denepanbHbIK 3akoH OT 12.04.2010 N 61-03
(pea. ot 04.08.2023)
"O6 obpalleHnn nekapcTBeHHbIX cpeacTs”
(c u3M. n gon., Bctyn. B cmny ¢ 01.09.2023)

[okyMeHT npepoctasneH KoHcynbTaHTIAOC

www.consultant.ru

[ata coxpaHeHnus: 02.10.2023


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

12 anpens 2010 ropa N 61-93

POCCUNCKAA ®EOEPALMA
®EQEPAIbHBIA 3AKOH
Ob OBPALEHUN NEKAPCTBEHHbIX CPEACTB

[TpunsT
I'ocynapcrBennoi Jlymoit
24 maprta 2010 rona

Onobpen
Coserom ®enepanuun
31 mapra 2010 roga

Cnucok U3MEHSIOIINX JJOKYMEHTOB
(B pen. ®enepanbHbIX 3aKOHOB OT 27.07.2010 N _192-P3,
ot 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, ot 06.12.2011 N 409-P3,
o1 25.06.2012 N 93-®3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-D3,
ot 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, o1 22.10.2014 N 313-D3,
otT 22.12.2014 N 429-®3 (pexn. 13.07.2015), ot 08.03.2015 N 34-D3,
ot 29.06.2015 N 160-®3, ot 13.07.2015 N 233-P3, ot 13.07.2015 N 241-P3,
ot 13.07.2015 N 262-®@3, ot 14.12.2015 N 374-®3, o1 29.12.2015 N 389-®3,
ot 02.06.2016 N _163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-P3,
o1 03.07.2016 N 350-®3, ot 29.07.2017 N 242-P3, ot 29.07.2017 N 278-P3,
o1 28.12.2017 N 425-®3 (pexn. 27.12.2019), ot 04.06.2018 N _140-D3,
ot 28.11.2018 N 449-®3, o1 27.12.2018 N 511-®3, o1 06.06.2019 N 134-D3,
ot 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-D3,
ot 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, oT 27.12.2019 N 481-P3,
oT 26.03.2020 N 67-®3, ot 01.04.2020 N 98-D3, ot 03.04.2020 N 105-P3,
ot 13.07.2020 N 206-P3, ot 08.12.2020 N 429-P3, ot 22.12.2020 N 444-D3,
ot 11.06.2021 N 170-®3, ot 02.07.2021 N 317-®3, o1 08.03.2022 N 46-D3,
oT 26.03.2022 N 64-®3, ot 14.07.2022 N 311-®3, ot 20.10.2022 N 405-D3,
ot 05.12.2022 N 502-®3, ot 19.12.2022 N 519-®3, ot 28.04.2023 N 149-03,
otT 28.04.2023 N 171-®3, ot 24.07.2023 N 341-P3, ot 04.08.2023 N 428-D3,
ot 04.08.2023 N 474-03)

Mnasa 1. OBLUUE NMONOXEHUA
Cratbsa 1. peameT perynupoBaHus HacTosiwero PepgepanbHOro 3akoHa
1. Hacrosamuii ®enepasbHbIl 3aKOH PETYJIHPYET OTHOLICHHWS, BO3HUKAIOIIME B CBSI3H C

O6paHIeHI/ICM - pa3pa60TK0171, JOKIMHUYCCKUMHU HCCICAOBAHUAMH, KIMHHYCCKHMMH HCCIICOOBAHHUAMMU,
BKCHepTHSOﬁ, l"OCYI[ElpCTBCHHOIZ perHCTpaHHeﬁ, (¢10) CTaHHapTI/BaHI/Ieﬁ H C KOHTPOJIEM Ka4ieCTBa,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

MPOU3BOJCTBOM, HM3TOTOBIICHHEM, XpaHEHUEM, MEepeBO3KOW, BBO30M B Poccuiickyto Peneparuto,
BBIBO30M U3 Poccuiickon @enepanuu, peKiiaMmon, OTIIyCKOM, pealin3aluei, nepeaayeii, IpUMEHEHUEM,
YHUUYTOKEHUEM JIEKAPCTBEHHBIX CPEJICTB.

(B pen. ®exnepanbHoro 3akona ot 06.12.2011 N 409-03)

2. Hacrosmuii @enepanpHblii 3aKOH  YCTAHABIMBAET NPHOPUTET  TOCYNAPCTBEHHOI'O
peryaupoBaHus 0€30MacHOCTH, KadecTBa M 3()P(EKTUBHOCTU JIEKAPCTBEHHBIX CPEACTB IPH HX
oOpartieHuu.

(B pen. ®enepanbHOro 3akona ot 25.06.2012 N 93-D3)

Cratbs 2. Cdepa npumeHeHns HacTosiwero PeaepanbLHOro 3aKkoHa

Hacrosmuit denepanbHplii 3aKOH NPUMEHAETCS. K OTHOLIEHUSAM, BO3HUKAIOUIMM IIPU 00palieHUH
JIEKapCTBEHHBIX CPEICTB Ha TeppuTopun Poccuiickoint denepanuu.

CraTtba 3. 3akoHOoA4aTeNnbLCTBO 06 OOpaLeHNn NeKapCTBEHHbIX CPeacTB

1. 3akoHOmaTensCcTBO 00 OOpameHnn JEKapCTBEHHBIX CPEACTB COCTOMT W3 HACTOSIIETO
denepanbHOTO 3aKOHA, JAPYTHX (eAepalbHbIX 3aKOHOB M HWHBIX HOPMATHBHBIX IPABOBBIX aKTOB
Poccuiickoit deneparum.

1.1. 3akoHOAATENHCTBO 00 OOpAIIEHUH JTEKAPCTBEHHBIX CPEACTB B OTHOIICHUH FOPUIUICCKIX JTUI]
W UHIUBUIYAIbHBIX MpPEANpPUHUMATENCH, OCYLIECTBISIONIMX JICSITEIIbBHOCTh Ha  TEPPUTOPUHU
MEXIYyHApOIHOTO METUIIMHCKOTO KJIacTepa, MPUMEHSETCS ¢ Y4eTOM OCOOEHHOCTEH, yCTaHOBJICHHBIX
®enepanbHbM 3aKOHOM OT 29 utons 2015 roga N 160-P3 "O mexayHapOoIHOM MEAUIIMHCKOM KJIacTepe
Y BHECEHMM U3MEHEHUI B OT/I€JIbHBIC 3aKOHOIaTelIbHbIE aKkThl Poccuiickoit denepauun’.
(uacts 1.1 BBenena denepanpHbiM 3ak0HOM OT 29.06.2015 N 160-D3; B pen. @enepalbHOro 3aK0Ha OT
04.08.2023 N 428-D3)

2. JHeiictBue Hactosmiero @DenepalbHOTO 3aKOHA pacHpOCTpaHSETCs HAa  oOpalieHue
HAapKOTUYCCKHUX JICKAPCTBCHHBLIX CPEACTB U TMCHXOTPOIHBIX JICKAPCTBECHHBIX CpPEACTB C YUYCTOM
0COOCHHOCTEH, YCTaHOBJIEHHBIX 3aKOHOAATEIbCTBOM Poccuiickoii @Denepanyii 0 HAPKOTHUECKUX
CpeICTBaX, ICUXOTPOMHBIX BEIIECTBAX U 00 UX MPEKypCcopax.

3. [eiictBue Hactosmiero @enepanbHOr0 3aKOHa  paclpoCTpaHseTcs Ha oOpalieHue
panunodapmManeBTHYECKUX JIEKApCTBEHHBIX CPEACTB C YYETOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3aKOHOJAaTeabCTBOM Poccuiickoit denepannu B obnactu oOecrieueHus paJualiMoHHON 0€301acHOCTH.

4. Ecniu MexayHapoaHbIM JoroBopoM Poccuiickoit @enepaniui yCTaHOBJIEHBI HHBIE MpaBUia, YeM
T€, KOTOpBIE NPEAyCMOTPEHbl HacTtoAmuM @DenepaabHbIM  3aKOHOM, NPUMEHSIOTCS IpaBUia
MEXIyHapOAHOIO ZOrOBOPA.

4.1. PemieHuss MEXrocyJapCTBEHHBIX OpraHOB, TMPHUHAThIE HAa OCHOBAHMM TMOJIOKEHUHN
MEXAYHapoAHbIX J0roBopoB Poccuiickoii @Penepanyu B HUX HUCTOJIKOBAaHUM, IPOTHBOpEYAILEM
Koncrurynuu Poccuiickon ®@enepanuu, He nojuiekar ucnonHenuto B Poceniickoit ®enepanuu. Takoe
MIPOTHBOPEUYNE MOXKET OBITh YCTAHOBIIEHO B OPSIKE, ONPEACTICHHOM (e/iepaTbHbBIM KOHCTHTYIIHOHHBIM
3aKOHOM.

(dactp 4.1 BBegeHa denepanbHbiM 3akoHOM oT 08.12.2020 N 429-D3)

5. B Poccuiickont denepanuu B COOTBETCTBUM C MEXAYHAPOAHBIMU JOTOBOpamMHu Poccuiickoit
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

@eneparuy M (WIM) HAa OCHOBE MPHHLMIA B3aMMHOCTU TPHU3HAIOTCS PE3yJNbTaThl KIMHUYECKUX
HCCIEAOBAHUMN JIEKAPCTBEHHBIX IIPENAparoB Ul MEIMLIMHCKOIO IIPUMEHEHUS, IPOBEICHHBIX 3a
npezaesnamu reppuropun Poccuiickon @enepanuu.

Cratba 4. OCHOBHblIe MOHSATUA, UCMOSib3yeMble B HacTosiwem ®PeaepanbHOM
3aKoHe

ﬂJ’I}I 1eJIe HacCTOSIIEro (Dez[epanbﬂoro 3daKOHA UCITOJIB3YIOTCA CICAYIOINEC OCHOBHBIC ITOHATHA:

1) nexapcTBEHHbIE CpEICTBA - BELIECTBA WJIM HUX KOMOMHALMM, BCTYNAMOIIME B KOHTAKT C
OpPraHU3MOM Y€JOBEKa WM >KUBOTHOIO, NMPOHUKAIOIIME B OpPraHbl, TKAHU OpraHU3Ma 4YelloBeKa WIIU
KUBOTHOTO, MPHUMEHSEMbIE IJi1 NMPOQPUIAKTUKH, JUArHOCTUKU (32 MCKIIIOUEHHWEM BEILIECTB WM HX
KOMOMHAIMH, HE KOHTAaKTUPYIOLMX C OPraHU3MOM 4eJIO0BEKa WM >KUBOTHOTO), JIEYEHUs 3a00J1eBaHus,
peadwinTanuy, Ui COXpaHEeHus, IPEeJOTBPALLCHHs WK MPephIBaHUs OEPEMEHHOCTH U MOJIYYECHHBIE U3
KpOBH, IUIa3Mbl KPOBM, W3 OpraHoB, TKaHEW OpraHu3Ma 4YeJIOBE€KAa WM JKUBOTHOTO, PACTEHHH,
MUHEPAJIOB METOJIaMU CHHTE€3a WM C PUMEHEHUEM OMOJIOrMYecKHX TexHojoruil. K mekapcTBeHHbIM
CpeAcTBaM OTHOCATCS (papMalreBTHIeCKue CyOCTaHIINH U JIEKapCTBEHHBIE TPENapaThl;

2) (dbapmarneBTHUECKasi CyOCTaHIIUS - JIGKAPCTBEHHOE CPEJCTBO B BHJIC OJIHOTO WJIM HECKOJIBKHX
oOnagaromux (apMaKOJIOTUYECKOH aKTUBHOCTHIO JCHCTBYIOIIMX BEIISCTB BHE 3aBHCHUMOCTH OT
MIPUPOJIBI TPOUCXOKACHHUS, KOTOPOE TMPEAHA3HAYCHO JIJISl IPOU3BOJICTBA, M3TOTOBJICHUS JICKAPCTBEHHBIX
MpernaparoB U ornpenenseTr ux 3pPpeKTUBHOCTD;

(n. 2 B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

3) BCIIOMOr'aTCJIbHBIC  BCIIECCTBA - BCIICCTBA  HCOPraHUYCCKOTO - WU OpPraHn4€CcKoro
MPOUCXOXKACHUA, HCIOJIB3YEMBIC B IIPOHECCE MPOU3BOJACTBA, HU3IOTOBJICHHUA JICKAPCTBCHHBIX
IperiapaToB IJIA IpUJAaHUA UM HCO6XOI[I/IMI)IX (1)I/I3I/IKO-XI/IMI/ILIeCKI/IX CBOfICTB;

4) nexkapcTBEHHbIe TNpenapaTbhl - JIEKAPCTBEHHbIE CPEACTBA B BHJE JIEKApCTBEHHBIX (OpM,
NpUMEHSIeMble Ul NPO(PUIAKTHKH, JAUATHOCTUKH, JIeUeHUs 3a0oieBaHMs, peaOuIuTaluu, I
COXpaHEeHHUS, IPEAOTBPAIICHHUS WU MPEPhIBaHUsI OEPEMEHHOCTH;

5) nekapcTBeHHas popMa - COCTOSHUE JICKAPCTBEHHOTO IpernapaTa, COOTBETCTBYIOIIEE CIToco0am
€ro BBEJICHHS M MPUMEHECHHS M 00ECIIeYMBAIOIIee JOCTIKEHHE HE00X0IMMOTO JieueOHOTO 2 (deKTa;

5.1) nmo3upoBka - CoOAEp)KaHHWE OIHOTO WM HECKOJbKUX JEWCTBYIOUIMX BEIIECTB B
KOJIMYECTBEHHOM BBIPOXECHUM Ha EAWHUILy J03bl, WM EIWHUIly 00beMa, WU EIUHUILy Macchl B
COOTBETCTBUHM C JIEKaQpCTBEHHOW (opmoit 5mbO yis HEKOTOPBIX BHJIOB JIEKAPCTBEHHBIX (GopM
KOJIMYECTBO BBICBOOOKIAEMOTO M3 JIEKAPCTBEHHOW (DOPMBI JICHCTBYIOIIETO BEIIECTBA 3a EIUHUILY
BPEMEHU;

(. 5.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

6) mepeuyeHb JKU3HEHHO HEOOXOAMMBIX M BaKHEMIIMX JIEKAPCTBEHHBIX IpenaparoB -
yTBep)kaaemblii [IpaBurensctBoM Poccuiickoit denepanuu nepedeHsb JIEKapCTBEHHBIX NIPENnapaToB s
MEIULMHCKOTO TMPUMEHEHHs], 00eCNeunBaIOIIMX MPUOPUTETHBIE MOTPEOHOCTU 3]PABOOXPAHEHHS B
Hensax NpoQWIAKTUKA M JIeYeHUs 3a00JIeBaHUM, B TOM YHCIIE TNPeoONajaroIuX B CTPYKType
3aboneBaemoctu B Poccuiickoit denepanmu;

(B pen. ®enepanbHoro 3akona ot 13.07.2020 N 206-D3)

6.1) opdanHble JeKapCTBEHHBIE Npenaparbl - JIEKAPCTBEHHBbIC Mpenaparhl, NpeaHa3HAYCHHbIE
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

UCKJITIOUUTENFHO JJIi JMAarHOCTUKM WJIM MAaTOT€HETHYECKOIo JIeYEeHHUs (JeueHMsl, HalpaBJIEHHOIO Ha
MeXaHU3M pa3BUTHUS 3a00sieBaHUs) peaKuX (OppaHHbIX) 3a00JIEBaAHMIA;
(. 6.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Koncynprantlntoc: npumeyanue.
C 01.04.2024 B m. 6.2 ct. 4 BHOCaTCs m3MeHeHus (D3 ot 04.08.2023 N 466-D3). Cm. Oyaymryio

PEAAKIINIO.

6.2) OuosOorMYecKue JIEKApCTBEHHBIE IpernapaThl - JIEKAPCTBEHHBIE IpenapaThl, AeHCTBYyIOLIEe
BEIIECTBO KOTOPHIX MPOU3BEIACHO WM BBIICICHO M3 OMOJIOrMYECKOr0 MCTOYHHMKA W JIJISl ONPEIEIICHUS
CBOWCTB M KayecTBa KOTOPBIX HEOOXoauMa KOMOMHAIUsl OMOJIOTMYECKUX M (PU3MKO-XUMHUUYECKUX
MeTofoB. K OuonormuyeckuM JIeKapCTBEHHBIM MpernapartaM OTHOCATCS HMMYHOOHOJOTHYECKUE
JIEKapCTBEHHbIE TpernapaThl, JIGKAPCTBEHHbIC Iperaparhl, MOJYYEHHbIE M3 KPOBHU, IUIA3Mbl KPOBHU
YeloBeKa M JKMBOTHBIX (32 HMCKIIOYCHHEM LENbHOM KpOBH), OMOTEXHOJOTWYECKHE JICKapPCTBEHHBIE
MpernapaTel, TEHOTEPANIEBTHUECKUE JIEKAPCTBEHHBIE MPETaparhl;

(. 6.2 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

7) HMMMYHOOMOJIOTHYECKHE JICKApPCTBEHHBIC IMpenaparbl - JIGKAPCTBCHHBIC Ipenaparhl,
MpenHa3HauYeHHbe 71 (GOPMHUPOBAHMS AKTUBHOTO WM MACCUBHOTO MMMYHHTETa JHOO IHArHOCTUKU
HAIMYUS UMMYHHTETAa WJIA  JUArHOCTHKH  CreUU(PUYecKoro MNpUOOPETEHHOTO  M3MEHEHUs
MMMYHOJIOTHYECKOTO  OTBETAa Ha ajulepru3upyronme BemectBa. K HMMyHOOHOJIOTHYECKUM
JIEKapCTBCHHBIM  TpenaparaM  OTHOCSTCS  BaKIMHBI, AHATOKCUHBI, TOKCHHBI,  CBIBOPOTKH,
MMMYHOTJIOOYJTMHBI ¥ aJUICPTCHBI;

(n. 7 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7.1) OUOTEXHONOTMYECKHE JIEKAPCTBEHHBIC TMpemapaThl - JIEKAPCTBEHHBIE Mperaparsl,
MIPOU3BOJICTBO KOTOPBIX OCYIIECTBISIETCS C HCIOJIB30BAHUEM OHMOTEXHOJIOTMYECKUX MPOLECCOB U
MeTo0B (B Tom unciie JJHK-pekoMOUHAHTHON TEXHOJIOTHH, TEXHOJIOTUU KOHTPOJIUPYEMOM SKCITPECCUH
TE€HOB, KOAHMPYIOIIMX OHOJOTUYECKH AaKTHUBHBIE OCJIKH B TMPOKAPHUOTAX W OYKAPUOTaX, BKIIIOYAs
W3MEHEHHBIC KJICTKH MJICKOMUTAIOINX ), THOPUIOMHOTO METO/Ia U METOa MOHOKJIOHAIbHBIX aHTUTEIT,
(. 7.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

7.2) TeHOTepaneBTUYECKUE JIEKapCTBEHHBbIE TMpenapartbl - JIEKApCTBEHHBbIC TMIperaparsl,
(dapmarneBTHUECKass CyOCTaHIUSI KOTOPBIX SIBISICTCS PEKOMOWHAHTHOW HYKJICMHOBOW KHCIOTOW WIU
BKIIIOYaeT B ce0S pEKOMOMHAHTHYIO HYKJIEWHOBYIO KHCIIOTY, IIO3BOJISIIOUIYIO OCYIIECTBISTh
peryiMpoBaHue, pernapamnuio, 3aMeHy, 100aBlIeHUEe WIH yAaJeHHUe TeHETHUECKOH MOCIe10BaTeIbHOCTH;
(. 7.2 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) HapKOTHYECKHE JIEKAPCTBEHHbIE CPEJCTBA - JIEKAPCTBEHHBIE MpenapaTsl U (apMaleBTUUECKUE
cyOCTaHIIMM, COfepKallie HapKOTHMYECKHE CpPEeICTBa M BKIIOYEHHble B [lepeueHb HApKOTHYECKUX
CPEICTB, IICUXOTPOIHBIX BEIIECTB M HMX IPEKYypCOPOB, IMOJICKAIIUX KOHTpOIO B Poccuiickoit
@enepanyy, B COOTBETCTBUM C 3aKOHOJATeNbCTBOM Poccuiickon denepanuu, MeEXIyHapOIHBIMHU
norosopamu Poccuiickoit denepanuu, B TOM unciie EAMHON KOHBEHIIMEN O HAPKOTHYECKUX CPEICTBAX
1961 ropa;

9) nCUXOTpOIHBIE JIEKAPCTBEHHBIE CPEJICTBA - JIEKAPCTBEHHbIE IpenapaThl U (hapMaleBTHUECKUe
cyOCTaHIIMM, COAEprKallhe MCHUXOTPONHbIE BEIIeCTBA W BKIIOUEHHbIE B llepeueHb HapKOTHYECKUX
CPEICTB, IICUXOTPOIHBIX BEIIECTB M HMX IPEKYypCOpOB, IMOUICKAIIUX KOHTpOIO B Poccuiickoit
@enepanyy, B COOTBETCTBUM C 3aKOHOJATeNbCTBOM Poccuiickon denepanuu, MeEXIyHapOIHBIMHU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

noroBopamu Poccuiickoit denepanuu, B ToM unciae KoHBeHIMEW O MCUXOTPOIMHBIX BemiecTBax 1971
rojaa;

10) pammodapmaneBTHYECKHE JIEKAPCTBEHHBIE CPEICTBA - JICKAPCTBEHHBIE CPEJCTBA, KOTOPHIE
COJIEpKaT B TOTOBOW ISl MCTIOIB30BaHUS ()OpME OJIMH PAJAUOHYKIIU] WIA HECKOIBKO PaIHOHYKIHIOB
(pamnMoaKkTUBHBIX U30TOTOB);

10.1) opuruHanIbHBIA JICKAPCTBEHHBIM Ipenapar - JIEKapCTBEHHBIM Ipenapar ¢ HOBBIM
JICHCTBYIOIIMM BEILIECTBOM, KOTOpBIM IEpBBIM 3apeructpupoBadH B Poccuiickonn denepanuu wuiud B
MHOCTPaHHBIX TOCYJapCcTBaX HAa OCHOBAaHUU  PE3YJBTATOB  JOKJIMHUYECKUX  MCCIEAOBAaHUMN
JEKapCTBEHHbIX  CPEJICTB M  KIMHUYECKMX  MCCIEAOBAaHUM  JIEKAPCTBEHHBIX  IIPENapaTos,
MOJITBEPKTAIOIINX €0 Ka4yecTBO, 3P(HEKTUBHOCTH M OE30MTaCHOCTD;

(m. 10.1 BBenen ®PenepanbHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBINH JIEKapCTBEHHBIN IIpemnapar - JIEKapCTBEHHBIN MperapaT, KOTOPBIH UCIIOIb3YEeTCs
JUIS OLIEHKH OMO3KBUBAJICHTHOCTH WJIM TepareBTUYECKON SKBUBAJICHTHOCTH, KauecTBa, 3(hPeKkTUBHOCTH
U 0e30MacHOCTH  BOCHPOM3BEICHHOTO  JIGKAPCTBEHHOrO  Mpemapara WM  OHOaHAIOrOBOTO
(buomo00HOTO)  JIEKapCTBEHHOTO  mpemapata (Owoanamora). B kadectBe  pedepeHTHOTO
JIEKApCTBEHHOTO TIpemapara JuUid MEAWIIMHCKOTO TMPUMEHEHHS HUCIOIb3YeTCs OpPUTHMHAIBHBIN
JIEKapCTBEHHBIN MperapaT Ju00, eCTU OpPUTHHAIBHBIN JIEKapCTBEHHBIN Mpenapar He 3aperucTpUpOBaH
WIK He HaxoauTcsi B obopore B Poccuiickoit ®denepanyiv 1 HE HAXOJAUTCS B 000POTE€ B MHOCTPAHHBIX
rocy/aapcTBaxX, BOCHPOM3BEICHHBINA JIEKApPCTBEHHBIM MpenapaT Wwin OMOaHaIoroBbli (OMOMOJOO0HBIN)
JIEKapCTBEHHBIN mpemnapat (0noaHanor), KOTOPBIM MEPBBIM 3apETUCTPUPOBAH U3 YHCIIA HAXOMAAIIUXCS B
obopote B Poccumiickoii denepamnuu, OMOIKBUBAICHTHOCTh WM TEPANCBTHUYECKAsT YKBHBAJIICHTHOCTb,
Ka4decTBO, 3((HEKTUBHOCTh M OE30TIACHOCTh KOTOPOT'O OIEHUBAIUCH 10 OTHOIICHUIO K OPUTHHAIILHOMY
JIEKApCTBEHHOMY TIpemapary, a Takke KadecTBO, 3(PQPEeKTHBHOCTh M 0€30MacHOCTh KOTOPOTO
MOATBEPKIAIOTCA pe3ybTaTaMu (apMaKoHAI30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJNICTB,
HaXOJSAIIUXCS B TPAKIAHCKOM O0OpOTE, YCTAaHOBIEHHBIM TpeOOBaHUSM K MX KadecTBy. B kauecTBe
pedepeHTHOTO JICKapCTBEHHOTO TIpemapata JJis BETEPUHAPHOTO MPUMEHEHHS HCIOIb3yeTCs
JIEKAPCTBEHHBIM IIpenapar il BETEpUHApPHOIO NPHUMEHEHMS, 3aperuCTpUpOBaHHBbIM B Poccuiickoin
@denepallii Ha OCHOBAaHUM PE3YyJIbTATOB JOKIMHUYECKUX HCCIIEIOBAaHUI JIEKAPCTBEHHBIX CPENICTB U
KIIMHAYECKUX HWCCJIEAOBAHUN JIEKAPCTBEHHBIX TMPEMApaToB, IMOJATBEPKIAONIMX €ro KadecTBO,
3¢ PEeKTUBHOCTH U OE30IIACHOCT;
(m. 11 B pen. denepansHoro 3akona oT 27.12.2019 N 475-D3)

12) BOCHpOU3BEIEHHBIM JIEKApCTBEHHBIM TMpenapaT - JIEKApCTBEHHBIM Mpenapar  Jamis
MEIUIIMHCKOTO TPUMEHEHUS, KOTOPBIH HWMEET OJKBUBAJICHTHBIH pePEepeHTHOMY JIEKQpCTBEHHOMY
Mpenapary Ka4eCTBEHHBIN COCTAaB M KOJIMYECTBEHHBIN COCTAB JEUCTBYIOIINUX BEIIECTB B SKBUBAJIEHTHOM
JIEKapCTBEHHOU (opMe, TUOO0 JIEKApCTBEHHBIM MperapaT JUisli BETEPUHAPHOTO TPUMEHEHUS, KOTOPHIN
HMEET TaKuhe K€, 4YTO M pePEepeHTHBIM JICKApCTBEHHBIM Ipemapar, KayeCTBEHHBIH COCTaB M
KOJIMYECTBEHHBI COCTaB JCHCTBYIOIIMX BEIIECTB B TaKOW K€ JIEKapCTBEHHOH  (opme,
OMOPKBUBAJIGHTHOCTh WM  TEPANeBTHYECKas HSKBHUBAJICHTHOCTh KOTOPBIX COOTBETCTBYIOIIEMY
pedepeHTHOMY JIEKapCTBEHHOMY IIperapaTy MoATBEPKIeHA COOTBETCTBYIOIUMU HCCIIEAOBAHUSIMU;

(n. 12 B pen. denepanpHoro 3akona ot 27.12.2019 N 475-D3)

12.1) TepaneBTrUecKasi SKBUBAJICHTHOCTh JIGKAPCTBEHHBIX MPEMApaTOB - JOCTIKCHUE KITMHUYCCKU
COTMOCTaBUMBIX TepamneBTHYecKoro 3¢ddexra u mokazateneil 3PPeKTUBHOCTH U OE30MACHOCTH MPHU
MPUMEHEHUH JIEKAPCTBEHHBIX TMpEnaparoB Ui MEIUIMHCKOTO TPHUMEHEHHUsS, HUMEIOUINX OJHO
MEXIyHApOJAHOE HEMaTeHTOBaHHOE (MU XHMHYECKOE, WM TPYNIUPOBOYHOE) HANMEHOBAaHUE, B
SKBUBAJICHTHBIX JI03UPOBKAX MO OJHUM M TEM K€ MOKa3aHUAM K MPUMEHEHUIO M IPU OJMHAKOBOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

crioco0e BBEJICHHS Y OJJHOM U TOM K€ TPYIIIbI OOBHBIX;
(n. 12.1 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

12.2) GuoananoroBsiii (0MOM0I00HBIN) JIEKapCTBEHHBIN mpenapar (0noaHasor) - OMOIOTHYeCKUi
JIEKApCTBEHHBIN TIpernapaT, CXOXHH IO TapameTrpaM KadecTBa, 3((EeKTUBHOCTH M 0€30IacHOCTH C
pedepeHTHBIM OMOJIOTUYECKUM JIEKAPCTBEHHBIM IIPErapaToM B TAaKOW e JIEKapCTBEHHOH Qopme H
MMEIOIIUI UICHTUYHBIHN c110cO0 BBEJCHNUS;

(m. 12.2 BBenen PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

12.3) B3auMo3aMeHsIeMbIil JI€KapCTBEHHBIN MpernapaT - JEKapCTBEHHBIN MpenapaTr ¢ JOKa3aHHOU
TEPANEeBTUYECKON OSKBUBAJICHTHOCTHIO WIIM OMOIKBHBAJIIEHTHOCTHIO B OTHOIIEHUH pedhepeHTHOTO
JIEKaApCTBEHHOTO TIpernapara, UMEIOIIUNN SKBUBAJIEHTHBIE €My KaueCTBEHHBIM COCTAB U KOJMYECTBEHHBIN
COCTaB JICUCTBYIOIIMX BEIIECTB, COCTAB BCIIOMOTATEIBHBIX BEIIECTB, JICKAPCTBEHHYIO (OPMY U CHIOCOO
BBEJIECHUS;

(m. 12.3 BBeneHn DenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

12.4) OMOAPKBUBAJIEHTHOCTb JIEKAPCTBEHHBIX MPENapaToB - JIOCTUXKEHHE COMOCTABUMBIX
II0Ka3aTesie CKOPOCTH BCACBIBAHUS, CTEIIEHU MOCTYIUIEHUS! K MECTY JEHCTBUS M CKOPOCTU BBIBEJICHUS
OJIHOT'O WJIK HECKOJIBKUX 00J1afatomux (GapMaKoJIorn4ecKoi aKTUBHOCTBIO JEHCTBYIOIINX BEIIECTB NPU
MPUMEHEHUH JIEKAPCTBEHHBIX IpEenaparoB Ui MEIUIUHCKOTO NPUMEHEHHUs, HUMEIOUIMX OJHO
MEXJIyHapOJAHOE HENAaTeHTOBAaHHOE (WIM XUMMYECKOe, WJIM TIpYNIUPOBOYHOE) HAUMEHOBAaHUE, B
HKBUBAJIEHTHBIX JO3UPOBKAX M MPHU OJIMHAKOBOM CIIOCOOE BBEJICHHUS;

(. 12.4 BBenen denepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

13) nekapCcTBEHHOE PACTUTEIILHOE CBHIPhE - CBEXKHE HIIM BBICYIICHHBIC PACTCHUS JIMOO MX YaCTH,
WCIIOJIb3YEMBbIC I TPOW3BOACTBA JICKAPCTBEHHBIX CPEICTB OPraHU3alUsSIMUA - TPOU3BOIUTEIISIMU
JICKApCTBCHHBIX CPCACTB HUJIW HU3TOTOBJICHUS JICKAPCTBCHHBIX IMPEIIApaTOB allTCYHBIMU OpraHHU3alsIMU,
BETEPUHAPHBIMU ANTEYHBIMH OPTaHU3AIUSAMH, WHIUBUAYAIGHBIMU TPEANPHHUMATEISIMU, UMEIOIIUMHU
JIMIICH3HIO Ha ()apMaIleBTUYECKYIO JICSTEIbHOCTB;

14) nexapcCTBEHHBIM PACTUTENBHBIN MpenapaT - JEKapCTBEHHBIN Ipenapar, NpOU3BEACHHBIN WU
W3TrOTOBJIEHHBIN U3 OJIHOTO BUJA JIEKAPCTBEHHOI'O PACTUTEIBHOIO ChIPbs UM HECKOJIBKUX BUAOB TAaKOI'O
CBIPBSI U pean3yeMblii B pacacOBaHHOM BHJIE BO BTOPHUHOMN (TIOTPEOUTENBCKOM) YITAKOBKE;

15) romeonarnyeckuil JeKapCTBEHHBIM Mpenapar - JeKapCTBEHHBIN Ipernapar, Mpou3BeACHHbIN
WIA HW3TOTOBJICHHBIH M3 (apManeBTHUYECKOW CyOCTaHUMM WM (apMaleBTUYECKMX CyOCTaHIUI B
COOTBETCTBUM C TpeOOBAHUSAMHU OOIIMX (papMakoNeHHbIX cTaTe K rOMEONAaTHYEeCKUM JIEKapCTBEHHBIM
npernaparaM MM B COOTBETCTBUM C TpeOOBaHUSAMHU (apMakolen CTpaHbl MPOU3BOJUTENSI TAKOTO
JIEKapCTBEHHOI'O IIPEIapara;
(m. 15 B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

16) MexayHapoJHOE HENaTeHTOBAaHHOE HAMMEHOBAaHUE JIEKapCTBEHHOTO  CpelIcTBa -
HaUMEHOBaHME [EHCTBYIOIIEro BellecTBa (hapMaleBTUUECKOM CyOCTaHIMM, PEKOMEHJI0BaHHOE
BcemupHoOl opranuzanuen 34paBOOXpaHECHUS;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

17) ToproBoe HaMMEHOBAaHUE JIEKAPCTBEHHOTO CPEICTBA - HAWMEHOBAHHE JICKaPCTBEHHOTO
CpeAcTBa, NPHUCBOCHHOE €ro pa3pabOTYMKOM, JepiKaTeleM WM BIAJCNbIeM pPErucTPaluoOHHOTO
YIOCTOBEPEHUS JIEKaPCTBEHHOTO TIpenapara;

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

17.1) rpynnmupoBOYHOE HAMMEHOBAaHME JICKApPCTBEHHOIO IMperapata - HauMMEHOBAaHUE
JIEKapCTBEHHOI'O IIpenapaTa, He UMEIOIIEro MEXAyHapOAHOIO HEMAaTEHTOBAHHOTO HAaMMEHOBAHUs, WIH
KOMOMHAIIMH JIEKapCTBEHHBIX MpPENapaToB, MCIOJIb3yeMOE B LEISIX OOBEAMHEHHS UX B TPYIIy MOJ
€MHbIM HAUMEHOBAaHUEM HCXO/I U3 OJAMHAKOBOI'O COCTaBa JAEMCTBYIOLIUX BEILLECTB;

(m. 17.1 BBenen @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

18) obmrast papMakorieiiHas CTaThs - JIOKYMEHT, YTBEP)KICHHBIN YIIOJTHOMOYEHHBIM (eiepabHbIM
OpPraHOM HCIIOJHHUTEIBHOM BJIACTH M COJACPIKAIIMN MEPEeYeHb MoKa3aTeliell KauecTBa U (MJIM) METOJIOB
KOHTpPOJISI KayecTBa KOHKPETHOW JIEKapCTBEHHON (OPMBI, JEKAPCTBEHHOTO PACTUTENHHOTO CHIPHS,
ONMHCaHUsl  OWOJOTHMYECKHUX, OHMOXUMHUYECKHX,  MHKPOOHOJIOTHYECKHX,  (PHU3UKO-XUMUYECKHX,
(U3HYECKUX, XUMUYSCKUX U APYTUX METOJIOB aHAJIM3A JICKAPCTBEHHOTO CPEJICTBA, a TAKXKe TPeOOBaHUS
K HWCIIOJNIB3yeMBIM B IEJISIX IPOBEJICHUS JTaHHOTO aHaliW3a pPEeaKTHBaM, THUTPOBAHHBIM pPaCcTBOPAM,
HHMKATOpaM;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

19) dapmakoneitHas cTaThs - IOKYMEHT, YTBEPXKICHHBIM YIOTHOMOYEHHBIM (QeaepalbHbIM
OpraHOM HCIIOJHUTEIBHOW BJIACTH M COJACpXKAIIUN IepeyeHb MoKa3aTeaeld KadecTBa M METOOB
KOHTPOJISI KaueCTBa JIEKapCTBEHHOT'O CPE/CTBA;

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

19.1) crangaptHbie 00pasIbl - BEIIECTBA, MOCPEACTBOM CPaBHEHUS C KOTOPBIMHU OCYIIECTBIISETCS
KOHTPOJIb KauecTBa MCCIEAYEMBIX IIEKapCTBEHHBIX CPEICTB C MOMOIIbI0 (U3UKO-XUMHUYECKUX U
OMOJIOTMYECKUX METOJOB B IENSIX TMOATBEPKICHUS COOTBETCTBUS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM HOPMATHBHOW JOKYMEHTAIIMH, YCTAHOBJICHHBIM MPHU OCYIIESCTBICHUH T'OCYIapCTBEHHON
pEerucTpanuu, ¥ KOTOPbIe MPUMEHSIOTCS IS KaTuOpPOBKM CTAHIAPTHBIX OOPa3loB MPOU3BOIUTEIS
JIEKApCTBEHHBIX CPEJICTB, HMCIOIB3YEMBIX JJII KOHTPOJISI KAadeCTBAa W HWHBIX IIeNIed Mpu OOpaiieHuun
JIEKApCTBEHHBIX CPEJICTB;

(m. 19.1 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

19.2) ¢apmakoneiHblii craHgapTHBI oOpa3el - CTaHAAPTHBIM oOpasel, NPOU3BEICHHBIM B
COOTBETCTBHUH C (hapMaKOIEHHON CTaTheH;
(m. 19.2 BBenen @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

20) HOpMaTHBHasi JOKYMEHTAIUsl - JOKYMEHT, COJepXalluil IepeueHb ONpEeNessIeMbIX I10
pe3ysbTaTaM COOTBETCTBYIOIIMX OSKCIIEPTU3 IIOKAa3aTeed KadecTBa JIEKAPCTBEHHOIO CPEACTBA JUIA
MEIULMHCKOrO IPUMEHEHHS, METOIOB KOHTPOJIS €ro Ka4eCTBAa U YCTAaHOBJIEHHBIN €0 IIPOU3BOJAUTEIIEM;

21) HOpMaTHBHBIN JOKYMEHT - TOKYMEHT, COJEPKAIHM II€PEUEHb ONPEEIIAEMbIX 110 pe3yIbTaTaM
COOTBETCTBYIOIIMX JKCIEPTU3 IIOKa3zaTened KadecTBa M (WIM) METOJOB KOHTPOJS KauyecTBa
JeKapCTBEHHOH  (OpMBI, OMHCAaHUS OHMOJOTUYECKHX, OMOXUMHYECKHX, MHKPOOHMOJIOTHUECKHUX,
(U3BUKO-XUMHUYECKUX, PU3NYECKUX, XUMHUUECKUX U JPYTUX METOJOB aHaIM3a JIEKApCTBEHHBIX CPEJCTB
JUISL BETEPUHAPHOTO IPUMEHEHUs1, TPeOOBaHUsI K MCIIOJIB3YEMBIM B IIEJISAX MPOBEACHUS TaHHOTO aHAn3a
peakThBaM, TATPOBAHHBIM PACTBOPAM, UHJIMKATOPAM U YCTAHOBIIEHHBIN €r0 MPOU3BOAUTEIIEM;

21.1) oOmuii TeXHUYECKUN TOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTE€pUANIOB, COCTOSIINA W3
HECKOJIBKMX  Pa3/elioB -  JIOKYMEHTAllUM  aJMUHHUCTPATHBHOIO  XapakTepa, XUMHYECKOH,
(dapManeBTHYECKON W OHOJOTHYECKOW JOKYMEHTAIluu, (apMaKOJIOTHICCKOW, TOKCHKOJIOTHUSCKON
JOKYMEHTAllMH, KIWHUYECKOW JOKYMEHTAIMM M MPEACTABISEMbIA OJHOBPEMEHHO C 3asBICHHUEM O
rOCYJapCTBEHHON pErucTpalyy JEKApCTBEHHOIO IIpenapara JUuisi MEIULIMHCKOTO NPUMEHEHHUs B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

(dopmare, yCTAaHOBJIEHHOM YTIOJIHOMOYEHHBIM (he/iepaIbHbIM OPraHOM HCIIOJHUTEIBHOMN BIIACTH;
(m. 21.1 BBenen denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

22) Ka4ecTBO JICKAPCTBEHHOTO CPEJICTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CPEICTBA TPeOOBAHUAM
¢dapMakoneiiHoil craThl JMOO B Cllydae €€ OTCYTCTBHS HOPMATHBHOM JOKYMEHTAIlMH WJIH
HOPMATHUBHOTO JJOKYMEHTA;

23) 0e30macHOCTh JIEKAPCTBEHHOTO CPEACTBA - XapaKTepUCTHKA JIEKAPCTBEHHOTO CPE/ICTBA,
OCHOBaHHasi Ha CPaBHUTEIILHOM aHalu3e ero 3(GEeKTUBHOCTH U PHCKa MPUIUHEHUS BPEAA 310POBBIO;

24) 3¢ ¢eKTUBHOCTh JICKAPCTBEHHOTO Ipernapara - XapakTepUCTHKA CTENEHH IOJIOKUTEIHLHOTO
BIMSIHUS JIGKAPCTBEHHOTO Tperapara Ha TEYEHHE, IPOJODKUTENFHOCTh 3a00JIeBaHUsI WM  €T0
MIpeI0TBpalleHIE, peaOdUINTalNIO0, HA COXPAHEHUE, IPEJOTBpAllleHEe WIN IIpephIBaHle OEPEMEHHOCTH;

25) cepust JIEKapCTBEHHOTO CPEJICTBA - KOJIMYECTBO JICKAPCTBEHHOI'O CPEIICTBA, MPOU3BEICHHOE B
pe3yabTaTe OJJHOrO TEXHOJIOTMYECKOTO IIMKJIA €T0 TPOU3BOIUTEIIEM;

26)  perucTpalliOHHOE  YJOCTOBEPEHHME  JIEKAPCTBEHHOro  Ipermapara -  JOKYMEHT,
MOJTBEPKAAIOUINNA (PaKT TOCYAaPCTBEHHON PEruCTpalliy JIGKApCTBEHHOTO Ipernapara;

26.1) nepxarenb WIKM BIAJCNEl] PETUCTPAIMOHHOTO YA0CTOBEPEHHUS JICKAPCTBEHHOTO Mpernapara -
pa3paboOTYMK JICKAPCTBEHHOTO CPEJCTBA, IPOW3BOAUTEIh JICKAPCTBEHHBIX CPEICTB WM HWHOE
IOPUAMYECKOE JIMIO0, O0JIaJaroIiee MpaBoOM BIAJCHHUS PETHUCTPAIMOHHBIM YJIOCTOBEPEHUEM, KOTOPHIC
HECYT OTBETCTBEHHOCTbH 32 Ka4e€CTBO, 3(PPEKTUBHOCTH U OE30MACHOCTD JIEKAPCTBEHHOT'O IIPEnapara;

(. 26.1 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

27) perucTpaMioHHBI HOMEp - KOJ0BOE 0003HaUEHHUE, TPHUCBOCHHOE JIEKAPCTBEHHOMY INpernapary
IIPU €r0 rOCyAapCTBEHHON PETUCTPALIUN;

28) oOpaieHue JIEKAapCTBEHHBIX CPEACTB - pa3paboTka, MNOKIMHUYECKHE HCCIIECIOBAHUS,
KIIMHUYCCKHUE UCCIICAOBAHUSA, OKCIICPTHU3a, T'OCYJApPCTBEHHAA pETUCTpaluia, CTaHAApTU3allud U KOHTPOJIb
KauecTBa, IPOU3BOJICTBO, M3rOTOBJIICHUE, XpaHEHUE, MepeBo3ka, BBO3 B Poccuiickyro depneparutio,
BbIBO3 U3 Poccuiickoit denepauuu, peknama, OTIYCK, peanu3alus, Mepeaada, MpPUMEHEHHE,
YHUYTOKEHUE JIEKAPCTBEHHBIX CPEJICTB;

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

29) cyOBeKThl OOpamieHusi JIEKapCTBEHHBIX CPEICTB - (U3UYECKHE JIMIa, B TOM YHCIE
WHAUBUAYaAIbHbIE TPEINPUHUMATENIN, U IOPUANYECKHUE JIHIA, OCYLIECTBIISIIOIINE NEATEIbHOCTh MpU
o0pallleHNH JIEKapCTBEHHBIX CPEJCTB;

30) pa3paboTUUK JEKapCTBEHHOT'O CPEJICTBA - OpraHu3alys, o0Jagaroas mpaBaMy Ha pe3yJIbTaThl
JNOKJIIMHUYECKUX  HCCIENOBAaHUI  JIEKAPCTBEHHOI'O  CPEJACTBA,  KIMHMYECKUX  MCCIEAOBAaHUMN
JEKapCTBEHHOTO Mpenapara U (WIK) Ha TEXHOJIOIHIO IPOU3BOCTBA JIEKAPCTBEHHOIO CPEACTBA;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

31) mpou3BOACTBO JEKAPCTBEHHBIX CPEICTB - ACATEIHHOCTH MO TPOW3BOJCTBY JIEKAPCTBEHHBIX
CPEICTB OpPraHU3alUsIMH - MPOU3BOJUTEISAMHU JIEKAPCTBEHHBIX CPEJICTB HA OJHOM CTaJNM, HECKOJIBKUX
WJIA BCEX CTaAUAX TEXHOJOTMYECKOIO MPOLECCA, a TAKKE M0 XPAHEHUIO U pPeAIM3alMU ITPOU3BEICHHBIX
JIEKaPCTBEHHBIX CPEJICTB;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

31.1) npou3BOACTBEHHAs IUIOIIAAKA - TEPPUTOPHATILHO 000COOIECHHBIN KOMITJIEKC POU3BOIUTENS
JIEKapCTBEHHBIX CPEJCTB, IPEIAHA3HAUEHHBIM /I BBIIOJIHEHUS BCETrO IIpoliecca IPOU3BOJCTBA
JIEKapCTBEHHBIX CPEJICTB WM €r0 ONPEEIIEHHON CTaauH;

(m. 31.1 BBenen @PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

32) mpou3BOAUTEND JIEKAPCTBEHHBIX CPEJCTB - OpraHU3alUsl, OCYIIECTBISIONIAS MPOU3BOJICTBO
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUM € TpeOOBaHUSIMHU HacTosiero deaepaibHOro 3akoHa;

33) dapmaneBTHYECKas EATEIBHOCTD - JESTEIbHOCTD, BKIFOYAIONIasi B CE0sl ONTOBYIO TOPTOBITIO
JICKapCTBEHHBIMH ~ CPEJICTBAMM, UX XpaHEHHE, TMEpeBO3KY U (WIM) PO3HUYHYIO TOPTOBIIIO
JICKApCTBCHHBIMU IpCliaparamMu, B TOM 4YHCIIC JUCTAHIHUOHHBIM CHOC06OM, HUX OTIYCK, XPaHCHHUC,
MIEPEeBO3KY, N3TOTOBIICHHE JIEKAPCTBEHHBIX MPENapaToB;

(B pen. ®enepanbHoro 3akona ot 03.04.2020 N 105-03)

34) opraHuzanusi ONTOBOW TOPTOBIM JICKAPCTBEHHBIMH CPEACTBAMU -  OpraHHU3aIus,
OCYIIECTBIISIIONIAS ONTOBYIO TOPTOBIIO JIEKAPCTBEHHBIMU CPEACTBAMH, UX XpaHEHHE, MEPEeBO3KY B
COOTBETCTBHUH ¢ TpeOOBaHUAMU HacTosIIero deaepanbHOrO 3aKOHA;

35) anTeuHas opraHuzanMs - OpraHu3anusi, CTPYKTYpHOE MOJpa3jeleHue MEAUIMHCKON
OpraHu3aIllH, OCYIIECTBISIIONINE POSHUYHYIO TOPTOBIIIO JIGKAPCTBEHHBIMH TIpernapaTaMu, B TOM YHUCIIE
JTUCTAHIIMOHHBIM CITIOCOOOM, XpaHEHHWE, TIEePEeBO3KY, W3TOTOBJICHHE U OTIYCK JIEKAPCTBEHHBIX
MpenapaToB Il MEIUIMHCKOTO IPUMEHEHHMSI B COOTBETCTBHM C TPEOOBAHUSIMU HACTOSIIETO
®denepallbHOTO 3aKOHA;

(B pen. @enepanbhbix 3akoHOB 0T 25.11.2013 N 317-P3, ot 03.04.2020 N _105-D3)

36) BerTepuHapHas anTeyHas OpraHu3alys - OpraHu3alus, CTPYKTYpHOE NOJpa3zeiieHue
BeTepHHapHOﬁ opraHuialmu, OCYHECTBIAIONINC PO3HHUYHYIO TOPIrOBJIIO JICKAPpCTBCHHBIMU
npemaparaMyu, B TOM YHUCIC JUCTAHIIUOHHBIM CHOCO6OM, XpaHCHUEC, HU3IrOTOBJICHHUE HW OTIIYCK
JICKapCTBEHHBIX IpenapaTroB I BETEPUHAPHOIO NPUMEHEHUS B COOTBETCTBHU C TPeOOBAHUAMU
Hacrosiero deaepanbHOro 3aK0Ha;

(B pen. ®enepanbHoro 3akoHa ot 03.04.2020 N 105-D3)

37)  danbcupuIMpOBaHHOE  JICKAPCTBEHHOE  CPEICTBO -  JICKAPCTBEHHOE  CPEZACTBO,
COMPOBOXKIAEMOE JIOKHOH HHPOPMAIKEH 0 ero cocTaBe u (MJIH) MPOU3BOIUTEINE;

38) HenmoOpoKadecTBEHHOE JIEKAPCTBEHHOE CPEICTBO - JIGKAPCTBEHHOE CPEICTBO, HE
COOTBETCTBYIOIIIEEe TPeOOBaHUIM (papMaKOIEHHONW CTaThH JINOO B Clyyae ee OTCYTCTBUS TPeOOBaHUSIM
HOPMATUBHOM TOKyMEHTAIlUU WJIM HOPMATUBHOTO TOKYMEHTA;

39) xoHTpadakTHOE JICKAPCTBEHHOE CPEJICTBO - JIGKAPCTBEHHOE CPEACTBO, HAXOJAIICECs B
000pOTe C HAPYIICHUEM I'PaXKIAHCKOTO 3aKOHOIATEIbCTRA;

40) OKIMHUYECKOE  HCCIIEIOBAaHWE  JICKAPCTBEHHOTO  CpeAcTBa -  OMOJIOTHMYECKHE,
MI/IKpO6I/IOJ'IOFI/I'-IeCKI/Ie, HUMMYHOJIOTHYECKHNEC, TOKCUKOJOTMYCCKUC, @apMaKOHOFI/I‘IeCKI/Ie, q)HSquCKI/Ie,
XHUMHYECKHE U JAPYTUE HCCIICOBAHUS JICKAPCTBEHHOTO CPENICTBA ITyTEM ITPUMEHEHHSI HAyYHBIX METOJIOB
OLICHOK B TIIENAX TIIOJIYYEHHUS JIOKA3aTeNIbCTB OE30MacHOCTH, KadecTBa W APPEKTHBHOCTH
JIEKapCTBEHHOTO CPEJICTRA;

4]1) KJIMHUYECKOE HCCIENOBAHUE JIEKAPCTBEHHOIO IIpernapara - HM3yY€HUE JMArHOCTUYECKUX,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

ne4eOHBIX, MPOPHUIAKTUYECKUX, (PapMAKOIOTHIECKUX CBOICTB JIEKaPCTBEHHOTO Mpernapara B Mpoliecce
€ro NPUMEHEHHs Y 4YEJIOBEKa, XMBOTHOIO, B TOM 4MCJE IPOLECCOB BCACBIBAHMS, PACHpPEICIICHUS,
U3MEHEHUS M BBIBEJCHMS, IIyTEM IPUMEHEHUs HAay4YHBIX METOJOB OLIEHOK B LEIAX IOJyYEHUs
JI0Ka3aTeNbCTB 0E30MacHOCTH, KayecTBa W A(PGEKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara, JaHHBIX O
HEeXeNaTeJIbHBIX peaklusX OpraHM3Ma uesloBeKa, >KMBOTHOIO Ha MPUMEHEHHE JIEKapCTBEHHOI'O
npernapata U 00 3¢ dexre ero B3aMMOACUCTBUSA C JIPYTUMH JICKAPCTBEHHBIMH IpenapataMu U (Win)
MUIIEBBIMU IPOAYKTaMU, KOPMaMHU;

42) MHOTOLIEHTPOBOE KJIMHUYECKOE HCCIIEA0BAHNE JIEKAPCTBEHHOTO Npenapara A1 MEAUIIMHCKOTO
IIPUMEHEHUs - KIMHMYECKOE HCCIECJOBAaHUE JICKAapCTBEHHOIO Iipenapara g MEIULMHCKOTO
MIPUMEHEHHUS, TPOBOAUMOE Pa3padOTUMKOM JIEKaPCTBEHHOI'O Iperapara B JByX U Oosiee MEAMIIMHCKUX
OpraHu3alMAX 10 €EAMHOMY IIPOTOKOIY KIIMHMYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO MIpenapara;

43) MexIyHapoJHOE MHOTOIEHTPOBOE KIMHUYECKOE HCCIIEOBAaHHE JEKAPCTBEHHOI'O Mperapara
JUIS MEAMIMHCKOTO TMPUMEHEHHUS - KIMHUYECKOE HCCIEOBaHME JIEKAPCTBEHHOTO TIperapara s
MEJUIIMHCKOTO MPUMEHEHHSI, TPOBOANMOE Pa3padOTIYMKOM JIEKapCTBEHHOTO MperapaTa B pa3iIMYHbIX
CTpaHax I10 €IMHOMY IIPOTOKOJY KJIIMHUYECKOTO UCCIIEI0BAHUS JIEKAPCTBEHHOTO IIpenapara;

44) mnOCTperucTpaloOHHOE KJIMHUYECKOE WCCIIEeI0OBaHUE JIEKApCTBEHHOrO IIpernaparta s
MEIUIMHCKOTO TPUMEHEHMsI - KIMHHYECKOe MCCIe0BaHNUE JIEKapCTBEHHOrO Ipemnapara s
MEIULMHCKOTO IPUMEHEHUS, IPOBOJAUMOE IIPOU3BOJUTEINIEM JIEKAPCTBEHHOTO IIpenapaTa, Ipak JaHCKAN
000pOT KOTOPOTO OCYLIECTBISETCS MOCIEe TOCYAAPCTBEHHOW PEruCTpaliy, B LENAX JOMOIHUTEIBHOTO
cOoopa NaHHBIX O ero 0e30MmacHOCTH U 3(P(GEKTUBHOCTH, PACHIMPEHUs TMOKa3aHUN K HPUMEHEHHUIO
JAHHOT'O JIEKAPCTBEHHOTO Tperapara, a TAK)KE BBISIBICHUS HEKEIATEIbHbIX PEaKLUil MAlMEHTOB Ha €ro
JIEUCTBHE;

45) wuccienoBaHue OWOIKBHBAJIICHTHOCTH JICKAPCTBEHHOTO IMpemnapara - BHJ KIHHUYECKOTO
WCCIICZIOBaHMSI JIEKAPCTBEHHOT'O Iperapara, MPOBEICHHE KOTOPOTO OCYIIECTBIISICTCS ISl ONPEIEIICHUS
CKOPOCTH BCAChIBaHUS M BBIBEJCHHS OJHOTO WJIM HECKOJBKUX OO0JIAAAIONMUX (apMaKoIOTHIECKOM
AKTUBHOCTHIO JICWCTBYIOIIMX BEIIECTB, KOJMYECTBA JIEKAPCTBEHHOTO TMpernapara, JOCTHTAOIIEro
CHUCTEMHOTO KPOBOTOKA, U PE3yJIbTAaThl KOTOPOTO MO3BOJISIFOT CIENATh BHIBOJ O OMO’KBHUBAJICHTHOCTH
BOCIIPOU3BEIEHHOTO JIEKAPCTBEHHOTO TIperapaTta B ONpe/IesICHHBIX JEKapCTBEHHOH (popMe U T03UpOBKeE,
COOTBETCTBYIOIIUX (hOpME U JO3UPOBKE pehepeHTHOTO JIEKapCTBEHHOTO MTpeTapara;

(1. 45 B pen. @enepanpHoro 3akonHa oT 22.12.2014 N 429-D3)

46) wuccnenoBaHHE TEPANeBTHMYECKONW HKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX IpenapaTroB - BHUJ
KJIIMHUYECKOT'0 MCCIIEIOBAHUS JIEKAPCTBEHHBIX IIPENApaToOB, IPOBEACHUE KOTOPOT0 OCYILIECTBIAETCS IS
BBISIBJICHUS OJIMHAKOBBIX CBOWMCTB JIEKAPCTBEHHBIX MPENApaTOB ONPE/IEICHHON JIEKapCTBEHHOU (OPMBI,
a TaKKe HAIMYMs OJMHAKOBBIX TOKa3arejei Oe30macHOCTH U APPEKTHBHOCTH JIEKAPCTBEHHBIX
MpenapaToB, OIMHAKOBBIX KIIMHUYECKUX AP (EKTOB IPU UX IPUMEHEHHH;

47) mpOTOKOJ KIMHUYECKOTO MCCIICOBaHUS JIEKAPCTBEHHOIO Tpenapara - JOKyMEHT, B KOTOPOM
OTIPENIEINISIOTCS 1EIH, (POPMBI OpPTraHU3AlUU U METOJOJIOTHUS TPOBEICHUS KIIMHUYECKOTO HUCCIICIOBAHMUS,
CTaTUCTHYECKHE METOJbl O0OpaOOTKH Pe3yJbTaTOB TAKOTO HCCIICAOBAHUS M MEpbl MO OOCCIICYCHHUIO
6€3OHaCHOCTI/I (1)I/I3I/I‘ICCKI/IX JiiI, YYacTBYHOIIHMX B KIWMHHYCCKOM HCCIICAOBAHUH JICKAPCTBCHHOI'O
npernapara;

48) Oporropa uccienoBaTens - CBOJAHOE U3JI0XKEHHE Pe3yIbTaTOB JOKINHUYECKOTO HCCIIEI0BaHNUS
JIEKapCTBEHHOT'O CPEACTBA M KJIMHUYECKOTO HCCIIEOBAHMS JIEKAPCTBEHHOrO Mpemnapara Jyis
MEIUIIMHCKOTO TPUMEHEHHUS,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

49) uH(OpMAIMOHHBIA JHUCTOK MalMeHTa - JIOKYMEHT, B KOTOPOM COJepXkarcs B JOCTYIHOH
¢dopme cBeneHMs, KacarollyMecss MPOBOAMMOIO KJIMHHUYECKOTO MCCIEJOBAHUS  JIEKAPCTBEHHOTO
npernapara, 1 B MUCbMEHHOH (hopMe TOOPOBOJBHOE COTjlacHe MalKeHTa Ha y4acTHEe B KIMHUYECKOM
WCCIIEZIOBAaHUH JIEKAPCTBEHHOTO IIperapara Mocje O3HAKOMIIEHHS C OCOOEHHOCTSMH KIMHHUYECKOTO
WCCIIeIOBaHMs, UMEIOIIMMU 3HaYEHHE JUIS BHIPAXKEHUS TAKOTO COTJIACcHS;

50) moOouHOe JEHCTBHE - peakluus OpraHM3Ma, BO3HHUKIIAS B CBA3M C MPUMEHEHUEM
JIEKapCTBEHHOTO TMperapaTa B [03aX, PEKOMEHIYEMbIX B HHCTPYKIHMHU MO €ro MPUMEHEHUIO, IS
npoUIaAKTUKH, AMATHOCTUKH, JICUCHUS 3a00JICBAHUS WU AJIs PeaOuInTalnu;

50.1) HexenarenbHas peakuUus - HENpeAHAMEpeHHas HeOJaronpusATHas peakius OpraHu3Ma,
KOTOpast MOKET OBITh CBsI3aHA C IPUMEHEHUEM JICKAPCTBEHHOTO Mperapara;
(. 50.1 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

51) cepbe3Hasl He)KeslaTellbHAasi PEaKLUs - HeXejaTeldbHas peaklyss OpraHu3Ma, CBsI3aHHas C
NIPUMEHEHUEM JIEKapCTBEHHOI'O IpenapaTa, NpUBEAMIas K CMEPTH, BPOXKIACHHBIM aHOMAJIUSAM WU
MOpOKaM pa3BUTHA JHOO IMpeJcTaBisionias co00i yrpo3y Ku3HH, TpeOyromas TOCIHUTANIN3ALUN WU
MIpUBEALLIAs K CTOUKON yTpaTe TPYI0CIIOCOOHOCTH U (MJIM) UHBAJIMAHOCTH;

52) HempeaBUACHHAS HEXKENaTelIbHas PEaKIus - HeKelaTelbHas PEeakius OpraHu3Ma, KoTopas
CBSI3aHA C TPUMEHEHHEM JIEKapCTBEHHOTO TMperapara B J03aX, PEKOMEHAYEMBIX B IIPOTOKOJE €ro
KIIMHHYECKOTO HCCIICZIOBaHUs, OpOIIIOpe HCCIeAoBaTeNs, WIM C NPUMEHCHHEM JICKApCTBEHHOTO
mpernapara B J103aX, PEKOMEHIYEMbIX B HMHCTPYKIMH TI0 €ro MPUMEHEHHIO s TPOQPHIAKTHKH,
JMArHOCTHKH, JICUeHHUs 3a00JeBaHUS WM METUIIMHCKOW peaOWIWTalliyd TalueHTa, U CYI[HOCTb,
TSOKECTh WJIM HWCXOJ KOTOPOM HE COOTBETCTBYEeT HWH(pOpMamuu O JIEKapCTBEHHOM TIpernapare,
coJiepKalieiics B TPOTOKOJE €ro KIMHUYECKOTO HCCIEOBaHUs, OpOIIOpe HCCIeAoBaTeNsl WIH B
WHCTPYKIIAU TI0 TPUMEHEHHIO JICKAPCTBECHHOTO TIperapara;

(. 52 B pen. @enepanpHoro 3akonHa oT 22.12.2014 N 429-D3)

52.1) ¢apmakoHaa30p - BHUJ JAEATEIBHOCTH MO MOHUTOPHHTY 3((EKTUBHOCTH M 0€301MaCHOCTH
JIEKapCTBEHHBIX IIPEMApaTOB, HANPABJICHHBIM HA BBIABICHUE, OLEHKY W NPEIOTBpPALICHHE
HEXeJIaTEeNbHbIX [TOCIIECCTBUI IPUMEHEHMS JIEKAPCTBEHHBIX IIPENApaTOB;

(m. 52.1 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

52.2) mma" ymnpaBJICHHS PUCKAMH - MOAPOOHOE OMHCAaHWE MEPONPHUATHH MO (dapMaKOHAI30DY,
HaIpaBJICHHBIX Ha BBISBJICHHUE, OLEHKY U MPeIOoTBpallleHNe WM MUHUMHU3AIMIO PUCKOB, CBSI3aHHBIX C
JIEKapCTBEHHBIMU TperapaTaMu, BKIF04Yas OLeHKY 2((EeKTUBHOCTH JaHHBIX MEPOTIPUSATHUIH;

(m. 52.2 BBenen DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Koncynprantlntoc: npumedyanue.
C 01.03.2025 B 1. 53 cr. 4 BHOCsATCs u3menenus (O3 ot 30.12.2021 N 463-D3).

53) peuent Ha JEKapCTBEHHBIH MpenapaT - MEAMLIMHCKUI JOKYMEHT YCTaHOBJIEHHOW (OpMBI,
CoJep KAl HAa3HAYCHUE JIEKapCTBEHHOI'O Iperapara il MEIULHUHCKOrO IPHUMEHEHMs, BbIJAHHBIN
MEUIMHCKUM PAaOOTHUKOM B LEJSIX OTIYCKa JIEKAPCTBEHHOTO Mperapara WM €ro U3TOTOBJIEHUS U
OTIIyCKa Ha OyMa)KHOM HOCHTENI€ WM C COIVIacUsl MalMeHTa WIM €ro 3aKOHHOIO IpPEeACTaBUTENS B
(opMe FIIEKTPOHHOI'O JOKYMEHTA, MOJIMUCAHHOTO C UCIOJIb30BAaHUEM YCUJIEHHON KBAJIM(UIIMPOBAHHOM
JIEKTPOHHON TMOJAMUCH MEIUIMHCKOro pabOTHUKA, JHOO JIOKYMEHT YCTaHOBJIEHHOH (OpMBl,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

COoZIepJKaIllii Ha3HaUYEHHE JIEKAPCTBEHHOTO IperapaTa Ui BETCPHHAPHOTO NMPUMEHEHUs, BbIIAHHBINA
CMELUAIUCTOM B OOJIACTH BETEPHUHAPHM B IENAX OTIYCKa JIEKAPCTBEHHOIO IIpernapara WIH €ro
W3TOTOBJICHHS U OTITyCKa HAa OyMa)XHOM HOCHUTEJIE;

(B pen. @enepanbHbix 3aK0HOB OT 29.07.2017 N 242-P3, ot 02.08.2019 N 297-D3)

KoncynprantlIntoc: mpumeyanue.
C 01.03.2025 1. 54 cT. 4 uznaraercst B HoBOo# penakuu (D3 ot 30.12.2021 N 463-D3).

54) TtpeGoBaHMEe MEIUIIMHCKON OpTraHU3allMH, BETEPHHAPHON OpraHW3alMi - JOKYMEHT
YCTaHOBIIEHHON (POPMBI, KOTOPBIN BHITUCAH METUIIMHCKUM PAOOTHHKOM HJIH CIICIMAINCTOM B 0071aCTH
BETEPHHAPUH, UMEIONIMMHU Ha 3TO TPaBO, W COACPKUT B NMHUCHMEHHOH (opme ykasaHHE anTeYHOM
OpraHu3alM WIK BETEPUHAPHON alTeYHOM OpraHu3anuu 00 OTIYCKe JIEKAPCTBEHHOro Mpernapara WiH
O €ro M3rOTOBJIEHMH U 00 OTIycKe A oOecrnedyeHus Je4eOHOro mpolecca B MEIUIIMHCKOM
OpraHu3aIiy, BETCPUHAPHON OpraHU3aIiu;

(B pen. ®exnepanbHoro 3akona ot 02.08.2019 N 297-03)

55) KOMIUIEKCHasi OIleHKa JIGKQpCTBEHHOTO Tperapara - OIEHKa 3aperucTPpUPOBAHHOTO
JIEKapCTBEHHOTO MperapaTa, BKIIOYaroIIas B ce0sl aHam3 HHGOPMAITUU O CPAaBHUTEIILHON KIIMHUYECKON
3¢ dekTUBHOCTH M 0€30MacHOCTH JEKapCTBEHHOTO Mperapara, OIEeHKY SKOHOMHMYECKUX MOCIeICTBUN
€ro NMPUMEHEHHUsI, U3yUeHHUE JOMOTHUTENbHBIX MOCIEICTBUI IPUMEHEHUS JIEKAPCTBEHHOIO Npernapara B
LEeNsAX TPUHATUS PEHIeHUH O BO3MOXHOCTH BKJIIOUEHHMS JICKAPCTBEHHOTO IMIpenapara B IEpeUYeHb
KU3HEHHO HEOOXOIUMBIX Y BAXHEHIINX JICKAPCTBEHHBIX MPENapaToB, HOPMATUBHBIE MTPABOBHIE aKThl U
WHBIE JOKYMEHTBI, OTIPEICIISIONINE MOPSI0K OKA3aHHS MEIUITMHCKON TOMOIIIH, WJIM UCKITFOYCHHS €ro U3
yKa3aHHBIX MIEPEYHsI, aKTOB M JIOKYMCHTOB;

(m. 55 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

56) cucremMa MOHUTOPUHIA JIBOKCHHUS JIEKAPCTBEHHBIX MpENapaToB Il MEAUIIMHCKOTO
npuMeHEeHUs - (enepaibHas TOCyIapCTBEHHass WHGOPMAIMOHHAS CHUCTEMa MOHUTOPHHTA JIBYKCHUS
JIEKAPCTBEHHBIX TMPENapaToB s MEAUIIMHCKOTO TPUMEHEHHUS OT MPOU3BOAMUTENS 1O KOHEYHOTO
MOTpeOUTENsT C HMCIOJB30BAHUEM B OTHOIICHUHU JIEKAPCTBEHHBIX MpENapaToB Il MEIUIIMHCKOTO
MIPUMEHEHHUS CPECTB UACHTU(UKAITUH.

(m. 56 BBenen denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

Masa 2. NOJIHOMOYUNA ®EOEPAJIbHLIX OPTAHOB VICI'IOJ'IHVITEJ'IbIjOVI 5
BJIACTU, OPTAHOB UCINOJIHUTEJIbHOU BJTIACTU CYBBEKTOB POCCUUCKOU
SEOQEPALUUU NMPU OBPALLEHUN NEKAPCTBEHHbLIX CPEACTB

Crtatba 5. MonHomouus deaepanbHbIX OPraHOB MCNOMHUTENbLHOW BRacTU npu
o6palleHUn NneKapCcTBeHHbIX CPeacTB

K mnomHomoumsiM  ¢enepaqbHBIX OpPraHOB HWCHOJHHUTENBHOW BJIAcTH MpH  OOpameHuu
JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCS:

1) mpoenenue B Poccuiickoit denepanuu €IWHONH TOCYJAapCTBEHHOW TOJUTUKH B 00JacTH
obecrnieueHus JeKapCTBEHHBIMU MpenapaTtaMu rpaxan B Poccuiickoit denepanmu;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2) yTBepxkaeHHME o0OmMX QapMakomelHBIX cTared, (apmakonmelHHbIX CTaTed, u3JaHue
rOCyJapCTBEHHON (apmakomen, co3JaHWe | BeACHHWE peecTpa (apMaKONEWHBIX CTaHIAPTHBIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

00pasIoB;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) ocymiecTBieHHEe (enepaIbHOr0 [OCYNAPCTBEHHOIO KOHTPOIS (Haa3opa) B cdepe oOpaiieHus

JIEKapCTBEHHBIX CPE/ICTB;
(B pen. ®enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-D3, ot 11.06.2021 N _170-D3)

4) nuUeH3UpOBaHME IPOU3BOACTBA JICKAPCTBEHHBIX CPEACTB, B TOM uHcie (eaepaibHbli
rOCYJapCTBEHHBIH JIMIIEH3MOHHBIH KOHTPOJIb AEATEIIbHOCTH IO MMPOU3BO/ICTBY JIEKAPCTBEHHBIX CPEJICTB,
NEPUOJINYECKOE MOJTBEPHKICHUE COOTBETCTBUS JIMIICH3HATA, UMEIOIIETO JIMIICH3HIO Ha MPOU3BOJCTBO
JICKapCTBEHHBIX CPENCTB, U (hapMaleBTHUECKON NEATETLHOCTH B COOTBETCTBUHU C 3aKOHOJIATEILCTBOM
Poccuiickoit denepanuu;

(B pen. ®enepanbHoro 3akona ot 11.06.2021 N 170-03)

5) opraHuzanus SKCHEPTH3bl JIEKAPCTBEHHBIX CPEJCTB, 3TUYECKOH HKCHEPTH3bl BO3MOKHOCTH
NIPOBEACHUS  KJIMHUYECKOTO0 HCCIEIO0BaHMs JIGKAPCTBEHHOro Ipemapara il MEIUIIMHCKOTO
NIPUMEHEHHUS, DKCIEPTU3bl JOKYMEHTOB, IPEACTABICHHBIX JUIS  ONpPENEICHHUS BO3MOXKHOCTHU
paccMaTpuBarh JIEKAPCTBEHHBIM Ipenapar Ul MEIULMHCKOTO INPUMEHEHMs IIPpU TOCYIapCTBEHHOU
perucTpanmm B KauecTBe opaHHOrO JEKaPCTBEHHOI'O IIpernapara;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

5.1) opraHu3auus NpPOBENCHHUS KOMILJIEKCHON OLIGHKM JIEKApCTBEHHOI'O Ipernapara B LENiX
IIPUHSTHS PEIICHUH O BO3MOXKHOCTU BKJIIOUEHUS JIEKAPCTBEHHOIO Ipenapara B IEPEYeHb >KU3HEHHO
HEOOXO/JMMBIX M BAXHEUIIMX JICKApPCTBEHHBIX MpENapaToB, HOPMATUBHBIC MPABOBBIC AKTHI U HHBIE
JIOKYMEHTBI, OINpPENEISIOIUe MOPSAAOK OKAa3aHUs MEAUIMHCKON IOMOIIM WM MCKIKYEHUS €ro H3
YKa3aHHBIX [IEPEYHs, AKTOB U JJOKYMEHTOB;

(m. 5.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6) Bblga4da pa3peHIeHHﬁ Ha TIPOBCACHUC KIMHHUYCCKUX I/ICCJ'IGILOBaHI/II\/'I JICKapCTBCHHLBIX
npenapaTroB, BEACHHUEC PEECTpa BbIAAHHBIX pa3peH.IeHHI>i Ha MNPOBCACHUC KIIMHUYCCKUX HCCIIeIOBaHUM
JICKApCTBCHHBIX IIPCIIapaTOB;

7) rocydgapCTBEHHasi pPETUCTpalusi JICKAPCTBEHHBIX IPENnapaToB, BEICHHE TOCYJapCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPENICTB;

8) opranmzanus u (WIM) TPOBEICHUE MHCIEKTUPOBAHUS CYOBEKTOB OOpaIIeHHs JIEKapCTBEHHBIX
CPEICTB HAa COOTBETCTBUE MpaBWIaM HaJJiexallel J1abopaTOpHOW MPaKTHKH, [IpaBUiIaM HaaJexaiei
KJIIMHUYECKOW MPAaKTUKH, MpaBUJIaM HaJJIeXkKalleil MpaKkTUKU XPaHEHHs] U MEPEBO3KU JIEKAPCTBEHHBIX
IIpenapaToB s MEAMIMHCKOIO INPUMEHEHMsI, [PABUIAM XPAaHEHMs JIEKAPCTBEHHBIX CPEACTB MAJIs
BETEPUHAPHOTO TPUMEHEHHUS, OpaBUIAM HaJUIeKAIEH JAUCTPUOBIOTOPCKON MPAKTHKH, IpaBHIaM
HAJUIeKAIEH allTeYHOM MPAKTUKH;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 28.04.2023 N _171-D3)

8.1) opranuzanus u (UiaM) NPOBEACHUE UHCIIEKTUPOBAHUSI CyOBEKTOB 0OpallleHus IEKapCTBEHHbBIX
CPEICTB HAa COOTBETCTBUE TPEOOBAaHUSAM MpPaBUI HAJJIEKAIIeH MPOU3BOJCTBEHHOW MPAKTHKH, BbLIaya
3aKJIIOYEHUH O COOTBETCTBUU MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHUSM MPABHII
HaJjIeKalleld MpOou3BOACTBEHHON PAKTUKH;

(. 8.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

8.2) ycTaHOBIEHHME MOpPAJKA BEJCHHA M BEIECHHE TOCYIAPCTBEHHOIO pEecTpa 3aKIIOYEHUH O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

COOTBETCTBUM IPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMAM [paBUI  HaJyIeXKalleH
IIPOU3BOJICTBEHHON MIPAKTHUKHY;
(n. 8.2 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

9) rocymapCTBEHHas pETUCTpalusi TMpPEeACIbHBIX OTIMYCKHBIX II€H TMPOU3BOJAUTENEH Ha
JICKApCTBCHHEBIC IIpC€riapaThbl, BKIIOYCHHBLIC B MNCPEUYCHL KU3HCHHO HeO6XOI[I/IMI)IX A BaKHEHUIHNX
JIEKapCTBEHHBIX MpENapaTroB, W BEICHUE TOCYJapCTBEHHOIO pPeecTpa IMpEIelbHBIX OTIYCKHBIX IIE€H
MPOM3BOANTENCH Ha JISKApCTBEHHBIE NPENapaThl, BKIOYEHHbBIE B MIEPeUeHb )XKU3HEHHO HEOOXOANMBIX H
BaXHEUIINX JIEKaPCTBEHHBIX MIPENapaToB;

(B pen. ®enepanbHoro 3akona ot 06.06.2019 N 134-03)

9.1) cornacoBaHue MPOEKTOB PEIICHUN OPraHOB UCIIOJIHUTEILHON BJIacTU CyOBeKTOB Poccuiickoi
Oenepannu 00 yCTAaHOBJICHWUU W (WIM) W3MEHEHHM TIPEACIIBHBIX Pa3MEPOB OMNTOBBIX HAA0ABOK M
MpesiebHBIX pPa3MepOB PO3HUYHBIX HAJA0aBOK K (PaKTUYECKUM OTITYCKHBIM II€HaM, YCTaHOBJICHHBIM
MPOM3BOIUTENIIMUA JIEKAPCTBEHHBIX TPENapaTtoB, Ha JIEKApPCTBEHHBIC Mpenaparhl, BKIIOYECHHBIE B
MepeyueHb )KU3HEHHO HEOOXOANMBIX U BKHEHIIINX JIEKAPCTBEHHBIX MPENapaTOoB;

(m. 9.1 BBenen denepanbHbiM 3akoHOM OT 13.07.2015 N 241-D3)

10) Bblgaua, yCTaHOBJEHHE MOPSAJKAa BbIJIAYM pa3pellieHuss Ha BBO3 KOHKPETHOW MapTUU
JIEKapCTBEHHOTO cpeacTBa B Poccniickyro denepanuio;
(. 10 B pen. @enepanpuoro 3akona ot 02.08.2019 N 297-D3)

10.1) BeInaya, yCTaHOBJICHHE MOPSIKA BbIAAYN U (POPMBI JOKYMEHTA, KOTOPBIN MOATBEPKIAET, YTO
MPOU3BOJICTBO JIEKAPCTBEHHOrO Mpenapara JUisi MEAUIMHCKOTO TPUMEHEHHUsI OCYIIECTBICHO B
COOTBETCTBUM C TPeOOBaHUSAMHU TPABWI HAJIEKAMIECH MPOU3BOJCTBEHHOW WPAKTHKU WM YTO
JIEKapCTBEHHBIN MpernapaT sl BEeTepUHAPHOTO0 MPUMEHEHHs JOMmyIleH K oOparieHuto B Poccuiickoi
denepanyun, W TOMICKUT TPEICTABICHUIO MO TPeOOBAHUIO YIOJTHOMOYEHHOTO OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN MpEIapar;

(m. 10.1 BBenen PenepanbpHbIM 3ak0HOM OT 22.12.2014 N 429-03; B pen. deaepaibHOro 3akoHa OT
02.08.2019 N 297-®3)

10.2) BpIgaua, yCTAaHOBJICHUE HOPS/IKA BBIAAYM M (OPMBI JOKYMEHTA, COACPIKALIETO CBEICHHS O
CTaAUSIX TEXHOJIOTMYECKOTO MPOIecca MPOU3BOJACTBA JIEKAPCTBEHHOTO CPEACTBA I MEIUIIMHCKOTO
MIPUMEHEHHUS, OCYIIECTBIIIEMBIX Ha TeppUTOpUN EBpa3HiicKOro SKOHOMHUYECKOTO COI03a;

(nm. 10.2 BBemen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03, B pen. denepaabHOTO 3aKOHA OT
13.07.2015 N 241-®3)
11) cozmanue coBETOB MO BOMPOCAM, CBSI3aHHBIM C OOpallieHUEeM JIEKapPCTBEHHBIX CPE/ICTB;

12) arrecrarus u cepTudUKaAIMS CICIUATICTOB;

13) yrpatun cuny ¢ 1 centsopsa 2013 rona. - @enepanbhbiii 3akol ot 02.07.2013 N 185-D3;

14) ocymiecTBienue hapMakoHaI30pa;
(. 14 B pen. @enepanpHoro 3akonHa oT 22.12.2014 N 429-D3)

15) yuacTre B MeXIyHapOIHOM COTPYIHUYECTBE;

16) momyuyeHue Mo 3ampocaM YHOJTHOMOYEHHOTO (he/iepalbHOro OpraHa UCIOJHUTENBHONW BIACTH
OT OpPraHOB HCIIOJHHUTEIBHON BiacTH cyOBbekToB Poccuiickoit ®enepannu, a Takke OT CyOBEKTOB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

O6paH_ICHI/I5I JICKAPCTBCHHBIX CPCACTB IJId MCAUIHNHCKOI'O0 IPUMCHCHHA I/IH(I)OpMaI_[I/II/I 0 BOIpoOCaM
YCTAHOBJICHUSA U IIPUMCHCHHS LICH HA JICKAPCTBCHHBIC ITPCIIapaThbl U Haz[6a1301< K HHUM;,

17) mnpumeHeHue Mep OTBETCTBEHHOCTHM 3a HapyIIEHHWE 3aKOHOJATeNbCcTBAa Poccuiickoi
®denepauuu;

18) yTBepkaeHHe TpaBWiI HaJuIekalied 1a00opaTOpHOM MpaKkTUKM, OPaBUI HaAJexalei
KIIMHUYECKOW IPAKTUKY, [PABUJI HAJUIEkKAIIEed IPOM3BOJACTBEHHON IPAKTHKH, HPABWJI HaJJIeXallen
IIPAKTUKU XPAaHEHUS W IIEPEBO3KH JIEKAPCTBEHHBIX IIPENapaToB [UIsl MEIWLUHCKOIO NPUMEHEHHS,
[IDaBWJI XpPaHEHMsI JEKApPCTBEHHBIX CPEICTB JUIsl BETEPUHAPHOIO NPUMEHEHHWs, [PABUI HaJJIeXkallen
TUCTPUOBIOTOPCKOW TPAKTUKH, TMPABHJ HaJUIekKallell anTedyHOW NpPaKTUKW, MpaBWII HaJuIekalnei
MPaKTUKU (papMaKOHAI30pa JEKAPCTBEHHBIX MIPENapaToB sl MEAULIUHCKOTO PUMEHEHUS;

(n. 18 BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. ®PenepanbHOro 3aKoHa OT
28.04.2023 N 171-®3)

19) ycraHoBieHue mnopsaka (OPMHUPOBAHMS PETUCTPALMOHHOIO JIOChe Ha JIEKapCTBEHHBIN
npernapar u TpeOOBaHUM K IOKYMEHTaM B €r0 COCTaBE;
(n. 19 BBenen denepanbHpiM 3aK0HOM 0T 22.12.2014 N 429-03)

20) yTBepKIIeHUE MPaBUI PAIMOHATHLHOTO BHIOOpAa HAMMEHOBAHUH JIEKAPCTBEHHBIX IMPENapaToB
JUTSE MEJTUITMHCKOTO TPUMCHCHHS,
(. 20 BBenen deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

21) yTBepkIeHUE IePEYHs HAMMEHOBAHHM JIEKapCTBEHHBIX (DOpM;
(m. 21 BBeneH PeaepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

22) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbHbliii 3akoH oT 27.12.2019 N 475-D3;

23) yTBepkaeHHe TpeOOBaHUM K MHCTPYKLUMHU MO MEIULUHCKOMY HMPUMEHEHHUIO JIEKapCTBEHHBIX
MpenapaToB U K MHCTPYKIIUU MO BETEPUHAPHOMY ITPUMEHEHHUIO JIEKaPCTBEHHBIX MTPENapaToB;
(. 23 BBenen deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

24) npuHATHE PElIeHUH, SBISIOIUXCS OCHOBAHUSMHU NJISl BKIIOUYEHUS JOMEHHBIX MMEH U (WJIN)
yKaszaTeleil cTpaHull caiToB B MH(OPMAIIMOHHO-TEICKOMMYHUKAMOHHONW ceTn "VHTepHeT", a Takxke
CETEeBbIX aJpEecOB B EIMHYI0O aBTOMATH3HPOBAHHYIO WH(POpPMAaLMOHHYIO cuctemy "EmuHbIN peecTp
JOMEHHBIX WMEH, yKasaTelell CTpaHHIl CaWTOB B HH(OPMAIIMOHHO-TEIEKOMMYHHKAIIMOHHON CETH
"Nutepuer" u CETEBBIX aJpecoB, ITO3BOJISIFOLLAX WICHTUQUIHPOBATH CaMTHI B
HH(pOpPMAIMOHHO-TEIEKOMMYHUKAITMOHHOW ~ cetn  "MHTepHeT",  coaepxamue  HMHGOpPMAIIHIO,
pacnpocTpaneHue kotopoil B Poccuiickoit ®Dexmeparuu 3ampenieHo", B OTHOLIEHUU HHQPOpPMAIIHH,
coJiepKallel MpeUIoKEHUE O PO3HUYHOM TOProBJ€ JIEKAPCTBEHHBIMU IIpenapaTaMu, B TOM 4HCIE
JTUCTAaHIIMOHHBIM  CIIOCOOOM, PpPO3HUYHAS TOPIOBJIsI KOTOPHIMH OrpaHMYEHA WM 3alpelieHa B
COOTBETCTBUHM ¢ HactosammMm @DenepanbHBIM 3aKOHOM, ® (WiaM) WH(pOpMaIUK, CcoaepKaiei
MpeIoKEHNE O PO3HUYHON TOPTOBIIE JIEKAPCTBEHHBIMU IpernapaTaMy, B TOM YHCIE JUCTAHIHOHHBIM
crocoOoM, JHUIaMH, HE UMEIOUINMHU JIMIIEH3UH U pa3pelleHus] Ha OCYIIEeCTBICHHE TaKOW AesITeNbHOCTH,
€CJIM TIONyYeHHE IMIEH3UM U pa3pelieHus MPeIyCMOTPEHO 3aKOHOJATeNbCTBOM 00 oOOpalieHuu
JIEKapCTBEHHBIX CPE/ICTB;

(. 24 B pen. enepanpHoro 3akona ot 03.04.2020 N 105-D3)

25) BBlZaya paspemieHuid Ha BBOJ B TPaXJaHCKUA 000pPOT HMMYHOOMOJOTHYECKHX
JIEKapCTBEHHBIX MPENapaToB.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

(m. 25 BBenen denepanbHbiM 3aK0HOM 0T 28.11.2018 N 449-03)

Koncynprantllmtoc: nmpumeyanue.

Cr. 5.1 pacnpocTpaHseTCsl Ha IOJHOMOYMSI, KOTOpPBbIE HE MEpEeAaHbl s OCYIIECTBICHHUS OpraHam
rOCyJapCTBEeHHOH  BiacTh  cyObektoB P® w  opraHaM  MeCTHOIO  CaMOyINpaBJICHUS
cooTBeTCTBYIOMUMHE (henepanbHbiMu 3akoHaMu (D3 ot 13.07.2015 N 233-D3).

Cratba 5.1. lNepepava ocywecTBneHUss nosiHoMmouun enepanbHbIX OpPraHoB
MCNOJNIHUTENIbHOMN BNacTU nNpu oOpawWweHMn neKapCTBeHHbIX CpeacTB oOpraHam
MCNOJNIHUTeNbHOM BnacTtu cy6bekToB Poccunckon ®egepauum

(BBenena ®denepanbHbIM 3akoHOM OT 13.07.2015 N 233-D3)

[TonHomouus (enepanbHBIX OPraHOB MCIOJHUTENBLHOM BIACTH MpU OOpalIeHUH JIEKapCTBEHHBIX
CPEICTB, IPENYCMOTPEHHblE HacTosuM @DenepalbHbBIM  3aKOHOM, MOTYT IepeAaBaTbCsl Ul
OCYIIECTBIICHUSI  OpraHaM  WCIIOJHUTEIBHOW  BIAcTH  CyOBekToB  Poccuiickoii — Depeparuu
nocranosieHussMu [IpaBurensctBa Poccniickoit @enepannu B IOpsAJIKe, yCTaHOBIEHHOM DeepanbHbIM
3aKOHOM OT 6 okTAOpst 1999 rona N 184-®3 "O06 0o0mux NpuUHIMIAX OpraHU3alMN 3aKOHOJATEIbHBIX
(TpencTaBUTENbHBIX) W MCTIOJHUTEIBHBIX OPraHOB T'OCYJAapCTBEHHOM BIAacTH CyOBeKTOB Poccmiickoit
®denepanun.

Cratbsa 6. [lonHOMOYMA OpraHOB MCNONIHUTENLHOW BnacTu cybobekTta Poccunckon
denepaumm npm odpaLieHnn NeKapcTBEHHbIX CpeacTB

K momHOMOUYMSM OpraHoB HCHOJHUTEIHLHON BiacTH cyOwbekTa Poccuiickoit ®Denepanuu mnpu
oOpallleHUH JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCS:

1) pa3paboTka ¥ peanu3anus PETHOHAIBHBIX  MIPOrpaMM  OOeCHeueHHs  HaceJeHUs
JIeKapCTBEHHBIMHU IperapaTamMu;

2) ycTaHOBJICHHE TIPEIEbHBIX pa3MEPOB ONTOBBIX HA0aBOK H MPEIEIbHBIX Pa3MEPOB POZHUYHBIX
Ha70aBOK K ()aKTHUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM MPOM3BOAMUTEISIMU JIEKAPCTBEHHBIX
[IpenaparoB, Ha JEKapCTBEHHbIE IpenapaThl, BKIIOUEHHbIE B NEPEYEHb >KU3HEHHO HEOOXOOUMBIX U
BAKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

3) ocCylIecTBICHHE PErHOHAJIBHOIO TOCYJApPCTBEHHOI'O KOHTPOJIS 3a NPUMEHEHHEM LeH Ha
JICKapCTBEHHBIE TIperaparbl, BKIIOYCHHbIE B MEPEUYEeHb >KU3HEHHO HEOOXOAWMBIX M BaXXHEWUIIMX
JIEKApCTBEHHBIX IPENapaToB, OPTaHU3AIMsIMH ONTOBOM TOPTOBIM JIGKAPCTBEHHBIMU CPEJICTBAMH,
aNTEYHBIMH OPTraHU3ALUSIMH, WHIWBUAYAIBHBIMU TIPEANPHHAMATEISIMH, UMCIOIIUMH JIMIICH3UI0 Ha
(bapManeBTHYECKYI0 JESTeNbHOCTh, MEJUIMHCKMMHU OpPraHU3alMsAMH, HMEIOIIMMH JIMIEH3HI0 Ha
(bapManeBTHYECKYIO JeSITENbHOCTh, M HX OOOCOOJCHHBIMHU MOJpa3JeNeHUus M (aMOyIaTOpHsIMH,
¢denpamepckuMu ¥ (PeIbALIEPCKO-aKyIIEPCKUMU  IIYHKTaMH, LEHTpamMHu (OTAETICHUAMHU) oOLIei
BpaueOHOI (ceMeHHON) MPAaKTUKU), PACIIONOKEHHBIMH B CEIBCKHX HACEJIEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT alITE€YHBIC OPTraHU3AIINH;

(B pen. ®enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-D3, o1 27.12.2019 N 475-D3)

4) mpuHATHE peIIeHus 00 HWCIONB30BaHWU Ha TeppuTopuu cyOwnekra Poccuiickoit depepanun
Hapsy C pelentaMd Ha JIeKapCTBEHHbBIE IpemapaThl, OGOPMICHHBIMH Ha OyMa)KHOM HOCHUTEIE,
PELIENTOB Ha JIEKapCTBEHHbIE MpenapaThl, ChOPMUPOBAHHBIX B (JOPME FIEKTPOHHBIX JOKYMEHTOB.

(n. 4 BBeneH @PenepanbHbIM 3akoHOM OT 29.07.2017 N 242-D3)

www.consultant.ru Crpanuua 16 u3 151
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=312097&amp;date=02.10.2023&amp;dst=100015&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=440515&amp;date=02.10.2023&amp;dst=100248&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=440515&amp;date=02.10.2023&amp;dst=100228&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=404439&amp;date=02.10.2023
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=387172&amp;date=02.10.2023&amp;dst=100338&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=420491&amp;date=02.10.2023&amp;dst=100021&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=221184&amp;date=02.10.2023&amp;dst=100017&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

Mnasa 3. TOCYOAPCTBEHHAA ®PAPMAKOIEA

Cratbsa 7. Paspabotka n uspgaHue rocyaapctBeHHoOW chapmakoneun, pasmelieHue
OaHHbIX O HEW

1. Tlon rocymapcTBeHHO# (apMmakomneeil MmoHUMaeTcs CBOJA OOHIMX (hapMaKOMEeWHBIX CTaTed u
(apMakonelHbIX cTaTei.

2. Pazpaborka o0mux (apMakonelHbIX craTeil W (QapMakoneHHBIX CTaTeld, B TOM YHUCIE
(dapMakomeHbIX CcTaTeid Ha (QapMakoleHHbIe CTaHAAPTHBIE OO0pas3lpbl, W BKIIOYECHHE WX B
TOCYJApCTBEHHYIO (DapMaKOIer OCYIIECTBISIOTCS B IOPSJIKE, YCTAaHOBJICHHOM YITOJTHOMOUYEHHBIM
(benepanbHBIM OPraHOM UCTIOIHUTEIBHOM BIACTH.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. Pazpabotka ¢apmakoneitHON cTaTbu Ha peepeHTHBIN JIEKapCTBEHHBIN NpenapaT U BKIOYECHUE
€e B rOCyJapCTBEHHYIO (hapMaKoIlel0 B TEUYEHHE CPOKa JCUCTBUS 3aIIUTHl MCKIIOYUTEIHHOTO IpaBa,
YI0CTOBEPEHHOTO MAaTeHTOM Ha peepeHTHBIH JIEKapCTBEHHBIN MPEnapar, OCYIIECTBIISIOTCS C COTJIACHUS
€ro pa3paboT4uKa.

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. TocynapcrtBeHHass (QapMmakornes HW3IACTCS YIOJIHOMOYCHHBIM —(elepaibHbIM  OpPraHOM
WCTIOJTHUTENILHOM BIIACTH 3a CYET CPe/CTB (peepaabHOro OrKETa U MOANEKHT MIEPEU3TaHUIM HE PEKe
4YeM OJMH pa3 B IIATH JIET, B IIEPUOJ MEXAY KOTOPBIMH H3JAOTCSA IPWIOKEHUS K IOCYJapCTBEHHOMU
dapmakoriee, comepxkamue obOmme (apmakoneinple cTatb W (Win) (apMaKONEWHBIE CTaThH,
YTBEPXKACHHBIC TTOCIIC U3AaHUS WIH ITEPEU3TaHNs TOCYIapCTBEHHON (DapMaKoOIIeH.

5. YnomHoMO4YeHHBIH QeaepalbHbIi OpraH HUCIOJHHUTEIBHON BJIACTH pPa3MENIaeT JaHHBIE O
rocy/1apcTBEHHOU ¢apmakoree M MPHIOKEHUAX K Hel Ha CBoeM OQUIMAIbHOM caiiTe B CeTH
"NHTEepHeT" B yCTaHOBJIEHHOM UM MOPSIKE.

Mnasa 4. NIMLUEH3NPOBAHUE NPOU3BOACTBA JIEKAPCTBEHHbBIX CPEACTB
N PAPMALEBTUYECKOU OEATEJNIBHOCTU, TOCYOAPCTBEHHBLIU KOHTPOIJb
(HAA3O0P) B COPEPE OBPALLEHUA NIEKAPCTBEHHbLIX CPEACTB
(B pen. ®enepanbHoro 3akona ot 11.06.2021 N 170-D3)

Cratba 8. JlMueH3uMpoBaHMe nNpPOU3BOACTBA JIEKAPCTBEHHbIX CPeAcTB M
c¢hapmMaueBTUYECKON AeATEeNbHOCTH

1. HI/IHGHSI/IpOBaHI/Ie IIPOU3BOACTBA JICKAPCTBECHHBIX CPCIACTB U (bapMaHeBTquCKOﬁ ACATCIIBHOCTH
OCYHICCTBJIACTCA B COOTBETCTBUU € 3aKOHOAATCIBCTBOM Poccuiickoit q)enepaulzm.

2. OO0s3aTeNbHBIM YCIOBUEM TPEJOCTaBICHHS JHUIICH3UM Ha TPOU3BOACTBO JIEKAPCTBEHHBIX
CPEACTB SIBISIETCS NMPUIOKEHUE K 3aSBJICHUIO COMCKATENs JIMIECH3UH MEePEYHsI JeKapCTBEHHBIX (HOpM H
(wmm) BHIOB (papMalleBTUYECKUX CYOCTaHIMI, KOTOpBIE MPOM3BOJIUTENH JIEKAPCTBEHHBIX CPEICTB
HaMepeH POU3BOAUTD.

3. B ciiyyae HEOOXOIMMOCTH PaCIIMPEHUs IPOU3BOCTBA JIEKAPCTBEHHBIX CPEJICTB 33 CUET HOBBIX
JIEKapCTBEHHbIX (OpM M BHIOB (papMaleBTUYECKHX CYOCTaHUUI NPOM3BOIUTENb JIEKAPCTBEHHBIX
CPEICTB JOJDKEH IOJaTh B JIMLEH3UPYIOIIMH OpraH 3asBICHUE O BHECEHHH HM3MEHEHHMH B peecTp
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

JIMIIEH3UH Ha MTPOU3BO/ICTBO JIEKAPCTBEHHBIX CPEACTB.
(B pen. ®enepanbubix 3akoHOB 0T 02.08.2019 N 297-®3, ot 11.06.2021 N _170-D3)

4. JIunieH3us Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB ((hapMalieBTUIECKON CyOCTaHIIUH CIUPTa
STWJIOBOTO (3TaHOJIa) BbIJAETCS MpPH YCIOBHM HAIWYMsl Yy OpraHu3allid Ha IpaBe COOCTBEHHOCTH,
XO3SIIICTBEHHOTO  BEJEHUS WJIM  OMNEPAaTUBHOTO  YIPABJICHHUS OCHOBHOTO  TEXHOJIOIHMYECKOIO
o0opyJOBaHUS I IPOU3BOJACTBA ATUIOBOTO CIMPTA, 3aPETUCTPUPOBAHHOIO B COOTBETCTBUU CO
cratbeil 14.1 denepanbHoro 3akoHa oT 22 HostOpst 1995 roma N 171-®3 "O rocyaapcTBeHHOM
peryJIupoBaHUM MPOU3BOJCTBA M 000pOTa STHIOBOTO CIMPTA, AJIKOTOJIBHOM M CHHPTOCOIEpIKalei
MPOAYKIUH U 00 OrpaHHYEHUH MOTPEOICHUS (PACTIUTH) AIKOTOJIBHOM MPOAyKIUH'".

(uactp 4 BBeneHa denepanbHbIM 3aK0HOM 0T 27.12.2019 N 481-D3)

Ctatba 8.1. OcoOGeHHOCTM nUUEeH3NPOBaHUA MNPOM3BOACTBA JIEKAPCTBEHHbIX
cpeactB (hapmaueBTUHECKOM CyGCcTaHLMM cnupTa 3TUNOBOrO (3TaHoNa)
(BBeneHa PenepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

1. JleiicTBue JMIEH3UM HA MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB ((hapMalieBTHUECKON
cyOCTaHIIMM CMUpTa STHJIOBOTO (3TaHOJA) MPUOCTAHABIMBACTCS B YacTH IpaBa Ha MPOU3BOICTBO
(hapmaieBTHUECKON CyOCTaHIIMM CIUPTa 3TUIIOBOTO (STAaHOJA) JIMIIEH3UPYIOIIMM OPraHOM B CIIydasX,
onpeneneHHbIx cratheil 20 denepanbHoro 3akoHa oT 4 mast 2011 rona N 99-®3 "O nuueH3upoBaHUN
OTIENbHBIX BUAOB JEATENBHOCTH', a TaKKE€ HAa CPOK IPHUOCTAHOBIICHUS JEHCTBUS JIMIEH3UU Ha
MIPOU3BOJICTBO O3TWJIOBOTO CIHPTA JUI TPOM3BOJACTBA (hpapMaleBTUYECKOH CyOCTaHLIMHU CHHpTa
STHJIOBOTO (3TaHOJIa), BbIIaHHOW B cooTBeTcTBUU ¢ DenepanbHbIM 3aKOHOM OT 22 HOs0ps 1995 rona N
171-®3 "O rocygapCTBEHHOM pEryJMpPOBaHUM NPOU3BOACTBA U 00OpOTa ATUIOBOTO CIUPTA,
QJIKOTOJIFHOM W CcHHpTOcoepXkalied NpOAYKIMH U 00 OrpaHMYeHUHM NOTpeOJIeHUs (paciuThs)
AJIKOTOJIbHOM MPOAYKIUH".

2. JleficTBME JMILEH3MHM Ha TPOMU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB ((apMareBTHYECKON
CyOCTaHIIMM CIHPTa STHIOBOTO (3TaHONA) B YaCTH IpaBa Ha MPOM3BOJACTBO (hapManeBTHUECKOM
cyOCTaHIIMM CHUpTa STUJIOBOrO (3TaHOJNA) MPEKpalIaeTCsl JUIEH3UPYIOIMIUM OpPraHOM B CIIyYasX,
onpeaeneHHbIX crather 20 PenepanbHoro 3akoHa ot 4 mas 2011 roma N 99-®3 "O nuueH3upoBaHun
OTJICNIbHBIX BHUJOB JIEATENBHOCTH", @ TakKe C JaThl NMPEKpallleHUus WM aHHYJIUPOBAaHUS JEHCTBUS
JTUIEH3WU Ha MPOUM3BOJACTBO STUJIOBOTO CIUPTA AJSi MPOU3BOJACTBA (hapMalleBTUYECKOW CyOCTaHIIMH
CIUpTa STUJIOBOTO (3TaHOJNA), BEIIAHHOUN B cooTBeTCcTBUU ¢ DenepanbHbiM 3aKOHOM OT 22 HOs0ps 1995
roga N 171-®3 "O rocyaapCTBEHHOM pPETyJIMPOBAHUU MPOU3BOJCTBA M 00OPOTA ITUIOBOTO CIUPTA,
QIKOTOJILHOM ¥ CHUPTOCOJAEpIKAIIeH TMPOAYKIMM W 00 OrpaHWYCHHWH TMOTpeOJIeHHs (pacruTHs)
AJIKOTOJIBHOW MpOTyKIuu'.

KoncynprantlIntoc: mpumeyanue.

Cr. 8.2 na teppuropusx Jlonenkoit Hapoanoit PecnyGnuku, Jlyranckoit Hapoanoii PecryOmukw,
3anopoXkckoit obmactu, XepcoHckoil obmactu mpumensiercs ¢ 01.09.2024 (P3 or 04.08.2023 N
428-03).

CraTtbAa 8.2. OcobeHHOCTM NUUeH3upoBaHUA hapmMmaueBTUYECKOU AeATENIbHOCTU B
YacTU OCyLLEeCTBIIEHNSA ONTOBOMW TOProBIM fieKapCTBeHHbIMU cCpeaAcTBaMun
(BBenena denepanbHbM 3akoHOM OT 04.08.2023 N 428-D3)

1. [elicTBue nuiieH3uH Ha (apMaleBTUICCKYIO JCITEILHOCTh B YaCTH OCYIICCTBIICHUSI OMITOBOM
TOPrOBJM  JICKAPCTBEHHBIMU  CPEACTBAMHM  [JUJII ~ MEIULMHCKOrO IMPUMEHEHHS  IpPEeKpaniaeTcs
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

JIMLEH3UPYIOIIUM OPTaHOM B cllydasiX, onpeneneHHbIx cratben 20 denepanbHoro 3akoHa ot 4 mast 2011
roga N 99-®3 "O nuueH3upoBaHUM OTIENbHBIX BUIOB JAEATEIBHOCTU", a TaKXe IO pPELICHUIO
JIMLEH3UPYIOLLEr0 OpraHa, IPUHIATOMY B COOTBETCTBUU C HACTOALIEH YacThl0. B ciayuae BbIABIICHUS IPU
OCYIIECTBIICHUN (eAepaTbHOTO TOCYAapCTBEHHOrO0 KOHTpoJiss (Ham3opa) B cdepe oOpameHus
JIEKapCTBEHHBIX CPEACTB HAPYIIEHUS OpraHU3alleil ONTOBOW TOPTOBIHU JIEKAPCTBEHHBIMH CpPEACTBAMHU
TpeboBanuii vacteit 1 - 3 crarbu 53 Hacrosmero denepanbHOro 3aKoHa JACHCTBUE JUIECH3WHM Ha
(bapManeBTUYECKYIO JESITEIbHOCTh B YAacTH OCYILECTBJIEHUS ONTOBOM TOPIrOBIM JIEKapCTBEHHBIMH
CpeACTBaMU JJISl MEIUIIMHCKOTO IPUMEHEHHUSI TPUOCTAHABIMBACTCS B TEUCHHE JIECATH pabOUYnX JHEH co
JIHSI BBISIBIICHUS YKa3aHHOTO HapymieHus. JlelicTBue JIuieH3un Ha GapMalieBTUYECKYIO JEATEIIbHOCTh B
4acTU OCYIIECTBJICHHUS ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMM CPEACTBAMU JUISI MEIULIMHCKOIO
MIPUMEHEHHUS PUOCTAHABIMBAETCS HAa CPOK, KOTOPBIM onpeaenseTcs TUIEH3UPYIOLUUM OpraHoM (HO He
MEHEee 4YeM Ha OJMH MecCsl]), [0 HCTEYEHMH KOTOpOro JEHCTBME [AHHOM JIMIIEH3UU IOIJIEKUT
NIPEKpAIlEHUI0 Ha OCHOBAHWUHM pELICHUs JIMIEH3UPYIOUIEr0 OpraHa, 3a MCKIIOYEHHEM cllyyas,
YKa3aHHOT'O B YaCTH 2 HACTOSLIEH CTaThU.

2. JleticTBue nHIICH3WHM Ha (apMaleBTUYECKYIO JCSITEILHOCTh B YaCTU OCYIIECTBICHUS ONTOBON
TOProBJiM JICKAPCTBCHHBIMHU CpCACTBAMU JII MCEAULIMUHCKOTO IIPHUMCHCHUS, HeﬁCTBHC KOTOpOI>'I
MIPUOCTAHOBIICHO B COOTBETCTBHUH C YaCThIO | HACTOAIICH CTAaThH, MOJUICKHUT BOZOOHOBIICHHUIO B CIIydae,
€CIIM B MEPHOJI MPUOCTAHOBJICHUS JCHCTBUS JAHHOW JIMIICH3UHM B PaMKax JOCYJIeOHOTO O0KaJIOBaHHS
pelleHre KOHTPOJILHOTO (HAJ30PHOT0) OpraHa B YaCTH BBISBJICHHOTO HAPYIICHUs TpeOOBaHUil vacTeil 1
- 3 crarbu 53 HacTosmiero denepabHOTO 3aKOHA OTMEHEHO. B ykazaHHOM citydae JeHCTBUE JTUIICH3UU
Ha (l)apMaLIeBTI/I‘IeCKYIO ACATCIIBHOCTL B YaCTHU OCYIICCTBJICHUA ONTOBOU TOProBJIK JICKAPCTBCHHBIMU
CpeACTBaMU UIsI MEAWLIUHCKOTO TPUMEHEHHUSI BO3OOHOBIISIETCS HE TO3HEEe OJHOTO Pabovyero AHS CO
JTHSI OTMEHBI PEIICHUST KOHTPOJIBHOTO (HAA30PHOT0) OpraHa.

Cratba 9. [ocypnapcTBeHHbIM KOHTponb (Hapa3op) B cdepe obGpaweHus
NleKapCTBEHHbIX CpeacTB
(B pen. @exnepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

1. TocymapcTBeHHBIH KOHTPOJL (Ham30p) B cdepe oOpalieHus JICKapCTBEHHBIX CPEJCTB
OCYILECTBIIICTCSI MOCPEJICTBOM (pellepaibHOr0 IOCyIapCTBEHHOIO KOHTpousid (Haasopa) B cdepe
oOpallleHusl JEKapCTBEHHBIX CPEICTB U (peepanbHOro rocyAapCTBEHHOIO JHIIEH3MOHHOTO KOHTPOJIS
JeSITeIbHOCTH 10 TIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIEMbIX (hefiepalbHbIMU OpraHaMu
HCIIOJIHUTENIBHOM BIIACTH, YIIOJTHOMOYEHHbIMU [IpaBuTensctBoM Poccuiickon @enepannu.

2. Tlpeamerom (henepanbHOTO TOCYIApCTBEHHOTO KOHTposs (Han3opa) B cdepe oOparmeHus
JICKApCTBCHHBIX CPCIACTB ABJISAIOTCA:

1) cobmonenne 00s3aTeNbHBIX TpeOOBaHUH B chepe oOpalIeHus JIEKapCTBEHHBIX CPEJICTB, B TOM
qHCIIe:

a) TpeboBaHMU K JOKIMHUYECKHUM HCCIEAOBAHUSAM JIEKQPCTBEHHBIX CPEICTB, KIMHUYECKUM
HCCIICAOBAHUAM JICKAPCTBCHHBLIX IIPCHIapaToB, MH3IrOTOBJICHUIO, XPAaHCHUIO, IICPCBO3KEC, BBO3Y B
Poccuiickyro ®epepanuro, OTHYCKY, pealu3ally, Iepenade, MTPOJAXKe JEKApCTBEHHBIX CpPEACTB,
MNPUMCEHCHUIO JICKAPCTBCHHBIX IMPEMapaToB, YHUUYTOXCHUIO JICKAPCTBCHHBIX CPEACTB, YCTAHOBJICHHIO
MIPOM3BOUTENIIMUA JIEKAPCTBEHHBIX MPEMapaToB II€H Ha JICKAPCTBEHHBIE MperapaThl, BKJIIOUEHHBIE B
nepeyeHb )KU3HEHHO HEOOXOAMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

0) TpeOoBaHMII K COOTBETCTBUIO JIEKAPCTBEHHBIX CPEICTB, HAXOAAIIUXCS B OOpalleHuw,
MoKasaresiM  KadecTBa, A((EKTHBHOCTH U OE30MACHOCTH, YCTAHOBJICHHBIM B COOTBETCTBUU C
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

HaCTOAIIIUM (DeﬂepaJ'IBHLIM 3aKOHOM,

B) TpeOOBaHUIl K COONIOACHUIO CyOBEKTaMU OOpalIeHUs JIGKAPCTBEHHBIX CPENICTB, YKA3aHHBIX B
yactu | crateu 67.1 Hactosmero denepajbHOrO 3aKOHA, OTPAHUYCHHM, HajlaraeMbIX cTaThsiMu 67.1 u
67.2 Hacrosuero PeaepaibHOro 3aKOHa;

2) coOmrofeHHe JIMLEH3UOHHBIX TpeOOBaHMH K  OCYIIECTBICHHMIO  (papMmareBTHUYECKON
JEATEIbHOCTH;

3) cobOmoneHue TpeOOBaHMH K MPENIOCTABICHUIO CYOBEKTaMHM OOpalleHUs] JIEKapCTBEHHBIX
cpeAcTB uHGOpMAMM O JICKApPCTBEHHBIX CpPEACTBaX M (WJIM) JIEKAPCTBEHHBIX IIpernaparax,
IpeycMOTpeHHOM cTatbsimu 9.1, 52.1 u 64 Hacrosero @eaepanbHOIO 3aKOHA;

Koncynprantlntoc: npumeyanue.
C 01.03.2026 1. 4 4. 2 cT. 9 yrpauuBaer cuy (P3 ot 20.10.2022 N 405-D3).

4) coOmroieHne MpeayCMOTPEHHBIX cTaThell 55.1 HacTosmero denepaibHOTO 3aKOHA TPEeOOBaHUN
K TIPOBEACHHWIO OJKCIIEPHUMEHTA [0 OCYIISCTBJICHUIO PO3HUYHOW TOPTOBJIM JIEKAPCTBECHHBIMU
npernapaTamMu Juisi MEAUIMHCKOTO MNPUMEHEHHS, OTIYCKAaeMbIMHU IO PELENTy Ha JIeKapCTBEHHBIN
npenapar, TUCTaHIIMOHHBIM CITIOCOOOM.
(. 4 BBenen OenepanbubiM 3akoHOM OT 20.10.2022 N 405-D3)

3. Ilpum ocymecTBieHnn (eaepanbHOr0 ToCyIapCTBEHHOrO KOHTposs (Hajg3opa) B cdepe
oOpamieHus: JIEKapCTBEHHBIX CPEICTB MNPOBOIATCS CIEAYIOUINE BUABI KOHTPOJBHBIX (HAI30pHBIX)
MEpONPHUITHH:

1) nokyMeHTapHas IpoOBepKa;

2) BbI€3/IHAsI IPOBEPKa;

3) BBIOOPOYHBIM KOHTPOJIb KaUueCTBa;

4) KOHTpOJIbHAS 3aKYyIIKa;

5) UHCTIEKITMOHHBIN BU3UT;

6) HaOIIOZCHWE 3a COONIOJCHHWEM O0s3aTelIbHBIX TpPeOOBaHUN (MOHHTOPHHT O€30MacHOCTH)
(bapmakonaazop).

4. OpraHuzanusi U OCYIIECTBIEHHE (eAepabHOIO TOCylapCTBEHHOIO KOHTpOJA (Haa3opa) B
cdepe oOpallleHus JIEKapCTBEHHBIX CPEACTB peryiupyrorcs DenepanbHbIM 3akoHoM oT 31 uromns 2020
roga N 248-®3 "O rocynapcTBEeHHOM KOHTpoJie (Haa30pe) U MyHHLIUIIAIBHOM KOHTpoJie B Poccuiickoit
Oepnepanun".

5. BHemIaHOBBI BHIOOPOYHBIH KOHTPOJIHh KAadyecTBa MPOBOIUTCS B TOM YHCJIE HAa OCHOBAHUHU
IIPOrpaMMbl POBEPOK.

6. [InaHOBBIN BRIOOPOYHBIN KOHTPOJIh KAYECTBA HE TTPOBOIUTCS.
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7. Ilo pe3ynpTaTaM BRIOOPOUYHOTO KOHTPOJIS Ka4eCTBA HAPSAY C PEIICHUSIMH, ITPEyCMOTPEHHBIMU
®enepanbHbIM 3ak0HOM 0T 31 utons 2020 roxa N 248-D3 "O rocyaapcTBEeHHOM KOHTpoIe (Haa30pe) U
MYHULUIAIBHOM KOHTposie B Poccuiickoit @enepanun', GenepaibHbIME OpraHaMU HCIOTHUTEIHHON
BJIACTH, YTOJIHOMOYEHHBIMM Ha OCYIIECTBJICHHE BBIOOPOYHOIO KOHTPOJS KAdyecTBa, MPUHUMAIOTCS
CJIEIYIOILINE PEIICHHUS:

1) o nmanbHeWIeM Trpa)XAaHCKOM O0OpOTE CEepuH, MapTUH COOTBETCTBYIOLIETO JIEKAPCTBEHHOI'O
CpeICTBa B cllyyae MOATBEPKACHUS MO pe3ysbTaTaM MPOBEJCHHBIX UCTIBITAHUI COOTBETCTBUS KauecTBa
JIEKapCTBEHHOT'O CPEJICTBA YCTAHOBICHHBIM TPEOOBAHUSIM;

2) 00 W3BATHM U3 TPAKIAHCKOTO 000pPOTa CEpUU, MAPTUU COOTBETCTBYIOIIETO JICKAPCTBEHHOTO
CpelICTBa B Clydae BBISBIEHHUS IO PE3ybTaTaM MPOBEICHHBIX UCIBITAHHI HECOOTBETCTBUS KaueCTBa
JIEKApCTBEHHOT'O CPEJICTBA YCTAHOBJIICHHBIM TPEOOBAHUSIM;

3) o mepeBojie JIEKAPCTBEHHOTO CPEJACTBA HA MOCEPUNHBIA BBIOOPOUYHBIM KOHTPOJIH KauecTBa
JIEKapCTBEHHBIX CPEJICTB B CIIy4yae MOBTOPHOTO BBISBICHHS HECOOTBETCTBUS KauecTBa JIEKAPCTBEHHOTO
CpeACTBa yCTAaHOBJICHHBIM TPeOOBaHUSAM M (IpU HEOOXOTUMOCTH) O MpOBEpKe CyOBbeKTa oOpalieHHs
JIEKapCTBEHHBIX CpeACTB. Pacxozpl, CBA3aHHBIE C MPOBEACHUEM MTOCEPUUHOTO BHIOOPOYHOTO KOHTPOJIA,
OTJTAYMBAIOTCST TPOU3BOAMTENIEM JIEKAPCTBEHHOTO CPEJCTBA JIMOO JepKaTesieM WU BIaJeNbleM
PErUCTPaIMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO Mpernapara.

8. denepanbHblii TOCYAAPCTBEHHBIA JIUIIEH3MOHHBINM KOHTPOJb JAEATEILHOCTU IO MPOU3BOJCTBY
JIEKapCTBEHHBIX CPEICTB OCYIIECTBISIETCS B COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickoii
denepauuu.

CraTtbsa 9.1. Mporpamma npoBepok
(BBenena ®PenepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. B mumenax opraHuM3anuu BbIOOPOYHOIO KOHTPOJIS KadyecTBa JIEKAPCTBEHHBIX CPEJICTB
(bopmupyeTcs mporpaMmma MpoBEPOK.

2. Jna uened peanusaldyd IOPOrpaMMBbl IIPOBEPOK MPOM3BOAMTEIMN JIEKAPCTBEHHBIX CPEACTB U
OpraHM3alfi, OCYILIECTBIISIIOIINE BBO3 JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyro @enepauuro,
npeaoCTaBJIAIOT B OTHOHMICHHUH JICKAPCTBCHHBIX CpPEACTB JII MCOAUINUHCKOIO TIPUMCHCHHA B
YIOJHOMOYEHHBIN (efepaibHblii OpraH HCIOJHUTENbHON BIIACTH, OCYIIECTBISIOIUN (DYHKIHUU IO
KOHTPOJIIO M Haa30py B cdepe 3apaBOOXpaHEHMs, B OTHOIICHMM JI€KApPCTBEHHBIX CPEICTB s
BETEPUHAPHOTO TPHMEHEHHUs] B YIOJHOMOUYEHHBIH (enepaabHblii OpraH HCIOJHUTEIBHONW BIACTH,
OCYIIECTBIISIONINN (DYHKIIMU 10 KOHTPOJIIO M HAA30py B cepe oOpalieHus: JeKapCTBEHHBIX CPEICTB
AJid BCTCPUHAPHOI0 IMPHUMCEHCHUA, CBCACHUA O CCPpUAX, MapTUAX JICKAPCTBCHHBLIX CPCACTB,
MOCTYyNAIOUINX B TpakaaHckuil o6opoT B Poccuiickoit @enepanuu, B MOpsSAKE, COCTaBe U 00beMe,
YCTAaHOBJICHHBIX YKa3aHHBIMH (elepalibHbIMH OpraHaMH MCIIOJIHUTEIbHONW BJIACTU B OTHOIICHUU
JIEKapCTBEHHBIX CPEACTB JIJISI MEAUIIMHCKOTO MPUMEHEHHS U B OTHOILIEHUH JIEKAPCTBEHHBIX CPENICTB IS
BETEPUHAPHOTO IPUMEHEHHSI COOTBETCTBEHHO.

3. Tlporpamma mpoBepok ¢opMUpyeTcss Ha KalleHAapHbIM Tox B cpok a0 30 mekabpsi rona,
MIPEIIECTBYIONIEr0 TOAY IPOBEAEHHS BBIOOPOUHOTO KOHTPOJIS.

4. B ciydyae HacTyIuleHHs COOBITMH, yKa3aHHBIX B moamyHkrax "O" m "B" myHkTa 2 yactu 6
HacTosIel cTaTbi, (ellepaabHbIM OPraHOM HCIOJHUTENIBHONW BJIACTH, OCYIECTBIAIONIMM (YHKLIUH T10

www.consultant.ru Crpanuua 21 u3 151
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=452911&amp;date=02.10.2023&amp;dst=100996&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=440513&amp;date=02.10.2023&amp;dst=102548&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

KOHTPOJIIO M HaJ30py B cepe 3apaBOOXpaHEHMs, (efepaJbHbIM OPraHOM HCIOJHUTENIBHOW BIACTH,
OCYIIECTBIISAIONIMM (YHKIHMU 10 KOHTPOJIO U HAaa30py B cepe oOpalieHus JIEKapCTBEHHBIX CPEICTB
JUIl BETEPUHAPHOTO NPHUMEHEHHUs, IIPU HEOOXOAMMOCTH BHOCATCS COOTBETCTBYIOLIME H3MEHEHUS B
[IPOrpaMMy MPOBEPOK.

5. B mporpaMmy mpoBEpOK MOTYT BKJIFOYATHCS MEPOTIPHUSITHS ¢ YUETOM HAPYIICHUM, BBISIBICHHBIX
B pPaMKaX KOHTPOJbHBIX (HAJ30PHBIX) MEPONPUATUH 32 IPEIbIIYIINN KaJleHIapHBIN TO.

6. IIporpaMma npoBepOK COJIEPIKUT:

1) mepeueHsb JIeKapCTBEHHBIX CPEJCTB, OTOOP 00pa3IOB KOTOPHIX OYIET OCYIIECTBISITHCS B paMKax
BBIOOPOYHOTO KOHTPOJIA, (OPMHUPYEMBIH C YYETOM pE3yJbTaTOB TOCYJApCTBEHHOTO KOHTPOJISA
(mamzopa) B chepe oOpaleHus JISKapCTBEHHBIX CPEJICTB 3a KaJCHIAPHBINA T0JI, MPEAMECTBYIOIIHNA TOTY
MIPOBEICHUS BBIOOPOUYHOTO KOHTPOJIS;

2) YKa3aHHUC Ha CO6BITI/Ie, HACTYILUICHUC KOTOPOI'O ABJISACTCA OCHOBAHHMEM MJId OCYIICCTBJICHUA
BBI60pO‘{HOFO KOHTPOJIA:

a) TIONyYeHHUE CBEJICHU, MPEICTABISIEMbIX B COCTaBe U 00beMe, YCTAHOBICHHBIX (efepaTbHbIM
OpPraHOM HCIIOJIHUTEIHHON BIIACTH, OCYIICCTBISIONUM (DYHKIIMM 1O KOHTPOJIO M Haa30py B chepe
3IpaBOOXpaHeHUs, (eAepaTbHBIM OPraHOM HCITOJIHUTEIIBHON BIIACTH, OCYIIECTBIISIFOIIMM (PYHKIIMH T10
KOHTPOJTIO ¥ HAA30py B cpepe oOpaiieHus JIeKapCTBEHHBIX CPEICTB JJII BETEPUHAPHOTO MPUMEHEHHUS, O
Cepusx, MapTUAX JIEKAPCTBEHHBIX CPEICTB, MOCTYHAIOMIMX B TpaxaaHcKkuii o0opoT B Poccuiickoit
Qdenepanyy, YyKa3aHHbIX B MyHKTe | HacTOSIMIeW 4YacTH, OpraHU3alUsSMH, OCYIIECTBISIONIUMU
MIPOU3BOJICTBO JIEKAPCTBEHHBIX cpeacTB B Poccuiickoit denepanuu U BBO3 JICKAPCTBEHHBIX CPEJCTB B
Poccuiickyro @enepanuro;

0) mosydeHre TOCTYIAIIIEeH B TOPSIKE, YCTAHOBIEHHOM cTaThel 64 Hactosiero deaepaabHOTO
3aKOHa, MH(pOpMaIMK O TOOOYHBIX NEHCTBUAX, HEXKENATEIbHBIX PEaKIUAX, CEPbE3HBIX HEXKETaTebHbIX
peaKLUsIX, HEMPEBUICHHBIX HEKENATEIbHbIX PEAKIUIX IIPU IPUMEHEHNN JIEKAPCTBEHHBIX IIPENapaToB,
00 MHAMBHUYyabHON HEMEPEeHOCUMOCTH, OTCYTCTBUU I(P(PEKTUBHOCTH JEKAPCTBEHHBIX IMPEmapaToB, a
TaKke 00 MHBIX (PaKTax U OOCTOATENBCTBAX, MPECTABISAIONINX YIPO3y KU3HU WM 3710POBBIO YellOBEKa
a100 KMBOTHOTO TNPH NPUMEHEHHWH JICKApPCTBEHHBIX INpPENapaToB M BBIABICHHBIX Ha BCEX JTamax
oOpallieHus JIeKapCTBEHHBIX IpenapaTtoB B Poccuiickoil @enepanuu 1 Jpyrux rocy1apcrBax;

B) IoJIyueHHEe B coOoTBeTCTBUHU ¢ DenepanbHbIM 3akoHOM OT 31 mrong 2020 roga N 248-03 "O
rOCyJapCTBEHHOM KOHTpOJE (Haa30pe) M MYHHIMNAIBHOM KOHTposie B Poccwmiickoit denepanun”
CBEJCHMI O MPUYMHEHUHU Bpela WIKM 00 yrpo3e MpUYMHEHHs Bpeda KU3HHU, 3A0POBBIO TPaKIaH WU
KUBOTHBIX.

Cratbsa 9.2. NocypapcTBeHHbIW KOHTpONnb (Haa3op) 3a peanusauuen opraHamm
MUCNoNHUTEeNbLHON BnacTu cybbLekTtoB Poccumckon Pepepaumm nNosHOMoOYMW B ccpepe
obpalyeHnsa nekapcTBeHHbIX CPeacTB ANA MeAULMHCKOro NpUMeHeHus

(BBenena denepanbHbM 3akoHOM OT 11.06.2021 N 170-D3)

1. T'ocyngapcTBeHHBIM KOHTPOJIb (HaA30p) 3a peaiu3aledl opraHaMu HCIOJHUTEIBHOM BIACTH
cyobekToB Poccuiickoit denepannn nomHomounii B cepe oOpalieHUs JIEKAPCTBEHHBIX CPEACTB IS
MEIMIIMHCKOTO TMPUMEHEHHS OCYUIECTBIISIETCS YMOJHOMOYEHHbIM [IpaBurensctBoM Poccuiickoin
denepany OPraHoOM UCIOJIHUTEIBHON BIACTH.
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2. IlpenMeToM roCyIapCTBEHHOIO KOHTpoJsi (Haa3opa) 3a peanu3anueidl  opraHamu
UCTIOJHUTENIbHOM BiacTH cyObekToB Poccuiickoit ®denepamuu monmHomounid B cdepe obOparieHus
JICKApCTBEHHBIX CPENICTB I MEAMIMHCKOTO MPUMEHEHUS SBISIETCS COOJIOJCHUE YIOJIHOMOYEHHBIMHU
OpraHaMM HCIHOJHUTENbHON BiacTu cyObekToB Poccuiickoit ®enepanuu METOAMKH YCTaHOBJICHUS
MpeleiabHbBIX Pa3MEpoB ONTOBBIX HAI0aBOK U TPEIENIbHBIX pPa3MEpOB PO3HUYHBIX HAA0aBOK K
(aKTUYECKUM OTITyCKHBIM LI€HaM, YCTaHOBJIEHHBIM IPOU3BOJUTEISIMH JIEKAPCTBEHHBIX MIPENapaToB, Ha
JIEKapCTBEHHbIE Ipenaparhbl, BKIIOYEHHbIE B IIE€pEYeHb >KU3HEHHO HEOOXOAUMBIX M BaXKHEHUIIMX
JIEKApCTBEHHBIX IIPENApaToOB.

3. Ilpu ocyliecTBI€HHH TOCYJapCTBEHHOIO KOHTpOJs (HaA30pa) 3a peanu3alueil opraHamu
WCTIOJTHUTENBHOW BIIAacTH CyOBekTOB Poccuiickoit ®enepamun momHoMounid B cdepe oOpamieHus
JIEKApCTBEHHBIX CPEICTB ISl MEIUIIMHCKOTO TIPUMEHEHHUS TPOBOJISATCS  CISAYIOIINE  BUIBI
MEPOIPHUSITHH:

1) nOKyMeHTapHbIe IPOBEPKH;
2) BbI€3/IHBIE TPOBEPKH.

4. Opranuzanyss ¥ OCYIIECTBICHHE TOCYIapCTBEHHOIO KOHTPOJIA (HAJ30pa) 3a peanu3anueu
OopraHaMy HCTIOJHUTEIBHON BIAcTH CyOBeKTOB Poccuiickoit ®enepanuu MOJIHOMOYHE B cdepe
oOpareHust JeKapCTBEHHBIX CPEJCTB ISl MEAMIIMHCKOTO MPUMEHEHUs peryaupyroTcs denepaabHbIM
3aKOHOM OT 6 OKTs0ps 1999 roga N 184-®3 "OO6 00X MPUHIKIAX OPTraHU3AINKH 3aKOHOAATCIIBHBIX
(MpeacTaBUTENbHBIX) U UCIOJHUTENBHBIX OPTraHOB TOCYJApCTBEHHOU BiacTU CyOBeKTOoB Poccuiickoit
Oenepanun".

5. [llojoxeHue O TOCYIapCTBEHHOM KOHTpoJie (HaA30pe) 3a peajnu3aluedl opraHaMu
WCTIOJTHUTENbHOW BIAacTH CcyOBekToB Poccuiickoit ®enepamun momHomMounid B cdepe oOpamieHus
JIEKAPCTBEHHBIX CPEJICTB I MEIUIIMHCKOTO IpUMEHEHUs yTBepxkaaercs [IpaButensctBom Poccuiickoin
denepanuu.

Cratba 9.3. PerunoHanbHbInW rocyfapCTBEHHbIM KOHTposnb (Hap3op) 3a
NPUMEHEeHMEM LIeH Ha NeKapCcTBeHHbIe nNpenapaTtbl, BKITHOYEeHHbIe B NepeYeHb XXNU3HEeHHO
HeobXoAMMbIX U BaXKHEMLLUX FleKapCTBEHHbIX NpenapaToB

(BBengena ®PenepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. PernonanpHblii rocyJapCTBEHHBIM KOHTPOIE (HAA30p) 3a MPUMEHEHHUEM 1IeH Ha JIEKapCTBEHHbIE
mpemapaThl, BKIIOYCHHBIE B MEPEUEHb >KU3HEHHO HEOOXOMUMBIX M BAXKHEUIINX JEKapCTBEHHBIX
MpermapaToB, OCYIIECTBIISICTCS OPraHOM HCIOJHUTEIBLHOW BiIacTH cyObekTa Poccuiickoit denepanuu,
YOOJIHOMOYCHHBIM  BBICHIUMM  HCIIOJHUTCIBHBIM  OpraHOM FOCYI[apCTBeHHOfI BJIaCTH CY6T)CKTa
Poccuiickoit deneparum.

2. [IpeqmMeToM pernoHaIbHOTO TOCYJApCTBEHHOTO KOHTPOJIA (Ham30pa) 3a IPUMEHEHHEM IICH Ha
JICKApCTBEHHBIC TMpEraparhbl, BKIIOYCHHbIC B TIEPEYCHb >KU3HEHHO HEOOXOMUMBIX M BaKHEUIIHX
JIEKapCTBEHHBIX  MPEmapaToB, SBISETCS  COONMIOJCHHE  OpraHW3allUsIMH  ONTOBOH  TOPTOBIH
JIEKapCTBCHHBIMHU CPEJICTBAMU, AlITEYHBIMU OPTaHU3AIUSIMU, WHAUBHIyIbHBIMH TIPEIIIPUHUMATEIISIMH,
UMEIONUMH  JIUIIEH3UI0 Ha (HapMareBTHUECKYIO JESATeIbHOCTh, MEIUIIMHCKUMH OPTaHU3alUsIMU,
AMEIONUMH  JIMIICH3WIO Ha  (papMaleBTUYCCKYO  JICATeIBHOCTh, W WX  000COOJCHHBIMU
MOJIpa3ICICHUsIME  (aMOyTaTopusiMu, (pebaAepcKuMu u  (PebAIIepCKO-aKyIIEPCKUMU TyHKTaMH,
1eHTpaMu (OTIeNeHUsIMU) o0IIel BpaueOHOU (ceMeiHOW) MPaKTUKH), PACTIONOKEHHBIMU B CEJIbCKHUX
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HACeJEHHBbIX IMYHKTAaX, B KOTOPBIX OTCYTCTBYIOT alTE€UHble OpraHu3aluy, MpU peanu3alun
JIEKapCTBEHHBIX IMIpemapaToB TpeOOBaHUI K MPUMEHEHHIO II€H, YPOBEHb KOTOPHIX HE JOJKEH
MPEBBIIIATh CYMMY (PAKTUYECKOW OTITYCKHOW II€HBI, YCTAHOBICHHOW MPOU3BOIUTEIIEM JICKAPCTBEHHBIX
MpenapaToB, W KOTOPbIE HE MPEBBIMIAIOT 3aPETUCTPUPOBAHHBIX TMPEICIbHBIX OTIYCKHBIX II€H, M
pa3MepoB ONTOBbIX Han0aBOK M (WJIKM) pa3MepoB PO3HUYHBIX HAJI0aBOK, HE MPEBBIMIAIONIINX
COOTBETCTBEHHO Pa3MEPOB MPEICTbHBIX ONTOBBIX HaI0ABOK M (MJIM) pa3MepOB MPEACIIbHBIX POSHUYHBIX
Ha70aBOK, yCTaHOBJICHHBIX B cyOBnekTe Poccuiickoii denepariui.

3. Opranuzanus M OCYILIECTBICHHE PETHOHAJIBHOIO TOCYJAapCTBEHHOTO KOHTPOJS (Haa3opa) 3a
MPUMEHEHHEM IIeH Ha JIGKAPCTBEHHBIE MpenapaThl, BKIIOYCHHbIE B MEPEUCHb KU3HEHHO HEOOXOAUMBIX
U BaXHEMIINX JIEKapCTBEHHBIX MpenaparoB, peryiaupytorcs denepanbHeiM 3aKoHoM oT 31 urons 2020
roga N 248-®3 "O rocynapcTBEHHOM KOHTpOJIe (Haa30pe) U MyHUIMIATIbHOM KOHTpouie B Poccuiickoit
®Oenepanun".

4. [TonoxeHue 0 perMoHaIbHOM TOCYAapCTBEHHOM KOHTpoJje (Haa30pe) 3a NPUMEHEHHUEM LIeH Ha
JICKapCTBEHHbIE Tperaparbl, BKIIOYEHHbIE B MEPEUYEeHb >KU3HEHHO HEOOXOAMMBIX M BaXXHEHUIIMX
JICKApCTBCHHBIX MNPCIapaToB, YTBCPKAACTCA BBICIIMM HMCHOJHUTCIBHBIM OpPraHOM FOCy,Z[&pCTBCHHOfI
BiacTH cyobekra Poccuiickoit @enepariui.

Cratba 9.4. ®depepanbHblA roCcyAapCTBEHHbIM  JIULIEH3UOHHbLIA  KOHTPOJSIb
AeATeNbHOCTU NO NPOU3BOACTBY NleKapCTBEHHbIX CPeaCcTB
(BBeneHa ®PenepanbHbiM 3akoHOM OT 11.06.2021 N 170-D3)

1. ®enepanbHblli FOCYJAPCTBEHHBIN JINIIEH3UOHHBIA KOHTPOJIb IEATEIBHOCTH IO MPOU3BOJCTBY
JIEKapCTBEHHBIX CPEJICTB OCYIIECTBIsETCS (enepaqbHbIMM OpraHaMHM HUCIHOJHUTENbHOM BIACTH,
ynoiHomoueHHbIMU [IpaBuTenscTBoM Poccuiickoit denepanuu.

2. denepanbHbI TOCYIAPCTBEHHBIN JTUIICH3HOHHBIH KOHTPOJIb JIEATEIIEHOCTH 10 TPOU3BOJICTBY
JIEKapCTBEHHBIX CPEJICTB OCYIIECTBISETCS B cOOTBEeTCTBUU ¢ DenepanbHbIM 3akoHOM OT 4 mas 2011
roga N 99-®3 "O nuueH3upoBaHUM OTIENbHBIX BUAOB AedaTeabHOCTU" U DenepanbHbIM 3aKOHOM OT 31
utonisg 2020 roga N 248-D3 "O rocynapcTBEHHOM KOHTpoOJie (Haa30pe) U MyHUILIMITAIbBHOM KOHTPOJIE B
Poccuiickoit ®@enepanmu". B pamkax QemeparbHOTO TOCYIapCTBEHHOTO JIMIICH3MOHHOTO KOHTPOJIS
JESITeIbHOCTH TIO0 TPOHM3BOJCTBY JIEKAPCTBEHHBIX CPEICTB IUIAHOBBIC KOHTPOJIBHBIC (HAI30pHBIC)
MEPOTIPUSATHSI HE MPOBOAATCS, MPH TOM IPOBOIAMTCS MEPHOIMUYECKOE TOATBEPIKICHHE COOTBETCTBUS
JTUIEH3UATOB JTUIICH3MOHHBIM TPeOOBaHUSIM B COOTBeTCTBHH ¢ DenepanbHbIM 3akoHOM OT 4 Mas 2011
rojga N 99-®3 "O nuneH3upoBaHUU OTACIBHBIX BUAOB JIEATEILHOCTH".

Mnaesa 5. PASPABOTKA, JOKITMHNYECKUE UCCJIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHWYECKUE UCCJIENOBAHUA
NEKAPCTBEHHbIX NMPEMAPATOB AJ11 BETEPUHAPHOIO NPUMEHEHUA

CraTtba 10. Pa3spaboTka nekapcTBeHHbIX CpeacTB

1. Pa3paboTka J€KapCTBEHHBIX CPEACTB BKJIIOYAET B C€OS MOMCK HOBBIX (hapMaKOJIOTHUYCCKU
aKTUBHBIX BEIIECTB, IOCIEAYyIOUlee M3yUYeHUE UX JIEKAPCTBEHHBIX CBOWCTB, JOKJIMHUYECKUE
HCCIeIOBaHMs, pa3paboTKy TEXHOJOTUN MPOU3BOACTBA (apMalleBTUYECKUX CYOCTaHLUN, pa3pabOTKy

COCTaBOB M TEXHOJIOT U MMPOU3BOACTBA JICKAPCTBCHHBIX IPCIIAPATOB.

2. dunaHCcOBOE o0ecIieueHe Pa3padOTKH JIEKAPCTBEHHBIX CPEJICTB OCYILECTBISICTCS 33 CUET:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

1) cpencTB denepanbHOro OOIKETA;

2) cpencTB pa3pabOTUYNKOB JICKAPCTBEHHBIX CPEJICTB;

3) CpE/CTB MPOU3BOAUTENCH JIEKAPCTBEHHBIX CpEelCTB npu BBITIOJTHCHU U
HAy4YHO-HCCIICIOBATEIIbCKUX PA0OT MO JOTOBOPY MEXIy Pa3pabOTUYMKOM JICKAPCTBEHHBIX CPEICTB U
MIPOU3BOTUTEIIEM JICKAPCTBEHHBIX CPEJICTB;

4) MHBIX HE 3aIPEIICHHBIX 3aKOHOATENHCTBOM Poccuiickoit denepannu HCTOYHUKOB.

3. IlpaBa  pa3paboTuMka  JIEKAPCTBEHHOTO  CPEACTBA  OXPAHSAIOTCS  TPaXKJAAHCKUM
3aKOHONATEIBCTBOM.

Cratba 11. [JoknuHM4YecKoe wuccriefqoBaHUE JeKapCTBEHHOro cpeacTtBa AnA
MeAULIMHCKOro NpuMeHeHus

1. JIOKJIMHUYECKOE HCCIIEIOBAHUE JIEKAPCTBEHHOTO CPEACTBA U MEAMIIMHCKOTO MPUMEHEHHS
MPOBOJUTCS IyTeM IPUMEHEHHsS] HAyYHBIX METOJOB OILICHOK B IICNAX TIOJIyUCHHS JIOKA3aTCIbCTB
Oe3omacHOCTH, KauecTBa 1 3(h(HEKTHBHOCTH JIGKAPCTBEHHOTO CPEJICTBA.

2. JIOKIMHUYECKOE HWCCIIEOBAaHHUE JIEKAPCTBEHHOTO CPEACTBA JJISI MEAMIIMHCKOTO TPUMEHEHUS
MIPOBOJIUTCS. B COOTBETCTBHU C TIpaBWJIAMHU HaJyIekameil 1abopaTOPHON MPaKTHUKH, YTBEPKICHHBIMHU
YIIOJTHOMOYEHHBIM (peepaabHbIM OPraHOM UCTIOHUTEIBHON BIIACTH.

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

3. Jlnsg opraHu3anyivi U MPOBEACHUS JOKIMHHUYECKOTO HCCIIEJOBAHUS JIEKAPCTBEHHOTO CPENCTBA
JUIS  MEIHUIMHCKOTO TPUMEHEHHUS pa3pabOTUMKH JIGKAPCTBEHHBIX CPEJCTB MOTYT TIPUBIEKAThH
HAy4YHO-HCCIICIOBATEIIbCKIE OpraHu3allii, O00pa30BaTeIbHBIC OpPTaHHW3AIMK BBICIIETO OOpPa30BaHUSA,
UMEIOIUE HEOOXOAMMYIO0 MaTepHATLHO-TEXHHUYSCKYI0 0a3y W KBAIM(HUIIMPOBAHHBIX CIICITUAIMCTOB B
COOTBETCTBYIOIIEH 001aCTH UCCIICIOBAHMSI.
(B pen. ®enepanbHoro 3akona ot 02.07.2013 N 185-03)

4. JIOKJIMHUYECKOE HCCIIEJOBAHHME JIEKapCTBEHHOTO CPEACTBA I MEAMIIMHCKOIO NPUMEHEHUs
MPOBOJUTCS MO YTBEP)KACHHOMY pPa3pabOTUMKOM JICKAPCTBEHHOTO CpEJICTBA IJIaHYy C BEACHUEM
IIPOTOKOJIA 3TOTO UCCIENOBaHMUS U COCTABICHUEM OTUYE€Ta, B KOTOPOM COAEPIKATCS PE3yJIbTAThl 3TOTO
UCCIIEIOBAaHUSI W 3aKII0YEHHE O BO3MOXKHOCTH TPOBEACHMUS KIMHHUYECKOIO  HMCCIIEI0BaHUS
JIEKapCTBEHHOT'O Mpenapara A MEIULMHCKOTO IPUMEHEHHUS.

5. IlpoBeaeHue mnpoBEepoK COOMIOAEHUS NpaBWI HaJuIexkalleil 1abopaToOpHOM MNPaKTHUKU U
IIPAaBOBBIX HOPM HCIOJb30BAaHUS JKUBOTHBIX IpPU MPOBEACHUU JOKIMHUYECKHX HCCIEAOBaHUN
JICKApCTBCHHBIX CpCACTB JIA MCIHUIOHUHCKOIO TMNPUMCHCHHA OCYHICCTBIACTCA YIIOJHOMOYCHHBIM
denepaabHBIM OPraHOM UCTIOTHUTEIHLHOM BIIACTH.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

6. Pe3ynbraThl JOKIMHUYECKOIO HCCIIEIOBAaHUS JIEKAPCTBEHHOI'O CPEICTBA I MEIUIIMHCKOTO
NPUMEHEHHUs MOTYT OBITh MpEACTaBJIECHbI B YIIOJHOMOUYEHHBIN (pelepanbHblii OpraH MCIOJHUTEIbHON
BJACTM B YCTAaHOBJIEHHOM IOPSIIKE B LEISAX TIOCYJAapCTBEHHOM pPETUCTpAlMU JIEKaPCTBEHHOIO
mpemnapara.

HameHas npaBoBas NoaAepKKa www.consultant.ru CtpaHuua 25 u3 151


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=420488&amp;date=02.10.2023
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=02.10.2023&amp;dst=100105&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=440512&amp;date=02.10.2023&amp;dst=101842&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=02.10.2023&amp;dst=100106&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

Cratba 12. [loknuMHMYecKoe wuccrieaoBaHue NNeKapCTBeHHOro cpeancrtea wu
KInMMHN4YeCKoe uccrnenoBaHnme rneKkapctBeHHOro npenaparta Al BeTepuHapHoOro
npuMeHeHuA

1. JlokIMHMYECKOe HCCIeOBaHHE JIEKAPCTBEHHOTO CPEICTBA JUIsl BETEPUHAPHOIO NMPUMEHEHUS
IIPOBOJUTCS IyTEM IPUMEHEHHs] HayYHBIX METOJOB OLIEHOK B IENAX IOJIyYeHHs J10Ka3aTeNbCTB
0e30macHOCTH, KadyecTBa M 3((EKTUBHOCTH JICKAPCTBEHHOI'O CPEACTBA, B TOM YHCIE ONpEIeNCHHS
CpOKa €ro BBIBEJIEHUS W3 OpraHu3Ma >XKMBOTHOIO, B LEJSIX oOecredeHus: 0e30MacHOCTH MPOIYKIHH
KUBOTHOT'O IIPOUCXO0KJICHUS TI0CIIE IPUMEHEHUS COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO IIpernapara.

2. JloxnuHMYecKOoe HCCIIEOBAHUE JIEKAPCTBEHHOI'O CPEACTBA M KIMHUYECKOE MCCIEA0BaHNE
JIEKApCTBEHHOTO TIperapara JJis BETEPUHAPHOTO TPUMEHEHHS, HCCIeAOBaHUE OMO3KBUBAIICHTHOCTH
YKa3aHHOTO JIEKAPCTBEHHOI'O Ipernapara MPOBOJSTCS B COOTBETCTBHH C MPABUJIAMHU, YTBEPKICHHBIMU
YIOJTHOMOYEHHBIM (pe/iepalibHbIM OPTaHOM HUCIIOJIHUTENBHOMN BIIACTH.

3. JIOKJIMHHYECKOE HCCIEN0BAaHUE JIEKAPCTBEHHOIO CPEJICTBA U KIMHUYECKOE HCCIEI0BAHUE
JIEKapCTBEHHOI'O IIpernapaTta Uil BETEPUHAPHOIO IPUMEHEHHUS IIPOBOAATCS 10 YTBEPXKICHHOMY
pa3paboTYUKOM JIEKAPCTBEHHOI'O CPEACTBA IUIAHY C BEIACHMEM IMPOTOKOJIOB 3THUX HCCIIECJOBAHUNA H
COCTaBJICHHMEM OTYETOB, B KOTOPBIX COAEPIKATCS PE3YIbTaThl ITUX MCCIIEIOBAHUM.

4. Ins opraHu3aluy U MPOBEIEHHs JOKJIMHUYECKOIO MCCIEI0BAHUS JIEKAPCTBEHHOI'O CPEe/ICTBA U
KJIMHUYECKOTO  HUCCIIEI0OBaHMs JIEKapCTBEHHOTO Ipernapara s BETePHUHAPHOIO INPUMEHEHUS
pa3paboTUYMK JIEKAPCTBEHHOI'O CPEJICTBA MOXKET HPHUBJIEKaTh OpraHU3allid, UMEOIIHe HEeOOXOIUMYIO
MaTepHAIbHO-TEXHUUECKYI0 0a3y M KBaTH(PUIMPOBAHHBIX CIICIUAIMCTOB B COOTBETCTBYIOIIEH 001acTH
UCCIICIOBAHMSL.

5. KnmHnueckue uccienoBaHMs JIEKAPCTBEHHBIX IPENapaToB Ul BETEPHUHAPHOIO NPUMEHEHUS
IIPOBOJATCS B BETEPUHAPHBIX OpPraHU3alMsgX M B OPraHHU3alUAX, OCYILECTBIAIOIIMX pa3BElIEHUE,
BBIpAIIMBAaHUE U COJEPKAHUE )KUBOTHBIX, B LICIIAX:

1) YCTaHOBJICHHA IICPCHOCUMOCTHU JICKAPCTBCHHBIX IMPCIIAPATOB 3JOPOBBIMU KUBOTHBIMH,

2) mombopa ONTHMAIbHBIX JO3MPOBOK JICKAPCTBEHHBIX IIPEMapaToB M Kypca JICYCHHS Ha
KOHKPETHOM IpyMIie )KUBOTHBIX C ONpeeIEHHBIM 3a00JI€BaHUEM;

3) ycraHoBieHus  Oe3zomacHOCTM U 3((EKTUBHOCTHM  JIGKAPCTBEHHOro  Ipemnapara,
NpPEAHA3HAUYCHHOTO JUISl JICYCHHS OIpENCNICHHBIX 3a00JeBaHUIl JKUBOTHBIX, WIH 3(PPEKTHUBHOCTH
JIEKapCTBEHHOTO penapara Juist IpopHIaKTUKU 3a00JI€BaHUI 3JOPOBBIX KUBOTHBIX;

4) u3ydyeHUs BO3MOXKHOCTEH pAacCIIUpPEHUs MOKa3aHUW K NPUMEHEHUIO 3aperuCTpUPOBAHHOTO
JIEKapCTBEHHOT'O TIpeTapaTa U BHISBICHUS paHee HEU3BECTHBIX MOOOYHBIX JCHCTBHIA.

6. KnuHuueckoe uccienoBaHHe JIEKAPCTBEHHOIO Ipernapara AJisi BETEPUHAPHOTO MPUMEHEHUS
OCYILECTBIISICTCS 33 CYET CPEACTB Pa3pabOTUMKA JIEKAPCTBEHHOTO CPEJCTBA.

7. Ot4yeTl O pe3yjibTaTax AOKIHMHHYECKOI'0 HCCICAOBaHUA JICKAPCTBEHHOIO CpEACTBa U
KIIMHUYCCKOIr0O  HUCCIICAOBAHUA  JICKAPCTBCHHOI'O IIp€riaparta I  BCTCPUHAPHOI'O  IMPUMCHCHUSA
COCTaBJIAOTCA paBpa6OT1H/IKOM JICKAPCTBCHHOTO CpCACTBA C YUYCTOM 3aKJII0YCHUN opr aHHSaHHﬁ,
MNPUHHUMABIIMX YUYACTUC B OPraHU3alun U IMPOBCACHHUU 3THUX HCCJICIOBaHUM.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

8. KOHTpOJIB 3a IMPOBCACHUEM HOOKIIMHHUYCCKUX HCClIeIOBaHUM JICKAPCTBCHHBIX CPEACTB H
KJIWMHAYECKUX HCCIIeI0BaHUM JICKAPCTBCHHBIX  MpCMapaToB AJId BCTCPUHAPHOI'O TIPHUMCHCHUA
OCYHICCTBIIACTCA YIIOJTHOMOYCHHBIM q)el[epaJIBHBIM OopraHomMm HCIIOJIHUTEILHOM BIIACTH.

Masa 6. OCYLWECTBJIEHUE FOCYJAPCTBEHHOW PETMCTPALIUN
NEKAPCTBEHHbIX NMPEMNAPATOB

Cratba 13. locygapcTBeHHas permcrpaumsa nekapCTBeHHbIX NpenapaToB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Koncynprantlntoc: npumeyanue.

JlomyckaeTrcsi MprMEHEHHE B MEIMIMHCKUX IIeNsX He 3apeTrHCTPUPOBAHHBIX B P JexapCTBEHHBIX
IpenapaToB, COJACPKAIMUX HAPKOTHUECKUE CPEJICTBA WM TICHXOTPOIHBIE BEIIECTBA, BBE3CHHBIX B
P® B coorBercTBUU C 4. 3.1 cT. 47 nanHoro HokyMeHTa (. 8 ¢1. 3 3 o1 27.12.2019 N 475-D3).

1. B Poccuiickoit deneparuu 10mycKarOTCs MPOU3BOJICTBO, U3TOTOBJICHUE, XpaHEHHE, TIEPEBO3KA,
BBO3 B Poccniickyro ®enepanuro, BeiB03 u3 Poccuiickoit denepanuu, pekiiama, OTIIYCK, pean3anus,
nepenaya, MPUMEHEHUE, YHUYTOKEHUE JIEKAPCTBEHHBIX MpernapaToB, €CIM OHM 3apEruCTPUPOBAHBI
COOTBETCTBYIOIINM YIIOJTHOMOYEHHBIM (eZiepalbHBIM OpPraHOM MCTIOJHUTEILHOM BJIACTH.
(dacts 1 B pen. @enepanpHoro 3akoHa ot 13.07.2015 N 241-D3)

2. 'ocynapcTBEHHOM perucTpanuy MoJiexar:

1) Bce nexapcTBEHHbIE Mpenaparthbl, BIEpPBbIE MOJJIEXkAllle BBOJY B oOpamieHue B Poccuiickoit
®denepanuu;

2) nexkapCTBEHHBIE Npenaparbl, 3aperuCTPUPOBAHHBIE paHEe, HO TMPOU3BEIACHHBIE B JIPYrHX
JIEKapCTBEHHBIX (pOpMax B COOTBETCTBHH C MEPEYHEM HAWMEHOBAHHH JIeKapCTBEHHBIX (OPM, B HOBOI
JO3UPOBKE MPH TOKA3aTEIbCTBE €€ KIMHUYECKON 3HAYMMOCTH U (D PEKTUBHOCTH;

3) HOBBIE KOMOMHAIINY 3aPETUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPENapaToB.

3. I'ocynapcTBeHHasi perucTpanus JIEKApCTBEHHBIX MPEnapaToB OCYIIECTBISIETCS [0 pe3yJibTaTaM
9KCIIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB, a IFOCYJapCTBEHHAs pErucTpauus op(aHHBIX JIEKapCTBEHHBIX
IIPENApaToOB OCYIIECTBISIETCA 10 Ppe3yibTaTaM JKCIEPTU3bl JOKYMEHTOB, IPEACTABICHHBIX IS
OIIpeeICHUs] BO3MOKHOCTH PAaCCMAaTPUBATh JIECKAPCTBEHHBIN IIPenapar Uisl MEIULUHCKOTO IPUMEHEHUS
IPU OCYUIECTBICHUU TOCYJAapCTBEHHOM pErucTpalMd B KadyecTBE Op(HaHHOIO JEKapCTBEHHOTO
Ipenapara, U o pe3yJibTaTaM 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB.

4. l'ocypmapcTBeHHass ~ perucrpauuss  JIEKapCTBEHHOI'O mpenapara  OCYyIIECTBIISIETCS
COOTBETCTBYIOIIMM YITOJITHOMOYCHHBIM (DeliepaibHbIM OPTraHOM HCIIOJHUTEIHHOW BJIACTH B CPOK, HE
MPEBBILIAIONINM CTa MIECTHIECATH pabO4YMX JHEW CO JHS MPUHATHS COOTBETCTBYIOIIETO 3asiBICHUS O
rOCyJJapCTBEHHOM pPErucTpalfy JIEKapCTBEHHOrO Mpenapara. B yka3aHHBIM CpPOK BKJIHOYAETCS BpeEMs,
He00X0UMOE /JIsi IOBTOPHOTO MPOBEICHUS SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEJICTBA B COOTBETCTBUU CO
crathelt 25 Hacrosimero denepanbHoro 3akoHa. Cpok TOCyAapCTBEHHOM PEeruCTpaluu JIEKapCTBEHHOTO
mpermapaTa HWCUUCISICTCS CO JHS TPHHSITHS COOTBETCTBYIONIMM YIIOJHOMOYCHHBIM (hefepaTbHbIM
OpPraHOM HCIIOJHUTEIBHON BJIACTH COOTBETCTBYIOIIETO 3asBICHHUS O TOCYJAPCTBEHHOM pETUCTpalU
JIEKapCTBEHHOI'O TMpernapaTa ¢ MPWIOKEHHEM HEOOXOAUMBIX JIOKYMEHTOB IO J€Hb BBIJAUH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

PETUCTPAIIMOHHOTO  yJIOCTOBEpEHMs] JIEKApCTBEHHOro TMpemnapara. Bpewms, HeoOxogumoe —ais
HampaBJICHUsl YINOJHOMOYEHHBIM (eJiepalibHbIM OpPraHOM HCIIOJIHUTENBHOW BJIACTH 3ampoca o
NPEJCTaBICHUN HEOOXOIMMBIX MAaTEPHUAIOB U MPEACTABICHUS 3asiBUTEIEM OTBETA Ha JAaHHBIN 3ampoc B
COOTBETCTBUM cO cTarbsiMu 16, 19 m 23 Hacrosmero denepanbHOrO 3aKOHA, HE YYMTHIBACTCS IIPU
HCYMCIICHUH CPOKa IOCYJapCTBEHHOM PEruCcTpalvy JEKapCTBEHHOIO IIpernapara.

5. 'ocynapCTBEHHOM perucTpalmy He MOAJIeKAT:

Koncynprantllntoc: npumeuanue.
C 01.03.2025 B . 1 4. 5 ct. 13 BHOCsATCS M3MeHeHUs (P3 ot 30.12.2021 N 463-D3).

1) nekapcTBeHHbIE Mpenaparhbl, U3rOTOBJIECHHBIC AlTEUYHbIMU OPraHU3aLMsIMH, BETEpUHAPHBIMU
anTeYHbIMU OPraHU3ALMAMU, HHIUBUIYaIbHBIMU IIPEANPUHUMATEIAMH, KOTOPBIE UMEIOT JIULEH3UIO HA
(bapMaeBTHYECKYIO JESITEeIbHOCTh, MO pelenTaM Ha JIEKAPCTBEHHBIE Mpernaparsl U TpeOOBaHHUIM
MEJMLMHCKUX OPraHU3alui, BETEPUHAPHBIX OPraHU3aLni;

2) nexapCTBEHHbIE IIpenaparbl, NpUOOpeTeHHble (U3NYECKUMHU JIHMIAMH 3a TpeesiaMu
Poccuiickoit deneparuu v npegHa3HauYeHHbIE 1Sl JUYHOTO UCIIOJIb30BaHUS;

3) nekapcTBeHHBIE IMpemapaThl, BBO3UMble B Poccuiickyto @enepanuio a8 OKa3aHHUS
MEIUIIMHCKOW TMOMOIIM 1O >KU3HEHHBIM TMOKA3aHUSM KOHKPETHOTO TMAalUeHTa Ha OCHOBAaHUU
paspelieHusi, BBIIAHHOTO YIIOJTHOMOYESHHBIM (heIepaTbHBIM OPTaHOM HCIIOTHUTEILHON BIACTH;

4) nexapcTBEHHbIE CpeAcTBa, BBO3UMbIE B Poccuiickyro denepannio Ha OCHOBAaHUU BBIJAHHOIO
YHOJHOMOYEHHBIM (peiepaIbHbIM OPraHOM HCIOJHUTENIBHON BJIACTH pa3pelleHus U MpeAHa3HauYCHHbIE
JUIS TIPOBEACHUS KIMHUYECKUX HCCIEIOBAaHUM JIEKapCTBEHHBIX IpenapaToB W (WJIM) IMPOBEICHUs
JKCIIEPTU3Bl  JICKAPCTBEHHBIX CPEACTB JUIA  OCYIUECTBJIICHHSA TOCYJAapCTBEHHOW PETUCTPALAU
JIEKApCTBEHHBIX IPENAPATOB;

5) dbapmaiieBTHUECKHE CYOCTAHIINH;

6) pamuodapMaleBTUYECKUE JIGKAPCTBEHHBIC IMpEmapaThl, U3TOTOBJICHHBIE HETMOCPEICTBEHHO B
MEIUIIMHCKUX OpPTaHW3aIUsaX B MOPSJIKE, YCTAHOBICHHOM YITOJIHOMOYEHHBIM (helepaabHbIM OPraHOM
WCTIOJTHUTEIILHOM BJIACTH;

7) nexkapcTBEHHbBIE MPEMapaThl, IPOU3BOAUMBIC JIJISl SKCIIOPTA.

6. He nomyckaercst rocy1apcTBeHHasi peruCTpaLys:

1) nexapCTBEHHBIX IPENapaTroB, OTIMYAIOIIMXCS APYr OT Jpyra KadeCTBEHHBIM COCTaBOM
JEHCTBYIOLIUX BELIECTB, 10l OJMHAKOBBIM TOPIOBBIM HAUMEHOBAHKEM;

2) OJHOTO JIEKapCTBEHHOTO IperapaTa, MPeACTaBICHHOTO0 Ha TOCYAApPCTBEHHYIO PErHCTPAlUIO B
OTHOIICHWH OJHOTO M TOTO € JepXaTeisi WIH BJaJeNblla PErHCTPAIMOHHOTO YIOCTOBEPEHHUS
JIEKapCTBEHHOTO TIperapaTa B BHJE JABYX M Ooliee JICKApCTBEHHBIX IPENapaToB MO Pa3lIuYHBIMU
TOPTOBBIMU HAUMEHOBAHUSMH.

(n. 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy (B 2ieKTpoHHOW (opMe WM Ha OyMaKHOM HOCHUTENE) CyOheKTa OOpaiieHus
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

JIEKapCTBEHHBIX  CPEACTB  COOTBETCTBYIOIIMM  YIOJHOMOUYEHHBIM  (ellepalbHbIM  OpraHOM
HCIIOJIHUTEIIBHON  BJIACTH, OCYILECTBISIOUIMM TOCYJApCTBEHHYK) PETHMCTPALUIO  JIEKapCTBEHHBIX
IIpenapaToB, B YCTAHOBJIECHHOM MM [OPAJIKE OCYLIECTBIISIETCS HAy4YHOE KOHCYJIBTHUPOBAHHUE II0
BOIIPOCAM, CBSI3AHHBIM C INPOBEIACHUEM JOKIMHUYECKUX MCCIECIOBAHUMN, KIIMHUYECKUX HCCIEAOBAHUMN
JIEKapCTBEHHBIX TpPENapaToB, 3KCIEPTU3bl KadyecTBa JIEKAPCTBEHHBIX CPEACTB, A(P(PEKTUBHOCTH H
0€30IIaCHOCTH, C OCYILECTBIEHHUEM TOCYJAapCTBEHHONW pPETruCTpalMy JICKapCTBEHHBIX IPernaparoB.
KoHcynbTupoBaHHE OCYIIECTBIISIETCS C MpHUBICYEHUEM (eepanbHbIX T'OCYJApCTBEHHBIX OFOJIKETHBIX
YUpEXKACHUH, MOJABEJOMCTBEHHBIX TaHHOMY (hefepalbHOMY OpraHy HCIOJHHMTENBbHOM BIACTH U HE
Y4acTBYIOIIMX B OPraHHU3alUU IPOBEINCHUS SKCIEPTHU3bl KAYECTBA JICKAPCTBEHHBIX CPEIACTB B LEIAX
OCYILIECTBJIECHUSI WX TOCYJAapCTBEHHOW PETHCTPAIMM B COOTBETCTBUHU CO CTaTheil 16 HacTodiero
®denepalibHOTO 3aKOHA, B BUJIE OTBETAa B MUCbMEHHOM (hopMe YIOJIHOMOYEHHOTO (eiepanibHOro opraHa
UCIIOJIHUTEJIBHOM BJIAacTH Ha 3ampoc. Pa3smep B3umaeMol ¢ 3asBUTENs IUIATHl OINpPEAEIAETCS B
COOTBETCTBUM C 3aKoHojaarenbcTBOM Poccuiickoit denepanuu o0 opraHu3alMyd NpeAOCTaBICHHS
TOCYJapCTBEHHBIX M MYHHIMIANbHBIX yciayr. MHdopmanus 00 OCYIIECTBICHMHM HAy4YHOTO
KOHCYJIbTUPOBAHMS, B TOM YHCIE CTaTbH, 0030pHI, CIIPABOYHbIC MaTepHalbl M WHas uHpopMmanus o0
OCYIIECTBIICHMH  HAy4YHOTO  KOHCYJbTHPOBAaHWS,  pa3Memiaercss Ha  o(uIuaibHOM  caiiTe
YHOJHOMOYEHHOTO (heJiepaIbHOro OpraHa UCIOTHUTEIbHON BIacTH B ceTd "MHTepHeT" ¢ cobmoaeHrem
OrpaHUYEHUH, YCTAaHOBIEHHBIX 3aKOHOAATEIBCTBOM O MEPCOHAIBHBIX JAHHBIX, KOMMEPUYECKOH U (MJIN)
roCyIapCTBEHHOW TalHE.

8. T'ocynapcTBeHHass perucrpanysi JEKapCTBEHHBIX IPENapaToB, KOTOPbIE NMpEAHA3HAYEHBI IS
IIPUMEHEHUsT B YCIOBUSAX BOCHHBIX JEHCTBHUM, YpE3BBIYAWHBIX CUTyallud, MpEAyNpexICHU
Ype3BBIUANHBIX CUTYAIUi, MPOMWIAKTUKA U JICYCHUs 3a00JI€BaHNH, MPEICTABISIONNX OIMACHOCTD IS
OKpYKaroIlIMX, 3a00JI€BaHUI U MOPaKEHU, MMOJYYSHHBIX B pe3yJIbTaTe BO3AEUCTBUS HEOIAronpUsSTHBIX
XMUMHUYECKHUX, OMOJIOTMUECKUX, PAJUALMOHHBIX (PAaKTOPOB, U KOTOpPbIE pa3paboTaHbl B TOM 4YHCIE IO
3aJaHuI0 (peepanbHBIX OPraHOB MCIOJHHUTEIbHON BIIACTH, YIMOJIHOMOYEHHBIX B 00JIACTH OOOpPOHBI
CTpaHbl M 0€30MaCHOCTH IOCYAapCTBa, a TaKXkKe JICKApCTBEHHBIX CPEJCTB B CiIydae UX AC(PEKTypbl WM
pUCKa BO3HHKHOBEHHUS Ie(PEKTypbl B CBSI3M C BBEICHMEM B OTHOWIEHMHM Poccuiickoit ®enepannu
OTPAaHUYMUTENIBHBIX MEpP DKOHOMHYECKOTO XapakTepa OCYLIECTBISAETCS B IOPSAJKE, YCTaHOBIEHHOM
[IpaBurenscTBOM Poccuiickoit deneparum.

(B pen. deaepanbubix 3akoHOB 0T 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

Cratba 14. NMpuHUMNbI 3KCNEepPTU3bI NIEKAPCTBEHHbIX CPeACTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. BKCHepTI/ISa JICKApCTBCHHEBIX CPCIACTB OCHOBLIBACTCA Ha MPUHIUIIAX 3aKOHHOCTH, CO6J'IIO)I€HI/I${
InpaB " CBO60,Z[ YCJIOBEKA W TIpaxaaHWHA, IIpaB HOPHIHYCCKOI'O JiMIa, HE3aBUCHUMOCTH OJKCIIEPTa,
O6’beKTI/IBHOCTI/I, BCCCTOPOHHOCTU H IIOJIHOTBI HCCHCHOBaHHﬁ, MMPOBOAUMBIX C HCIIOJIb30BAHUCM
COBPCMCHHBIX ,I[OCTI/I)KGHI/II\/'I HAaYKH U TCXHUKH, OTBCTCTBCHHOCTHU (I)e;[epanLHor 0 TOCyAapCTBCHHOI'O
6IOI[)KCTHOI‘O YUPCKACHUA IO HNPOBCACHUIO SKCICPTHU3BI JICKAPCTBCHHBIX CPCACTB MW IKCICPTOB 34
IMPOBCACHUEC U KAUYCCTBO 3KCIICPTU3LI.

2. DKcnepTu3a JeKapCTBEHHBIX MPENnapaToB JUIsi METUIIMHCKOTO IPUMEHEHHSI BKITIOYAET B ceOsl:
1) skcnepTH3y NOKYMEHTOB, IPEACTABICHHBIX JAJIS OINpPENesIEeHUs] BO3MOXHOCTH paccMaTpuUBaTh
JIEKAPCTBEHHBIN IIpenapar Il MEIULUHCKOrO NPUMEHEHHUS IIPU OCYIIECTBICHUHM TOCYIapCTBEHHOU

pEerucTpani B Ka4€CTBC Opq)aHHOl"O JICKApCTBCHHOTO IIpCIiapara;

2) OKCHICPTU3Y MNPCAIOKCHHBIX MCTOAOB KOHTPOJA KAa4YCCTBA JICKAPCTBCHHOI'O CpCACTBA H
KaueCTBa MNPCACTAaBJICHHBIX 06pa3u013 JICKAQPCTBEHHOT'O CPEACTBa € HMCIIOJIB30BAHUCM OTHUX MCTOIO0B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

(Jlanee - OKCIICPTHU3a KaueCTBA JICKAPCTBCHHOT'O CpeI[CTBa);

3) DOKCHepTH3y OTHOIICHUS OXKUJAeMOW TOJIb3bI K BO3MOXKHOMY PHCKY TNPUMCHEHUS
JICKapCTBEHHOTO Ipernapara;

4) sKCIepTH3y PETHUCTPAIMOHHOTO JIOChe Ha JIEKAPCTBEHHBIM Tpenapar B IMENAX OMpeIeIICHUs
B3aMMO3aMEHIEMOCTH JICKAPCTBEHHBIX MPENApaTOB JIJI MEUIIMHCKOTO TPHUMEHEHUS.
(. 4 BBennen denepaibHBIM 3aK0HOM OT 27.12.2019 N 475-D3)

3. DkcnepTH3a JIEKapCTBEHHBIX IMPENaparoB il BETEPUHAPHOTO MPUMEHEHMs BKJIIOYAET B ce0s
JKCIIEPTU3Y KadecTBa JIEKAPCTBEHHOI'O CPEACTBA M 3KCIEPTU3y OTHOIICHHS OXHMAAeMOH IOJb3bl K
BO3MO>KHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTO IIpernapara.

Cratba 15. CDe.qepaanoe rocyaoapcrtBeHHoOe 6romxeTHoe yypexaeHune no
npoBeaeHnIo 3KCNnepTu3bl NeKapCTBeHHbLIX cpeacTB

DKcrnepTr3a JIEKapCTBEHHBIX CPEACTB MPOBOAMUTCS (peepanbHbIM TOCYAAPCTBEHHBIM OIOIKETHBIM
YUPEKACHUEM COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOTO (heIepajIbHOr0 OpraHa MCIOJHUTEIHHOM BIacTH,
CO3/IaHHBIM I OOECreueHUs] WCIIOJIHEHUS IOJHOMOYUN 3TOro (¢enepalbHOro OpraHa IO Bblaaye
paspelieHnii Ha MpOBEIEHUE KIMHUYECKUX HCCIIEOBAHMM JI€KapCTBEHHBIX MpernaparoB U (WiIH) IO
roCy/IapCTBEHHON PETUCTPALIMU JIEKAPCTBEHHBIX MPENaparoB (J1ajee - IKCIEPTHOE YUPEKIACHUE).

Cratbsa 16. OpraHnsaums npoBeAeHUs1 IKCNepTU3bl JIeKapCTBEHHbIX CPEACTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Dkcneptusa J€KapCTBEHHBIX CPEACTB MPOBOAUTCS KOMHUCCHEHW JKCHEPTOB 3SKCHEPTHOIO
YUPEXKIEHUs, HA3HAYECHHON €ro PyKOBOAMTEIEM, HA OCHOBAaHUU 3a/JlaHUs HAa IIPOBEICHHUE DKCIEPTU3BI
JIEKapCTBEHHOTO CPEJCTBA, BBIAAHHOTO YIOJHOMOYEHHBIM (heepanbHbIM OpPraHOM HCIIOJHUTEIbHON
BJacTU. PyKOBOUTENb SKCIIEPTHOTO YUpexkAeHUs oOecriednBaeT HaajesKalee IpoBeIeHUe SKCIIEPTU3HI
JICKApCTBEHHBIX CPEJICTB B COOTBETCTBUHU C 3aJ[aHWEM, BBIJAHHBIM YIOJHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCHOJHUTEIbHOW BJIACTH, U OPraHU3yeT MOATOTOBKY CBOJHOTO 3aKJIIOYEHHS 3TOM KOMHCCHU.
B coctraB »3TON KOMHCCHMM TO PELIEHUIO PYKOBOJIUTENSI ASKCIEPTHOIO YUPEKACHHUS MOTYT OBITh
BKJIFOYEHBI B KQU€CTBE HKCIEPTOB JIUIA, HE pabOTAIOIUE B JAHHOM 3KCIEPTHOM YUPEKICHUHU, €CIIU UX
CriellMalbHble 3HAHUsI HEOOXOAMMBI JJIsi MPOBEACHHS HKCHEPTH3bl U TAKHUEe SKCIEPThl OTCYTCTBYIOT B
JAHHOM DKCIEPTHOM YUPEKACHUH.

2. DKCHEpTOM MO IPOBEAEHUIO AKCIEPTU3bI JEKAPCTBEHHBIX CPEJCTB SIBISETCS aTTECTOBAaHHBIN
pabOTHUK 3KCHEPTHOTO YUPEKIEHUS, KOTOpBIM HMEET BbICIIEE MEIUIMHCKOE, (apMaleBTUYECKOE,
OuoI0rHYecKoe, BEeTepUHApPHOE WM XUMHYECKoe 00pa3oBaHKUE U MPOBOIUT SKCIIEPTUIY JIEKAPCTBEHHBIX
CPEICTB B MOPSAKE UCIIOTHEHUS CBOMX JOJKHOCTHBIX 00s13aHHOCTEH (J1ajee - IKCIepT).

3. HpI/I MPOBCACHUUN OKCIICPTHU3BI JICKAPCTBCHHBIX CPCACTB I3KCHEPT HE MOKCET HAXOAUTLCA B
KaKOM-TN00 3aBUCUMOCTH OT JiMa, Ha3HAYMBLIICTO 3TY SKCICPTUIY, pa3pa60TqI/n<a JICKApCTBCHHOT'O
CpCAcCTBa WM APYTUX 3aAMHTCPCCOBAHHLBIX B PE3YJIbTAaTaX SKCIICPTU3BI JIUIIL.

4. Tlpm mpoBeneHWH SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB HE JIOIYCKAeTcs HCTPeOOBaTh Y
3asBUTENsT JMOO WMHBIX JIMI MaTepuaibl, HEOOXOOUMBbIE JUIsl MPOBEACHUSA SKClepTu3bl. B ciydae
HEJOCTaTOYHOCTU MPEACTABICHHBIX JKCIEPTY MATEPHANIOB Ul JAa4d 3aKIKOYEHHs DKCIEPT CTAaBUT
BONPOC O TMpPEICTaBIEHUH €My HEOOXOAMMBIX MaTepHajoB Iepel] PYKOBOAUTENIEM 3KCIIEPTHOTO
YUPEkKACHUS, KOTOPBI 00palaeTcs ¢ COOTBETCTBYIOIIMM 3allpOCOM B YIIOTHOMOUYEHHBIH (eiepaabHbIi
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

OpraH HWCIOJIHUTEIBHOW BJIACTH, BBIAABIIMK 3aJaHUE Ha IPOBEACHHE AIKCIEPTU3BI JEKAPCTBEHHOTO
cpeAcTBa. YKa3zaHHbBIN (eepalbHblil OpraH NCIOJIHUTEIBHONW BIACTH B TEUCHUE IATH pabOUMX JAHEH co
THSI TIOCTYTUICHHUS 3allpoca PYKOBOJIUTEISI SKCIIEPTHOTO YUPEKICHHUS HANpPABIAET 3asSBUTEIIO 3aIpOC O
MPECTaBICHUN HEOOXOAMMBIX MaTepralioB. JJaHHBIHN 3aIIpOC MOXKET OBITH IepeaH yIOJIHOMOYEHHOMY
MPEJCTABUTENIO 3asBUTEINS JIMYHO IOl PACIHCKY, HAMpaBICH IO IOYTE 3aKa3HBIM IHCHMOM WU
nepenaH B AJIEKTPOHHON (GopMe 1Mo TeIIEKOMMYHHUKAIIMOHHBIM KaHalaM CBS3H. B ciydae HampaBieHUsS
JTaHHOTO 3aIpoca MO MOYTe 3aKa3HBIM MHCEMOM OH CUHTAETCS TOJyYSHHBIM M0 UCTEYCHUH IIECTH JHEH
C JIaThl HAIIPaBJICHHS 3aKa3HOTO MHChMa.

(uactp 4 B pen. @enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3asBuTeNb 0053aH MPEACTABUTH OTBET HA 3alpPOC YIOJTHOMOYECHHOTO (henepaabHOro OpraHa
WCIIOJIHUTENILHOM BJIACTH B CPOK, HE MPEBBILIAIONINN AEBIHOCTA pabOYMX JHEW CO JHS €ro MOJYYEeHHUS.
Y1oaHoOMOYeHHBINH (enepanbHblii OpraH UCIOJHUTENIbHON BIIACTH, BbIJABIINHN 3a/laHUe Ha [IPOBEACHUE
9KCHEPTHU3bl JIEKAPCTBEHHOI'O CPEJCTBA, B TEUYEHUE NATH pabouyMx JHEW cO JHS MOCTYIUIEHUS OT
3asiBUTENI OTBETA Ha JAHHBIN 3allpoC HAIpaBJISIET TAKOW OTBET B JKCIEPTHOE ydpexkaeHue. B ciydae
HETPEACTABICHUS 110 WMCTEUEHHH JEBSAHOCTAa pabounx AHEW 3asBUTEJEM OTBETa Ha JaHHBIM 3ampoc
YIOJHOMOYEHHbIN (eiepabHbIIl OpraH MCIOJHUTENIBHON BJIACTH, BBIIABLINY 33JaHUE HA NPOBEICHHE
9KCIIEPTU3Bl JIEKAPCTBEHHOTO CPEICTBAa, B TE€UEHHE MATH pabouux THEH HampaBisieT B JKCIEPTHOE
YUPEXKIECHUE YyBEIOMIICHHE O HENPEIACTABJICHHUU 3asBUTEIEM OTBETAa HA 3alpOC YKa3aHHOI'O OpraHa.
Bpemst co aHs HampaBiieHHs 3alpoca 3KCIEPTHOTO YUPEKICHHS B YIMOJHOMOUYEHHBIN (enepaabHbIi
OpraH HCIOJIHUTEJIBHOMN BJIACTU A0 AHS MOJYYEHMs SKCIIEPTHBIM YyUPEKIECHUEM OTBETA HA 3alpoC WU
YBEJIOMIICHHMsI O HEIPEACTABICHUM OTBETAa Ha 3allpoOC HE YYMUTHIBACTCA IIPU MCUMCICHHUH CpOKa
MIPOBEACHUS IKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEICTBA.

(uacts 4.1 BBeeHa PenepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

4.2. Eciim B cOCTaBe perucTpaliMOHHOIO JOChE Ha JIEKAPCTBEHHBIN IIpenapaT A MEAULMHCKOIO
MIPUMEHEHHUS COJIEPKUTCS MpeaycMoTpeHHas crtatbed 18, wacteio 1.1 cratem 30 u crateeir 34
Hactosimero @enepanbHOr0 3aKOHA KOMHUS PELICHUS YIOJHOMOUYEHHOTo (¢enepaabHOro opraHa
HCIIOJIHUTEJILHOM BJIACTU O IPOBEJCHUM HWHCIIEKTUPOBAHMS IIPOU3BOJUTEINS JIEKAPCTBEHHBIX CPENCTB,
JKCIEPTY A0 O(opmileHUs pe3ybTaTOB AKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA IPEIOCTABISAETCS B
MOPSAJIKE W Ha YCJIOBUAX, KOTOpPbIE MPEAYyCMOTpEeHBl 4acTamu 4 u 4.3 HaAcTOSAIEH CTaTbH, KOMMS
3aKJIIOYEHHUsT O COOTBETCTBUU NPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHMSM IPABMI
Ha/JIexalied IpOU3BOJICTBEHHOM MPAKTUKH, BBIJAHHOIO YIOJHOMOUYEHHBIM (elepaibHbIM OpraHOM
UCIIOJIHUTENILHOM BJIACTH.

(dactb 4.2 BBegeHa denepanbubiM 3akoHoM 0T 04.06.2018 N 140-D3)

4.3. 3asBuTenp 00s3aH NPEICTaBUTh B YIOJHOMOYEHHBIN (efiepanbHbIil OpraH MCIOIHUTEIbHON
BJIACTH KOTHIO 3aKJITFOUEHHS] O COOTBETCTBUHU TPOHM3BOIUTENS JIGKAPCTBEHHBIX CPEICTB TPEOOBAHUSM
OPaBWJI HAJJISKAIICH MPOU3BOJACTBEHHOW INMPAKTUKU B CPOK, HE NPEBHILAIOIINN CTa BOCHBMHICCATH
pabouux JHEW co JHs MOJIyYeHHs 3ampoca O €€ MPEeAOCTABICHUU. YTIOJIHOMOYEHHBIN (enepanbHbIi
OpraH HCIIOJIHUTEIFHONW BJACTH, BBIAABIIUI 3a/JlaHUE HAa MPOBEACHUE SKCIEPTHU3BI JIEKAPCTBEHHOTO
CpeACTBa, B TEUCHHE IATU PabdOYMX JIHEH CO THS MOCTYIUICHHS OT 3asBHUTENS KOIHH 3aKIIOYCHHUS O
COOTBETCTBUHM TPOM3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMSAM TMPaBWJI  HaJUIEKAIICH
MIPOU3BOJICTBEHHOH MPAKTHKH, HAMIPABIISIET €€ B AKCIEPTHOE YUpexKIeHHe. B ciydyae HempencTaBieHUs
3asBUTEJEM B yKa3aHHBIN CPOK KOMHHU 3aKIIOYEHHS O COOTBETCTBHM IPOU3BOIUTENS JIEKAPCTBEHHBIX
cpeacTB TpeOOBaHWSAM TpaBWJI HAJUISKAIIEH TPOW3BOJCTBEHHONW NPAKTHKH YHOJIHOMOYCHHBIN
(benepanbHBIi OpraH MCIOJHHUTEIBHON BJIACTH, BBIJABIIMN 3aJaHME Ha TIPOBEJCHHUE SKCIEPTU3BI
JICKApCTBEHHOTO CPEJCTBA, B TEUYEHUE MATH PAaOOYMX [THEH HAmpaBiseT B AKCHEPTHOE YUPEKACHUE
YBEIOMIICHHE O HETPEACTABICHUU 3asBUTEIIEM KOMHH 3aKIIOYCHHS O COOTBETCTBUHU IPOHM3BOIUTEIS
JIEKApCTBEHHBIX CPEJCTB TPeOOBAHMSIM MPaBWII HaJIEKAIICH MPOU3BOICTBEHHON MpaKkTHKU. Bpems co
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

JTHS HaIMpaBJIeHHUs 3alpoca JKCIEPTHOTO YUYPEXKACHUS B YIOJIHOMOUYEHHBIH (efepanbHbIi OpraH
WCIIOJTHUTENIbHOW BIACTU /O JAHS TOJYYEHHsI SKCHEPTHBIM YUPEXKJACHHEM KOMUHU 3aKIIOUYEHUS O
COOTBETCTBUM TPOU3BOIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMUSAM MPaBWI  HaAJeKaIeh
MPOU3BOJICTBEHHON TMPAKTUKU WM YBEAOMJICHHS O €€ HENpEJCTaBICHUNU HE YYUTBHIBACTCS MIPHU
WCUYHUCIICHUH CPOKa MPOBEJCHUS IKCIIEPTU3HI JIEKAPCTBEHHOTO CPE/ICTRA.

(dactp 4.3 BBeaeHa denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

5. DkcnepT Hpu TNPOBENEHUU TOPYYEHHOH €My pPYKOBOJHUTEIEM 3KCIEPTHOTO YUpPEkKIAECHUS
HKCHEPTHU3BI JIEKAPCTBEHHOT'O CPEJCTBA 00s3aH:

1) mpoBecTH TMOJIHOE WCCIEAOBAHHUE IMIPEACTABICHHBIX €My OOBEKTOB, MaTepuajoB, aTh
000CHOBaHHOE ¥ OOBCKTUBHOE 3aKIIOYCHHE I10 I[IOCTABICHHBIM II€peJ HHM BOIMPOCAM HIIU
MOTUBHPOBAHHOC 3aKIIIOYCHHUE O HCEBO3MOXHOCTH IPOBCACHUA HM OKCICPTHU3BI JICKAPCTBEHHOI'O
CpE/ICTBa, €CJIM IOCTaBJICHHBIC BOIPOCHI BBIXOMAT 3a MPEAEibl CHEIHaIbHBIX 3HAHWUH JKCIepTa,
00BEKTHI HCCIICIOBAHNN M MaTEpUAIbl HEITPUTOHBI WIIK HEIOCTATOYHBI JIJISl IIPOBEICHHS UCCIICIOBAHMIMA
U Ja4d 3aKII0YCHHUS MO0 COBPEMEHHBIN YpOBEHb pa3BUTHS HAyKH HE TIO3BOJISIET OTBETUTH Ha
MTOCTABIICHHBIC BOIIPOCHI;

2) He pa3riamarh CBEICHUS, KOTOPhIE CTAIM €My MU3BECTHBI B CBSI3U C MIPOBEICHUEM SKCIIEPTU3BI
JIEKapCTBEHHOI'O CPEJICTBA, & TAK)XKE CBEJCHHS, COCTABIISIONINE IOCYJapCTBEHHYI0, KOMMEPUECKYI0 MIIH
HHYI0 OXpaHsSEeMYI0 3aKOHOM TaiiHy;

3) oOecreynTh COXPaHHOCTDH NPEICTABICHHBIX 00BEKTOB UCCIIEIOBAHUI U MAaTEPHAJIOB.
6. DKcnepT He BIIpaBe:

1) npoBOIUTH SKCIEPTU3Y JIEKAPCTBEHHOT'O CPEJCTBA 10 OOpAILlEHUIO HEMOCPEICTBEHHO K HEMY
OpraHu3aIyii Wik GU3NIECKUX JIHII;

2) caMOCTOATEIbHO cOOMpaTh MaTepuajbl JUIsl MPOBEICHHS] HKCHEPTU3bl JIEKaPCTBEHHOI'O
CPEeICTBA;

3) MMPOBOAUTD SKCIICPTUIY JICKAPCTBCHHOI'O CPEACTBA B KAUCCTBC HEI'OCYAAPCTBECHHOT'O 3KCIIEpTA.

7. B ciyuyae HEOOXOIMMOCTH OKCHEpPT BIIPaBE XOJATaliCTBOBATh Iepell PYKOBOAUTEIIEM
JKCIIEPTHOTIO YUYPEXKICHMS O IPUBICUYCHUU K IIPOBEICHMIO SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA
JOPYTUX 3KCIEPTOB.

8. Kaxplil sKcnepTt, BXOIAIUN B COCTAaB KOMUCCHHU DKCHEPTOB, KOTOPOM MOPYUYEHO MPOBEIACHUE
JKCNEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCUMO M CAMOCTOSITEIBHO IPOBOAMT HCCIEAOBAHUSA,
OILICHHUBAET Pe3yJbTAThl, OJyYEHHBbIE MM JIMYHO U JPYTMMH JKCIEpTaMu, U (POPMYITUPYET BHIBOJBI
OTHOCHUTEJIBHO ITOCTABJIEHHBIX BOIPOCOB B IIPEAEIaX CBOMX CIEUUAIBHBIX 3HAHUM.

9. Pe3ynbTaThl AKCHEPTH3BI JICKAPCTBEHHOTO CPEACTBAa O(GOPMIIIOTCS 3aKIIOYCHHEM KOMHCCUHU
JKCMEpPTOB. B 3akimioueHWH KOMHUCCHUU SKCHEPTOB YKA3bIBAIOTCS IEPEUYEHb HCCIEIOBAHUN, 00BEM
MPOBEACHHBIX KaXJABIM JKCIIEPTOM HCCJICAOBAHHM, YCTAaHOBJICHHBIE KaXAbIM W3 HHUX (aKTBl |
CIeNaHHbIe B pe3yJbTaTe HCCIECIOBAHUM BBIBOJBL. OKCIEPT, MHEHHE KOTOPOIO HE COBIMAJIaeT C
pelIeHrneM KOMHUCCHHM JKCIEepTOB, BIpPaBE BBIPA3UTh CBOE MHEHHE B MUCHbMEHHOU (opme, KOTopoe
MPHOOIIAETCS K 3aKIIFOUEHUIO0 KOMUCCHH IKCIIEPTOB.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

10. DkcmepTsl, BXOJAIIME B COCTaB KOMHCCUH, HpPEAyNpexaaroTcss 00 OTBETCTBEHHOCTH B
COOTBETCTBUHU C 3aKOHOJATeabCcTBOM Poccuiickoi denepanuu 3a nady 3aKIIOYEHMs, COJEpKAlLEro
HEO0OOCHOBAaHHBIC WIN (alIbCUPUIIMPOBAHHBIC BBIBO/IBI, O YEM OHH JAIOT MOJIHUCKY.

11. Onpenenenue ypoBHs MpodhecCUOHATBHOM MOATOTOBKH YKCIIEPTOB M aTTECTAIlMs UX Ha MPaBO
MIPOBEACHUS IKCIIEPTU3BI JICKAPCTBEHHBIX CPEJICTB OCYIIECTBIISIFOTCS SKCIIEPTHO-KBATU(PUKAITMOHHBIMHU
KOMUCCUSIMU B TIOpSAKE, YCTAaHOBJIEHHOM COOTBETCTBYIOUIMM YIOJIHOMOYEHHBIM (eaepaibHbIM
OpPraHOM HCIIOJIHUTENbHON BIIACTH. YPOBEHb MPOGECCHOHATBHONW MOATOTOBKH SKCIEPTOB MOJIEKUT
MEePECMOTPY YKa3aHHBIMU KOMHCCHUSIMU HE PEKE YEM OJIMH pa3 B MATH JIET.

12. IlpaBuna mpoBeJeHUs SKCIEPTU3bI JIGKAPCTBEHHBIX CPEACTB M OCOOCHHOCTH 3KCIIEPTU3HI
OTJICNBHBIX BHUJOB JICKAPCTBCHHBIX TpermapaToB (pedepeHTHBIX JICKApCTBEHHBIX IIPEraparosB,
BOCITIPOM3BE/ICHHBIX JICKAPCTBEHHBIX IPEMapaToB, OWOJOTHYECKUX JICKAPCTBEHHBIX IIPEIaparTos,
OMOaHAIOTOBBIX (OMOMOJOOHBIX) JIGKAPCTBEHHBIX MpernapaToB (OMOAHAIOTOB), TOMEONATHYECKUX
JMEKapCTBEHHBIX  MpPEmapaToB,  JIGKAPCTBEHHBIX  PACTUTENBHBIX  MpenaparoB,  KOMOMHAIIMIA
JIEKapCTBEHHBIX MpenaparoB), (OpMbl 3aKIOUYEHUH KOMHCCHHM JKCIIEPTOB  YCTAHABIMBAIOTCS
COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (heZiepaibHbIM OPTaHOM HCTIOJHUTEIILHON BIACTH.

(uactp 12 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Koncynprantlntoc: npumedanue.

Ho 31.12.2023 nns mnpemapatoB, NOPOM3BEACHHBIX B PP B 1ensix HWMIOPTO3aMENIEHUS,
YCTaHABIIMBAETCS PEXKUM YCKOPEHHOM MPOLEAYpbl TOCPETUCTPAlMd B  COOTBETCTBHUHM C
[HocranoBnenueM IIpaBurensctBa P® ot 12.03.2022 N 353.

Cratba 17. Nopgaya n paccMmoTpeHue 3asiBJSIEHMA O rocyapCTBEHHOW perncrpauum
NeKapCcTBEHHOro npenapara AnA BeTepUHaApPHOro NpuMeHeHus
(B pen. denepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

1. Jlng rocynapCTBEHHOM PpErMcTpaluy JIEKAPCTBEHHOIO IIpernapaTa Uil BETEPUHAPHOIO
MIPUMEHEHHS pa3pabOTUYMK TaKOro JIEKAPCTBEHHOrO Ipenapara WM YIOJIHOMOYEHHOE WM Jpyroe
IOpUAMYECKOe JIMLO (Jajiee B HACTOSILENH CTaThe - 3asBUTENb) MPEACTABIAET B YIMOJIHOMOYEHHBIN
(denepanbHBIE OpraH HCHOJHUTENBHOM BIIACTH, OCYIIECTBISIOIIUN TOCYNAapCTBEHHYIO PErHCTpaIUio
JIEKapCTBEHHBIX MpEnapaTtoB MJisi BETEPUHAPHOTO TNPUMEHEHHS, B DJJIEKTPOHHON ¢opMe wiM Ha
OyMa)KHOM HOCHUTEJIE 3asBJICHHE O TOCYAAPCTBEHHOW pPErucTpalud JIEKapCTBEHHOIO Ipernapara Jyls
BETEPUHAPHOIO IPUMEHEHHUs, a Takke B [OPAJKE, YCTAHOBJIEHHOM COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (e/IepalibHBIM OpPraHOM HCIIOJIHUTENFHON BJIACTH, B DJIEKTPOHHON (Gopme WM Ha
OyMa)XHOM HOCHUTEJIE HEOOXOAMMBIE JOKYMEHTBI, U3 KOTOPbIX (OPMUPYETCS PETUCTPALMOHHOE J10ChE
Ha JIEKapCTBEHHBIN Ipenapar Juisi BETEPUHAPHOIO IPUMEHEHHS.

2. B 3asBieHnH 0 rocyJapCTBEHHOM perucTpalyu JeKapcTBEHHOTO MpenapaTa Jijisl BETepUHAPHOTO
MIPUMEHEHHUS YKa3bIBAIOTCS:

1) HauMeHOBaHME W ajpec 3asBUTENA, pa3paboTYMKa M TPOU3BOTUTENS JIEKAPCTBEHHOTO
mpernapata s BETEPUHAPHOTO NPUMEHEHUS U aJpec MecTa OCYIIECTBIECHUS IPOU3BOJICTBA
JIEKapCTBEHHOI'O TIpenapara /s BETEpPUHAPHOIO IMpPUMEHEHHUs (B cllydae HaJW4HUsl HECKOJIbKUX
YYaCTHUKOB Ipolecca MPOU3BOACTBA HEOOXOUMO yKa3aTh KaXKIOr0 U3 HUX);

2) HauMEeHOBaHHe JIEKAPCTBEHHOTO Mpernapara Jisi BETepUHAPHOTO MPUMEHEHHS (MEXIyHapOIHOe
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

HEMIAaTCHTOBAHHOC, WX I'PYIIIIMPOBOYHOC, NI XUMHYCECKOC U TOPTOBOC HaI/IMCHOBaHI/Iﬂ);

3) MEpCUCHDb I[eﬁCTBYIOHlHX " BCIIOMOT'aTCJIIbHBIX BCIICCTB, BXOAAIINX B COCTAB JICKAPCTBCHHOT'O
npenapara Ajid BETCPUHAPHOI0 MPUMCHCHU A, C YKa3aHUCM KOJIMUCCTBA KAKAOI'0O U3 HUX;

4) nekapctBeHHas (opma, JTO3MPOBKA, CIMOCOOBI BBEACHHS M TPHMEHEHHUS, CPOK TOJHOCTH
JIEKapCTBEHHOTO MperapaTa il BETepUHAPHOTO MPUMEHEHUS;

5) bapmakoTepaneBTHUECKAs TPYMIIA;

6) HeoOXOAUMOCTb MMPUMEHEHUSI YCKOPEHHOM MpPOIelyphl SKCIIEPTU3HI JIEKApCTBEHHBIX CPE/ICTB B
LIEJISIX TOCYIapCTBEHHOM PErMCTPALMK JIEKAPCTBEHHOTO MIpenapara;

7) KOIIMM TOKyMEHTOB, IOATBEPKIAAIOIINX YIIJIATy TOCY1apCTBEHHOMN MOLUIMHBIL:

a) 3a MPOBEJICHHE SKCIEPTU3bl KauecTBa JICKAPCTBEHHOTO CPEJCTBA U DKCMEPTU3bI OTHOIICHUS
OKHMJIaeMOW TIOJNb3BI K BO3MOXKHOMY PHCKY TIPUMEHEHHS JIEKapCTBEHHOTO TIpemapara Jyist
BETEPUHAPHOTO MPUMEHEHHUS IIPU €0 rOCYJapCTBEHHOM perucTpalmy;

0) 3a BBIAYY PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Ipenapara;

8) HamMuue corjacus, MPeJyCMOTPEHHOTO 4YacThbi0 7 HACTOsIIEH CTaThH, €CIM C MOMEHTa
peructpanuu pedepeHTHOro JIEKapCTBEHHOTO Mpernapara JUisi BEeTEpUHAPHOTO MPUMEHEHHS MpPOIILIO
MEHee YeM IIECTb JIeT.

(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 241-03)

3. PerucrpannoHHoe A0ChE B LIESAX SKCIEPTU3bI JIEKAPCTBEHHOrO Ipernapara i BETEpUHAPHOTO
pUMeHEeHUs (GOPMUPYETCS U3 CIEAYIOMINX TOKYMEHTOB U CBEJICHUM:
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-D3)

1) cBemeHus O Aate MPEIOCTABICHUS M PETUCTPAMOHHOM HOMEpPE JIMIICH3UH Ha MPOM3BOICTBO
JIEKApPCTBEHHBIX CPEJNICTB, TPEIOCTABICHHON TMPOU3BOJUTEIIO PETHCTPUPYEMOTO JIEKapPCTBEHHOTO
rperapara Jiyisl BETepUHAPHOTO IPUMEHEHUS, JIIST POCCHHUCKUX MTPOU3BOTUTEIICH;

(B pen. Deaepanbubix 3akoHOB 0T 04.06.2018 N _140-P3, o1 27.12.2019 N 478-D3)

2) cBeeHMs O JaTe MPEJOCTaBIECHUS U PErHCTPALMOHHOM HOMEpe JIUIEH3UHM Ha MPOMU3BOJCTBO
JICKApCTBEHHBIX CPEJCTB, NPEOCTABICHHON MPOU3BOJUTENIO (papMalleBTUYECKOH CyOCTaHIMH,
BXOJSLIEH B COCTAaB PErMCTPUPYEMOro JEKApCTBEHHOI'O Ipernapara JUisi BETEpPUHAPHOTO NPUMEHEHUS,
JUTSL POCCUMCKHX ITPOU3BOIUTEIICH;

(B pen. ®enepanbHbix 3aKk0HOB OT 04.06.2018 N _140-P3, ot 27.12.2019 N 478-D3)

2.1) xomusi AOKyMEHTa, BBIJAHHOTO YIIOJHOMOYEHHBIM OPraHOM CTpaHbl NMPOU3BOAUTENS IS
KaXJO0W IPOU3BOACTBEHHOW IUIOIIAJAKA PETHUCTPUPYEMOrO JIEKapCTBEHHOrO Ipemapara  JUis
BETEPUHAPHOI0 MPUMEHEHUS M IMOATBEPXKAAIOLIETO COOTBETCTBUE IPOU3BOIUTENS JIEKAPCTBEHHOTO
npernapara TpeOOBaHMAM OpPAaBUJI HAMJIEKANIEH NPOM3BOJICTBEHHOM MPAKTHKH, M €ro MEepeBoJ] Ha
PYCCKHH SI3BIK, 3aBEPEHHBIE B YCTAaHOBJICHHOM IOPSAJIKE, a TaK)K€ KOMMS 3AKIKOYEHUS O COOTBETCTBUU
MIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMSIM MpaBU HaAJEXKalleld NpPOU3BOJCTBEHHON
MPAKTUKU, BBIIAHHOTO YIOJHOMOYEHHBIM (pellepaJbHbIM OpPraHoM HCIOJIHUTEIbHOW BIIACTH IS
KaXJO0W IPOU3BOACTBEHHOW IUIOIIAJAKA PETHUCTPUPYEMOrO JIEKapCTBEHHOrO Ipemapara  JJis
BETEPUHAPHOTO MPUMEHEHHS, JTUOO0 KONMs pEeIIeHHUs] O MPOBEIECHNH WHCIEKTHUPOBAHUS HPOU3BOIUTENSA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

JIEKapCTBEHHBIX CPEACTB, MPHUHSATOTO YIOJIHOMOYEHHBIM (eepalbHbIM OpPraHOM HCHOJHUTEIBHOM
BJIACTHU ISl KXK/I0M MPOU3BOACTBEHHOM MIIOMIAIKU PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Ipenapara Jjist
BETEPUHAPHOIO MPUMEHEHUS. YKa3aHHbIE JOKYMEHTHI NIPEACTABISAIOTCS B CIy4ae, €CiIu MPOU3BOACTBO
JIEKapCTBEHHOTO Ipernapara OCylIecTBIAETCS 3a npenenamu Poccuiickon denepannu;

(. 2.1 BBenen denepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

2.2) xomusi [OKYMEHTa, BBIJAHHOIO YIOJHOMOYEHHBIM OPraHOM CTpPaHbl IPOU3BOIUTENS
¢dapmanieBTHUECKO  CcyOCTAaHIIMM W TOATBEPXKJAIOIIETO  COOTBETCTBHE  MPOM3BOAMUTENS
(dapmaieBTHUECKON CyOCTaHIIMM, BXOJAIIEH B COCTaB PErHCTPUPYEMOrO JIEKapCTBEHHOIO IMpernapara
JUTsl BETEPUHAPHOTO MPUMEHEHHUS], TPEOOBAHUAM MPABHII HAAJIEkKAIIEH MPOU3BOJCTBEHHON MPAKTUKU, U
€ro NepeBoJl Ha PYCCKUMN S3bIK, 3aBEPEHHBIC B YCTAHOBJIEHHOM IOPSIAKE, B CIydae, €CJIM MTPOU3BOICTBO
(hapmarieBTHUeCKOM CyOCTaHITUU OCYIIECTBISETCS 3a npeaenamu Poccuiickoit deneparuu;

(. 2.2 BBeneH PenepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

3) NpOEeKT HOPMATHBHOTO JIOKYMEHTa Ha JIEKapCTBEHHBIH mpenapaT [js BETEPUHAPHOTO
MIPUMEHEHHS;

4) DOKyMEHT, COJAEpKaIlMi CIeAYIONyl0 HHpOpMaIuo o dapMaleBTUYECKONH CyOCTaHIIMHM WA
(bapManeBTHYECKIX CyOCTaHIUAX, BXOSIINX B COCTAB JIEKAPCTBEHHOTO Iperapara Jisi BETEpUHAPHOTO
MIPUMEHEHUS:

a) HaMMEHOBaHHE (DapMalEeBTUYECKOW CyOCTaHIMM, €€ CTPYKTypa, OOIMe CcBoWCcTBa (TpH
TOCYJApCTBEHHON  PErucTpalid  MMMYHOOMOJIOTUYECKUX  JIGKAPCTBEHHBIX  MpPENapaTtoB s
BETEPUHAPHOTO TPHUMEHEHUS MPEACTaBISIOTCS CBEJIEHHUS O IITaMMe, BKJIIOYas €ro HAauMEHOBAaHHE,
MHPOPMALIHIO O TPOUCXOXKICHUH, €0 CBOWCTBAX, XapAKTEPUCTUKAX U MECTE ICIOHUPOBAHMS);

(B pen. ®exnepanbHoro 3akona ot 02.08.2019 N 297-03)

0) HaMMEHOBaHUE U aJIpeC MPOU3BOIUTENS;

B) TEXHOJIOIrUs IMPOMU3BOACTBA C OIIMCAHHUEM CTaI[I/Iﬁ IMPOU3BOJACTBA U MCTOJOB KOHTPOJISI Ha BCEX
CTaugXx IMPOU3BOACTBA,

r) uHpopMmauus O npuUMecsX (HEe NPEACTaBIseTCs NpPU TOCYAAPCTBEHHOM perucTpanuu
MMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPETMapaToB AJsl BETEPUHAPHOTO MPUMEHEHHS);
(B pen. ®exnepanbHoro 3akona ot 02.08.2019 N 297-03)

n) crnenudukamus Ha  (apMalEBTHUECKYH0 CyOCTaHIMI0O (HE TPEACTaBIsSETCS TpH
rOCy/IapCTBEHHOW  pPErucTpallid  MMMYHOOHOJIOTUYECKUX  JICKAPCTBEHHBIX  NpernaparoB s
BETEPUHAPHOTO MMPUMEHEHHS );

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

€) onucaHue METOIUK KOHTPOJISl KaueCTBa;

JK) pe3ysIbTaThl aHaIM3a cepuil (apmarneBTHYeCKOW CyOCTaHmmu (HE MPEACTaBISIOTCS TIpU
TOCY/JIapCTBEHHOW  PETHUCTpPAIlMd  MMMYHOOHOJIOTMYECKUX  JICKAPCTBEHHBIX  NperapaTtoB IS
BETEPUHAPHOTO MMPUMCHECHHS );

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

3) MepeueHb CTaHAAPTHBIX 00Pa3IlOB WM BEIIECTB, UCTIOIB3YEMBIX MPU OCYIIECTBICHUN KOHTPOIIS
KauyecTBa;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

I/I) OINMMCAHUC XAPAKTCPUCTUK U CBOMCTB YIaKOBOYHBIX MATCPpUATIOB U YKYIIOPOYHBIX CPCACTB;

K) JaHHble O CTaOWIBHOCTH (HE MPEJICTABISAIOTCS TPH TOCYAAPCTBEHHOW perucTpanuu
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPETMapaToB AJsl BETEPUHAPHOTO MPUMEHEHHS);
(B pen. ®exnepanbHoro 3akona ot 02.08.2019 N 297-03)

JI) CPOK FOJIHOCTH, YCIIOBUSI XpaHEHMUS,

Koncynprantllntoc: npumeyanue.

[Ipu ycKOpeHHOW Tmpoueaype pPEerucTpaluyd BOCIPOU3BEICHHOIO Ipernapara JOMYyCKaeTcs
HENPEJICTaBICHUE ONMMCAHUSA METONOB M MX JOKYMEHTAJIBHOIO NOJATBEP)KIEHUS, NPU MHUCbMEHHOM
00s3aTeNbCTBE MX IPEACTaBUTh B TeueHHe 12 MecsueB co nHsA peructpauuu (IlocraHoBieHue
[TpaButensctBa PO ot 12.03.2022 N 353).

5) otuer O pe3ynbrarax JIOKIMHMYECKOIO HCCIIEJOBaHMs JIEKAPCTBEHHOIO CpEACTBA JUIS
BETEPUHAPHOTO NPUMEHEHMSI, BKJIIOUAIOIIUI ONKUCAHUE METOIOB ONPEECIIEHNS OCTATOUYHBIX KOJIMUYECTB
JEHCTBYIOIIETO BEIIECTBA (JACHCTBYIONIMX BEIIECTB), IOCTUTAIOMIETO (IOCTUTAIOIINX) CHUCTEMHOTO
KpOBOTOKa, B IMPOIYKIUHU >KUBOTHOI'O MPOMCXOXKJIEHUS MOCJIE€ MPUMEHEHHUS TaKOro JIEKapCTBEHHOI'O
CPEICTBA, a TAKXKE JOKYMEHTAIbHOE MOATBEPKACHNE (BAIUJAINS) YKa3aHHBIX METO/IOB;

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

6) OTUCT O PpEe3yJibTaTaX KIMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIpfrapara I
BCTCPHUHAPHOI'O MNPUMCHCHHA Yy KaAXIOro BHJAA JKHUBOTHBIX, YKa3aHHbIX B HWHCTPYKOHUHU 11O

BETEPUHAPHOMY IIPUMEHEHHUIO;

7) TPOEKT UHCTPYKUUU IO BETEPUHAPHOMY INPUMEHEHHUIO JIEKApCTBEHHOro Ipemnapara,
coJiepKalley CIenyOnIe CBEICHU:

a) HANMCHOBAHUC JICKAPCTBCHHOI'O IIpCIIapara IJIsd BETCPUHAPHOTO TPUMCEHCHUS (MC)K,I[YHapOI[HOC
HCIMIAaTCHTOBAHHOC, WJIX I'PYIITMPOBOYHOC, WJIIKN XUMHYCCKOC U TOPTOBOC HaI/IMCHOBaHI/Iﬂ);

0) mnekapctBeHHas ¢opMa C yKa3aHHEM HaWMEHOBAaHMM M KOJIMYECTBEHHOTO COCTaBa
JEHCTBYIOIIMX BEIIECTB U KAYECTBEHHOT'O COCTaBa BCIIOMOTaTENIbHBIX BEIIECTB;

B) OIMMCAHUEC BHCIIHETO B A JICKAPCTBCHHOI'O IIp€riapaTta Ajid BETCPUHAPHOI'O IPUMECHCHUA

r) ¢apMmakoTepaneBTHUecKas TpyIa JIEKApCTBEHHOrO0 TMpernapara s BETEpUHAPHOTO
NPUMEHEHMS WK yKa3aHHe "TOMEeONaTHUeCKui JIeKapcTBEHHBbIHN npenapar';

n) (QapmakonuHaMMKa M (apMaKkOKMHETMKa (32  HCKIIOYeHHeM  (apMaKOKUHETUKU
TOMEOIIATHYECKUX JICKAPCTBEHHBIX MPENapaToB M PACTUTENIBHBIX JIEKAPCTBEHHBIX IPEMapaToB) HIU
OTMCaHHe UMMYHOOHOJIOTHYECKIX CBOUCTB JIEKAPCTBEHHOTO TIpenapara;

€) MoKa3aHus I IPUMEHECHHUS;

)K) IIPOTHUBOIIOKAa3aHUsA IJIsd IPUMCHCHUA

3) Mepbl NPEAOCTOPOKHOCTH IPU IPUMEHEHNH;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

I/I) YKa3aHue€ BO3MOXKHOCTH U 0COOEHHOCTEN MNPUMCHCHUA Yy 6CpeMeHHHX JKUBOTHBIX, Y JKUBOTHBIX
B IICPUOJ JIAKTAIlUH, ¥ TIOTOMCTBA )KUBOTHBIX;

K) PEXUM J03MPOBAHUS, CIIOCOO BBEJACHHUS M MPUMEHEHUS, IPU HEOOXOIMMOCTH BpeMs MpHeMa
JIEKApCTBEHHOTO IIpernapara il BETepUHAPHOI0 IPUMEHEHUS, IPOJOJKUTENBHOCTD JICUEHUS;

J'I) BO3MOJKHEIE ITOOOYHBIE }IeﬁCTBI/IH, HCXKECIATCIbHBIC PECAKIHUU TP ITPUMCEHCHUH JICKAPCTBECHHOI'O
npenapara ajid BETCPUHAPHOI'O0 IPUMCHCHUS

M) CUMITOMBI IIEPE03UPOBKH, MEPHI IO OKA3aHUIO MOMOIIHU TPH MEePEeI03UPOBKE;
H) B3aUMOJICHCTBUE C IPYTMMHU JIEKAPCTBEHHBIMU IIpeNapaTaMy U (WJIN) KOpMaMu;
0) ¢opMBI BBITyCKa JEKApCTBEHHOTO Mperapara Jjisi BETEPUHAPHOTO IPUMEHEHHS;

) ykasaHue (Ipu HEOOXOIMMOCTH) OCOOEHHOCTEH NEHCTBUS JIEKQpCTBEHHOrO Ipemnapara Ajs
BETEpUHAPHOI'0 IIPUMEHEHUS IIPU IIEPBOM IIPUEME WIIH IIPH €r0 OTMEHE;

p) omucanue (IpH HEOOXOIMMOCTH) ACHCTBUH CIICIMANINCTA B 00JACTH BETEPUHAPHH, BIIaJICNIbIA
’KMBOTHOTO TIPH TIPOITYCKE IpHeMa OIHOW MM HECKOJIBKMX J103 JIEKapCTBEHHOTO IperapaTa s
BETEPUHAPHOTO IPUMEHEHHUS;

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

C) CPOK TOAHOCTH MW YKAa3aHUC Ha 3apeT IMNPUMCEHCHUA JICKAPCTBCHHOI'O IIpf€riapara ajid
BETCPHUHAPHOI'O IPUMEHECHUA 110 UCTCUCHUHN CPOKA I'OJHOCTH;

T) YCJIOBUS XpaHEHUS;

y') YKa3aHue Ha HCO6XO)II/IMOCTL XpaHCHUA JICKAPCTBCHHOI'O IIpflapara MJIsI BETCPHUHAPHOI'O
NPUMCHCHUA B MECTAaX, HCAOCTYIIHBIX IJISA ,Z[eTeﬁ;

¢) ykazanue (mpu HEOOXOAMMOCTH) CIICHHUAIBHBIX MEP MPEAOCTOPOKHOCTU MPU YHUUYTOKCHUHU
HEHCIIOIb30BAHHBIX JICKAPCTBEHHBIX IIPENApaTOB U1l BETEPUHAPHOIO IPUMEHEHHS],;

X) CPOKH BO3MOXXHOI'O MCIIOJB30BaHUA MPOAYKIHUH JXKUBOTHOI'O IMMPOUCXOXKACHUA ITOCIIE BBCACHUA
KHBOTHOMY JICKAPCTBCHHOT'O IIpfIiapara JJIsi BETCPUHAPHOT'O IIPUMCHCHUS

I1) YCJIOBHS OTITyCKa,

Y) HAUMEHOBAHMS U ajpeca MPOU3BOACTBEHHBIX IUIOMIAJ0K IPOU3BOIUTENS JIEKAPCTBEHHOTO
npenapara Jijisi BEeTepuHapHOr0 MPUMEHEHHS;

II) HAaWMEHOBAaHWE, aJpEC OpPTraHM3alWH, YIOJIHOMOYECHHOW Jep)KaTelieM WM BIaJeibIeM
PETHCTPAIIMOHHOTO  YJAOCTOBEPEHUS JIGKAPCTBEHHOTO TIpermapaTa Ha NPHHATAE TPETEH3UH OT
oTpeOuTes;

8) MPOEKTHl MaKeTOB MEPBUYHON YMAKOBKM M BTOPUYHOM YNAKOBKU JIEKAPCTBEHHOTO Ipenapara
JUIs. BETEPUHAPHOTO IPUMEHEHMS,

9) cnenyromue cBeeHNs O JEKapCTBEHHOM IIpernapare AJis BETEPUHAPHOIO IPUMEHEHUS:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

a) OMMCAaHUE U COCTaB JICKAPCTBEHHOTO MpernapaTa sl BETepUHAPHOTO PUMEHEHHS;
0) onucanue gapmMaleBTUIECKON pa3paboTKH;

B) OIMCAHME IpoIlecca MPOU3BOJCTBA U €r0 KOHTPOJIS, MOAMUCAHHOE B MOPSJIKE, YCTAHOBICHHOM
B COOTBETCTBHU C YacThIO | HAaCTOSIIEH CTAThH;
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

I) ONHMCaHWE KOHTPOJIS KPUTHYECKHX CTaJUi TNPOU3BOJCTBA M INPOMEKYTOYHON NPOIYKLIUH,
MIOJINMCAaHHOE B MOPSIKE, YCTAHOBJICHHOM B COOTBETCTBHH C YaCThIO | HACTOSIIIEH CTAaThH;
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

J) HaUMEHOBaHWS M ajpeca pa3paboTyMKa, AepkaTels WIM BIAAeiblia PErHCTPALIHOHHOTO
YIOCTOBEPEHHUS]  JIEKAPCTBEHHOTO  Iperapara, IMPOU3BOACTBEHHBIX  IUIOMIAJIOK  IPOU3BOIUTEIS
JICKApCTBEHHOTO TIperapara JJisi BETEPUHAPHOTO TPUMEHEHHUS C YKa3aHUEM CTaJui TEXHOJIOTHYECKOTO
IPOIIECCa, OCYIIECTBIIEMBIX Ha IPOM3BOACTBEHHBIX IUIOLIAIKAX IPOM3BOIAMTEINS JIEKAPCTBEHHOTO
npenapara Juisi BETepPHHAPHOTO PHMEHEHNS;

(B pen. ®enepanbubix 3aKkoHOB OT 13.07.2015 N 241-P3, ot 02.08.2019 N 297-D3)

e) (hapmareBTHUECKasi COBMECTHUMOCTB;
) MUKPOOHOJIOTUIECKHE XapaKTEPUCTUKH;
3) MaTepuaibHbIN OaaHC JIJIsl MPOU3BOICTBA CEPUH FOTOBOTO MPOJIYKTA;

I/I) OIIMCAHUC XaPAKTCPUCTHUK U CBOMCTB YIIAaKOBOYHBIX MaT€pHUaIOB U YKYIIOPOYHBIX CPEIACTB;

Koncynsrantllntoc: npumeuanue.
IIpu perucrtpanym IO YCKOPEHHOH MpoOLENype MAONYCKAeTCsl HENPEACTaBICHUE [TOKYMEHTOB,
ot

npeaycMoTpeHHbix nm. "k" m. 9 4. 3 cr. 17, mpu yCIOBMM MHUCBMEHHOrO O00s3aTelibcTBa MX

IIPEeIOCTaBUTh B TeueHue 12 mecsues co nHs peructpauuu (Iloctanosnenue [IpaButensctea PO ot
12.03.2022 N 353).

K) JOKYMEHTAJIbHOE MOATBEPKACHHE (BaIM1alusl) IPOLIECCOB U (UJIN) UX OLIEHKA;

J) TpeboBaHMWS K KadyecTBY BCIIOMOTATENFHBIX BemlecTB (ceprudukar, cnenudukanus Ha
BCIIOMOTaTeJIbHbIE BEIIECTBA U UX OOOCHOBAHUE);

Koncynprantllitoc: npumeuanue.
[Ipu peructpanuu MO YCKOPEHHOH Mpolenype AOMyCKaeTcsl HEMpeACTaBICHHE TOKYMEHTOB,
nperycMoTpeHHbIX M. "M" m 9 4. 3 cr. 17, mpu yclOBUM THCHMEHHOTO OO0s3aTeIbCTBA HX

[IPEeIOCTaBUTh B TeueHue 12 mecsues co nHs peructpauuu (Iloctanosnenue [IpaBurtenscrsa PO or
12.03.2022 N 353).

M) AHAIIUTUYCCKUC MCTOJAUKH, HUCHOJB3YCMBIC IIPpU OCYIICCTBJICHUNW KOHTPOJA Ka4CCTBaA
BCIIOMOT'aTCIBHBIX BCIICCTB,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

Koucynbrantlntoc: npumeyanue.

IIpu perucrtpanum IO YCKOPEHHOH MpoLENype MAONYCKAeTCsl HENPEACTaBICHUE [TOKYMEHTOB,
npexycMoTpeHHbIX M. "H" m 9 4. 3 cr. 17, mpu yClIIOBUM NHCBMEHHOTO 0053aTeIhCTBA HX
IIPEIOCTaBUTh B TeueHue 12 mecsues co nHs peructpauuu (Iloctanosnenue [IpaButenscrea PO ot
12.03.2022 N 353).

H) JOKYMCHTAJIbHOC MOATBCPKIACHUC (BaJII/Il[aLII/ISI) AHAIIUTUYCCKUX MCTOAUK, UCIIOJIB3YCMbBIX IMPU
OCYHICCTBJICHNHN KOHTPOJIA Ka4€CTBA BCIIOMOT'aTCJIbHBIX BEIICCTB,

O) I/IH(i)OpMaHI/ISI 00 HCIIOJB30BAaHUM BCIIOMOTaTEIbHBIX B€IICCTB YCJIIOBCUYECKOTO MW KHMBOTHOI'O
IIPOUCXOKIACHUSA,

n) yrpatui cuiy. - @enepanbhslii 3akoH ot 02.08.2019 N 297-D3;

p) TpeOoBaHMS K KadyeCcTBY JIEKAPCTBEHHOIO IIpernapara [yl BETEPHUHAPHOTO NPUMEHEHHUs
(ceprudukar, cienuduKanms Ha JeKapCTBEHHBIH Mpenapar ¥ X 000CHOBaHUE);

C) AHAIUTUYCCKUC MCTOAHUKH, HMCIOJIB3YCMBIC IIPU OCYHICCTBICHHUU KOHTPOJIA KadceCTBa
JICKApCTBCHHOT'O ITperiaparta JJIs1 BETCPUHAPHOT'O ITPUMCHCHUS

Koncynprantllmtoc: npumeyanue.

IIpu perucrtpanym IO YCKOPEHHOM MpoLEeaype AOIYCKaeTCsl HENPEACTaBICHUE [TOKYMEHTOB,
npexycMOTpeHHbIX mi. "T" m. 9 4. 3 cr. 17, mpu ycnoBUHM MHCBMEHHOTO 0053aTeIhCTBA HX
IIPEeIOCTaBUTh B TeueHue 12 mecsues co nHs peructpauuu (Iloctanosnenue [IpaBurtenscrsa PO or

12.03.2022 N 353).

T) AOKYMCHTAJIbHOC TIOATBCPIKIACHUC (Bannnaum{) AHAIIUTUYCCKUX MCTOIAUK, HUCIIOJIB3YyCMbIX IIPH
OCYHICCTBJICHUUN KOHTPOJIA Ka4€CTBA JICKAPCTBCHHOTI'O IMpCTiapaTa 4JI1 BETCPHUHAPHOI'O MPUMCHCHU A,

y) JOKYMEHT, MOATBEPKAAIOIMIMA KayecTBO JIEKAPCTBEHHOI'O Ipernapara TpeX MHPOMBIIUIEHHBIX
cepuil (MPOTOKOJ aHaM3a WIM CEePTHU(PHUKAT aHaau3a), OJHA CEPHsl KOTOPOTO JIOJDKHA COBIAJAThH C
cepueit 00pasiia JeKapCTBEHHOTO Mperapara, MoJJaHHOTO Ha PETUCTPAIIHIO;

&) xapakTepucTHKa pumMeceii;

X) NEpCUCHb CTAHAAPTHBIX 06pa3u013, HCIIOJIB3YCMBIX IPU OCYHICCTBIICHMHU KOHTPOJISA KadCCTBa
JICKApCTBCHHOTO ITplriapaTta JJIs1 BETCPUHAPHOT'O IMTPUMCHCHUS

KoncynbrantlIntoc: nmpumeyanue.

[Ipy ycKOpeHHOM MpoLeAype pPETUCTpaluu BOCHPOU3BEIEHHOrO Mpenapara JOIyCKaeTcs
HEMPEJICTABICHUE CBEACHUM, MpeaycMOTpeHHbIX mm. "n" m. 9 4. 3 cr. 17, npu NUCbMEHHOM
00s3aTeNnbCTBE MX MPENOCTaBUTh B TeueHHe 12 mecsaueB co aHa peructpauuu ([locraHoBieHue
ITpaButensctBa PO ot 12.03.2022 N 353).

II) JaHHBIC O CTaOUIBLHOCTH JICKAPCTBCHHOTO IIpCIiapaTa I BETCPUHAPHOI'O ITPHUMCHCHUA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

10) xomus AOKyMeHTa, coepxaiiero MHGpOpMalHui O HAaTUYUA UM 00 OTCYTCTBUH (HAKTOB
pEerucTpalmu JeKapcTBEHHOIO Ipenapara JJii BeTepUHApHOro MPUMEHEHHUs 3a npeaenaMu Poccuiickoi
Oenepauuu;

11) cornacue B nuchbMeHHOU (popme, MpeayCMOTPEHHOE YacThiO0 7 HACTOSILEN CTaThbH, B CIy4yae
perucTpanyy BOCIPOU3BEIEHHOTO JIEKaPCTBEHHOT O IIpernapara;
(B pen. deaepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

12) komust JOKYMEHTa Ha pPYCCKOM S3bIKE€, 3aBEPEHHOTO0 B YCTAHOBJIEHHOM TOpSJKE U
MOATBEPKIAOLIETO TIPAaBOMOYHOCTh 3asBICHHUA O TOCYJapCTBEHHOM PErucTpalMM JIEKapCTBEHHOIO
Ipernapara Jyisi BETEpUHAPHOTO IPUMEHEHUS (I0BEPEHHOCTb);

Koncynprantlntoc: npumeyanue.

Jo 31.12.2023 poccuiiCKHM HPOU3BOAUTENSIM Ppa3pelIeHO HE MPEACTaBIATh CBEICHHS B
cooTBeTcTBUU ¢ M. 13 4. 3 cr. 17 mpu peructpanui MUMMYHOOHOJOTHYECKHX JIEKAPCTBEHHBIX
npenaparoB ([loctanonenue [IpaButenscTBa PO ot 12.03.2022 N 353).

13) cBegeHUsT O TOCYAApCTBEHHOW PETUCTpAIMM TE€HHO-UHKEHEPHO-MOAU(PHUITIPOBAHHBIX
OpraHM3MOB, IMpEeJIHA3HAYEHHBIX [JS BBIIYCKa B OKpYXaloUlylo cpeay (Mpu TOCYIapCTBEHHOMN
pErucTpalvi JIEKAPCTBEHHBIX IpENapaToB [l BETEPUHAPHOTO TPUMEHEHHMs], IMOJIYYEHHBIX C
NPUMEHEHUEM T'eHHO-UHXECHEPHO-MOAU(DUIIMPOBAHHBIX OPraHU3MOB WJIHM  COZACPIKALIMX  TaKue
OpraHU3MBlI).

(m. 13 BBenen denepanbHbiM 3aKoHOM 0T 02.08.2019 N 297-03)

4. Ilpu npoBeneHUH YCKOPEHHOW MPOLEAYpPbl SKCHEPTU3bl JIEKAPCTBEHHOrO IMpernapara s
BETEPUHAPHOTO TMPUMEHEHHs (32 HCKIIOYEHHEM JIEKapCTBEHHOIO IIpermapaTa [Jjisi BETEpUHAPHOTO
MPUMEHEHHUS, YKa3aHHOTO B 4acTu 4.1 HacTOsAIIel CTaThy) B LENSIX €ro TOCYJapCTBEHHON perucTpanuu
BMECTO OTYeTa pa3paboTdyMka O pe3ylabTaTax JOKIMHUYECKOTO WCCIEAOBAHUS JICKAPCTBEHHOTO
CpeICTBA Ui BETCPUHAPHOTO NPHUMEHEHHUS MOXXET OBITh MpEACTaBlIeH 0030p Hay4YHBIX pPabOT o
pe3ynbTartax JOKIMHMYECKOTO UCCIIEOBaHMUsS pe(EepeHTHOTro JIEKapCTBEHHOro Mpemnapara Juis
BETEPUHAPHOTO TMPUMEHEHHS, a BMECTO OTYETa O PE3yJbTaraX KIMHUYECKOTO HCCIEIOBAHUS
JIEKApCTBEHHOr'0 IMpernapara il BETEPUHAPHOTO IMPUMEHEHHsS OTYET O Pe3ysbTaTax MCCIECI0BAaHUN
OMOPKBUBAJIEHTHOCTH  BOCHPOU3BEJIEHHOTO  JIEKAPCTBEHHOTO  Mpemapara Juisi  BETEpUHAPHOTO

NPUMCHCHUA.
(B pen. @enepanbbix 3aKkoHOB 0T 02.08.2019 N 297-P3, ot 28.04.2023 N _171-P3)

4.1. Ilpn npoBeneHUM YCKOPEHHOM MpOLEAyphl 3KCHEPTU3bl JIEKApCTBEHHOTO IpernapaTra Ajs
BETEPUHAPHOTO MPUMEHEHUs, MPEAHA3HAYECHHOTO JUIsl JICUCHHUS JIOMAITHUX JKUBOTHBIX, OMPEICICHHBIX
®denepanbHbiM 3ak0HOM OT 27 nekabps 2018 roma N 498-®3 "OO OTBETCTBEHHOM OOpAICHHH C
YKUBOTHBIMHU U O BHECEHUU U3MEHEHUU B OTZIETbHbIE 3aKOHOATENbHbIE aKThl Poccuiickoit @enepaunn",
U 3apETUCTPUPOBAHHOIO B KAYECTBE JIEKAPCTBEHHOIO Ipenapara s MEIULMUHCKOTO MPUMEHEHHs, B
[eIsIX ero TOCYHapCTBEHHOW perucTpaluy BMECTO OTdeTa pa3padoTuymka o pe3ylbTaTax
JTOKJIMHUYECKOTO HMCCIIEIOBAaHUS JIEKAPCTBEHHOTO CPEACTBA JJII BETEPUHAPHOTO MPUMEHEHHUS MOTYT
OBITH TIPEJICTABIICHBI PE3YJIbTAThl JOKIMHUYECKOTO MCCIICIOBAHUS COOTBETCTBYIOIIECTO JIEKAPCTBEHHOTO
CpeACTBa IJii MEAMIMHCKOTO TMPUMEHEHUs, a BMECTO OT4YeTa O pPe3yjbTarax KIMHUYECKOrO
WCCIIeIOBaHM JIEKapCTBEHHOTO IpernapaTa /Ui BEeTEpUHAPHOTO MPUMEHEHHS - 0030p Hay4HBIX padoT O
pe3yabpTaTax KJIMHUYECKHUX UCCIEI0BAHUM JIEGKAPCTBEHHOTO Ipenapara Jijisi MeIULIUHCKOTO TPUMEHEHUS
Ha BHJIaX >KUBOTHBIX, KOTOPBIM MPETHA3HAUAETCS UCCIEAYEeMbIi JIeKapCTBEHHBIN Mpernapar.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

(uacts 4.1 BBenena @enepanbHbIM 3ak0HOM OT 28.04.2023 N 171-D3)

5. Ha »skcnepTu3y pa3muuHBIX JIEKapCTBEHHBIX ()OPM OFHOTO M TOrO K€ JIEKApCTBEHHOTO
rmpenapara Uil BETEPUHAPHOIO IIPUMEHEHMs 3asABUTENb IIPEACTABIIACT OTICIbHBIE 3asBJICHUS U
PETUCTpAIIOHHBIE JI0Che Ha KKAYIO JeKapcTBeHHYI0 ¢opmy. [Ipu ycrmoBumn ogHOBpeMEHHOH MOadu
Ha JKCTEePTU3Y OIHOM JIEKApCTBEHHOW (POPMBI C Pa3TMUYHBIMHU JO3UPOBKOHM, KOHIIEHTpAIHEH, 00BEMOM
3asBUTEb MPEJCTABISAECT OJHO 3asBJICHHE W PETUCTPALMOHHOE JOChE C NPUIIOKEHHUEM MAKETOB
MEPBUYHOM YMAaKOBKM M BTOPUYHOM ymakoBkM. Ha makerax NHEepBHYHONW YNAKOBKM M BTOPUYHOMN
YIaKOBKH YKa3bIBAIOTCS BCE MPOU3BOAMMBIE JO3UPOBKH, KOHIIEHTPAIIMH, 00BEMbI U KOJIUYECTBO JI03 B
YIIAaKOBKE JICKaPCTBEHHOTO IIperapara Juisi BETEPUHAPHOIO IPUMEHEHUS.

(B pen. ®exnepanbHoro 3akona ot 02.08.2019 N 297-03)

6. B ciyuae HemnpeacTaBieHUs C 3asBJICHUEM O TOCYAAPCTBEHHOW PETUCTPALIMM JIEKAPCTBEHHOTO
Ipernapara Jiisi BETEpUHApHOIO IPUMEHEHU JOKYMEHTOB, IIOATBEPKAAIOIINX YILIATY FOCY1apCTBEHHON
[OLIIMHBI U YKA3aHHBIX B IIYHKTE 7 4acTH 2 HACTOSILEN CTaTbU, CBEIECHUHN O JIMLEH3UAX, YKA3aHHBIX B
nyHkrax 1 ® 2 dactu 3 HacTosmed CTaTbd, a TaKKe BbIABAEMBIX (IIPEIOCTaBISIEMBbIX)
YIIOJIHOMOYEHHBIMU (heZiepaibHBIMU OpraHaMH HMCIIOJIHUTENIFHONW BJACTH JOKYMEHTOB (CBEICHHIA),
yKa3aHHbIX B NyHKTe 2.1 uactu 3 Hacrosed cTaTbH, YNOJIHOMOYEHHBIM (enepanbHblii oprat
WCIIOJHUTENIbHOM  BJIACTH  3ampaliuBaeT  yKa3aHHblE JOKYMEHTBHl  (CBelIEHHus)) B  MOpsIKE
MEXBEJOMCTBEHHOI'0 MH()OPMAIIIOHHOTI'O B3aUMOJICHCTBUS.

(dacts 6 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

7. He nmomyckaeTrcs WHCIIONBb30BaHHE B KOMMEPUECKHUX IIeNsaX HHPOpMAIMH O pe3yibTarax
JOKJIIMHUYECKUX  MCCIEAOBAHUM  JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX  HCCIICIOBAHUM
JICKaPCTBEHHBIX MPENapaToB IS BETEPUHAPHOIO MPUMEHEHUS, NPEACTABICHHOW 3asBUTEJEM s
TOCYJIapCTBEHHOM PETHCTpaIliU JICKAPCTBEHHBIX MPEMapaToB, 0€3 €ro coryiacusi B TEUCHHE IIECTH JIET C
JaThl TOCYJApCTBEHHOW pErHUCTpalv PePEepeHTHOro JICKApCTBEHHOTO Ipemnapara B Poccuiickoit
denepauuu.

8. JlepxaTenb WM BiAJIENel] PErUCTPALIMOHHOIO yIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara Jjist
BETEPUHAPHOTO TIPUMEHEHUS MPEICTABIISCT B YIIOJTHOMOYCHHBIN ()eIepaibHbII OpraH HCIIOTHUTETHHON
BJIACTH OTYET IO pe3yibTaTaMm (papMakoHaa30pa OJUH pa3 B IIECTh MECSAIIEB B TEUCHUE JIBYX JIET MOCIE
rOCYy/IapCTBEHHOW PETHCTpPAIlMU JIEKapCTBEHHOro mnpenapata B Poccuiickoit ®enepauuu, 3aTeM
€XKETOTHO B TCUCHHUE MOCIICAYIONMINX TPEX JIET U B IaJIbHEHIIIEM OJIMH pa3 B TPH Toja.

(uacts 8 BBenena denepanbubiM 3aKoHOM 0T 02.08.2019 N 297-03)

CraTtba 18. NNogaya n paccMmoTpeHne 3asBIeHMA O rocyfapCTBEHHOW perncrpauum
neKkapcTBeHHOro npenapara Ana MeaAuLMHCKOro NnpuMeHeHus
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jlms rocynapCTBEHHOM pErucTpaluM JIEKapCTBEHHOTO Ipenapara g MEAUIMHCKOIO
NPUMEHEHHS IOPUIUYECKOe JIMI0, JCHCTBYIOIIEE B COOCTBEHHBIX HMHTEpecax WM YIOJHOMOUYEHHOE
NIPEACTABIIATL UHTEPECHI APYroro OPUAMYECKOrO JIMIA U 3asBIIAIOLICE JICKAPCTBEHHBIM IpenapaTr Ha
rOCy/IJapCTBEHHYIO PpEruCTpaluio (Jajiee B HAcTOSIIEH cTaTbe - 3asBUTENb), MPEICTaBIsET B
YIIOJITHOMOYEHHBIN benepanbHbIN opraH WCIIOJIHUTEIIBHOM  BJIACTH, OCYILECTBIISIOIINN
TrOCYJapCTBEHHYK) PErMCTPALUI0 JIEKAPCTBEHHBIX MPENapaToB ISl MEAUIMHCKOIO IPHUMEHEHHs, B
ANEeKTpOHHOH QopMe W Ha OyMa)XHOM HOCHUTENE 3asBICHHE O TOCYJapCTBEHHOH perucTpanuu
JIEKapCTBEHHOI'O Tpernapara JJii MEAMLHMHCKOIO NPHUMEHEHUs, a TaKXe B IOPAIKE, YCTAaHOBJIECHHOM
YIIOJIHOMOYEHHBIM (heZiepalIbHbIM OpPraHOM HCIIOJHUTEIBHON BIIACTH, B 3JEKTPOHHOW (opme u Ha
OyMa)XHOM HOCHUTEJIE HEOOXOAMMBIE JOKYMEHThI, U3 KOTOPhIX (OPMUPYETCS PETUCTPALMOHHOE J10ChE
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

Ha JIEKapCTBEHHBIHN Mpenapar i MeIUIUHCKOIO IPUMEHEHUS.
(dactp 1 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. B 3adBJIeHUH 0 rOCYJapCTBEHHOM perucTpaniu JIEKapCTBEHHOrO Mpernapara sl MEAULUHCKOTO
IIPUMEHEHHUS YKA3bIBAIOTCS:

1) HamMeHOBaHWE, ajpec 3asiBUTEISI W IMPOW3BOJUTENIS JICKAPCTBEHHOTO Ipemapara Uit
MEUIIMHCKOTO MPUMEHEHHS, CBEJICHUS 00 MX PETUCTPAllii B KaYECTBE HAJOTOIUIATCIIBIIMKA B CTPaHE
perucTpanyu (111 POCCUICKUX IOPUIUYECKUX JIUI] - HISHTH()DUKAIMOHHBIM HOMEP HAJIOTOIIATeIIbIUKA
(MHH), nns WMHOCTpaHHBIX MOPUAUYECKHX JIMI[ - CTpaHa pPETUCTpallMd, HAUMEHOBAaHUE
PETHCTPUPYIONIETO OPTaHa, PETUCTPANMOHHBIA HOMEP, KOJ] HAJIOTOIUIATEIIbIIUKA B CTPAHE PETHCTPAINH
(MHKOpIIOpAIIMU) WM €ro aHajor) M aJpec MecTa OCYIISCTBIICHUS IMPOU3BOJICTBA JICKAPCTBEHHOTO
npermapaTta (B ciay4yae HaIUYHMS HECKOJBKUX YYaCTHUKOB TIpoIlecca €ro IMPOW3BOJCTBA HEOOXOIMMO
yKa3aTh Ka)KJIOI0 yYaCTHUKA B COOTBETCTBUH C OCYIICCTBIIIEMOM CTaIueH MPOU3BOICTBA);

(m. 1 B pen. @enepanbHoro 3akona ot 28.12.2017 N 425-03)

2) HaMMCHOBAHUC JICKAPCTBCHHOI'O IMpeTiapaTa JJIs1 MCAUIIMHCKOTO ITPUMCHCHU A (Memz[yHapoleoe
HCIMMAaTCHTOBAHHOC, WJIN I'PYIITMPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

3) MEPCUCHDb I[GI\/JICTBYIOHII/IX " BCIIOMOTr'aTCJIbHBIX BCIICCTB, BXOAAIINX B COCTAB JICKAPCTBCHHOTI'O
npenapara Jjid MEAUIUHCKOro IPpUMECHEHHA, C YKa3aHUEM KOJIMYCCTBA KaXK/10I'0 U3 HUX;

4) nexapctBeHHas (opma, J03UPOBKA, CHOCOOBI BBEACHHUS M MPUMEHEHHUS, CPOK T'OJHOCTU
JIEKapCTBEHHOT'O MIpernapaTa Jisl MEIUIIUHCKOTO MPUMEHEHUS;

5) bapmakoTepaneBTHUeCKas rpyImna, KOJ aHATOMO-TEPANEBTUYECKO-XUMUYECKON
KIaccu(UKaluy, pPEeKOMEHJOBAaHHOW BcemupHOW opranuzanueil 31paBOOXpaHEHHs, 3asBIsSECMbIE
ITOKa3aHus Ul IPUMEHEHMs JIEKapCTBEHHOTO Mperapara 1 MEAUIIMHCKOTO IPUMEHEHUS;

6) OTCYTCTBHE HEOOXOJWMOCTH TIPEIOCTaBICHUS OTYeTa O pe3yJbTaTax KIMHUIECKOTO
HCCIe0BaHMS, UCCIICIOBaHMs OMOAKBUBAJICHTHOCTH JICKAPCTBEHHOTO Ipernapara, pa3peueHHOro it
MEIUIMHCKOTOo TpuMeHeHus B Poccuiickoit @enepauuu Oosnee ABaAlAaTH JIET, C YyKa3aHUEM
HOPMATUBHBIX NIPABOBBIX aKTOB, MOATBEPKIAAIOIINX JaHHBIN CPOK MPUMEHEHHUS;

7) HEOOXOAMMOCThL O(hOpMIICHHS pa3pelieHus Ha BBO3 B Poccmiickyro Depepanuio KOHKPETHOMN
MapTUU  3apPETUCTPUPOBAHHBIX M (MJIM)  HE3apETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJNCTB,
NpE€AHAa3HAYCHHBIX JIA MPOBCACHUA SKCICPTU3LI JICKAPCTBCHHBIX CPEACTB B LCIIAX FOCy}IapCTBeHHOﬁ
pEerucTpaLuy;

8) HEOoOXOIUMOCTh TMPOBEACHUS JKCIEPTU3bI JOKYMEHTOB, TMPEACTABICHHBIX Ui OMpPEICIICHHS
BO3MOYKHOCTH pacCMaTpUBaTh JICKAPCTBEHHBINH Mpemapar Ui MEIUIMHCKOTO TPUMCHEHUS TIpU
OCYIIECTBIICHHU TOCYIAPCTBEHHON PErUCTPALMK B Ka4eCTBE OP(PAHHOTO JICKAPCTBEHHOT'O MperapaTa;

9) He0OXOAMMOCTh TIPUMEHEHUST YCKOPEHHOM MPOIIETyphl SKCIIEPTHU3HI JIEKAPCTBEHHBIX CPE/ICTB B
LEJSAX TOCYTapCTBEHHON PETUCTPALlMU JIEKAPCTBEHHOTO IIpenapara;

10) xonuu JOKYMEHTOB, MMOATBEPKAAIOIINX YIUIATy TOCYJapPCTBEHHOM MOIINHBI:

a) 34 IPOBCACHUC SKCICPTU3BI JOKYMCHTOB, HPCACTABJICHHBIX IJI OHNPCACIICHUA BO3MOXHOCTU
paccMaTpuBaTh HeKapCTBeHHBIﬁ npemnapar it MCAUIUHCKOIO MPUMCHCHUA TIpU OCYIHICCTBJICHUHA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

rOCyJJapCTBEHHOH perucTpaiyy B KadyecTBe OppaHHOro JEKapCTBEHHOTO Mpenapara;

0) 3a mpoBeJEHUE SKCIEPTU3bl KAauecTBa JIGKAPCTBEHHOI'O CPEACTBA U IKCHEPTU3bI OTHOIICHUS
0’KMJIa€MOM ITOJIb3bl K BO3MOYKHOMY PHUCKY IPUMEHEHMs JIEKapCTBEHHOI'O IIpernapara, pa3pelieHHOro
JUIs MEAMLIMHCKOTO npuMeHeHus B Poccuiickoit denepanuu Oosiee 1BaauaTH JIET, IPU OCYILECTBICHUN
roCyIapCTBEHHOU PETUCTPALNN JIEKAPCTBEHHOTO IIpenapara;

B) 3a IPOBCACHUE OKCIICPTHU3bI KAYCCTBa JICKAPCTBECHHOI'O CPEACTBA MW OKCIIEPTHU3bI OTHOIICHHUA
OXKHJaeMOM MOJB3bl K BO3MOXHOMY PpHUCKY [IPUMCHCHUA JICKAPCTBECHHOTO IIpeliapaTta JId
MCIUITUHCKOI'O IPUMCHCHUS IIPU €Tro FOCYI[&pCTBGHHOﬁ perucTpanuu;

F) 3a MPOBCACHHUEC SKCIICPTU3bI KA4YCCTBA JICKAPCTBCHHOI'O CPCACTBA M SKCHCPTHU3BI OTHOIICHUA
O)KHI[aCMOﬁ IMOJIB3BI K BO3MOXHOMY PpPUCKY TPHUMCHCHUA JICKAPCTBCHHOI'O IIp€riapara Ajid
MCIUIIUHCKOI'0 NpUMEHCHUS, B OTHOIICHUHW KOTOPOTO IMPOBCACHBI MCKIYHAPOJAHBIC MHOT'OICHTPOBBLIC
KIMHUYCCKUE HCCICAOBaHWsA, 4YaCTb M3 KOTOPBIX IIPOBCIACHA B Poccuiickoit d)eﬂepaulzm, Ipu
OCYHICCTBJIICHUU FOCy,Z[&pCTBGHHOﬁ perucTpanru JICKApCTBCHHOI'O IIpCIIapara,

11) Hanuume coriacust MPOU3BOAUTEINS JIEKAPCTBEHHOIO IIpernapara, MPOU3BOACTBO KOTOPOTO
ocymecTtsisiercs 3a mnpeaenamu  Poccuiicko  ®@enepanyy, Ha IPOBEICHHUE HHCIEKTUPOBAHMS
MIPOM3BOUTEIIS HA COOTBETCTBHE TPEOOBAHUSAM IPAaBUJI Ha/JIeKallel MPOU3BOACTBEHHON NPAKTHKH;

12) Hanuuue coriacusi, MpeTyCMOTPEHHOI0 YacThio 18 HacTosel cTaTby;

13) ykazaHume BuAa JIEKQpCTBEHHOIO IpenapaTa, IPEJICTABIEHHOIO Ha PErucTpaLuio
(pedepeHTHBI  NEeKapCTBEHHBI  mpemapaT, BOCIPOM3BEIEHHBIN  JIEKapCTBEHHBIM  Mpemnapar,
OMOJIOTMYECKUI JIeKapCTBEHHBIN Mpernapar, 6M0aHaIoroBbIi (OO0 J00HBIN) JIeKapCTBEHHBIH MpenapaT
(Omoanasor), roMeonaTHYECKuil IEKapCTBEHHBIH Mpernapar, JIeKapcTBEHHBIN paCTHTEIBHBIN Mpernapar).
(uactsp 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. PerucrtpanvioHHOE J0Ch€ Ha JICKAPCTBEHHBIM Tpermapar ajis MEAUIIMHCKOTO TPHUMEHEHUS
MpeaocTaBsgeTCs B opMe 00IIEro TEXHUYECKOTO IOKYMEHTA.
(uacts 3 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4, Pazgen AOKYMCHTAIIUU aAMUHUCTPATUBHOI'O XaPAKTCPa BKIOYACT B ceOs:

1) 3agBaEHME O TOCYIAPCTBEHHOM PETHCTpalMU JIEKAPCTBEHHOrO Ipernapara JJil MEAULHUHCKOIO
MIPUMEHEHHS B DJIEKTPOHHOH opme U Ha OyMaskHOM HOCHUTEIIE;

2) KOMHI0O JOKyMEHTa Ha pPYCCKOM $3bIKE, 3aBEPEHHOTO B YCTAaHOBJIIEHHOM TIOpSAKE U
IIOATBEP>KIAOIIETO IIPAaBOMOYHOCTD 3asiBUTEIIS [TOAaBATh 3asBJIICHUE O FOCYAAPCTBEHHOW PETUCTPALUU
JIEKapCTBEHHOTO Mpenapara sl MEIUIIMHCKOTO IPUMEHEHUs (JOBEPEHHOCTH);

3) cBeneHus O JaTe MPEJOCTAaBICHUS M PETHMCTPALlMOHHOM HOMEpE JIMIIEH3UMU Ha MPOU3BOJICTBO
JICKAPCTBEHHBIX CPEACTB WJM CBEICHUS O JaTe NPENOCTaBICHHUS W PErUCTPALMOHHOM HOMEPE
3aKIIOYEHUsST O COOTBETCTBUU TPOU3BOJIUTENST JIEKAPCTBEHHBIX CPEACTB TPEeOOBaHMSIM IIPaBUI
HaJIeKaled TPOU3BOJCTBEHHOM TIPAKTHUKH, BBUIAHHBIX (MIPEIOCTABICHHBIX) YIOJIHOMOYEHHBIM
(denepanbHbIM OPraHOM HCIIOJHUTENBHOW BJIACTH B OTHOIIEHUU TPOU3BOJCTBEHHOM IJIOIIAAKU
PErUCTPUPYEMOr0 JIEKAPCTBEHHOTO IIpenapara, B clly4ae, €ClId MPOU3BOJCTBO JIEKAPCTBEHHOTO
npermnapara ocyuectsisiercs B Poccuiickoit @enepauuu;

(B pen. @enepanbubix 3akoHOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

4) KONmMIO MPEJOCTaBIEHHON YHNOJHOMOYEHHBIM OPIaHOM CTpPaHbl MPOU3BOJUTENS JHMIIEH3UU Ha
MIPOM3BOJICTBO JICKAPCTBEHHOTO IIperapara M ee TIepeBOJ] Ha PYCCKUH S3BbIK, 3aBEPEHHBbIC B
YCTQHOBJICHHOM [IOpPSAJKE, @ TAaKKe KOMUIO 3aKII0YEHUS O COOTBETCTBHU IPOM3BOIUTENS
JICKApCTBCHHBIX CPCACTB TpC6OBaHI/I$[M ImpaBuJI Hazmencameﬁ HpOHSBOI{CTBCHHOﬁ IMMPAKTHUKH, BBIJAHHOT'O
YIOOJIHOMOYCHHBIM q)ellepaJ'II)HI)IM OopraHomMm HWCIIOTHUTENBHOM BJIACTH B OTHOIIIEHHUHU HpOI/ISBO}ICTBeHHOﬁ
IUIOIIAJKU PETUCTPUPYEMOTO JIEKApPCTBEHHOI'O Ipernapara, WIM KOMHI0 PELICHUS YHOJIHOMOYEHHOTO
(denepanbHOrO OpraHa HCHOJHUTENIBHOW BJIACTH O IMPOBEACHUU HHCIEKTHPOBAHUS INPOU3BOIAMTEINS
JIEKapCTBEHHBIX CPEZCTB, B ClIy4yae, €ClId MPOU3BOJICTBO JIEKAPCTBEHHOTO MpernapaTa OCyIeCTBIseTCS 3a
npeaenamu Poccuniickoit denepanuu;

(B pen. ®enepanbHbix 3aKk0HOB OT 04.06.2018 N_140-P3, ot 27.12.2019 N 478-D3)

5) MOpOeKT MHCTPYKIMHM 1O MEIUIMHCKOMY NPHUMEHEHHUIO JIEKapCTBEHHOIO Ipernapara,
coJiepKalley CIenyOUIe CBEICHU:

a) HAaNUMCHOBAHUC JICKAPCTBCHHOI'O IIperiapara (MC)K,HYHapOI[HOC HCIIaTCHTOBAHHOC, WJIN
TpyHOImMpOBOYIHOC, UK XUMHUUYCCKOC U TOPIroBOC HaI/IMCHOBaHI/IH);

0) nekapctBeHHas ¢opmMa C yKa3aHHEM HaWMEHOBAaHMM M KOJIMYECTBEHHOTO COCTaBa
JEHUCTBYIOIIMX BEIIECTB M KAaU€CTBEHHOTO COCTaBa BCIIOMOTATENbHBIX BEIIECTB (IIPU HEOOXOIUMOCTH
KOJIMYECTBEHHOTO COCTaBa BCIIOMOTATEIbHBIX BEIIIECTB);

B) OINKMCAHUE BHEIIHErO BU/A JIEKAPCTBEHHOTO MpernapaTa JIjsl MeIULIUHCKOTO IPUMEHEHUS;

r) GU3HKO-XMMHYECKHEe CBOMCTBA (U1 paanodapMaleBTUUECKUX JIEKapCTBEHHBIX MPENapaToB);

n) dapMakoTepaneBTHUeCKas Tpymmna, KOJ JEKapCTBEHHOTO IMpemapaTa Ais MEAUIIMHCKOTO
NPUMEHEHHUS 10  aHATOMO-TEPaleBTUYCCKO-XMMHUECKONH  KIAcCU(UKAIMK, PEKOMEHIOBAaHHOU
Bcemupnoii opranuzainueil 31paBOOXpaHEHHWs, WU YyKa3aHUE 'TOMEOMATHYECKUH JIeKapCTBEHHBIN

npenapar';

e) dapmakoguHaMuka W ¢dapMaKOKMHETHKa (32  HMCKIIOYeHHEM  (HapMaKOKHHETUKH
TOMEOIIATHYECKUX JICKAPCTBEHHBIX MPEMAPaTOB M PACTUTEIILHBIX JICKAPCTBEHHBIX MPENapaToB);

K) TIOKa3aHUsl 17151 TPUMEHEHUS;

3) IPOTUBONOKA3aHUS JJIsl IPUMEHEHUS;

1) MEpBI MIPEIOCTOPOKHOCTU IPU IPUMEHEHUH;

K) yKa3aHUE BO3MOXKHOCTH U OCOOEHHOCTEW NpPHMEHEHHs JIeKapCTBEHHOTO Ipemnapara s
MEIUIMHCKOTO TMPUMEHEHUs OepeMEHHBIMU O>KEHIIMHAMHU, IKCHIIMHAMU B TMEPHOJ TPYAHOTO
BCKapMJIMBaHUS, IE€TbMH, B3POCIBIMU, HIMEIOIIUMU XPOHHUECKHE 3a00JIEBaHUS;

J) PeXHUM J03UPOBaHUs, CIOCOOBI BBEACHUS M MPUMEHEHHUS, P HEOOXOAUMOCTH BpeMs NpHeMa
JIEKAPCTBEHHOI'0 IIpernapara Juisi MEIULHUHCKOIO IPUMEHEHHMs], IIPOJOJIKUTEIBHOCT JICYEHUS, B TOM

Yucic y JIETEH OO0 U IOCJIe OJHOTO roaa,

M) BO3MOXHBIC HECKCIIATCIIBHBIC PEAKIMKU IpHU MNPHUMCHCHUHW JICKAPCTBCHHOTO IIpcriapara Iajid
MCIUIUHCKOI'O IPUMCHCHUSA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

H) CUMIITOMBI IIEPEI03UPOBKHU, MEPHI 110 OKA3aHUIO IOMOILH NPH NEPEI03UPOBKE;
0) B3aUMO/ICHCTBUE C JPYTUMH JICKApCTBEHHBIMHU IMTpenapaTaMy U (MJI1) MUILEBBIMU IPOTyKTaMHU;
1) (hOpMBI BBIITyCKa JIEKAPCTBEHHOTO IIpenapaTa;

p) ykazaHuwe (Mpu HEOOXOAMMOCTH) OCOOCHHOCTEW MEHCTBUSI JIEKAPCTBEHHOTO Mperapara Jjist
MCIUIHUHCKOI'0 IPpUMCHCHUS IIPU IIEPBOM IMPUEME UIIH IIPU €0 OTMECHE,

c) ommcaHue (IpH HEOOXOIWMOCTH) ACUCTBUN Bpaya (denpamepa) u (WIK) MaWEHTA TPH
MPOMyCKe MpHEeMa OJHOM WM HECKOJIBKUX JI03 JICKapCTBEHHOTO Ipernapara Ui METUIIHHCKOTO
MIPUMEHEHUS,

T) BO3MOXHOC BJIMAHUC JICKAPCTBCHHOI'O IMpfcrapara Mjid MCAUIUHCKOIO INPUMCHCHHA Ha
CIIOCOOHOCTH YHOpaBJIATh TPAHCIIOPTHBIMU CPCACTBAMU, MCXaHU3MaMU;

y) CpPOK TOJHOCTH M YyKa3aHWE Ha 3ampeT NPUMEHEHHS JIEKApCTBEHHOTO TIpemapara mIjis
MEIMIMHCKOTO IIPUMEHEHUS 110 UCTEUEHUN CPOKA FOJJHOCTH;

&) ycnoBus XpaHeHUS;

X) YKa3aHue Ha HGO6XO,Z[I/IMOCTB XpaHCHUA JICKAPCTBCHHOI'O IIperapara I MCAULUHCKOTO
MNPUMCHCHUA B MECTaX, HCAOCTYIIHBIX IJIA ;[eTeﬁ;

1) yka3zaHue (Ipu HEOOXOJMMOCTH) CIELHUAIbHBIX MEp NMPEAOCTOPOKHOCTH MPU YHUUTOXKEHUU
HEHCIIOIb30BAHHBIX JICKAPCTBEHHBIX NIPENApATOB JUIsl MEAUIIMHCKOTO TPUMEHEHNS;

Y) yCIIOBUS OTITyCKa;

1) HAaUMEHOBaHMs M aJpeca IMPOU3BOACTBEHHBIX IUIONIAJ0K MPOU3BOAUTEINS JIEKAPCTBEHHOTO
npernapara;

) HAUMEHOBAaHUE, aApPEC OpPraHMU3aLUM, YIOJIHOMOYEHHOW JepiKaTelleM WU BIaAeiblEeM
PErUCTPALIMOHHOTO YJIOCTOBEPEHMSI JIEKAPCTBEHHOr0 Iperapara A MEIUIMHCKOrO NPUMEHEHUs Ha
MPUHSITHE MIPETEH3UI OT MOTpeOuTENS;

6) UHCTPYKILHIO IO MEIULUHCKOMY MPUMEHEHUIO UM KPATKYI0 XapaKTepUCTHKY JIEKapCTBEHHOTO
npemnapara, yTBEp>KICHHbIE B CTPAHE MPOU3BOAUTEINS;

7) IMPOCKTHI MAKCTOB HepBH‘{HOﬁ YIaKOBKH U BTOpHQHOﬁ YIIAaKOBKH JICKAPCTBCHHOI'O IIpCIiapaTta
AJIL MCAUITUHCKOTO ITPUMCHCHUA

8) TpPOeKT HOPMATHUBHOM JOKYMEHTAIIMM WM HOPMATHUBHOTO JIOKYMEHTa Ha JIEKapCTBEHHBII
npenapar Jijisi MeJUITMHCKOTO MPUMEHEHHUS TN0O0 yKa3aHWe COOTBETCTBYIONICH (hapMaKONEeHHOM CTaThH;

9) mokyMmeHT, coaepKamuii HHGOPMALIMIO O HAJIWYUHU WIM 00 OTCYTCTBUHU (DAKTOB perucTpanuu
JIEKapCTBEHHOTO MpernapaTa Jisi MEIUIIMHCKOTO MpUMEHeH U 3a npeaenamu Poccuiickoit @enepanuu;

10) KOIMUHU HOOKYMCHTOB, 3aBCPCHHBLIX B YCTAHOBJICHHOM IMOPAAKEC W IMOATBCPKIAANOIINX (I)aKT
perucTpanvu JICKApCTBCHHOI'0 IIp€riaparta B HWHOCTPAHHBIX TOCYAAapCTBax B Ka4dYC€CTBC Op(i)aHHOI‘ (O)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

JICKApCTBCHHOT'O IIpeIiapara,

11) IUIaH YyIpaBJICHUA PpUCKAMU  JJIA OMOJIOTUYECKUX JICKApCTBCHHBIX IIPCIIapaToB  JJIA
MCIUITUHCKOI'O IPUMCHCHUA

12) moxymeHT o cucreMe (papMakoHaA30pa JAepiKaTellss WM BJaleNblla PErUCTPAIIHOHHOTO
YIOCTOBEPEHUS JIEKaPCTBEHHOTO TIpenapara;

13) noKyMeHT, NOATBEPXKIAOIIMNA KadecTBO JICKAPCTBEHHOI'O IpenapaTa TpeX MPOMBIIIIEHHBIX
cepuil (IPOTOKOJ aHaNIM3a WIM CepTU(UKAT aHAIN3a), OJIHA CepUsi KOTOPOro JOJDKHA COBMNAAATH C
cepueil oOpasla JIEKapCTBEHHOTrO Tpernapara Ui MEAMLIUHCKOrO MPUMEHEHHs, MPEICTaBICHHOIO Ha
roCy/1apCTBEHHYIO PETUCTPALIMIO.

(uactp 4 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5. Paznen xumuueckol, ¢papManeBTUYECKON M OMOIOrHYecKON JOKYMEHTAI[MH BKJIOYAET B ce0st
JOKYMEHTBI, coJepKalue HHPopManuoo o (apMaleBTUYeCKOH CyOCTaHIIMM M JIEKapCTBEHHOM
npenapare A MEAULUHCKOrO IMPUMEHEHHs], IMPOLEecce €ro IMPOU3BOACTBA U MeETOJaxX KOHTPOJIS
KauecTBa, B TOM YHCJIE:

1) xomwio [OKYMEHTa, COJEpKallero CIEAYIONyl0 HWHPOpManuioo O QapMaleBTUYeCKOi
cyOcTaHIK Wi (PapMalleBTUIECKUX CYOCTaHIIHMSX, BXOIAIIMX B COCTaB JIEKAPCTBEHHOTO Mperapara, 3a
UCKIIIOYeHHeM uHpopMaluu o (papManeBTUYECKUX CYOCTaHIMSAX, BKIIOUEHHBIX B TOCYAapCTBEHHBIN
peecTp JeKapCTBEHHbBIX CPEACTB B COOTBETCTBUM €O cTaThel 34 HacTosero denepaabHOro 3aKOHa:

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 462-03)
a) HaUMEHOBaHMe (apMaleBTUYECKON CyOCTaHINH, e CTPYKTypa, oOII1e CBONUCTBA;
0) HaMMEHOBAHUE U a/IpeC POU3BOIUTENS;

B) TEXHOJIOTHSI TIPOM3BOJICTBA C ONMMCAHMEM CTaJWK MPOU3BOJICTBA U METOJIOB KOHTPOJIA HAa BCEX
CTaJusAX MPOU3BOJICTBA;

I') olMcaHue pa3pabOTKH Mpolecca IPOU3BOJICTBA;

) OTMCaHNE KOHTPOJIS KPUTUUECKUX CTaJui MPOU3BOJICTBA U MPOMEXKYTOUHOM MPOIYKIINH;
€) JOKyMEHTaJIbHOE MOATBEPKACHUE (BaTUIAIM) TPOLIECCOB U (M) UX OLICHKA;

’K) CBOMCTBA U CTPYKTYypa JACUCTBYIOIINX BEIIECTB;

3) XapaKTepHUCTHKA IPUMECEH;

1) crieundukanys Ha papMaleBTHUECKYIO CyOCTaHIINIO U €e 000CHOBAHUE;

K) AaHAINTHYECKHE METOJIUKH, WCIIOJIb3yeMble NpPU OCYLIECTBICHHHM KOHTPOJII KadecTBa
(hapmaieBTHUECKOI CyOCTaHIINN;

J) JOKyMEHTaJIbHOE MOATBEPKACHUE (BaUAAIUA) aHAIUTHUYECKUX METOJMK, HCIOIb3yEeMbIX MpU
OCYIIECTBIICHUH KOHTPOJISI KauecTBa (papMalieBTU4ecKoi cyOcTaHuy;

M) pe3yJIbTAaThl aHAJIM3a CEPHUM (papMalleBTUUECKON CyOCTaHIINM;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

H) MepeUCHb CTAHAAPTHBIX 06p8.3I_IOB WM BCHICCTB, HCIHOJB3YEMbIX IIpU OCYHICCTBJICHUN
KOHTPOJIA Ka4€CTBaA,

0) ONMCAHNE XAPAKTEPUCTUK U CBOICTB YIIAKOBOUHBIX MAaTEPUAJIOB U YKYIIOPOUYHBIX CPEACTB;

1) JAaHHBIE O CTAOMIBHOCTH (hapMaIleBTHUECKON CyOCTaHITNH;

P) CPOK rOJIHOCTH;

1.1) B oTHomeHuu (QapmMalneBTUYECKUX CyOCTaHLMH, BXOIAIIMX B COCTaB JIEKAPCTBEHHOI'O
npernapara ¥ BKJIIOYEHHBIX B TOCYAAPCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUM CO
cratbeil 34 Hacrosmero PenepanbHOrO 3aKOHA, - KOMMS JOKYMEHTA, COAEPIKAIEro CIEAYIOLIYIO
UH(POPMALIHUIO:

a) HaMMEHOBaHME (papMaIeBTHICCKON CyOCTaHINH, €€ CTPYKTypa, OOIIHne CBOMCTBA,

0) HaMMEHOBAaHUE U a/IpeC MPOU3BOIUTENS;

B) pe3yJbTaThl aHaNu3a cepuil hapMalieBTHUECKON CyOCTaHIINY;

I') CPOK T'OJTHOCTH;
(m. 1.1 BBenen ®PenepanbHbIM 3aK0HOM OT 27.12.2019 N 462-D3)

2) [OKYMEHT, COJACpKAallMii CIICAYIOIMEe CBEICHUS O JICKAPCTBEHHOM Mpernapare Jyis
MCIUITUHCKOI'O IPpUMCHCHUSA:

a) OIMMCAHUEC U COCTaB JICKAPCTBCHHOI'O IIp€riapaTta Ajd MEAUIUHCKOTO TPUMCHCHUS

0) ommcanue QapmareBTHUECKON pa3paboTku (00OCHOBaHME BBIOOpA COCTaBa, TMEPBUYHON
YIIAKOBKH U HHOTO);

B) TE€XHOJIOTHsSI POU3BOJICTBA C ONMKUCAHUEM CTAJUN MPOU3BOJCTBA U METOJOB KOHTPOJSI HAa BCEX
CTaJusAX MMPOU3BOJCTBA;

I) OIMCaHUE KOHTPOJII KPUTHYECKUX CTaJuil mpolecca MNPOU3BOACTBA M IMPOMEKYTOUHOU
HPOAYKIIMH;

1) HaIMEHOBAaHUE U aJIpec MecTa OCYILIECTBICHUs MPOU3BOJCTBA JIEKAPCTBEHHOrO Ipenapara JJis
MEIULMHCKOTO MPUMEHEeHHs (B cllyyae HaJIM4yMsl HECKOJIBKHX YYaCTHHKOB IIpoliecca HMpPOHM3BOJICTBA
HE00XO0/IMMO yKa3aTh KaKIO0Tr0 U3 HUX);

e) (hapmareBTHUECKasi COBMECTUMOCTB;

) MUKPOOHOJIOTUIECKHE XapaKTEPUCTUKH;

3) MaTepuaibHbIN OajaHC JIJIsl MPOU3BOICTBA CEPUH FOTOBOTO MPOJIYKTA;

I/I) OIIMCAHUC XaPAKTCPUCTHUK U CBOMCTB YIIAaKOBOYHBIX MaT€pHUaIOoB U YKYIIOPOUYHBIX CPEIACTB;

K) JOKYMEHTAJIbHOE MOATBEPKACHHE (BATHIAIMs) IPOIIECCOB IPOU3BOCTBA U (MJIM) UX OIICHKA;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

J'I) TpCGOBaHI/IH K KaueCTBY BCIIOMOI'aTCJIbHBIX BCHICCTB (CepTI/Iq)I/IKaT, CHeI_II/I(I)I/IKaI_II/ISI Ha
BCIIOMOTaTCJIBHBIC BEIICCTBA U UX 06OCHOBaHI/Ie);

M) AHAIIUTUYCCKUC MCTOAUKH, HCIOJB3YCMBIC IIPpU OCYHICCTBJICHUNW KOHTPOJA Ka4YCCTBaA
BCIIOMOT'aTCJIBHBIX BCIICCTB,

H) TIOKyMEHTaJIbHOE MOATBEpXkACHUE (BalIHUIaUsl) aHATUTHUYECKUX METOJIUK, UCTIOIb3YEMbBIX MpHU
OCYILLECTBIEHUN KOHTPOJISA Ka4eCTBAa BCIIOMOraTEIbHBIX BEIECTB;

0) I/IH(1)OpMaI_II/I$I 00 HCIIOJB30BAaHUM BCIIOMOTaTEIbHBIX BCIICCTB YCJIIOBCYUCCKOI'O M XHMBOTHOI'O
MMPOUCXOKIACHUA,

H) HH(bOpMaL[I/ISI 00 HCII0JIB30BAaHUH HOBBIX BCIIOMOTaTEIbHBIX BCIIICCTB,

p) TpeOoBaHMS K KadyecTBY JIEKAPCTBEHHOrO IIpermapaTa [Uisi MEIUIIMHCKOTO IPUMEHEHUS
(cepTudukar, cnenudukalys Ha JeKapCTBEHHBIH Mpenapar U uX 000CHOBaHUE);

C) AHAIIUTUYCCKUE MCTOAWKH, MCIIOJIB3YyCEMBIC IIPU OCYHICCTBIICHHM KOHTPOJIA KadeCTBa
JICKApCTBCHHOTO IIpenapaTa i1 MECAUIHUHCKOT'O IPUMCEHCHUS

T) JAOKYMCHTAJIBHOC TIOATBCPIKIACHUC (BaJ'II/IILaI_[I/ISI) AHAIIUTUYCCKUX MCTOIAUK, HUCIIOJIB3YCMbIX TIPpH
OCYHICCTBJICHUHN KOHTPOJIA Ka4CCTBA JICKAPCTBCHHOTI'O ITpCriapaTta AJjid MCIUIUHCKOTIO NPUMCHCHUA

y) pe3yJIbTaThl aHAIM30B CEPUil IEKAPCTBEHHOIO IIpernapaTa JUisl MEIUIUHCKOTO IPUMEHEHUS;
¢) xapakTepucTuKa NpuMecei;

X) NEepCUCHb CTAHAAPTHBIX o6pa3u0B, HCIIOJIB3YCMBIX IIPU OCYILICCTBIICHMU KOHTPOJIA Kaduc€CTBa
JICKApCTBCHHOTO IIpenapaTa i1 MEAUIHUHCKOI'O IIPUMCEHCHUS

I1) JaHHbIE O CTAOUJIBLHOCTH JIEKAPCTBEHHOTO Ipernapara sl MEAUIIMHCKOTO TPUMEHEHHUS.
(dactp 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Paznmen gapMakoiorndaeckoi, TOKCHKOJIOTUIECKONW JOKYMEHTAIIUN BKJIIIOYACT B c€0s OTYETHI O
pe3ysbratax JIOKIMHUYECKHX HCCIICIOBAHUN  JICKAPCTBEHHOTO CPEJICTBA JUIS  MEIAWIIMHCKOTO
MPUMEHEHHS, B TOM YHUCIIE:

1) otuer o hapMaKOAMHAMHYECKUX UCCIICTOBAHMSIX;

2) OTYCT O (I)apMaKOKI/IHeTI/I‘leCKI/IX HUCCICIOBAHUAX

3) OTYET O TOKCUKOJIOTHYECKUX MCCIICAOBAHUSIX.
(uactp 6 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Paznen KIWHWYECKOW JOKYMEHTAIIMH BKJIIOYAET B CeOSI OTYETHI O pe3ysbTaTaxX KIMHUYECKHUX
HCCeA0BaHUH JIGKAPCTBEHHOTO Tperapara JUisi MEIUIIMHCKOTO TPUMEHEHUS, B TOM YHCJIE:

1) ordersl 00 wHcClIeIOBAHUAX OMOAOCTYNHOCTH W OHMOIKBUBAJIEHTHOCTH, MHCCIEJOBAHUSAX,
YCTaHaBJIMBAIOUINX KOPPEJSLUIO PE3YIbTaTOB, MOTYUYSHHBIX B YCIOBUX in Vitro U in vivo;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

2) ot4eTsl 0 (papMaKOKMHETHUECKUX UCCIIEI0BaHMSAX;
3) oT4eTsl 0 (hapMaKOAMHAMUYECKUX UCCIICIOBAHUIX;
4) OTYETHI O KIIMHUYECKUX UCCIIE0BAHUAX dIPPEKTUBHOCTH U 0€30I1aCHOCTH;

5) OTYET 0 MOCTPETUCTPALIMOHHOM OIIBITE MPUMEHEHMS (ITPU HATMYUUN).
(uactp 7 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

8. TpeboBanus k 00beMy MH(OPMAIUH, NIPETOCTABISIEMON B COCTaBE PErUCTPALMOHHOIO JIOChE,
JUIsL OTJICJIBHBIX BUIOB JIEKAPCTBEHHBIX MPENapaToB JUIsl MEIUIIMHCKOTO IPUMEHEHUS yCTaHABINBAIOTCS
YIOJIHOMOYEHHBIM (he/IepaIbHBIM OPraHOM HCTIOJIHUTEIILHOMN BIIACTH.
(uactp 8 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

9. B oTHOIIEHUH JIEKaPCTBEHHBIX MPENapaToB, pa3pelIeHHbIX I MEAUIIMHCKOTO MPUMEHEHHS B
Poccuiickoit @eneparuu Oosee aBaalaTé JET U B OTHOIICHWH KOTOPHIX HEBO3MOXKHO IPOBEACHHUE
HCCIEAOBAaHUN WX OMOKBUBAJICHTHOCTH (32 HMCKIIOUYEHHEM OWMOJOTHYECKUX JIEKAPCTBEHHBIX
MpernapaToB), JOMYCKAeTCsl BKIIOUEHHE B COCTaB paszzenia (papMaKoIOTHMYECKOM, TOKCHKOJIOTHYECKON
JOKYMEHTAIlMU U pasliena KIMHUYEeCKOH TOKYMEHTAllMd BMECTO OT4eTa pa3paboTdyuka O pe3ylbTaTax
COOCTBEHHBIX JOKIMHUYECKUX HCCIICOBAHHN JIEKAPCTBECHHBIX CPEACTB M KIIMHUYCCKUX HCCIICIOBAHUN
JIEKaPCTBEHHBIX MPEMapaToB I MEIUIIMHCKOTO MPUMEHEHHsI 0030pa HAaydHBIX paboOT O pe3ysibTraTax
JTOKJIMHUYECKUX HCCIICIOBAHUN JICKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIEIOBAaHUN JTaHHBIX
JIEKApCTBEHHBIX MPEMapaToB, B TOM YHCJIE BKIIFOYAsl OIBIT UX MOCTPETUCTPAITMOHHOTO IIPUMCHECHHS.
(uactp 9 BBenena PexepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3aKoHa OT
27.12.2019 N 475-®3)

10. Ilpu rocynapcTBEHHOM pPETMCTpalliy BOCIPOU3BEACHHBIX JIEKAPCTBEHHBIX IMPENaparoB Ul
MEIUIMHCKOTO TPUMEHEHHs] JIOIyCKaeTcs BKJIIOYEHHE B COCTaB paszzaena (apMaKoJIOTUYECKOM,
TOKCUKOJIOTUYECKON JOKYMEHTAallul U pasjena KIMHUYECKOW JIOKyMEHTalluh BMECTO OT4YeTa
pa3paboTyMKa O pe3ysbTaTax COOCTBEHHBIX JOKIMHUYECKHUX HMCCIEIOBAHUM JIEKAPCTBEHHBIX CPE/ICTB
0030pa HayuyHBIX PabOT O pe3yibTaTax JOKIMHUYECKHX MCCIEOBaHUN pedepeHTHOro JIeKapCTBEHHOTO
npernapara M MpeaCcTaBIeHHEe BMECTO KIMHUYECKUX HCCIEIOBAHUN B MOJHOM 00beMe, YCTaHOBICHHOM
pa3fenoM KIMHMYECKOW IOKYMEHTAIlMH, OTYeTa O Pe3ysbTaTaxX HCCIICAOBAaHMA OMOIKBHUBAJICHTHOCTH
BOCIIPOU3BEJIEHHOTO JIEKAPCTBEHHOr0 Tpernapara Juisi MeAMLIMHCKoro npumeHeHus. He tpeOyercs
NPEJCTAaBICHUE OTYeTa O pe3yJbTaTax HCCIeI0BaHUNH OHOIKBHUBAJIEHTHOCTH BOCIPOU3BEICHHOTO
JEKapCTBEHHOTO  Mpemapara  Juld  MEAMLUMHCKOIO  IPUMEHEHMs, €CIU  PEruCTPUPYIOTCS
BOCIIPOU3BE/ICHHbIE JIEKAPCTBEHHbIE MTPENapaThl I MEAUIMHCKOTO IPUMEHEHUS, KOTOpBIE:

1) mpeaHasHadyeHbl UId MapeHTEPAIbHOTO (TOAKOXKHOTO, BHYTPHUMBILIIEUHOTO, BHYTPUBEHHOTO,
BHYTPHUIJIA3HOI'O, BHYTPHUIIOJIOCTHOI'O, BHYTPUCYCTaBHOI'O, BHYTPUKOPOHAapHOI'O) BBEIEHUS U
MPEACTaBISAIOT OO0 BOAHBIE PACTBOPHI;

2) mpeCTaBiIsIOT CO00M PacTBOPHI AJIs MEPOPATILHOTO MPUMEHEHHUS;

3) nmpousBeneHs! B (hopMe HOPOIIKOB WX JIMO(UIN3ATOB ISl IPUTOTOBIICHHUS PACTBOPOB;

4) ABNAIOTCS ra3aMu;

5) SABJIIFOTCA YITHBIMU WJIK TIIa3HBIMHA JICKAPCTBCHHBIMU IIpCriapaTaMiu, NIPOU3BCIACHHBIMU B (bopMe
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

BOIOHBIX paCTBOPOB;
6) npeaHa3HaA4YCHbI AJId MCCTHOT'O IPUMCHCHUSA U IPUTOTOBJICHBI B (bopMe BOOHBIX paCTBOPOB;

7) npeacTaBISAIOT COOOW BOAHBIE PACTBOPHI IS MCIIOJB30BAHMS B (DOpME MHTASIIUNA C TIOMOUIBIO
HeOyaiizepa WM B Ka4eCTBE HAa3aJbHBIX CIIPEEB, IPUMEHSIEMBIX C TOMOIIBIO CXOIHBIX YCTPOMCTB.
(uactp 10 BBegena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

11. Jlns cnydaeB, ykazaHHbIX B nyHktax 1 - 3, 5 - 7 wyactu 10 HacTosimiedl craThbu,
BOCIIPOU3BE/ICHHBIN JIEKAPCTBEHHBIA Mpenapar s MEIUIIMHCKOTO MPUMEHEHHUS OJIKEH COJep:KaTh
TaKue k€ BCIIOMOTATeNbHBIC BEIIECTBA B TAKUX e KOJMYECTBAX, KaK U peepeHTHBIN TeKapCTBEHHBIN
npenapat. Eciu cocTaBbl BCIOMOTaTeNIbHBIX BEIIECTB PA3IMYAOTCS, 3asIBUTENb JIOJDKEH MPEICTaBUTh
JTIOKA3aTeNIbCTBA TOTO, YTO UCIOJIb3yeMbI€ B JIAHHBIX KOHIIEHTPAILIMAX BCIIOMOTATEIbHBIC BEIIECTBA HE
BIUAIOT Ha Oe30macHOCTh M (Wiau) A(PPEKTUBHOCTH JIEKAPCTBEHHOTO Tpemnapara Jyisli MEIUIIMHCKOTO
npuMeHeHusa. B cimydae, ecnu 3agBUTENh HE MOXKET MPEICTaBUTh TaKHe JI0KA3aTelIbCcTBA M (WJIM) HE
MMeEeT JOCTyMa K COOTBETCTBYIOIIMM JIaHHBIM, OH JIOJDKEH MPOBECTH COOTBETCTBYIOIINE MCCIEIOBAHUS
JUISL TOKA3aTeNbCTBA OTCYTCTBUS BIMSHUS Pa3HBIX BCIIOMOTATENbHBIX BEHIECTB WM BCIIOMOTATENIBHBIX
yCTPOUCTB Ha Oe30macHOCTh U (W) 3P PEKTUBHOCTD JIEKAPCTBEHHOTO Mpenapara Juisi MeIUIUMHCKOTO
MPUMEHEHUS B COOTBETCTBHHM C AaKTaMH, COCTABJISIOIIMMU MpaBo EBpa3MiicKOro 3KOHOMHUYECKOTO
coro3a.

(gactp 11 BBenena denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. deaepanbHOTO 3aKOHA OT
22.12.2020 N 444-03)

12. Ilpm TOCYZapCTBEHHOM  perucTpanuy KOMOMHALIMH  paHee  3aperuCTPHUPOBAHHBIX
JIEKapCTBEHHBIX IpPEnapaTroB s MEAMLIMHCKOIO IMPUMEHEHMs JOIYCKAeTCs BKIIIOUEHUE B COCTaB
pasgena (papMaKOIOTMYECKOM, TOKCHKOJIOIMYECKOW JOKYMEHTallUM M pas3jiena KIMHUYECKON
JOKYMEHTalldd BMECTO OT4YeTa pa3padoTyuka O pe3yjibTaTax COOCTBEHHBIX JOKIMHUYECKHX
UCCIIEIOBAaHUM JIEKAPCTBEHHBIX CPEJACTB 0030pa HayuyHBIX pPabOT O pe3yibTaTax JAOKIMHUYECKHX
UCCIIeIOBAaHUM pe(EepeHTHBIX JIEKapCTBEHHBIX MPENaparoB, BXOJAIIMX B COCTaB KOMOMHALUU
JIEKapCTBEHHBIX MPENapaToB, U 00 OTCYTCTBUU MX B3aUMOJCHCTBUS B OJHOM JIeKapCTBEHHOH Gopme.
(uactp 12 BBeneHa PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

13. Ha skcnepTu3y pas3iudHbIX JIEKapCTBEHHBIX (OPM OJHOTO M TOTO K€ JIEKaPCTBEHHOI'O
mpernapaTta i MEIUIMHCKOTO MPUMEHEHUS 3asBUTENb NPEJCTaBISIeT OTAENbHbIE 3asBICHUS U
PErucTpaliOHHbIE 10ChEe HAa KAXKAYIO JeKapcTBeHHYIo ¢opmy. Ilpu ycnoBun onHOBpeMEHHOH mojadu
Ha 3KCIEPTU3Y OJHOM JIeKapCTBEHHOU ()OPMBI C pa3IMYHBIMU J103UPOBKOM, KOHIIEHTpaLue, 00beMoM
3asiBUTENb TPEACTABISAET OAHO 3asBICHHE U PETUCTPALIMOHHOE JOChE C TNPUIOKEHHUEM MAKETOB
YIIaKOBOK Ha KKAYIO TO3UPOBKY, KOKIYI0 KOHIIEHTPAIMIO, KaX/Iblii 00beM U KaXKJ0€ KOJIMUYECTBO J103
B yIaKOBKE.

(uactp 13 BBegeHa deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

14. Ilpu rocyaapCTBEHHOM perucTpanuu Op(aHHOro JIEKapCTBEHHOIO Ipenaparta 3asBUTEIb
IpeJCTaBIseT HHPOPMALIHIO, HEOOXOIUMYIO 11l (POPMHUPOBAHUS pa3jiesia KIMHUYECKOH TOKYMEHTAalllH,
B 00bEeMe, YCTAaHOBJIEHHOM YTIOJIHOMOYEHHBIM (e/iepajIbHbIM OPraHOM HCIIOJTHUTEIBHOMN BIACTH.

(uactp 14 BBenena PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

15. Ilpu peructpauuu OMOJOTUYECKOTO JIEKAPCTBEHHOI'O Ipernapara, MOJIYyYEHHOIO W3 KPOBH,
I1a3Mbl KPOBHM 4EJIOBEKa, B COCTaBE PErMCTPAaIliOHHOTO JOChe Ha JIEKApCTBEHHBIM Npenapar ajs
MEJULUHCKOTO IPUMEHEHHUS JOJIKHBI ObITh IIPEJCTABIEHBI JOTIOJIHUTEIBHO:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

1) B pazgene [AOKyMEHTAllMM aJMHUHHCTPATHUBHOTO XapakTepa JOKYMEHT, COJAep Kaluit
uHpopMalKIo 0 cyObeKTax oOpalleHus: JOHOPCKOW KPOBU U (MJIM) €€ KOMIIOHEHTOB, O TOM, TJe Oblia
ocymiecTBlieHa AoHanus (KpoBu M (WJIM) IUTa3Mbl KPOBH), a TaKXKe JaHHbIE 00 WH(EKIMOHHBIX
3a00JIeBaHUAX, TEPEIAOIINXCS TapeHTepalbHBIM TyTeM, WHpopMamus O CyOBeKTax oOpalieHus
JIOHOPCKOW KpPOBH W (WMJIM) €€ KOMIIOHEHTOB, B OTHOIIEHHWU KOTOPBIX OCYHIECTBIISETCS KOHTPOIIb
JOHOPCKOW KPOBH U (MJIM) €€ KOMIIOHEHTOB;

2) B pazzaene XUMUYECKOH, (hapMarieBTHUECKON 1 OMOIOTUYECKOM TOKYMEHTAIUH:

a) KpUTepuH U crocoObl 0TOOpa, TPAaHCIOPTHUPOBAHUS M XPAHEHUs TOHOPCKOM KpoBH M (WiN) ee
KOMIIOHEHTOB;

0) pe3yabTaThl HCCIETOBAHNN OTOOPAHHBIX IOHOPCKOM KPOBU M (MJIM) TUTa3MbI KPOBH H ITYJIOB Ha
Hanuuue Bo3OynuTened wuHQeKuuil, BKIOYas UWHGOpMaLKi0 00 HCHOJB30BaHHBIX METOAMKaX
UCCIIEIOBAaHUM M B CiIy4yae MCCIEIOBAHUS IyJIOB IUIa3Mbl KPOBHM pe3yJIbTaThl JOKYMEHTAIbHOTO
MOJTBEPXKAECHUS (BaIUIAllMK) UCIIOJIb30BaHHBIX METO/MK;

B) TEXHMYECKHE XapaKTEPUCTHKHN YIAKOBKH JUIsl 0TOOpa TOHOPCKOM KPOBU U (MJIN) MJIa3Mbl KPOBH,
BKJIIOYast HH(POpMannio 00 UCTIONBb30BaHHBIX PACTBOPAX aHTHKOATYJISIHTOB.
(uactp 15 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

16. Kiimanueckue ucciaenoBaHus JEKapCTBEHHOTO IpernapaTa JUisi MEAUIMHCKOIO MPUMEHEHUS B
LEJIIX €ro rocyJapCTBEHHOW peructpanuu mpoBoastcss B Poccuiickoil denepanuu B MNOPSIKE,
YCTAaHOBJIEHHOM cTaThsiMu 38 - 44 Hactosmero ®PenepanbHOro 3akoHa. OT4ET O NPOBEAECHHBIX
HCCIIEIOBAHUSAX BKIJIFOYAETCS B COCTAB pa3fieia KIMHUYECKOM JOKYMEHTALMU PETUCTPALMOHHOTO JOChE
Ha JIEKAPCTBEHHBIM Mpenapar IJjisl MEAULUHUHCKOrO NMpUMEHeHUs. J[JIs JEKapCTBEHHBIX MPENapaToB s
MEIMIMHCKOTO TPHUMEHEHHS, B OTHOIICHUU KOTOPBIX B PE3YJbTAaT€ 3KCIEPTU3bl JTOKYMEHTOB,
MPEJICTABICHHBIX JUISl ONPEIEICHUS] BO3MOXHOCTH paccMaTpyBaTh JICKAPCTBEHHBIN mpenapar s
MEJIMIIMHCKOTO TIPUMEHEHHUs B KadyecTBe Op(aHHOTO JIEKapCTBEHHOTO IMperapaTa, Takas BO3MOXHOCTh
MPU3HAHA U B OTHOILUEHUMU KOTOPBIX MPOBEIEHbl KIWHUYECKHE HCCIEJIOBAHMS, BBINOJHEHHbBIE 3a
npenenamu Poccwuiickoli denepanuu B COOTBETCTBUM C TpaBUJIAMHU HaJiexalleld JabopaTopHOU
MPAaKTUKU W MpaBWIaAMU HAJICKAIICH KIMHUYECKOM IMPAKTUKH, JOMYCKAETCS BKJIIOYEHHE B COCTAB
pa3gena KIMHUYECKOW JOKYMEHTAalMh BMECTO OTYETAa O Pe3yibTaTax KIMHUYECKUX HCCIEI0BaHUN
JIEKapCTBEHHOTO Tpernapara Jijisi MeIMIIMHCKOro MPUMEHEHUs, MPOBEICHHBIX B Poccuiickoit denepanuu,
oT4eTa O pe3yJbTaraXx KIMHUYECKUX MCCIEA0OBaHUM, BBINOJHEHHBIX 3a mpeaenamu Poccuiickoit
denepauuu.

(dactb 16 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

17. B ciiydae HempeACTaBiICHUS C 3asBICHUEM O TOCYJIAPCTBEHHON PErHUCTPALMK JIEKAPCTBEHHOTO
npernapara JJisi MEIUIMHCKOrO MPUMEHEHHS TOKYMEHTOB, MOATBEPKIA0IIMX YIIaTy TOCYIapCTBEHHOM
MOUUIMHBI M YyKa3aHHbIX B MyHKTe 10 4Yactu 2 HacTosIIEd CTaThbU, a TaKXe€ BBIJIABAEMbIX
(mpemocTaBiasieMbIX)  YIOJHOMOYEHHBIMH  (eepaIbHBIMA ~ OpraHaM{  HWCIIOJIHUTEIBHONW  BJIACTH
JOKYMEHTOB (CBEJIeHUH), YKa3aHHBIX B MYHKTax 3 U 4 4yacTu 4 HACTOSIIEH CTAaThH, YIIOJIHOMOYEHHBIN
(denepanbHBIA OpraH HCHOJHUTENBHON BIACTH 3alpallldBaeT yKa3aHHbIE JHOKYMEHTHI (CBEICHUS) B
MOPSIIKE MEKBEIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMOICHCTBUSI.

(uactp 17 B pen. @eaepanbHoro 3akona ot 27.12.2019 N 478-03)

18. He pomyckaercsi MCIONB30BaHWE B KOMMEPUYECKHX IENIIX HHPOPMAIMH O Pe3yJIbTarax
JNOKJIIMHUYECKUX  HCCIIEIOBAaHUM  JIEKAPCTBEHHBIX  CPEACTB W KIMHUYECKUX  HCCIeAOBaHUMN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

JIEKapCTBEHHBIX MpemapaToB i MEAMIIMHCKOTO TPUMEHEHUs, MPEACTAaBICHHOW 3asBUTEIEM IS
rOCYJJapCTBEHHOI perucTpalyy JIGKapcTBEHHOTo MpenapaTa, 6e3 ero coriacusi B TeUeHUE MIECTH JIeT C
JaThl TOCYJAapCTBEHHOW peructpanuu pedepeHTHOTO JIEKapCTBEHHOTO Tpernapara B Poccuiickoi
denepanuu.

(uactp 18 BBeneHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

19. JlepxaTenp WU BiIaJIesel] pErUCTPAIIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO Tpernapara Ha
OMOTEXHOJOTHYECKUN Wi Op(aHHbIH TeKapCTBEHHBIN Mpernapar 00si3aH NpeoCTaBIsaTh Ha BOZME3IHOM
OCHOBE 00pa3iel pedepeHTHOTrO0 JIGKAPCTBEHHOTO TMpemapara 3asBHTENSM I [POBEICHUS
KIIMHUYEeCKNX wuccienoBanmii. CrtoumocTh oOpasiia pedepeHTHOro JIeKapCTBEHHOTO Tpernapara,
BKJIFOUEHHOTO B IEPEUYCHb XKMU3HEHHO HEOOXOIUMBIX W BaXKHEHINMX JICKAPCTBEHHBIX IPEIapaToB, HE
JOJDKHA TIPEBBINIATH 3apETUCTPUPOBAHHYIO TMPEACIBbHYIO OTIYCKHYIO IIeHy Ha pedepeHTHBII
JIEKapCTBEHHBIN MTpenapar Wi IeHy Ha JIKapCTBEHHBIN MpernapaT B CTPaHe MPOU3BOIUTEIS.

(uacts 19 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

20. 3asiBIIeHHE O rOCYJJapPCTBEHHOM perucTpanuu BOCIPOU3BEICHHOIO JIEKAPCTBEHHOTO Ipenapara
JUISS MEJUITMHCKOTO TMPUMEHEHHSI MOXET OBITh MOJAaHO B YIOJHOMOYCHHBIN (QeaepalbHbIl OpraH
WCTIOTHUTENIbHOW  BJIACTH, OCYIIECTBIISIIONIMNA TOCYJApPCTBEHHYIO PETHUCTPAIMIO  JIEKAPCTBEHHBIX
MpenapaToB, MO HMCTEUEHHWU YETHIPEX JET C JaThl TOCYJApCTBEHHOW peructpanuu pedepeHTHOTO
JIEKapCTBEHHOT O Tipenapara B Poccuiickoit denepanuu.
(uacts 20 BBegeHa deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

21. 3asBieHHe O TOCYJAapCTBEHHOW perucTpanud OuoaHamoroBoro (OHMOMOmg0OHOTO)
JIEKapCTBEHHOTO TperapaTta (OuoaHanora) MOXKeT OBITh TMOJAaHO B YMOJTHOMOYCHHBIN (enepanbHbIii
OpraH WCIOJIHUTEIFHON BJIACTH, OCYIICCTBIISIONIMN TOCYAApPCTBEHHYIO PETHUCTPAIUIO JIEKAPCTBEHHBIX
MpenapaToB, MO WCTEUEHWH TpeX JeT C JaThl TOCYJAapCTBEHHON peructpanuu pedepeHTHOTO
JIEKapCTBEHHOT O Tipenapara B Poccuiickoit denepanuu.

(uacts 21 BBenena deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

22. JlepxaTenb WX Biajeliell PETUCTPAMOHHOTO YIOCTOBEPEHHUs JIEKAPCTBEHHOIO Mpernapara
MIPEJICTABIISET B YIOJHOMOYCHHBIN (DeepalbHblii OPraH MCIOTHUTEIBLHOW BJIACTH, OCYIIECTBIISIOIINAN
(YHKIHMU IO KOHTPOITIO U HA/I30pYy B cepe 31paBOOXpaHEHHs, OTUET 110 pe3ysbraTaM (GpapMakoHaa30pa
OJIMH pa3 B IIECTh MECSIIEB B TE€YEHHE JIBYX JIET IOCIIE TOCYIaPCTBEHHON PETUCTPALIUU JIEKaPCTBEHHOTO
npenapara B Poccuiickoit @enepanuu, €KerojlHO B TEUEHHUE MOCIEYIOIUX TPEX JET U B JalbHEHIIEM
OJIMH pa3 B ISTh JIET.

(dactb 22 BBeneHa DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Cratba 19. lpuHATHE pelleHUs O Bblaaye 3KCMEPTHOMY YUpPEeXAeHUI0 3afaHuAa Ha
npoBeAeHMe 3KCNepTU3bl NeKapCTBEHHOro cpeacTBa
(B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-D3)

1. B Tteuenue necatu pabouux [HEH co AHA TPHUHATUS 3a8BICHHUS O TOCYJIApCTBEHHOMN
perucTpanyy JEKapCTBEHHOTO Mpernapara COOTBETCTBYIOIIMN YIMOJTHOMOYEHHBIN (hefepabHbId Opran
WCIIOJIHUTENILHOM BJIACTH MPOBOJAUT MPOBEPKY MOJIHOTHI, JOCTOBEPHOCTH U MPABUIIBHOCTH O(POpMIIEHUS
MIPEACTABICHHBIX JOKYMEHTOB PETMCTPALMOHHOIO JOChE Ha JICKAPCTBEHHBIM MpernapaT U IPUHUMAET
pELIeHrE O BblAaue 3aJaHusl Ha IPOBEICHUE:!

1) skcmepTU3bl JOKYMEHTOB, MPEACTABICHHBIX JJIsl ONpeAeNeHHs] BO3MOXKHOCTH paccMaTpUBaTh
JIEKApCTBEHHBIA Mpenapar Ajs MEIUIUHCKOrO MPUMEHEHHUS NPH OCYIIECTBICHHHM TOCYIapCTBEHHOU
perucTpanuu B KauecTBe opaHHOro JEKAPCTBEHHOTO TIperapara;
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2) OKCICPTU3BI JICKAPCTBCHHOI'O CpEACTBA B HYACTU JOKCICPTHU3BI Ka4dCCTBaA JICKAPCTBEHHOI'O
cpeactBa MW SKCHCPTU3BI OTHOUICHUA 0XXKHMIAeMOM IIOJb3bl K BO3MOXHOMY PUCKY HPHUMCHCHUA
JICKApCTBCHHOTO IIperiapaTa JJId MCIUIUHCKOI'O IPUMCHCHU

3) sKcmepTusbl JIEKAPCTBEHHOTO CPEJCTBA B YACTH OKCIEPTHU3Bl KAdyeCcTBa JICKAPCTBEHHOTO
CpeIcTBa M OKCIEPTU3Bl OTHOIICHUS OXXKUIAEMOW TMOJB3bl K BO3MOXHOMY PHCKY TNPUMEHCHHS
JIEKapCTBEHHOI'0 TMpernapara i MEAMIMHCKOIO MPUMEHEHHUs B TMOPSAKE YCKOPEHHOM Mpoleayphl
9KCIIEPTHU3bI JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUU CO cTaThell 26 Hacrtosmiero demepanbHOTO
3aKOHa;

4) osKcnepTu3bl JIEKApCTBEHHOI'O CpEACTBA B OTHOUIEHUM JIEKAPCTBEHHOI'O IIpernapara Ajs
BETEPUHAPHOTO IPUMEHEHUSI.

2. YIIOTHOMOYEHHBIN (eepaabHblil OpraH UCTIOTHUTEIHHOM BIIACTH YBEIOMIISICT B JICKTPOHHOM
¢dbopMe win Ha OyMa)KHOM HOCHTENE 3asSBUTENSI U DKCIEPTHOE YUPEKIECHUE O MPUHSATOM PELICHUU O
BbIJAU€ 3a/laHU HA TPOBEJICHUE HKCIEPTU3, NPEIyCMOTPEHHBIX 4YAcThiO | HacTosled CcTaTbu, U B
clly4ae HEOOXOAMMOCTH O BBIJa4e paspelieHus Ha BBO3 B Poccuiickyto dDenepannio KOHKPETHOM
MapTUH, CEPUH 3aPETUCTPUPOBAHHBIX U (WJIM) HE3aPETUCTPUPOBAHHBIX JIEKAPCTBECHHBIX CPEICTB WM 00
OTKa3€ B MPOBEJICHUU MPEYCMOTPEHHBIX KCIEPTHU3 C YKA3aHUEM IPUYMH TAKOT0 OTKa3a.

3. B cayuae BbISBICHHMS OTCYTCTBHSI WJIM HEIOCTOBEPHOCTHM HMH(OpMalMM, coaepiaiiencs B
IIPEJCTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOUYEHHBbIH (peepanbHblii OpraH MCIOJHUTEIbHON
BJIACTU HANpaBisieT 3asBUTENI0 3ampoc 00 YTOYHEHMHM »3TOoM uH(opMamuu (Jajee - 3ampoc
YIOJIHOMOYEHHOTO (heiepalbHOIO OpraHa HWCHOJHHUTENbHOM BIAcTH), KOTOPHI MOKET OBITh mepenaH
YIIOJIJHOMOYEHHOMY IPEACTABUTENIO 3asABUTEIS JINYHO IIOJ PACIKCKY, HAIIPABJIEH II0 IIOYTE 3aKA3HBIM
MUCHMOM WJIM TIEPEAaH B JIEKTPOHHOU (hopMe MO TeIeKOMMYHHKAIIMOHHBIM KaHalaM CBs3U. B cirydae
HaMpaBJICHUs 3allpoca YHMOJHOMOUYEHHOTO (eepabHOrO OpraHa UCIOJHUTENIBHOW BIACTU MO IOYTE
3aKa3HbIM IIHCBMOM OH CUMTAE€TCS IMOJIYYCHHBIM II0 MCTCUYEHUM ILECTU JHEH C JaThl HAIPABIICHUS
3aKa3HOI'0 NMHUCHMA.

4. 3agBuTenb 00sf3aH MPEJCTaBUTh OTBET Ha 3aMpOC YIOJHOMOUYEHHOTo (heaepaibHOrO OpraHa
HCIIOJIHUTEJILHOM BJIACTH B CPOK, HE IPEBBILIAIOIINN AEBIHOCTA paOOYMX JHEU CO JIHA €r0 MOJIYYEHHUS.
Cpok, yka3aHHBINM B yacTU | HACTOSIIEN CTaThbU, IPUOCTAHABIMBAETCS CO JIHS HANPaBJICHUS 3aBUTEIIO
3arnpoca YIMOJIHOMOYEHHOro (efepalbHOr0 OpraHa HCIOJHUTENbHON BJIACTH 1O JHSA TOJYYEHHUS UM
COOTBETCTBYIOILIETO OTBETA.

5. OcHoBaHMEM Ul OTKa3a B OpraHU3alluy 3KCIEPTU3, IPEIyCMOTPEHHBIX YacThio | HacTosAmEen
CTaThH, SBISETCS NPEJCTAaBICHUE HEOOXOMUMBIX JIsi TMPOBEICHHS MPETYCMOTPEHHBIX 3KCIEPTU3
JIOKYMEHTOB B HEIIOJIHOM 00BbEME WJIM HENPEJICTABICHNUE 3asIBUTEIIEM B YCTAHOBIIEHHBIN CPOK OTBETA Ha
3arnpoc yHoJHOMOYEHHOIo (hefiepaabHOro OopraHa HCIOJIHUTEIbHOW BIIACTH, a TaKXKe IpPEJCTaBICHUE
JIOKYMEHTOB, HE COJIEPKall[X NCUYEPIBIBAIOIIETO MepeUHsl HEOOXOJUMBIX CBEICHUH.

6. [Ipu oTkaze B OpraHu3alv KCIEPTU3BI, MPETYCMOTPEHHONW MyHKTOM 4 yacTu | Hacrosiei
CTaTbH, TOKYMEHTHI, BXOIAIINE B COCTAaB PETHCTPALIMOHHOIO JOChE Ha JIEKapCTBEHHBIN Mpenapar Uit
BETEPUHAPHOTO MPUMEHEHHUs, MOTYT ObITh BO3BPAILICHBI 3asBUTEII0 HA OCHOBAHUH €r0 NMHUCHMEHHOTO
3arpoca, HallpaBJICHHOTO B YIIOJIHOMOYEHHBIN (heiepabHbIi OpTraH UCTIOIHUTENILHON BIACTH B TEYECHUE
TpUALaTH pabouumx JHEH CcO JHS TMPUHATUS  YINOJIHOMOYEHHBIM  (pellepaJbHBIM  OpPraHoOM
WCIIOJIHUTENIbHOM BJIACTH pelleHHs 00 OTKa3e B OpraHU3alliu TaKOW 3KCHEPTU3bI. YIOJIHOMOYEHHBIN
(benepanbHbIi OpraH HCIOJHUTEIBHON BJIACTH BO3BPALIAET 3asBUTENI0 YKa3aHHbIE JOKYMEHTHI B
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TEUSHHE JIECATH paboUmX THEW CO THS MOJYYESHHUS COOTBETCTBYIOIETO 3aIIpOCca 3asBUTEIIS.
(uactp 6 BBeneHa denepanbHpiM 3aKoHOM 0T 02.08.2019 N 297-D3)

Cratba 20. 3kcnepTv3a [OOKYMEHTOB, MpeAcTaBfieHHbIX Ans onpegereHus
BO3MOXHOCTU paccMmaTpuBaTb JieKapCTBEHHbIM npenapatr AN  MeAULUHCKOro
NPUMEHEeHNs1 MNpU OCYLIeCTBIIEHUM TFOCyAapCTBEHHOM perucTpaumMm B KayecTBe
opcaHHOro nekapcTBeHHOro npenapara

(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. DkcnepTr3a JOKYMEHTOB, MPEICTABICHHBIX JJIS OMPENETICHUs BO3MOXKHOCTH paccMaTpHUBaTh
JIEKapCTBEHHBIA TIpenapar jis METUIIMHCKOTO MPUMEHEHHS TPH OCYIICCTBICHHH TOCYIapCTBEHHON
perucTpanuy B KauyecTBe Op(aHHOTO JICKAPCTBEHHOTO Iperapara, COCTaBICHHE KOMUCCUEH AKCIIEPTOB
3aKJIIOUEHUsI O BO3MOXKHOCTH HIJIM HEBO3MOXKHOCTH paccMaTpUBaTh JIGKAPCTBEHHBIM Mpemapar ais
MEJIMIMHCKOTO TPUMEHEHHSI TpPU OCYIIECTBICHUM TOCYJapCTBEHHOM PpETUCTpallMM B KadecTBE
ophaHHOrO JIEKAPCTBEHHOI'O MperapaTa W HANpPaBICHUE JaHHOTO 3aKIIOYCHHSI B YIOJHOMOYCHHBIN
(denepanbHBIA OPraH UCTIOJHUTEILHOM BIIACTH OCYIISCTBIISIFOTCS B CPOK, HE MPEBBIMIAIOIIAA TPHIATH
pabouux JHEW CO JHSA TIOJNYYCHHS OJKCIEPTHBIM YUYPEKICHHEM 3aJaHus  YIOJIHOMOYEHHOTO
(dhenepaIbHOrO OpraHa UCTIOJHUTEILHON BIACTH U B AJIEKTPOHHON (popMe MiIn Ha OYMa)KHBIX HOCHUTEIISX
HEOOXOTUMBIX JOKYMEHTOB, yKa3aHHBIX B myHKTax 1, 2, 5, 6, 10 wactu 4 u B yactu 7 crathu 18
Hacrosiuiero deaepanbHOTrO 3aKOHA.

2. JIOKYMEHTBI, COJEpKalllMecsi B PErMCTPALMOHHOM JIOChE Ha JIEKApCTBEHHBIM IIpenapar u
MOCTYNUBIINE Ha OyMa)XXHbIX HOCHUTENIAX B OKCIEPTHOE YUpEXKJIECHUE JJIs OCYIIECTBIEHHUS HX
SKCIIEPTHU3Bl JJI  OIpeNeieHHs] BO3MOXXHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIM Mpenapar ais
MEJULMHCKOrO IPUMEHEHHs B KauecTBe Op(haHHOIO JEKapCTBEHHOTO IpenapaTta, IojajaekaT BO3BpaTy B
YIOJIHOMOYEHHBIN (hefiepalibHblii OpraH HCHOJHUTENbHOM BJIACTH OAHOBPEMEHHO C 3aKIIOYEHUSMHU
COOTBETCTBYIOIUX IKCIIEPTH3.

Cratba 21. PewleHne 0 BO3MOXHOCTM paccMaTpuBaTb JIeKAPCTBEHHbIA nMpenapar
npu OCyLeCTBMIEHUM TrOCyAapCTBEHHOW perucTtpauMm B Ka4dectBe opdaHHOro
NeKapCTBEHHOro npenapara

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B cpok, He npeBbILAOMUI ATH pab0UYMX JHEHN CO HS MOITYYEHMsI 3aKIIOUEHUS, YKa3aHHOTO B
gyactu 1 crateu 20 Hacrosimero denepaabHOro 3aKOHa, YIOJHOMOYEHHBINH (enepanbHblii Oprax
WCIIOJIHUTEIIBHOM BIIACTH OCYILECTBISET OLECHKY IIOJYYEHHOTO 3aKIIOYCHMS U1 OINPEACICHHS €ro
COOTBETCTBHUS 3alaHUI0 HAa IIPOBEJEHUE COOTBETCTBYIOIIECH SKCIEPTU3bI U YBEIOMIISET 3asBUTEIA B
EKTpOHHON (opMe miaM Ha OyMa)KHOM HOCUTENe O pe3ysbTaTax MpPOBEACHHOW SKCIEPTU3bI C
MPUIIOKEHUEM KOIHHU SKCIIEPTHOTO 3aKIIOUEHUs (C COXpaHEeHHEM KOH(UICHIIMAIbHOCTH UHPOPMALIUU
O COCTaBE€ OKCIIEPTHOW KOMHUCCHMM) M O BO3MOXXHOCTHM WM HEBO3MOXKHOCTH paccMaTpUBaTh
JIEKAPCTBEHHBIN Ipenapar sl MEIULIUHCKOrO NMPUMEHEHHUS IPH OCYIIECTBICHHHM TOCYIapCTBEHHOU
perucTpanyy B KadyecTse OpPaHHOro JEKapCTBEHHOI'O Mpenapara.

2. Ilpm BbIHECEHMHM KOMHMCCHEW DJKCIIEPTOB 3aKIYECHHS O BO3MOKHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIN Ipenapar Uil MEJULUHCKOrO INPUMEHEHMS NPU OCYIIECTBIECHUM TOCYAApCTBEHHOU
perucTpanu B KadecTBe Op(aHHOrO JIEKapCTBEHHOIO IMperapara YIOJHOMOUYEHHBIN (enepaabHbIi
OpraH HCIIOJIHUTEIBHON BJIACTU B CPOK, HE NPEBBILIAIOIIMNA MATH pabouux JHEH CO JHS MOIy4YEHUS
JTAHHOTO 3aKJII0YEHHUs, IPUHUMAET pelIeHrEe O Bbllaye 3aJaHMsl Ha MPOBEACHHUE SKCIEPTU3bl KauecTBa
JIEKapCTBEHHOTI'O CPEJCTBA U HKCHEPTHU3bl OTHOLIEHUS OXHAAeMOM MOJIb3bl K BO3MOKHOMY PHCKY
IIPUMEHEHHs JICKAPCTBEHHOI'O IpernapaTa I MEAMLIMHCKOrO INPUMEHEHMs B IOPSAKE YCKOPEHHOU
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npouecaypbl SKCIICPTU3BI JICKAPCTBEHHOTO CpEACTBA B COOTBCTCTBHU CO cratbe 26 HaCTOoAIECTO
qbenepanLHoro 3aKOHa.

3. B ciyuae npuHsATHS pEUICHUsI 0 HEBO3MOXKHOCTH paccMaTpUBaTh JEKapCTBEHHBIN Mpenapar st
MEJIUIIMHCKOTO TPUMEHEHUS TPH TOCYJApCTBEHHOW pErucTpald B  KadecTBe Op¢aHHOTO
JIEKApCTBEHHOTO TMpernapaTa YIOJTHOMOYEHHBIM (enepaabHbIii OpraH HWCIOTHUTEIBHOW BIACTH
MpeKpaniaeT MpoLeaypy TOCYAAPCTBEHHOW pErucTpaluu JIEKAPCTBEHHOrO IIpenapara. 3asBUTENb
BIIpaBe OOpaTUTHCS B PETUCTPUPYIOIIUK OpraH C 3asBICHHEM O TOCYJIAapCTBEHHON pPETUCTpalud
YKa3aHHOTO JIEKapCTBEHHOI'O Ipernapara B COOTBETCTBUU €O cTaThel 18 HacTosimero denepaibHOTO
3aKOHa.

Cratba 22. Ytpatuna cuny ¢ 1 uwona 2015 ropa. - ®PepepanbHbIi 3aKOH OT
22.12.2014 N 429-®3.

Cratba 23. 3KcnepTu3a Ka4vecTBa JIeKapCTBEHHOro cCpeAcTBa M 3KcnepTusa
OTHOLUEHUSA OXMAAaeMOMW MOoNb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs1 neKkapcTBeHHOro
npenaparta Ana MeAULUMHCKOro NnpMmeHeHus

(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

1. OkcnepTu3a KauecTBa JIEKAPCTBEHHOI'O CPEACTBA U HKCIIEPTU3a OTHOLLIEHUS OKUAAEMOM TIOJIb3bI
K BO3MOXHOMY PHUCKY IPUMEHEHUS JICKapCTBEHHOI'O Ipernapara il MEAULUHCKOrO IPUMEHEHUS,
COCTABJICHUE KOMHUCCUSMM DOKCIEPTOB 3aKIIOUECHUW II0 pPE3yJIbTaTaM IPOBEICHHBIX JKCIEPTH3 U
HaIlpaBJIEHUE ATUX 3aKIOYEHUH B YINOJIHOMOYEHHBIM (enepanbHbIi OpraH MCHOJIHUTEIBbHOM BiIAacTU
OCYUIECTBIISIIOTCS B CPOK, HE MPEBBILIAIOIINM cTa AecATH pabounx JHEH CO JTHS MOJyUYEHUs SIKCIIEPTHBIM
YUPEKAEHUEM  COOTBETCTBYIOIIEIO  3aJaHUs  YIOJHOMOYEHHOro  (elepaJbHOro  opraHa
UCTIOJHUTENIBHOM BJIACTH U HEOOXOIUMBIX JOKYMEHTOB B JIEKTPOHHOW (opMe WM Ha OyMaskHBIX
HOCUTEJISX.

Koncynsrantlntoc: npumedanue.

Ilo 3aaBnenuto, noganHoMy B Munsnpas Poccun 1o 11.04.2022, npu HEBO3MOXKHOCTH MPOBEICHUS
DKCIEPTU3bl KadyecTBa JIEKAPCTBEHHBIX CPEACTB B OSKCIEPTHOM YUPEKICHUM, JOIMYCKAETCS €€
MIPOBEJICHNE TOCPEJICTBOM JHUCTAHIIMOHHOTO B3aUMOJACWUCTBUS, MOPAIOK U (OPMBI KOTOPOTO
ONPEACIAIOTCA JKCIEPTHBIM YUPEKIEHUEM IO coriacoBaHuio c¢ 3asButeasMu (llocraHoBieHue
ITpaButensctBa PO ot 05.04.2022 N 593).

2. B Teuenue aeBsiHOCTa AHEW CO JHS TMOJYYEHHUS PELICHHUS YMOJTHOMOYEHHOTO (eaeparbHOro
OpraHa MCTOJHHUTEIbHOM BIACTU O MPOBEACHUU JKCIEPTHU3, MPEAYCMOTPEHHBIX YacThio | HacTosmei
CTaThH, 3aABUTENIb MPEJCTABISAECT B SKCHEPTHOE YUPEKIACHHUE JIs MPOBEACHUS HKCIEPTU3bI KauecTBa
JIEKapCTBEHHOTO CPEJCTBA OOpa3ibl JIGKAPCTBEHHOTO IMpermapaTa JUisi METUIIMHCKOTO MPUMEHCHHS,
MIPOU3BEJIEHHOTO B COOTBETCTBUU C TPEOOBAHUSIMHU OMBITHO-ITPOMBIIIUIEHHOTO U (MJIM) MPOMBIIIJIEHHOTO
PErJIaMEeHTOB, YTBEPXKJICHHBIX PYKOBOAMTEIIEM IPOW3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB, a TaKXKe B
COOTBETCTBYIOIIMX  ciyyasx  oOpa3usl  (apmaleBTHUECKOM  cyOCTaHUMH,  TecT-IITaMMma
MHUKpPOOPTaHU3MOB, KYyIbTypbl KIIETOK, OOpasllbl BEIIECTB, MPUMEHSEMBIX [JIsI KOHTPOJS KadecTBa
JIEKAPCTBEHHOI'O0 CPEACTBA IYyTEM CPABHEHMS C HUMHU MCCIEIYyEeMOro JIEKapCTBEHHOI'O CpENICTBA, B
KOJIMYECTBAX, HEOOXOIUMBIX JIJISl BOCIIPOU3BEACHHS METOI0OB KOHTPOJIS KaUeCTRa.

3. Ilpu momydeHum oOpPa3IOB JIGKAPCTBEHHOTO Tpernapara U (papManeBTHYECKONW CyOCTaHIIUU
OKCIICPTHOC YYPCKIACHUC BBIIACT 3aABUTCIIIO JOKYMCHT, HOJITBep)KI[a}OH_[I/Iﬁ IMOJIYUCHHUEC YKa3aHHBIX
00pas3ioB, U B CPOK, HE MPEBHIMIAIONIMN TPpeX pabouux JHEH, yBEIOMIISIET B JICKTPOHHOH GopMe Win Ha
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

OyMa)KHOM HocuTelle 00 3TOM YIOJHOMOUYEHHBIH (eiepanbHblii OpraH UCTIOIHUTENLHON BIACTH.

4. Yxa3aHHbIe B 4acTsX 2 M 3 HACTOALICH CTaThU CPOK Ul MPEACTABICHUS 3asBUTEIEM 00pa3IoB
JICKApCTBEHHOTO Tpenapata M (apMaleBTUYECKOH CyOCTaHIIMM M CPOK YBEIOMIICHHUS SKCHEPTHBIM
yupexaeHrneM 00 5ToM Ha OyMaXHOM HOCHTEJE YIOJHOMOYEHHOTO (eaepaibHOTO OpraHa
WCIIOJIHUTENILHOM BJIACTH HE BKIIIOYAIOTCS B CPOK MPOBENEHUS SKCIIEPTH3, IPELyCMOTPEHHBIX YacThIO |
HAaCTOSILIEH CTaThU.

5. JIOKyMeHThl, NOCTYNHBIIME B 3KCHEPTHOE YUPEKIACHUE MJIsi MPOBEACHHUS DSKCIEPTH3,
MPEAYCMOTPEHHBIX YacThio | HacTosled cTaThbu, TMOJJIEKAT BO3BpPATy B  YINOJIHOMOYEHHBIN
(denepanbHBIA OPraH WCHOJHUTEILHON BIIACTH OJHOBPEMEHHO C 3aKIIOUCHUSMU, MOJYYCHHBIMHU I10
pe3yapTaTaM COOTBETCTBYIOUIUX IKCIIEPTH3.

Ctatba 24. JKcnepTu3a KayecTBa JIeKapCTBEHHOro cpeacTtBa M 3KcnepTusa
OTHOLLEHUA OXUAaeMoW MOoJib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUA JleKapCTBEHHOro
npenapara Ans BeTepMHapHOro NnpuMeHeHus

1. DkcnepTr3a KayecTBa JICKAPCTBEHHOTO CPEICTBA M KCIIEPTH3a OTHOIICHUS OKUIAEMOU MOTB3bI
K BO3MOXHOMY PHCKY MNPUMEHEHHUs JIEKApCTBEHHOrO IMpernapara sl BETEPUHAPHOTO NPUMEHEHUS,
COCTaBJICHME KOMHUCCHUSIMH JKCIEPTOB 3aKIIOUYCHUH 1O pe3yJibTaTaM YKa3aHHBIX JKCIEPTU3 U
HampaBlieHWE TAaKUX 3aKIIOYCHHUH B YMOJTHOMOUYEHHBINH (efepanbHbIi OpraH MCIOJMHUTEIHHON BIIACTH
OCYIIECTBIISIOTCS B CPOK, HE MIPEBBIMIAIOIINMA cTa ASCATH pabovuX JHEH CO JTHS MOTyYeHHUs YKCIIEPTHBIM
YApPEeXKICHUEM 3aJaHusl YIIOJIHOMOYEHHOTO (pelepaqbHOr0 OpraHa HWCHOJHUTEIBHON BIACTH C
JOKYMEHTaMH, YKa3aHHBIMH B 4acTu 3 cTaTbu 17 Hacrosmero @eaepaibHOro 3aKOHa.
(B pen. ®enepanbHbix 3aKk0HOB OT 22.10.2014 N 313-®3, ot 13.07.2015 N 241-D3)

2. B rTtewenme TpuaunaTH pabOUMX ITHEH CO JHS IOJYYEHHUS PELICHUS YHOJIHOMOYEHHOTO
(benepanbHOrO OpraHa HWCIOJHHUTENFHON BIIACTH O MPOBEICHWM YKa3aHHBIX B 4YacTW | HacTosmien
CTaThU SKCIEPTU3 3asBUTEIb MPEJICTABISACT B OKCIEPTHOE YUPEKICHHE IS MPOBEACHUS SKCIEPTU3BI
Ka4yecTBa JIEKAPCTBEHHOIO CpeAcTBa 00pas3lbl JIEKAPCTBEHHOIO IIpenapara Aisl BETCPUHAPHOIO
MNPUMCHCHUA, IMPOHU3BCACHHOIO B COOTBCTCTBHUU C Tp€60BaHI/I$IMI/I TEXHOJIOTHYCCKUX PECTIIaMCHTOB,
YTBEPKACHHBIX PYKOBOJUTEIICEM IMPONU3BOAUTCIIA JICKAPCTBCHHBIX CpEacCTB, a TaKXE B
COOTBETCTBYIOIIMX CIy4asX TECT-IITAMMbl MHKPOOPTaHM3MOB, KYyJIBTYPHl KJIETOK, 0OpasIbl
(dapmaneBTHYECKOIl CcyOcTaHIMM, OOpaslbl BEMIECTB, MNPHUMEHSIEMBbIE IS KOHTPOJS KadecTBa
JICKapCTBEHHOTO CPEJICTBA, B KOJUYECTBAX, HEOOXOIMMBIX JJIsI BOCHPOM3BEIECHUS METOJ0OB KOHTPOJISA
Ka4yecTBa.

(B pen. ®exnepanbHoro 3akona ot 02.08.2019 N 297-03)

3. Tlpu monmydeHun oOpa3lOB JIEKAPCTBEHHOTO Tpemapara u (dapMaleBTUUECKOW CyOCTaHIUN
SKCIIEPTHOE YUYPEKJCHHE BBIJACT 3aSBUTENIO JOKYMEHT, MOATBEPXKAAIOIIUN IMOJNyYeHHUE YKa3aHHBIX
00pa3IoB, U B CPOK, HE MPEBHIMAOMINN Tpex pabouux MHEH, yBeAOMISET B MUCbMEHHOU ¢dopme 00
9TOM yTHOJHOMOYEHHBIHN (peiepalbHbIi OpraH UCTIOTHUTEIBHON BIACTH.

4. Cpox Ui TpeACTaBICHUS 3asgBUTENEM O00pas3loB JIEKAPCTBEHHOTO IIperapara U
(dapManeBTHYECKOW CyOCTaHIIMM W CPOK YBEIOMJICHHS SKCIIEPTHBIM YYpEKICHHEM 00 3TOM B
MMCbMEHHON (hopMe YHMOJTHOMOYEHHOTO (eiepalbHOr0 OpraHa MCIOJHUTENbHOM BJIacTH, YKa3aHHbIE B
4yacTAX 2 U 3 HACTOALLEH CTaThU, HE BKIIOYAKOTCS B CPOK MTPOBEACHUS YKa3aHHBIX B 4acTh 1 HacTosuien
CTaThU HKCIIEPTHU3.

5. I[OKYMGHTLI, MOCTYIIUBIIUC B 3KCIICPTHOC YUPCIKACHUC IJIA IMMPOBCACHUA YKAa3aHHBIX B YaCTU 1
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

HACTOsIIIEH CTaThU SKCIEPTU3, IOJUIekKAT BO3BPATYy B YIOJIHOMOYEHHBIH (enepalbHbIi OpraH
HCIIOJIHUTENILHOM BJIACTH OJJHOBPEMEHHO C 3aKJIFOUEHUSMU 110 PE3yJIbTaTaM yKa3aHHbBIX SKCIIEPTH3.

CraTtba 25. [loBTOpHOE NpoBeAeHNe IKCNEePTU3bI JIeKAPCTBEHHbIX CPeACcTB
(B pen. deaepanbHoro 3axoHa ot 22.12.2014 N 429-D3)

1. B chyyasx HeZoCTaTOYHOW OOOCHOBAHHOCTH WM HEMOJHOTHI 3aKIIOYEHHUS KOMHUCCUU
OKCIIEPTOB, HANUYHUS B HEM MPOTUBOPCUYUBBIX JaHHBIX, (DambCU(PUKALUKU BBIBOJIOB HKCIEPTU3HI
JICKApCTBEHHOTO CPEJICTBA, COKPBITHA OT YIOJHOMOYEHHOTO (efepaJbHOr0 OpraHa MCIOJHUTEIHHON
BJIACTM OCHOBAHMM JUIsl OTBOJAA DJKCIEpTa BCIEJACTBHE €ro 3aMHTEPECOBAHHOCTH B pe3yJbTaTax
COOTBCTCTBYIOHleﬁ OKCIICPTU3BI, HAJIMYUA IOAaHHBIX O IIPAMOM MO0 KOCBEHHOM BMENIATEIILCTBE B
MPOLIECC COOTBETCTBYIOLIEH SKCHEPTU3BI JIML, HE YYAaCTBYIOIIUMX B €€ IMPOBEICHUH, HO OKa3aBIIMX
BIUSHUE HA TPOLIECC U pe3yNbTaThl €€ MPOBEICHHs, YIOJIHOMOUYEHHBIM (eepalibHbIM OpraHOM
WCTIOHUTENILHON BJIACTH Ha3HAYAETCs MOBTOPHAs JKCIEpPTU3a JIEKApPCTBEHHOTO CpeicTBa W (WIIH)
3THYECKAsl SKCIIEPTH3A.

(B pen. ®eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. TloBTOpHAs 3KCIEPTHU3a JIEKAPCTBEHHOTO CPEACTBA MPOBOJAUTCS C Y4ETOM pE3yJbTaTOB paHee
IIPOBEICHHONW HJKCHEPTU3bl B CPOK, YCTAHOBJIEHHBIM YIOJIHOMOYEHHBIM (elepabHbIM OpraHoM
UCTIOJHUTENIBHOM BJIACTH W HE TPEBBIIAIOIIMN TpUAUATH pabodyux JTHEH Co JAHSA IOJIy4eHUs
OKCIIEPTHBIM YUYPEXKJIEHUEM 3aJaHUsl Ha IPOBEJCHUE IIOBTOPHOM JKCHEPTU3BI JIEKAPCTBEHHOIO
CpeAcTBa.

(B pen. ®exnepanbHoro 3akona ot 22.12.2014 N 429-03)

3. duHaHCOBOE OOECIICUCHWE BBITIOJHECHUS 3a/J[aHUsS Ha TPOBEJICHUE IMOBTOPHOW 3KCIEPTH3BI
JISKaPCTBCHHOT'O CPEJICTBA HE OCYIIECTRIISICTCS.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

CraTtbAa 26. YckopeHHas npoueaypa 3KCnepTusbl NIeKapCTBEHHbIX CPeaAcTB

1. YckopenHas mporeaypa dSKCHEpTH3bl JIEKAPCTBEHHBIX CPEICTB B IENSAX TOCYIapCTBEHHON
perucTpaluy JIEKapCTBEHHBIX IPENapaToB MPUMEHSETCS B OTHOUICHHMH Op(QaHHBIX JEKAPCTBEHHBIX
MpenaparoB, NEPBBIX TPEX JEKAPCTBEHHBIX MpEnapaToB, peructpupyemsix B Poccuiickoii denepanuu B
KauecTBE BOCIPOU3BEJEHHBIX JIEKAPCTBEHHBIX IPENapaToB, OYEPEAHOCTbh KOTOPBIX OMpeaesercs B
COOTBETCTBUM C HOMEPOM U JIaTOM BXOJSIIMX 3asBICHUN O TOCYJIapCTBEHHOM pErucTparuu
JIEKApCTBEHHBIX MPENnapaToB B paMKax OJHOTO MEXIYHApPOJHOTO HEMAaTEHTOBAHHOTO HAMMEHOBAHUS
JIEKApCTBEHHOTO TperapaTta WM TPYNIUPOBOYHOTO HAWMEHOBAaHMS JIGKAPCTBEHHOTO TIperapara,
JIEKAPCTBEHHBIX IpPENapaToB JUIsl BETEPUHAPHOTO IPUMEHEHHMs, NPEIHA3HAYEHHBIX I JICYCHUS
JIOMaITHUX >KUBOTHBIX, ompeneneHHbix denepanbabiM 3akoHOM OT 27 nekadpst 2018 roma N 498-D3
"O0 OTBETCTBEHHOM OOpalleHMH C JKHBOTHBIMH M O BHECEHHHM UW3MEHEHUH B OTJCIbHBIE
3aKOHoOAaTenbHbIe akThl Poccuiickoil @enepanyu’, u 3aperucTpUPOBAaHHBIX B KAYECTBE JIEKAPCTBEHHBIX
MpenapaToB JUisi MEIUIMHCKOTO TPUMEHEHHs, W JICKAPCTBEHHBIX NPEnaparoB, MpeIHa3HAYCHHBIX
HCKITFOUHMTEINIBHO JJIS IPUMEHEHHSI HECOBEPIIIEHHOJIETHUMHE TPaKTaHAMH.

(B pen. denepanbHbIX 3aK0HOB OT 22.12.2014 N 429-@3, ot 13.07.2015 N 241-®3, ot 28.04.2023 N
171-®3)

2. yCKOpeHHa}I nmpoocaypa SKCICPTHU3BI JICKAPCTBCHHBIX CPCEACTB B HCIIAX FOCYI[apCTBeHHOﬁ
perucTpanru JICKAPCTBCHHBIX IMPCIIApaTOB HEC MPUMCHACTCA B OTHOILICHH U

1) 6noananoroBeIx (OMOMOJOOHBIX) JIEKAPCTBEHHBIX MPETapaToB (0M0aHAIOTOB);
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

2) pedepeHTHBIX JEKapCTBEHHBIX MpenapaToB (3a HCKIIOYEHHEM Op(aHHBIX JEKapCTBEHHBIX
IIPENnapaToB);

Koncynprantlntoc: npumedanue.

o 01.09.2023 poccuiicKMM IPOU3BOAMTENSAM JIEKAPCTBEHHBIX IPENApaToB il BETEPUHAPHOTO
MPUMEHEHHUS pa3pelieHo M0/aBaTh PErMCTPAlMOHHOE J0Che M0 YCKOPEHHOU mponeaype 6e3 yuera
TpeboBanmii 1. 3 4. 2 cT. 26 (HocTtanornenue I[pasurensctBa PO ot 12.03.2022 N 353).

3) BOCHPOM3BEIEHHBIX JIEKAPCTBEHHBIX IpEenaparoB (3a HCKIIOUYEHUEM TMEPBBIX TPEX
peructpupyeMbix B Poccuiickoii ®enepanyii B KadyeCTBE BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX
MpenapaToB M JICKaPCTBEHHBIX IpPENapaToB, MNPEIHA3HAYECHHBIX HCKIIOUUTEIBHO MJI1 NPUMEHEHHS
HECOBEPIIECHHOJETHUMHU Tpa)kJaHaMH, a TakKe JICKapCTBEHHBIX NpPENaparoB, MPEIHA3HAUYECHHBIX IS
JIeUEHHs! IOMAITHUX XKMBOTHBIX, ONpeeneHHbIXx DenepanbHbIM 3akoHOM oT 27 aekabpst 2018 roma N
498-®d3 "OO OTBETCTBEHHOM OOpAlICHWH C >XMBOTHBIMH M O BHECCHHMHM HW3MEHEHHH B OT/CIbHBIC
3aKoHoAaTenbHble akThl Poccuiickoil @enepanun’, u 3aperucTpUPOBAHHBIX B KaUECTBE JIEKAPCTBEHHBIX
[IpernapaToB JUIsl MEIUIUHCKOTO IPUMEHEHUS);

(B pen. deaepanbHoro 3akoHa ot 28.04.2023 N 171-D3)

4) HOBBIX KOMOMHAIIMN 3apETUCTPUPOBAHHBIX paHee JEKapCTBEHHBIX MpenapaTos;

5) NeKapCTBEHHBIX IPENapaToB, 3aPErMCTPUPOBAHHBIX paHEe, HO IPOU3BENEHHBIX B JPYIHX
JIEKapCTBEHHBIX (JOPMax B COOTBETCTBUU C MEPEUYHEM HAMMEHOBAHUH JIEKApCTBEHHBIX (JOpM M B HOBOM
JO3UPOBKE;

6) JIeKapCTBEHHBIX MPEMapaToB JUIsi MEAUIIMHCKOTO MPUMEHEHHS, TOCYAaPCTBEHHAS! PErUCTPAIUs
KOTOPBIX OTMEHEHA, IIPU MX PErUCTPALlMM B KaueCTBE JIEKAPCTBEHHBIX MPENapaToB JJIsi BETEPUHAPHOTO
MIPUMEHEHHUSI.

(. 6 BBeneH PenepanbHbIM 3ak0HOM 0T 28.04.2023 N 171-D3)
(uactsp 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. YckopeHHas mporeaypa SKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB MPOBOJIUTCS IO PEIICHHUIO
COOTBETCTBYIOILIETO YIIOJIHOMOUYEHHOTO (pe/iepalibHOr0 OpraHa MCIOJIHUTEIbHOW BJIACTH Ha OCHOBAaHUU
3asiBJICHUS 3asBUTENS B CPOK, HE MPEBBIIAIONINI BOChbMuUAecITH pabouux aHei. [lpu aToM skcrneptuza
JOKYMEHTOB, COJIEpKAIIMXCA B PETHCTPALIMOHHOM J0ChE Ha JIEKapCTBEHHBIN Ipenapar, MpOBOJUTCS B
CPOK, HE MPEBBIMIAIONINA JecATH pabouux MHEH, SKCIepTH3a KayecTBa JICKAPCTBEHHOTO CPEICTBA U
JKCMEepPTH3a OTHOIICHMS OXHJAAEMOU TMOJIb3bI K BO3MOXKHOMY PHCKY HPUMEHEHUS JICKaPCTBEHHOTO
IpenapaTa MpoBOJSATCS B CPOK, HE MPEBBIAOLINI LIECTUAECATH PA0OUNX THEH.

(dactp 3 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3.1. B orHomeHuun op¢aHHBIX JIEKAPCTBEHHBIX MpENapaToB MOTYT ObITb IPEICTABICHbI
pe3yNbTaThl TOKIMHUYECKUX HCCIIEJOBAHMN JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKHX HCCIIEIOBaHWM
JIEKapCTBEHHBIX IPENapaToB Il MEIUIMHCKOTO IIPUMEHEHHUs, BBIIIOJHEHHBIX 3a IpelelaMu
Poccuiickoit @enepanuyi B COOTBETCTBHHM C MpaBHJIAMH HaJjexamied 1abopaTOpHON MPaKTHKH U
IIpaBUJIaMU HAJUIEKAIEH KIIMHUYECKOW MTPAKTHKHU.

(uacts 3.1 BBeneHa PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

4. YckopeHHas MpoIleaypa SKCHEPTH3bl JICKAPCTBEHHBIX CPEJCTB MPOBOJIUTCS B IOPSJIKE,
YCTaHOBJIEHHOM cTaThsiMu 17 - 20, 23 u 24 nHacrosamero denepasbHOrO 3aKOHA, U HE O3HAYaeT
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

CHIDKEHHUS TpeOoBaHM K 0€30MacHOCTH, Ka4ecTBY U 3(PPEKTUBHOCTH JEKAPCTBEHHBIX MPEmapaToB.
CraTtbAa 27. PeweHune o0 rocyaapCTBEHHOW permcTpauumm nekapcTBEHHOro npenapara

1. B cpok, He mpeBBIIAIONUN JECATH PabOYNX THEW CO JHS MOJYYCHHS 3aKIIOYCHHN KOMHUCCHU
JKCIEPTOB 110 Pe3yJibTaTaM HKCIIEPTU3bl KaueCTBa JIEKAPCTBEHHOT'O CPEACTBA U IKCIEPTU3bl OTHOIICHHS
OKMJIa€MOM  MOJB3bl K  BO3MOXXHOMY DPHUCKY TPUMEHEHHs JIEKapCTBEHHOIO  IIpernapara,
COOTBETCTBYIOIIUN YIIOTHOMOUEHHBIN (heiepanbHblii OpraH UCIIOJHUTEIBHON BIACTH:

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)

1) pa3Memaer Ha cBOeM ouIHATLHOM caiite B ceTH "MHTepHET" COOTBETCTBYIOIIHE 3aKITIOUCHUS
KOMHCCHHM D3KCIEPTOB M OCYIIECTBISET MX OIEHKY [IJISi OMpENETICHUS COOTBETCTBHUS 3aJIaHUI0 Ha
MIPOBEJICHUE ITUX IKCIIEPTHU3;

(m. 1 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

2) mpUHUMAET pelIeHHe O TOCYJAapPCTBEHHON PETUCTpallMu JEKapCTBEHHOTO Mperapara uiu o0
OTKa3€ B TOCYJJapCTBEHHOI perucTpaiuu JeKapCcTBEHHOIO IIpenapara;

3) BHOCHUT IIpU NPUHATUHU PEIICHUS O TOCYJapCTBEHHON pEerucTpaluy JeKapcTBEHHOI O Mpernapara
JaHHBIE O 3apETUCTPUPOBAHHOM JIEKAPCTBEHHOM Ipernapare, B TOM 4ucie O (papmManeBTHUYECKON
cyOcTaHIMM, BXOJALIEH B COCTaB JICKApCTBEHHOIO IIpernapara, B TOCYJapCTBEHHBIH peecTp
JICKApCTBEHHBIX CPEACTB M BBIJACT 3aABUTENI0 PErHCTPALMOHHOE YJOCTOBEPEHHE JIEKapPCTBEHHOI'O
npemnapara, OopMa  KOTOPOTO  YTBEpXKJIAeTcd  YHOJIHOMOYEHHBIM  (peepanbHbIM ~ OpraHoOM
HCIIOJIHUTEJILHOM BJIACTH, COTJIACOBAHHBIE HOPMATHUBHYIO JOKYMEHTAlMI0, HOPMATHUBHBIN TOKYMEHT,
UHCTPYKLHIO MO MPUMEHEHHUIO JIEKapCTBEHHOIO Ipernapara M MakeThl IEePBUYHOM YMAKOBKU U
BTOPUYHOU (MTOTPEOUTENHCKON) YMAKOBKM C YyKa3aHMEM Ha HUX HOMepa PpErucTpaliOHHOIO
yIIOCTOBEpEHHsI JIEKapCTBEHHOT'O Mpenapara U J1aTbl €ro rocyJapCTBEHHON PErucTpalyy Wi B Cllydae
NPUHATUS pellieHuss o0 OTKa3e B TOCYAAPCTBEHHOM perucTpanuy JIeKapCTBEHHOIO Ipenapara
yBEJIOMJISICT B MUCbMEHHOU (popMe 3asBUTENs 00 3TOM C YKa3aHHEM MPUYHH TaKOTo OTKa3a. 3a BhIIauy
PETUCTPALIMOHHOTO yIOCTOBEPEHMSI JIEKAPCTBEHHOT'O MIpenapaTa B3UMAeTCsl TOCY1apCTBEHHAs IOLUIMHA
B COOTBETCTBUU C 3aKOHOJIATeILCTBOM Poccuiickoit denepannu 0 Hajgorax u cOopax.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. OcHoBaHueM Il OTKa3a B TOCYJApCTBEHHOW PErHCTpPAlMH JICKAPCTBEHHOTO Ipernapara s
MEIUIIMHCKOTO  TPUMEHEHUS  SBIAETCS  3aKIIOYEHHE COOTBETCTBYIOIIETO  YHOJHOMOYEHHOTO
(denepanbHOrO OpraHa HCIOMHUTEIBHOW BJIACTH O TOM, YTO KadyecTBO U (uiu) 3¢P(PEeKTUBHOCTH
PErUCTpUPYEMOTO JIEKapCTBEHHOI'O MperapaTta Jyuisi MEIUIMHCKOrO MPUMEHEHHUS HE IOJITBEPIKICHbI
MOJTYYEHHBIMH JTAaHHBIMU WJIM YTO PUCK MPUYMHEHHS BpEla 3/I0POBHI0 YEIOBEKA BCIEJICTBUE MpHEMa
JIEKApCTBEHHOTO TIpernapara is MEAUIIMHCKOTO TPUMEHEHHUs MpeBbImacT 3()PEKTUBHOCTD €ro
MIPUMEHCHUS.

(uacts 2 B pen. @enepanbroro 3akoHa oT 04.06.2018 N 140-D3)

3. TloBTOpHOE mpeAcTaBIEHUE B COOTBETCTBYIOIIMMA YMOIHOMOYEHHBIH (heaepanbHbIi OpraH
WCIIOJTHUTEJIbHOW BJIACTU JIEKAPCTBEHHOT'O Tperapara, B OTHOIIEHHMH KOTOPOTO IMOJY4YeH OTKa3 B
rOCYJJapCTBEHHOM PETUCTPAIIMU U KOTOPBINA BIOCIIEICTBUM MOBEPICS M3MEHEHHUIO B YaCTH €T0 COCTaBa,
paccMaTpuBaeTCs Kak TPENICTAaBICHWE HOBOTO JIGKAPCTBEHHOTO Tperapara Ha €ro rocyJapCTBEHHYIO
PETUCTPAILMIO HE3aBUCUMO OT COXPAHEHHS €ro MePBUYHOTO HAUMEHOBAHHS.

(uacts 3 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4, HpI/I MNpEAOCTABJICHUHN 3adBUTCICM B COCTABC PCTUCTPALIMOHHOI'O0 AJOCHC Ha J'IeKapCTBeHHHﬁ
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

npenapar JUisi BETepHHAPHOTO MPUMEHEHUS KOTIMU PENIeHUs] YIIOJHOMOYEHHOTO (eepalbHOro OpraHa
WCTIOJTHUTENIBHOW BJIACTH O MPOBEIEHUH HMHCICKTHUPOBAHMS MPOU3BOAUTEINS JICKAPCTBEHHBIX CPEJCTB
CPOK TPHHATUS pEIIeHUs O TOCYJapCTBEHHOM pErucTpanuy JEKapCTBEHHOTO Iperapara JUis
BETEPUHAPHOTO MPUMEHEHHS TPUOCTAHABIMBACTCS CO JTHS TIOTYYCHUS 3aKIF0UCHUH, yKa3aHHBIX B YaCTH
1 Hacrosimie# CTaThu, A0 THS TMPUHSATHS YIIOJIHOMOYEHHBIM (helepalbHbIM OpraHOM HCIOJTHHUTEIBHOM
BJIACTH PEIICHUS O BbIJaue WM 00 OTKa3e B BbIJaue 3aKIIOYCHUS O COOTBETCTBUU IPOU3BOIUTEINS
JIEKapCTBEHHBIX CPEACTB TPeOOBAaHWSIM MpPaBWIJI Ha/IeXKalled MPOM3BOACTBEHHOW MPAaKTUKH, HO HE
OoJiee UeM Ha CTO BOCEMBECAT pabOUMX JTHEH.

(uactp 4 BBeneHa denepanbHbpiM 3aKoHOM 0T 04.06.2018 N 140-D3)

5. OcHOBaHMEM Ul OTKa3a B IOCYJApCTBEHHOH pPErucTpaluM JIEKAPCTBEHHOI'O Ipernapara A
BETEPUHAPHOTO TPUMEHEHHUSl SABJISETCS 3aKIIOUYEHHE YIOJHOMOYEHHOIo (henepanbHOro opraHa
UCIIOJIHUTEJIBHOM BJIacTW O TOM, YTO KauecTBO MU (wiM) 53(PPEeKTUBHOCTb PETUCTPUPYEMOTO
JIEKapCTBEHHOI'O IIpernapaTa s BETEPUHAPHOIO IPUMEHEHUS HE MOATBEPKICHBI IOJyYEHHBIMH
JAHHBIMU WJIX YTO PUCK NPUYMHEHHUS BPEAA 310POBBIO JKUBOTHOI'O BCIIEACTBUE ITPHEMA JIEKAPCTBEHHOTO
mpernapara i BETEPUHAPHOTO MNPUMEHEHHUsS MpPEBHIMIAeT 3(PQPEKTUBHOCTh €ro NPUMEHEHHs, OTKa3
YIOJHOMOYEHHOIO (peiepalibHOTO OpraHa WCIHOJHHUTENbHOM BJIacTM B Bblaue 3aKIOYEHUS O
COOTBETCTBUM IPOU3BOAUTENS JICKAPCTBEHHBIX CpPEACTB TpeOOBAHMAM MpaBW  HaAJeKalel
IIPOU3BOJCTBEHHOW MPAKTUKU I KaXIOW IPOU3BOACTBECHHOM IUIOIIAJAKH PETUCTPUPYEMOIO
JIEKapCTBEHHOI'O TIpenapara s BETEPUHApPHOIO IIPUMEHEHUS B CiIy4yae, €ClIM IPOU3BOJICTBO
JIEKapCTBEHHOI'O TIpenapara /s BETEPUHAPHOIO NPUMEHEHHUS OCYILECTBISETCS 3a IpelelaMu
Poccuiickoit denepanuu, Wik OTCYTCTBUE TAKOTO 3aKJIFOYCHUS.

(uactp 5 BBeneHa denepanbHbiM 3aK0HOM 0T 04.06.2018 N 140-D3)

Koncynprantlntoc: npumedanue.
O mnopsiike U cpokax OIpeNeseHHs] B3aMMO3aMEHSEMOCTH JIEKAPCTB JIEKAPCTBEHHBIX MPENaparos,
3apeructpupoBanHbix 10 01.03.2020, cm. ¢1. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3anmo3amMeHAeMOCTb JeKapCTBEHHbIX MpenapaTtoB Ans
MeAULIMHCKOro NnpuMeHeHus
(B pen. ®enepanpHoro 3akona ot 27.12.2019 N 475-D3)

1. Bsaumo3aMeHsIeMOCTb JIEKAPCTBEHHBIX MpenaparoB g MEAUIMHCKOIO IPUMEHEHUs
OTIPEICIISETCS YIOTHOMOYCHHBIM (efepatbHbIM OPraHOM HCIIOJTHUTEIHHON BIIACTH, OCYIIECTBISIONTIM
FOCYJIAPCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX IMPENApaToOB JJISI MEIUIMHCKOTO IMPUMEHEHUS, B
paMKax OJHOTO MEXIYHApOJAHOTO0 HEMAaTeHTOBAHHOTO (WJIM XUMHUYECKOTO, WJIH TPYIIIAPOBOYHOTO)
HAaVMEHOBAHMS HAa OCHOBE 3aKJIFOYEHHMS KOMHUCCHM JKCIEPTOB OSKCIEPTHOIO YUYPEKICHUS O
B3aMMO3aMEHSIEMOCTH JIEKaPCTBEHHOT'O Mpernapara Jjs MEIUIUHCKOTO MPUMEHEeHHs 00 O TOM, YTO
JIEKapCTBEHHBIN IIpenapar il MEAUIMHCKOTO IPUMEHEHHUS HE SABJISIETCS B3aUMO3aMeHsAeMBbIM. [1opsaaok
ONPEACIICHUSI B3aUMO3AMEHAEMOCTH JIEKAPCTBEHHBIX MpenapaToB Uil MEAULUHUHCKOIO NPUMEHEHUS U
dbopma 3aKIIIOUEHHS] KOMHUCCHUU OKCIIEPTOB HKCIEPTHOTO YUPEXKACHUS O B3aUMO3aMEHSIEMOCTH
JIEKApCTBEHHBIX TMPENapaToB IS MEAUIIMHCKOTO TPUMEHEHHUS JUOO O TOM, YTO JIEKAPCTBEHHBIN
rnpenapar s MEIULHUHCKOrO NPHMEHEHUS HE SBIISIETCS B3aMMO3aMEHSEMbIM, YCTaHABIMBAIOTCS
[IpaBuTenscTBOM Poccuiickoit denepanuu.

2. Komuccust 9KCIepTOB 3KCIEPTHOIO YUPEXKIEHUS NAeT 3aKIIOUYEHHE O B3aUMO3aMEHSAEMOCTU
JIEKapCTBEHHOTO IIpernapara Uil METUIMHCKOTO MPUMEHEHHS JIMOO O TOM, YTO JIEKapCTBEHHBIN
mpemnapaTr Juisl MEAMIMHCKOIO TPUMEHEHUs HEe SBISIETCS B3aMMO3aMEHSEMbIM, Ha OCHOBAaHUU
CJIEYIOIINUX KPUTEPHUEB (XapaKTEPUCTHK):

HanexHas NpaBoBas MoaAepHKa www.consultant.ru Crpanuua 60 u3 151


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=299421&amp;date=02.10.2023&amp;dst=100027&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=299421&amp;date=02.10.2023&amp;dst=100029&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=420491&amp;date=02.10.2023&amp;dst=100079&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=420491&amp;date=02.10.2023&amp;dst=100026&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=361858&amp;date=02.10.2023&amp;dst=100012&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=361858&amp;date=02.10.2023&amp;dst=100070&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

1) oSKBUBaNEHTHOCTh (MIsI OMOAHAJIOTOBBIX (OHOMOMOOHBIX) JIEKAPCTBEHHBIX MPENapaToB
(buoaHamoroB) -  COMOCTAaBUMOCTh)  KAYeCTBEHHBIX M KOJMYECTBEHHBIX  XapaKTEPUCTHK
(hapmareBTHUECKUX CYOCTaHIIMKA MM COMOCTaBUMOCTh aHTHTEHHOTO COCTaBa BaklMH. Mcnons3oBaHue
Pa3IUYHBIX COJIeH, Y3PUPOB, KOMIUIEKCOB, U30MEPOB, KPUCTAIUTHUSCKUX (HOPM U APYTUX MPOU3BOIHBIX
OJTHOTO W TOTO JK€ JCHCTBYIONIECTO BEIICCTBA HE SBISCTCS TPEMATCTBUEM JIJIS  OINPEICIICHUS
B3aMMO3aMCHSEMOCTH  JICKAPCTBEHHBIX IPEMapaTtoB, €CIU MpHU TMPOBEJACHUU  HCCIICIOBAHUS
OMOSKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  Mpermapara WM  WCCIEAOBAaHHMS  TEPareBTUYCCKOM
SKBHUBAJIEHTHOCTH JIEKAPCTBEHHOTO TperapaTa J0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAYUMBIX pa3iuuuii
dapmakokuHeTHKH # (WiH) 2S(G(GEKTUBHOCTH H OE30MACHOCTH JIEKAPCTBEHHOIO IIpemapara  Jiis
MEIUIIMHCKOTO TPUMCHCHHS,

2) DKBUBAJICHTHOCTH JIEKapCTBEHHON (opMmbl. [0 SKBUBaJICHTHBIMU JIEKAPCTBEHHBIMU (OpPMaMU
MOHUMAIOTCSI Pa3HbIE JICKApPCTBEHHBIE (DOPMBI, MMEIOLINE OAMHAKOBBIE CIIOCOO BBEIEHHS M CIOCOO
NPUMEHEHHs, OOJaJarolie CONOCTaBUMBIMH  (PapMaKOKWHETHYECKUMH  XapaKTePUCTUKAMH |
(dapMakoJIOTHYECKUM  JIeHiCTBHEM U O0ECleYMBAIOLIME TaKKe JIOCTH)KEHHE  HE0O0XOAUMOTo
KIMHUYecKoro d¢¢ekra. Pasnuums nexapcTBEHHBIX (GOpPM HE SBISIOTCS TMPEMSATCTBUEM IS
OTIpeJIeIIeHUs] B3aNMO3aMEHIEMOCTH JIEKAPCTBEHHBIX MPETapaToB, €CIIH MPH MPOBEICHUN UCCIIETOBAHUS
OMODKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  Tpemapara WM  WCCICAOBAaHHS  TEPareBTHYECKOM
9KBUBAJICHTHOCTH JICKAPCTBEHHOT'O IIpenapara J0Ka3aHO OTCYTCTBUE KIMHHUYECKH 3HAYMMBIX Pa3IHuuii
bapmakokuHeTHKH © (W) 3(G(GEKTUBHOCTH M O€30MacHOCTH JIEKApCTBEHHOTO IpemapaTta il
MEIULUHCKOTO MPUMEHEHHUS;

3) PKBUBAJIEHTHOCTHh HJIM COMOCTAaBUMOCTBH COCTaBa BCIIOMOTATEIbHBIX BEIIECTB JIEKAPCTBEHHOTO
mpernapara Ui MEIUIIMHCKOTO TpHUMEHEeHHs. Pa3nmuums cocTaBa BCIIOMOTAaTEIbHBIX BEIECTB
JICKApCTBEHHOTO TIperapaTa HE SBISIFOTCS TMPEMATCTBHEM JUIS ONPEICICHUS B3aWMO3aMEHSIEMOCTH
JIEKapCTBEHHbIX  IIpenapaToB, €CIM IpU IPOBEJEHUU MCCIEJOBAaHUS  OMOIKBHUBAJIEHTHOCTH
JIEKapCTBEHHOT'O IpernapaTa WIM HCCIEJ0BaHMs TEpareBTUUECKOW SKBHUBAJIEHTHOCTH JIEKaPCTBEHHOTO
mpernapara JI0Ka3aHO OTCYTCTBHE KIMHMYECKH 3HAYUMBIX pPa3Nuuuil (apMakOKMHETUKH M (WIIN)
3¢ GEKTUBHOCTH U OE30MAaCHOCTH JICKAPCTBEHHOTO Iperapara il MEeIWIUHCKOro IpuMeHeHus. llpu
HAIMYAA KIMHAYECKH 3HAYMMBIX pa3nuiyuid  (GapMakOKUHETHKH U (Win) JPQPEKTUBHOCTH U
0€30MacHOCTH JICKAPCTBEHHOTO TIpernapaTra Ui MEAMIWHCKOTO TPHMEHEHHs B3aMMO3aMEHSIEMOCTh
OIIpeIeNIAETCs ¢ yKa3aHUEM Ha UCKJIFOUYEHUE OT/ENbHBIX IPYII MallUeHTOB;

4) HNICHTHUYHOCTDb crocoda BBCICHUA U crocoba MMPUMCHCHU A,

5) cooTBETCTBHE NMPOU3BOAMTENS JEKAPCTBEHHOTO CPEACTBAa TPEOOBAaHMAM HPABUI HaJUIeKallei
IIPOU3BOJCTBEHHOM IIPAKTUKH.

3. OmpeneneHue B3aUMO3aMEHSIEMOCTH BOCIPOW3BEIACHHBIX JIEKAPCTBEHHBIX MPENapaTtoB st
MEIMIIMHCKOTO MPUMEHEHHUs, YKa3aHHbIX B yacTu 10 ctateu 18 Hactosmero ®denepanbHOr0 3aKOHA,
OCYIIECTBIISIETCS 0€3 HEOOXOAMMOCTH JI0KA3aTEIbCTBA UX OMOIKBUBAJICHTHOCTH.

4.  OcoOeHHOCTH OIpelesIeHUs]  B3aMMO3aMEHSIEMOCTH  OMOJIOTMYECKHUX  JIEKapCTBEHHBIX
npenapaTroB, KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX IMpenapaToB (ColepKalluX KOMOWHAIMIO JABYX H
Oosee JEUCTBYIONIMX BEIIECTB), JICKAPCTBEHHBIX IpPENapaToB s MAPEHTEPATbHOTO NHTAHUS H
HEJIO3UPOBAHHBIX JIEKAPCTBEHHBIX IpenapaToB ycraHaBiuBarorcs [IpaButensctBom Poccuiickoit
denepanuu.

5. OHpe,Z[CJ'IeHI/Ie B3aMMO3aMCHACMOCTH HE OCYIICCTBIISICTCA B OTHOLICHHUH JICKAPCTBCHHBIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

PAaCTUTCIIBHBIX MTPEIapaTOB, TOMCOINIATUYCCKUX JICKAPCTBCHHBIX IIPCIIAPATOB.

6. q)OpMI/IpOBaHI/Ie NEpCUHS B3aNMMO3aMCHACMEBIX JICKAPCTBCHHBIX MPCIapaToB IS MCAUITUHCKOI'O
MPUMCHCHUA OCYHICCTBIIACTCA 3KCIICPTHBIM YUPCIKACHUEM IMOCPCACTBOM O6’b€HI/IHeHI/ISI JICKApCTBCHHBIX
npemnapatoB B OTACILHBIC TPYHIIbI, B K&)I(I[Oﬁ M3 KOTOPLIX JICKAPCTBCHHLIC IIpEHapaThbl ABJIAKOTCA
B3aMMO3aMCHSICMBIMMU.

7. B cjIyda€ BKIIOYCHHA B HHCTPYKHOUIO IIO0 MCIMIOMHCKOMY IPHUMEHCHUIO JICKAPCTBECHHOI'O
npenapara Ha OCHOBAHUHN PE3YyJIbTATOB COOTBCTCTBYIOIIUX I/ICCJ'IGI[OBaHI/Iﬁ MoKa3aHui AJIs1 IPUMEHCHUA,
KOTOPLBIC OTIIMYAKOTCA OT IMOoKa3aHui I IPUMCHCHUA APYTHUX JICKAPCTBCHHBIX MPCIIApaTOB U3 I'PYIIIBI
B3aUMO3aMCHACMBIX JICKAPCTBCHHBLIX MPCIapaToB, B MHNCPCHYHEC B3aAMMO3aMCHIACMBIX JICKAPCTBCHHBIX
npemnapaTtoB A1 MCAUIUHCKOT'O IMPUMCHCHUA OOJIKHA OBITH YKa3aHa COOTBETCTBYIOIIAA I/IH(l)OpMaIII/Iﬂ.

8. IlepeueHp B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX MPENaparoB ISl METUIIMHCKOTO MPUMEHEHUS
pa3MelaeTcs yrnoJHOMOYEHHBIM (ellepaibHbIM OpPraHOM HCIOJIHUTENBHOM BIACTH, OCYIIECTBIISIFOIIUM
TOCYJapCTBEHHYIO PETHCTPALMIO JICKAPCTBEHHBIX IPENapaTroB A MEIUIMHCKOIO NpPUMEHEHHs, Ha
cBoeM o¢unmansHoM caiite B cetu "HntepHer". WHpopmanms B mHepeyHe B3aMMO3aMEHSEMBIX
JICKapCTBEHHBIX MPEnapaToB Il MEIUIIMHCKOTO MPUMEHEHUS] OOHOBIIAETCS YKa3aHHBIM (eepaabHbIM
OpPraHOM HCIIOJIHUTEIBHON BJIACTU C YYETOM HOBBIX 3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB
JUIS  MEIULUHCKOTO MPUMEHEHHS U BHECEHHBIX HW3MEHEHUH B JIOKyMEHTBI, COJepKaliecs B
PETUCTPALIMOHHBIX JI0ChE HA 3apErUCTPUPOBAHHBIC JIEKAPCTBEHHBIE Ipenaparbl A MEIULMHCKOIO
MIPUMEHEHHUS.

9. lopsiIoK KCTONIb30BaHUs HHPOPMAIIHH O B3aUMO3aMEHIEMBIX JICKAPCTBEHHBIX IMpernapaTax Jijist
MCIUIIMHCKOI'0O MNPUMCHCHHUA U TOPAIOK Jadu p%LHCHeHHﬁ Mo BOIIpOCaM B3aNMMO3aMCHACMOCTU
JICKApCTBCHHLIX IIpErapaTroB I MCIUIHWHCKOrO IMPUMCHCHHUSA YCTAaHABJIMBAIOTCA HpaBI/ITeJ'H)CTBOM
Poccuiickoit deneparum.

KoncynprantlIntoc: mpumeyanue.

Cpok perucTpalyu JeKapCTBEHHOIO Iperapara Juisi BETEPUHAPHOTO MPUMEHEHHsI, UCTEKAIOIUN C
14.03.2022 mo 31.12.2022, a Ttaxxke B 2023 romy, mpomieH Ha 12 wmecsneB (IlocranoBnenue
[IpaButensctBa PO ot 12.03.2022 N 353).

CraTtbAa 28. PeructpaumoHHoe yaocToBepeHne nekapcTBEHHOro npenapara

1. PeructpanimoHHOEe yJIOCTOBEPEHME JIEKAPCTBEHHOI'O IperapaTa C YKa3aHHUEM JIEKApCTBEHHBIX
¢bopM U I03UPOBOK BBLIAETCS OECCPOYHO, 33 HUCKIIOUYEHHEM PErMCTPALMOHHOTO YyJIOCTOBEPEHHS
JIEKAPCTBEHHOI'0  IperapaTra, BbIIaBAEMOIO CO CPOKOM JIEWCTBUS INATh JIET, Ha BIIEpBbIC
peructpupyemseie B Poccuiickoit denepannn JeKapCTBEHHBIE IPENapaThl.

2. Tlo wcredyeHMH yKa3aHHOTO B 4YacTU | HACTOSIIEH CTaThU CpOKa BBIAACTCS OECCPOUHOE
PETUCTPAIIMOHHOE YIOCTOBEPEHHE JICKAPCTBEHHOI'O IIperapaTa NpU YCJIOBUU TMOATBEPKICHHUS €ro
roCyJJapCTBEHHOMN perucTparuu.

3. B ciy4ae BHeceHus: B cOOTBETCTBUM cO cTatbiMu 30 u 31 Hacrosero ®denepanbHOro 3aKOHa
U3MEHEHUN B COJAEPIKALIUECS B PETMCTPALMOHHOM JIOChE€ HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mpenapaTr JOKYMEHTbI, 3aTParuBalollUX CBEJICHUS, OTPAKEHHbIE B PErUCTPALMOHHOM YIOCTOBEPEHUU
JIEKapCTBEHHOT'O TpernapaTa, yIoJIHOMOYEHHBIN (eiepabHblil OpraH MCIOJHUTEIbHON BJIACTH BBIAAET
HOBOE€ PETUCTPALMOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOTO MpeIapara, CoAEpIKallee BHECEHHBIE B HETO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

W3MEHEHUS.
(dactb 3 BBeneHa denepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

4. B ciydae yTpaTbl WIM HOBPEXACHHUS PETHUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
mpernapaTa MO 3asBJICHHUI0O B NUCbMEHHOW (opMe JepkaTens WM BJaJeiblia PErUCTPALMOHHOIO
YAOCTOBEPEHUS JIEKAPCTBEHHOT'O Mpenapara Uil yIOJIHOMOYEHHOTO UMHU JIPYToro IpUINYECKOTro JINIa
0 Bblgaue AyOJMKaTa  PEerucTpPallMOHHOTO  yAOCTOBEPEHHUS  JIGKAPCTBEHHOrOo  Ipernapara
YIOJHOMOYEHHBIN (heiepanbHblii OpraH HMCMOJHUTENBHON BIIACTH B CPOK, HE MPEBBHIMIAIOIINN AECATH
pabouux JHEW cO JHs MOCTYIUICHHS 3asBJICHHS, BbIIACT MyOIMKAT PErHCTPALIMOHHOTO YAOCTOBEPEHUS
JEKapCTBEHHOTO  Tpemaparta. 3a  BblJady  JAyOJMKaTa  PErHCTPAMOHHOTO  YAOCTOBEPEHUS
JIEKapCTBEHHOI'O0  IIpernapaTa  B3UMAeTCsl TIOCyAapCTBEHHAass [OUUIMHA B COOTBETCTBUM  C
3akoHoAaTenbcTBOM Poccuiickoit @eaepanuu o Hajorax u cobopax.

(dactp 4 BBeneHa denepabHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

KoncynprantlIntoc: npumeyanue.

Cpok peructpanuu JEKapCTBEHHOI0 Mpernapara sl BETEpUHAPHOTO MPUMEHEHUs, UCTEKAIOIIUN ¢
14.03.2022 mo 31.12.2022, a Ttaxxe B 2023 romy, nmpomieH Ha 12 mecsueB (IlocranoBnenue
ITpaButensctBa PO ot 12.03.2022 N 353).

Ctatba 29. MNoarBepXxpoeHwe rocyAapCTBEHHOW perucTpauum rneKkapcTBeHHOro
npenapara
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D03)

1. TlonTBepkaeHUE TOCYTAPCTBEHHOM PErMCTpalMy JIEKAPCTBEHHOTO MpenapaTa OCYyIIEeCTBIAETCS
IIpHU BbIJa4€ OECCPOUHOTO PETHCTPALMOHHOTO YJIOCTOBEPEHMsI JIEKAPCTBEHHOIO IpernapaTa B cllydae,
yKa3aHHOM B 4acTH 2 crtartbu 28 Hactosmero denepanbHOro 3akoHa, B CPOK, HE IMPEBBIIIAFOIINI
IIECTUICCATH PadOUnX JHEU CO JHS TMOJTYYEHHS COOTBETCTBYIOIIMM YHOJTHOMOYEHHBIM (efepaibHbIM
OpPraHOM HCHOJIHUTENBHON BJIACTU 3asBJICHHS O IMOATBEPKICHUM TOCYJAPCTBEHHOM pEruCTpalvu
JIEKapCTBEHHOro npenaparta. He ocymiecTBiseTcs MOATBEPKACHUE TOCYAAPCTBEHHOM PErucTpalvyd B
OTHOIIIEHUH JIEKapCTBEHHOTO TMpernapara, He HaXOAUBIIETOCs B oOpamenun B Poccuiickoit @enepanuu B
TE€YeHHe Tpex MU Oojee JEeT, a TakKe B OTHOIICHWU JIEKAPCTBEHHOTO CPEACTBA, MPOU3BEIECHHOTO C
HapylleHreM TpeOoBaHus, YCTaHOBIEHHOTO YacThio 3.7 ctaThu 71 HacTosimiero deaepaibHOro 3aKOHA.

2. 3asBlIeHHE O TOATBEPKICHUH TOCYIapCTBEHHON PErucTpaluy JEKapCTBEHHOTO Mpernapara Jsis
MEJIULUHCKOTO TPUMEHEHUS TMPEJICTAaBIsAETCS B COOTBETCTBYIOIIMK YIOJHOMOYEHHBIH (enepanbHbIit
OpraH MCIOJTHUTEIHLHON BJIIACTH HE paHEee YeM 3a CTO BOCEMBJICCAT JHEH J0 UCTEYCHUS CPOKa JICHCTBUS
PETHCTPAIIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO Mpernapara il MeJIUIIMHCKOTO TPHUMECHEHUS.

(B pen. deaepanbHoro 3axoHa ot 02.08.2019 N 297-D3)

2.1. 3asBiieHUE O TMOATBEP)KIACHUU TOCYIAPCTBEHHOW PETHCTpPAIlUK JIEKAPCTBEHHOTO Iperapara
JUIS ~ BETEPUHAPHOTO TPUMEHEHUS TPEJCTaBISIETCS B  COOTBETCTBYIOLIUIM  YIIOJHOMOYEHHBIN
(denepanbHBIA OpraH MCIIOJHUTEIHHON BIACTH HE paHEEe YeM 3a CTO BOCEMbBJECAT AHEH 10 MCTCUCHUS
CpOKa JCHCTBHS PErHCTPAIlMOHHOTO YJOCTOBEPECHHS JICKAPCTBCHHOTO Tperapara JUisli BETCPUHAPHOTO
MIPUMCHCHHS 1 HE MO3/IHee OKOHYAHHSI CPOKA €To JICHCTBUS.
(dacth 2.1 BBeaena denepanbabiM 3akoHOM oT 02.08.2019 N 297-D3)

3. IlonTBep:kaeHNE TOCYAapCTBEHHOM PErUCTpalliy JIEKApCTBEHHOTO Mpenapara OCyIIeCTBIsSETCS
II0 pe3yibTaTaM SKCIEPTU3bl OTHOLIEHMS OXXUAAEMOH IIOJb3bl K BO3MOXXHOMY PHUCKY IPUMEHEHUS
JIEKapCTBEHHOTO MpernapaTa Ha OCHOBAHUH PE3yJIbTAaTOB MOHUTOPHHTa 3()(HEeKTUBHOCTH M 0€3011acCHOCTH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

JIEKapCTBEHHOI'O IIpenapaTra, IPOBOAUMOIO JEP)KAaTEJIeM WM  BIAJENIBLEM PETUCTPALUOHHOIO
yIIOCTOBEpEHHsI JICKApCTBEHHOTO Ipernapara JUO0O0 YMOJIHOMOYEHHBIM MMM IOPHIMYECKUM JIMIIOM, a
TAKXXC COOTBCTCTBYIOIIUM YIIOJIHOMOYCHHBIM q)eﬂepa.HBHHM OopraHomM HUCITIOJTHUTEILHOM BJIACTH B
COOTBETCTBHUH C TPEOOBAaHMSIMHU CTaThu 64 HacTosmiero PeneparbHOTO 3aKOHA.

4. K 3asBI€HUI0 O TMOATBEPKICHUHU TOCYIAPCTBEHHOM PETHCTPAIMU JICKAPCTBEHHOTO Mpernapara
JUISL MEAULIMHCKOTO TPUMEHEHHUS IPUIIararoTCs:

1) NOKyMEeHTBI, coJlepKallue pe3yJabTaThl MOHUTOPHHra 3(PQEKTUBHOCTH U 0€30MacHOCTH
JIEKapCTBEHHOI'O IIpernapaTa [JjIs MEAWLUHCKOIO IPUMEHEHHUs, NPOBEIEHHOIO JEpXKaTelieM WIH
BIAJENBLEM PETUCTPALIMOHHOIO YJIOCTOBEPEHMs JIEKAPCTBEHHOrO IIpernapara Uil MEIUIIMHCKOTO
NPUMEHEHHUS JHOO0 YIIOJIHOMOYEHHBIM UM MOPUAWYECKHM JHIOM, 1o (opMme, yTBEpKICHHON
YIOJHOMOYEHHBIM (e/IepaibHbIM OPTaHOM MCTIOIHUTEIbHON BIIACTH;

2) CBEIEGHUS O JlaTe NPEIOCTaBJICHUS W PETrUCTPAIIMOHHOM HOMEpE JIMIICH3UHM Ha TPOU3BOJCTBO
JIEKApPCTBEHHBIX CPEACTB WJIM CBEIAEHUS O JaTre NPEeAOCTaBICHUS U PErUCTPALlMOHHOM HOMeEpe
3aKJIIQYEHHsT O COOTBETCTBUHM TPOM3BOAMUTENS JICKAPCTBEHHBIX CPEICTB TPeOOBAaHUSM IPABHI
HaJJIeXKalleld MPOU3BOJACTBCHHON TMPAKTUKU, MPEAOCTABICHHBIX YIIOJTHOMOYEHHBIM (eaepaabHbIM
OpPraHOM HCIIOJHUTEJIbHON BJIACTH B OTHOLICHHH MPOW3BOJACTBEHHOM IUIOMAJKH JIEKAPCTBEHHOTO
npemnapara s MEAUIUHCKOTO MPUMEHEHHS, TOCYAAPCTBEHHAS PETUCTpas KOTOPOTO MOIATBEPKAACTCS
B Ciydae, €CJM IPOM3BOJICTBO JIEKAPCTBEHHOrO IIpenapara s MEIUIHUHCKOIO0 MPUMEHEHUS
ocyuectsisiercs B Poccniickont denepanuu;

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-D3)

3) xomus MPEeaOCTaBICHHOW YIOJIHOMOYEHHBIM OPTaHOM CTPaHbl MPOU3BOIAMTENS JUICH3MHU Ha
MIPOM3BOJICTBO JIEKAPCTBEHHOTO Tperapara Ui MEAUIIMHCKOTO TIPUMEHEHHUS B €€ MEePEeBOI Ha PYCCKUI
S3BIK, 3aBEPCHHBIC B YCTAaHOBJICHHOM TIOPSIKE, a TaKKe KOIMHUS 3aKIOYCHHS O COOTBETCTBUHU
MPOM3BOANTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAaHMSIM NPABHJI HaJUICKAIIEH MPOU3BOJCTBEHHOM
NPaKTHKH, BBIIAHHOTO YIOJHOMOYEHHBIM (elepabHbIM OpraHOM HCIOJHUTEIBHOM BIIACTH B
OTHOIICHUH MPOU3BOJCTBCHHON IUIOMIAJKU JICKAPCTBEHHOTO TIpemapara Uil MEAMIUHCKOTO
NPUMEHEHHS, TOCYAAPCTBEHHAs PETUCTPAllsl KOTOPOTO TOATBEPIKIACTCSA, WM KOIUS PpEIICHUS]
YIOJIHOMOYEHHOTO (heepalbHOTO OpraHa MCIOJHUTENBHOW BIACTH O MPOBEICHUN WHCIIEKTHPOBAHUS
MIPOU3BOIUTEIS JIGKAPCTBEHHBIX CPEJICTB B CITydae, €CJI MPOU3BOJICTBO JICKAPCTBEHHOTO Mperapara s
MEIUIMHCKOTO PUMEHEHHUS OCYIIECTBIseTCs 3a mpezenamu Poccutickoii dexneparum.

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)
(dactp 4 B pen. @enepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B OTHOIIEHNU OHOJOTUYECKHX JIEKAPCTBEHHBIX MPEMapaToB Ui MEJUIIMHCKOTO IPUMEHEHHUS
3asBUTENb JOMOJHHUTEIBHO TMPEICTABISET PE3yJIbTaThl MEPONPHUATHH, NPEIYCMOTPEHHBIX ILJIAHOM
VIPaBJICHUSI PUCKAMH, YTBEPXKIACHHBIM YIOJHOMOUYEHHBIM (hefepallbHbIM OpPraHOM HCITOTHUTEIHHON
BJIACTH TIPH OCYLIECTBICHHM TOCYJapCTBEHHON pErucTpalyy JIEKapCTBEHHOTO IIperaparta Juls
MEIUIIMHCKOTO TIPUMEHEHHSI.

(uactb 4.1 BBennena @exnepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

4.2. K 3asBJIIeHUIO O TIOATBEPKICHUH T'OCYAaPCTBEHHON PETUCTPAIMH JIEKAPCTBEHHOTO Mpernapara

IUIE BETEPUHAPHOTO TPUMEHEHUS TPWIIAraloTCs JOKYMEHTBI, COAEpIKaIlie Pe3yiIbTaThl MOHUTOPHHTA
3¢ (}eKTUBHOCTH U 0€30MacCHOCTH JIEKAPCTBEHHOIO TMpemnapara Uis BETEPUHAPHOTO MNPUMEHEHUS,
IPOBOAMMOIO Jep)KaTelleM WM BIAAEIbLIEM PErHCTPAIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara sl BETEpUHAPHOTO NPHMEHEHHUS JIMOO YMOJIHOMOYEHHBIM UM IOPUAWYECKUM JIUIIOM, IO
OopMe, YTBEP)KICHHOW YIOJHOMOUYEHHBIM (peepanbHbIM OpPraHOM HCIIOJIHUTENBHONW BIIACTH, H
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

nyn

JOKYMEHTBI, yKa3aHHbIE B MyHKTax 1, 2 - 2.2, moamynkTax "a", "6", "k", "n" mynkra 4 gactu 3 crateu 17
Hacrosimero  dexepalbHOrO 3aKOHa. B OTHOIIEHMM WMMYHOOHOJOTMUYECKHX —JIEKapCTBEHHBIX
IIPENnapaToB JUIsl BETEPUHAPHOIO MPUMEHEHMSI HE TPECTABIIAIOTCS CBEJICHUS, YKa3aHHbBIE B ITOAIYHKTE
"k" mynkrta 4 yactu 3 ctarbu 17 Hacrosimero ®denepanbHoro 3akoHa. B oTHOIIEHHH JIEKAPCTBEHHBIX
MpernapaToB IS BETEPUHAPHOTO MIPUMEHEHUS, MOJTyYE€HHBIX c MIPUMEHEHHEM
T€HHO-UH)XEHEPHO-MOAU(UIIMPOBAHHBIX ~ OPraHU3MOB WM  COJAEpXKAIIMX  TAaKHE€  OpraHu3Mbl,
JIOTIOJTHUTEIBHO NPEACTABISAIOTCS CBECHMS, yKa3aHHbIEe B IMyHKTe 13 wactu 3 crathu 17 HacTOSIIETO
denepalIbHOTO 3aKOHA.

(uactp 4.2 BBeneHa denepanpHbiM 3ak0HOM OT 04.06.2018 N 140-D3; B pen. enepabHOro 3aK0HA OT
02.08.2019 N 297-03)

4.3. 3asgBuTenp BIpaBe IMPEACTABUTh C 3aABJICHHEM O NOATBEPKICHUU TOCYAApCTBEHHOU
pEerucTpali  JIEKapCTBEHHOIO  IIpenapara KONMIO  JOKYMEHTa, IIOATBEPXKAAIOIIEro  YyILIaTy
roCy/JapCTBEHHON IOLUIMHBI 3a IOATBEPXKACHHUE TOCYIApPCTBEHHON pErucTpalyuy JEKapCTBEHHOIO
mpernapara, a Takke BblJaBaeMble (MPeloCTaBisieMble) YIOJTHOMOUYEHHBIMH (eiepalbHBIMU OpraHaMHu
HCIIOJIHUTENIBHON BJIACTU JOKYMEHTHI (CBEIEHMS), YKa3aHHbIE B IYHKTax 2 U 3 4yacTu 4 Hacrosiuen
cTaTbd. B cilydae MX HeNpeACTaBlI€HUS YIOJHOMOYEHHBINH (QenepalibHblil OpraH HCIOJHUTEIbHON
BJIACTH  3alpallMBaeT YyKa3aHHbIE JOKYMEHTHl (CBEICHHs]) B TMOpPSJAKE MEXKBEIOMCTBEHHOIO
MH(GOPMALMOHHOTO B3aUMOAEHCTBHSL.

(uacts 4.3 B pen. @exnepanbHoro 3akona ot 27.12.2019 N 478-D3)

5. B Tedenume pecaTu pabouynmx JgHEH cO JAHS TPUHATHS 3asABICHUS O TOJTBEPKICHUU
roCyJJapCTBEHHOM perucTpanuu JEeKapCTBEHHOIO Mpernapara U JIOKYMEHTOB, COACPIKAIIUX Pe3yJIbTaThl
MOHUTOpUHTA Y((HEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO MperapaTa, MpOBOIUMOTO JepiKaTeIeM
WIKM  BIQAENBLEM  PErucCTPAlMOHHOTO  YAOCTOBEpEHHUs  JIEKApCTBEHHOro  Ipermapata  JUOO0
YIOJHOMOYEHHBIM  HMMH  IOPUIMYECKUM  JIMIOM,  YIOJHOMOYEHHBIH  (enepanbHbli  Oprax
WCTIOJTHUTENBHON BIIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI CBEJICHUN, COJEPKAIIMXCA B MPEACTABICHHBIX 3asBUTEIIEM
JIOKYMEHTAaX;

2) npyUHMMAET PELIEHHE O MPOBEICHUM WM 00 OTKa3e B MPOBEIECHUU IKCHEPTU3blI OTHOILEHUS
OKUJaeMOM MOJIb3bl K BO3MOXHOMY PHUCKY NPUMEHEHHs JIEKapCTBEHHOTO Mpernapara Ha OCHOBAaHUU
pe3yJNbTaTOB  MOHUTOpPUHTa J(PQGEKTUBHOCTM U  0€30MacHOCTH  JIEKAPCTBEHHOrO  Iperapara,
MIPOBOJIUMOIO JI€p>KATENIEM WM BJIAAEIbLEM PErUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara Ju00 YIOJIHOMOYEHHBIM HMMHU IOPUIMYECKUM JIMIIOM, a Takxke (eaepalbHbIM OpraHoM
WCTIOJTHUTENILHOW BJIACTH B COOTBETCTBUHM C TpeOOBaHUSMH cTaThul 64 Hactosimero denepaibHOTO
3aKOHa;

3) yBemoMisieT B JJICKTPOHHOW (opMe WIM TUCBMEHHOW (opMe 3asBUTENSI W OKCIEPTHOE
YUpPEXKJEHUE O MPUHATOM pelIeHHH 00 B cllydyae NPUHATHS pElIeHUs 00 OTKa3e B IMPOBEJACHUU
AKCIIEPTU3BI YKA3hIBAET MPUUYHMHBI TAKOTO OTKA3a.

6. B ciydae BbISIBIEHMS HEJOCTOBEPHOCTHM M (WJIM) HEJOCTAaTOYHOCTH HWH(OpMaIUH,
coJiepKalleiics B MPeICTaBICHHBIX 3asBUTENEM IOKYMEHTaX, YIOJHOMOYEHHBIH (eaepanbHbIid OpraH
WCTIOJTHUTENIGHOW BIIACTH HAIPABIISIET 3asBUTENIO 3ampoc 00 YTOYHEHWH yKa3aHHOH WHQOpMAaLuu.
3anpoc yMNOJIHOMOYEHHOTO (perepalbHOr0 OpraHa HCIOJHUTENIBHON BIIACTH MOXXET OBbITh IepenaH
YIOJIHOMOYEHHOMY NPEACTABUTEIIO 3asiBUTEISA JIMYHO IO/ PACIUCKY, HApPAaBIEH IO MOYTE 3aKa3HBIM
MUCbMOM WJIM NEpeAaH B 3JIEKTPOHHOU (opMe Mo TeleKOMMYHHKAIIMOHHBIM KaHalaM CBsi3u. B ciyuae
HampaBJICHUs 3alpoca YMOJIHOMOYEHHOTO (eiepabHOr0 OpraHa UCIOJHUTENBHOW BIACTU MO IOYTE
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

3dKa3HbIM IMUCBMOM OH CYHHUTACTCA IMOJIYUYCHHBIM II0 HCTCUCHUH WHICCTHU JHEeW ¢ JaThl HaIlpaBJICHU
3aKa3HOoro mnmucbmMa.

7. 3asBuUTeEnb 00s3aH MPEICTABUTH OTBET HA 3alpoC YHNOJIHOMOYEHHOTO (helepalbHOro OpraHa
WCIIOJIHUTEJILHOM BJIACTH B CPOK, HE MPEBBILIAIOIINN AEBIHOCTA pabOYMX JHEH CO JIHS €ro MOJYUYEeHHUS.
Cpok, yKa3aHHBIN B 4acTH 5 HACTOSIIEN CTAaThbU, IPUOCTAHABIMBAETCS CO JIHS HAIIPABJICHUS 3asBUTEIIO
3arpoca yNoJIHOMOYEHHOIo (peepanbHOr0 OpraHa MCIOJHUTEIBHOW BJIACTH 10 AHS IMOJYYEHUS UM
COOTBETCTBYIOILIETO OTBETa W HE YUYUTBHIBAETCA IPU HCYHUCIEHUU CpPOKA IOATBEPKIACHUS
rOCyJapCTBEHHOM PEruCTpaLivy JICKapCTBEHHOTO Ipelapara.

8. OcHoBaHMEM JUIsI OTKa3a B MPOBEACHUU OSKCIEPTU3bl OTHOIIECHUS OXKHUIAEMOM IOJB3bI K
BO3MOXHOMY PUCKY HNPUMCHCHHA JICKAPCTBCHHOI'O IpEriapara sABJIACTCA MPCACTABJICHUC NOKYMCHTOB,
coJIepXKaIIuX pPe3yIbTaThl MOHUTOPUHTA 3(PPEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO Tpernapara,
U (UIM) B OTHOIICHHWU OWOJIOIMYECKUX JIEKAPCTBEHHBIX MPErapaToB pe3yJbTaTOB OCYILIECTBIICHUS
MEpPOIPHUATHI B COOTBETCTBHH C IUIAHOM YMPABICHHUS PUCKAMH, YTBEP>KICHHBIM YIIOJIHOMOYEHHBIM
(benepanbHBIM OpPraHOM HCIOJIHUTEIBHOM BIACTH MPU OCYLIECTBICHUU TOCYIapPCTBEHHON PETUCTpAIH
JICKapCTBEHHOTO TpernapaTa, B HEMOJHOM 00beMe, OTCYTCTBHE MH(OPMAlLNK, MOATBEpKAAtOmEeH (akT
yIiaTel  TOCYAAPCTBEHHOW  IOLIIMHBI 3@  IMOATBEPXKICHHE TOCYAAPCTBEHHOW  PETHCTpaLuu
JIEKapCTBEHHOI'0 IpenapaTa, 0O HEeNpeiCTaBiIeHHE 3asBUTEIEM B YCTAHOBIIEHHBIM CPOK OTBETa Ha
yKa3aHHbII B YacTu 6 HACTOAIIEH CTaThU 3alpoc YIOJIHOMOUYEHHOro (eaepaibHOro oOpraHa
WCIIOJTHUTENILHON BIIACTH, a TaKXXe€ OTCYTCTBHE B YKa3aHHBIX JOKyMEHTax HWH(OpMaIuu, KoTopas
JI0JKHA OBITh B HUX OTpPaKeHa.

9. DOkcnepTr3a OTHOWIEHUS O0XXMJIAEMOM TMOJb3bl K BO3MOXHOMY pPHCKY IPUMEHEHUS
JIEKapCTBEHHOI'O IIperapara B LEJsAX MOATBEPKIECHUS TOCYIapCTBEHHON perucTpanuy JIeKapCTBEHHOTO
npernapaTa MpOBOAUTCS KOMHUCCHEH 3KCHEPTOB KCIEPTHOTO YUPEKICHHS B CPOK, HE MPEBBIIIAIOIMINN
COpOKa pabo4Mx JHEH.

10. B ciy4yae HEZOCTATOYHOCTH INPEACTABIEHHBIX JKCIEPTY MATEPUAJIOB Ul Ja4M 3aKIIOUYCHUS
9KCHEepT oOpamaeTcss K PYKOBOJIUTENIO OJKCIEPTHOTO YUPESKICHHUS O MPEJOCTaBICHUU €My
HEOOXOJMMBIX  MaTepuajoB.  PyKOBOAWTENb  SKCHEPTHOTO  YUpEXKACHUS  oOpamiaercss ¢
COOTBETCTBYIOIIMM 3allpOCOM B YIOJHOMOYEHHBIN (enepalibHblil OpraH MCIOJHUTEIbHON BIACTH,
BBIJJaBIIMH 33/IaHUE HA NTPOBEAECHUE HKCIIEPTU3bI OTHOILIEHUS 0KUAAEMON MOJIb3bI K BOSMOKHOMY PUCKY
IIPUMEHEHHs JIEKAPCTBEHHOI'O IIperapara Ha OCHOBAaHUM JOKYMEHTa, COJIEP/Kallero pPe3yJIbTaThl
MOHUTOpHUHTa 3((HEKTUBHOCTH U OE30IaCHOCTH JIEKAPCTBEHHOTO NpenapaTa. B TeueHue msatu paboumnx
JHEW co JTHS MOCTYIUICHUS 3alpoca PYKOBOIUTENS SKCIIEPTHOTO YUPEXKICHHUS YKa3aHHBIN (enepaabHbIi
OpraH HCIIOJIHUTENFHONW BJIACTH HAINpPAaBIIET 3asABUTENIO 3alMpOC O NPEACTABICHUU HEOOXOIUMBIX
MaTEepHAIIOB, KOTOPBI MOXET OBITh TIEpe/IaH YIIOJHOMOYEHHOMY MPEICTABUTEIIO 3asBUTEIS JIMYHO TIO]T
pacmucKy, HampaBlieH MO0 TOYTe 3aKa3HbIM IMHCbMOM WM TepelaH B 3JIEKTpPOHHOW ¢dopMe 1o
TEJIEKOMMYHUKAllMOHHBIM KaHajlaM CBs3W. B ciy4ae HampaBlIeHHs 3alpoca yIOJHOMOYEHHOI'O
(denepanbHOrO OpraHa HCIOJHUTENBHOW BJIACTH IO MOYTE 3aKa3HBIM IHUCBMOM OH CYMTAETCs
IIOJIyYEHHBIM 10 UCTEYEHUU IECTHU JHEU ¢ JaThl HAIIPABIICHUS 3aKa3HOTO MUCbMa.

11. 3asBuTenp 00s3aH MPEACTaBUTh OTBET HA 3apOC YHOJTHOMOYEHHOTO (elepalibHOTO OpraHa
HWCTIOTHUTETbHON BJIACTH B CpOK, HE HpCBI)IIHaIOHlI/Iﬁ mMEeCTUACCATHU pa60q1/1x I[HCI\/JI CO OHA MOJTYy4YCHUA
YKa3aHHOTO 3ampoca. YTOJTHOMOYEHHBIM (enepanbHblii OpraH WCIOJHHUTEIBHON BJIACTH, BBIJABIIUN
3alaHME€ Ha TMPOBEACHUE HSKCIEPTU3bl OTHOUIEHUS OKHUJIAEMOM IIOJIb3bl K BO3MOXXHOMY PHCKY
MIPUMEHEHHUs JIEKapCTBEHHOTO MpernapaTa Ha OCHOBAaHUM JOKYMEHTA, COAEPIKALIEro pe3yJbTaThbl
MOHHUTOPHHTA YPPEKTUBHOCTH U OE30MACHOCTH JIGKAPCTBEHHOTO TMpemnapara, B TeUCHUE MATH pabodnx
JHEW CO JIHS MOCTYIJICHHS OT 3asBUTENS OTBETA HA 3alpoC YIOJIHOMOYEHHOTO (peepaibHOro opraHa
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

WCIIOJIHUTENIBHOW BJACTH HANpaBisA€T ATOT OTBET B JKCHEPTHOE YyupexJeHue. B ciyuae
HEMpPEeJICTAaBICHUS MO HWCTEUYCHUH IIECTHACCATH padouyux HHEH 3asBUTENIEM OTBETa Ha YKa3aHHBIN
3ampoc yMOJTHOMOYEHHBIN (elepalibHblii OpraH HCIOJTHUTEIbHOW BIACTH, BBIIABINMN 3aqaHUE Ha
MPOBEICHUE DJKCIEPTU3bl OTHOLICHUS OXUIAEMOW IMOJb3bl K BO3MOXKHOMY PHCKY HPUMEHEHUS
JICKapCTBEHHOTO IIpernapara Ha OCHOBAaHWU JIOKYMEHTA, COJEPIKAIIEro pPe3yJabTaTbl MOHUTOPWHIA
3¢ (deKTUBHOCTH W 0€30MacHOCTH JIEKapCTBEHHOIO IIpernapaTta, B TEYEHHE ISITH pabouyux aHen
HalpaBJIsieT B SKCIEPTHOE YUPEKIEHUE YBEIOMJIEHHE O HENPEACTaBICHUU 3asiBUTEJIEM OTBETAa Ha
3aIpoC YKa3aHHOTO opraHa. Bpems co [OHS HampaBJIeHHs 3ampoca HKCIEPTHOTO YUYPEKICHHS B
YIOJTHOMOYCHHBIN (efepanbHblii OpraH HCHOJHUTEILHON BJIACTH O JHS TOJYYEHHUS SKCIEPTHBIM
YUpEKJIECHUEM OTBETa Ha 3allpoC WM YBEIOMIICHMS O HENPEJICTaBICHWM OTBETAa Ha 3alpoc He
YUYUTBIBAECTCS MPU HCUUCICHUU CpPOKa MPOBEICHHS AKCHEPTU3bl OTHOLICHHS OKUIAEMOW MOJb3bI K
BO3MOKHOMY PHUCKY IPUMEHEHUS JIEKAPCTBEHHOIO MperapaTa Ha OCHOBAHNUHU JIOKYMEHTA, COJIEPKAIIETro
pe3yNbTaThl MOHUTOPHUHTA 3PHEKTUBHOCTH U OE30MaCHOCTH JIEKAPCTBEHHOTO MIperapaTa.

12. B cpok, He MPEeBBIMIAIONINNA ASCSITH padOounX JHEH CO JAHS MONyYeHHUs 3aKITIOYCHHS] KOMUCCUU
3KCIEPTOB MO PE3yJbTaTaM AKCIEPTU3bl OTHOLICHUS OXKUJAEMOW IOJb3bl K BO3MOKHOMY PHUCKY
MIPUMEHEHHUS JICKQpCTBEHHOTO IperapaTa, COOTBETCTBYIONIMIA YIIOJTHOMOYCHHBINH (efepaabHbIid OpraH
HUCIOJIHUTEILHON BJIACTH:

1) OCYHECTBIIACT OLUCHKY OTOr'0 3aKIIIOYCHHA IJIA OIPEACICHUA €ro COOTBCTCTBUA 3aJaHHUIO Ha
IIPOBCACHUC YK8.38.HHOI7I OKCIICPTHU3BI;

2) NpUHMMAET pelIeHHEe O TMOATBEP)KIACHUU TOCYAapCTBEHHOW pErHCTpaluu JIEKapCTBEHHOTO
mpernapara Wid 00 OTKa3e B MOATBEPXACHUH TOCYJApCTBEHHOM pErHCTpaluu JIEKapCTBEHHOTO
npenapara;

3) BHOCUT NpU HPUHATUU PEUICHUS O TMOATBEPKIACHUM TOCYIapCTBEHHOM perucTpanuu
JIEKapCTBEHHOI'O IIpernapara CBEJCHHUsS B IOCYIAAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEICTB U BBIAAET
3asBUTEINI0 OECCPOYHOE PETUCTPALIMIOHHOE YOCTOBEPEHUE JIEKAPCTBEHHOIO Ipenapara.

13. OcHoBaHMEM AJis 0TKa3a B MOJATBEPKICHUH TOCYIapCTBEHHOW PErUCTpaIMK JIEKAPCTBEHHOTO
mpernapara SBISETCA 3aKIIOUYEHHE COOTBETCTBYIOIETO YIOJIHOMOYEHHOTO (heaepalbHOr0 OpraHa
WCTIOJTHUTEIIGHON BJIACTH O TOM, YTO PUCK NMPUYMHCHHUS BpeAa 3A0POBBIO YEJIOBEKa WM KUBOTHOTO
BCJIC/ICTBHE TTPHEMa JICKAPCTBEHHOTO TIperapara mpeBsimaet 3G (GEeKTHBHOCTD €ro IPUMEHEHUS.

(B pen. deaepanbroro 3akoHa ot 04.06.2018 N 140-D3)

14. B mnepuox mnpoBeneHUs MpoLexypbl MOATBEPKICHHS TOCYAAPCTBEHHOM perucTpanuu
JIEKapCTBEHHOTO Mpemnapara ero oopaienue B Poccuiickoii @enepaniui He IPUOCTAHABINBACTCA.

15. Jlomyckaercss oOpalieHHe JIEKapCTBEHHBIX IpPEnapaToB A0 HCTEUEHHsS CpPOKa TIOJHOCTH,
IMPOU3BCACHHBLIX B TCYCHHUEC CTa BOCBMHIACCATH KaJICHIAAPHBIX I[Hefl IMoCJIC [OaTbl HPHUHATHA
YIOOJIHOMOYCHHBIM q)ellepaJ'H)HI)IM OopraHom WCIOTHUTENBHON BIIACTH pe€mi€cHud O IOATBEPKACHUN
TOCYJapCTBEHHOM pETruCTpalui, B COOTBETCTBHM C HH(popMammei, copepkamieiics B IOKyMEHTax
PETHCTPAIOHHOTO JIOChE Ha JIEKAPCTBEHHBIH Mpemnapar 10 AaThl IPUHATUS TAKOTO PEIICHHS.

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

Cratba 30. BHeceHMe U3MeHeHUW B [OOKYMEHTbl, cojepxawumeca B
perncTpauMoHHOM [0Cbe Ha 3aperucTpupoBaHHbLIM JleKapCTBEHHbLIM npenapaTr Ansa
MeAULMUHCKOro npuMeHeHus
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

1. B nensx BHeCEHUS M3MEHEHHWH B JOKYMEHTHI, COJEPIKAIIHecs B PErUCTPALIMOHHOM JIOChE Ha
3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaTr A MEAULIUHCKOrO MPUMEHEHHs, AepXaTeib HIU
BJIAJIEJIel] PETrHCTPAI[MIOHHOIO YIOCTOBEPEHUs JICKAPCTBEHHOI'O Ipenapara WM YIOJIHOMOYEHHOE UM
Ipyroe OpUAMYECKOE JIMIO (JajJee B HACTOALIEH CTaThbe - 3asBUTENb) MPEACTaBIsACT B
YIOJTHOMOYCHHBIH (eIepalibHbIi OpraH WCIOJHUTEIFHOW BIIACTH 3asiBIICHHE O BHECCHHWH TaKHX
U3MEHEHHH 1o (hopMe, YCTaHOBJICHHOW YIIOJHOMOYEHHBIM (heaepaabHBIM OPTaHOM HMCHOIHUTEIBHOM
BJACTH, M NpWIaraeMble K HEMy H3MEHEHUS B YyKa3aHHBIE JOKYMEHTB, a TaKXKe JOKyMEHTBHI,
MOJTBEPXKIAIOIINE HEOOXOIMMOCTh BHECEHUS TAKUX M3MEHEHHH.

(B pen. @enepanbHbix 3aK0HOB OT 22.12.2014 N 429-®3, ot 04.06.2018 N_140-P3)

1.1. TIpu HeoOXO0AMMOCTH BHECEHHUS B JOKYMEHTBI, COJEPKAIIUECS B PETUCTPAIIMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBINA JICKAPCTBEHHBIM TMpenapar Juisi MEIUIMHCKOTO TNPUMEHECHHS, W3MEHEHUH,
yKa3aHHBIX B MYHKTE 3 4acTH 2 HACTOSIICH CTaThbM M TPEOYIOIIUX MPOBEACHUS AKCIIEPTHU3BI Ka4eCcTBa
JIEKapCTBEHHBIX CPEJNICTB, 3asBUTENb JOMOJHUTENBHO MPEACTABISAET B YIOJTHOMOYEHHBIN (perepanbHblii
OpraH HCIIOJHUTEIbHOW BJIACTH CBEJEHUS O JlaT€ MPEJOCTABICHHUS W PErHUCTPAllMOHHOM HOMEpe
JULEH3UM Ha TMPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB WM CBEACHHUS O JaTe MPEJOCTABICHUS U
PErUCTPAallMOHHOM HOMEpPE 3aKIIOUEHHsS O COOTBETCTBUHM TMPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBAHUAM MPABUI HA/JICKAIICH MPOW3BOJCTBEHHOW MPAKTHKH, BBIAAHHBIX (TIPEIOCTaBICHHBIX)
YIOJIHOMOYCHHBIM (peiepabHBIM OPraHOM HCIIOJTHUTEIBHOW BJIACTH B OTHOIICHHMM W3MEHEHHOW M
(WnM) JOTMONIHEHHOW MPOW3BOJCTBEHHON IUIOMIAIKK JIEKaPCTBEHHOTO Mpernapara, B Clydae, €clu
MIPOM3BOJICTBO JIEKAPCTBEHHOTO Mpenapara ocymiecTeisercs B Poccuiickoit denepaiinu, 1100 cBeIeHUS
0 JaTe MPEeAOCTaBIICHUS] U PETUCTPALIMIOHHOM HOMEpE BBIJIAHHOW YIOJIHOMOYEHHBIM OPraHOM CTpPaHbI
MIPOU3BOUTEINS JIMIICH3UU Ha MPOU3BOACTBO JICKAPCTBEHHOTO MpernapaTa W €€ MEPeBOJl Ha PYCCKH
S3BIK, 3aBEPCHHBIE B YCTAHOBJICHHOM IOPSIKE, a TaKKe CBEACHHUS O JaTe MPEJOCTABJICHHUS U
PErUCTPAIIMOHHOM HOMEpPE 3aKJIIOUEHHS O COOTBETCTBHHM TPOU3BOJUTENS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM TMpaBWJI HaAJEXKalleld MPOU3BOACTBEHHON MPAKTHUKH, BBIIAHHOTO YIIOJIHOMOYEHHBIM
(denepanbHBIM OpraHOM HCIIOJIHUTENBHON BJIACTH B OTHOIICHWU WU3MEHEHHOW M (WJIM) JOTOJTHEHHOMN
MIPOU3BOJICTBEHHON IUIONIAIKU JIEKAPCTBEHHOTO Ipernapara, WiM CBEJICHHs O JlaTe MPeIOCTaBICHUS U
PETHCTPAIIMOHHOM HOMEpE PEeHICHHs YIOJHOMOUYEHHOTO (eepabHOTO OpraHa WCIOTHUTEILHOM
BJIACTH O TIPOBEJICHUM HWHCTIICKTUPOBAHUS TMPOM3BOIUTENS JICKAPCTBEHHBIX CPEACTB B Clydae, €Ciu
MIPOM3BOICTBO JICKAPCTBEHHOTO Tperapara OCyIecTBIsAeTCs 3a npeaeiaamu Poccuiickoit deaepanum.
(uacts 1.1 BBenena denepanbubiM 3ak0oHOM OT 04.06.2018 N 140-D3; B pen. @enepalbHOr0 3aK0HA OT
27.12.2019 N 478-®3)

1.2. Ilpu HE0OXOAUMOCTH BHECEHHSI B IOKYMEHTHI, COJIEpKAIIMECS B PETUCTPAIIMOHHOM JJOChE Ha
3apETUCTPUPOBAHHBIN JICKAPCTBEHHBIM Ipenapar Uil MEIWIHMHCKOTO INPHUMEHEHMs, W3MEHEHUH,
YKa3aHHBIX B MYHKTE 4 4acTU 2 HACTOALIEH CTaTbU M TPEOYIOLIUX MPOBEACHHUS SKCIEPTH3bl KauecTBa
JIEKapCTBEHHBIX CPEJICTB, 3asBUTEINb JOMOJHUTENBHO MPEACTABISET B YIOJTHOMOYEHHBIN (peepanbHblii
OpraH WCIIOJHUTEIbHOW BJIACTH CBEIEHUS O JaTe MPEJOCTABICHHUS W PErUCTPALlMOHHOM HOMEpE
JIMLEH3UU Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB WM CBEACHUS O JaTe IPEeNOCTaBICHUS U
PEruCTPallMOHHOM HOMEpPE 3aKIIOYEHUS O COOTBETCTBUM IPOU3BOJIUTENSA JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM MpPaBUJ HaAJEXKalleldl NPOU3BOACTBEHHON NPAKTUKH, BBIIAHHBIX (TPEJOCTaBICHHBIX)
YIOJHOMOYEHHBIM (pe/iepalibHbIM OpraHOM HCTIOJIHUTEIBHONM BJIACTU B OTHOLLIEHUU MPOU3BOJICTBEHHOM
IJIOIIAJKK JIEKApCTBEHHOIO IIpernapara, B Cllydae, €ClId IPOU3BOJICTBO JIEKAPCTBEHHOI'O IIperapara
ocymectBisiercsi B Poccuiickoii ®enepauuu, nub0 CBEAGHHUS O JaTe MPEAOCTaBICHUS U
PEruCTPallMOHHOM HOMEpE BBIIAHHOW YIIOJHOMOYEHHBIM OPIaHOM CTPaHbI IPOU3BOJUTEIS JIMLICH3UU
Ha IIPOU3BOJACTBO JICKAPCTBEHHOI'O IIperapara M €€ IepeBOJ Ha PYCCKUH S3BIK, 3aBEPCHHbBIC B
YCTAHOBJICHHOM [IODPSJIKE, & TaK)K€ CBEACHUSA O JaTe IPENOCTaBICHUS M PErMCTPAllMOHHOM HOMeEpe
3aKJIIOUYEHUSI O COOTBETCTBUM TMPOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TpeOOBAaHUSM MPaBHI
HaJuIexalled MpOU3BOJCTBEHHONW MPAKTUKH, BBIIAHHOTO YMOJHOMOYEHHBIM (efepaibHbIM OpraHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

WCIIOJTHUTENILHON BIIACTH B OTHOILIEHUH IMPOU3BOJICTBEHHOW IUIOMIAIKK JIEKAPCTBEHHOTO TMpernapara,
WM CBEJCHMS O JaTe MPEJOCTABICHHUS W PETUCTPALMOHHOM HOMEpE PpELIEHUs YMOIHOMOYEHHOTO
(denepanbHOrO OpraHa HWCIOJHUTEIBHON BIACTH O TMPOBEACHUM WHCTICKTUPOBAHUS TPOW3BOIUTEIS
JIEKApCTBEHHOT'O CPEJICTBA B CIIyyae, €CJIM MPOU3BOJCTBO JIGKAPCTBEHHOTO MperapaTa OCYIIECTBISETCS
3a peaenamu Poccuiickor denepannu.

(dactp 1.2 BBeneHa denepabHpiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepaibHOrO 3aK0HA OT
27.12.2019 N 478-D3)

1.3. IlpunsATHE pelIeHus O BHECEHHMM W3MEHEHMH MM 00 OTKa3e BO BHECEHUWH W3MEHEHHH B
JOKYMEHTBI, COJIepKallfecs B PEruCTPAllMOHHOM JOChe HAa 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npemnapatr M MEAULOUHCKOroO IIPUMCHCHHA, B ClIydac HeO6XOI[I/IMOCTI/I MMPOBCACHUA OSKCIICPTHU3BI
Ka4ueCTBa JICKAPCTBCHHBIX CPCIACTB U (I/IJ'II/I) OKCIICPTU3BI OTHOICHUSA O)KI/II[aeMOI\/'I IMOJIB3bI K BO3BMOKHOMY
PHCKY NPUMEHEHUs JIEKapCTBEHHOTO Mpenapara Julsi MEIUIMHCKOTO MPUMEHEHUS! OCYIIECTBISCTCS B
CPOK, HE MPEBBIMIAIOIINIA JeBSTHOCTA paOOUYNX JHEH, a B OCTAJIbHBIX CIy4asx B CPOK, HE NMPEBBIIIAFONTHIA
TPUILATH pabOYMX JTHEH CO THS MPUHATUS YIIOJTHOMOUYEHHBIM (e/lepaabHbIM OPraHOM HCIIOTHUTEIbHON
BJIACTH 3asBJICHUS O BHECEHHHU TaKMX M3MCHCHHUI.

(uactp 1.3 BBenena ®@enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.4. YnonHomoueHHbIN (enepanbHbIi OpraH HCHOJHUTENBHON BIIACTH C YYETOM pe3yibTaToOB
(bapMakoHa 30pa U MPOBEPOK COOTBETCTBHUS JIEKAPCTBEHHBIX CPECTB, HAXOJSAIIUXCA B IPAXKIaHCKOM
000poTe, YCTaHOBJIEHHBIM TpPeOOBaHMAM K HX KayecTBY B TEUYEHHE JAECATH pabouux IHEW co IHS
MOCTYIJICHUS. COOTBETCTBYIOIIEH MH(pOpMAIMM pa3MellaeT Ha CBOEM O(HIMAIbHOM caiiTe B CEeTH
"NnTepHer" cBeneHHs 0 HEOOXOIMMOCTH BHECEHHSI B MHCTPYKLHMIO MO MEIUIIMHCKOMY HMPUMEHEHHUIO
JIEKapCTBEHHOI'O Ipenapara U3MEHEHWH B OTHOUIEHMM CBEACHUH O TMOKa3aHMSX Uil IPUMEHEHUS U
MIPOTUBOMNOKA3aHUSAX Ul [PUMEHEHHs JIEKapCTBEHHOI'O TIperapara, BBISIBICHHBIX MOOOYHBIX
NEeUCTBUSAX, HEXKENATEeIbHbIX PeakUsIX PU IPUMEHEHNH JIEKapCTBEHHOTO Ipernapara U yBeIoMIIsieT 00
TOM B 3JIEKTPOHHOM (opMe MM NUCbMEHHOH ¢opme (Ha OyMaKHOM HOCHUTeENe) JeprKaTess WU
BJIAJIEIbLIa PETUCTPALIMOHHOIO yJIOCTOBEPEHMSI JIEKAPCTBEHHOIO NpenapaTa (MiId YIOJIHOMOYEHHOE UM
Jpyroe IpUINYecKoe JHUI0), a TAKXKE JepKaTesIed WK BIAJENbLEB PErUCTPALMOHHBIX YO0CTOBEPEHUN
JIEKapCTBEHHBIX MPEnapaToB (WM YHNOJHOMOYEHHBIX HMHU JPYIHMX HOPHIMYECKUX JIMI), KOTOpHIE
SBJISIIOTCS B3aMMO3aMEHSIEMbIMHU.

(dactp 1.4 BBegena denepanbHbiM 3ak0HOM 0T 27.12.2019 N 475-D3)

1.5. Jlepxatenp Win BiaJeNell pErUCTPAlMOHHOTO YOCTOBEPEHHUS JIEKAPCTBEHHOIO IIpenapara, a
TaK)Ke JAepKaTead WIA BIAAENblbl PErHMCTPAllMOHHBIX YIOCTOBEPEHHMH JIEKAPCTBEHHBIX IMPENapaToB
(WK yIOJIHOMOYEHHBIE UMM APYTHE IOPUAWYECKUE JIMLA), KOTOPBIE SBJISIOTCS B3aUMO3aMEHSIEMBIMU,
00s13aHBI TIPEJICTABUTH B YIIOJIHOMOYEHHBIN (hefiepallbHbIA OpraH MCIIOJHUTEILHON BIIACTH 3asiBICHUS O
BHECEHMU M3MEHEHMM B  JOKYMEHTBI, CcOJepXallhecs B  PErucTpPaliOHHBIX JIOCh€  Ha
3apEruCTPUPOBAHHBIC JICKAPCTBEHHBIE IIpenaparsl sl MEIULUHCKOTO INPUMEHEHMs, B OTHOIUICHUU
CBEICHMM, YKa3aHHBIX B MHCTPYKLUHU 10 MEAUIIMHCKOMY IPUMEHEHUIO JIEKAPCTBEHHBIX IPENaparos, B
TEUYEHUE COpOKa pabouyMX AHEH CcO JHS pa3MEUICHHs YIOJIHOMOYEHHBIM (helepanbHbIM OpraHoM
WCTIOJTHUTENIbHOW BIacTH HH(OpMaIuy, ykazaHHo# B yactu 1.4 Hactosmelt crateu. [lanHoe TpeboBanue
HE paclpocTpaHseTcs Ha Cilydal BHECEHHS B HHCTPYKLUMIO [0 MEAMIMHCKOMY MPUMEHEHUIO
JIEKapCTBEHHOI'0 TMpernapara HM3MEHEHHM B OTHOLIEHUWM HOBBIX [IOKa3aHUW JJIs [PUMEHEHUS
JIEKapCTBEHHOI'O IIperapaTa Ha OCHOBAHUU PE3YJIbTATOB COOTBETCTBYIOIINX MCCIEA0BAHNN.

(uacts 1.5 BBenena ®@enepanbHbIM 3aKk0HOM OT 27.12.2019 N 475-D3)

2. DKcnepTH3a JEKapCTBEHHBIX CPECTB B YAaCTH SKCIIEPTU3bl KAYECTBA JIEKAPCTBEHHOI'O CPEJCTBA
n (WIM) DOKCHEPTH3bl OTHOILIEHUS O0XXMJIA€MOM TOJb3bl K BO3MOXKHOMY pPHUCKY IPUMEHEHUs
JIEKAPCTBEHHOr'0 Mpernapara g MEIWIHMHCKOTO NPHMEHEHUS IIPOBOJUTCA B CIy4ae BHECEHUS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

U3MEHEHHUI B AOKYMCHTBI, COACPKAIIUCCA B PEruCTpallMOHHOM JOOChE Ha 3apeFI/ICTpI/IpOBaHHbII>’I
HeKapCTBeHHBIﬁ npenapar, B OTHOICHUH:

1) cBeneHui, yka3aHHbIX B HHCTPYKLHU 110 MEIUIMHCKOMY IPUMEHEHHMIO JIEKaPCTBEHHOI'O
mpernapara:

a) JekapcTBeHHas (opma C yKa3aHMEM HAaWMEHOBAaHMM M KOJMYECTBEHHOIO COCTaBa
JEHCTBYIOIIMX BELIECTB U KaYECTBEHHOI'O COCTaBa BCIOMOTATEIbHBIX BELIECTB (IIPH HEOOXOIUMOCTU
KOJMUYECTBEHHOTO COCTaBa BCIIOMOTATEIbHBIX BEIIECTB);

0) ¢dapmakoguHamMuka W (apMakOoKMHETHKa (32  UCKIIOYEHHEM  (papMaKOKMHETHUKHU
TrOMEOIATHYECKUX JIEKAPCTBEHHBIX MPENApaTOB M PACTUTEIILHBIX JIEKAPCTBEHHBIX MIPEMAapaToB);

B) TIOKa3aHUs JJIs1 IPUMEHEHUS;

') IPOTUBONOKA3aHUs JJIsi IPUMEHEHUS;

1) MEpBI IIPEIOCTOPOKHOCTH MTPU IPUMEHEHUH;

€) yKa3aHHe BO3MOXXHOCTH U OCOOCHHOCTEH NPUMEHEHHUs JIEKapCTBEHHOI'O IpenapaTa Jis
MEIULIMHCKOTO MPUMEHEHHS OCpeMEHHbIMHM OJKCHIIMHAMHM, SKEHIIMHAMH B TEpPHOJ TPYAHOTO
BCKapMJIMBAHHUSI, ETbMH, B3POCIBIMU, UMEIOIIMMHU XPOHUYECKUE 3a00JIeBaHuS;

) PEKUM JI03UPOBAHMUS, CIIOCOOBI BBEJIEHUSI U IPUMEHEHUS, TP HEOOXOMMOCTH BpeMsl IpUeMa
JIEKAPCTBEHHOT'O MPEenapara, MpOoJIOJKUTEIBHOCTh JIEYEHMs], B TOM YHUCIIE Yy JIETeH 10 U ITOCJIE OJHOTO

rojaa;

3) BO3MOJKHBEIE  ITOOOYHEIE JEUCTBUS U  HEXelaTelIbHbIe peakuuun 1npu MNPUMCHCHHUU
JICKApCTBCHHOTO IIpCIiapara,

1) CUMIITOMBI IEPEJO3UPOBKH, MEPHI TI0 OKA3aHUIO [TOMOLIH IIPU NEPEIO3UPOBKE;
K) B3aUMOJIEMCTBHE C APYTUMHU JIEKAPCTBEHHBIMHU IIpenapaTamMy U (WIN) MUILEBBIMHU MPOLYKTaMU;
1) (opmbl BBIITyCKa JIEKapCTBEHHOTO Mpemnapara;

M) yka3zaHue (IIpH HEOOXOIUMOCTH) OCOOCHHOCTEH JEUCTBHUS JICKAPCTBEHHOTO Mperapara MpH
MIEPBOM TMPHEME UIIU TIPU €T0 OTMEHE;

H) CBCJACHUSA O BOBMOXXHOM BJIMAHUU JICKAPCTBCHHOI'O IIpCIiapaTa Ajid MCAUIIUHCKOTO IPUMCHCHUA
Ha CIIOCOOHOCTh YOpaBJIATh TPAHCIIOPTHBIMU CPCACTBAMU, MCXaHU3MAMU

0) CPOK TOJHOCTU M YKa3aHUE€ Ha 3allpeT MPUMEHEHHMsI JIEKAPCTBEHHOTO Ipernapara 1o UCTeUeHUH
CpOKa TrOJIHOCTH;

1) YCJIOBUS XpaHEHHUS;
P) YCIIOBHS OTITyCKa;

2) COCTaBa JICKApCTBCHHOI'O IIpcriaparta ajid MCAUIUHCKOTO ITPUMCHCHUS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

3) HU3MCHCHUA MCCTa ITPOU3BOACTBA JICKAPCTBECHHOT'O IIperiapaTa JJis1 MCAUIHUHCKOI'O IPUMCHCHUS

4) wu3MeHeHUs ToKa3zaTeled KadyecTBa JIEKQPCTBEHHOrO IMpemapara Juisi MEIUIUHCKOTO
MPUMEHEHUS U (WJIM) METOJOB KOHTPOJII KauecTBa JIEKAPCTBEHHOIO Ipemnapara Jyisi MEIUIIMHCKOTO
MIPUMCHCHUS,

5) HU3MCHCHUSA CPOKA T'OJHOCTH JICKAPCTBECHHOTO IpErnapara JJIis1 MCAUIUHCKOI0 MIPUMCHCHUS ;

6) cBejeHUH O HEOOXOJMMOCTH BHECEHUS MHBIX M3MEHEHHUH B MHCTPYKLHIO 110 MEIULHUHCKOMY
NPUMEHEHHUIO JIEKapCTBEHHOIO TMpemapaTra, a Takke B MHble JOKYMEHTBI, CoOJepKaliuecs B
PETUCTPALIMOHHOM JIOChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM npenapatr. IIpu sTom pemeHue o
IIPOBEJICHUM 3KCIEPTU3bl KA4yeCTBA JIEKAPCTBEHHBIX CPEACTB U (WIM) D3KCHEPTU3bl OTHOILEHUS
OXKUJAaeMON TMONb3bl K BO3MOXKHOMY PpHUCKY TPUMEHEHHMs JIEKapCTBEHHOIO Ipemnapara Ul
MEJUIMHCKOTO TPUMEHEHHUS] MPUHUMAETCS B COOTBETCTBUU C YTBEPKIECHHOM YIIOJIHOMOYEHHBIM
(benepanbHbIM OPraHOM MCIIOJHUTEIBHOM BJIACTH KiIaccuduKanuel HW3MEHEHWH, BHOCUMBIX B
JOKYMEHTBI, COJepXKalliecs B PErucTPallMOHHOM JOChe Ha 3aperuCTPUPOBAaHHBIN JIEKapPCTBEHHBIN
npenapar.

(dactsp 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. 3asBuTeNb BIpaBe NPEACTaBUTH MO COOCTBEHHON WHHIIMATHBE BMECTE C 3asBICHHEM O
BHECEHMM M3MEHEHMM B  JIOKYMEHTBHI, COJEp)Kallhecs B  PETUCTPAllMOHHOM  JIOChE  Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar Uil MEAULUHCKOTO IPUMEHEHHS, KOIIMH TOKyMEHTOB,
MOATBEPKJAIOIIUX YIUIaTy FOCYAApCTBEHHOW MONUIMHBI 32 BHECEHUE B JIOKYMEHTHI, COJEPIKALIUECs B
PETUCTPALIMOHHOM JIOCBE Ha 3aperMCTPUPOBAHHBINA JIEKAPCTBEHHBIM mpenapar A MEAUIMHCKOIO
NPUMEHEHHS, W3MEHEHHH, TPeOYIOUIMX MPOBEACHUS IKCHEPTH3bl JICKAPCTBEHHBIX CPEJICTB B YaCTH
9KCIIEPTU3bI KaYeCcTBa JEKAPCTBEHHOT'O CPEACTBA U (MJIM) IKCHEPTU3bl OTHOLLIEHUS 0XKHIaeMOM MOJIb3bI
K BO3MOXHOMY pHCKY NIPHMEHEHUsS JIEKapCTBEHHOTO Mpernapara sl MEAUIMHCKOIO IPUMEHEHUS,
roCyapCTBEHHON MOUUIMHBI 33 BHECEHUE B JOKYMEHTBI, COAEPIKAILIUECSH B PETUCTPALIMOHHOM J0CHE Ha
3apErMCTPUPOBAHHBINA JIEKAPCTBEHHBIM Ipenapar A MEIULUHCKOrO NPUMEHEHMs, W3MEHEHUH, He
TpeOYIOIIMX MPOBEACHUS OKCHEPTU3bl  JIEKAPCTBEHHOI'O  CPEJICTBA, a TaKKe BbIJaBacMble
(mpenocTaBisieMble)  YHNOJHOMOYEHHBIMH  (peiepajJbHBIMH  OpraHaMH  HCIIOJHUTEIBHOW — BIIACTH
JOKYMEHTHl (CBeleHMs), yKazaHHble B uacTax 1.1 u 1.2 Hactodmeil crarbu. B ciaywae wux
HEMNpEeJICTaBICHNUs YTIOJTHOMOUYEHHBIH (eaepanbHblii OpraH HCIOJHUTENBHON BIACTH 3alpalllBaeT
yKa3aHHblE  JOKYMEHTbl (CBEIEHMs) B  MOpSAKE MEXBEJOMCTBEHHOTO  HMH(POPMALMOHHOTO
B3aUMOJEICTBHS.

(dactp 3 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

4. B teueHue necatu pabouMx JHEH CO JHS MOCTYIUIEHMsS] yYKa3aHHOrO B yacTH | Hacrosiuen
CTaThU 3asBJICHUS W HEOOXOMUMBIX JOKYMEHTOB YIOJTHOMOYEHHBIH (enepanbHblii  OpraH
WCIIOJTHUTENIBHON BIIACTH:

1) IIPOBOAUT IMPOBEPKY IOJIHOTEI U TOCTOBEPHOCTHU CBG,Z[CHHﬁ, COACPIKAIUXCA B IIPCACTABIICHHBIX
3asABUTCIICEM MaTCpUaJIax;

2) NPpUHHUMACT PCHICHUC O TIPOBCACHHUU YKA3aHHBIX B YaCTH 2 HACTOSAIIEH CTaTbH
COOTBCTCTBYIOIIHX SKCIICPTU3 JICKAPCTBCHHOT'O CPpCACTBA UIN 00 OTKa3e B HX IMPOBCACHUH,

3) yBegoMIIseT B 3JEKTPOHHOW WIJIM MHUCBMEHHOW (OopMe 3asBHUTENS O MPHHATOM PEUICHUU WU B
cllydae TIPHHSATHS PEIIeHHs 00 OTKa3e B MPOBEICHHH COOTBETCTBYIONICH JKCIIEPTHU3BI C YyKa3aHUEM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

MPUYHMH TAKOTO OTKa3a.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

4.1. B cnyuyae BBbISABIEHHUS HEJOCTOBEPHOCTH CBEACHMH, COJAEPXKALIUXCA B IPEICTABIECHHBIX
3asBHUTENIEM MaTepHaiaX, yIIOJHOMOYEHHBIN (hefepalbHbIid OpraH UCIIOJHUTEIBHOM BIIACTH HAIIPABIISET
3asBUTEIO 3ampoc 00 YTOYHEHMHM YKa3aHHBIX CBeJeHMH. [laHHBIN 3ampoc MOXeT ObITh mepeaaH
YIOJIHOMOYEHHOMY MPEACTABUTENI0 3asBUTENS JINYHO IO PACIHCKY, HAIIPABJIEH IO NOYTE 3aKA3HBIM
MUCHEMOM WJIM TIepe/iaH B 3JEKTPOHHOU (hopMe MO TEIeKOMMYHHUKAIMOHHBIM KaHallaM CBsi3U. B ciydae
HaIlpaBJICHUs [AHHOIO 3alpoca II0 II0YTe 3aKa3HbIM IIMCbMOM OH CUMTACTCS IIOJYyYEHHBIM II0
HCTEYEHUU 1IECTU JTHEU C JaThl HAIIPABICHUS 3aKa3HOIO IMChMa.

(uactsp 4.1 BBeneHa ®PenepanbHbIM 3akoHOM OT 25.11.2013 N 317-D3)

4.2. 3asgBuTenp 00s13aH MPEICTABUTH OTBET Ha 3aIlpPOC YIMOJHOMOUYEHHOTO (eAepalTbHOTO OpraHa
WCIIOJIHUTENILHOM BIIACTH B CPOK, HE MPEBBIIAIONIMN JIEBIHOCTa PabOYMX JHEH co AHS MOTyYeHUs
naHHoro 3ampoca. Cpok, ykKa3aHHbIA B 4acTH 4 HacTOsUIEH CTaTbU, NMPUOCTAHABIMBAETCA CO JHS
HaMpaBIICHUs 3asSBUTENIO 3allpoca YIOIHOMOYEHHOTO (peepalbHOTO OpraHa MCTOIHUTEIHHOW BIACTH
JIO JTHS TOJYYEHHUSI UM OTBETA HA JAHHBIA 3alPOC U HE YUUTHIBACTCS MPU UCUUCICHUHU CPOKA MIPUHATHUS
pELIEHHs O BHECEHMM W3MEHEHMH B JOKYMEHTBI, COJEpIKAIHUECS B PETHMCTPALMOHHOM JI0ChE€ Ha
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN MPENapaT I MEAUIIUHCKOTO TPUMEHEHUS.

(dactp 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 25.11.2013 N 317-D3)

5. OcHoBaHMEM MJis OTKa3a B MPOBEJEHUU YKa3aHHBIX B YAaCTU 2 HACTOSIIEN CTaThbU 3KCHEPTHU3
SIBJISIETCS] IPE/ICTABIICHUE IOKYMEHTOB, IIEPEUYHCIICHHBIX B YacTsaX | W 3 HACTOsIIEH CTaThbU, B HEMOJIHOM
o0BeMe, HENpPEJCTABICHUE 3asBUTEIIEM B YCTAaHOBIICHHBIM CPOK OTBETAa Ha YyKa3aHHBIA B yacTtu 4.1
HACTOSIIEH CTAaThHU 3aMpOC YIOJIHOMOUYEHHOTO (peIepaaTbHOTO OpraHa UCTIOTHUTEIBHON BIACTH, a TAKKE
OTCYTCTBHE€ B  TIPEJICTABICHHBIX JOKyMEHTaX JOCTAaTOYHBIX CBEJCHHM, TOATBEPKIAIONMINX
HEOOXOAMMOCTh BHECCHHSI M3MEHEHHH, WM OTCYTCTBHE MH(POPMAIINH, TIOTBEPKIAOIICH (HaKT yIuiaThl
rOCy/IapCTBEHHBIX MOIUINH, YKa3aHHBIX B YACTH 3 HACTOSIIECH CTAThH.

(B pen. @eaepanbhbix 3akoHOB 0T 25.11.2013 N 317-P3, o1 22.12.2014 N 429-03)

6. YKa3aHHbIE B 4YacTH 2 HACTOSIIEH CTaTbU 3KCIEPTU3HI IPOBOIATCS B MOPSAKE, YCTAHOBIEHHOM
cratbeil 23 Hacrosuero denepasbHOro 3aKOHa.

7. B cpok, He MpeBBITIAIONIUN AeCATH PabOYNX THEW CO JHS MOJYyYCHHS 3aKIIOYCHHN KOMUCCUUT
9KCIIEPTOB M0 pe3yjbTaTaM yKa3aHHBIX B YaCTH 2 HACTOAIIEH CTaTbU SKCIEPTH3, YIOJIHOMOYEHHBIN
(benepanbHBINA OPraH UCIOTHUTENBHOM BIACTH:

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1) mnpuHMMaeT penieHME O BHECEHMHM U3MEHEHUH B  JOKYMEHTBI, COJAEpIKalluecs B
pPETUCTPALIMOHHOM JOCh€ Ha 3apEruCTPUPOBAHHBINA JICKAPCTBEHHBIM MNpenapar s MEAULIUHCKOTO
MIPUMEHEHUS, WU 00 OTKa3e BO BHECEHUH TaKUX N3MCHCHHIA;

2) BHOCHT B TOCYJapCTBEHHBIH PEECTp JEKapCTBEHHBIX CPEICTB HAa OCHOBAHHUU PELICHUS O
BHECEHWU M3MEHEHHH B  JOKYMEHTBI, COJEpKallhuecs B  PETUCTPAMOHHOM  JIOChE  Ha
3aperuCTPUPOBAHHBINA JICKAPCTBEHHBIM TMpemapaT [isi METUIIMHCKOTO TMPUMEHEHHS, HE0OXOIUMbIe
W3MEHEHUS U BO3BPAILIAET UX 3aIBUTEIIIO;

3) BBIAAET 3asBUTENI0 HOBOE PETHUCTPAIIOHHOE YAOCTOBEPEHHE JICKApPCTBEHHOTO IIperapara B
CIy4ae U3MECHCHHUS CBEJICHUH, COIePIKAIUXCS B HEM.
(. 3 BBennen denepaibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

8. OcHoBaHMeM /i1 OTKa3a BO BHECEHMHM HW3MEHEHHUH B JOKYMEHTHI, COJEpKalluecs B
PErUCTPAlIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIM JICKAPCTBEHHBIM mpenapar Ais MEIUIMHCKOTO
MPUMCHEHHUS, SIBISICTCS 3aKIIOYCHHE YIOJHOMOYEHHOrO (hefepaibHOr0 OpraHa HCIOJHUTEIHHON
BJIACTH O BO3MOXXHOCTH CHM)KEHUS 0€301aCHOCTH, KauecTBa, 3PPEKTHBHOCTH JIEKAPCTBEHHOTO CPEJICTBA
B CITy4ae BHECCHUS TAKUX U3MCHCHHI.

9. Jlomyckaercs oOpallleHue JIEKapCTBEHHBIX MpPErnapaToB i MEAMIMHCKOTO MPUMEHEHUS [0
HCTEYEHHUS CPOKa TOAHOCTH, MPOU3BECHHBIX B TEUEHHUE CTA BOCBMHUAECATH THEH TOCTe AaThl MPUHSATHUS
YIOJTHOMOYEHHBIM (pe/lepaTbHBIM OPraHOM HCTIOTHUTEIHHOM BIACTH PEIICHUS O BHECEHHH W3MEHEHUN
B JOKYMEHTBI, COJEp)Kallhecs] B PErHCTPAIIOHHOM JI0Che, B COOTBETCTBUU C HH(pOpMaImei,
colepxaiieiicss B JOKyMEHTaxX PETrHCTPAllMOHHOTO JO0Ch€ Ha JIEKApPCTBEHHBIM Mpemapar a0 JaThbl
MIPUHSATHS TAaKOTO PEIICHUSI.

(dactp 9 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

10. TIlpaBurtennctBo Poccuiickoii @enepanuu BlpaBe YCTaHOBUTh OCOOEHHOCTH BHECEHUS
U3MEHEHUN B JIOKYMEHTBI, COJEpP)KalMecs B PETrUCTPALMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JICKApCTBEHHBIN TpenapaT s MEAMIMHCKOTO TNPUMEHEHHUs, B ciaydae JedeKTypbl WIH pHUCKa
BO3HUKHOBEHHUS Je(PEKTYypbl JIEKAPCTBEHHBIX NPENapaToB B CBS3W C BBEJCHHEM B OTHOIICHUH
Poccuiickoit denepanym OrpaHUYUTENBHBIX MEP SKOHOMUYECKOTO XapaKTepa.

(gactp 10 BBenena dexnepanbubiM 3akoHOM OT 08.03.2022 N 46-D3)

Cratba 31. BHeceHMe Wu3MeHeHMM B [AOKYMEHTbl, cojepxawuecsa B
perncTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbLIM JEeKapCTBEHHbIW npenapart Ans
BeTEPUHAPHOro NpMMeHeHuns

1. B nensx BHeceHHs] U3MEHEHUH B JOKYMEHTHI, COAEP)KAIMECs B PETMCTPALIMOHHOM JI0ChE Ha
3aperuCTPUPOBAHHBIN JIEKApCTBEHHBIM Ipenapar i BETEpUHAPHOIO NPUMEHEHHs, JAepKaTelb WU
BIIaJI€JIEL] PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IpernapaTa WIH YIOJHOMOYEHHOE UM
Ipyroe IOpUAMYECKOE JMLIO (Jajee B HACTOSIIEW CTaTbe€ - 3asBUTENb) IIPEJICTaBISET B
YIOJHOMOYCHHBIN (elepaIbHbIil  OpraH HCIOJTHUTEILHOW BIACTH 3asBJICHHE O BHECEHHWU TaKUX
U3MEHEHUN MO0 (opMe, YCTAaHOBJIEHHOM YIIOJHOMOYEHHBIM (heepaabHbIM OPraHOM MCIIOJHUTEIbHON
BJIACTH, M IIpUJaraeMple K HEMY M3MEHEHHUS B YKa3aHHbIE JOKYMEHTBI, a TakKkXe JOKYMEHTBHI,
MOJTBEPXKAAIOUINE HEOOXOAMMOCTh BHECEHHUS TakuX H3MeHeHHH. [Ipy HeoOXOOMMOCTH BHECEHUS
U3MEHEHUH B JOKYMEHTBI, COJIEp)KallUecs B PErHCTPallMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIM IIpernapaT MJii BETEPUHAPHOTO IPUMEHEHHs, B CllydyasgX HW3MEHEHUs U (WJIM)
JOIIOJTHEHUA HpOI/I3BOIlCTBCHHOI71 IIomMaaKu JICKapCTBECHHOI'0 CpeACTBA, a TaKKEC HN3MCHCHUA
MoKazaTresei KauecTBa JIGKApCTBEHHOTO IpernapaTa Jjs BEeTepUHApPHOIO MPUMEHEHUs U (UJIM) METOJI0B
KOHTPOJISI KayecTBa JIEKAPCTBEHHOro Ipernapara Ui BETEPUHAPHOIO IPUMEHEHHs 3asBUTEIb
JIOTIOJTHUTEIBHO MPEACTABISAET B YHOJIHOMOYEHHBIM (elnepaibHblil OpraH HCHOJHHUTENbHOM BIacTH
CJIeIyIOIINE JOKYMEHTHI (CBEJICHHUS ):

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-03)

1) cBeeHns O Aate MPEIOCTABICHUS M PETUCTPAMOHHOM HOMEpPE JIMIICH3WH Ha IPOM3BOJICTBO
JICKaPCTBCHHBIX  CPEJICTB, TPEJAOCTABICHHONW IPOW3BOJMUTEII0 JIGKAPCTBEHHOTO TIpermapaTra Jyis
BETEPUHAPHOTO MPUMEHEHHMS, TSI POCCUHCKHUX TIPOU3BOIUTENICH;

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

2) cBeleHUs O JlaTe MPEeIOCTaBJICHUS U PETUCTPALMOHHOM HOMEpE JHUIEH3UM Ha MPOU3BOJCTBO
JIEKapCTBCHHBIX CPEACTB, MPEAOCTABICHHON TMPOU3BOAMTENIO (hapMalleBTHUECKOH CyOCTaHIIHH,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

BXOJAIIEH B COCTaB JIGKAPCTBEHHOTO Mpemnapara sl BETEPUHAPHOTO MPHUMEHEHUS, IS POCCHUICKUX
MIPOU3BOIUTEIICH;
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-03)

3) KOImUusg OOKYMCHTA, BBIJAHHOI'O YIIOJJHOMOYCHHBIM OpPraHoOM CTpaHbl IIPOU3BOAUTCIIA IJIA
Ka)KJI0M MMPOU3BOJCTBEHHO! IIIOIIAJIKY JIEKAPCTBEHHOT'O MperapaTa JUisi BETEpUHAPHOTO IPUMEHEHUS U
MOATBEPKIAIOIIET0 COOTBETCTBUE IMPOU3BOIUTENS JIEKAPCTBEHHOI'O IMpemnapara TpeOOBaHUSAM IPABHII
HaJiexalled MPOU3BOJCTBEHHOW TMPAKTUKHU, W €ro IMepeBOJl Ha PYCCKUW S3BbIK, 3aBEPEHHBIE B
YCTaHOBJICHHOM TOPSKE, & TAKXKE KOMUS 3aKIIOYEHUSI O COOTBETCTBUU IIPOU3BOAMUTENS JIEKAPCTBEHHBIX
CpeICTB  TpeOOBaHWSM  MpaBUI  HAJIeXKAIIEH  MPOW3BOJCTBEHHOM  MPAKTHUKH,  BBIAAHHOTO
YIOJHOMOYCHHBIM (PeilepallbHBIM OPTraHOM HCTIOTHUTEIHLHOM BIACTH JUIS KAXIOH MPOU3BOJICTBEHHOM
IJIOMIAIKK JICKAPCTBEHHOTO TIpemnapara JJis BETEPUHAPHOTO MPUMEHEHHWsI, JIMOO KOMHUS PEeHIeHUs O
MIPOBEJICHUU WHCIIEKTUPOBAHUS IPOU3BOJUTENST  JIGKAPCTBEHHBIX  CPEICTB, MPUHSATOTO
YIOJHOMOYEHHBIM (heiepaTbHbIM OPraHOM HMCIIOJHUTEIBHON BIIACTH IS KaKIOW MPOU3BOJCTBEHHON
IJIOIIAKK JIEKAPCTBEHHOrO MperapaTa g BETEPUHAPHOTO NPUMEHEHUs. YKa3aHHbIE JIOKYMEHTBI
IIPEJICTABIISIIOTCS B Cllydae, €CJIM INPOM3BOJACTBO JIEKAPCTBEHHOI'O IIpernapara il BETEPUHAPHOIO
MPUMEHEHUS OCYLIECTBIIsIETCA 3a mpeaenamu Poccuiickoit denepanmu;

4) KOImUsg JOKYMCHTA, BBIAAHHOIO YIOJHOMOYCHHBIM OpPraHoM CTpaHbl ITIPOHU3BOJUTEIIA
¢dapmaneBTHUeCKOil  cyOCTaHIIMM W MOATBEPXKJAIOIIETO  COOTBETCTBHE  MPOU3BOAMUTENS
(hapmaleBTHUECKO CyOCTaHIIUU, BXOJSIICH B COCTAaB JIEKAPCTBEHHOTO MperapaTa Jjisl BETepUHAPHOTO
MIPUMEHEHHUS, TPeOOBaHMUSAM OPABHI HAJJICKAIIEH MPOU3BOJICTBEHHONW MPAKTHKH, U €r0 TMEpeBOJ Ha
PYCCKHMIl  A3BIK, 3aBEpEHHbIE B YCTAHOBJIEHHOM IOpSIKE, B Ciy4ae, €ClId IPOU3BOJICTBO
(dhapmareBTHIECKOIM CYOCTaHIINM OCYIIECTBISIETCS 3a IpeenaMu Poccuiickoit deneparium.

(uacte 1 B pen. ®enepanbroro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B ciny4yae u3mMeHeHus W (WIK) JOMOJHEHUS MPOU3BOACTBEHHOW IUIOMIAJIKA JICKAPCTBEHHOTO
CpelCTBa JIOKYMEHTBI, yKa3aHHbIE B YacTH | HACTOSIIEH CTAaThH, MPEICTABISIOTCS 3asBUTEIIEM B
OTHOIICHUU W3MEHSeMON U (WIIM) JOTOJTHSAEMOW MPOU3BOJACTBEHHON IUIOMIAJIKK JIEKAPCTBEHHOTO
cpencTra. Pemenue o BHECCHHH M3MEHEHUN B JOKYMEHTBI, COJCPKAIIUECS B PETUCTPAIMOHHOM JIOChE
Ha 3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar I BETEPHHAPHOTO IPUMEHEHUs, WK 00 OTKa3e B
WX BHECCHHM TPUHUMAETCS B Ciydae HEOOXOIMMOCTH MPOBEICHHUS DKCIEPTHU3BI JICKAPCTBEHHOTO
CpelCTBa B CPOK, HE NPEBBIMIAIOIINN JIeBIHOCTA pabounX JHEH, a B OCTAJbHBIX CIydasiX B CPOK, HE
MPEBBIIIAIONINNA TPUALATH PA0OUYKMX THEH CO IHS MPUHATHS YIOJTHOMOYCHHBIM (eiepaibHbIM OpraHOM
WCTIOJTHUTENILHOM BJIACTH 3asBIICHUS O BHECEHUH TaKMX U3MEHEHUH.

(dactp 1.1 BBegena denepanbubiM 3akoHoM 0T 04.06.2018 N 140-D3)

1.2. B ciayuyae peopraHuzanuu AepxaTeis WIM Biajaeiblla PEruCTPALlMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOI'0 IMpernapaTa JUisi BETEpUHAPHOIO NPHUMEHEHHUs, pPa3padOTyMKa WIM IMPOU3BOJUTEINS
JIEKapCTBEHHOI'O Ipenapara Jyulsi BETEPUHAPHOIO NMPUMEHEHUS B 3asBJICHUM O BHECCHMM M3MEHEHUH B
JOKYMEHTBI, COJEpKalluecsi B PErMCTPAllMOHHOM JOChE€ Ha 3apEeTMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
rpenapar i BETEpUHAPHOTO IIPUMEHEHUs, YKa3blBalOTCA JaHHBIE IOKYMEHTA, IOATBEPIKAAIOLIETO
BHECEHHUE COOTBETCTBYIOLIMX U3MEHEHUM B ENUHBIN rocy1apCTBEHHBIN peecTp IOpUANUECKUX Tl (A5
OpraHM3alluii, 3aperucTpupoBaHHbIX Ha Tepputropun Poccuiickoit denepannn), UIM UHOTO TOKYMEHTA,
MOITBEP>KIAIOIIET0 PEOPTaHU3AINI0 FOPUIUUECKOrO JIMLa (sl OpraHu3aiuii, He 3aperuCTPUPOBAHHBIX
Ha Ttepputopun Poccuiickoit denepanuu). 3asBieHHE O BHECEHWH HW3MEHEHUH B JOKYMEHTBHI,
coJiepKallvecss B PEruCTPalMOHHOM JOChE€ Ha 3apErHCTPUPOBAHHBIN JIEKAPCTBEHHBIN INpenapar Uit
BETCPUHAPHOIO INPUMEHEHMS, M IpWIaraéMble K HEMY JOKYMEHTBI IPEICTaBIAIOTCA B
YIIOJIHOMOYEHHBINA (pellepabHbIil OpraH HCIIOJHUTENFHONW BJIACTH HE IMO3JHEE 4YeM Yepe3 TPUALATh
pabouux JHEH cO JHS BHECEHUS COOTBETCTBYIOIIMX M3MEHEHMH B EQUHBIN rocyaapCTBEHHBIH peecTp
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

IOPUIMYECKUX JIML ([UI OpraHu3aluid, 3aperucTpupoBaHHbIX Ha Tepputopun Poccuiickoit denepannn)
WIX CO JHS IPHUHATUS COOTBETCTBYIOIIETO JOKYMEHTA, IOATBEPXKAAIOLIETO PEOPraHU3aLNIO
IOpUAMYECKOr0 JMLa (g OpraHu3aluii, HE 3aperuCTPUPOBAHHBIX Ha TeppuTopuu Poccuiickoit
Oenepanun). B ciayuyae peopranuzanuu aepikaress UiIM BIaAeNbla perucTPalMOHHOTO yI0CTOBEPEHUS
JIEKApPCTBEHHOT'0 Ipenapara Juisi BETEPUHAPHOTO NMPHUMEHEHMS 3asBJICHHE O BHECEHMM W3MEHEHUN B
JOKYMEHTBI, COIEpKalluecss B PErHCTPAllMOHHOM JOChE€ Ha 3apeTMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npernapaTr Uil BETEPUHAPHOIO INPUMEHEHMs, MOJAETCS IOPUAMYECKHM JIMIOM, KOTOPOMY B XOz€
peopraHu3anuy NepelaHo MpaBo BIIAJECHU TAKUM PETUCTPALMOHHBIM yYA0CTOBEPEHUEM.

(dactpb 1.2 BBenena denepanbubiM 3akoHoM ot 02.08.2019 N 297-D3)

2. B cimydyae BHeceHUS M3MEHEHHU B JIOKYMEHTBI, COJIEpKAIIUECs] B PETUCTPAIIMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIA TMpernapaT il BETEPUHAPHOTO NPUMEHEHHUS, B OTHOIICHUH
CBEJICHUH, yKa3aHHbIX B moamynkrtax "e", "x", "k", "n", "H", "c", "X" nynkrta 7 dactu 3 crtateu 17
HacTosmero deneparbHOr0 3aKOHA, U3MEHEHHUS U (WJIM) JOMOJHEHUS MPOM3BOACTBEHHOH IMIIOIIAIKU
JIEKApCTBEHHOT'O CPEACTBAa, a TAKXKE B CIy4yae HM3MEHEHHUs IMOKa3aTelled KauyecTBa JIEKapCTBEHHOTO
npenapara JUisi BETEpUHAPHOTO MPUMEHEHUSI U (WJIM) METOJOB KOHTPOJIA KauecTBa JICKAPCTBEHHOTO
npenapara Jjisi BETEpUHAPHOTO MPUMEHEHHUS] TIPOBOJUTCS HKCIIEPTH3a JIEKAPCTBEHHOTO CPEJCTBA IS
BETEPUHAPHOTO TMpUMEHEHHUs. B ciaydae HEOOXOIUMOCTH BHECEHMSI MHBIX M3MEHEHWW B JOKYMEHTHI,
coJiepXKaIlrecss B PErHMCTPAIMOHHOM JIOChE Ha 3apeTrMCTPUPOBAHHBINA JICKAPCTBEHHBIN Ipenapar it
BETEPUHAPHOTO MPUMEHEHHS, SKCIIEPTH3a JIEKAPCTBEHHOTO CPEACTBA ISl BETEPUHAPHOTO NIPUMEHEHUS
HE MPOBOJIUTCA.

(B pen. @enepanbubix 3akoHOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-03)

3. 3asBUTENh BIpPaBe NPEICTABUTh IO COOCTBEHHOW WHHIIMATHBE BMECTE C 3asBICHUEM O
BHECEHHMM W3MEHEHHMI B  JIOKYMEHTBI, COJAEpXKalluecs B  PErUCTPAllMOHHOM  JIOCh€  Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBINM MpenapatT AJisl BETEPUHAPHOTO MIPUMEHEHU S, KOITUU IOKYMEHTOB,
MOATBEPXKIAIOIINX YIUIATy TOCYJIAPCTBEHHOW MOLUIMHBI 32 BHECEHUE B JOKYMEHTBI, COAEpKaIIUecs B
PETUCTPALIMOHHOM JOChE Ha 3apErMCTPUPOBAHHBINA JIEKAPCTBEHHBIM Npenapar il BETEPUHAPHOTO
MPUMECHEHUS, W3MEHEHUH, TPeOyIOMMX TMPOBEACHHUS AKCIEPTH3BI JICKAPCTBEHHOTO CPEACTBA, WIIU
W3MEHEHUH, He TpeOymolMX NPOBEICHMUsSI HKCIEPTU3bl JIEKAPCTBEHHOTO CpeacTBa. B ciywae
HEOOXOAMMOCTH W3MEHEHHUS CBEJEHUMN, COJEPKAIMUXCS B PETUCTPAIIMOHHOM yJIOCTOBEPCHHUH
JICKaPCTBEHHOT'O Tpernapara g BETEPUHAPHOIO MPUMEHEHMS, C 3asBJIICHUEM, YKa3aHHBIM B 4actu |
HACTOAIIEH CTaThH, 3asIBUTEINb BIPaBEe MPEICTaBUTh MO COOCTBEHHON MHHUIIMATHBE KOIHUIO IOKYMEHTA,
MOATBEPKIAIOUIETO YIUIATY TOCYAAPCTBEHHOW MOLLIMHBI 3a BbIIaYy PETUCTPALMOHHOIO YI0CTOBEPEHUS
JIEKapCTBEHHOT'O Mpernapara. 3asBUTENb BIPABE MPEICTABUTh 10 COOCTBEHHOW MHHUIIMATUBE CBEACHUS O
JIMLICH3USX, YKa3aHHble B NyHKTaX | m 2 yactm | Hacrodmen craTbd, a TaKKe BBIJIABAEMbIC
YIIOJTHOMOYEHHBIMH (heJIepATbHBIMA OpPTaHAMH HWCITOJIHUTEIILHONW BJIACTH JIOKYMEHTHI, yKa3aHHBIC B
nyHkTe 3 yactu |1 HacTosie ctaThu. B ciyuae HempeacTaBieHUs YKa3aHHBIX JOKYMEHTOB (CBEIECHUI)
YIOJHOMOYEHHBIN (efepanbHbIii OpraH UCIIOTHUTENBHOM BIACTH 3aNPAlIUBAET YKA3aHHbIE JOKYMEHTHI
(cBemeHus) B IOPSAKE MEKBEIOMCTBEHHOTO HH(OPMAIITMOHHOTO B3aMMOICHCTBHSL.

(vactp 3 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

4. B cpok, He MpeBHIIAIONTUN AeCITH pabouuX THEH CO JAHS MOCTYIUICHHUS YKa3aHHOTO B yacTu |
HACTOSIICH CTaThH 3asBJICHUS U HEOOXOIWMBIX JOKYMEHTOB, YIIOJHOMOYCHHBINA (heepalibHbId OopraH

HCIIOJIHUTEILHOM BJIACTH:

1) MMPOBOAUT MPOBEPKY MOJIHOTBI U TOCTOBECPHOCTU CBCHCHHﬁ, COACPpKAINXCA B MPEACTABICHHBIX
3asABUTCIICM JOKYMCHTAX,

2) TMNpUHUMAET peHIeHWE O TMPOBEACHUU HKCIEPTU3bl JIEKAPCTBEHHOIO CpEACTBA  JJIA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

BETCPUHAPHOI'O MPUMCHCHUA NI 00 oTKa3e B e€ IMPOBCACHUH,

3) yBenoMIIsieT B MUCbMEHHON (hopMe 3asiBUTENSI O MPUHATOM PEIICHUH WM B Clydae MPUHATHUSL
peuieHns o0 OTKa3e B IIPOBEJEHUM SKCIEPTH3bl JIEKAPCTBEHHOI'O CPEACTBA I BETEPUHAPHOIO
MIPUMEHEHHUS C YKa3aHUEM MPUYHMH TaKOTro OTKa3a.

4.1. B cnydae BBISIBJICHHS HEJJOCTOBEPHOCTH U (MJIM) HEJOCTATOYHOCTH CBEACHUH, CONECPKAIIIXCS
B MPEJCTABICHHBIX 3asBUTENIEM JOKYMEHTAaX, YIIOJIHOMOUYEHHBIN (peiepalibHbIil OpraH UCIOIHUTEIbHON
BIIACTH HAIIPaBIISIET 3asBUTENIO 3ampoc 00 yTOYHEHMM YKA3aHHBIX CBEJCHHM. 3ampoc MOXET ObITh
nepeaaH ynoJHOMOUYEHHOMY MPEACTABUTEINIO 3asiBUTENS MO PACIHUCKY, HAIIPaBJeH MO MOYTe 3aKa3HbIM
MMMCEMOM WJIM TIepe/iaH B SJEKTPOHHOU (hOpMe MO TEICKOMMYHHUKAIMOHHBIM KaHallaM CBsi3H. B cirydae
HaIPaBJICHUS 3aMpoca 00 YTOUHEHUH YKa3aHHBIX CBEACHHI IO TIOYTE 3aKa3HBIM MUCHMOM OH CUHTACTCS
MOJYYEHHBIM IO UCTEYEHNH LIECTH THEH C AaThl HAIIPABJIEHUS 3aKa3HOTO MUChMa.
(dactp 4.1 BBeaeHa denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

4.2. 3asBuTenp 00s3aH MPEACTaBUTh OTBET HA 3alpoC YHOJHOMOYEHHOTO (efepabHOI0 OpraHa
WCTIOJHUTENIBHOM BJIACTH B CPOK, HE TNPEBBIMIAIONINI JEBIHOCTa pabouux AHEH €O JHA IMOIyYEHUS
nanHoro 3arpoca. Cpoku, yka3aHHbele B yacTu l.]1 HacTosimiel cTaThi, MPUOCTAHABIMBAIOTCS CO JTHS
HAIpaBJICHUS 3asSBUTENIO 3alIpoca YHOJTHOMOUYEHHOTO (pefiepabHOTO OpraHa MCIIOJHUTENbHON BIACTH
70 JTHS TIOJYYCHHs OTBETAa Ha JTAHHBIN 3alpoC M HE YYUTHIBAIOTCS TPU WCYHUCICHUU CPOKA MPHHSATHUS
pelIeHnsT O BHECEHMHM HM3MEHCHHMH B JIOKYMEHTHI, COJIEpIKAIlMecs] B PETHCTPAIMIOHHOM J0ChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpenapar JJIsl BETepUHAPHOTO IPUMEHEHHS.

(uactb 4.2 BBenneHa @enepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

5. OcHoBaHMEM JUIsI OTKa3a B IIPOBEACHUM OKCIEPTU3bl JIEKAPCTBEHHOIO CpEACTBa JUIs
BCTCPHUHAPHOI'O IPHUMCHCHUA ABJIACTCA NPCACTABICHUC IOOKYMCHTOB, YKa3aHHBIX B 4YaCTIaX 1 m3
HaCTOSH_Heﬁ CTaThH, B HEIIOJTHOM o0BeMe UIn OTCYTCTBUEC B IPCACTABJICHHBIX JOKYMCHTaX JOCTATOYHBIX
CBEJICHWH, IIOATBEPXKIAIOIIMX HEOOXOJUMOCTh BHECEHHs HM3MEHEHHH, JMOO HelpecTaBIeHHe
3asBUTEJIEM B YCTAHOBJIEHHBII CPOK OTBETa Ha yKa3aHHBIH B yacTu 4.1 HACTOSILIEH cTaTbu 3ampoc
YIOJIHOMOYEHHOTO (heiepabHOI0 OpTraHa UCIOTHUTEIbHOM BIACTH.

(B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

6. DKcnepTu3a JIEKapCTBEHHOI'O CPEACTBA JUIsl BETEPUHAPHOIO MPUMEHEHUS B IIENIIX BHECCHUS
W3MEHEHUH B JIOKYMEHTBI, COJEp)KAIUecs B PETUCTPALMOHHOM JOCh€ Ha 3apEruCTPUPOBAHHBIN
JIEKapCTBCHHBIM IIpermapar i BETEPUHAPHOIO IPUMEHEHUS, OCYLIECTBISAETCS B  IOPSIKE,
YCTaHOBJIEHHOM cTaTbhel 24 HacTosAmero denepaabHOro 3aKkoHa.

6.1. B cpok, He IPEBBIIAIOIINN 1eCATH PabounX THEH CO JHS MOTYYCHHsI 3aKIII0OUEHUS] KOMUCCUU
SKCIEPTOB MO pe3yJibTaTaM yKa3aHHOW B YaCTW 2 HACTOSIIEW CTaThbU SKCHEPTHU3BI, YIIOJIHOMOUYEHHBIN
(denepanbHBINA OPraH UCTIOJHUTEIILHON BIIACTH:

(B pen. ®exnepanbHoro 3akona ot 02.08.2019 N 297-03)

1) IIpUHUMACT PCIHICHUEC O BHCECCHUU H3MCHEHHI B AOKYMEHTBI, COJACpKalIueCsa B
PEruCcTpalliOHHOM IOOCBE Ha 3apeFHCTpHpOBaHHLIﬁ J'IeKapCTBeHHHﬁ npenapar sl BETCPHUHAPHOI'O
NPUMCHCHUSA, NN 00 OTKa3e BO BHECEHUU TAKUX H3MeHeHPII>i;

2) BHOCUT B TOCYJapCTBEHHBIH PEECTp JIEKapCTBEHHBIX CPEICTB HAa OCHOBAHHWU PELICHUS O
BHECEHMM M3MEHEHMM B  JIOKYMEHTBHI, COJEpXKallhecs B  PETUCTPAllMOHHOM  JIOChE  Ha
3aperucTpUPOBAHHBIA JIEKAPCTBEHHBIM Mpemnapar JUisi BETEPUHAPHOIO MPUMEHEHUs, HEoOXOIUMble
M3MEHEHUS U BO3BPALLAET 3TU JOKYMEHTHI 3asiBUTEIIO;

www.consultant.ru Crpanuua 76 n3 151
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=299421&amp;date=02.10.2023&amp;dst=100056&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=299421&amp;date=02.10.2023&amp;dst=100058&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=299421&amp;date=02.10.2023&amp;dst=100059&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=02.10.2023&amp;dst=100064&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

3) BBIAAET 3asSBUTENIO0 HOBOE PErHCTPAIIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO Tpernapara Jijis
BETEPUHAPHOTO MPUMEHEHUS B clydae HEOOXOIMMOCTH U3MEHEHUS CBEICHUH, COACPIKAIIMXCS B HEM, C
COXPAaHEHHEM HOMEpa paHEE€ BbIJAHHOIO PETUCTPALMOHHOIO YJIOCTOBEPEHMS JIEKAPCTBEHHOI'O
Ipenaparta Jyisi BETEpUHAPHOTO IPUMEHEHUSI.

(. 3 BBeneH DenepanbHbM 3akoHOM OT 02.08.2019 N 297-03)
(dactp 6.1 BBegeHa denepanbHbiM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B cydae BHeceHHUs U3MEHEHUI B JOKYMEHTBI, COIepPIKAIIMECs B PETUCTPALIMOHHOM JI0Che Ha
3apEeTUCTPUPOBAHHBIA JICKAPCTBEHHBIN MpenapaT /s BETEPUHAPHOTO TMPUMEHEHHsS, B YacCTH,
Kacafomeﬁcsl N3MCHCHUS H (I/IHI/I) JOITOJIHCHUSL HpOH?;BOI[CTBGHHOﬁ INI0IIAAKH JICKapCTBeHHOI‘O
npenapaTa, HpI/I HpeI[CTaBJ'IeHI/II/I 3ajABHUTCIIEM B COOTBCTCTBHU C HyHKTOM 3 qacTu 1 H&CTO?[HIGﬁ CTaTbu
KOITNHN peHIeHI/Ifl YHOJIHOMO'-IGHHOFO (benepanLHoro opraHa I/ICHOJ’IHI/ITGJ'IBHOfI BJ1aCTu O HpOBe)IeHI/H/I
WHCIICKTUPOBAHMS TTPOU3BOJAMUTENS JIEKAPCTBEHHBIX CPEJICTB CPOK, YKa3aHHBIM B yacTu 6.1 Hacrosiei
CTaThH, MPUOCTAHABIMBACTCS CO JHS MOJYYCHUS 3aKITIOUYEHUS KOMUCCUHU DKCIEPTOB A0 JHS MPUHSATHS
YIOJTHOMOYEHHBIM (eiepaibHBIM OpraHOM HUCIIOJIHUTENBHON BIACTH PEIICHHSI O BbIaue UM 00 OTKa3e
B BbIJIAYC 3AKJIFOYCHHUA O COOTBCTCTBUU HpOI/ISBOI[I/ITeJISI HeKapCTBeHHBIX CpeI[CTB TpCGOBaHI/IﬂM HpaBI/IH
HaJyIeKalel Mpou3BOACTBEHHON MPAKTUKH, HO HE 00JIee YeM Ha CTO BOCEMBAECIT padounx JHEH.
(dactp 6.2 BBeneHa denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

7. OcHoBaHMeM [UId OTKa3a BO BHECCHMM HW3MECHEHHH B JOKYMEHTBI, COJEpKalluecs B
PETUCTPALIMOHHOM [IOCbE HAa 3apErHCTPUPOBAHHBIN JIEKAPCTBEHHBIM IpenapaTr Al BETEPUHAPHOIO
NPUMEHEHHUS, B CIIy4asx, He TPeOYIOLMX MPOBEACHUS IKCIIEPTH3bI JIEKAPCTBEHHOTO CPEICTBA, SBISAETCS
MPEJCTaBICHUE JOKYMEHTOB, YKa3aHHBIX B 4acTAX | M 3 HAcTOsIIEH CTaThbH, B HEMOJHOM O00bEME HITU
OTCYTCTBHE B IIPE/ICTABICHHBIX JOKYMEHTaX CBEJIEHUI, KOTOPbIE JOJKHBI OBITh B HUX OTPa’KEHBI, TUOO
HEIPECTABICHUE 3asIBUTEJIEM B YCTAHOBIICHHBIN CPOK OTBETa Ha yKa3aHHbBIM B yacTH 4.1 Hacrosumien
CTaThU 3aIPOC YIOJIHOMOYEHHOTO (heepalbHOIO OpraHa UCIOJHUTEIbHOMN BIACTH.

(uactp 7 B pen. @enepansHoro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHoBaHMeM [1Jisi OTKa3a BO BHECEHHMM HU3MEHEHMH B JIOKYMEHTBI, COJEp)Kalluecs B
PErUCTPallMOHHOM JI0OCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM MpenapaTr i BETEPUHAPHOTO
MIPUMEHEHHUS, B CIy4asiX, TPEOYIOMUX MPOBEACHUS SKCIEPTHU3bI JICKAPCTBEHHOTO CPENICTBA, SBIISICTCS
3aKJTIOYEHUE YIIOJTHOMOYEHHOTO (henepaibHOr0 OpraHa WMCIOJHUTEIBHON BJIACTH O BO3MOXKHOCTH
CHWKEHUST 0€3011aCHOCTH, KauecTBa, 3(h(PEKTUBHOCTH JIEKAPCTBEHHOTO MperapaTa BCIASACTBUE BHECCHHS
W3MEHEHHH B  yKa3aHHbIE JOKYMEHTBHI, OTKa3 YIOJHOMOYEHHOro (enepanpHOrO  OpraHa
WCIIOJTHUTENIbHOW BJIACTH B BBbIJIay€ 3aKJIIOUEHHUS O COOTBETCTBHM IMPOM3BOJIUTENS JIEKAPCTBEHHBIX
CPEICTB TPEOOBAHMSIM MPABUIT HAJICIKAIICH TPOU3BOICTBEHHON MMPAKTUKU B CTydae U3MEHEHHSI U (VIIH)
JOTIOJTHEHUSI TPOW3BOJICTBEHHON IUIOMIAJIKK JICKAPCTBEHHOTO Ipenapara, €clid IMPOU3BOJICTBO
JIEKApCTBEHHOTO TpernapaTta Jjisi BETEPUHAPHOTO TPHUMEHEHMsI OCYIIECTBISIETCS 3a TIpelneiamMu
Poccuiickoit denepainu, Ui OTCYTCTBUE 3TOTO 3aKJIFOYEHUS.

(uacts 7.1 BBenena ®@enepanbHbM 3akoHOM OT 04.06.2018 N 140-D3)

8. JlomyckaeTcst oOpallleHue JIeKapCTBEHHBIX MpPENapaToB JJs BETEPUHAPHOIO MPUMEHEHHS 10
HCTEUYEHHUs CPpOKa TOAHOCTH, IPOU3BECHHBIX B TEUEHHUE CTA BOCBbMUAECATH JHEHN MOCIE AAaThl IPUHATUS
YIOJIHOMOYEHHBIM (heIepabHBIM OpPTraHOM HCIOJHHUTEIBHOM BIACTH PEIICHUS O BHECEHHH M3MEHEHUH
B JOKYMEHTBI, COJAep:Kalluecs B PETUCTPALlMOHHOM JI0OChe Ha JIEKapCTBEHHBIM Mpemnapar, B
COOTBETCTBUM ¢ MH(popManuel, coaepkameiics B JOKYMEHTAaX pErUCTPAL[MOHHOIO JIOChEe Ha
JIeKapCTBEHHBIH Mpenapar A0 JaThl IPUHATHS TAKOTO PELICHHUS.

(dactp 8 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

CraTtbsa 32. OTMeHa rocyaapCcTBEHHOW perucTpauuvm fnekapcTBeHHOro npenapara

Pemenue 06 oTMeHe rocy1apcTBEHHON PErHCTpaly JIEKAPCTBEHHOTO MpenapaTa U UCKIIOYSHUN
JIEKapCTBEHHOT'O Ipenapara M3 TOCYJapCTBEHHOTO PEECTpa JIEKAPCTBEHHBIX CPEICTB IPUHUMAETCS
YIOJHOMOYEHHBIM (e/IepaibHBIM OPTaHOM MCIIOIHUTEILHON BJIACTH B CiIyYae:

1) nmpencraBieHHs ~ COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  (eiepalbHBIM  OpPraHOM
WCIIOJHUTENILHON BIIACTH 3aKIIOYEHHS O PHUCKE WM 00 yrpo3e 3I0pOBBIO, JKU3HH YelOBEKa HIIN
KUBOTHOTO TPHU MPUMEHEHHH JICKAPCTBEHHOTO MperapaTa, MPEeBHIMAIMUX ero 3(pPeKTUBHOCTD, MO
pe3yabTaTaM OCYIIECTBISIEMOr0 M MOHUTOPHHTA 0€301aCHOCTH JIEKaPCTBEHHOT'O IIpenapara;

2) momavyM Jep’KaTeieM WM BIAACIbIEM PETHCTPAIMOHHOTO YIOCTOBEPECHHS JICKAPCTBEHHOTO
mperapaTa WIH YIIOJIHOMOYEHHBIM WM JIDYTUM FOPUIUYCCKHM JIMIIOM 3asBJICHUS 00 OTMEHE
rOCyapCTBEHHOW PETUCTPALIMH JICKAPCTBEHHOTO Mpernapara;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) HCIIOATBCPIKACHUA FOC}’I[&pCTBGHHOﬁ perucTtpanuu JCKAPpCTBCHHOI'O IMpeliapaTta 1o MCTCUCHUN
CpoOKa I[efICTBHSI PErUCTPAIUOHHOTO YAOCTOBCPCHU A, BBIAAHHOI'O HA IIATh JICT,

4) wHempencTaBleHUS 3asBHTENEM HH(POpMAIUHM, KOTOpas MOXKET TIIOBJIe€Yh 3a COOOH
HGO6XOJII/IMOCTI) BHECEHHSI W3MEHEHUI B JOKYMCHTBI, COACPKAIHUECA B PETHCTPAMOHHOM OOCBE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIH Ipemnapar, B TeueHHe TPUALATH pPadouyux JHEH co JHS
HACTYIUICHUS 3TUX U3MEHEHUH;

5) OCYILIECTBIIEHUSI TOCYAAPCTBEHHOM pErucTpaniy JIEKapCTBEHHOIO Ipernapara MoJ TOPrOBbIM
HaMMCHOBAHUCM 3apCTrUCTPHUPOBAHHOIO paHCC IMOJ 3THM TOProBbIM HAMMCHOBAHUCM JICKAPCTBCHHOI'O
npernapara, OTJINYaroIIerocsi KaueCTBEHHBIM COCTABOM JEHCTBYIOLIUX BEILECTB;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

6) OCyIIECTBIICHHSI TOCYIaPCTBEHHOW PETUCTPAIIMU OJTHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara
B OTHOIICHHU OJHOTO W TOTO K€ JEpKaTellsi WM BIIAJeNblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO Mpemnapara B BUAEC ABYX U Ooyiee JIEKapCTBEHHBIX MPEMapaToB O] Pa3IHYHBIMH
TOProBbIMH HAMMCHOBAHUSAMMU,
(. 6 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHECEHHS CyAOM pEHICHUS O HapylmIeHWH TpaB MpaBooOiagaTesisi OOBEKTOB
MHTEJUICKTYyaJIbHOW COOCTBEHHOCTH MPH 0OpaIlieHHH JIEKapCTBECHHBIX CPE/ICTB;

8) OoTCyTCTBUS JIEKapCTBEHHOTO Ipenapara B oOpamieHuu B Poccuiickoit dexepanun B TeueHHe
Tpex u Oolee JIeT;
(n. 8 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

9) HeBBIMOMHEHUSA Jep)KaTeleM WM  BIAJETbLEM PETUCTPAIMOHHOTO  yJAOCTOBEPEHUS
JIEKapCTBEHHOTO TIpenapara Ju00 YIOJTHOMOYEHHBIM UMH JPYTUM IOPUINYECKUM JIUIIOM MEPOIPUSTHI
mo oOecneyeHuto Oe30MacHOCTH JISKAPCTBEHHBIX IPENapaToB, YCTAHOBJICHHBIX YIOJIHOMOYEHHBIM
(denepanbHBIM OpPraHOM HCIOJHUTENBHON BIACTU B COOTBETCTBUM € dYacTsmu 3 u 4 crathu 64
HacTosiero denepanbHOTO 3aK0OHa, B paMKaxX OCYIIECTBICHUS (hapMaKoOHAI30Da;

(n. 9 BBenen denepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

10) oTka3za nep)kareiss WM BIAAENbLA PETUCTPALIMOHHOTO YJIOCTOBEPEHHS JIEKapCTBEHHOI'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

npemnapara Ju00 YNOJIHOMOYEHHOIO MMHU JIPYroro IOpUAMYECKOro JIMIA OT BHECEHHs H3MEHEHHUH B
MHCTPYKLIMIO 1O MPUMEHEHHIO JIEKAPCTBEHHOIO Ipenapara, KacarolUXCs HOBBIX IOATBEPXKIECHHBIX
JAHHBIX O TOM, YTO PUCK MPUYMHEHUS BpeZa 3J0POBbIO UEIOBEKA WM )KMBOTHOT'O BCIEACTBHE IIpUEMA
JIEKApCTBEHHOTO TIpeTapara npeBbimaeT 3pPEeKTHBHOCTh €r0 IPUMEHEHUSI.

(. 10 BBeneHn denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

Koncynerantllnmtoc: npumeuanue.
C 01.01.2026 ct. 32 nonmomasiercs m. 11 (@3 ot 27.12.2019 N 475-D3).

CraTtba 33. FlocyaapcTBEHHbIN peecTp fieKapCTBEHHbIX CpeacTB

1. T'ocynapcTBEHHBIM pEECTp JIEKApPCTBEHHBIX CPEACTB COJEPKUT IEPEUYEHb JIEKAPCTBEHHBIX
MIPEnapaToB, MPOMIESIINX TOCYIaPCTBEHHYIO PETUCTPAIIHIO, IEPEeYeHb (DapMaleBTHUECKUX CyOCTaHIINH,
BXOJISLIMX B COCTAB JIEKAPCTBEHHBIX MIPENApaTOB, U CIEIYIOIIYI0 HH(OPMALIUIO:

1) B OTHOIIEHUH JIEKAPCTBEHHBIX IIPENapaToB:

a) HAMMEHOBAaHHWE JICKAPCTBEHHOI'O0 TMperapata (MEXIyHapOIHOE HEMaTEHTOBAHHOE, WIH
TPYNIHPOBOYHOE, WM XUMHYECKOE U TOPrOBOE€ HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

0) nexapcTBeHHas opMa C yKazaHHEM JI03UPOBKHU JIEKAPCTBEHHOTO IMperapara v ero KOJIM4ecTBa
B TIOTPEOUTETHCKOI YITaKOBKE;

B) HAUMEHOBAHUE JiepKaTelis WK BIaJeNblia PETUCTPALIMOHHOTO YOCTOBEPEHHUS JIEKaPCTBEHHOTO
IpenapaTta U CBEICHUS O PETHCTpaLMM JepKaTells WU BJIAJENbla PETUCTPALIMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOI'O Ipenapara AJisi MEJUIMHCKOrO IIPUMEHEHUS B KaUeCTBE HAJIOrOIJIaTENbIINKA B CTPaHe
perucTpanyu (111 pOCCUMCKUX I0PUINYECKUX JIUI] - MICHTU()UKALMOHHBIA HOMEp HaJIOrorjiaTeIbIuKa
(MHH), nns WHOCTpaHHBIX IOPUAMYECKMX JIML - CTpaHa pErucTpaluy, HAUMEHOBAaHUE
PETUCTPUPYIOLIETO OpraHa, PErUCTPALMOHHBIA HOMEP, KOJ HAJIOTOIUIATENbIINKa B CTPAHE PErUCTpaliu
(MHKOpIIOpaIMK) UJIN €T0 aHaJor);

(. "B" B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D03)

I') HAMMEHOBAHUE U aJJpec MPOU3BOIUTENS JIEKAPCTBEHHOIO IIpenapaTa U CBEACHUS O perucTpanuu
IIPOU3BOJUTENS  JIEKAPCTBEHHOI'O IIpenapara Il  MEQULUHCKOIO IPUMEHEHHs B  KadecTBe
HaJOroIUlaTeNplIMKa B  CTpaHEe  perucTpauuud (A8  pOCCUMCKMX — IOPUAWYECKUX — JUI -
UACHTU(PUKAIIMOHHBIM HoMep Hanoromuiarensimuka (MHH), mis uHOCTpaHHBIX HOpUIMYECKUX JHIL -
CTpaHa pErucTpalyy, HANMEHOBAaHUE PETUCTPUPYIOLIETO OPraHa, PEruCTPAllMOHHBIA HOMEp, KOJ
HAJIOTOIJIaTENbIIMKA B CTPAHE PErUCTpalui (MHKOPIIOpAIMK) WU €0 aHaJlor);

(nm. "r" B pen. @eaepanbHOro 3akona ot 28.12.2017 N 425-03)

1) (dapmakoTepaneBTH4eCKas rpyIma, KOJ JIEKApCTBEHHOI'O npenapara 10
aHaTOMO-TEPANEeBTUIECKO-XUMHUECKON Kilaccu(UKaluu, peKOMEHI0BaHHON BecemupHoOl opranuzanueit
3paBOOXPaHEHUS;

(mm. "n" B pen. denepanpHOro 3akoHa oT 22.12.2014 N 429-03)
€) MOKa3aHus U MPOTUBOIIOKA3aHUs K PUMEHEHUIO JIEKAPCTBEHHOTO TIpenapara;

)K) MOOOYHBIC JIEeUCTBUS JICKApCTBCHHOT'O IIpCIiapara;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

3) CPOK TOJTHOCTH JIEKAPCTBEHHOTO Tperapara;
W) YCIIOBHSI XpaHEHUsI JIEKapCTBEHHOT'O Mpernapara;
K) YCJIOBHS OTITyCKa JICKAPCTBEHHOT'O IIPErapaTa;

J) HOMep (apMakomeiHHONH CTaThl WM B CIy4ae €€ OTCYTCTBHS HOMEp HOPMAaTHBHOU
JOKYMEHTAIH JINOO HOPMAaTUBHOTO TOKYMEHTA;

M) JaTa rocyJapCTBEHHOW PErucTpalyy JIEKApCTBEHHOIO Ipenapara W €ro perucTpaldoHHBINA
HOMEp, JaTa 3aMEHbl PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOI'O IMpernapaTra Ha OeccpodyHoe
PETUCTPALIMOHHOE  YAOCTOBEPEHUE JIEKapCTBEHHOIO IIpernapara, JaTa I0Ja4yd 3asABICHUS O
MOATBEPKJICHUU TOCYAAapCTBEHHOW PErucTpaluyd JIEKApCTBEHHOrO Ipemnapara, Jara OTMEHBI
roCyJJapCTBEHHOHN PErnCTpaliy JEKapCTBEHHOTO NIpenapara;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

H) KaueCTBEHHBI COCTaB M KOJWYECTBEHHBINH COCTAB JCHCTBYIONIMX BEIIECCTB W Ka4eCTBCHHBIN
COCTaB BCIIOMOTAaTENbHBIX BEIIECTB JIEKAPCTBEHHOTO MIpernapara;
(nm. "H" BBeneH PeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

0) uHpopMalus 000 BCeX pa3pelIeHHBIX BUIaX BTOPHYHOU (MOTPEOUTETHCKOM) YITAKOBKH;
(nm. "o" BBeaeH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

M) JaTa TPUHATHS PEHICHUS O BO3MOXHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIM Npemapar MpH
rOCYJapCTBEHHOM pErucTpali B KadecTBe Op¢aHHOTO JICKAPCTBEHHOTO Ipemapara (s
JIEKapCTBEHHBIX MPENapaToB ISl MEIUIIUHCKOTO MPUMEHEHUS);

(mm. "n" BBenen PepepanbHbIM 3akOoHOM OT 22.12.2014 N 429-®3; B pen. PeaepanbHOro 3aKoHa OT
27.12.2019 N 475-®3)

p) Hamuyue JEKApCTBEHHOrO Mpernapara B MHEPEeYHE >KU3HEHHO HEOOXOAMMBIX M Ba)KHEUIINX
JIEKapCTBEHHBIX MPEMapaToB (I JIEKAPCTBEHHBIX MPEMAapaTOB IS MEIUIIMHCKOTO IPUMEHEHUS );
n.n

(mm. "p" BBemen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3; B pen. DeaepanbHOrO 3aKOHa OT
27.12.2019 N 475-D3)

C) HaJW4YMe B JIEKAPCTBEHHOM TIperapare HapKOTUYECKUX CPEJCTB, ICUXOTPOIHBIX BEIIECTB U UX
MPEKYpCOpPOB,  MOIEKAIIMX KOHTpoiro B  Poccuiickoil @enepauud, B  COOTBETCTBUM  C
3akoHomarensCcTBOM  Poccumiickoit  @Penepannu, MEXIyHapOAHBIMM  JOroBopaMu  Poccuiickoit
®enepanun, B ToM unciie EquHON KOHBEHIIMENW 0 HapKOTHYeCKuX cpeAacTBax 1961 romga n KoHBeHnmei
0 MICUXOTPOIHBIX BemecTBax 1971 rona;

(nm. "c" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

T) uHpopMalMs O TOM, SBISETCA JM JaHHBIM JIEKApCTBEHHBIM Ipenapar pedepeHTHbIM
JIEKapCTBEHHBIM IIPENapaToM;
(nm. "1" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

y) CBEICHHS O T0jJaue 3asBJICHUS O BHECCHHUM W3MEHEHWW B JIOKYMEHTBI, COJEpXKaIlhecs B
PEruCTPaIIMOHHOM JI0Ch€ Ha JIEKAPCTBEHHBIN MTpenapar;
(nm. "y" BBenen PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

¢) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbhsblii 3akoH oT 27.12.2019 N 475-D3;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

X) CPOK BBEJICHUS JIEKApPCTBEHHOTO Mpemnapara B TpaxkIaHCKuii 000poT;
(mm. "x" BBeneH DenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

2) B OTHOUICHUU (hapMaIeBTUYECKUX CYOCTaHIIHIA:

a) HawWMEHOBaHWE (HapMarleBTHUECKOH CyOCTaHIMHM (MEXKIYHApOJHOE HEMATEHTOBAHHOE, WIIN
IPYIIHPOBOYHOE, WIH XUMHUYECKOE U TOPrOBOC HAUMEHOBAHHS);
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

0) HAaMMEHOBaHUE U aJipec MPOU3BOANUTENS (hapMaleBTHUECKON CyOCTaHINM;
B) CPOK FOJTHOCTH (papMalieBTHUECKOM cyOcTaHIInY;
T') yCJIOBHUS XpaHEeHUs (papMaIleBTUIECKON CyOCTaHIINM;

) HOMep (QapMakoleiHHONW CTaTbl WM B CIydae €€ OTCYTCTBHS HOMEp HOPMAaTHBHOU
JOKYMEHTAIMH JINOO HOPMAaTUBHOTO TOKYMEHTA;

€) Ham4Me (apMaleBTUYECKON CyOCTaHIIMK B [I€PEYHE HAPKOTHUYECKUX CPEACTB, MCUXOTPOMHBIX
BELIECTB M UX MPEKYPCOPOB, MOJIEKAIINX KOHTpoato B Poccuiickoit denepannn, B COOTBETCTBUH C
3akoHomarenscTBOM  Poccumiickoit  @Penepauuu, MeEXAyHapOAHBIMM  JorosopaMu  Poccuiickoit
®enepanyy, B ToM yuciae EquHoN KOHBEHIMEN O HapKOTHUECKUX cpenctBax 1961 roxa u Konpennumei
0 MCUXOTPOIHBIX BemecTBax 1971 roxa.
(nm. "e" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

2. ®apmarneBTHUeCcKas cyOCcTaHIUs, IPOU3BEACHHAs IJIsl peain3allii, MOXKET OBbITh BKJIIOYEHA B
rOCy/apCTBEHHBI peecTp JEKAPCTBEHHBIX CPEACTB HA OCHOBAaHUM 3asBIICHUS pa3paboTuMKa WU
MIPOU3BOUTENS JICKAPCTBEHHOTO CPEJCTBA JIMOO YMOTHOMOYEHHOTO UMH IOPHIMYECKOTO JHUIa TpU
YCIIOBUU TPOBEJCHUS B OTHONICHHHM TaKOW (apMaleBTUYECKOW CYOCTAaHIIMM DKCIEPTH3bI KavyecTBa
(dapmaneBTHUECKON CyOCTaHIIMU B TMOPSIKE, YCTAaHOBICHHOM cTaThell 34 Hacrosmiero depepabHOTO
3akoHa. B oTHomeHMu dapmaneBTUYECKNX CYOCTaHIIMNA, TPOU3BEACHHBIX [UJI pealu3alud, B
roCy/IapCTBEHHOM peecTpe JIEKApCTBEHHBIX CPEACTB COACPIKUTCA ciaeaytomas nHpopmarus:

1) HauMeHoBaHUE (apMaleBTUYECKONH CyOCTaHIMM (MEXIyHapOJHOE HENaTeHTOBAHHOE, WU
IpyNIMPOBOYHOE, MM XUMHUYECKOE M TOPIrOBOE HAUMEHOBAHMS);

2) HaUMEHOBaHHME, AIPEC MPOU3BOAUTENS (PapMalleBTUIECKON CyOCTaHIINH, a TAKXKE B OTHOLICHUU
JIEKapCTBEHHBIX CPEACTB JAJISl MEAUIMHCKOTO NMPUMEHEHHs] CBEACHUS O PETUCTPALUU MPOU3BOIUTEINS
(dapmaiieBTHUECKON CyOCTaHIIMM B KayecTBe HAJOroIUIaTelblIMKa B CTpaHe perucrpauuu (s
POCCHUICKHMX IOPUIUYECCKUX JIMIl - UACHTU(GUKAIIMOHHBIA HoMep Hamorominatenpimuka (MHH), mos
MHOCTPAaHHBIX IOPUAWYECKHUX JIMI[ - CTpaHa PEerucTpalyi, HAaMMEHOBAHUE PErHCTPUPYIOLIETO OpraHa,
PETUCTPAIIMOHHBI HOMEP, KOJ HAJOTOIUIATENbIINKA B CTPaHE PErHCcTpaluu (MHKOPIOpPAUH) WIH €ro
aHajor);

(. 2 B pen. @exnepanbHoro 3akona ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (PapMaIIEBTHIECKOM CyOCTaHIINN;
4) ycnoBus XpaHeHHsl (papMarieBTUIECKON CyOCTaHIINM,

5) Homep (¢apmakomneiHoi craTbu MO0 B Ciy4yae €€ OTCYTCTBHS HOMEpP HOpPMaTHBHOMN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

JAOKYMCHTAIIUHU UJIK HOPMATUBHOTI'O JOKYMCHTA,

6) Hanmuure (hapMaleBTHUECKON CyOCTaHIIMU B MEepPeUYHe HAPKOTUYECKUX CPEJCTB, MICUXOTPOMHBIX
BEIIECTB U HUX IPEKYPCOPOB, NMOMICKAMX KOHTPOO B Poccuiickorn denepannu, B COOTBETCTBUU C
3akoHomarensCcTBOM  Poccmiickoit  ®Penepaunu, MEXIyHapOAHBIMM  JOoroBopaMu  Poccuiickoit
®enepanun, B ToM unciie EquHON KOHBEHIIMENW 0 HapKOoTHYeCKuX cpeacTBax 1961 romga n KoHBeHuumei
0 MICUXOTPOIHBIX BemecTBax 1971 rona;

7) nata BKJIIOUEHHs (apMalleBTUYECKON CyOCTaHLIMU B TOCYAAPCTBEHHBINA peecTp JIEKapCTBEHHBIX
CpEe/CTB, JlaTa BHECEHUSI U3MEHEHHUH B TOKYMEHTHI (hapMalleBTHUECKOM CyOCTaHIMH, J1aTa UCKIIOUCHHS
(bapmaneBTHYECKOIl CyOCTaHIIMU U3 FOCYAAPCTBEHHOTO PEECTpa JEKAPCTBEHHBIX CPECTB.

(uactsp 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. HO[ZH;!OK BCACHUA TOCyAapCTBCHHOI'0 PEECTpa JCKAPCTBECHHBIX CPCACTB IAJId MCIUIHHCKOI'O
IOPpUMEHCHUA W [OPANOK BCIACHUA TI'OCYJAPCTBEHHOI'O pPEECTpa JICKAPCTBCHHBIX CpPEACTB I
BCTCPUHAPHOI'O MPHUMCECHCHUSA YTBCPKAAKOTCA COOTBCTCTBYHOIIUM YIIOJTHOMOYCHHBIM (I)C,HepaHBHLIM
OpraHomMm HCIIOJIHUTEILHOM BIACTH.

Cratbsa 34. BknioyeHue B rocyfapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeaCcTB U
UCKITIOYeHune n3 rocyaapcTtBeHHOro peecTtpa feKapCTBEHHbIX cpeacTs
c¢hapmaLeBTUYECKOWN CyOCTaHLMKU, NPON3BEAESHHON ANA peanusauumn
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Jns BriroueHus: (apManeBTUYECKOW CYyOCTAaHIIMM, TPOU3BEACHHON Ui peanu3aiuu, B
rOCYJapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPENICTB, IPOBOJAUTCS IKCIEPTHU3A €€ Ka4eCTBa.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. DKcnmepTth3a KadecTBa yKa3aHHOM B dacTh | Hactosmed cratbd (hapMaleBTHUECKOM
CyOCTaHIINH, COCTaBICHHE KOMHUCCHEH IKCIEPTOB 3aKIIOYCHHI IO pe3ybTaTaM 3TON SKCIEPTU3bI U UX
HamnpaBlieHWE B YIOJTHOMOYEHHBIN (heaepanbHblii OpraH UCTOTHUTENHHOW BIACTH OCYIIECTBISIOTCS B
CPOK, HE TPEBBIIIAOIINNA MECTHICCATH PA0OUNX JHEW CO JIHS MOJYYCHUS SKCIEPTHBIM yUPEKICHUEM
COOTBETCTBYIOIIETO 3aJaHUsl YIOJTHOMOYEHHOTO (enepaJbHOro OpraHa HWCIOJTHHUTEIBHOW BIIACTH H
CJIEIYIOIINX JOKYMEHTOB (CBEICHU):

(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

1) cBeneHus o Aate MPEIOCTaBIEHUS U PETUCTPALMOHHOM HOMEpE JIHMIIEH3UMH Ha MPOM3BOACTBO
JIEKapCTBEHHBIX CPEJCTB WM CBEIACHHS O Jare MPEAOCTaBICHHUS UM PETUCTPALMOHHOM HOMEpPE
3aKJIIOYEHUSI O COOTBETCTBUU TPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBaHMUSIM IIPaBUI
HaJIeKalled TMPOU3BOJCTBEHHOM TIPAKTUKH, BBIIAHHBIX (MIPEAOCTABICHHBIX) YIOIHOMOYEHHBIM
(dbenepaslbHBIM OpPraHOM HCIIOJHUTEIHHOM BIACTH, B CIy4ae, €CIH IMPOU3BOJCTBO JIEKAPCTBEHHOTO
cpeacTBa ocyuiecTBisieTcs: B Poccuiickoit @enepanuu;

(B pen. ®enepanbHbix 3aK0HOB OT 04.06.2018 N _140-D3, ot 27.12.2019 N 478-D3)

2) KOl JOKYMCHTA, BBIAAHHOI'O YIIOJIHOMOYCHHBIM OpPraHoM CTpaHbl TIPOU3BOAUTCIIA
JICKApCTBCHHOTI'O CPEACTBA U MMOATBCPKAAOIICTO PA3PCUICHUEC ITPONU3BOACTBA JICKAPCTBCHHOI'O CPCACTBA,
" €T0 MCPEeBOa Ha pyCCKI/Iﬁ SA3BIK, 3aBEPCHHLIC B YCTAHOBJICHHOM IMOPAJIKE, d TAKKC KOIUA 3aKIIIOYCHUA
O COOTBCTCTBUU TPOU3ZBOAUTECIIA JICKAPCTBCHHBIX CPEACTB Tpe6OBaHI/IHM IIpaBHI Hazmemameﬁ
HpOPIBBOI[CTBGHHOfI IIPAKTHUKH, BBIAAHHOI'O YIIOJTHOMOYCHHBIM (bez[epaanLIM OpraHomM HCIIOJIHUTEILHOMN
BJIaCTH, 100 KOIHS peuieHuss yInoJIHOMOYCHHOTO q)enepaanoro opraHa HUCITIOJTHUTEILHOM BIACTH O
NPOBCACHUN HWHCIICKTUPOBAHUA IMPOU3BOAUTCIIA JICKAPCTBCHHOI'O CPCACTBA. VkazaHHBIS JAOKYMCHTEIL
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

MIPEJICTABJISIOTCS B Cllydae, €CIM TMPOU3BOACTBO JIEKAPCTBEHHOTO CPEACTBA OCYIIECTBISETCS 3a
npeaenamu Poccuniickoit denepanuu;
(n. 2 B pen. @exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3) TOKyMEHT, COJIep KAIUI CIISAYIOIINE CBEACHUS O (papMaleBTUICCKON CyOCTaHITUH:

a) HauMeHoOBaHue (hapMaIleBTHUECKOM CYyOCTaHINH, €€ CTPYKTypa, 001IHe CBONCTBA,

0) HaMMEHOBAaHUE U a/IpEC MPOU3BOAUTENS;

B) TEXHOJIOTHUS IMPOU3BOACTBA C OIIMCAHHUEM cTagui IMPOU3BOACTBA U METOJA0B KOHTPOJISI HA BCEX
CTaudgXx IMPOU3BOACTBA,

T') oIUcaHue pa3pabOTKH Mpolecca MPOU3BO/ICTBA;

J1) OIMCaHUE KOHTPOJS KPUTHUUECKHX CTaJUi Ipolecca MNPOU3BOACTBA M IMPOMEKYTOUHON
HPOAYKIINH;

€) TOKYMEHTAJIbHOE TIOJITBEPIKICHUE (BaTHIAIINSI) TPOIIECCOB M (UJTN) MX OIECHKA,
K) CBOMCTBA M CTPYKTYpa JCHCTBYIOIINX BEIICCTB;

3) XapaKTepUCTHKa MPUMECEl;

n) cnerudukanys Ha papManeBTHUECKYI0 CyOCTaHIIMIO U ee 000CHOBaHHME;

K) aQHAINTHYECKHE METOJUKH, UCIOJIb3yeMble TIPH OCYIIECTBICHUM KOHTPOJs KayecTBa
(hapmareBTHUeCKON CyOCTaHITNH;

J'I) AOKYMEHTAJIIBHOC MMOATBEPKIACHUC (BaJ'II/II[aI_II/ISI) AHAIIUTUYCCKUX METOAUK, HMCIIOJB3YEMBIX IMPHU
OCYHICCTBJICHUHN KOHTPOJIA Ka4€CTBa q)apMaHeBTquCKOﬁ CY6CTaHLII/II/I;

M) pe3yJIbTaThl aHAJIM3a cepuil papmalieBTHUECKOM cyOcTaHIINY;

H) TepeueHb CTaHIAPTHBIX OOpa3IlOB WM BEIIECTB, HMCIOJb3YEMBIX MpPU OCYILIECTBICHUU
KOHTPOJIS Ka4eCTBa;

0) OTMCAHNE XaPAaKTEPUCTHUK U CBOMCTB YITAaKOBOYHBIX MAaTEPHUAJIOB U YKYIIOPOYHBIX CPEJICTB;
1) JTaHHBIC O CTAOUIILHOCTH (hapMaIeBTUUECKON CyOCTaHIINH;
P) CPOK TOJTHOCTH;

4) OKyMEHT, COJAEp)KalUil CBEACHUS O PETUCTPALlMM IPOU3BOJUTENS JEKAPCTBEHHBIX CPENICTB
JUIS MEIUIIMHCKOTO IPUMEHEHMsI B KaueCTBE HAJIOTOIUIATEIbIMKa B CTpaHe perucrpauuu (ams
POCCHUHCKHMX IOPUAWYECKUX JHI - WACHTU(UKAIMOHHBIA Homep Hanoromarensiiuka (MHH), nns
MHOCTPAHHBIX IOPUINYECKUX JIMI[ - CTpaHa PETUCTpallid, HAMMEHOBAaHUE PETHCTPUPYIOLIETO OpraHa,
PETUCTPALIMOHHBIA HOMEP, KOJ| HAJIOTOIUIATENbIINKA B CTpaHE PErucTpaluuu (MHKOPIIOpAlMU) WIA €ro
aHajor).
(. 4 BBennen denepanibHbIM 3aK0HOM OT 28.12.2017 N 425-D3)
(dactb 2 B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-@03 (pen. 13.07.2015))
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

3. [nsa npoBeneHHs] SKCHEPTH3bl KayecTBa YKa3aHHOM B dYacTM | Hacrosmed CcTaTbu
(dapmaieBTHUECKON CyOCTaHIINM 3asBUTEh MPEICTaBIsIET B YIOJTHOMOYEHHBIN (efepanbHBId OpraH
HUCIIOJIHUTEILHOM BJIACTH:

1) 3asBiIEHHE O BKIIIOUEHUU B TOCYJApPCTBEHHBIH pEECTp JIEKAPCTBEHHBIX CPEACTB JAHHOMN
(hapmaleBTHUECKOI CyOCTaHIINN;

2) Komusl JOKyMEHTa, MOJATBEPXKJAIOLIEr0 YIUIaTy TOCYAApCTBEHHOM HOIUIMHBI 32 BKJIIOYEHHUE B
rOCYJJapCTBEHHBII peecTp JEKapCTBEHHBIX CPEACTB (papMalleBTUYECKON CyOCTaHIMU, MPOU3BEIECHHOMN
Ui peaju3alMy, JHUO00 1Mo COOCTBEHHOM MHMIMATHBE YKa3aHHBIA JOKyMEeHT. B ciydae ero
HETPEICTABICHUS 3asBUTEJIEM YIIOJHOMOUYEHHBIN (erepanbHblii OpraH HCHOJIHHUTENBHOM BIACTH
npoBepseT (akT yraTel TOCYAapCTBEHHON TONIIMHBI 3asiBUTENIEM C HCIIOJIb30BaHHEM HH(OpMAIH 00
yIuIaTe rocyAapcTBEHHON MONILINHBI, coepixaieiics B ['ocynapcTBeHHON MH(OPMALIMOHHON CUCTEME O
rOCyIapCTBEHHBIX U MYHHULUIAIbHBIX IUIATEXKaX, HA OCHOBAHUU INPEACTABICHHON 3asgBUTEIEM KOINU
JOKYMEHTA, OATBEPKAAIOIIETO YIUIaTy FOCYAAPCTBEHHOU MOIIJINHBL;

(n. 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) IOKYMEHTBI, yKa3aHHbIEC B YACTH 2 HACTOSAIIEH CTaThH;
(B pen. ®eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4) 3asBieHUE O BblAaue paspeuieHuss Ha BBO3 B Poccuiickyro denepainio KOHKpETHOW MapTuu
HE3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOTO CPEICTBA, NMPEIHA3HAYECHHOIO Ul NPOBEACHUSA YKa3aHHOU
JKCIEPTU3BI.

(. 4 BBenen denepanibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

3.1. B ciydae HempexncTaBi€HMsI C 3asBJICHHEM O BKIIOUEHUU B TOCYJAapCTBEHHBIH peecTp
JIEKapCTBCHHBIX CPEICTB (hapMaleBTHUECKON CYOCTAHIIMK JOKYMEHTOB, TOJTBEPKIAIONINX YILIATY
FOCYy/IapCTBEHHOW TMOLUJIMHBI W YKa3aHHBIX B NYHKT€ 2 YacTH 3 HACTOALICH CTaThbU, a TaKkKe
BBIIaBa€MbIX (IIPEIOCTABISIEMbIX) YIOJHOMOYEHHBIMHU (efepalbHbIMU OpraHaMH HCIIOJHUTEIBHON
BIIACTH JOKYMEHTOB (CBEIEHHUH), yKa3aHHBIX B MyHKTax | W 2 4acTH 2 HACTOSIIEH CTaThu,
YIOJTHOMOYCHHBIN (efepanbHbIii OpraH UCIIOTHUTENIBHOM BIACTH 3aNPAlIUBACT YKA3aHHBIC JOKYMEHTHI
(cBemeHus) B OPSAKE MEKBEIOMCTBEHHOTO HH(OPMAITMOHHOTO B3aMMOICHCTBHSI.

(dactp 3.1 BBegena denepanbHbiM 3ak0HOM 0T 27.12.2019 N 478-D3)

4. B TedeHue aecsatu pabodyuX ITHEH cO JHS MPUHATUS 3asBJICHUS O BKIIOYEHUM YKa3aHHOW B
yactu | Hacrosimedl crateum  (hapMaleBTHUECKOM CcyOCTaHIMM B TOCYIAAPCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJCTB U JOKYMEHTOB, IIEPEYMCIEHHBIX B 4acTU | M myHKTEe 2 4yacTu 3 HacTosALIeH
CTaThH, YIOJIHOMOYEHHBIN (hefepabHbI OpraH UCIIOTHUTEIBHON BIACTH:

(B pen. ®eaepanbHoro 3akona ot 22.12.2014 N 429-D3)

1) mpOBOIUT MPOBEPKY MOITHOTHI M JOCTOBEPHOCTH JAHHBIX, COJCPIKAIIUXCS B MPEACTABICHHBIX
3asiBUTEINIEM JJOKYMEHTAX;
(B pen. deaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

2) MNPUHHUMACT PCUHICHUC O HAIIPABJIICHUHU B SKCIICPTHOC YYUYPCIKIACHUC 3aJaHUSA Ha MNPOBCIACHUC
OKCIICPTU3BI KAYCCTBA YKaBaHHOﬁ B yactH 1 HaCTOIIEH CTaThbU (I)apMaLICBTI/I‘{eCKOﬁ CY6CTaHI_II/II/I W 00

OTKa3C B TAKOM HaIlpaBJICHUU,

3) yBegoMIIseT B 3JEKTPOHHOW WIJIM MHUCBMEHHOW (OopMe 3asBHUTENS O MPHHATOM PEUICHUU WU B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

cllyyae 0TKa3a ¢ yKa3aHUeM IIPUYMH TaKOro OTKa3a.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

4.1. B cnyuyae BBbISABIEHHUS HEJOCTOBEPHOCTH CBEACHMH, COJAEPXKALIUXCA B IPEICTABIECHHBIX
3asBHUTENIEM MaTepHaiaX, yIIOJHOMOYEHHBIN (hefepalbHbIid OpraH UCIIOJHUTEIBHOM BIIACTH HAIIPABIISET
3asBUTEIO 3ampoc 00 YTOYHEHMHM YKa3aHHBIX CBeJeHMH. [laHHBIN 3ampoc MOXeT ObITh mepeaaH
YIOJIHOMOYEHHOMY MPEACTABUTENI0 3asBUTENS JINYHO IO PACIHCKY, HAIIPABJIEH IO NOYTE 3aKA3HBIM
MUCHEMOM WJIM TIepe/iaH B 3JEKTPOHHOU (hopMe MO TEIeKOMMYHHUKAIMOHHBIM KaHallaM CBsi3U. B ciydae
HaIlpaBJICHUs [AHHOIO 3alpoca II0 II0YTe 3aKa3HbIM IIMCbMOM OH CUMTACTCS IIOJYyYEHHBIM II0
HCTEYEHUU 1IECTU JTHEU C JaThl HAIIPABICHUS 3aKa3HOIO IMChMa.

(uactsp 4.1 BBeneHa ®PenepanbHbIM 3akoHOM OT 25.11.2013 N 317-D3)

4.2. 3asgBuTenp 00s13aH MPEICTABUTH OTBET Ha 3aIlpPOC YIMOJHOMOUYEHHOTO (eAepalTbHOTO OpraHa
WCIIOJIHUTENILHOM BIIACTH B CPOK, HE MPEBBIIAIONIMN JIEBIHOCTa PabOYMX JHEH co AHS MOTyYeHUs
naHHoro 3ampoca. Cpok, ykKa3aHHbIA B 4acTH 4 HacTOsUIEH CTaTbU, NMPUOCTAHABIMBAETCA CO JHS
HaMpaBIICHUs 3asSBUTENIO 3allpoca YIOIHOMOYEHHOTO (peepalbHOTO OpraHa MCTOIHUTEIHHOW BIACTH
JI0 JHSA TOJIYYEHHUs] MM OTBETa Ha JAHHBIA 3alpoC M HE YYUTHIBACTCS IMPHU HMCUYUCIECHHUH CPOKa
JKCIIEpPTH3BI KadecTBa (apMarieBTHUECKOH CyOCTaHIIMHM, HEHCIIOJIB3YeMO TIpH IMPOU3BOJICTBE
JIEKapCTBEHHBIX MPENAPATOB.

(dactp 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 25.11.2013 N 317-D3)

5. OcHOBaHMEM [JIs OTKa3a B HAIPABICHHMH B DKCIEPTHOE YUPEXKACHHUE 3alaHus Ha IIPOBEIICHUE
HKCHEepPTH3bl KadyecTBa YKa3aHHOW B uyacTH | HacTosmed craThM (papmalneBTHUECKOH cyOcTaHIUU
SIBJIIETCS HEIPE/ICTaBICHUE JIOKYMEHTOB, YKa3aHHBIX B YacTU 2 HACTOSIIEW CTaTbU, OTCYTCTBHE
uHpOpMaNKY, TOATBEPXKAAOMEH (akT ymiaTel TOCYAApCTBEHHOW MHONUIMHBI 32 BKIIOYCHUE
(dapmainieBTHUECKON CyOCTaHIIMM, NPOU3BEACHHON [UIsl peaju3ald, B TOCYAapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEICTB, HENPEACTABICHUE 3asIBUTEIIEM B YCTAHOBIEHHBIN CPOK OTBETA HA yKa3aHHBIN
B yacTu 4.1 HacToslIed CTaThbU 3alpoc YMOJIHOMOYEHHOro (elepaJbHOro OpraHa HMCIOJHUTEIbHON
BJIACTU WJIM TIPEJICTaBIIEHUE JIOKYMEHTOB, HE COJEpXKAIUX MCUEPIBIBAIOIIECTO MEPEUHs] HEOOXOIUMBIX
CBEICHUM.

(uactp 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenne nsATHamuaTH paboOyMX JHEH CO JHS MOJYYEHHUS DELIEHUS YIMOJIHOMOYEHHOTO
(henepalbHOTO OpraHa UCIOJIHUTEIILHON BJIACTH O HAIMPABJIECHUU B DKCIIEPTHOE YUPESKICHHUE 3aJaHUs HA
MPOBEJICHUE SKCIEPTU3bl KauyecTBa yKa3aHHOW B yacTu | Hacrosimed cTaThl (papMareBTHYECKON
CyOCTaHIIMH 3asBUTEIH MPEJCTABISIET B OKCIIEPTHOE YUPEKICHUE JJIs POBEACHUS TaHHOM SKCTIEPTU3HI
o0Opa3ipl  (hapMareBTHUECKOH CyOCTaHIIMM B KOJIWYECTBE, HEOOXOJUMOM I BOCIPOU3BEICHUS
METOJIOB KOHTPOJIS KauecTBa. DKCIIEPTHOE YUPEIKICHHE MTPH MOTYUSCHUH 00pa3IloB yKa3aHHOH B yacTu |
HacTOSIIEH CTaThi (hapMaIeBTUUECKON CyOCTAHIIMM BBIJIACT 3asIBUTEIIO JOKYMEHT, MOITBEPIKIAFOIIII
MOJIy4YeHUE STHUX O0O0pas3loB, U B CPOK, HE IMPEBBIMIAMOIINN TpeX pabodyux HHEH, yBEAOMIIICT B
JNEKTPOHHOW WM TMHCBMEHHOM ¢opmMe 00 3TOM yINOJHOMOYEHHBIM (QenepalbHblii  oprax
WCIIOJTHUTENIbHON BIIACTU. DTU CPOKHU HE BKIIIOUAIOTCS B CPOK MPOBEJICHUS JAHHON SKCIIEPTU3BI.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-D3)

7. JIOKyMEHTBI, IOCTYIIUBILINE B KCIIEPTHOE YUPEKACHHUE JUIS MPOBEICHUS DKCIIEPTU3bI KAYECTBA
yKa3aHHOM B yacTu | Hacrosimed craTbu (hapMaleBTHUECKON CyOCTaHIMM, MOAJIekKAaT BO3BpaTy B
YIOJIHOMOYEHHBIN (hefiepabHblii OpraH MCIOJIHUTEIbHON BIACTH OJHOBPEMEHHO C 3aKIFOYEHUSIMH 110
pe3ysbTaTaM NpOBEICHHON SKCIIEPTU3HI.

8. B CpOK, HC HpeBLIH_IaIOH_IHﬁ IISTH pa6oqnx JHEH co IHSA MOJIYYCHHA 3aKJIHOUCHUSA KOMUCCHUU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

HKCHEPTOB MO pe3yibTaTaM »JKCHEPTU3bl KayecTBa YKa3aHHOM B dYacTM | HacTosmed CTaTbu
(bapMareBTHUECKON CyOCTaHIMH, YITOJTHOMOUYEHHBIN (pe/iepaibHbIi OpraH UCTIOIHUTEIbHON BIACTH:

1) ocymiecTBIsIET OLEHKY TAKOTO 3aKJIIOUYEHUs JJIsi ONPEACIICHUs] €r0 COOTBETCTBUS 3a/IaHUI0 Ha
MPOBEICHUE JAaHHON YKCIEPTU3BI;

2) mnOpuvHUMaeT pelleHHe O BKIOYEHMM YKa3aHHOM B 4acTu | Hacrosied crarbu
(bapManeBTHUECKON CyOCTaHLIMU B TOCYJApPCTBEHHBIN peecTp JIEKApCTBEHHBIX CPEACTB WIM pelieHre 00
OTKa3€ B TAKOM BKJIFOUYEHUU;

3) BHOCUT MNpHU NPHUHATUU PEUICHHS O BKJIIOUYEHHWH YKa3aHHOM B yacTH | HacTosed cTaTbu
¢dapManeBTHUECKOW ~ CyOCTaHIIMM B TOCYAAapCTBEHHBIH  PEECTp  JEKAPCTBEHHBIX  CPEICTB
MPEAYCMOTPEHHYIO0 dacThio 2 cratbu 33 Hacrosmero DenepanbHOro 3akoHa HWHPOPMALMIO |
YBEZOMJISIET 00 3TOM B 3JIEKTPOHHOM MJIM MUCbMEHHOM QopMme 3asBUTEINS.

(B pen. deaepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-03, o1 27.12.2019 N 462-D3)

9. OcHoBaHMeM g OTKa3a BO BKJIOYEHUM YKa3aHHOM B dYacTM | HacTosmied CTaTbu
(dapmaineBTHUECKON CYOCTaHIIMM B TOCYJIApPCTBEHHBIN peecTp JIEeKApCTBEHHBIX CPEICTB SBISETCS
3aKJIFOUYEHHE COOTBETCTBYIOIIETO YIIOJIHOMOUYEHHOTO (heJepaabHOr0 OpraHa MCIOJHUTEIBHON BIIACTH O
TOM, 4YTO Ka4€CTBO q)apMaHCBTquCKOﬁ Cy6CTaHHI/II/I HEC HOI[TBep)K[IeHO HOJ'Iy‘IGHHI)IMI/I JaHHBIMH.

(gactp 9 BBeaeHa denepanbHbiM 3akoHOM OT 22.10.2014 N 313-d3; B pen. DeaepanbHOrO 3aK0HA OT
04.06.2018 N 140-®3)

10. He nomyckaercsi BKJIIOUYEHHE B TOCYAApCTBEHHBIH pPEECTp JEKApCTBEHHBIX CPEACTB OHOMN
(dapMarieBTHUECKON CyOCTaHIIMU, MPOU3BEACHHON JUIsl pealn3allii U BBITYCKaeMON OJHUM U TEM XKe
IPOU3BOAUTENIEM, B BUJE ABYX U 00JI€€ peecTPOBBIX 3aIHCeil.

(uactp 10 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

11. BHeceHne W3MEHEHMI B JIOKYMEHTHI Ha (hapMarieBTUYECKYI0 CYOCTaHIUIO, TTPOU3BEICHHYIO
JUISL pean3aliii U BKIFOYEHHYIO B TOCYJIapCTBEHHBIN PEECTpP JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBIISICTCS
B mopsake, ycraHoBieHHOM crTaTbiMmu 30 u 31 Hacrosimero ®enepalbHOrO 3aKOHA, C YIUIATOMN
FOCYJIapCTBEHHOW IOUUIMHBI, INPEIyCMOTPEHHOW 3aKOHOJATeNbCTBOM Poccuiickon Penepauuu o
Hajorax u coopax.
(uactp 11 BBenena @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

12. Jlonyckaetcst oOpaiienne hapMareBTHUECKUX CyOCTaHIIMMA, IPOU3BEACHHBIX JIJIsl peaTu3alliH,
B TEUEHHE CTa BOCBMMJIECATH IHEH 10 W IMOcIiie MPUHATHS YIOJTHOMOUYEHHBIM (eiepalibHBIM OpraHOM
WCIIOJHUTENILHON BJIACTH pElIeHHs] O BHECEHMHM H3MEHEHHH B JOKYMEHTHI Ha (apMalleBTUUECKYIO
CyOCTaHIMIO, TPOM3BEACHHYIO Ui pealn3allid W BKIIOYEHHYIO B TOCYJApCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEJICTB.
(uactp 12 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

13. Pemienne 00 WUCKIOYEHMH W3 TOCYAapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEICTB
(bapManeBTHUECKONH CyOCTaHLMH, NMPOU3BEICHHON s pealn3aluy, NPUHUMACTCS YHOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIIOJIHUTENBHON BIIACTH B CIIyYae:

1) mpenctaBieHHS ~ COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  ()eepalbHBIM  OpPTaHOM
WCTIOJTHUTEJIBHOM BJIACTH 3aKJIIOUEHUS O PUCKE WM 00 Yrpo3e *KH3HH WU 30POBBIO YeJIOBEKa JHO0
YKUBOTHOTO TIPH MCTIOJIB30BAHUH JIEKAPCTBEHHOTO CPEJICTBA;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

2) mojauu pa3pabOTUMKOM JIEKAPCTBEHHOTO CPEACTBA WM MPOU3BOAHUTENEM JIEKaPCTBEHHOTO
cpeacTBa MO0 YIOJTHOMOYEHHBIM UMHU JIPYTHM IOPUAMYECKAM JTUIIOM 3asBICHUS 00 MCKIIOYCHUU W3
rOCy/IapCTBEHHOI'O peecTpa JEKapCTBEHHBIX CPEICTB (papMalneBTUIECKON CyOCTaHIIMH, TIPOU3BEICHHON
JUIS peain3aluu;

3) oTcyTcTBUS (hapMaIeBTUUECKONW CyOCTaHITNH, IPOU3BEACHHOM JIJIsl pean3alii, B OOpaIieHu B
Poccuiickoit deneparuu B TeUCHUE TpexX U Ooee JieT.
(uacts 13 BBegena deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

Cratba 35. Ytpatuna cuny ¢ 1 uwona 2015 ropa. - ®epepanbHbii 3aKOH OT
22.12.2014 N 429-93.

Cratba 36. OGxanoBaHue pelweHUs o060 OTKaze B BblAaye paspelleHuMs Ha
npoBeAeHMe KIIMHUYECKOro uccrnenoBaHUA JleKapCTBEHHOro rnpenapara, pewweHusi o6
OoTKasze B rocyAapCTBEHHOW perncrpauvu rieKkapCTBEHHOro npenapara, 3aknoyeHusi
KOMMCCUM IKCNEPTOB IKCMEPTHOIrO yUYpeXAEeHUs UNKU 3aKNYeHUsi coBeTa No 3TUKe

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Perienue cooTBETCTBYIOIIETO YIOJIHOMOYEHHOIO (heIepajbHOIO OpraHa MCIOJHUTEIbHON BIACTH
00 OTKa3ze B BblJaye pa3pelIeHUs Ha NpPOBEIEHHE KIMHUYECKOrO HCCIEeIOBaHUS JIEKAPCTBEHHOTO
npernapara, pelleHHe YKa3aHHOro (efepalibHOrO OpraHa MCIOJHHUTEIbHOM BiIacT 00 OTKase B
rOCYJapCTBEHHON PpErucTpaluy JICKapCTBEHHOIO IIpenapaTa, 3aKiII04eHHE KOMUCCHUHM DSKCIEPTOB
OKCICPTHOI'0 YUPCKIACHHUA WM 3aKIOYCHHUE COBETA IO 3TUKE MOXKET OLITHL 00’KaJI0BaHO B IopsAaKe,
YCTAHOBJIEHHOM 3aKOHOJAaTenbCcTBOM Poccuiickoit @Penepanuu. 3aKIOYEHHUE KOMHCCHHM HKCIIEPTOB
9KCHEPTHOTO YYPEXKJCHHUS O B3aUMO3aMEHSEMOCTH JIEKAPCTBEHHBIX IPENaparoB Uil MEIUIMHCKOTO
IPUMEHEHU JINOO0 O TOM, YTO JISKApCTBEHHBIN Mpenapar Ui MEIULIMHCKOTO IPUMEHEHHS HE SIBIISIETCS
B3aMMO3aMEHSAEMBIM, MOXXET OBbITh 00KaJOBaHO JepiKaTeleM WM BIAACIbIEM PErHCTPAllMOHHOTO
yIOCTOBEPEHUS JIGKAPCTBEHHOTO Mpemnaparta B YIIOJTHOMOUYCHHBIN (heiepanbHblid OpraH HCIIOJTHUTETHHON
BJIaCTH, KOTOpBIfI IMPUBJICKACT K PACCMOTPCHHUIO yKaSaHHOﬁ JKaJIOOBI MOABCAOMCTBCHHBIC €EMY HAYYHBLIC
OpraHu3anMy | 00pa3oBaTeIbHBIC OpPraHU3alMM  BBICHIETO OOpa30BAaHUSA, OCYILECTBIIAIOLINE
NeSITeNbHOCTh B cdepe oOpallleHHs JIEKapCTBEHHBIX CPEACTB. 3aK/IIOYEHHE KOMHCCHU 3SKCIEPTOB
HKCHEPTHOTO YUpeXkAEHUs, O(GOpPMIEHHOE [0 HMTOraM MEepecMOTpa O00KaJIOBAaHHOTO 3aKIFOUYEHUS
9KCIEepPTa, MOXKET OBITh OCIOPEHO JepiKaTelieM WU BIIAJENbIEM PEruCTPAMOHHOTO YA0CTOBEPEHUS
JICKApCTBCHHOTI'O IIpCriapara 100 YOOJIHOMOYCHHBIM HWMHU JIMOOM B TOPAAKE, YCTAaHOBJICHHOM
3akoHoaarenbcTBOoM Poccuiickoit ®enepaunu. Ilpu oOkanoBaHMM peLIEHUS YHOJHOMOYEHHOI'O
(enepanbHOrO OpraHa HCIHOJIHUTENBHOM BIIACTH, 3aKIIOYEHHs OSKCIEpTa WIM KOMHCCHU HKCIEPTOB
9KCIEPTHOTO YUPEKACHUS, 3aKII0UEHUS COBETA 10 3TUKE JiepKaTelb WU BiIaJelel] PEruCTPalliOHHOTO
yIIOCTOBEpEHHsI JIEKAPCTBEHHOI'O Ipernapara JMOO0 YMOJIHOMOYEHHOE MMH JIMLO BIpaBe NPEICTaBUTh
pe3yJIbTaThl 3KCIEPTU3bl JIEKAPCTBEHHOI'O Ipenapara, MPOTOKOJbl MOJYyYEHHBIX aKKpEAUTOBAHHBIMH
UCTIBITATEIBHBIME J1a00paTOPUAMH (LIEHTPAMH) PE3YIHTATOB UCCIICAOBAHMM, UCTIHITAHUH.
(B pen. ®exnepanbHoro 3akona ot 27.12.2019 N 475-03)

Cratba 37. UHdopmauusa, cBfA3aHHaA C ocywecTBNeHUWeM rocyaapcTBeHHOW
perucTpaumm rneKkapcTBeHHbIX npenapaTtoB, MHdOpMauus O 3aperMcTpupoBaHHbIX
nekapcTBeHHbIX fMpenaparax W JfeKapCTBEeHHbIX MpenapaTtax, WCKMIOYEHHbIX U3
rocyfapcTBeHHOro peecTpa fiekapCTBeHHbIX CpeaAcTB

1. CooTBeTcTBYIOUIMI yHOJHOMOYEHHBIM (enepanbHblii OpraH HCHOJHUTENIBHON BIIACTH
pasMmemaer Ha cBoeM oduIUaTbHOM caiite B cetd "MHTepHer" wuHGOpMAIMIO, CBS3aHHYIO C
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

OCYIIIECTBIICHUEM T'OCYIAapCTBEHHONW pErHCTPalliu JIGKAPCTBEHHBIX TpEnapaToB, B TOM YHCIC
MPOBEJICHUEM OKCIIEPTU3bl JIEKAPCTBEHHBIX CPENCTB (BKIIOYAs pE3yJNbTaThl €€ TMPOBEACHMUS),
nH(OPMAIIMIO O 3apErMCTPUPOBAHHBIX JICKAPCTBEHHBIX IMpenaparax M JICKApPCTBEHHBIX IperapaTax,
WCKITIOYCHHBIX M3 TOCYJapCTBEHHOTO PEeCcTpa JCKAPCTBEHHBIX CPEJICTB, HE MO3JHEE YeM 4Yepe3 IATh
paboumx JHEH CO JHS TOJydYeHUS YIOJTHOMOYCHHBIM (elepaIbHbIM OpraHOM UCTIOJHUTEILHOW BIACTH
COOTBETCTBYIOIIECH HHPOPMAITHH.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, o1 02.08.2019 N 297-D3)

2. Cpoku W TOPSIOK pa3MeIleHUs yKa3aHHOW B dactu | Hacrosimed cTatbu WHGOpMAaNUU
YCTaHABIMBAIOTCS YIIOJTHOMOYCHHBIM (De/iepanbHbIM OpraHOM UCTIOTHUTENbHOUM BracTH. MHbopmanus,
yKa3aHHAs B 4acTH | HACTOSIIECH CTAThbH, SIBJISCTCS OTKPBITOH M OOIIEAOCTYITHON W MPEAOCTABISICTCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBUU C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu.

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Mnasa 7. KIIMHWYECKUE UCCINIEAOBAHUA JIEKAPCTBEHHbIX
NPEMAPATOB AJ1A MEANLUMWHCKOIO NPUMEHEHUA, OrOBOP
Ob UX NMPOBEAOEHUN, NPABA NALUMEHTOB, YHACTBYIOLLUX
B 3TUX UCCINTIEAOBAHUAX

Cratba 38. KnuHuyeckue wuccnepoBaHus JNIeKapCTBeHHbIX npenapatoB AnAd
MeaAULUHCKOro npumMmeHeHusA

1. KJ'II/IHI/I‘ICCKI/IG HCCJICAOBAHUA J'IeKapCTBCHHI)IX npenapaTOB 11 MEOUITMHCKOT O HpI/IMeHeHI/Ifl, B
TOM YUCJIIC Me)K)IYHaPOJIHI)Ie MHOFOH@HTpOBI)Ie, MHOFOHGHTPOBI)IG, HOCTpeFI/ICTpaHI/IOHHBIe, HpOBO)IfITCSI
B OJTHOM WJIM HECKOJIBKUX MEIUIIMHCKUX OPTaHM3aIlMsAX B COOTBETCTBHM C MIPABWIAMH HaJJIeXKaIei
KIIMHUYECKOU MPAKTUKH, YTBEPXKIEHHBIMU YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPTaHOM HCTIOHUTEIHHON
BJIACTH, COOTBETCTBEHHO B CJICIYIOLIUX LIEJIAX:
(B pen. @enepanbuoro 3akona ot 22.12.2014 N 429-D3)

1) ycranoBieHne 0€30MACHOCTH JIEKAPCTBEHHBIX MPEMApaToB U 3I0POBBIX JTOOpPOBOJBLEB U
(W) TMEepeHOCUMOCTH HX 3J0POBBIMU JOOPOBOJIBIIAMH, 32 HWCKIIOYCHHEM TaKUX HWCCIEAOBaHUI
JIEKApCTBEHHBIX IPENapaToB, IPOU3BEACHHBIX 3a npeaenamu Poccuiickoit @enepanny;

2) noa0dop ONTUMANBHBIX JO3UPOBOK JIEKAPCTBEHHOTO Mpenapara 1 Kypca JIeUeHUs AJ1s TaleHTOB
C OMNpe/eJCHHBIM 3a00JIeBaHUEM, ONTHUMAIBHBIX J03 M CXEM BaKIMHAIMKM UMMYHOOHOJOTHMYECKUMHU
JIEKapCTBEHHBIMH IIpeTapaTaMy 310pPOBBIX JOOPOBOJIBIICE;

3) ycraHoBieHHE O€30MaCHOCTH JIEKAPCTBEHHOTO Tmpemapara W ero 3hdekTuBHOCTH A
MallHEeHTOB c OTpEeIETICHHBIM 3a00JIeBaHUEM, npodumaKTHIecKon 3¢ (HeKTUBHOCTH
MMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB s 310pPOBBIX JOOPOBOJIBIIEB;

4) wu3y4eHHWE BO3MOXKHOCTH pACHIMPEHUS TIIOKa3aHWH JUIS MEIUIIMHCKOTO TPUMEHEHUS |
BBISBJICHUSI paHEe HEU3BECTHBIX ITOOOYHBIX JCHCTBHHA 3apETMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX
IperapaToB.

2. B oTHOmEHWHM BOCHPOM3BEICHHBIX JIEKAPCTBEHHBIX MPEMapaToB [UIsi MEAUIITHCKOTO
MPUMEHEHUS  TIPOBOJSATCS  WCCIAEAOBAaHUS  OMOPKBUBAJICHTHOCTH W (WJM)  TEPANeBTHYECKOM
SKBUBAJIEHTHOCTH B  MOPSJIKE, YCTAHOBJIEHHOM YIOJHOMOYEHHBIM (elepaJbHbIM  OpraHOM
HCIIOJIHUTENIBHOU BJIACTH.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

3. OpFaHI/ISaHI/II-O IMMPOBCACHUA KIMHUYCCKUX 5 (e03) (1 (0): T:D 2070 JICKApCTBCHHOT'O TIIp€liapara I
MCIAUIIUHCKOI'O IPUMCHCHUS BIIPABC OCYIICCTBIIATD:

1) pa3pa®oTumK JIeKapcTBEHHOT'O IpenapaTa WiH yIIOJIHOMOYEHHOE UM JIUIIO;

2) o0Opa3oBaTelbHBIE OPTaHM3AIMK BBICHIETO OOpa30BaHUs, OpPraHU3AIMH JIOMOJHHUTEIBHOTO
poeCCUOHAIIBHOTO 00pa30BaHU;
(. 2 B pen. @enepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

3) HAY4YHO-UCCJIICAOBATCIIbCKUC OpTraHU3allnu.

4. KnuHHuYecKre HUCCEeIOBAaHMs JIEKapCTBEHHOIO Mpernaparta il MEIULUHUHCKOTO MPUMEHEHUS
MPOBOJSATCS HA OCHOBAHHMM PA3pPELICHUSI HA MPOBEACHUE KIMHUYECKOTO UCCIEA0BAaHMS JIEKAPCTBEHHOIO
mperapaTta, BBIJAHHOTO YIOJHOMOYCHHBIM (efepalbHbIM OpPraHOM HCIIOJIHUTEIBHOH BIIACTH.
YronHOMOYEHHBIH  (eepaibHBIi  OpraH UCIOJHUTEIBHON BIIACTU BEICT PEECTP BBIIAHHBIX
pa3pelieHuii Ha IPOBEACHHE KIMHUYECKUX MCCIIEOBAHUK JIEKAPCTBEHHOI'O Ipernapara, COAepKallui
yKa3aHUe Ha UX LEeJb WIH LIeJIU, B YyCTAHOBIEHHOM 3TUM OPTraHOM MOpPSJIKE.

(B pen. @eaepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-D3, ot 13.07.2015 N 241-D3)

5. ¥Yrpartun cuny ¢ 1 utons 2015 roxa. - @enepanbublil 3akoH oT 22.12.2014 N 429-03.

6. K opranuzanuu npoBeieHUsS KIMHUYECKUX HCCIIEIOBAaHUM JIEKapCTBEHHOI'O IpernapaTa Ul
MEIUIMHCKOTO MPUMEHEHHUS pa3pabOTUYMKOM JIEKApCTBEHHOTO IIpernapaTa MOTYT HpPUBIEKaThCS
IOpUAMYECKUE JIMIa JII00OM OpraHm3allMOHHO-IPaBOBOM (GOpMBI MpU  YCIOBHUM OOecreueHus
COOTBETCTBUS 3TUX HCCIEAOBaHUN TpeOOoBaHUSIM HacTosero deaepanibHOro 3aKoHa.

Koncynprantllntoc: npumeuanue.

B nHacrosimiee Bpemsi AEMCTBYIOLIMM 3aKOHOAATEILCTBOM HE YCTAHOBIJIEH MOPSAOK aKKpeAUTaLUU
MEAMIMHCKUX OpraHM3alliii Ha MpaBO MPOBEACHUS KIMHUYECKUX HCCIEIOBAHUN JIEKapCTBEHHBIX
npenaparoB s MeauuuHckoro npumeHenus. Jlo 01.01.2021 nedictBoBanmo lloctaHoBiieHHe
[TpaButensctBa PO o1 03.09.2010 N 683.

7. KilMHM4YeCKHe MCCIIeIOBaHUs JIEKAPCTBEHHBIX MPENApaToB I MEIULIHMHCKOTO NPUMEHEHUS
MPOBOAATCS B MEIUIIMHCKUX OpraHU3alUsaX, aKKpEAUTOBAHHBIX YIIOJIHOMOYEHHBIM (eaepaibHbIM
OpPraHOM MHCIIOJIHUTEIBHOW BJIACTH B MOPsAKe, ycTraHoBIeHHOM IIpaButensctBoM Poccuiickon
denepanuu.

8. IlepeueHb MEAMIIMHCKUX OpraHU3alUdid, MMEIOLIMX [PaBO MPOBOAUTH KIMHUYECKUE
HCCIE0OBaHMUs JIEKAPCTBEHHBIX MPEMapaTroB Il MEIUIIMHCKOTO MPUMEHEHUS, U PEECTP BbIJIAHHBIX
paspenieHud  Ha  TPOBEIEHHME  KIMHUYECKHX  HUCCJICIOBAHMM  JIEKAPCTBEHHBIX  MPEMapaToB
OMyOJIMKOBBIBAIOTCS M PAa3MENIAIOTCS YIIOJHOMOYEHHBIM (peepalbHbBIM OpPraHOM HCIOJHUTEIHHOMN
BJIACTH B YCTAHOBJICHHOM MM IOPSAKE HA CBOEM OpHUITMAILHOM caiiTe B ceT "MHTepHeT".

CraTtba 39. PeweHne o npoBeAeHMU KITMHNYECKOro uccrnenoBaHus fieKapCTBEHHOro
npenapara ans MeguUUHCKOro npuMeHeHus
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Knuanueckoe HUCCIICAOBAHUC JICKAPCTBCHHOT'O IIpfriapara I MCAUIHUHCKOIO IPUMCHCHUA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

MMPOBOAUTCS Ha OCHOBAHWU PA3PCUICHUS HA ITPOBCACHNUEC KIIMHUYCCKOTO UCCICAOBaHUA JICKAPCTBEHHOT'O
npemnapara, BbLAAHHOIO YIOJHOMOYCHHBIM (bez[epanLHHM OopraHomM HUCIIOJIHUTEIBLHOM BIIACTH 110
pe3yibTaTaM SKCIICPTHU3bl NOKYMCHTOB, HCOGXOI[I/IMLIX IJId MOJIYUCHHA PAa3spClICHHA Ha ITPOBCACHUC
KIIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBCHHOT'O IIpCIriapara u ATHYECKOM OKCIICPTUIEI.

2. lns monydeHHs pa3pellieHrs Ha MPOBEJEHHE KIMHUYECKOTO HCCIEAO0BaHUS JIEKapCTBEHHOI'O
mpenapara Ul MEIULMHCKOTO IPUMEHEHMsl 3asBUTENb [PEJACTaBIA€T B  YIOJHOMOYEHHBIN
(benepanbHbIi OpraH UCIOJHUTEIBHOMN BIIACTH:

1 ) 3ad4BJICHUC O BbIAA4YC PA3pClICHHUA Ha IMPOBCACHUC KIIMHUYCCKOrO HCCICAOBAaHUA
JICKApCTBCHHOTO IIperiapaTa JJIs1 MCIUIUHCKOI'O IPUMCHCHUS

2) KONUU JOKYMEHTOB, MOJATBEPIKIAIONINX YIUIATy TOCYJapCTBEHHOM IOIUIMHBI 32 MPOBEICHUE
ATHUYECKOH SKCIEPTHU3bI, IKCIEPTHU3Bl JIOKYMEHTOB Ha JICKApPCTBEHHBIM IpermapaTr JUIisl TONyYeHUs
paspelicHuss Ha TMPOBEJACHHWE KIMHUYECKOTO KCCICIOBAaHUS JIGKAPCTBEHHOTO Iperapara s
MEJIMIIMHCKOTO TPUMEHEHUS, 32 BbIJauy pa3pelieHHss Ha TPOBEICHUE KIMHUYCCKOTO HCCIICIOBaHUS
JIEKapCTBEHHOTO Mpernapara Jijis MeJUIIMHCKOTO IPUMEHEHHs, 32 MPOBEICHUE IKCIIEPTU3HI TOKYMEHTOB
Ha JICKAPCTBEHHBIN TIperapar Hjs TMOJNyYeHHUs pa3pelieHdss Ha MPOBEICHUE MEXKIyHAPOIHOTO
MHOTOIICHTPOBOTO KJIMHMYECKOTO WCCIICIOBAHMS JIGKAPCTBEHHOTO Tpernapara Juisi MEIUIUHCKOTO
NMPUMEHEHHS, 3a BbIIady pa3pelieHus Ha TMPOBEACHHE MEXKIYHAPOTHOTO MHOTOIIEHTPOBOTO
KIIMHAYECKOTO HCCIICIOBaHMs JIGKAPCTBEHHOTO Tperapara Uisi MEJAWIUHCKOrO TPUMEHEHUs, 3a
MPOBEJICHUE 3TUYECKON SKCIEPTU3bI, AKCHEPTH3bI JOKYMEHTOB Ha JICKAPCTBEHHBIM Mpenapar s
MOJTyYEHHUsI pa3pellieHusl Ha TMPOBEACHUE TOCTPETUCTPAIMOHHOTO KIMHHYECKOTO HCCIeI0BaHuUs
JIEKapCTBEHHOT'O TperapaTa il MEAUIIMHCKOTO MPUMEHEHHS, 32 BbIIady pa3pelieHus] Ha TPOBEICHHE
MMOCTPETHCTPAIIMOHHOTO KIIMHHYECKOTO MCCIIEAOBAHUS JICKAPCTBEHHOTO Tperapara Il MeIUINHCKOTO
MIPUMCHCHHS,

(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

3) IMPOTOKOJ KIMHHUYCCKOIO HUCCICAOBAHUSA JICKAPCTBECHHOI'O IIpe€riaparta i MEAUIUHCKOIO
MIPUMCHCHUS

4) Oporropy McciIea0BaTeNs;
5) nH(OpMAITOHHBIH JTUCTOK NAIUEHTA;

6) cBemeHusi 00 OMBITE PabOTHI UCCIEAOBATENICH MO COOTBETCTBYIOIIUM CIICIIMAIBHOCTSIM U HX
OITBITE PAOOTHI IO MPOBEICHUIO KIMHUYECKUX HUCCIICIOBAHMIA,

7) cBeneHWs O MEOUIIMHCKUX OpraHu3aluaXx, B KOTOPBIX NPEAINojiaraercs IMpOBEIeHUE
KJIIMHUYECKOTO MCCIIEIOBAHUs JIEKAPCTBEHHOIO IMpemnapara A MEIULIUHCKOr0 MpUMeHEeHUs (TI0JTHOE U
COKpAaIlleHHOEe HAMMEHOBaHWsS, OPraHW3allMOHHO-TIpaBoBas (OpMa, MECTO HAXOXKICHHS U MECTO
OCYIICCTBIICHUS JEATSIBHOCTH, TeledoH, Tenedakc, aapec IIEKTPOHHON MOYTHl KKIOW MEIUIINHCKON
OpraHu3alln);

8) CBCIACHUA O IpcArnojaracMblX CpoOKax IIPOBEACHHA KIMHHYECKOI'O  HCCIICAOBAaHUA
JICKApCTBCHHOTO IIpenapaTa i1 MECAUIHUHCKOT'O IPUMCEHCHUS

9) KOIIMIKO OO0T0BOpa 00513aTEeNBLHOTO CTpaxoOBaHHA, 3aKJIIFOUCHHOTO B COOTBCTCTBHUU C THUIIOBBIMU
IpaBuJiaMn 00513aTEIILHOTO CTpaxoBaHHid, C YKa3aHHUCM HpGI[GJIBHOfI YHUCJICHHOCTH IIallMCHTOB,
Y4aCTBYIOIIMX B KIMHUYCCKOM HCCIICAOBAHWH JICKAPCTBCHHOTO IIpfriapara I MCAUIHUHCKOIO
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NIPUMCHCHUS
10) I/IH(I)OpMaI_II/IIO 0 COCTaBC JICKAPCTBCHHOI'O ITpC€riapaTta it MCAUIIUHCKOTO ITIPUMCHCHU A,

11) NOKYMEHT, COCTaBJIEHHBIH MPOU3BOAUTEIEM JIEKAPCTBEHHOI'O IpenapaTa il MEIULUHCKOIO
MPUMEHEHUS U COJAEpXKalllui IMOoKa3zaTeNnH (XapaKTepUCTHKH), a TAaKK€ CBEJICHHUS O JIEKAPCTBEHHOM
mpernapaTe s MEAMIIMHCKOIO TPUMEHEHMsI, TPOU3BEACHHOM Ui IPOBENEHUS KIMHUYECKUX
HCCIIEJOBAHMIA;

12) cBepeHus o Aare MpeloCTaBICHUS U PETUCTPALIMOHHOM HOMEpE JHUIIEH3UH Ha MPOU3BOACTBO
JIEKAPCTBEHHBIX CPEJCTB B CIIy4ae, €CIU MPOU3BOJICTBO JIEKAPCTBEHHOTO MperapaTa OCyIIECTBISETCS B
Poccuiickoit @enepauuu, WIM CBEICHUS O JaTe€ NPEAOCTABICHUS W PETrMCTPALMOHHOM HOMEpE
3aKIIOYEHUsT O COOTBETCTBUU TPOU3BOJUTENS JIEKaPCTBEHHOIO TMpernapata TpPeOOBaHMSIM TpaBUII
HaJIeKaIeld MPOU3BOJICTBEHHOW MPAKTHKH, MPETOCTABICHHOTO YIOJHOMOYEHHBIM OPTaHOM CTPaHBI
MIPOM3BOIUTENIS JIEKAPCTBEHHOTO Tpernapara.

(B pen. ®enepanbHbix 3aKk0HOB OT 04.06.2018 N _140-D3, o1 27.12.2019 N 478-D3)

2.1. B cnyyae HempenCTaBlIeHUs C 3asBICHHEM O BbIJaue pa3pelleHuss Ha MPOBEJCHHE
KIMHUYECKOTO  HCCIICZIOBAaHUS  JIGKAPCTBEHHOTO TMpermapara Uil  MEIMIMHCKOTO TPUMEHEHUS
JOKYMEHTOB (CBEICHUII), TMOATBEPXKIAIOIINX YIUIATy TOCYJapCTBEHHOW TONUIMHBI W YKa3aHHBIX B
MyHKTE 2 YacTH 2 HACTOSIIEH CTAaThH, a TaKXKe BBHIAABAEMBIX (TIPEIOCTABISEMBIX) YITOJHOMOYCHHBIMHU
(benepanbHBIMU OpraHaMy MCIOJIHUTEIBHON BJIACTH JOKYMEHTOB (CBEICHUH), yKa3aHHbIX B IyHKTe 12
YacTH 2 HaCTOSIIEH CTaThbHM, YIOJHOMOUYEHHBIH (efepasbHblii OpraH HCHOJIHUTENBHOM BIACTH
3alpalIBaeT yKa3aHHbIC TOKYMEHTHI (CBEICHHs) B MOPSAKE MEXBEIOMCTBEHHOIO MH(POPMALMOHHOTO
B3aUMOJICHCTBUS.

(uacts 2.1 BBeneHa PenepanbHbIM 3aK0HOM OT 27.12.2019 N 478-D3)

3. B cpok, He npeBbIIamui IATH paboynX JHEH co IHSA MPHUHITHUS YKa3aHHOTO B IyHKTE | yacTu
2 HACTOSILLEH CTAaThU 3asBJICHUS U HEOOXOAUMBIX JOKYMEHTOB, YIIOJHOMOUEHHBIH (hefepalibHblil OpraH
HCIIOJIHUTENIBHOH BJIACTH:

1) MMPOBOAUT MPOBCPKY MOJIHOTHI U TOCTOBCPHOCTU CBGHGHHﬁ, COACPpKAINXCA B MPCACTABICHHBIX
3asABUTCIICM JJOKYMCHTAX,

2) NpUHHUMAaET pelIeHHEe O MPOBEACHUH IKCIIEPTU3bl JOKYMEHTOB Ul MOJyUYEHUs pa3perieHus Ha
MIPOBEACHUE  KIMHUYECKOIO HCCIENOBaHUS JIEKApCTBEHHOIO IIpenapara il MEIUIMHCKOTO
IIPUMEHEHUS U 3TUYECKOM SKCIepTU3bl WM 00 OTKa3€e B IPOBEICHUH YKa3aHHbBIX IKCIIEPTH3;

3) yBemomiseT B 3JEKTPOHHOM (hopMe WM Ha OyMa)kKHOM HOCHUTENE 3asBUTENS O MPUHITOM
pereHny 100 B Cilyyae MPUHSITHS PELICHUs 00 0TKa3e TakKe C yKa3aHHUEeM MPUYHH TaKOTo 0TKAa3a;

4) MOAroTaBIMBA€T M HAIpPABISET B AKCIEPTHOE YUYPEKICHHUE W COBET MO ITHUKE 3aJaHUE Ha
MIPOBEJIEHUE COOTBETCTBYIOLIUX IKCIIEPTH3.

4. B ciiydae BBISBIICHUSI HETIOJHOTHI U (MJIM) HEJOCTOBEPHOCTH MH(OpPMAIUU, CoJepKalieiics B
IIPEJCTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIIOJHOMOUYEHHBIH (peepanbHblii OpraH MCIOJHUTEIbHON
BJIACTHU HAIpaBJIET 3asBUTEIIO 3apOC 00 YTOUHEHUH yKa3aHHOW nHpopManuu. JJaHHbII 3anpoc MOKeT
OBITH Tepe/laH YIMOJIHOMOYEHHOMY MPEJCTABUTEINIO 3asBUTENS JIMYHO IOJ PACIHCKY, HAlpaBlieH MO
MOYTE 3aKa3HBIM MMUCHMOM WJIHM NIEPEAaH B AIEKTPOHHOU (OpME MO TEICKOMMYHHUKALMOHHBIM KaHallaM
cBA3U. B cilydyae HampaBieHHs JaHHOIO 3ampoca IO IO0YTE€ 3aKa3HbIM IHCbMOM OH CUMUTAETCs
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MOJIyYEHHBIM 110 UCTEYEHHMHU LIECTH AHEH C AaThl HAIIPABJICHMs 3aKa3HOTO MUChbMa. 3asBUTEIb 0053aH
NPEJCTaBUTh OTBET HA 3alpOC YMOJHOMOUYEHHOTO (eepabHOr0 OpraHa HCIOJHUTEIbHON BIIACTH B
CPOK, HE MPEBHIIIAIONINIA JEBIHOCTa pabounx THEH co aHs ero noixydeHus. Cpok, yKa3aHHBINH B yacTu 3
HACTOSIIIEN CTAThH, IPUOCTAHABIMBAETCSA CO JIHs HAIIPABIICHUS 3asBUTEIIO 3alpOca YIIOIHOMOYEHHOTO
(denepanbHOro opraHa UCIOIHUTEIBLHOM BIACTH A0 JHS MOJyYEHHUS UM COOTBETCTBYIOIIETO OTBETA U HE
YUUTBIBAETCSI IIPU HUCUUCIEHUM CPOKAa IPUHATHA YIOJIHOMOYEHHBIM (elepajbHbIM OpraHoM
HCIIOJIHUTEIIBHOM BJIACTU PELICHUS O MPOBEIECHUU DOKCIEPTHU3bl JTOKYMEHTOB Ul IIOJy4ECHMS
paspelieHuss Ha IMPOBEICHHE KIMHUYECKOTO HCCIENOBaHUSA JIEKAPCTBEHHOIO IIpemapara s
MEJULUHCKOrO IPUMEHECHMUS.

5. OcHOBaHUEM JJIs1 OTKa3a B MPOBEACHUU IKCIEPTU3bI JOKYMEHTOB /ISl OIYYEHUs pa3pereHus
Ha TPOBEICHHE KIMHUYECKOIO0 MCCIEAOBAHMUS JIEKAPCTBEHHOIO Ipenapara Uil MEIUIMHCKOTO
IIPUMEHEHHS W JTUYECKOM DSKCIIEPTU3bl SIBISAETCS INPEACTABICHUE JIOKYMEHTOB, IPELYyCMOTPEHHBIX
YacThI0 2 HACTOSIIEH CTaTbM, B HEMOJHOM OObeMe, HENpe/ICTaBlIeHHE 3asBUTENIEM B YCTaHOBIICHHBIN
CPOK OTBETa Ha YKa3aHHBIA B YacTH 4 HACTOALICH CTaTbU 3ampOC YIMOJIHOMOYEHHOTO (hefepaibHOro
OpraHa MCIOJHHUTEIBHON BIIACTH JHOO OTCYTCTBHE B MPEACTABICHHBIX JOKYMEHTAX MCUYEPIIBIBAIOLIECTO
nepevyHs HeoOXoaAuMoi WHpOpMAMK WM WHPOPMALUU, KOTOpas NOJKHA OBITh OTpaKeHa B HUX, a
TaKk)Ke OTCYTCTBHE HHGpOpMaIuH, MOATBEp)KIAlOe (akT ymiaTel rOCyJapCTBEHHOM MHOLUIMHBEI 3a
IIPOBEJICHUE 3TUYECKOM ODKCIIEPTHU3bI, SKCIIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM Ipernapar A
MIOJIyYEHUS Pa3pelICHUs Ha POBEACHUE KIMHUYECKOTO UCCIE0BaHUs JIEKAPCTBEHHOIO IIpenapara Uit
MEJULUHCKOrO IPUMEHEHHUs], 34 BblJady pa3pelICHHs Ha IPOBEICHHUE KIMHUYECKOIO HCCIIECIOBAHMS
JIEKAPCTBEHHOIO IIpenapara sk MEJULUHCKOTO IIPUMEHEHUs, 3a IIPOBEICHNE SKCIIEPTU3bl JOKYMEHTOB
Ha JIEKapCTBEHHBIM IIpemnapar s [OJYYEHHs pAa3pellieHHs] Ha IPOBEICHUE MEXKIyHAapOJHOTO
MHOT'OLICHTPOBOTO KJIMHMUYECKOIO HCCIEAOBAHMUS JICKAPCTBEHHOIO Ipernapara sl MEIUIMHCKOTO
IIPUMEHEHHUs, 3a BbIJa4y paspeuicHUsA Ha IPOBEACHUE MEXIYHAPOAHOIO MHOIOLIEHTPOBOIO
KJIIMHUYECKOTO0 MCCIIEIOBAaHUs JIEKAPCTBEHHOI'O IIpernapara JUisd MEAULMHCKOrO IIPUMEHEHHs, 3a
MIPOBEACHUE HITUYECKOM DKCIEPTU3bI, KCIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM Ipernapar it
IIOJIyYEHUSI PA3PEIICHHUs] HAa IPOBEACHUE IOCTPETMCTPALIMOHHOIO KIMHUYECKOIO HCCIEIOBAHMS
JIEKAPCTBEHHOI'0 Mpernapara JUisi MEJUIUHCKOIO NMPUMEHEHMS, 3a BblJady pa3pelleHus] Ha MPOBEJICHUE
ITOCTPETUCTPALMOHHOTO KJIMHUYECKOTO UCCIEAOBaHUS JEKapCTBEHHOIO Ipernapara i MEIUIIMHCKOTO
[IPUMEHEHUS.

6. IlpoBeneHue »HKcnepTU3bl JOKYMEHTOB Ul TOJYYEHUs pa3pelleHds Ha MpPOBEJICHUE
KIIMHUYECKOTO HCCIIEIOBAaHUsl JIEKAPCTBEHHOI'O IMpenapara [ MEIUIUHCKOrO NPUMEHEHHUS |
3TUYECKON SKCIEPTU3bI, COCTABICHHE KOMHUCCHEW SKCIEPTOB M COBETOM II0 3THKE 3aKIIOYECHHN O
BO3MOXHOCTH WJIA HEBO3MOKHOCTH MPOBEJACHUS TAKOTO KIMHUYECKOTO0 MCCIEAOBAHUS M HAIpPABJICHUE
9THUX 3aKJIIOUYEHUH B YIIOJHOMOUYEHHBIN (eepalibHbIi Opral UCIIOJHUTEIbHOM BIIACTH OCYIIECTBISIOTCS
B CPOK, HE MPEBBILAIOIUN TPUALATH pabOUMX JTHEH CO JHS IMOJIyYEHHUS DKCIEPTHBIM YUpPEkKICHHUEM
3alaHusl  YIIOJIHOMOYEHHOTO (enepaqbHOr0 OpraHa MCIHOJHUTENbHOM BIACTH C MPHIOKEHHUEM
JIOKYMEHTOB, YKa3aHHBIX B NyHKTax 3, 4, 10 u 11 wactu 2 Hacrosimed cTatbu, U COBETOM IO 3THUKE
3a/laHusl  YIIOJIHOMOUYEHHOTO (penepaqbHOr0 OpraHa WCIOJHUTEIBHOM BIACTH C MPHIOKECHUEM
JIOKYMEHTOB, YKa3aHHBIX B ITyHKTax 3 - 6, 8 1 9 yacTu 2 HACTOSIEN CTAThHU.

7. B cpoK, HE TPEBBIIAIONINHN MATH PabOYMX AHEH CO JTHS MOMYyYCHHsI 3aKITIOYCHUHN, YKa3aHHBIX B
yacTu 6 HACTOSIIEN CTaThH, YIIOJTHOMOYEHHBIN (pe/iepanbHblil OpraH UCIIOJIHUTEIbHON BIACTH:

1) OCYHICCTBJISICT OLCHKY IMOCTYIIUBIINUX 3aKJIIOYCHUM IS OmnpeaAcICHUA HX COOTBETCTBUA
3alaHUsIM Ha MPOBCIACHUC COOTBCTCTBYIOIIUX 3KCIICPTU3;

2) NpUHUMAET pEIICHHE O BBIJAYE PA3PELICHUS HAa MPOBEACHUE KIMHUUYECKOI'O MCCIIEI0BaHUS
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JIEKapCTBEHHOT'O Mpernapara i MEAMLMHCKOrOo NMPUMEHEHHUs WM 00 OTKa3e B BbIJaue yKa3aHHOTO
paspeleHus;

3) BbIIAET pa3pelleHre Ha MIPOBEJCHUE KIMHUYECKOr0 UCCIeI0BaHUs JIEKapCTBEHHOr O IIpenapara
JUIS MEIOUIMHCKOrO MPUMEHEHHs WIM pellleHue 00 OTKa3e B BblJade YKa3aHHOIO pa3pelieHus ¢
yKa3aHUEM IIPUYMH OTKa3a.

8. OcHOBaHMEM MJI OTKa3a B BbIJAY€ pa3pelleHUs Ha MPOBEACHUE KIMHUYECKOIO UCCIIECIOBAHUS
JIEKApCTBEHHOTO IIpernapara il MEIULHUHCKOrO IIPUMEHEHUS SABIIECTCA HAIMYUE 3aKIIFOUEHHS] KOMUCCUU
JKCIIEPTOB WJIM 3aKJIIOYEHHUS COBETa II0 O3TUKE O HEBO3MOXKHOCTH IIPOBEICHUS KIMHUYECKOTO
HCCIIEAOBAHUA JICKAPCTBEHHOI'O Ipernapara Juisi MEJUUUHCKOrO IPUMEHEHHUS 110 pe3ysbTaTam
MIPOBEACHHBIX IKCIIEPTU3, IPEAYCMOTPEHHBIX YACThIO 6 HACTOAIIEH CTAaThU.

9. Pemienue 00 oTKaze B MPOBEIECHUHM IKCHEPTU3BI JOKYMEHTOB JUIsSl MOJIYYEHHS pa3pelieHus Ha
IIPOBEICHUE  KIMHMYECKOTO HCCIEIOBaHMs JIEKAPCTBEHHOIO Ipenapara Uil MEIUIIMHCKOTO
NPUMEHEHUS W 3TUYECKOM SKCIepTHU3bl M B BbIJAaye pa3pellieHuss Ha MPOBEACHUE KIMHUYECKOTO
HCCIIeIOBAaHMS JIEKAPCTBEHHOTO Ipernapara Jilsi MEAULIMHCKOTO MPUMEHEHHSI MOXeET ObITh 00XKalOBaHO
B IIOPSAKE, YCTAHOBIEHHOM 3aKOHOJATENbCTBOM Poccuiickoi @enepannu.

CraTtba 39.1. 3TnYyecKasa aKkcnepTU3a
(BBeneHna deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

1. DTuueckas OKCIICPTHU3a TPOBOAUTCA COBCTOM IIO 3TUKC, CO3AAHHBIM B MOPAJKE, YCTAHOBJICHHOM
YIIOJHOMOYCHHBIM Q)e;[epaanHM OopraHom HCIIOJIHUTEILHOMN BJIaCTH, B ICIIX BbIJA4YH 3aKJIFOUYCHUA 00
TUYECKOH 000CHOBAHHOCTH BO3MOXKHOCTH MPOBCACHUA KIIMHUYCCKOI'0 UCCICAOBaHUA JICKAPCTBECHHOI'O
npenapara Jjid MEAUIUHCKOIrO IPUMCHCHU.

2. DKcnepraMd COBETa IO AITHKE MOTYT OBITh MPEACTABUTENM MEIUIMHCKUX OpTraHu3alui,
HAay4YHBIX OpraHu3alui, o0O0pa30BaTENbHBIX OpraHM3allMii BBICHIETO O00pa3oBaHUs, a Takke
MPEJICTABUTENM OOIIECTBEHHBIX OpraHU3alliii, PETUTHO3HBIX OpTaHW3alluidi W CPEJCTB MacCOBOU
nHpopmanuu. JlaHHBIE OKCIEPTHl HE JODKHBI HAXOIUTHhCS B KAKOW-THOO 3aBHCHMOCTH OT
pa3pabOTUHUKOB JICKAPCTBEHHBIX TMIPEMapaToB M APYIHX JIMI, 3aWHTEPECOBAHHBIX B peE3yJIbTaTax
ATUYECKOMN IKCIEPTU3HI.

3. Omnata ycioyr SKCIIEpPTOB COBETa MO ASTHUKE OCYIIECTBISACTCS HAa OCHOBAaHUHU JIOTOBOPA,
3aKJIFOUEHHOTO MEX]y YIOJIHOMOYEHHBIM (pellepaqbHBIM OPraHOM HCTIOJTHUTEIBHONW BIIACTH, KOTOPBIM
CO3/IaH COBET MO JTHKE, W DJKCIEPTOM COBETa MO JTHKE, 32 CYET OMOKETHBIX AaCCUTHOBAHUU,
MPEyCMOTPEHHBIX YIOJTHOMOYEHHOMY (heepaqbHOMy OpTaHy HCIIOJHUTEIBHONW BIACTH, KOTOPBIM
CO37IaH COBET IO 3THUKE, B ¢efepaTbHOM OI/KETe Ha COOTBETCTBYIOIIMI TOJ Ha OOeCleueHue ero
NEATEIIbHOCTH, B pa3Mepax, ycTaHoBiIeHHbIX [IpaButensctBoM Poccuiickoi @enepannu.

4. DKcnepThl COBETAa MO ATUKE HECYT OTBETCTBEHHOCTH B COOTBETCTBUM C 3aKOHOJIATEIbCTBOM
Poccuiickoit deneparum.

5. CoctaB coBeTa IO 3TUKE, MOJI0KEHUE 00 ITOM COBETE, MOPAIOK €ro JAesITeIbHOCTH, TPEOOBaHUS
K KBaJU(HUKAIMU U ONBITY PabOThI MO SKCIEPTHOW OLIEHKE HAYYHBIX, MEIUIMHCKUAX U ITUYECKHUX
aCIIEKTOB KJIMHWYECKHUX HCCIEIOBAaHUM JIEKAPCTBEHHBIX IPENapaToB JJIs1 MEAUIMHCKOIO NMPUMEHEHMS,
MpEABSBISIEMBbIE K JKCIIEPTaM COBETA 10 JTHKE, HOPAJIOK OPraHU3allMd M IPOBENCHMS ITUYECKOHN
9KCHEepPTHU3bl, HOpMa 3aKIIIOYEHUsI COBETA 110 ATUKE YCTAHABIMBAIOTCS YIOJIHOMOUYEHHBIM (eiepaabHbIM
OpraHOM HCIIOJIHUTEIIBHOM BIACTU. YMCIIO NPENCTaBUTENIEH MEIMLMHCKUX OpPraHU3alMil HE MOXKET
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NPEBLIIATE TOJIOBUHY OT 06]]_[61"0 qucja 5KCIICPTOB COBETA 110 OTUKCE.

6. Mudopmarus o cocraBe coBeTa MO ITHKE, IUIAaHAX €ro paboThl M TEKyIIEeH IeATelIbHOCTH
pa3meniaeTcd Ha O(QUUUAIBLHOM CalTe YINOJIHOMOYEHHOIO (elepalbHOr0 OpraHa HCIOJHUTEILHON
BJacTH B ceTu "MHTepHET" B yCTaHOBJIEHHOM UM [OPSJIKE.

Cratbs 40. [NpoBeaeHMe KNMHUYECKOro UCCef0BaHUA NeKapCTBEHHOro npenapara
Ana MeaAuLMHCKOro npuMeHeHus

1. PykoBoauTenb MEAMIIMHCKON OpraHU3alluy, KOTOpas MPOBOAUT KIMHUYECKOE HCCIIEI0BAHUE
JIEKapCTBEHHOI'0  IpermapaTa s  MEAMIMHCKOIO MPUMEHEHMs, Ha3HayaeT MCCIe0BaTes,
OTBETCTBEHHOI'0 3a IIPOBEACHUE TAaKOrO MCCIEJOBAHUS U HMEIOIIEro JIeYeOHYI0 CHEeIHaIbHOCTb,
COOTBETCTBYIOIYI0 IMPOBOJMMOMY KIMHHYECKOMY MCCIENOBAHUIO JIEKAPCTBEHHOIO IIpenapara, co
CTa)keM paboThl 10 MPOrpaMMaM KIMHMYECKHX HCCIIEOBAHUM JIEKApCTBEHHBIX IpEenapaToB HE MEHee
4yeM TpU ToJla M IO €ro MpeIIOoKEHUI0 Ha3HA4yaeT COUCCIENOBaTeNied M3 4uciaa Bpadyed AToM
MEIULIHUHCKOW OpPraHU3alUu.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. HCCJ’IG}IOB&TGHB OCYHMECTBIIACT BI)I60p ManueHTOB, KOTOPBIC IMO MCAUIHMHCKUM IIOKa3aHUIAM
MOr'yT OBITE IMPHUBJICYCHBI K YYAaCTUIO B KIMHHUYECKOM HMCCICIOBAHUHU JICKAPCTBCHHOI'O IIpCriapara s
MCIUITUHCKOI'O IPUMCHCHUS.

3. HccnegoBaTelb M COHCCICAOBATEIN HOJIKHBI OBITh O3HAKOMIICHBI C pe3yjibTaTaMu
JOKIIMHUYCCKOI'O HucciacaoBanrd  JICKapCTBCHHOI'O CpcacTna, COACPIKAIINMHUCA B 6p0m10pe
HCCICa0BATECIA, NPOCKTOM ITPOTOKOJIA KIMHUYCCKOTO HMCCIICAOBAHUA JICKAPCTBCHHOI'O IIpe€riapara IJId
MCIUIIUHCKOI'0 MMPpUMCHCHUA, p33pa60TaHHBIM pa3pa60Tqm<0M JICKAPCTBCHHOI'O IpfriapaTta WJIH WHBIM
HOPUINYCCKUM JIMOOM, IIPUBJICKACMBIM K OpraHu3aliliyd IMIPOBCACHHUA KIMHHYECKOI'O HCCICAOBaHUA
JICKApCTBCHHOI'O IIpf€napara i1 MEAULUHCKOTO MNPHUMEHCHUA, W APYIrUMH MaTcepualaMHd TaKOro
HUCCICIOBAaHUA.

3.1. PykoBoauTenh MEAULIMHCKON OPraHU3allMM B CPOK, HE MIPEBBILIAIOLINM TpeX pabouux AHEH cOo
JTHSl HayaJla MPOBEACHUS KJIMHUYECKOIr0 MCCIe0BaHus JIEKAPCTBEHHOrO Ipernapara AJisi MeIULUHCKOTO
MIPUMEHEHHUs, coo0IIaeT 00 ITOM B yINOJIHOMOYEHHBIN (efepanbHbIil OpraH UCHIOJHUTEIbHON BIACTH,
BBIJIaBUIMH pa3pellieHue Ha MPOBEICHUE TAKOTO UCCIIEI0BaHMs, II0 YCTaHOBJIEHHOU UM (GopMme.
(uacts 3.1 BBenena @enepanbHbIM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHu3zaluu, OCYUIECTBISIONINE OpPraHU3alMI0 TMPOBEACHUS KIMHUYECKOTO HCCIIEI0OBAHUS
JIEKApCTBEHHOr'0 Tpenapara JUisi MEIUIMHCKOrO MPUMEHEHHsS W YKa3aHHble B 4acTH 3 crartbu 38
Hacrosimero denepanbHOro 3aKoHa, B Clydae HEOOXOJIMMOCTH BHECEHHUS W3MEHEHHH B MPOTOKOJ
KIIMHUYECKOTO MCCIIEIOBAHUS JICKAPCTBEHHOTO TIpernapara isi MEIUIIMHCKOTO TPUMEHEHHSI COOOIIA0T
00 3TOM B yIOJTHOMOYEHHBIH (peiepanbHblii OpraH UCIIOJHUTEIbHON BIACTH, BBIIABIINI pa3pelieHue Ha
MPOBEJICHUE TAKOTO UCCIIEIOBaHMSI, 10 YCTAaHOBIEHHOM UM (hopMme.

(B pen. @enepanbuoro 3akona ot 11.10.2010 N 271-D3)

4.1. ®opma cooOUIEHHA O BHECEHMHM HM3MEHEHUH B MPOTOKOJN KIMHUYECKOTO HCCIEIOBAHUS
JIEKapCTBEHHOTO TMpernapaTa Uil MEIUIMHCKOTO NPUMEHEHHs MOJDKHA COJIEp)KaTh CJeAyIoIne

CBCICHUA:

1) HauMMCHOBAaHUC, I/I,Z[eHTI/I(bI/IKaHI/IOHHHﬁ HOMCEpP U aaTa MpOTOKOJIa KIMHUYCCKOr0 UCCIICAOBaAHUA,
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2) JaTa BHECEHUS U3MEHEHUH B IMMPOTOKOJ KIIMHUYCCKOT'O UCCIICAOBAHUS,
3) HaMMCHOBAHUC U MCCTO HAXOXIACHUS 3asABUTCIIA,

4) HaMMEHOBAaHHE OpraHU3aIMH, MPUBJICYCHHOW Pa3pabOTUMKOM JIEKAPCTBEHHOTO Ipernapara K
OpraHu3alNK MPOBEIEHUS KIMHUYECKOTO UCCIeOBaHuUs (TIPU HAJTMYHUH);

5) HaANMMCHOBAHUA M MECTa HaAXOXICHHA MCEIHUIITMHCKHX opraHmauHﬁ, B KOTOPBIX IIPOBOAUTCH
KIIMHUYECKOEC NCCICIOBAaHUC,

6) narta BBIJAYM pa3pelIeHUs Ha IPOBEJCHHE KIMHUYECKOTO HCCIEIOBaHMS M HOMEpP 3TOTO
paspeleHus;

7) ©3MEHEHUS], BHOCHUMBIE B IPOTOKOJI KIIMHUYECKOTO UCCIICIOBAHMUS.
(uactsp 4.1 BBeneHa @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He MpEeBBIIAONINN TPUAIATH PaOOUUX JHEH CO THS MOJYYSHHS YKa3aHHOTO B 4acTu 4
HACTOAIIEH CTaTbU COOOIICHMS, YHOJHOMOYEHHBIN (QenepalbHblii OpraH HCHOJHUTENBHON BiIAacTU
paccMaTpuBaeT 3TO COOOIIEHHE B YCTAHOBIEHHOM WM MOPSJIKE U MPUHUMAET PEIIeHHe O BHECEHHH
W3MEHEHUHN B MPOTOKOJI KIMHUYECKOTO MCCIEI0BAHUS JIEKAPCTBEHHOrO Ipenapara sl MEIUIIMHCKOrO
MPUMEHEHHUS WIH 00 OTKa3e BO BHECEHMM TakuxX u3MeHeHui. [Ipm paccMoTpeHHH COOOMIEHUS O
HEOOXOUMOCTH BHECCHHS] M3MCHCHHH B TIPOTOKOJ KIMHHUYECKOTO HCCIICOBAHHS JICKAPCTBEHHOTO
npenapara Uil MEAMIIMHCKOTO TIPUMEHEHHUS B IEJSIX OICHKH OOOCHOBAHHOCTH Tpe/jlaraeMbIX
W3MEHEHUN W ONpENEJICHUsl CTENEHU PUCKA Ul MALUWEHTOB, MPUHUMAKONINX y4aCTUE B KIMHUYECKUX
WCCIIEIOBaHMAX, YIIOJIHOMOYEHHBIM (efepaibHbIM OpPraHOM HCIIOJHUTEIbHOW BJIACTH  MOTYT
MIPUBJIEKATHCS DKCIEPTHI COBETA IO ITUKE.

(B pen. ®enepanbuoro 3akona ot 22.12.2014 N 429-D3)

6. KimHnyeckoe uccieoBaHHE JIEKapCTBEHHOI'O Ipemnapara JUisi MEAMIMHCKOIO MPUMEHEHUS
MOXXET OBbITh NPUOCTAHOBJIEHO WM TPEKPAallleHO, €CIM B MpPOLECCe €ro MpoBeAeHUs OOHapyKeHa
OMAacCHOCTh JUISl JKU3HH, 3/10POBbSl NALMEHTOB. B ciydae BO3HMKHOBEHHMSI OINACHOCTH I JKU3HH,
310pOBbSl MALMEHTA, YYaCTBYIOIIETO B KIMHUYECKOM HCCIEAOBAHUM JIEKAPCTBEHHOTO Ipenapara Jis
MEJIMLMHCKOTO MPUMEHEHHUs, HcciaenoBaTean 00s3aHbl MPOMHPOPMHUPOBATE 00 3TOM PYKOBOIUTENS
MEUIMHCKOW OpraHu3alMd U OpraHMU3alfio, [OJYYHMBIIYIO pPa3pelICHHE YIOJHOMOYEHHOI'O
benepambHOTO OpraHa WCIOJHUTENFHOW BIIACTH HAa OPTaHU3AIMIO MPOBEACHUS KIMHHYECKOTO
UCCIIEIOBaHMUs  JIEKAapCTBEHHOIO  Iperapara. PemieHne O  NPUOCTAHOBICHHWH — KIMHHUYECKOTO
HCCIEA0BaHMs JICKAPCTBEHHOTO IIpenapara Jisi MEAUIMHCKOIO IPUMEHEHHUS IPUHUMAIOT PYKOBOJIUTEb
MEIUIIMHCKOW OpraHu3alu W (WIM) OpTraHu3alus, TOJYYHUBIIAs pa3pelieHUue YHOTHOMOYEHHOTO
(denepanbHOrO OpraHa MCIOJHUTENBHOW BIACTH HAa OPraHU3aIMI0 MPOBEACHUS KIMHHUYECKOTO
HCCIIEI0OBaHMs JIEKApCTBEHHOTO IIpenapaTa il MEAULUHCKOTO IPUMEHEHHUS], PELIEHHE O MPEKpalleHun
TaKOTO MCCIIEJIOBAaHMS MPUHIMAET YIIOJTHOMOYCHHBINH (eiepaabHbIii OpraH HCIOJHUTEIBHOM BIacTH Ha
OCHOBaHUHU COOOIIECHHS B MUCHBMEHHOW (QopMe pPYKOBOAMUTENS MEAUIMHCKOW OpraHu3alud WU
OpraHuzalysi, MOJy4YUBIIas pa3pelieHre YMOJIHOMOYEHHOro (eAepalbHOr0 OpraHa HCIOJHUTEIbHON
BJIACTM Ha OPraHU3alUI0 MPOBEAEHUS KIMHMYECKOTO HMCCIIEIOBAaHUS JIEKAPCTBEHHOTO Mpernapara i
MEIUIMHCKOTO IPUMEHEHMS.

7. B cpok, He TPEBBIMIAOIINN MATH pabounuX THEWU CO JIHS 3aBEpIICHHUS, MPUOCTAHOBICHUS WU
MPEKpalleHUusl KJIMHUYECKOr0 MCCIEAOBAaHMS JICKAPCTBEHHOTO IMpenapara s MEIUIMHCKOro
MPUMEHEHHUS, COOOIIeHHe 00 2TOM HANpaBISIETCS OpraHU3aIUsIMU, YKa3aHHBIMU B 4acTH 3 cTaThbu 38
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HaCTOoAIECTO d)ezlepaanoro 3dKOHa, B yr[O.]'IHOMO‘IGHHLIIZ (bezlepaanHﬁ opran HWCIOJIHUTEILHOM BIACTH
110 YCTaHOBHeHHOﬁ M QOpME.

8. ®opma coOOIIEHUSI O 3aBEPUICHUH, NMPHOCTAHOBICHUU WJIM TPEKPALICHUH KIMHUYECKOTO
HCCIIeIOBaHMs JIEKAPCTBEHHOIO MIpernapaTa JUisl MEIULUHCKOTO PUMEHEHUS 10JIKHA COJepKaTh:

1) nHpopMaIIo 0 MEAULIMHCKON OpraHu3aluy WM MEIULIUHCKUX OpraHU3alusiX, MPOBOAUBIINX
JAHHOE UCCIIEIOBAHNUE;

2) OIMUCaHUC JaHHOI'O UCCIICAOBAHHA,

3) manHble uccnenoBatens (haMuams, UMs, OTYECTBO, MECTO pabOTHI, 3aHMMaeMas JOJKHOCTb,
CHEIMAILHOCTh, CTaX padOThl MO TMporpaMMaM KIWHUYECKHX HCCIICIOBAaHUN JIEKAPCTBEHHBIX
MpermapaToB, IMEPeUYeHb KIMHUYCCKUX HCCIICIOBAHUN JICKAPCTBEHHBIX IPEIMapaToB, B KOTOPHIX OH
MPUHUMAJT y4acTre (TIEPHOIBI YYaCcTHsI) B KAUECTBE MCCIISA0BATES HITH COMCCIICIOBATEIIA);

(B pen. deaepanbroro 3akoHa ot 11.10.2010 N 271-D3)

4) pe3yinbTaT AAHHOTO MCCIENOBaHUS (3aBepIlEeHHe, NPUOCTAHOBJICHUE WIM TpeKpalieHue
JAHHOTO WCCIIEIOBaHMs C yKa3aHHMEM MX MPUYUH U BIMSHHUA Ha OLEHKY €ro pe3yjibTaToB, OOILYIO
OLICHKY PHUCKa M OKHJAEeMOH IOJIb3bl OT IPUMEHEHUS HCCIEAYEMOro JIEKapCTBEHHOIO IIpemnapara, a
TaK)Ke IpeanoaraeMple faibHenme 1elcTBus).

8.1. Ilpu BbeIsIBIEHWMH (enepabHBIM OPraHOM HCIOJHUTEILHON BIIACTH, OCYIIECTBISIOIINM
(GyHKIMM TIO KOHTPOJIO W Han30py B cdepe 3ApaBOOXpaHEHUs, HapyLICHUM MNpaBuUi Haajexaiei
KJIIMHUYECKOW TMPAKTHKU MPU NPOBEICHUM KIMHUYECKOTO HMCCIEIOBAaHMS JIEKAPCTBEHHOrO Mpernapara,
BIUSIIONINX Ha TMOJHOTY U (WJIM) JOCTOBEPHOCTH JAHHOTO KIMHHUYECKOTO HCCIIEIOBAaHUS, YKa3aHHBIN
(denepanbHBIA OpraH MCIOJHUTEIHHON BIIACTH MPUOCTAHABIMBACT MPOBEICHUE TAHHOTO KIMHHYECKOTO
HCCIIEIOBAHUS M BBIHOCUT MEAUIMHCKON OpraHu3alvy, B KOTOPOW MPOBOAUTCA JAHHOE KIMHHYECKOE
WCCIeOBaHNe, TMpeAnucanue o0 YCTpaHEHWH BBISBICHHBIX HapymeHud. [lpm HeycTpaHeHUH
MEIMLUMHCKOM OpraHu3alyedl BBISBICHHBIX HApyLICHWH B YCTAHOBJIECHHBIM B MPEIIMCAHUU CPOK
yKa3aHHBIN (enepalbHbIil OpraH HCHOIHUTENBHON BJIACTH TMPHUHHMAET pEIIeHHe O MpeKpalleHun
MPOBEJICHUS] KIIMHUYECKOTO UCCIIeIOBAaHUS JEKapCTBEHHOTO MperapaTa M HampasiseT B (eaepaabHbIN
OpraH WCIIOJIHUTEIHHONW BIIACTH, OCYIISCTBISIONMA (QYHKIMH 10 BBIPa0OTKE U peaau3aluu
rOCYJJapCTBEHHOM TOJUTHUKH M HOPMATHBHO-IIPABOBOMY PETYJIHPOBAHUIO B cepe 31paBOOXpaHEHUS,
3aKJIFOYEHUE O BBISBJICHUU MPU MPOBEICHUU JAHHOTO KJIMHUYECKOTO UCCIIEIOBAaHUS HAPYIIEHUN TTPaBUl
HaJuIexKalled KIMHUYECKOW MPaKTHUKU JJid MPUHATHS peHieHus o0 OTMEHEe pas3pelieHus Ha
OpraHU3alMI0 MPOBEACHUS MJAHHOTO KIMHUYECKOIO MCCIIEOBAHUSA C JaTbl NPUHATUS PEHICHUS O
MIPUOCTAHOBIICHUH MPOBEAECHUS KIIMHUYECKOT0 UCCIEOBaHUs JIEKaPCTBEHHOTO IIpenapara.

(uactb 8.1 B pen. @enepanbHoro 3akona ot 13.07.2015 N 241-D3)

9. VYNOJIHOMOYEHHBIH (QenepaibHbIii OpraH WCIOJHUTENFHOW BIACTH ONMYOJIMKOBBIBAET U
pasMmemaer Ha CcBoeM oduIHaTbHOM caiite B cetd "HMHTepHeT" COOOIIeHWE O 3aBepIIeHUH,
IIPUOCTAHOBJICHUU WIH NPEKPALIEHUN KIMHUYECKOrO HCCIIECJOBAHMs JIEKAPCTBEHHOIO Ipernapara Ajis
MEJULMHCKOTO PUMEHEHUS B CPOK, HE NMPEBBIIIAIONIUI MATH pabounx IHEH co AHSA ero Mojy4yeHus, B
YCTaHOBJIEHHOM UM TOPSJKE.

10. YrmonHOMO4YeHHBIH (enepanbHblii OpraH HCIOTHUTEIBLHOW BIACTH OCYIIECTBISICT BEICHUE
peecTtpa  WccienoBaTeiei, MPOBOASAMIMX WM  MPOBOAMBIIMX  KIMHUYECKUE  HCCIEIOBAHUS
JIEKapCTBEHHBIX MPETapaToB Il MEAUIIMHCKOTO MPUMEHEHHs, B COOTBETCTBUHU C YTBEPKJIECHHBIMU UM
[IpaBUJIAMHU M pa3MeIlaeT e€ro Ha cBoeM O(UIIMaIbHOM caiiTe B ceTH "MIHTepHET" B YyCTAaHOBJIEHHOM MM
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nopsiike. YKa3aHHBIM peecTp COAEPKUT HHPOPMALUIO, MPEIyCMOTPEHHYIO ITyHKTOM 3 dYacTu 8
HACTOSILEN CTAThH.

I11. Ortyer o pe3ynbTaTax KIMHUYECKOTO MCCIEIOBAHUS JICKAPCTBEHHOIO Ipenapara s
MEJIMLIUHCKOTO IPUMEHEHUS COCTABIIACTCA OPraHU3allel, YKa3aHHOM B 4acTH 3 cTaTbU 38 HACTOSLIETO
@denepallbHOTO 3aKOHA, Ha OCHOBAHMM 3aKJIIOYEHHM MEIMLMHCKUX OpraHU3aluii, IPOBOJAMUBIIUX 3TO
UCCIIeIOBAaHKE, U MPEICTABIAETCS B YIOJHOMOUYCHHBIN (peepanbHblii OpraH UCIOJIHUTENIBHONW BIACTH,
BBIJIaBIIMH pa3pelleHue Ha MPOBEACHUE 3TOT0 UCCIIEJOBAHUS, B CPOK, HE IPEBBIIIAIOIINN TPeX MECSIIEB
CO JHS €ro 3aBeplICHHUs, IPHOCTAHOBJIEHUS WIM TPEKPALICHHUs, B IOPSAKE, YCTaHOBJIEHHOM
YIIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCTIOJIHUTEIBHOMN BIIACTH.

12. HapymieHrne HpaBWi HAUICKANICH KIMHHYECKOW NPAKTHKH, (Qalbcu(UKams pe3yinbTaToB
KJIIMHUYECKOTO MCCJICIOBAHMSI JICKAPCTBEHHOTO Tpernapara ik MEAUIIMHCKOTO MPUMEHEHHS BIEKYT 3a
co00l OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOJATENHCTBOM Poccuiickoit denepanun.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

13. Ilpu npoBeneHUHM KIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOrO IMpemapara  Jjs
MEIULMHCKOTO MPUMEHEHUs! JO0MyCKaeTcst 3a00p y MAIlEeHTOB OMOIIOTHYECKUX MaTepuaioB (00pasibl
OMOJIOTUYECKUX KUAKOCTEH, TKaHEH, CEeKpPETOB U TPOAYKTOB JKU3HEACATEIHHOCTH YEJIOBEKa,
(bUBMOIOTHYECKUX W TATOJOTUYECKHUX BBIJEICHU, Ma3KOB, COCKOOOB, CMBIBOB, MHUKPOOPTaHHU3MOB,
OWOIICHIHBIA MaTepuan) Uil WX wusydeHus B Poccwiickoit denmepanuu u (Wim) 3a mpeaenamMu
Poccuiickoit deneparum.

(B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

14. Hopsanok BBo3a B Poccuiickyro ®@eznepanuio U BeIBO3a 3a npeaeinsl Poccuiickoit @enepanun
OMOJIOTUYECKNX MAaTEepUajoB, TOJYYCHHBIX TIPU TPOBEICHUM KIMHUYECKOTO  HCCIICIOBAHMS
JIEKApCTBEHHOTO TpernapaTra JJjs MEIUIIMHCKOTO TPUMEHEHHUs, yCTaHaBiuBaeTcs [IpaBuUTEnsCTBOM
Poccuiickoit denepariumu.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

CraTtbAa 41. [loroBop 0 NpoBeAEHUU KITMHUYECKOro uccrnenoBaHnA rieKapCTBEHHOro
npenapara Ans MeAULUHCKOro NpuMeHeHus

1. KnuHnyeckoe wHccieoBaHUE JIEKAPCTBEHHOTO Ipemnapara il MEAUIIMHCKOTO TPHUMEHEHUS
MPOBOAWTCS B COOTBETCTBUU C JOTOBOPOM O TMPOBEIEHUU KIMHUYECKOTO HCCIEIO0BaHUS
JIEKApCTBEHHOr'0 Tpenapara JJii MEJUIUHCKOrO0 MPUMEHEHUs, 3aKJI0YaeMbIM MEXIy OpraHHu3alueH,
MOJTyYHBIIIEH pa3pelieHue YIMOJTHOMOUYEHHOTO (eAepaTbHOr0 OpraHa HCIOJHUTEILHOW BIAcTH Ha
OpPraHMU3alMI0 MPOBEICHHUS TAaKOrO0 HCCIIEIOBAHUSA, U MEIULMHCKOW OPraHU3alMEN, OCYIIECTBISIOMICH
MIPOBEACHUE TAKOTO MUCCIICIOBAHMUS.

2. I[OI‘OBOp O IPOBCACHHUHU KIMHHUYCCKOTO HCCIICAOBAaHUA JICKAPCTBCHHOI'O IIp€riapara nJid
MCOUITUHCKOI'O IPUMCEHCHUS JOJIKCH COACPIKATD:

1) YCJIOBUA U CPOKHU NPOBCACHUSA JAHHOT'O UCCIICAOBAaHUSA

2) ompeneneHue OOIIeH CTOMMOCTH MPOTPaMMbI JAHHOTO HCCIICIOBAHHS C yKAa3aHHUEM CYyMMBI,
MpeHa3Havyaronecst 1Uisl BHIILIAT UCCIIEI0BATENAM, COUCCIIEI0BATEINSAM;

3) onpenenenue HOpPMBI MPEACTABICHUS PE3YJIHTATOB IAHHOTO UCCIEAOBAHUS B YIIOJTHOMOYCHHBIN
(benepanbHBIN OPraH UCIIOTHUTENBHOM BIIACTH.
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(c u3m. n gon., BCTYN....

Cratba 42. duHaHCcoBoe obecneyeHune KNMMHNYecKoro nccnenoBaHusA
NleKapCTBEHHOro npenapara Ans MeaAuLMHCKOro NnpuMeHeHus

dunaHcoBOe oOecrIeUcHHE KIMHUYECKOrO HCCIICOOBAaHUA JICKAPCTBCHHOI'O IIpe€riapara I
MCIUIHUHCKOI'O IPUMEHCHUA OCYIICCTBIISACTCA 3a CUCT:

1) cpenctB denepanbHOroO OrOIKETA;

2) CpCACTB Opr aHI/I3aI_II/II71, MOJIYUYMBIIUX Pa3pCHICHUC Ha OPraHU3alUi0 HNPOBCACHUSA JAHHOTO
HucciacaoBanmsd, B COOTBCTCTBHUU C YCIOBUAMU JOTOBOpA O €TI0 IPOBCACHHHU,

3) UHBIX HE 3alpelIeHHbIX 3aKOHOAAaTeNbCTBOM Poccuiickoit denepaniuu HCTOYHUKOB.

Cratba 43. I'IpaBa naunMeHToB, y4YacTBywOWMUX B KIIMWHUYECKOM MuUccnenoBaHuu
NeKapCcTBeHHOro npenaparta gnsa meanumMHCKoro npmmeHeHusA

I. VYuyactue mnanMeHTOB B KJIMHUYECKOM HCCJICJIOBAHUM JICKAapCTBEHHOI'O Tperapara s
MEJIUIIMHCKOTO PUMEHEHHUS SBISETCS JOOPOBOJIBLHBIM.

2. TlamMeHT WM ero 3aKOHHBIN IMpeACTaBUTENb JOHKEH ObITh MH(OPMHpPOBAH B NMUCHMEHHOMN
dhopwme:

1) 0 JICKApCTBCHHOM IIpeniapare AJjid MCAUIOHWHCKOr'O IMPUMCHCHHUA M CYHIHOCTH KIIMHHUYECKOI'O
HCCIICAOBAaHHNA 3TOTO JICKAPCTBCHHOI'O ITpCIiapara,

2) o 6€30IaCHOCTH JIEKapCTBEHHOT'O Mpernapara /i MEJUIMHCKOTO IPUMEHEHUS, €T0 0KUIaeMOn
3G GEKTUBHOCTH U CTETICHH PHCKA JUIS AIlUeHTa,

3) 00 YCIIOBUAX YYaCTHUA MaMCHTA B KIMHUYCCKOM HCCICAOBAHWM JICKAPCTBCHHOI'O IIpCIiapara
A MEAUITUHCKOT'O IIPUMCHCHMU

4) 0 [ICJIM WM LOCIIX WU IPOAOJIZKUTCIBHOCTH KIIMHUYECKOr'0 HCCIICAOBAHUA JICKAPCTBECHHOTO
npenapara Jjid MCIUIUHCKOTO IPUMCHCHU A ;

5) o nelcTBHAX MalUeHTa B Ciy4yae HeNpenBUICHHBIX 3()(EKTOB BIUSHUS JEKapCTBEHHOTO
npenapara Juisi MEJUIUHCKOIO IPUMEHEHHs] Ha COCTOSIHUE €T0 3/I0POBbS;

6) 00 yCIOBHSX 0053aTEILHOTO CTPaXOBAHMS JKU3HH, 3/IOPOBbS MAIMCHTA;

7) O TrapaHTUusgaX KOH(l)I/I,Z[eHHI/IaHBHOCTI/I ydyacTusa TIMalnuceHTa B KIMHHYECKOM HCCIICAOBaHUUN
JICKApCTBCHHOTO IIpenapaTa s MCAUITHUHCKOI'O IPUMCEHCHUS.

3. I[O6p0BOJ'ILHOC COTJIaCuC MaluCHTAa Ha Y4aCTHC B KIIMHUYCCKOM HCCJICIOBAHUU JICKAPCTBCHHOI'O
npenapara ajid MCIUIHWHCKOrO IHNPUMCHCHHUSA HNOATBCPKAACTCA €ro HOANHMCHBIO WKW IMOAINHUCBIO €TI0
3aKOHHOI'O MPCACTAaBUTCIIA Ha I/IH(i)OpMaIII/IOHHOM JIUCTKE MalluCHTA.

4. HaHI/IeHT WM €ro 3aKOHHBIM MNpEACTAaBUTCIIb HMECT IIPAaBO OTKA3aTbCsA OT Y4YaCTusd B
KIIMHUYCCKOM HCCIICAOBAHHUH JICKAPCTBECHHOI'O IIpfIiapara Ajd MEAUIUWHCKOTO IPUMCHCHHUA Ha JIF000I
CTauu IPOBCACHHUA TaAKOT'O UCCICAOBaHUA.
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5. IlpoBeneHne KIMHUYECKOTO HCCIEAOBAaHUS JEKAPCTBEHHOTO Mpernapara Uil METUIITHCKOTO
MIPUMEHEHHUS C YYaCTHEM B KaueCTBE MAIMEHTOB JIETEH JIOMyCKaeTCa TOJIbKO C COTJIacus B MUChbMEHHOMN
dbopMe uX poauTeNnci, ychlHOBUTeNeH. J[eTh MOTyT paccMaTpuBaThCs B KAdeCTBE MOTCHIIMATBHBIX
MAIMEHTOB TAaKOTO HCCIEOBAHUS, TOJBKO €CIM €ro MpOBEACHHE HEOOXOIUMO ISl YKpEeIUIeHUs
3I0pPOBBSl JieTel Wi TpodrIakTHKU WH(GEKIIMOHHBIX 3a00J€BaHUN B JIETCKOM BO3pacTe MO0 eciu
LEJIbI0 TAKOTO HUCCIEIOBAHUS SBJSIETCS MOJIyYeHHUE JAHHBIX O HAWIY4lIed JO3UPOBKE JIEKAPCTBEHHOI'O
mpemapaTta JUisi JieueHus AeTed. B aTux ciayyasx TakoMy HCCIEJOBAHHMIO JIOJKHO MPEIIIeCTBOBATH
KIIMHUYECKOE HCCIEOBAaHUE JIEKAPCTBEHHOTO Ipenapara Jjsi MEIUIUHCKOr0 NPUMEHEHHUs Ha
COBEpPUICHHOJIETHUX TpakJaHaX, 3a HUCKIOYEHHEM CJIy4yaeB, €CIU MCCIEAYEMBbI JIEKapCTBEHHBII
npenapar Juisi MEIUIMHCKOTO TPUMEHEHHUs TNpeIHa3HAYeH HWCKIIOYUTENBHO I MCIOJIb30BAHUS
HECOBEPIICHHOJIETHUMHU TPaKIaHAMHU.

(B pen. deaepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

6. 3anpemaeTc;{ MMPOBEACHNUEC KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O Ipeliapara I
MCIUITUHCKOI'O IPUMCHCHUS C YIACTUCM B KAYCCTBC MMAITUCHTOB!

1) neTel-CUpoT u JeTei, OCTaBIIUXCS 0€3 MOTICUeHUsT POAUTENCH;

2) SKEeHIIUH B Tiepuoja OEepeMEHHOCTH, KEHIIMH B TEpUOJA TPYAHOTO BCKAPMIIMBAHMS, 3a
UCKITIOYEHHEM CIIy4aeB, €ClIM MPOBOJIUTCS KIMHUYECKOE HCCIEOBaHUE JIEKApCTBEHHOIO IMpernapara,
MpeIHa3HaYeHHOr0 JUIsl YKa3aHHBIX JKCHILUH, MPU YCIOBUU HEOOXOIMMOCTH MOMydeHus: nH(OpMaluu
TOJILKO BO BpeMsl MPOBEIEHUS COOTBETCTBYIOUIMX KIMHMYECKHUX HCCIECIOBAHUN W TPUHATUS BCEX
HEOOXOMUMBIX MEp MO HCKIIOUEHUIO PHCKa HAHECEHHUs Bpela KCHIIWHE B Tepuoj OepeMeHHOCTH,
KCHINMHE B TIEPUOJI TPYAHOTO BCKAPMIIMBAHHUS, TUIOY WM PEOCHKY;

3) BOEHHOCIY’)KalllMX, 32 HCKIIOYEHHUEM CJIy4yaeB IPOBEIEHUS KIMHUYECKOTO HCCIIEeIOBaHUS
JIEKApCTBEHHOTO TIpemnapara, CHEIUaIbHO Pa3pabOTaHHOTO MJisi MPUMEHEHHS B YCJIOBHSIX BOCHHBIX
JNEUCTBUM, YPE3BBIYAHHBIX CHTyallud, NPOPUIAKTUKH W JIeUYCHUS 3a00J€BaHUM H TIOPAKEHUH,
MOJIyYeHHBIX B  pe3ylbTaTe BO3ACHCTBHUS HEONArOMPUSTHBIX XUMUYECKUX, OHOJOTUYECKHX,
paananuoHHBIX (akTopoB. KimMHHUYeckoe HCCleToBaHUE TAKOTO JICKAPCTBEHHOTO TMperapara MOXKeT
MPOBOJUTBCS C yYacTHEM B KayeCTBE MAIMEHTOB BOEHHOCIYXAIIMX, 34 HCKIIOYCHHEM
BOCHHOCTYXKAIUX, MPOXOJAIIAX BOEHHYIO CIIyOy IO MpuU3bIBY, C COOJIOJeHHEeM TpeOOBaHUM,
YCTaHOBJICHHBIX HacTOSIINM DeneparbHbIM 3aKOHOM B OTHOIIEHUN TPAXKIAHCKHUX JTHIL;

4) cOTpyAHUKOB MTPaBOOXPAHUTENILHBIX OPTaHOB;

5) nur, oTOBIBAIOIIMX HaKa3aHWE B MECTaX JIMIICHUS CBOOOJBI, a TaK)Ke JIUI], HAXOIAIIUXCS TIOT
CTpa’Kkei B CJIEJICTBEHHBIX M30JIATOpax.

7. I[OH}’CKaeTCH IMPOBCACHUC KIIMHHUYCCKOI'0 MCCICIOBAaHUA JICKAPCTBCHHOI'O IIpCIliapaTa IJid
MCIUIIUHCKOI'0 MPUMCEHCHUA, IPECAHASHAYCHHOT'O IJIA JICUHCHUS TICUXUYCCKUX 33,60J'IGB3HPII>1, C y4aCTUucm
B Ka4e€CTBC IMaIlMCHTOB JIUI[ C IICUXHYCCKHMHU 3360J'I€BaHI/I$IMI/I, IIPpHU3HAHHBIX HG}IGGCHOCO6HBIMI/I B
OOPAJAKE, YCTAHOBJICHHOM 3daKOHOAATCIIBCTBOM Poccuiickoit q)ezlepaupm. Knnandgeckoe HUCCiIcaJ0BaHUC
JICKApCTBCHHOT'O IIpCliapaTa B 3TOM CJIydac INPOBOAUTCA IMPU HAJIWUYHUU COTJIACHA B MHUCBMEHHOMN (I)OpMe
3aKOHHBIX HpeHCTaBHTGHef/'I YKa3aHHBIX JIWII.

Cratba 44. OO6sA3atenbHOe CTpaxOBaHUe KU3HW, 300pPOBbsA MNaLMEHTa,
y4yacTBywLWEero B KINMHUYECKOM MUCCrefoBaHUM JeKapCTBEHHOro nmnpenaparta Aansa
MeAULMUHCKOro npuMeHeHus
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(B pen. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

1. Opranuzanus, NOJy4MBIIAs pa3pelieHHe Ha OpPraHU3alMI0 MPOBEACHHUS KIMHUYECKOTO
HCCTIEOBaHMUS JICKAPCTBEHHOTO TIpernapara Jyisi MEAMIIMHCKOTO IMpUMEHEHHUs, 00si3aHa B KadecTBE
CTpaxoBaTeNsl CTPAXOBAaTh PHUCK NPUYMHEHUS] BpeJa >KU3HU, 3I0POBbI0 MAalMEHTa B pe3yJbTaTe
IIPOBEICHUSA KJIMHUYECKOIO HCCIIENOBAHUSA JIGKAPCTBEHHOIO Ipemapara Uil  MEIMUIMHCKOro
MIPUMEHEHHUS 32 CBOM CUET MyTeM 3aKIIFOUeHHS 10T0BOpa 0053aTeTFHOTO CTPaXOBaHUSI.

2. OOBEKTOM 00s3aTEIBHOTO CTpaxOBaHHUA SBJISACTCA I/IMYH_ICCTBGHHHﬁ HHTCPCC malHrCHTA,
CBSI3aHHBIN C MMPUYIUMHCHUCM BpCJia €ro KM3HU HUJIU 3JOPOBLBIO B PE3YJILTATC MPOBCACHUA KIMHUYCCKOI'O
HCCIICA0BAHMA JICKAPCTBCHHOI'O IIp€riapaTta ajisd MEAULIMHCKOTO IIPUMCHCHMU.

3. CTpaxoBBIM ClIy4aeM IO JIOTOBOPY 00S3aTE€bHOTO CTPaXxOBAaHHS SBISETCS CMEPTh MaIllMCHTa
WIM yXyALIEHUE €ro 370pOBbs, B TOM YHUCIE BJEKyIlee 3a co00i yCTaHOBIEHHE WHBAIMIHOCTH, MpPU
HAJIMYUU IPUYMHHO-CIIEACTBEHHOMN CBSI3UM MEXKIY HACTYIUICHHEM 3TOTO COOBITHS U Y4acTHEM MallleHTa
B KJIMHUYECKOM MCCIIEJOBAaHUH JIEKapCTBEHHOI'O IIpenapara.

4, Tp€6OBaHI/IH 0 BO3MCIICHHMU BpCaa, IMPUUYUMHCHHOI'O JKU3HMU WM 3J0POBbBIO IMAIIMCHTA,
MMPEABABIAIOTCA B TCUCHHUC CPOKOB HCKOBOI1 JaBHOCTHU, YCTaHOBJICHHBIX rpaXaIaHCKUM
3aKOHOJIATCJILCTBOM.

5. Pa3Mep CTanOBOﬁ BBIIJIATHI 11O AOT'OBOPY 0053aTeNILHOTO CTpaxoBaHHsA COCTABJIACT:

1) B ClIydyac CMCPTHU IMAalMCHTA JIBa MUJUIMOHA pY6ﬂeﬁ Ha KaXKAO0ro IaueHTa, y4aCTBOBABLICTO B
KIIMHUYCCKOM HUCCIICAOBAHUH JICKAPCTBCHHOTO IIPCIiapara,

2) npu yXyALLIEHUH 30POBbs MALIUEHTA!

a) MOBJIEKIIEM 3a COOOM YyCTaHOBJIEHWE MHBAIMIHOCTU | rpyIIibl, OMH MUJIJIMOH MATHCOT ThICSY
pyOieil Ha KaXAOro NalUeHTa, yYacTBOBABIIETO B KIMHUYECKOM HCCJIEIOBAaHUHM JIEKAPCTBEHHOIO
npenapara,

0) noBinekiieM 3a coboil ycraHoBieHHe MHBanuAHOCTU Il rpynmbl, oIuH MWUIMOH pyOned Ha
Ka)KJI0T0 MalMEHTA, y4aCTBOBABLIETO B KIIMHUUECKOM MCCIIE0BAHUY JIEKAPCTBEHHOIO NIpenapara;

B) MOBJIEKIIEM 3a co00il ycTaHoBienue uHBaIMAHOCTH III rpymmbl, mATBCOT ThICSY pyOiei Ha
Ka)X/I0TO MaIllMeHTa, Y4aCTBOBABIIETO B KIMHMYECKOM MCCIIEIOBAaHIH JIEKAPCTBEHHOTO MTPETapara;

T') HE TIOBJIEKIIEM 32 COO0H YCTAaHOBJICHHUS WHBAJIIMIHOCTH, HE OOJiee YeM TPHUCTA THICSY pyOJiel Ha
KaKJOro MalueHTa, y4acTBOBABIIETO B KJIMHHUYECKOM HCCIEIOBAHUU JIEKApPCTBEHHOTO Ipernapara,
UCXOJs M3 HOPMATHBOB, OTPaXKAIOMIMX XapaKTep M CTENEHb MOBPEXKIEHUS 3I0POBBS, a Takke
(aKTHUECKHM TOHECEHHBIX TMAalMeHTOM pAaCXO/]0B, BBI3BAHHBIX IOBPEXKIECHUEM 370pOBbS, Ha
MEUIMHCKYIO IOMOILb, IPUOOPETEHNE JIEKAPCTBEHHBIX IIPETIapaTOB.

(nm. "r" B pen. @enepanbHOro 3akoxa ot 22.12.2014 N 429-03)

6. Yrparui cuity ¢ 1 urong 2015 roga. - @enepanbublii 3akoH oT 22.12.2014 N 429-D3.

7. CpOK A0rosopa 00513aTEJILHOIO CTpaxOBaHHA HE MOXKCT OBITh MCHEC, YEM CpPOK IIPOBCIACHUA
KIIMHUYCCKOT'0 UCCIICAOBAHUA JICKAPCTBECHHOTO IIpCIiapara.

8. YcnoBus A0roBopa 00s13aTeIIbHOTO CTpaxOBaHUs, B TOM YHUCIIC CTPAXOBLIC TapI/I(I)LI 110
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00s13aTeTbHOMY CTPaxOBaHUIO, MEPEYCHb HEOOXOAMMBIX JOKYMEHTOB JUIsl OCYLIECTBIICHUSI CTPAXOBOM
BBITUIATHI, TOPSJAOK YCTAHOBIIGHUS CTpaxoBaTelieM WHIWBUIYaTbHOTO HACHTU(UKAIIMOHHOTO KOJa
IIanmucHTa, HOpHI[OK I/IH(I)OpMI/IpOBaHI/ISI CTanOBaTeJIeM CTanOBH_[I/IKa 0 HpI/IBJIe‘ICHHBIX K
KIIMHUYECKOMY HCCJICIOBAaHUIO JIEKAPCTBEHHOrO Tpemapara Jyuisi MEIUIMHCKOTO TMPUMEHEHHS
IIalueHTax, HOpS[lIOK YHHaTI)I CTanOBOﬁ HpeMI/II/I, HOpS[lIOK peanmaulxm onpeneneHme HACTOAIIINM
denepanbHBIM 3aKOHOM W JPYTMMH (pelepaibHbIMH 3aKOHAMH IIpaB U OO0S3aHHOCTEH CTOPOH IIO
JIOTOBOPY 00S3aTENFHOTO CTPaxOBaHUS, a TaK)KE HOPMATHUBBI, OTPAXKAIOIIUE XapakTep U CTeleHb
MOBPEKIACHHUSI 3/I0POBbS, YCTAHABIUBAIOTCS TUIOBBIMU MPAaBUIAMU 005S3aTEIHHOTO CTPAXOBAHHUS.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)

9. B cinywyae mnpuYMHEHHS Bpelda JKU3HU TMAlMEHTa, YYacTBOBABIIETO B KIWHUYECKOM
HCCIIEIOBAaHUM JIEKApPCTBEHHOTO IIperapara, BBIFOJONPUOOpETAaTENsIMU IO JOTOBOPY 00s3aTEIBHOTO
CTpaxOBaHUs SBIAIOTCS TpaKIaHe, HMMEIOIUE IMPaBO Ha BO3MEILEHHWE Bpela B CIy4yae CMEpTH
KOPMWJIBLIA B COOTBETCTBHM C TPaKJaHCKUM 3aKOHOJATENbCTBOM, NMPU OTCYTCTBMM TaKHUX I'PAKIaH -
poaMTeNnu, Cymnpyr, OETH YyMEpIIEro IMalMeHTa, y4YacTBOBABLIETO B KIMHMYECKOM MCCIIECIOBAaHUU
JIEKApCTBEHHOr0 TMpenapara, B ClIy4yae CMEpPTH NalMeHTa, YYacTBOBABIIEIO B KIMHUYECKOM
HCCIIEIOBaHUM JIEKApPCTBEHHOTO IpernapaTa U He UMEBILEro CaMOCTOSITENILHOTO J0X0/a, - FpaX/aaHe, Ha
VWOKIUBEHUHU KOTOPBIX OH HAXOJWJICS, B OTHOIICHWH BO3MEIICHUSI PAaCXOJ0B Ha MOTpeOCHUE MaIlMeHTa,
y4acTBOBABIIETO B KIIMHUYECKOM HCCIIEJJOBAHUU JIEKAPCTBEHHOTO IMpernapara, - JUIo, IOHEeCIIee Takue
pacxopl.

10. CrpaxoBas BblIIaTa B CYET BO3MEIICHUSA BpENa, NPUUMHEHHOIO JKU3HM NAIMEHTA,
y4acTBOBABLIETO B KJIMHUYECKOM HUCCIIEI0BAaHUM JIEKAPCTBEHHOI'O Iperapara, paclpeacseTcs Mex1y
BBITOZ0IIPHOOPETATENSIMU [TPOIIOPLIMOHAIBHO UX KOJIMYECTBY B PaBHBIX JIOJISX.

11. Ilpum HaCTymJIeHHMH CTpPAaxOBOTO Clly4ass [IallUeHT, YYacTBOBABIIMK B KIMHUYECKOM
UCCIIEZIOBAaHUM  JIEKAPCTBEHHOI'O  IIpernapara,  BBIFOJONPHUOOpETaTeslb  BIpaBe  MPEAbIBUTH
HEMOCPEJCTBEHHO CTPaxOBIUMKY TpeOOBaHME O BO3MEIIEHUMH NpUYMHEHHOro Bpeaa. CTpaxoBas
BBIIIJIATA OCYLIECTBIISICTCS CTPAXOBLIMKOM B TEYEHUE TPUALATA JHEH CO [JHSA IIPEACTABIICHUS
HEOOXOIUMBIX TOKYMEHTOB. IlanuenT, yuacTBOBaBIIMA B KIMHHYECKOM HCCIICOBAHUH JICKAPCTBEHHOTO
mpemnapara, HWIH BBITOAONPHOOpeTaTenh O00s3aH COOOLIMTH CTPAxXOBLIMKY IJISI  OCYIIECTBICHUS
CTpaxOBOM BBIIUIATHl HMHAWBUIYAJIbHBIM HJIEHTU(GUKALMOHHBIA KOJ TAalMeHTa, YCTaHOBJIEHHBIN
CTpaxoBaTeJIEM B COOTBETCTBHHM C TUIIOBBIMU ITPABUIIAMU 005A3aTEIBHOTO CTPAXOBAHUSL.

12. Jlo moiHOro OIpenesieHusl pa3Mepa IMOJUIekKAIero BO3MEIICHUIO BpeAa CTPaxOBILUK IO
3asIBJICHNIO TAlIMEHTA, y4acTBOBABLIETO B KJIMHUYECKOM HCCIIEJOBAHMM JIEKAPCTBEHHOTO IIpernapara,
WIA 3a8BICHHUIO BBITOAONpUOOpETaTeNss BIOpPaBE OCYIIECTBUTH 4YacTh CTPAaXOBOW  BBHIIIATHI,
COOTBETCTBYIONIYIO (DAKTUIECKH OTIPEIEIIEHHON YaCTH MPHYUHEHHOTO Bpea.

13. CrpaxoBas BblIUIATa B COOTBETCTBHM C JOTOBOPOM O0S3aTENBHOIO CTpPaxOBaHUS
OCYIIECTBIISIETCS HE3aBUCUMO OT BBIILIAT, IPHUUTAIOLIMXCS 110 JPYTHM BHJIAM CTPAXOBaHU.

14. He JOIMYCKACTCA Yy4YaCTUC TIallUCHTAa B TPOBCACHUN KIIMHHUYCECKOI'0 HCCICAOBAHUSA
JICKApCTBCHHOTO ITpCIiapaTa npu OTCYTCTBUU JOTOBOpA 00s13aTEeIBHOTO CTpaxoOBaHMHA.

15. KoHTpoisib 3a HUCHOJHEHHEM OpraHU3alMel, MOJY4YMBIIECH pa3pelIeHue Ha OpPraHU3aIUio
IIPOBCACHUA KIIMHHUYECKOI'O HUCCIICIOBaAHUA JICKApCTBCHHOT'O npemapara JiA MEAUIINMHCKOI'O
MPUMEHEHHUS, YCTAHOBJICHHOM HacToslel cTaTbeld OOS3aHHOCTH IO 0053aTeNbHOMY CTpPaxOBaHHUIO
KHU3HU, 3J0pPOBbsSI MAlMEHTa, Yy4YacTBYIOHIEr0 (y4acTBOBABIIET0) B KIMHHUYECKOM HCCIEAOBAHUU
JMEKapCTBEHHOTO  MpermapaTa, OCYIIECTBISETCS  YIMOJIHOMOYEHHBIM  (heepadbHBIM  OpPraHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

HUCIOJHUTEIbHOM BJIaCTH, BbIAABIIUM pPa3pClICHUC Ha MHNPOBCACHUC KIIMHUYCCKUX HCCIIEIOBaHUM
JICKApCTBCHHBIX NPCIapaToB I MCIAUIUHCKOTIO IPUMCHCHHUA.

Mnaea 8. MIPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPEACTB
CraTtbsa 45. [Mpon3BOoACTBO NeKapCTBEHHbIX CPeaAcTB

1. TIpou3BOACTBO JEKAPCTBEHHBIX CPEJCTB JOKHO COOTBETCTBOBATH TPEOOBAHUSAM IIPABMI
Ha/IJIeKaIIed TPOU3BOJACTBEHHOM MPAKTUKH, YTBEPXKACHHBIM YIOJHOMOYEHHBIM (erepaabHbIM
OpraHOM HCIIOJIHUTENbHON BiacTu. OCOOEHHOCTH NEPEXo/ia MPOU3BOICTBA OTAENIBbHBIX JIEKAPCTBEHHBIX
CPEICTB K UX MPOU3BOJACTBY B COOTBETCTBUU C TPeOOBaHUSIMU MPaBUJI Ha/IJIeKaleil MPON3BOACTBEHHOMN
npakTuky ycrtaHaBiuBaroTcsi [IpaButensctBom Poccuiickoii ®enepanuu. Bbigaua 3akiodyeHuid o
COOTBETCTBUM IPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMAM MpPaBUJI  HaJyIeXkalleH
IIPOM3BOJICTBEHHOW NPAaKTUKH OCYLIECTBIIAETCSA MO pe3ysbTaTaM HHCIEKTHUPOBAHMS IPOU3BOIUTENIEH
JIEKAPCTBEHHBIX CPEICTB B IOpsAlKe, ycTaHOBIEHHOM IlpaBurensctBoM Pocculickonn ®Pexnepanuu.
Pa3mep muaTel 3a BbIJA4y 3aKIIOYEHHS] O COOTBETCTBUU IMPOM3BOAUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUAM IMpaBWJI HaAJIEKaIeH MPOU3BOJICTBEHHOM MPaKTUKH ycTaHaBinuBaercs [IpaBuTenbcTBOM
Poccuiickoit ®enepannn. [Hopaaok opraHu3anuu ¥ IPOBEACHHUS WHCICKTUPOBAHUS ITPOU3BOIUTEINICH
JIEKapCTBEHHBIX CPEACTB Ha COOTBETCTBHE TPEOOBAaHMSIM MpPaBWII HaJyUIeXkalled MpOU3BOACTBEHHOMN
IIpaKkTUKU ycTraHasiusaeTcs IIpasurensctBom Poccuiickon denepanuu.

(B pen. denepanbHbix 3akoHOB 0T 25.06.2012 N 93-®3, ot 22.10.2014 N 313-®3, ot 22.12.2014 N
429-D3)

2. Ilpow3BoACTBO JEKapCTBEHHBIX cpeactB B Poccuiickoit ®enepauuu  OCyHIECTBISETCS
MIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX CPENICTB, UMEIOIIMMHU JINLIEH3UIO HAa IPOU3BOACTBO JIEKAPCTBEHHBIX
cpenctB. [loaTBep:kneHHe COOTBETCTBUS JULEH3MAaTa M[paBWJIaM HaJUIeKalled MPOU3BOACTBEHHOMN
MPAKTUKHU OCYILIECTBIISIETCS B pAMKaX JUIEH3MOHHOIO KOHTPOJS B COOTBETCTBUU C 3aKOHOIATEILCTBOM
Poccuiickoit @denepaliiuu ¢ yueToM 0COOCHHOCTEH, yKa3aHHBIX B YaCTH | HACTOSIIECH CTaThU.

(B pen. ®enepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-®3, o1 22.12.2014 N 429-D3)

2.1. Jlma neneil MUUEH3UPOBAHMS IMPOU3BOJACTBA JIEKAPCTBEHHBIX CPENCTB ISl MEIUIIMHCKOTO
MPUMEHEHUS M WHCIEKTHPOBAaHUS CYyOBEKTOB OOpaIICHHs JICKaPCTBEHHBIX CPEJICTB Ha COOTBETCTBHE
TpeOOBaHUSAM  [paBUJ  HaAJEeXKalled  MPOW3BOJACTBEHHOW  TMpakTUKH  (eaepaiabHBIA  OpraH
WCIIOJTHUTENIbHOW  BJIACTH, OCYHIECTBIISIIOIIMNA TOCYJAPCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX
MpemapaToB JJIsI MEIUIIMHCKOTO MPUMEHEHHUS, PEAOCTaBIsACT (efepaTbHOMy OpraHy HCIIOJHUTEIHHON
BJIACTH, OCYIIECTBIISIIONIEMY (PeepaabHbIi TOCYJapCTBEHHBIN JTUIIEH3MOHHBINH KOHTPOJIb IEATeTbHOCTH
10 MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJCTB JIJISI MEIUIIMHCKOTO MPUMEHEHHMS, 110 €T0 3aMpocy B paMKax
MEKBEJIOMCTBEHHOT'O MH(OPMAIIMOHHOTO B3aMMOJICUCTBHS B IOPSJIKE, YCTAHOBICHHOM (eepaabHbIM
OpraHOM UCIIOJIHUTENIbHOM BJIACTH, OCYILIECTBISIONINM JIMIIEH3UPOBAHUE MTPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEICTB Ui MEIUIMHCKOTO MpPHUMEHEHUs, U (QeneparbHbBIM OPraHOM HCIHOJHUTEIBLHON BIACTH,
OCYIIECTBIISIIOIUM TOCYJIAPCTBEHHYIO PErHCTPALMIO JICKAPCTBEHHBIX IMPENnapaToB IJs MEIUIIMHCKOTO
MIPUMEHEHHUS, CBEJCHHS O JIEKAPCTBEHHBIX CPEACTBAX, YKa3aHHbIE B 4acTH 5 cTaThbu 18 HacTOSIIETO
denepanbHOTO 3aKOHA, B TOM YHCIE B CiIy4yae, €CJId TaKhe CBEJICHUS COCTABISIOT KOMMEPUYECKYIO
TaliHy.

(uacts 2.1 BBenena @enepanbHbIM 3akoHOM OT 14.07.2022 N 311-D3)

3. TIpou3BOACTBO JEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIETCS C COONIOZCHHEM TpeOOBaHUI
IIPOMBILUICHHOTO ~ PErJIAMEHTa,  KOTOPBIM  yTBEP)KIAETCd  PYKOBOIUTEIEM  IPOU3BOIUTEINS
JIEKApCTBEHHBIX CPEJICTB M BKIFOUAET B ce0sl MEPEYCHb NCTIOIh3yEeMBIX (hapMaleBTHUECKUX CyOCTaHIINi
U BCIIOMOTATENIbHBIX BEUIECTB C YKa3aHHEM KOJMYEeCTBAa KaXJOro M3 HUX, JaHHbIE 00 HCIOIb3yeMOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

O60py,I[OBaHI/II/I, OIMMMCAHUC TCXHOJIOTHMYCCKOTO IIponecca MU METOAOB KOHTPOJSA Ha BCEX ITallax
MPOU3BOACTBA JICKAPCTBCHHBIX CPCACTB.

4. Tlpu TpPOU3BOACTBE JIGKAPCTBEHHBIX NPEMAPATOB JUIsl MEIUIMHCKOTO TPUMEHEHUS
HCTIOJIL3YIOTCS (papMarieBTHIeCKUe CyOCTaHIINH, CBEICHUS O KOTOPBIX COJAEPIKATCS B TOCYIaPCTBEHHOM
peecTpe JIEKapCTBEHHBIX CPEJICTB JUISI MEIUIIMHCKOTO TpPHMEHEHUs W (WIM) EIHHOM peecTpe
3aperuCTPUPOBAHHBIX  JICKAPCTBEHHBIX CpeACTB  EBpasuilckoro 3IKOHOMHUYECKOTO0 COm3a, 3a
UCKITIOYeHHEeM (apMaleBTUYeCKUX CyOCTaHIUi, NPOU3BOAUMBIX [UIS TPOBENCHUS KIMHUYECKHUX
UCCIeIoBaHui U (WIn) i 3kcnopTa. [Ipu mpous3BoICTBE TEKAPCTBEHHBIX CPECTB IJII BETEPUHAPHOTO
MPUMEHEHUS WCIIONB3YIOTCS (apMalleBTHUECKUE CyOCTaHIIUU, CBEACHHUS O KOTOPBIX COACpKATCS B
TOCY/IapCTBEHHOM peecTpe JICKaPCTBEHHBIX CPEACTB IS BETCPUHAPHOTO NPHUMEHEHUs, W (WIH)
TOCY/IapCTBEHHOM PEeCcTpe JICKAPCTBEHHBIX CPEJCTB JIISI MEIUIIMHCKOTO MMPUMEHEHHUS, U (MITH) SAHHOM
peecTpe  3aperucTpUpOBAaHHBIX  BETEPHUHAPHBIX  JIEKAPCTBEHHBIX  IpernapatoB  EBpasuiickoro
SKOHOMHUYECKOTO COI03a, M (WJIM) €IUHOM pPEeCTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpa3uiickoro SKOHOMHYECKOTO COI03a, 3a HCKIIOYeHHEeM (apMaleBTUYECKUX CYOCTaHIIHMH,
MIPOM3BOJUMBIX JIJIsl TPOBEACHUS KIMHUYECKHX WCcleaoBaHud u (wim) ans skcrnopta. K mporeccy
MPOM3BOJICTBA  (PapMaIeBTUYECKOW CYOCTaHIIMM OTHOCSITCS JIFOOBIE CTaauM TEXHOJIOTHYECKOTO
Mporecca, TO3BOJISIONIME  TOJYYNUTh TOTOBBIA  MPOJYKT, COOTBETCTBYIOIIMHA  TPeOOBaHUAM
¢dapmakomneiiHoil cTaTbd, B TOM 4Hcle (QepMEHTalus, SKCTPAKLMsA, OYUCTKA, BBIJCICHUE,
MepeKpUCTANIN3allis, BbBICYIIMBAHUE, HW3MelbueHHe. B cioyyae HEOOXOIMMOCTH HCIOIB30BaHUS
STUJIOBOTO CIUPTa, B TOM 4YHcCIe (GapMaleBTUYECKOW CyOCTaHIIMHM CIUPTa ATHIOBOrO (dTaHONA), MpU
MIPOM3BOJICTBE JICKAPCTBEHHBIX CPEJCTB B KAueCTBE JCUCTBYIOMIETO M (WMJIM) BCIIOMOTATEIBHOTO
BEIIECTBA, a TAaKKe€ B WHBIX TEXHOJOTHYCCKUX IIEJIAX JOJDKHA OBITh WCIONIB30BAaHA TOJIBKO
(dhapmarnieBTHUecKasi CyOCTaHIIUS CIIUPTA ATHIOBOTO (3TAaHOM).

(B pen. denepanbHbIX 3aK0HOB OT 22.12.2014 N 429-@3, ot 27.12.2019 N 462-®3, ot 27.12.2019 N
481-D3, ot 24.07.2023 N 341-D3)

4.1. IlepedeHb JEKapCTBEHHBIX NPENapaTroB A MEIULUHCKOTO INPUMEHEHMS, B OTHOILICHUU
KOTOPBIX YCTaHABIUBAIOTCS TpeOOBaHUS K 00BEMY Tapbl, YNAaKOBKE M KOMIUICKTHOCTH, IE€peueHb
JIEKapCTBEHHBIX  IpEenapaTroB s BETEPUHAPHOTO IPUMEHEHMs, B  OTHOLIEHUH  KOTOPBIX
YCTaHaBIIMBAIOTCSI TpeOOBaHMUS K 00OBbEMY Tapbl, a Takke TpeOoBaHUS K 00bEMy Tapbl, YIaKOBKE W
KOMIUIEKTHOCTH JIEKAPCTBEHHBIX MPENapaToB A MEIUIMHCKOIO NPUMEHEHHUs, TpeOoBaHus K 00beMy
Tapbl ~ JIEKapCTBEHHBIX  IpenaparoB Ul  BETCPUHAPHOIO  INPUMEHEHMsI  OINPEAEIAIOTCS
COOTBETCTBYIOIIUMH YIOJHOMOYCHHBIMH (peiepalbHbIMU OpraHaMy HUCIOJHUTENBHOW BIAcTH B
nopsjke, ycranosieHHoOM IIpasurensctBom Poccuiickoit @enepannu.

(uactp 4.1 B pea. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHuzamnuu, OCYIIECTBIISIONINE MPOU3BOJCTBO (PapMareBTHYECKON CyOCTaHIIMHM CHUPTa
3TUJIOBOTO (3TaHOIA) I MPOU3BOJACTBA CIMPTOCOAEPKAIIUX JIEKAPCTBEHHBIX IPENaparoB, 0O0sI3aHbI
OCYILECTBIISATh YUeT B MOPSAJKE, yCTAHOBICHHOM CTaThiMu 8 U 14 denepanbHOro 3akoHa oT 22 HOSOpS
1995 roma N 171-®3 "O rocynapcTBEHHOM PpEryJIMpPOBaHUHU MPOU3BOJCTBA U 000pOTa ATUIOBOTO
CIHPTA, AIKOTOJIBHOW U CIUPTOCOEPIKALICH MPOAYKIUH U 00 OrpaHHYEHUH MOTPEOIeHUs (PacTuTHs)
ankoronbHOM mpoxaykiuu". [Ipou3BojacTBO (dapmaineBTUUECKOW CyOCTaHIIMM CIUpPTAa STUIIOBOTO
(3TaHONIa) JOMycKaeTcs TOJIBKO OpraHU3aluell, OCYIIECTBISIIOIIEH MPOU3BOJCTBO PEKTU()UKOBAHHOTO
STWJIOBOT'O CIIMPTA U3 MHILEBOTO CHIPbs HA OCHOBAHUU JINLEH3UH Ha MPOU3BOACTBO 3TUJIOBOIO CIUPTA
IUIS TIPOM3BOJICTBA (hapMalleBTUYECKON CYOCTaHIMM CIHPTa THIOBOIO (3TaHOIA) B COOTBETCTBUU C
tpeboBanusmu denepanbHoro 3akoHa ot 22 HosOps 1995 roma N 171-®3 "O rocymapcTBEeHHOM
peryJIupoBaHUM MPOU3BOJICTBA M 000pOTa STHIOBOTO CIHMPTA, AIKOTOJIBHOM M CHHPTOCOIEpIKaIlei
NPOAYKIMH W 00 OrpaHWYeHHWH MOTpeONeHus: (PacmuTHA) AIKOTOJIBHOH NPOAYKIHUH', METOJAOM
pa3BeAeHUS BOJOM OYMIIEHHOM TaKOro 3TUJIOBOTO CHHUPTA, IPOU3BEAECHHOIO JAHHON OpraHU3alMeN 1Mo
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

MECTY OCYIIECTBIICHHUSI TPOU3BOJICTBA (PapMaleBTUUECKON CyOCTaHIIMH CIUPTA STUIOBOTO (3TaHOMA).
(uactb 4.2 BBeneHa denepanbubiM 3akoHOM oT 03.07.2016 N 261-D3; B pen. enepaibHOro 3aK0Ha OT
27.12.2019 N 481-03)

4.3. nauBuayanbHbIe MPEINPUHIMATEIN U IOPUANYECKHE JIUIA, OCYIICCTBISIONINE 3aKyNKy U
WCIIONTb30BaHKEe (hapMaIeBTUUECKOW CyOCTaHIIMK CIIUPTA THJIOBOTO (9TAHOJA), a TAaK)Ke MPOU3BOJICTBO,
M3TOTOBJICHHE W (WJIHM) O000pOT (32 HCKIIOYCHHEM PO3HUYHOM TIPOJAXKH) CIHUPTOCOASPIKAIINX
JIEKapCTBEHHBIX TIPerapaTroB, O00s3aHbl OCYIIECTBISITh MX YYeT H JACKIapUpOBAaHUE B TMOPSIKE,
YCTQHOBJICHHOM cTaThiMu 8 u 14 ®PenepanmbHoro 3akoHa oT 22 HosOps 1995 roma N 171-®3 "O
TOCYJapCTBEHHOM DETYJIMPOBAHUU MPOU3BOJCTBA M 00OpPOTa ATHUIIOBOTO CIHMPTA, AJIKOTOJIBHOH U
CIHPTOCOJEpXKAMEH MNPOAYKIMH W 00 OrpaHWYCHUH TMOTpeOieHus (paciuTHsl) aAIKOTOJBHOM
MPOTYyKIIMH'".

(dactp 4.3 BBeaeHa denepanbHbIM 3akoHOM 0T 29.07.2017 N 278-D3)

4.4. Tlpu mnpou3BOACTBE JIEKAPCTBEHHBIX IMpEMapaToB Ui BETEPUHAPHOTO MPUMEHEHUs
JIOMYCKAeTCsl HWCIOIB30BaHUE MPOW3BENCHHBIX JUIS peanu3alu  (GapMaleBTUYECKUX CYOCTaHIINMH,
BKJIFOUEHHBIX B TOCYJAPCTBEHHBIN PEECTp JICKAPCTBEHHBIX CPEICTB YIIOJHOMOYEHHBIM (efepaabHbIM
OpraHOM  HCIIOJHUTENIbHOM BJAacTH, OCYLIECTBIIAIOIIMM BEJEHHUE TOCYJAapCTBEHHOIO peecTpa
JIEKapCTBEHHBIX CPEJICTB 1T MEAUIIMHCKOTO TPUMEHEHUS.

(dactp 4.4 BBeaeHa denepanbHbiM 3akoHOM 0T 02.08.2019 N 297-D3)

5. 3ampemaercss IPOU3BOACTBO:

1) nexapcTBEHHBIX CPEACTB, CBEAEHHUS O KOTOPBIX HE COJAEPIKATCS B rOCYAAPCTBEHHOM pEECTpe
JIEKapCTBEHHBIX CPEJICTB JUII MEIUIMHCKOrO IPUMEHEHHs, M (WIHM) TOCYyAapCTBEHHOM pEEcTpe
JIEKapCTBEHHBIX  CPEACTB Il  BETEPUHApPHOIO MpPUMEHEHHs, U (WIK) €AUHOM peecTpe
3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeCTB EBpa3uiickoro SKOHOMHUYECKOT0 COI03a, U (W) EAMHOM
peecTpe  3aperucTpUpOBAHHBIX  BETEPUHAPHBIX  JIEKAPCTBEHHBIX  npenapatoB  EBpasuiickoro
HSKOHOMHUYECKOTO COl03a, 32 UCKIIOUYEHUEM JIEKAPCTBEHHBIX CPEACTB, MPOU3BOAUMBIX JJIS MPOBEACHUS
KJIIMHUYECKUX UCCIIEOBAHUM MM JUIS JKCIIOPTA;

(n. 1 B pen. @enepanbHoro 3akoHa ot 24.07.2023 N 341-03)

2) danbcuuIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) mexapcTBEHHBIX CPEICTB O€3 JIMIICH3NH Ha MIPOU3BOCTBO JIEKAPCTBEHHBIX CPE/ICTB;

4) nexkapCTBEHHBIX CPEJCTB C HApyIIEHHWEM MOpaBWJI OpraHU3allMd IPOU3BOJACTBA M KOHTPOJIIS
KauecTBa JIGKAPCTBEHHBIX CPEJICTB;

5) yrpatuin cuity. - @enepaibHblii 3akoH oT 27.12.2019 N 481-D3;

6) crnupTOoCOAEPKALINX JIEKAPCTBEHHBIX IMPENapaToB IO MECTY OCYIIECTBICHHS IMPOU3BOICTBA
(dapManeBTHYECKOW CyOCTaHIIMK CIUpPTA STHIOBOTO (dTaHONAa) W (WJIM) MO MECTy OCYIIECTBIICHHS
MIPOM3BOJICTBA STHIIOBOTO CITHPTA;

(. 6 BBenen denepabHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

Koncynprantllmtoc: npumeuanue.

®enepanbHbIM 3aKk0HOM OT 22.12.2020 N 436-D3 cr. 14.1 @3 ot 22.11.1995 N 171-03 uznoxena B
HOBOW pepakuuu, Hopma O. 1.1 cr. 14.1 crapoil penakuun @3 cooTBeTcTBYET HOpME II. 2 cT. 14.1
HOBOM pEIaKINH.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

7) ¢dapmareBTHUECKONW CyOCTaHIMM CHHUpPTa ITUIOBOTO (dTaHONA) W (WIIM) CIIUPTOCOAEPIKAIINX
JIEKapCTBEHHBIX IpENnaparoB Ha OCHOBHOM TEXHOJOTMYECKOM OOOpYJOBaHUU [UIsl TNPOU3BOJICTBA
STHJIOBOTO CIUPTa, YKa3aHHOM B myHKTe 1.1 crateu 14.1 ®depepanbHOro 3akoHa oT 22 Hos6ps 1995
roga N 171-®3 "O rocynapcTBEHHOM pEryJIMpPOBaHUU MPOU3BOACTBA M 000pOTa ATUIOBOTO CIIUPTA,
QJIKOTOJIBHOM ¥ CHUPTOCOJAEpKaIled MPOAYKUMH MU 00 OrpaHWYeHUH TMOTpeOiaeHus (pacruTHs)
AJIKOTOJILHOM MPOAYKITUH".

(n. 7 BBeneH ®enepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

6. Ilpu BBOAE JEKAapCTBEHHBIX CPEIACTB B TPAXKIAHCKUI OOOPOT YIOJIHOMOYEHHOE JIULO
IIPOU3BOUTEIIS JIEKAPCTBEHHBIX CPEACTB OCYILECTBIISIET IOATBEPKACHNUE COOTBETCTBUS JIEKAPCTBEHHBIX
CpeACTB TpeOOBaHMSAM, YCTAHOBJIEHHBIM MPU UX TOCYJApCTBEHHOM perucTpanuu, U rapaHTUPYET, YTo
JICKapCTBEHHbIE CPEJCTBA MPOM3BEAECHBl B COOTBETCTBUM C TPEOOBAaHMSAMM MPABUJ HaJUIeKalei
IIPOU3BOJCTBEHHOM IPAKTUKH.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

7. YIOJIHOMOYEHHBIM JIMIIOM HPOU3BOIMTENS JIGKAPCTBEHHBIX CPEJICTB SBISETCS €ro PabOTHHK,
aTTECTOBAHHBIA B YCTAHOBJICHHOM YIOJIHOMOYEHHBIM (efiepaibHbIM OpraHOM MCIIOJTHUTEIBHON BJIACTH
MOPSAIKE U UMEIOIIUH CTaxk pabOThl HE MEHEe YeM TISTh JIET B 00JIaCTH MPOU3BOJCTBA U (M) KOHTPOIIS
KauecTBa JICKAPCTBEHHBIX CPEJACTB, BhBICIIee OOpa3oBaHWE COOTBETCTBEHHO IO OJHON U3
crenuanbHOCTe W (WIM) OJHOMY W3 HAIpPaBJIICHUH TOATOTOBKU: OWOJIOTHS, OWOTEXHOJIOTHS,
BETEPUHAPHS, BETEPHHAPHO-CAHUTApPHAS JKCIEPTH3a, KIMHUYECKAas MEIUIMHA, pPaJdalliOHHAs,
XUMHYECKass W OWOJorHYeckas 3amura, QapMmarus, (QyHIaMEHTaIbHAS MEAWIIMHA, XHMHYECKast
TEXHOJIOTHSI, XUMHSI.

(B pen. ®eaepanbHbix 3aKk0HOB OT 22.10.2014 N 313-®3, o1 02.08.2019 N 297-D3)

8. IIpou3BoauTENN JEKAPCTBEHHBIX CPEACTB (32 MCKIIOYEHHEM (hapMaleBTHUECKOM CyOCTaHINH
CIHPTa ATUIIOBOTO (3TaHOJA) MOTYT OCYIIECTBIISTH MPOJAXY JICKAPCTBEHHBIX CPEACTB WU MEpeaaBaTh
UX B YCTAHOBJICHHOM 3aKOHOJATenbCTBOM Pocculickoi @enepanyu nopsake:

(B pen. ®enepanbHoro 3akona ot 29.07.2017 N 278-D3)

1) ApyruM mpou3BOIUTEINSM JEKAPCTBEHHBIX CPENICTB AJIsl MPOU3BOJICTBA JIEKAPCTBEHHBIX CPECTB;

2) opraHu3aIusaM ONTOBOM TOPTOBIH JIEKAPCTBEHHBIMU CPEICTBAMU;

3) anTe4yHbIM OpraHu3alUsM, BETEPUHAPHBIM aNTEYHBIM OpraHu3alUsM, WHAUBUIYAJIbHBIM
NPEINPUHIMATENSIM, UMEIOLINM JIMIEH3UI0 Ha (apMaleBTUUECKYIO NESTeNbHOCTh WM JIMIIEH3UIO0 Ha
MEJIMLUHCKYIO AESITENBHOCTD;

4) Hay4HO-MCCIIEI0BATEIbCKUM OPTraHU3alUsAM JUIsl HAY4YHO-HCCIIe10BaTENbCKONW PadOThI;

5) MEeAMIIMHCKUM OpraHU3alUsIM U BETEpUHAPHBIM OpPTraHU3alIUsIM;

6) opraHuzauysM M UHAWBHAYAJIbHBIM MpEeANPUHUMATENSM, OCYIIECTBISIONIMM pa3BelleHuE,
BBIpAIlMBAaHUE U COJEP)KAHUE S>KUBOTHBIX (32 HCKIIOYEHHEM TNPOJAXH UM (papManeBTHUYECKUX

cyOCTaHIMI WM UX TIepeaayn);
(m. 6 B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

7) WCTBITATENBHBIM JTA0OpaTOpPUSAM (LIEHTPaM), MPOBOJSIINM HCHBITAHUS B OOJACTH KOHTPOJS
KauecTBa JIEKAPCTBEHHBIX CPEJACTB, AKKPEAUTOBAHHBIM B COOTBETCTBUM C 3aKOHOJATENbCTBOM
Poccuiickoit @denepaiiuu 00 akKpeIUTALMKA B HAIIMOHAILHOM CUCTEME aKKPEIUTALIUH.

(n. 7 BBeneH @enepanbHbM 3akoHOM OT 04.08.2023 N 428-D3)

9. IlpomwsBogutenu (QapManeBTUIECKON CyOCTaHIIMKA CIUPTa STWIOBOTO (3TaHOJA) OO0S3aHBI
OCYIIECTBIISITh pealin3aluio (Mepeaayy B yCTAaHOBICHHOM 3aKOHOAATeNbCcTBOM Poccuiickoit denepanuu
nopsake) (apmarneBTHUYECKOW CyOCTaHIIMM  CIOHUPTa JTUIOBOTO  (9TAaHONA) MPOU3BOIUTEINSM
JMEKapCTBEHHBIX  CPEACTB  JUIS  TPOM3BOJACTBA  JIGKAPCTBEHHBIX  CPENCTB,  IMPOU3BOJIUTEISM
(M3rOTOBUTEISAIM) METUITMHCKUX U3IEIIHIA ISl IIPOU3BOJICTBA U M3TOTOBIICHUS MEIUITMHCKUX U3JEIHNA B
eMKOCTsIX o0bemMoM He Oosiee 1 nutpa u (unu) He meree 1000 nuTpoB, a opraHu3anusM, YKa3aHHbIM B
MyHKTax 3 - 5 1 7 9acT § HACTOSIIECH CTaThH, B Tape 00beMoM He Ooree 1 muTpa.

(gactp 9 BBenmeHna deaepanbHbIM 3akoHOM OT 29.07.2017 N 278-D3; B pen. denepalibHbIX 3aKOHOB OT
27.12.2019 N 481-®3, o1 22.12.2020 N 444-03, ot 04.08.2023 N 428-D3)

10. Peanuzanusa (mepenaya B YCTAaHOBJIEHHOM 3akoHojarenbcTBOM Poccuiickoit denepanuu
nopsiake) QgapManeBTHYECKOW CYOCTaHIIMM CHUpPTa 3TUJIOBOTO (ITAaHOJA) OpPraHU3aIUsSM ONTOBOU
TOPIOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMU HE JIOMTYCKAETCA.

(uactp 10 BBegena denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku (hapMareBTHUECKON CyOCTaHIIMM CIIUPTA STUIOBOIO (ITAHOJIA) OCYILECTBIISIOTCS €
cobOmroieHreM TpeOOBaHMM, yCTAaHOBJIEHHBIX a03alleM uYeTBepThiM NyHKTa 3 crathu 9 denepanbHOro
3akoHa OT 22 HosOps 1995 roma N 171-®3 "O rocynapCTBEHHOM peryJiMpOBaHUM IMPOU3BOJACTBA U
0o0opoTa S3THJIOBOTO CIHUPTA, AJKOTOJIBHOM M CHHUPTOCOJEpIKALICH NPOAYKIHMH U 00 OrpaHHYCHUH
noTpeOIeHus (PacTUTHs) AIKOTOIBHOM MPOAYKINH".

(uacte 11 BBegena denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

Cratbs 46. MapkupoBKa NeKapCTBeHHbIX CpeAcTB

1. HeKapCTBeHHBIC npenaparbl, 3a UCKIHOYCHUCM JICKAPCTBCHHLIX IIPCIIApaTOB, U3IOTOBJICHHBIX
AIlITCUHBIMU  OpraHu3alusMHi, BETCPUHAPHBIMU alNTCYHBIMHW OpraHu3aluiaMH, HWHAUBUAYaJIbHbIMU
npeaApruHUMATCIAMA, HWMCIOIIUMU JIMIOCH3UIO Ha CbapMaHeBTI/I‘IeCKYIO JACATCIIBHOCTDh, OOJIKHBI
IIOCTYyIIaThb B 06pa1ueHHe, CClIn:

1) Ha WX TEPBUYHOW YyIAaKOBKe (32 HWCKIIOUECHHEM IEPBHYHON YIAKOBKU JIEKAPCTBEHHBIX
PACTUTENBHBIX MPENapaToB) XOPOIIO YHUTAEMbIM MIPU(TOM Ha PYCCKOM S3BIKE YKa3aHbI HANMEHOBAHHE
JIEKapCTBEHHOTO mpemnapara (MeXIyHapOJAHOE HEMAaTEHTOBAHHOE, WM TPYIIUPOBOYHOE, WIH
XUMHYECKOE, WM TOPTrOBOE HAMMEHOBAHKE), HOMEP CEPHH, JaTa BBITYyCKa (711 UMMYHOOMOJIOTHIECKIX
JICKaPCTBCHHBIX IMPENapaToB), CPOK TOJHOCTH, JO3MPOBKA WM KOHIIEHTpANHs, 00beM, aKTUBHOCTH B
eMHNLIAX JEHCTBUS WA KOJIMYECTBO J03;

(B pen. ®enepanbHbix 3aKk0HOB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-D3)

2) Ha UX BTOPUYHOH (MOTPEOUTENHCKON) YMAaKOBKE XOPOIIO YHTAEMBIM IIPUPTOM Ha PYCCKOM
SI3bIKE YKa3aHbl HAUMEHOBAHUE JIEKAPCTBEHHOIO Mpemnapara (MexAyHapoJHOE HEMaTeHTOBAHHOE, WU
TPYIIIUPOBOYHOE, WM XUMHUYECKOE€ M TOPrOBO€ HAWMEHOBAaHMsI), HAWUMEHOBAHHME IPOU3BOIUTENS
JIEKapCTBEHHOTO TIperapaTa, HOMEpP CEpUH, JaTa BhITyCKa ()11 IMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX
[pernapaToB), HOMEpP PErUCTPAMOHHOTO YAOCTOBEPEHHUS, CPOK TOJHOCTH, CIHOCOO MNPUMEHEHUS,
JO3UPOBKA WM KOHIIEHTpalus, 00beM, aKTUBHOCTh B €IMHUIAX JEHUCTBUS JTHUOO KOJMYECTBO J03 B
yIaKoBKe, JIeKapCTBEeHHAas ¢opMa, YCIOBHs OTIYCKa, YCJIOBUS XpaHEHUs, NpeayNnpeauTeIbHbIe
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

HAJIIUCH.
(B pen. @eaepanbhbix 3akoHOB oT 11.10.2010 N 271-P3, o1 22.12.2014 N 429-03)

2. @apmarneBTHYECKHE CYOCTaHIIMHM JOJDKHBI MOCTYNAaTh B OOpalleHue, €ClId Ha WX MEePBHYHOU
YIaKOBKE  XOpOIIO YUTaeMbIM MIPUPTOM HA PYCCKOM  S3bIKE  yKa3aHbl HANMMEHOBAaHUWE
(hapMareBTHUECKOM CyOCTaHIIMU (MEXKIyHApOJHOE HEMAaTCHTOBAHHOE, WM TPYNIHPOBOYHOE, WU
XUMUYECKOE ¢ TOProBO€ HAaWMMEHOBAaHHS), HAaWMMEHOBAHHE IPOM3BOIUTENS (papMareBTHYCCKOM
CcyOCTaHIIMHM, HOMEp CepHH W JaTa M3TOTOBIEHUS, KOJIMYECTBO B YMAKOBKE U E€IUHUIIBI W3MEPEHUS
KOJIMYECTBA, CPOK T'OJTHOCTHU U YCIIOBUS XPaHEHUSI.

(B pen. @eaepanbHoro 3akona ot 22.12.2014 N 429-D3)

3. JlexkapCTBEHHBIE CpEICTBa B KaueCTBE CHIBOPOTOK MJOJKHBI TOCTYNMaTh B OOpalleHHue C
yKa3aHHWEM XUBOTHOTO, U3 KPOBH, TJIa3MbI KPOBH, OPTAHOB U TKaHEH KOTOPOTO OHH MOJTYYCHHI.

4. Ha BTOpHYHYIO (TOTpEOUTENIbCKYIO) YIAKOBKY JIEKAPCTBEHHBIX CPEICTB, IOJYyYEHHBIX U3
KpPOBHM, IUIa3Mbl KPOBM, OPTaHOB M TKaHEW dYeloBeKa, JOJKHA HAHOCUTHCS HAAMUCh: "AHTHTENA K
BHY-1, BUY-2, k Bupycy renatuta C 1 IOBEpXHOCTHBIN aHTUTEH BUpyca renatura B orcyTcTByroT".

5. Ha  nmepBuuHyr0  YNAakOBKYy W BTOPHYHYHO  (TIOTPEOWMTENBCKYIO)  YIIAaKOBKY
paanodapMalieBTUUECKUX JIEKAPCTBEHHBIX CPEICTB JOJDKEH HAHOCUTHCA 3HAK paguallMOHHOM
OMACHOCTH.

6. Ha BTOopuuHy0 (IOTPEOUTEIBCKYIO) YITAKOBKY TOMEOIATUYECKHUX JIEKAPCTBEHHBIX MPEIapaToB
OJKHA HAHOCUTHCI HaamUCh: "'['oMeonaTtuueckuii".

7. Ha BTOpHuHYIO (IOTPEOUTEIBCKYIO0) YIAKOBKY JIEKAPCTBEHHBIX PACTHTEIBHBIX IPENapaToB
JOJKHA HAHOCUThCA Haamnuch: "[Ipoaykuus npoiuia paiuallioOHHbINA KOHTPOJIB" .

8. Ha mepBuuHYyIO yMakoBKy (€CIM JUIsl 3TOTO CYIIECTBYET TEXHHYECKas BO3MOXKHOCTb) M
BTOPUYHYIO (MMOTPEOUTENHCKYI0) YIIAKOBKY JICKAPCTBEHHBIX IMIPENaparoB, MpeaHa3HAYEHHBIX IS
KIMHUYECKUX UCCIICAOBAaHUH, O KHA HAHOCUTHCS HAAMKUCh: "I KIMHUYSCKUX UCCICA0BaHUN".

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

9. YmakoBka JEKapCTBEHHBIX CpPEICTB, IPEIHA3HAUEHHBIX HCKIIOUUTEIBHO [UIsl DKCIOPTa,
MapKUpPYETCsl B COOTBETCTBUM € TPEOOBaHUSIMU CTPaHbI-UMIIOPTEPA.

10. Ha TpancnopTHyio Tapy, KOTOpas HE€ MpeJHa3HaueHa JJis NOoTpeOuTened U B KOTOPYIO
MOMEIIIEHO JIEKapCTBEHHOE CPEACTBO, JIOJKHA HAHOCUTHCS HHGOpMalusg O HAaWUMEHOBAHWM, CEpUU
JICKapCTBEHHOI'O CPEJACTBA, JaTe BBITYCKA, KOJWYECTBE BTOPUYHBIX (IIOTPEOUTENIBCKUX) YIAKOBOK
JIEKapCTBEHHOTO CPEJICTBA, MPOU3BOJUTENE JIEKAPCTBEHHOTO CPEACTBA C YKAa3aHWEM HAaUMEHOBaHUS U
MECTOHAXOKIACHUS MPOU3BOAUTENS JICKAPCTBEHHOTO CpeCTBa (aJpec, B TOM 4YMCIE CTpaHa U (WIIN)
MECTO IPOM3BOJICTBA JIEKAPCTBEHHOI'O CPEJCTBA), @ TAKIKE O CPOKE FOJHOCTH JIEKAPCTBEHHOTI'O CPEJICTBA
u 00 YCIOBUAX €TI0 XpaHCHHA W TICPCBO3KH, HCO6XOI[I/IMI)IC npeaynpeauTCIIbHbIC HAaANIUCH U
MaHUITYJIATOPHBIC 3HAKU.

11. Ha nepBHuYHYyI0 yNakOBKY M BTOPHUYHYIO (IOTPEOMTENbCKYIO) YHAKOBKY JIEKAPCTBEHHBIX
CpeACTB Ul BETEPUHAPHOTO MPHMEHEHHs JO0JDKHAa HAHOCUTbCA Haamuch: "Jljis BeTepuHApHOTrO
IIpUMEHEHUA".

12. Ha BropuuHyro (NmOTpeOMTEIBCKYIO) YIAKOBKY JIEKQPCTBEHHOTO Ipenapara HaHOCUTCS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

LITPUXOBOM KOI.

. nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUUCKYIO ®PEOEPALIUIO N BbIBO3 NNEKAPCTBEHHbLIX CPEACTB
N3 POCCUUCKOU PEOEPALINA
(B pen. deaepanbroro 3akoHa ot 06.12.2011 N 409-D3)

CraTtba 47. Nopsapok BBO3a neKapCTBeHHbIX cpeacTtB B Poccumnckyro Pepgepaumio m
BbIBO3a JIeKapCTBEHHbIX cpeacTB n3 Poccunckon ®epepauyumn
(B pen. ®exnepanbHoro 3akona ot 06.12.2011 N 409-03)

1. BBo3 nekapcTBeHHBIX cpeiacTB B Poccuiickyro @enepanuio OCYHIECTBISIETCS B MOPSJIKE,
ycraHoBieHHOM [IpaButenbctBoM Poccmiickoit ®denepanuu, B COOTBETCTBHM C TaMOXEHHBIM
3aKOHOAATENThCTBOM TaMOKeHHOTo coro3a B pamkax EBpA3DC (manee - TaMokeHHBIN cor03) U (WIH)
3aKOHOJaTenbCTBOM Poccuiickoi Denepauny O TaMOKEHHOM JIEIIE.

(B pen. ®exnepanbHoro 3akona ot 06.12.2011 N 409-03)

KoncynprantlIntoc: mpumeyanue.
Ho 31.12.2023 poccuiiCKuM MPOU3BOJUTENSIM Pa3pelIeHO B YBEJOMUTEIBHOM MOPSIKE BBO3UTH HE
BHECEHHbIE B peecTp (apmaneBTHUYECKHE CYOCTaHIUM JUIsl BETEPUHAPHOTO NPUMEHEHUS s

IIPOM3BOJICTBA 3apPETUCTPUPOBAHHBIX JEeKapcTBEHHbIX cpenctB (IlocranoBnenue [IpaButensctea PO
or 12.03.2022 N 353).

2. BBosumble B Poccuiickyro dDenepanuio JIEKAPCTBEHHBIE CPENCTBA JOJDKHBI COJEPKAThCS B
roCy/1apCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEACTB.
(B pen. @enepanbubix 3aKkoHOB OT 06.12.2011 N 409-®3, ot 27.12.2019 N 462-P3)

3. Homyckaetcst BBo3 B Poccuiickyto @enepanyito KOHKPETHON MapTHH 3aperUCTPUPOBAHHBIX U
(W) HEe3aperucTPUpPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MpEAHA3HAUYEHHBIX JUISI POBEICHUS
KJIMHUYECKUX MHCCIIEOBAaHUI JIEKAPCTBEHHBIX NPENapaToB, MPOBEIEHUS SKCIEPTU3bI JIEKAPCTBEHHBIX
CPEACTB JJIsl OCYIIECTBJIEHUS I'OCYJIAapCTBEHHOM PETrMCTpalMM JIEKApCTBEHHBIX MpPENapaToB WIN JUIs
OKa3aHMs MEIMIIMHCKOW MOMOIIM IO JKU3HEHHBIM TOKa3aHUSAM KOHKPETHOT'O MallMeHTa Ha OCHOBAaHUH
paspelieHus, BBIJAHHOTO YIOJHOMOYEHHBIM (ellepaibHbIM OpPraHOM HCIIOJHUTEIFHOW BJIACTH TIO
3asIBJICHUSIM JIML, YKa3aHHBIX B cTaThe 48 Hacrosero denepanbHoro 3akoHa. PaccMoTpenue Takoro
3asBJIGHHS M TPUHATHE PEIIeHHs O BblJaue pas3pelieHus Ha BBO3 KOHKPETHOM mapTuu
3apEerUCTPUPOBAHHBIX U (WJIM) HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MPEAHA3HAYEHHBIX
IVl TIPOBEJCHMS KIMHUYECKMX MCCIEOBAHUI JIEKapCTBEHHBIX MPENapaToB, MPOBEACHUS 3KCIEPTU3HI
JICKapCTBEHHBIX CPEJCTB JUIA OCYIIECTBICHUS TOCYAAPCTBEHHOW pPETUCTpAalMU JIEKapCTBEHHBIX
IIpEenapaToB WM JJI1 OKa3aHHUA MEIUIMHCKOM IMOMOIIM IO >KU3HEHHBIM IOKa3aHUSM KOHKPETHOI'O
nanueHTa Jubo 00 0TKa3e B BblJa4€ YKAa3aHHOTO Pa3peleHus IPOU3BOIATCS B CPOK, HE MPEBBIIAIOIINN
ATy pabouunx aHeil. [1naTa 3a Beljauy yKa3aHHOIO pa3peleHus] He B3UMAeTCsl.

(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

Koncynprantllntoc: npumeuanue.
C01.01.2024 4. 3.1 ct. 47 yrpaunsaet cuiy (P3 ot 27.12.2019 N 475-D3).

3.1. Honyckaercs BBo3 B Poccuiickyro deaepaiyio KOHKPETHON MapTUU HE3apPErUCTPUPOBAHHBIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

JIEKApCTBEHHBIX MPENapaToB, COAECPKAIIMX HAPKOTUYECKHE CPEJCTBA UJIM MCUXOTPOIHBIE BEIIECTBA, B
nopsake, ycraHoBiieHHOM IlIpaButensctBom Poccuiickoit @enepauuu, Uisi OKa3aHUS MEIULMHCKON
IOMOIIM 10 KU3HEHHBIM IMTOKA3aHUSAM KOHKPETHOI'O MAIlMEHTA WK TPYNIbI MAIMEHTOB B CiIy4ae, €Clu
UMEETCS pelIeHHe BpadyeOHON KOMHCCHHM MEIUIIMHCKOW OpraHu3aiuud O Hed()(EKTHBHOCTH WIIN
HEBO3MOKHOCTH MPHUMEHEHHS Y KOHKPETHOTO MAalMEeHTa MHBIX 3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
MpenapaToB, B TOM YHCIIE COJEP)KAIIUX JIPYTrHue NCUCTBYIOIIME BEIISCTBAa, 1 O HEOOXOIMMOCTH BBO3a
ONPENEICHHOT0  HE3aperuCTPUPOBAHHOTO  JIEKAPCTBEHHOIO  Ipemapara C  YKa3aHHEeM  €ro
MEXIYHApOAHOTO HENAaTEHTOBAHHOTO (WM XMMHYECKOT0, WJIM TPYNIHUPOBOYHOTO0) HAMMEHOBAHUS,
¢bopMBI BBIMyCKa © KoIW4ecTBa. llepedyeHb 3a00JCBaHU M COCTOSHUH UM COOTBETCTBYOIIHUX
JICKapCTBEHHBIX MPENapaToB, COACPKAMMX HAPKOTHUYECKHUE CPEACTBA M ICHUXOTPOIHBIE BEIIECTBA, B
LIETISTX OCYIIECTBJICHUSI WX BBO3a B COOTBETCTBUHU C TPEOOBAHHMSIMHU HACTOSIICH YacTH YTBEPKIAACTCS
YIOJIHOMOYECHHBIM (peliepaibHbIM OPTaHOM HCIIOJTHUTEIIBHON BIIACTH.

(uacts 3.1 BBenena PenepanbHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

3.2. o 31 nexabps 2024 rona nomyckaroTcs BBO3 Ha Teppuropuio Poccuiickoit deneparyu u
obpamenue B Poccuiickoit Denepanuu ¢ yueToM OCOOCHHOCTEH, yCTaHOBJICHHBIX [IpaBUTEIHCTBOM
Poccuiickoit ®enepanun, 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPEMAPATOB [JII MEIUIIMHCKOTO
MIPUMEHEHHUS B yIaKOBKaX, MPeIHA3HAUYCHHBIX JIJIs 0OpaIlleHNus B MHOCTPAHHBIX TOCYAapCTBax, B CIydyae
nedeKTypbl JIEKapCTBEHHBIX IpPEenapaToB WM pPUCKAa €€ BO3HUKHOBEHHSI B CBSI3U C BBEICHHUEM B
otHoweHuu Poccuiickoit @enepanuy OrpaHUYUTEIBHBIX MEP 3KOHOMHUYECKOTO XapaKTepa Mpu yCIOBUU
COOTBETCTBUSl BBO3UMBIX JICKAPCTBEHHBIX IMPEMapaToB TPeOOBaHUSIM, YCTAHOBICHHBIM TMPU HX
perucTpanuu, 3a UCKIIOUYEHHEM TPeOOBaHWN K MEPBUYHON YMAKOBKE, BTOPUYHOU (MOTPEOUTEITHCKOM)
YIIAKOBKE, a TakKe MpU HAJIWYUU Ha BTOPUYHOU (TIOTPEOUTENHCKOM) YMAKOBKE JIEKApPCTBEHHBIX
MpenapaToB, HaXOAIIUXCS B OOpaIICHUH, CaMOKJIESIIEHCS STUKETKU, COJAEpKameld HHPOPMAIHIO O
JIEKApCTBEHHOM IIperapaTe Ha pyCCKOM SI3bIKE.

(uactp 3.2 BBeneHa denepanbHbIM 3aK0HOM 0T 26.03.2022 N 64-D3; B pea. @enepalbHOTO 3aKOHA OT
19.12.2022 N 519-®3)

4. B Poccuiickyto @enepalyio MOKHO BBO3UTh JIEKAPCTBEHHBIE CPENCTBA, Kaue€CTBO KOTOPBIX
MOJTBEPKACHO  CEPTH(PHUKATOM  MPOU3BOAUTENS  JIEKAPCTBEHHBIX  CPEACTB,  YAOCTOBEPSIIOIINM
COOTBETCTBHE BBO3UMBIX JIEKAPCTBEHHBIX CpPEJICTB TpeOOBaHUSIM (apMaKONEHHBIX cTaTeid JIubo B
Cllyyae UX OTCYTCTBHsI HOPMATUBHOM JJOKYMEHTALUU UM HOPMATUBHOTO JOKYMEHTA.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

5. 3ampemaercsa BBo3 B Poccuiickyio ®enepanuio ¢GanbCuUIMPOBAHHBIX JIEKAPCTBEHHBIX
CpeACTB, HENOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTPA()AKTHBIX JIEKAPCTBEHHBIX CPECTB.
(B pen. ®exnepanbHoro 3akona ot 06.12.2011 N 409-03)

6. danbcuUIMPOBAHHBIC JICKAPCTBCHHBIC CPEJICTBA, HEIOOPOKAYECTBEHHBIC JICKAPCTBCHHBIC
CpeJCTBA TOJUICKAT HM3BIATHIO M IOCICAYIOMEMY YHHYTOXKCHHIO WJIM BBIBO3y H3 Poccuiickoit
deneparnun, KOHTpadaKTHBIC JICKAPCTBEHHBIE CPEICTBA - MU3BATUIO U MOCIEAYIONIEMY YHUYTOXEHHIO.
YHuuTOXKEeHHE WK BhIBO3 U3 Poccuiickoit @eneparuu GpanbcuuinpoBaHHBIX JEKAPCTBEHHBIX CPEJNICTB,
HEJOOPOKAYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEICTB, KOHTPa(aKTHBIX  JIGKAPCTBEHHBIX  CPEICTB
OCYIICCTBIISIETCS 3a CYET JIMIA, OCYIIECTBHBIIEIO WX BBO3. [IOPSJIOK YHHUYTOKEHUS M3BATHIX
GbanbCUPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEACTB, HEIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJNICTB,
KOHTpa(aKTHBIX JIEKAPCTBECHHBIX CPEJICTB ycTaHaBnuBaeTcs [IpaBurenscTBoM Poccuiickoit @eneparyu.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

7. Jluma, ocymecTBisitonie BBo3 B Poccuiickyro ®enepanuio  (panbcuUIIMPOBAHHBIX
JICKApCTBEHHBIX  CPEJICTB, HEIOOPOKAYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEICTB, KOHTPa(aKTHBIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

JIEKapCTBEHHBIX CPEJICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C TAMOKEHHBIM 3aKOHOJATEIbCTBOM
TamorxeHHOTO cor03a U (UJIH) 3aKoHOAaTenbcTBOM Poccuiickoit denepannu 0 TaMOKEHHOM JeIe.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

8. BbiB03 ntekapcTBeHHBIX cpencTB U3 Poccuiickoit denepannn ocymecTBiasieTcst 6€3 NpUMEHEHUS
OTpaHUYEHUI, YCTAaHOBJIEHHBIX TAMOXEHHBIM 3aKOHOJATEIbCTBOM TaMOXKEHHOTo coro3a U (WiIn)
3aKOHONATeNbCTBOM Poccuiickoii ®exepanuu 0 roCylapCTBEHHOM PETYJIMPOBAHMM BHEIIHETOPrOBOU
JESATEIBHOCTH.

(B pen. denepanbubix 3akoHOB OT 06.12.2011 N 409-@3, ot 25.11.2013 N 317-®3, ot 22.12.2014 N
429-D3)

9. BBoa B rpaxkaaHckuil o0OpOT JIEKapCTBEHHBIX IPENapaToB AJIi MEAULHUHCKOIO MPUMEHEHUS,
BBE3CHHBIX B Poccmiickyio @Deaepanuio, OCYHIECTBISIETCS C  COONIOACHHEM  TpeOOBaHUM,
YCTaHOBJICHHBIX cTaThel 52.1 Hactosmero deaepaibHOro 3aKoHa.

(uactp 9 BBenena denepanbHbiM 3aK0HOM 0T 28.11.2018 N 449-03)

Koncynprantllntoc: npumeuanue.

Y. 10 ct. 47 He pacnpocTpaHseTcs Ha CEpUU JIEKapCTB /Il BETEPUHAPHOTO IPUMEHEHUS, BBEJICHHBIE
B TpaxaaHckuii o6opotT no 01.09.2023, xoTopsie moafekaT MPUMEHEHUIO IO MCTEYEHHUSI CPOKa MX
rogHoctu (P3 ot 02.07.2021 N 317-D3).

10. BBog B rpakaaHCKHii 000pOT JIGKAPCTBEHHBIX MPETapaToB JUIsl BETEPUHAPHOTO MPUMEHEHHUS,
BBE3CHHBIX (TmepemenieHHbIX) B Poccuiickyro ®eneparuio, OCYIIECTBISETCS C COOJIIOJACHHEM
TpeOOBaHMI1, yCTaHOBJIEHHBIX cTaThell 52.2 HacTosuero denepaabHOro 3aKOHa.

(gactp 10 BBenena dexnepanbubiM 3akoHOM 0T 02.07.2021 N 317-D3)

Cratba 48. Opuanyeckume nuua, KOTOpbIM pa3pelweH BBO3 JeKapCTBEHHbIX
cpeactB B Poccumnckyro Pegepaumio
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

JlekapcTBeHHbIe cpeicTBa B Poccuiickyro denepalinio MOryT BBO3UTH:
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) TpoOW3BOAWTENW JIGKAPCTBEHHBIX CPEACTB JJs Ieleld COOCTBEHHOTO IMPOM3BOJICTBA
JIEKaPCTBEHHBIX CPEJICTB;

2) UWHOCTpaHHblE pa3pabOTUMKHU JIEKAPCTBEHHBIX CPEACTB W HMHOCTPAHHBIE MPOU3BOIUTENN
JIEKapCTBEHHBIX CPEACTB MM JpYyrue IOpUAMYECKHE JIMIa [0 TOpY4YeHHUIO0 pa3padoTyuka
JIEKapCTBEHHOI'O CPEACTBA ISl IPOBEICHUS KIMHUYECKUX HCCIIECIOBAaHUH JIEKapCTBEHHOTO IIpernapara,
OCYILIECTBIEHUSI  TIOCYJAapCTBEHHOM  PETUCTpAlMM  JIEKAPCTBEHHOIO  IIpernapara,  BKIIIOYECHMS
(dapMarieBTHUECKOW CyOCTaHIIMM B TOCYNApPCTBEHHBIH PEECTp JICKApPCTBEHHBIX CPEJICTB, KOHTPOJIS
Ka4yecTBa JICKAPCTBEHHBIX CPEICTB MPU HAIMYHUU Pa3peIIeHUs] YIIOJTHOMOUYEHHOTO (elepaIbHOro OpraHa
HCIIOJTHUTENIBHOM BJIACTH HA BBO3 KOHKPETHOW ITAPTUU JIEKAPCTBEHHBIX CPELCTB;

3) opraHu3aIy ONTOBON TOPTOBJIM JIEKAPCTBEHHBIMU CPEACTBAMU;
4) Hay4YyHO-HCCIIEOBATENbCKUE OpraHu3alud, o00pa3oBaTeNbHBIE OpPraHU3alMd  BBICIIETO

0o0pa3oBaHMsl, MPOU3BOAUTENN JIEKAPCTBEHHBIX CPEACTB Ul pa3padOTKH, HCCIEIOBaHUN, KOHTPOJI
0e30macHOCTH, KadecTBa, 3()()EKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB TNPU HATUYUU Pa3peIICHHS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

YIIOJTHOMOYEHHOTO (peIepabHOTO OpraHa UCTIOHUTEIBHON BIIACTH;
(B pen. ®enepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

5) MeTUIIMHCKHE OpTaHU3aIMH, UHBIE YKa3aHHbIC B MyHKTaX | - 4 HACTOsIIEH cTaThl OpraHU3alUuU
JUIE OKa3aHWsl MEIWIIMHCKOW IOMOMIIM I10 JKW3HEHHBIM IIOKAa3aHUSAM KOHKPETHOTO MAalMeHTa TpU
HAIMYAHA Pa3pelICHUs] YIOJHOMOYEHHOTO (heepallbHOTO OpraHa WCIOJTHHUTEIBHOW BIACTH HA BBO3
KOHKPETHOW MapTHUH JIEKAPCTBEHHOTO Mpernapara, BHIJAHHOTO B YCTAHOBJIEHHOM Iopsjike B (opme
ANIEKTPOHHOTO IOKYMEHTA, MONMCAHHOTO YCHUJICHHOW KBaTH(UIIMPOBAHHOM AJIEKTPOHHOH MOIMHCEIO;
(B pen. ®enepanbHoro 3akona ot 12.03.2014 N 33-D3)

Koncynprantlntoc: npumeyanue.
C 01.01.2024 1. 6 ct. 48 yrpauuBaer cuiy (P3 ot 27.12.2019 N 475-D3).

6) TOCyJapCTBEHHbIC YHUTAPHBIC OPEINPHUITHS, UMYIIECTBO KOTOPHIX HAXOAUTCS B (peepabHON
coOcTBeHHOCTH, omnpenensiemble [IpaBurensctBoM Poccuiickoit ®enepanuu, B 4YacTH BBO3a B
Poccuiickyro ®@enepaunio HE3apErMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX MPENAPATOB, COJAEPIKAIIUX
HapKOTUYECKHUE CPEACTBA WJIM IICUXOTPOIIHBIE BEUIECTBA, I OKa3aHUS MEJUUMHCKOW ITOMOILM I10
YKU3HEHHBIM [MOKA3aHUSAM KOHKPETHOTO MAllMEHTa WA FPYIIIbI HAalMEHTOB B COOTBETCTBUU C YaCThIO 3.1
ctathu 47 HacTosiiero denepaabHOrO 3aKOHA.

(. 6 BBeneH PenepanbHbIM 3akoHOM 0T 27.12.2019 N 475-03)

Cratbsa 49. [lokymMeHTbl, NpeacTaBnsieMble B TaMOXeHHble opraHbl Poccumnckom
Penepaumnu npu BBO3e NieKapCTBEHHbIX cpeacTB B Poccumnckyro ®eanepauuto
(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1. Ilpu BBO3e nexkapcTBEHHbIX CpelIcTB B Poccuiickyro ®enepanuio B TaMOKEHHBIE OpIaHbI
Poccuiickoit  ®eneparuum  HapsAxy ¢ JOKYMEHTaMH, IPEACTABICHUE KOTOPBIX MPEITyCMOTPEHO
TaMOXXEHHBIM 3aKOHOJATEIbCTBOM TaMOXEHHOTO coOro3a M (MJIM) 3aKOHOJATeIhCTBOM Poccuiickoi
denepanuy 0 TAMOKEHHOM JI€NI€, MPEACTABISIOTCA CAEAYIOIIME TOKYMEHTHI:

(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1) ceprudukar npouU3BOAMTENS JIEKAPCTBEHHOIO CPEACTBA, YAOCTOBEPSIOIIUIl COOTBETCTBUE
BBO3UMOTO JIEKAPCTBEHHOI'O CpeJCTBa TpeOOBaHUAM (apMakoNeWHoW cTaThu JHOO B cCilydae ee
OTCYTCTBUSI HOPMAaTHBHOM TOKYMEHTALIMU MM HOPMAaTHBHOTO IOKYMEHTA;

2) paspelleHue YHNOJHOMOYEHHOIro (eepaabHOro opraHa HCIIOJIHUTEIbHONW BJIacTH Ha BBO3
KOHKPETHOM NapTHM JIEKAPCTBEHHOI'O CPEACTBA B ClydasX, YCTAHOBJIEHHBIX 4acTbi0 3 crtaTbu 47
HacTosAwmero PeneparbHOrO 3aKOHa.

2. JIokyMeHTBI, yKa3aHHble B IyHKTax | W 2 4dactu | HacToAlEH CTaTbH, MPEACTABIAIOTCA B
TaMOXeHHbIe opransl Poccuiickoit deneparyy npu npuOBITHH JIGKAPCTBEHHBIX CpeACTB B Poccuiickyro
®denepauuro.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

Cratba 50. BBo3 nekapcTBeHHbIX rnpenapatoB B Poccuinckyro ®Pepepauuio ans
JINYHOrO WUCMONb30BaHUA U MWHbIX HEKOMMep4YeCcKMX uUenen, a TakKke AnA
MCMONb30BaHUSA Ha TEPPUTOPUN MEXAYHAPOAHOIro MeaULMHCKOro Knacrepa
(B pen. @enepanbubix 3aKkoHOB 0T 06.12.2011 N 409-®3, ot 29.06.2015 N_160-P3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

1. JlekapcTBeHHbIE mpemapaTbl MOTYT ObITh BBe3eHbl B Poccuiickyro denepanmio 0e3 yuera
TpeOoBaHUH, NpenycMOTpeHHbIX uacTsMu 1 - 4 crateu 47, crathsimu 48 u 49 HacTOSIIETO
®enepanbHOro 3aKOHA, €CIIM OHU IPEAHAa3HAYEeHbI JUIS:

(B pen. ®exnepanbHoro 3akona ot 06.12.2011 N 409-03)

1) nuyHOrO WCMOJIb30BaHUA (HU3MUECKUMHU JHIIaMU, TpUOBIBIIMMU B Poccuiickyro ®exnepanuio.
IIpu »TtomM BBO3 B Poccuiickyro @enepanuio JIEKAPCTBEHHBIX IPENApPATOB, COIEPIKALINX
CHJIBHOJCHCTBYIOIIME W (WJIM) SJOBUTHIE BEILIECTBA, BKIIOYEHHbIE COOTBETCTBEHHO B CIIHMCOK
CUJIBHOJICUCTBYIOIIMX BELIECTB JUIA LIeJIel YTOJIOBHOTO 3aKoHozaresbeTBa Poccuiickoit denepanuu U B
CIMCOK SJOBHUTBIX BEIIECTB JUI LieJIed YrOJIOBHOIO 3akoHojarenbcTBa Poccmiickon denepanum,
yrBepxkacHHbIE [IpaBuTenscTBoM Poccniickont @enepannn, OCyIeCTBISIETCS IPU HAIMYNN JOKYMEHTOB
(3aBEpeHHBIX KOMHM JOKYMEHTOB HJIM 3aBEPEHHBIX BBIITMCOK M3 HHX), MOATBEPKIAIONINX Ha3HAuUECHUE
¢u3nyeckoMy JIMIly YKa3aHHBIX JIEKAPCTBEHHBIX NpenapaToB (3a HCKIIOYEHUEM JIEKapCTBEHHBIX
IpernaparoB, 3apeructpupoBaHHblX B Poccuiickorn denepanuu u  ormyckaeMblx B Poccuiickon
@eneparun  6e3 pelenTa Ha JIEKApCTBEHHBIM mpemnapar). [loaTBepkaaroniye JOKYMEHTHI (HMX
3aBEpEHHBIE KOMUU WM 3aBEPEHHBIE BBIMUCKU U3 HUX) JOJKHBI COJEPKAaTh CBEIEHUS O HAUMEHOBAHUU
M KOJIMYECTBE HA3HAYEHHOIO JIEKapCTBEHHOIO Ipenaparta. B ciydae, ecim NOATBEpKAAOLIUE
JIOKYMEHTHI (MX 3aBEpEHHbIE KOIUM WM 3aBEPEHHBIC BBIUCKU U3 HHUX) COCTaBJICHbl HA MHOCTPAHHOM
A3BIKE, K HUIM IIPUJIAraeTcsi HOTapHaJIbHO 3aBEPEHHBIN I1EPEBOJL HA PYCCKUH SI3BIK;
(m. 1 B pen. @enepanbHoro 3akona ot 02.06.2016 N 163-D3)

2) WUCHONB30BaHUS pa0OTHUKAMU JAWINIOMATUYECKOTO KOpIyca WM TMPEJICTaBUTEISIMU
MEXKIYHAPOIAHBIX OpraHu3aluid, aKKpeIUuTOBaHHbIX B Poccuiickoi Denepaunu;

3) nedyeHHs NACCAKUPOB M WICHOB 3KHUMNAKEH TPAHCHOPTHBIX CPEJCTB, MOE3AHBIX Opuraa u
BOAMTENICH TPAHCIIOPTHBIX CPEACTB, MPpUOBIBIINX B Poccuiickyio @enepanuio;
(B pen. Deaepanbroro 3akoHa ot 06.12.2011 N 409-D3)

4) neueHMsl y4aCTHUKOB MEXIyHAPOJHBIX KYJIbTYPHBIX, CIIOPTUBHBIX MEPOIIPUATHI M YUaCTHUKOB
MEXIyHapOAHbIX dKCIIEIUINI;

5) nedeHHUs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300Cajax, IHpPKaX, OKeaHApUyMax,
nenb(GUHAPUAX, JICUCHUS] AUKUX >KUBOTHBIX, TOCTOSHHO WM BPEMEHHO HACENSIFOIIUX TEPPUTOPHIO
Poccuiickoit denepanun, HAXOASAMIMXCS B COCTOSHUM €CTECTBEHHOW CBOOOJIBI M MPUHAJICKAIUX K
BHJIaM, 3aHeceHHBIM B KpacHyto kuury Poccuiickoit @eneparuu u (WiH) KpacHbIE KHUTH CYOBEKTOB
Poccuiickoit denepannu, a TakxkKe KMBOTHBIX, BBO3UMBIX B Poccuiickyro denepanuro i ydyactus B

CIOPTUBHBIX U 3PEIUIIHBIX MEPOIIPHUATHUSAX;
(B pen. @enepanbubix 3akoHOB 0T 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) UCII0JIb30BaHMs HA TEPPUTOPUH MEXKTYHAPOJAHOTO MEAULIMHCKOIO KIIacTepa.
(. 6 BBeneH DenepanbHbIM 3aK0HOM OT 29.06.2015 N 160-D3)

2. B cnydasx, nmpeaycMOTpPEHHBIX 4acThio 1 HacTosel cTaThH, J0IycKaeTcsa BBo3 B Poccuiickyro
Ddenepaluio IeKapCTBEHHBIX MPENapaToB, He 3aperucTpupoBaHHbIX B Poccuiickoit denepariuu.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-D3)

3. JlekapcTBEHHBIE IIpeNaparThl, IpPeJHA3HAYEHHbIE JJI TYMaHUTApHON ITOMOLIH (COACHCTBUS) UITU
IIOMOIIM IIpU Ype3BbIYANMHBIX CHUTyauusx, BBO3ATca B Poccuiickyro ®enepanuio B IOPAIKE,
ycraHoBieHHOM [IpaButensctBoM Poccuiickoit ®enepanuu. 3anpemaercss BBO3 B Poccuiickytro
QDenepalMio  HE3apETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  IPENApaTroB, IPEJHA3HAYCHHBIX UL

www.consultant.ru Crpanuua 112 n3 151
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454112&amp;date=02.10.2023&amp;dst=100843&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=444486&amp;date=02.10.2023&amp;dst=100011&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=444486&amp;date=02.10.2023&amp;dst=100113&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=198848&amp;date=02.10.2023&amp;dst=100008&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454112&amp;date=02.10.2023&amp;dst=100845&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454112&amp;date=02.10.2023&amp;dst=100846&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=02.10.2023&amp;dst=100074&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330122&amp;date=02.10.2023&amp;dst=100194&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454112&amp;date=02.10.2023&amp;dst=100847&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=135230&amp;date=02.10.2023&amp;dst=100008&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

ryMaHUTapHOH MOMOIIHU (COAEUCTBH) MIIM IOMOIIY NPH YPE3BbIYaHHBIX CUTYAIUSX.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 51. CoTpyaHuuyecTtBO dpeaepanbHOro opraHa MCMNONHUTENbHOW BracTy,
YNOMTHOMO4YEHHOro B 006facTM TaMOXEHHOro pAena, U ApPYrux YMNONMHOMOYEHHbIX
¢epepanbHbIX OpraHOB UCNOJNTHUTENBLHOW BNacTu

1. YnomHoMmoueHHble (efepasibHble OpraHbl HCIOJHHUTENIbHON BIAcTH MPEIOCTaBISIOT B
pacniopsbkeHne (enepalbHOro OpraHa HCIOJHUTEIbHOM BIIACTH, YIOJIHOMOYEHHOrO B 001acTH
TaMOYKEHHOTO JieJla, TOCYIapCTBEHHBIH PEECTp JIEKApCTBEHHBIX CPENCTB, a TaKkkKe WH(POPMAIHIO O
BBIAHHBIX pa3pelIeHUsX Ha BBO3 KOHKPETHOM NapTUW JIEKapCTBEHHBIX CPEJICTB B CiIydasX,
YCTaHOBJICHHBIX 4acTbl0 3 cTaThy 47 HacTosero denepalbHOTO 3aK0Ha.

2. denepanbHBIA OpraH HUCIOJHUTENBHON BIACTH, YIOJHOMOYEHHBIH B 00JacTH TaMOXEHHOTO
nena, THQOpPMUPYET yKa3aHHbIE B 4acTH | HACTOSIIEH CTaThU yIOJIHOMOYEHHBIE (heiepaibHble OpraHbl
HCIOJIHUTEJIBHOM BJIACTH O BBO3€E JIEKAPCTBEHHBIX CPEeACTB B Poccuiickyro dPenepanuio U BbIBO3E
JIEKapCTBEHHBIX CpeACcTB U3 Pocculickoit @enepanuu no ¢popmMe U B HOPSAIKE, KOTOPHIE YCTAHOBIIECHBI
[IpaBurenscTBOM Poccuiickoit deneparum.

(B pen. deaepanbroro 3akoHa ot 06.12.2011 N 409-D3)

nasa 10. PAPMALIEBTUYECKAA OEATEJIbHOCTDb
Cratbsa 52. OcyuwecTBneHme chapmMaueBTUHECKON AEATENIbHOCTH

1. dapmaueBTuyeckas AEATEIBHOCTb OCYLIECTBISETCS OpPraHU3alUsIMM ONTOBOW TOPrOBIU
JIEKapCTBEHHBIMM  CpPEJICTBAaMM,  alTeYHbIMH  OpPraHU3alUsAMM, BETEPUHAPHBIMU  ANTEYHBIMHU
OpraHM3alvsIMM,  WHAMBUAYAJIbHBIMM  INPEANPUHUMATENSAMH,  HMMEIOIMMHU  JIMLIEH3UI0  Ha
(apMareBTHYECKYI0 JESITEeIbHOCTh, MEIUIMHCKHUMU OpTaHU3AIMsIMH, HMEIONMMH JIMIEH3UI0 Ha
(bapManeBTHYECKYI0 JESITeIbHOCTh, M HMX OO0OCOOJICHHBIMHU TIO/Ipa3ACiIeHUAMHU (aMOyIaTOpUsIMH,
¢denpamepckuMu U (PenpAImIepCKO-aKyIepCKUMU  [TyHKTaMH, LEHTpamMHu (OTAEJICHHUsIMH) 0O1eit
BpaueOHOI (ceMeHHON) MPAaKTUKM), PACIIONOKEHHBIMH B CEJILCKUX HACEIEHHBIX ITYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allT€UHble OPraHU3ALUHU, U BETEPUHAPHBIMHU OpraHU3alMsIMU, UMEIOIUMH JIMIEH3UI0 Ha
(bapMareBTHYECKYIO JeSITeIbHOCTb.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

KoncynprantlIntoc: npumeyanue.

Y. 2 ct. 52 (B pen. @3 ot 28.04.2023 N 149-D3) B yacTu aKKpeIUTALUU CHEIIUAIUCTOB C BHICIIUM
WM CPEIHUM BETEpUHAPHBIM 00pa30BaHUEM, OCYIIECTBISIONINX (PapMaleBTUUECKYIO EATEIbHOCTD,
npumensercs ¢ 01.03.2026. CeptudukaTsl TakuM JuiiaM BeiaroTcs mo 28.02.2026 u AEHCTBYIOT HE
Oounee 5 ner.

2. dusnyueckue WA MOTYT OCYUIECTBIATH (PapMaleBTUYECKYIO ACSITENbHOCTh MPU HAJIUYUU
BBICIIIETO HIJIM cpeAaHero ¢apMaieBTUYECKOro o0pa3oBaHUS U cepTHU(UKATa CIEHUaNIucTa JTudo
NPOIIEHHON aKKpeIuTallU{ CIELUAINCTa, BBICIIEr0 MM CPEIHEro BETEPUHAPHOTO 00pa3oBaHUS U
cepTUdHKaTa CIEeUUAINCTa JUOO TPOUICHHON aKKpPEIUTAIMU CIEHUATUCTA, a TAKXKE BBICIIErO WIIH
CPEHEr0 MEIUIIMHCKOTO 00pa3oBaHus, cepTU(UKaTa clenuanucTa Juoo MpoNAeHHON aKKpeIuTaluu
CHelHaJuCcTa U JOMOJHUTEIBHOIO MPOPECCHOHANIBHOIO 00pa30BaHUsl B YAacTU PO3HUYHON TOProOBIU
JIEKapCTBEHHBIMU TIpenaparaMd Ui MEOUIMHCKOTO MPUMEHEHHsI IPH YCIOBUM HUX paboThl B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

000COOJICHHBIX MMOJPA3ICTICHUAX MEIUIIMHCKIX OPraHn3aliii, YKa3aHHBIX B YacTH | HaCTOSIIEH CTAaThH.
(dacts 2 B pen. @enepanbHoro 3akoHa oT 28.04.2023 N 149-D3)

Koncynprantllntoc: npumeudanue.

JlexapcTBEHHBIE MpENapaThl I MEAULIUHCKOTO TPUMEHEHHUS, BBEICHHBIE B TPaXKJaHCKUI 000pOT 10
29.11.2019, nmoanexxkaT XpaHEHUIO, MEPEBO3KE, OTIYCKY, peaiu3aluu, Nepeaayde, MPUMEHEHHUIO 0
ucTedeHus cpoka ux rogHoctu (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBog B rpaxaaHCcKmmM OOGOpPOT neKapCTBEHHbIX MnpenapatoB AnA
MeaULMHCKOro NpUMeHeHus
(BBenena denepanbHbIM 3akoHOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOJOM B rpaskJaHCKUI 000POT KaXKJI0M CEpUM MM KaXI0M MapTUU MPOU3BEICHHOTO B
Poccuiickoit ®enepauuu JE€KapCTBEHHOrO Ipemapara JJjs MEIWLHUHCKOrO MPUMEHEHHus, 3a
UCKITIOYCHHEM HMMMYHOOUOJIOTMYECKUX  JIGKAPCTBEHHBIX TMPENapaTroB, MPOU3BOJUTENL  TaKOTO
JIEKapCTBEHHOTO TIperapaTra TMPeJACTaBiIsieT B (elepalibHbIl OpraH HCIOJTHUTEIBHOW BIACTH,
OCYIIECTBISIOMUNA (DYHKIIMM TO KOHTPOJIO M Haa3opy B cdepe 3apaBoOXpaHEHHUsS, JOKYMEHT
MIPOU3BOIUTENIS JIEKAPCTBEHHOT'O CPEACTBA, MOATBEPKAAIOIINN KaueCTBO JIEKAPCTBEHHOTO Mpernapara, u
MOATBEPK/ICHUE YIIOJIHOMOYEHHOTO JIMIAa MPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB COOTBETCTBUS
JIEKapCTBEHHOT'O IpernapaTa TpeOOBaHUSM, YCTAHOBIEHHBIM IIPH €T0 TOCYAAPCTBEHHOM PETUCTPALIUU.

2. Ilepen BBOJIOM B TpaKAAHCKUH OOOPOT KaXIOH CEpUM MM KaXJ0H MapTUM BBO3UMOTO B
Poccniickyro ®enepanuio JIEKapCTBEHHOTO Ipenapara sl MEAMIMHCKOrO IPUMEHEHUs, 3a
UCKIIIOYEHHEM MMMYHOOMOJOTHYECKHUX JIEKAPCTBEHHBIX IMPENapaToB, OpraHU3alysl, OCYLIECTBIISIONIAs
BBO3 JIEKapCTBEHHOTO Tpemnapara B Poccuiickyto denepanuro, mpeacraBiser B (enepaibHbI opraH
WCIIOHUTENILHON BIACTH, OCYIIECTBISIOMMI (YHKIMKM 1O KOHTPOJIIO M HaaA30py B cdepe
3IpaBOOXPAHEHMs, CEPTHU(PUKAT MPOU3BOJAUTENS JIEKAPCTBEHHOTO CPEICTBA, YAOCTOBEPSIIOILUI
COOTBETCTBHE BBO3MMOIO JIEKAPCTBEHHOTO Ipernapara TpeOoBaHHSM (apMaKoONeHOi cTaTbu, a B
clly4ae OTCYTCTBUS (papMakomeitHOW cTaThu TpeOOBAHWSIM HOPMATHBHOW JOKYMEHTAllUH, U
MOATBEPK/ICHUE MPEACTaBUTENSI OpPraHU3allii, OCYILECTBISIONIEH BBO3 JEKAapCTBEHHOI'O INpernapara B
Poccuiickyro ®epeparuto M yNOJHOMOYEHHOW WHOCTPAHHBIM MPOM3BOJUTENIEM JIEKAPCTBEHHBIX
CPEJICTB, COOTBETCTBUS BBOUMOTI'O JIEKAPCTBEHHOT'O IpenapaTa TpeOOBaHUSIM, YCTAHOBIEHHBIM IPHU €0
roCy/1apCTBEHHON PETUCTPALIUN.

3. IlopsanoK NpEeACTaBIEHUS B COOTBETCTBUU € YacTAMU | M 2 HACTOAILIEH CTaTbU JOKYMEHTOB U
CBEICHUI O JIeKapCTBEHHBIX IpenapaTax, BBOJMMBIX B TPAXKTAHCKUH OOOPOT, yCTaHABIWBACTCS
[IpaBurensctBOM Poccuiickoit deneparum.

4. B OTHONIEHHWH TMEPBBIX TPEX CEPUN WIM MNapTHUH JIEKAPCTBEHHOI'O Ipernapara, BIEPBbIE
npousBeieHHOro B Poccuiickoit denepanuu uiau BIepBbie BBO3UMOTo B Poccuiickyto deneparuio, B
(benepanbHBIA OpraH UCTIOTHUTENLHON BIACTH, OCYUIECTBIAIOMUN (PYHKINUU 110 KOHTPOJIO U HAA30PY B
C(I)epe SHpaBOOXpaHGHHH, JOITOJIHUTCIBbHO HpCHCTaBHHeTCSI HpOTOKOJI I/ICHLITaHI/Iﬁ O COOTBECTCTBHH
CCpI/II/I NIIn HapTI/II/I JICKapCTBCHHOI‘O HpenapaTa Jd MEAUITUHCKOI'O HpI/IMeHeHI/ISI I10Ka3aTcCJIsIM
KauecTBa, IPEIyCMOTPEHHbIM HOPMAaTUBHOM JOKyMEHTalMeW (Jajee - TMPOTOKOJ HCIBITAHHI),
MMPOBOJIUMBIX AKKPEIUTOBAHHBIMUA B COOTBETCTBHHU C 3aKOHOAATENbCTBOM Poccuiickoii deneparun 06
aKKpEeIWTAIlMK B HAIIMOHAJBLHON CHCTEME aKKpeauTanuu (QeaepaabHbIMU  TOCYIapCTBEHHBIMHU
OIOPKETHBIMU YUPEIKICHHUSIMH, TIOJJBEIOMCTBEHHBIMH (heJiepaTibHOMYy OpraHy MCIOIHUTEIbHOM BIACTH,
OCyIIECTBISIfOLIEMY (YHKIMHM 10 BBIPAOOTKE W pealu3ali TOCYJapCTBEHHOW MOJUTHKH H
HOPMATHUBHO-TIPAaBOBOMY PETYJIMpPOBaHUIO B cdepe 3apaBoOXpaHeHUs, U ¢eAcpaTbHOMYy OpraHy
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

UCTIOJHUTENIBHOM BJACTH, OCYIIECTBISIONIEMY (YHKIHMM 10 KOHTPOJIIO M Haa3opy B cdepe
31paBooxpaHeHus. [IOpaIoK BbIIa4M YKa3aHHBIMU (peliepaibHbIMU TOCYAAPCTBEHHBIMU OO/PKETHBIMHU
YUPEXKJIEHUSIMU JAHHOIO IIPOTOKOJAa M pa3Mep IulaThl 3a €ro BbLAAYy YCTAHABIMBAIOTCS
[IpaBurensctBOM Poccuiickoit deneparum.

5. Exxerogno He mo3aHee 1 deBpans mpou3BOINUTENN JIEKAPCTBEHHBIX CPEJICTB WJIM OPTaHHU3aIlNH,
OCYIIIECTBIISIONIME BBO3 JIEKAPCTBEHHBIX MpenapatoB B Poccuiickyro denepainio, MPeICTaBISIOT B
(denepanbHBIA OpraH UCTIOTHUTENHLHON BIACTH, OCYUIECTBISIOMUN (PYHKIIUU 110 KOHTPOJIO U HAA30PY B
cdepe 31paBOOXpaHEHUs, TPOTOKOJ HUCIBITAHUH MOCTYIUBIIETO B TEYCHUE T0J1a B TPAXKIaHCKUN 000pOT
JIEKApCTBEHHOr'0 TMperapaTa KOHKPETHOTO MPOMU3BOAMUTENS (HAa OJHY CEPHUI0 KaXJIOro TOPTrOBOTO
HAaMEHOBAHHS C yYETOM JICKQpCTBEHHOH (DOPMBI M JO3MPOBKH), MPOBOJUMBIX AKKPEIUTOBAHHBIMU B
COOTBETCTBUHU C 3aKOHOJATEILCTBOM Poccmiickoit deneparuu 00 akKpeAUTAIlMd B HAIMOHAIBHOMN
CHUCTEME aKKPEIAUTAIMH HCTIBITATEIbHBIMH JIA0OPATOPHUAMU (IICHTPAMH).

6. IlpousBoauTenn JEKapCTBEHHBIX CPEACTB WJIM OpraHu3alMy, OCYIIECTBISIONINE BBO3
JIEKapCTBEHHBIX IpenapaTtoB B Poccuiickyto denepanuto, He MEHEE YEM 3a OJUH O[] 10 IUIAHUPYEMBIX
IMPUOCTAHOBJICHUA WM IPCKPAUICHUA MNPOU3BOACTBA JICKAPCTBCHHLIX IPCIApaTOB HJIM HX BBO3a B
Poccuiickyro ®@enepanuio yBeAOMISIOT 00 3TOM (eaepanbHbIi OpraH HCIOJHHUTEIBHON BIACTH,
OCYUIECCTBISIOMMN (QYHKIMU N0 KOHTPOJIIO U HAA30py B cdepe 3apaBoOXpaHeHHs] U (eaepanbHbIi
OpraH MCIOJHHUTEIbHON BIACTH, OCYLIECTBISIIOIMN (YHKIMM IO JIMIEH3UPOBAHHUIO IPOM3BOJICTBA
JIEKapCTBEHHBIX CPEICTB.

7. BBox B rpakJaHCKHii 000pOT Ka)XI0M cepuu WIM KaXJIO0W MapTUM MMMYHOOHMOJIOTHYECKOTO
JICKapCTBEHHOI0 Ipemnapara, Npous3BeneHHOro B Poccuiickon ®dexepaiuu WiIM BBO3UMOIO B
Poccuiickyro ®@enepanuio, OCYIIECTBISETCS Ha OCHOBAHWW pa3pelIeHHs], BBIAHHOTO (enepaabHbIM
OpPraHOM HCIIOJIHUTEIbHON BIIACTH, OCYIIECTBISIONUM (PYHKIMU MO KOHTPOJIO M Haa30py B cdepe
3IpaBOOXPAHEHMs], Ha OCHOBAHUHU BBIJAHHOIO (peepanbHbBIMU TOCYIapCTBEHHBIMH OOKETHBIMHU
YUPEXKIECHUSAMH, YKa3aHHBIMU B 4acTU 4 HACTOALIEH CTaTbH, 3aKIFOYEHHS O COOTBETCTBUU CEPUM WU
NapTUH UMMYHOOHOJIOIHYECKOTO JIEKapCTBEHHOTO MpernapaTta TpeOOBaHHUSAM, YCTAaHOBJICHHBIM IPHU €T0
rOCyJapCTBEHHOH peructpanuu. [1opsaaok BeIAaYM pa3pelieHus: Ha BBOJ B TPaXKJAaHCKH 000POT cepuu
WIKM TapTUd UMMYHOOMOJOTMYECKOro JIEKApCTBEHHOIO IIpernapaTa, a TakkKe MOpsSI0K BblAaun
YKAa3aHHOTO 3aKJIOUEHHs M pasMep IUiaThl 3a €ro BbIAady ycTaHaBiauBarTcs [IpaBurenscTBOM
Poccuiickoit denepariumu.

8. 3a HempeaCcTaBl€HWE WJIM HECBOEBPEMEHHOE IMPEACTaBICHUE JOKYMEHTOB M CBEICHUH,
MPEAYCMOTPEHHBIX YacTsaMu 1, 2, 4, 5 1 6 HACTOSIIEH CTaThbU, TPOU3BOAUTEIN JIEKAPCTBEHHBIX CPEACTB
W OpraHM3alMH, OCYIIECTBJSIOIIME BBO3 JIEKAPCTBEHHBIX IMpenaparoB B Poccuiickyro Penepannro,
HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJaTeNbcTBOM Poccuiickorn denepany.

9. IlpencraBneHue JOKYMEHTOB M CBEIACHUM, NPEIyCMOTPEHHBIX YacTamu 1, 2 u 4 Hacrosmen
CTaTbd, W IIOJIyYCHHE IIPEIyCMOTPEHHOIO 4YacTbl0 7 HACTOSALIEH CTaTbW pa3pelleHHus Ha BBOJ
MMMYHOOHOJIOTHUECKOTO JIEKaPCTBEHHOI'O Ipernaparta B TIpakAaHCKUH o000poT He TpelyroTcs B
OTHOIIEHHUU JIEKAPCTBEHHBIX IPENaparoB, IPEJAHA3HAUEHHBIX JUI MPOBEACHUS KIMHUYECKHUX
HCCIIE0OBAHUM JICKaPCTBEHHBIX IPENapaTroB, NPOBEACHUSA DKCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB UL
OCYILECTBIIEHUSI TOCYAAPCTBEHHOW PETMCTPALMU JIEKAPCTBEHHBIX IPENapaTroB, a TAKXKE B OTHOLICHUH
HE3apEeTrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB, MPEAHA3HAYEHHBIX IS OKA3aHUS MEIUIIMHCKON
IIOMOLIY I10 JKU3HEHHBIM II0Ka3aHUSAM KOHKPETHOIO NMAlUEHTa WM IPYIIbl NAlUEHTOB, BBO3UMBIX B
Poccuiickyro ®@enepanuto B cooTBeTCTBUU € yacTsMu 3 u 3.1 crateu 47 Hacrosmero denepaibHOro
3aKOHa.

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

10. Ilpu BBISIBIEHHH B TpakJAaHCKOM O0OpOTE CEepHH WU MapTUU JIEKApCTBEHHOTO Mpernapara,
JOKYMEHTBl U CBEAECHHSA O KOTOPBIX, MPEAYCMOTpPEHHbIE dacTaMU |, 2 W 4 HacTosALIEH cTaThbu, HE
NPEJCTaBICHb B (enepajbHblii OpraH HCIOJHUTEIBHON BIIACTH, OCYIIECTBIISIONMA (QYHKIUH 110
KOHTPOJIIO M Ha/I30py B cdepe 3ApaBOOXpaHEHUs, TMO0 CepUr WU MapTUH MMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOI'O TMpernapara, He MMEIOIMIMX pa3pelleHds Ha BBOJ B TpaxJaHCKUA 000poT,
MPEeyCMOTPEHHOIO YacThi0 7 HACTOSILEH CTaThbd, (efepalbHbIil OpraH HCIOJIHUTEIBHOW BIACTH,
OCYHIECTBISIOMUN (QYHKIIMM TIO KOHTPOIIO M HAA30py B cdepe 3IpaBOOXpaHEHUS, B MOPSIKE,
ycraHoBieHHOM [IpaButensctBoM Poccuiickoit ®epepanuyn, NpUHUMAET pEIIEHHE O MpEKpalleHun
IpaXJIaHCKOTO 000pOTa TaKkMX CEpUH WIM TMApTHH A0 TPEICTaBICHHUS yKa3aHHBIX JOKYMEHTOB U
CBe/IeHU 100 MOTyueHHs YKa3aHHOTO pa3perieHHs.

Koncynprantlntoc: npumedanue.

Cr. 52.2 He pacupoCTpaHAETCs Ha CEpUU JIEKAPCTB JUIsl BETEPUHAPHOIO MPUMEHEHUS, BBEICHHbBIE B
rpaxaanckuii 06opot g0 01.09.2023, xoTopble MOMIESKAT MPUMEHEHHIO 10 UCTEUEHHUS CPOKa HUX
rogHocT (D3 ot 02.07.2021 N 317-D3).

Cratbsa 52.2. BBoa B rpaxpgaHCKuh OOGOpPOT NeKapCTBEHHbIX NpenapaTtoB Ans
BeTepUHAPHOro NpMMeHeHus
(BBenena deaepanbHbM 3akoHOM OT 02.07.2021 N 317-D3)

1. Tlepen BBOIOM B TpaXTAHCKUH OOOPOT KaXAOH cepuu MPOU3BEACHHOTO B Poccuiickoit
@enepauuy  JIEKapCTBEHHOrO Impenapara JJisi BETEPUHAPHOIO IPUMEHEHHS, 32 HUCKIKOYEHHUEM
MMMYHOOHMOJIOTUYECKOTO  JIEKAPCTBEHHOT'O  Tpemapara  JUisi ~ BETEPUHAPHOTO  TPUMEHEHUS,
MIPOU3BOJUTEND TAKOTO JIEKAPCTBEHHOIO Ipernapara MPEeACTaBIseT B YBEAOMHUTEIBHOM IOPSJIKE B
(benepanbHBIA OpraH UCIOJHUTENBHON BIACTH, OCYIIECTBISIOMUN (DYHKIIUU 11O KOHTPOJIO (HAA30py) B
cdepe obpalieHus JeKapCTBEHHBIX CPEJICTB JJI1 BETEPHUHAPHOTO MPUMEHECHHUS:

1) IOKYMEHT NpOU3BOOUTENS JIEKAPCTBEHHBIX CPEACTB, IOATBEPKAAIOMIUNA COOTBETCTBUE
KayecTBa JICKAPCTBEHHOT'O Ipernapara JUisi BETEPUHAPHOIO IPUMEHEHUS, BBOJMMOIO B I'DAKIAHCKUI
000poT, TpeOOBaHUSAM, YCTAHOBJIEHHBIM IIPHU €r0 FOCYAaPCTBEHHON PETUCTPALINN;

2) TOATBEpXKICHHE YIOJIHOMOUYEHHOTO JIMIIA TMPOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB
COOTBETCTBHUSl  JIGKAPCTBEHHOTO TIpermapaTa [UIsli BETEPUHAPHOTO TMPUMEHEHHUS TpeOOBaHUSM,
YCTaHOBJICHHBIM [P €TI0 TOCYAAPCTBEHHOW PErUCTPaLIUH.

2. Tlepen BBOJOM B TpakTAaHCKUH O00OPOT KaXXAOW CEpHH BBO3UMOTrO (IEpEMENIaeMoro) B
Poccniickyro @enepanyio JEKapCTBEHHOIO Ipernapara Uil BETEpUHAPHOIO IPUMEHEHHUs, 3a
UCKJTFOUEHHEM UMMYHOOHOJIOTHYECKOTO JIGKAPCTBEHHOTO TpernapaTa Uil BETepUHAPHOTO TIPUMEHEHUS,
OpraHu3aIysl, OCYIIECTBISIONIAs BBO3 (TIepeMeneHre) JIEKapCTBEHHOTO TpernapaTa Jjisi BETepUHAPHOTO
npuMeHeHus B Poccuiickyro dezeparuro, MpeaCcTaBIsSeT B YBEAOMHUTEIBHOM MOPSIKE B (enepaabHbIi
OpraH HCHOJHUTEJIBHOW BIIACTH, OCYIIECTBISIIOIIMI (YHKIMH IO KOHTpOIIO (Ham3opy) B cdepe
0OpaleHus JIEKAPCTBEHHBIX CPEJICTB JUIsl BETEPUHAPHOTO MPUMEHEHHS:

1) 1OKYMEHT NpOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB, IOATBEPKAAIOMIUNA COOTBETCTBUE
KadecTBa JIEKAPCTBEHHOI'O Ipernapara JUisi BETEPUHAPHOIO NPUMEHEHUS, BBOJAMMOIO B I'PAKIAHCKHUI
000poT, TpeOOBaHUAM, YCTAHOBJIIEHHBIM IIPU €T0 FOCYJapCTBEHHON perucTpaiumy;

2) MOATBCPKACHUC JIMIA, YIIOJTHOMOYCHHOT'O ACPIKATCIICM WM BJIAJICIIBICM PCTUCTPALIMOHHOI'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

YIOCTOBEPEHUS JIEKapCTBEHHOIO IIpernapara s BETEPUHAPHOTO IPUMEHEHHUs, COOTBETCTBUS
JICKapCTBEHHOT'O TpenapaTa [yl BETEpUHAPHOTO NMPUMEHEHHs! TpeOOBaHUAM, YCTAaHOBJICHHBIM IMIPHU €ro
rOCyJapCTBEHHOM pPErucTpaLyu.

3. BBoxg B rpaxxmaHckuiéi 00opoT BBO3MMOro (mepemeniaemoro) B Poccuiickyro denepammro
JIEKapCTBEHHOI'0 IIpernapara Jjsd BETEPUHAPHOIO TMPUMEHEHUsS] OCYLIECTBISAECTCA TMPU HAIUYUUA
3aKIIOYCHUST O COOTBETCTBUU NPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHMSIM IIPABHII
Ha/IJIeKAIIed TPOU3BOJICTBCHHOW MPAKTHKH, BBIIAHHOTO YIIOJHOMOUYEHHBIM (elepalbHbIM OpraHOM
WCTIOTHUTENILHON BIIACTU NS TPOW3BOACTBEHHON TUIOIIAIKKA JIEKQPCTBEHHOTO TMpemnapara s
BETEPUHAPHOTO MPUMEHEHHS, BBOJMMOIO B TPAKIAHCKUNA 00OPOT.

4. JIuno, ynoJHOMOYEHHOE JepiKaTeleM WM BIAJEeNbLEM PEruCTPallMOHHOTO YAOCTOBEPEHUs
JIEKApCTBEHHOTO TperapaTa i BETEPUHAPHOTO TMPUMEHEHHUS, JOJDKHO OBITh aTTEeCTOBAaHO B
YCTaHOBJICHHOM YIOJHOMOYEHHBIM (he/iepaJbHbIM OPraHOM MCIOJHUTENIbHOM BJIACTH HOPSIKE U UMETh
CTaX paboThl HE MEHee YeM IMATh JIeT B 00JacTh MPOM3BOACTBA M (WJIM) KOHTPOJIS KadecTBa
JIEKapCTBEHHBIX CpPEACTB JHOO B 00MacTH MOHHUTOpUHTA JPPEKTUBHOCTH U OE30MACHOCTH
JIEKAPCTBEHHBIX TMPEMApaTOB JJii BETEPUHAPHOTO NPHUMEHEHUS, MPOBOAUMOTrO JepxkaTeleM WIu
BJIQJICNIBLIEM DPETUCTPALMOHHOIO YJOCTOBEPEHHS JIEKApCTBEHHOrO Mpernapara Juisi BETEpUHAPHOIO
MpUMEHEHUs JIMOO  yMOJHOMOYECHHBIM WMH IOPUIWYECKAM JIMIIOM, BBICIIEEe 0Opa3oBaHUE
COOTBETCTBEHHO 10 OJHOM U3 creuuajsbHocTe W (WIM) OAHOMY U3 HAaIpaBICHUN TMOATOTOBKH:
Ouosnorusi, OWOTEXHOJOTHUS, BETepUHAPHS, BETEPHUHAPHO-CAHUTAPHAS OHKCIEPTHU3a, KIMHUYECKas
MEIUIIMHA, paJuallMOHHAsA, XMMHYECKas W Ouoiormueckas 3ammuta, (Gapmarusi, ¢GyHIaMEHTalbHas
MEJIMILIMHA, XUMUYECKasl TEXHOJIOTHSI, XUMUS.

5. IIopsAnok mpencTaBlIeHHs] B COOTBETCTBUM € 4acTsAMU | M 2 HACTOALIEH CTaTbU JOKYMEHTOB U
CBEICHMI O JIEKapCTBEHHBIX IperapaTax Jjs BETEpUHAPHOTIO MPUMEHEHHS, BBOJUMBIX B IPAKIaHCKUI
obopor, ycranasnuBaercs [IpaBurensctBoM Poccuiickoit denepariuu.

6. B oTHOmEHMHM NEpBBIX JABYX CEpUH JIEKAPCTBEHHOrO IIpernapara jis BETEPUHAPHOTO
NPUMEHEHMs, BIEpBble MpOU3BEAeHHOT0 B Poccuiickoit ®enepanuu wiM BIEpBbIE BBO3MMOTO
(mepemeniaemoro) B Poccuiickyto ®enepamnyio, B QenepaibHbIii OpraH HCIOJHUTEIHHON BIIACTH,
OCYIICCTBIISIONIUH (YHKITHH 110 KOHTPOITIO (Haa30py) B chepe oOpamieHus IEKapCTBEHHBIX CPEACTB IS
BETEPHUHAPHOTO NMPUMEHEHHMs], HapsAy C TOKYMEHTaMH, IPEyCMOTPEHHBIMU YacTAMHU | U 2 HacTosuien
CTaTbH, IPEJCTABIAIOTCS IPOTOKOJBI HCIBITAHUN O COOTBETCTBHM JTHUX CEpPUH JIEKAPCTBEHHOTO
npernapara Jjs BETepMHApHOr0 IPUMEHEHHUs [ToKa3aTessiM KauecTBa, MpelyCMOTPEHHBIM HOPMaTHUBHBIM
JOKYMEHTOM (J1ajiee - MPOTOKOJ HCHBITAHUN), MPOBOJUMBIX aKKPEIUTOBAHHBIMH B COOTBETCTBHH C
3aKkoHoAaTenbCcTBOM Poccuiickoit @Penepanuu 00 aKKpeOUTallMM B  HAlMOHAJIBHOM  CHCTEME
AKKpEIUTAIIMHA UCTIBITATEIBHBIMU JIA00OPATOPHUAMHE (LIEHTPAMH).

7. ExxerogHo He mo3aHee 1 deBpans mpou3BOIUTENN JIEKAPCTBEHHBIX CPEJICTB WJIM OpPTaHHU3aIlNH,
OCYIIECTBIISIONINE BBO3 (IIEpEMENICHHUE) JIEKaPCTBEHHBIX MTPENapaToB JUIsi BETEPUHAPHOTO MPUMEHECHHS
B Poccuiickyto ®Depepanuio, NpencTaBIsIIOT B (enepanbHbIi OpraH HCHOJHUTENBHON BIACTH,
OCYIIECTBISIONUI (PYHKITHH 110 KOHTPOITIO (HaA30py) B chepe oOpaieHus IeKapCTBEHHBIX CPEACTB IS
BeTepI/IHapHOFO HpI/IMeHeHI/ISI, HpOTOKOH I/ICHBITaHI/Iﬁ HOCTyHI/IBIJ_IeI‘O B TCUCHHUEC roda B I‘pa)KI[aHCKI/If/'I
000pOT JIEKApCTBEHHOTO TIperapara Jijisi BETEpUHAPHOTO MPUMEHEHNS KOHKPETHOTO MPOU3BOAUTEINS (HA
OJIHY CEpHI0 KaXJOT0 TOPrOBOIO HAWMEHOBAHMSI C YYE€TOM JICKApCTBEHHOW (OpMBI, a It
JIEKApCTBEHHOTO npenapara TS BETEPUHAPHOTO MIPUMEHEHUS, HE SIBJISIFOILIETOCS
MMMYHOOMOJIOTHYECKIM, TakKe C Y4YeTOM JO3UPOBKH), MPOBOAUMBIX aKKPEIUTOBAHHBIMU B
COOTBETCTBUHM C 3aKOHOJATeNbCTBOM Poccwuiickoit denepannu 00 akKpeIuTallMi B HAIMOHAIBHOMN
CHCTEME aKKPEIUTAUN UCIIBITATEIbHBIMU JTa00paTOPHSIMHU (LIEHTPAMHU).

www.consultant.ru Crpanuua 117 n3 151
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=191811&amp;date=02.10.2023&amp;dst=100010&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=432761&amp;date=02.10.2023&amp;dst=100010&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=444433&amp;date=02.10.2023&amp;dst=100017&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

8. BBox B rpaxIaHCKU 0O0OpPOT HMMMYHOOMOJOTHUECKOTO JIEKapCTBEHHOI'O Ipernapara Jyls
BETEpPUHAPHOTO TPUMEHEHHUs, mpou3BeaeHHoro B Poccuiickoil @enepanuu WIK  BBO3MMOTO
(mepememaemoro) B Poccuiickyto ®enepanuio, OCylIECTBISIETCS HAa OCHOBaHUU pa3pelIeHHS,
BBIIAHHOTO (e/lepabHBIM OpPraHOM HCIOJHHUTENBHON BIACTH, OCYHIECTBISIOMNM (QYHKIUHU IO
KOHTpOJTIO (HaI30py) B chepe oOpaleHus JeKapCTBEHHBIX CPEICTB ISl BETEPUHAPHOTO MPUMEHEHHUS.
VKkazaHHOe paspelleHHe BbIJAeTCd Ha OCHOBAaHMM IPOTOKOJA  MCIBITAHUM, IMPOBOAMMBIX
aKKpeMTOBaHHBIMU B COOTBETCTBHUHM C 3aKOHoJaTeabcTBOM Poccuiickoit deneparnun 00 akKpeaUTaIK
B HAalMOHAIBHOM cHCTEME aKKpeIuTallud OpraHMU3alUsAMH, TMOABEIOMCTBEHHBIMHU (eaepaTbHOMY
OpraHy HCHOJHHUTEIBHON BIIACTH, OCYIIECTBIIAIONIEMY (YHKIHMH MO BBIPAaOOTKE TOCYIapCTBEHHOM
MOJUTHKA ¥ HOPMATHBHO-TIPABOBOMY PETYJIMPOBAaHUIO B c(epe arponpoMBIIIICHHOTO KOMIUIEKCa,
BKJTIOYasi OOpalleHne JEKapCTBEHHBIX CPENICTB U BETEPHHAPHOTO MPHUMEHEHHS, Wi (eaepaTbHOMY
OpraHy HCIHOJHMTEIbHOM BJIACTH, OCYIIECTBIIAOLIEMY (YHKIMHU IO KOHTpOJItO (Ham3opy) B cdepe
oOpallleHns1 JIEKapCTBEHHBIX CPEACTB Ul BETEPUHAPHOTO NPUMEHEHHs, a TakXkKe JIOKYMEHTOB H
CBEJICHUI, MpeyCMOTPEHHBIX YacThio 1 (A5 mpenapartoB, Mpou3BeeHHBIX B Poccuiickoit ®eneparium)
WIM Y9acTbio 2 (U1 IpenapaToB, BBO3UMBIX (1epemeliaeMblx) B Poccuiickyro ®@enepanuio) HacTosen
CTaThH.

9. Cpox BpIIauM pa3pelleHus, YKa3aHHOI'O B YaCTH 8 HACTOSIIEW CTaTbH, COCTaBISAET NATh
pabouux AHEH co IHS MPEICTABICHUs MPOU3BOJUTEIEM JIEKAPCTBEHHBIX CPEACTB MJIM OpraHU3alUei,
OCYILECTBIISIOLIEH BBO3 (TMepeMelIeHNe) JIEKapCTBEHHOIO IpenapaTa Uil BETepUHAPHOTO MPUMEHEHHS
B Poccuiickyto ®enepauuio, B QenepaiabHblii OpraH HCHOJIHUTEIBHOW BJIACTH, OCYIIECTBISIOIINI
(GYHKIMU 1O KOHTPOMIO (Haa3opy) B cdepe oOpalieHus: JeKapCTBEHHBIX CPEJCTB AJISi BETEPUHAPHOTO
IIPUMEHEHHUs, TOKYyMEHTOB, IPElyCMOTPEHHBIX YAaCThIO 8 HACTOSIIECH CTAThU.

10. Pa3pemienue, yka3aHHOE B YacTH 8 HACTOSIIEH CTAaTbH, BBIJACTCS B OTHOIIEHWHM KaXXKJIOW W3
MEPBBIX JIBYX CEpUdl HMMYHOOHOJOTMYECKOro JIeKapCTBEHHOIO Ipernapara [Uisi BETEpUHAPHOIO
MIPUMEHEHHUs, BIEPBbIE Npou3BeAeHHOro B Poccuiickoii ®Penepany WM BIEPBbIE BBO3UMOTO
(mepemernaemoro) B Poccuiickyto @enepanuio. Takoe pa3pelnieHue BbIIaeTCsS Ha BECh CPOK OOpaIeHUS
CepUM UMMYHOOHMOJIOTHYECKOTO JICKQPCTBEHHOTO TMpemnapara /i BETEPUHAPHOTO MPUMEHCHUS, B
OTHOIIIEHUHW KOTOPOW OHO BBIIAHO. B OTHOIIEHWH TOCIEAYIOUIUX CEPUH OJHOTO TOPTOBOTO
HaWMEHOBAaHUS UMMYHOOHOJOTUYECKOTO JICKAPCTBEHHOTO TMpemnapara Jyisi BETepHHAPHOTO TPUMEHEHUS,
npousBeneHHoro B Poccuiickoit ®enepanuu uiaum BBO3UMOro (mepememaeMoro) B Poccuiickyro
denepannio, TaKOE pa3pelieHe BbIIaeTCa CPOKOM Ha TpH roaa. [lopsanok Belgaum pa3pelieHust Ha BBOJ
B TPaXTaHCKH 00OPOT MMMYHOOHMOJOTHUYECKOTO JIEKAPCTBEHHOTO IIpermapaTta [jis BETEPUHAPHOTO
MIPUMEHEHHUS, MOPSJIOK BBIJIAYM MPOTOKOJA HCHBITAHUM, YKa3aHHBIX B YAaCTH 8 HACTOAIIEH CTaThH, a
TaKKe METOJMKA OIpPEACNICHUs pPa3MepoB IUIAThl 3a BbIJAYy YKa3aHHOTO IPOTOKOJA HCIBITAHUN
ycranaBnuaetcs [IpaButenscTBoM Poccuiickoit @enepanuu.

11. MmmyHoOMoONIOrHYeCKHEe JIEKapCTBEHHbIE Mpenaparbl Ui BETEPUHAPHOTO MNPUMEHEHUS,
BBEJICHHBIE B TPAXKIAHCKUII OOOpPOT B COOTBETCTBUU C YACTHIO 8 HACTOSIIEW CTaThH, MOAJEXKAT
XpaHEHUIO, TEpPEeBO3KEe, OTIYCKY, pealu3allud, Nepenaye, MPUMEHEHHUIO JI0 HCTEUEHHUs CpoKa HUX
TOJIHOCTH.

12. 3a HempexncraBieHHE WIM HECBOEBPEMEHHOE IIPE/ICTaBICHHE IOKYMEHTOB U CBEACHUH,
MIPEAYCMOTPEHHBIX YacTsAMU 1 - 3, 6 u 7 HacTosAIIeN CTaThU, IPOU3BOAMUTEINN JIEKAPCTBEHHBIX CPEICTB U
OpraHu3aly, OCYLIECTBISAIOIIME BBO3  (MEepeMelIeHHe) JIeKapCTBEHHBIX  IpernapaTroB Ul
BETEPUHAPHOro NpuMeHeHHs B Poccuiickyro ®denepanuio, HECYT OTBETCTBEHHOCTb B COOTBETCTBHM C
3aKoHOaTenbCcTBOM Pocculickon denepanum.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

13. IIpeacraBneHne JOKYMEHTOB M CBEAEHUM, IPEAyCMOTPEHHBIX YacTsmu | - 3, 6 u 7 HacTosen
CTaThH, W TOJYYCHHE pa3pelICHHs, yYKa3aHHOTO B YacTU 8 HACTOAIICH CTaThbU, HE TpPeOyroTcs B
OTHOIIEHUHU JIEKAPCTBEHHBIX MPENapaTroB i BETEPUHAPHOIO MPUMEHEHHS, NPEIHA3HAYCHHBIX IS
BbIBO3a M3 Pocculickoil ®enepannu, NPOBEACHUS AOKIMHUYECKUX HCCIECIOBAHUN JIEKAPCTBEHHBIX
CPENCTB, KIMHUYECKUX MCCIICIOBAHUIN JICKAPCTBEHHBIX MIPEMapaToB I BETEPUHAPHOTO TPUMEHEHUS 1
BBO3a JJIs 1I€JIeH, yKa3aHHbIX B NyHKTe 5 yactu | crarbu 50 Hactosimero denepaibHOro 3akoHa, a
Tak)ke 00pa3IoB JEKapCTBEHHBIX MPENapaToB AJisi BETEPUHAPHOTO MPUMEHEHUS, TpeIHa3HAYCHHBIX IS
MPOBEACHUS OSKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B LENMSAX OCYIIECTBICHHUS TOCYJAapCTBEHHOMN
pEerucTpaluu JEeKapCTBEHHBIX MPENapaToB JUIsi BETEPUHAPHOTO MPUMEHEHUS WJIM BHECEHUS] U3MEHEHUN
B PErHCTPALIMOHHOE JI0ChE Ha JIEKAPCTBEHHBIN IIpenapar Jyisi BETEPUHAPHOTO IPUMEHEHHUS.

Crartbsa 53. NMpoaaxa, nepenaya nekapCcTBeHHbIX CpPeACTB OpraHM3aLMssMn onToBoM
TOProBny NeKkapcTBeHHbIMU cpeacTBaMm

1. Opranuzanuu onTOBOM TOPTOBJIH JEKAPCTBEHHBIMH CPEJICTBAMH MOTYT OCYIIECTBIIATH MPOJIAKY
JIEKapCTBEHHBIX CpPEACTB WM TepeAaBaTh MX B YCTAaHOBJICHHOM 3aKOHOJATEIHCTBOM Poccuiickoit
®denepanuu nopsiike (3a UCKIOYEHUEM (apMalleBTUYECKOM CyOCTaHIIMU CIMPTa ATUIIOBOTO (ITaHOIA) C
y4eTOM TPeOOBaHMI YacTH 3 HACTOAIIEH CTaThH:

(B pen. ®enepanbHbIX 3aKOHOB OT 27.12.2019 N 481-D3, ot 04.08.2023 N 428-D3)

1) npyrum opraHu3anusiM ONTOBOM TOPTOBIIH JIEKAPCTBEHHBIMU CPEACTBAMU;

2) NPOU3BOUTENSM JICKAPCTBEHHBIX CPEACTB IS LIeJeH TPOU3BOICTBA JIEKAPCTBEHHBIX CPEJICTB;
3) anTeYHBIM OpPTaHU3AIMAM U BETEPUHAPHBIM alTEYHBIM OPTaHU3AIUSIM;

4) Hay4HO-MCCIIEI0BATEIbCKUM OPTaHU3alUAM JUIsl HAy4YHO-HCCIIe10BaTENbCKONW PaboThI;

5) UHAMBUAYAJIbHBIM NPEIIPUHAMATENSIM, HMEIOIIUM JIMIEH3UI0 Ha (QapMaleBTUYECKYIO
NeSTeNbHOCTh WU JIMIEH3UIO0 Ha MEAUIIMHCKYIO eI TENIbHOCTD;

6) MEOUIMHCKUM OpraHu3alusM, B TOM YHCJIE€ CO3JIaHHBIM U 3apErUCTPUPOBAHHBIM B
COOTBETCTBUM C 3aKOHOJATEIHLCTBOM HMHOCTPAHHOIO TocyaapctBa - uieHa OpraHuzaiuu
SKOHOMHUYECKOTO COTPYJIHUYECTBA U PA3BUTHUSI MHOCTPAHHBIM IOPUIUYECKUM JTUIAM, HHIUBUIYaIbHBIM
MPEANPUHAMATEIISM, SBISTIONUMCS YIaCTHUKAMHU MPOEKTa B COOTBETCTBUU ¢ DeiepaibHBIM 3aKOHOM OT
29 uronsa 2015 roga N 160-®3 "O MexyHapoAHOM MEAUIIMHCKOM KJIACTepe M BHECEHUH U3MEHEHUH B
OTJIeNbHBIE 3aKOHOIaTeNbHbIe akThl Poccuiickoit denepanun’, 1 BETepUHAPHBIM OpraHU3aIUsIM;

(B pen. @enepanbHbIX 3aKOHOB OT 26.07.2019 N 240-P3, ot 04.08.2023 N 428-D3)

7) opraHuzanvsM W WHANBUAYIBHBIM MPEANPUHUMATESM, OCYIISCTBIISIONIUM pa3BelIeHUE,
BEIPANIUBAHUE W COJACPKAHHWE JKUBOTHBIX (32 HCKIIOYCHHEM TMPOJAXH WM (hapMareBTHICCKIX
CyOCTaHIIMI WJIH UX TIepeiadn).

(. 7 B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

2. OpraHuzaiiyi ONTOBOW TOPTOBIM JIEKAPCTBEHHBIMU CPEICTBAMU HE BIIPaBE OCYIIECTBISATH
npojaxy (mepenady B YCTAHOBJICHHOM 3aKOHOJATENbCTBOM Poccuiickoit ®expepanuu mopsake)
(hapmareBTHUECKON CyOCTaHIIUY CITUPTA ATHIOBOTO (ITAHONA).

(uactsp 2 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 481-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

Koncynprantllntoc: npumeuanue.

Y. 3 cr. 53 Ha tepputopusix AHP, JIHP, 3anopoxckoit o6nact, XepcoHCKON 0071acT MpUMEHSIeTCs
¢ 01.09.2024 (D3 ot 04.08.2023 N 428-D3).

3. Opranu3zanuu ONTOBOM TOPTOBIIM JIEKAPCTBEHHBIMU CPEJCTBAMU MOTYT OCYIIECTBIIATh MPOIAXKY
(mepenady B yCTaHOBJICHHOM 3aKOHOJAATelbCcTBOM Poccuiickoit denepannu mopsake) JeKapcTBEHHOTO
rnpernapara JJjisi MEIULMHCKOTO MPUMEHEHUS C MEKIYHApOAHBIM HEMATEHTOBAHHBIM HAaWMMEHOBAHUEM
"Oranon":

1) ropuauyYecKkuM JUIaM, UMEIOIIUM JIMIIEH3WI0 Ha (hapMalleBTUUECKYIO NIeITeIbHOCTh B cdepe
oOpallleHus JIEKapCTBEHHBIX CPEJCTB AJISl MEAULIMHCKOTO IPUMEHEHUS;

2) WHAUBHUAYAJIBHBIM MPCANPpUHUMATCIAM, HWMCIOIIUM JIMICH3UIO Ha (I)apMaI_[eBTI/ILICCKYIO
ACATCIIBHOCTD B C(I)epe 06paH_ICHI/I}I JICKApCTBCHHBIX CPCACTB JJIsI MCAUITMHCKOI'O IPUMCHCHU A,

3) HHIAWBUAYAJIbHBIM IIPECANTPUHUMATCIIAM, UMCIOIIUM JIMICH3UIO HA MCIUITMHCKYIO ACATCIIbHOCTD,
4) IOPUINYCCKUM JTWIaM, UMCIOIHUM JIMLCH3WIO HAa MCANIUHCKYIO JCATCIBbHOCTD,

5) MHOCTPAHHBIM IOPUIWYECKUM JIMIAM U WHAUBUAYAIBHBIM MPEANPUHUMATENSIM, CO3JJaHHBIM U
3apErUCTPUPOBAHHBIM B COOTBETCTBHMM C 3aKOHOJATEIILCTBOM HWHOCTPAHHOIO TOCYJapCTBa - 4Yj€Ha
Opranuzanuy >KOHOMUYECKOTO COTPYAHUYECTBA M PA3BUTHS, SBISIOIIMMCS YYAaCTHUKAMHU MPOEKTA B
cootBercTBUU ¢ DenepanbHbiM 3akoHOM OT 29 wuioHs 2015 roga N 160-O3 "O mexayHapOIHOM
MEIMIIMHCKOM KJIACTEPE W BHECEHUM HM3MEHEHUN B OTIECIbHBIC 3aKOHOJATENIbHBbIE aKThl PocchiicKon
Oenepanun";

6) HCHbITaTENbHBIM J1A0OpaTOpUsAM (LIEHTpPaM), MPOBOJSIINM HCHBITAHUS B OOJIACTH KOHTPOJIS
KAauecTBa JIEKAPCTBEHHBIX CPENCTB, AKKPEAWTOBAHHBIM B COOTBETCTBHM C 3aKOHOJATEIbCTBOM
Poccuiickoit @eneparuu 00 aKKpeAUTAIIMN B HAIIHOHATHHON CUCTEME aKKPEIUTAIIHH.

(uactp 3 BBeneHa denepanbHpiM 3aKoHOM 0T 04.08.2023 N 428-D3)

Cratbs 54. [NpaBuna onToBOW TOProBsiv JIeKAPCTBEHHbIMU CpeaAcTBaMm

1. OnroBas TOpProBusi JIEKAPCTBEHHBIMH CPEACTBAMHU OCYIIECTBISICTCS POU3BOAUTEIISIMU
JIEKapCTBEHHBIX CPEACTB M OpraHU3allMsSIMU ONTOBOH TOPTOBIM JIEKAPCTBEHHBIMU CPEICTBAMHU IIO
MpaBWJIaM HaJJIeKaIell TUCTPUOBIOTOPCKON MPAKTUKHY, PaBUIaM Ha/JIeXKAallel MPAaKTUKU XPaHEHUS U
MEPEBO3KM JIGKAPCTBEHHBIX MPENaparoB s MEIUIMHCKOTO TPUMEHEHUS, MpaBUIaM XpaHEHUs
JIEKAPCTBCHHBIX CPEJCTB JUIsI BETEPHUHAPHOTO TIPUMEHEHUS, YTBEPKIACHHBIM COOTBETCTBYIOIIMMH
YIOJTHOMOYCHHBIMU ()eIepaTbHBIMU OPraHaMHU UCTIOJTHUTEILHOM BIIACTH.

(B pen. @eaepanbHbIX 3aKk0HOB 0T 22.12.2014 N 429-D3, o1 28.04.2023 N 171-D3)

2. OpraHu3zanus ONTOBOW TOPrOBJIM JIEKAPCTBEHHBIMU CpEACTBaMHU o0s3aHa COOIIOAATH
npeJebHble CPOKU OTTPY3KH 3aTpEOOBAHHBIX ANTEUYHOW OpraHu3alueill JEKapCTBEHHBIX IPENaparoB
JUIsl MEIULIIMHCKOTO IPUMEHEHHMsI U HE BIIPABE OTKA3bIBaTh AlITEYHOM OPraHM3aluH, C KOTOPOH y Hee
3aKJII0YEH COOTBETCTBYIOIIMM JOTOBOP O MOCTABKAX JICKAPCTBEHHBIX IIPENapaToB UIsl MEIUIIMHCKOTO
IIPUMEHEHHs, B IIOCTABKE JIEKAPCTBEHHBIX MPENapaToB Il MEIWLIHUHCKOTO MPUMEHEHUS NPU HAJTUIUHU
3aTpe0OBAHHBIX JIEKAPCTBEHHBIX MPENapaToB sl MEIUIMHCKOIO IPUMEHEHHs Y OpraHu3allui ONTOBOM
TOPTOBJIM JIEKAPCTBEHHBIMU cpelcTBaMU. l[IpenenbHble CPOKH OTTPY3KHM 3aTpeOOBaHHBIX aNTEYHOMN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

OpraHM3anyell JIeKapCTBEHHBIX IPEnapaToB Ui MEAWIMHCKOTO INPUMEHEHUS B 3aBUCHUMOCTH OT
pacroyIo’KEeHUs] MecTa OTIPY3KH JIEKAPCTBEHHBIX NpenapaToB JUIs MEIUIIMHCKOTO TNPUMEHEHUS
YCTaHABJIMBAIOTCS YIIOJTHOMOYEHHBIM (DeZiepaibHbIM OPTaHOM MCTIOJTHUTEIIBHON BIACTH.

(uacts 2 BBeneHa denepanbHbiM 3aK0HOM OT 26.03.2022 N 64-D3)

CrtaTtba 55. [opsaaok pO3HMYHOW TOProBNU NeKapCTBEHHbLIMU Npenaparamm

1. Po3HMYHass TOProBis JIEKAPCTBEHHBIMU IpenapaTaMd B KOJUYECTBaX, HEOOXOIMMBIX IS
BBITTOJIHEHUST BpaueOHBIX ((esbIIEepCKUX) HA3HAYEHUH WM Ha3HAYCHUH CIEHUAIMCTOB B 001acTH
BETEPUHAPUH,  OCYILECTBISETCS ~ aNT€YHbIMU  OpraHM3alUsIMH, BETEPUHAPHBIMM  aNTEYHBIMU
OpraHM3alysIMH,  WHAMBUAYAJIbHBIMU  MpEANPUHUMATENSIMH,  HUMEIOIIMMHU  JIMHIEH3UI0  Ha
(bapMaleBTUUYECKYIO JESITEIbHOCTh, MEIULUHCKMMU OpraHu3alisIMM, HMEIOLUMH JIMLIEH3UI0 Ha
(bapMaeBTUYECKYIO JESITEIbHOCTh, M MX O00O0COOJIEHHBIMH MOApa3AeieHUAMU (aMOyIaToOpusIMH,
¢denpamepckuMu U (PeNbAIIEPCKO-aKyIIEPCKUMUA  IIYHKTaMH, LEHTpamMHu (OTAETICHUAMH) oOmIei
BpaueOHOI (CeMeHHON) MPAaKTUKM), PACIIONOKEHHBIMH B CEILCKUX HACEICHHBIX IMyHKTaX, B KOTOPBIX
OTCYTCTBYIOT allT€YHbI€ OpraHU3allMy, U BETEPUHAPHBIMU OPraHU3alUsAIMU, UMEIOLUIUMH JIMLIEH3UIO Ha
(apmalleBTUUECKYIO JeATeIbHOCTh. PazpelieHa po3HUYHAs TOProOBIS TOJNBKO JIEKAPCTBEHHBIMU
IpenapaTamy, 3aperucTpupoBaHHbIME B Poccuiickoi denepanuy WM U3TOTOBJICHHBIMHM ANTEYHBIMU
OpraHM3alysIMH, BETEPUHAPHBIMU anTEeYHbIMU OpraHu3aLusIMHy, UHIVBUAYaJIbHBIMU
NpEeINpUHUMATENIAMY, HMEIOIUMH JIMIEH3HI0 Ha (apMaleBTUUYECKyI0 IesTelbHOCTh. Po3HMuYHas
TOPIOBJIsl JIEKAPCTBEHHBIMHU IIperapaTaMu OCYIIECTBISAETCS IO IpaBWJIaM HaJUIeXkalled anTedyHon
MPAKTUKH, YTBEPKACHHBIM YIIOJTHOMOYEHHBIM (e/IepaIbHbBIM OpPTraHOM HCIIOJTHUTEIHHOMN BIACTH.

(B pen. ®eaepanbubix 3ak0HOB 0T 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

1.1. Po3HuuHasi TOProBisl JEKapCTBEHHBIMH IMpenaparaMu Uil METUIMHCKOTO MpUMEHEeHUus (3a
HCKIIIOUEHHEM JIEKAPCTBEHHBIX IMPENapaToB, OTIMYCKAaEMbIX MO PELENTy Ha JIEKAPCTBEHHBIM MIpenapar,
HapKOTHUYECKUX JIEKAPCTBEHHBIX MPEMAPATOB M MCUXOTPOIHBIX JEKAPCTBEHHBIX MPENapaTroB, a TAKKe
CIUPTOCOJICPIKAIIMNX JICKAPCTBEHHBIX TPENapaToB ¢ OOBEMHOW JOJEH ITHIOBOTO CIHPTA CBBIIIEC 25
MIPOLIEHTOB) MOXET OCYLIECTBJIATHCA aNTEYHBIMU OPTraHU3ALMSIMHM JTUCTAHIMOHHBIM CIIOCOOOM.
Po3HMUYHYIO  TOProBiIrO  JEKAPCTBEHHBIMH  IIpenaparamMu  JJIsi  MEIUIUHCKOTO  IPHUMEHEHMS
JUCTAHIIMOHHBIM CIIOCOOOM MOTYT OCYIIECTBJISATh aNTeUHble OpPraHU3allMM, UMEIOIIUE JHUICH3UIO Ha
(dapmalleBTHUECKYI0 JAESITeTbHOCTh W COOTBETCTBYIOIEE paspelieHue (eaepaapHOro oOpraHa
WCTIOJHUTENIBHOM  BJIACTH, OCYIIECTBISIONIET0 (YHKIMM 10 KOHTPOJIIO W Haa3opy B cdepe
3npaBooxpaHeHud. [lopsaok Bbmauum  paspelieHuss Ha  OCYLIECTBICHUE PO3HUYHONW TOPrOBIU
JIEKapCTBEHHBIMU IpenapaTaMH JUCTAaHIMOHHBIM CIIOCOOOM, TpeOOBaHMS K alTEUHbIM OpPraHU3ALMSIM,
KOTOPBIE MOTYT OCYLIECTBJIATh TAKYK) TOPrOBIIO, M MOPSAJOK €€ OCYLIECTBIECHUS, a TAKXKE IpaBUia
JIOCTaBKU JIEKapCTBEHHBIX IIpErapaToB rpaxaaHaMm ycTaHaBiauBaroTcs lIpaBurensctBom Poccuiickoit
Oenepanun. Mudopmanus 00 omnayeHHbIX (OTIMYIICHHBIX) U MOJTYYEHHBIX JIEKAPCTBEHHBIX Mpernaparax
BHOCUTCA B CHUCTEMY MOHUTOPHHIA JBMKECHUs JIEKAPCTBEHHBIX IIPENapaTroB I MEIULMHCKOTO
IIPUMEHEHHUS B MTOPAJIKE, IPEYCMOTPEHHOM 4YacThio 7 ctaThu 67 HacTosero deaepaibHOro 3aKOHa.
(uacts 1.1 BBenena @enepanbHbiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Bunbpl anre4yHbIX OpraHu3aldii W [paBuUjia OTIYyCcKa JIEKAPCTBEHHBIX IpenaparoB s
MEJULMHCKOrO NMPUMEHEHUS aNTeYHbIMU OpPIraHU3aLUSAMM, MHIUBHUIYAJbHBIMU HpPEINPUHUMATENISAMH,
UMEIOIMMHU  JIMLEH3UI0 Ha (apMaleBTUYECKYl0 JesATEeIbHOCTb, a TakXke MpaBWia OTIIycKa
JIEKapCTBEHHBIX IIPENapaTroB Uil MEAMIMHCKOIO IPUMEHEHUS MEAMIMHCKUMH OpraHU3alMsIMH,
UMEIOIIMMHU  JIMICH3UI0 Ha  (apMaleBTHYECKYI0  JESATEIbHOCTb, M HX  000COOJICHHBIMHU
MOJIpa3ieieHusIMI  (aMOyTaTopusiMu, (perpAmepckuMu 1 (PeTbAIIepCKO-aKyIIePCKIMA  TyHKTaMH,
LeHTpaMu (OTIeNeHnsIMU) o0IIel BpaueOHOM (ceMeltHOW) MpPaKTUKH), PACIIONOKEHHBIMU B CEJIbCKHUX
HACeJNCHHbIX IIyHKTaX, B KOTOpBIX OTCYTCTBYIOT aNTE€YHble OpraHu3ally, YTBEPXKIAIOTCS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

YIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCTIOJIHUTEIBbHOMN BIIACTH.
(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. IIpaBuia oTrycka HapKOTHUECKUX CPEJICTB U MICUXOTPOIHBIX BEIIECTB, 3aPErUCTPUPOBAHHBIX B
KaueCTBC JICKAPCTBCHHBIX IMIPEIApaToB, JICKAPCTBCHHBIX IIPCHIapaToB, COACPKAINIMX HAPKOTHYCCKUC
Cp€acTBa M ICUXOTPOIIHBIC BCUICCTBA, YTBCPXKAAIOTCA YIIOJHOMOUYCHHBIM Cbellepa.]'H)HI)IM Oopranom
UCTIOJTHUTENBHONW BJIACTH IO COTJIACOBAHUIO C (pefepaJbHBIM OPraHOM HCIOJHUTEIBHOW BIIACTH,
YIIOJTHOMOYEHHBIM B cpepe BHYTPEHHHX eIl
(B pen. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-D3)

4. JlekapcTBeHHBIE IIpemapaThl [UIsl BETEPUHAPHOIO MPUMEHEHHS MOAJIEXKAT OTIYCKY
BE€TCPHHAPHLIMH ANTCUHBIMU OpraHu3alvsaMi, BCTCPUHAPHBIMU OpPraHu3aludaMH, WHAWBUAYAJIbHBIMU
npeaApuHUMATCIAMYA, HWMCIOIUMHA JIMOCH3UIO Ha (bapMaHeBTI/I‘—IeCKYI-O JACATCIIbHOCTD. OTHYCK
JIEKapCTBEHHBIX MNPENapaTtoB JUIS BETEPUHAPHOTO INPHMEHEHHUS OCYIIECTBISICTCS B COOTBETCTBHUHU C
NpaBWJIaMH H/JIeXKalled anTeYHOW MPaKTUKH JICKApCTBEHHBIX MpPENapaTtoB Uil BETEPUHAPHOTO
MPUMEHEHUS, YTBEP>KACHHBIMU YIIOJTHOMOUEHHBIM (pe/iepaibHbIM OpPraHOM UCIIOIHUTEIbHOM BIACTH.

(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

5. llepeyeHb MEOUIIMHCKUX OpraHM3alMii, HUMEIOMIMX JIMLIEH3UI0 Ha (QapMaleBTUYECKYIO
NesTeNIbHOCTh, M WX 000COOJEHHBIX Toapa3aeneHuil  (amOynartopuil, QenpamIepcKkux u
(henpaepcKo-aKymepcKux MyHKTOB, IIEHTPOB (OTeIeHUI) 001mel BpaueOHOM (CeMEeMHOM) MPaKTHKH),
PaCIONIOKEHHBIX B CEbCKUX HACEICHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT aliTe€YHbIE OpraHU3aIlIH, a
TaK)Ke NEPEUEHb JIEKapCTBEHHBIX NIPENApaToB, MPOAaKa KOTOPBIX MOXKET OCYIECTBIISTHCS YKa3aHHBIMU
OpraHu3alsiMM ¥ HX  O0OCOOJICHHBIMH  TO/pa3ACICHUSMH, YCTAHABIMBAIOTCS  OpraHaMH
WCTIOJTHUTEIIBHOM Bi1acTh cyOnhekToB Poccuiickoit denepanuu.

(B pen. ®enepanbHbix 3aKk0HOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N_105-D3)

6. AnrteuHble OpraHM3alMK, WHIWBHLYAJIbHBIC NPEANPUHUMATENH, HWMCEIOIIKE JIMLEH3HI0 Ha
(bapMaleBTUUECKYI0  JeSITeIbHOCTh, 00sf3aHbl oOecrneuynBaTh yTBep)KIeHHbIM IIpaBuTenbcTBOM
Poccuiickoit denepanyu 1 GopMHUPYEMBIH B YCTAaHOBJICHHOM MM HOPSJIKE MUHUMAIBHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX IPEnapaToB, HEOOXOIUMBIX Uil OKa3aHUs MEIUITUHCKON TTOMOIITH.

(uactsp 6 B pen. @enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTeuHBIe OpTaHM3AlWH, WHAWBUAYAIbHBIC TNPEANPHHAMATEIN, WMEIONIUE JUIEH3UI0 Ha
(apManeBTHYECKYI0 JEATeNIbHOCTh, HapsAAy C JIEKapCTBEHHBIMU IIpenaparaMy HMEIOT MpaBo
npuoOpeTaTh M MpoAaBaTh, B TOM YHCIE JAWCTAHIIMOHHBIM CIOCOOOM, MEAWIIMHCKUE H3JeIus,
Ne3UH(PULIMPYIOIINE CPEeICTBA, MPEAMEThl M CPEACTBA JIMYHOW THUTHEHBI, MOCYAY Ul METUIIMHCKUX
Lesel, IMpeAMEeThl M CPEACTBA, NpeAHa3HAYCHHBIE JUIS yXOoJa 3a OOJBbHBIMHM, HOBOPOXIECHHBIMH U
JeTbMH, HE TOCTUTTIIMMH BO3pacTa TPeX JIET, OYKOBYIO ONTHKY M CPEICTBA YXO/a 3a Hel, MUHEpaJIbHbIE
BOJIBI, TIPOJYKTHI JIEYEOHOTO, JETCKOTO M AMETUYECKOTO MHUTaHUs, OMOJIOTUYECKH aKTUBHBIC TOOABKH,
napQpoMepHble 1 KOCMETHYECKUE CPE/ICTBA, MEAWIMHCKUE U CAaHUTAPHO-IIPOCBETUTEIIbHBIC IeYaTHHIC
W3IaHus, IpeHa3HAYCHHBIC ISl IPOTIaraHabl 3[0pPOBOr0 00pa3a KU3HH.

(B pen. @enepanbHbix 3ak0HOB OT 27.07.2010 N_192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-D3)

8. HestenbHOCTh anTeyHbIX opraHu3anuil Boopyxennbix Cun Poccuiickoit @enepanuu, Apyrux
BOMCK, BOMHCKHX (POPMUPOBAHUI M OPraHOB, B KOTOPHIX 3aKOHO/aTelbcTBOM Poccuiickoit denepannn
IPEJYCMOTPEHO TPOXOXKAECHUE BOEHHOW CiykObl WM (efepasbHOM TroCylapCTBEHHOM CITyKOBI,
CBSI3aHHOM C IPaBOOXPAHUTEIIBHON AESITEIBHOCTBIO, PErVIAMEHTUPYETCS HacToAmuM PDenepaibHbIM
3aKOHOM U YTBEP)KJICHHBIMH COOTBETCTBYIOIIMMHU (hefepalbHbIMU OpraHaMH HCIIOJHUTEIBHON BIACTH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

nojoxkeHusMu. KoHTposnb 3a coOnrofieHMeM YKa3aHHBIMU aNTeYHBIMU OPraHU3alUsMH TOJ0XKEHUH
Hacrosero PenepaabHOro 3aKOHa OCYIIECTBISETCS COOTBETCTBYIOIIMMHU (hefiepalbHBIMU OpraHaMu
HCIIOJTHUTEJIBHON BIIACTH.

(B pen. ®exnepanbHoro 3akona ot 13.07.2015 N 262-03)

9. Yrparun cuity ¢ 1 suBaps 2021 roga. - ®eaepanbhsiii 3akoH ot 03.04.2020 N 105-D3.

KoncynprantlIntoc: nmpumedanue.
C 01.03.2026 ct. 55.1 yrpauuaet cury (®3 ot 20.10.2022 N 405-D3).

Ctatba 55.1. MopsApgok ocywecTBreHUss PO3HMYHOM TOProBNU JIeKapCTBEHHbIMU
npenapatamMmm Aand MeguUUMHCKOro rnpumMmeHeHuns, oOTnyCcKaeMbiMU MO peuenty Ha
neKapCTBeHHbIVI npenapat, AUCTAHUNOHHbLIM cnocobom

(BBenena deaepanbHbIM 3ak0HOM OT 20.10.2022 N 405-D3)

1. B mepuon ¢ 1 mapra 2023 roga no 1 mapra 2026 roma B ropone ¢enepaabHOro 3HA4YEHUS
Mockse, B benropoackoii m MOCKOBCKOH o00nacTsx (Jajiee B HACTOSAMIEH CTaTbe - CyOBEKTHI
Poccuiickoit @enepanuu) mpeaycMaTpUBAEeTCsl MPOBEAEHUE HKCIEPUMEHTAa II0 OCYIIECTBICHUIO
PO3HUYHOM TOPrOBIIH JIEKAPCTBEHHBIMU MpenapaTaMu AJsl MEIUILMHCKOIO IPUMEHEHUS, OTITyCKaeMbIMU
10 PeLEenTy Ha JeKapCTBEHHBIH Mpenapar, IMCTAHMOHHBIM CIIOCOOOM (J1aee - SKCIEPUMEHT).

2. B paMKkax 3KCIEpHUMEHTa €ro y4aCTHUKH BIIpaBe IUCTAHIHMOHHBIM CHOCOOOM OCYIIECTBIIATH
PO3HUYHYIO  TOPTOBIIIO  JIGKAPCTBEHHBIMH  MpenaparaMd JUisi  MEAUIHUHCKOTO  MPUMEHCHHS,
OTITyCKaeMBIMHU IO pPElenTy Ha JIEKapCTBEHHBIN npenapat (B TOM 4ucie copMUpOBaHHOMY B (opme
JIEKTPOHHOI'O JIOKYMEHTa B JIMYHOM KaOWMHETe TpaxkJaHWHA B (QeaepalbHOM TIoCyaapCTBEHHON
nHpopmanmoHHOo# cucteMe "EnuHbIi mopTai rocy1apcTBEHHBIX U MYHUIIMITAIBHBIX yCIyT ((hyHKIHA)"
U (MJIM) HAa PerHOHANbHBIX MOPTaaX TOCYJapCTBEHHBIX U MYHULMMANBHBIX YCIYT) U BKIIOYCHHBIMU B
[epeueHb JICKAPCTBEHHBIX TMpernaparoB ©  (apMaKoTEepPaneBTHUECKUX TPyHN  JEKapCTBEHHBIX
MpermapaToB, pa3pelICHHBIX K peann3alii B paMKax dKCIIEPUMEHTA, YTBEPKICHHBIA YITOJIHOMOYEHHBIM
(denepanbHBIM OPraHOM HCIIOJIHUTENFHOW BJACTH (32 MCKIIOYEHHEM JICKApCTBEHHBIX IPENaparos,
CoJIepKalliX HapKOTHUYECKHUE CPEICTBA, CUXOTPOIIHBIE BEIIECTBA U MX MPEKYpPCOPHI, JIEKAPCTBEHHBIX
MpernapaToB, COJEPKALIUX CUIbHOACHCTBYIONINE BEIIECTBA, paguo(apManeBTHUECKIX JIeKapCTBEHHBIX
MpernapaToB, HWMMYHOOMOJOTHYECKMX JIEKQPCTBEHHBIX TNIPerapaTtoB, a Takke JEeKapCTBEHHBIX
IIPEeNnapaToB, Uil KOTOPBIX B COOTBETCTBMM C MHCTPYKUMEH @10 NPUMEHEHHUIO JIEKAPCTBEHHOI'O
IpernapaTa YCTAHOBJIEH TEMIIEPATypHBbI peXuM XpaHeHuss Hmwxke 15 rpaaycoB llenbcus,
CIIUPTOCOCPKALUX JICKAPCTBEHHBIX MpEnapaToB ¢ O0BEMHOM 0JIel ATHJIOBOTO CHUPTA CBbIIIE 25
MIPOLIEHTOB U JIEKAPCTBEHHBIX MPENapaToB, U3FOTOBJICHHBIX allTEYHBIMU OpraHuzauusimu). Kpurtepuu
BKJIIOUEHHUSI JIEKAPCTBEHHBIX INIpernaparoB U (¢apMaKoTEepaneBTHUECKUX TPYII JIEKapCTBEHHBIX
MpernapaToB B yKa3aHHBIA IepedeHb ycTaHaBiuBaroTcs [IpaButenbctBom Poccuiickoit deneparuu.
[TonoxkeHus HACTOAIIECH CTAaThU HE PACIPOCTPAHSIOTCS HA JIEKApPCTBEHHBIE IMpemapaThl, OTIyCKaeMble
OecIulaTHO WJIM CO CKHJAKOM TpakJaHaM, HMEIOIIUM TpaBo Ha oOecreueHHe JeKapCTBEHHBIMU
mpermapaTaMy 3a CYeT CPEACTB OFO/KETHBIX ACCUTHOBAHWUU (elepalibHOTO OJKeTa M OI0HKETOB
cyonekToB Poccuiickoit denepanun.

3. VYyacTHHKaMH DKCIIEpPUMEHTA  SIBIAIOTCS  YIMOJHOMOYEHHBIH  (eaepaibHbI  OpraH
WCIIOJTHUTENILHOM BIIaCTH, YIOJIHOMOYEHHBIE OPTaHbl UCIIOHUTEIHHON BIAcTH cyObeKToB Poccuiickoit
®denepanyu, MEIUIITHCKUE OPTaHU3AIMKA U allTeYHbIE OPraHMU3AIMH, COOTBETCTBYIOIINE TPEOOBAHUSIM,
YCTAaHOBJICHHBIM B COOTBETCTBUH C YACTBIO 4 HaCTOHHleI CTaThH.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

4. [lonoxeHue o MopsJKe MPOBEACHUS SKCIIEPUMEHTA, B TOM YHCiIe TPEOOBaHUS K METULIMHCKUM
OpraHM3alsiM ¥ aNTEYHbIM OpraHM3alUsAM, SBJSIONIMMCS YYaCTHUKAaMHU HKCIEPUMEHTa, MOPAIOK
OCYILECTBJICHUS PO3HMYHOM TOPrOBJIM JICKAPCTBEHHBIMU IIpenaparaMud Uil  MEIULUHCKOIO
MIPUMEHEHHUS, OTIYCKaeMbIMU 10 PELENTy Ha JIEKapCTBEHHBIM Ipernapar, AUCTAaHIMOHHBIM CIOCOOOM,
TpeOOBaHMS K JOCTaBKE TAKHUX JIEKAPCTBEHHBIX MPEMapaToB IpaxkJaHaM, NMpaBuia BbIIauyu pa3pelieHus
Ha OCYILECTBJICHHE PO3HUYHOM TOPIOBIM JIEKAPCTBEHHBIMU IIpenaparaMyd i MEIULUHCKOIO
NIPUMEHEHUs, OTITyCKAaeMbIMHU O pEeLeNnTy Ha JEeKapCTBEHHBIH Mpemnapar, IUCTAHLUOHHBIM CIIOCOOOM,
yrBepxkaaercs [IpaBurensctBom Poccuiickoit ®@enepannu. TpebGoBaHHMS K anTeuHbIM OpraHU3ALUSAM,
SBIISIOIIMMCSL YYAaCTHUKAMU HKCIEPUMEHTa, HE MOTYT OBITh HW)KE TpeOOBaHWM, YCTaHOBJIEHHBIX K
anTeYHbIM OPTaHU3ALMsAM B COOTBETCTBUH € 4acThiO 1.1 crateu 55 Hacrosmero @enepanbHOro 3aKoHa.

5. YomHOMOYEeHHBIH (perepaabHbIi OpTaH UCTIOTHUTETHFHOU BIIACTH:

1) ocylecTBiIss€T METOANYECKOE COINPOBOXKACHUE OSKCIEPHUMEHTA, BKIJIIOYAs METOANYECKOe
COIPOBOXKACHUE NEATEIBHOCTU MEIULIMHCKUX OPraHU3aluil U allTeYHBIX OpraHU3alii, y4acTBYHOIIUX B
HKCHEpUMEHTE, 10 O(GOPMIIEHUIO, HCIOJIb30BAHMUIO U XPAaHEHHIO PEIENTOB Ha JIEKapCTBEHHBIN
mpernapar, B TOM 4rcie ¢hOpMUPOBAHHBIX B (JOPME IIEKTPOHHBIX JOKYMEHTOB,;

2) npencrasinger B IIpaButenbctBo Poccuiickoit ®enepanuu IpenBapuUTENbHbI (B MepuoO
MIPOBEJICHUS] KCIIEpUMEHTa, HO HE TO3/IHEee YeM 3a JBa Mecslla /0 MCTEYEHHs] CpoKa IMpOBEICHUs
HKCIEPUMEHTA) M UTOrOBBIN (110 OKOHYAHUM SKCIIEPUMEHTa, HO HE IO3/IHEe YeM 4Yepe3 JBa Mecsla
1ocjae UCTEYEHHs CpOKa TIPOBENEHHMs] OHKCIEpUMEHTA) JMAOKJIaJbl O pe3ylbTarax MpOBEAECHUS
HKCHEpUMEHTa M TMPEUIOKEHUSI O BHECEHMM W3MEHEHMH B 3aKOHOAATENHCTBO 00 oOpalieHuu
JIEKapCTBEHHBIX CPEJICTB.

6. YIIOJTHOMOYEHHBI OpraH UCIOJIHUTEIbHON BlacTH cyobekTa Poccuiickoil @enepanun:
1) BripaBe yCTaHOBUTH OCOOEHHOCTHU MPOBEACHUSI SKCIIEPUMEHTA;

2) yTBEpXKIaeT MOPSAIOK OTOOpa MEAMIIMHCKUX OPTaHM3alldid M alTeYHBIX OpraHu3aluid s
y4acTusi B DKCIEPUMEHTE, a TaKKe MPOBOJUT TaKOH OTOOp M yTBEp)KIAeT MepedeHb MEAMIIMHCKHX
OpraHM3aIlfi U MepeueHb aNTeUYHbIX OPTaHU3AIINA, COOTBETCTBYIOIINX TPEOOBAHUSM, YCTAHOBICHHBIM B
COOTBETCTBUU C YaCThIO 4 HACTOSIIEH CTaThH, U SIBJSIOIUXCS YUaCTHUKAMU YKCIIEPUMEHTA;

3) OCymIECTBJISICT MOHUTOPHHI TIPOBEICHUS HKCIIEPUMEHTa M TMPEACTABISET €ro pe3yibTaThl B
YIIOJTHOMOYECHHBIN (peiepanbHbIi OpTraH UCTIOTHUTEIPHON BIIACTH;

4) oOecnieunBaeT WHGOPMALMOHHO-TEXHUYECKOE OOecleyeHne IMpPOBEICHHUsI SKCIEepPUMEHTa
MOCPEJICTBOM  MCIIOJB30BaHMS  TOCYAAPCTBEHHOM  MH(OpPMAIMOHHOW  cuCTeMBl B cdepe
3paBooxpaHeHus cyonsekTa Poccuiickoit denepanuu v (MIn) MEIUIIMHCKUX MH(POPMALIMOHHBIX CHCTEM
MCAUIIMHCKHUX opraHmauHﬁ, ABJIIIOINUXCA YYAaCTHHUKaAMH OSKCIICPUMCHTA, U HUX B3aHMOI[eI>'ICTBI/I$I C
€IMHOW TOCYJapCTBEHHOM MH(OPMAIIMOHHON CUCTEMOH B chepe 31paBOOXpaHEHHS.

7. MenuuuHcKue OpraHU3alMd W alTe4yHble OpraHU3alMd BIIpaBE OTKA3aThbCsi OT y4acTus B
9KCHEPUMEHTE, NOJaB B YINOJIHOMOYEHHBIH OpraH MCIOJHUTEIbHOM BiacTu cyObekTa Poccuiickoit
denepanun COOTBETCTBYIOIIEE OOpallleHue B MMCbMEHHOM (hopme.

8. Anrcunnie opraHu3anuvu, SBJIAOIIHUCCA YYaCTHUKAMU SKCIICPHUMCHTA, 00s13aHBI IIpu MMpogake
JUCTaHIIMOHHBIM CIIocooom JICKApCTBCHHOI'O  mpfrapara [  MCAUIUHCKOI'O MMPUMCHCHUA,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

OTITyCKaeMOT0 10 PELENTy Ha JICKapCTBEHHBIH Mpernapar, 00eCreunuTh MPU OCYIIECTBICHUH JOCTaBKH
UIACHTU(PHUKAINIO JIMYHOCTH TpaKJaHWHA, MOJYYaIOIIero TaKOW JIEKapCTBEHHBIN MpemapaT, B IEsIX
YCTAHOBJICHUSA COOTBCTCTBUA €TI0 JIMYHOCTH M JiMIA, YKa3aHHOroO B PCHOCITC Ha JIeKapCTBeHHbe/i
npenapar (€ro 3aKOHHOTO TPEICTABHUTENsA), JMOO JIMIA, YHMOJIHOMOUYEHHOTO JIUIIOM, YKa3aHHBIM B
peliente Ha JIGKQpCTBEHHBIM Tpemapar (ero 3aKOHHBIM MPEJACTAaBUTENIEM), Ha IOJIy4YeHHe
JICKApCTBEHHOTO Tperapara (fajee B HACTOAIICH CTaThe - JIMIIO, YKa3aHHOE B perente (3aKOHHBIN
MPEJCTaBUTEIIb, YIIOTHOMOUYEHHOE JTUIIO).

9. JIumo, oOCyLIECTBIAIONIEE [JOCTAaBKy JIEKapCTBEHHOIO IIpernapara Juisi MEIUIMHCKOrO
NPUMEHEHHS, OTIIyCKaeMOro IO pelenTy Ha JEKapCTBEHHBIM Ipemapar, o0s3aHO MoTpeboBaTh y
rpaXJaHWHA, I[OJyYalolero TaKoM  JIEKapCTBEHHBIM  mpemapar, MpeabsBUTh  JOKYMEHT,
YAOCTOBEPSAIOIIUN €ro JUYHOCTb, ISl UACHTU(UKALUNNA JTUYHOCTH 3TOTO T'pa)/1aHWHA U yCTaHOBJICHUS
COOTBETCTBUSl €ro JMYHOCTH U JIMLA, YKAa3aHHOrO B pelenTte (3aKOHHOTO MpeICTaBUTENs,
YIOJHOMOYEHHOTO NuIa). B ciyuyae BbIABIEHUS HECOBMAAEHUS JTUYHOCTH TPaKJaHMHA, MOTYYaOIIEero
JEKapCTBEHHbI Mpenapar, M JIMIA, YKAa3aHHOIO B  pelente (3aKOHHOIO  IpeICTaBUTEINS,
YIOJIHOMOYEHHOIO JHIla), a TakXe B Cllydae OTKa3a IpaXkJaHWHA, IOJIyYaloLEro JIEKapCTBEHHBIN
Ipenapar, IpeIbsiBUTh JOKYMEHT, YI0CTOBEPSIOLIUI €ro JUYHOCTb, JIUI0, OCYIIECTBISIONIEE JOCTABKY
JIEKapCTBEHHOI'0 Tpernapara s MEIUIUHCKOTO TPUMEHEHMsI, OTIyCKaeMoro II0 pelenty Ha
JIEKapCTBEHHBIN IMpernapaT, oO0sf3aHO BEpPHYTh TaKOM JIEKQpCTBEHHBIM TMpernapar B aNTEYHYIO
OpTraHM3AIHIO.

10. ToxnrBepkaeHueMm (akrta mnepeaayd JEKapCTBEHHOrO IpemnapaTta Uil MEIUIMHCKOTO
IIPUMEHEHHUS, OTIIyCKa€MOI'0 10 PELENTy Ha JIEKApCTBEHHBIN IIpenapat, JUIly, YKa3aHHOMY B peLenTe
(3aKOHHOMY MpPEICTAaBUTEINIO, YIIOJHOMOUYEHHOMY JIMILY), SIBJISIFOTCSI KacCOBBIM Y€K M MOJIHUCH JIMLIA,
MOJIyYMBILIEr0 TaKOM JIEKapCTBEHHBIN Mpernapar, Ha JOKyMEHTE O MOJIyYeHUU TaKOro JIEKapCTBEHHOI'O
npernapata no Gopme, yTBEpkKAA€MOH YIOIHOMOYEHHBIM (peepabHBIM OPraHOM MCIOJHUTEIBHON
Brnactu. [locrne mepemaun neKapCTBEHHOTO Mpernapara JHIly, YKa3aHHOMY B pelente (3aKOHHOMY
MIPEICTAaBUTENIO, YIOJHOMOYEHHOMY JIMIy), 3TOT JOKYMEHT IMEpEAAcTCs JMIOM, OCYIIECTBUBIIUM
JIOCTAaBKYy TaKOIr'o JIEKAPCTBEHHOI'O Iperapara, B aNTEUYHYI OPraHu3alllio, OCYIIECTBUBLIYIO OTIIYCK
JIEKapCTBEHHOI'0 IpernapaTa. B ciiydyae BbISBICHHS NpU Nepefade JULy, yKa3aHHOMY B pelenTe
(3aKOHHOMY TPEJICTaBUTENI0, YIOJHOMOYEHHOMY JIMIly), JIEKAPCTBEHHOro Ipemnapata (HakToB
MEXaHUYECKOIO MOBPEXKJIECHUSI €ro WM €ro YMNAaKOBKM TaKOW JIEKapCTBEHHBIN MpernapaTr JIULIOM,
yKa3aHHBIM B pelente (3aKOHHBIM MPEJCTaBUTENEM, YIOJTHOMOUYEHHBIM JUIIOM), HE MPUHUMAETCS U
BO3Bpalaercs 0e3 ero OIulaThl JIMIYy, OCYIIECTBHUBIIEMY JIOCTAaBKY JIEKaPCTBEHHOIO IpernapaTta
o0ecTeynBaroIIeMy €ro BO3BpaT B aITEUHYIO OPraHU3aIHIo.

11. 3a napymenus 3akoHogatensctBa Poccuiickoit denepanny, coBepilieHHbIE NPU MTPOBEIECHUN
JKCIIEPUMEHTA, €ro YYaCTHUKH HECYT OTBETCTBEHHOCTb, YCTAHOBJICHHYH) 3aKOHOJATEIbCTBOM
Poccuiickoit denepariumu.

12. KoHTponp 3a WCIOTHEHHWEM TpeOOBaHWM, CBS3aHHBIX C MPOBEJCHUEM SKCIEPUMEHTA,
OCYIIECTBIIsICTCS (peiepaIbHBIM OPraHOM HCIIOJHUTEIBHON BIACTH, OCYILECTBIISIOUIMM (YHKLUHU MO
KOHTPOJIIO M HA/30py B chepe 3apaBOOXpaHEHHS, B MOPSAIKE, ycTaHOBIEHHOM DenepanbHbIM 3aKOHOM
or 31 wmrons 2020 roga N 248-®3 "O rocyaapcTBEHHOM KOHTpOJe (HaA30pe) U MyHUIUMIAIbHOM
KoHTpoJie B Poccutickoit @enepanun.

CraTtbsa 56. UsrotoBneHue n OTNYCK NnekKapCTBeHHbLIX npenapartoB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

KoncynprantlIntoc: npumeyanue.
C 01.03.2025 B u. 1 ct. 56 BHOCsTCS M3MeHeHUs (D3 oT 30.12.2021 N 463-D3).

1. W3roTtoBneHue JE€KapCTBEHHBIX IPENapaToB AalTEYHbIMU OpPraHU3aLUsIMU, BETEPUHAPHBIMU
AIllTCUHBIMU  OpraHu3aluiaMH, HUMCIOIIMWMMH JIMOCH3WIO Ha q)apMaHeBTI/I‘-I€CKYIO JCATCIIbHOCTD,
OCYIIECTBIIICTCS MO pELeNnTaM Ha JIEKapCTBEHHBIE IIpemaparhl, 1O TPeOOBAHUSIM MEIUIIMHCKUX
OpraHM3alfii, BETEPHHAPHBIX OPraHU3allMii B COOTBETCTBUH C IMPAaBWJIAMH HM3TOTOBJICHHUS M OTITyCKa
JICKapCTBEHHBIX  MPENapaToB, YTBEP)KICHHBIMU  YIOJHOMOYEHHBIM  (ellepajbHbIM  OpPraHoOM
HMCIOTHUTEILHOM BIACTH.

(B pen. ®enepanbHoro 3akona ot 05.12.2022 N 502-03)

2. I1pu U3rOTOBICHUH JIEKAPCTBEHHBIX MIPETApaTOB alTCYHBIMUA OPTaHU3ALUSAMHE, BETEPUHAPHBIMU
anTEeYHbIMA OPTaHHW3alUAMH, WMEIONIUMU JIMIEH3UI0 Ha (apMameBTHYECKYIO JeATEIbHOCTD,
HCIIONB3YIOTCS JICKAPCTBEHHBIC Tpenaparbl U (Win) QapmareBTHYECKUe CyOCTaHIIMU, BKIIOUYCHHBIC
COOTBETCTBEHHO B I'OCYJapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEACTB JIsl MEAUIMHCKOTO MPUMEHEHHS,
rOCYJJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJCTB Il BETEPUHAPHOTO MPUMEHEHHUs], €AUHBIA peecTp
3apETUCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  CpeACTB  EBpasmiickoro SKOHOMHYECKOTO  COr3a B
YCTAaHOBJICHHOM  TmopsiAke. He  momyckaeTcs  M3rOTOBJICGHHWE — anTEYHBIMH  OpraHU3aIUsIMU,
BETEpUHAPHBIMH alTEYHBIMU OPTAHM3AIMAMH, HWMEIOIUMH JIUIEH3UI0 Ha (HapMaleBTHIECKYIO
NeATEIbHOCTb, JIEKAPCTBEHHBIX MPEMapaToB, 3aperUCTPUPOBAaHHBIX B Poccuiickoit denepanuu.

(uacts 2 B pen. @enepanbHoro 3akoHa ot 05.12.2022 N 502-D3)

3. MapkupoBKka II€KapCTBEHHBIX TNPENapaToB, W3TOTOBJICHHBIX AalTEYHBIMU OpraHU3AIUSMHU,
BETCPUHAPHBIMHA ANTCYHBIMA OPTaHU3ANUSIMH, WMCIOIIUMHU JUICH3WI0 Ha (apMaIeBTHUECKYIO
NEeSATEIbHOCTh, U O(DOpPMIICHUE TaKUX MPENapaToB JOJKHBI COOTBETCTBOBAThH IPABHIIAM, YKA3aHHBIM B
yacTu | HacTosAIIEed CTaThy.

(B pen. deaepanbHoro 3akoHa ot 05.12.2022 N 502-D3)

4. AnTeuHble OpraHU3allMM, BETEPUHAPHBIC ANTEYHbIC OPraHU3AlMH, MUMEIOLIUE JIMICH3UI0 Ha
(bapMareBTHYECKYIO J1eATEbHOCTh, HECYT OTBETCTBEHHOCTh 332 HECOOJIIOICHHE MTPABHJI N3TOTOBICHUS U
OTIYCKA JIEKAPCTBEHHBIX MPENAPATOB B COOTBETCTBUU C 3aKOHOAATENBCTBOM Poccuiickon denepanuu.
(B pen. ®enepanbHoro 3akona ot 05.12.2022 N 502-03)

Cratba 57. 3anpeweHune npoaaxu danbcupPUUMpoBaHHbIX NeKapCTBEHHbIX
cpeacTtB, HeaobpoKayeCTBEHHbIX  JIeKapCTBEHHbIX CPeAcTB, KOHTpadaKTHbIX
neKapcTBeHHbIX CpeacTB

[Tponaxa (dhanscuuIIpoOBaHHBIX JIEKaPCTBEHHBIX CPEACTB, He00pOKaYECTBEHHBIX
JIEKapCTBEHHBIX CPEICTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPE/ICTB 3aMPEIIAeTCs.

Cratbsa 58. XpaHeHMe neKkapCTBEeHHbIX CpeacTB

1. XpaHeHHe JICKAPCTBCHHBIX CPCACTB OCYHICCTBIIAACTCA MPOU3IBOAUTCIAMU JICKAPCTBCHHBIX
CpeacTB, OopraHru3alusaIMu OIITOBOM TOProBJIN JICKApCTBCHHBIMU cpeacTBaMu, allTCYHbIMHA
opraHu3alnusMu, BETCPUHAPHBIMU aIlITCYHbIMH opraHu3anusMu, WHIUBUAYaJIbHBIMU
OpCaANIpUHUMATCIIIMU, UMCIOIIIUMU JIMICH3UIO Ha Q)apMaHeBTI/I‘ICCKYI-O JACATCIIBbHOCTh WJIK JIMICH3UIO Ha
MCIUIUHCKYK OCATCIBbHOCTb, MCAUILIMHCKHUMU OpraHu3aludMH, BCTCPUHAPHBIMU OpraHU3allUsIMU U
HWHBIMHU OpraHu3danuiaMi, OCYHICCTBIAIOIINMU 06paIJ_[eHI/IC JICKApCTBCHHBIX CpPCICTB. XpaHeHI/Ie
JICKApCTBCHHBIX CPECACTB MJIA BCTCPUHAPHOTO MNPHUMCHCHHSA OpraHu3alusiMM W HWHAWBUAYAJIbHBIMU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

OpeANPUHUMATENSIMA B CIy4asX, €CIM OHM HCIOJB3YIOTCS HWCKIIOYHTENFHO TIPH Pa3BEICHUH,
BBIpAIIMBaHUM, COACP)KAHUM U JICUCHUN KUBOTHBIX, MOXKET OCYLIECTBIATHCSA 0€3 MOydeHUs JTULEH3UU
Ha (papManeBTUIYECKYIO IEATEIbHOCTb.

(B pen. ®enepanbHoro 3akona ot 22.10.2014 N 313-03)

2. IlpaBwia XpaHEHMs JIEKapCTBEHHBIX CPEACTB  YTBEPKIAKOTCS  COOTBETCTBYIOIIHUM
YIOJIHOMOYEHHBIM (e/iepalibHbIM OPraHOM HCIIOJIHUTEIBHOMN BJIACTH.

3. XpaHeHHue HAPKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB, MCUXOTPOIMHBIX JIEKAPCTBEHHBIX CPEICTB,
paanodapMaleBTHUECKUX  JIGKAPCTBEHHBIX  CPEACTB  OCYLIECTBISAETCS B COOTBETCTBHH  C
3aKoHoJaTeabcTBOM Poccuiickoit denepannu.

Cratba 58.1. peAMeTHO-KONMUYECTBEHHbLIA Y4YeT JleKapCTBEHHbIX CpeacTB AnA
MeAULMUHCKOro npuMeHeHus
(BBenena denepanbHBIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. IlepeueHb JIEKApCTBEHHBIX CPEACTB JUISI MEAUIIMHCKOIO TMPUMEHEHHMs, TMOJJIeXKAalInX
MPEAMETHO-KOJIMYECTBEHHOMY  YUYETy, YTBEPXKIACTCS YIOJTHOMOYEHHBIM (efepalbHbBIM OpraHOM
UCIIOJIHUTEILHON BJIACTH.

2. llopanoK BKITIOYEHHUS JICKAPCTBEHHBIX CPEICTB VI MEIMIMHCKOTO NMPUMEHEHHs B IEpPEYCHb
JIEKapCTBEHHBIX CPEJICTB IS METUIIMHCKOTO IPUMEHEHHS, TTOIeKALIUX MTPEIMETHO-KOTHYECTBEHHOMY
yueTy, YCTaHaBJIMBACTCS YIOJHOMOUYEHHBIM (efepabHbIM OpPraHOM HCIIOJIHUTENBHOW BIACTU 10
COTJIACOBAHUIO C (peepanbHBIM OpPraHOM HCIOJHHUTENBHOM BIACTH, YIOJHOMOYEHHBIM B cdepe
BHYTPEHHUX J€EIL.

(B pen. ®enepanbHoro 3akona ot 03.07.2016 N 305-03)

3. IlpenMeTHO-KOMMYECTBEHHBIM YUeT JICKapCTBEHHBIX CPEICTB UISi MEIUIMHCKOTO NPUMEHEHHS
BEIYT TPOU3BOJIUTEIH JICKAPCTBEHHBIX CPENCTB, OPraHU3AIlMU ONTOBOH TOPrOBIH JIEKAPCTBEHHBIMH
CpeACTBaMH, aNTEeYHbIE OPraHW3alMU, WHAWBUIYAIbHbIC MpPEANPUHUMATENN, UMEIOIINE JUIICH3UI0 Ha
(bapMaeBTHYECKYIO JCSITEIbHOCTh WM JIMIEH3UI0 Ha MEIUIUHCKYIO JEATEIbHOCTh, U MEIULUHCKHUE
OpraHM3alliM, OCYIIECTBISIOIIME OOpalleHHe JIEKapCTBEHHBIX CPEACTB Ui MEAUIIMHCKOTO
MPUMEHEHHS, IyTeM PETHCTPAldU JIIOOBIX CBS3aHHBIX C MX OOpamieHWeM OIepanuii, Ipu KOTOPBIX
M3MEHSETCS UX KOJMYECTBO U (WJIN) COCTOSHHE, B CHENUANIBHBIX )KypHaJIaX y4eTa OIepalii, CBsI3aHHBIX
c oOpalleHHeM JeKapCTBEHHBIX CPEACTB Ul MEAWIIMHCKOTO TNPHMEHEHHUs (laynee - CrenuaibHbIe
KYpHaJIbI).

4. llpaBuia perucTpanyy OINEepaluii, CBA3aHHBIX C OOpPAIICHHWEM JIEKApCTBEHHBIX CPEICTB IS
MEIUIMHCKOTO NPUMEHEHMsI, BKIIOYEHHBIX B IEPEYEHb JIEKAPCTBEHHBIX CPEACTB JUISI MEIULIMHCKOIO
MPUMEHEHHUS, TOJIIeKAINX TPEIMETHO-KOJINUYECTBEHHOMY YUeTy, B CIEIMaIbHBIX )KypHaJlaX U [IpaBuiia
BEJCHUS M XpPaHEHHs CHEHHUAJIbHBIX KYPHAJIOB YTBEPKIAIOTCA YIOJIHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCIOJHUTEJIHON BIaCTH.

5. KOHTpOJ'IL 3a CO6JIIO,Z[€HI/IGM IpaBuJI PErucTpanuun onepaunﬁ, CBA3aHHBIX C 06paIJ_[CHI/IeM
JICKApCTBCHHBIX CPCACTB A MCAULMUHCKOTO IMPUMCHCHUS, BKJIIIOUCHHLIX B IMEPCUCHL JICKAPCTBCHHBIX
CpCACTB aJjid MCAUIHUHCKOIO IMPUMCHCHUA, IMOMICKAIUX MNPECAMECTHO-KOJINYCCTBECHHOMY VY4YC€Ty, B
CIICIMMAJIBHBIX JKypHajlaX, a TaKXC 3a CO6.]'IIOI[6HI/IeM OpaBuJ BCACHUA W XPAHCHUS CIICHUATIBbHBIX
JKYPHAJIOB BO3JIara€Tcs Ha YIIOJJHOMOYCHHBIC (bez[epanLHLIe OpraHbl HCIIOJIHUTEILHOMN BJIACTH U OpraHbl
HMCIOJIHUTEILHOM BIACTU Cy'6’bCKTOB Poccuiickoit d)enepaunn, OCYHICCTBIIAOMNUC JIMOCH3UPOBAHUC
NMPONU3BOACTBA JICKAPCTBCHHBLIX CpPCIACTB, (I)apMaHeBTquCKOﬁ JACATCIIBHOCTH H MGI[I/II_IPIHCKOﬁ
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

JEATeILHOCTH, H OCYLIECTBIISICTCS B paMKax JIMIIEH3UOHHOTO KOHTPOJIS.
Mnasa 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEACTB
CrtaTtbsa 59. OcHOBaHuA n nopAaAoOK YHUHUTOXEeHUA NeKapCTBeHHbIX cpeacTB

1. HenoGpokauecTBeHHbIE JIEKAPCTBEHHBIE CPENCTBA, (albCUUIMPOBAHHBIE JIEKAPCTBEHHBIE
CpeACTBa TMOMJIEKAT W3BATUIO M3 OOpalIeHUs M YHUYTOXKEHUIO B [OPSAAKE, YCTAaHOBJICHHOM
[IpaButensctBoM Poccuiickoit @enepanuu. OCHOBaHUEM ISl YHUUTOXKEHUS JIEKAPCTBEHHBIX CPEICTB
SBJSIETCS.  pELIEHWE  BJAJENbLa  JICKAPCTBEHHBIX  CPEICTB,  PEIICEHHE  COOTBETCTBYIOLIETO
YHOJHOMOYEHHOTO (eiepaibHOro OpraHa UCIOJHUTENBHOMN BIACTH WK PELIeHUE cya.

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. KoHtpadakTHble JIeKapCTBEHHBIE CPEICTBA MOMAJIEKAT UIBATUIO U3 00pAIleHHUs U YHUUITOXKEHHUIO
Mo pemieHuto cynaa. llopsAfoKk  yHUUYTOXEHHMS  KOHTPa(aKTHBIX  JIGKAPCTBEHHBIX  CPEJCTB
ycranasinusaercs [IpasurensctBom Poccniickoit denepanun.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. Pacxompl, cCBSi3aHHbIE C YHHMYTOXKEHHEM KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CpEICTB,
HEI00pOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (DambCU(PUUUPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB,
BO3MEILIAKOTCS UX BJIAJIEIIBLEM.

4, Bﬂaneneu JICKApCTBCHHBIX CPCACTB HNOJDKCH MPCACTABUTL B YHOJ'IHOMO‘-ICHHLII\/'I (beﬂepaHBHBIﬁ
opran HCIIOJIHUTEILHON BJIACTHU JAOKYMCHT HJIM 3aBCPCHHYIO B YCTAHOBJICHHOM MHMOPAJAKE Cr0 KOIIUIO,
IMOATBCPKAAIOIINC (1)3,KT YHHUYTOKCHHA JICKAPCTBCHHBIX CPCACTB.

5. CoOoTBEeTCTBYIOIIMH yMOJHOMOYEHHBIN (eaepanbHbli OpraH HMCIOJIHUTEIBLHOW BIIACTH,
NPUHABLIMKA pelleHrne 00 YHHUYTOXKEHUM JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBISIET KOHTPOJb 33 MX
YHUYTOKEHUEM.

6. VYHUYTOXEHHE JIEKAPCTBEHHBIX CPEACTB IPOU3BOAUTCA OPraHU3alUsIMH, HMEIOLIUMU
COOTBETCTBYIOIYIO JIMIIEH3UIO, Ha CIELUAJIbHO OOOPYJOBAHHBIX IUIOIIAJIKAX, IIOJUIOHAX U B
CHelMabHO OOOPYJOBAHHBIX TIOMEUIEHUSIX C CcOOMoJeHrueM TpeOoBaHUI B 00JacTH OXpaHbI
OKpY>Karolleu cpebl B COOTBETCTBUHM C 3aKOHO/1aTeNIbcTBOM Poccuiickoit deneparum.

7. HapkoTudeckue JI€KapCTBEHHBIE CPEACTBA, IICUXOTPOIHBIE JIEKAPCTBEHHBIE CPEICTBA,
panuodapmaneBTHYECKUe  JIGKAPCTBEHHBIE  CPEACTBA  YHHUYTOXKAIOTCS B COOTBETCTBHM  C
3aKoHoarenbcTBOM Pocculickon denepanum.

Mnasa 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA NEKAPCTBEHHBbIE MNMPEMNAPATbI ANA MEAULIMHCKOIo NPUMEHEHUA

Cratbsa 60. FlocypapcTBeHHOe perynupoBaHue LieH Ha fleKapCTBeHHble npenapartbi
AN MeAULMHCKOro NpUMeHeHus

1. TocymapcTBeHHOE perynupoBaHHE IICH Ha JICKAPCTBEHHBIC TMpEnaparhl IS METUITTHCKOTO
MIPUMEHEHHUS OCYIICCTBIIICTCS TIOCPEICTBOM:
(B pen. deaepanpHoro 3akoHa ot 26.03.2020 N 67-D3)

1) yrBepxnenus I[IpasurensctBoMm Poccuiickoit deneparuu nepedss >KU3HEHHO HEOOXOIUMBIX U
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

BAXHEHIIMX JIEKAPCTBEHHBIX MpEnapaToB, KOTOPbIH (OpMHpYeTCs U He pexe OJHOro pasza B IoOJ
[IEPECMATPUBAETCSI B YCTAHOBJIEHHOM WM [OPSAJKE HAa OCHOBE KOMIUIEKCHON OLIEHKH JIEKapCTBEHHBIX
[pernaparoB, BKIOYAs aHAIU3 CBEICHUH O CPaBHUTENBHOM KIMHUYECKOW H(PPEKTUBHOCTH U
0€30MacCHOCTH JIEKApCTBEHHOTO CPEJICTBA, OLEHKY JKOHOMUYECKHX TIOCIEICTBUNA NPUMEHEHUS
JIEKAPCTBEHHOT'O0 CPEACTBA M M3YyYEHHE JOMOJIHUTENBHBIX MOCIEACTBUNA NPUMEHEHUS JICKAPCTBEHHOTO
CPEICTBa;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2020 N 206-D3)

2) yTBEepXACHUS METOJIMKHM pacueTa TMpeAelbHbIX OTIYCKHBIX II€H MPOU3BOAUTENCH Ha
JIEKapCTBCHHBIC TIperaparhl, BKIIOYCHHBIE B TMEPEUCHb J>KU3HEHHO HEOOXOMUMBIX W BAKHEHUIIUX
JIEKapCTBCHHBIX MPEIapaToB, a TAaK)Ke BHEIPCHHSI MEXaHU3MOB (DOPMHUPOBAHHMS CUCTEMBI pehepeHTHBIX
LCH;

(B pen. deaepanbHbiX 3aKk0HOB 0T 22.12.2014 N 429-03, o1 06.06.2019 N 134-D3)

3) TOCYHapCTBEHHOW DETHCTPAllMM MpPEJETbHBIX OTIMYCKHBIX II€H NpPOM3BOAWTENCH Ha
JICKapCTBEHHbIE Tperaparbl, BKIIOYEHHbIE B MEPEUYEeHb >KU3HEHHO HEOOXOAMMBIX M BaXXHEHUIIMX
JICKapCTBEHHBIX IPEnapaToB;

(B pen. ®exnepanbHoro 3akona ot 06.06.2019 N 134-03)

4) BeleHHUS TOCYIAapCTBEHHOIO peecTpa MpeAeNbHBIX OTIYCKHBIX II€H MpPOU3BOAMUTENEH Ha
JICKapCTBEHHbIE IIpenaparhbl, BKIIOYEHHbIE B IIEPEYEHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX
JIEKApCTBEHHBIX IPENAPATOB;

5) yTBepKIEHHS METOJMKM YCTAHOBJIEHUS OpraHaMH HCIOJHUTEIBHOW BIIACTH CYOBEKTOB
Poccuiickoit ®enepamuu TpeenbHBIX Pa3MEPOB ONTOBBIX HAN0ABOK M MPEICIBHBIX pPa3MepoB
PO3HMYHBIX HaM0aBOK K (DaKTHYECKHMM OTIYCKHBIM II€HaM, YCTAaHOBJICHHBIM MPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX IIpENapaToB, HAa JIEKAPCTBEHHBIE IPENaparhbl, BKIOYEHHBIE B IEPEUYEHb >KU3HEHHO
HEOOXOMMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX IIPENapaTos;

6) YCTaHOBJIEHUS NPEAebHBIX pa3MEPOB ONTOBBIX HA/10aBOK U MPEJEIBbHBIX pa3MEPOB PO3HUUHBIX
Ha/10aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM, YCTaHOBJIGHHBIM HPOHU3BOJUTENSIMHU JIEKapCTBEHHBIX
IpernaparoB, Ha JIEKApCTBEHHbIC MpENapaThl, BKIIOUEHHBIE B MEPEUYEHb >KU3HEHHO HEOOXOTUMBIX M
BAKHEWIIINX JICKAPCTBEHHBIX IIPENapaToB;

7) yTBEepXKACHHS TOPsIKA BBIAAYM TPEINMACAHUNA OpraHaM HWCIOJHUTEIBHON BIIACTH CYOBEKTOB
Poccuiickoit @enepanuu o NpUBEACHUN B COOTBETCTBUE € 3aKOHOaTeNbcTBOM Poccuiickoit deneparuu
pelieHnid 00 YCTaHOBIEHUH IMpEAETbHBIX pPa3MEpOB ONTOBBIX HAA0ABOK M MpPENeiIbHBIX pPa3MepoB
PO3HUYHBIX HAA0aBOK K (PaKTUYECKHUM OTIYCKHBIM I[[€HAM, YCTaHOBIIEHHBIM IPOU3BOIUTEISIMH
JIEKApCTBEHHBIX IpEnapaToB, Ha JIEKAPCTBEHHBIC Ipernaparhbl, BKIIOYEHHBIE B IEPEUYCHb >KU3HEHHO
HEOOXOJUMBIX ¥ BaKHEHIIMX JIGKAPCTBEHHBIX IPENapaTroB, €CIU OHW TPUHATHI C HapyIICHUEM
3akoHojaTenbeTBa Poccuiickoit denepannu, B MOPsAIKE, ycTaHOBIEHHOM [IpaButenscTBoM Poccuiickoin
®denepanuu;

8) HampaBiIeHUS YNOJHOMOYEHHBIM (hefiepalbHbIM OpPraHOM HCIOJHUTENBHOW BJIACTH OpraHam
UCTIOJHUTENIbHOW BiacTu cyObekToB Poccuiickoit ®enepanuu NpeAnucaHUid O TNPUBEACHUH B
COOTBETCTBHE C 3aKoOHOHATenbCcTBOM Poccuiickonn @Penepanyuyu NOPUHATBIX € HAPYLICHUEM
3akoHoaarenbcTBa Poccuiickoit denepauuu pemieHud 00 YCTAHOBIEHUM IMpeNeibHBIX pPa3MEpPOB
ONTOBBIX HaN0aBOK M MpeNeibHBIX Pa3MEpPOB PO3HMYHBIX HAJ0aBOK K II€HaM Ha JIEKapCTBEHHBIE
Ipenaparbl, BKIIOYEHHbIE B IE€PEUCHb >KU3HEHHO HEOOXOIMMBIX M BA)KHEMIIMX JIEKAPCTBEHHBIX
IIpenapaTos;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

9) ocymectBiaeHus (eneparpHOr0 TrOCYAapCTBEHHOrOo Haa3opa B cdepe oOpaieHUs
JICKaPCTBEHHBIX CPEACTB U PETHOHAIBHOIO TOCYJAAPCTBEHHOIO KOHTPOJS 3a NPUMEHECHHEM LIEH Ha
JIEKapCTBCHHBIE  Mpenaparbl COOTBETCTBEHHO  YIOJHOMOYCHHBIMH  (pelepalbHBIMH  OpTaHAMH
WCTIOTHUTENIbHOW BJIACTH W OpPraHaMH HMCIIOJIHUTENBHON BlacTu cyOBekTOB Poccuiickoit ®deneparun
COTJIAaCHO MX KOMIIETEHIIMH B MOpsAKe, ycTaHOBIEHHOM [IpaBurenscTBoM Poccuiickoit denepanum;

(. 9 B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-03)

10) npumeHeHHMs NpPEeAyCMOTPEHHBIX 3aKoHonaTenbcTBOM Poccuiickoit ®enpepauuu  Mep
OTBETCTBEHHOCTU 3a HapylICHHWE TOps/Ka 1I€HOOOpa3oBaHMs Ha JIEKApCTBEHHBIC Iperaparsl,
BKJIFOYCHHBIC B ICPCYCHL JKU3HCHHO HGO6XOZ[I/IMBIX ¥ BaKHEUIIINX JICKApPCTBCHHLIX IPCIIapaToB.

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

2. B ycnoBusix upe3BblYaliHONW CUTyaluu U (WJIM) IPU BOZHUKHOBEHUHU YTPO3bI pAaCIPOCTPaHEHUS
3a00JeBaHUs, NPEACTABISIOIEI0 OMAaCHOCTh JUISl OKPYXAIOIIUX, a TAKKe B Cllyyae, €CciM B TEYEHUE
TPUALATH KaJECHIApHBbIX AHEN rocie npuHatus [IpaBurensctBoMm Poccuiickon ®Denepaunu pelieHus o
IIPOBEACHUM MOHMTOPUHIA PO3HUYHBIX LIEH Ha JIGKapCTBEHHBIC IIperapaThl, HE BKJIIOYEHHBIC B
[EPEYCHb >KU3HEHHO HEOOXOIUMBIX W BAXKHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, HAa TEPPUTOPHUIX
cyObexToB Poccuiickoil ®@enepanuu BBISBIEH POCT PO3HUYHBIX 1IEH Ha YKa3aHHbIE JIEKapPCTBEHHbIE
mpernapaTsl Ha TpUIUATh MpoleHToB U Oosee, I[IpaButenbctBo Poccuiickoit ®exepanuu Brpase
YCTaHOBUTB IPEJENIBHBIE OTIIYCKHBIE LIEHBI IPOU3BOJUTEIICH HA YKAa3aHHbBIE JICKAPCTBEHHBIE ITPETIAPATHI,
npeJelbHble pa3Mepbl ONTOBBIX HAA0aBOK U NpeeibHbIE pa3Mepbl PO3HUYHBIX HAJ0aBOK K
(aKTHYECKUM OTIYCKHBIM LI€HaM IPOM3BOJAMTENICH Ha yKa3aHHbIC JIEKapCTBEHHBIC Ipenaparhl.
[lepeyeHp neKkapcTBEHHBIX NpENapaToB, HE BKIIOYCHHBIX B IEPEUYEHb XKMU3HEHHO HEOOXOIUMBIX U
BOXHEUIINX JICKAPCTBEHHBIX TMPEMapaTroB, W MOPAIOK ero (OPMHUPOBAHUS  OMPEIEIISIOTCS
[IpaBurenscTBOM Poccuiickoit deneparum.

(dactpb 2 BBenena denepanbHbIM 3aK0HOM OT 26.03.2020 N 67-D3)

3. B TeyeHue neBsiHOCTA KaJIeHJAPHBIX JIHEW co IHA yTBepkaeHus [IpaBurensctBoM Poccuiickoit
denepanny nNepeyHs, yKa3aHHOTO B YaCTH 2 HACTOALLEH CTAThU, HE JIOMYCKAIOTCS peaanu3alus U OTIyCK
BKJIFOUEHHBIX B HETO JIEKAPCTBEHHBIX IIPENAPATOB IO LIEHAM, IMPEBBIIAIOIINM IIPEACIbHBIE OTITYCKHbIE
LIEHBbI MPOU3BOAUTENEH HA YKa3aHHBIE JIEKAPCTBEHHBIE MPENapaThl, MPEIAECIbHBIE pPa3MEPhl ONTOBBIX
Hag0aBOK W TPENETbHBIC pa3Mepbl PO3HUYHBIX HAI0aBOK K (PAKTHYECKUM OTHMYCKHBIM IICHAM
MPOM3BOJUTENICH Ha YyKa3aHHBIC JICKAPCTBEHHBIC IMpernapaThl C y4YETOM Hajora Ha J00aBJICHHYIO
CTOMMOCTD.

(uactp 3 BBeneHa denepanbHpIM 3aK0HOM OT 26.03.2020 N 67-D3)

Koncynprantllntoc: npumeuanue.
3apeructpupoBanueie 10 07.06.2019 mnpenenbHble OTHYCKHBIE IIEHBI MOJJIEKAT 00sS3aTEIBHON
nepepeructpanuu B 2019 - 2020 rogax B coorBeTcTBHM €O T. 2 D3 0T 06.06.2019 N 134-D3.

Cratba 61. locypapcTBeHHas perucTpauva M nepeperncrtpauus npeaenbHbIX
OTNYCKHbIX UEH Nnpou3BoAUTENieM Ha JeKapCTBeHHble npenapaTbl, BKMIOYEHHble B
nepe4veHb XXM3HEHHO HEOOXOAMMbIX N BaXXHEMULLUUX JIeKapCTBEHHbIX NpenapaToB

(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

1. TlpenensHas OTHyCKHas LIEHA MPOM3BOIAUTENSI HA JICKAPCTBEHHBIM IMperapaT, BKIIOUYECHHBIH B
[epeueHb KU3HEHHO HEOOXOAMMBIX ¢ BAXKHEWIIMX JIEKAPCTBEHHBIX MPENapaTroB, MOATIEKUT
rOCyJIapCTBEHHOW PErMCTpally B IOpAAKe, ycTaHOBIEHHOM [IpaBurensctBoMm Poccuiickoit denepanuu,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

Ha OCHOBaHWM IPEICTABICHHOTO B YIOJHOMOYEHHBIN (peepanbHblii OpraH UCIIOJHUTEILHOW BIACTH
3asIBJIICHUS JIepKaTells WM BIIAJENblla PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpernapara
(YIOTHOMOYEHHOTO UM JIUIIA).

2. 3apeructpupoBaHHasi TIpeAeSibHAas OTIYCKHAs II€Ha MPOU3BOJIUTENS Ha JIEKApPCTBEHHBIN
mnmpemnapar, BKJIIOUCHHEIA B NEPCUYCHb KU3HCHHO HeO6XO}II/IMBIX U BaXHEHUIIHUX JICKApPCTBCHHBIX
MperapaToB, MOXKET OBITh IIEPEPETUCTPUPOBAHA B CTOPOHY YBEIMUYCHHS OJIMH pa3 B KaJCHIAPHOM IOy
Ha OCHOBAHUU NPEACTABICHHOTO B YIIOJHOMOUYCHHBIHN ()eliepaibHbIi OpraH HCIIOJHUTEIHLHON BIACTH JI0
1 okTsIOpsi Ka)XAOTO rojia 3asiBICHUS JIEpKaTeNsl WX BIAAENblla PETUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO MpernapaTa (yrnoJHOMOYEHHOTO UM JIUIIA).

3. 3apeructpupoBaHHas IpeaelbHAs OTIMYCKHAs II€HAa TPOW3BOIMUTENS Ha JIEKapCTBEHHBIN
mperapaT, BKJIIOYCHHBIM B TIEPEYCHb JKU3HCHHO HEOOXOJMMBIX W BaKHEUINX JICKapCTBEHHBIX
MperapaToB, MOXKET OBITh IIEPEPETUCTPUPOBAHA B CTOPOHY CHIDKCHHS Ha OCHOBAHUH IPECTABICHHOTO
B YIOJHOMOYCHHBIH (eaepanbHblii OpraH WCIOJHUTEIBLHON BJIACTH 3asBICHUS JepXKaTessl WU
BIIQJIETIbI[A PETHCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOro TMpemapaTta (YIMOJTHOMOUYEHHOTO UM
uua).

4. JlepxkaTenb WM BIajeNell PErUCTPALMOHHOIO YIOCTOBEPEHUs JIEKAPCTBEHHOrO Ipernapara
(YIOJIHOMOYEHHOE MM JIMI0) 00si3aH MpEeACTaBUTh B YIOJHOMOYEHHBIH (QenepanbHblil opraH
UCTIOJIHUTEJIBHOM BJIACTH 3asIBJIICHUE O MEPEPEerucTpaluy 3aperucTpUPOBAHHON MpeAeIbHON OTITYCKHOMN
LEHbl TPOM3BOAUTENS Ha JICKApCTBEHHBIM Mpemapar, BKIIOYEHHBIH B MEpEeYeHb IKU3HEHHO
HEOOXO/JUMBIX M BaXKHEHMIIMX JIEKAPCTBEHHBIX MpEnapaToB, B CTOPOHY CHIDKEHHUS B CIEAYIOIIHUX
Cllydasix:

1) cHmwKeHHE IIeHbl B WHOCTPAHHOW BaJIOTE HA JIEKAPCTBEHHBIM TMpemapaT B CTpaHe
MPOM3BOUTENS U (WJIK) B CTpaHaX, B KOTOPBIX JIEKAPCTBEHHBIN IMpemnapaT 3aperucTpupoBad U (Win) B
KOTOpBIE ITOCTABIIAETCS IPOU3BOAUTEIIEM;

2) cHWXKEHHE LIeH Ha peepeHTHbIC JIEKapCTBEHHbIE MpenapaThl B COOTBETCTBUU C IYHKTOM 1
HacTosmed 4YacTH (IUIi COOTBETCTBYIOIIMX BOCIPOM3BEIEHHBIX, OHOaHAIOrOBHIX (OMOMOZOOHBIX)
JIEKapCTBEHHBIX IIPENApaTOB);

3) mpeBbILIEHUE MPEENIbHON OTIYCKHOM 1IEHBI Ha NEpPBbIA BOCIPOU3BEACHHBINH, OMOaHATOrOBbII
(6brormog00HBII) JIEKapCTBEHHBIN Mpenapar HHOCTPAHHOTO MPOU3BOJICTBA HAJ MPEACTbHON OTIYCKHOM
IICHOH TPOWM3BOJAMTENI HAa  BTOPOW  BOCIPOM3BEICHHBINM, OHWOAHAJIOTOBBIM  (OMOTOMIOOHBIN)
JIEKApCTBEHHBIA IpenapaTr, pacCUUTaHHOM B COOTBETCTBUM C METOJUKOW, YTBEPKICHHOU
[IpaButenscTBOoM Poccuiickon Penepannu;

4) npeBblllIeHNE NIPENEIbHON OTIIYCKHOM LIEHBI Ha MEPBBIM BOCIPOU3BENECHHBIN, OMOaHAIOTOBBIN
(6uoronOOHBIN) JIEKAapCTBEHHBIN TMpenapar TPOU3BOAMTENS TOCyAapcTBa - WieHa EBpasuiickoro
SKOHOMHYECKOTO COK03a HaJ IPEACIbHOM  OTIYCKHOM II€HOM IPOM3BOAMTEN Ha BTOpPOH
BOCIIPOU3BE/ICHHbIN, OHOaHaNOroBbIil (OMONOJOOHBIN) JEKapCTBEHHBIM Ipernapar IpOU3BOIUTENS
rocyiapcTsa - ujeHa EBpa3sumiCKOro 3KOHOMHMYECKOIO COH03a, PAaCCUUTAHHOW B COOTBETCTBHM C
METOAUKOH, yTBepkaeHHOM [IpaButensctBoM Poccuiickoint denepanun.

5. Ilopsanok  mepeperucTpaldyd  3aperUCTPUPOBAHHBIX  MPEAEIBHBIX  OTIYCKHBIX  LI€H
MIPOU3BOINTENCH Ha JIEKApCTBEHHBIE NpEnapaThl, BKIIFOUYCHHBIE B MEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BAKHEWIIINX JIEKAPCTBEHHBIX IPENapaToB, B CIydasx, IPEIyCMOTPEHHBIX YacTsIMU 2 - 4 HacTosuen
cTatby, yctaHaBiauBaeTcs [IpaButenscTBoMm Poccuiickoit denepanuu.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

6. DKOHOMHMYECKUN aHaTu3 MPEJebHON OTIMYCKHON IIeHbl MPOWU3BOIUTENS Ha JIEKApCTBEHHBIN
MpemapaT, BKJIIOUYEHHBIM B TMEpPEeYeHb JKU3HEHHO HEOOXOAMMBIX W BAXKHEWIIUX JIEKapCTBEHHBIX
MpemapaToB, MPU €€ TOCYNAPCTBCHHOH PETUCTPAllMd WM TIEPEPETUCTPALMU  OCYIICCTBIIICTCS
dbenepaabHBIM OPraHOM HCTIOJTHUTEIHLHOW BJIACTH, OCYHICCTBIISIOIIAM (YHKIHH TIO TMPUHSATHIO
HOPMATHBHBIX TIPAaBOBBIX aKTOB W KOHTPOIIO 3a COONIONEHHEM 3aKOHOJATelIhcTBa B cdepe
TrOCYJapCTBEHHOTO PETYJIMPOBaHUS 1IeH (TaprdoB) Ha TOBAPHI (YCIYTH).

7. PacueT mpenenbHbIX OTHYCKHBIX IIEH, YKa3aHHBIX B 4acTAX | M 2 HacToOsIIEN CTaTbH, IPU UX
rOCyJapCTBEHHOM PErMCTPALlMK WM NEPEPETUCTPALUU OCYLIECTBIISETCS B COOTBETCTBUU C METOIUKOU,
yTBepxkaeHHou IIpaBurenscTBoM Pocculickon denepanyu 1 y4UThIBAIOLIEH B TOM YHCIIE:

1) cobmonenne GanaHca MHTEPECOB MOTPEOUTENEH JIEKAPCTBEHHBIX NPENapaToB, BKIIOYCHHBIX B
NEPCUYCHb KHU3HCHHO HeO6XO)II/IMI)IX A BaKHEHIITHX JICKAPCTBCHHBIX IIPCIapaToB, U HpOHBBOHHTeHeﬁ
JIEKapCTBEHHBIX MpENapaTroB, BKIIOYEHHBIX B IEPEYEHb >KU3HCHHO HEOOXOMUMBIX W BAKHEHIINX
JIEKapCTBEHHBIX MPETapaToB.;

2) daxTudecKkyr OTIYCKHYIO IIeHY Ha JIeKapCTBEHHBIe mpemnapathl B Poccuiickoit denepanuu,
LIEHY BBO3a JIEKAPCTBEHHBIX IpernaparoB B Pocculickyro denepanuio, a TakKe LEHbI HA aHAJIOTUYHBIE
JIeKapCTBEHHBIE TIpenaparhl, Haxo smuecs: B oopamienun B Poccuiickoit denepanuy;

3) 3arpaThl TNPOM3BOJAWTENS JIEKAPCTBEHHOTO Tpernapara Ha MPOU3BOJACTBO U pealld3allMio
JIEKapCTBEHHOI'O Iperapara;

4) ueHy Ha JIeKapCTBEHHBII IpenapaT, ero 1eHy B CTpaHe MPOU3BOAMTENS U B CTpaHaX, B KOTOPbIX
JIeKapCTBEHHBIH Mpenapar 3aperucTpUpOBaH U (WIK) B KOTOPBIE MOCTABIISAETCS TPOU3BOIUTEIIEM.

8. He nomyckarorcs peanusanus ¥ OTIIYCK JIEKAPCTBEHHBIX IPENapaToOB, BKIIIOUEHHBIX B IIEPEUYCHb
KU3HEHHO HEOOXOAMMBIX M BaKHEHMIIUX JIEKAPCTBEHHBIX IPENapaToB, Ha KOTOPHIE MPOU3BOIUTEIIMU
JIEKapCTBEHHBIX IMpPEnapaToB HE 3aperucTpUpoBaHa IMpeleibHas OTIYCKHAs LeHa, pealln3alus
IIPOU3BOIUTEIISIMH JIEKAPCTBEHHBIX MPENapaToB IO L€HAM, MIPEBHIAIOLIINM 3apErUCTPUPOBAHHbBIE WU
NepepEeruCTPUPOBAHHBIE MPEE/IbHBIE OTIYCKHBIE II€Hbl HAa JIEKAPCTBEHHBIE IIPEnaparbl C y4eTOM
HaJlora Ha JJ00aBJIEHHYIO CTOUMOCTb.

9.  OCOOEHHOCTH  TOCYJApCTBEHHOTO  PETYJHMPOBAaHUS  MPEACHbHBIX  OTIYCKHBIX  LIEH
MIPOU3BOINTENICH Ha JIEKApCTBEHHBIE NPEnapaThl, BKIIFOUYSHHBIE B MEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BaXHEUIIINX JICKAPCTBEHHBIX IPEMapaToB, B 3aBHCHMOCTH OT 3KOHOMHUYECKHX W (WJIM) COLMAIBHBIX
KpUTEepHeB (M3MEHEHUE YCJIOBUM, MOpPs/IKa U CTOMMOCTH MPOM3BOJCTBA JIEKAPCTBEHHBIX IPENaparos,
UCIOJb30BAaHUE HOBBIX (OPM, METOJOB U CIIOCOOOB TOCYIAapCTBEHHOI'O PEryJMpOBaHMUs IEH Ha
JICKapCTBEHHbIE Mpenaparhl, B TOM YHWCJIE Ha OCHOBE MEXaHM3Ma pe(epeHTHOro IeHOOOpa30BaHMA,
W3MEHEHMH TOpSJIKa OKa3aHWs METUIIMHCKON MOMOINM, W3MEHEHHE Kypca WHOCTPAHHOW BAJIOTHI U
MHbIE U3MEHEHHU) ycTaHaBiauBatoTcs [IpasurensctBoM Poccuiickoit deneparuu.

(B pen. ®enepanbHoro 3akoHa ot 08.03.2022 N 46-D3)

Cratba 62. [ocynapCTBeHHbIU peecTp npeAernibHbIX  OTMNYCKHbIX  LeH
npousBoauTenen Ha nekapcTBeHHble nNpenaparbl, BKIKOYeHHble B NepevyeHb XXU3HEHHO
Heo6XoAUMbBIX U BaXXHEWLUMX NeKapCTBEHHbIX NpenapaToB

1. 3aperucrpupoBaHHBIE WIH TEPEPETUCTPUPOBAHHBIE NPEAEIbHBIE  OTIIYCKHBIE IICHBI
IIPOM3BOIUTENEH Ha JEKapCTBEHHbIE IIpenapaThl, BKIIIOUCHHbIE B I€PEUCHb KU3HEHHO HEOOXOIUMBIX U
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

BOKHEHIINX JIEKAPCTBEHHBIX IPENapaToB, TMOAJEKAT BKIIOYEHHIO B TOCYIapCTBEHHBIH peecTp
NpeJeNbHBIX OTIMYCKHBIX LI€H MPOM3BOJIUTENCH Ha JIeKapCTBEHHBbIC IIpenaparhl, BKIIOYCHHBIC B
NEpCUYCHDb JKU3HCHHO HGO6XOIII/IMBIX 1 BaKHEHIIINX JICKAPCTBCHHLIX IPCIIapaToB.

(B pen. ®exnepanbHoro 3akoHa ot 06.06.2019 N 134-03)

2. T'ocynapCTBEHHBI peecTp MPEAEbHBIX OTIYCKHBIX LIEH MPOU3BOAUTEIEH Ha JICKAPCTBEHHBIE
mpernapaThl, BKIIOYEHHBbIE B TMEPEYEHb J>KU3HEHHO HEOOXOIUMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX
MpernapaToB, COAEPXKUT B cede CIeayIoNTyI0 HH(OpMaIIHIO:

1) HauMeHOBaHUE AeprKaTEeNs WIH BIaeNblia PETUCTPALIMOHHOTO YA0CTOBEPEHUS JIEKAPCTBEHHOTO
npenapara, HaUMEHOBAHHE IMPOU3BOJUTENS JICKAPCTBEHHOTO IIpernapara, CBEICHUS O PErucTparuu
JieprKaTelis WK BJIaJeNblia PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOT0 Mpenapara, CBEACHHS O
PEruCTpaliy MPOU3BOIUTEINSI JIEKAPCTBEHHOTO TIpenapara Jiyisi MEIUIIMHCKOTO TIPUMEHEHHUSI B Ka4ECTBE
HAJIOTrOIUIaTEeNbIIMKA B  CTpaHe  perucTpauud (A7  POCCHUMCKMX — IOPUAWYECKUX — JIUI -
uaeHTU(PHUKAIIMOHHBIM HOoMep Hanororuiarensinuka (MHH), mias uHOCTpaHHBIX IOPHUIWYECKUX JIHIL -
CTpaHa PpErucCTpalli, HANMEHOBAaHUE PETUCTPUPYIOIIETO OpraHa, PEruCTPAllMOHHBIA HOMEp, KO
HaJIOTOIUIATENbIMKA B CTPAHE PErucTpaluy (MHKOPIOpAIMU) WM €ro aHaJIor), MECTO HaXOXKICHHS
MIPOU3BOJICTBEHHBIX IUIONIA/IOK, YYACTBYIOIIMX B MPOIECCE MPOU3BOACTBA JIGKAPCTBEHHOTO Mperapara,
C YKa3aHHeM CTaJiH Mpoliecca NPOru3BO/ICTBA;

(n. 1 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

2) HaMMEHOBaHHE JIEKapCTBEHHOro Impemnapara (MEXIyHapOJHOE HENaTeHTOBAaHHOE, WU
IpyNIMPOBOYHOE, MM XUMHUYECKOE M TOPIrOBOE HAUMEHOBAaHMS);
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) HOMep PErHCTPALMOHHOTO YAOCTOBEPEHNUS JIEKapCTBEHHOTO IIperapara;

4) nekapcTBeHHas (opMa ¢ yKazaHUEM JJO3UPOBKH JICKApPCTBEHHOTO IMpernapaTa i ero KoJu4ecTBa
BO BTOPUYHOH (IMTOTPEOUTEIIbCKOM) YIIAKOBKE, a TAK)KE KOMILJICKTHOCTB;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHasi IpeJiesibHas OTIYCKHAs IIeHa Ha JeKapCTBEHHBIH mpenapar B pyOoIisx;
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

6) maTa ¥ HOMEp MpHUKa3a yIMOJTHOMOYEHHOTO (helepaabHOr0 OpraHa HCIIOJIHUTEIHHON BIIACTH O
FOCY/JApCTBEHHOW PETUCTPALIMM WM  MEPEPEerUCTPAlMU  MPEIETbHOW OTIMYCKHOW II€Hbl Ha
JIEKapCTBEHHBIN Mpenapar, BKIOYEHHbIH B IEpeuYeHb >KU3HEHHO HEOOXOAMMBIX W Ba)KHEHMIIUX
JIEKApCTBEHHBIX MPEMAPATOB;

(B pen. @eaepanbHbix 3ak0HOB 0T 22.12.2014 N 429-D3, ot 06.06.2019 N 134-D3)

6.1) mara BCTyIuIeHHs B CHITy TIPHKa3a yIOJIHOMOYEHHOTO (eIepaJbHOr0 OpraHa UCIOJHUTEIHHON
BJIACTU O TOCYAAPCTBEHHOW PEruCTpallMM WIH IEPEePEruCTPAlii IPEAEIbHOW OTIyCKHOM LIEHBI
MIPOM3BOJUTENIS Ha JIGKAPCTBEHHBIA Ipenapar, BKJIIOUEHHBIH B [EPEYEHb JKU3HEHHO HEOOXOAMMBIX U
BAYKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

(m. 6.1 BBenen denepanbHbiM 3akoHOM OT 06.06.2019 N 134-D3)

7) WTPUXOBOM KOJ, HAHECEHHBIH Ha BTOPUYHYIO (MOTPEOUTENBCKYIO) YIAKOBKY JIEKapCTBEHHOTO
Ipernapara;
(n. 7 BBeneH ®enepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

8) KOoA NeKapCTBEHHOIO IMpernapara Mo aHaTOMO-TEPareBTUYECKO-XMMHUECKON KiacCHU(pUKaIuy,
PEKOMEHIOBAaHHOW BceMupHOI OpraHu3alnneit 31paBoOXpaHEHU.
(n. 8 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

3. T'ocynmapcTBeHHass perucTpalus WIM MepeperucTpanusi MNpeAeabHbIX OTIYCKHBIX ILIEH Ha
JICKApCTBCHHEBIC IIpC€riapaTthbl, BKIIOYCHHBLIC B ICPCUCHL KXU3HCHHO HGO6XOI[I/IMI)IX A BaKHEHUITHNX
JICKapCTBEHHBIX IIPENaparoB, BEJCHHME TIOCYJapCTBEHHOIO peecTpa MNpeAeibHbIX OTIYCKHBIX LEH
NIPOM3BOIUTENEH Ha JeKapCTBEHHbIE NpenapaThl, BKIIIOUEHHbIE B NEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BAOXHEUIIMX  JICKAPCTBEHHBIX  IpErapaTtoB, OCYIIECTBISAIOTCS B  TOpPSJKE, YCTAaHOBICHHOM
IIpaBurensctBoM Poccuiickoit deneparnuu.

(B pen. ®exnepanbHoro 3akona ot 06.06.2019 N 134-03)

Cratba 63. YcraHoBneHue opraHamMm UCMNOSIHUTENIBHOM BNacTu CYyOBLEKTOB
Poccuiickon ®epepaumm npenenbHbIX pa3MepoB ONTOBbIX HafAb6aBOK U npeaenbHbIX
pa3MepoB PO3HUYHbIX HaAbaBOK K haKTMYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM
Npou3BOAUTENSIMM JEeKapCTBEHHbIX MNpenapaToB, Ha JeKapCTBeHHble npenaparsbl,
BK/IIOYEHHbIE B NepeyeHb XU3HEHHO HEOOXOAUMBLIX U BaXHEWULWMUX NeKapCTBEHHbIX
npenaparoB
(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

1. Opranbel HCHOJHUTENBHONH BIAacTH cyObekToB Poccuiickoil denepanu ycTaHABIWBAIOT
npeJenbHble  pa3Mepbl ONTOBBIX HAA0AaBOK M TpeAeNbHBbIE pa3Mepbl PO3HUYHBIX HAT0aBOK K
(haKTHYECKUM OTIYCKHBIM IleHaM (0e3 ydueTa Haiora Ha JOOaBJIEHHYIO CTOMMOCTH), YCTAaHOBJICHHBIM
MIPOU3BOJUTENSIMU  JIEKAPCTBEHHBIX IIPENAapaToB, HA JIEKAPCTBEHHBbIE IIpenaparbl, BKJIIOYEHHBIE B
[IePEYEHb >KU3HEHHO HEOOXOOUMBIX M BAXKHEHMIIMX JIEKAPCTBEHHBIX IIPENaparoB, B COOTBETCTBUU C
YTBEP)KICHHOW B HOpsAlKe, ycraHOBIeHHOM IIpaBurensctBoM Poccuiickoit denepanuu, METOAMKOU
YCTQHOBJICHHSI OpraHaMy HCIOJHUTENIbHONW BiacTu cyOBbekToB Poccuiickoit dexepanuu mpenenbHbIX
pa3MepoB ONTOBBIX HAA0ABOK M TMpPENEeNbHBIX pPa3MEpPOB PO3HUYHBIX HAJ0aBOK K (DaKTHUECKUM
OTIIYCKHBIM  LI€HAaM, YCTaHOBJICHHBIM IIPOU3BOAMTEIIMM  JIEKAPCTBEHHBIX  IPENapaToB, Ha
JIEKapCTBEHHbIE IIperaparbl, BKIIOYEHHbIE B MEpPEeYeHb >KU3HEHHO HEOOXOOUMBIX U Ba)KHEHMIIUX
JICKapCTBEHHbIX IpenapaToB. I[IpoeKTbl peleHui OpraHoB HCIOJHUTEIBHOW BIIACTH CYOBEKTOB
Poccuiickoit ®enepanuu 00 YCTaHOBIEHUH U (MJIM) M3MEHEHUHU IPENENbHBIX pa3MEpOB OMNTOBBIX
Ha/J0aBOK M TpeAETbHBIX Pa3MEPOB PO3HUYHBIX HAA0ABOK K (DaKTHUECKUM OTITYCKHBIM IICHaM,
YCTaHOBJICHHBIM IIPOM3BOJUTEISAMU JICKAPCTBEHHBIX IIPENApPAaTOB, HA JICKAPCTBEHHBIC IIpenaparsl,
BKJIIOUEHHBIE B ME€pPEYEHb >KU3HEHHO HEOOXOAMMBIX M BaXXHEHIIMX JIEKapCTBEHHBIX IPErnaparos,
MOJJIKAT COIJIACOBAHHMIO C YIOJHOMOYEHHBIM (elepaabHbIM OPraHOM HCHOJHUTENbHOM BIACTH,
OCYIIECTBIIAIOUIMM (YHKIUM [0 HPUHATHIO HOPMATUBHBIX IPAaBOBBIX AKTOB M KOHTPOJIIO 3a
COOJIFOJICHMEM 3aKOHOJATEIbCTBA B c(epe TroCyAapCTBEHHOTO peryjiupoBaHMs LieH (TapudoB) Ha
TOBapHI (YCIIyru), B Opsijike, yctaHoBieHHOM I[IpaBurtensctBoM Poccuiickoii ®eneparu.

(B pen. @enepanbubix 3aKkoHOB OT 13.07.2015 N 241-P3, o1 27.12.2019 N 475-P3)

2. OpraHu3anuy ONTOBOW TOPTOBIM JICKAPCTBEHHBIMH CPEICTBAMH, AaIlTEYHBIC OpTaHU3AIHH,
WH/IMBUYaTbHBIC TPEANPHUHUMATENN, UMEIOIINE JIMIICH3UI0 Ha (apMaIeBTHYECKYIO EATEIbHOCTS,
MEIUIMHCKUE OpTaHW3alluy, WMEIOUIME JMIEH3UI0 Ha (apMaleBTHYECKYIO NESITENbHOCTb, U HX
o0ocobneHHble moapaszaeneHus (amOynaropuu, denpamepckiue U GenbanepcKo-aKyepcKue MyHKTHI,
HEHTpBl (OoTxHeneHusi) oOmieid BpayeOHOW (ceMeiHOM) NpPaKTUKM), PACIOJIOKEHHBIE B CEIBCKUX
HACEJICHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTEUHbIC OPTaHU3AIMH, OCYIIECCTBISIOT PEaTU3aIHIo
JIEKApCTBEHHBIX TIPETapaToB, BKIIOYEHHBIX B IEPEUYCHb JKU3HEHHO HEOOXOAWMBIX W BaKHEUIIHX
JICKApCTBEHHBIX TIpenapaToB, IO II€HaM, KOTOpble (OPMHUPYIOTCS B COOTBETCTBHH C IIOPSIIKOM,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

ycranoBjieHHbIM [IpaBuTtenbctBoM Poccuiickoit @enepaiiuu, 1 ypoBeHb KOTOPHIX (0€3 ydyera Hajmora Ha
NO0AaBJICHHYI0O CTOMMOCTh) HE JOJDKEH TMPEBBINIATh CyMMY (aKTHYECKOW OTIYCKHOW IIEHBI,
YCTaHOBJICHHOU IIPOU3BOAUTEIIEM JIEKapCTBEHHOI'O npernapara, HE IIpEBBILIAIOIIEH
3apEeTUCTPUPOBAHHON WM TIEPEPETUCTPUPOBAHHON MPEAETHHON OTIYCKHOM II€HBI MPOU3BOAUTENS (Ha
JaTy peaju3alyy JICKapCTBEHHOTO TIpernapara Mpou3BOIUTEIEM), H pa3Mepa ONTOBOM HA0ABKH U (HJIN)
pa3Mepa pO3HUYHON HAI0aBKH, HE IMPEBBIIIAIONIMX COOTBETCTBEHHO pa3Mepa MpeleibHONH ONTOBOM
Han0aBku W (WiIM) pa3Mepa MpeleNbHON pPO3HUYHOW Haa0aBKH, YCTAHOBJCHHBIX B CyOBeKTe
Poccuiickoit deneparum.

(dactsp 2 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

3. Opranbl ucHoJHUTENBbHON Binactu cyObekToB Poccuiickoit denepanuu pasmemiaroT B CETH
"NHTepHer" nHGOpMALUIO O 3apETUCTPUPOBAHHBIX MPEAEbHBIX OTITYCKHBIX 1I€HaX MPOU3BOAUTENCH Ha
JIEKapCTBEHHbIC IIperaparbl, BKIIOYCHHbIE B MEPEYEHb >KU3HEHHO HEOOXOMUMBIX U Ba)KHEHMIIUX
JIEKapCTBEHHBIX MpenapaToB, 00 YCTaHOBIEHHBIX B cyObekTe Poccuiickoit denepanuu mpeaenbHBIX
pa3Mmepax OINTOBBIX HaJ0ABOK M (MJIM) MpEeAETIbHBIX pa3Mepax PO3ZHUYHBIX HAJ0ABOK K YCTaHOBIICHHBIM
MIPOU3BOIUTENISIMU JICKAPCTBEHHBIX MpPEnapaToB (PaKTUYECKUM OTIYCKHBIM LIEHAM Ha JIEKapCTBEHHbBIE
IpenapaThl, BKIIOYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOAUMBIX M BaKHEHIIMX JIEKapCTBEHHBIX
IIPEnapaToB, a TAKKE O CYMME 3apETUCTPUPOBAHHBIX MPEACIIBHBIX OTIIYCKHBIX IIEH TPOU3BOAUTENIECH Ha
JIEKapCTBEHHbIC IIperaparhl, BKIIOYCHHbIE B MEPEYEHb >KU3HEHHO HEOOXOJUMBIX U Ba)KHEHMIIUX
JIEKapCTBEHHBIX MpENapaToB, YCTAaHOBIEHHBIX B cyObekTe Poccuiickoit denepauuu mnpeaenbHBIX
pa3MepoB ONTOBBIX HaN0aBOK W NPEACTbHBIX pa3MEpoB PpO3HUYHBIX HAJ0aBOK M Hajora Ha
n00aBIIeHHYI0 CTOUMOCTh. MH(pOpManus, npeaycMoTpeHHasi HACTOSIIEH YacThio, TOJKHA HAXOAUTHCS
TaKKe B aNTEYHBIX OpPraHM3alMsAX B JOCTYIHOM Ui BCEX 3aMHTEPECOBAHHBIX JHIl (opMe U
OOHOBIISATBCS TI0 MEpPE €€ pa3MelIeHUs opraHaMu HMCIOJHUTEIBLHON BJIaCTH CyOBEeKTOB Poccmiickoit
®enepanuu B cetu "MuTepuer".

(uacts 3 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

4. Yrparun cuiy ¢ 1 mapra 2020 roaa. - ®enepanbHbiii 3akoH ot 27.12.2019 N 475-03.

Mnasa 13. MOHUTOPUHI 9®®EKTUBHOCTU U BE3OINMACHOCTH
NEKAPCTBEHHbIX NMPEMAPATOB, HAXOOALINXCA B OBPALLEHUNA
B POCCUNCKOU DEOEPALIMUN
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CraTtbsa 64. ®apmakoHagsop
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIC ITpenapaThl, HaXosecs B oopamennn B Poccuiickoit deaepanu, mojiexar
MOHHUTOPHUHTY 3G EKTUBHOCTH M OE30MACHOCTH B IENSIX BBISBICHUS BO3MOXHBIX HETATUBHBIX
MOCJEICTBUI MX MPUMEHEHUs, UHAUBUIYAIbHON HENEPEHOCUMOCTH, MPEAYNPEKACHUS MEIUIIMHCKUX
pabOTHUKOB, CHEIUAINCTOB B OOJIACTH BETEPUHAPUU, MALMEHTOB WM BIIAJICIBICB XKUBOTHBIX M HUX
3aIUTHI OT MPUMEHEHUSI TAKUX JIEKAPCTBEHHBIX MIPEMapaToB.

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

2. dapmMakoHAA30p OCYLIECTBISETCS COOTBETCTBYIOLIMM YIOJIHOMOYEHHBIM (heaepallbHbIM
OpPraHOM HCIOJIHUTENIbHOW BJIACTH B YCTAHOBJIEHHOM MM MOpsJKe MyTeM aHaju3a MpeJoCTaBiIsIeMOi
cyObekTamMu  OOpallleHHs JIEKapCTBEHHBIX CpeACTB HMH(opMamuu o TMOOOYHBIX JCHCTBHUSX,
HEXEJIaTEJIbHBIX PEaKLMX, CEPbE3HBIX HEXKENATEIbHBIX PEAKLNAX, HENPEIBUICHHBIX HEXKEIATEIbHbIX
peakuusx NpU NPUMEHEHUH JIEKapCTBEHHBIX IMpenaparoB, 00 HMHIMBUIYaJbHOW HENEPEHOCHMOCTH,
OTCYTCTBUM 3((PEKTUBHOCTH JIEKAPCTBEHHBIX TIpenapaTroB, a Takke 00 UHbIX (akTax u
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

00CTOSITENTLCTBAX, MPEACTABISAIONIUX YIPO3y JKU3HU WU 30POBBI0 YETOBEKa JUOO XKUBOTHOTO IMPHU
MIPUMEHEHUH JICKAPCTBEHHBIX MPENapaToB U BBIABICHHBIX HAa BCEX JTarax OOpalleHUs JeKapCTBEHHBIX
npenaparoB B Poccuiickoii denepanniv U APyrux rocy1apcrBax.

3. CyObexTsl 00pallieHus JIEKapCTBEHHBIX CPEJCTB B MOPSJIKE, YCTAHOBIEHHOM YIOJTHOMOYEHHBIM
denepanbHBIM OpPraHOM HCIOJIHHUTEIBHOM BJIAcTH, 00s3aHbl cooOuiaTh B YHOJHOMOYEHHBIN
(benepanbHbll OpraH HMCIOJHUTEIbHON BJIACTH O MOOOYHBIX JEHCTBUAX, HEXKEJIATEIBbHBIX PEAKLUAX,
CEPbE3HBIX HEXKENATEIbHBIX PEAKLUAX, HENIPEIBUICHHBIX HEKENATEIbHBIX PEAKIUAX NPU PUMEHEHUU
JICKapCTBEHHBIX IpEnapaTroB, 00 HHIUBUAYAIbHOW HENEPEHOCUMOCTH, OTCYTCTBHM 3()()EKTUBHOCTH
JICKapCTBEHHBIX MPENapaToB, a TaKKe 00 MHBIX (aKTax M 0OCTOATENbCTBAX, MPEACTABIISIOMINX YTPO3Y
KU3HU WM 370POBBIO0 YeNIOBEKa JINOO XKMBOTHOTO TMPHU NMPHUMEHEHHH JIEKApPCTBEHHBIX IPETapaToB U
BBISIBJICHHBIX Ha BCEX JTanax oOpallleHHus JIeKapCTBEHHBIX mpemnapaTtoB B Poccuiickoit denepauuu u
JIPYTHX TOCYapCTBaX.

4. lepxaTenu WU BIAJENbIbl PETUCTPALIMOHHBIX YAOCTOBEPEHUHN JIEKapCTBEHHBIX IMPEMapaTos,
IOpUAMYECKHE JIMIA, HAa HMs KOTOPBIX BBIAAHBI pAa3pelICHHs] HAa MPOBEACHHE KIMHUYECKUX
uccnenoBanuii B Poccuiickoit denepaunu, 1100 yrnoJHOMOYEHHbIE UMH JIPYTHE OPUINYECKUE JIULA B
pamkax oOecrieyeHUs O€30IaCHOCTH JIEKAPCTBEHHBIX IPENapaToB B MOPSAJIKE, YCTAaHOBJIEHHOM
COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (eiepalbHBIM OpPraHOM HCIHOJHUTENbHOM BIAacTH, OOS3aHbI
OCYUIECTBIISITH IIPUEM, YUeT, 00pabOTKy, aHaJIU3 U XpaHEHHE MOCTYNAIOUINX B UX aJpec OT CyOBEKTOB
oOpallleHusi JeKapCTBEHHBIX CPEACTB M OPTaHOB TOCYAapCTBEHHOW BIACTH COOOIIEHUN O MOOOYHBIX
NEUCTBUAX, HEKENATENbHBIX  pPEaKIMsX, CEPbE3HbIX  HEXKENATEIbHbIX W HENPEABUACHHBIX
HEXXEJIAaTeNbHbIX PEaKIHUsIX IpH NPUMEHEHUH JIEKAPCTBEHHBIX IMPEraparoB, 00 OCOOEHHOCTSIX WX
B3aUMOJICHCTBUS C JPYTMMH JIEKAPCTBEHHBIMU IpenapaTaMH, WHAUBUAYAIbHON HENEpEeHOCHUMOCTH, a
Takke 00 MHBIX (paKTax W 0OCTOSITENBCTBAX, MPEICTABISIONINX YIPO3Y KU3HU WIN 37J0POBBIO YEIIOBEKA
7100 KUBOTHOTO WJIM BIUSIOUIMX HA U3MEHEHUE OTHOIICHHUS 0’KUIAEMOM IMOJIb3bI K BO3SMOXHOMY PHUCKY
MIPUMEHEHHUS JIEKaPCTBEHHBIX MPEMapaToB.

5. Ilpu BbIsIBIEHUH MHGOPMAIMM O CEPhE3HBIX HEXeNaTeNbHBIX PEaKIHsIX U HeNpeIBUICHHBIX
HEXXEJIATeNbHbIX PEaKIHUsIX IpH NPUMEHEHUHM JIEKAPCTBEHHBIX IMPENaparoB, 00 OCOOEHHOCTSIX HX
B3aUMOJCUCTBUSA C JPYTMMH JIEKAPCTBEHHBIMHU IIpenapaTaMy, WHIAWBUAYAJIbHOM HENEPEHOCHMOCTH, a
Takke 00 MHBIX (haKTax ¥ 00CTOATENbCTBAX, BIMSIOMIMX HA U3MEHEHUE OTHOILICHUS 0’KUAeMOM TMOJIb3bI
K BO3MOXXHOMY pHCKY IIPUMEHEHHs JICKAPCTBEHHBIX IIPENapaToB, ACpXKATENW WIA BIIAJEIbLbI
PEruCTPALIMOHHBIX YIOCTOBEPEHUH JIEKAPCTBEHHBIX MPENapaToB, IOPUIANYECKUE JIMLA, HA UM KOTOPBIX
BBIJIaHbl pa3pellleHus] Ha MpOBEJCHHE KIMHUYECKHX HccienoBaHuil B Poccuiickoit @enepannu, mubdo
YIIOJIHOMOYEHHBIE WUMH JIPYTHE MOPUAWYECKHE JHUIa 00s3aHbl NPUHATH MEpHl, HalpaBlIeHHBbIC Ha
YCTpaHEHUE  HETATUBHBIX IOCIEACTBUMA NPUMEHEHUS TAaKWX JIGKapCTBEHHBIX  IIPENaparos,
MpenynpexaeHie NPUIMHEHNS Bpe/la )KU3HU WU 3/10POBbIO YelloBeKa MO0 KUBOTHOIO, 3aIIUTY UX OT
IPUMEHEHHUsS TaKUX JIEKAPCTBEHHBIX IpenapaToB, Ha JONOJHMUTENbHBIM cOOp JaHHBIX 00
3¢ HEKTUBHOCTH U 6€30MaCHOCTH TaKUX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HecooOIlleHHWEe WM COKpBITHE HH(OPMALUU, TPETYCMOTPEHHOW YacThio 3 HACTOAIIEH
CTaThH, JIEPXKATEIN WA BIAJEIbI[bl PErUCTPALIMOHHBIX YAOCTOBEPEHUN JEKAPCTBEHHBIX IPENapaToB,
IOpUJIMYECKUE JIMIa, HAa HMS KOTOPBIX BBIJAHBI pa3pelIeHHs Ha TPOBEICHHUE KIMHUYECKUX
uccnenoanuii B Poccuiickoit deneparuu, 100 yIOTHOMOYEHHBIE UMH IPYTHE IOPUANYECKHUE JINIIA, a
TaK)Xe JIOJDKHOCTHBIC JIMIIA, KOTOPBIM 3Ta HH(POPMAIIHsI CTaJla U3BECTHA 110 POy UX MpodecCHOHaTbHOM
NeSTeNIbHOCTH, HECYyT OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHOJATENbCTBOM Poccuiickoit
denepauuu.

7. Ilpu moyyeHUH yIOJTHOMOYEHHBIM (peZiepaibHbIM OpraHOM HCIIOJIHUTEIFHON BIACTH B PaAMKax
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

OCyIIECTBIICHHsT UM (hapMaKOHaA30pa JT0Ka3aTelIbCTB O HECOOTBETCTBUH JICKAPCTBEHHOTO Mperapata
YCTaHOBJICHHBIM TPeOOBaHUSIM WM TPU MOJTYYEHHMH HH(GOPMALUH O HECOOTBETCTBUU HAaHHBIX 00
3¢ HEKTUBHOCTH U O 0€30IIaCHOCTH JIEKAPCTBEHHOTO IpenapaTa JaHHBIM O JIEKapCTBEHHOM IIpernapare,
COACPpIKAIMMCA B UHCTPYKIIHUU 11O €TO0 MPUMCHCHUTIO (B TOM YHUCJIC BBIABJIICHHBLIX B XOAC OCYIICCTBIICHUSA
(hapmakoHa30pa KOHTPOJIBHO-HAI30PHBIMU OpraHaMU WHOCTPAHHBIX TOCYIapCTB), YIOJTHOMOYEHHBIN
(benepaabHBI OpraH UCIOJIHUTEIBHOM BIACTH B YCTAHOBJICHHOM MM IIOPSJIKE PACCMATPUBAET BOIIPOC O
NPUOCTAHOBIICHUH PUMEHEHHSI TAKOTO JISKAPCTBEHHOT'O Mperapara.

Cratbsa 65. NMpunocTtaHoBNeHne NpUMEeHeHUsA NeKapCTBEHHOro npenapara
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Ilpu nonyyennu uHbOpMaILIUU O HEXKENATEIbHBIX PEAKIUSAX IPU MPUMEHEHUH JIEKaPCTBEHHOTO
npenapara, He YKa3aHHbIX B MHCTPYKIUHU 0 MPUMEHEHHUIO JIEKapCTBEHHOTO Ipernapara, Cepbe3HbIX
HEXXEJAaTeNbHbIX PEaKLUsAX, 00 OCOOCHHOCTSAX €ro B3aMMOJEHCTBHS C JPYTUMH JIEKapCTBEHHBIMHU
npernapaTramu, KOTOPbIe MOTYT NMPEJCTABIATh YIPO3Y KH3HH WU 3J0POBBIO YellOBeKa JINOO KUBOTHOTO,
a TaK)Ke O HECOOTBETCTBHUHU JTAaHHBIX 00 3((EKTUBHOCTH U O OE30MACHOCTH JIEKAPCTBEHHOTO TpenapaTa
JAaHHBIM O JIEKapCTBEHHOM IIpernapaTe, COJAEpKallMMCsi B MHCTPYKIMU MO €ro MPUMEHEHHUIO, B TOM
Yyclieé OT YHOJHOMOYEHHBIX OPraHOB MHOCTPAHHBIX T'OCYJapCTB, OOMEH KOTOPOH OCYIIECTBISIETCS B
COOTBETCTBUM C COTJIAIICHUSAMU MEXAY YIOJIHOMOUYEHHBIM (heepambHbIM OpPraHOM HCIOIHUTEIBHON
BJIACTU M YIIOJHOMOUYEHHBIMH OpraHaMU MHOCTPAHHBIX I'OCYJIApCTB, YIOJIHOMOYEHHBINH (enepaabHbIi
OpraH MCHOJIHUTEIbHON BJIACTH PacCMATPUBAET BOIIPOC O BO3MOXKHOCTHU IPUOCTAHOBIIEHUS O0palleHUS
TAKOTO JICKQPCTBEHHOTO TMperapara B MOPSJIKE, YCTAHOBICHHOM YIIOJIHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCHOJIHUTEIbHOU BIACTH.

2. Ilpy HEUCHONHEHMM WIM HEHAJJIEXKAIeM MWCIIOJHEHUN JAEp>KATeIsIMU WM  BJIAJCIIbLIaMU
PETUCTPALIMOHHBIX YJOCTOBEPEHUN JIEKAPCTBEHHBIX IPENaparoB, HOPUAUYECKMMH JIMIAMH, Ha WM
KOTOPBIX BBIJAHBI Pa3pelIeHs Ha IPOBEICHHUE KIMHUYECKUX uccienoBanuil B Poccuniickoit denepanuu,
WIA YIOJHOMOYEHHBIMH HMMH JPYTHMH IOPUIUYECKUMH JUIIAMUA OOS3aHHOCTEH, YCTaHOBJICHHBIX
gactsMu 3 u 4 crarbu 64 Hacrosimero denepalbHOTO 3aKoHa, JMOO B CilydasX MpPEICTaBIICHUS
COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM (heiepaabHbIM OPraHOM MCTIOJHUTEILHOM BIACTH 3aKIIOUYEHHUS O
HEJOCTOBEPHOCTH PE3yJbTATOB KJIMHUYECKOTO HCCIECJOBAHMs JIEKApCTBEHHOIO IIpernapara Ajs
MEIUIMHCKOTO IPUMEHEHMs, KOTOpPOE OCHOBAaHO Ha pe3yjbTaTax IPOBEPKU MEAMIMHCKON
OpraHu3alyy, [POBOAUBIIEH YKAa3aHHOEC KIMHUYECKOE HCCIEJOBAaHUE C HApYIICHUWEM [IPaBUI
HaJIeXkKalleld KIMHUYECKON MPAKTUKH, U MPUBEJIO K MOJYyYEHUIO HETOCTOBEPHBIX PE3yJbTATOB, JIUOO B
Cllydae HEBBINOJHEHMs] TPEANHUCAHUS, BBIJIAHHOTO YIOJHOMOYEHHBIM (elepalbHbBIM OPraHOM
WCIIOJIHUTENIBHOM  BJIACTM IO HWTOraM  OCYIIECTBJICHHS BBIOOPOYHOIO KOHTPOJS  KadecTBa
JICKapCTBEHHOI'0 Ipernapara, YIOJHOMOYEHHBIH QelepaibHblii OpraH HCIOJIHMUTENBHOM BIacTu B
YCTAaHOBJICHHOM UM [ODPAJKE pacCMaTpHUBAaeT BOIPOC O NPHUOCTAHOBIEHUM IPUMEHEHUS TaKOIo
JIEKApCTBEHHOTIO IIpernapara.

3. YnonHOMOYeHHBIH (eaepanbHblii OpraH HCIOJHUTEIBHOW BIIACTH TPHU IMPEICTABICHHH €My
CBEICHMM O HECOOTBETCTBUU IPOMU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TpPEeOOBAHUAM [PABUI
HaJuiexalled MNpPOU3BOACTBEHHON MpakTUKW M (WIM) O HapylIIEHUH JHUIIEH3UOHHBIX TpeOOBAHUM,
KOTOpbIE OBbUIM BBISIBIEHBl B XOJI€ IPOBEAECHUS WHCIEKTUPOBAHUS IPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYLIECTBICHMS JIMIIEH3MOHHOTO KOHTPOJIs B cdepe NpOU3BOJCTBA JIEKAPCTBEHHBIX
CPEACTB M IIPUBEIM WIM MOIYT IPUBECTH K IIPOM3BOJCTBY JIEKAPCTBEHHBIX IIPENapaTroB [yl
MEIULIMHCKOTO MPUMEHEHUs], TPUYNHUBIINX WM CHOCOOHBIX NPUYMHUTH BPEJl KU3HU WU 3I0POBBIO
IPaXKJaH, pacCMaTpUBAET BOIIPOC O NMPUOCTAHOBJICHUM NPUMEHEHHUs JIEKAPCTBEHHBIX IMPENapaTroB Ui
MEJIMIUHCKOTO MPUMEHEHHS B YCTAHOBIICHHOM UM IIOPSJIKE B CIEAYIOIINX CIIydasax:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

1) coctaB u (MJIM) TEXHOJOTHS MPOM3BOJCTBA JIGKAPCTBEHHOTO Tpernapara JJisi MEIUIITHCKOTO
MPUMEHEHHS (C OMUCAHUEM CTaJIUi MPOU3BOJICTBA) OTIIMYAKOTCS OT 3asBJICHHBIX B PETUCTPAIIMOHHOM
JIOCBE;

2) ekapCTBEHHBIN Mpernapart sl MEIUIIMHCKOTO IPUMEHEHUS TPOU3BE/ICH HAa TPOU3BOICTBEHHOM
IJTONIAJKE, HE YKa3aHHOUN B PETUCTPALIMOHHOM JIOChE;

3) y mnpousBoAMTENs JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JIOKYMEHTBI, MOATBEP)KIArOIINE
COOTBETCTBUE KauyecTBa JIEKAPCTBEHHOIO IpenapaTa s MEAULUHCKOrO NMPUMEHEHHs, BBOJUMOIO B
rpakJIaHCKH 000pOT, TpeOOBAHUSIM, YCTAHOBJICHHBIM IIPU €0 TOCYIapCTBEHHON PEeruCTpalluy;

4) TnpoOU3BOAUTENEM JIEKAPCTBEHHBIX CPEICTB B COIVIACOBAHHBIH C COOTBETCTBYIOILUM
YIOJTHOMOYEHHBIM (elepajIbHBIM OPTaHOM HCIIOJIHUTENFHON BIIACTH CPOK HE YCTpaHEHBI HAPYIICHUS
TpeOOBaHMIl MpaBuiI HaJUIeKalIe MPOU3BOJICTBEHHON NMPAKTUKU U (WJIK) JIMLIEH3UOHHBIX TPEOOBAHUM,
KOTOpbIE OBbUIM BBISBJIEHBl B XOJI€ IPOBEAECHUS WHCIEKTUPOBAHUS IPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYLIECTBICHMS JIHMIIEH3MOHHOTO KOHTPOJIsl B cdepe NpOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB M IMpPHUBEIM WIA MOTYT NPHUBECTH K IPOU3BOACTBY JIEKAPCTBEHHBIX IpPENaparoB Ul
MEIULIUHCKOTO MPUMEHEHUs], TPUYNHUBIINX WM CHOCOOHBIX NPUYMHUTH BPEJl KU3HU WU 3I0POBBIO
rpaXxaaH.

(uactp 3 BBeneHa denepanbHbiM 3aK0HOM 0T 04.06.2018 N 140-D3)

4. YNonMHOMOYEHHBIH (enepaibHbId OpraH HWCIOJMHUTEIBHOW BJIACTH IPH HAJIWYUH Y HETO
CBEICHMI O HECOOTBETCTBUU TPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM TIPABUI
HaJJIeXxKaled MPOU3BOACTBEHHON MpPakTUKW ¥ (WIKM) O HapyIIEHWH JHUIICH3UOHHBIX TpPeOOBAaHUI,
KOTOpbIe OBUIM BBISBICHBI B XOJI€ TMPOBEICHUS WHCIEKTUPOBAHUS IMPOW3BOAUTENS JICKAPCTBEHHBIX
CPEICTB WM OCYIIECTBIICHUS JIMIICH3MOHHOTO KOHTPOJISI B cdepe MPOU3BOACTBA JIEKAPCTBEHHBIX
CPEICTB W TPUBEIHW WIM MOTYT MPUBECTH K TMPOU3BOJCTBY JICKAPCTBEHHBIX IMPENapaToB IS
BETEPUHAPHOTO MPUMEHEHUS, IPUYNHHUBIIUX WIH CIIOCOOHBIX MPUYUHUTH BpEl KU3HU WJIH 370POBBIO
KUBOTHBIX, pacCMaTpPHUBAET BOMPOC O MPUOCTAHOBJICHUU PEaTU3allMU U MPUMEHEHHUS JeKapCTBEHHBIX
MpenaparoB JiJIsl BETEPUHAPHOTO MPUMEHEHHS B YCTAHOBJIEHHOM UM HOPSJIKE B CJIEIYIOLIUX CIydasiX:

1) coctaB u (WIM) TEXHOJIOTUS MPOU3BOJACTBA JIEKAPCTBEHHOI'O Ipenapara JUis BETEPUHAPHOIO
MIPUMEHEHHUS (C ONMHMCAaHUEM CTaJuil MPOU3BOJCTBA) OTIUYAIOTCS OT 3asBJIEHHBIX B PETUCTPALMOHHOM
JI0ChE;

2) nexapcTBEHHBIH Npenapar AJisi BETepUHAPHOTO MPUMEHEHHSI IPOU3BEACH Ha IPOU3BOJICTBEHHON
TUIOHIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM J0ChHE;

3) y Ipou3BOOUTENS JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTBI, IOATBEPKIAIOIINE
COOTBETCTBUE KAauyeCTBA JICKAPCTBEHHOI'O Ipenapara il BETEPUHAPHOIO NPHUMEHEHMS, BBOJUMOIO B
rpaXkIaHCKHU 000pOT, TpEOOBAHHSIM, YCTAaHOBJICHHBIM IIPH €T0 TOCYIaPCTBEHHON PErHCTPallny;

4) Tnpou3BOAMTENEM JIEKAPCTBEHHBIX CPEJACTB B COIVIACOBAaHHBIA C COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJHUTEIbHOM BIACTU CPOK HE YCTPaHEHbl HapyIIEHUS
TpeOOBaHUIl MpaBu HaJyUIeXkKallel NPOoU3BOACTBEHHONW MPAKTUKU U (WIM) JIMLIEH3UOHHBIX TpeOOBaHUH,
KOTOpbIE ObUIM BBISBIEHBI B XOJI€¢ NMPOBEACHUS HHCIEKTUPOBAHHS MPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYLIECTBICHHS JIMIIEH3MOHHOTO KOHTPOJIS B cdepe NPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB M MpPHUBEJIM WJIM MOTYT HPUBECTH K HPOU3BOACTBY JIEKAPCTBEHHBIX IpEnaparoB Ul
BETEPUHAPHOTO MPUMEHEHUS, IPUYMHUBIIUX WIH CIIOCOOHBIX MPUYUHUTH BPEN KU3HU WM 37J0POBBIO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

KHBOTHBIX.
(uactp 4 BBeneHa denepanbHpiM 3aK0HOM 0T 04.06.2018 N 140-D3)

Koncynprantlntoc: npumedanue.
C 01.01.2026 cT. 65 nononusiercs 4. 5, 6 (@3 o1 27.12.2019 N 475-D3).

7. B mopsizike, mpeayCMOTPEHHOM YacThi0 4 HACTOSAIICH CTaThH, YIIOJTHOMOUYEHHBINH (eepanbHbIi
OpraH HWCIOJIHUTEIBHOW BJIACTH paccMaTpPUBAET BOINPOC O NPHUOCTAHOBICHUU pealu3alud |
MIPUMEHEHHUS JIEKApCTBEHHOT'O MperapaTa JJisi BETEPUHAPHOTO MPUMEHEHHUs B CIydae BBISIBJICHHS B
TPOKIAHCKOM 000pOTE€ CepuM JICKAPCTBEHHOTO TMperapara Hjisi BETEPUHAPHOTO TPUMEHEHUS,
JIOKYMEHTBI U CBEACHUSA O KOTOPOM, MpelyCMOTpPEHHbIC YacTsAMHu | - 3 U 6 ctaThu 52.2 HACTOAIIETO
®denepallbHOTO 3aKOHA, HE MPEACTaBIEHBl B YKa3aHHBIA OpraH, MO0 CEpUM MMMYHOOHMOIOTHYECKOTO
JIEKApCTBEHHOI0  Nperapara JUisi BETEPUHAPHOTO MPUMEHEHHs, HE MMEIOLEH pa3pelieHus,
IIPEyCMOTPEHHOIO YacThio 8 crarbu 52.2 Hacrosimero PenepalbHOrO 3aKoHa. B ykaszaHHOM citydae
YIIOJIHOMOYECHHBIM  (peiepabHbIi  OpraH  HUCHOJHUTEIBHOW BJIACTH TNPUHHUMAET pPEIICHHE O
MIPUOCTAHOBIICHUH PeaTN3allui U MPUMEHEHUSI TAKUX CEPUM JI0 TIPE/ICTABIICHUS YKa3aHHBIX TOKYMEHTOB
Y CBeACHMI J1O0 10 MOTyUYeHHs YKa3aHHOTO Pa3peleHusl.

(uacts 7 BBenena denepanbupiM 3aKoHoM oT 02.07.2021 N 317-03)

CraTtba 66. UHcpopmauma o pesynbtaTtax hapmakoHagsopa
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

Y1onmHOMOYECHHBIH  (efiepalIbHBIA  OpraH  WCIIOJIHUTENIBHOW  BJIACTH,  OCYIIECTBIISIOIIUMA
(dhapmakoHaa30p, MO €ro pe3yjbTaTaM pa3MellaeT Ha cBoeM o¢uiuanbHOM caiite B cetn "MHTepHer"
UH(POPMALIUIO O:

1) BbISIBJICHUMW HOBBIX IOATBCPKACHHLIX JAaHHBIX O MOOOYHBIX l[efICTBPISIX, HCXCIIaTCIbHBIX
pe€aKkuusiaXx, CCPbE3HBIX HEKCIATCIBbHBIX PCAKIUAX, HCIPCABUACHHBIX HCKCIATCIbHBIX PCAKIUAX IMPU
IMIPUMEHCHUU JICKAPCTBCHHOI'O IIp€Iiapara, B TOM YUCJIC BIMAOINX Ha OTHOLICHUC O)KHHaCMOﬁ T10JIB3bI
K BO3MOXHOMY PUCKY IIPUMCHCHUS JAHHOI'O JICKAPCTBCHHOI'O IIpCIiapara,

2) NpUHATHIX PEIIEHUSIX O BHECEHUH U3MEHEHUH B MHCTPYKIHMIO MO MPUMEHEHHIO JIEKAPCTBEHHOTO
npernapara, 0 MPUOCTAHOBJICHUHU NMPUMEHEHUS JIEKapCTBEHHOIO MpenapaTa, 00 U3bSITUU U3 00palieHus
JIEKapCTBEHHOTO IIpenapara Wik 0 BO30OHOBJIEHHH IPUMEHEHHUS JIEKAPCTBEHHOTO Mpernapara.

nasa 14. U(HPOPMALUA O NNIEKAPCTBEHHbIX NMPEMAPATAX. CUCTEMA
MOHUTOPUHIA OBUXEHUA NEKAPCTBEHHbBLIX NMPEMNAPATOB
anAa MEQUUMHCKOIo NPUMEHEHUA
(B pen. ®enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. UHdopmauusa o nekapcTBeHHbIX npenapartax. Cucrema MOHUTOPUHra
ABWXEHUS NleKapCcTBEHHbIX NpenapaToB AN MeAULUHCKOro NpUMeHeHus
(B pen. deaepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

1. Madopmanuss 0 JeKapCTBEHHBIX Ipernaparax, OTIYCKAEMBIX IO PELEenTy Ha JIEeKapCTBEHHBIN
Ipenapar, JO0JKHA COAEPXKAThbCsl TOJIBKO B CIELMAIM3UPOBAHHBIX M3AHUAX, NPEIHA3HAYEHHBIX IS
MEIUIMHCKUX, (papMaleBTUYECKUX paOOTHUKOB, CIIEIUAINCTOB B 00siacTu BeTepuHapuu. MHpopmanus
0 JIEKapCTBEHHBIX IIpenapaTax A CIEUUATUCTOB B 0O0JIACTH OOpallleHHs JIEKapCTBEHHBIX CPEICTB
MOJKET COJEepXKaTbCsi B MOHOrpadusx, cipaBOYHMKAX, HAyYHbIX CTaThsX, B JOKJIAJaX Ha KOHIpeccax,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

KOH(epeHIMIX, CHMIO3MyMaX, HAy4YHbIX COBETaX, a TaKKe B MHCTPYKUHUSAX [0 MHPUMEHEHHIO
JIeKapCTBEHHBIX MPEnapaToB.
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

2. Nudopmamust 0 JIeKapcTBEHHBIX Mpernaparax, OTIYCKaeMbIX 0e3 perenTta Ha JIEKapCTBEHHBIN
mpernapaTr, MOXET COJEep)KaThCs B MyOJIMKAMSIX U OOBABICHUSAX CPEICTB MaccoBOW HH(MOpMaLNH,
CHEIHATM3UPOBAHHBIX M OOIIMX MEYATHBIX U3/IaHUAX, HHCTPYKIHAX 1O MPUMEHEHHUIO JIEKAPCTBEHHBIX
MpernapaToB, UHBIX U3/IaHUAX CyOBEKTOB OOpallleHHsl JeKapCTBEHHBIX CPeACTB. PekiiaMHble MaTepuabl
0 JICKapCTBEHHOM Ipemnapare, OTIyckaeMoM Oe3 pelenTa Ha JIGKapCTBEHHBIM Mpenapar, IOKHBI
COOTBETCTBOBATh UHCTPYKIMH 110 IPUMEHEHHUIO JICKAPCTBEHHOTO IIperapara.

3. Jlomyckaercs HCHOJb30BaHUE JIOOBIX MaTepUaIbHBIX HOCHUTENEH, MO3BOJIAIOIIUX XPaHUTH,
nepeiaBaTh U MCIOIb30BaTh MH(POPMAIIMIO O JIEKApPCTBEHHBIX Mpernaparax 0e3 ee HCKaKeHUs.

Koncynbrantllmoc: npuMeyanue.
C 01.04.2024 B 4. 4 ct. 67 BHOCATCA m3MmeHeHus (D3 ot 04.08.2023 N 428-D3). Cm. Oyaymryro

PECAAKIINIO.

4. JIna ueneil uaeHTU(UKALUU YIAKOBOK JICKAPCTBEHHBIX IpenapaToB A MEAMLIUHCKOTO
IIPUMEHEHHUS NTPOU3BOJUTENHN JIEKAPCTBEHHBIX CPEACTB B MOPSAKE, YCTaHOBIEHHOM IIpaBurenscTBoM
Poccuiickoit ®Penepanuy, HAHOCAT Ha [EPBUYHYIO YIAKOBKY (B OTHOLIEHMM JIEKApPCTBEHHBIX
IIpenapaToB JUIsl MEAULIMHCKOTO NPUMEHEHNS, AJI1 KOTOPBIX HE IPEJyCMOTPEHA BTOpUYHAsl YIIaKOBKa) U
BTOPUYHYIO (IIOTPEOUTENBCKYIO) YMAaKOBKY JIEKaPCTBEHHBIX IpenapaToB ISl MEIULUHCKOIO
IPUMEHEHHUs CpEeACTBa HACHTHU(HKALMK, 3a HCKIYEHUEM JIEKapCTBEHHBIX IpenapaToB s
MEIULMHCKOTO IPUMEHEHUS, TPOU3BOIUMBIX JUISl TPOBEAEHUS KIMHUYECKUX MCCIEIOBAHNN, JKCIIOPTA,
JIEKapCTBEHHBIX IIPENapaToB AJIs MEIULUHCKOTO NMPUMEHEHHMs, YKa3aHHBIX B 4acTsax 5 u § crareu 13
Hacrosero dexepanpbHOro 3aKoHa, paano(apManeBTUYECKUX JEKapCTBEHHBIX IPENnapaTroB, MUSIBOK
MEIULHUHCKUX U Fa30B MEIULUHCKUX.

(dactb 4 BBennena denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3 (pen. 27.12.2019))

5. XapaKTepuCTUKH CpPEICTBA HICHTU(DHUKALMM, HOPSJIOK €ro HaHECEHUss W TpeOOBaHHS K
CTpyKTYpe U dopmaty HHPOpMAIUU, KOTOPYIO COIACPKUT CPEACTBO MACHTHU(PHUKALIMH, OMPEACISIOTCS
[IpaButenscTBOM Poccuiickon Penepanuu.

(uactb 5 BBenena denepasibHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

6. llopsanok co3maHus, pa3BUTHs, BBOJA B OJKCIUIyaTallMlO, SKCIUIyaTalldd M BbIBOJA U3
JKCIUTyaTalldd CHUCTEMbl MOHUTOPWHIA JIBHJKEHMsI JIEKAPCTBEHHBIX IMPENapaToB [Isi MEIUIIMHCKOTO
MIPUMEHEHHUS, HOPIJIOK MpeNoCTaBleHUus WH(GOpMalUU, CoJepKalleiics B CUCTEME MOHUTOpPHHTA
JBUKEHUS JIEKAPCTBEHHBIX IPENapaToB JUIsl MEAUIIMHCKOIO MPUMEHEHHUS, U MOPSAAOK B3aMMOJICHCTBUS
yKa3aHHOM CHCTEMBI C HMHBIMH  TOCYJAapCTBEHHBIMH  HMH(DOPMAIIMOHHBIMH  CUCTEMaMH U
MH(OPMALIMOHHBIMU ~ CHCTEMaMU IOPHIWYECKUX JIMIl W WHAWBHIYAIbHBIX MpPEAIPUHAMATEICH,
yKa3zaHHbIX B yacTsaXx 7 M 10 Hacrosiued crtartbu, ycraHaBinupatorca [IpaButenbctBom Poccuiickoit
Oenepanun. OnepaTopaMyd CUCTEMBI MOHUTOPUHTA JIBIDKCHHS JIEKAPCTBEHHBIX MpEnapaToB IS
MEJUIIMHCKOTO MPHUMEHEHUs SBISIIOTCS (enepanbHblii OpraH MCHOJIHUTEIbHOM BiacTh M (WIIH)
opranu3aius, ynojinoMoueHHbie [IpaButensctBom Poccuiickoit @enepanum.

(uacts 6 BBeneHa denepanbHbiM 3aK0HOM 0T 28.12.2017 N 425-03)

7. KOpuauueckue nuna 1 MHIMBUYaJIbHbIE NIPEANIPUHUMATEIH, OCYILECTBIISAIONINE IPOU3BO/ICTBO,
xpaHeHue, BBO3 B Poccuiickyro ®enepauuro, OTIYCK, peaJM3alUI0, Iepenady, IPUMEHEHUE U
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

YHHUTOKEHHUE JICKapPCTBEHHBIX MPENapaToB A METUIIMHCKOTO MPUMEHEHUs, 00ECTIeUNBaIOT B MOPSIKE
U B cOCTaBe, KOTopble ycTaHoBieHbl IIpaButenbctBom Poccuiickoit ®denepanuu ¢ ydeTom BUIA
OCYIICCTBIISIEMOM WMHU JEATEIBbHOCTH, BHECEHHE WH(GOpPMAIMU O JICKAPCTBEHHBIX Tpernaparax s
MEJIUIIMHCKOTO TPUMEHEHHUsI B CHCTEMY MOHUTOPHUHIA JIBIKCHUS JICKAPCTBEHHBIX MPENapaToB IS
MEIUIIMHCKOTO TIPUMECHCHHUS.

(dactp 7 BBenena denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHBIE mpenaparbl Uisi MEAMLIMHCKOIO IIPUMEHEHUs, IpeIHa3HAYeHHbIEC U
obecrieyeHust NI, OOJNBHBIX TeMO(UINeH, MyKOBHCUUA030M, TMIO(U3APHBIM HAHU3MOM, OOJIE3HBIO
lomie, 3710Ka4eCTBEHHBIMH HOBOOOpPA30BaHUSAMHU JIMM(POUIHON, KPOBETBOPHOW M POACTBEHHBIX UM
TKaHEW, pacCessHHBIM CKJIEpO30M, JIMI[ [OCJ€ TpPAHCIJIAaHTAlUKW OpraHoB M (MJM) TKaHew,
npou3BeneHubie a0 31 gexabps 2019 roma, a Takke WHBIE JICKAPCTBEHHBIC TMpenapaThl IS
MEIUIMHCKOTO IPUMEHEHUs, MpousBeacHHble 10 1 uronst 2020 ropa, mojuiexaT XpaHEHUIO, IEPEBO3KE,
OTIIYyCKY, pealu3aluu, nepeaaye, NpUMEHEHUI0 0e3 HaHECEHUs CPeACTB UICHTU(DUKALUMU 10 UCTEUSHUS
cpoka ux rogHocTu. IIpaButensctBo Poccuiickoit deaepanyu BpaBe YCTAaHOBUTh OCOOEHHOCTH BBOJA
B IpaKJaHCKUN 000POT JIEKapCTBEHHBIX NPENapaToB AJIsi MEAULUHCKOTO IPUMEHEHUS, IPOU3BEIEHHBIX
B nepuox ¢ 1 wmrons 2020 roma mo 1 okradps 2020 roma. B mensx BBoga B TpakTaHCKHA 000POT
JIEKapCTBEHHbIE MpernapaTsl JUIsi MEIULUHCKOTO MPUMEHEHHS, 3a HCKIIOYEHHEM JIEKapCTBEHHBIX
IIpenaparoB, IpeAHAa3HAYEHHBIX JUIsl OoOecreueHHs JHL, OOJbHBIX I'eMO(QUINEH, MyKOBHUCLHIO30M,
runogu3apHeIM HaHU3MOM, OoJie3HbIO ['olle, 3710Kka4ecTBEHHBIMH HOBOOOPA30BaHUAMM JIMM(POUTHOMH,
KPOBETBOPHOM M POACTBEHHBIX MM TKaHEH, PACCESHHBIM CKIEPO30M, JIMI] IOCIE TpPaHCIUIAHTAaLUU
OpraHoB W (WMJM) TKaHEW, NPOU3BEJCHHbIE 3a mpezenaMu Teppuropun Poccuiickoit @enepanuun 1o 1
okTs10pss 2020 roma, moryt ObITh BBe3eHbl B Poccuiickyto @enepanuto no 1 suBaps 2021 ronma B
nopsiike, ycraHoBieHHoM IlpaBurensctBoM Poccuiickoit ®enepanuu, 0e3 HaHECEHHsS CPEACTB
UJEeHTU(DUKAITUH.

(B pen. ®enepanbHbIX 3aKOHOB OT 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. Opranumzanus WHOOPMAIIMOHHOTO B3aUMOJICHCTBUS CHUCTEMBl MOHHUTOPHHTA JIBUKCHHUS
JIEKAPCTBEHHBIX TMPEMapaToB Ui MEIUIMHCKOTO TPUMEHEHUSI C MHBIMH TOCYJIapCTBEHHBIMU
WH()OPMAIIMOHHBIMU CHCTEMaMHU 00€CIeYMBACTCSI B TOM YHCIIE IOCPEICTBOM HWHPPACTPYKTYPHI,
obecrieunBaromieii MHOOPMAITMOHHO-TEXHOJIOTHYECKOE B3aUMOJICUCTBHE WH(POPMAIMOHHBIX CHCTEM,
HCIIONIB3YEMBIX ISl TIPEIOCTABICHUS TOCYJAPCTBEHHBIX W MYHHUIMIAIBHBIX YCIYT W HCIIOJHCHHS
rOCyAapCTBEHHBIX U MyHHUIIUIATBHBIX (DYHKIUI B 3JIEKTPOHHOM popme.

(uactb 8 BBeneHa denepaibHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

9. Undopmanus, cogepxamiasicst B CHCTEME MOHUTOPHHTA JIBUKCHHUS JICKAPCTBEHHBIX MPETApaToB
JUTS. MEJIMIIMHCKOTO TIPUMEHEHUS, SBISIETCsl HH(pOpMAIel OTpaHMYSHHOTO JOCTYIa B COOTBETCTBHHU CO
cratbeit 9 @enepanbHoro 3akoHa ot 27 wurong 2006 roma N 149-d3 "O6 wunbopmanuu,
MHPOPMALIMOHHBIX TEXHOJOTMSAX W O 3amuTe HHopManuu"', 3a MCKIIOYECHHEM HHpOpMaLHUHy,
HEIOMYCTUMOCTh OIpPaHUYEHUs JOCTyIa K KOTOPOil ycTaHOBIEHa (elepaabHbIMH 3aKOHAMHU, a TaKKe
uHpopmanuu, oTHeceHHOH [IpaBurenscTBoM Poccuiickoil @enepannu B COOTBETCTBUU C HACTOSIIUM
@denepanbHbBIM  3aKOHOM K o0meaoctynHod uHpopmamuu. OOmenocrynHas —wuH(OpMamus,
COZIepKaIIAsACs B CHCTEME MOHHTOPHMHIA JIBHJKEHHMsI JICKAPCTBEHHBIX IPENapaToB I MEIULUHCKOTO
MPUMEHEHHUS, pa3MelaeTcsi B MHPOPMAIMOHHO-TEIEKOMMYHUKaIMOHHOW cetu "WHTepHer" (B TOM
yuciae B (opMe OTKpBITBIX [aHHBIX) B I[OpsajKe, ycraHoBiIeHHOM IlpaButensctBoM Poccuiickoit
denepauuu.
(dactp 9 B pen. @enepanpHoro 3akoHa oT 04.08.2023 N 474-D3)

9.1. loctyn k wHpOpPMAIIH, COJACPKAIICHCS B CHCTEME MOHUTOPUHTA JIBIKCHUS JIEKAPCTBEHHBIX
MpenapaToB JUisi MEIUIMHCKOTO NMPUMEHEHHs, 00ECTIeUMBAETCSl ONEpPaTOPOM CHCTEMbl MOHUTOPWHIA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

JBUKEHUS JIEKAPCTBEHHBIX IMPENaparoB JUisi MEIULUHCKOTO NMPUMEHEHHS B MOPSAKE, YCTAaHOBJIEHHOM
[IpaButensctBoM Poccuiickoit dPenepauuu, B COOTBETCTBUM C 3aKOHOJATEIbCTBOM Poccuiickon
Oeneparit 00 uHPOpMANUKM, HHOOPMAIMOHHBIX TEXHOJOTHSX W O 3amure WH()OpMAINH,
3aKOHOaTenbCcTBOM Poccuiickoii @enepanuyu O TOCYJapCTBEHHOM TalHE, 3aKOHOJATENbCTBOM
Poccniickoit denepanuy 0 KOMMEPUYECKON M HHOM OXPaHAEMOW 3aKOHOM TalHE U C YYETOM IOJIOKEHUHN
Hactosmeit cratbu. IIpaBurenbctBo Poccuiickoii ®enepanuu BlpaBe yCTaHABIMBATh IMEPEUYCHB
JIEKapCTBEHHBIX TMpEenapaToB AN MEAMIIMHCKOTO MPUMEHEHHs U (WIM) TPYyNn JeKapCTBEHHBIX
MpemapaToB A MEAUIIMHCKOTO MPUMEHEHUS U OCOOCHHOCTH JOCTyNMa K WHGPOpPMAIUU O TaKUX
JIEKApCTBEHHBIX IIpernaparax, CcojJepiKalleiicss B CHCTEME€ MOHUTOPHHIA JIBXKEHUS JIEKApPCTBEHHBIX
MpenapaToB JJIsl MEAUIIUHCKOTO MPUMEHEHHUS.

(uactp 9.1 BBenena @enepanbHbIM 3akoHOM OT 04.08.2023 N 474-D3)

9.2. Tlonb3oBarenn CHUCTEMbl MOHUTOPUHIA JIBMOKEHUSA JICKAPCTBEHHBIX IPENapaTtoB it
MEIUIIMHCKOTO TMPUMEHEHHs O0NaJaloT MpaBOM JOCTyna K WHGOpMalWuU, COAepKallelics B cucTeMe
MOHUTOPUHTA JIBH)KCHHS JIEKAPCTBEHHBIX IPENapaToB Il MEAUIMHCKOTO MNPUMEHEHHs, C YYETOM
OTpaHMYEHUI JOCTymna K yKa3aHHOW WHGPOpPMAIMU U €€ TMOocleayromeil 00paboTke, yCTaHOBIECHHBIX
HactosiM DenepaibHBIM 3aKOHOM W WHBIMA HOPMAaTHMBHBIMU MPABOBBIMU aKTamMu Poccuiickon
denepanuu.

(dactp 9.2 BBeaeHa DenepanbHbiM 3akoHOM 0T 04.08.2023 N 474-D3)

9.3. @enepasnbHbIE OpraHbl MCIOJIHUTEIBHOW BIACTM W OpraHbl HCIOJHUTEIBHON BIIACTH
cyobektoB Poccuiickoit @enepanun B 1ensAX, onpeaeneHHbIX [IpaButensctBoM  Poccuiickoii
deneparyy, IMEIOT MPABO JIOCTYyNA K UH(POPMAIMU O CyOBeKTax oOpalleHus JIEeKapCTBEHHBIX CPECTB,
0 JICKapCTBEHHBIX Tperaparax U 00 00OpOTe TaKWX JIEKAPCTBEHHBIX MpenapaToB, HEOOXOIUMOHN IS
BBINIOJTHEHUS] 3aad M OCYyIIeCTBICHHUS (QYHKIUH, BO3JOXKEHHBIX Ha (¢eaepaibHble OpraHbl
WCIIOJIHUTENILHOM BJAcTH M OpraHbl HCHOJHHUTENbHOM BiacTu cyOwnekToB Poccuiickoit denepauuu,
CTaTUCTHYECKOW HH(OpManuu O JEeKapCTBEHHBIX Ipermaparax W o0 ux o0opoTe, a Takke K
obmenoctynHo uHpopmanuu. CocTtaB 3TOH HMHPOPMALMU OINpPENENAeTCs COrJalleHUus MU 00
MH(POPMALIMOHHOM B3aMMOJICHCTBHH, 3aKIIOUEHHBIMH OIEPAaTOPOM CHUCTEMbl MOHUTOPHHTA JBM)KCHUS
JIEKapCTBEHHBIX IMpernapaToB Uil MEAUIMHCKOrO NPUMEHEHUs C (enepaJbHbBIMM  OpraHaMH
WCIIOJIHUTEJIbHOM BJIaCTH WJIM OpraHaMM HCIOJHUTENBbHOM BiacTtu cyObekToB Poccuiickoit denepannn
U (enepanibHbBIM OPraHOM HCIOJIHUTEIBHOM BJIACTH, OCYILECTBIIAIOLMM (YHKIMHM IO BbIpaOOTKE U
peanu3aly TroCyJapCTBEHHOM TOJIMTUKA W HOPMAaTUBHO-IPAaBOBOMY pEryJIMpPOBaHHIO B cdepe
3/IpaBOOXpPAHEHMUS.

(dactp 9.3 BBeneHa denepanbubiM 3akoHoM 0T 04.08.2023 N 474-D3)

9.4. CyObekT oOpamieHHs JIGKApPCTBEHHBIX CPEJICTB MMEET NpaBO JOCTyna K HWHpopManmu o0
OTIEpaNUsAX C JICKAPCTBEHHBIMHU TpenapaTaMy UIsi MEIUIIMHCKOTO TPUMEHEHHS, COBEPIICHHBIX STHM
CyOBEKTOM 00pallleHHsl JIEKapCTBEHHbBIX CPECTB, a TAKXKe K 001LIeI0CTyTHON HH(OpMAIHH.

(uactp 9.4 BBenena OenepanbHbIM 3akoHOM OT 04.08.2023 N 474-D3)

9.5. Oneparop cucTeMbl MOHUTOPUHTA ABM)KEHHUS JIEKAPCTBEHHBIX IIPENAPATOB ISl MEIUIIMHCKOTO
npUMeHeHHs o0JaJaeT MpaBoM J0OCTyna K HMH(OpMAIMH, COAepXkalleiics B CUCTEME MOHUTOPHHIA
JBYDKEHUS JIEKAPCTBEHHBIX IPENapaToB ISl MEJUIIMHCKOTO TNPHUMEHEHUs, BKItOYas HH(OPMAIIHIO
OTPaHUYEHHOI'0 JIOCTYIA, C BO3MOXKHOCTBIO €€ OOpabdOTKH, B TOM YHCJIE €€ NPENOCTaBICHUS U
pacnpocTpaHeHMsl, oOeclieueHusl JOCTylla K Hed M OKa3aHus yCIyr C €€ HCIOJb30BaHUEM (nanee -
o0paboTKa).

(uactb 9.5 BBennena MexnepanbHbiM 3aKk0HOM OT 04.08.2023 N 474-03)

9.6. OnepaTop CUCTCMbI MOHUTOPUHTA ABUXKXCHU A JICKAPCTBCHHBIX MPCIIapaTOB JJIs1 MCAUITUHCKOI'O

www.consultant.ru Crpanvua 142 n3 151
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=457647&amp;date=02.10.2023&amp;dst=100241&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454057&amp;date=02.10.2023&amp;dst=100103&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454057&amp;date=02.10.2023&amp;dst=100105&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454057&amp;date=02.10.2023&amp;dst=100106&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454057&amp;date=02.10.2023&amp;dst=100107&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454057&amp;date=02.10.2023&amp;dst=100108&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

MIPUMEHEHHS MOXET OCYILECTBIIATh 00pabOoTKy MHPOPMALIMU OIPAaHUMUYEHHOTO JOCTYTIA, COoeprKallencs
B CHCTEME MOHHTOPUHTIA JIBU)KEHUS JICKAPCTBEHHBIX MPENapaToB sl MEAULMHCKOTO IPUMEHEHUS, IPU
YCIOBUU O00S3aTENBHOTO 00E3MYMBAaHUS TAaKOM WH(POpPMALMU B COOTBETCTBUH C YTBEPXKIAEMBIMHU
¢denepaTbHBIM OPTaHOM HCIOJHHUTEIBHON BIIACTH, OCYIIECTBIISIONMM (QYHKIUH TIO BHIPAOOTKE H
pealM3allid TOCYJapCTBEHHOM TMOJUTHKH W HOPMAaTHUBHO-IIPABOBOMY DETYJIHMPOBaHHIO B cdepe
3paBOOXPAHEHMs, IO COMNIACOBAHMUIO C (enepaJbHbIM OPraHOM HCIOJHUTENIBHOW  BJACTH,
OCYILECTBIIAIOUIMM (DYHKIIMM IO KOHTPOJIIO M HaJ30py B cepe NHPOPMALMOHHBIX TEXHOIOTUN U CBSI3H,
u (¢enepalbHbIM OpPraHOM HCIIOJHUTEIBHOM BiacTd B oOjactu oOecrneyeHHs O€30MaCHOCTH
TpeOOBaHUSAMH K OOC3JIIMYMBAHUIO TakKoil WHPOPMALMKM W METOJAMH OOC3IMYMBAHUSA TaKOH
nHpopmanuu. OOe3nuueHHas HHPoOpMaIUs, IOJIyYeHHas B pe3ysbTare YyKa3aHHOW 0O0paboTKH u
coJiepkaliasicsi B CCTEME€ MOHHTOPHMHIA JBM)KEHHUS JIEKapCTBEHHBIX IMPEnapaToB ISl MEIULHUHCKOTO
IIPUMEHEHHUS, sBisieTcsl MH(opMaluei orpanndeHHoro gocryna. O6e3nuueHHas nHpopmanus, 10CTyn K
KOTOpO# ObUT 00ecreyeH onepaTopoM CHUCTEMbl MOHUTOPHHIA JABMXKEHHS JICKApPCTBEHHBIX MPENapaToB
JUI. MEIULIMHCKOTO MIPUMEHEHMS B LIENAX OKA3aHUsS YCIYT C €€ MCIIOJIb30BAHUEM, MOJIEKUT XPAHEHUIO
B CHCTEME MOHUTOPHUHIA JIBUKEHUS JIEKAPCTBEHHBIX IPENapaTroB JUIsl MEAULMHCKOIO MPUMEHEHUS He
MEHee IISITH JIET C JaThl TPEJOCTABICHHS JOCTyna K 00e3NMMueHHOW WH(pOpMaluu, W Ha Hee He
pacnpocTpaHsitoTcs TpeOoBaHUS K MHGOPMAIMU OTPaHUYEHHOIO JIOCTYyTMa, YCTAHOBJICHHbIE HACTOSIIEH
CTaThel.

(uactp 9.6 BBenena OenepanbHbIM 3akoHOM OT 04.08.2023 N 474-D3)

9.7. Onepatop cucTeMbl MOHUTOPHHTA ABMKECHUS JIEKAPCTBEHHBIX MPEMapaToB sl METUITTHCKOTO
MIPUMEHEHUS MOKET OCYIIECTBISTh 00pabOTKy MHPOPMAIIUU OTPAaHUYCHHOTO JIOCTYIIA, COACpKAIIenHcs
B CHUCTEMC MOHHMTOpPHHI'a ABWXXCHUSA JICKAPCTBCHHLIX HpC€HapaTtoB I MCIUINHWHCKOIO NMPHUMCHCHUA,
MOJTyYeHHOW OT CyOBeKTa OOpalleHHs JEKapCTBEHHBIX CPEICTB, 3apETHCTPHPOBAHHOTO B CHCTEME
MOHUTOPUHIA JBIDKEHHS JICKAPCTBEHHBIX TIpEnapaToB Ui MEIWIIMHCKOTO TPUMEHEHUS |
MPEJCTaBUBIIETO B HEE CBEACHHUS, B WHTEPECax M MO TOPYYCHHUIO TAaKOTO CyObeKTa OOpalieHus
JIEKapCTBEHHBIX CPEACTB 0e3 o0e3nuunBanus HH(pOpMaIMKU OTPaHHYEHHOTO JTOCTYIIA.

(dactp 9.7 BBenena denepanbubiM 3akoHoM 0T 04.08.2023 N 474-D3)

9.8. Onepatop cucTeMbl MOHUTOPUHTA ABM>KEHHUS JIEKAPCTBEHHBIX MIPENapaToB sl METUIITHCKOTO
IIPUMEHEHNs BIPABE OKa3blBaTh HAa HEAUCKPUMUHALMOHHOM OCHOBE YCIYTH C HCIOJIb30BAHUEM
o0e3nu4ueHHON HuH(OpMalMK, CcoAepKalleiics B CUCTEME MOHHTOPHHIA JIBHXKEHUS JIEKAPCTBEHHBIX
MpernapaToB s METUIIMHCKOTO MPHUMEHEHHUs, CyObeKkTaM oOpalleHHsl JIEKapCTBEHHBIX CPENCTB,
MOPSIOK U CTOMMOCTB OKa3aHWs KOTOPBIX OIPEACIAITCS OIepaTOpOM CHUCTEMBl MOHUTOpPUHIA
JBWKEHUs JICKapCTBEHHBIX IPENaparoB Uil MEAMLIMHCKOTO IPUMEHEHHUS, C y4eTOM OrpaHU4YCHUH
JocTyna K 00e3MnIeHHON WH(OPMAIlUY, YCTAaHOBJIICHHBIX HACTOSINEH CTaThe. YKa3aHHBIC MOPSIOK U
CTOMMOCTh OKa3aHMs TAKUX YCIyT pa3MEIIArTCS ONEepPaTOPOM CHUCTEMBl MOHHUTOPHHIA JIBHXKECHMS
JIEKAPCTBEHHBIX NPENapaTroB JUIsi MEAUIMHCKOIO IPUMEHEHHsS Ha CalTe CHCTEMbl MOHUTOpPHHIA
JBUKEHUS JIEKAPCTBEHHBIX MpenapaTroB JUTSt MEIUILUHCKOTO NPUMEHEHUS B
MH(POPMAIMOHHO-TEIEKOMMYHHUKAITMOHHON ceTH "VHTepHeT" 1 moJyiexar KOHTPOJIIO B COOTBETCTBUH C
AHTHUMOHOIIOJIBHBIM 3aKOHOJATENbCTBOM Poccuiickoi @enepanuu. YKazaHHbIE MOPAIOK U CTOUMOCTh
OKa3aHMS TAaKUX YCIYT TOJDKHBI OBITh €MHBIMH JUTSl BCEX JIL, OOPAIIAIOIINXCS 32 OKa3aHUEM YCIIYTH B
OTHOIIIEHWH OJMHAKOBBIX BHJA, oObeMa M cocTaBa mpenocrasisieMoil mHpopmanuu. CyObexTam
oOpallleHusl JeKapCTBEHHBIX CPEJICTB 3alpeliaeTcs MPeloCTaBIsATh U PacHpOCTPaHATh MHGOPMAIUIO,
MOJIyYEHHYIO B COOTBETCTBUU C HACTOSIIIEH YaCThIO.

(uactb 9.8 BBennena MexnepanbHbiM 3ak0HOM OT 04.08.2023 N 474-03)

10. IlpousBoauTenb JIEKAPCTBEHHBIX CPEACTB, AepXkKaTeib JIMOO BIaJeiell PEerucTPariHOHHOTO
YIOCTOBEPEHHUs JIEKapCTBEHHOIO TIpernapara WM MPEeACTaBUTEILCTBO HHOCTPAHHOM OpTraHHU3allvu,
SBIISIOLLEHCS JiepKaTesieM JMOO BIIaJENblIeM PEruCTPAllMOHHOTO YJAOCTOBEPEHUS JIEKaPCTBEHHOI'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

npenapara, Ha Teppuropun Poccuiickoit @enepannu, 3aperuCTpUPOBAHHBIE B CUCTEME MOHUTOpPUHIA
JBUKEHHUS JIEKQpCTBEHHBIX MpenapaToB MJI MEAMIIMHCKOTO NPUMEHEHHsS U TPEACTABUBIINE B HeEe
CBE/ICHUS] O HAHECEHUU CPEACTB MACHTHU(HUKAIIMKA HAa YIAKOBKH JEKAPCTBEHHBIX IpenapaToB, HApsAYy C
nH(popManel, yka3aHHOM B uacTu 9.4 HacTosIed cTaThbd, MOJY4YaeT COJAEPXKAIIYIOCs B CHCTEME
MOHHUTOPHHTA JBUKEHHSI JIEKAPCTBEHHBIX MPENapaToB il MEIUIUHCKOTO MPUMEHEHUS MHPOPMAIIIO
OTPaHUYEHHOr0 JIOCTYyIMAa O CEepUsAX U MapTUAX ATHX JIEKAPCTBEHHBIX IMpenapatoB 0€3BO3ME3NIHO U
BIIpaBE OCYIIECTBISATh CAMOCTOSITEIbHO WM MOpy4aTh 0OpabOTKYy Takol WH(OpPMAlUU TOIBKO B
coOcTBeHHBIX MHTepecax. Ilpu 3TomM nmoctynm k Takoil mHopManuu WM pe3yibTataM ee oOpabOTKH
MMEEeT TOJIbKO JaHHBIA CyOBEKT 0OpalieHus JIEKapCTBEHHBIX CPEACTB MIIH JIUIO, KOTOPOMY OH HOPYYHI
o0pabotky. CocTaB TpemoCTaBisieMOM B COOTBETCTBMHM C HACTOSIIEH YacThio HHGOpMAIIN
onpeaensercsa [IpaBurensctBom Poccuiickoit denepannu.

(gactp 10 B pen. @enepanproro 3akona ot 04.08.2023 N 474-D3)

11. 3a mpou3BOACTBO MM MPOJIAXKY JIEKAPCTBEHHBIX MPENapaToB JIsl MEAULIUHCKOTO TPUMEHEHUS
0e3 HaHeCceHUsS CPEICTB MACHTU(UKAINU, C HAPYIICHHEM YCTAaHOBIEHHOTO TMOPSAKAa UX HAaHECEHUS, a
TaK)K€ 32 HECBOCBPEMEHHOE BHECEHHE JIaHHBIX B CHCTEMY MOHMTOPUHIA JBUKEHHUS JIEKAPCTBEHHBIX
npenapaToB Uil MEIUIIMHCKOTO TPUMEHEHHUs WJIA BHECEHHE B HEE HEJOCTOBEPHBIX JIaHHBIX
IOpUIMYECKHE JIUIA U WHIWBHAYAIbHBIC MPEANPUHUMATENH, YKa3aHHbIE B 4acTsAX 4 W 7 HacTosIIeH
CTaThH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHUH C 3aKOHO1aTeILCTBOM Poccuiickoit denepariuiu.
(uacts 11 BBegena deaepanbHbIM 3akoHOM OT 28.12.2017 N 425-D3)

12. IIpaBurenbctBo Poccuiickoii ®enepannu BOpaBe YCTAaHOBUTH OCOOCHHOCTH BHEIPEHUS
CUCTEMbl MOHHUTOPMHIA JBUKEHUS JICKAPCTBEHHBIX IIPENapaToB I MEAULMHCKOIO IPUMEHEHMUS,
BKJIKOYAash CPOKM €€ BHEIPEHMS, B OTHOLICHUM JIEKAPCTBEHHBIX IPENapaToB I MEIUIMHCKOTO
MPUMEHEHHUS, BKIIIOUEHHBIX B NEPEUYCHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX
[IPenaparoB, JIEKAPCTBEHHBIX IpENapaToB, MPEIHA3HAYEHHBIX JUIs oOOecreueHusl JML, OOJIbHBIX
reModuineil, MyKOBUCIUI030M, THUMO(U3apHBIM HAHWU3MOM, Oose3Hbto ['omre, 370KadecTBEHHBIMHU
HOBOOOPA30BaHUAMH JTUMQPOUIHON, KPOBETBOPHON M PpOJCTBEHHBIX UM TKaHEW, paccesHHBIM
CKJIEpPO30M, JIMIL[ [10CJI€ TPaHCIUIAHTAIlUM OPTaHOB U (WJIM) TKAHEW, MHBIX JIEKAPCTBEHHBIX MPENapaToB
JUISL MEIULIMHCKOTO TPUMEHEHUS.

(uactp 12 BBegena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

Mnasa 14.1. OTPAHUYEHUA, HATTATAEMBIE
HA OPTAHU3AUUN, OCYWECTBNAOWWUE AEATENIBHOCTb
MO OBPALLEHUIO NNEKAPCTBEHHbLIX CPEAOCTB
(BBenena denepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

Crtatbsa 67.1. OrpaHuyeHusl, Hanaraemble NMPU OCYLUIECTBNEHUN OeATeNbLHOCTU B
ctepe o6palleHUsA neKkapcTBeHHbIX CPeacTB

1. Opranuzanuy, 3aHUMAOIIMECs pPa3paOOTKOW, TPOM3BOACTBOM U (WIHM) peanu3anueit
JICKApCTBCHHLIX MpPEMapaToB I MCAUIUHCKOTO MPUMEHCHUA, OpraHnu3aluu, 06naﬂa}0mne ImpaBaMu Ha
HUCITOJIB30BAHUC TOProBoro HAaNMCHOBAaHUSA JICKApCTBEHHOT'O npemnapara JJIA MCIUIIUHCKOT O
MPUMEHEHHS, OPTaHU3aIMKA ONITOBON TOPTOBIIM JICKAPCTBECHHBIMU CPEICTBAMH, allTCYHBIC OPTaHU3aluU
(X TpeaCcTaBUTENH, UHbIC (U3UYECKHE U IOPHIUYECKUE JIUIA, OCYIICCTBISIFOIINE CBOKO JESTEIBHOCTD
OT WMEHH OJTHUX OpraHM3aluii) B OTHONICHUHM MEAHWIIMHCKUX pPAOOTHUKOB M PYKOBOAHUTENEH
MEIMIMHCKUX OpraHu3alnii He BIIPABE:

1) BpydaTh moAapku, BBIILIAUYMBATH JE€HEXKHBIE CPEJCTBA (32 MCKIIIOUEHHUEM BO3HArpaXACHUN 110
JIOTOBOpPAM TIPH  MPOBEJECHUN KIMHMYECKUX MCCIEJOBAaHUN JIEKAPCTBEHHBIX IIPEMApPaToOB IS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

MCOUIIUHCKOI'0 IMPUMCHCHMU!, BOSHana)KI[eHI/II\/‘I, CBA3aHHBIX C OCYHICCTBJICHUEM MCIUIHUHCKUM
paGOTHI/IKOM ncaar OTMYECKON B (I/IJ'II/I) HaquOﬁ ,E[GSITGHBHOCTI/I), B TOM YHUCJIC OIJIAYMBATDH PA3BJICUCHU,
OTABIX, MPOC3J] K MECTY OTAbIXA, a4 TAKXKC MPUBJICKATh K YUYAaCTHUIO B PAa3BJICKATCIbHBIX MCPOIIPUATHAX,
IMPOBOAMWMEBIX 3a CHCT CBOUX CPCIACTB,

2) 3aK/II04YaTh COTJIAICHUA O HA3HAYCHUMW WKW PEKOMCHIAAIWKW IalUCHTaAM JICKaPCTBCHHBIX
nperaparos i MCIUIUHCKOTO IIPUMCHCHUA (33 HUCKIIIOYCHHUEM JOrOoBOpPOB O IIPOBCACHUHU
KIIMHUYECKUX HCCIIeIOBaHUMN JICKApPCTBCHHBIX MPpCIapaToB AJIsI MCAUITUHCKOI'O HpI/IMCHCHI/IH);

3) npeaocTaBasATh 0Opa3Lbl JEKAPCTBEHHBIX MPENapaToB Il MEAULIMHCKOTO MPUMEHEHHS B LIEJIIX
BpyuY€HHUSl MalMEeHTaM (3a MCKIIOYEHUEM CJIydyaeB, CBS3aHHBIX C IIPOBEACHUEM KIMHUYECKHUX
HCCIIEIOBaHUM JIEKapCTBEHHBIX MPENapaToB JUIsl MEIULIMHCKOTO IPUMEHEHUS);

4) mnpenocTaBiATh HEAOCTOBEPHYIO U (WJIM) HENOJHYI0 HMHPOpPMAIUI0 O JIEKapCTBEHHBIX
npernaparax A1 MEIULMHCKOTO IPUMEHEHMS;

5) nocemats ux B pabouee BpeMsi Ha pabOUYMX MecTaX, 32 UCKIIOUYEHUEM CIy4aeB, CBA3AHHBIX C
IIPOBEJICHUEM KIIMHUYECKUX HCCIIEJOBAHMM JIEKapCTBEHHBIX IPENaparoB s MEIULUHCKOIO
IIPUMEHEHHUS, C YYaCTUEM B IOPSJIKE, YCTAHOBIEHHOM PYKOBOJUTEIEM MEAUIMHCKOW OpraHu3aluu, B
cOOpaHMsSIX MEAMIMHCKUX PaOOTHUKOB M WMHBIX MEPOINPUSATHUSAX, HAINPABICHHBIX HA IOBBIIIEHHE WX
npoeccHoHaNbHOTO YPOBHS WM Ha NpeaocTaBiieHHe MHGOpMalluU, CBA3aHHON C OCYIIECTBICHHEM
MOHHUTOPHHTa 0€30MaCHOCTH JIEKAPCTBEHHBIX IIPENapaTos.;

6) HO6y>KI[aTL K BBIIIUCBIBAHUIO JICKAPCTBCHHBIX IIPCIIAPaTOB IJII MECAULIUMHCKOTO IPUMCHCHHA Ha
6J'IaHKaX, COACPpIKAIINX I/IH(I)OpMaI_II/IIO PCKIIAMHOTI'0 XapaKTEpa, a TAKKC Ha PCUCIITYPHBIX 6J'IaHKaX, Ha
KOTOPBIX 3apaHCC HaAlCYaTaHO HAWMCHOBAHHUC JICKAPCTBCHHOI'O IIplriapara M MCEAULUHCKOIO
MIPUMCHCHUA.

2. OpraHuzanuu, ykasaHHble B a03alle epBoM 4acTi | HacTosIIeN cTaThb, U UX MPEACTaBUTEIHN B
OTHOILIEHHUHU (hapMaleBTUUECKUX PAOOTHUKOB U PyKOBOAMTENEH allTeYHbIX OPraHU3al1il HEe BIIpaBe:

1) Bpy4aTh NIOAAPKH, BBIIIJIAYUBATL JCHCKHBIC CPEACTBA, B TOM YHCJIC OIUIAYMBATH PA3BJICUCHUA,
OTABbIX, MPOC3a K MCCTY OTAbIXa, U IIPUBJIICKATH K YYAaCTUIO B PA3BJICKATCIIbHBIX MCPOIIPUATHAX,
MMPOBOAMMEBIX 3a CHCT CBOUX CPCACTB,

2) mpenocTaBisATh 00pa3libl JIEKAPCTBEHHBIX IMPENapaToB Ui MEIULUHCKOIO MPUMEHEHMs AJIs
BpYYEHMS HACEJICHHIO;

3) 3aKJIF0OYaTh COIVIAalICHHA O IPCAJTOKCHUNW HACCIICHHUIO OIPEACICHHBIX JICKAPCTBCHHBIX
npenapaTroB AJIst MECAUIIUHCKOT'O IIPUMEHCHU A,

4) mpenocTaBiATh HEAOCTOBEPHYIO M (WIM) HEMOJHYI0 HMH(GOPMAIUI0 O JIeKapCTBEHHBIX
npenapaTtax Uil MEIUIMHCKOrO NPUMEHEHHS, B TOM UYHCJIE MMEIOIIHUX OJUHAKOBOE MEXIYHapOIHOE
HENaTeHTOBaHHOE HaMEHOBAaHHUE.

CraTtbAa 67.2. TpeboBaHUA K opraHM3aumMm U NPoBeAEHUIO HaYy4YHbIX MEpPOonpUATUN,
MHbIX MEpONnpUATUX, HanpaBrieHHbIX Ha MOBbIWeHUe NpPodPecCUOHaNbLHOro YpPOBHSA
MeOULUMHCKMX paboOTHUKOB WNM Ha npefoctaBrieHMe WHGopmMaumu, CBA3AaHHOW C
oCyLLecTBIEHUEM MOHUTOPUHra 6e3onacHOCTM NeKapCTBEHHbIX NpenapaTos
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

1. IIpu npoBesieHNN HAYYHBIX MEPONPUSATHH, HHBIX MEPONPHUATUIN, HAIIPABJIEHHBIX HA MOBBIIICHUE
npoeCCUOHATTBHOTO YPOBHS MEIUIIMHCKUX PAaOOTHUKOB WJIM Ha MPEJOCTaBICHUE CBSI3aHHOH C
OCYILIECTBIICHHEM  MOHHUTOPHHra  0€30MacHOCTH  JICKAPCTBEHHBIX  IpenapaToB  HH(pOpManuw,
OpraHM3yeMbIX OpraHM3allUsMHU, YKa3aHHbIMU B a03aie nepBoM yacTu 1 cratbu 67.1 HacTosiero
@denepallbHOTO 3aKOHA, WX MPEACTaBUTENSIMU M (WiIM) (UHAHCUPYEMBIX 3a CUET CpPEICTB 3THUX
OpraHu3alMii M UuX M[peACTaBUTENCH, 3ampellaeTcss NpensTCTBOBAaTh YYacTHIO B  YKa3aHHbBIX
MEPONPUATHIX MHBIX OPraHU3aIMM, KOTOPbIE MPOU3BOAAT WIN PEANN3YIOT JIEKAPCTBEHHBIE MpenapaThl
JUIE METUIMHCKOTO IMPHMEHEHHsS CO CXOKMM MEXaHHU3MOM (hapMaKoJIOTHYEeCKOro neicTBus, OO
CO3/1aBaTh JAMCKPUMUHALIMOHHBIE YCJIOBUS JJIs OJHMX YYacTHUKOB IIO CPAaBHEHMIO C JIPYTUMHU
Y4aCTHUKAMH, & UMEHHO:

1) mpe1oCcTaBIATh PA3IMYHOE KOJIMUECTBO BPEMEHH /ISl BBICTYIUIEHUN YUYaCTHUKOB, pa3IUYHbIE 110
pa3mepy 3aHMMaeMoH IUIOIIAAM MecTa Ui AEMOHCTpAalUu 00pa3lioB JIEKAPCTBEHHBIX MPENapaToB AJs
MEIULMHCKOTO NPUMEHEHUS WM PEKIAMHBIX MaTepuajgoB O JIEKApCTBEHHBIX IIpenaparax it
MEJULUHCKOTO IPUMEHEHUS Ha DKCIIO3ULUAX, CTEHAAX, 3a UCKIIIOUEHHUEM CIIy4acB, €CJIM TAKUE YCIIOBUS
3aKpeIUIeHbl B COTJIAIICHUSX 3TUX OpraHU3allHii, WX HpeAcTaBuTeNei 0 (UHAHCUPOBAHUM YKa3aHHBIX
MEpPOIPUATHI U 00yCIIOBIEHBI pa3IMYHBIMU 3aTPATaMU YYaCTHUKOB Ha UX OPraHU3alINIo;

2) ycraHaBiIMBaTh pa3Mep B3HOCA ISl YYaCTHUKOB MEpPONPUATUHN, YKa3aHHBIX B a03alle mepBOM
HaCTOSINIEN 4YacTH, NPEBBILAOIIMN CyMMY 3aTpaT Ha OPraHHU3alUI0 YKa3aHHbIX MEPONPUATHA U
BeIyIIMi K HEOOOCHOBAHHOMY OTPAaHUYEHUIO YHUCTIA UX YYACTHHUKOB.

2. Opranusanuy, yka3aHHbele B a03are nepBoM 4actu | crateu 67.1 Hactosimero ®denepaibHOrO
3aKOHA, UX TMPEACTAaBUTENH, OCYIIECTBIISAIONINE OPTaHUu3aUi0 U (M) (UHAHCUPOBAHUE MEPOIIPHUITUH,
yKa3aHHBIX B 4acTH | HAaCTOSAIIEH cTaThh, 00s3aHBI 00ECTIEUnBATh TOCTYN K HH(POPMAIUH O AaTe, MECTE
U BPEMEHU NPOBEICHUS YKa3aHHBIX MEPOIPHUATHH, IUIaHax, MPOrpaMMax MPOBEACHUS YKa3aHHBIX
MEpPONPUATHHA U TeMax, IJIAHUPYEMBIX JJIs1 PACCMOTPEHUS, COCTaBE UX YYACTHUKOB IyTEM pa3MeIleHUs
COOTBETCTBYIOLIEH MHPOPMALIMU HA CBOMX OQHIMAIbHBIX caiiTax B ceTu "MHTepHeT" He mo3nHee AByX
MECSLEB J0 Hayaja MPOBEACHUS YKAa3aHHBIX MEPOIPUITHH.

3. Mudopmarus o npoBeeHUN MEPOIPHUATUH, YKa3aHHBIX B YaCcTH | HACTOSAIIEH CTAaThH, B CPOK,
YCTaHOBIICHHBIH YacThIO 2 HACTOSIIEH CTaThH, NOJDKHA OBITh HamlpaBieHa B (QelnepaibHBI OpraH
UCTIOJIHUTEJIBHOM ~ BJIACTH, OCYHIECTBISIOIIMN (YHKIMM 10 KOHTPOJIK U HaA30py B cdepe
3JIpaBOOXPAHEHMs], Ul MOCIEAYIOIIEro pa3MelIeHus ee Ha O(hUIMAIbHOM CaliTe 3TOro OopraHa B CETH
"Unrepuer".

Mmasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKOU ®EOEPALINU INPU OBPALLUEHWUN NEKAPCTBEHHbLIX CPEACTB
N BO3MELUEHUE BPEOA, NPUYMUHEHHOIO 340OPOBbLIO NPAXKAAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHoaaTenbcTBa Poccunckomn
depgepaumm npu obpaLeHUmn NNeKapCcTBEeHHbIX CPeacTB

1. Hapymenue 3akoHonatenbcTBa Poccuiickoit ®enepanuu npu oOpallleHUU JIEKapCTBEHHBIX
CpeACTB BJleYET 3a cO00OHl OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOJATENbCTBOM Poccuiickoii
denepauuu.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. 3a HempeACTaBJICHNE WM HECBOEBPEMEHHOE TpeicTaBIeHe HHpopMaiu u (M) JOKYyMEHTOB

www.consultant.ru CrpaHuua 146 n3 151
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=02.10.2023&amp;dst=100716&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

nub0 TpeACTaBlIeHHWE HEIOCTOBEepHBIX HHpopManmuu U (WIM) AOKYMEHTOB, MPEIyCMOTPEHHBIX
HacTosmuM  DenepalbHBIM 3aKOHOM, CYOBEKThI OOpalleHus JIEeKApCTBEHHBIX CPEICTB HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATEINLCTBOM Pocculiickoit @enepauuu.

(gactp 2 BBeaeHa denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-d3; B pen. deaepadbHOro 3aK0Ha OT
04.06.2018 N 140-®3)

Cratbsa 69. Bo3meleHne Bpeaa, NPMYUHEHHOrO 34OPOBbLIO rpaXaaH BcrnepcTBue
NnpUMeHeHUA NeKapcTBeHHbIX NpenapaToB

1. Ilpou3BoauTenb JEKapCTBEHHOIO Ipemapara o00s3aH BO3MECTUTh Bpeld, NPUYMHEHHBIN
3JI0POBBIO I'PaX</IaH BCIIEACTBUE IPUMEHEHU JICKapCTBEHHOI' O Mpenapara, €ciiv J0Ka3aHo, 4To:

1) nexapcTBEHHBIN MpenapaT MPUMEHSJICS 10 Ha3HAYEHHWIO B COOTBETCTBUU C MHCTPYKIUEH 110
MIPUMEHEHUIO JIEKAPCTBEHHOTO TpenapaTa M MPUYMHOW Bpela SBHJICS BBOJ B TPakIaHCKHUNA 00OpOT
HEI00POKAaYECTBEHHOIO JIEKAPCTBEHHOTO Tpernapara;

2) Bpen 370pOBBIO TMPUYMHEH BCIEJICTBHUE HEIOCTOBEPHON HH(OpMammu, coiepKamiencs B
WHCTPYKIIMM TI0 NPUMEHEHHMIO  JIEKQpCTBEHHOTO  Mperapara, H3JaHHOM  MPOU3BOIUTEIEM
JIEKapCTBEHHOI'O Ipernapara.

2. B ciyuae, eciu Bpel] 3I0pOBBIO TPaKJaH NPUYMHEH BCJICICTBUE PUMEHECHUS JIEKAPCTBEHHOTO
npernapara, IpUIISIIIer0 B HETOJAHOCTh B Pe3yJIbTaTe HapYIICHUS MPAaBHJ XPaHEHHS JIGKAPCTBEHHBIX
CPEJICTB, MPaBUJI ONTOBON TOPTOBIIM JIEKAPCTBEHHBIMH IpemapaTaMy, IPaBW OTITYCKa JIEKAPCTBEHHBIX
MpermapaToB, OPaBUI W3TOTOBICHUS W OTIYCKa JICKAPCTBEHHBIX IPENapaTroB, BO3MEIICHHE Bpeaa
OCYIIECTBIISIETCS. COOTBETCTBEHHO OpraHU3allMed ONTOBON TOPTOBJIH JIEKAPCTBEHHBIMU CPEICTBAMU,
anTeYHOW OpraHW3aliel, WHIAWBHIYAJbHBIM NPCINPHHAMATEICM, WMCIOIIMMH JIMIICH3UIO Ha
(bapMareBTHYECKYIO NIEATSIPHOCTh WM JIMIEH3UI0 HAa MEIUIUHCKYIO NeSTeIbHOCTh, MEIUIIMHCKOM
OpraHuszaiyeil, WMEIOIIeH JIMIICH3UI0 Ha (apMaleBTHYECKYI0 CSTElNbHOCTh (ee 000COOJCHHBIM
nojpaszeneHueM (aMmOynaTopuei, GpenpamepckuM 1 (HeapAmepeKo-akyepckuM MyHKTaMu, IEHTPOM
(ornenenuem) oOmiel BpaueOHOW (CEMEHOMN) MPAKTHUKH), PACIIONOKCHHBIM B CEIBCKOM HACEICHHOM
MTyHKTE, B KOTOPOM OTCYTCTBYET allTeYHAss OPraHU3aIlns), JOIYCTUBITUMH POy HIIH OTITYCK TaKOTO
JIEKapCTBEHHOTO TIpeTapara.

(B pen. deaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

3. Bo3memienue Bpena, NPUYMHEHHOTO 3J0POBBI0 TpaKAaH BCIEACTBUE TNPUMEHEHUS
JICKapCTBEHHBIX IPENapaToB WIM COBEPLICHUs NPOTUBOINPABHBIX JEHCTBUH CyOBEKTaMHM OOpalieHus
JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBIISIETCS B COOTBETCTBHMM C 3aKOHOJATENBLCTBOM Poccuiickon
denepauuu.

nasa 16. 3AKITIOYUTEJIbHBLIE NMOJIOXKEHUA

Cratba 70. O NnpM3HaHUM YTPATUBLLUMM CUITY OTAENbHbIX 3aKOHOAATesIbHbIX aKTOB
(nonoxeHun 3akoHoAaTeNnbHbIX akToB) Poccunckon Pepgepaumm

[Ipu3HaTh yTpaTUBIIMMU CUITY:

1) ®enepanbHbiii 3akoH OT 22 wmroHA 1998 roma N 86-®3 "O nekapCTBEHHBIX cpeacTBax'
(Cobpanue 3axononarensctBa Poccuiickoit @enepamnu, 1998, N 26, ct. 3006);

2) ®enepanbhbiii 3akoH OT 2 guBaps 2000 roxga N 5-O3 "O BHeceHUU U3MEHEHUS U JOTOJIHEHUN B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

@enepanbHbiii 3akoH "O nexapcTBeHHBbIX cpezacTBax" (CoOpanue 3akoHoaarenbcTBa Poccuiickoit
®epnepauun, 2000, N 2, cT. 126);

3) crarbio 40 denepanpHoro 3akoHa oT 10 ssHBapst 2003 rona N 15-@3 "O BHeceHUN U3MEHEHUN U
JOTIOJIHEHUH B HEKOTOPBIE 3aKOHOAATeNbHbIE akThl Poccuiickoil ®enepauuu B CBSI3H C NPHUHATHEM
OenepanpHoro 3akoHa "O JMIEH3UPOBAHWHM OTIAEIBHBIX BHIOB JesrenbHOCTH" (CoOpanue
3akoHoatenscTBa Poccuiickoit deneparuu, 2003, N 2, cr. 167);

4) crateio 31 @enepanpHoro 3akoHa oT 30 utons 2003 roga N 86-D3 "O BHECEHHH U3MEHEHUN U
JIOTIOJTHEHUI B HEKOTOPBIE 3aKOHOJaTeNbHbIe akThl Poccuiickoit denepanviv, Npu3HaHUU YTPATUBIIMMHU
CUJly OTACJBHBIX 3aKOHOJATENbHBIX akTOB Poccuiickorn dexepainuu, MNPeIOCTABICHUU OTIAEIbHBIX
rapaHTH COTPYIHUKAM OPTraHOB BHYTPEHHUX JI€JI, OPTaHOB MO KOHTPOJIIO 32 000POTOM HAPKOTHUECKUX
CPEIICTB M TICHXOTPOITHBIX BEIIECTB M YIpPa3IHAEMBIX (eJepalbHBIX OPTaHOB HAJIOTOBOW TOJIUIIMH B
CBSI3U C OCYIIECTBJICHHEM MEp MO COBEPIICHCTBOBAHUIO rocynapcTBeHHOro ymnpasienus" (CoOpaHue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2003, N 27, ct. 2700);

5) crarero 101 ®denepanpHoro 3akoHa or 22 asrycra 2004 roma N 122-®3 "O BHeceHuun
M3MEHEHUN B 3aKOHOJaTenbHble akThl Poccuiickoi denepanvd W IPU3HAHUKA YTPATUBIIUMU CHILY
HEKOTOPBIX 3aKOHOAATENBHBIX akToB Poccuiickoii @enepannu B CBsA3M ¢ npuHATHEM DenepalbHbIX
3akoHOB "O BHeceHMM W3MEHEHHH M JomnonHeHuid B denepanbHblii 3akoH "OO 00MMX NpUHIUIAX
OpraHu3alM 3aKOHOJATEIbHBIX (IIPEICTABUTENbHBIX) U MCIOJHUTEIbHBIX OPraHOB I'OCYIAPCTBEHHOM
BrnacTu cyO0bekToB Poccuiickoit @enepanuu" u "OO6 oOMmMMX MPHUHIMIAX OPTaHU3AIMH MECTHOTO
camoynpasnenust B Poccuiickoit ®@enepamun" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit @enepanum,
2004, N 35, cr. 3607);

6) crateio 28 DenepasbHOTO 3akoHa OT 18 mexabpst 2006 roma N 231-®@3 "O BBencHWH B
nerictBue dactu 4erBeprod ['paxkmanckoro koaekca Poccwmiickoit @epepanun" (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cuny HacTtosuwero PepnepanbHOro 3akoHa
1. Hactosamuit denepanbHplii 3aK0H BeTynaer B cuity ¢ 1 centsiops 2010 roaa.

2. JlexkapCTBEHHBIE CpPENCTBA, 3apErMCTPUPOBAHHBIE 1O JHS BCTYIUIEHMS B CHIJIy HACTOSILIErO
@denepanbHOrO 3aK0HA, MOAJIEKAT BKIOYEHHUIO B TOCYJaPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPEJICTB C
BHECEHHEM YKa3aHHBIX B 4acTu | crateu 33 Hactosmiero denepanbHOro 3akoHa CBeIEHUN 00 ATHX
JICKapCTBEHHBIX CpeJICTBaX 03 IMPOXOXKJIEHHs BHOBb IPOLEAYPHl T'OCYJapCTBEHHOH perucTpanuu
JIEKAPCTBEHHBIX IIPENAapaToB.

3. l'ocynapcTBeHHast perucTpaius JeKapCTBEHHbIX NPEnapaToB, 32 UCKIOYEHUEM JIEKAPCTBEHHBIX
npemnapaTtoB i1 MEIUIHWUHCKOrO MPUMCHCHUS, MPCACTABIICHHLIX Ha YKAa3aHHYIO PCTUCTPAILUIO OO AHA
BCTYIUIEHUS B CHJTy HacTosero denepanbHOro 3aK0Ha, OCYLIECTBISIETCS B COOTBETCTBUM C HACTOSIILIUM
denepanbHbIM 3aKOHOM Ha OCHOBAHUHU JJOKYMEHTOB U JJaHHBIX, IPEJCTABICHHBIX 710 THS BCTYIUICHUS B
cuily Hacrosiero deaepaibHOro 3aKOHa.

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-03)

3.1. TocymapcTBeHHass perucTpanus JIEKQpCTBEHHBIX IMPENapatoB i  MEAUIIMHCKOTO
MPUMEHEHHUS], TMPEJCTABICHHBIX Ha TOCYJAPCTBEHHYI) PETUCTPALMIO 1O JHA BCTYIUICHHS B CHILY
Hacrosiniero denepanbHOro 3aK0Ha, U TOCYIaPCTBEHHAs PETUCTpalus JIEKAPCTBEHHBIX MPENapaToB I
MEIMIMHCKOTO TPUMEHEHHUs, NPEACTABICHHBIX HAa JKCIEPTU3Y JIEKapCTBEHHBIX CPEICTB 10 AHSA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

BCTYIUICHUSI B CHIIy HacTosuero denepanbHOro 3aKOHA B HENSIX UX MOCIEAYIOLIEH TocyaapcTBEHHON
pPErucTpalu, OCYIIECTBIAIOTCS HAa OCHOBAHMM JOKYMEHTOB M JaHHBIX, MPEJCTaBICHHBIX A0 JHS
BCTyIUIEHUs B cuily Hacrosiuero denepaqpbHOro 3akoHa, a TaKKe 3asBICHUS O TOCYJapCTBEHHOMN
perucTpali JIEKapCTBEHHOI'O IIpernapaTa, IpeACTaBIECHHOIO IPOU3BOJIUTENEM JIEKAPCTBEHHBIX
MpernapaToB WM YIOJTHOMOUYEHHBIM UM JIUIIOM B COOTBETCTBHH C HacTOsIIUM DeepaibHbIM 3aKOHOM B
YIOJIHOMOYCHHBIA (peepaibHblii OpraH HUCHOJHHUTENbHONW Biacth 10 | wmapra 2011 roma, 6e3
TpeOOBaHUS YIUIaThl TOCYAaPCTBEHHON MOIUIMHBI, TIPEyCMOTPEHHOM 3aKOoHOAaTeIbCTBOM Poccuiickoi
deneparun 0 HaIOrax u coopax.

(uactsp 3.1 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-P3)

3.2. IlontBepkneHue TrocyJapCTBEHHOM pPETrMCTpalliy JIEKAPCTBEHHBIX IpEnaparoB Ul
MEUIIMHCKOTO MPUMEHEHUS, PECTABICHHBIX U1 MOATBEPKACHUS TOCYJapCTBEHHOM perucTpanuu a0
IHS BCTYIUICHMS B Cwily Hacrosuiero denepanpHOro 3akoHa, M IOATBEPXKACHHUE IOCYNAapCTBEHHOU
pEruCTpalMy JIEKAPCTBEHHBIX IPENapaToB s MEAULMHCKOIO INPUMEHEHMs, NPEICTABJICHHBIX Ha
9KCIIEPTU3Y JIEKAPCTBEHHBIX CPEACTB 10 JHS BCTYIUIEHHS B CHily Hactosuero denepanbHoro 3akoHa B
LEeISIX TOCIEAYIOUIEro MOATBEPKACHUS HX TOCYAApCTBEHHOW pETUCTpALMM, OCYILIECTBIISIFOTCS Ha
OCHOBAaHUM JIOKYMEHTOB M JaHHBIX, NPEJCTABICHHBIX JO [JHS BCTYIUIEHHS B CHJIy HACTOSIIErO
@denepallbHOTO 3aKOHA, a TaKXKe 3asiBJIEHUS O TMOATBEPXKICHUU TOCYAApCTBEHHOM perucTpanuu
JIEKapCTBEHHOI'O IIpernapara, IPEICTaBICHHOTO IPOM3BOJUTENIEM JICKAPCTBEHHBIX IIPENapaToB WM
YIOJIHOMOYEHHBIM KM JIMLIOM B COOTBETCTBUM ¢ HacrosmuMm @DenepanbHbIM  3aKOHOM B
YIOJIHOMOYEHHBIA (efepalbHblii OpraH HCIoJHUTeNbHOW Biactd no 1 wmapra 2011 roma, 6e3
TpeOOBaHUS yIIAThl FOCYIaPCTBEHHOHN MOIUIMHBL, MPETYCMOTPEHHON 3aKOHOIATENILCTBOM Poccuiickoit
®denepanyu 0 HaJlorax u coopax.

(uactsp 3.2 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. IlpuHATHe pemieHUuss O BHECEHWH U3MEHEHUH B JIOKYMEHTBI, COJAEprKauuecs B
PErUCTPAllMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM mpenapar Ajas MEIUIMHCKOTO
IIPUMEHEHUS U IIPEACTABIEHHBIE JO IHSA BCTYIUIEHUS B CHUIy HacTosiuero ®denepanbHOro 3aKOHA, U
IIPUHSTHE PEILIECHUS O BHECEHUU M3MEHEHUH B JIOKYMEHTBI, COJEPIKAIIEECs B PETUCTPALIMOHHOM J0ChE
Ha 3aperucTPUpPOBAHHBIN  JIEKAPCTBEHHBIM Mpemnapar Juis  MEJUIMHCKOTrO  MPUMEHEHHUS U
MIPEACTABICHHBIE HA SKCIEPTH3Y JIEKAPCTBEHHBIX CPEICTB JO AHS BCTYIUIEHHS B CHUJIYy HACTOSIIETO
@denepanbHOrO 3aKOHA, OCYIIECTBIIFOTCS HA OCHOBAHHUM JIOKYMEHTOB M JaHHBIX, MPEACTABICHHBIX 10
JHS BCTYIUIEHMSI B Cuily HacTosmero ®deaepaJibHOrO 3aKOHA, a TaKKe 3asBICHUS O BHECEHUH
U3MEHEHUH B JOKYMEHTBI, COJIEp)KallUecs B PErHCTPallMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIM Ipenapar i MEIULIUHCKOTO IPUMEHEHMs], IPEICTaBICHHOTO IPOU3BOJUTEIEM
JIEKapCTBEHHBIX IpPENaparoB WJIM YHOJHOMOYEHHBIM HM JIULOM B COOTBETCTBUM C HACTOSIIUM
®denepalibHbIM 3aKOHOM B YIIOJTHOMOUYEHHBIN (eiepalibHbI OpraH UCIOIHUTENbHON BIacTH 10 | mapra
2011 roma, ©6e3 TpeOoBaHMS  yIUIATBl  TOCYJAPCTBEHHOW  IMONUIMHBI, MPETyCMOTPEHHOM
3akoHoAaTenbcTBOM Poccuiickoit deaeparuu o Hajorax u coopax.

(uactb 3.3 B pen. denepanbhoro 3akoHa ot 29.11.2010 N 313-D3)

3.4. Bpigaua paspenieHudd Ha TPOBEACHUE KIMHUYECKUX HCCICJIOBAHUM JIEKApPCTBEHHBIX
MPENapaToB JUisi MEAUIMHCKOTO MPUMEHEHHMS IO 3asBJICHUAM, MTOJAHHBIM /10 JHS BCTYIUICHUS B CHILY
Hacrtosero denepanbHOro 3aK0HA, a TAKXKE MO 3aABICHUAM, TOJAHHBIM MOCTE THS BCTYIJICHUS B CHITY
Hacrosiniero denepanbHOro 3aKOHa Ha OCHOBAHMM HKCIIEPTU3, IMPOBEICHHBIX 1O AHS BCTYILUICHUS B
cuny Hacrosmero @denepasbHOr0 3aKOHA, OCYILECTBISAETCS B COOTBETCTBUM C  HACTOSLIUM
@denepaabHbIM 3aKOHOM HAa OCHOBAHUM JOKYMEHTOB M JIAHHBIX, MPEICTABICHHBIX WIH IOJYYEHHBIX J10
JHA BCTYIUIEHHSI B cwily Hacrosmero @enepaqbHOro 3aKOHA, a TakKe€ HAa OCHOBAaHMM KOIMUU
MIPEIBAPUTEIILHOTO JIOTOBOPA 00S3aTEIILHOTO CTPaXOBAHUS )KH3HH, 3JI0POBbS MAIMEHTOB, YIaCTBYIOIIIX
B KJIMHUYECKOM HCCIIEIOBAaHUU JIEKAPCTBEHHOIO TMpenapara Juisi MEIUIHUHCKOrO MPUMEHEHUS, WU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

KOMUU JIOTOBOpa O0O0sI3aTENIbHOTO CTPAaxOBaHUS JKU3HU, 3[0POBBbSl MAIMEHTOB, YYacTBYIOIIUX B
KIIMHUYECKOM HCCIIEIOBAaHUU JICKAPCTBEHHOTO IMpemapaTta i MEIUIIMHCKOTO TMPHUMEHEHHUs, Tu00
MPEACTaBICHHOM KOIMUU JIOrOBOpa 00S3aTENIbHOIO CTPAaxXOBaHHUs, 3aKJIIOUEHHOTO B COOTBETCTBHH C
TUIOBLIMU _TIPaBUJIAMHU 00s3aTEILHOTO CTPaxOBaHUs, C YKa3aHUEM TMPEIeTbHOM YHUCIEHHOCTH
MAIMEHTOB, YYAaCTBYIOIIMX B KIMHUYECKOM HCCIICIOBAHUM JIEKAPCTBEHHOI'O TMpemapara s
MEJIMIIMHCKOTO MMPUMEHEHHUs, 0e3 TpeOOBaHUs YIUIaThl TOCYJaPCTBEHHOM MOIUIMHBI, PEyCMOTPEHHOMN
3akoHoAaTenbcTBOM Poccuiickoit deaeparuu o HaJorax u coopax.

(uactb 3.4 B pen. denepanbhoro 3akoHa ot 29.11.2010 N 313-D3)

3.5. 3apeructpupoBaHHbIE B MHOCTPAHHOM BaJIOTE A0 JHS BCTYIUIEHUS B CHJIy HacTOSLIETO
@enepanbHOrO  3aKOHA IPENENbHBIE OTIYCKHBIE IIEHBI HWHOCTPAaHHBIX IPOM3BOJAMTENEH HaA
JIEKapCTBEHHbIE IIperaparbl, BKIIOYEHHbIE B MEPEYEHb >KM3HEHHO HEOOXOOUMBIX M BaKHEHMIIUX
JICKapCTBEHHBIX IIPEnaparoB, MoJyuIexar mepecyery B pybmu no kypey LlenTpanbHoro OaHka
Poccuiickoit ®@enepanuu Ha naty, ycraHoBieHHyio [IpaButenbctBom Poccuiickoit @eneparuu, 6e3
NIPEACTABICHUS 3asBJICHUS O IIepecueTe LEHbl C BHECEHHUEM COOTBETCTBYIOIIMX HW3MEHEHUH B
TOCYJAapCTBEHHBIM PEECTp IMPEIEIbHBIX OTIYCKHBIX LIEH IIPOU3BOJMTENEH HA JIEKAPCTBEHHBIE
IpenapaThl, BKIIOYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOAUMBIX M BaKHEHIIMX JIEKapCTBEHHBIX
Ipenaparos.

(dactp 3.5 BBeaeHa denepanbHbiM 3akoHOM oT 11.10.2010 N 271-D3)

3.6. 3apeructpupoBaHHbIE OO [HS BCTyIUIEHUS B cuiy Hacrosimiero denepanbHOro 3akoHa
MpeAesibHbIe OTIYCKHBIE LIEHBl POCCHUMCKUX MPOM3BOAUTENICH Ha JEKapCTBEHHbIE Mpenaparsl,
BKJIFOUEHHBIC B TEPEYCHb J>KM3HCHHO HEOOXOJMMBIX M BaXKHEHIIUX JIEKAPCTBEHHBIX IIPENaparosB,
nojuiexar wHAaekcarmu ¢ 1 HosOps 2010 roma WCXons W3 MPOTHO3HPYEMOTO YPOBHS WHQIISLNH,

n
ycranoBiaeHHoro denepanpHbiM 3akoHOM OT 2 nekabps 2009 roma N 308-d3 "O denepambHOM
oromxete Ha 2010 rox u Ha rutaHoBbId niepuo 2011 u 2012 rogos" Ha 2011 rog.

(uacts 3.6 BBenena @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 rona He gomyckaroTCsl MPOU3BOJACTBO U BBO3 B Poccuiickyro denepannro
JIEKapCTBEHHBIX IPENapaToB B yIAKOBKAaX C MApKUPOBKOM, KOTOpast Oblila HAHECEHA /10 JHS BCTYIUICHUS
B cuily Hacrosiero ®@enepanbHoro 3akoHa. [1o ncredeHnn ykazaHHOro Cpoka JaHHbIE JIEKAPCTBEHHbBIE
mpenapaTbl MOTYT OTITYCKaTbCS, PEalIn30BbIBAThHCS, NEPENaBaThCs U MPUMEHITHCS A0 HUCTEYEHUS HX
CpOKa rOJIHOCTH.

(B pen. ®enepanbHbix 3aK0HOB OT 29.11.2010 N 313-®3, o1 06.12.2011 N 409-D3)

4. Co mHs BcTyIuleHHs B cwily Hacrosiuero @enepanbHoro 3akoHa U no 30 ampens 2011 rona
BKJIIOUUTENBHO JIONYCKAeTCs IPOBEIEHUE OKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB  JKCIEpTaMU
SKCIIEPTHOTO YUPEXKIEHUS JO0 NPOXOXKACHHS HMHU aTTeCTallUd B TMOPSJKE, YCTAHOBJICHHOM
YIOJHOMOYEHHBIM (eiepabHbIM OPTaHOM HCIIOTHUTEIbHON BIACTH.

5. Co mHs BcTymuieHHsI B cuity Hactosmero dexepansHoro 3akona u mo 31 gexadbpst 2013 rona
BKJIFOYUTENBHO OCYILIECTBIISIETCS MEPEXO] K MPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
MpaBUJIaMU OPTaHU3aLMU POU3BOJICTBA U KOHTPOJIS KAUECTBA JIEKAPCTBEHHBIX CPE/ICTB, YKA3aHHBIMU B
gactu | crareu 45 Hactosmero @denepalbHOTO 3aKOHa, B MONHOM oOBeme. Cpoku mepexojna
MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K HMX MPOU3BOACTBY B COOTBETCTBUU C KOHKPETHBIMHU
TpeOOBAHUAMHU JAHHBIX TPABWII, BKJIIOYAs CPOKH aTTECTAllMM YMOJHOMOYEHHBIX JIWI, YKAa3aHHBIX B
yactax 6 u 7 crateu 45 Hacrosimero denepasbHOro 3aKoHa, ycTaHaBiuBaroTcs I[IpaBurenbcTBOM
Poccuiickoit deneparum.

6. JIvieH3un Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, BblOaHHblE 10 | sHBapst 2014 rona,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 04.08.2023) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 02.10.2023

(c u3m. n gon., BCTYN....

neiictByroT nocne 1 sHBaps 2014 rona 10 ucTedyeHUs cpoka UX JEHCTBUS MPU YCIOBUU COOTBETCTBUS
JUIEH3UaTa MpaBWIaM OpPraHM3allMM IPOU3BOJACTBA U KOHTPOJIS KadyeCTBA JIEKAPCTBEHHBIX CPEACTB,
yKa3aHHBIM B yacTH 1 ctarbu 45 HacTosero denepanbHoro 3akoHa.

7. ®opMHUpOBAaHHE TOCYAAPCTBEHHOTO 3aJaHMsl Ha MPOBEACHHUE SKCIEPTH3bl JIEKAPCTBEHHBIX
CpeACTB (eliepaabHOMY rOCYy/1apCTBEHHOMY OFOJKETHOMY YUPEKACHUIO 1O MPOBEAECHUIO SKCIEPTU3BI
JIEKapCTBEHHBIX CPEACTB U (PMHAHCOBOE 0OECIIEYEHUE BBIIOIHEHUS 3TOr0 3aJaHMsl OCYIIECTBIISIOTCS B
nopsake, ycraHoBieHHOM ®DenepanpHpiM 3akoHoM oT 12 guBaps 1996 roma N 7-®3 "O
HEKOMMEPUYECKUX OpraHu3anusix’.

(uactp 7 BBeneHa denepanbHbiM 3aKoHOM 0T 29.11.2010 N 313-D3)

[Ipe3unent
Poccuiickoit deneparuu
JAMEJIBEJEB
Mocksa, Kpemib
12 anpens 2010 rona
N 61-®3
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