINPOBAHUE LIEH
HA JIEKAPCTBEHHbBIE MNMPEMNAPATbI 411 MEAULUWHCKOIO NPUMEHEHUA

CraTtba 60. N'ocyaapcTtBeHHOE perysimpoBaHue LeH Ha JieKapCcTBeHHbIe npenapartbl Ans
MeAULIMHCKOro NpUMeHeHus

1. TocypapCTBEHHOE perynvpoBaHWe LUeH Ha JieKapCTBEHHble npenapaTbl A7 MeAUUMHCKOro
NPUMEHEHNS OCYLLECTBASETCS NOCPEeACTBOM:
(B pea. ®enepanbHoro 3akoHa ot 26.03.2020 N 67-03)

1) yTBepxaeHus lMNpaButenbCTBOM Poccurickon denepaunm nepeyHs XU3HeHHO HeobXxoaAnMbIX Y
BaXKHeMLWNX NnekKapcTBEHHbIX npenapaToB, KOTOpbIM (OPMUPYETCA M He pexe OAHOro pasa B roj
nepecMaTpmvBaeTCs B YCTAHOB/IEHHOM MM MOpAfKe Ha OCHOBE KOMMJIEKCHOM OLEeHKW neKapCTBEHHbIX
npenapaToB, BK4Yas aHanuM3 CBeAeHWW O CpaBHUTENIbHOM KIMHUYECKON 3P@PEKTUBHOCTU WU
6e30nNacHOCTN JIeKapCTBEHHOINo0 CpeacTBa, OUEHKY 3JKOHOMMYECKUX MOoCNeAcTBM MNpUMEHeHus
NleKapCTBEHHOro CpeAcTBa M M3ydeHue AOMOAHUTENbHbIX NOCNeACTBUIA NMPUMEHEHUS NeKapCTBEHHOro
cpeacTBa;

(B pea. ®enepanbHbiX 3aKoHOB OT 22.12.2014 N 429-03, ot 13.07.2020 N 206-03)

2) yTBEpPXAEHUS MeTOAMKW pacyeTa npeaenbHblX OTNYCKHbIX LUEeH npousBoauTenen Ha
NleKkapCTBEeHHble MnpenapaTbl, BK/IOYEHHblE B MNepeyeHb XWU3HEHHO Heob6XOAUMbIX W BaXXHEMLnX
NleKkapCTBEHHbIX MpenapaTtoB, a TakXe BHeApeHUs MeXaHW3MoB (OpPMUPOBAHUA  CUCTEMDI
pedepeHTHbIX LeH;

(B pen. ®epepanbHbiX 3aKOHOB OT 22.12.2014 N 429-03, o1 06.06.2019 N 134-®3)

3) TrocypapCTBEHHOW perucrpaumm npegenbHbiX OTMYCKHbIX LUeH npousBoauTesniein Ha
JleKapCTBeHHble npenapaTbl, BK/UYEHHble B MNepeyvyeHb >XU3HEHHO HeO6XOAUMBbIX W BaXHENLWmX
NIEKAPCTBEHHbIX NpPeEnapaTos;

(B pean. ®egepanbHoro 3akoHa ot 06.06.2019 N 134-®3)

4) BeAeHWsa rocyAapCTBEHHOro peecTpa MpefesibHbIX OTMYCKHbIX LIEeH Mpou3BoAUTeNel Ha
NeKapcTBeHHble MpenapaTbl, BK/OYEHHbIE B MepeydyeHb >XMU3HEHHO HEeO6XOAMMbIX M BaXKHENLUX
NeKapCcTBEHHbIX NpenapaTos;

5) YTBEPXAEHNA METOAUKN YCTAHOBJIEHUA OpraHamMu MCMNOJTHUTENBLHON BNacTu CYG'beKTOB
Poccuitckoi (De,El,epaLl,VIVI npeaesibHbIX pa3MepoB ONMTOBbIX HanbaBokK u npenesibHbIX pa3MepoB
PO3HUNYHbIX HaabaBoK K (baKTVI'-IeCKVIM OTNYCKHbIM U€HaM, YCTaHOBJIEHHbIM MNPON3BOANTENAMU
neKapctBeHHbIX MpenapartoB, Ha JIEKApCTBEHHblE MpernapaTbl, BK/IIOYEHHblIE B NnepeyeHb >XMU3HEHHO
HeobXoANMbIX U BaHENLWNX NeKapCTBEHHbLIX NMpenapaTos,

6) YCTaHOBNEHUA NpeAesibHbIX pa3MepoB ONTOBbIX HanbaBok U npenesibHbiIX pa3MepoB
PO3HUYHbIX HanbaBoK K CbaKTMl—IeCKMM OTNYCKHbIM U€HaM, YCTaHOBJIEHHbIM MNPON3BOAUNTENAMU
NNEKAPCTBEHHbLIX MpenapaTtoB, Ha JNEKAPCTBEHHbLIE MpenapaTbl, BK/AKYEHHbLIE B MNEPEYEHb XM3HEHHO
Heo6X0ANMbIX N BaXKHEMLNX NEeKapCTBEHHbLIX NMpenapaTos,
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7) yTBEpPXAEHUSA nopsjka BblAayu NpeannucaHuin opraHaM MCNOSIHUTENbHOW BlacTU CybbekToB
Poccuinckon ®depepaunmmnm o npuBeaeHUMM B COOTBETCTBME C 3aKoHOAATeNbCTBOM PocCcUIMCKOM
depepaumn peweHnii 06 yCTaHOBNEHUWM MpefefbHbiX pa3MepoB OMTOBbIX HanbaBOK M MNpeaenbHbIX
pa3sMepoB  pPO3HUYHbLIX HaabaBoK K  (aKTUYECKMM  OTMYCKHbIM  LEeHaM, YCTaHOBJIEHHbIM
NpoOVU3BOANTENSIMM JIEKAPCTBEHHbLIX MNpenapaToB, Ha J/eKapCTBEHHble MpenapaTtbl, BKJ/OYEHHbIE B
nepeyeHb XM3HEHHO HeobX0AMMbIX N BaXXHENLWMX JIeKapCTBEHHbIX MpenapaToB, eC/In OHWU MPUHSATHI C
HapyweHneM  3akoHogaTenbctBa  Poccuiickon  degepaumn, B Nopsake,  YCTaHOB/IEHHOM
MpaButenbcTtBoM Poccuiickoin deaepaunm;

8) HanpasneHns ynosIHOMOYEeHHbIM deaepanbHbiM OpPraHoM WCNOAHUTENbHOMW BRacTu opraHam
WUCNOJIHNTENBbHOM BNactTu cybbekToB Poccuiickon Odegepaunn npeannucaHnii o NpuUBEAEHUU B
COOTBETCTBME C 3aKoHojaTenbCTBOM Poccuinckon depepaumm  MNPUHATBIX € HapyLlUeHWeM
3aKkoHogaTtenoctBa Poccuiickon ®egepauun peweHuit 06 yCTaHOBNEHWUM NpeaesibHbIX pPa3MepoB
ONTOBbIX HaAbaBOK W npefdefbHbIX pa3MepoB PO3HUYHbIX HaabaBOK K LEHaM Ha leKapCTBEHHble
npenapaTbl, BK/OYEHHbIE B MepevYeHb >XWU3HEHHO HeOo6XOAMMbIX W BaXKHENWUX NeKapCTBEHHbIX
npenapaTos;

9) ocyuwectBneHns deaepanbHOro rocygapCTBeHHOro Haa3opa B cdepe obpalweHuns
NleKapCTBEHHbIX CPeACTB W pernoHanbHOro roCyAapCTBEHHOrO KOHTPOASA 3a MPUMMEHEeHMEM LeH Ha
NlekapCTBeHHble  npenapaTtbl  COOTBETCTBEHHO  YMOJIHOMOYEHHbIMM  deaepasnibHbIMM  OpraHamu
NCNONMHUTENBHON BflIaCcTU M OpraHamMn MUCMOJIHUTENbHOW BNacTn cybbekToB Poccuinckon deapepaumu
COrflaCcHO MX KOMMeTEeHUUn B Nopsiake, yCTaHOBNEHHOM [paButenbcTBoM Poccuinckon depepaumu;

(n. 9 B pen. ®egepanbHoOro 3akoHa ot 25.06.2012 N 93-03)

10) npuMeHeHMs nNpeaycMOTPEHHbIX 3aKoHoAaTenbCTBOM Poccuiickon ®depepaunmn  Mep
OTBETCTBEHHOCTM 3a HapylweHue nopsaka uUeHoob6pa3oBaHMSA Ha JleKapCTBEeHHble npenapaThl,
BK/IIOUEHHbIE B [1IepeYeHb XXU3HEHHO HEOBX0AMMbIX U BaXKHENLINX SIeKapCTBEHHbIX MpenapaTos.

(B pen. ®epnepanbHOro 3akoHa ot 27.12.2019 N 475-03)

2. B ycnoBusix upesBblvanHomi cutyauum m (MAn) nNpm BO3HMKHOBEHWUM YrpO3bl pacnpoCTpaHEeHUs
3aboneBaHns, NpeacTaBnSaloWEro onacHOCTb AN OKPYXAaKLWNX, a TakxXe B Cllyyae, ecin B TeyeHue
TPUALATM KaneHaapHbIX AHen nocne npuHATUA MNpaButenbCcTBOM Poccuiickon depepaummn peleHns o
NpoBeAEeHUN MOHUTOPUHIA PO3HUYHbLIX LEH Ha JleKapCTBEHHble rpenapaTtbl, He BK/OYEHHbIE B
nepeyeHb >XWU3HEHHO HeOob6XOAMMbIX W BaXXHEWLWMX NeKapCTBEHHbIX MNpenapaToB, Ha TeppuUTopusX
cybbekToB Poccuinckon depepaumn BbiSiBJIEH POCT PO3HUYHbBIX LEH Ha YKa3aHHble JIeKapCTBEHHblEe
npenapaTtbl Ha TpuauaTb npoueHToB M 6onee, MNpaButenbcTBO Poccuiickon depepaunm Bnpase
YCTaHOBUTb npeaefibHble OTMNYCKHble LeHbl MNpoM3BOAUTENEN Ha YKa3aHHble JleKapCTBEHHbIe
npenapaTbl, NpeAenibHble pa3Mepbl ONTOBbIX HaAb6aBOK M NpeaefibHble pasMepbl PO3HUYHbIX HaabaBok
K (aKTUYeCKMM OTMNYCKHbIM LieHaM MNpoOU3BOAUTENIEN HA YyKasaHHble JieKapCTBEHHble npenapaTbl.
MNepeyeHb NeKapCTBEHHbIX MpernapaTtoB, He BKJIOYEHHbIX B MepevYeHb XWU3HEHHO HeobXxoAuMbIX U
BaXXHEMLWNX JleKapCTBEHHbIX MNpenapaTtoB, W NOpaAoK ero ¢opMMpoBaHUSA  ONpeaensitoTcs
MpasuTtenocTtBOM Poccuinckon depepaunm.

(yacTtb 2 BBeaeHa deaepanbHbIM 3aKOHOM OT 26.03.2020 N 67-93)

3. B TeueHne neBsiHOCTa KaneHAapHbIX AHEN CO AHSA yTBEpXAeHUs MpaBUTENbCTBOM POCCUINCKOM
denepaumm nepeyHsi, ykKasaHHOro B 4acTu 2 HACTOSIWEWN CTaTbWM, HE AOMYCKAKTCA peanmsaumsa u
OTMYCK BKJIIOYEHHbIX B HEro /IeKapCTBEHHbIX MpenapaToB MO UeHaM, MNpeBbilaWMM npeaesibHbie
OTMYCKHbIE LiEeHbl NPON3BOAUTENEN HA YKa3aHHble NIEKApCTBEHHbIE npenapaThl, NpeaefbHble pasMepsbl
ONTOBbIX HaabaBOK U nMpeaesibHbie pa3Mepbl PO3HUYHbIX HaAbaBOK K aKTUYECKUM OTAYCKHbIM LEeHaM
npomM3BoANTENEN HA YyKas3aHHble NeKapCTBeHHble npernapaTtbl C YYETOM Hajnora Ha Aob6aB/ieHHYI0
CTOMMOCTb.

(yacTtb 3 BBeageHa ®eaepanbHbIM 3aKOHOM OT 26.03.2020 N 67-93)

KoHcynbTaHTIII0C: NpuMedaHue.
3apernctpupoBaHHbie Ao 07.06.2019 npeaencHble OTNYCKHbIE LEeHbl noanexaT obsa3aTesibHOM
nepepermcrpauun B 2019 - 2020 rogax B cooTBeTcTBMM €O CT. 2 ®3 o1 06.06.2019 N 134-03.

Cratba 61. TocyaapcTBeHHas perucrpaumMss M nepeperucrpaums  npeaesibHbIX
OTNYCKHbIX LleH NPpoOu3BOoAUTEJIEN Ha NlIeKapCTBEHHbIe npenaparTbl, BK/1IlO4YeHHble B Nepe4yeHb
YKU3HEHHO He06XoAMMbIX U Ba>KHENLUMX JIeKapCTBEHHbIX NpenapaTtoB

(B pen. ®epepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. MpenenbHas oTnyckHag UeHa npousBoauTens Ha ﬂeKapCTBeHHbIM npenapart, BKJ/TIOYEHHbIN B
nepeyeHb XW3HEHHO HEOOXOAUMBIX W  BaXXHEWLWKnx NEeKapCTBEHHbLIX MNpenapaToB, MNOANTEXUT
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rocyfapCTBEHHOW  perucTtpaummM B Nopsafke, YCTaHoBfeHHOM [lpaBuTenbCTBOM  Poccuiickomn
depepaumm, Ha OCHOBAaHWM MpeacTaBfieHHOro B YMOJIHOMOYEHHbIn  deaepanbHbIA  opraH
MCNONMHUTENBHON BNACTU 3asBNEHUS AepXaTens unuv Bnagenbua perncrpaumMoHHOro yaoCToBepeHus
JleKapCTBEHHOro npenapata (YyNnoAHOMOYEHHOrO UM Nnua).

2. 3apeructpvpoBaHHas npefesbHasi OTMNYCKHAasi LUeHa MpOM3BOAUTENS Ha JIEKAapCTBEHHbIN
npenapart, BKJ/IOYEHHbIK B MEpPeYEeHb >XWU3HEHHO HEO6XOAMMbIX M BaXHEWWMUX JIeKapPCTBEHHbIX
npenapaToB, MOXeT 6biTb NepeperucTpMpoBaHa B CTOPOHY YBEJIMYEHUS OAMH pa3 B KasleHAapHOM
rogy Ha OCHOBaHWW MpPeACTaBNEHHOro B YMOSIHOMOYEHHbIVW deaepanbHblii OpraH WMCMNOAHUTENbHOWN
BlactM Ao 1 okTs6ps Kaxaoro roaa 3asiBNeHus AepxXaTens WM Bnajenbla perncrpauyMoHHOro
yAOCTOBEPEHUS NIeKapCTBEHHOro npenapaTta (YNnoaHOMOYEHHOro UM nnua).

3. 3apeructpupoBaHHas npeaenbHas OTNYCKHas LeHa NpOM3BOAUTENA HA JIEKAPCTBEHHbIN
npenapaT, BK/IOYEHHbIN B TMEpPEeYEHb >XU3HEHHO HEO6XOAMMbIX W BaXHEWLWUX JIEKAPCTBEHHbIX
npenapatoB, MOXET ObiTb MEpeperucTpupoBaHa B CTOPOHY CHUXEHUS Ha  OCHOBaHMUU
NpeacTaB/EHHOr0 B YMNOJIHOMOYEHHbIN deaepanbHblit OpraH WCMOJIHUTENbHOM BNacTM 3asBlEeHUS
[epXaTens WM  Bnagenbla pPerncTtpaumMoHHOro YAOCTOBEPEHUA JIEKAPCTBEHHOro npenapaTta
(YNO/THOMOYEHHOI0 MM Nnua).

4. [epxaTtenb WAW BRageney perncrpauMoHHOro yAOCTOBEPEHUSA NeKapCTBEHHOro npenapaTta
(ynonHoOMo4YeHHOe WM nuuyo) obs3aH npeactaBuTb B YMNOJIHOMOYEHHbIM deaepanbHbli - opraH
WCNOMIHUTENBHOM BNacTU 3asiBjieHMe 0O nepepernctpaunm 3aperncTtpmMpoBaHHON  npeaesbHon
OTNYCKHOW LEeHbl NPpOU3BOANTENSA HA NIeKapCTBEHHbIM npenapaT, BK/KYEHHbIN B NepedeHb XU3HEeHHO
HEO6XOAUMBIX W BaXHEWWMUX NeKapCTBEeHHbIX MpenapaTtoB, B CTOPOHY CHWUXEHUS B Cleayowmx
cnyvasax:

1) CHWMXeHMe UueHbl B WHOCTPAHHOM BalOTE Ha JIeKApPCTBEHHbIM nMpenapaTt B CTpaHe
npounssoantens n (Un) B CTpaHax, B KOTOPbIX JIEKAPCTBEHHbIM NpenapaT 3aperncTtpnupoBaH n (unun) B
KOTOpble NOCTaBASETCS NPON3BOAUTENEM;

2) CHMXeHWe LeH Ha pedepeHTHble NeKapCTBEHHble npernapaTtbl B COOTBETCTBMM C OYHKTOM 1
HacTosiwen vactm (A9 COOTBETCTBYHOLIMX BOCNPOM3BeAEHHbIX, 6uoaHanoroebix (6MonoaobHbIX)
NeKapCTBEHHbIX NpenapaTos);

3) npesbllweHne NpenenbHoM OTMYCKHOW LeHbl Ha NepBbli BOCNpoOM3BeAEeHHbIN, 6MoaHanorosbli
(buononobHbLIN) NnekapCTBEHHbIN NpernapaTt MHOCTPAHHOIrO NPoOM3BOACTBA HaA NpeaesbHOM OTMYCKHOWN
LeHoM npousBoAUTENs Ha  BTOpPOW  BOCMNpou3BeAeHHbIn, 6uoaHanoroebln  (6Monono6bHbIN)
NleKkapCTBEHHbIM  nNpenapaT, pacCYUTaAHHOM B COOTBETCTBUM C METOAWKOW, YTBEpPXAEHHOW
MpaBuTensCcTBOM Poccuinckon denepaunm;

4) npeBbllLEHNE NMPeaesibHON OTNYCKHOM LEeHbl Ha NepBbI BOCNPOU3BEAEHHbIN, BMoaHanorosbIn
(buononobHLIN) NekapCTBEHHbLIN MNpenapaT nNpou3BoAMTENs rocyaapcrtBa - u4neHa EBpasnickoro
5KOHOMMYECKOro cow3a Haa npeaenbHOM  OTNYCKHOWM  LEeHOW npom3BoauTeNnss Ha  BTOPOWU
BOCNpou3BeaeHHbIn, 6uoaHanoroBbii (6MONOA06HLIN) NekapCTBEHHbIM npenapaT MNpou3BOAUTENS
rocyfapcrea - u4seHa EBpa3smMiCKOro 3KOHOMUYECKOrOo COK3a, PacCYUTAHHOWM B COOTBETCTBUU C
MeTOANKON, yTBepXAeHHOM NpaBuTenbcTBOM Poccuinckon denepaunm.

5. Tllopsaok nepeperucTpaumMm  3aperucTpMpoBaHHbIX — MnpeaefibHbiX  OTMYCKHbIX  LEeH
Npon3BOANTENEN HA JIEKAPCTBEHHbIE NMpenapaTtbl, BK/OUYEHHbIE B NepeyYeHb XU3HEHHO Heob6XoaUMbIX
N Ba)KHEMLNX NIEKAPCTBEHHbIX NpenapaToB, B Ciy4dasix, NpeayCMOTPEHHbIX YacTaMu 2 - 4 HacTosiwen
CTaTbM, yCTaHaBnueBaeTcs NpaBuTenbCcTBOM Poccuiickoit degepaumu.

6. DKOHOMMYECKMI aHanu3 npenesnbHoi OTMYCKHOW LEHbl MPOU3BOAUTENS HA JIEKAPCTBEHHbIN
npenapaT, BKJ/IIOYEHHbIN B MepeyeHb >XWU3HEHHO HeobXO0AMMbIX U BaXHEWUWWUX NeKapCTBEHHbIX
npenapaTos, MNpuv e€e TrocyfapCTBEHHOW perucTpaunmmM uan nepeperncrpaummn  ocyLecTBaseTcs
denepanbHbiM  OpraHoM WCNOSHUTENIbHON BNACTW, OCYLLECTBASAWUM  QYHKUMXU MO  MPUHATUIO
HOPMaTMBHbLIX TMPaBOBbIX aKTOB W KOHTpPONItO 3a cobnogeHneM 3akoHopaTenbcTBa B cdepe
rocyAapCTBEHHOMO peryamMposaHus UeH (Tapndos) Ha ToBapsbl (ycnyrm).

7. PacuyeT npepenbHbIX OTMYCKHbIX LEH, YKa3aHHbIX B YacTax 1 M 2 HacTosawen ctaTbM, nNpu mx
roCyAapCTBEHHOM perncrtpauum nan nepeperncrpaumnm ocyLecTBnseTcs B COOTBETCTBMN C METOAMKOWN,
yTBepxaeHHon MNpaButenbcTBOM Poccuinckon degepaumm n yYnTbiBaloLWen B TOM Yncne:

1) cobnioaeHne 6anaHca MHTepecoB NoTpebuTenelt NekapcTBEHHbIX NMpenapaToB, BK/IOYEHHbIX B
nepeyeHb XW3HEHHO HeobXOAMMbIX U BaXHEWLIMX JIEKAPCTBEHHbIX MpernapaTtoB, WU MPOU3BOAUTENEN
JNIEKApPCTBEHHbIX MNpernapaToB, BKJ/IIOYEHHbIX B MNepeydYeHb >XU3HEHHO HEeOo6XOAUMbIX W BaKHEWLIUX
JIEKapCTBEHHbIX NMpenapaToB;
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2) daKTu4yecKylo OTMYCKHYIO LEeHY Ha sieKkapCTBeHHble npenapaTtbl B Poccuinckon depepauumu,
LLeHYy BBO3a JleKapCTBEeHHbIX NpenapaTtoB B Poccuinckyto deaepaunto, a TakxXe UeHbl Ha aHalormyHble
JleKapCTBEHHbIE NpenapaThl, Haxoaswmecs B obpaweHun B Poccuinckon depepaumu;

3) 3aTpaThl MpPOM3BOAMTENS JIEKApCTBEHHOro mnpenapaTta Ha MNpOM3BOACTBO M peanusauuto
NleKapCcTBEHHOro npenaparta;

4) UeHy Ha NeKapCTBEHHbIA MpenapaTt, ero LeHy B CTpaHe MNpou3BOAUTENS M B CTpaHax, B
KOTOpbIX JlIeKapCTBEHHbI MpenapaT 3aperucTtpupoBaH W (MAKM) B KOTOpble MOCTaBnsieTcs
NpPOM3BOANTENEM.

8. He ponyckaloTcs peanusaumsi M OTNYCK JIEKAPCTBEHHbIX MpenapaToB, BKJ/IOYEHHbLIX B
nepeyeHb >M3HEHHO HeO6XOAUMbIX W BaXKHENLWWX NeKapCTBEHHbIX MpenapaTtoB, Ha KoTopble
NPON3BOANTENSIMU NIeKapCTBEHHbIX MpenapaToB He 3aperucTpMpoBaHa npeaefibHas OTMyCcKHas LUeHa,
peanvsaumsi  NMpPOM3BOAMTENAMW  JIEKAPCTBEHHbLIX  MNpenapaTtoB MO  LeHaM, npeBblWwatowmm
3aperncTpupoBaHHble MW NepeperncTpMpoBaHHble NpeaesbHble OTMYCKHblE LeHbl Ha 1IeKapCTBEHHbIE
npenapaTbl C y4eTOM Hasiora Ha A06aBNeHHY CTOMMOCTb.

9. Oco6€eHHOCTM  roCcyaapCTBEHHOr0  peryimpoBaHMs  MnpeaenbHbiX  OTAYCKHbIX  LEH
Npou3BOAUTENEN Ha JIEKAPCTBEHHbIE MpenapaThbl, BK/OYEHHbIE B NepeYeHb XU3HEHHO HEOB6XOAMMbIX
N BaXKHEMLLINX JIEKApPCTBEHHbLIX NpenapaTtoB, B 3aBUMCMMOCTU OT S3KOHOMMYECKMX U (MK) couuranbHbIX
KpuTepmes (M3MEHEHME YC/TIOBUN, NOpsiAKa M CTOMMOCTU NMPOM3BOACTBA JIEKAPCTBEHHbIX MpernapaTos,
MCNonb30BaHMe HOBbIX (OPM, METOAOB W CnocoboB roCyAapCTBEHHOrO PeryvMpoBaHMs LEH Ha
NleKkapCTBEHHbIE MpenapaTbl, B TOM 4YMCNe Ha OCHOBE MexXaHu3Ma pedepeHTHOro ueHoobpasoBaHUS,
M3MEHEHMI nopsiaka OKa3aHus MeaMLMHCKOW MOMOLWMWM, W WHble W3MEHEHWUsI) YyCTaHaB/IMBAOTCS
MpaButenbcTBOM Poccuitickoin deaepaunn.

CraTbs 62. NlocyaapCcTBEHHbIN peecTp npeaesibHbiX OTNYCKHbIX LleH Npou3BoAUTesNIen Ha
JieKapCTBeHHble npenapaTtbl, BKJ/IlOYEeHHble B MNepeyYeHb >XU3HEHHO Heo6xoAuMbIX WU
Ba)XHeEMWLINX JIeKapCTBEHHbIX npenapaTtosB

1. 3apernctpuvpoBaHHble WNW MepeperncTtpmpoBaHHble npeaefnbHble  OTAYCKHble  LEeHbl
NnpousBoANTENEN Ha NleKapCTBEHHble npenapaThbl, BKAKYEHHble B NepevyeHb XW3HEeHHO Heo6X0AMMbIX
N BaXHENWMX JieKapCTBEHHbLIX MNpenapaToB, MNoANnexaT BK/AYEHUIO B rOCYAAPCTBEHHbIN peecTp
npeaenbHbIX OTNYCKHbIX UEH MpouM3BOAUTENEN Ha JfeKapCTBEHHble npenapaTbl, BKAOYEHHble B
nepeyeHb XXM3HEHHO HEOH6XOAMMBIX N BaXXHENLLNX NeKapCTBEHHbIX NpenapaTos.

(B pen. ®epepanbHoro 3akoHa ot 06.06.2019 N 134-03)

2. FocynapCTBEHHbIN peecTp npeaenbHbiX OTMYCKHbIX LIEeH MNPOM3BOAUTENEN HA NEeKapCTBEHHbIE
npenapaTbl, BK/JIOYEHHbIE B TMEPEYEHb >XWU3HEHHO HEO6XOAMMbIX W BAXHEWLIUX NeKapCTBEHHbIX
npenapaToB, COAEPXUT B cebe creayroLlyo MHhopMaumto:

1) HauMmeHOBaHMe JaepxaTens WM Bnagenbua  pPerncTpaumMoHHOro  yAOCTOBEpPEHUS
JlekapCTBEHHOro npenaparta, HaMMeHOBaHMe Npou3BOAUTENS IeKapCTBEHHOrO npenaparta, CBeAeHUs 0
pernctpaumMn aepxatens WM Bnagenbla pPerncTpaumMoHHOro YyAOCTOBEPEHUS JIEKAPCTBEHHOIO
npenapaTa, CBEAEHUS O perncrpaunm npoMsBoaMTENS SIeKapCTBEHHOMO npenaparta aAns MeamuMHCKOro
NPMMEHEHNA B Ka4yeCcTBe HasioronnaTesnblmkKa B CTpaHe permcrpaunm (AN poCCUMCKUX IopuanYecKmx
My, - naeHTUPUKauMoHHbIN HoMep Hanoronnatenswmka (MHH), ana MHOCTpaHHbIX lOpMANYECKNX STNLL
- CTpaHa perncrpaunu, HamMeHOBaHWE PErncTPUPYHOLLEro OpraHa, PerucTpauuOHHbIN HOMep, Kopa
HanoronnaTenblMKa B CTpaHe peructpauum (MHKOpropauuu) UAW ero aHanor), Mecto HaxoXAeHus
NPOM3BOACTBEHHbIX MNOLWAA0K, YYaCTBYOLWMNX B NpoLiecce NpoM3BOACTBA JIEKAPCTBEHHOrO NpenaparTa,
C YKasaHWeM cTaauum npouecca NnpouM3BOACTBA;

(n. 1 B pen. ®epepanbHOro 3akoHa ot 28.12.2017 N 425-03)

2) HauMMeHOBaHMEe JieKapCTBEHHOro npenapata (MexayHapoAHOe HemnaTeHTOBaHHOe, Wn
rpynnmMpoBOYHOE, UM XMMUYECKOE N TOProBOE HAaMMEHOBAHUS);
(B pen. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) HOMep pPerncTpaumnoHHOro yAOCTOBEPEHMS NIEKapCTBEHHOIO NpenapaTa;

4) nekapcTBeHHas ¢dopMa C yKasaHMeM [O03MPOBKW JIEKApPCTBEHHOro npenapata W ero
KO/IMYecTBa BO BTOPUYHOM (MOTpebnTenbCcKoi) ynakoBKe, a TakXXe KOMMNIEKTHOCTb;
(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

5) 3apernctpupoBaHHas npegenbHas oTNyCKHas LeHa Ha IeKapCTBEHHbIM Npenapart B pybnsx;
(B pen. ®epepanbHOro 3akoHa ot 27.12.2019 N 475-03)
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6) foata n HoMep npuKasa YNoJIHOMOYEeHHOro geaepanbHOro opraHa MCNOAHUTENBHOM BACTU O
rocygapCTBEHHOM  perncrtpaummM  WamMm  nepeperucrtpaumm  npeaenbHoM  OTNYCKHOM  LeHbl  Ha
JIEKapCTBEHHbIM TMpenapaT, BKJ/IOYEHHbIN B MepeyYeHb XU3HEHHO HeobXoAMMbIX W BaXKHEMLINX
JlIeKapCTBEHHbIX NpenapaTos;

(B pen. ®egepanbHbiX 3aKOHOB OT 22.12.2014 N 429-03, o1 06.06.2019 N 134-®3)

6.1) pata BCTYNJIeHUs B CWUIYy TMpuKasa YNOJIHOMOYEHHOro deaepanbHOro opraHa
WUCMONIHUTENBbHOW BNacTM O [OCYAApCTBEHHOW perucrtpaumum unm nepeperucrtpaumm npenenbHom
OTMYCKHOW LieHbl NpoM3BOAUTENSA HA JIEKAPCTBEHHbLIA npenapaT, BKAOYEHHbIN B MepevyeHb XXU3HEHHO
HeobX0ANMbIX N BaXKHEWLINX NeKapCTBEHHbIX NpenapaTos;

(n. 6.1 BBeaeH ®eaepanbHbIM 3akoHOM 0T 06.06.2019 N 134-03)

7) WTPUXOBOWM KOA, HAHECEHHbIN Ha BTOPUYHYIO (MOTPEOUTENBCKYO) YNMaKoOBKY NIEKAPCTBEHHOMO
npenapaTa;
(n. 7 BBeaeH ®egepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

8) koA nekapcTBeHHOro npenaparta no aHaToMo-TepaneBTUYeCKO-XMMUYECKON Kriaccudukaumu,
peKkoMeHA0BaHHOW BceMnpHOW opraHusaumnen 34paBooXpaHeHuns.
(n. 8 BBeaeH denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

3. TocynapcTBeHHass perncrtpauvss unum nepeperncrpaums npefesbHblX OTMYCKHbIX LeH Ha
NlekapcTBeHHble npenapaTbl, BK/AUYEHHble B MepeyvyeHb >XU3HEHHO HeO6XOAUMBbIX W BaXHEenLWmXx
NleKkapCTBEHHbIX MNpenapaToB, BeAeHWe roCyAapCTBEHHOr0 peectpa npefesnbHbIX OTMYCKHbIX LeH
NnpousBoANTENEN Ha NleKapCTBEHHble npenapaTbl, BKKYEHHble B NepevyeHb XW3HEeHHO Heo6X0AMMbIX
N BaXXHEMWWX JieKapCTBEHHbIX MpenapaToB, OCYLeCTBASKTCS B nopsake, YCTaHOBIEHHOM
MpasuTenscTBOM Poccuiickon depepaunm.

(B pen. ®epepanbHoro 3akoHa ot 06.06.2019 N 134-03)

CraTbsa 63. YcTaHOBJIeHMe opraHamMyM UCNOJIHUTENbHOM BNacTn cy6bekToB Poccuiickon
depepaumm npeaesnibHbIX Ppa3sMepoB ONTOBbiIX Haa6aBOK W npeaenbHbIX pa3MepoB
PO3HUYHbIX Hap6aBoKk K  daKTU4YecKkum OTNYCKHbIM HeHaM, YCTAaHOBJIEHHbIM
NpoM3BOAUTENIAMMN  JIeKAapCTBEHHbIX MpenapaTtoB, Ha JieKapCTBEeHHble npenaparbl,
BKJ/IIOYEHHbIe B MNepe4YeHb >XWU3HEHHO Heo6XoAMMBIX WU BaXKHEWWUX JIeKapCTBEHHbIX
npenaparos
(B pen. ®egepanbHOro 3akoHa ot 27.12.2019 N 475-03)

1. OpraHbl uWcnonHUTENbHOWM BNactu cybbekTtoB Poccuiickon @depepaunm ycTaHaBIMBalOT
npeaenibHble pa3Mepbl ONTOBbIX HaabaBOK W nNpeaenbHble pa3Mepbl PO3HUYHbIX HaabaBoK K
haKTMYEeCKNUM OTMNYCKHbIM LeHaM (6e3 yyeTa Hanora Ha Ao6aBNEHHYH CTOMMOCTb), YCTAQHOBJIEHHbIM
NpoOM3BOAUTENSAMU JleKApCTBEHHbIX MNpenapaToB, Ha JieKapCTBEHHble npenapaTbl, BK/OYEHHble B
nepeyeHb >XWU3HEHHO HeobXoAMMbIX U BaKHEMWMUX JleKapCTBEHHbIX MpenapaToB, B COOTBETCTBUU C
YTBEPXAEHHON B MopsaAKe, YCTaHOBJIEHHOM [lpaBuTenbCTBOM Poccuiickoin depepaumn, MeETOAMKOMN
YCTaHOBJ/IEHNS OpPraHaMu WUCMONHUTENbHOM BNnactn cybbvekToB Poccuitckon depepaumm npeaenbHbiX
pa3MepoB ONTOBbIX HaabaBOK W npeaesnbHbIX pasMepoB PO3HUYHbIX HaabaBoK K aKTUYEeCKUM
OTMNYCKHbIM  LEHaM, YCTaHOBJIEHHbIM  MNPOM3BOAUTENAMM  NIEKAPCTBEHHbLIX  MpenapaTtoB, Ha
NleKkapCTBEHHbIe npenapaTbl, BK/IOYEHHbIE B MNepeyeHb >XU3HEHHO HeobXOAMMbIX W BaXXHEMLnX
NleKapCTBEHHbIX npenapaToB. [1pOeKTbl peleHU OpraHoB WCMNOJIHUTENbHOM BNacTn CcybbekToB
Poccuitckonn ®depepaumm 06 ycTaHoBieHUM U (MAN) M3MEHEHUWU NpefesibHbIX pa3MepoB OMNTOBbIX
HanbaBoK M npeaenbHbiX pa3MepoB PO3HWUYHbIX HaabaBOK K (aKTUYECKMM OTMYCKHbIM LEeHaM,
YCTaHOBJIEHHbIM MPOM3BOAUTENAMU NEKAPCTBEHHbIX MpenapaTtoB, Ha JleKapCTBEHHble npenapaTbl,
BK/IIOYEHHbIE B MepeyeHb XMU3HEHHO Heob6XOAMMbIX W BaXKHEeNWMUX JfeKapCTBEHHbIX npenapaTos,
noagnexart COrnacoBaHUIO C YMNOJHOMOYEHHbIM deaepasibHbiM OpPraHOM MWCMONHUTENbHOM BNacTw,
OCYLLEeCTBAAKWNM  DYHKUMN NO MNPUHATUIO HOPMATUBHbLIX MPaBOBbIX aKTOB W KOHTPOAKO 3a
cobniogeHMeM 3akoHoAaTeNnbCTBa B cdepe rocyAapCTBEHHOro perynnpoBaHus ueH (TapudoB) Ha
ToBapsbl (ycnyru), B nopsake, yctaHoBsieHHOM [MpaButenbCcTtBoM Poccuiickon degepaunn.

(B pea. ®enepanbHbixX 3akoHoB OT 13.07.2015 N 241-03, o1 27.12.2019 N 475-03)

2. OpraHm3auum ONTOBOM TOProBAM JIEKAPCTBEHHbIMM CpeACTBaMM, anTeyHble opraHusauum,
nHAMBMAYyanbHble NpeanpuUHUMMaTENnn, UMEKLWNe NULEH3UI0 Ha (dapMaueBTUYECKY AeATeSbHOCTb,
MeAVWUMHCKME OpraHusauum, uMerlme nAUUEeH3MI0 Ha QapMaueBTUYECKYD AesATeNbHOCTb, U UX
obocobneHHble noapasgeneHusa (ambynatopuun, denbaliepckme n penbilepcko-aKkyLlepckme NyHKThI,
ueHTpbl (oToeneHnsa) obweln BpadebHoM (ceMerHOW) NpaKTUKW), PpacnosioXXeHHble B CefbCKUX
HaceneHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHnu3auum, OCyLLeCTBASIT peanusaumio
NleKapCTBEHHbIX MpenapaTtoB, BK/IOYEHHbIX B MNEpeYeHb XWU3HEHHO HeobXoAMMbIX W BaXKHenWux
NleKapCTBEHHbIX MNpenapaToB, MO LeHaM, KOTopble (OPMUPYIOTCA B COOTBETCTBMM C MNOPAAKOM,
yCTaHoBJ/ieHHbIM lMpaBuTenbcTtBoM Poccuinckon degepaummn, U ypoBeHb KOTOpbIX (6e3 yuyeTa Hasora Ha
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[06aBNEHHYIO CTOMMOCTb) HEe [O/DKeH npeBblwaTb CyMMYy @(aKTUYeCKOW OTNYCKHOW LeHbl,
YyCTaHOBJIEHHOM npomM3BoAnTENEM NeKapCcTBEHHOro npenapaTa, He NnpeBbiatoLen
3aperncTpupoBaHHON UKW NepeperncTpupoBaHHON NpeaesibHOM OTNYCKHOW LeHbl npounssoauTens (Ha
AaTy peanu3aumum nekapcTBEHHOro rnpenapata nNpouM3BOAUTENEM), U pa3Mepa ONTOBOW HaabaBku u
(nnn) pasmepa pO3HWYHOM HagbaBkM, He NpeBblAOWKMX COOTBETCTBEHHO pa3Mepa npeaenbHOwM
onToBon HagbaBkn n (MnNn) pasMmepa npeaenbHON PO3HUYHOW HaabaBKKM, YCTAHOBJIEHHbIX B CybbekTe
Poccuinckon denepauunn.

(yactb 2 B pea. degepasnbHOro 3akoHa ot 27.12.2019 N 475-03)

3. OpraHbl uMcnosHUTEeNbHOM BRacTn cybbekToB Poccuiickon depepaumu pasMellaroT B CETU
"MHTepHeT" MHOpMaUMIO O 3aperncTpMpoBaHHbIX MpefenibHbIX OTMYCKHbIX LeHax Npou3BoauTenemn
Ha JleKapCTBEHHble MnpenapaTtbl, BKAIOYEHHbIE B MNepeyeHb XW3HEHHO HeobXOAUMbIX U BaXXKHEMLWNX
NekapCcTBEHHbIX MnpernapaToB, 06 ycTaHoBNeHHbIX B cybbekTe Poccuickon depepaunn npenenbHbIX
pa3Mepax onToBbiXx HaabaBok M (MAW) nNpeAenbHbIX pa3Mepax PO3HUYHbLIX HaabaBok K
YCTaHOBJ/IEHHbIM MPOU3BOAUTENSAMUN JIEKAPCTBEHHbIX NpenapaTtoB (GakTUYECKUM OTMYCKHbIM LieHaM Ha
NleKapCTBEeHHble rMnpenapaTbl, BK/IOYEHHbIE B MepeyeHb XWU3HEHHO Heob6XOAUMbIX W BaXHEMLnX
NleKapCTBEHHbIX MpenapaTtoB, @ TakKXe O CyMMe 3aperucTpuMpoBaHHbIX NpeaesibHbIX OTMYCKHbIX LeH
NpomM3BOAUTENEN Ha NeKapCTBEHHbIE MpenapaTbl, BKOYEHHbIE B NepeYvYeHb XU3HEHHO Heo6XoAMMBbIX
M BaXXHEMWMNX NEeKapCTBEHHbIX MNpernapaToB, YCTaHOBJIEHHbIX B cybbekTe Poccuiickonn depepaumm
npeaenbHbIX pa3MepoB ONTOBbIX HaabaBoOK M NpeaesibHbIX pa3MepoB PO3HWYHbIX HaabaBoK M Hanora
Ha JAobaBneHHyK CTOUMMOCTb. WHMoOpMauusa, npeaycMOTpeHHas HacCTosIWEN 4acTblo, [AO/KHA
HaxoAMTbCA TaKXe B anTe4YHbIX OpraHM3auunsax B AOCTYMNHON ANs BCEX 3aMHTEpPecOoBaHHbIX vy dopme
N 06HOBNATLCA NO Mepe ee pa3MelleHMs opraHaMm UCNOSHUTENbHOMN BNacTu CybbekToB POCCUMNCKOWM
denepaunm B cetn "UHTepHeT".

(vyactb 3 B pea. ®epepanbHOro 3akoHa ot 27.12.2019 N 475-03)

4, YTpatun cuny ¢ 1 mapta 2020 roga. - ®efepanbHbli 3aKOH OT 27.12.2019 N 475-03.

Maea 13. MOHUTOPUHI 3®PEKTUBHOCTU U BE3OIMNACHOCTH
NEKAPCTBEHHbIX NMPEMNAPATOB, HAXOOALLUXCA B OBPALLEHUA
B POCCUMUCKOW ®ELEPALINU

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

Cratbsa 64. ®apMmakoHaa3op
(B pen. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHble npenapaTbl, Haxoaswmecs B obpaweHnn B Poccuiickon ®degepauun,
nognexatr MOHWUTOPUHIY 3(M@eKTUBHOCTM U 6e30MacHOCTU B Uensax BbISB/IEHUS BO3MOXHbIX
HeraTMBHbIX MOCNEeACTBUA UX NPUMEHEHWUs, UHAMBUAYANIbHON HEenepeHOCUMOCTM, NpeaynpexaeHns
MeAMUMHCKMX pabOoTHMKOB, CneuuManuctoB B ob6sacTm BeTepuMHapuu, MNauMEHTOB WKW BRagenbLeB
XXMBOTHbIX U UX 3alMTbl OT MPUMEHEHNS TaKMX TEKAPCTBEHHbIX NpenapaTos.

(B pen. ®egepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. ®apMaKkoHaA30p OCYLUECTBNAETCS COOTBETCTBYIOLWMM YMNOJIHOMOYEHHbIM (eaepanbHbIM
OpraHoM MCMOJSIHUTENIbHOW BNacTM B YCTAHOB/IEHHOM WM MOpsiAKE MyTeM aHanmMsa npeaocTaBisieMou
cybbekTaMm obpalleHus NeKapCTBEHHbIX CPeacTB  WMHGopMauMmM o0 MOBOYHbIX  AENCTBUSIX,
HeXxenaTenbHbIX peakuusx, cepbe3HbIxX HeXxenaTenbHbIX peakumsx, HenpeaBUAEHHbIX
HeXxenaTeNbHbIX peakumsix Npu MNPUMEHEeHMM JNeKapCTBEHHbIX MpenapatoB, 06 WHAMBWAYaANbHOM
HernepeHOCUMOCTN, OTCYTCTBMM 3DGDEKTUBHOCTM NeKapCTBEHHbIX MpenapaToB, a TakXe 06 MWHbIX
akTax u ob6bcTosATENbCTBAX, NPEACTaBNASIOWMUX Yrpo3y >XW3HM WAW 340POBbIO  4YenoBeka nnbo
YXMBOTHOIO NpU NPUMEHEHUM NeKapCTBEHHbIX NPenapaToB M BbISIBJIEHHbIX Ha BCeX 3Tanax obpalleHus
NleKapCcTBEHHbIX NpenapaToB B Poccuiickoii ®enepaumm v Apyrux rocyaapcreax.

3. CybbekTbl 0bpalleHnsa nekapcTBeHHbIX CpeACcTB B NopaaKe, YCTaHOBAEHHOM YNOHOMOYEHHbIM
denepanbHbIM  OpraHoM MWCAOMHUTENbHOW Bnactn, o6a3aHbl coobwaTtb B YNOJHOMOYEHHbIN
denepanbHbIi OpraH MUCNONHUTENBLHON BAacTM O MNOBOYUHbIX AENCTBUAX, HexenaTesNbHbIX peakumsx,
Cepbe3HbIX HexenaTeNbHblX peakuusax, HenpeaBuAeHHbIX HeXenaTefNbHblX  peakuusax  npu
NPpUMEHEeHUN JneKapcTBEHHbIX npenapaTtoB, 06 WHAUMBMAYaNbHOM HenepeHOCMMOCTU, OTCYTCTBUMU
3P (PeKTMBHOCTM JieKapCTBEHHbIX MpernapaTtoB, a TakXke 06 uHbIX dakTax U obcrosaTenbcreax,
NpeacTaBnSlOWMX Yrpo3y >XU3HU WM 340POBbH 4YesioBeKA /MO0 XMBOTHOMO MpPU MPUMEHEHUM
JIEKapCTBEHHbIX MpPenapaToB U BbIIBMIEHHbIX HA BCEX 3Tarnax obpalleHns nekapCTBEHHbIX NpenapaToB
B Poccuinckon degepaumn v 4pyrux rocygapcraax.

4, ,EI,ep>KaTenV| nnn Bnaaenbubl peErMCTpaunNOHHbIX YD,OCTOBepeHI/ll\/'I NEKAPCTBEHHbLIX MPENnapaTos,
ropnanyeckme numua, Ha WUMA KOTOpbIX BblAaHbl pa3peweHna Ha npoBeaeHne KIMHUYECKUX
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nccnenosaHnin B Poccuiickon ®epepaunm, nmMbo ynosHOMOYEHHbIE UMW ApYrMe opuanyvyeckue nuua B
pamkax obecneyeHnss 6e30MacHOCTM JleKapCTBEHHbLIX MpenapaTtoB B MNopsaaKe, YCTaHOBEHHOM
COOTBETCTBYHOLMM YMONHOMOYEHHbIM deaepanbHbiM OpPraHOM WCMNOSHUTENbHON BRactu, o06sa3aHbl
OCyWeCTBNATb NpuemM, ydyeT, 06paboTKy, aHann3 U XpaHeHMe NocTynarwmx B UX agpec oT cybbeKkToB
obpalleHnsa nekapcTBEHHbIX CpeACTB M OpraHoOB roCyAapCTBEHHOW BAAcTU COOOLWEHUA O MOBOYHbIX
OENCTBUAX, HEeXeNnaTeNbHbIX peakuumsax, Cepbe3HblX HexXenaTesbHbIX W HenpeaBUAEeHHbIX
HeXxenaTeNbHbIX peakuusx Npu MNPUMMEHEHUMN neKapCTBEHHbIX npenapaToB, 06 0CO6eHHOCTAX uX
B3aMMOAENCTBUA C APYIrMMWU JIeKapCTBEHHbLIMM NpenapaTtaMum, UHAWBUAYANbHOW HENEpPeHOCUMOCTU, a
Takke 06 wuHbIX dakTax u o06CToATEeNbCTBAX, MPEACTaBMAAWNX Yrpo3y XM3HU UM 300POBbLO
yesioBeka JSNMBO >KMBOTHOIO MM BAMSAKOWMX Ha W3MEHEeHMe OTHOLUEHMS O0XMAAeMOW nonb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHUS NEeKapCTBEHHbIX NpenapaTos.

5. Mpwn BbiABNEHUU MHPOPMALNM O CEPbE3HbIX HEXeNaTesNbHbIX peakumsax U HenpeaBuUAEHHbIX
HeXxenaTesNbHbIX peakuusx MNpu MPUMEHEHUN JNeKapCTBEHHbIX MnpenapaToB, 06 0CO6EHHOCTAX WX
B3aMMOAENCTBMS C APYrMMWN NeKapCTBEHHbIMW MpenapaTaMn, MHAWBUAYASIbHON HENepeHOCUMOCTH, a
TakKe 006 MHbIX (akTax M 06CToATENbCTBAX, BAUAKOLWIMX HA M3MEHEHWE OTHOLUEHUSA OXMAAEMOW
MoNb3bl K BO3MOXHOMY PUCKY MPUMEHEHMUS NIEKAPCTBEHHbIX MPEenapaToB, AepXaTenu Wan Bnaaesblbl
PErNCTPaLMOHHBIX YAOCTOBEPEHUI JIEKApPCTBEHHbLIX MpenapaTtoB, HPUANYECKUE fnLUa, Ha WUMS
KOTOPbIX BblAaHbl pa3pelieHnss Ha NpoBeAEeHUE KIIMHUYECKUX uccneaoBaHMn B Poccuiickom
®epepaumn, nmMbO YMOSHOMOYEHHbIE UMUK Apyrue puanyeckne nvua o6s3aHbl NPUHATb MeEpbl,
HanpaBfieHHble Ha YCTPaHEHWE HeraTUBHbIX MOCNEACTBUIM MNPUMEHEHUS TaKUX JleKapCTBEHHbIX
npenapaToB, NpeaynpexiaeHne NpuYNHEHNs Bpeaa XXW3HW UK 340pOBbIO YenoBeka b0 XUBOTHOIO,
3alMTY UX OT NMPUMEHEHUS TaKUX JIEKAPCTBEHHbIX MpenapaToB, Ha AONOAHUTENbHbIA cO60p AaHHbIX 06
3(pdhekTMBHOCTN N 6€30MacHOCTM TaKUX JIEKApPCTBEHHbLIX MpenapaTos.

6. 3a HecooblleHMe WM COKpbITUE WHPOPMaUMK, NPeayCMOTPEHHOM YacTbio 3 HACTOSLIEN
CcTaTbyW, AepXaTenu Wnn BNagesnblbl PerMcTpauMOHHbIX YAOCTOBEPEHWUI NEKApCTBEHHbIX NpenapaTos,
lopyamyeckme Jnmua, Ha WMsS  KOTOpbIX BblAaHbl pa3pelleHnss Ha npoBeaeHne KIMHUYECKUX
nccnenosaHunii B Poccniickonn ®epgepaummn, nmbo yrnosIHOMOYEHHbIE UMUK ApPYrMe lopuandeckme nuua, a
TakXe [AO/MKHOCTHble Jnua, KOTOpbIM 3Ta MWHMOpMauus cTana W3BecTHa Mo  poay WuX
npodeccnoHanbHOM AesATeNbHOCTU, HEeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuinckoin depgepaunm.

7. Mpwn nony4yeHMn ynonHOMOYEHHbIM deaepasibHbIM OPraHOM MUCMOIHUTENIbHOM BNacTM B paMKax
ocyliectBneHms MM dapMakoHaa3opa AOKasaTeNbCTB O HECOOTBETCTBUM JlIeKapCTBEHHOrO npenapaTta
YCTaHOBJIEHHbIM TpeboBaHMSM MNM MpU MNOAyYeHMn WuHdOpMauuMm O HECOOTBETCTBUM JAaHHbIX 06
3pPpeKkTMBHOCTM M 0 6e30MacHOCTU JIeKAapCTBEHHOro nMpenapata JAaHHbIM O JIEKAapCTBEHHOM
npenapaTe, coAepXalwMMcs B MHCTPYKLUMM MO €ro nNpuMMeHeHuio (B TOM 4YMCNe BbISIBNIEHHbIX B Xo4e
oCyllecTBNeHUs dapMakoHaa3opa KOHTPOJSIbHO-HaA30pPHbIMM OpraHaMM MHOCTPaHHbIX FOCyAapcTB),
YAO/THOMOYEHHbIN enepanbHblli opraH WCMONHUTENBHON BAacTM B YCTAaHOBMNEHHOM WM NopsAKe
paccMaTpMBaEeT BOMPOC O NPMOCTAaHOBNEHUN NPUMEHEHNS TaKOMO JIEKapCTBEHHOMO Npenapara.

Cratbsa 65. pnocTtaHoOBJ/IeHME NPpUMEHEHMS JIeKapCTBEHHOro npenapara
(B pen. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. Mpu nonyyeHnn nHboOpMaLnm 0 HexenaTesbHbIX peakumsax Npu NpUMEHEHUn NeKapCTBEHHOMO
npenapaTa, He yKa3aHHbIX B MHCTPYKUMW MO MPUMEHEHMIO JleKapCTBEHHOro npenapaTta, Cepbe3HbiX
HeXenaTenbHbIX peakumsax, 06 0CO6eHHOCTAX ero B3auMOAEWUCTBUSA C APYTMMU JIeKapCTBEHHbIMU
npenapatamu, KOTOpble MOryT MNpPeACTaBAATb Yrpo3y >XWU3HM WAW 340pOBbl0  4yenoseka nunbo
XXMBOTHOIO, a TaKXe O HeCOoOTBETCTBUM JAaHHbIX 06 3ddekTnBHOCTM M 0 6e30nacHOCTH
NleKkapCTBEHHOro npenapaTta AaHHbIM O JIEKapCTBEHHOM MnpenapaTe, coaepXawmMMcs B MHCTPYKUUK NO
€ro MnpuMEHeHuto, B TOM 4ucie OT YMNOSIHOMOYEHHbIX OpraHOB MHOCTPAHHbIX rocyaapcTs, obMeH
KOTOPOM OCYLLECTBSeTCS B COOTBETCTBUM C COrNALIEHUAMU MexXAy YNOSHOMOYEeHHbIM denepanbHbIM
OpraHoM MCMOAHUTENIbHOM BNACTU W YMOJHOMOYEHHbIMW OpraHaMu WHOCTPaHHbLIX OCyAapcCTB,
YMNO/IHOMOYEHHbLIN  deaepanbHbIi  OpraH MUCMOJIHUTENbHOW BNacTM  paccMaTpuMBaeT BOMPOC O
BO3MOXHOCTM MpUOCTaAHOBNEHUSA obpalleHns Takoro JieKapCTBEHHOro npenapata B NOPSakKe,
YCTaHOBJIEHHOM YMOJHOMOYEHHbIM peaepasibHbIM OPraHOM UCMOHUTENLHOM BacTu.

2. Mpn HEUCNONHEHUU WAN HeHaaNeXxalleM WCMONHEHUW JAepXaTensMm Wnu Bnagefbuamu
PEerncTpaLUMOHHbIX YAOCTOBEPEHUI JIEKAPCTBEHHbLIX MpenapaToB, PUAWMYECKUMU NULAMW, Ha UMS
KOTOPbIX BblAaHbl pa3pelleHMss Ha MpoBeAeHME KIMHUYECKUX uccneaoBaHWin B Poccuidickol
depepaunn, WAN  YNOTHOMOYEHHbIMWU UMW APYTMMW  IOPUAMYECKUMKM  NuuaMn  0b6s3aHHOCTEN,
YCTaAHOBJMIEHHbIX YacTamu 3 M 4 cratbn 64 Hactosuwero ®denepanbHOro 3akoHa, 60 B ciy4dasix
NnpeacTaBleHUs COOTBETCTBYHOLWMM  YMO/THOMOYEHHbIM  deaepanbHbiM  OpraHoM  UCMOSHUTENbHOWN
B/1ACTM 3aK/IlOYEHUS O HEAOCTOBEPHOCTU pPe3ynbTaTOB KJMHMYECKOro UCCNeL0BaHUSA IeKapCTBEHHOMO
npenapata AN MeAWUMHCKOro TMpMMEHEHMUs!, KOTOpPOe OCHOBAHO Ha pe3synbTaTtax MpoBeEpPKM
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MeAVLUMHCKOM OpraHusaumu, NpoBOAMBLLUEN YKa3aHHOE K/MHUYECKOoe UCCrefoBaHuWe C HapylleHueMm
npaBuva Hagnexawenhn KINHUYECKON MPaKTUKW, U NpUBENO0 K TMOJIYYEHUIO HeAOCTOBEPHbIX
pe3ynbTaTtoB, AM60 B CAyyae HEBbLINOJIHEHUS MpeanucaHns, BblAAHHOMO  YMOJHOMOYEHHbIM
denepanbHbIM OpraHoM MCNOSHUTENBHOW BNAacTM MO UTOraM OCYLLECTB/IEHUS BbIGOPOYHOrO KOHTPONS
KauyecTBa JIeKapCTBEHHOrO mMpenaparta, YMNOJHOMOYEHHbIN denepanbHbli OpraH WMCNOAHUTENbHOM
BNacTW B YCTAHOBJIEHHOM WM [MOpsJKe pacCMaTpuMBaeT BOMPOC O MPUOCTAHOBJ/IEHUM MNPUMEHEHUS
TaKoro sieKapCTBEHHOro npenapara.

3. YNONHOMOYEHHbIN deaepanbHblil OpraH WUCMOMHUTENbHOM BNacTWU Mpu npeacTaBieHnuun emy
CBeJeHUA O HECOOTBETCTBUM MPOU3BOAUTENS JIeKApCTBEHHbIX cpeacTB TpeboBaHUMAM MpaBui
Hagnexalwien npousBOACTBEHHOW NpPaKTUKWM WM (UAM) O HapyweHUU JNUUEH3UOHHbIX TpebosaHui,
KoTopble 6blNM BbISIBNEHbI B XOA€ MNPOBEeAEHUS WHCMEKTUPOBaHUS MNPOU3BOANTENS NIEKAPCTBEHHbIX
CpeacTB WM OCYLUECTBEHUS JIMUEH3MOHHOIO KOHTpons B cdepe Npou3BOACTBA NEeKApPCTBEHHbIX
CpeacTB W NpuvBenM WAWM MOFyT NpUBECTM K MPOU3BOACTBY JIEKAapCTBEHHbIX MpenapaTtoB AN
MeAVULMHCKOro NpUMEHEeHUs, NPUYMHUBLUMX WUAN CNOCOBHBbIX MPUYUHUTL BPEA XWU3HU WU 340POBbIO
rpaxkaaH, paccMaTpyMBaeT BOMPOC O MNPUOCTAHOBIEHNN NPUMEHEHUS NIEKApCTBEHHbIX NMpenapaTtoB AN
MeAVULMHCKOro NpUMeHEHNS B YCTaHOB/IEHHOM UM MOpSAAKe B CeAyowmnx cnyyaax:

1) coctaB n (Unn) TEXHONOrMs MPOU3BOACTBA JIEKAPCTBEHHOrO Mpenaparta Ass MeaAULUMHCKOro
NpMMeHeHnsa (C oONMcaHMEM CTaauii NMPOU3BOACTBA) OT/IMYAIOTCA OT 3asBJIEHHbLIX B PErmcTpaunoHHOM
[10CbE;

2) ﬂeKapCTBeHHblm npenapart ans MeANUNHCKOIo NMPpUMEHEHUA npounseeneH Ha
I'IpOM3BO£I,CTBeHHOI7I naowagke, He YKaBaHHOVI B permctpaumMoHHoOM A0CbeE,

3) y npousBoaMTENs JNeKapCTBEHHbIX CPeACTB OTCYTCTBYKT AOKYMEHTbl, MOATBepXAaatolmne
COOTBETCTBME KayecTBa JIEKAapCTBEHHOro npenapaTta Ans MeAUMUMHCKOro NMpUMEHeHWsi, BBOAMMOIO B
rpa)xaaHcKkmii 060poT, TpeboBaHUAM, YCTAaHOB/IEHHbLIM NMPU €ro rocy4apCTBEHHOW perncrpaumu;

4) npou3BoAMTENEM JleKapCTBEHHbIX CPeACTB B COrMNacoOBaHHbI  C  COOTBETCTBYHOLLUUM
YyNOSIHOMOYEHHbIM defepanibHbIM OpraHoM MCMOAHUTENIbHOM BAACTU CPOK He YCTpaHeHbl HapylleHus
TpeboBaHUIn NpaBuUa HagNexallen Npon3BoACTBEHHON MPAKTUKU U (UMW) NNLEH3NOHHBLIX TpeboBaHU,
KoTopble 6blNM BbISIBNEHbI B XOAe MNPOBEAEHUS WHCMEKTUPOBAHUA MNPOU3BOAUTENS NEKAPCTBEHHbIX
CpeacTB WM OCYLLECTB/EHUS JIMUEH3MOHHOIO KOHTpons B cdepe Npou3BOACTBA NleKapCTBEHHbIX
CpeacTB W NpuvBENM WAWM MOFyT MNpPUBECTU K MPOU3BOACTBY JIEKAPCTBEHHbIX MpenapaTtoB AN
MEeAVULMHCKOro NpUMEHEHUS, NPUYUMHUBLUMX WUN CNOCOBHBLIX MNPUYUHUTL BPEA XWU3HU WU 340POBbIO
rpakaaH.

(yacTtb 3 BBegeHa ®enepanbHbiM 3akKoHOM OT 04.06.2018 N 140-®3)

4. YNO/HOMOYEHHbIN deaepanbHbli OpraH WCNOJHUTENBbHOW BAACTU MNpU Halauuyum y Hero
CBeeHUN O HEeCOOTBETCTBUM MPOU3BOAUTENSA JIeKApCTBEHHbLIX cpeacTB TpeboBaHUMAM npasun
Haanexallen npou3BOACTBEHHOW MNpPaKTUKM M (UAKM) O HAPYWEHUU JNUEH3UOHHbIX TpeboBaHui,
KoTopble 6blNM BbISIBNEHbI B XOAe MNPOBEAEHUS WHCMEKTUPOBAHUA MNPOU3BOAUTENS NEeKAapCTBEHHbIX
CpeacTB WM OCYLLECTB/EHUS JIMLEH3MOHHOIO KOHTpoNns B cdepe npou3BOACTBA NleKApPCTBEHHbIX
CpeacTB W NpuvBENM WAWM MOFyT NpPUBECTM K MPOU3BOACTBY JIEKApCTBEHHbIX MpenapaTtoB AN
BETEPUHAPHOIO MPUMEHEHUS, NMPUYNHUBLLUNX WUAN CMOCOBHbIX MPUYUHUTL Bpen XU3HU WU 340POBbIO
XMBOTHbIX, paccMaTpuBaeT BOMPOC O MNPUOCTAHOBIEHNN peanun3auum U NpUMEHEHUs JIeKapCTBEHHbIX
npenapaTos A/ BETEPUHAPHOIrO NPUMEHEHUS B YCTAHOBIEHHOM UM NOPSAKe B CNeAYLWMX Cy4dasnx:

1) coctaB n (MNKN) TEXHONOrMA NMPOM3BOACTBA JIeKapCTBEHHOro npenapaTta A/ BeTepUHApHOro
npuMeHeHust (C oNMCcCaHMEM CTaaui NPOU3BOACTBA) OT/IMYAIOTCA OT 3asiBIEHHbIX B PErmcTpauyMoHHOM
focbe;

2) neKkapcTBEHHbI  npenapaTt AN  BETEPUHAPHOro  MNPUMEHEeHUs  MNpou3BeaeH  Ha
NPON3BOACTBEHHOW N/IOLWAAKE, HE YKA3aHHOW B PerMcTpauMoHHOM A0CbE;

3) y npoum3BoauTeNnss NeKapCTBEHHbIX CpeacTB OTCYTCTBYIOT [AOKYMEHTbl, MnoATBepxjatowme
COOTBETCTBME KayecTBa JIeKapCTBEHHOro npenaparta A/s BETepPUHAPHOro NpUMEHeHuns, BBOAMMOro B
rpa)xaaHckmii 060poT, TpeboBaHUAM, YCTAaHOB/IEHHbLIM NMPU €ro rocy4apCTBEHHOW perncrpaumu;

4) npousBoAMTENEeM JleKapCTBEHHbIX CPeACTB B COMNacoBaHHbI C  COOTBETCTBYHOLUUM
YMOTHOMOYEHHbIM (eaepasibHbIM OPraHoOM WCMOSIHUTENTIbHOW BNACTU CPOK He YyCTPaHeHbl HapyLlleHus
TpeboBaHUI NpaBua HaaNeXxallen Npon3BoACTBEHHON MPAKTUKK U (MIN) NNLEH3NOHHBLIX TpeboBaHU,
KOTOpble 6blIN BbISABNEHbI B XOAe MNPOBEAEHUS MHCMEKTUPOBAHWUS MPOU3BOAMUTENS JleKapCTBEHHbIX
CPeACTB WIN OCYLLECTBNEHUS JIMLUEH3MOHHOro KOHTpons B cdepe Npou3BOACTBA JIEKAapCTBEHHbIX
CpeACTB W MpuBENM WAM MOFyT TMpMBECTM K MNPOM3BOACTBY JIeKapCTBEHHbIX MpenapaToB AN
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BETEPUHAPHOIO NMPUMEHEHUS, NMPUUYMHUBLUMX WUIN CAOCOBHbBIX MPUYUHUTDL Bpend XWU3HU UM 340POBbIO
XXUBOTHBbIX.
(yacTtb 4 BBeageHa dPeanepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

KoHcynbTaHTlI0C: npnMevyaHue.
C 01.01.2023 cT. 65 pononHaeTca 4. 5, 6 (O3 o1 27.12.2019 N 475-03).

KoHcynbTaHTIII0C: NpuMedvaHune.
C 01.09.2023 cT. 65 pononHsaeTca U. 7 (O3 o1 02.07.2021 N 317-03).

Cratbsa 66. MH(popmMmauua o pesynbraTtax chapmakoHaasopa
(B pea. ®enepanbHOro 3akoHa ot 27.12.2019 N 475-03)

YNonHOMOYeHHbI  denepanbHbii  OpraH  UCMOJIHUTENIbHOW  BAAcTW,  OCYLLECTBASIOWUN
dapmakoHaa30p, NO ero pesynbTaTaM pa3MeLlaeT Ha CBoeM oduumanbHOM cante B cetn "UHTepHeT"
MHpOpMaLMIO O:

1) BbiAB/1IEHNN HOBbIX MNOATBEPXAEHHbLIX AaHHbIX O noboYHbIX AENCTBUAX, HexXenaTesbHbIX
peaKuunax, cepbe3HblX HeXelaTeJibHbIX peaKuunax, HeENpeaBUAEHHbLIX HeXeslaTe/lbHbIX peaKundax npu
npnMeHeHM NeKkapCTBeHHOro npenaparta, B TOM 4Yncie BAnNAoWLmnx Ha OTHOLLEHNE OXunaaemomn nosb3bl
K BO3MOXHOMY PUCKY NpUMEHEHNA OaHHOIo JIEKaApCTBEHHOIO Npenaparta,

2) NPUHATBIX PELIEHUAX O BHECEHUN U3MEHEHUI B UHCTPYKLMIO MO NMPUMEHEHUIO NEKAPCTBEHHOMO
npenapata, O MNPUOCTAHOBNEHUN TMPUMEHEHUA JIEKAPCTBEHHOrO Mpenaparta, 06 Wu3bATUN U3
o6bpalleHMss JIEKApCTBEHHOro rnpenapata WAM O BO306HOBMEHUN TMPUMEHEHUA NEKAPCTBEHHOMO
npenapara.

Maea 14. UH®OPMALIUA O NEKAPCTBEHHbIX NMPEMAPATAX. CUCTEMA
MOHUTOPUHIA OBUXXEHUA NEKAPCTBEHHbIX NMPEMNAPATOB
onda MEOQUUMHCKOIo NPMMEHEHNA

(B pen. ®egepanbHOro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. MHdopMaumsas O neKkapCTBEHHbIX npenaparax. CucremMa MOHMTOPMHra
ABVXKEHMSA JIeKapCTBEHHbIX NpenapaTtoB AJiI1 MeAULIMHCKOro NpuMeHeHus
(B pea. ®enepanbHOro 3akoHa ot 28.12.2017 N 425-03)

1. UHdopmMaumsa o nekapCTBEHHbIX MpenapaTtax, OTNYCKaeMbIX MO peuenTy Ha JIeKapCTBEHHbIN
npenapaTt, AOJ/IKHA COAEepXaTbCHA TOJIbKO B CNeunasn3npoBaHHbIX U3AaHUAX, NpeAHa3HayYeHHbIX Ans
MeAVMUMHCKMX, dapMaueBTUYecKnx paboTHUKOB, crneumanuctoB B obractu  BeTepuHapuu.
MHdopMaumsa O nekapCTBEHHbIX Mpenapatax Ansa cneymanuctoB B obnactu  obpaweHus
NleKapCTBEHHbIX CPeACTB MOXeT CoAepXaTbCa B MoHorpadusax, cnpaBOYHMKaX, Hay4dHbIX CTaTbsX, B
AOoKnagax Ha KoHrpeccax, KoHdepeHUUsaxX, CMMNo3myMax, Hay4YHbIX COBEeTax, a TakXe B MHCTPYKLMAX
Nno NpUMEHEeHUI0 NeKapCTBEHHbIX NpenapaTos.

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

2. VIHdopMaumnsa o nekapCTBEHHbIX MpenapaTax, OTrnyCcKaeMbix 6e3 peuenTa Ha JlIeKapCTBEHHbIN
npenapaT, MOXEeT cogepXxaTbCs B Nybnmkaumsax M o6bsaABNEHUSX CPeACTB MacCcoBOM MHGOpMauum,
cneunanm3npoBaHHbIX M 06LWKNX NevaTHbIX U3AAHUAX, MHCTPYKLUMSAX MO NMPUMEHEHUIO JIeKapCTBEHHbIX
npenapaToB, WHbIX W3A4aHMAX Cyb6bekToB ob6palleHuMsi NeKapCcTBEHHbIX CpeacTB. PeknamHble
Marepuanbl O NIeKapCTBEHHOM npenaparte, oTnyckaeMoMm 6e3 peuenTta Ha NeKapCTBEHHbIA npenapar,
AOJIKHbI COOTBETCTBOBATb MHCTPYKLUMM MO MPUMEHEHUIO NeKapCTBEHHOro npenaparta.

3. [onyckaeTcss ucrnosb3oBaHWe NtobbiXx MaTepuasnbHbIX HOCUTENEN, MO3BONSIOWNX XPaHUTb,
nepenaBaTbh U UCMOb30BaTb MH(OPMALINIO O JIEKAPCTBEHHbIX NMpenapaTtax 6e3 ee NCKaXxeHus.

4. Ona uenen wnaeHTUdMKALMM YNaKOBOK JIEKAPCTBEHHbLIX MpenapaToB ANsS MeaAULMHCKOro
NPUMEHEHUSI NMPOM3BOAUTENN SIEKAPCTBEHHbLIX CPEACTB B NMopsiake, YCTAaHOBMEHHOM paBUTENbCTBOM
Poccuiickoit depepaumm, HAHOCAT Ha TMEPBUYHYH YMakoBKy (B OTHOLIEHUMU NeKapCTBEHHbIX
npenapaToB A1 MEAMUMHCKOro NMPUMEHEHUs, AN KOTOPbIX HEe NpeayCcMOTpeHa BTOPUYHAsS YNakoBKa)
M BTOPUYHYK (NOTPEBUTENbCKYI) YMAKOBKY JIEKAapCTBEHHbIX MpenapaTtoB Ans MeAWLMHCKOro
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NpUMeHeHns cpeacTBa uaeHTUdUKaumu, 3a UCKIIYEHMEM JfleKapCTBEHHbIX MpenapaTos AN
MeJUUNHCKOrO MNpUMEHEHUs, MNpoOU3BOAMMBLIX ANA NpPOBEeAEeHUSA  KIIMHUYECKUX UccnefoBaHUM,
3KCMNOpTa, JIleKapCTBEHHbIX NpenapaToB AN18 MeAWUMHCKOrO NpUMEeHeHus, yKasaHHbIX B Yactax 5 n 8
ctatby 13 Hacrtodwero ®deaepanbHOro 3akoHa, paanodapMaueBTUYECKUX  JIeKapCTBEHHbIX
npenapaToB, NMMABOK MEAULMHCKUX U ra3oB MegULMHCKUX.

(yacTb 4 BBegeHa ®enepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03 (pea. 27.12.2019))

5. XapakTepuctuku cpeactea WAeHTUdUKaLUW, NOPAAOK €ero HaHeceHuss u TpeboBaHusa K
CTpYKTYpe n dopmaTy UHOpMaummn, KOTOPYH COAEPXUT CpeacTBO MAEHTUdUKaLUMKU, ONpeaensarTcs
MpasuTtenocTBOM Poccuiickon dGepepaunm.

(4actb 5 BBeageHa ®enepasnbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

6. [opsgok co3gaHus, pasBuTMS, BBOAA B IKCayaTaumio, 3KCnayaTauuMm W BbiBOga W3
aKcnnyaTtaumm CUCTEMbl MOHUTOPUHIA ABUXEHUS JieKapCTBEHHbLIX MpernapaToB 4758 MeAULMHCKOro
NMPUMEHEHUS, NOPAAOK NpeaocTaBfieHns WH@OpMauuKW, COoAep)Kalencss B CUCTEME MOHWUTOPMUHra
OBUXXEHNS NeKapCTBEHHbIX NpernapaTtoB A/ MEAULMHCKOro NpUMEHeHUs, N NOpaAAOK B3aUMOAENCTBUS
yKa3aHHOW  CUCTEMbI C  WHbIMW  TOCYAAPCTBEHHLIMW  MHMOOPMAUMOHHLIMKM  CUCTEMAMWU U
MHGPOPMALUMOHHBIMU  CUCTEMAMM  LOPUAMYECKUX UL, WU MHAMBMAYANbHbLIX NpeanpuHUMaTenen,
yKa3aHHbIX B 4YacTtax 7 m 10 HacToslWwen crtaTbM, ycTaHaBauBarTcsa [MpaBUTENbCTBOM PoOCCUMIACKOWN
denepaumm. OnepaTopaMu CUCTEMbI MOHUTOPUHIA ABUXEHUS JIEKApPCTBEHHbLIX MpenapaTtoB Ans
MEAMUMHCKOro MNpUMEHEHUSa aBNAOTCa deaepanbHbii opraH MCNOSHUTENbHOW BRacth U (Mnu)
opraHusaums, yrnosiHoMo4YeHHble NpaBnTenbLCTBOM Poccuiickon ®eaepaumm.

(yacTtb 6 BBeageHa dPenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

7. lOpuanyeckne nuua U MHANMBMAYasbHbIE NpeaAnpuHUMaTenm, ocyLwecTensgowme Npon3BoACcTBo,
XpaHeHue, BBO3 B Poccuinickyto ®epepauumio, OTNYCK, peanu3auuvio, nepepadvy, MpUMEHEHUE U
YHUUYTOXEHWE JleKapCTBEHHbIX MpenapaTos AN MeAWUMHCKOro npuMeHeHus, obecneumBaloT B
nopsake M B COCTaBe, KOTOpble ycTaHoBfeHbl [paButenbCcTBOM Poccuiickon ®depepaunm C y4yeTom
BMAQ OCYLLECTBASIEMOA UMW AeATeNbHOCTU, BHeceHue MHdOopMauum O NeKapCTBEHHbIX npenapaTax
AN MEAMLUMHCKOro NMpUMEHeHUsa B CUCTEMY MOHUTOPUHIa ABUXEHUSA NEeKapCTBEHHbLIX NMpenapaToB AN
MeANLMHCKOro NMpUMeHeHUs.

(vyactb 7 BBegeHa ®enepasnbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

7.1. JlekapcTBeHHble npenapaTbl AN MeAWLUMHCKOro MpUMEHEHUs, npeAHa3Ha4deHHble Ans
obecneyeHuns nuy, 60MbHbIX reModuanen, MyKOBUCLUMAO30M, rMNodun3apHbIM HaHM3MOM, 6051e3HbIO
Fowe, 3710KaYeCTBEHHLIMWM HOBOOOpPa3o0BaHUSAMU NUMEPOUAHON, KPOBETBOPHOWN M POACTBEHHbLIX UM
TKAHEN, pacCesiHHbIM CKNEpPO30M, /ML MOoc/Ae TpaHCnaaHTaumMu opraHoB wn (Man) TKaHewn,
npomsBeneHHble A0 31 pgekabps 2019 ropga, a TakKXe WHble J/1eKapCTBEHHbIE npenapaTtbl Ans
MeAWMUMHCKOro npuMeHeHus, npousBedeHHble Ao 1 wuwona 2020 ropa, noanexaTr XpaHeHuto,
nepeso3Ke, OTNYCKYy, peanusauumu, nepepave, npuMeHeHuto 6e3 HaHeCeHUs CpeacTB uaeHTUduKaumm
00 UCTeYeHMs cpoka WX rogHoctu. [paBuTenbCcTBO Poccuickon depepaumu BrnpaBe YCTaHOBUTb
0CobeHHOCTN BBOAA B rpaxaaHCKMih 060pPOT fleKapCTBEHHbLIX MpenapaToB AN MeAULMHCKOro
NpUMEHeHNs, npom3BeneHHbIX B nepmoa ¢ 1 uona 2020 roga no 1 okTtabps 2020 roga. B uensx
BBOZA B rpaxKAaHCKUA 060pOT siekapCTBEHHble npenapaTbl ANs MeAWUMHCKOro MNpUMeHeHus, 3a
NUCK/IOYEHNEM JIeKApPCTBEHHbIX MpenapaTtoB, MNpeaHa3sHayYeHHbIX Ansa obecnedeHns nuu, 60AbHbIX
reMmouanen, MyKoBMCLMAO30M, runodusapHbiM HaHU3MOM, 6onesHbio [olwe, 310KavyeCTBEHHbIMU
HOBOOb6paszoBaHMAMKN NUMMDONAHON, KPOBETBOPHOW W POACTBEHHbLIX WM TKaHel, paccesiHHbIM
CKNepo30M, nuL nocse TpaHcnnaHTauum opraHoB U (UNuW) TKaHen, NpousBedeHHble 3a npeaenamu
Tepputopun Poccuiickon ®epepaumm ao 1 oktabps 2020 roga, moryT 6biTb BBe3eHbl B POCCUICKYIO
Q®epepaumto o 1 saHeapsa 2021 roga B nopsake, yCTaHOBAEHHOM [lpaBuTenbCTBOM POCCUMICKOWM
depepaunmn, 6e3 HaHeCceHUs CpPeacTB uaeHTuduKaumm.

(B pea. ®enepanbHbiX 3akoHOB OT 27.12.2019 N 462-03, ot 13.07.2020 N 206-03)

8. OpraHmsaumsa WHPOPMaLUMOHHOIO B3aAUMOAENCTBUSA CUCTEMbl MOHWUTOPUHIa ABUXEHUS
NleKkapCTBEHHbIX nMpenapaTtoB AN8 MeAUUMHCKOro rMpUMEHEeHUs C  WHbIMW  rocyAapCTBEHHbIMU
WHPOPMaLMOHHBLIMN cucTeMaMu obecneymBaeTca B TOM 4uUCe MOCPeACTBOM  UMHPaCTPyKTyphl,
obecneumnBatowern WMHPOPMaLMOHHO-TEXHONOMMYECKOE B3aMMoAencTeue UHGPOPMALMOHHBLIX CUCTEM,
MCNOMb3yeMbIX AN9 NPeAoCTaB/ieHUSA FOCYAAPCTBEHHbLIX W MYHWUMNANbHLIX YCAYr WU WUCNOSHEHUS
rocyAapCTBEHHbIX U MyHULUMNaNbHbIX GYHKUMN B 3/1eKTPOHHOU opMe.

(yacTtb 8 BBeaeHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

9. O6buwepoctynHaa WHgoOpMaums, coaepxawascs B CUCTEME MOHUTOpPUHIa ABUXKEHMUS
NleKapCTBEHHbIX MpernapaTtoB ANs MeAULMHCKOro rnpuMeHeHus, pa3sMellaeTcsd B WMHMOOPMALMOHHO-
TeNeKOMMYHUKaUMOHHOM ceTn "WHTepHeT" (B TOM uucrie B ¢opMe OTKpbITbIX AAHHbIX) B Nopsike,
yCTaHoBMeHHOM [MpaBuTensCcTBoM Poccuiickon depnepaunm.

(4actb 9 BBeneHa defepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)
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10. NMpounsBoanTenn nekapCTBeHHbIX CPeaCcTB Noay4atoT coaeprKallytocs B CUCTEME MOHUTOPUHIa
OBWMXXEHNS NeKapCTBEHHbIX MnpernapaTtoB A/ MeAMUMHCKOro NpuMeHeHUst MHGopMauuio 0 cepusax u
NnapTUSX NeKapCTBEHHbIX NpenapaTtoB, MPOU3BOAUMbBIX UMW U HAXOASLWMNXCS B FpaXxaaHCKOM obopoTe B
Poccuitckoin depgepaunm, 6e€3803Me34HO.

(yacTtb 10 BBeaeHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

11. 3a npom3BOACTBO MWAM MNpoAaxy JIeKapCTBEHHbIX MpenapaTtoB A1 MeaULUHCKOro
npuMmeHeHns 6e3 HaHeCeHUs CpeacTB MAEHTUdUKAUNM, C HapyLLEHNEM YCTAHOB/IEHHOro nopsiaka mx
HaHeCeHusl, a TakXe 3a HeCBOeBpPEeMeHHOe BHeCeHWe AaHHbIX B CUCTEMY MOHUTOPUHIA ABUXKEHUS
NeKapCTBEHHbIX NpenapaTtoB A1 MeAULMHCKOro NMpMMEHEHUs UM BHECeHMe B Hee HeaoOCTOBEPHbIX
OaHHbIX Opuandeckme nmua M UHAMBMAYaNbHble nNpeanpuHUMaTeNnn, yKasaHHble B 4Yactax 4 u 7
HacTosiWen CTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM PoccuUIMCKOM
denepauymu.

(yacTtb 11 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

12. MpasutensctBo Poccuinckon depepaumm BrNpaBe YCTaHOBUTb 0OCO6EHHOCTW BHEApPEHUS
CUCTEMblI MOHWTOPWUHra ABMXEHMS NEKAPCTBEHHbIX MNpernapaTtoB AN MeAMUMHCKOro MpUMEHEHUS,
BK/IlOMASA CPOKW ee BHeapeHMsl, B OTHOLIEHUMW NeKapCTBEHHbLIX MpernapaTtoB AN MeAULMHCKOro
NMPUMEHEHWNS, BKJ/IIOYEHHbLIX B MepeyvYeHb XM3HEHHO HEOOXOAMMBIX M BaXXHEWLWNX JSeKapPCTBEHHbIX
npenapaToB, JIEKAPCTBEHHbLIX MpenapaToB, NpeAHa3HauyeHHbIX Ana obecnedeHns nuud, 60AbHbIX
remodunnen, MyKoBUCUMAO30M, rmnodusapHbIM HaHM3MOM, 6one3Hbio [olwe, 3/710KayYeCTBEHHbLIMU
HoBoOG6pa3oBaHMAMM NUMEBONAHON, KPOBETBOPHOM W POACTBEHHbLIX WM TKaHEN, pacCesiHHbIM
CK/1ep0O30M, NNl Nocne TpaHCrnlaHTaunum opraHoB M (UNM) TKaAHEN, NMHbIX NIEKAPCTBEHHbIX NMpenapaToBs
Ans MeanuMHCKOro NpuUMeHeHUs.

(yacTtb 12 BBeneHa denepasnbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

aea 14.1. OrPAHUYEHUA, HANTATAEMbIE
HA OPTrAHU3ALUU, OCYLLECTBINAKLWME OEATEINIbHOCTb
MO OBPALLEHWIO NEKAPCTBEHHbIX CPELOCTB
(BBegeHa denepanbHbIiM 3aKOHOM OT 25.11.2013 N 317-03)

Cratba 67.1. OrpaHMyeHMna, Haslaraemblie Npu OCyLleCTBJIEHUU [eATeNbHOCTU B cdepe
obpaljeHnsa neKkapCcTBEHHbIX CPEACTB

1. OpraHumsaummn, 3aHuMMaowmecs paspaboTkor, npous3BoACTBOM W (MNM) peanusaumen
JIEKApCTBEHHbIX NpenapaToB Al MeAMLMHCKOro NPUMEHEHUS, OpraHm3aumu, obnajarline npaBamm
Ha WCNO/Ib30BaHMe TOProBoro HaMMEHOBaHWSA JIEKAPCTBEHHOro npenapata Anas MeANLMHCKOro
NPUMEHEHUS, OpraHM3aLun ONTOBOM TOPrOBJIM JIeKapCTBEHHbIMU CPeACTBaMK, anTeYHble opraHn3aumu
(nx npeactaBuUTENU, UHble PU3NYECKME U HOPUANYECKME NNLIA, OCYLLECTBASIOLIME CBOKO AEATENbHOCTb
OT WMEHM 3TUX OpraHM3auuMin) B OTHOLUEHUM MEAMLUMHCKUX paboTHUKOB U pPyKOBOAUTENEMN
MeaMUMHCKMX OpraHu3aunii He BnpaBe:

1) Bpy4aTb nogapku, BbiMaauymMBaTb AEHEXHble CpeAcTBa (3a MCKAKYEHMEM BO3HArpakaeHuin no
JoroBopaM npu NpoOBeAEHMN KIAWMHUYECKMX WCCeA0oBaHMM JleKapCTBEHHbIX MpenapaTtoB Ans
MEAWUUMHCKOrOo TMPUMEHEHUS, BO3HaArpaXAeHuih, CBA3AHHbIX C OCYLUECTB/IEHUEM MEAULUMHCKUM
paboTHMKOM neparornyeckorn wn (MAW) HaAy4yYHOM AEATEeNbHOCTM), B TOM 4uCAe onnaduBaTb
pa3B/ieYEeHNs, OTAbIX, MPOE3a K MECTy OTAbIXa, @ TakXe NpuBAeKaTb K y4aCTUIO B pa3BneKaTesbHbIX
MEeponpuATUSAX, NPOBOAUMBIX 3@ CYET CBOUX CPeacCTB;

2) 3akn4yaTb COMMalWleHUMss O Ha3HaYeHUM WM peKoMeHZauuu NauuMeHTaM JIeKapCTBEHHbIX
npenapatos Ans MeAWUMHCKOro npuMeHeHus (3@ WCK/IIOYEHWMEM [OroBOpPOB O MpPOBeAEHUU
KTMHUYECKNX UCCNEeA0BaHNIN IEKapCTBEHHbIX NpenapaToB AN MEAUUMHCKOrO NPUMEHEHUS);

3) npepocTtaBnsTb 06pasubl SIeKapCTBEHHbLIX MpenapaTtoB ANs MeAWLMHCKOro MNpuMeHeHUs B
Luensx Bpy4YeHus nauueHTam (3a WCKIKYEHMEM CNyyaeB, CBSI3aHHbIX C MPOBEeAEHUEM KIAMHUYECKUX
nccnenoBaHMin NeKapcTBEHHbIX NpenapaToB AN MEAULNHCKOro NpUMEHeHus);

4) npenocTaBnsATb HEAOCTOBEPHYO U (MAIXM) HENOJIHYH MHMOPMALUMIO O JIEKAPCTBEHHbIX
npenapartax aAns MeauMUnHCKOro NpMMeEHeHUs;

5) nocewaTtb nx B paboyee BpeMs Ha pabounmx MecTax, 3a UCKIOUYEHNEM C/y4YaeB, CBA3AHHbIX C
NpoBeAeHMEM KNMHUYECKUX WUCCNEAOBAHWUN JNIEKAPCTBEHHbIX MNpenapaTtoB Ans MeaULIMHCKOro
NPUMEHEHUs, C Y4aCTUEM B MOpsAKE, YCTAaHOBIEHHOM PYKOBOAUTENIEM MEAULMHCKOM OpraHm3auuu, B
cobpaHMaxX MeANLMHCKUX paboTHMKOB W MHbIX MepOnpuUATUSX, HanpaB/eHHbIX Ha MNOBbILIEHNE WX
npogeccnoHanbHOro YpPOBHA WM Ha MpeaocTaBieHne WMHgopMaLMn, CBA3aHHOM C OCYLWECTBNEHUEM
MOHUTOPUHIra 6€30NacHOCTM IEKAPCTBEHHbIX NpenapaTos;
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6) NobyxAaaTb K BbIMUCbIBAHMIO IEKAPCTBEHHbIX MpPenapaToB AN MeAULMHCKOrO NPUMEHEHUs Ha
6naHkax, coaep>xawmnx MHGOpMaLMIO PeKNaMHOro XxapakTepa, a TakxXe Ha peuenTypHbiX 61aHkax, Ha
KOTOpPbIX 3apaHee HarneyaTaHO HaWMeHOBaHME JIeKapCTBEHHOro rMpenapaTta Aans MeAWLMHCKOro
NpUMeHeHus.

2. OpFaHVI3aLl,VIVI, YKa3aHHbIE B ab3alle nepBoOM Yactn 1 HacTosaLlen CTatbn, U UX MPEACTABUTEIN
B OTHOLWUEHUN (bapMaLl,eBTI/l'-IeCKVIX paGOTHMKOB n DYKOBOAMTeﬂeVI anTeyHbIX OpFaHMBaLlMVI HE BMpaBe:

1) Bpy4yaTb MoAapKW, BbIMJI@YMBaTb [AEHEXHble CpeacTBa, B TOM 4YWUC/E OnayuBaThb
pasBfiedeHunsi, OTAbIX, MNpoe3a K MEeCTy OTAblXa, W MpuBMEeKaTb K Yy4yacCTUIO B pasB/ieKaTeNbHbIX
MepOonpUATUSX, NPOBOANUMbIX 3@ CYET CBOUX CPEACTB;

2) npepoctaBnaTb o6pasubl SIeKapCTBEHHbIX MpenapaToB AN MeAWUMHCKOro NMpuUMEHeHUs Ans
BPYYEHUSA HaceneHuto;

3) 3aKjilo4aTb CcorjlalleHna O npeasoXXeHUnM HacCeNneHn onpeaeneHHbIX J1IEKAPCTBEHHbIX
npenapartoB A4 MEANLUMNHCKOIo NpMMEHEHUA,;

4) npenocTaBnATb HEAOCTOBEPHYO M (MAIX) HENONIHYH MHAOPMALUMIO O JIEKAPCTBEHHbIX
npenapartax Ans MeAULUMHCKOro NMPpUMEHEHUs, B TOM YUC/IE UMEKLUX OAMHAKOBOE MexXAYyHapoaHoe
HenaTeHTOBaAaHHOE HAaMMEHOBaHMe.

Cratbsa 67.2. Tpe6oBaHMA K OpraHuvsaumMm M NpPOBEeAEHUI0 HAaYy4YHbIX MEpPONnpUATUN,
MHbIX MEpONpUATUMA, HamnpaBJ/IeHHbIX Ha MNOBbllWEeHWe NpPodPecCMOHA/IbHOIO0 YpPOBHA
MeAMLUMHCKUMX PpaboTHMKOB WM Ha npepocraBsieHne wuHdoOpMauuMMm, CBA3aHHOWU C
ocyuiecTB/ieHMeM MOHUTOPUHIra 6e30nacHOCTU NIeKapCcTBEHHbIX NpenapaTtos

1. Mpwn NpoBeaeHUM Hay4UHbIX MEPONPUSATUIN, UHBIX MEPONPUATUIA, HAaNpaBEeHHbIX Ha NOBbIWEHNE
NpoeccMoHanbHOr0 YPOBHS MeAMUMHCKMX pPaboTHMKOB WAW Ha MpeaocTaBfeHMe CBSI3aHHOW C
OCYLLECTBNIEHWEM  MOHMUTOpPMHra  6e30MacHOCTM  NIeKApPCTBEHHbIX  MpenapaTtoB  MHdbOopMaLmu,
OpraHmMsyeMbiX OpraHuM3aumMsiMM, ykasaHHbIMM B ab3ale nepBoM 4actv 1 crtatbu 67.1 HacTosiwero
depepanbHOro 3akoHa, WX npeacTaBuTeENaIMM U (MNK) GUHAHCUMPYEMbIX 3@ CYET CpeacTB 3TUX
opraHmMsauuii 1 uUX npeacTaBuTeNnel, 3anpewaeTcs MpPensTCTBOBaTb Y4yacTUO B YyKa3aHHbIX
MEPOMNPUSATUAX UHbIX OpraHn3aumnii, KOTopble MPOMU3BOAST UKW peannsytoT IeKapCTBEHHbIE npenaparhbl
AN MEeAMUMHCKOrO MPUMEHEHUS CO CXOXMM MexaHu3MoM dapMaKonormyeckoro AencTeus, nmnbo
co3naBaTbh AUMCKPUMWHAUMOHHBLIE YCNOBUS ANS OAHMX YYACTHUMKOB MO CPaBHEHUK C  ApYruMu
yYacCTHUKAMU, @ UMEHHO:

1) npefocTaBnsATb pasfiMYHOE KOSIMYECTBO BPEMEHMU AN BbICTYMIEHUI YYaCTHUKOB, pas/inyHble
Nno pasMepy 3aHMMaeMol Miowaan Mecta Ans AEMOHCTpauumM o6pas3LoB JIEKAPCTBEHHbIX NMpenapaToB
AN MeAUUMHCKOro MPUMEHEHUSI UIN PEKIAaMHbIX MaTepuanioB O JIEKAPCTBEHHbIX MnpernapaTtax Aans
MEAMLMHCKOro MPUMEHEHUS Ha 3KCMNO3MUMSAX, CTEHAAX, 3a WCK/IYEHMEM CyyaeB, €Cin Takue
YCNOBUS 3aKpernfieHbl B COrMalleHusX 3TUX OpraHuM3auuin, UX npeacraButeneir o puMHaHCMpoBaHUMU
YyKa3aHHbIX MEPONPUSATUIN N 06YCNOBNEHbI Pa3/IMYHbIMK 3aTpaTaMn YYACTHUKOB Ha UX OpraHu3auuio;

2) ycTaHaBnMBaTb pasMep B3HOCA AN YYaCTHUKOB MEpPOMNpPUSTUIA, yKasaHHbIX B ab3aue nepeoM
HacTosiLen 4acTu, NpeBbialoWMin CyMMYy 3aTpaT Ha OpraHM3auMio YKasaHHbIX MeponpuaTuii u
BeAYLMIN K HEOBOCHOBAHHOMY OrpaHUYEHUI0 YnCa UX YYACTHUKOB.

2. OpraHmsaumn, ykasaHHble B ab3ale nepBoM Yactu 1 ctatbu 67.1 HacToawero deaepasnbHOro
3aKoHa, WX NpeacTtaBuTenu, ocylwecTBaswowmMe opraHmsaumio U (uan)  duHaHCMpoBaHue
MeponpuATUIA, YKasaHHbIX B 4Yactu 1 HacTtoAwen ctaTtb, o0643aHbl obecneumBaTb A[0CTYN K
WHdopMauMn o aaTte, MecTe U BpeMeHW NpoBefeHUs yKasaHHbIX MeponpusaTUin, nnaHax, nporpammax
NpoBeAeHUs YKasaHHbIX MeponpuaTU W Temax, MAaHupyembiX ANs pacCMOTPEHUs, CocTaBe WX
YYaCTHUKOB NyTEM pasMelleHUs COOTBETCTBYOLWEN MHMOPMaUUM Ha CBOUX oduUManbHbIX CarWTax B
cetn "MIHTepHeT" He no3aHee ABYX MecsueB A0 Havana npoBeAeHUs YKa3aHHbIX MEPONPUATUIA.

3. NHdpopmMaums 0 NpoBeAEHNN MEPONPUATUI, YKa3aHHbIX B YacTun 1 HacTosIWEeN cTaTbM, B CPOK,
YCTAQHOBNEHHbIA YacTblo 2 HACTOsLWEN CTaTbM, AO/MKHA ObiTb Hanpas/ieHa B deaepanbHbIi OpraH
WUCMONIHUTENbHOW BMacTW, OCYLLECTBAAKWMA @GYHKLUMM NO KOHTPOM W  Haasopy B cdepe
34paBOOXpPaHEHUS, ANS NOCAeayloLero pasmMeLlleHnsa ee Ha odumunanibHOM CalnTe 3TOro opraHa B CETU
"MIHTepHeT".

masa 15. OTBETCTBEHHOCTb 3A HAPYLWEHUWE 3AKOHOOATEJIbCTBA
POCCUNCKOW ®EOQEPALIUM MPU OBPALLEHUN NNIEKAPCTBEHHbIX CPEACTB
N BO3MELLEHUE BPEAOA, NPUYUHEHHOIO 30OPOBbLIO NPAXKOAH
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BCNEOCTBUE NPUMEHEHUA NEKAPCTBEHHbIX NPEMNAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHopaaTenbcrBa Poccuiickon
depnepauvun npm obpalleHnm sieKapcTBeHHbIX CpeacTs

1. HapyweHune 3akoHopaTenbctBa Poccuiickon ®epepaumn npu obpalleHMn neKapCTBEHHbIX
CpeacTB BfieyeT 3a coboli OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM POCCHMMCKOM
denepaumn,

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

2. 3a HenpeacrtaBneHne WM HeCBOEeBpeMeHHoe npeacTaBneHne wuHdbopMmaunm u  (Mnun)
OOKYMeHTOB nnbo npeacrtaBneHne  HeaoCToBepHbIX  MHGopMaumm wmn - (MAM)  OOKYMEHTOB,
npeayCcMOTpeHHbIX HacToswmMm degepasnbHbiM  3aKOHOM, Cyb6bekTbl obpalleHns nekapcTBeHHbIX
CpeACTB HeCYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOoAAaTeNbCTBOM Poccuiickon Genepaunm.
(yacTtb 2 BBeaeHa PenepasnbHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pen. PeanepanbHOro 3akoHa
oT 04.06.2018 N 140-®3)

Cratba 69. Bo3MeuwleHue Bpeaa, MNPUUYUMHEHHOro 3A0POBbLIO rpaxaaH BcsieaAcTBue
NMpUMMEeHEeHUNA JIeKapCTBEHHbIX NnpenapaTtos

1. TlMpowusBoauTenb NeKapcTBEHHOro npenapata o06s3aH BO3MECTUTb Bped, MPUUUHEHHbIN
3/10pOBbIO rpaxxaaH BCeACTBUE NPUMEHEHUS JIEKAPCTBEHHOMO NMpenaparta, ecnu AoKasaHo, YTo:

1) ﬂeKapCTBeHHblﬁ npenapart npunMeH4a/1ca no Ha3Ha4yeHUo B COOTBETCTBUU C MHCTDYKLI,IAGIZ no
NMPUMEHEHUNIO NEKAPCTBEHHOINO npenaparta “ I'IpM‘-IVIHOl‘/’I Bpeaa ABWJICA BBOA B Fpa)KLl,aHCKI/IIZ 060p0T
HenobpokayecTBEHHOro NEeKapCTBeEHHOro npenaparta,

2) Bpen 340pOBbK MPUYMHEH BCEACTBME HEAOCTOBEPHOM WHMOpMauMM, coaepKalencs B
MHCTPYKUMM N0  MNPUMEHEHUID  NIeKapCTBEHHOro  npenapaTta, W34aHHOW  Mpou3BoAUTENEeM
NlekapCTBEHHOro npenapara.

2. B cnyvae, ecnn Bpea 340poBbLIO FpaXxaaH NMpUYNHEH BCNEeACTBUE NMPUMEHEHUS JIeKapCTBEHHOMO
npenapaTa, Npuwealwero B HErogHOCTb B pe3y/sibTaTe HapyLEeHUs NpaBu/ XpaHEHUS JIeKapCTBEHHbIX
CpeAcTB, NpaBwa ONTOBOW TOProBAM JIEKAPCTBEHHBbIMUY NMpenapaTtamMu, NpaBui OTNYCKa JIEKapPCTBEHHbIX
npenapaToB, NpaBWA M3roTOBMIEHUSS M OTMNYCKa JIEKApCTBEHHbIX MpenapaToB, BO3MelleHWe Bpeaa
OCYLLECTBNSIETCS COOTBETCTBEHHO OpraHmM3auMelrr ONTOBOW TOProB/SIM JIEKAPCTBEHHbIMM CPeACTBaMy,
anTeyHolM opraHusaunen, WHAMBMAYANbHbIM NpeAnpuHMMaTENeM, WMEKLWMUMU  JIMLEH3UIO Ha
dapMaueBTUYECKYD LEeATEeNbHOCTb WMAM JIMLEH3UID Ha MeOMUMHCKYH AesTeflbHOCTb, MeAUUNHCKOW
opraHusaumen, MUMELWEN NULEH3UID Ha dapMaLUeBTUYECKY JAesaTenbHocTb (ee 060co6/eHHbIM
noapasgeneHnem (ambynatopuen, denbawepcknMm n denbaliepcko-aKyLlWwepCcKUM NyHKTaMu, LEHTPOM
(oToeneHnem) obuien BpayvebHoOM (ceMenHOM) NpakTUKKM), PACNOA0XEHHbIM B CEIbCKOM HaceneHHOM
MYHKTE, B KOTOPOM OTCYTCTBYET anTeyHas opraHusauus), A0NyCTUBLUMMU NPOAAXKY WUAN OTNYCK Takoro
NlekapCTBEHHOro npenapara.

(B pea. ®enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. Bo3meweHne Bpeda, TMNPUUYMHEHHOrO 340POBbIO rpaxkaaH BCIeaCTBME MPUMEHEHUS
NIEKAPCTBEHHbIX MpernapaTtoB WIW COBEPLUEHMS MPOTUBOMPAaBHbIX AENCTBUI CcybbekTamMu obpalleHus
JIeKapCTBEHHbIX CpPeACTB, OCYLLEeCTBASETCS B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickomn
depepauymn.

Maea 16. SAKITIOYUTEJIbHbIE NONOXXEHUA

Cratba 70. O Npu3HaAHUM YTPAaTUBLUMMMU CWIY OTAEJIbHbIX 3aKOHOAATeNIbHbIX AKTOB
(nono)xeHum 3aKoHoAaTeNIbHbIX akTOB) Poccuiickon degepauvm

Mpu3HaTb yTPaTUBLUMMKN CUNY:

1) ®epepanbHblh 3aKOH OT 22 wuwoHA 1998 roga N 86-®3 "O nekapcTBeHHbIX cpeacTBax”
(CobpaHune 3akoHogaTenbcTtBa Poccuimnckonm depgepaunn, 1998, N 26, ct. 3006);

2) ®enepanbHbli 3akoH OT 2 gHBapsa 2000 roga N 5-®3 "O BHECEHUN U3MEHEHUSA U AOMNOJIHEHUN
B dPepepanbHbin 3akoH "O nekapcTBeHHbIX cpeactBax" (CobpaHue 3akoHogaTenbCcTBa Poccuiickon
denepaumnm, 2000, N 2, cT. 126);

3) ctatbio 40 ®epepanbHoro 3akoHa ot 10 aHBapsa 2003 roga N 15-®3 "O BHeceHUU U3MeHeHUN
M OOMNOSIHEHMA B HEKOTOpble 3aKoHoAaTeNbHble akTbl Poccuinckon depepaumn B CBSA3U C NPUHATUEM
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depepanbHOro 3akoHa "O nMUEH3MPOBaAHMKM OTAENbHbIX BuaoB pesatensHoctn" (CobpaHue
3aKoHopaTtenbcTBa Poccuinckon d®egepaunm, 2003, N 2, cT. 167);

4) ctatbto 31 deapepanbHoro 3akoHa ot 30 utoHa 2003 roga N 86-®3 "O BHECEHUN U3MEHEHUN U
OOMOSIHEHU B HeKOoTOopble 3akoHojaTenbHble akTbl Poccuinckon  ®depepaunn, MpuUHaHUK
YyTPpaTMBLWUMMKN CUY OTAENbHbLIX 3aKoHoAaTeNbHbIX akToB Poccuiickon depepauumun, npenocraBieHUmn
OTAENbHbIX rapaHTUin COTPYAHMKAM OpraHoB BHYTPEHHWX Aefl, OpraHoB MO KOHTpos 3a obopoTom
HapKOTUYEeCKUX CpeacTB W MCUXOTPOMHbIX BewecTB UM ynpasaHsaeMblX defepanbHbiX OpraHoB
HanoroBoM NOAWLMW B CBSA3M C OCYLLECTBNEHUMEM Mep MO COBEpPLUEHCTBOBaHUIO rocyAapCTBEHHOro
ynpasneHua" (CobpaHue 3akoHoaatenbcTeBa Poccuinckon ®epepaunm, 2003, N 27, ct. 2700);

5) cratbio 101 ®depepanbHOro 3akoHa oT 22 asrycta 2004 roga N 122-03 "O BHeceHuun
U3MeHeHMn B 3aKoHoAaTesfibHble akTbl Poccuiickon depepaumm U NPU3HAHUWM YTPaTUBLLUUMU CUNY
HEKOTOPbIX 3aKOHOAATesNbHbIX akToB Poccuickoin depepaunm B CBA3U C npuHaTMEM deaepanbHbIX
3aKoHOB "O BHeCeHUW WU3MEeHeHMNn W aonosHeHun B defepanbHbil 3akKOoH "O6 06WKMX NpuHUKMAAX
OpraHmsaummn 3akoHoAaTenbHbIX (MpeacCTaBUTENbHbIX) U UCMONHUTENbHbLIX OPraHOB rocyAapCTBEHHOM
Bnactu cybvekTtoB Poccuiickon ®epepauun” mn "O6 ob6bwmx npuHUMNax opraHusaumu MeCTHOro
camoynpasneHnuns B Poccuinckon depepaunn” (CobpaHne 3akoHogaTenbctsa Poccuickon denepaumu,
2004, N 35, cT1. 3607);

6) cTtatbio 28 denepanbHOro 3akoHa oT 18 pekabpsa 2006 roga N 231-®3 "O BBeAeHUU B
OelcTBMe 4yactu JeTtBepTon [paxaaHckoro kopekca Poccuiickon ®egepauun” (CobpaHue
3aKoHopaTtenbcTBa Poccuinckonn ®eaepaunn, 2006, N 52, ct. 5497).

Cratbsa 71. BctynneHume B cuny Hacrosuwero deaepanbHOro 3akoHa

1. Hactosawmin depepanbHbii 3aKOH BCTynaeT B cmny ¢ 1 ceHTabpsa 2010 roaa.

2. JlekapCTBEHHblE CpeAacTBa, 3aperncTtpupoBaHHble A0 AHS BCTYMJIEHUS B CUMNY HAacCTOSLWEero
denepanbHOro 3akoHa, noanexaT BKIKYEHUIO B MOCYAApPCTBEHHbIE peecTpbl IeKapCTBEHHbIX CPeacTB
C BHeCeHMeM yKasaHHbIX B Yactu 1 ctatbu 33 HacTosiwero denepanbHOro 3akoHa ceBegeHun 06 aTmx
NleKapCTBEeHHbIX cpeacTBax 6e3 npoxoXxAeHWs BHOBb Mpoueaypbl roCcyAapCTBEHHOW perncrpaumm
NeKapCTBEHHbIX NpenapaTos.

3. locypapcTBeHHas  peructpauvs  JIeKapCTBEHHbIX  rpenapaTtoB, 3a  WCKJIIOYEHUEM
NeKapCTBEHHbLIX MpenapaTtoB AN MeAUUMHCKOrO TMPUMEHEHUS, MpeAcTaB/IEHHbIX Ha YKa3aHHYHo
perncTpaumio A0 AHS BCTYMNJIeHUs B Ccuay Hactoswero defepasibHOro 3akoHa, OCYLLECTBSAETCA B
COOTBETCTBMM C HacTosawmMm @epepasibHbIM  3aKOHOM Ha OCHOBAHUWM [AOKYMEHTOB W  JaHHbIX,
NpeacTaB/eHHbIX A0 AHA BCTYMNNEHUA B CUy HacTosdwero ®enepanbHOro 3akoHa.

(B pea. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

3.1. TocypapcTBeHHass perucTpaums JieKapCTBEHHbIX MpenapaTtoB AN  MeAMLUMHCKOro
NPUMEHEHNS, NpPeACTaB/IeHHbIX Ha rOCYyAapCTBEHHYIO perucrpauuio A0 AHS BCTYMJEHUS B CUay
HacToswero degepasnbHOro 3akoHa, M rocyAapCTBEHHas perncrpaums nekapCcTBeHHbIX MpenapaTos
ANS MeAWUMHCKOro NpuUMeHEeHWs, NpeacTaBfieHHbIX Ha 3KCNepTu3y JSIeKapCTBEHHbIX CPeaCTB A0 AHS
BCTYNNAEeHUS B cuay Hactoswero denepasbHOro 3akoHa B Lensgx UX nocneayrowen rocyaapcTBeHHOM
perncTpaumn, OCYLLECTBASATCA Ha OCHOBaHWUW [OKYMEHTOB W [aHHbIX, MNpeaCTaBfeHHbIX A0 AHS
BCTYNAeHUS B cuiay Hactoswero deaepanbHOro 3akoHa, a TakXe 3asB/IeHUMS O rocyAapCTBEHHOM
permMcrtpaumm nekapcTBeHHOro npenapaTta, MNpeAcTaBNEHHOro Mpou3BoOAUTENIEM JIeKAPCTBEHHbIX
npenapaToB WN YNOJHOMOYEHHbIM UM JIMLOM B COOTBETCTBUM C HAcTosAWwMM PegepasibHbIM 3aKOHOM B
YNO/IHOMOYEHHbIN (eaepanbHbii OpraH WCNOAHWUTENbHOM Bnactu Ao 1 mapta 2011 ropa, 6es3
TpeboBaHnsa ynaaTbl rOCYAapCTBEHHOM MOLWMHBLI, NpeaAyCMOTPEHHON 3aKoHoAaTenbCTBOM Poccuintckon
depepaumun o Hanorax u cbopax.

(yacTtb 3.1 B pen. ®epepanbHOro 3akoHa ot 29.11.2010 N 313-03)

3.2. TlloaTeBepxaeHWe TrocyAapCTBEHHOW pernctpaumm NekapCTBEHHbIX MpenapaTtoB  Ans
MeAVLMHCKOro MpUMEHEHUs, NpeacTaBfieHHbIX ANS MOoATBEPXAEHUS roCyAapCTBEHHOW perucrpaunmu
A0 AHSA BCTYMNMAEHUS B cuny HacTtosawero ®deaepasbHOro 3akKoHa, U NoATBEPXAEHME roCcyAapCTBEHHOM
perncTpaumn nekapcTBeHHbIX MpenapaTtoB AN MeAUUMHCKOrO MPUMEHEHUS, NpPeACTaB/IEHHbIX Ha
SKCMNepTU3y SIEKapCTBEHHbIX CPEACTB A0 AHS BCTYMNNEeHUsa B cuiy Hactoswero ®deaepasnbHOro 3akoHa B
Lensx nocneayrowero nNOATBEPXAEHUS WX FOCYAAPCTBEHHOM perucrpaumu, OCYLLEeCTBAAKTCS Ha
OCHOBaHMM [OKYMEHTOB W AaHHbIX, MpeACTaBfieHHbIX A0 AHSA BCTYMJEHUS B CUY HacTosawero
defepanbHOro 3aKOHa, a TakXke 3asB/ieHMa O MNOATBEPXAEHWUW TrOCyAapCTBEHHOW permcrpaunm
NleKkapCTBEHHOro rnpenapaTta, NpeAcTaBfeHHOro Npou3BoAUTENIEM NIeKapCTBEHHbIX MpenapaTtoB Wan
YAO/HOMOYEHHbIM MM  NIMLOM B  COOTBETCTBUM C HacTtoawmm degepasnbHbiM  3aKOHOM B
YNO/IHOMOYEHHbIN (deaepanbHbii OopraH WCNOAHWUTENbHOM Bnactu Ao 1 mapta 2011 ropa, 6es3
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TpeboBaHUa ynnaTtbl rocyaapCTBEHHOM MOLWAWMHBLI, NPeaAyCMOTPEHHOM 3aKoHOAATeNbCTBOM PocCcuMiickon
denepaumm o Hanorax n céopax.
(yacTtb 3.2 B pen. ®egepanbHOro 3akoHa ot 29.11.2010 N 313-®3)

3.3. T[lpuvHATME peleHus O BHEeCEHMM W3MEHEHMN B [OKYMEHTbl, coaepXawmecs B
PEermcTpaumMoHHOM A0Cbe Ha 3aperucTpuMpoBaHHbIN NeKapCTBEHHbIM npenapaT Ans MeaUMUMHCKOro
NpUMMEHEHNA N npeacTaBieHHble A0 AHS BCTYMN/EHUs B cuny Hactoswero deaepasnbHOro 3akoHa, u
NPUHATME peLleHnss O BHECEHUN U3MEHEHWUI B AOKYMEHTbI, coaepXalleecs B permcTpaumMoHHOM AoCbe
Ha 3aperncTpMpoBaHHbIA  NleKapCTBEHHbIM  npenapaTt ANA8  MeAWUMHCKOro  MPUMEHEHUs U
NpeAcTaBNEeHHbIE Ha 3KCMepTU3y JSIeKapCTBEHHbIX CPeACTB A0 AHS BCTYMJIEHUS B CUAY HacTOsLWero
denepanbHOro 3akoHa, OCyLECTBASKTCA Ha OCHOBaHUM AOKYMEHTOB WM AaHHbIX, NPeACTaBAEHHbIX A0
OHA BCTynneHus B cuiy Hactoswero ®deaepanbHOro 3akoHa, a TaKXe 3asiBIeHMs O BHeCeHWUU
M3MEHEeHWN B [AOKYMeHTbl, coepXawumecs B pernMcTpauuMoHHOM [0Cbe Ha 3aperncTpmpoBaHHbIN
NleKapCTBEHHbIA npenapaTt Ans MeAMUMHCKOro MNpUMEHeHusl, NpeacCTaB/IEHHOro npousBoauTenem
NleKapCTBEHHbIX NpenapaTtoB WAM  YMNOJHOMOYEHHbIM WM JINLOM B COOTBETCTBMM C HaCTOSLWUM
degepanbHbiM 3aKOHOM B YMOJIHOMOYEHHbIN deaepanbHbIi OpraH WCMOSHUTENbHOM BRactm ao 1
mapta 2011 roga, 6e3 TpeboBaHua ynnaTbl rOCYAapCTBEHHOM MOLWWJIMHLI, MpenyCcMOTPEHHOM
3aKoHogaTenbCcTBoM Poccuitckoin degepaunm o Hanorax m cbopax.

(yacTtb 3.3 B pea. ®egepanbHOro 3akoHa ot 29.11.2010 N 313-®3)

3.4. Bblgada paspeleHun Ha npoBefeHne KIMHUYEeCKUX UCcnefoBaHU JfleKapCTBEHHbIX
npenapaToB ANS MeAUUMHCKOrO NMpUMeHeHUs MNo 3asBfeHUsM, NOAAHHbLIM A0 AHS BCTYMNJEHUS B CUy
HacToswero deaepanbHOro 3aKoHa, a TakXe Mo 3asBfieHUAM, NOAAHHLIM MNocne AHS BCTYMNNEeHUS B
cuny Hactosawero ®eaepanbHOro 3aKoHa Ha OCHOBaHMKM 3KCNepTu3, NpoBeAeHHbIX A0 AHS BCTYNJeHus
B Cuiy Hacrtodwero @®eaepanbHOro 3aKoHa, OCYLWECTBNAETCA B COOTBETCTBMM C  HACTOALWMM
depepanbHbIM 3aKOHOM Ha OCHOBAHWU NOKYMEHTOB U AaHHbIX, NpeacCTaB/ieHHbIX UAN MONYyYEeHHbIX A0
OHSA BCTynneHua B cuny Hactoswero @defepanbHOro 3akoHa, a TakXe Ha OCHOBaHMKM KOMuK
npeaBapuUTenbHOro  Aoropopa 06s3aTeNlbHOro  CTpPaxOBaHUSA  XXW3HW, 340pPOBbS  MaUMEHTOB,
yyacTBylOWMX B KIAWHWUYECKOM WCCNefOBaHUM NeKapCTBEHHOro npenapata ANns MeAULUUMHCKOro
NPpUMEHEHNs, WX Konum JorosBopa o0653aTeflbHOr0 CTPaxOBaHUSA XMU3HW, 340pPOBbS MAaUMEHTOB,
yyacTBylOWMX B KIAWHWUYECKOM WCCNefOBaHUM JNeKapCTBEHHOro npenapata ANns MeAULUUMHCKOro
npuMeHeHunsa, nnmbo NpeacTaBNEHHOM KOMUK AoroBopa 06a3aTeflbHOro CTpaxoBaHWUS, 3aK/IOYEHHOro B
COOTBETCTBMW C TUMNOBLIMW MpaBuaamMu o0653aTeNlbHOr0 CTPaxoBaHUSA, C YyKasaHUeM npeaenbHOMn
YMCNEHHOCTMN MauUMEHTOB, YYacCTBYIOLWMX B KJIMHUYECKOM WUCCefOoBaHUM NEKapCTBEHHOrO npenaparta
AN MeAMUMHCKOro npuMeHeHus, 6e3 TpeboBaHus yniatbl rOCYyAapCTBEHHOM  MOLUSMHBI,
npeaycMOTpPEHHOM 3aKoHoAaTenbCcTBOM Poccuiickon denepaummn o Hanorax n cbopax.

(vyactb 3.4 B pen. ®enepanbHOro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3aperncrtpupoBaHHbie B WMHOCTPAHHOW BankTe A0 AHSA BCTYMJEHUS B CUY HACTOSILLEro
denepanbHOro 3akoOHa npeaenbHble  OTMYCKHblE  LEeHbl MHOCTPaHHbIX MpouM3BOAMTENEN  Ha
JlIeKapCTBEHHblE MNpenapaTbl, BKJ/IIOYEHHblE B NEpeYeHb >XWU3HEHHO HeobXoAMMbIX W BaXHEWLWMUX
JleKapCTBEHHbIX MpernapaToB, nognexaTr nepecyety B pybam no kypcy LeHTpanbHoro 6aHka
Poccuinckonn ®epepaumn Ha paTy, YCTaHOBAEHHYK [MpaButenbcTtBoM Poccuitckon depepaunmn, 6e3
npeacrtaB/ieHMs 3asBfeHMS O MepecyeTe LUeHbl C BHECEeHMEM COOTBETCTBYHLWMX W3MEHEHUA B
roCyAapCTBEHHbLIA peecTp npefenbHbiX OTMYCKHbIX LUEeH MNpouM3BoaMTeNen Ha JleKapCTBEHHbIe
npenapaTbl, BKJ/IOYEHHbIE B MepevYeHb >XWU3HEHHO Heo6XOAMMbIX WM BaXXHENWMUX NeKapCTBEHHbIX
npenapaTos.

(vyactb 3.5 BBegeHa ®enepanbHbIM 3aKOHOM OT 11.10.2010 N 271-®3)

3.6. 3aperucTtpmpoBaHHble A0 AHSA BCTYMJAeHWs B cuiy Hactosuwero degepanbHOro 3akoHa
npeaesibHble OTMYCKHble UeHbl POCCUMWCKUX MNpOM3BOAMUTENEN Ha JieKapCTBEHHblE npenapaThl,
BK/IIOYEHHbIE B MepeyeHb XMU3HEHHO Heo6XOAMMbIX W BaXKHEeNWMUX JfeKapCTBEHHbIX MpenapaTos,
nognexart wuHaekcaumm ¢ 1 Hosb6psa 2010 roga uCxoA4st M3 MPOrHO3MPYEMOro YPOBHSA WMHONAUNM,
yCTaHoB/ieHHOro ®enepasnbHbiM 3aKOHOM OT 2 gekabpa 2009 roga N 308-®3 "O denepasbHOM
6toaxeTe Ha 2010 roa n Ha nnaHoBbIM nepuoa 2011 n 2012 rogos"” Ha 2011 roga.

(4actb 3.6 BBegeHa denepanbHbiM 3aKOHOM OT 11.10.2010 N 271-®3)

3.7. MNocne 1 mapta 2011 roga He ponycKakwTca MNpOM3BOACTBO M BBO3 B PoccUMCKYIO
denepaumio eKapCTBEHHbIX NMpenapaTtoB B yNakoBKax C MapKMpOBKOM, KoTopas 6blna HaHeceHa Ao
OHSA BCTynneHus B cuiay Hactoswero ®degepanbHoro 3akoHa. 1o uMcCTeyeHMM YyKas3aHHOro cpoka
AaHHble JleKapCTBEHHbIE MpenapaTbl MOryT OTNyCKaTbCs, peanu3oBblBaTbCA, MepeaaBaTbCad U
NPUMEHATLCS A0 UCTEYEHUS UX CpOKa FOAHOCTMW.

(B pea. ®enepanbHbixX 3akoHoB 0T 29.11.2010 N 313-93, o1 06.12.2011 N 409-03)

4. Co gHAa BCTynneHusa B cuny Hacrtoswero ®egepanbHoro 3akoHa n no 30 anpens 2011 roga
BK/IOUMNTENIbHO AO0MNYCKAeTCs NpoBeAeHMEe 3SKCNepTM3bl JIEKAPCTBEHHbLIX CpeACTB  3KCrepTamu
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SKCMNEPTHOIro y4ypexageHna A0 npoxoxgeHnma wMm atrectaumMm B NopsAaake, YCTaHOB/1IEHHOM
YMNO/TIHOMOYEHHbIM q)e,ﬂ,epaﬂbelM OopraHom WMCMOSIHNTENbHOW BNACTU.

5. Co gHa BCTynneHus B cuny Hactoswero denepanbHOro 3akoHa u no 31 gekabpsa 2013 roga
BKJTIOUYUTENIbHO OCYLLECTBAAETCH nepexos K rMpou3BOACTBY JIEKapCTBEHHbIX CPeACTB B COOTBETCTBUU C
npasuiamMm opraHmsaumum NMpPon3BOACTBA M KOHTPONS KayecTBa JIEKAPCTBEHHbLIX CPeACTB, YKa3aHHbIMU
B Yyactu 1 cratbm 45 HacTtosdwero ®denepanbHOro 3akoHa, B nonHoMm obbeme. Cpoku nepexoja
NPOM3BOACTBA JIEKAPCTBEHHbLIX CpPeAcTB K WX TMPOU3BOACTBY B COOTBETCTBUM C KOHKPETHbIMU
TpeboBaHNAMN AaHHLIX MNpaBwa, BKAYAsg CPOKUM aTTecTaumm YrnoAHOMOYEHHbIX /UL, YKa3aHHbIX B
yactax 6 u 7 cratbu 45 Hactoawero ®denepanbHOro 3akoHa, yCTaHaBnmakTca [lpaBUTENbCTBOM
Poccuinckon Gegepauunn.

6. JInueHsnn Ha NpOU3BOACTBO JIEKAPCTBEHHbLIX CpeAcCTB, BbldaHHble A0 1 sHBapsa 2014 roaa,
aencteytoT nocne 1 sHaps 2014 roga A0 UCTEUYEHUSA CpOKa UX AENCTBUS MPU YCNOBUN COOTBETCTBUSA
NMueH3uaTa npaBuiaM opraHmsaumm NPoOU3BOACTBA U KOHTPOSS KayecTBa J1IeKAPCTBEHHbIX CpeacTs,
yKa3aHHbIM B 4YacTtu 1 ctaTtbu 45 HacTodawero ®esepanbHOro 3aKoHa.

7. ®opMMpoBaHMWe rocyAapCTBEHHOrO 3aJaHuUsA Ha MpoBeAeHWe 3KCMepTu3bl JIeKapCTBEHHbIX
cpeacts denepasbHOMY rocyAapCTBEHHOMY OHOKETHOMY YUpeXKAeHUI0 MO NPOBEAEHUI0 3KCMepTU3bl
NleKapCTBEHHbIX CpeAcTB U nHaHCOBOe obecrneyveHne BbIMONIHEHUS 3TOr0 3a4aHNS OCYLLECTBASIOTCS B
nopsiake, ycraHoBfieHHOM ®@efepaibHbIM 3akKOHOM OT 12 gHBaps 1996 roga N 7-03 "O
HEKOMMepYecKnx opraHmsaumnsx”.

(vyactb 7 BBegeHa ®enepasbHbIM 3aKOHOM OT 29.11.2010 N 313-93)

Mpe3nageHT
Poccuinckonn depepaunm
O.MEOBEOEB
MockBa, Kpemnb

12 anpenga 2010 roaa
N 61-03
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