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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

oOparieHueM - pa3pabdOTKON, MOKIMHUYECKUMHU HCCIEAOBAHUAMHU, KIMHUYECKUMHU HCCIEAOBAHUSIMU,
AKCMEPTU30M, TOCYJaPCTBEHHOM perucTpaiueil B COOTBETCTBUU ¢ HacTosuM DenepanbHbIM 3aKOHOM
(manee - rocynapCTBEHHasl perucTpanysi) Wi pPerucTpaluel B COOTBETCTBUU C MEXIyHapOJHBIMU
JIOTOBOpaMM M aKTaMM, COCTaBISIOIIMMHU TNpaBo EBpa3uilckoro SKOHOMHYECKOIO coo3a (najnee -
perucrpanusi), co CTaHAapTU3aluMed U C KOHTPOJIEM KadyecTBa, MPOU3BOJACTBOM, H3TOTOBJICHHEM,
XpaHEHHUEM, MepeBO3Koi, BBO30M B Poccuiickyto denepaiuio, BbiBo30M U3 Poccuiickoit dexneparuu,
peKIamMoi, OTIYCKOM, pealu3aluel, Mepenayeil, NpUMEHEHHUEM, YHHUYTOKEHHEM JIEKapCTBEHHBIX
CPEICTB.

(B pen. @enepanbubix 3akoHOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N _1-P3)

2. Hacrosumii @enepanbHblii 3aKOH  YCTAHAaBIMBAET MPHOPUTET TOCYJApPCTBEHHOI'O
peryinupoBaHusl 0€30MacCHOCTH, KadyecTBa M 3(PQPEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB MpPH UX
oOpareHuu.

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

Cratba 2. Cchepa npumeHeHus HacTosiwero ®epepanbHOro 3akoHa

Hacrosmuit ®enepanbHblii 3aKOH MPUMEHSIETCS] K OTHOILIEHUSM, BO3HUKAIOLIUM IpU 00palleHnn
JICKapCTBEHHBIX CPEJICTB HA TeppuTopun Poccuiickoit @eaepanuu.

CraTtbAa 3. 3akoHOoAaTeNnbLCTBO 06 0OpaLeHNn NeKapCTBEeHHbIX CPeacTB

1. 3akoHOmaTeNnbcTBO 00 OOpalleHWH JIEKAPCTBEHHBIX CPEJICTB COCTOUT W3 HACTOSIIETO
denepanbHOTO 3aKOHA, JAPYTHX (eaepalbHbIX 3aKOHOB W WHBIX HOPMATHBHBIX IPABOBBIX aKTOB
Poccuiickoit denepariumu.

1.1. 3akoHOAATENBCTBO 00 OOpAIIEHUH JTEKAPCTBEHHBIX CPEACTB B OTHOIICHUU FOPUIUIECKHUX JTUI]
U UHIUBUIYAIbHBIX NpPEANpPUHUMATENCH, OCYUIECTBISIONIMX JESITEIIbHOCTh Ha TEPPUTOPUHU
MEXKIYHApOAHOTO MEIUIIMHCKOrO KJIacTepa, MPUMEHSETCS C YYE€TOM OCOOCHHOCTEH, yCTaHOBJICHHBIX
®enepanbHbIM 3aKk0HOM OT 29 utons 2015 roxga N 160-D3 "O MexayHapOIHOM MEAUIIMHCKOM KJlacTepe
Y BHECEHHH U3MEHEHU B OT/IEJIbHBIE 3aKOHOIaTeNIbHbIE aKkThl Poccuiickoit Denepannn’.
(dactp 1.1 BBenena denepabHbpIM 3akoHOM OT 29.06.2015 N 160-D3; B pen. denepaibHOrO 3aK0HA OT
04.08.2023 N 428-D3)

2. JleiictBue Hacrosmero @enepadbHOro 3aKOHA paclpocTpaHseTcs Ha oOpalieHue
HAapKOTUYCCKHUX JICKAPCTBCHHBLIX CPCACTB M TMCHUXOTPOIHBIX JICKAPCTBCHHBIX CpPCACTB C YUYCTOM
OCOOCHHOCTEH, YCTaHOBJIEHHBIX 3aKOHOAATENbCTBOM Poccuiickoii @Penepanii 0 HAPKOTHUECKUX
CpEICTBaX, MICUXOTPOMHBIX BEIIECTBAX U 00 UX MPEKypCcopax.

3. [HetictBue Hacrosmero @enepaJlbHOTO 3aKOHAa pacHpOCTpaHsETCs Ha oOpalieHue
paanodapMaleBTHUECKUX JIEKAPCTBEHHBIX CPEACTB C YYETOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3aKoHonarenbcTBOM Poccuiickoit @eaeparuu B 00nacT o0ecrieueHus: paIualiioOHHON 0e30MacHOCTH.

4. Ecnn MexayHapoIHbIM 1oroBopoM Poccuiickoit denepannu, Mex1yHapOAHBIMU 1I0TOBOPAMHU U
aKTaMM, COCTaBJISIFOILUMU IIPaBO EBpa3zniickoro 5KOHOMUYECKOT0 CO03a (Jajiee - aKThl, COCTABIIAIOLIIE
npaBo Coro3a), yCTaHOBJEHbl HHbIE NpPaBHJA, YE€M TE, KOTOpPbIE MPEAYCMOTPEHBI HACTOSIIUM
@DenepallbHBIM 3aKOHOM, IIPUMEHSIOTCS MTPaBUIIa MEKIYHApOJHOTO I0r0OBOPA, IIPaBUIIA, CONEPIKALUECS
B aKTax, COCTAaBJIAIOIKX paBo Coro3a.

(uactsp 4 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

4.1. PemieHuss MEXrocyJapCTBEHHBIX OpraHOB, TMPUHSAThIE HAa OCHOBAHMM TMOJIOKEHUHN
MEXAYHapOoAHbIX J0roBopoB Poccuiickoii @Penepany B HUX HCTOJIKOBAaHUM, IPOTHBOpEYAILEM
Koncrurynuu Poccuiickon ®@enepanuu, He nojuiekar ucnonHeHuto B Poccniickoit ®enepanuu. Takoe
MIPOTHBOPEYNE MOXKET OBITh YCTAHOBIIEHO B MOPSIKE, ONPEACTICHHOM (ellepaTbHbBIM KOHCTHTYIIHOHHBIM
3aKOHOM.

(dactp 4.1 BBeaeHa denepanbHbiM 3akoHOM OT 08.12.2020 N 429-D3)

5. B Poccuiickonr denepanuu B COOTBETCTBUM C MEXAYHAPOIHBIMU JOTOBOpaMHu Poccuiickoit
@®enepanun U (WIM) Ha OCHOBE MPUHIMIA B3aUMHOCTH NPHU3HAIOTCS PE3YyJbTaThl KIMHUYECKUX
HCCIICIOBAHUM JIEKAPCTBEHHBIX IIPENAPATOB I MEJAUIMHCKOTO MPUMEHEHHUs, NPOBEACHHBIX 3a
npeaesnamMu teppuropun Poccuiickonn @enepannn.

Ctatba 4. OCHOBHblIe MOHSATUA, UCMOJSib3yeMble B HacTosiwem PenepanbHOM
3aKoHe

[ns ueneit Hactosiiero denepanbHOro 3aKOHA UCIIOIB3YIOTCA CIICIYIOIINE OCHOBHBIE TOHATHS:

1) nexapcTBEHHbIE CpEeICTBa - BELIECTBA WJIM HUX KOMOMHALMM, BCTYMAKOIIME B KOHTAKT C
OpraHMW3MOM YEeJIOBEKA WM XKUBOTHOT'O, IIPOHMKAIOIIME B OPraHbl, TKAHM OpraHU3Ma 4YeJIOBEKa WU
KUBOTHOTO, MPHUMEHSEMbIC IJi1 NMPOQPHUIAKTUKH, JUATHOCTUKU (32 HMCKIIIOUEHHWEM BEIIECTB WM HX
KOMOHMHAIIMIA, HE KOHTAKTHPYIOMIMX C OPTaHU3MOM YeNIOBEKa WJIM KUBOTHOTO), JIEUeHUs 3a00JIeBaHuUs,
peaOwInTalMy, Ui COXpaHEeHHUs, IPEIOTBPALLICHHS WK MPEphIBaHUS OEPEMEHHOCTH U TOJTYYCHHBIEC U3
KpOBH, IUIa3Mbl KPOBHM, W3 OpPraHOB, TKAaHEHM OpraHuM3Ma 4YeJIOBEKA WIM JKMUBOTHOIO, PACTEHUH,
MUHEPAJIOB METOJIaMU CHHTE€3a WJIM C MPUMEHEHUEM OMOJOrMuecKux TexHosoruil. K mexkapcTBeHHbIM
CpeICTBaM OTHOCSTCS (papMalieBTHUECKHE CyOCTaHIIMU U JIEKaPCTBEHHbIE MPEnaparhl;

2) dapmarieBTHYECKass CyOCTaHIMs - JEKApCTBEHHOE CPEICTBO B BHUJE OJHOTO MM HECKOJIBKHX
oOnagaromux (apMakoJIOTHYECKOH aKTUBHOCTHIO JCHCTBYIOIIMX BEIIECTB BHE 3aBHCUMOCTH OT
MIPUPOJIBI TPOUCXOKACHUS, KOTOPOE MPEAHA3HAYECHO JIJIsl IPOU3BO/ICTBA, U3TOTOBIICHUS JIEKAPCTBEHHBIX
MpermapaToB u onpeaenseT ux 3p(HEeKTUBHOCTS;

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

3) BCIIOMOraTCJIbHBIC  BCIIECCTBA -  BCHIECTBA  HCOPraHUYCCKOTO - WA OpPraHn4€CcKoro
IMPOUCXOXKACHUA, HCIIOJIB3YEMBIC B IIPOLECCE IIPOU3BOJACTBA, HU3IOTOBJICHHUA JICKAPCTBCHHBIX
npenaparoB AJIs1 IPUJAHUS UM H606XOI[I/IMBIX CI)I/I3I/IKO-XI/IMI/IIIGCKI/IX CBOfICTB;

4) nexkapcTBEHHBIE TNpenapaThl - JIEKAPCTBEHHBIE CPEACTBA B BHJE JIEKAPCTBEHHBIX (OpM,
OpUMEHSIeMbIe Uil TPO(PUIAKTHKH, JAUATHOCTHKH, JIeYeHUs 3a0oieBaHMs, peadbuWIuTanuu, s
COXPaHEHUs, IPEJOTBPALLICHHSI WU PEepbIBaHUs OEPEMEHHOCTH;

5) nekapcTBeHHas opMa - COCTOSHHUE JICKAPCTBEHHOTO IMpernapaTta, COOTBETCTBYIOIIEE CITOco0am
€ro BBEJICHHS M MPUMEHEHHS M 00ECIIeYMBAIOIIEee JOCTHKEHHE HEO0X0IMMOTO JieueOHOT0 I (deKTa;

5.1) 1o3upoBKa - COJIEp)KaHHE OJHOTO WM HECKOJBKHX JCHCTBYIOIIMX BEIIECTB B
KOJIMUYECTBEHHOM BBIPOKEHUM HA EIWHUILy J03bl, WM EIWHUIy 00beMa, WU EIUHUILy Macchl B
COOTBETCTBUHM C JICKQpPCTBEHHOW (opmoii JmOO is HEKOTOPBIX BHJIOB JIEKAPCTBEHHBIX (GopM
KOJIMYECTBO BBICBOOOKIIAEMOTO M3 JIEKAPCTBEHHOW (HOPMBI JIEHCTBYIOMIETO BEIIECTBA 3a EIUHHILY
BpEMEHU;

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

www.consultant.ru CrpaHvua 3 u3 157
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=2875&amp;date=15.07.2025
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=2875&amp;date=15.07.2025
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=453320&amp;date=15.07.2025&amp;dst=100817&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=453320&amp;date=15.07.2025&amp;dst=100817&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=440511&amp;date=15.07.2025&amp;dst=100320&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=440511&amp;date=15.07.2025&amp;dst=100320&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=15.07.2025&amp;dst=100011&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=15.07.2025&amp;dst=100011&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=15.07.2025&amp;dst=100013&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=15.07.2025&amp;dst=100013&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 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

6) mepeuyeHb JKU3HEHHO HEOOXOAMMBIX M BaKHEMIIMX JIEKAPCTBEHHBIX IpenapaToB -
yTBepkaaeMsiil IIpasurensctBoM Pocculickoit denepanuu nepedeHsb JIEKApCTBEHHBIX IIPENapaToB Ul
MEJIULUHCKOTO TMPUMEHEHHsI, 00eCNeUnBaIONINX MPUOPUTETHBIE MOTPEOHOCTH 3/PABOOXPAHCHHS B
Hensix NpoQMIAKTUKKM M JedyeHus 3a0ojeBaHUil, B TOM 4Mcie MpeolialaloliuXx B CTPYKType
3aboneBaeMoctH B Poccuiickoit ®enepanuuy;

(B pen. deaepanbHoro 3akoHa ot 13.07.2020 N 206-D3)

6.1) opdanHble NeKapcTBEHHbIE MNpenapaThl - JIEKApCTBEHHBIC Mpenapatsl, MpelHa3HaueHHbIE
UCKIIIOYUTENIBHO ISl JMAarHOCTUKH, ATHONATOT€HETMYECKOrO WIM IaTOT€HETHYECKOro JIEUYEHUs
(J1edyenus1, HaNPaBJICHHOTO HA MEXaHU3M Pa3BUTHA 3a00JeBaHus) peaAKHxX (opdaHHBIX) 32001€BaHUN;

(n. 6.1 BBenen PenepasnbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3aKkoHa OT
30.01.2024 N 1-®3)

6.2) OuOJIOTMYECKHE JIEKAPCTBEHHBbIE NpenapaThl - JIEKApCTBEHHbIE Ipenaparthl, JelcTByoIee
BEIIECTBO KOTOPBIX MPOU3BEICHO WJIN BBIIEICHO U3 OMOJIOrMYeCKOro MCTOYHMKA WM JUJISl ONpelesIeHUs
CBOWCTB M KauecTBa KOTOPBHIX HEoOXoJuMa KOMOHMHALUS OMOJIOTMYECKUX M (PU3MKO-XHUMHUYECKUX
MeTozoB. K OuoIOrM4eckuM JIEKapCTBEHHBIM IMperaparaM OTHOCATCS HMMYHOOHOJIOTHYECKUE
JIEKapCTBEHHbIE IIpernapaThl, JEKApCTBEHHbIE IIpernapaThl, IOJYYEHHbIE U3 KpPOBHU, IJa3Mbl KPOBH
YyelloBeKa M JKUBOTHBIX (32 HCKIIOYEHHEM UENbHON KpOBH), OMOTEXHOJOIMYECKHE JIEKAPCTBEHHBIC
IIpernaparsl, TEHOTEPANIEBTUUECKUE JICKAPCTBEHHbIE Mpenaparhl, JEKapCTBEHHbIE IIpenapaThl Ha OCHOBE
COMAaTHUYECKUX KIIETOK;

(n. 6.2 BBeneH PenepasnbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3akoHa OT
04.08.2023 N 466-D3)

6.3) BBICOKOTEXHOJIOTUYHBIN JIEKAPCTBEHHBIN IMpenapaT - FeHOTEParneBTUYECKUN JIeKapCTBEHHbIN
npenapar Juisi MEIULIUHCKOTO MPUMEHEHHNs, WIHM JEKapCTBEHHBIN IpernapaT Ha OCHOBE COMATHYECKUX
KJIETOK JUIsl MEIUIIMHCKOTO IPUMEHEHHUs, WM TKaHEMH)KEHEPHBIN JIEKapCTBEHHBIN npenapart (mpenapat
TKQHEBOW MH)KEHEPHUH);

(. 6.3 BBeneH PenepanbHbIM 3aKkoHOM 0T 30.01.2024 N 1-D3)

7) WMMYHOOHMOJIOTHYECKHE JICKQpPCTBEHHBIC IMpemapaThl - JIEKAPCTBEHHBIC IIpEraparsl,
NpE€aAHAa3HAYCHHBIC IJIA q)OpMI/IpOBaHI/ISI AKTUBHOI'0O MJIM MAaCCMBHOI'O MMMYHHUTCTA 100 JOUArHOCTHUKHN
HaJIN4Ynsa HUMMYHUTCTA 1501050 AUArHOCTUKU cneunqmqecxoro npno6peTeHHoro N3MECHCHUA
MMMYHOJIOTHYECKOTO ~ OTBETAa Ha ajuleprusupyione BemiectBa. K MMMyHOOHOJIOTMYECKUM
JMEKapCTBEHHBIM  MpemaparaM  OTHOCSTCS — BaKIMHBI, AHATOKCUHBI,  TOKCHUHBI,  CHIBOPOTKH,
MMMYHOTJIOOYJIHHBI U aJlICPTeHBI;

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

7.1) OMOTEXHOJOTMYECKHE JIEKApCTBEHHBIE IpemapaTbl - JIEKAPCTBEHHBIE IIpenaparsl,
MIPOM3BOJICTBO KOTOPBIX OCYILIECTBIISIETCS C HCIOJIb30BAHUEM OMOTEXHOJIOTMYECKUX IPOLECCOB U
MeToz0B (B ToM uncie JJHK-pekoMOnHaHTHOM TEXHOJIOTMHU, TEXHOIOIUH KOHTPOJIUPYEMOM 3KCIIpeccuu
T€HOB, KOAMPYIOLIMX OMOJIOTMYECKH AaKTHUBHbIE O€JNKM B MPOKApUOTaX M JYKApHOTaX, BKIIOYAs
M3MEHEHHbIE KIIETKH MJICKOIUTAIOIIUX ), THOPUIOMHOTO METO/Ia U METOa MOHOKJIOHAJIbHBIX aHTHUTEN,
(n. 7.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

7.2) TeHOTepaneBTUYECKUE JIEKAPCTBEHHbIE MpenapaTtbl - JIEKAPCTBEHHbIE Ipernaparsl,
(dapmaiieBTHUECKass CyOCTaHIUSI KOTOPBIX SIBISETCS PEKOMOMHAHTHOM HYKJIEMHOBOM KHCIOTOW WU
BKJIIOYaeT B ce0s pEeKOMOMHAHTHYIO HYKJIEHHOBYIO KHCIIOTY, IIO3BOJISIOUIYIO —OCYILIECTBIATh
peryiupoBaHue, penapanuio, 3aMeHy, 100aBjIeHne WK yJaleHHe TeHeTHUECKOM Moce10BaTeNbHOCTH;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

(m. 7.2 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) HapKOTHUYECKHE JIEKAPCTBEHHBIC CPEJICTBA - JICKAPCTBEHHBIC MpemnapaThl U (papMarieBTHIECKHE
CyOCTaHIMH, COJIEpKallie HAPKOTHYECKHWE CPEJCTBA M BKIIOUEHHBIC B llepedeHbh HAPKOTHYECKUX
CPENCTB, IICUXOTPOINHBIX BEIIECTB M HMX IMPEKYypCcOpOB, MNOUIEKAIMUX KOHTpoIO B Poccuiickoit
®enepand, B COOTBETCTBUHM C 3aKOHOAATENbCTBOM Poccuiickoit dexpeparnuu, MexITyHApOIHBIMU
noroBopamu Poccuiickoit @enepanuu, B ToM yucie EAMHON KOHBEHIIMEW O HAPKOTHUUECKUX CPEACTBAX
1961 rona;

9) MCUXOTPOIHBIEC JIEKAPCTBEHHBIE CPEJICTBA - JIEKAPCTBEHHBIE MpemapaThl U (GapMaleBTUIECKUE
CyOCTaHIMH, COJEpKallie MCUXOTPOIHBIC BEIIECTBA M BKIIOYCHHBIC B llepeueHh HAPKOTHUECKUX
CPENCTB, ICUXOTPOINHBIX BEIIECTB M HMX IMPEKYypCOpOB, MOUIEKAIMUX KOHTpoO B Poccuiickoit
®enepanii, B COOTBETCTBUHM C 3aKOHOAATENLCTBOM Poccuiickoit dexpepanuu, MexTyHApOIHBIMHU
noropopamu Poccuiickoit @enepanun, B ToM unciie KoHBeHIMEH O NMCUXOTPOMHBIX BemecTBax 1971
roja;

10) pammodapmarieBTHUECKHE JIEKaPCTBEHHBIE CPEICTBA - JICKAPCTBEHHBIE CPEJCTBA, KOTOPHIE
COJIepKaT B TOTOBOM ISl UCTIOIB30BaHUS ()OpME OJMH PAJAUOHYKIIU] WIA HECKOIBKO PaIMOHYKIHIOB
(pamnoakTUBHBIX U30TOTIOB);

10.1) opuruHaIbHBIM JIEKApCTBEHHBIM TMpenapaT - JEKapCTBEHHBIM mpemnapar ¢ HOBBIM
JICUCTBYIOIIUM BEILIECTBOM, KOTOPBIM IMEpPBBIM 3apeructpupoBaH B Poccuiickoit denepanyu und B
WHOCTPAaHHBIX TOCYAAapCTBaX HAa OCHOBAHMU  PE3yJNbTAaTOB  JOKIMHUYECKUX  MCCIEIOBAHUMN
JEKapCTBEHHBIX  CPEJICTB M  KIMHUYECKMX  MCCIENOBAaHUM  JIEKAPCTBEHHBIX  IIPENapaToB,
MOJTBEPKIAIOUINX €Tr0 Ka4yecTBO, 3P(HEKTUBHOCTH U OE30MAaCHOCTD;

(m. 10.1 BBenen @enepanbHbIM 3aKk0HOM OT 27.12.2019 N 475-D3)

11) pedepenTHBII JeKapCTBEHHBII Npenapar - JeKapCTBEHHbIN MpernapaT, KOTOPbIH UCIOb3YyeTCs
IUIsl OLIEHKM OMO3KBHMBAJICHTHOCTU WJIM TE€PANEBTUYECKOIN SKBUBAJIEHTHOCTH, KauecTBa, 3()(heKTUBHOCTH
u  0e30macHOCTH  BOCIPOM3BEIEHHOIO  JIGKAPCTBEHHOIo  Iperapara WiId  OHOaHaJIOrOBOTO
(OuoronoOHOr0)  JeKapcTBEHHOTo  mpemnapata (Omoanamora). B kadectBe  pedepeHTHOTrO
JICKApCTBEHHOTO Tpemnapara Ui MEAULUMHCKOTO MPUMEHEHHMS HCHOJb3YeTCS OpPHUTHHAIBHBIN
JIEKapCTBEHHBIH Tpemnapar J1u00, ecir OpUTHHAJIBHBIN JIEKapCTBEHHBIN NpenapaT He 3aperucTpupoBaH
WIK He HaxoauTcsi B obopore B Poccuiickoit ®denepanyiv 1 He HAXOJAUTCS B 000POTE€ B MHOCTPAHHBIX
rocyJapcTBax, BOCIPOU3BEICHHBIA JIEKAPCTBEHHBIH IpenapaT Wid OnoaHanoroBblil (OMOIOIO0OHBIN)
JIeKapCTBEHHBIH Mpenapar (0MoaHaor), KOTOPbI NepBbIM 3apETUCTPUPOBAH U3 UUCIIA HAXOJAIIUXCS B
obopore B Poccuiickoit deneparyy, OMOIKBUBAJICHTHOCTh WJIM TepaleBTUYECKas HKBUBAJICHTHOCTD,
Ka4yecTBO, F3(PPEKTUBHOCTh U 0€30IaCHOCTh KOTOPOTO OICHWBAIKCH M0 OTHOUICHUIO K OPUTHHAIEHOMY
JIEKApCTBEHHOMY TIpenapaTy, a Takke KadecTBO, JS(P(EKTUBHOCTh M 0OE30MaCHOCTh KOTOPOTO
MOJITBEPKIAIOTCS pe3yIbTaTaMy (hapMaKoHaI30pa U IPOBEPOK COOTBETCTBUS JICKAPCTBEHHBIX CPEJICTB,
HaXOJALIMXCS B I'PakJaHCKOM 000pOTe, YCTAaHOBJIEHHbIM TpeOOBaHMAM K MX KadecTBY. B kauecTBe
peepeHTHOro JIeKapCTBEHHOI'O Iperapara /i BETEPUHAPHOIO MNPUMEHEHHS HCIHOJIb3YeTCs
JICKapCTBEHHBIM Mpenapar Ajs BETEPUHAPHOTO MPUMEHEHMs, 3aperucTpUpOBaHHBIA B Poccuiickoit
denepani Ha OCHOBAaHHM PE3YJIbTATOB JOKIMHUYECKHX MCCIIEOBAHUIN JICKAPCTBEHHBIX CPEACTB H
KIMHAYECKNX HCCIIEJIOBAaHUI JIEKAPCTBEHHBIX TMPENapaToB, IMOATBEPKAAIONIMX €ro  KadecTBO,
3¢ PEeKTUBHOCTH U OE30MTACHOCTH;
(n. 11 B pen. ®enepanpHoro 3akona ot 27.12.2019 N 475-D3)

12) BOCHIpOM3BENEHHBIM JIEKAPCTBEHHBIH TMpemapar - JIEKAPCTBEHHBIH Mpemapar i
MEIULMHCKOTO MPUMEHEHHS, KOTOPbI HMEEeT SKBHMBAJCHTHBIH pe(epeHTHOMY JIeKapCTBEHHOMY
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

rpenapary KaueCTBEHHBIM COCTaB M KOJIMYECTBEHHBIM COCTAB IEUCTBYIOIIMX BEIIECTB B SKBUBAJIEHTHOMN
neKapcTBeHHON (opme, T1OO0 JEeKapCTBEHHBIM Mpenapar Uil BETEPUHAPHOTO MPUMEHEHHUS, KOTOPHIMA
UMeeT Takuhe e, 4YTO U pedepeHTHBI JeKapCTBEHHBIH Iperapar, KadeCTBEHHBIH COCTaB U
KOJIMYECTBEHHBI  COCTaB JCHCTBYIONIMX BEIIECTB B TaKOM K€ JIEKapCTBEHHOW  (Qopme,
OMOPKBUBAJICHTHOCTh WM  TEpamneBTHYECKas HSKBHUBAJIEHTHOCTb KOTOPBIX COOTBETCTBYIOIIEMY
pedepeHTHOMY JIeKapCTBEHHOMY IpenapaTy MOATBEPK/IeHa COOTBETCTBYIOIUMU HCCIEAOBAHUSIMU;

(m. 12 B pen. denepansHoro 3akona ot 27.12.2019 N 475-D3)

12.1) TepaneBTHYECKasi SKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX MPETAPATOB - JOCTHKEHHE KIMHUUECKU
COIIOCTAaBUMBIX TepaneBTuyeckoro 3¢ddekra u mokaszarenelr 3¢ddekTuBHOCTH U 0E30MACHOCTH IPH
NPUMEHEHUH JIEKApCTBEHHBIX NPEnapaToB Uil MEAWIMWHCKOTO MPHUMEHEHHs, HWMEIOIIUX OJHO
MEXIyHapOJAHOE HEMATCHTOBAaHHOE (WM XUMHYECKOe, WM TPYNIUPOBOYHOE) HAWMMEHOBAaHUE, B
SKBUBAJICHTHBIX JO3WPOBKaX MO OJHUM W TEM )K€ IMOKAa3aHUSAM K NPUMEHEHHIO W TIPU OAMHAKOBOM
crioco0e BBEJICHHS Y OJJHOM U TOM ke TPYIIIbI OONBHBIX;

(n. 12.1 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

12.2) GuoananoroBslii (01MoM0100HBIN) JIEeKapCTBEHHBIN Mpenapar (0noaHasor) - OMOIOTHYeCKUi
JIEKapCTBEHHBIN TIpernapaT, CXOXHH IO TapameTrpaM KadecTBa, ((EeKTUBHOCTH M 0€30MacHOCTH C
pedepeHTHBIM OMOJIOTUYECKUM JIEKAPCTBEHHBIM IIPErapaToM B TAaKOW e JIEKapCTBEHHOH Qopme U
MMEIOIIUI UJICHTUYHBIHN c110cO0 BBEJICHNUS;

(m. 12.2 BBenen DPenepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-D3)

12.3) B3auMo3aMeHsIeMbIi JI€KapCTBEHHBIN MpernapaT - JEKapCTBEHHBIN MpenapaTr ¢ JOKa3aHHOU
TEPANEeBTUYECKON OSKBUBAJICHTHOCTHIO WIIM OHOIKBHBAJIIEHTHOCTHIO B OTHOIIECHUH pedepeHTHOTO
JIEKapCTBEHHOTO TIpernapara, UMEIOIINH SKBUBAJIEHTHBIE €My KaueCTBEHHBIM COCTAB U KOJIMYECTBEHHBIN
COCTaB JICUCTBYIOIIMX BEIIECTB, COCTAB BCIIOMOTATEIBHBIX BEIIECTB, JICKAPCTBEHHYIO (OPMY U CIIOCOO
BBEJIEHUS;

(m. 12.3 BBenen DenepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-D3)

12.4) OMOAPKBUBAJIEHTHOCTb JIEKAPCTBEHHBIX MPENapaToB - JIOCTUXKEHHE COMOCTaBUMBIX
II0Ka3aTeiel CKOPOCTH BCACBIBAHUS, CTEIIEHU MOCTYIUIEHUS K MECTY JIEHCTBUS M CKOPOCTU BBIBEJICHUS
OJIHOT'O WJIK HECKOJIBKUX 00J1afatomux (GapMaKoJIOrn4ecKoi aKTUBHOCTBIO JEHCTBYIOIINX BEIIECTB MPU
MPUMEHEHUH JIEKaPCTBEHHBIX IpEenaparoB Ui MEIUIUHCKOTO NPUMEHEHHUs, HUMEIOUIMX OJHO
MEXIyHapOJAHOE HENAaTeHTOBAaHHOE (WIM XUMMYECKOe, WJIM TIpPYyNIUPOBOYHOE) HAUMEHOBAaHUE, B
HKBUBAJIEHTHBIX JO3UPOBKAX M MPHU OJIMHAKOBOM CIIOCOOE BBEJICHHUS;

(. 12.4 BBenen denepanbHbiM 3ak0HOM OT 27.12.2019 N 475-03)

13) nekapCcTBEHHOE PACTUTEIILHOE CBHIPHE - CBEXKHE HIIM BBICYIICHHBIC PACTCHUS JIMOO WX YaCTH,
WCIIOJIb3YEMBbIC I TPOW3BOACTBA JICKAPCTBEHHBIX CPEICTB OPraHU3alUsSIMUA - TPOU3BOIUTEIISIMU
JICKApCTBCHHBIX CPCACTB HUJIKM HU3TOTOBJICHUS JICKAPCTBCHHBIX IMPEIIApaTOB allTCYHBIMU OpraHHU3alsIMU,
BETEPUHAPHBIMU ANTEYHBIMH OPTaHU3AIUSAMH, WHIUBUAYAIGHBIMU TPEANPHHUMATEISIMU, UMECIOIIUMHU
JIMIICH3HIO Ha ()apMalleBTUYECKYIO JICSTEIbHOCTB;

14) nexapcCTBEHHBIN PACTUTENBHBIN MpenapaT - JEKapCTBEHHBIN Ipenapar, NpOU3BEACHHBIN WU
M3TOTOBJIEHHBIN U3 OJIHOTO BUJA JIEKAPCTBEHHOI'O PACTUTEIBHOIO ChIPbs UM HECKOJIBKUX BUAOB TaKOI'O
CBIPBSI U pean3yeMblii B pac)acoBaHHOM BHJIE BO BTOPHUHOMU (TIOTPEOHUTENBCKOM) YITAKOBKE;

15) romeonarnyeckuil JeKapCTBEHHBIM Mpenapar - JeKapCTBEHHBIN Ipernapar, Mpou3BeACHHbIN
WIA HW3TOTOBJICHHBIH M3 (apManeBTHYECKOW CyOCTaHUMM WM (apMaleBTUYECKMX CyOCTaHIUI B
COOTBETCTBUM C TpeOOBAHUSAMHU OOIIMX (papMaKoNeHHbIX cTaTel K rOMEONAaTUYeCKUM JIEeKapCTBEHHBIM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

npenaparaM WIH B COOTBETCTBHHM C TPeOOBaHMSAMH (DapMakoIllel CTpPaHbl IMPOM3BOAMTEINS TaKOTO
JICKapCTBEHHOTO Mperapara;
(. 15 B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

16) MexIyHapoJHOE HEMAaTEeHTOBAHHOE HAMMEHOBAaHWE JIGKQPCTBEHHOTO  CpeACTBA -
HAaMEHOBAaHHE JICHCTBYIONIETO BeEmIeCTBa (HapMaleBTHUECKOW CyOCTaHIIMH, PEKOMEHIOBAHHOE
BcemupHoii opranuzanuei 34paBoOOXpaHeHUS;

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

17) ToproBoe HaMMEHOBAHME JIEKAPCTBEHHOI'O CPEACTBA - HAMMEHOBAaHUE JIEKAPCTBEHHOIO
CPEICTBa, IPUCBOEHHOE €ro pa3pabOTUMKOM, JepiKaTeleM MWIM BIIAJACIbIEM PErHCTPALIHOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOI'O TIpenapara;

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

17.1) rpynmupoBOYHOE HAMMEHOBAaHME JICKApPCTBEHHOIO IIpemaparta - HAaUMEHOBAaHUE
JIEKapCTBEHHOT'O MpernapaTa, He MMEIOLIEro MeXIyHapoJHOIO HEMaTeHTOBAHHOI'O HAMMEHOBAHUS, WU
KOMOMHAIMM JIEKapCTBEHHBIX NpEnapaToB, MCIOJIb3yeMOe B LIEISIX OOBEAMHEHHS UX B TPYIIy MHOJ
€MHbIM HAUMEHOBAaHUEM HCXO/I U3 OJAMHAKOBOI'O COCTaBa AEHCTBYIOLIMX BELLECTB;

(m. 17.1 BBenen ®PenepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-D3)

18) obmiast papmakornieiiHas CTaThs - TOKyMEHT, YTBEPKICHHBIN YIIOTHOMOYEHHBIM (eiepabHbIM
OpPraHOM HCIOJHMTENbHOM BJIACTH M COAEpKAIMN MepedyeHb MoKa3aTeneil kauecTBa U (MIM) METOJIOB
KOHTPOJISI KauyecTBa KOHKPETHOM JeKapCTBEHHON (OPMBI, JEKapCTBEHHOIO PACTUTENBHOTO ChIPhS,
BCIIOMOTATENIbHBIX BELIECTB, OMHCAHUS OHOJOTMYECKUX, OMOXMMHYECKHX, MHUKPOOHOIOIMYECKHX,
(U3NKO-XUMHYECKNX, (U3NYECKUX, XUMHUECKUX M JPYTUX METONOB aHajh3a JIEKAaPCTBEHHOTO
CPEJCTBA, a TaKKe TPeOOBaHUS K HCIOJb3YEMBbIM B LIENSAX NPOBEJACHUS JAHHOIO aHAIN3a PEaKTHUBaM,
TUTPOBAHHBIM PacTBOpPaM, UHIMKATOPaM;

(B pen. deaepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-03, ot 30.01.2024 N _1-D3)

19) c¢apmakoneiiHas cTaThsi - JOKYMEHT, YTBEP)KICHHBIM YIOJIHOMOYEHHBIM (enepaabHbIM
OpraHOM HCIIOJTHUTEJIBHOW BIACTU M COJACpIXKALIUN IIepedyeHb IOKa3aTeled KadecTBa U METOOB
KOHTPOJII ~ KayecTBa  JIGKAPCTBEHHOIO  CPEACTBA,  JIEKAPCTBEHHOIO  PACTUTEIBHOIO  CBIPbA,
BCIIOMOT'aTEJIbHBIX BEUIECTB;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

19.1) crangaptHBie 00pasIbl - BEIIECTBA, MOCPEICTBOM CPaBHEHUS C KOTOPBIMHU OCYIIECTBIISETCS
KOHTPOJIb KauecTBa MCCIEAYEMBIX JIEKapCTBEHHBIX CPEICTB C MOMOIIbI0 (U3UKO-XUMHUYECKUX U
OMOJOTMYECKUX METOJOB B IENSIX TMOATBEPKICHUS COOTBETCTBUS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM HOPMATHBHOW JOKYMEHTAIIMH, YCTAHOBJICHHBIM IMPHU OCYIIECTBICHHH T'OCYAapCTBEHHON
pEeTHCTpalii, W KOTOPBIE MPUMEHSIOTCS JUIsi KaTMOpPOBKH CTAaHAAPTHBIX OOpa3lOB MPOU3BOIUTEIIS
JIEKApCTBEHHBIX CPEJICTB, HMCIOJIB3YEMBIX JJII KOHTPOJISI KAadeCTBAa W HWHBIX IIeJIed Mpu OOpaiieHun
JIEKApCTBEHHBIX CPEJICTB;

(m. 19.1 BBenen PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

19.2) ¢apmakoneiHblii craHAapTHBI oOpas3en - CTaHAApTHBIM oOpasel, NPOU3BEICHHBIM B
COOTBETCTBUH C (hapMaKOIEHHON CTaTheH;
(m. 19.2 BBenen @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

20) HOpMaTHBHasi JOKYMEHTAIUsl - JOKYMEHT, COJEpXallui IepeueHb ONpeNessIeMbIX I10
pe3ysbTaTaM COOTBETCTBYIOIIMX OSKCIIEPTU3 IIOKA3aTeed KadecTBa JIEKAPCTBEHHOIO CPEACTBA JUIS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

MCIOUITUHCKOI'O IPUMEHCHUS, MCTOAOB KOHTPOJIS €T0 Ka4CCTBa U yCTaHOBHeHHLIﬁ €ro MpoOu3BOAUTECIICM,

21) HOpMaTHBHBIN JOKYMEHT - TOKYMEHT, COJEPKAIHM IIePEUYEHb ONPEEIIAEMBIX 110 pe3yIbTaTaM
COOTBETCTBYIOIIMX OJKCIIEPTU3 IIOKa3zaTened KadectBa M (WIM) METOJOB KOHTPOJS KauyecTBa
JeKapCTBEHHOH  (OpMBI, ONMHCAaHUS OHOJOTUYECKHX, OMOXMMHYECKHUX, MHKPOOHMOJIOTHUECKHUX,
(UBUKO-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 NOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTE€pUAJIOB, COCTOSIINHA W3
HECKOJIBKMX  Pa3/elioB -  JIOKYMEHTAllUM  aJMUHHUCTPATUBHOIO  XapakTepa, XUMHYECKOH,
(dapmareBTHYECKON W OMOJOTHYECKOW JOKYMEHTAIluu, (apMaKOJIOTHICCKOW, TOKCHKOJIOTHUSCKON
JIOKYMEHTAllMH, KIWHUYECKOW JOKYMEHTAIlMM M MPEICTABISEMbIA OJHOBPEMEHHO C 3asBICHUEM O
rOCYJapCTBEHHON pErucTpalyy JEKAapCTBEHHOIO IIpenapara JUuisi MEIULIMHCKOTO NPUMEHEHHUs B
(dbopMate, yCTAaHOBIIEHHOM YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPraHOM HUCIIOJIHUTENBHOMN BIIACTH;

(m. 21.1 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

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

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

24) 3¢ ¢eKTUBHOCTh JICKAPCTBEHHOTO Ipernapara - XapakTepUCTHUKA CTENEHH IMOJOKUTEIHLHOTO
BIMSIHUS JIGKAPCTBEHHOTO TWperapara Ha TEYEHHE, IPOJODKUTENFHOCTh 3a00JIeBaHUsI WM  €T0
MIpeI0TBpalleHIE, peaOdUINTalNIO0, HA COXPAHEHUE, IPEJOTBpAllleHNEe WIH ITpepbiBaHle OEPEMEHHOCTH;

25) cepust JIEKapCTBEHHOTO CPEJICTBA - KOJIMYECTBO JICKAPCTBEHHOI'O CPENICTBA, MPOU3BEICHHOE B
pe3yabTaTe OJJHOrO TEXHOJIOTMYECKOTO IIMKJIA €T0 MTPOU3BOIUTEIIEM;

26) perucTpalMoOHHOE yJI0CTOBEpEHHUE JIEKAPCTBEHHOI'O Ipernapara - 3alKuch B roCyl1apCTBEHHOM
peecTpe JIEKapCTBEHHBIX CPEACTB, MOATBEp)KIaromias (akT TOCYAapCTBEHHOM perucTpanuu
JIEKapCTBEHHOTO Tmpemapara, © (WIM) JOKYMEHT, TOATBEPXKIAOMUN (aKT TocyIapCTBEHHON
peructpanuu (perucTpalumn) JeKapcTBEHHOIO Mpenapara;

(. 26 B pen. enepanpHoro 3akona ot 30.01.2024 N 1-D3)

26.1) nepxxarenb WM Biajelel peruCTPAaMOHHOIO YAOCTOBEPEHNUS JICKapCTBEHHOI'O Ipenapara -
pa3pabOTUYMK JIEKAPCTBEHHOT'O CPEJICTBA, IMPOMU3BOJUTENb JIEKAPCTBEHHBIX CPEACTB MM HHOE
IOPUIMYECKOe JIMI0, 00Jajatoliee MpaBoOM BIIAQJCHUS PETUCTPALIMOHHBIM YyJIOCTOBEPEHHEM, KOTOPHIE
HECYT OTBETCTBEHHOCTb 3a Ka4eCTBO, 3()(hEKTUBHOCT U O€3011aCHOCTH JIEKAPCTBEHHOTO TIpENapara;

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

27) perucTpaloOHHbII HOMED - KOJI0BOE 0003HAYCHHE, PUCBOCHHOE JIEKAPCTBEHHOMY TIpenapary
IIPU €r0 TOCYAAPCTBEHHOW PEruCTPalluy UM PETUCTPALUU;
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

28) oOpamieHne JEKapCTBEHHBIX CpPEACTB - pa3paldoTKa, JOKIMHUYECKHE HCCIIeI0BaHUA,
KJIMHUYECKHE HCCIIEOBaHMsI, OJKCIEPTU3a, T[OCYJapCTBEHHAs pEerucTpanus WIM pPerucTpauus,
CTaHJapTU3alMs U KOHTPOJb KayecTBa, MPOU3BOJICTBO, U3TOTOBJIEHUE, XpaHEHHUE, NIEPEBO3Ka, BBO3 B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

Poccuiickyro ®@enepaunro, BbIBO3 U3 Poccuiickonn denepauuu, pekiama, OTIYCK, peanu3anus,
nepeaayda, IpUMEHEHUe, YHUUTOXKECHHUE JIEKAPCTBEHHBIX CPENICTB;
(B pen. @enepanbubix 3akoHOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N _1-P3)

29) cyOBeKkThl OOpamieHusi JIEKapCTBEHHBIX CPEACTB - (U3UYECKHE JIMIa, B TOM YHCIE
WHAUBUAYaIbHbIE TPEINPUHUMATENIN, U IOPUAUYECKHUE JIHIA, OCYLIECTBIISIIOIINE NEATEIbHOCTh MpHU
o0pallleHNH JIEKapCTBEHHBIX CPEJCTB;

30) pa3paboTUUK JEKapCTBEHHOT'O CPEJICTBA - OpraHu3alys, o0Jaaroas mpaBaMH Ha pe3yJIbTaThl
JNOKJIIMHUYECKUX  HCCIENOBAaHUM  JIEKAPCTBEHHOI'O  CPEJACTBA,  KIMHMYECKUX  MCCIEAOBAaHUMN
JIEKapCTBEHHOTO Mpenapara U (WIK) Ha TEXHOJIOIHIO IPOU3BOCTBA JIEKAPCTBEHHOIO CPEACTBA;

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

31) mpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB - ACATEIHHOCTH MO TPOW3BOJCTBY JIEKAPCTBEHHBIX
CPEJCTB OpPraHU3alUsIMH - MPOU3BOJUTEISAMU JIEKAPCTBEHHBIX CPEJICTB HA OJHOM CTaJNM, HECKOJIBKUX
WJIA BCEX CTaAUAX TEXHOJOTMYECKOIO MPOLECCA, a TAKKE M0 XPAHEHUIO U PeAIM3alMU ITPOU3BEICHHBIX
JIEKapCTBEHHBIX CPEJICTB;

31.1) mpou3BOCTBEHHAS TUIOMIA/IKA - TEPPUTOPHATEHO 000COOJICHHBI KOMIIEKC MPOU3BOIUTEIS
JIEKapCTBCHHBIX CPEJICTB, MPEJIHA3HAUCHHBIA IS BBIOJIHEHUS BCETO IMpollecca IPOU3BOJICTBA
JICKaPCTBCHHBIX CPEJICTB MJIHM €T0 OTPE/ICIICHHONW CTaIVH,

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

32) MMPOU3BOAUTEIIb JICKAPCTBCHHBIX CPEACTB - OpraHu3anus, OCYHICCTBJIAIONIaA MPOU3BOLACTBO
JICKApCTBCHHBIX CPCACTB B COOTBCTCTBUU C Tp€6OBaHI/I$IMI/I HaCTOAIICTO (I)C)lepaHLHOFO 3aKOHa,

33) dapmaneBTHUECKAS EATEIBHOCTD - ACSITEIBLHOCTD, BKIIOUYAIOIAs B C€0sl ONTOBYIO TOPTOBIIO
JIEKapCTBCHHBIMU  CPEJICTBAMH, WX XpaHEHHWE, TEPeBO3KYy © (WJIM) PO3HUYHYIO TOPTOBIO
JICKapCTBCHHBIMHU TIperapaTaMd, B TOM YHCJIC JHCTAHIMOHHBIM CIIOCOOOM, WX OTIYCK, XpaHCHHE,
MIEPEBO3KY, U3TOTOBJICHHE JICKAPCTBCHHBIX MTPEIapaToB;

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

34) opraHuzanMs ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMHU CPEACTBAMU - OpraHu3anus,
OCYIIECTBIISIIONIAsE ONTOBYIO TOPTOBIIO JIEKAPCTBEHHBIMU CPEJICTBAMH, WX XpaHEHUE, MEPEBO3KY B
COOTBETCTBHUH C TpeOoBaHMsIMH HacTosero denepanbHOro 3aK0Ha;

35) amreyHass opraHuzanus - OpraHu3alus, CTPYKTYpHOE TMOJpa3felieHue MEeIULIUHCKON
OpraHM3aliy, OCYLIECTBIIIIOIINE POSHUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMHU IIPENapaTaMH, B TOM YHCIIE
JUCTAHIIMOHHBIM ~ CIOCOOOM, XpaHEHHEe, MEepeBO3KY, H3TOTOBICHHE U OTIYCK JIEKAPCTBEHHBIX
IpernapaTtoB il MEJUIIMHCKOTO MPHUMEHEHMS B COOTBETCTBUHM C TpPeOOBAaHMSAMM HACTOSIIETO
denepanbHOro 3aK0Ha;

(B pen. ®enepanbHbix 3aKk0HOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N_105-D3)

36) BeTepuMHapHas anTe4YHas OpraHU3alWs - OpraHU3alus, CTPYKTYpPHOE IIO/pa3/elieHHe
BETCPHHAPHOW  OpraHU3alldd, OCYIICCTBISIOIIME  PO3SHUYHYIO  TOPrOBIIO  JIEKAPCTBEHHBIMH
npenaparamMd, B TOM YHCJIE JAUCTAaHIMOHHBIM CIIOCOOOM, XpaHEHHWE, HW3TOTOBJIEHHE U OTITyCK
JICKapCTBEHHBIX TpernapaToB il BETEPUHAPHOTO NPUMEHEHUS B COOTBETCTBUU C TPeOOBAHUAMHU
Hacrosuiero denepaabHOro 3aKOHA;

(B pen. ®exnepanbHoro 3akona ot 03.04.2020 N 105-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

37) ¢danbcupupoBaHHOE  JISKAPCTBEHHOE  CPEACTBO -  JIGKAPCTBEHHOE  CPEJCTBO,
COIIPOBOKIaeMOe JIOKHOM MH(OpMAIIHel 0 ero cocTaBe U (W) MPOU3BOJUTEIE;

38) HenoOpokauecTBEHHOE JIEKAPCTBEHHOE CPEICTBO - JIGKAPCTBEHHOE CPEICTBO, HE
COOTBETCTBYIOIIIEE TPeOOBAHMIM (papMaKOIEHHOW CTAaThU JINOO B ClIydae €€ OTCYTCTBHUS TPeOOBaHUSIM
HOPMATHUBHOM JIOKyMEHTAIIUU WK HOPMATUBHOTO JIOKYMEHTA;

39) koHTpadakTHOE JEKapCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEACTBO, HAXONAIIEEeCs B
000pOoTe ¢ HApYIIEHHEM I'PaXTaHCKOT'0 3aKOHOAATEIhCTBA;

40) [OKIMHHMYECKOE  HCCIENOBAaHUE  JICKAPCTBEHHOTO  CpPEACTBA -  OMOJOTHUYECKHE,
MUKPOOUOJIOTHYECKUE, UMMYHOJIOTHYECKIE, TOKCHKOJIOTHYECKUE, (hapMaKoIOTUYecKue, (Pu3mdecKue,
XUMUYECKUE U IPYTHUE UCCIETOBAHUS JIEKAPCTBEHHOT'O CPEJICTBA ITyTEM NMPUMEHEHUSI HAyYHBIX METOIOB
OIICHOK B IMENAX TOJY4YeHUs JOKa3aTeIbCTB OE30MacHOCTH, KadectBa W I(PPEKTUBHOCTH
JIEKApCTBEHHOT'O CPEJICTBA;

4]) KIMHWYECKOE HCCIeIOBaHHE JIEKAPCTBEHHOTO Ipenapara - H3yYeHHe JMarHOCTHYECKHX,
Je4eOHBIX, MPOPUIAKTUYECKHX, (PapMaKOIOTHYECKUX CBOIMCTB JIEKAPCTBEHHOT'O MpernapaTa B Ipolecce
€ro TMPUMEHEHUS y 4YelIOBeKa, >KUBOTHOTO, B TOM YHCIIE MPOIECCOB BCACHIBAHMSA, PACIPEICIICHUS,
HU3MCHCHHUA W BBIBCACHUA, IMYTEM IMPUMCHCHUA HAYYHBIX MCETOJOB OICHOK B HCJIAX IMOJIYUYCHUA
JI0Ka3aTesbCTB 0€30MacHOCTH, KadecTBa M 3(PQEKTUBHOCTH JIEKAPCTBEHHOIO Ipemnapara, AAHHBIX O
HEXKENIATEIbHBIX PEAaKIUSAX OpraHu3Ma YeJIOBEKa, J>KMBOTHOTO HA IPHMEHEHHE JIEKapCTBEHHOTO
npenapara U 00 3pQexre ero B3aMMOJCHCTBHS C APYTMMH JICKAPCTBEHHBIMH IperapaTaMu U (WIIN)
MUILEBBIMU IPOAYKTaMH, KOPMaMH;

42) MHOTOLICHTPOBOE KJIMHUYECKOE MCCIIEIOBAHUE JIEKAPCTBEHHOIO Mpernapara JJisi MeIUIUHCKOTO
MPUMEHEHUS - KJIMHUYECKOE HCCIIeIOBaHWE JICKapCTBEHHOIO TMpernapara id MEIUIIMHCKOTO
MIPUMEHEHHUS, TPOBOAUMOE Pa3pabOTYMKOM JIEKaPCTBEHHOI'O Iperapara B JByX U Oosiee MEAMIIMHCKHUX
OpraHu3alysIX M0 eAUHOMY MPOTOKOIY KIMHHYECKOr0 UCCIIEJOBAaHUS JIEKAPCTBEHHOT'O IIperapara;

43) MexIyHapOJIHOE MHOTOIEHTPOBOE KIMHHUYECKOE HCCIENOBAHHME JIEKAPCTBEHHOTO IMpernapara
JUISL MEIULMHCKOTO TPUMEHEHMSI - KIMHUYECKOE HCCIEOBaHUE JIEKAPCTBEHHOTO Ipenapara i
MEIUIIMHCKOTO MPUMEHECHHS, TPOBOANMOE Pa3padOTIMKOM JIEKAPCTBEHHOTO MperapaTra B pa3iIMuHbIX
CTpaHax I10 eIMHOMY IIPOTOKOJY KIIMHUYECKOTO UCCIIeI0BAaHUS JIEKAPCTBEHHOTO Mpernapara;

44) TOCTpEruCTpPAllMOHHOC KIMHUYECKOE WCCIICIOBAaHUE JIGKQpCTBEHHOTO TIperapara s
MEIUIIMHCKOTO TMPUMEHEHHUsI - KIMHUYECKOE MCCIe0BaHUEe JIEKApCTBEHHOrO Ipemapara s
MEIHUIIMHCKOTO MPUMEHEHUS, IPOBOJAUMOE MTPOU3BOJUTENEM JIEKAPCTBEHHOTO MpernapaTa, Tpaxk 1aHCKUN
000pOT KOTOPOTO OCYIIECTBISETCS TOCTE TOCYIapCTBEHHONW PETHCTPAIMK WM PETUCTPAIMU, B IENIAX
JIOTIOJTHUTEIHHOTO cOOpa JaHHBIX O €ro 0e30MacHOCTH U d(PPEKTUBHOCTH, PACHIMPEHUS MMOKA3ZAHUHA K
MPUMEHEHHIO JTAHHOTO JIGKAPCTBEHHOTO Tpernapara, a TaKXKe BBISBICHUS HEXeJATeIbHBIX peaKinui
MAIMEHTOB Ha €To JICHCTBHE,

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

45) wuccnenoBaHue OMOPKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O IIpernapara - BHUJA KIMHHUYECKOTO
HCCIIE0BAHMs JICKAPCTBEHHOIO IIperapara, IIPOBEACHUE KOTOPOIO OCYILECTBIIACTCS I ONPENCIICHUS
CKOPOCTH BCAChIBaHUS M BBIBEJCHHS OJHOTO MJIM HECKOJBKUX OO0JIAZaomuX (apMaKoIOTHIeCKOM
AKTUBHOCTBIO JCHCTBYIOIIMX BELIECTB, KOJIMYECTBA JIEKAPCTBEHHOIO IIpemnapara, JOCTHUIAOIIEro
CHUCTEMHOI'O KPOBOTOKa, U Pe3yJbTaThl KOTOPOTO MO3BOJISIIOT CHENaTh BHIBOJ O OMO’KBHBAJIECHTHOCTH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

BOCITPOHM3BEICHHOTO JIEKAPCTBEHHOTO Nperapara B ONpeIeIEHHbIX JIEKAPCTBEHHON (OpMeE U JJO3UPOBKE,
COOTBETCTBYIOIIUX (hOpME U JO3UPOBKE pehepeHTHOro JIEeKapCTBEHHOTO MTpernapara;
(1. 45 B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

46) wuccrnenoBaHUE TEpPANEBTUYECKONW OSKBUBAJICHTHOCTH JIEKAPCTBEHHBIX IIPENapaToB - BHJ
KITMHAYECKOTO UCCIIEIOBAHMS JICKAPCTBEHHBIX MPEMapaToB, MPOBEACHNE KOTOPOTO OCYIIECTBIISIETCS /IS
BBISIBJICHUS] OIMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX IPEMApaTOB OINPEACICHHON JIEKapCTBEHHOH (HOPMBI,
a TaKKe HAIMYMs OJMHAKOBBIX IOKa3zareneil Oe3omacHOCTH M S(QPEKTHBHOCTH JIEKapCTBEHHBIX
MPernapaToB, OJJUHAKOBBIX KIMHUYECKHX 3()(PEKTOB Npu UX NPUMEHEHHH;

47) IpOTOKOJ KIMHUYECKOIO MCCIIEOBAHUS JIEKAPCTBEHHOI'O IIperapara - JOKYMEHT, B KOTOPOM
OTIPENIENIAIOTCS EJH, (POPMBI OPTaHU3ALUN W METOJIOJIOTHS MPOBEIACHUS KIMHUYECKOTO HUCCIICIOBAHMS,
CTAaTUCTHUYECKHE METOAbl O0OpabOTKH pe3yJbTATOB TAKOTO HCCIIEIAOBAHUS U MEphbl MO OOECIEYEHUIO
0e30macHOCTH (U3NYECKUX JIMI, YYacTBYIOIIMX B KIMHUYECKOM HCCIEIOBAaHUU JIEKAPCTBEHHOTO
npernapara;

48) 6p0m10pa HCCIICAOBATCIIA - CBOAHOC U3JIOKCHUC PE3YJIbTATOB JOKIIMHUYCCKOTI'O UCCIICAOBAHUA
JICKApCTBCHHOTO CpCACTBA MU  KIMHHUYCCKOI'O HCCICAOBAHUA JICKAPCTBCHHOI'O IIperapara I
MCIUIIUHCKOI'O IPUMCHCHUA

49) uH(pOpMalMOHHBIN JHMCTOK MalUEHTa - JOKYMEHT, B KOTOPOM COJEp>KaTcsi B JOCTYIHOMH
¢dopme cBeNeHMs, KacarolluMecss MPOBOAMMOIO KJIMHUYECKOTO MCCIEJOBAHUS JIEKAPCTBEHHOTO
npenapara, ¥ B (opMe 53JIEKTPOHHOTO JOKYMEHTA, MOAMMCAHHOIO MAaleHTOM (€ro 3aKOHHBIM
NPEJCTaBUTENIEM) C HCIOJIb30BAaHUEM YCHJICHHOH KBaJM(UIIMPOBAHHOW SJIEKTPOHHON MOANMHUCU WU
MPOCTOM 3JIEKTPOHHOM MOANUCH TOCPEACTBOM IPHUMEHEHHs €IUHON CHCTEMbl WACHTH(PHKAIUUA U
ayTeHTH()UKALWK, U TI0 JKEJTaHUIO TAlMeHTa B MUCHbMEHHOW (hopMe TOOPOBOIBHOE COTJIacHe MalueHTa
Ha y4acTHe B KIMHUYECKOM HCCICNOBAaHUU JICKAPCTBEHHOIO IIpenapara IIOCJIe O3HAKOMIICHHS C
O0COOEHHOCTSIMM  KJIMHUYECKOTO HCCIEIOBaHMSA, HMEIOIIMMHU 3HA4YE€HUE JJIs BBIPAKEHUS TaKoro
COIJIacHs;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

50) mobOouHOEe [EHCTBHE - peaklus OpraHW3Ma, BO3HUKIIAS B CBSI3M C TPUMEHEHUEM
JIEKApCTBEHHOT'0 TMperapaTa B J03aX, PEKOMEHIYEMBIX B HMHCTPYKIHMHM IO €ro MPUMEHEHHUIO, s
MPOPUITAKTHKH, THATHOCTHKH, JICUCHUS 3a00JI€BaHUS WU )1 PEaOMIIUTAIINH;

50.1) HexenareibHas peaklus - HENpEAHAMEPCHHas HeOJIaronpusATHAs PEaKIHs OpPraHu3Ma,
KOTOpast MOXKET OBITh CBsI3aHA C IPUMEHEHUEM JICKAPCTBEHHOTO Mperapara;
(m. 50.1 BBenen PenepanbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

51) cepbe3Has HexenaTelbHas pPEaklUMsl - HEXKeJaTeslbHas peaklMs OpraHu3Ma, CBSI3aHHAs C
MIPUMEHEHUEM JIEKapCTBEHHOTO Ipernapara, MpUBEIIIas K CMEPTH, BPOKICHHBIM aHOMAJIUSAM WU
MOpOKaM pPa3BUTHUS JMOO TMpejacTaBisiomas co0oil yrpo3y KW3HM, TpeOyrolias rOCIHUTaIN3aluu WIn
MpUBEALIAs K CTOUKON yTpaTe TPYI0CIIOCOOHOCTH U (M) UHBAJIUAHOCTH;

52) HCIIPECABUACHHAA HCKEJIIATCIbHAA PCAKLUA - HCKCIIATCIIbHAA PCAaKUHA OpraHu3Ma, KOTOpas
CBs3aHa C MNPUMCHCHHUCM JICKAPCTBCHHOI'O IIpCIlapaTa B 1J03aX, PCKOMCHAYCMBIX B IIPOTOKOJIC C€ro
KIMHUYCCKOIro HMCCJIICAOBaHMA, 6p0m10pe ucciacaoBarciisi, Wid C IMIPUMCHCHHUEM JICKAPCTBCHHOI'O
npemnapara B A03aX, PECKOMCHAYCMBIX B HHCTPYKIHMU IO €ro HNpUMCHCHHIO JIA HpO(l)I/IJ'IaKTI/IKI/I,
JUArHOCTUKH, JICUCHUA 3a00JIeBaHUs WU MeJIPIIII/IHCKOfI pea6HJmTau1/m nmanyueHTra, U CYNIHOCTD,
TSDKECTh HIIM HCXO0/[ KOTOpOﬁ HE COOTBETCTBYCT I/IH(bOpMaI_II/II/I 0 JICKapCTBCHHOM IIp€riapare,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

CoJiepKaleiicss B TPOTOKOJE €ro KIMHUYECKOTO HCCIIEOBaHUs, OpOIIOpEe HCCIeI0BaTeNsl WM B
WHCTPYKIIUU TIO TPUMEHEHUIO JIEKAPCTBEHHOTO TIperapara;
(. 52 B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-D3)

52.1) ¢dapmakoHaa30p - BUJ JESATEIBHOCTH 10 MOHMTOPHUHTY 3()PEKTUBHOCTH U 0€30MacHOCTH
JIEKapCTBEHHBIX  IpEenapaToB, HANpPABIECHHBIM Ha BBIABIECHUE, OLEHKY U NPEIOTBpALICHHE
HE)XeJaTeNbHbIX MOCIEICTBUNA IPUMEHEHHUS JIEKAPCTBEHHBIX MPENapaToB;

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

52.2) nnaH ympaBlieHUs PUCKaMHU - MOJAPOOHOE OIMUCAaHWE MEpONpUATHH Mo (apmakoHaa30pY,
HaIIPaBJICHHBIX HA BBIABICHHUE, OLEHKY U MPEIOTBPALEHUE WIM MUHUMHU3ALMIO PUCKOB, CBSI3aHHBIX C
JIeKapCTBEHHBIMH ITperapaTaMu, BKIF0Yast OIEHKY 3()(PEeKTUBHOCTH TaHHBIX MEPOIPHUSATHI;

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

53) peuent Ha JICKAPCTBEHHBIM MpernapaT - MEIUIMHCKHN JIOKYMEHT YCTaHOBJICHHOW (OpPMBI,
coJepXkaliiil Ha3HAYeHHUE JIEKapCTBEHHOrO MpernapaTta s MEIULIMHCKOTO NPUMEHEHMs], BbIJAHHBII
MEJUIIMHCKUM PaOOTHUKOM B IENSIX OTIMYCKa JIGKAPCTBEHHOTO Tperapara WiId €ro M3TOTOBICHUS U
OTIIycKa Ha OyMa)KHOM HOCHTENEe WM C COIJIaCHs MAIMeHTa WM €ro 3aKOHHOTO TPEACTAaBUTENS B
(dbopme AITEKTPOHHOTO JOKYMEHTA, MOIMUCAHHOTO C UCIIOIb30BaHUEM YCHIIEHHOW KBATM(UITMPOBAHHOM
ANEKTPOHHON TMOAMMCH MEAMIMHCKOTO pabOTHHKA, JIMOO JOKYMEHT YCTaHOBJIEHHOW (QOPMBI,
coJepKallvil Ha3HAUYEHHE JIEKAPCTBEHHOI'O IMperapara Jjs BETEPHUHAPHOIO NPUMEHEHUS, BbIJAHHBII
CHEIMATMCTOM B OOJIAaCTH BETEPHUHAPUU B IENSIX OTIYCKa JIEKApCTBEHHOTO IIpernapaTa WM ero
W3TOTOBJICHHUSI M OTIycka Ha OyMa)kHOM HOCUTENE WU C COIJIACHs BIAJENbIla >XKHBOTHOTO WIIU
3aKOHHOTO TMPEJCTABUTENs BJaJeiblia KUBOTHOTO, O(MOPMIICHHBIA B JJIEKTPOHHOW (opme cC
WCTIOJNB30BaHUEM  (hefepallbHOW  TOCYAAapCTBEHHOW  HMH(POPMAIMOHHOW CHCTEMBI B  001acTH
BETEpUHAPUH;

(B pen. ®enepanbHbix 3aKk0HOB OT 29.07.2017 N 242-D3, ot 02.08.2019 N 297-®3, ot 30.12.2021 N
463-03)

54) tpeGoBaHME MEIUIIMHCKOM OpraHU3alllM, BETEPUHAPHON OpraHU3allMi WM OpraHU3aLUU
(VHIMBHUIYabHOTO  NPEAIPUHUMATENS), OCYLIECTBIAIOIIEH  (OCYIIECTBISIOLIET0)  pa3BEACHHUE,
BBIpAIlMBaHUE W COJEpP)KAHWE >KUBOTHBIX, - JOKYMEHT YCTaHOBJICHHOW (DOPMBI, KOTOPBIH BBHITHCAH
MEIUIMHCKUM paOOTHUKOM WJIM CIIEHUAINCTOM B 00JIaCTH BETEpUHAPHUM, UMEIOIIMMH Ha 3TO MpaBo, U
COJICP’)KUT B NMHUCbMEHHOM (popme ykazaHUE anTeuyHOl OpraHu3ally WIA BETEPUHAPHON anTe4yHOMN
OpraHm3aiuu o0 OTMYCKE JICKApCTBEHHOTO Mperapara WM O €ro M3TOTOBJICHHWU U 00 OTIyCKe s
obecrieyeHus: JeueOHOro mpolecca B MEIUIIMHCKON OpraHU3alliy, BETEpUHAPHOW OpraHM3aliy WK B
opranuzanu  (MHAUBUIYAJIbHBIM  MPEANPUHUMATEIEM), OCYLIECTBISIOMEH (OCYIIECTBIISIONINM)
pa3Be/ieHUEe, BbIpALLIMBAHUE U COACPKAHUE KUBOTHBIX;

(. 54 B pen. @enepanpuoro 3akona oT 30.12.2021 N 463-D3)

55) KOMIUIEKCHasE OIleHKa JIGKapCTBEHHOTO Tperapara - OIEHKa 3aperucTPUPOBAHHOTO
JIEKapCTBEHHOT'O MIperapaTa, BKIoUaroas B cedst anann3 nHGOpMaIluu O CPaBHUTENEHON KIIMHUYECKOM
3¢ (dekTUBHOCTH M 0€30MacHOCTH JEKApCTBEHHOTO Tperapara, OIEeHKY SKOHOMHYECKUX MOCIeICTBUN
€ro NMPUMEHEHHUsI, U3yUCHHUE JOMOTHUTEIbHBIX MOCIEICTBUI MPUMEHEHUS JIEKAPCTBEHHOIO Tperapara B
LEeNAX TPUHATUS PEIICHUH O BO3MOXHOCTH BKIIIOUEHHS JICKAPCTBEHHOTO IMpenapara B IEepeUYeHb
KU3HCHHO HEOOXOIUMBIX W BAXHEHIIHNX JICKAPCTBEHHBIX MPEMapaToB, HOPMATUBHBIC MMPABOBHIE aKThI U
WHBIE JOKYMEHTBI, OIIPEICIISIONINE MOPSAI0K OKA3aHHS MEIUITUMHCKON TOMOIIH, WJIM UCKITFOYCHHS €ro U3
yKa3aHHBIX MIEPEYHs, aKTOB U JJOKYMEHTOB;

(. 55 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

56) cucTeMa MOHHMTOPWHTA JBW)KCHUS JIGKAPCTBEHHBIX TNPENapaToB Uil MEIUIIMHCKOTO
npuUMeHeHus - (QenepanbHas TOCyJapCcTBeHHas WHGOPMAIMOHHAS CHUCTEMa MOHUTOPHHTA JBYKEHUS
JIEKapCTBCHHBIX MPEMapaToB I MEIUIUHCKOTO MPUMEHEHHS OT MPOU3BOJUTENS JO KOHEYHOTO
MOTPEOUTENST C WCIOJNB30BAHHEM B OTHONICHHM JICKAPCTBEHHBIX MPEMApaToB IS MEIUIMHCKOTO
MIPUMEHECHHS CPEJICTB UACHTH(DHKAITIH.

(. 56 BBenen denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

Mnasa 2. MOJIHOMOYUA PEAEPAJIbHLIX OPTAHOB VICI'IOJ'IHVITEJ'II:HQI?I
BITACTU, UCNOJIHUTENbHBLIX OPFTAHOB CYBBEKTOB POCCUNCKOU
PEAOEPALIUU NMPU OBPALLEHUN NEKAPCTBEHHbIX CPEOCTB
(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

Crtatba 5. MonHomouus deaepanbHbIX OPraHOB MCNOMHUTENbLHOW BRacTu npu
o6palleHUmn NneKapCcTBeHHbIX CPeacTB

K mnomHomoumsiM  ¢enepaqbHBIX OpPraHOB HWCHOJHHUTENBHOM BJIAcTH MpH  OOpameHun
JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCS:

1) mpoBenenue B Poccuiickoit denepanuu €IWHONH TOCYJapCTBEHHOW TOJUTUKH B 00JacTH
obecrnieveHus JeKapCTBEeHHBIMU MpenapaTtaMu rpaxaan B Poccuiickoit @enepanmu;
(B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2) yTBepxkAeHHME o0OmMX (QapMakomneWHbIX cTared, (apmakonmelHHbIX CcTared, u3JaHue
rOCyJapCTBEHHON (apmakomen, co3JaHWe | BeACHHWE peecTpa (apMaKOMEWHBIX CTaHIAPTHBIX
00pastos;

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

3) ocyuiecTBieHHe (erepaabHOro COCYIAPCTBEHHOIO KOHTPOS (Haa3opa) B cdepe oOpalieHus
JIEKapCTBEHHBIX CPE/ICTB;
(B pen. @enepanbHbix 3aK0HOB OT 25.06.2012 N 93-D3, ot 11.06.2021 N _170-D3)

4) NWIEH3UPOBAHUE TMPOU3BOJICTBA JIGKAPCTBEHHBIX CPEJACTB, B TOM uYuCie (enepaabHbIid
TOCYJIapCTBEHHBIN JIMIICH3UOHHBIN KOHTPOJIb JEATETLHOCTH IO TPOU3BOICTBY JICKAPCTBEHHBIX CPEJICTB,
MePUOIMYECKOE TTOATBEPKICHNE COOTBETCTBUS JIMIICH3UWATA, UMEIOIETO JUIICH3UI0 Ha MPOU3BOJICTBO
JIEKapCTBEHHBIX CPEICTB, U (papMaleBTUUECKON NEATETHHOCTH B COOTBETCTBHH C 3aKOHOMATEILCTBOM
Poccuiickoit denepanuu;

(B pen. ®enepanbHoro 3akona ot 11.06.2021 N 170-D3)

5) opraHu3zanusi SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB, 3TUYECKOM 3KCHEPTU3bI BO3MOXKHOCTH
MPOBEJICHUS]  KIMHUYECKOTO MCCIEJOBaHUS JIEKQPCTBEHHOTO TIpemapara i MEIULUHCKOTO
IPUMEHEHMS, DSKCIEPTU3bl JIOKYMEHTOB, [PEJICTaBJICHHBIX U1  OIpPECNICHUs BO3MOKHOCTH
paccMaTpuBaTh JICKApCTBEHHBIN Ipenapar Ajis MEAMLMHCKOTO NMPHUMEHEHHs B KauecTBe Op(aHHOIO
JIEKapCTBEHHOI'O IIpernapara;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N _1-P3)

5.1) opraHu3anusi MPOBEIEHUS KOMIUIEKCHON OIICHKM JIEKapCTBEHHOI'O Ipernapara B IIENsiX
MIPUHATHS PEUIEHUH O BO3MOXXHOCTH BKJIIOUEHHS JIEKAPCTBEHHOIO IperapaTa B [EPEUYEeHb KM3HEHHO
HEOOXOJMMBIX M BAaXHEHIIMX JICKApPCTBEHHBIX IpPENapaToB, HOPMATHUBHBIE IPABOBBIC AKTHI U HHbBIE
JOKYMEHTBI, OIpENesSoNe MOPSAAOK OKa3aHUs MEIUUMHCKOM INOMOIIM WIM HCKIIOYEHHUS €ro u3
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

yKa3aHHBIX MIEPEYHs, aKTOB U JJOKYMEHTOB;
(m. 5.1 BBeneH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6) BbIJaua paspelIeHUd Ha MPOBEACHHE KIMHUYECKUX MCCIIEIOBAHUN JIEKApCTBEHHBIX
MPENapaToB, BEJICHHE PEECTpa BBIJAHHBIX PA3PCIICHUN HA MPOBEACHUE KIMHUYECKUX HCCIICIOBAHUUN
JIEKapCTBEHHBIX MPEMAPATOB;

7) rocynapcTBEHHAas pETUCTpalusi JIEKApCTBEHHBIX IpPENaparoB, BEIEHUE TOCYIapCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPEJICTB;

7.1) peructpauusi, MOATBEP)KICHUE pPErHCTpaluu (TepeperucTpanys), BHECEHUE H3MEHEHUH B
PEruCTPallMOHHOE OChE, a TAK)KE IIPOBEICHUE IPOLENYP, CBI3aHHBIX C PETUCTPALIUEH, B COOTBETCTBUU
C YTBEpPKJIECHHbIMU EBpa3niicKOl 3KOHOMHYECKOW KOMHMCCUEN IPABUIAMU PETUCTPALMU U 3KCIEPTU3bI
JIEKapCTBEHHBIX CPEJACTB JUISI METUIIMHCKOTO NMPUMEHEHHS] M [PaBUJIAMU PETyJIUPOBAHUS OOpaIleHUs
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB HA TAMOKEHHOW TeppuTOopuu EBpa3suiicKOro 3KOHOMHYECKOIO
COH03a;

(m. 7.1 BBenen denepanbabiM 3akoHOM OT 30.01.2024 N 1-D3)

7.2) mpencrtaBieHHMe  MHQOPMALMU O  PETHCTPALMH, HOATBEPXKICHHH  PErHCTPALUU
(mepeperucTpanuu), BHECEHUHM HM3MEHEHUI B pPEruCTpPallMOHHOE J0Che, a TaKkKe O Mpoueaypax,
CBA3AHHBIX C perucrpanuedi, B EBpa3suiCKyr0 5KOHOMHYECKYH) KOMHCCHI) C HCIOJIb30BAHUEM
MHTETrPUPOBAHHON MH(OPMALIMOHHOHN cucTeMbl EBpa3uiickoro SKOHOMHUYECKOT0 COK03a B COOTBETCTBUU
C yTBepKAeHHbIMU EBpa3uiickoli 3KOHOMHMYECKOW KOMHUCCHEH HOpSAAKOM (POPMHUPOBAHMS U BEICHHS
€IMHOTIO PpEeecTpa 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBPasuilcKOro 3KOHOMHYECKOIO
COI03a M [PAaBWIAMH pETYJIHMPOBAHHUS OOpalleHus BETCPUHAPHBIX JICKAPCTBEHHBIX CPEJICTB Ha
TaMOXXEHHOM TeppuTOprun EBpa3HiiCKOro ’KOHOMHUYECKOTO COK03a;

(. 7.2 BBenen ®enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7.3) yTBEp)KICHHE IOpsJIKA NMPUOCTAHOBIICHUS JCHCTBUS PETUCTPAIMOHHOTO YJAOCTOBEPEHUS
JEKapCTBEHHOTO TMpenapara WM OrpaHUYeHHUs TMPUMEHEHHS JIeKapCTBEHHOTO Ipemapara Juis
MEJIUIMHCKOTO TMPUMEHEHUS B CiyyasX, MpeAyCMOTPEHHBIX YTBepxkAeHHbIMH EBpasuiickoit
SKOHOMHUYECKON KOMHCCHEH MpaBUIaMU PErucTpallud M HKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB IS
MEJIMIIMHCKOTO TPUMEHEHHS, W BO30OHOBJIEHUS JCHCTBUSA PETHCTPALIMOHHOTO YJIOCTOBEPECHHS
JIEKApCTBEHHOTO TIperapara MW CHATHS OTpaHWYCHHS MPUMEHEHHUs JIEKapCTBEHHOTO Tperapara s
MEJIUIIMHCKOTO MPUMEHCHHS;

(m. 7.3 BBeneH denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

8) opranuzanus U (WIH) MPOBEJACHUE MHCIIEKTUPOBAHUS CYOBEKTOB OOpallieHusl JTEeKapCTBEHHBIX
CpPEACTB Ha COOTBETCTBUE YTBEPKICHHBIM EBpa3uilCKOW SKOHOMHYECKOW KOMMCCUEW IpaBHJIAM
HaJIeXkKaIed J1abopaTOpHON MPAKTUKH, MPaBUIAM HaJIeXkKalleld KIMHUYECKOW TMPAKTHKHU, MPAaBHIAM
HaJyIeKaIed JUCTPUOBIOTOPCKON MPaKTHKW, MpaBHJIAM HaJIeKalleld MpakTHKUA ¢dapMakoHAI30pa, a
TaK)K€ YTBEPXKJCHHBIM YIIOJIHOMOYEHHBIMU (pellepaJbHBIMM OpraHaMu HCIHOJHHUTENIBbHOM BlacTH
MpaBUjIaM HaJUIeKallel anTeYHO! MPAaKTUKH, IPABUIIAM XPaHEHUs JIEKAPCTBEHHBIX CPEICTB;

(n. 8 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

8.1) opranuzamnus u (W) MPOBEJCHUE WHCIIEKTUPOBAHUS CyOBEKTOB 00palleHHs JIEKapCTBEHHBIX
CPEJCTB HAa COOTBETCTBUE TPEOOBAaHUSAM MIpPaBUJ HAJJIEKAIIEH MPOU3BOJCTBEHHOW NMPAKTHKH, BbLIaya
3aKJIIOYEHUH O COOTBETCTBUM MPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TpPeOOBAaHUSM MPABHI
Ha/IIeKallel Ipou3BOJCTBEHHOM IPAKTUKH;

(m. 8.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

8.2) ycTaHOBIEHHE TMOpSAIKAa BEACHHUS U BEJIEHUE TOCYAapCTBEHHOTO peecTpa 3aKIIoueHUil o
COOTBETCTBUHM TPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMAM [pPaBUI  HaJUIeXKalleH
IIPOU3BOJCTBEHHO! IIPAKTUKY;

(. 8.2 BBeneH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

9) rocymapCTBEHHas pETHUCTpalisi TMPEACIbHBIX OTMYCKHBIX II€H TPOW3BOJAUTENEH Ha
JIeKapCTBEHHbIC Npernaparbl, BKIIOYCHHBIC B [EPEYCHb >KM3HEHHO HEOOXOIUMBIX M BAKHEHIINX
JIEKapCTBEHHBIX MpENapaTroB, W BEICHUE TOCYJapCTBEHHOTO peecTpa MpeelbHBIX OTIYCKHBIX II€H
MIPOU3BOIUTENEH Ha JIeKapCTBEHHbIE MpenapaThl, BKIIIOUYCHHbIE B NEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BAKHEHIIINX JICKAPCTBEHHBIX IIPENIapaTOB;

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

9.1) cornmacoBaHue TPOEKTOB PEIICHUI WCIOJHUTEIBHBIX OpraHoB cyObekToB Poccuiickoi
Oenepanyii 00 yCTaHOBJIEHUHM M (WJIM) M3MEHEHUM IMPEAETbHBIX pa3MEpPOB ONTOBBIX HAJA0aBOK U
MpeebHBIX Pa3MepPOB PO3HUYHBIX HAA0aBOK K (DaKTUYECKUM OTITYCKHBIM II€HaM, YCTaHOBIECHHBIM
MIPOU3BOJIUTENISIMU JIEKAPCTBEHHBIX IpPENapaToB, Ha JICKApCTBEHHbIC Ipemnaparbl, BKIIOYCHHBIC B
NEpCUYCHDb JKU3HCHHO H€O6XOIII/IMBIX 1 BaKHEHIIINX JICKAPCTBCHHLIX IIPCIIaPaATOB;

(m. 9.1 BBenen PenepanbHbiM 3akoHOM OT 13.07.2015 N 241-03; B pen. denepanbHOro 3aKkoHa OT
08.08.2024 N 232-03)

10) Bblmava, YCTaHOBICHHWE MOPSIKAa BBIJAYM pPa3pelICHUs HAa BBO3 KOHKPETHOW MapTHH
JIeKapCTBEHHOTO cpezcTBa B Poccuiickyro @enepanmio;
(n. 10 B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-D3)

10.1) Bbgaya, ycTaHOBIICHHE TOPSIIKA BBIIAYM U (JOPMBI IOKYMEHTA, KOTOPBIH MMOITBEPKAAET, YTO
MIPOM3BOJICTBO JIEKAPCTBEHHOI'O TMpenapara s MEAULHUHCKOIO IPUMEHEHUS OCYILECTBICHO B
COOTBETCTBUM C TpeOOBaHMSAMHU MpaBUI HaAJeXalled MPOU3BOJCTBEHHOM NPAKTHUKU WM 4YTO
JIEKapCTBEHHbIM Mpenapar [uis BETEpPUHApHOIO NMPUMEHEHMs JOoMylleH K oOpaimeHuto B Poccuiickoit
®denepanuy, ¥ MOJUIEKHUT MNPEACTABICHUIO MO TPeOOBAHMIO YIOJHOMOUYEHHOIO OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN IIpETapar;

(n. 10.1 BBenen PexnepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-@3; B pen. denepaibHOro 3akoHa OT
02.08.2019 N 297-®3)

10.2) BbI1aua, yCTaHOBJICHUE MOPSJIKA BBIAAYM U (DOPMBI JOKYMEHTA, COJIEPIKAIIET0 CBEICHUS O
CTaZuAX TEXHOJOTMYECKOro Ipolecca MPOU3BOJACTBA JIEKAPCTBEHHOIO CPEICTBA IS MEIULIUHCKOIO
IIPUMEHEHHS, OCYIIECTBIIIEMBIX Ha TEPPUTOpUN EBpa3suilckoro 5KOHOMHUYECKOTO COI03a;
(m. 10.2 BBenen ®enepanbHbIM 3akoHOM 0T 22.12.2014 N 429-®3, B pen. denepanbHOro 3akoHa OT
13.07.2015 N 241-93)

11) co3ganue COBETOB MO BOMIPOCAM, CBSI3aHHBIM C OOpAIICHUEM JICKAPCTBEHHBIX CPEJ/ICTB;

12) arrecTanus u cepTUUKAIMS CIIEUATNCTOB;

13) yrpatun cuity ¢ 1 centsaops 2013 rona. - ®enepanbhsiii 3akoH ot 02.07.2013 N 185-D3;

14) ocymecTBienue GpapmMakoHaa30pa;
(n. 14 B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

15) yyactue B MeX1yHapOAHOM COTPYIHUYECTBE;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

16) noyueHne 1Mo 3ampocaM yMoJIHOMOYEHHOTo (eaepaIbHOr0 OpraHa MCIIOJIHUTEIBHOW BIIACTH
OT UCIIOJIHUTENBHBIX OpraHoB cyOobekToB Poccuiickoit @enepanuu, a Takke OT CyObEKTOB 0OpaleHHs
JICKApCTBCHHBIX CPCACTB AJId MCAUIUHCKOTO ITPUMCHCHUA I/IH(I)OpMaLII/II/I 110 BOIIpOCaM YCTAaHOBJICHUSA U
IMIPUMCHCHUA LICH Ha JICKAPCTBCHHLIC MTPCTIapaThl 1 HaI[6aBOK K HUM;
(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

17) npumeHeHHME Mep OTBETCTBEHHOCTH 3a HapyIIEHHWE 3aKOHOJATeNbCTBAa Poccuiickoi
®denepauny;

18) yTBepxaeHHe MpaBWI HAANEXKAIIEH alTEeYHON MPAKTUKH, MPABUII XPAHEHUS JIEKAPCTBEHHBIX
CpPEACTB;
(n. 18 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-03)

19) ycraHoBneHnue nopsaka (GoOpMUpPOBAHUS PETUCTPAIMOHHOTO JOChE HA JIEKAPCTBEHHBIN
npenapar Jijisi BeTepUHAPHOTO MPUMEHEHHS U TpeOOBaHUHN K JOKYMEHTaM B €r0 COCTaBe;
(m. 19 BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

20) - 21) yrpatunu cuiy. - @enepanpuslii 3akos ot 30.01.2024 N 1-03;

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

23) yTBepxacHUE TPEOOBAHUN K WHCTPYKIIMHU MO BETEPUHAPHOMY MPUMEHEHHUIO JICKAPCTBEHHBIX
Mpenaparos;
(m. 23 BBeneHn denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

24) npuHATHE PELIECHUH, SBIAIOIIUXCS OCHOBAHUSMU JJISl BKJIFOYEHHS JOMEHHBIX UMEH M (WIN)
yKazarelel CTpaHWIl CAUTOB B WH(OPMAIMOHHO-TEIIEKOMMYHHKAITMOHHON ceTn "MHTepHeT", a Takxke
CETEeBBIX aJPECOB B €IMHYI0 aBTOMAaTHU3WPOBAHHYIO HH(pOpMalUOHHYIO cucteMy "EauHbii peectp
JOMEHHBIX HMEH, yKa3zaTesell CTpaHMIl CalWTOB B MH(OPMAIMOHHO-TEJIEKOMMYHHMKALIMOHHON CeTH
"NHTepuer” U CETEBBIX aZipecos, MIO3BOJISIOILIUX UIEHTUQHULIIPOBAThH CalThI B
MH(POPMALMOHHO-TEIIEKOMMYHUKAIMOHHOW ~ cetn  "WHTepHer",  conepxamme  MHQOpMAIuIo,
pacnpocTpaHeHue kotopoi B Poccwmiickoii Demepanuu 3ampenieHo", B OTHOIICHUW HWH(OPMAIIHH,
coJiepKallel MpeUioKeHHEe O PO3HUYHOM TOProBj€ JIEKAPCTBEHHBIMU IpenapaTaMu, B TOM 4HCIIE
JTUCTAaHLIMOHHBIM CHOCOOOM, pO3HMYHAs TOPIOBJIS KOTOPBIMH OrpaHMYeHa WIM 3alpelleHa B
COOTBETCTBUM ¢ HactoAuM @DenepanbHbIM 3aKOHOM, M (MiaM) HH(pOpManuu, coaepxaiei
IIPEJIOKEHUE O PO3HUYHON TOProOBIIE JIEKAPCTBEHHBIMU IIpENapaTaMy, B TOM YMCIIE JUCTAHLIMOHHBIM
CIOCOOOM, JIMIIaMH, HE UMEIOIIUMHU JIMLEH3UN U Pa3peIIeHUs] Ha OCYIIECTBICHUE TaKOW JIeATEbHOCTH,
€CIIM TIOJIyYeHHE JHMLEH3UU M pa3pelieHus] IMPeTyCMOTPEHO 3aKOHOJATEILCTBOM 00 oOOpalieHuH
JIEKapCTBEHHBIX CPE/ICTB;

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

25) BbIaya paspelleHud Ha BBOJA B TPaXTAHCKMH 000pOT HMMYHOOHOJIOIMYECKHX
JIEKapCTBEHHBIX MpenapaToB;
(. 25 BBeneH denepanpHpiM 3aK0HOM 0T 28.11.2018 N 449-D3)

26) peryJupoBaHuE BOIPOCOB, CBA3aHHBIX C B3aMMO3aMEHIEMOCTBIO JICKAPCTBEHHBIX MPENapaToB
JUTSI MEIUIIMHCKOTO TTPUMEHEHUSI.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

(m. 26 BBenen denepanbHbiM 3aK0HOM 0T 19.10.2023 N 503-D3)

Cratba 5.1. lNepepava ocywecTBneHUss nosiHomouun epepanbHbIX OpPraHoB
MCMNONHUTENIbHOW BNacTu Npu obpalleHMn neKkapCTBEeHHbIX CPeACTB UCMONHUTENbHbLIM
opraHam cy6bekToB Poccuinckon ®enepaumm

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

[TomHOMOUMS (heepanbHBIX OPTraHOB MCIOJHUTEILHON BIACTH MPU OOpPANICHUH JIEKapCTBEHHBIX
CPEeICTB, TPEILyCMOTPEHHbIE HacTosMM DeaepaqbHbBIM  3aKOHOM, MOTYT TI€pelaBaThCsl IS
OCYIIIECTBIICHUSI MCIIOJHUTEIBHBIM OpraHam cyObekToB Poccuiickoit deneparnuii MOCTaHOBICHUSIMHU
[IpaButensctBa Poccuiickoii denepanu B nopsake, ycTaHOBICHHOM denepanbHbIM 3aKOHOM OT 21
nexadpsa 2021 roga N 414-®3 "O6 o0muxX NpUHIUNAX OpraHU3alUU MyOJIUYHONW BIACTH B CyOBEKTax
Poccuiickoit @enepanun’.

Cratba 6. [MonHomouMAa wucnonHUTenNbHbLIX oOpraHoB cyb6bekTta Poccuickon
depepaumm npu obpaLleHUn NeKapcTBEHHbIX CPeAcTB
(B pen. deaepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

K momHOMOUYMSM HCTIONHUTENBHBIX OpraHoB cyObekTa Poccuiickoit dexepannu npu oOpaiieHUN
JICKApCTBCHHBIX CPCACTB OTHOCATCA:
(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

1) pa3zpaboTka u peanu3alusi PETHOHAIBHBIX MporpaMMm  oOOecHedyeHHs  HaceJeHUs
JIEKapCTBEHHBIMU TIpeTiapaTaMu;

2) ycTaHOBJICHHME MPEENIbHBIX pa3MEpOB ONTOBBIX HAA0aBOK M MPEIEIbHBIX Pa3MEPOB POZHUYHBIX
Ha/10aBOK K (DaKTHUECKUM OTIYCKHBIM II€HAM, YCTaHOBJIGHHBIM MPOHM3BOJUTENSIMHU JIEKapCTBEHHBIX
MpernaparoB, Ha JEKAapCTBEHHbIC MpeNapaThl, BKIIOUEHHBIE B MEPEUYEHb >KU3HEHHO HEOOXOTUMBIX U
BAKHEWIIINX JICKAPCTBEHHBIX IIPENapaToB;

3) ocylecTBICHHE PETHMOHAIBHOTO TOCYJAapCTBEHHOTO KOHTPOJS 3a NPHUMEHEHHEM IIeH Ha
JIEKapCTBEHHbIE IIperaparbl, BKIIOYCHHbIE B MEPEYeHb >KU3HEHHO HEOOXOJUMBIX U Ba)KHEHMIIUX
JIEKapCTBEHHBIX TMPENapaToB, OPraHU3alUsSIM{ ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMU CPEICTBAMH,
anTEeYHbIMM OPTraHU3alUsIMU, WHIUBUIYAIbHBIMU MPEANPUHUMATEISIMU, UMEIOUIUMHU JIMICH3UIO Ha
(dapMareBTHYECKYI0 ACSITENbHOCTh, MEAWIIMHCKHUMH OpraHU3alldsM{, HWMCIONIMMH JUICH3UIO Ha
(hapMameBTHYECKYIO JEeATCIIEHOCTh, W HX OOOCOOJCHHBIMHU TOJPa3ACIICHUSIMU, PACIIOIIOKCHHBIMH B
CETHCKUX HACEJICHHBIX MyHKTAaX, B KOTOPBIX OTCYTCTBYIOT allTEUHbIC OPraHU3aIluH;

(B pen. ®enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-D3, ot 27.12.2019 N 475-®3, ot 08.08.2024 N
323-93)

4) npunatue perieHus o0 HMCMONB30BAaHUHM Ha TeppuTopuu cyobekta Poccuiickoit denepanuu
Hapsily C pelentaMd Ha JIEKapCTBEHHBIC IpemapaThl, OQOPMICHHBIMH Ha OyMa)KHOM HOCHUTEIE,
PEIEeNTOB Ha JICKAPCTBEHHBIC MTPerapaThl, CPOPMUPOBAHHBIX B (hOPME DIICKTPOHHBIX JOKYMEHTOB.

(. 4 BBennen denepanbHbIM 3aK0HOM OT 29.07.2017 N 242-D3)

Masa 3. TOCYOAPCTBEHHAA ®PAPMAKOIEA

Cratba 7. Paspabotka n n3pgaHue rocygapcTtBeHHOW chapmakonen, pasmelyeHue
AaHHbIX O Hen

www.consultant.ru Crpanvua 17 ns 157
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=459973&amp;date=15.07.2025&amp;dst=100107&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=459973&amp;date=15.07.2025&amp;dst=100107&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=501392&amp;date=15.07.2025&amp;dst=101289&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=501392&amp;date=15.07.2025&amp;dst=101289&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=482888&amp;date=15.07.2025
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=482888&amp;date=15.07.2025
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=501392&amp;date=15.07.2025&amp;dst=101293&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=501392&amp;date=15.07.2025&amp;dst=101293&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=501392&amp;date=15.07.2025&amp;dst=101294&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=501392&amp;date=15.07.2025&amp;dst=101294&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=471227&amp;date=15.07.2025&amp;dst=100338&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=471227&amp;date=15.07.2025&amp;dst=100338&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470335&amp;date=15.07.2025&amp;dst=100021&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470335&amp;date=15.07.2025&amp;dst=100021&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=482566&amp;date=15.07.2025&amp;dst=100010&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=482566&amp;date=15.07.2025&amp;dst=100010&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=482566&amp;date=15.07.2025&amp;dst=100010&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=482566&amp;date=15.07.2025&amp;dst=100010&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=221184&amp;date=15.07.2025&amp;dst=100017&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=221184&amp;date=15.07.2025&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 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

1. Tlon rocymapcTBeHHOH (apMmakomneeil MmoHUMaeTcs CBOJA OOHMX (hapMaKOMEWHBIX CTaTed U
(hapMaKoIMeHbIX CTaTeH.

2. Pazpaborka o0mux (apMakoneHHbIX cTaTel W (QapMakoNeHHBIX CTaTeld, B TOM YHCIE
(apMakoleHbIX cTaTed Ha (QapMakomneilHble CTaHIAPTHBIE OOpa3Ibl, W BKJIOYCHHE HUX B
roCcy/apCTBEHHYI0 (hapMaKoIel0 OCYIIECTBISIOTCS B MOPAJIKE, YCTAHOBICHHOM YIIOJHOMOYEHHBIM
(benepanbHBIM OPraHOM UCTIOTHUTEIHHOM BIACTH.

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

3. Pazpabotka ¢apmakoneitHON cTaTbu HAa peepEHTHBIN JIEKapCTBEHHBIN NpenapaT U BKIIOYECHUE
€e B TOCYJIapCTBEHHYIO (hapMaKoIler0 B TEUYEHHE CPOKa JCUCTBUS 3aIIUTHl MCKIIOYUTEIHHOTO IpaBa,
YIOCTOBEPEHHOTO MATEHTOM Ha pe)epeHTHBIH JIEKapCTBEHHBIN MPETapar, OCYIIECTBIISTIOTCS C COTJIACHUS
ero paspaboT4unKa.

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

4. TocynmapctBeHHas ¢apMakornies H3AaeTCsAd YIOJIHOMOYEHHBIM (peiepallbHbIM — OPraHOM
WCTIOJTHUTEJIHOM BJIACTH 3a CUET CPEACTB (heIepabHOrO O0KETa U MOAIEKUT TEPEH3IaHUSIM HE PeKe
4Y€M OAWH pa3 B IATH JIET, B IICPHUOA MCKAY KOTOPLIMH H3OAKOTCA NPUIIOKCHHA K FOCYIlapCTBeHHOI\/'I
(dapmakoriee, cozepkame obOmue QapmakoneiiHpie cTath W (WiIHM) (QapMakoNeiHbIe CTaThH,
YTBEPKJICHHBIC MTOCIIC U3JIAaHKsI WK TIEPEU3IaHNs TOCYJapCTBEHHOM (papMaKomeH.

5. YnoiaHoMOYeHHBIH QenepanbHblii OpraH HCIHOJHUTENBHOW BIACTH pa3MeIlaeT JaHHbIE O
rOCyJapCTBEHHON (hapMakonee W MPUIOKEHUAX K He Ha cBoeM OQUIMAIbHOM CcaiiTe B CETH
"NHTepHeT" B yCTaHOBJIEHHOM UM HOPSIKE.

Mnasa 4. NIMLUEH3NPOBAHUE NPOU3BOACTBA JIEKAPCTBEHHbBIX CPEACTB
N ®APMALEEBTUYECKOWU OEATENBHOCTU, FOCYOAPCTBEHHbIA KOHTPOJ1b
(HAO3O0P) B COPEPE OBPALLEHUA NNIEKAPCTBEHHbBIX CPEACTB
(B pen. ®enepanbHoro 3akona ot 11.06.2021 N 170-P3)

Cratba 8. JluueH3MpoBaHue npPoM3BOACTBA JIEKAPCTBEHHbIX CpPeacTB W
c¢phapmMaLeBTUYECKOWN AEeATENBHOCTH

1. JIuueH3upoBaHue MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB U (DapMaIleBTHUECKON NeSATeTbHOCTH
OCYILIECTBJISIETCS. B COOTBETCTBUU € 3aKOHOJATENbCTBOM Poccuiickon denepannu.

2. OOs3aTeNbHBIM YCJIOBUEM MPEJOCTABJICHUS JIMIEH3MM Ha TPOU3BOACTBO JIEKAPCTBEHHBIX
CPEACTB SIBISETCS NMPUIOKEHUE K 3aSBICHUIO COMCKATENS JINIEH3UH MEPEYHsI JIEKapCTBEHHBIX (OpM H
(unn) BUIOB (apMaleBTUYECKUX CYOCTaHIMM, KOTOpbIE MPOU3BOIUTENb JIEKAPCTBEHHBIX CPEICTB
HaMepeH MPOU3BO/IUTb.

3. B cinyyae HEOOXOIMMOCTH PaCIIMPEHUs TPOU3BOCTBA JIEKAPCTBEHHBIX CPEJICTB 32 CUET HOBBIX
JIeKapCTBEHHBIX (OpM M BHJIOB (apMaleBTUYECKHX CYOCTaHUMN NpPOM3BOJIUTENb JIEKAPCTBEHHBIX
CPEICTB JOJDKEH IOJaTh B JIMLEH3UPYIOIIMK OpraH 3asBICHHE O BHECEHWHM HM3MEHEHHMH B peecTp
JIMLIEH3UH Ha POU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB.

(B pen. ®enepanbHbix 3aKk0HOB OT 02.08.2019 N 297-®3, ot 11.06.2021 N _170-D3)

4. JIuueH3us Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPeACTB ((papMarneBTUUECKON CyOCTaHIIMU CIIUPTa
STHJIOBOTO (3TaHONa) BBIJAETCS MPH YCIOBHM HAWYMs Yy OpraHu3allid Ha IpaBe COOCTBEHHOCTH,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

XO3AMCTBEHHOTO  BEJEHHs WM  ONEPaTUBHOTO  YIPABIEHUS OCHOBHOTO  TEXHOJIOTHYECKOTO
0o0OpyJIOBaHUS Il MPOU3BOJACTBA ATUJIOBOTO CIHMPTA, 3aPETUCTPUPOBAHHOTO B COOTBETCTBUU CO
cratbeil 14.1 ®PenepanbHoro 3akoHa or 22 HosiOps 1995 roma N 171-®@3 "O rocynapcTBeHHOM
peryMpoBaHUM MPOU3BOACTBA U 000pPOTa ATHIOBOTO CIHPTA, AIKOTOJIBHOW M CHUPTOCOAEpIKaIIeH
MPOAYKIMH U 00 OrpaHHYEHUH NOTpeOIeHHs (PacUTHs) AIKOTOJIBHOW MPOIYKITHH'".

(dactp 4 BBenena denepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

Cratba 8.1. OCOGEeHHOCTM nUUEH3UPOBaHMA NPOU3BOACTBA JeKapCTBEHHbIX
cpeacTB (hapmaueBTMYECKOM CyOCTaHLMM cnupTa 3TUNOBOrO (3TaHONa)

(BBeneHa PenepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

1. JleiicTBue JMIIEH3UM HA MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB ((hapMareBTHUECKOM
CcyOCTaHIIMM CHHMpTa ATUIOBOTO (3TAaHOJA) NMPUOCTAHABIMBACTCS B YacTU IpaBa Ha MPOU3BOJICTBO
(hapmaneBTHUECKON CyOCTAaHIIMM CIIUPTA ITUIOBOTO (ITAHOJA) JIMIICH3UPYIOIIMM OPTaHOM B CITydasX,
onpeneneHHbIX crathel 20 denepanpHoro 3akoHa oT 4 mast 2011 roma N 99-®3 "O nuiieH3upOBaHUN
OTJENbHBIX BUJAOB JIEATEIBHOCTH", a TaKKe€ HAa CPOK IPHUOCTAHOBIICHUS JIEHCTBUS JIUIIEH3UH Ha
MIPOM3BOJICTBO ATHJIOBOTO CHOUpPTa JJsi TPOU3BOJACTBA (hapMalleBTUYECKON CyOCTaHIIMM CHuUpTa
STUIJIOBOTO (3TaHOIA), BbIIaHHOUW B cooTBeTCTBUU ¢ DenepanbHbIM 3aKOHOM OT 22 HOs0ps 1995 roga N
171-®3 "O rocynapcTBEHHOM peryJUpOBaHMM TPOU3BOACTBA M 00OpOTa STHIOBOTO CIHUPTA,
QJIKOTOJILHOM W CHHPTOCOACpXkAlled NPOAYKIMH U 00 OrpaHUYeHHH NOTpeOIeHus (paciuTus)
AJIKOTOJILHOM MPOTYKIMH'".

2. [leiicTBHe JUIEH3UM Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CpeACTB ((apmaneBTHUECKON
CyOCTaHIIMM CIHPTa STWIOBOIO (3TaHOJA) B 4YacTH IpaBa Ha IPOM3BOJACTBO (hapMaleBTHUECKOM
CyOCTaHIIMM CNHPTa STHIOBOrO (3TaHOJA) MPEKpPaIIAeTcsl JMLEH3UPYIOIIMM OpraHoM B CIydasx,
onpezaeneHHbIX cratbei 20 PenepanbHoro 3akoHa oT 4 mag 2011 roga N 99-®3 "O nuuensupoBaHun
OTJENbHBIX BHUAOB JIEATENBHOCTH", @ TaKK€ C JaThl NPEKpAllleHUs WM aHHYJIUPOBAaHUS JEHCTBUS
JUIEH3UU Ha MPOU3BOJACTBO 3TWJIOBOTO CIUPTa AJIs MPOM3BOJACTBA (papMalleBTUUYECKOM CyOCTaHIIMH
CIUpTa 3TUIOBOTO (3TaHOJA), BbIIaHHOM B cooTBeTcTBUU ¢ DenepanbHbIM 3aKOHOM OT 22 HOs0psa 1995
roga N 171-®3 "O rocyaapcTBEHHOM PeryJIMPOBAaHUU MPOM3BOACTBA U 000pPOTa ATUIIOBOTO CIHPTA,
QJIKOTOJIBHOM M CHUpTOCOJAEpKalled MPOAYKUMM M 00 OrpaHWYEeHUH TMOTpeOaeHus (pacruTHs)
AJIKOTOJILHOM MPOIYKIUH'".

Cratba 8.2. OcobeHHOCTU NUUEeH3npoBaHMA (hapmaLeBTUYECKON AEATEeNbHOCTU B
YacTu OCyLLEeCTBIIEHUSA ONTOBOMW TOProBIiM fieKapCTBEHHbIMU cpeaAcTBaMun

(BBenena denepanbHbM 3akoHOM OT 04.08.2023 N 428-D3)

1. [eiicTBue nuiieH3nH Ha (apMaleBTUICCKYIO JCSITEIbHOCTh B YaCTH OCYIICCTBIICHUSI OMTOBOM
TOPTOBIM  JIEKAPCTBEHHBIMU  CPEJICTBAMH IS  MEAUIIMHCKOTO TPUMEHEHHUS  IMpeKpaniaeTcs
JIMIIEH3UPYIOIINM OPraHOM B CIIy4asiX, onpeeneHHbIx ctatbeit 20 denepanbHoro 3akoHa ot 4 mas 2011
roga N 99-®3 "O nuieH3upoBaHUMU OTACIBHBIX BHUAOB JEITEIBHOCTU", a TaKke MO PEUICHUIO
JIMLEH3UPYIOILIEr0 OPraHa, MPUHATOMY B COOTBETCTBUU C HACTOSIIEH YacThio. B ciyuae BbIsIBIIEHUA NTpU
OCyHIECTBIIEHUN (eAepatbHOr0 TOCYAapCTBEHHOTO0 KOHTpols (Ham3opa) B cdepe oOpaiieHus
JIEKAPCTBEHHBIX CPEJICTB HApYILICHUS OpraHu3alliedl ONTOBOW TOPTOBIM JEKAPCTBEHHBIMU CPEACTBAMU
TpeboBanuit yacteit 1 - 3 cratbu 53 Hactosmero denepaabHOTO 3aKOHA JEHCTBUE JIMIIEH3UU Ha
(hapMaIeBTHUECKYI0 JCSATEIHHOCTh B YacCTH OCYIIECTBIECHUS OINTOBON TOPTOBIH JICKAPCTBEHHBIMHU
CpencTBamMu ISl MEAUITMHCKOTO MPUMEHEHHS TPHUOCTAHABIIMBACTCS B TCUCHUE JISCATH pabounx JHEH CO
TTHS BBISIBIICHUS YKAa3aHHOTO HapyleHus. JlelicTBue nuieH3nn Ha (apMaleBTHUECKYIO JAeSITeIbHOCTh B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

YaCTU OCYILIECTBJIEHUS ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEACTBAMU JJisi MEIUIIMHCKOTO
MIPUMEHEHHUS TPUOCTAHABIMBACTCS HAa CPOK, KOTOPBIM OMpeAeNsieTcsl TUICH3UPYIOLIUM OpraHoM (HO He
MEHEEe YeM Ha OJMH MECSI]), MO0 HCTEUYEHHUU KOTOPOro MACHCTBHME MAHHOW JIMICH3UU TMOJICHKUT
IIPEKPALICHUI0O HAa OCHOBAaHMWM pELICHUs JIMIECH3UPYIOUIETO OpraHa, 3a HCKIIOYECHHEM Ciydas,
YKa3aHHOTO B YaCTH 2 HACTOSIIECH CTAaThH.

2. JleticTBue nHIIEH3UH Ha (apMalleBTUYECKYIO JESITENbHOCTh B YaCTU OCYIIECTBICHUS ONTOBOMN
TOPTOBIM JIEKAPCTBEHHBIMU CPEACTBAMH JJII MEIUIUHCKOTO TPUMEHEHHs, AEWCTBHE KOTOPOH
MIPUOCTAHOBIICHO B COOTBETCTBUU C YaCThIO | HACTOAIICH CTAaThH, MOJUIEKHUT BO3OOHOBIIEHUIO B CiIydae,
€CIIM B MEPHO/ MPUOCTAHOBJICHUS JCHCTBUS JaHHOM JIMIICH3UMH B PaMKax JOCYJeOHOro O0KaloBaHHS
pelieHne KOHTPOJIBHOTO (HAaI30PHOTO) OpraHa B YacTH BBISIBIEHHOTO HapyllieHus TpeOoBaHuii yacteil |
- 3 crateu 53 Hacrosuiero denepalbHOrO 3aKOHA OTMEHEHO. B yKa3aHHOM cilydae AeMCTBUE JIMIEH3UU
Ha ($apMaleBTUYECKYIO JEATEIbHOCTh B YaCTU OCYIIECTBIEHHUS ONTOBOW TOPIOBIH JIEKAPCTBEHHBIMU
CpeICTBAaMU JJIs1 MEIUIUHCKOTO MPUMEHEHUSI BO30OHOBISETCS HE MO3JHEE OJHOro pabodero JHS CO
JIHSI OTMEHBI PELIeHUs KOHTPOJIBHOTO (HaA30PHOI0) OpraHa.

Cratba 9. [locypapcTBeHHbIN KOHTponb (Hag3op) B cdepe obGpaleHus
neKkapcTBEHHbIX CPeaAcTB

(B pen. @enepanbHoro 3akona ot 11.06.2021 N 170-D3)

1. TocynapcTBeHHBII KOHTpOJb (Ham30p) B cdepe oOpamieHust JIEKapCTBEHHBIX CPEICTB
OCYIIECTBIISIETCS. TTOCPEICTBOM (heepalbHOTO TOCYAapCTBEHHOrO KOHTpods (Ham3opa) B cdepe
oOpareHust JeKapCTBEHHBIX CPEACTB U (PerepaabHOTO TOCYJApPCTBEHHOTO JHUIIEH3MOHHOTO KOHTPOJIS
JeSITeNIbHOCTH 110 MTPOU3BO/JICTBY JIEKAPCTBEHHBIX CPEJICTB, OCYHIECTBIIAEMBIX (pe/iepalbHBIMU OpraHaMu
HCIIOJIHUTENIBHOM BJIACTH, yIIOJIHOMOUYEeHHBIMU [IpaButenscTBoM Pocculickoint @enepanuu.

2. Tlpeametrom (henepanbHOTO TOCYJApCTBEHHOTO KOHTpouss (Hag3opa) B cdepe oOpareHus
JIEKAPCTBEHHBIX CPEJICTB SIBIISIIOTCS:

1) cobnronenne o0s3aTeTbHBIX TPeOOBaHUN B cdhepe oOpalleHus JIeKapCTBEHHBIX CPEJCTB, B TOM
qrce:

a) Tpe60BaHI/II7I K AJOKIMHHUYECCKHUM MCCICAOBAHUAM JICKAPCTBCHHBIX CPCACTB, KIMHHUYCCKHUM
HCCIICAOBAHUAM JICKAPCTBCHHBIX IIP€HapaToB, MUW3IOTOBJICHUIO, XPAHCHUIO, IICPCBO3KE, BBO3Y B
POCCHﬁCKym (I)e,uepaumo, OTIIYCKY, pc€ajin3dalnuu, nepcaavc, MNpoaa)xKC JICKAPCTBCHHBIX CpPCIACTB,
MNPUMCHCHUIO JICKAPCTBCHHBIX IIPENapaToB, YHUUYTOXCHUIO JICKAPCTBCHHLIX CPCACTB, YCTAHOBJICHHIO
MPOU3BOAUTCIIAMU JICKAPCTBCHHBIX IPCHAapaToB HCH HA JICKAPCTBCHHLBIC IIPCIIapaThbl, BKIOYCHHLBIC B
MEPECUYCHDb ) KU3HCHHO HGO6XO}II/IMBIX 1 BaXKHEHIIINX JICKAPCTBCHHBIX IIPCIIapaToB;

0) TpeOoBaHMIl K COOTBETCTBUIO JIEKAPCTBEHHBIX CPEICTB, HAXOAAIIUXCS B oOOpalleHuwu,
MoKazareisiM KadecTBa, 3((EeKTHBHOCTH U OE30MaCHOCTH, YCTAHOBJICHHBIM B COOTBETCTBUU C
HactosiuuM DeepaabHbIM 3aKOHOM;

B) TpeOOBaHUI K COOMIOACHUIO CyOBeKTaMU OOpalleHus JIEKAPCTBEHHBIX CPEJCTB, YKa3aHHBIX B
yactu 1 craten 67.1 HacTosimero denepaibHOrO 3aKOHA, OTPAHUYECHUM, HaJaraéMbIX cTaThamu 67.1 u
67.2 Hactosiero deaepaibHOrO 3aKOHA;

2) coOmrofeHHe JIMLEH3UOHHBIX TpeOOBaHMN K  OCYIIECTBICHHMIO  (papMmaneBTHUECKON
NeSITeNIbHOCTH;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

3) cobOmoneHue TpeOOBaHMN K MPENOCTABICHUIO CYOBEKTaMHM OOpalleHUsl JIEKapCTBEHHBIX
cpeAcTB uHGOpMAMM O JICKApPCTBEHHBIX CpPEACTBaX M (WJIM) JIEKAPCTBEHHBIX IIpernaparax,
IIpeyCMOTPEHHOM cTatbamu 9.1, 52.1, 52.2 u 64 Hacrosero @enepanbHOro 3aK0Ha;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

KoncynprantlIntoc: mpumedanue.
C 01.03.2026 1. 4 4. 2 cT. 9 yTpauuBaer cuiy (P3 ot 20.10.2022 N 405-D3).

4) cobmoieHre PeayCMOTPEHHBIX cTaThel 55.1 HacTosimero denepaibHOTO 3aKOHA TPEOOBaHUIA
K TPOBEACHHUIO OHKCIEPUMEHTAa [0 OCYLIECTBJICHHIO PO3HUYHOW TOProBIU JIEKAPCTBEHHBIMU
npernapaTamMu JUisi MEAUIIMHCKOTO MPUMEHEHHUS, OTIYCKaeMbIMU IO PELENTy Ha JIeKapCTBEHHBIN
npernapar, TMCTaHIUOHHBIM CIIOCOOOM.

(. 4 BBeneH PenepanbHbiM 3akoHOM 0T 20.10.2022 N 405-D3)

2.1. B mensx o0ecrnedeHuss TOCYAapCTBEHHOro KOHTpoiis (Ham3opa) B chepe oOpareHus
JIEKapCTBEHHBIX CPEICTB  (elepalbHbIii OpraH HCIOJHUTEIHHONH BJIACTH, OCYIIECTBISFOIINI
TOCYJJApPCTBEHHYIO PETUCTPAIMIO JIEKAPCTBEHHBIX IPENapaToB, MPEAOCTaBIseT (eaepalTbHOMYy OpraHy
WCIIOJIHUTENILHOM BIIacTH, OCYIIECTBIAONIEeMY (YHKIUU IO KOHTPOIIO M HAaa30py B cdepe
3IpaBOOXpAaHEHHUs, IO €ro 3ampocy B paMKaX MEXKBEJOMCTBEHHOTO HWH(GOPMAIMOHHOTO
B3aMMOJICHCTBHS B HOPSJIKE, YCTAHOBICHHOM yKa3aHHBIMH (e/lepajIbHbIMH OpraHaMH MCIIOJTHUTEIbHON
BJIACTH, CIIEAYIOIINE CBEACHUS O JIEKAPCTBEHHBIX CPEACTBAaX, B TOM YHCIE B CIIyyae, €CIM TaKue
CBEJICHUS COCTABIISIOT KOMMEPUYECKYIO TaiHYy:

1) cBeaenust o papMalieBTUYECKON CyOCTaHIIUU:

a) HauMeHOBaHue (papMaleBTUUECKON CyOCTaHINH, ee CTPYKTypa, 00IlIre CBOICTBA,

0) HAaMMEHOBaHUE U a/Ipec MIPOU3BOAUTES;

B) CBOMCTBA U CTPYKTYypa ACUCTBYIOLINX BELIECTB;

I') XapaKTepUCTHKa ITpUMeceii;

1) cnerudukaiys Ha papMaleBTUIECKy0 CyOCTaHIMIO U €e 000CHOBAHNUE;

€) aQHAIMTUYCCKUE METOJUKH, WCIOIb3yeMble TP OCYIICCTBICHHU KOHTPOJS KadecTBa
(hapmareBTHUeCKOU CyOCTaHIINH;

) pe3ysbTaThl aHATU30B cepHil (hapMalleBTHUECKON CyOCTaHIIUMY;

3) mepeyueHb CTAaHAAPTHBIX 00Pa3IOB WM BEIIECTB, UCTIOIB3YyEMbIX MPU OCYIIECTBICHUN KOHTPOIIS
KauecTBa (papMaleBTUICCKON CyOCTaHINY;

1) ONMCaHHNE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;
K) JaHHbIE O CTaOMIBLHOCTU (hapMalleBTUYECKOM cyOCTaHLIUN;

J) CPOK FOJIHOCTH;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

2) CBCJACHUSA O JICKAPCTBCHHOM IIpCIiapare Ak MCAUIUHCKOTO ITPUMCHCHU:
a) OIMMCAHUC U COCTAB JICKAPCTBCHHOI'O IIpCIiapaTta AJid MCAUIUHCKOTO ITPUMCHCHUS

0) omucanue (hapmareBTHUECKOH pa3paboTku (0OOCHOBaHHME BBIOOpa COCTaBa, IEPBUYHOMN
YIaKOBKH);

B) HAUMEHOBAHME U aJpec MeCTa OCYIIECTBICHUS NPOU3BOCTBA JIEKAPCTBEHHOIO IpenapaTa JJis
MEJULMHCKOIO0 NPHUMEHEHHs (B Cllyyae HaJIM4yMsl HECKOJIBKMX YYaCTHHMKOB IIpoliecca HpPOHM3BOJICTBA
HE00X0IMMO yKa3aTh HAMMEHOBAHHE U aJIpec KaxXI0ro U3 HUX);

') MUKPOOHMOJIOTHYECKHE XapaKTEPUCTUKH;

1) OIMCaHHUE XapaKTEPUCTUK U CBONCTB YIIAKOBOYHBIX MATEPHAJIOB U YKYIIOPOUHBIX CPEICTB;

€) TpeOOoBaHMUs K KAUYECTBY BCIIOMOTATEIIbHBIX BEIIECTB;

)K) AHAIIUTHYCCKUEC MCTOAWKH, MCIIOJIB3YyCMbIC TIIPpH OCYIICCTBJIICHUMU KOHTPOJA KadeCTBa
BCIIOMOT'aTCJIBbHBIX BCIICCTB,

3) CBCACHUA 00 HCHOJIBL30BAaHMH BCIIOMOTaTeNIbHBIX BECIICCTB YCJIIOBCUYCCKOIO M KHBOTHOI'O
MMPOUCXOKIACHUA,

I/I) CBCIACHUA 00 MCIIOJIb30BAHUU HOBBIX BCIIOMOTaTEIbHBIX BCIICCTB,

K) TpeOoBaHMS K KauecTBY JIEKapCTBEHHOIO Ipenapara s MEAMLIMHCKOIO IpPUMEHEHUs
(cepTudukar, cnenudukays Ha JeKapCTBEHHBIH Mpenapart ¥ uX 000CHOBaHUE);

J'I) AHAIIUTUYCCKUE MCETOAUKH, MCIIOJIB3YyCMbIC TIIPpU OCYIICCTBICHUHW KOHTPOJA KadeCTBa
JICKApCTBCHHOTO IIpenapaTa i1 MECAUIHUHCKOT'O IIPUMCEHCHUS

M) pe3yJbTaThl AaHAJIU30B CEPUI JIEKAPCTBEHHOIO Npenapara sl MEAULNHCKOIO IPUMEHEHUS;
H) XapaKTepUCTUKA IPUMECEH;

0) NepCUYCHb CTAaHAAPTHBIX 06pa3u03, HCIIOJIB3YCMbBIX MPU OCYHICCTBIICHMU KOHTPOJISA KaduceCTBa
JICKApCTBCHHOTO IMperaparta JJIid MEAUIUHCKOI'0 IPUMCHCHUS ;

1) JaHHbBIC O CTAOMIILHOCTH JIEKAPCTBEHHOT'O MpernapaTa il MEAUIIUHCKOTO IPUMCHEHHS,;
3) OTYETHI O JOKITMHUYECKUX HCCIICTOBAHMUAX;

4) OTYETHI O KIIMHUYECKUX UCCIICIOBAHUSIX;

5) mactep-daiin cuctemsl (hapMaKoHAI30Da;

6) TIaH yNpaBleHUs PUCKAMH.
(uacts 2.1 BBeena @enepanbHbIM 3akoHOM 0T 30.01.2024 N 1-03)

3. Ilpu ocymectBienun ¢eaepanbHOrO0 TOCYIapCTBEHHOrO KOHTpousis (Haa3opa) B cdepe
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

oOpalleHusl JIeKapCTBEHHBIX CPEJCTB MHPOBOJATCS CIEAYIOUIME BUABI KOHTPOJBHBIX (HAI30pHBIX)
MEpPOIPHUATHN:

1) noxymeHTapHasi MpOBEPKa;

2) BBI€3/IHAS IPOBEPKA;

3) BEIOOPOUYHBII KOHTPOJIb KaUeCTBa;
4) KOHTpOJIbHAS 3aKyIIKa;

5) UHCIIEKITMOHHBIA BU3UT;

6) HaOmoZeHHe 3a COONIIOJICHHMEM O00s3aTeNbHBIX TpeOOBaHUM (MOHUTOPUHI O€30MacHOCTH)
(papmakonanzop).

4. Opranuzanusi ¥ OCYHIECTBICHHE (eaepaTbHOTO TOCYIapCTBEHHOTO KOHTPOJs (Ham3opa) B
chepe obpareHust JEKapCTBEHHBIX CPENICTB peryaupyroTcs denepanbHbiM 3aKkoHOM oT 31 mromns 2020
roga N 248-®3 "O rocynapcTBEHHOM KOHTpOJIE (HaaA30pe) U MYHHUIIMITIAIIBHOM KOHTpoJsie B Poccuiickoit
Oenepauun".

5. BHemyaHOBBIM BBIOOPOUYHBIH KOHTPOJb KAayecTBa MPOBOJUTCS B TOM 4YHCJIE€ HAa OCHOBAHUHU
IIPOrpaMMBbI IIPOBEPOK.

6. I11aHoBBIN BHIOOPOYHBINM KOHTPOJIb Kaue€CTBA HE MPOBOIUTCS.

7. Tlo pe3ynbpTatam (enepanbHOr0 TOCyJapCTBEHHOTO KOHTpOJs (Haa3opa) B cdepe obpareHus
JIEKapCTBEHHBIX CPEACTB HapsAdy C pELICHUSAMH, MpeaycMOTpeHHbIMU DenepalibHbIM 3akoHOM OT 31
utonst 2020 roga N 248-®3 "O rocynapcTBEHHOM KOHTpoJie (HaA30pe) U MYHUIMIAILHOM KOHTpOJIE B
Poccuiickoit ®eneparnun”, dpeaepaabHbIMU OpraHaMU UCTIOTHUTEIBHOM BIIACTH, YIIOJTHOMOUYEHHBIMH Ha
ocymiecTBiieHHe (eepaTbHOro TOCYJapCTBEHHOTO KOHTpoyst (Ham3opa) B cdepe oOpaimeHus
JIEKapCTBEHHBIX CPEACTB, MPUHUMAIOTCS CIICAYIOINE PEIICHUS:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) o nmanbHeeM rpaXAaHCKOM O00OpOTE CEepuH, MapTUH COOTBETCTBYIOLIETO JIEKAPCTBEHHOI'O
CpeICTBa B cllyyae MOATBEPKACHUS M0 pe3ysbTaTaM MPOBEJCHHBIX UCTIBITAHUI COOTBETCTBUS KauecTBa
JIEKapCTBEHHOT'O CPEJICTBA YCTAHOBJICHHBIM TPEOOBAHUSIM;

2) 00 W3BATHM W3 TPAKIAHCKOTO 000pPOTa CEpUU, MAPTUU COOTBETCTBYIOIIETO JICKAPCTBEHHOTO
CpelICTBa B Clydae BBISBIEHHUS O PE3ysbTaTaM MPOBEICHHBIX UCIBITAHHI HECOOTBETCTBUS KaueCTBa
JIEKApCTBEHHOT'O CPEJICTBA YCTAHOBJIICHHBIM TPEOOBAHUSIM;

3) o mepeBojie JIEKAPCTBEHHOTO CPEJACTBA HA MOCEPUNHBIA BBIOOPOUYHBIM KOHTPOJIH KauecTBa
JIEKapCTBEHHBIX CPEJICTB B CIIy4yae MOBTOPHOTO BBISBICHHUS HECOOTBETCTBUS KauecTBa JIEKAPCTBEHHOTO
CpeCTBa yCTAaHOBJICHHBIM TPEeOOBaHUSAM M (IpU HEOOXOIUMOCTH) O MpOBEpKe CyOBeKTa oOpalieHHs
JIEKapCTBEHHBIX CpeACTB. Pacxozpl, CBA3aHHBIE C MIPOBEACHUEM MTOCEPUIHOTO BEIOOPOYHOTO KOHTPOJIA,
OTJTAYUBAIOTCST TPOU3BOAMTENIEM JIEKAPCTBEHHOTO CPEICTBA JIMOO JepKaTesieM WU BIaJelbleM
PErUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO Npenapara;

4) O CHATUHM JICKAPpCTBEHHOI'O CpEACTBa C HOCCpHﬁHOFO BI)I60pO‘IHOFO KOHTPOJIA Kad€CTBa
JICKApCTBCHHBIX CpPCACTB Ha OCHOBAHHU IOJIOKHUTCIBHBIX 3JSKCICPTHBIX 3aKJIIo‘IeHHﬁ, BBIAAHHBIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

(denepanbHBIM TOCYAAPCTBEHHBIM OIO/DKETHBIM YUPEKICHHEM, MOJBEIOMCTBEHHBIM (heaepaabHOMY
OpraHy HWCIIOJHHUTEIBHOW BJIACTH, OCYIIECTBISAIONIEMY (YHKIIMH O KOHTPOJIO M Hana3opy B chepe
3IpaBOOXpaHeHUs, WK (perepaTbHOMY OpraHy MCIIOJHUTEIHHON BIACTH, OCYIIECTRISIONEMY (DyHKIUN
M0 KOHTPOJIO H Hama3opy B cdepe oOpamieHHuss JIEKApCTBEHHBIX CPEICTB IS BETCPHUHAPHOTO
MIPUMEHEHHUS, Ha OCHOBAaHWHU TPOTOKOJIA UCTIBITAHUH JIEKAPCTBEHHOT'O CPEJICTBA, IPOBEICHHBIX MO BCEM
MOKAa3aTeJIsIM YTBEP)KJIEHHON HOPMAaTUBHOM JIOKyYMEHTAllMd (HOPMATHBHOTO JOKYMEHTA) B OTHOIIICHUH
TpeX cepuil JTIeKapCTBEHHOTO CPEACTBA.

(. 4 BBennen denepanbubiM 3akoHoM OT 30.01.2024 N 1-03)

8. denepanbHblil rOCYAAPCTBEHHBIH JIUIIEH3UOHHBIM KOHTPOJb JAEATEIHOCTU IO IPOU3BOJCTBY
JIEKAPCTBEHHBIX CPEJCTB OCYLIECTBIISIETCS B COOTBETCTBUHM C 3aKOHOJATENBCTBOM Poccuiickoin
denepanuu.

Cratbs 9.1. Nporpamma npoBepok
(BBenena denepanbubiM 3akoHoM OoT 11.06.2021 N 170-D3)

1. B mensax opraHu3zandd BbIOOPOYHOTO KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX CPEICTB
(bopmupyeTcs mporpaMmma MpoBepOK.

2. Jlns meneil peanmzaluu NMPOTpaMMbl IPOBEPOK IMPOU3BOIUTENH JIEKAPCTBEHHBIX CPEICTB U
OpraHu3alyy, OCYIIECTBISMIOIIME BBO3 JIEKAPCTBEHHBIX CpeACTB B Poccuiickyro @Dexpepanuio,
IIPEAOCTABIIAIOT B OTHOLICHWM JICKAPCTBEHHBIX CPEACTB Ui MEAMIMHCKOIO IIPUMEHEHUS B
YIOJHOMOYCHHBIN (De/iepabHblii OpPTaH WCIOJHUTEIBLHOW BIIACTH, OCYIISCTBISIOMNANA (QYHKIHH TIO
KOHTPOJIIO M Haj30py B cdepe 3apaBOOXpaHEHMs, B OTHOIIEHMM JIEKAapCTBEHHBIX CPEJCTB s
BETEPUHAPHOTO TPUMEHEHUS B YIOJHOMOYEHHBIH (enepaabHblii OpraH HCHOJHUTENBHON BIACTH,
OCYHIECTBISIONUN (PYHKIIMH MO KOHTPOJIIO M HAA30py B cdepe oOpalleHus JeKapCTBEHHBIX CPEICTB
JUIsL BETEPUHAPHOIO IIPUMEHEHHMs, CBEIEHUS O CEpUsX, MapTHUAX JIEKapCTBEHHBIX CPEICTB,
MOCTYMAIOUINX B TpakJaHCKuii 00opoT B Poccuiickoit dexepanuu, B MOpsIKe, cOCTaBe U 00beMe,
YCTaHOBIICHHBIX YyKa3aHHBIMH (eepabHBIMU OpraHaM{ HCIIOJHUTEIHHONH BIACTH B OTHOIICHUH
JIEKAPCTBEHHBIX CPEJICTB I MEIUIIMHCKOTO PUMEHEHNS U B OTHOLIEHUH JIEKAPCTBEHHBIX CPEJICTB IS
BETEPUHAPHOI0 IPUMEHEHUSI COOTBETCTBEHHO.

3. Ilporpamma mnpoBepok (opMmupyeTcs Ha KaleHAapHblii rox B cpok ao 30 gexaOps rona,
MPE/IIECTBYIOLIETO rOly IPOBEIECHHUS BHIOOPOYHOTO KOHTPOJIS.

4. B ciydyae HacTyIuleHHs COOBITUM, yKa3aHHBIX B noamyHkrax "O" m "B" myHkra 2 yactu 6
HACTOSIIEH CTaThH, (eiepaTbHBIM OPraHOM HCTIOHUTEILHON BIIACTH, OCYIIECTBISIONIMM (YHKIUH T10
KOHTPOJIIO M HAaJ30py B c(epe 3ApaBOOXpaHEHMs, (efepalbHbIM OPraHOM HCIOJHUTEIIBHOW BIACTH,
OCYILECTBIIAIOUIMM (YHKLHHU 110 KOHTPOJK U HAaa30py B cepe oOpaleHus JIEKapCTBEHHBIX CPEICTB
IUIl BETEPUHAPHOTO MPHUMEHEHMs, NPU HEOOXOAMMOCTH BHOCATCS COOTBETCTBYIOLIME H3MEHEHHs B
IIPOrpaMMy IPOBEPOK.

5. B nmporpaMMmy npoBEpOK MOTYT BKJIFOYAThCSI MEPOIPUIATHS ¢ Y4ETOM HApYILICHUH, BBISIBICHHBIX
B paMKaxX KOHTPOJbHBIX (HAaJ30PHBIX) MEPONPUATUH 32 IPEIbITyIINN KaJleHIapHbIN TO.

6. IIporpamMmma nmpoBEPOK COACPIKHUT:

1) nepedeHs JIeKapCTBEHHBIX CPENICTB, OTOOP 00Pa3LlOB KOTOPBIX OyIeT OCYLIECTBIATHCA B PAMKAX
BBIOOPOYHOI'O KOHTPOJIA, (QOpPMHUPYEMBIH € YYETOM pe3yJbTaTOB TI'OCYJAapCTBEHHOTO KOHTPOJISA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

(Hag3opa) B cepe oOpallieHus JIEeKapCTBEHHBIX CPEJCTB 3a KaJeHIAPHBINA IoJl, NPeIeCTBYOLUINMA roxy
MIPOBEICHUS BBIOOPOYHOTO KOHTPOJIS;

2) ykazanue Ha cOOBITHE, HACTYIUIEHHE KOTOPOTO SIBISIETCS OCHOBAHUEM MJISi OCYIIECTBICHUS
BBIOOPOYHOT'O KOHTPOJIS:

a) TOJlyuYeHHUe CBEJICHUI, MPEICTaBISIEMbIX B COCTaBe U 00beMe, YCTAaHOBJICHHBIX (efepaibHbIM
OpraHOM HCIIOJIHUTEIbHON BIIACTH, OCYIIECTBISIONUM (DPYHKLIHMU 1O KOHTPOJIO M Haa30py B chepe
3/IpaBOOXpaHeHus, GeaepatbHbIM OPraHOM HCIIOJHUTENBHON BIACTH, OCYIIECTBISIFOIIMM (YHKIIMH TI0
KOHTPOJTIO ¥ HaJI30pY B c(hepe oOpaliieHus JIeKapCTBEHHBIX CPEJCTB AJIsi BETEPHHAPHOTO MPUMEHEHHUS, O
Cepusx, MapTHUAX JIEKAPCTBEHHBIX CPEICTB, MOCTYHAIOMIMX B Tpa)KJIaHCKuii 000poT B Poccuiickoit
®denepannn, YyKa3aHHBIX B IYHKT€ | HACTOAIIEH 4YaCTH, OPTaHU3AIMSAMHU, OCYIIECTBISIONIMMHI
IIPOU3BOJICTBO JIEKAPCTBEHHBIX cpeacTB B Poccuiickoit denepanuu U BBO3 JICKAPCTBEHHBIX CPEJCTB B
Poccuiickyro ®enepanuio, 3a HCKIIOYEHUEM CEPUN WM NapTUH JIGKAPCTBEHHBIX IMIpenapaToB,
yKa3aHHBIX B yacTu 4 cratbu 52.1 u yactu 6 ctathu 52.2 Hactoswero eaepaibHOro 3aK0Ha;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

0) moJydeHHe MOCTYIAIOIIECH B MOPSIKE, YCTAHOBIEHHOM cTaThell 64 Hactosiero denaepaabHOTO
3aKoHa, MH(POPMAIIUN O TTOOOYHBIX JIEHCTBUAX, HEKEIATEILHBIX PEAKIUAX, CEPhE3HBIX HEIKENATEITBHBIX
peaKusaX, HEMPEABUICHHBIX HEKENATEIbHbIX PEAKIHUX ITPU TPUMEHEHNN JIEKAPCTBEHHBIX NIPENAapaToB,
00 MHAMBUIyaJIbHOM HENEePeHOCUMOCTH, OTCYTCTBUU I(P(PEKTUBHOCTH JIEKAPCTBEHHBIX IPErnapaToB, a
Takke 00 MHBIX (haKTax U 00CTOSATENHCTBAX, MPEICTABISIIONIUX YTPO3Y JKU3HH WIH 3J0POBBIO YEIIOBEKa
1100 KMBOTHOTO TNpPH NPUMEHEHHWU JICKapCTBEHHBIX IMpEnapaToB M BBIABICHHBIX Ha BCEX JTamax
oOpaleHus JIeKapCTBEHHBIX NpenapatoB B Poccuiickoit depepanuu 1 Ipyrux rocynapcraax;

B) MOJIyueHHE B coOTBeTCTBUHU ¢ PenepanbHbIM 3akoHOM OoT 31 mrong 2020 roga N 248-03 "O
rOCyJJapCTBEHHOM KOHTpOJE (Haa30pe) M MYHHIMNAIBHOM KOHTposie B Poccmiickoit denepanun”
CBEJCHMI O MPUYMHEHUHU Bpelda WK 00 yrpo3e MpUYMHEHHs Bpeda KU3HHU, 3J0POBbIO TPaKIaH WU
KUBOTHBIX.

Cratba 9.2. TlocypnapCTBeHHbIM KOHTpoONnb (Hag3op) 3a  peanusauuen
MCNONHUTENbHLIMU opraHamu cyb6bektoB Poccuirckon ®Pepepaumm NOMHOMOYMA B
cdepe obpaleHUs neKapCcTBEHHbIX CPeaACTB ANsi MeAULIMHCKOro NpUMeHeHusA
(B pen. deaepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

(BBeneHa ®PexnepanbHbiM 3akoHOM OT 11.06.2021 N 170-D3)

1. TocymapcTBeHHBIM KOHTpOJIb (HAA30p) 3a peanu3alueld HWCIOJHUTEIbHBIMUA OpraHaMu
cyonrekToB Poccuiickoit denepannu nomHomounii B cepe oOpallieHUs JIEKAPCTBEHHBIX CPEACTB IS
MEJULMHCKOIO0 MNPHUMEHEHHs OCYILECTBIIAETCS ynoiaHoMoueHHbIM [IpaBurensctBoM Poccuiickoit
denepai OpraHoM UCIOIHUTEIbHOM BIACTH.

(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

2. IlpenMeToM rocynapCTBEHHOIO KOHTpOJIA (HaA30pa) 3a pealu3aluedl HCIOIHUTEIbHBIMU
opranamu cyOobekToB Poccuiickoit denepanmm monmHOMOUHMi B cdepe oOpamieHus JeKapCTBEHHBIX
CPEICTB  AJ1  MEAMIMHCKOIO  MPUMEHEHMsI  sBISETCS  COOJIOJCHHE  YHOJHOMOYEHHBIMU
UCIIOJIHUTENIBHBIMU ~ OopraHamMu  cyowektoB Poccuiickoii ®enepanyu METOJUMKH  YCTAHOBJIEHUS
NpEJeNbHBIX Pa3MEpPOB OMNTOBBIX HAJ0AaBOK M MpeNeNbHbIX pa3MEpOB PO3HUYHBIX HAJ0aBOK K
(aKTHUECKUM OTITyCKHBIM II€HaM, YCTAaHOBJICHHBIM MPOU3BOIUTEISIMH JIEKAPCTBEHHBIX MIPENapaToB, Ha
JICKApCTBEHHBIC IIperaparhbl, BKIIOYEHHbIE B NEPEYEHb >KU3HEHHO HEOOXOIUMBIX M BaXKHEUIIMX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

JIeKapCTBEHHBIX NPENapaToB.
(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

3. Ilpum ocymecTBIeHHMH TOCYJapCTBEHHOTrO KOHTposisi  (Hag3opa) 3a  peaiu3anuent
WCTIOJTHUTENBHBIMU OpraHamu cyobekToB Poccuiickoit denepanmm nmomHoMounid B cepe oOpamieHus
JIEKAPCTBCHHBIX ~ CPEJCTB JUIS MEIWIMHCKOTO TPUMCHCHHSI TPOBOJAATCS  CICAYIONIUE  BHIBI
MEPOIPUSITHH:

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

1) noKyMeHTapHbIE IPOBEPKHY;
2) BbIE3/IHBIC TTPOBEPKH.

4. Opranuzanusi ¥ OCYIIECTBICHHE TOCYIapCTBEHHOTO KOHTPOJA (HAa30pa) 3a peanu3anue
HCIIOJIHUTENIbHBIMU OopraHamu cyObekToB Poccuiickoit @enepanun noiHomMouuii B cepe oOpaiieHus
JIEKapCTBEHHBIX CPEJICTB ISl METUIIMTHCKOTO MPUMEHEHHS peryiaupytorcs denepanbHbIM 3aKOHOM 0T 21
nexadpsa 2021 roga N 414-03 "O6 o0mux NpuUHIUNAX OpraHU3alUU MyOJIUYHONW BIACTH B CyOBEKTax
Poccuiickoit ®enepanun'.

(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

5. IlonoxeHue O rocyAapCTBEHHOM KOHTpoJie (Haa3ope) 3a peanu3anuedl HCIOJHUTENIbHBIMU
opranamu cyOobekToB Poccuiickoit ®denepannu mnoiaHoMouui B chepe oOpallieHus JIeKapCTBEHHBIX
CPEeACTB JJIs1 MEIULIMHCKOI 0 NpuMeHeHus yTeepxaaercs [IpasurensctBom Poccuiickoit @enepanuu.

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

Cratba 9.3. PervoHanbHbInW TrocyfapCTBEHHbIM KOHTposnb (Hag3op) 3a
npMMeHeHMeM LieH Ha fleKapCTBeHHbIe npenaparTbl, BKITKO4YEeHHbIe B NepevyeHb XXU3HEHHO
HeobGXxoAUMbIX U BaXXHEULUMX NeKapCTBEHHbIX NpenapaToB

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

1. PernonanpHelii rocyJjapCTBEHHBIM KOHTPOJIb (Ha/A30p) 3a IPUMEHEHHUEM LIEH Ha JIEKaPCTBEHHbIE
IpenapaThl, BKIIOYEHHbIE B [EPEYEHb >KU3HEHHO HEOOXOIUMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX
MpernapaToB, OCYIIECTBISETCS HCIOJHUTENbHBIM oOpraHoM cyObekTa Poccuiickoit denepanuu,
YIOJIHOMOYEHHBIM BBICIIMM HCIIOJHUTENIBHBIM OpraHoM cyObekTa Poccuiickoil denepanu.

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

2. IIpeamMeToM pernoHaIbHOTO TOCYJapCTBEHHOTO KOHTPOJIA (Hax30pa) 3a NPUMEHEHHEM IIeH Ha
JICKapCTBEHHBIC IIperaparbl, BKIIOYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOAUMBIX M BaXKHEUIIMX
JIEKapCTBEHHBIX  IIPEMapaToB, SBJISETCS  COOJIOJEHHE  OpraHU3alUsIMH  ONTOBOM  TOPrOBIH
JIEKapCTBEHHBIMU CPEICTBAMH, alITEYHBIMU OpraHU3AIUSAMH, HHAUBUIyaIbHBIMU TPEIIPUHUMATEISIMH,
UMEIOLIUMH  JIMIEH3UI0 Ha (apMaleBTHUECKYIO JesTeNbHOCTh, MEIUIMHCKUMH OpraHu3alusMU,
UMEIOIIUMH  JIMLEH3UI0 Ha  (apMaleBTUYECKYI0  JAEATebHOCTh, W UX  000COOIECHHBIMU
MO/Ipa3JICIICHUsIMHU, PACIIOJNIOKEHHBIMU B CEJIbCKUX HACEJIEHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeuHble OpPraHM3alMM, NPU peaIU3alMM JIEKAPCTBEHHBIX IpPENapaToB TpeOOBaHUM K MPUMEHEHUIO
LI€H, YPOBEHb KOTOPBIX HE JOJDKEH MPEBBILIATE CyMMY (PaKTHUYECKON OTIYCKHOM LI€HBI, YCTAaHOBICHHON
MIPOM3BOJUTENIEM JIEKAPCTBEHHBIX IMPENapaToB, M KOTOpPbIE HE MPEBBIIAIOT 3aperUCTPUPOBAHHBIX
MpeieJbHBIX OTITYCKHBIX 1IEH, M Pa3MEepOB ONTOBBIX HaJ0ABOK U (UJIM) pa3MEepOB POZHUYHBIX HA0aBOK,
HE TPEBBIIIAIOIINX COOTBETCTBEHHO Pa3MEpOB MpeAeTbHBIX ONTOBBIX HAA0AaBOK W (WJIK) pa3MepoB
NpeJeNIbHBIX PO3HUYHBIX Ha/10aBOK, YCTAaHOBICHHBIX B cyObekTe Poccuiickoit deneparyu.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 323-03)

3. Opranuzanys M OCYLIECTBICHHE PETHOHAJIBHOIO TOCYJapCTBEHHOTO KOHTPOJS (Haa3opa) 3a
MIPUMEHEHHEM IIeH Ha JIGKAPCTBEHHBIE MpEnapaThl, BKIOYCHHbIC B MEPEUCHb KU3HEHHO HEOOXOAUMBIX
U BaXHEMIINX JIEKapCTBEHHBIX MpenaparoB, peryiupyrorcs 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 KOHTpoOJje (Haa30pe) 3a NPUMEHEHHUEM LIeH Ha
JICKapCTBEHHbIE Tperaparbl, BKIIOYCHHbIE B MEPEUYECHb >KU3HEHHO HEOOXOAMMBIX M BaXXHEHUIIMX
JICKApCTBCHHBIX  IPCIapaToB, YTBCPIKAACTCSA BbICIIMM  HUCIIOJJHUTCIBHBIM OopraHom CY6’beKTa
Poccuiickoit deneparum.

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

Cratba 9.4. ®depepanbHblA roCcyAapCTBEHHbIM  JIMLIEH3UOHHbLIA  KOHTPOJSb
OeATeNnbHOCTM NO NPOU3BOACTBY NIeKapCTBEHHbIX CpeacTB

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

1. ®enepasibHBIN TOCYJAPCTBEHHBIN JTUMIEH3UOHHBIA KOHTPOJb JEATEIBHOCTH IO MPOU3BOJICTBY
JIEKapCTBEHHBIX CPEJICTB OCYyIIECTBIseTCs (enepaqbHBIMM OpraHaMHM HUCHOJHUTENBLHOM BIACTH,
ynoirHoMoueHHbIMU [IpaBuTenscTBoM Poccuiickon ®denepanuu.

2. ®enepanbHblil TOCYJAPCTBEHHBIN JIMIEH3UOHHBIA KOHTPOJIb JESTEIBHOCTH IO IPOU3BOJICTBY
JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIACTCS B COOTBETCTBUU ¢ DenepanbHbIM 3akoHOM oT 4 mas 2011
roga N 99-®3 "O nuueH3upoBaHUM OTACIBHBIX BUAOB JEATEIbHOCTH" 1 DefepanibHbIM 3aKOHOM OT 31
ntoig 2020 roga N 248-D3 "O rocynapcTBEHHOM KOHTpoJIe (Haa30pe) ¥ MYHUIIMITAIbBHOM KOHTPOJIE B
Poccuiickoit @enepannu". B pamkax ¢eaepaibHOro TOCYJapCTBEHHOTO IHUIIEH3MOHHOTO KOHTPOIS
NESTeNIbHOCTH M0 TPOW3BOJCTBY JIEKAPCTBEHHBIX CPEACTB ILUIAHOBBIE KOHTPOJBHBIE (HAJA30pPHBIC)
MEpONPUSITHS HE MPOBOASATCS, MPU 3TOM MPOBOIUTCS MEPUOJUUYECKOE MOJITBEPKIACHUE COOTBETCTBUS
JUICH3UATOB JIUIICH3MOHHBIM TPEOOBAHHUSM B COOTBETCTBHH ¢ DeepaibHBIM 3akoHOM OT 4 Mas 2011
roga N 99-®3 "O nuueH3upoBaHUM OTJEIbHBIX BUJIOB JIESITEILHOCTH" .

nasa 5. PASPABOTKA, OOKITMHWYECKUE UCCITIEQOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHWYECKUE UCCIIEQOBAHUA
NEKAPCTBEHHbIX MPEMNAPATOB And BETEPUHAPHOIO NPUMEHEHUA
CraTtbsa 10. PazpaboTka nekapCcTBeHHbIX CpeAcTB
1. Pa3pa60TI<a JICKAPCTBCHHBIX CPCACTB BKIIIOYACT B ce0s1 MOMCK HOBBIX (l)apMaKOJIOFI/I‘{eCKI/I
AKTUBHBIX BCHICCTB, IIOCICAYIOIICC HU3YYCHUC HX JICKAPCTBCHHBIX CBOfICTB, JOKINHHUYCCKHUC
WCCIICIOBaHMs, Pa3pabOTKy TEXHOJIOTHH MPOU3BOACTBA (hapMaleBTHUECKUX CYOCTaHIUH, pa3paboTKy
COCTAaBOB M TEXHOJIOTUI IIPOU3BOACTBA JICKAPCTBEHHBIX IIPENapaToB.
2. ®uHAHCOBOE OOecIeueHre pa3pabOTKH JEKAPCTBEHHBIX CPEICTB OCYIIECTBISIETCS 3 CUET:

1) cpeacTB denepaibHOTO OFOJKETA;

2) cpeAcTB pa3pabOTUMKOB JIEKAPCTBEHHBIX CPE/ICTB;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

3) CpeaACTB HpOHSBO,Z[HTGHGIZ JICKApCTBCHHBIX CpeaAcCTB pu BBIIIOJIHCHHUH
HAayYHO-UCCJICOOBATCIILCKUX pa60T o JOTOBOpPY MCKIAY p8.3pa6OT‘-II/IKOM JICKApCTBCHHBIX CPCACTB U
MMPOU3BOAUTCIIEM JICKAPCTBCHHBIX CPCIACTB;

4) VHBIX HE 3aIpPELIEHHBIX 3aKOHOAaTeNbCTBOM Pocculickoit denepanny HCTOUHUKOB.

3. IlpaBa  paspaboTumka  JICKADCTBEHHOTO  CpPEACTBA  OXPAHSIOTCA  TPakKIaHCKUM
3aKOHOJIaTE€JIbCTBOM.

Cratba 11. [JoKnuHM4YecCKoe wuccrefoBaHWe JeKapCTBEHHOro cpeacTtBa AnA
MeAULMHCKOro NpMMeHeHuns

1. ,HOKJ'II/IHI/I'-IGCKoe HCCIICAOBAHUEC JICKAPCTBCHHOI'O CpPEACTBA IJId MCIHUIMHCKOrO IMPHUMCEHCHUA
IIPOBOAUTCA IMYTEM IIPUMCHCHHA HAY4YHBIX METOAOB OLCHOK B HCIMAX IIOJIYYCHHA O0Ka3aTCIbCTB
6G3OHaCHOCTI/I, Ka4y€CTBa U Bq)(l)eKTI/IBHOCTI/I JICKApCTBCHHOT'O CpCACTBA.

2. JIOKJIMHUYECKOE HCCIIEOBAHUE JIEKAPCTBEHHOIO CPEACTBA JII MEAMIIMHCKOIO IPUMEHEHUs
MIPOBOJIUTCS B COOTBETCTBUU C MPABWJIAMHU HaJyIeXameil 1abopaTOpHON MPAKTUKH, YTBEPKICHHBIMHU
EBpa3uiickoit 3KOHOMHYECKON KOMUCCUEH.

(B pen. deaepanbHbix 3aK0OHOB 0T 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

3. Jlnsa opraHu3anMy M NPOBEICHUS TOKIMHUYECKOTO HMCCIEAOBaHMS JICKAPCTBEHHOTO CPEICTBA
TS METUITMHCKOTO TIPUMEHEHUS pa3pabOTYHMKU JIEKApCTBEHHBIX CPEJCTB BIIPABE MPHUBICKATh HAyYHBIE
OpraHu3aiyy, o0pa3oBaTebHbIC OPraHU3allMy BBICIIET0 00pa30BaHMs U MHbIE OpraHU3aLUHU, UMEIOIIHe
HEOOXOJMMYI0O  MaTepHUaTbHO-TEXHUYECKYI0 0a3y H  KBIM(QUIMPOBAHHBIX CIHECHHUAINCTOB B
COOTBETCTBYIOILIEH 00JIACTH UCCIIEIOBAHUSL.
(uacts 3 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4, ]_—[OKJ'II/IHI/ILIGCKOC HCCICA0BAHUE JICKAPCTBCHHOI'0O CPEACTBaA AJId MCIHMIMHCKOrO IIPHUMCEHCHUA
IpOBOAUTCA IO YTBCPKIACHHOMY p33pa6OT‘II/IKOM JICKApCTBCHHOT'O CPCEACTBA IINIaHYy C BCIACHUCM
MPOTOKOJIa 3TOTO HUCCICAOBAHUA U COCTABJICHUCM OTUYCTA, B KOTOPOM COIACPKATCA PE3YJIbTAThI 3TOT'O
HCcCICaAoBaHrd W 3aKIIIOYCHUC O  BO3MOKHOCTU  MPOBCACHHUA  KIMHHUYCCKOIO  HCCICAOBAHUA
JICKApCTBCHHOTO Iperapara 111 MCAUITUHCKOI0 IPpUMCHCHUS.

5. TlpoBeneHne MPOBEPOK COONIOACHUS TMPaBWI HaAJIEKaIEH Ja0opaTOpHOW TIPAKTUKH U
MPABOBBIX HOPM HCHOJb30BAaHUS JKUBOTHBIX TMPU MPOBEACHUU JOKIMHUYECKHX HCCIEAOBaHUN
JMEKapCTBEHHBIX CPEACTB [UIsl MEIUIUHCKOTO TPUMEHEHHUS OCYIIECTBISETCS YIOJTHOMOUYEHHBIM
(benepanbHBIM OPraHOM UCTIOTHUTEIHHOM BIACTH.

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

6. Pe3ynbrarhl JOKIMHUYECKOTO HCCIICIOBAHUS JIEKAPCTBEHHOTO CPEICTBA IS METUITMHCKOTO
MIPUMEHEHHUST MOTYT OBITH TIPEJCTABJICHBI B YIOJHOMOYCHHBIH (peepallbHbIi OpraH HCIIOJTHUTEIHHON
BJIACTH B YCTAHOBJICHHOM IOPSIKE B IEJISIX PETUCTPAIIMH JICKAPCTBEHHOTO Mperapara.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

Cratba 12. [oknuMHMYECKOE uccrnenoBaHMe JIEeKapCTBEHHOro cpeacrtea W
KIIMHNYEeCKOe MuccnefoBaHUe JleKapCTBEHHOro npenaparta Aans  BeTepuHapHoOro
npPUMeHeHuns
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

1. JIoknMMHHYECKOE HCCIE0BaHKUE JIEKAPCTBEHHOTO CPEACTBA /IS BETEPUHAPHOTO MPUMEHEHHS
MPOBOJUTCS IMyTeM IPUMEHEHHsS] HAayYHBIX METOJOB OIICHOK B IICNAX IOJIyUCHHS JIOKA3aTCIIbCTB
0e30macHOCTH, KadecTBa M 3(PPEKTUBHOCTH JICKAPCTBEHHOTO CPEJCTBA, B TOM YHCIE OINPEACICHUS
CpOKa €ro BBIBCACHUS M3 OpraHu3Ma XHUBOTHOI'O, B LCIIAX oOecrieueHus 6630HaCHOCTI/I npoayKuuu
YKHUBOTHOTO TIPOMCXOXICHUS ITOCIIC MPUMEHEHHUS COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO Mperapara.

2. JloxnuHHMYECKOE HCCIENOBAHHUE JIEKAPCTBEHHOI'O CPEACTBA M KIMHHUYECKOE MCCIEIOBAHUE
JIEKapCTBEHHOTO IpenapaTta JIjs BETEPpUHAPHOIO MPHUMEHEHMs, HCClieloBaHHEe OMOIKBHUBAJIEHTHOCTH
YKa3aHHOI'O JIEKAPCTBEHHOIO IIpernapara IpOBOJATCS B COOTBETCTBUM C IPAaBWJIAMH, YTBEPKIACHHBIMHU
YIIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCTIOJIHUTEIBHOMN BIIACTH.

3. JIoKIMHHMYECKOEe MCCIEeIO0BAaHUE JIEKAPCTBEHHOIO CPEACTBA M KJIMHUYECKOE MCCIIEJOBAHUE
JIEKAPCTBEHHOI'0 Tpernapara Juisi BETEPUHAPHOTO NPHUMEHEHHUS IPOBOIATCS IO YTBEPKIACHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOI'O CPEJCTBA IUIAHY C BEJEHHEM HPOTOKOJIOB 3THUX MCCIEIOBAHUN U
COCTABJICHUEM OTYETOB, B KOTOPBIX COAECPIKATCA PE3YIbTaThl 3TUX UCCIIEJOBAHUN.

4. g opraHu3aly U NpOBEACHUS JOKINHUYECKOTO UCCIIE0BaHMsI JEKAPCTBEHHOIO CPEACTBa U
KJIIMHUYECKOIO0  HCCJIEOBAaHUS JIEKQpCTBEHHOIO Ipernapara Uil BETEPUHAPHOIO IPUMEHEHUs
pa3paboTUUK JIEKAPCTBEHHOT'O CPEJCTBA MOXKET IMPUBIIEKATh OpPraHU3allid, UMEIOLINEe HEOO0XOAMMYIO
MaTepUaIbHO-TEXHUYECKYIO 0a3y U KBaJU(UIIMPOBAHHBIX CIELUAINCTOB B COOTBETCTBYIOIIECH 00MacTu
UCCIIeI0BAHMSL.

5. Knuanueckue HCCIICAOBaHHUA JICKAPCTBCHHLBIX IIPCIIApaTOB IAJId BETCPHUHAPHOI'O NPHUMCHCHUSA
OpOBOAATCA B BCTCPUHAPHLIX OpraHU3allUAX W B OpraHu3aluvdax, OCYIICCTBIIAIOIIHUX pPAa3BCIACHUC,
BbIpalllMBaHUEC U COACPKAHNUC JKUBOTHBIX, B IICJIAX:

1) ycTaHOBIEHHS IEPEHOCUMOCTH JIEKAPCTBEHHBIX IPENapaToB 3I0POBBIMU KUBOTHBIMU;

2) noxbopa ONTUMANbHBIX J03UPOBOK JIEKAPCTBEHHBIX IIpeMapaToB W Kypca JIEYEHHUS Ha
KOHKPETHOM I'pYIIIE )KUBOTHBIX C ONPE/EICHHBIM 3a00JI€BaHNEM;

3) ycraHoBieHHs ~ Oe3omacHOCTM M 3((EKTUBHOCTH  JIEKApCTBEHHOTO  Ipernapara,
NpeJHa3HAYCHHOTO JJIs JICYCHUs OINpEAETCHHBIX 3a00JeBaHUN KMBOTHBIX, WIH 3((HEKTUBHOCTH
JICKApCTBEHHOTO Mpenapara st MpopHUIaKTHKH 3a00J€BaHHA 3J0POBBIX )KUBOTHBIX;

4) u3yuyeHHs BO3MOYKHOCTEW pacIIMpEeHMs] IMOKa3aHUM K NPUMEHEHHUIO 3aperucTpUpPOBAHHOIO
JIEKapCTBEHHOI'O IIperapaTa 1 BbISIBICHUS paHee HEU3BECTHBIX MOOOUHBIX JEHCTBUI.

6. Kimmanueckoe HUCCIEA0BAHUE JICKAPCTBCHHOI'O IIpf€riapaTta ajid BETCPUHAPHOI'O IIPUMCHCHUA
OCYHICCTBJIACTCSA 3a CUHET CPEACTB pa3pa60TqI/n<a JICKApCTBCHHOT'O CpEACTBA.

7. Otdersl O pe3yabTaTax JAOKIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOTO CpeAcTBa U
KIIMHUYECKOTO  MCCJICIOBAHUS JICKAPCTBEHHOTO Ipemapara JJis BETEPUHAPHOTO TMPUMEHEHHS
COCTaBJISIIOTCA pa3pabOTUMKOM JIEKAPCTBEHHOTO CpPEJICTBA C YYETOM 3aKIOYEHUH OpraHu3alui,
MPUHUMABIIIUX Y4aCTHE B OPTaHU3AINHU U TIPOBEICHUN dTUX MCCIICIOBAHUH.

8. KOHTpOJ’II) 3a IMPOBCACHHEM JOKIMHUYCCKHUX I/ICCJ'IG,HOBaHI/Iﬁ JICKAPCTBCHHBIX CPEACTB H
KIMHUYECKUX HCCJIeJOBaHUM JICKAPCTBCHHBIX  IpENapaToB AJId BCTCPHUHAPHOI'O IIPHUMCHCHUA
OCYHICCTBIIACTCA YIIOJTHOMOYCHHBIM (I)C,Z[epaJIBHLIM OpraHom HCIIOJIHUTEILHOM BIACTH.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

Masa 6. OCYWECTBINEHUE FOCYOAPCTBEHHOW PETMCTPALIMU,
PETMCTPALUN NEKAPCTBEHHbIX NMPENAPATOB
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

Koncynprantlntoc: npumeyanue.

[To 3asBnenusm, mnomanHbiM 10 01.01.2021, nexkapcTBeHHBbIE NpenmapaThl sl METUIIUHCKOTO
IIPUMEHEHUS PETUCTPUPYIOTCS B COOTBETCTBUU C TpeOoBaHUAMHU, AeiicTBoBaBmuMU A0 30.01.2024.
O mpuBeneHun B coorBercTBHe ¢ akTaMu EADC Takux M paHee 3aperucTpUpPOBAHHBIX IIPENapaToB
cm. @3 or 30.01.2024 N 1-D3.

Cratba 13. [locymapcTBeHHasi perucrpauuvs, perucTpaumsi neKapCcTBEHHbIX
npenapatoB
(B pen. deaepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

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

1. B Poccniickoir ®enepanuu TONYCKArOTCS IMPOU3BOJACTBO, XpPaHEHHUE, IIEPEBO3Ka, BBO3 B
Poccuiickyro ®enepaunto, BbiBO3 U3 Poccuiickoii ®enepanuu, pekiama, OTIYCK, peaau3aius,
nepeaayda, MIPUMEHEHUE JIEKAPCTBEHHBIX MPENapaToB, €CIU OHU 3apErUCTPUPOBAHBI YIIOTHOMOYEHHBIM
¢denepaabHBIM OpPraHOM HMCIIOJHUTEIBHOM BJIACTH B COOTBETCTBMM C HacTosmmM DenepanbHbIM
3aKOHOM JIN0O B COOTBETCTBUU C aKTaMH, COCTaBIsIOMUME TpaBo Coro3a.

(B pen. @enepanbHbix 3aKk0HOB OT 13.07.2015 N 241-®3, ot 30.01.2024 N _1-P3)

2. T'ocyiapCTBEHHOM perucTpanuu Mo iexar:

1) Bce JieKapCTBEHHBIC MperapaThl, BIEPBBIC MOJISKAIIUe BBOAY B oOpamenue B Poccuiickoi
®enepannu;

2) nexapCTBEHHbIC IMpenaparhl, 3aperucCTPUPOBAHHBIE paHEE, HO IMPOU3BEIEHHBIE B JIPYIHX
JIEKapCTBEHHBIX (hopMax B COOTBETCTBUU C TEPEUYHEM HAUMEHOBAHUI JIeKapCTBEHHBIX (POPM, B HOBOM
JI03UPOBKE MPH JOKA3aTEIbCTBE €€ KIMHUYECKON 3HAaUNMOCTH 1 3P (EKTUBHOCTH;

3) HOBBIE KOMOMHAIIMY 3aPETUCTPUPOBAHHBIX PaHee JIEKaPCTBEHHBIX MTPENapaToB.

3. l'ocynapcTBeHHast perucTparys JICKapCTBEHHBIX MPENapaToB OCYIIECTBISETCS MO pe3ybTaTaM
IKCTIEPTU3BI JICKAPCTBEHHBIX CPEJICTB.
(uacts 3 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4. l'ocynapctBeHHass ~ peructpanus — JEKapCTBEHHOIO  Mperapata  OCYLIECTBISETCS
COOTBCTCTBYIOIIUM YITOJTHOMOYCHHBIM (l)eﬂepaﬂbHI)IM OopraHomM HWCIIOTHUTETbHON BIIACTH B CpOK, HC
MPEBBILIAIOIINM CTa MIECTUIECITH padOuMX IHEM CO JHS NPUHATHS 3a4BICHUS O IOCYJapCTBEHHOMN
perucTpaly JEeKapcTBEHHOTO TMpemapara Al MEIWLUHCKOTO TpPUMEHEHUs, U B CpPOK, HE
MPEBBIIIAIONINI CcTa JBagUaTH pabouyux JHEH cO JHS TPUHATUS 3asBICHUS O TOCYAapCTBEHHON
pEerucTpalnuy JEKApCTBEHHOrO Ipenapara JJjisi BETEPUHApPHOrO IMPUMEHEHUs. B ykazaHHBIM Cpok
BKJTFOUAETCS BpeMsi, HEOOXOAUMOE JJIsl TOBTOPHOTO MPOBEICHHUS SKCIIEPTHU3BI JIEKAPCTBEHHOT'O CPE/ICTBA
B COOTBETCTBHM cO cTaThedl 25 Hacrosmero ®denepansHoro 3akoHa. Cpok TrocyaapcTBEHHOM
perucTtpanu JICKAPCTBCHHOI'0 Ipfriapara MHCYHUCIACTCA CO JOHA MNPUHATUA COOTBCTCTBYIOIIUM
YIOJHOMOYEHHBIM (he/iepajbHbIM OPraHOM HCIIOJTHHUTEIHLHON BJIACTU COOTBETCTBYIOIIETO 3asBJICHHS O
rOCy/IapCTBEHHOW PETUCTPAllMK JIGKAPCTBEHHOTO TMpemapara C MPUIOKEHHEM HEe0OXOIUMBIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

JOKYMEHTOB I10 JIEHb BbIIa4l PErHCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO IpenapaTa. Bpems,
HE00X0/IMMOE JIJIsl HAlpaBJICHUs YIOJIHOMOYEHHBIM (eiepaJbHbIM OpPraHOM HCHOJIHHUTENBHOM BIAacTH
3arpoca O IpeACTaBICHUN HEOOXOIUMBIX MAaTEPUAJIOB M MPEJICTABIICHUS 3asIBUTEIIEM OTBETa Ha TaHHBIN
3ampoc B COOTBETCTBHUHU CO cTaThamu 16, 19 u 23 Hacrosmero @enepanbHOro 3aKOHA, HE YUUTHIBACTCS
IIPY UCUMCIIEHUH CPOKA TOCYAAPCTBEHHOW PErMCTPalliy JEKAPCTBEHHOIO Mpernapara.

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

5. T'ocynapCcTBEHHOU perucTpaluy HE OAJIEKAT:

1) nexapcTBEHHBIE Mpernaparbl, W3TOTOBICHHBIC ANTEYHHIMU OPTaHHU3AIUSAMH, BETCPUHAPHBIMU
aNTeYHBIMH OPTAHU3AIMSIME, HWHIUBHIyAIbHBIMHA TIPEIPUHUMATEISIME, KOTOPBIE HMEIOT JINIICH3HUIO Ha
(hapMareBTHYECKYIO JCSITeILHOCTh, IO pelenTaM Ha JIEKAPCTBEHHBIC IpemapaTsl W TPeOOBaHUSAM
MEIUIIMHCKUX OpraHW3aIliii, BETCPUHAPHBIX OpPTaHHW3AIlMi WU OpTaHu3aui (MHIUBHIYTbHBIX
MPEAIPUHUMATEICH ), OCYIIECTBIIAIONINX Pa3BeICHUE, BRIPAIIMBAHUE U COACPKAHUE KUBOTHBIX;

(B pen. ®enepanbHoro 3akona ot 30.12.2021 N 463-03)

2) JneKapCTBEHHBIE TIperaparbl, NpUOOpeTeHHbIE (U3MYECKUMHU JIMIIAMH 3a TpeesiaMu
Poccuiickoit deneparuu v npeaHa3HayeHHbIE U1l JUYHOTO UCIIOJIb30BaHUS;

3) nekapcTBeHHbIE TIpemaparbl, BBO3UMBIE B Poccuiickyro ®enepanuio A OKa3aHUs
MEIMIIMHCKOM TOMOIIM M0 JKU3HEHHBIM [IOKa3aHUSIM KOHKPETHOTO TMAalMeHTa Ha OCHOBAHUU
pa3peleHusi, BBIIAaHHOTO YIOJTHOMOYEHHBIM (eiepabHbBIM OPTaHOM HCIIOTHUTEIHLHON BIACTH;

4) JICKApCTBCHHBIC CPCIACTBA, BBO3UMBIC B POCCHﬁCKym q)enepaumo Ha OCHOBAHHMHM BBIJAHHOI'O
YIOJHOMOYCHHBIM (I)e[[epaJ'IBHLIM OopraHomM HCIIOJIHUTEILHOM BIIACTH paspeiicHrd U NpeAHa3HAYCHHLIC
AJi1 OpOBCACHUSA KIIMHUYCCKHUX I/ICCHGI[OBaHI/Iﬁ JICKAPCTBCHHLIX IIpCIapaTtoB H (I/IJII/I) IMPOBCACHUA
OKCICPTU3BI  JICKAPCTBCHHLIX CPCACTB I OCYHICCTBJICHUA FOCYI[apCTBeHHOﬁ perucTpanun
JICKApCTBCHHBIX IIPCIIapaToB;

5) bapmaneBTHUECKHE CyOCTaHIINM;

6) paI[I/IO(l)apMaI_IeBTI/I‘ICCKI/Ie JICKApCTBCHHBIC IIpCIIapaThbl, U3IOTOBJICHHBIC HCEIIOCPCIACTBCHHO B
MCIUIIMHCKUX OpPraHu3anugx B HOPAAKC, YCTAHOBJICHHOM YIIOJIHOMOYCHHBIM (I)e,[[epaJ'ILHBIM OpraHomMm
HUCIIOJIHUTEILHOM BJIaCTH,

7) nekapCTBEHHBIE MTpenapaThl, IPOU3BOAUMBIE AJIsl HKCIIOPTA;

8) OMOTEeXHOJIOTMYECKUEe JIEKapCTBEHHbIE Npernaparbl, MpeJHa3HAYCHHbIE /I MPUMEHEHUS B
COOTBETCTBUM C WHJIMBHUIYaJIbHBIM MEIMLMHCKHM Ha3HAYEHHEM M CIELHUAJIBHO W3TOTOBICHHBIC IS
KOHKPETHOI'O MalMeHTa HEMOCPEICTBEHHO B MEIMLMHCKON OpraHM3aliy, B KOTOPOH IPHUMEHSAETCS
TaKOW OMOTEXHOJOTMYECKHH JIEKapCTBEHHBIH Ipernapar, MMEIOIIMEe B CBOEM COCTaBe COEIUHEHUS,
CUHTE3UPOBAaHHBIE II0 PE3yJbTaTaM TIE€HETHMYECKUX MCCIECIOBAHUNA MaTepualna, IIOJIy4eHHOIO OT
MaIyeHTa, I KOTOPOrO HW3TOTOBIIEH TakKoW OWOTEXHOJOTWYECKHH JIEKApCTBEHHBIN mpernapar.
[lepeyeHp MEIWIMHCKUX OpraHU3allMi, HWMEIMUX @PaBO HW3rOTaBIMBAaTh M NPHUMEHATh TaKUe
OMOTEXHOJIOTMYECKHE JIEKapCTBEHHbIE Ipemnaparbl, yTBepkaaercs IIpaBurensctBom Poccuiickoii
@eneparun. Paspernienne Ha NpUMEHEHHE TaKUX OMOTEXHOJIOTMYECKUX JIEKAPCTBEHHBIX IpenapaToB
BBIIACTCS  YIOJHOMOUYEHHBIM  (hefiepalibHbIM  OpPraHOM HCHOJHMTENBHOM BJIACTH B  MOPAJIKE,
ycraHaBiuBaeMoM [IpaButensctBom  Poccuiickoit  ®enepamuu. [lopsmok  oOpamieHus TaKux
OMOTEXHOJIOTMYECKUX JIEKApPCTBEHHBIX IMPENapaToB, BKIOYas MOPSAIOK MX M3TOTOBIICHUS, IPOBEACHUS
9KCIEPTHU3bl, OCYIIECTBICHHUS] KOHTPOJISI KauyecTBa TaKUX OHWOTEXHOJOTHYECKUX JIEKapCTBEHHBIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

[IpenaparoB, MPUMEHEHHs, XpaHEHHs, TPAHCHOPTUPOBKH M YTHIU3ALMHM TAKUX OMOTEXHOJIOTHYECKHX
JICKapCTBEHHBIX MpEnapaToB, a TakXke TpPeOOBaHUS K TaKUM OHOTEXHOJOTHUECKUM JIEKapCTBEHHBIM
nmpenaparaM M = MEIMIMHCKAM — OpraHu3alusaM, HMX  H3TOTaBIMBAIONIMM M IPHUMEHSIOLIUM,
ycraHasinuBarotcs [IpaBurensctBoMm Poccuiickoit @enepanun.
(. 8 BBeneH ®enepanbHbM 3akoHOM OT 30.01.2024 N 1-D3)

5.1. 3asgBiaeHue O PpErucTpalvy BOCIPOU3BEACHHOIO JIEKAPCTBEHHOIO IIpenapara s
MEIUIIMHCKOTO TMPUMEHEHHS MOXKET OBITh MOJAAaHO B YIIOJHOMOYEHHBIH (GeaepanbHbIl OpraH
HCIOJIHUTEIBHOM  BJIACTH, OCYLIECTBIIOIIMNA TOCYJApCTBEHHYIO PETUCTPALMIO  JIEKaPCTBEHHBIX
MPENapaToB, MO UCTEYEHUU YETHIPEX JIET C JAaThl NOCYJAPCTBEHHOW PETHUCTPALMU WA PETHCTPALUU
pedepeHTHOTO JIGKApCTBEHHOTO Mperapata Jijisi MeIUIIMHCKOTO puMeHeHus B Poccuiickoit deneparivm.
(dacth 5.1 BBegena denepanbabiM 3akoHOM 0T 30.01.2024 N 1-D3)

5.2. 3asBineHHe O perucTpauuu OnoaHanoroBoro (OHMOMOAOOHOrO) JIEKAPCTBEHHOrO Ipernapara
(Omoananora) st MEJUIIMHCKOTO MPUMEHEHUSI MOXKET OBITh MOAAHO B YIIOJHOMOYEHHBIH (eepanbHbIi
OpraH HCIIOJHUTEIBHON BJIACTH, OCYIIECTBISIOLINN rOCYAApCTBEHHYIO PErMCTPAlMIO JIEKAPCTBEHHBIX
IIpEenapaToB il MEIWLMHCKOIO IMPUMEHEHMs, N0 UCTEUEHUU TPEX JIET € JAaThl I'OCYAapCTBEHHOMN
PETUCTpAIMH WK PETHCTPan pedepeHTHOTO JIEKapCTBEHHOTO penapata B Poccuiickoii @eneparum.
(dacth 5.2 BBeneHa denepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

5.3. He nomyckaercsi MCHOJb30BaHHME B KOMMEpPYECKUX LENIsAX HH(OpMalMu O pe3yibTaTrax
JNOKIIMHUYECKUX  HCCIIEeOBAaHUM  JIEKApCTBEHHBIX  CPEACTB W KIMHUYECKUX  HCCIeIOBaHUMN
JIEKAPCTBEHHBIX MPENapaToB s MEIUIMHCKOrO MPUMEHEHHUs, MPEACTABICHHOW 3asiBUTENEM st
roCy/1JapCTBEHHOW PErucTpaluy WM PETUCTPALMU JIEKAPCTBEHHOrO IIpernapara, 0e3 ero coryacus B
TEUEHHWE IIEeCTH JET C JaThl TOCYJapCTBEHHOW pETUCTpAIlMU WIW PETUCTpaluu pedepeHTHOTO
JIEKapCTBEHHOT O Tipemnapara B Poccuiickoit denepanuu.

(dactb 5.3 BBegeHa DenepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

6. He nomyckaercst rocy1apcTBeHHasi pEruCTpaLys:

1) JICKApCTBCHHBIX MNPCIapaToB, OTIHYAOIMUXCA Apyr OT Jpyra KauCCTBCHHBIM COCTaBOM
HGﬁCTByEIL[HX BCUICCTB, IO OAMHAKOBBIM TOPTOBBIM HAMMCHOBAHUCM;

2) OHOTO JIEKapCTBEHHOTO IperapaTa, MPeACTaBICHHOTO Ha TOCYAApPCTBEHHYIO PErHCTPAlUIO B
OTHOIICHWH OJHOTO M TOTO € JepXaTeiss WIH BJIaJeNblla PErHCTPAMOHHOTO YIOCTOBEPEHHUS
JIEKapCTBEHHOTO TIperapaTa B BHJE JABYX M OoJiee JICKapCTBEHHBIX IPENapaToB MO Pa3lInYHBIMU
TOPTrOBBIMUA HANMEHOBAHUSIMH.

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

7. Tlo 3ampocy B 3JeKTpoHHOH (opme cyOBekTa oOpalleHHus JEKapCTBEHHBIX CPEICTB
COOTBCTCTBYIOIIIUM YHOOJIHOMOYCHHBIM (beﬂepaJ'IBHI)IM OopraHom HCIOJIHUTEILHOU BJIaCTH,
OCYIIECTBIISAIONINM TOCYIAPCTBEHHYIO PETMCTPAIIMIO JIEKAPCTBEHHBIX MPEIAapaToB, B YCTAHOBICHHOM MM
LOPSIKE OCYIICCTBISCTCS HAyYHOE KOHCYJIBTHPOBAHUE IO BOIPOCAM, CBSI3aHHBIM C MPOBEICHUEM
JTOKITMHUYECKUX MCCIIECAOBAHNH, KITMHUYECKUX UCCIIeOBAHHI JIEKAPCTBEHHBIX MTPENapaToB, SKCIEPTU3bI
KayecTBa JICKAPCTBEHHBIX CpelcTB, 3(deKkTuBHOCTH W  OE30MACHOCTH, C OCYIICCTBICHUEM
rOCYJIapCTBEHHON PErMCTPalliyU JIGKAPCTBEHHBIX TMpenapaToB. KOHCYJIBTUPOBAHHE OCYIIECTBIISCTCS C
NpUBIIeYeHUEM (elepaabHbIX TOCYJAapCTBEHHBIX OFO/DKETHBIX YUYPEKICHUH, MOIBEIOMCTBEHHBIX
naHHOMY (enepaabHOMY OpraHy HCIIOJIHUTEIBHONW BIACTH W HE YYacTBYIOIIUX B OpraHU3aINN
NPOBEJCHUS OKCIEPTU3bl KAuecTBAa JIGKAPCTBEHHBIX CPEACTB B LEJNAX OCYIICCTBICHHS HX
rOCYIapCTBEHHOM PErMCTpaIlii B COOTBETCTBUH CO cTaThedl 16 Hactosimero denepanbHOro 3aKoHa, B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

BHJIE OTBETa B MHCbMEHHOHN (popMe yImoTHOMOUEHHOTO (heepaabHOr0 OpraHa UCIOMHUTEILHON BIACTH
Ha 3anpoc. Pazmep B3uMaeMol ¢ 3asiBUTES MJIaThl ONPEAEISeTCs B COOTBETCTBUU C 3aKOHOATEILCTBOM
Poccuiickoit @enepanuu 00 OpraHM3alUU TMPEIOCTABICHUS TOCYJAPCTBEHHBIX M MYHHIWNAIBHBIX
yeiyr. Uadopmanus 06 oCyIIeCTBICHHH HAyYHOTO KOHCYJIBTUPOBAHHS, B TOM YHCIIE CTAaThH, 0030pHI,
CTIpaBOYHBIC MaTepHaibl W WHass WHPopMamus 00 OCYHIECTBICHHHM HAYYHOTO KOHCYJIBTHPOBAHMUSI,
pasMeniaercs Ha OQUIMAIBHOM CaiiTe YIOJIHOMOYEHHOro (eaepaibHOro OpraHa HCHOJIHUTEIbHOM
BnacTu B cetu "MHTepHeT" ¢ cOOMIOEHHEM OTrpaHUYEHUN, YCTAaHOBJIEHHBIX 3aKOHOAATEIHCTBOM O
MEPCOHATBHBIX JAHHBIX, KOMMEPUYECKOH U (MJIN) TOCYJapCTBEHHOH TaliHe.

(B pen. ®enepanbuoro 3akona ot 30.01.2024 N 1-D3)

8. T'ocymapcTBeHHast perucrpanusi JEKapCTBEHHBIX IPENapaToB, KOTOpbIE MpeAHA3HAYEHbI IS
IIPUMEHEHNs B YCIOBUSAX BOCHHBIX JEHCTBHM, YPE3BBIYAWHBIX CUTyallMil, MpeayNnpexIcHUs
Ype3BbIUANHBIX CUTYalUi, MPOQUIAKTUKY U JIEYeHUs 3a00J1€BaHUH, NPEACTABIAIOIMX ONACHOCTh IS
OKpY’KaloIIMX, 3a00JIEBaHUM U MOpaXKeHUH, MOITYYEHHBIX B pe3yJbTaTe BO3AEHCTBHS HEOIAronpUsTHBIX
XMMHUYECKHX, OMOJIOTHUECKUX, PAaJUALMOHHBIX (PAaKTOPOB, U KOTOpPbIE pa3pabOTaHbl B TOM YHCJE IO
3aJaHui0 (peepanbHBIX OPTaHOB MCIOJHHUTEIBHON BIIACTH, YIOJIHOMOYEHHBIX B 00JIACTH OOOpPOHBI
CTpaHbl M 0€30MaCHOCTH TOCY/AapCTBa, a TAKXKe JICKAPCTBEHHBIX CPEJCTB B CiIy4ae UX Ae(PEeKTypbl WiIH
pUCKa BO3HUKHOBEHHs Ne(EKTypbl B CBS3U C BBeJIeHHWEM B oOTHomeHuWH Poccuiickoit deneparuun
OTrPAHUYUTEIIBHBIX MEpP 3KOHOMHYECKOIO XapakTepa OCYIIECTBISAETCS B IOPSAIKE, YCTaHOBJIECHHOM
[IpaBurenscTBOM Poccuiickon Penepanuu.

(B pen. ®enepanbubix 3ak0HOB 0T 01.04.2020 N 98-D3, ot 08.03.2022 N 46-P3)

CraTtba 14. MpuHUMUNbI 3KCNEPTU3bI JIeKAaPCTBEHHbIX CPeACcTB
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. 9KCHepTI/IBa JICKApCTBCHHBIX CPCACTB OCHOBBLIBACTCA HA IMPUHIHUIIAX 3aKOHHOCTH, CO6J'IIO,Z[€HI/IH
npaB " CBO6OI[ YCJIOBCKAa W TIpakaaHWHA, IIpaB HOPUIUYCCKOIO JiKla, HC3aBUCUMOCTHU JSKCIICPTA,
O6’I)€KTI/IBHOCTI/I, BCCCTOPOHHOCTU H TIOJHOTBI I/ICCHGI[OBaHI/II\/JI, MMPOBOAMMBIX C HCIIOJB30BaAHUEM
COBPEMEHHBIX )IOCTI/I)KCHI/Iﬁ HayKH W TCXHHUKH, OTBCTCTBCHHOCTHU q)ellepaJ'H)HOFO TroCyJapCTBEHHOT'O
6I-OI[)KCTHOFO YUPCKACHUA II0 HNPOBCACHUIO OSKCICPTHU3BI JICKAPCTBCHHBIX CPCACTB MU 3KCIICPTOB 3a
MPOBCACHUC U KaUCCTBO 3KCIICPTU3LI.

2. 3KCH€‘pTI/I33 JICKApPCTBCHHBIX NPCIapaToB I MCAUIHUHCKOI'O IPUMCHCHU BKIHOYACT B ceos:

1) skcmepTH3y JOKYMEHTOB, MPEACTABICHHBIX JJIsi OMPEICIICHUS BO3MOXHOCTH PaccMaTpUBATh
JIEKapCTBCHHBIN TIperapar s MEAWIIMHCKOTO MPUMEHCHHsI B KadecTBe OpGaHHOTO JIEKAPCTBEHHOTO
npernapara;

(B pen. Deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

2) SKCHepTU3y NPEATI0KEHHBIX METOJO0B KOHTPOJIS KayecTBa JIGKAPCTBEHHOTO CPEIACTBA M (WIIN)
KayecTBa MpPE/JCTABICHHBIX OOPa3lOB JIEKAPCTBEHHOI'O CPEJICTBA C MCIOJIb30BAHUEM JTHUX METOJIOB
(manee - sKCHEPTHU3a KA4ECTBA JIGKAPCTBEHHOI'O CPEJICTBA);

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

3) oOKcnepTH3y OTHOIICHHS OXHUAAeMOM TMOJIb3bl K BO3MOXKHOMY PHUCKY TNpPUMEHEHUS
JIEKapCTBEHHOI'O IIperapara;

4) OKCIICPTU3Y PETUCTPAIMOHHOI'O JOCHE Ha HCKapCTBeHHLIﬁ npenapar B LCIAX OIPCACIICHUSA
B3aMMO3aMCHACMOCTH JICKAPCTBCHHBIX MPCIIApaTOB I MCAUIUHCKOTIO NPUMCHCHHA.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

(. 4 BBenen DenepanbHbIM 3ak0HOM OT 27.12.2019 N 475-D3)

3. DkcnepTH3a JIEKapCTBEHHBIX IMPENapaToB il BETEPUHAPHOTO MPUMEHEHMs BKJIIOYAET B ceOs
9KCIIEPTU3Y KauyecTBa JIEKAPCTBEHHOI'O CPEACTBA M 3KCIEPTU3Y OTHOIICHHS OXHAAeMOH IOJb3bl K
BO3MO>KHOMY PUCKY IPUMEHEHUS JIEKApCTBEHHOTO Mpernapara.

Cratba 15. <Dep,epaanoe rocyaoapcTtBeHHoOe oroaKeTHOe y4ypexaeHune no
npoBeaeHUo IKCNepTu3lbl NNIEKapCTBeHHbIX CpeacTB

DKcrnepTr3a JIEKapCTBEHHBIX CPEACTB MPOBOAMUTCS (peaepantbHbIM TOCYAAPCTBEHHBIM OFOKETHBIM
YUPEXKJICHHEM COOTBETCTBYIOLIETO YIOIHOMOUYCHHOTO (pe/iepabHOTO OpraHa MCHOJTHUTEIbHON BIIACTH,
CO31aHHBIM JJIA oOecrieueHnsT MCIIOJHEHHS ITOJHOMOYHH 3TOTO Q)euepaﬂbHoro opradHa 110 BbIJA4C
paspeleHnii Ha MPOBEJICHUE KIMHUYECKUX HMCCIICAOBAHMHN JIEKapCTBEHHBIX IpenapaTroB W (WIH) II0
TOCYJapCTBEHHOW pPErHCTpaly (PEeTUCTpAlliK) JIEKapCTBEHHBIX IpenapaToB (Jajee - SKCIEepTHOE
YUPEXKJIEHUE).

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

Koncynprantlntoc: npumeyanue.

[Tonoxxenus ct. 16 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeIoCTaBIEHUs TOC. YCIYT IpU
oOpallleHnu JIEKapCTBEHHBIX CPEJICTB Ui MEOUIMHCKOTO M BETEPUHAPHOTO NPUMEHEHUs
MOCPEACTBOM €AMHOM CUCTEMBI U (W) €AMHOT0 nopTaia, npuMensitores ¢ 01.01.2026.

CraTtba 16. OpraHusauumsa npoBeaeHUA IKCNEPTU3bI NIeKapCTBEHHbIX CPeAcTB
(B pen. @eaepanbHoro 3axoHa ot 22.12.2014 N 429-D3)

1. DxkcnepTusza JE€KapCTBEHHBIX CPEACTB MNPOBOAUTCS KOMHUCCHEW SKCHEPTOB 3SKCHEPTHOIO
YUpEXKJEHUS, HA3HAUEHHON €ro PyKOBOAMTEIEM, HA OCHOBAaHUU 3a/laHUs HAa IPOBEIEHHUE DKCIEPTU3BI
JIEKApCTBEHHOTO CPEICTBA, BBIAAHHOTO YIIOJHOMOYEHHBIM (peepanbHbIM OpPraHOM HMCIIOJHUTEIHHON
BJIAaCTH. PyKOBOAMTENH AKCIEPTHOTO YUPEKICHUS 00ECIIeUnBAET HaJyIeXkKalllee MPOBEIEHUE IKCIIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB B COOTBETCTBMM C 3aJ]aHHEM, BbIJAHHBIM YIOJHOMOYEHHBIM (heepasbHbIM
OpraHOM MCHOJIHUTEIBHON BIACTH, U OPTaHU3YET MOArOTOBKY CBOJHOTO 3aKJIFOYEHHUS 3TOW KOMHMCCHH.
B cocraB »TOM KOMHCCHMM TIO PELICHUIO PYKOBOJIUTENSI ASKCIEPTHOTO YUPEKACHHUS MOTYT OBITh
BKJIFOYEHBI B KQUECTBE SKCIIEPTOB JIUIIA, HE pabOTaoLe B JaHHOM SKCIEPTHOM YUPEKICHUH, €CIIU UX
CTeMaNbHbIe 3HAHUS HEOOXOAMMBI JIsi MPOBEACHHS SKCHEPTH3bl M TaKUE KCIEPThl OTCYTCTBYIOT B
JTAHHOM IKCHEPTHOM YUPEKACHUU.

2. DKCepToM IO TPOBEICHUIO IKCIIEPTU3BI JICKAPCTBEHHBIX CPEJCTB SBISIETCS aTTECTOBAHHBIN
pabOTHUK SKCIEPTHOTO YUpEKIEHUS, KOTOpBI HMEeT BhICIIEEe METUIMHCKOE, (apMaleBTUYECKOe,
OHoI0rHYecKoe, BETepUHAPHOE WM XMMHUECKOe 00pa30oBaHKe U MPOBOJIUT SKCIIEPTUIY JIEKAPCTBEHHBIX
CPEICTB B MOPSAKE UCIIOTHEHUS CBOMX JOJKHOCTHBIX 00513aHHOCTEH (J1aee - IKCIepT).

3. Ilpu mpoBeaeHMH SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB 3KCIEPT HE MOXKET HAXOAMUTHCS B
KaKOH-1n00 3aBUCHMOCTH OT JIMIA, HA3HAUUBILETO 3Ty 3KCIEPTH3Y, Pa3pabOT4MKa JEKapCTBEHHOT'O
CPEJCTBA WK APYTUX 3aMHTEPECOBAHHBIX B PE3YJIbTaTaX IKCIEPTHU3BI JIHII.

4. Tlpu npoBedeHHHM SKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB HE JOIMYyCKaeTcsi HCTpeOOoBaHUE
9KCIIEPTOM Yy 3asBUTEINS JTUOO MHBIX JIUIl MaTEPHUAIOB, HEOOXOIUMBIX Ui MPOBEIEHUS IKCIEepTU3sl. B
Clly4ae HEJIOCTATOYHOCTH MPEACTABICHHBIX JKCIEPTYy MATEpUajOB B JIMYHBIM KaOWHET 3asBUTENs B
€IMHON TOCYIapCTBEHHON HH(OpPMAIMOHHOW cucTeMe B cdepe 3apaBoOXpaHEeHHs (fajiee - eauHas
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

cucTeMa) OHKCHEPTHBIM YUpPEKICHHEM HalpaBiseTCsl 3anpoc O MPEJCTaBICHUH HEOOXOIUMBIX
MaTepHasioB, MOJAMMCAHHBIA PYKOBOAUTENEM (YIOJIHOMOYEHHBIM JIUIIOM) SKCHEPTHOTO YUPEKICHUS C
WCTIOJIb30BAHUEM YCHJICHHON KBAIM(UIIMPOBAHHON JIEKTPOHHON TOIHCH.

(uactp 4 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4.1. 3agBuTenb 00s3aH HANpPaBUTh B JIMYHBIM KaOWMHET AKCIEPTHOTO YUpEXKICHUS B €IUHOU
cucTeMe NOJNMCAaHHBIA YCUIEHHOM KBalnM(UUUPOBAHHOH >JIEKTPOHHON NOJMMCHIO OTBET Ha 3ampoc
HKCHEPTHOTO YUPEXKIEHUs B CPOK, HE NMPEBBILIAIOMIUI JIeBIHOCTA pabouux THEH co THS MOIydeHUs
JKCIIEPTHBIM YUYPEKICHUEM IEKTPOHHOIO YBEAOMIICHHUs O MOJIyYEHUU 3asBUTENIEM 3ampoca. Bpems co
JTHSI HAIIPABJICHUS SKCTIEPTHBIM YUPEKICHUEM B JIMUHBIA KaOMHET 3asBUTENS B €MHON CUCTEME 3arpoca
0 MPEeJICTaBICHUH JOIOJIHUTEIbHBIX MAaTEPUAJIOB O JHs HaIlpaBJICHUS 3asBUTEJIEM B JIMYHbIN KaOWHET
JKCIEPTHOTO YUYPEXKJECHHS B €IMHOW CHUCTEME OTBETAa Ha 3alpoC HE YYHUTHIBACTCS IPU HCUUCICHUH
CPOKa IIPOBEJEHUS SKCIIEPTU3BI JIEKAPCTBEHHOI'O CPELICTBA.

(uacts 4.1 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. Ecnu 3asgBUTElIeEM B COOTBeTCTBHH ¢ 4dacThio 1.1 cratbm 30 wam 4vacTeio 2 cratbu 34
Hactosmero deaepaabHOro 3aKOHA MPEACTaBICHA KOMUS PEIICHUs YIIOJIHOMOYEHHOTO (eIepabHOTO
OpraHa WCIOJHUTEIIFHON BIIACTH O TPOBEACHHH (HapMaIleBTHUECKONH WHCIICKIIMH ITPOU3BOJICTBA
JIEKApCTBEHHBIX CPEJCTB I MEIUIIMHCKOTO MPUMEHEHUsS Ha COOTBETCTBHE TPEOOBAHMSIM IIPABHII
HaJyIe)KAIIed TPOU3BOJICTBEHHOW NPAKTUKH EBpa3MiicCKOTO SKOHOMHYECKOTO COI03a, JKCHEPTY 0
odopMmIIeHHsT PEe3yTBTATOB AKCIEPTU3HI JIEKAPCTBEHHOTO CPEAICTBA MPECTABISIETCS KOMUS 3aKITI0USHUS
O COOTBETCTBUU TPOM3BOAUTENSI JIEKAPCTBEHHBIX CPEJICTB TpPeOOBaHUSAM TMpPAaBUII HaANEKaIeh
MIPOM3BOJICTBEHHON MTPAKTUKH, BBIJAHHOTO YIIOJTHOMOYECHHBIM (pe/IepaIbHBIM OPTaHOM HCIIOJTHUTETHHON
BJIACTH, WM KOMHUA CepTU(UKATA COOTBETCTBUS IPOU3BOJIUTENS JICKAPCTBEHHBIX CPEACTB IS
MEJIUIIMHCKOTO TIPUMEHECHHS TpeOOBaHUSAM TIPaBUJ HA/JIekKAIICH MPOU3BOJICTBEHHOW MPAKTUKH
EBpasuiickoro "»KOHOMHUYECKOTO COI03a.

(uacts 4.2 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.3. 3asgBuTenb O00s3aH HAMPABUTh B JMYHBIM KaOWHET HDKCIEPTHOTO YUPEXKICHUS B EIUHOU
CUCTEME KOITHIO 3aKJIFOUCHUS WM KOIHI0 CepTH(UKATA, YKa3aHHBIX B 4acTH 4.2 HACTOAIIEH CTAaThu, B
CpPOK, HE TPEBBIMIAIINK CTa BOCBMUIECATH paboOUYMX MAHEH CO JHS TOJMY4YeHHUs HKCIEPTHBIM
YUIPEKIECHUEM DJIEKTPOHHOTO YBEJOMIICHHSI O TIOJIYYCHHUH 3asiBUTEIIEM IMOAMHUCAHHOTO PYKOBOJUTETIEM
(YIIOJIHOMOYEHHBIM ~ JIMIIOM)  JKCIEPTHOTO  YUYPEXKICHHS C  HCIIOJIb30BAHHEM  YCHJICHHOMN
KBTM(UIIMPOBAHHON 3JEKTPOHHOM MOAMUCH 3ampoca O MpeaoCTaBIeHUH TOKyMeHTa. Bpems co nHs
HaIpPaBIICHUs SKCIIEPTHBIM YUPEKICHUEM 3ampoca B TUYHBIN KaOWHET 3asBUTENS B €IMHON CUCTEME JI0
JTHS HAIIPABJICHUS 3asBUTEJIEM B JTUYHBIN KAOWHET HKCIIEPTHOTO YUPEKIACHUS B €UHON CHCTEME KON
3aKJIFOUCHUS WIIH KOIINU cepTU(HKATA, YKA3aHHBIX B 9acTh 4.2 HACTOSAIICH CTaThH, HE YIUTHIBACTCS TIPU
HCUYHUCIICHUH CPOKA MPOBEJCHUS IKCIIEPTU3HI JIEKAPCTBEHHOTO CPE/ICTRA.

(dactp 4.3 B pen. DenepanpHoro 3akona ot 30.01.2024 N 1-03)

5. DkcmepT Hpu TNPOBENEHUU TOPYYEHHOH €My pPYKOBOJHUTEIEM 3KCIEPTHOTO YUpPEkIAECHUS
HKCHEPTHU3BI JIEKAPCTBEHHOT'O CPEJCTBA 00s13aH:

1) mpoBecTH TMOJIHOE WCCIEAOBAHHUE IMIPEACTABICHHBIX €My OOBEKTOB, MaTepuajoB, [aTh
000CHOBaHHOE ¥ OOBCKTUBHOE 3aKIIOYCHHE I10 IIOCTABICHHBIM II€peJ HHM BOIMPOCAM HIIU
MOTUBHPOBAHHOC 3aKIIOYCHHUE O HCEBO3MOXHOCTH IPOBCACHUA HM OKCICPTHU3BI JICKAPCTBEHHOI'O
CpEe/ICTBa, €CJIM IIOCTABJICHHBIC BOIPOCHI BBIXOMAT 3a MPEAEibl CHEIHaIbHBIX 3HAHWUH JKCIepTa,
0O0BEKTHI HCCIICIOBAHNI M MaTEpUaIbl HEITPUTOTHBI WIIK HEIOCTATOYHBI JIJISl IIPOBEICHHS UCCIICIOBAHMIMA
U Ja4d 3aKII0YCHHUS MO0 COBPEMEHHBI YpOBEHb pa3BUTHS HAyKH HE TIO3BOJISIET OTBETUTh Ha
MIOCTABIIEHHBIC BOIIPOCHI;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

2) He pa3riiamarh CBEIEHUS, KOTOPbIE CTAIM €My M3BECTHBI B CBSI3U C MPOBEIEHUEM HKCIEPTH3BI
JIEKapCTBEHHOI'O CPEJCTBA, & TAK)XKE CBEJEHMS, COCTABIISAIOIINE IOCYJapCTBEHHYI0, KOMMEPUECKYIO MM
HHYI0 OXPaHsAEMYI0 3aKOHOM TaiiHy;

3) obecrieunTh COXpPaHHOCTH MPEACTABICHHBIX OOBEKTOB UCCIEOBAaHUN U MAaTEPHAIIOB.
6. DKCepT He BIIpaBe:

1) mpoBOIUTH IKCIEPTHU3Y JIEKAPCTBEHHOTO CPEICTBA MO OOpAIllEHUI0 HEMOCPEICTBEHHO K HEMY
OpraHu3aIyii uin GU3NIECKUX JIHII;

2) CcaMOCTOSTEJILHO COOMpaTh MaTepUalibl JUIsl TPOBEICHHS OSKCIEPTU3bI JIEKAPCTBEHHOTO
CPENCTBa;

3) IpOBOAUTE SKCIEPTU3Y JIEKAPCTBEHHOTO CPEJCTBA B KAYECTBE HETOCYIapCTBEHHOIO 3KCIIEPTa.

7. B ciyuae HEOOXOIMMOCTH OSKCIEPT BIIPABE XOJATalCTBOBATh IEpell PYKOBOAUTENIEM
9KCHEPTHOTO YUPEKIECHUS O IPHUBJICYEHUH K IPOBEJICHHUIO IKCHEPTH3bl JIEKAPCTBEHHOI'O CPEJICTBA
JPYTUX HKCIEPTOB.

8. Kaxplil 3KcepT, BXOASIIUN B COCTaB KOMUCCUH 3KCIIEPTOB, KOTOPOIl MOPYYEHO NPOBEIACHHE
9KCIIEPTU3Bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCHMO M CaMOCTOSITEJIIBHO NPOBOJIUT HCCIEAOBAHUSA,
OLICHHMBAET pe3yJbTAThl, NOJYyYEHHbIE UM JIMYHO U JPYTMMM JKCIEpTaMu, U (OPMYJIUPYET BHIBOJbI
OTHOCHTEJILHO MOCTABJIEHHBIX BOIPOCOB B MpeiesiaX CBOMX CHEIUAIbHBIX 3HAHUH.

9. Pe3ynbTaThl KCHEPTH3bl JIEKAPCTBEHHOI'O CPEACTBa OGOPMIIAIOTCS 3aKIIOYEHHEM KOMMCCUU
9KCHEepTOB. B 3aKiIrOueHMM KOMHCCHM 3KCIEPTOB YKa3bIBAIOTCS MEPEUYEHb HCCIIEOBaHUM, 00beM
MPOBEACHHBIX KaXJbIM SKCIIEPTOM HMCCIECIOBAHNHN, YCTAaHOBJCHHBIE KaXKIBIM U3 HUX (aKTHl U
CIENaHHBIE B PpE3yJIbTaTe MCCICJOBAHUN BBIBOJBI. OJKCIEPT, MHEHHME KOTOPOIO HE COBIALAECT C
pelIeHreM KOMHUCCHHM 3KCIEpPTOB, BIPAaBE BBIPA3UTh CBOE MHEHHE B NMUCbMEHHOW (hopme, KOTopoe
MPHOOIIAETCS K 3aKIFOUYEHHI0 KOMUCCHH YKCIIEPTOB.

10. :‘)KCHCpTI)I, BXOOAIIUME B COCTaB KOMHCCHUH, IMMPEAYHPCKIAIOTCA 00 OTBETCTBEHHOCTH B
COOTBETCTBUH C 3aKOHOJATEIhCTBOM Poccuiickom qbenepam/m 3a Aavy 3aKIO4YCHUs, COACPIKAIICTO
HEOOOCHOBAHHBIC WITH (I)aHLCI/I(I)I/ILII/IpOBaHHBIe BBIBOJIbI, O YCM OHHU OAKOT MOAIIUCKY.

11. Onpenenenuie ypoBHs MpodecCHOHATBHON MOATOTOBKH KCIEPTOB M aTTECTAIlMs X HA TPaBO
MIPOBEJICHUS IKCIIEPTU3BI JICKAPCTBEHHBIX CPEJICTB OCYIICCTBISIOTCS YKCIIEPTHO-KBATU(UKAIMOHHBIMU
KOMHUCCUSIMH B TIOPSIZIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (efepaabHbIM
OpPTraHOM WCIIOJIHUTEIBHON BIACTH. YPOBEHb NPOPECCHOHATHHON MOATOTOBKH 3KCIIEPTOB IMOMJICIKUT
MEPECMOTPY YKa3aHHBIMUA KOMHUCCHUSIMH HE PEXKE YeM OJIUH pa3 B AT JICT.

12. IlpaBuna mpoBeJeHUs SKCIEPTU3bI JIGKAPCTBEHHBIX CPEICTB M OCOOEHHOCTH 3KCIEPTU3bI
OTICNBHBIX BUAOB JICKAPCTBEHHBIX MpemnapatoB (pedepeHTHBIX JIEKAPCTBEHHBIX IPENaparos,
BOCTIPOM3BE/ICHHBIX JICKAPCTBEHHBIX IPENapaToB, OWOJOTHYECKUX JIEKAPCTBEHHBIX IIPETaparos,
O0MOaHaNOroBbIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX IpernaparoB (OMOaHAIOroB), TOMEONATHYECKUX
JIEKapCTBEHHBIX  IIPEMaparoB,  JIGKAPCTBEHHBIX  PACTUTEIBHBIX  IPENapaToB,  KOMOWHaIWH
JIEKapCTBEHHBIX IpenapaToB), (OPMBI 3aKIIOYCHUH KOMHCCHM OSKCIEPTOB YCTAHABIUBAIOTCS
COOTBETCTBYIOIIUM YIIOJHOMOYEHHBIM (heZiepalibHbIM OPTaHOM HCTIOJHUTEIIbHON BIACTH.

www.consultant.ru CrpaHuua 36 ns 157
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=93980&amp;date=15.07.2025
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=93980&amp;date=15.07.2025
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=509433&amp;date=15.07.2025&amp;dst=384&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=509433&amp;date=15.07.2025&amp;dst=384&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 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

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

KoncynprantlIntoc: mpumedyanue.

Ho 31.12.2025 nns npemapatoB, NOpou3BeACHHBIX B P® B 1ensx HUMIOpPTO3aMelieHus,
YCTAHABIIMBAETCS PEXKUM YCKOPEHHOM MPOLEAYpbl TOCPETHCTpAllMd B  COOTBETCTBHHM C
IlocranoBnenuem [IpaButensctBa PO ot 12.03.2022 N 353.

Cratba 17. Nopaya n paccMmoTpeHne 3asiBSIEHMA O rocyapCTBEHHOW perncrpauum
NeKapCTBEHHOro npenapara Ana BeTepUHAPHOro NpuMeHeHus

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

Koncynprantlntoc: npumeyanue.

[Tonoxxenus ct. 17 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs IpeIoCTaBlIeHUs TOC. YCIYT Ipu
oOpallleHnu JIeKapCTBEHHBIX CPEICTB JUIsl BETEPUHAPHOTO MPUMEHEHHUS! IOCPEICTBOM EJIMHOTO
noptaia, npumensrores ¢ 01.01.2026.

1. Jlnsg rocynapCTBEHHOM pErucTpanyy JICKapCTBEHHOTO IMpenapara sl BETEPUHAPHOTO
IIPUMEHEHHs pa3padOTYMK TaKOIo JIEKAPCTBEHHOI'O IIpernapara WM YIOJHOMOYEHHOE UM JIpyroe
IOPUIMYECKOe JIMIO (Jajlee B HACTOSIIEH CTaThe - 3asBUTENb) HANPaBIseT NOCPEACTBOM (enepaabHOI
rOCyJJapCTBEHHON MH(POPMALMOHHOM cucTeMbl "ENMHBINA MopTasl rocy1apcTBEHHBIX U MyHULIUTIATBHBIX
yenyr (¢yHkumit)" (mamee - eOuHBIA TOpPTal) B YINOJIHOMOYEHHBIH (eaepanbHbli  OopraH
WCIIOJIHUTENILHOM BJIACTH 3asIBJIEHUE O TOCYJapCTBEHHOM perucTpaluu JIEKapCTBEHHOrO Ipernapara ajis
BETEPUHAPHOTO MPUMEHEHUS, MOJIMMCAHHOE YCUJICHHON KBAIM(PUIIMPOBAHHOM 3JIEKTPOHHOM MOJIITUCKHIO,
a TaKXKe JJOKYMEHTBI, U3 KOTOPBIX (POPMHUPYETCS PETUCTPALIMOHHOE JJOChE Ha JIEKapCTBEHHBIN MpenapaT
U1l BETEPUHAPHOTO IIPUMEHEHUS.

(vactp 1 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

2. B 3asB1€eHMH 0 rOCyJapCTBEHHOM perucTpaiuy JeKapcTBEHHOIO IIpernapara Jyisi BETEpUHAPHOTO
MIPUMEHEHHUS YKa3bIBAIOTCS:

1) HauMmeHOBaHME W ajpec 3asBUTENs, pa3paboTuyMKa U MPOU3BOIUTEINS JIEKAPCTBEHHOI'O
mpenapara s BETEPUHAPHOIO IPUMEHEHUS U aJpec MeCTa OCYLIECTBICHUS IPOM3BOJCTBA
JIEKapCTBEHHOTO IMIperapara [Uis BETEPUHAPHOTO MpPHUMEHEHHs (B cClyyae HaJW4Msi HECKOJIBKHX
YYaCTHHUKOB Tpoliecca MPOU3BOICTBA HEOOXOJMMO YKa3aTh KaXJI0T0 U3 HUX);

2) HaMMEHOBAHUE JIEKAPCTBEHHOIO Mperapara Jjisi BETEpUHAPHOTO MPUMEHEHUs (MEXKIyHApOIHOE
HETMaTeHTOBAaHHOE, WM IPYNIHUPOBOYHOE, WIH XUMUUYECKOE U TOPrOBO€ HAMMEHOBAHUS );

3) MEPCUCHDb H@ﬁCTByMMHX M BCIIOMOT'aTCJIBHBIX BEIICCTB, BXOAAIINX B COCTAaB JICKAPCTBECHHOT'O
npenapara JJjid BETCPUHAPHOI'0 IPUMEHECHU A, C YKa3aHUEM KOJIMYCCTBA KAXKA0I'0 U3 HUX,

4) JICKApCTBCHHAA Q)opMa, AO3UPOBKa, CIIOCOOBI BBCACHHUA U IIPUMCHCHU, CPOK T'OJHOCTH
JICKApCTBCHHOTO IIpCriapaTa JJIs1 BETCPUHAPHOTO IIPUMCHCHUS,

5) papmakoTreparneBTHUECKas TPyNIIa;

6) He0OXOAMMOCTh TIPUMEHEHUST YCKOPEHHOM MPOIIETyphl SKCIIEPTHU3HI JIEKAPCTBEHHBIX CPE/ICTB B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

OeiIAax FOCY,HapCTBCHHOﬁ perucTpanru JICKApCTBECHHOI'O IIpCIIapara,
7) KOIIMKU JOKYMCHTOB, IOATBCPIKAAOIIHNX YIUIATY FOCYHapCTBeHHOﬁ TTOIIJIHUHBI:

a) 3a MPOBEJEHUE HKCIEPTU3bl KauecTBA JIEKAPCTBEHHOI'O CPEICTBA U JKCIEPTU3bl OTHOILEHUS
O)KMJIa€MOM TIOJIb3bl K BO3MOKHOMY pHCKY IIPUMEHEHHs JIEKapCTBEHHOIO IIpenapara Juis
BETEPUHAPHOTO IPUMEHEHUS IIPH €T0 TOCYAAPCTBEHHON PETHCTPALINH;

0) 3a BbI1auy PErUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpernapara;

8) Hamuuue coriacus, NMPeAyCMOTPEHHOIO YacThbi0 7 HACTOSIIEH CTAaThH, €CIM C MOMEHTa
peructpanuu pedepeHTHOro JIEeKapCTBEHHOrO Mperapara JUlsi BEeTEpUHAPHOTO MPHUMEHEHHs MHpOILIOo
MEHEe YeM IIECTb JIET.

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

3. PerucrpannoHHOe JOChe B IENSIX SKCIEPTU3BI JICKAPCTBEHHOTO Mpemnapara Jijlsi BETePHHAPHOTO
MpUMEHEHHS QOPMHUPYETCS U3 CIACAYIONINX JOKYMEHTOB M CBEJICHUI:
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-D03)

1) cBeneHusa o gare NpPENOCTABIEHUS U PETUCTPALlMOHHOM HOMEpPE JIMIIEH3UMH Ha MPOM3BOACTBO
JEKapCTBEHHBIX CPEJCTB, IPENOCTABICHHON NPOU3BOAUTEI0 PErHCTPUPYEMOro JIEKAPCTBEHHOIO
npenapara Jiisi BETepUHapHOTO PUMEHEHMs], Il POCCUUCKUX IPOU3BOIUTENEH;

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

2) cBeleHMs O JaTe MPEJOCTaBIECHUS U PErHCTPALMOHHOM HOMEpE JIMIEH3UM Ha MPOU3BOJCTBO
JICKapCTBEHHBIX CPEJCTB, NPEIOCTABIEHHON MPOMU3BOJUTENIO (papMalleBTUYECKOH CyOCTaHIMH,
BXOJSILIIEN B COCTaB PErMCTPUPYEMOro JEKApCTBEHHOTO Ipemnapara JUlsi BETEpPUHAPHOTO NPUMEHEHUS,
JUISL POCCUMCKUX ITPOU3BOAUTEIICH;

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

2.1) xommsi JOKyMEHTa, BBIIAHHOTO YTMOJHOMOYEHHBIM OPTaHOM CTpPaHbl TPOU3BOIUTEINS JIS
KOKIOW  MPOU3BOJCTBEHHONW IUIOMIAJAKH PErUCTPUPYEMOro  JIEKApCTBEHHOrO Ipemapara s
BETEPUHAPHOTO TMPHUMEHEHHUS W TOATBEP)KAAIOIIETO COOTBETCTBUE TMPOU3BOJIUTENS JIEKAPCTBEHHOTO
mpemapata TpeOOBaHMSAM MPABWJ HaJUIekKAIIeW IMPOU3BOJCTBEHHOW MPAKTUKU, U €ro TMepeBOj] Ha
PYCCKHUH SI3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM MOPSJIKE, a TAaKXKE KOIMHS 3aKIIOYEHUS O COOTBETCTBUU
MIPOU3BOUTENS JICKAPCTBEHHBIX CPEJICTB TPEeOOBAaHUSAM TPABWI HaJIekKAIICH MTPOU3BOACTBEHHOM
MPaKTUKH, BBIAAHHOTO YIOJHOMOYEHHBIM (enepanbHbIM OpPraHOM MCIOJHUTEIBLHON BIACTH IS
KOKIOW MPOU3BOJCTBEHHONW IUIOMIAJAKH PErHCTPUPYEMOro  JIEKApCTBEHHOrO Ipemapara s
BETEPUHAPHOTO MPUMEHEHHS, TNOO0 KOMUS PEIIEHUs O MPOBEICHUN WHCIEKTUPOBAHUS TTPOU3BOIUTENS
JIEKapCTBEHHBIX CPEJACTB, MPUHSATOTO YIOJIHOMOYEHHBIM (pelepalbHbBIM OpPraHOM HCTHOTHUTEIBHOM
BJIACTH ISl KaXI0M MPOU3BOACTBEHHOM MIIOMIAJIKU PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpernapara Jjist
BETEPUHAPHOTO MPUMEHEHUs. YKa3aHHbIE JOKYMEHTBHI MPEACTABISAIOTCS B CIIy4ae, €CJId MPOU3BOJICTBO
JIEKapCTBEHHOTO TIpernapara OCylIecTBIAETCS 3a npenenamu Poccuiickon denepannu;

(. 2.1 BBenen denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

2.2) Komusi JOKyMEHTa, BBIJJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl IPOU3BOAUTENS
¢dapmanieBTHUECKOW ~ CyOCTaHUMHM M TOATBEP)KIAIOIIEI0  COOTBETCTBHE  NPOU3BOIAMTEINS
(apManeBTHUECKON CyOCTaHIIMM, BXOJSIIEH B COCTaB PETHCTPHPYEMOro JICKApCTBEHHOTO Ipenapara
JUIs. BETEpUHAPHOIO IPUMEHEHUs, TpeOOBaHUSAM NpaBUIl HajJexkallel MPOoU3BOJICTBEHHON MPAKTUKH, U
€ro MepeBoJl Ha PYCCKUM SI3bIK, 3aBEPEHHbIE B YCTAaHOBIEHHOM MOPSAJKE, B CIy4ae, €Clid MPOU3BOICTBO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

(bapmaneBTHYECKOIT CyOCTaHIIMM OCYIIECTBISIETCS 3a npeaenaMu Poccuiickoit Deneparum;
(m. 2.2 BBeneH PenepanbHbM 3akoHOM OT 04.06.2018 N 140-D3)

3) IpoeKT HOPMAaTUBHOIO JOKYMEHTa Ha JIEKApCTBEHHBIM IpenapaT MAJii BETEPUHAPHOIO
IIPUMEHEHUS;

4) MOKYMEHT, COJAEp X aIluil cleayronryro uHpopMmaiuo o dhapMaleBTUIeCKOW CyOCTaHITMN HIIH
(dapManeBTHYECKUX CyOCTaHIIUAX, BXOSIINX B COCTAB JIEKAPCTBEHHOTO Mperapara i BETEpUHAPHOTO
MPUMEHCHHS

a) HaumMeHOBaHHE (apMaleBTUUYECKONW CYyOCTaHIIMU, €€ CTPYKTypa, oOimue CcBoOicTBa (Tmpu
TOCYy/IapCTBEHHOW  PETUCTpPAllMd  HMMMYHOOMOJIOTUYECKUX  JICKAPCTBEHHBIX  NperaparoB s
BETEPUHAPHOTO TPUMEHEHHUS MPEJICTABISIOTCS CBEICHUS O IITaAMME, BKJIIOYAs €ro HAaWuMEHOBAaHHE,
WH(OPMAIIHIO O MPOUCXOXKICHUH, €T0 CBOMCTBAaX, XapaKTEPUCTUKAX M MECTE JACTIOHUPOBAHU );

(B pen. deaepanbroro 3akoHa ot 02.08.2019 N 297-D3)

6) HaNMMCHOBAHUC U apC€C IIPOU3BOJAUTCIIA,

B) TE€XHOJIOTHSI POU3BOJICTBA C ONMKUCAHUEM CTAaJUi MPOU3BOJICTBA U METOJOB KOHTPOJSI Ha BCEX
CTaJusAX MMPOU3BOJCTBA;

r) wuHQOpMammss o mpuMecsx (HE TMPEACTaBISAETCS TIPU TOCYAAPCTBEHHOW PETUCTPALAN
MMMYHOOHOJIOTHYECKHUX JICKAPCTBEHHBIX TIPEIapaToB ISl BETCPUHAPHOTO IPUMEHEHHS ),
(B pen. deaepanbroro 3akoHa ot 02.08.2019 N 297-D3)

n) cnenudukamus Ha (papManeBTHYECKY0 CcyOcTaHmuio (He TpeACcTaBisieTcs IMpu
TOCYJapCTBEHHON  perucTpaldd  HMMMYHOOMOJIOTHYECKHUX  JIGKAPCTBEHHBIX  MNpEnapaToB s
BETEPUHAPHOTO IPUMEHEHHS);

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

€) onucaHue METOIUK KOHTPOJISl KauecTBa;

’K) pe3ysbTaThl aHanu3a cepuil (apmaneBTHUecKONW cyOcTaHuMM (HE MPEeACTaBISAIOTCS MpU
TrOCyIapCTBEHHOW  pPErHUCTpallid  HMMMYHOOHOIIOTMYECKHUX  JICKAPCTBEHHBIX  NpemnapaTtoB s
BETEPUHAPHOTO IPUMEHEHHUS);

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

3) mepevYeHb CTaHAAPTHBIX 00Pa31I0B WU BEUIECTB, UCIIOIB3YEMBIX MPU OCYIIECTBIEHUN KOHTPOJIS
Ka4ecTBa,

I/I) OIIMCAHUC XaPAKTCPUCTHUK U CBOMCTB YIIAaKOBOYHBIX MaTC€pHUaIOB U YKYIIOPOUYHBIX CPEIACTB;
K) JaHHBIC O CcTaOMILHOCTH (HC NPEACTAaBIAKOTCA IIpU FOCY,I[&pCTBCHHOﬁ peructpanuu
I/IMMYH06I/IOJ'IOFI/I‘-IGCKI/IX JICKApCTBCHHBIX MPCIIapaToB IJIs1 BETCPUHAPHOTO HpI/IMeHeHI/Iﬂ);

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

JI) CPOK F'OJIHOCTH, YCIIOBUSI XpaHEHMUS,

KoncynprantlIntoc: mpumeyanue.
IIpy yCKOpPEeHHOM mpoLEeAype pPErucTpaluu BOCIPOU3BEIEHHOIO Ipenapara  JOIyCKaeTcs
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

HCIIPCACTABJIICHUC OIIMCAHUA MCTOAOB M HUX AOKYMCHTAJIbHOI'O IOATBCPIKACHHA, IIPU IMHCbMCHHOM

00s13aTeNIbCTBE UX MPEACTaBUTh B TeueHHe 12 mecsueB co aus perucrpauuu (IlocTaHoBneHue
ITpaButensctBa PO ot 12.03.2022 N 353).

5) oTueTr o pe3ynbTarax JIOKIMHHYECKOTO WCCIEIOBAHMS JIEKAPCTBEHHOTO CpEACTBA IS
BETEPUHAPHOTO MPUMEHEHUS, BKIIFOUAIOIINI OMKMCAHUE METOJIOB OMPEIEICHUSI OCTATOYHBIX KOJUYECTB
JIEHUCTBYIOIIETO BEIIECTBA (JACHCTBYIONIMX BEIIECTB), JIOCTUTAIOMIETO (JIOCTUTAIONINX) CUCTEMHOTO
KPOBOTOKA, B MPOAYKIUU >KHBOTHOTO MPOUCXOXKACHHUS TOCIE MPUMEHEHHUS TaKOTO JICKAPCTBEHHOTO
CPENCTBa, a TAKXKE TOKYMEHTAIBHOE IMOATBEPKICHHUE (BATMIAINS) YKA3aHHBIX METOJIOB;

(B pen. deaepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

6) OTUCT O Ppe3ysibTaTaX KIMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIp€liapara IJId
BCTCPUHAPHOI'O MNPUMCHCHHA Yy KaAXIOIO BHJAA JKHUBOTHBIX, YKa3aHHbBIX B HWHCTPYKOHUHU 11O

BETEPUHAPHOMY IIPUMEHEHHUIO;

7) TpPOEKT UHCTPYKUUU IO BETEPUHAPHOMY INPUMEHEHHUIO JIEKQpCTBEHHOro Ipemnapara,
coZiepKallel CIeayronIe CBEACHUS:

a) HaMEHOBaHHUE JIEKAaPCTBEHHOT'O Ipernapara JJil BEeTepUHAPHOTO MPUMEHEHUS (MEXAyHapOIHOE
HEMaTeHTOBAaHHOE, WK TPYNIUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HAUMEHOBAHUS);

0) mnekapctBeHHas ¢opMa C yKa3aHMEM HAaMMEHOBAaHMM M KOJIMYECTBEHHOI'O COCTaBa
JEMCTBYIOIMX BEIIECTB M KAUECTBEHHOT'O COCTABA BCIIOMOTAaTEIbHBIX BEIIECTB;

B) OIMMCAHUEC BHCIIHETO B A JICKAPCTBCHHOI'O IIp€riapaTta Ajid BETCPUHAPHOTIO IPUMCHCHUA

r) (QapmakoTepaneBTHUECKas Tpymnmna JIGKQpCTBEHHOTO TMperapata s BETEPUHAPHOTO
MPUMEHEHHUS WIHM YKa3aHue "TOMeonaTHYeCKUil JIeKapCTBEHHbIN mpemnapar';

n) (QapmakonuHaMMKa M (apMakOKMHETHKa (32  HCKIIOYEeHHeM  (apMaKOKUHETUKU
rOMEOIATHYECKUX JICKAPCTBEHHBIX MPENapaToB M PaCTUTENIbHBIX JIEKAPCTBEHHBIX IPENapaToB) HIU
OIMCaHNe UMMYHOOHOJIOTHYECKIX CBOUCTB JIEKAPCTBEHHOT'O IIpenapaTa;

€) MOKa3aHusl Il NPUMEHECHHUS;

’K) IPOTUBOTIOKA3aHUS JIJIsl IPUMEHEHMUS,

3) MepbI MPEAOCTOPOKHOCTH MPH PUMEHEHHH,

I/I) YKa3aHue€ BO3MOXKHOCTH U 0COOEHHOCTEN MNPUMCHCHUA Yy 66peMeHHHX JKUBOTHBIX, Y JKUBOTHBIX
B ICPUOJ JIAKTAIlUH, ¥ TIOTOMCTBA )KNUBOTHBIX;

K) PEXUM J03MPOBAHUS, CIIOCOO BBEJACHHUS M MPUMEHEHHUS, IPU HEOOXOIMMOCTH BpeMs MpHeMa
JIEKAPCTBEHHOTO IIpernapara il BETEpUHAPHOTO IPUMEHEHUS, IPOJOJKUTENBHOCTD JICUEHUS;

.]'I) BO3MOJKHEIE TOOOYHBIE JleﬁCTBI/IH, HCXKECJIATCIbHBIC PEAKIHUU TP ITPUMCEHCHUH JICKAPCTBECHHOI'O
mnpceriaparta Jjisi BETCPUHAPHOI'O IIPHUMCHCHUA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

M) CUMITOMBI IIEpEI03UPOBKH, MEPHI IO OKA3aHUIO MOMOIIHU TPH MEePEeI03UPOBKE;
H) B3aUMOJICHCTBUE C IPYTUMHU JIEKAPCTBEHHBIMU IIpeNapaTaMy U (W) KOpMaMu;
0) ¢opMBI BBIITyCKa JEKApPCTBEHHOTO Mperapara Jjisi BETEPUHAPHOTO IPUMEHEHHS,

) ykasaHue (Ipu HEOOXOIMMOCTH) OCOOCHHOCTEH 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 TIPOIYCKE IpHeMa OIHOW MM HECKOJIBKMX J103 JIEKapCTBEHHOTO IperapaTa s
BETEPUHAPHOTO MPUMEHEHHUS;

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

C) CPOK TOAHOCTH MW YKAa3aHUC Ha 3anpeT 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 Ipflapara s BETCPHUHAPHOI'O
NPUMCHCHUA B MECTAaX, HCAOCTYIIHBIX IJISA ,Z[eTeﬁ;

¢) ykazanue (mpu HEOOXOAMMOCTH) CICHHUAIBHBIX MEP MPEAOCTOPOKHOCTU MPU YHUUYTOKECHUHU
HEHCIIOIb30BAHHBIX JICKAPCTBEHHBIX IIPENApATOB ISl BETEPUHAPHOIO IPUMEHEHHS];

X) CPOKH BO3MOXXHOTI'O MCIIOJB30BaHUA MNPOAYKIHUH XKUBOTHOI'O IMPOUCXOXKACHUA ITOCIIE BBCACHUA
KNBOTHOMY JICKAPCTBCHHOT'O IIpfIiapara JJIsi BETCPUHAPHOT'O IIPUMCHCHUS

I1) YCJIOBHS OTITyCKa,

Y) HAUMEHOBAHMS U ajpeca MPOU3BOACTBEHHBIX IUIOMIAJ0K IMPOU3BOIUTENS JIEKAPCTBEHHOTO
npenapara Jijisi BEeTepuHapHOr0 MPUMEHEHHS;

II) HAaWMEHOBaHWE, aJpPEC OpPTraHM3alWH, YIOJIHOMOYECHHOW Jep)KaTelieM WM BIaJebIeM
PETHCTPAIIMOHHOTO  YJAOCTOBEPEHUS JIGKAPCTBEHHOTO TIpermapaTa Ha NPHHATAE TNPETEH3UH OT
oTpeOuTes;

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

9) cnenyromue cBeICHHS O JICKAPCTBEHHOM IIpernapare AJisi BETEPHHAPHOTO PUMEHEHUS:

a) ONUCaHKE U COCTaB JICKAPCTBCHHOTO TIperapara Jyisi BETePUHAPHOTO MPUMEHEHHUS;

0) onucanue hapMalneBTHIECKONU pa3padOTKH;

B) OMHCaHUE MpoIlecca MPOU3BOJICTBA U €r0 KOHTPOJIS, MOAMMCAHHOE B TIOPSIIKE, YCTAHOBICHHOM

B COOTBETCTBHUH C YacThIO | HACTOSIIEH CTaThy;
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [ata coxpaHeHus: 15.07.2025

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

I) ONHMCaHWE KOHTPOJS KPUTHUECKHX CTaaWii TPOU3BOJCTBA M TPOMEKYTOYHON MNpPOTYKIUH,
MOJINMCAHHOE B TIOPSIJIKE, YCTAHOBJICHHOM B COOTBETCTBUM € YaCThIO | HAcTOsIIEH cTaThH;
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

7) HaUMEHOBAaHWS M ajapeca pa3padOT4MKa, AepkaTens WIM BIAAEIblla PETHCTPAL[IOHHOTO
YIOCTOBEPEHUS]  JIGKAPCTBEHHOTO  Iperapara, IMPOU3BOACTBEHHBIX  IUIOMAJIOK  TPOW3BOIUTEIS
JIEKapCTBEHHOTO Ipenapara Julsi BETCPHHAPHOTO NPUMEHEHHUS C yKa3aHUEeM CTaJUi TEXHOJIOTHYECKOTO
NPOIIECCa, OCYIIECTBIIEMBIX Ha MPOM3BOACTBEHHBIX IUIOLIAJKAX IPOM3BOAMTEINS JIEKAPCTBEHHOTO
npernapara Juisi BETepUHAPHOTO MTPUMEHEHHUS,

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

€) (hapmareBTHYECKasi COBMECTHMOCTB;
) MUKpOOHOJIOTHYECKHE XapaKTePUCTUKH;
3) MaTepuaibHbIi OalaHC U1 IPOU3BOJICTBA CEPUU TOTOBOTO MTPOAYKTA;

I/I) OIMMCAHUC XAPAKTCPUCTUK U CBOMCTB YIIaKOBOYHBIX MATCPpUATIOB U YKYIIOPOYHBIX CPCACTB;

Koncynprantllntoc: npumeuanue.

IIpu perucrtpauum IO YCKOPEHHOH MpoLEnype MAOINYCKAeTCsl HENPEACTaBICHUE JOKYMEHTOB,
npeaycMoTpeHHbix . "K" m. 9 4. 3 cr. 17, mpu yCIOBHMM MHCBMEHHOTO O00s3aTelibcTBa MX
MPeoCTaBUTh B TeueHue 12 mecsuen co nHs peructpauuu (Lloctanosnenue [IpaButensctBa PO ot

12.03.2022 N 353).

K) JOKYMEHTAJIbHOE MOATBEPKACHHE (BalMIalusl) MPOLIECCOB U (UIIN) UX OLIEHKA;

J) TpeOoBaHUS K KayecTBY BCIIOMOraTeJbHBIX BellecTB (cepTudukar, crneurduxanus Ha
BCIIOMOTaTEJIbHbIE BEILECTBA U UX OOOCHOBAHUE);

Koncynprantllntoc: npumeuanue.
[Ipu perucrpanum 1O YCKOPEHHOM TMpOLEAype JOMYCKAETCs HENPEACTaBICHUE JOKYMEHTOB,
npexycMoTpeHHbIX . "M" m 9 u. 3 cr. 17, mpu yClIOBHM THCHMEHHOTO O0s3aTeNhCTBA HX

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

M) AHAIIUTUYCCKUC MCTOAUKH, HCIOJB3YCMBIC IIPU OCYHICCTBJICHUNW KOHTPOJA KadCCTBaA
BCIIOMOT'aTCJIBHBIX BCIICCTB,

KoncynprantlIntoc: npumedanue.
[Ipm perucrtpanum 1O YCKOPEHHOM MpOLIEAype JONMYCKAaeTCs HENpEeACTaBICHUE JOKYMEHTOB,
npeaycMoTpeHHbIX . "H" m. 9 4. 3 cr. 17, mpu yCIOBUM TNHCBMEHHOTO O0s3aTelIbCTBA HMX

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

H) JAOKYMCHTAJIbHOC MOATBCPIKIACHUC (BaJ'II/I,[[aLII/IH) AHAIIUTUYCCKUX MCTOAUK, UCIIOJIB3YEMbIX IMPU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [ata coxpaHeHus: 15.07.2025

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

OCYHICCTBJIICHNU KOHTPOJIS Ka4€CTBA BCIIOMOT'aTCJIbHBIX BEIICCTB,

0) I/IH(I)OpMaI_II/IH 00 HCIOJIB30BAHUH BCIIOMOTaTEIbHBIX BCIICCTB YCJIIOBCUYCCKOTO MW XKHMBOTHOI'O
MMPOUCXOKIACHUA,

) yrpatuia cuiy. - ®enepanbHbiii 3akoH ot 02.08.2019 N 297-03;

p) TpeOoBaHHMS K KadyeCTBY JICKAPCTBCHHOIO TMpernapara Uil BETEPHHAPHOTO TPUMEHCHUS
(ceptudukar, cnenudukaus Ha JEKapCTBEHHBIN MpermapaTr U uX 000CHOBAaHHE);

C) AHAIIUTUYCCKUC MCTOAUKH, HCIOJIb3YCMBIC IIPpU OCYHICCTBIICHHUU KOHTPOJIA KadceCTBa
JICKApCTBCHHOTO ITpCriapaTa JJIs1 BETCPUHAPHOTO IIPUMCHCHUS,

Koncynprantlntoc: npumeyanue.
IIpn perucrpanum 1O YCKOPEHHOM IIPOLIEAYyPE JOIYCKAeTCs HENPEACTaBICHUE JOKYMEHTOB,
n_n

npeaycMoTpeHHbx T, "t m 9 4. 3 cTr. 17, mpW YCIOBHM THUCBMEHHOTO O00s3aTelbCcTBa HMX

MpeI0CTaBuTh B TeueHue 12 mecsieB co aas peructpanuu (Ilocranosnenue I[lpaButensctBa PO ot
12.03.2022 N 353).

T) AOKYMEHTaJIbHOE MOATBEPKICHHE (BaUAALNS) aHATUTUYECKUX METOAMK, UCTIOIb3yEMbIX MpHU
OCYILLECTBIEHUU KOHTPOJIA Ka4eCTBa JIEKAPCTBEHHOIO Mperapara AJi1 BETEpUHAPHOTO IPUMEHEHUS;

y) JAOKYMEHT, MOJATBEPKAAIOLINI KayecTBO JICKapCTBEHHOIO Ipernapara TpeX HMPOMBIIICHHbBIX
cepuil (IPOTOKOJN aHaNM3a WIM CepTU(UKAT aHAIM3a), OJIHA CEpUs KOTOPOrO JIOJDKHA COBIAAATH C
cepueil oOpasiia JeKapCTBEHHOTO Mperapara, MoAaHHOTO Ha PETUCTPAIIHIO;

¢) xapakTepucTuKa NpUMecei;

X) MepevYeHb CTAaHIApTHBIX 00pa3lO0B, UCIOIb3YEMbIX MPU OCYILIECTBICHUU KOHTPOJIS KauyecTBa
JIEKapCTBEHHOTIO IIpernapara JJis BETEpUHAPHOIO IIPUMEHEHUS;

Koncynprantllntoc: npumeuanue.

IIpy yCKOpEeHHOM MpOLEAYpEe pPETUCTPAllMM BOCHPOM3BEIEHHOIO Ipenapara JOIyCKaeTcs
HEMPEACTABICHUE CBEACHUM, MpeaycMOTpeHHbIX mm. "in" m. 9 4. 3 cr. 17, npu NUCEMEHHOM
00s3aTeNbCTBE MX MPENOCTaBUTh B TeueHHe 12 mecsaueB co aHA peructpaunu (IlocraHoBieHue
[TpaButensctBa PO ot 12.03.2022 N 353).

11) JaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOI'O IIperapara Jyisi BETEpUHAPHOTO IPUMEHEHMUS;

10) komusi AOKYMEHTa, CojAepKamero WHGOPMAIUI0O O HAIWYUU WU 00 OTCYTCTBUHU (PaKTOB
perucTpaluy JeKapCTBEHHOTr 0 MpernapaTa Juisi BeTepUHapHOro IpUMEeHEeHus 3a npeaenamu Poccuiickoit
denepanuu;

11) cornacue B mucbMeHHOH (opMe, MPeTyCMOTPEHHOE YacThl0 7 HACTOSIIEH CTaThy, B Cilydae
perucTpaiyy BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOT'O IpenapaTta;
(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 241-03)

12) xomust NOKyMEHTa Ha PYCCKOM $I3bIKE, 3aBEPEHHOT0 B YCTAHOBJIEHHOM TOpSAKE U
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

MOJTBEPXKIAIOLIETO MPAaBOMOYHOCTh 3afBJICHHMS O TOCYJApCTBEHHOM PEruCTpaly JIEKapCTBEHHOTO
npernapara Juisi BEeTepUHApHOTO TPUMEHEHHS (JI0BEpEHHOCTD);

Koncynprantlntoc: npumedanue.

HJo 31.12.2030 poccuiiCKHM HPOU3BOAUTEISIM Pa3pelICEHO HE MPEIACTaBIATH CBEICHUS B
cooTBeTcTBUU ¢ M. 13 4. 3 cr. 17 mpu perucrpani MUMMYHOOHOJOTUYECKUX JIEKApCTBEHHBIX
npenaparoB (Iloctanosnenue [IpaButensctBa PO ot 12.03.2022 N 353).

13) cBemeHWss O TOCYIApCTBEHHOH pETHCTpPAallMM T'€HHO-WH)XEHEPHO-MOIU(HUIIMPOBAHHBIX
OpPTraHU3MOB, TPEIHA3HAYCHHBIX /IS BBIIYCKa B OKpYXKAIOIIyI0 cpeay (IpU TOCYIapCTBEHHOM
pEerucTpanyy JIEKapCTBEHHBIX IMPENapaToB Jjs BETEPUHAPHOIO IMPUMEHEHUS, IOJIYYEHHBIX C
NPUMEHEHUEM T'€HHO-UHXEHEPHO-MOAU(DUIIMPOBAHHBIX OPraHU3MOB WM  COZAEpXKALIMX  TaKue
OpIraHU3MBl).

(n. 13 BBenen denepanbHpiM 3aKoHOM 0T 02.08.2019 N 297-03)

4. Ilpu npoBeAeHMHM YCKOPEHHOH MpOLEAYypbl 3KCIEpPTU3bl JIEKApCTBEHHOTO Ipernapara ajs
BETEPUHAPHOIO0 TPUMEHEHMs (32 HCKIIOYEHHEM JIEKapCTBEHHOI'O IIpernapaTta JUisi BETEpUHAPHOIO
MIPUMEHEHHUS, YKa3aHHOTO B yacTu 4.1 HacTosIIel cTaTby) B LENSIX €ro TOCYJapCTBEHHOM perucTpaiuu
BMECTO OTYeTa pa3paboTduMka O pe3yldbTaTax JOKIMHUYECKOTO WCCIEAOBaHUs JIEKAPCTBEHHOTO
CpeAcTBa Uil BETEPUHAPHOIO IMPUMEHEHHS MOXKET OBbITh MpPEICTaBleH 0030p HAy4HBIX pPabOT o
pe3yibTatax JOKIMHHYECKOTO HCCIENIOBaHUSA pe(QepeHTHOro JIeKapCTBEHHOTO Iperapara s
BETEPUHAPHOTO MPUMEHEHHsS, a BMECTO OT4eTa O pe3yJbTaTax KIMHUYECKOTO MCCIeI0BaHus
JIEKapCTBEHHOI'0 IpernapaTta JJii BETEPUHAPHOTO MPUMEHEHHUS OTYET O pe3yjbTaTax HCCIIEeTOBaHHM
OMOPKBUBAJICHTHOCTH  BOCHPOM3BEIEHHOTO  JIGKAPCTBEHHOrO  Mpemapara Juisi  BETEpUHAPHOTO

PUMEHEHHS.
(B pen. @enepanbubix 3akoHOB 0T 02.08.2019 N 297-P3, ot 28.04.2023 N _171-P3)

4.1. Tlpu mpoBeneHUHM YCKOPEHHOW MPOLEAYpPhl AKCIEPTU3bl JIEKAPCTBEHHOTO IMpemnapara s
BETEPUHAPHOTO MPUMEHEHUs, NMPEAHA3HAYEHHOTO JUIsl JICUCHUS JIOMAITHUX JKMBOTHBIX, OMPEICICHHBIX
®enepanbubiM 3akoHOM OT 27 nekabps 2018 roma N 498-®3 "OO6 OTBETCTBEHHOM OOpAICHHH C
YKUBOTHBIMHU 1 O BHECEHMH U3MEHEHHI B OT/JIETIbHBIC 3aKOHOIaTeNIbHbIe akThl Poccuiickoit denepanuu",
U 3apEerHCTPUPOBAHHOTO B KAaueCTBE JIGKAPCTBEHHOTO Mpemnaparta A MEAMIHUHCKOTO MPUMEHEHUs, B
LeIsIX €ero TOCYJapCTBEHHOW perucrpamuy BMECTO OTdeTa pa3paboTumka o pe3ylbTaTax
JOKJIMHUYECKOTO HMCCIIEIOBAaHUS JIEKAPCTBEHHOTO CPEACTBA JJII BETEPUHAPHOTO NMPUMEHEHHUS MOTYT
OBITH TIPE/ICTABIICHBI PE3YJIbTAThl JOKIMHUYECKOTO HCCIIEIOBAHNS COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
cpencTtBa Il MEAWIIMHCKOTO TPUMEHEHHsS, a BMECTO OTdeTa O pe3yjibTaTaX KIMHHYECKOTO
HCCeA0BaHMS JIEKAPCTBEHHOTO TIpenapara JJisi BEeTepUHAPHOTO MMPUMEHEHHUS - 0030p Hay4YHBIX paboT o
pe3ynbTaTax KIMHUYECKUX HCCIeAOBaHUN JIEKapCTBEHHOTO MpenapaTa il MEAUIIMHCKOTO IPUMEHEHUS
Ha BHJIaX )KMBOTHBIX, KOTOPBIM MPETHA3HAUAETCS UCCIEAYEeMbIN JIeKapCTBEHHBIN Mpenapar.

(uactsp 4.1 BBeneHa PenepanbHbIM 3ak0HOM OT 28.04.2023 N 171-D3)

5. Ha »kcnepTu3y pasmuyYHBIX JIEKApCTBEHHBIX (OPM OFHOTO W TOTO K€ JIEKApPCTBEHHOTO
rnpenapara Uil BETEPHUHAPHOIO IPUMEHEHMs 3asBUTENb NPEACTABISAECT OTICIbHBIE 3asBICHUS U
pErucTpalioHHbIE 10ChEe Ha KAXKAYIO JeKapcTBeHHYyIo ¢opMy. Ilpu ycioBuM oaHOBpeMEHHOH Hojauu
Ha 3KCIEePTU3Y OJHOM JIEKapCTBEHHON ()OPMBI C pa3IMYHBIMU J103UPOBKOM, KOHIIEHTpaLue, 00beMoM
3asBUTEIb IPEJCTABISACT OJHO 3asBJIICHHE W PETrUCTPALMOHHOE J0ChE C IMPUIIOKEHUEM MAKETOB
IIEPBUYHOM YIIAKOBKM M BTOPUYHOM ymNakoBKM. Ha makerax NEpBHYHONM YNAKOBKM M BTOPUYHOU
YIaKOBKH YKa3bIBAIOTCS BCE TMPOU3BOIMMEIE TO3HUPOBKH, KOHIICHTPALNH, 0OBEMBI M KOJHMYECTBO /103 B
YITAKOBKE JIEKAPCTBEHHOT'O IIpenapara Jijisi BETEpUHAPHOTO IPUMEHEHHS.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

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

6. B ciydae HenpeaCcTaBIEHUs € 3asBICHUEM O TOCYJApPCTBEHHON PETMCTpALMU JIEKAPCTBEHHOTO
Ipenapara il BETepUHapHOro IPUMEHEHUS JOKYMEHTOB, IOATBEPKAAOIINX YIUIATy FOCY1apCTBEHHON
[OLUINHBI U YKA3aHHBIX B IyHKTE 7 Y4acTU 2 HACTOSILEN CTaTbU, CBEICHUHN O JIMLEH3UAX, YKA3aHHBIX B
nyHktax 1 u 2 yactu 3 HacTosAmled CTaTbM, a TaKXKe BbIJAaBaeMbIX (IIPEIOCTABIISIEMBbIX)
YIOJIHOMOYEHHBIMU (heZiepalIbHBIMU  OpraHaMHU HCIIOJIHUTENBHONW BJACTH JOKYMEHTOB (CBEIEHM),
yKa3aHHbIX B MNyHKTe 2.1 Yactu 3 HacTosIIed CTaThbHM, YIMOJHOMOYEHHBIN (enepanbHblii OpraxH
UCTIOJHUTEIBHOM ~ BJIACTH  3alpalllMBaeT  yKa3aHHbIE JOKYMEHTHl (CBEICHHs) B  IOPSIKE
MEXBEJOMCTBEHHOTO HH()OPMAIIIOHHOTO B3aUMOJICHCTBUSI.

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

7. He nomyckaercs WCIOJIb30BaHHE B KOMMEpPUECKHX MeNsiX HMHpOpMalMu O pe3yibTaTrax
JNOKIIMHUYECKUX  HCCIIEIOBAaHUM  JIEKAPCTBEHHBIX  CPEACTB W KIMHUYECKUX  HCCIeAOBaHUMN
JIEKapCTBEHHBIX TIPEnapaTroB I BETEPUHAPHOTO TMPUMEHEHUS, MPEJICTaBICHHON 3asBUTENEM IS
rOCYJJapCTBEHHOI perucTpannu JeKapCTBEHHBIX MPenapaToB, 6€3 ero corgacus B TEUEHHUE IIECTH JIET C
JaThl TOCYJApCTBEHHOW peructpanuu pedepeHTHOTO JIEKapCTBEHHOTO Tpernapara B Poccuiickoi
denepauuu.

8. Jlepkartenp WM BIIAJENEI PETHCTPALIIOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOTO Tperapara s
BETEPHHAPHOTO MPUMEHEHHS MTPEJCTABISCT B YIOJTHOMOUYCHHBIN (heiepaibHblii OpraH HCIOTHUTEIBHOM
BJIACTH OTYET II0 pe3yJbTaTaM (papMaKoHAI30pa OAWH Pa3 B IIECTh MECSLEB B TEUCHHE JBYX JIET ITOCTIE
TOCYJapCTBEHHON perucTpanu JieKapcTBEHHOro mpemnapata B Poccuiickoit ®enepanuu, 3artem
CIKCTOJHO B TCHCHHUEC MMOCIICAYIOINX TPEX JICT U B I[aJ’IBHefIH.IeM OIWH pa3 B TpH roja.

(uactp 8 BBeneHa denepanbHbiM 3aKoHOM 0T 02.08.2019 N 297-03)

Cratba 18. YTpatuna cuny ¢ 1 ceHtabpa 2024 ropa. - PepepanbHbIA 3aKOH OT
30.01.2024 N 1-®3.

Koncynprantllntoc: npumeuanue.

[Tonoxxenus ct. 19 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs MpeIoCTaBlIeHUs TOC. YCIYT MpU
oOpalleHun JIEKAapCTBEHHBIX CPEJICTB JJIs MEIUIMHCKOTO W BETEPUHAPHOTO MPUMEHEHUS
MOCPEJICTBOM €IMHOM CUCTEMBI U (WJIM) €AUHOTO nopTaia, npuMmensitores ¢ 01.01.2026.

Cratba 19. MNpuHATUE pelueHMA O BblAaye 3KCMEePTHOMY Yy4YpeXAeHUI0 3afaHuMA Ha
npoBefeHne 3KCNepTU3bl JIeKAapCTBEHHOro cpeacTea

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

1. B Tteuenume necatm pabouyux JHEH cO JHS TPHUHATHS 3asBICHHS O TOCYIApCTBEHHOMN
perucTpalyy JIEKapCTBEHHOTO MperapaTa WM 3asBICHUS O MPU3HAHWU JIEKapCTBEHHOIO TMperapara
ophaHHBIM JIEKAPCTBEHHBIM IMPENapaToM COOTBETCTBYIOIIUN YHNOJTHOMOYEHHBIN (eaepaabHbId OpraH
WCTIOJTHUTEIILHOUN BIACTH MPOBOJUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH U MPABWIBHOCTH O(hOpMIICHUS
MIPEJICTABICHHBIX JIOKYMEHTOB PETUCTPAIMOHHOTO JOChE Ha JICKAPCTBEHHBIA IperapaTr W MPUHHUMACT
peleHre o BbIIavye 3aJaHus Ha MPOBEICHHE:

(B pen. deaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1) OKCICPTU3BI NOKYMCHTOB, NPCACTABJICHHBIX IAJId ONPCACICHUA BO3MOXHOCTH PACCMATPUBATH
HeKapCTBeHHBIﬁ npenapar Ajd MCOAUIUHCKOTO IMPUMCHCHHA B KauCCTBC Op(l)aHHOF 0 JICKAapCTBCHHOTI'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

npenapara;
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

Koncynprantlntoc: npumedanue.
C01.01.2026 n. 2 4. 1 c1. 19 yTpaunsaet cuny (D3 ot 30.01.2024 N 1-D3).

2) SKCHCPTU3bI JICKAPCTBCHHOI'O CPCACTBA B YaCTHU OSKCHCPTU3bI KAYCCTBA JICKAPCTBCHHOI'O
CpeacTBa MW OSKCIHCPTU3bI OTHOUICHUA oncnnaeMoﬁ MMOJIb3bl K BO3MOXXHOMY PHCKY I[IPUMCHCHUA
JICKApCTBCHHOTO Iperapara JJId MCIUIUHCKOI0 IPUMCHCHUS ;

3) sKcmepTusbl JIEKAPCTBEHHOTO CPEJCTBA B YACTH OKCIEPTHU3BI KA4yeCTBA JICKAPCTBEHHOTO
CpeIcTBa M DKCIEPTU3bl OTHOIICHUS OXXKHUIAEMOH TIOJb3bl K BO3MOXHOMY PHCKY TNPUMEHCHHS
JIEKapCTBEHHOTO Tpemnapara i MEAWIIMHCKOTO TPHUMEHEHHUs B TOPSAKE YCKOPEHHOM Mpolexyphl
AKCMEPTU3bl JICKAPCTBEHHBIX CPEACTB B COOTBETCTBUU CO cTaThedl 26 Hacrosimero denepaibHOTO
3aKOHa;

4) osKcnepTu3bl JIEKApCTBEHHOI'O CpEACTBA B OTHOLIEHUM JIEKAPCTBEHHOTO IIpernapara s
BETEPUHAPHOTO MPUMEHEHHS.

2. YnoaHOMOYEHHBIN ¢enepalbHblii OpraH HWCIOJHHUTEIIBHONW BIIACTH HAIPAaBISET B JIMYHBINA
KaOWHET SKCIEPTHOTO YUPEKICHHs B €IMHON CHCTeMe MOIIMUCAHHOE YCHUIICHHON KBATH()HUIIMPOBAHHON
3JIEKTPOHHOW MOJANUCHIO 33JJaHUE Ha MPOBEACHUE IKCIEPTHU3, MPETYCMOTPEHHBIX YacThio | HacTosuiei
CTaThW, B JIMYHBIA KaOWHET 3asBUTENs] B EAWHOW CHCTEME - TIOJIUCAHHOE YCHJICHHOMN
KBUTH()UIIMPOBAHHOHN 3JICKTPOHHON TIOJITUCHIO YBEIOMIICHUE O MPUHATOM PEIICHUH O BbIJa4e 3aJIaHus
Ha TPOBEJACHUE OKCIEPTU3, NPEIYCMOTPEHHBIX YacThi0 | HACTOSIIEH CTaThM, W B Ciy4ae
HeoOXO0IUMOCTH O BblFaue paspenieHuss Ha BBO3 B Poccuiickyro denepaivio KOHKPETHOW MapTHH,
CEpUU 3apETUCTPUPOBAHHBIX U (MJIM) HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB WM 00 OTKa3e B
MPOBEACHUM TaKUX SKCIEPTU3 C YKA3aHUEM MPUUUH OTKa3a.

(dactb 2 B pen. @enepanbuoro 3akoHa ot 30.01.2024 N 1-D3)

3. B cayuae BbISBI€HMS OTCYTCTBHMSI WJIM HEIOCTOBEPHOCTHM HH(OpMalMM, coaepikallencs B
MIPE/ICTABJICHHBIX 3asBUTENIEM JIOKYMEHTaX, YIOJHOMOYEHHbIH (peiepalibHblil OpraH MCIOJIHUTEIbHON
BJIACTH HAIpPAaBISeT 3aABUTENIO0 MOCPEACTBOM €IMHOTO MOpTaia MM B €ro JUYHBIH KaOWHET B €IUHOM
cucTeMe 3ampoc 00 YTOYHEHUH 3TOM MH(OpMAaIMM, MOJNUCAHHBIA YCUIEHHOM KBaJIM(UIIMPOBAHHOM
9JIEKTPOHHOHN TMOJAIMUCHIO (J1ajee - 3ampoc YHOJIHOMOYEHHOTo (e1epalibHOr0 OpraHa MCIOJHUTEIbHON
BJIACTH).

(uactp 3 B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

4. 3agButenp 00s3aH HANpPaBUTh IOCPEACTBOM E€IMHOIO MOpTajla B  YINOJHOMOYEHHBIN
GbenepanbHbli  OpraH HUCIOJHUTENBHOW BJIACTH WJIM B JIMYHBIA KaOMHET YIOJIHOMOYEHHOTO
(denepanbHOrO OpraHa HCIOJHUTENBHOW BJIACTM B €IUHOM CUCTEME IOANUCAHHBIN YCHUJIEHHOM
KBaJIM(HUIMPOBAHHON 3JIEKTPOHHOW TMOANUCHI0 OTBET HA 3alpOC YIMOJHOMOYEHHOrO (eaepasbHOro
OpraHa HCIIOJIHUTENbHON BJIACTH B CPOK, HE MPEBBILAIOLIMI AEBSIHOCTA pabouMx AHEW cOo JHS
MOJTyYeHHUs YIOJHOMOYEHHBIM (ellepabHbBIM OpPraHOM HCIOJHHUTEIBHON BIIACTH DJIEKTPOHHOTO
YBEJIOMJIEHUSI O IOJYYEHHUH 3asBUTENEM JaHHOro 3ampoca. Cpok, yKa3aHHbIM B 4yacTu | Hacrosmen
CTaTbM, IPUOCTAHABIIMBACTCSA CO JHSA HAIPAaBIEHUS IOCPEICTBOM E€IMHOIO IOpTajla WX B JIMYHBIN
KaOMHET 3asfBUTENs B €IMHOW CHCTEeME 3ampoca YIOJHOMOUYEHHOro (¢enepajbHOro opraHa
HCIIOJIHUTEJIBHON BJIACTU 1O [Hs HAIPABICHUs 3asABUTEIIEM IIOCPEACTBOM EIMHOIO IOpTajla WU B
JUYHBIA KaOWHET YMOJIHOMOYEHHOTo (heAepasbHOrO OpraHa WCIOJHHUTEIBHON BIAacTH B EIUHON
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

cCHCTEME OTBETA.
(uactp 4 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

5. OcHoBaHMEM JUIsl OTKa3a B OpraHU3alluy 3KCIEPTU3, IPEyCMOTPEHHBIX YacThio 1 HacTosAlen
CTaThH, SBISETCA NPEICTABICHHE HEOOXOMUMBIX Il TPOBEICHHS MPETYCMOTPEHHBIX 3KCIIEPTH3
JIOKYMEHTOB B HEIOJIHOM 00bEME HJIM HENPE/ICTaBICHHUE 3asIBUTEJIEM B YCTAHOBIIEHHBIN CPOK OTBETA Ha
3aIpoc YIOJHOMOUYEHHOI0 (elepajJbHOr0 OpraHa MCIOJHHUTEIbHON BJIACTH, a TAKXKE MpEeACTaBICHUE
JOKYMEHTOB, HE COAECPIKAIIMX UCUEPIIBIBAIOLIETO MEPEeUHs HEOOXOAUMBIX CBEICHUM.

6. IIpu oTkaze B OopraHuzaluu >KCHEPTHU3bI, MPEAYCMOTPEHHON MyHKTOM 4 yacTu | Hactosen
CTaThH, JJOKYMEHTHI, BXOJSIIME B COCTAB PETHCTPALIMOHHOTO JOChE Ha JIEKAPCTBEHHBINA MpernapaT it
BETEPUHAPHOTO TIPUMEHEHUS, MOTYT OBITh BO3BpAICHBI 3asSBUTEII0 HAa OCHOBAaHUHM €ro 3ampoca,
MOAMUCAHHOTO  YCHUJICHHON KBaTU(UIIMPOBAHHOW DJIEKTPOHHOW TMOJNMUCHI0 W HAIMPaBIECHHOTO
MTOCPEICTBOM €IMHOTO MOPTaJIa B YIIOJTHOMOYEHHBIN (efiepalibHbIi OpraH UCIIOJIHUTEIbHON BJIACTH WIIH
JTUYHBI KaOWHET YMOJTHOMOYEHHOTo (QelepallbHOTO OpraHa WCIHOJHUTENBHOM BIACTH B €IUHOM
CHUCTeMEe, B TEUYCHHE TPHALATH PaOOUMX JHEH CO THS TPUHATHS YHOJTHOMOYEHHBIM (QeaepalbHbIM
OpraHoM HCHOJHUTEIBHON BJIACTH penieHuss 00 OTKa3e B OpraHU3alMM TAaKOM SKCHEPTHU3BI.
YnonHoMO4YeHHbIN (heepaabHbli OpraH WCIOJHUTENBHON BIACTH BO3BpAIllaeT 3asBUTENIO0 YKa3aHHbIE
JIOKyMEHTBI B TEUEHHE JEeCATH paboymx IHEH CO JHSA TMOJY4YeHHUs COOTBETCTBYIOIIETO 3ampoca
3asIBUTEIIS.

(uactp 6 BBeneHa PexnepanbHbiM 3akoHOM OT 02.08.2019 N 297-03; B pen. denepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

Koncynbrantllntoc: npumeuanue.

[Tonoxxenus ct. 20 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeIoCTaBIEHUs I'OC. YCIYT IpU
oOpallleHnH JIEKapCTBEHHBIX CPEACTB Ui MEIMWLUHCKOTO MPUMEHEHHs IOCPEICTBOM EIUHOMN
cucremsl, npumensarTesd ¢ 01.01.2026.

Ctatba 20. 3KkcnepTusa [OOKYMEHTOB, MNpeAcCTaBlieHHbIX AN onpeaereHus
BO3MOXHOCTM paccMmaTpuMBaTb JIeKapCTBEHHbLIA npenapar Aans  MeaULMHCKOro
NnpUMeHeHnA B KauecTBe opchaHHOro neKkapcTBEHHOro npenapara

(B pen. @enepansroro 3akona oT 30.01.2024 N 1-D3)

1. Ilponenypa ompeneneHuss BO3MOXHOCTM paccMaTpuBaTh JIEKAPCTBEHHBIM Ipenapar Uit
MEJIMUIMHCKOTO MPUMEHEHHsI B KadecTBe Op(aHHOTrO JIEKApCTBEHHOTO MpernapaTa MOXET IMPOBOAUTHCS
KaK B OTHOUICHHM JIEKapCTBEHHOT'O IMpernapara, 3aperuCTPUPOBAHHOTO B COOTBETCTBUU C HACTOSILIUM
denepanbHbIM 3aKOHOM JHMOO B COOTBETCTBMM C aKTaMmM, COCTaBIsOIMMU npaBo Coro3a, Tak U B
OTHOIIEHUN HE3apETHCTPUPOBAHHOIO  JIEKAPCTBEHHOI'O IIpemapaTta. OKCHEPTH3a  JIOKYMEHTOB,
IIPEICTABICHHBIX JJI ONPENEIICHNUs BO3MOXHOCTU paccMaTpuBaTh JIEKAPCTBEHHBINM IIpernapar A
MEIULMHCKOTO TpPUMEHEHHs B KadecTBe OpQaHHOTO JIEKapCTBEHHOIO IIpenapaTra, COCTaBJICHUE
KOMHUCCHEH DJKCHEPTOB 3aKJIIOUEHUS O BO3MOXKHOCTM WM HEBO3MOYKHOCTH paccMaTpuBaTh
JIEKapCTBEHHBIN Ipenapar s MEAMIIMHCKOrO NMPUMEHEHHs] B KadecTBe Op(paHHOrO JIEKapCTBEHHOIO
mpernapara W HanpaBieHUWE B JIMYHBIM KaOWHET YIOJHOMOYEHHOIro (heepasbHOrO opraHa
UCTIOJTHUTEJIBHOW BJIACTH B €JMHOI CHCTEME JaHHOT'O 3aKJIIYEHUs B (OpMe DIEKTPOHHOTO JOKYMEHTa,
MOJITMCAHHOTO YCUJICHHOHN KBANU(UIIMPOBAHHOM 3JEKTPOHHOM MOAMUCHIO, OCYIIECTBIISIOTCS B CPOK, HE
NPEBBILAIONINNA TPUALATH Pa0OYMX THEH CO [HS HampaBieHHUs B JIMYHBIA KaOWHET 3KCIIEPTHOTO
YUPEKACHUSI B €IMHON CHCTEME 3aJaHHs YIOJHOMOUYEHHOTO (e/epaibHOTO OpraHa MCIOTHUTEIHHON
BJIACTH U CJIEIYIOIIMUX JOKYMEHTOB U CBEICHMIA:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

1) 3asiBeHME O MPU3HAHUHU JIEKAPCTBEHHOT'O Ipernapara op(aHHbIM JIEKapCTBEHHBIM MPENapaToM,
COCTaBJIEHHOE 1O OpMe, YTBEPKACHHOW YIOJTHOMOUYEHHBIM (pe/iepaibHbIM OPraHOM HCHOJIHUTEIBHOM
BJIACTH, HOJMHMCAHHOE YCHJICHHON KBATH(DUIMPOBAHHOHN >JIEKTPOHHON MOIMHMCHIO YHOIHOMOYEHHOTO
MPEICTAaBUTENST  IOPUIUYECKOro  JMIa, JEHCTBYIOIIEr0O B  COOCTBEHHBIX  HHTEpecax  WIU
YHOJHOMOYEHHOT'O IIPEJCTABIATh HHTEPECHI IPYTOro IOPUANUECKOT0 JINIIA;

2) Komusi JOKyMEHTa Ha pYCCKOM f3bIK€, 3aBEPEHHOT0 B YCTAHOBJIIEHHOM IOpAJKE U
MOJTBEPXKIAIOLIETO MPABOMOYHOCTh 3asiBUTENs I10/1aBaTh 3asBICHUE O NPU3HAHUM JIEKApPCTBEHHOTO
npernapara op(aHHBIM JIEKAPCTBEHHBIM IpenapaToM (TIIpH HE0OXO0AUMOCTH);

3) obocHOBaHMe OpPaHHOCTH 3a00JIEBaHUS, HE OTHECEHHOTO B COOTBETCTBUU ¢ DenepabHBIM
3akoHOM oT 21 Hos10ps 2011 roga N 323-@3 "OO ocHOBax OXpaHbI 340pPOBbs rpakaaH B Poccuiickoit
Oenepanu" Kk peakuMm (opdpaHHBIM) 3a00jieBaHUSM, B TOM uHuCie MNoApoOHas wuHpopmanus o
JMArHOCTHKE, MPOGUIAKTUKE WU JICYEHUHU TaKoro 3a00JIeBaHMS;

4) yTBepXkAeHHas MHCTPYKLHUS IO MEIUIMHCKOMY NPUMEHEHHUIO JIEKapCTBEHHOTO Ipernaparta,
3apeTUCTPUPOBAHHOTO B COOTBETCTBHMHM C HacTosmuM DenepasbHbIM  3aKOHOM, WIM 00IIas
XapaKTepUCTHKA JIEKapCTBEHHOI'O IIpenapara, 3aperuCTPUPOBAHHOTO B COOTBETCTBMM C aKTaMHU,
cocrapisoMu npaBo Coro3a (Mpu HAIUYHUH);

5) MHCTPYKUHMS MO MEIUIIMHCKOMY NMPUMEHEHHMIO WJIM KpaTKas XapaKTepHCTHUKa JIEKapCTBEHHOTO
npenapara, yTBEp>KICHHbIE B CTPAHE MPOU3BOAUTENS (IPU HATTUUHH);

6) KONUHU JTOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJIEHHOM TMOPSJIKE M IOATBEPKAAOMUX (aKT
perucTpanyy JIeKapcTBEHHOIO Ipernapara B HMHOCTPAHHBIX TOCYJIapcTBaX B KadecTBE Op(haHHOTO
JIEKapCTBEHHOI'0 IpernapaTta (Ipu HaJIU4uun);

7) HpOEKT XapaKTEpPUCTUKH HE3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOIO Ipenapara, COASpKallero
ClIeIyIOllNe MUHUMANIbHBIE CBEACHHUA O HE3apEerUCTPUPOBAHHOM JIEKAPCTBEHHOM Ipernapare
(omyckaercs MpeACTaBIECHUE IPOEKTa XapaKTEPUCTHKH HE3aperMCTPUPOBAHHOIO JIEKAPCTBEHHOTO
Ipernapara, COCTaBJIEHHOIO B COOTBETCTBUM C JAOCTYNHBIMHU JaHHBIMH I10 MPOBEACHHBIM KIMHUYECKUM
HCCIIEIOBAaHMUAM JIEKAPCTBEHHOIO Mpenapara M JAOKIMHUYECKHM MCCIEAO0BAaHUSAM JIEKAPCTBEHHOIO
CpeAcTBa HAa MOMEHT TOJAauyd 3asBICHUS O TNPU3HAHUM JIEKAPCTBEHHOTO IIpernapara OpQaHHbIM
JIEKapCTBEHHBIM IPErapaToM):

a) HauMEHOBaHHE JIEKapCTBEHHOI'O IpemapaTta (MeXAyHapoJAHOE HEMaTeHTOBaHHOEe, WIN
IpyNIMPOBOYHOE, UM XUMUUYECKOE U TOPIrOBOE HAUMEHOBAHMUS);

0) mnekapcTBeHHas ¢opMa C yKa3aHMEM HAaUMEHOBAaHMM M KOJIMYECTBEHHOI'O COCTaBa
JCUCTBYIOIMX BEIIECTB U KAaUeCTBEHHOTO COCTaBa BCIIOMOIATENbHBIX BELIECTB (MPH HEOOXOAUMOCTH
KOJIMYECTBEHHOI'0 COCTaBa BCIIOMOI'aTENIbHBIX BEILIECTB);

B) hapMaKoJuHaAMHUKa U (apMaKOKMHETHKA;

T') MOKa3aHUs JUIsl IPUMEHEHMUS,;

I[) IIPOTHUBOIIOKA3aHUA IJI1 IPUMCHCHUS

e) BO3MOJKHBEIE  ITOOOYHEIE JEUCTBUS M HEXellaTelIbHBIC peakiun 1pu HOPHUMCHCHUU
JICKApCTBCHHOTO IpeniapaTa i1 MCIUIUHCKOTI'O IPUMCHCHUS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

) HAaMMEHOBAaHUS M aJpeca IMPOU3BOACTBEHHBIX IUIOMIAJ0K MPOU3BOAMTENS JIEKAPCTBEHHOTO
npernapara;

3) CBEIEHMS O pa3pabOTUYMKE JIEKAPCTBEHHOI'O CPEJICTBA (JepKaTeie perucTpanvoHHOro
YIO0CTOBEpPEHUS);

8) cBemeHHMs O TEKyImIeM cTaTyce pa3pabOTKH HEe3aperHCTPHPOBAHHOTO JICKAPCTBEHHOTO
npernapara, a Takxe IIaH ero pa3paboTKH;

9) 0030pel NOKIMHUYECKHX HCCIEIOBAaHUM JIEKAPCTBEHHBIX CPEACTB M KIMHHUYECKUX
HCCIEAOBaHUN HE3aperucCTPUPOBAHHOIO JIEKAPCTBEHHOI'O IpernapaTa, JOCTYyIHbIE Ha JI€Hb MOJa4u
3asIBJICHHS;

10) oT4erbl O MNPOBEAECHHBIX AOKIMHUYECKHX HCCIIECJOBAHUAX JIEKAPCTBEHHOTO CpEICTBA U
KJIIMHUYECKHUX UCCIIEJOBAHUSIX HE3apEruCTPUPOBAHHOIO JIEKAPCTBEHHOTO Mpenapara (Mpu HATHIHH);

11) pekBU3UTHI JOKYMEHTA, MOATBEPKAAIOIIETO YIIATy FOCyAapCTBEHHON MOLUIHHBI.

2. B cily4ae HENOCTaTOYHOCTH INPEACTABICHHBIX MAaTEPUAIIOB B LENSIX MPOBEACHUS DKCIEPTU3BI
JUIsL  OINIpECIICHUsT BO3MOXKHOCTH pacCMaTpUBaThb JICKAPCTBEHHBIM IIpernapar il MEIULMHCKOTO
MPUMEHEHHS B KauecTBe Op(aHHOTO JEKAPCTBEHHOTO IMperapara SKCIEPTHOE YUPEKICHUE HAIIPABISAET
B JINYHBIN KaOMHET 3asBUTENS B €IMHON CHCTEME 3alpocC O MPEACTABICHUN HEOOXOAUMBIX MaTepUaNOB,
MOJANUCAHHBIA ~ pYKOBOAMWTENEM  (YMOJHOMOYEHHBIM  JIMIIOM)  3KCIEPTHOTO  YUpPEXKIEHUS C
UCIOJIb30BAHUEM YCWJIEHHON KBaJM(DULUUPOBAHHOM HJIEKTPOHHON MOANUCH. 3asBUTENb 0053aH
HaNpaBUTh B JUYHBIA KaOMHET SKCHEPTHOIO YUPEKICHUS B €IMHON CUCTEME MOJMUCAHHBIA YCHIEHHON
KBaJIM(HUIIMPOBAHHONW AJIEKTPOHHOW MOJNKMCHIO OTBET Ha 3alpoc B CPOK, HE TPEBBIIIAIOIINI
HIECTUACCATH pabouyux JHEH CO JHS TOJIYYCHHS HKCHEPTHBIM YUPEKACHHUEM DIICKTPOHHOTO
YBEJOMJICHUSI O TOJy4YeHUU 3asBUTeNeM 3amnpoca. Cpok, yka3aHHbIM B yacTu | HacTosAlIEH CTaTbH,
MIPUOCTAaHABJIMBACTCA CO JIHS HalpaBlEHUsS 3asSBUTENIO B €ro JUYHbI KaOMHET B €AMHON cHCTeMe
3aIpoca KCHEPTHOrO YUPEXIEHHUs 10 JAHS HalpaBJICHUS 3asBUTEIEM B JIMYHBIM KaOMHET 3KCIEPTHOTO
YUPEXKIEHUS B €JUHOW CHUCTEME OTBETa HA 3alpoC M HE YUMTHIBAETCS IPU HCYHUCIEHUU CpOKa
IIPOBEACHUS  DKCIEPTU3bl  JOKYMEHTOB, IPEICTAaBICHHBIX [UIS  ONPENEICHUS  BO3MOXKHOCTH
paccMaTpuBaTh JICKApPCTBEHHBIN Ipenapar Ajis MEAMIMHCKOTO NMPUMEHEHHs B KadecTBe Op(haHHOTO
JIEKApCTBEHHOI'O IIpernapara.

3. B cpok, He mpeBbIIIAIOMIMNA MATH pabouyux AHEW CO JIHSA HampaBjieHHs] B JIMYHbIA KaOWHET
YIOJIHOMOYEHHOTr0 (heZiepalIbHOr0 OpraHa MCIOJHUTENIBHOW BIAcTH B €AMHOM CHUCTEME 3aKIIHOYEHUs,
yKa3aHHOTO B 4yacTu | HacToseil cTaTbM, YHNOJHOMOYEHHBIN (hefepanbHblii OpraH MCIOJHUTEIbHON
BJIACTU OCYLIECTBJISET OLEHKY 3aKIIOYEHUs I OIPEIEICHUS €ro COOTBETCTBHS 3aJaHUI0 Ha
IIPOBEJICHUE IKCIEPTU3BI U HAIIPABIISIET B JIMUHBIM KAOMHET 3asBUTEIIS B €AMHON CUCTEME IOJIIMCAaHHOE
YCHJICHHON KBAIM()UIIMPOBAHHON 3JIEKTPOHHOW MOJMHUCHIO YBEIOMIIEHHE O pe3ysIbTaTax MpPOBEICHHON
9KCIIEPTU3BI C MPUIIOKEHUEM KOMHMH HKCIIEPTHOTO 3aKIH0YeHHs (C cOXpaHeHHEM KOH(UACHIIMAIbHOCTU
UHpOpPMALUU O COCTaBE KOMHUCCHU 3KCIIEPTOB) U BO3MOKHOCTH WJIM HEBO3MOXKHOCTH paccMaTpUBaTh
JIEKapCTBEHHbIN Mpenapar Uil MEAULIMHCKOrO NMPUMEHEHUs B KadyecTBE OpP(PaHHOrO JIEKapCTBEHHOI'O
npenapara.

Cratbsa 21. YTpatuna cuny ¢ 1 ceHta6pa 2024 ropa. - ®egepanbHbiA 3aKOH OT
30.01.2024 N 1-P3.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

Cratba 22. Ytpatuna cuny ¢ 1 uwona 2015 ropa. - ®epepanbHbi 3aKOH OT
22.12.2014 N 429-93.

Koncynsrantllntoc: npumeuanue.

ITonoxxenus ct. 23 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeIoCTaBIEHUs T'OC. YCIYT IIpU
oOpallleHnn JIEKapCTBEHHBIX CPEACTB Ui MEIUWLUHCKOIO MPUMEHEHHs IOCPEICTBOM EIUHOMN
cucremsl, npumensarTes ¢ 01.01.2026.

Ctatbsa 23. 3kcnepTv3a KayecTBa JleKapCTBEHHOro cpeacTBa WM 3IKcnepTu3a
OTHOLUIEHUSI OXMAAeMOMW NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs1 NeKapCTBeHHOro
npenapara gnsa MeguUUHCKOro NnpuMeHeHus

(B pen. denepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

1. DkcnepTr3a KauecTBa JIGKAPCTBEHHOTO CPEACTBA U AKCIIEPTH3a OTHOIICHUS OKUAAEMOMN TIOTB3bI
K BO3MOXHOMY PHUCKY HNPUMCHCHHA JICKAPCTBCHHOI'O IpfcIliapara Ajd MCIUIHWHCKOrO NMPHUMCHCHUA,
COCTaBJICHME KOMHCCHSMH OJKCIEPTOB 3aKIIOYCHHUH 110 pe3yibTaTaM IPOBEICHHBIX JSKCIIEPTH3 U
HaTpaBJICHUE JTUX 3aKIIOYCHUH, TOANMUCAHHBIX YCHJICHHBIMHA KBaTH()DHUIMPOBAHHBIMH JIEKTPOHHBIMHU
MOJITUCSIMU, B JIMYHBIN KaOWHET YIOJHOMOYEHHOTO (ellepaIbHOr0 OpraHa MCIOJHUTEIHHON BIIACTH B
€IMHON CHCTEME OCYIICCTBISIOTCA B CPOK, HE MPEBBIMIAIONIMI CTa JAECATH pabouux IHEH co IHS
HAMpaBIICHUs] B JIMYHBIA KAaOWHET SKCIIEPTHOTO YYPEXKICHUS B €IMHON CUCTEME COOTBETCTBYIOIIETO
3aJlaHusl  YIIOJIHOMOYEHHOTO (he/iepadbHOr0 OpraHa WCIOJHUTEIBHON BJIACTH M HEOOXOJIUMBIX
AOKYMCHTOB.
(B pen. Deaepanproro 3axoHa ot 30.01.2024 N 1-D3)

2. B TedeHue AEBSIHOCTA JHEH CO JHS TOJyYEHHs YIOJHOMOYEHHBIM (peepanbHbIM OpraHOM
WCTIOJTHUTENILHON BIACTH yBEJIOMIICHHUS B SJEKTPOHHOU (hOpMe O MONTYYCHHH 3asBUTEJIEM PEIICHUS O
MPOBEJICHUH DKCIIEPTHU3, TPETYCMOTPEHHBIX YacThi0 | HACTOSIIEH CTaThH, 3asBUTEIh MPEICTABISICT B
HKCHEPTHOE YUPESKICHHUE JUISI POBEACHUS SKCIEPTU3bI Ka4eCTBA JICKAPCTBEHHOTO CPENICTBA 00pa3Ilbl
JICKapCTBCHHOTO TIperapara Uil MEIUIWHCKOTO INPUMEHEHHS, MPOU3BEICHHOTO B COOTBETCTBHU C
TpeOOBaHUSIMH ONBITHO-TIPOMBIIIIJICHHOTO W (WJIM) TMPOMBIIUIEHHOTO PETJIAMEHTOB, YTBEP)KIACHHBIX
PYKOBOJIUTENIEM TPOU3BOAUTENS JICKAPCTBEHHBIX CPEICTB, & TAKXKE B COOTBETCTBYIOIIMX CIyYasx
oOpa3iel  (papmareBTUUECKOW CyOCTaHIIMKM, TECT-IITaMMa MHUKPOOPTaHU3MOB, KYyJIbTYpbl KIETOK,
00pasIlbl BEIIECTB, MPUMEHSIEMBIX ISl KOHTPOJIS KaueCTBa JEKApPCTBEHHOTO CPECTBA MTyTeM CPaBHEHUS
C HHMH HCCJIEIYyEeMOro JIEKApCTBEHHOTO CPENCTBa, CHenu(UYecKre peareHThl, HEOOXOTUMBIE JUIS
MIPOBEJICHUSI UCIBITAHUH 00pa3loB JICKAPCTBCHHBIX IPENapaTroB, B KOJUYECTBAX, HEOOXOIMMBIX IS
BOCIIPOU3BEICHHSI METOJIOB KOHTPOJISI KA4eCTBa.

(B pen. deaepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

3. Ilpu nomyyeHun oOpa3LOB JIEKAPCTBEHHOrO Ipernapara W (apManeBTHUECKOW CyOCTaHLUU
OKCIICPTHOC YUYPCKIACHUC HANIPABJIACT B JINYHBIA KaOHMHET 3asBUTEIA B CHHHOﬁ CUCTCMC YBCAOMIICHUC,
HOATBEPIKAAIOIIEe MOTyYeHNE YKa3aHHBIX 00pa31oB.

(uactp 3 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4. YKa3zaHHBI B YacCTH 2 HACTOAIIEH CTaThbH CPOK JJIsl MPEJCTABICHUs 3asBUTEIEM OOpasIoB
JIEKapCTBEHHOTO Tpemnapara u ¢apMaieBTUYECKO CyOCTaHIIMM HE BKIJIIOUAETCS B CPOK MPOBEACHUS
9KCIIEPTU3, IPEAYCMOTPEHHBIX YaCThIO | HACTOSILEN CTaTbU.

(uactp 4 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

5. Yrparun cuny. - ®enepanbubiii 3akoH ot 30.01.2024 N 1-P3.

Koncynprantllntoc: npumeuanue.

[Tonoxxenus ct. 24 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs MpeIoCTaBlIeHUs TOC. YCIYT MpU
oOpalleHun JIEKapCTBEHHBIX CPEICTB JJIi BETEPUHAPHOTO MPUMEHEHHUS MOCPEICTBOM EIHHOTO
noprana, npuMensaTres ¢ 01.01.2026.

Ctatbsl 24. JKcnepTusa KayecTBa JIeKapCTBEHHOro cpeacTBa M 3KcnepTusa
OTHOLUEHUSI OXUAaeMoMW MoNib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs! NIeKapCTBEHHOro
npenapara ons BeTepUuHapHOro NpuMeHeHus

1. DkcnepTu3a KayecTBa JIEKaPCTBEHHOTO CPEACTBA M KCIIEPTU3a OTHOLIECHUS OKUAAEMOM MOJIb3bI
K BO3MOYKHOMY PHCKYy NPUMEHEHHUs JIEKapCTBEHHOrO IMpemnapara JJis BETEpUHApPHOTO NPUMEHEHUS,
COCTABJICHME KOMMCCHUSIMU SKCIEPTOB 3aKIIOYEHUN IO pe3ysbTaTaM yKa3aHHBIX 3KCIEPTH3 U
HampaBJICHUE TAaKUX 3aKIIOYEHUH B DJIEKTPOHHOH (hopMe B YMOIHOMOUYEHHBIH (penepanbHblii opran
WCIIOJIHUTENIBHOM BIIACTH OCYLIECTBIISIOTCS B CPOK, HE MPEBBIMIAIONINN CTa JIeCATH padodyuXx JHEH co
IHS TOJYYEHMsI SKCIEPTHBIM YUPEKICHHEM B JJIEKTPOHHONH ¢opMe 3aJaHusl YHOJHOMOYEHHOI'O
(dhenepaIbHOTO OpraHa HMCIOJHUTEIHLHOW BJIACTH C JIOKYMEHTaMHM, yKa3aHHBIMH B 4acTH 3 crartbu 17
Hacrosiuiero PeaepanbHOrO 3aKOHa.
(B pen. @enepanbHbix 3akoHOB OT 22.10.2014 N 313-®3, ot 13.07.2015 N 241-®3, ot 30.01.2024 N
1-D3)

2. B TeueHuwe TpuANATH pabOYMX IHEH €O JHS TOJyYeHHs YIOJIHOMOYEHHBIM (eaeparbHbIM
OpraHOM HCIOJIHUTEIbHOW BJIACTH YBEAOMJICHHSI B 3JIEKTPOHHOW (hopMe O MOJIyYEHUU 3asgBUTEIEM
peleHysl 0 IPOBEICHUH YKa3aHHBIX B yacTU | HACTOsAIIEH CTaTbU HKCIEPTHU3 3asIBUTEIb NPEACTABISET B
9KCHEPTHOE YUPEKICHHUE JUIsl MPOBEAEHUS SKCHEPTU3bl KaueCTBa JICKAPCTBEHHOI'O CPEJICTBA 00pa3Iibl
JIEKapCTBEHHOI'O Ipenapara Jyulsi BETEPUHAPHOIO NPUMEHEHMS, IPOU3BEIEHHOIO B COOTBETCTBUU C
TpeOOBaHUSAMH TEXHOJOTUYECKHX PErJIaMEHTOB, YTBEPXKIEHHBIX PYKOBOAUTENIEM IPOU3BOIUTENS
JIEKapCTBEHHBIX CPEJACTB, a TAK)KE€ B COOTBETCTBYIOIIMX CIydasX TECT-IITaMMbl MHUKPOOPIaHHU3MOB,
KyJbTYpbl KJIETOK, 00paslibl (papMalleBTUYECKOM cyOcTaHIMu, 00pa3lbl BELIECTB, IPUMEHSIEMbIE s
KOHTPOJISI KaueCcTBa JIEKAPCTBEHHOI'O CPE/ICTBA, B KOJMUYECTBAX, HEOOXOAUMBIX JIi BOCIHPOM3BEIECHUS
METOZI0B KOHTPOJISI KAUeCTBa.

(B pen. ®eaepanbHbix 3aKk0HOB OT 02.08.2019 N 297-D3, ot 30.01.2024 N _1-D3)

3. Ilpu momy4yeHun oOpa3lOB JIEKAPCTBEHHOTO Mperapara W (apManeBTHUECKOW CyOCTaHLIUU
HKCIEPTHOE YUpEeXKJIEHHE B JICHb MOMyueHHsI 00pa3IoB HANPABJSIET B AJIEKTPOHHON (opMe 3asiBUTEIIO
YBEIOMIICHHE, TIOTBEPIKIAIOIIEEe TIOTYICHNE YKa3aHHBIX 00pa3IoB.

(dactp 3 B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. Yxa3zaHHBIH B YacTW 2 HACTOSIICH CTaTbU CPOK JJISl TPEJICTABICHUS 3asBUTENEM O00pa3IoB
JIEKapCTBEHHOT'0 Ipernapara U (hapMaleBTHUECKOW CyOCTaHIIMM HE BKJIIOYAETCS B CPOK IPOBEACHUS
9KCIIEPTU3, IPEAYCMOTPEHHBIX YACThIO | HAaCTOSIIEN CTaTbU.

(uactp 4 B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

5. ¥YTparun cuny. - @eaepanbubiii 3akos oT 30.01.2024 N 1-03.

CtaTtbs 25. nOBTOpHoe npoeeneHue 3KCNnepTmn3bl JIeKapCTBeHHbIX cpeancTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

1. B cayyasx HeIOCTaTOYHOH OOOCHOBAaHHOCTH WJIM HEMOJHOTHI 3aK/IIOYCHHS KOMHCCUHU
OKCIICPTOB, HAJIW4YWA B HEM IIPOTHBOPCUYHMBBIX IAHHBIX, (I)aJIBCI/I(bI/IKaL[I/II/I BBIBOAOB OSKCHCPTHU3LI
JIEKapCTBEHHOTO CPEACTBA, COKPBITHA OT YHNOJIHOMOUYEHHOTO (hefepa’bHOr0 OpraHa MCIOIHHUTEIBbHON
BJIACTU OCHOBAHUH JUIsl OTBOJA DSKCIEpTa BCIEACTBUE €ro 3aMHTEPECOBAHHOCTU B PE3yJIbTaTax
COOTBETCTBYIOLIEH AKCHEPTH3bl, HAIMYMS IAHHBIX O MpPSIMOM JHOO KOCBEHHOM BMEIIATEJIbCTBE B
IIPOIIECC COOTBETCTBYIOWIEH SKCIEPTU3bI JIMI, HE YYacTBYIOLIMX B €€ IMPOBEAECHUH, HO OKa3aBIIMX
BIMSIHME Ha MpPOIECC U pe3yJbTaThl €€ IPOBEICHHUS, YIOJIHOMOYEHHBIM (efepallbHbIM OpraHoM
WCIIOJIHUTEJILHOM BJIACTM HAa3HA4aeTCs IOBTOpPHAs 3KCIEpPTU3a JIEKApCTBEHHOIO CpeicTBa MU (WIIN)
ITUYECKas dKCIEPTU3a.

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

Koncynprantllntoc: npumeyanue.

[Tonoxenus ct. 25 (B pea. @3 or 30.01.2024 N 1-®3), kacaromuecs IpeI0CTaBICHUS TOC. YCIYT TPH
OOpalIeHnn JIEKAPCTBEHHBIX CPEJICTB JUISI MEAMLMHCKOTO UM BETEPHUHAPHOTO TNPUMEHEHUS
[IOCPEACTBOM €AMHOM CUCTEMBI U (WJIM) €AMHOT0 nopTaia, npuMensitores ¢ 01.01.2026.

2. TloBTOpHAs HKCIEPTHU3a JEKAPCTBEHHOTO CPEACTBA MPOBOAUTCS C yUETOM PE3yJIbTaTOB paHee
MPOBEJICHHOW OKCIEPTH3bl B CPOK, YCTAHOBJICHHBIH YIOJHOMOYEHHBIM (heJepaabHbIM OpPraHOM
WCTIOJIHUTEIIbHON BIIACTU W HE TPEBHINIAIINNA TpuANaTd pabodux JHEH cO JHA TONydeHUs
AKCIIEPTHBIM YUPEKICHUEM B JIMTYHOM KaOWHETE B €MHON CHCTEME 3aJaHHs HA MPOBEICHNUE TTOBTOPHOU
9KCIIEPTH3BI JICKAPCTBEHHOTO CPEJICTBA, ITOAIMMCAHHOTO YCHIICHHOW KBATM(UITMPOBAHHOMN IJICKTPOHHON
ITOITUCHIO.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N _1-D3)

3. ®unaHcoBoe obOecrieueHHE BBITOJHEHMS 33/JaHUS HA IPOBEACHUE MOBTOPHOW 3KCIEPTU3BI
JIEKapCTBEHHOI'O CPEICTBA HE OCYILECTBIIAETCS.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

Koncynprantlntoc: npumeyanue.
C 01.01.2026 cr. 26 He pacmpoCTpaHsETCS Ha MPABOOTHOIICHUS, BOSHUKAIOIINE TPU OOpaIIeHUN
JIEKaPCTBEHHBIX CPeNCTB sl MeauHcKoro nmpumenenus (O3 ot 30.01.2024 N 1-D3).

CraTtbAa 26. YckopeHHas npoueaypa 3KCnepTusbl NIeKapCTBEHHbIX CPeacTB

1. YckopeHHass mpouenypa SKCIEpTU3bl JEKapCTBEHHBIX CPEACTB B LENIAX TOCYJapCTBEHHON
perucTpanyy JIeKapCTBEHHBIX IMpEnapaToB MPUMEHSAETCS B OTHOLIEHMHM OpP(AHHBIX JIEKAPCTBEHHBIX
IIpENapaToB, MEPBBIX TPEX JIEKapCTBEHHBIX MPENapaToB, perucTpupyeMsix B Poccuiickoit @enepauuu B
KauecTBE BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX IPENapaToB, OYEPEAHOCTb KOTOPBIX OIPEAEISETCS B
COOTBETCTBUM C HOMEPOM U JaTOM BXOJSIIMX 3asBICHUH O TOCYAapCTBEHHOM perucTpanuu
JIEKapCTBEHHBIX NPENapaToB B paMKax OJHOTO MEXIyHAPOJHOTO HENaTEHTOBAHHOTO HAaUMEHOBAHMUS
JIEKapCTBEHHOTO Ipernapara WIM TpYyHNIMPOBOYHOIO HAWMEHOBAaHUS JICKApCTBEHHOIO Ipernapara,
JICKapCTBEHHBIX IPENapaToB /s BETEPUHAPHOI'O IPUMEHEHMs, IpeJHa3HAUCHHbIX JUIS JICYEHUS
JIOMAIIIHUX >KUBOTHBIX, onpenaereHHbXx PenepanbHbIM 3akoHOM OT 27 nekadbps 2018 roma N 498-D3
"OOG OTBETCTBEHHOM OOpalieHMH C JKHBOTHBIMH ¥ O BHECEHHM W3MEHEHUH B OTJCIbHBIC
3aKoHoAaTeIbHbIe akThl Poccuiickoil @enepanuu’, u 3aperucTpUpOBaHHBIX B KaUECTBE JIEKAPCTBEHHBIX
MpernapaToB JJil MEIULUHCKOIO TNPUMEHEHHs, U JIEKapCTBEHHBIX IPENapaToB, MpeAHa3HauEeHHBIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

UCKJIIOYHUTENFHO JUTS PUMEHEHHS HECOBEPILICHHOJIETHUMH TPaXKIaHAMHU.
(B pen. @enepanbHbIX 3ak0HOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-P3, ot 28.04.2023 N
171-P3)

2. YckopeHHas TMpolleaypa SKCIEpPTH3bl JIEKAPCTBEHHBIX CPEACTB B IENAX TOCYAapCTBEHHOU
pPEruCTpalfy JIEKAPCTBEHHBIX MPETapaToOB HE TPUMEHSIETCS B OTHOIIICHUH:

1) 6uoanaioroBsIx (OMOMOMOOHBIX) JICKAPCTBEHHBIX MTpenapaToB (0M0aHAIOTOB);

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

Koncynprantlntoc: npumeyanue.

Jo 31.12.2025 poccuiicKMM NIPOU3BOAMTENSAM JIEKAPCTBEHHBIX IPENapaToB Il BETEPUHAPHOTO
MPUMEHEHHUs pa3pelieHo M0/1aBaTh PErMCTPAlMOHHOE J0Che M0 YCKOPEHHOU mponeaype 6e3 yuera
TpeboBanmii 1. 3 4. 2 cT. 26 (Hoctanoraenue [paButensctBa PO ot 12.03.2022 N 353).

3) BOCHPOM3BEIEHHBIX JIEKAPCTBEHHBIX IpenaparoB (3a HCKIIOUYEHUEM TMEPBBIX TPEX
peructpupyeMbix B Poccuiickoii ®enepanrii B KadyeCTBE BOCHPOU3BEICHHBIX JIEKAPCTBEHHBIX
MpenapaToB M JICKaPCTBEHHBIX IpENapaToB, MNPEIHA3HAYCHHBIX HCKIIOUNUTEIBHO MJI1 NPUMEHEHHS
HECOBEPIICHHOJETHUMHU Tpa)kJaHaMH, a TakKe JICKapCTBEHHBIX NpPENaparoB, MPEIHA3HAUYECHHBIX IS
JIeUEHHsI IOMAITHUX XKMBOTHBIX, ONpeeieHHbIXx DenepanbHbIM 3akoHOM oT 27 aekabpst 2018 roma N
498-®3 "OO OTBETCTBEHHOM OOpANICHWH C >XKMBOTHBIMH M O BHECCHMHM HW3MEHEHHH B OT/EIbHBIC
3aKoHoAaTenabHble akThl Poccuiickoil @enepanun’, u 3aperucTpUPOBAHHBIX B KAUECTBE JIEKAPCTBEHHBIX
[IpernapaToB JUIsl MEIUIUHCKOTO PUMEHEHUS);

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

4) HOBBIX KOMOMHAIMI 3apETUCTPUPOBAHHBIX paHee JEKapCTBEHHBIX MpenapaTos;

5) NeKapCcTBEHHBIX IPENapaToB, 3aPETMCTPUPOBAHHBIX paHEe, HO IPOU3BENEHHBIX B JPYIHUX
JIEKapCTBEHHBIX (JOPMax B COOTBETCTBHUU C MEPEUYHEM HAMMEHOBAHUH JIEKApCTBEHHBIX (JOpPM M B HOBOM
JO3UPOBKE;

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

(n. 6 BBeneH PenepanbHbIM 3ak0oHOM 0T 28.04.2023 N 171-D3)
(vactsp 2 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3. YckopeHHas mpoleaypa SKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB MPOBOJIUTCS IO PEIICHHUIO
COOTBETCTBYIOILIETO YIIOJIHOMOUYEHHOTO (pe/iepalibHOr0 OpraHa MCIOJIHUTEIbHOW BJIACTH Ha OCHOBAaHUU
3asIBJICHUS 3asBUTENS B CPOK, HE MPEBBIIAIONINI BOChMuUAeCITH padouux aHei. [lpu aToM skcrnepTuza
JOKYMEHTOB, COJIEpKAIINXCA B PETHCTPALIMOHHOM J0ChE Ha JIEKapCTBEHHBIN Ipenapar, MPOBOJUTCS B
CPOK, HE MPEBBIMIAIONINKA AecATH pabouux MHEH, SKCIepTH3a KayecTBa JICKAPCTBEHHOTO CPEICTBA U
JKCIEepPTH3a OTHOIICHMS OXHAAEMOU TMOJIb3bl K BO3MOXKHOMY PHCKY HPUMEHEHUS JICKAPCTBEHHOTO
IpenapaTa MpoBOJSATCS B CPOK, HE NMPEBBIMIAOLINI LIECTUAECATH PA0OUNX JTHEH.

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

3.1. Yrpatun cuny. - ®enepanbubiii 3akoH oT 30.01.2024 N 1-D3.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

4. VYckopeHHas TpoleAypa SKCHEPTU3bl JIEKApPCTBEHHBIX CPEACTB TMPOBOJIUTCS B TMOPSIKE,
yCTaHOBJIIEHHOM cTaThsiMu 17, 19, 20, 23 u 24 nactosmero deaepaabHOrO 3aKOHA, U HE O3HAYaeT
CHIDKEHHS TpeOOBaHUH K 0€30MacHOCTH, KaueCTBY M 3()()EeKTUBHOCTH JICKAPCTBEHHBIX MPEIapaToOB.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

CraTtbAa 27. PewweHne o rocyaapCTBEHHOW perncrpaumu fieKapcTBEHHOro npenapara

1. B cpok, He nmpeBbILAOMINN AeCATH pabounx THEH CO JHs MOJyueHHs 3aKIIOUYCHUA KOMHCCUU
JKCIIEPTOB 110 PE3yJIbTaTaM JKCIIEPTU3bI KaueCTBa JICKAPCTBEHHOI'O CPEACTBA U IKCIIEPTU3bI OTHOILICHUS
OKMJIa€MOM  TMOJB3bl K  BO3MOKHOMY DHUCKY IIPUMEHEHHs JIEKapCTBEHHOIO  IIpernapara,
COOTBETCTBYIOIIUHN YIIOJTHOMOUYEHHBIN (heiepaabHblii OpraH UCIIOJHUTEIBHOMN BIACTH:

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

1) ocymiecTBIsIET OIEHKY 3aKIFOUSHHH KOMHCCHH JKCIIEPTOB JJIsl ONpPEIENICHUS COOTBETCTBHS
3aJJaHUIO HA MPOBEJCHHUE ATUX IKCIIEPTHU3;
(n. 1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2) mpuUHUMAaeET pelIeHHe O TOCYJapCTBEHHON PETUCTpalluu JIEKapCTBEHHOTO Ipernapara uiu o0
OTKa3e B TOCYJJapCTBEHHOM perucTpaliy JeKapcTBEHHOIO IIpenapara;

Koncynprantllntoc: mpumeyanue.

[Tonoxenus ct. 27 (B pea. @3 or 30.01.2024 N 1-®3), kacaromuecs IpeI0CTaBICHUS TOC. YCIYT TPH
OOpalIeHnn JIEKAPCTBEHHBIX CPEJICTB JUISI MEAMLMHCKOTO UM BETEPHUHAPHOTO TNPUMEHEHUS
[IOCPEACTBOM €AMHOM CUCTEMBI U (WJIM) €AMHOT0 nopTaia, npumMensitores ¢ 01.01.2026.

3) BHOCUT IIpU NPHUHIATHUU PELLIEHHs O TOCYIapCTBEHHON PErucTpaly JIEKapCTBEHHOI O Mpenapara
JAaHHBIE O 3aperuCTPUPOBAHHOM JIEKAPCTBEHHOM IIpernapare, B TOM 4HCIEe O (apMaleBTUYECKOH
cyOcTaHIIMM, BXOHAIIEH B COCTaB JICKAPCTBEHHOTO IMperapara, B TOCYNapCTBEHHBIH peecTp
JIEKAPCTBEHHBIX CPEICTB M BBIAAET 3asABUTEII0 PETHCTPALMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTO
npernapaTa IyTeM HampaBieHHs 3asBUTENIO MOCPEICTBOM €IMHOTO MOopTaja WIM B JUYHBINA KaOMHET
3asBUTENS B €JUHOM CHUCTEME BBIIIUCKH W3 TOCYIAPCTBEHHOIO pEECTpa JIEKapCTBEHHBIX CPENCTB,
MOJNUCAHHOW  YCHUJICHHOM KBaJU(HUIMPOBAHHOW HJIEKTPOHHOM MOAMHUCKHIO, (GopMa  KOTOPOH
YTBEPXKIACTCS YHOJTHOMOYCHHBIM (eiepalibHbIM OPraHOM HCIOJHUTEIBHOW BIIACTH, COTJIACOBAaHHBIE
HOPMAaTUBHYK0  JOKYMEHTAllMl0, HOPMATHUBHBI  JOKYMEHT, HHCTPYKLHIO IO MPUMEHEHUIO
JIEKapCTBEHHOI'O IpernapaTa W MaKeTbl NEpPBUYHOM YNAaKOBKM M BTOPUYHON (IOTPEOUTETHCKOIN)
YIIAKOBKH C YKa3aHHEM Ha HUX HOMEpa PETHCTPALMOHHOIO yJI0CTOBEPEHUS JIEKAPCTBEHHOIO Ipenapara
U JaThl €ro TOCYJapCTBEHHOH perucTpauuu WM B Cly4yae MNPUHATUSA pelleHus o0 oOTka3e B
rOoCy/JapCTBEHHON PETUCTpalMM JIEKAPCTBEHHOTO IIpenapara HalpaBiisieT 3asBUTENI0 IOCPEACTBOM
€IMHOTO TOpTaja WM B JIMYHBIM KaOMHET 3asBUTENs B €IUHON CHUCTEME YBEJOMIIEHHE 00 3TOM C
yKa3aHWEM INPUYMH TaKOrO OTKa3za. 3a BbIAAuy PErHCTPALlMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOI'O
rpenapara B3MMAaeTCsl TOCyAapCTBEHHAs NOLIJIMHA B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuiickoit
denepanun 0 HaIOrax u cOOpax.

(B pen. deaepanbHbIX 3aKk0HOB 0T 22.12.2014 N 429-03, ot 30.01.2024 N _1-D3)

2. OcHoBaHMEM 71l OTKa3a B TOCYJApCTBEHHOW PEruCTpallMM JICKaPCTBEHHOTO Ipemnapara AJis
MCEIUITUHCKOI'O MMPUMCHCHU ABIACTCSA 3aKJIFOYCHUC COOTBCTCTBYHIOILICTO YIOOJIHOMOUYCHHOTO
(denepanbHOrO OpraHa WCIOJMHUTEIBHOW BJIACTH O TOM, YTO KadyecTBO U (wiu) 3¢P(PEeKTUBHOCTH
pErucTpUpyeMOro JIEKapCTBEHHOIO Iipenapara s MEAUIIMHCKOTO IMPUMEHEHUS HE IOATBEPKIACHBI
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

MOJTYYEHHBIMH JTAHHBIMU WM YTO PHCK NPUYUHEHUS Bpela 3J0POBBIO YEIOBEKa BCIEICTBHE MpHEMa
JICKapCTBEHHOTO Tpenaparta sl MEIUIMHCKOTO NPUMEHEHHs MpeBblmaeT 3(QeKTUBHOCT €ro
MIPUMCHCHUA.

(uactsp 2 B pen. @enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

3. IloBTOpHOE mpeAcTaBieHWE B COOTBETCTBYIOIIMM YIMOJHOMOYEHHBIN (henepaabHbli OpraH
UCIIOJIHUTEJIBHOM BJIACTU JIEKAPCTBEHHOr'O IIperapara, B OTHOIIEHHMH KOTOPOro IOJIY4YeH OTKa3 B
rOCYJJapCTBEHHOIN perucTpaluy U KOTOPBIA BIIOCIEICTBUM MOABEPICsS N3MEHEHHIO B YaCTH €ro COCTaBa,
paccMaTpuBaeTCsl Kak MpPEJCTaBICHUE HOBOTO JIEKAPCTBEHHOIO Ipenapara Ha €ro rocylapCTBEHHYIO
pErucTpanmio He3aBUCUMO OT COXPAHEHUSI €T0 IEPBUYHOIO0 HAMMEHOBAHUS.

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

4. Tlpu mpemoCTaBICHUH 3asBHUTEIEM B COCTaBE PETHCTPAMOHHOTO JOChe Ha JIEKAPCTBEHHBIN
npenapar Juisi BETepHHAPHOTO MPUMEHEHUS KOIIMU PELICHUs YIIOJIHOMOYCHHOTO (eepabHOro OpraHa
UCTIOJTHUTEIEHON BJIACTH O MPOBEACHHHM WHCIIEKTHPOBAHHS IMPOM3BOIMTEINS JIEKAPCTBEHHBIX CPEICTB
CPOK TMPHHATUS pEIIeHHs O TOCYJapCTBEHHOM perucTpaluu JEeKapCTBEHHOIO Ipernapara Juls
BETEPUHAPHOTO MIPUMEHEHHS TPUOCTAHABIMBACTCS CO JIHS MOJTYUYECHUS 3aKII0UEHUH, yKa3aHHBIX B YaCTH
1 Hacrosmie#t cTaThu, A0 THS NPUHSATHS YIIOJHOMOYEHHBIM (helepallbHbIM OpraHOM HCHOJTHHUTEIBHOM
BJIACTH DPEIICHHS O BBIJa4e WM 00 OTKa3e B BbIJaye 3aKIIOUEHHS O COOTBETCTBUHU IPOHM3BOIUTEIS
JIEKapCTBEHHBIX CPEACTB TPeOOBAaHWSIM IPAaBWII Ha/UIeXalled MPOM3BOACTBEHHOW INMPAaKTHUKH, HO HE
OoJiee 4eM Ha CTO BOCEMBAECAT PabOYHX JTHEH.

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

5. OcHoBaHuEM ISl OTKa3a B TOCYJIA@pCTBEHHON pErucTpaluy JIEKapCTBEHHOTO Mpernapara s
BETEPUHAPHOTO TMPUMEHEHUs SIBIACTCS 3aKIIOYEHHE YIOJIHOMOYEHHOro (heepaibHOTO oOpraHa
WCTIOTHUTEIPHOW BJIACTH O TOM, YTO KadecTBO u (wiu) 3((PEKTHUBHOCTH PETUCTPHPYEMOTO
JIEKAPCTBEHHOr'0 Ipernapara JJjisi BETEPUHAPHOTO IPUMEHEHUs HE MOJITBEPKACHbI IMOJYyYEHHBIMU
JAHHBIMH WJIH YTO PUCK MPUUYMHEHHUS Bpela 310POBbIO dKUBOTHOTO BCIEACTBUE MTPUEMA JIEKAPCTBEHHOTO
mpemapaTta JUis BETEPUHAPHOTO MPUMEHEHUS TMpeBbImIaeT A(P(EeKTUBHOCTh €ro MPUMEHEHUS, OTKa3
YIOJTHOMOYEHHOTO (heiepanbHOr0 OpraHa WCIOJMHUTEIBHOW BJIACTH B BBIIaYe 3aKIIOYCHUS O
COOTBETCTBUHM TPOU3BOIMTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHWMSM MPaBWI  HaJIeKaIeh
MPOM3BOJICTBEHHON TMPAKTHUKUA IS KaKIO0M TMPOW3BOJCTBEHHOW TUIOMIAJKU PETUCTPHPYEMOTO
JIEKApCTBEHHOr'0 Ipernapara il BETEPUHAPHOrO IPUMEHEHHsS B Cllydae, €CIM IPOU3BOJCTBO
JIEKApCTBEHHOr'0 TIpernapaTta s BETEPUHAPHOTO TPUMEHEHMsI OCYIIECTBISIETCS 3a NpelaeaamMu
Poccuiickoii deneparuu, Ui OTCYTCTBUE TAKOTO 3aKJIFOUEHUS.

(uactp 5 BBeneHa denepanbHbpiM 3aKoHOM 0T 04.06.2018 N 140-D3)

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

Cratba 27.1. B3aunmo3aMeHsieMOCTb JIEKapCTBEHHbIX MNpenapaTtoB AnA
MeAULMHCKOro NnpuMeHeHus

(B pen. ®enepanpHoro 3akona ot 27.12.2019 N 475-D3)
1. B3aumo3ameHsieMOCTh JIEKAPCTBEHHBIX MPEMapaToB s MEAUIIMHCKOTO TMPUMEHEHUS

OTIPECIISETCS YIOTHOMOYECHHBIM (efepatbHbIM OPraHOM HCIIOJTHUTEIHHON BIIACTH, OCYIIECTBISIONUM
FOCYIAPCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX IMPENApaToB JJIsI MEIUIMHCKOTO IMPUMEHEHUS, B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

paMKax OIHOTO MEXKIYHapOJAHOTO HEMAaTeHTOBAHHOTO (WM XHMHUYECKOTO, WU TPYIIHUPOBOYHOTO)
HAUMEHOBAHHMS Ha OCHOBE 3aKIIFOUCHUS KOMHCCHHM OJKCIIEPTOB OKCIEPTHOTO YUPESKICHHUS O
B3aMMO3aMEHSIEMOCTH JICKAPCTBEHHOTO TMpernapara s MEIUIIUHCKOTO MPUMEHEHHS OO0 O TOM, 4TO
JIEKapCTBEHHBIN TIperapar I MeJIUIMHCKOTO TPUMEHEHHUS HE SBIISETCS B3aMMO3aMeHsIeMbIM. [1opsiok
OTIpe/ICNICHUS] B3aMMO3aMEHSICMOCTH JICKAPCTBEHHBIX MPEIapaToB JIIi MEAWIIMHCKOTO MPUMEHEHHS U
dopMa 3aKIIOYCHUS KOMHMCCHH OJKCIEPTOB JKCIEPTHOTO YYPEXKJCHHS O B3aUMO3aMCHICMOCTH
JICKQpPCTBEHHBIX MPENapaToB s MEIUIIMHCKOTO TPUMEHEHHs MO0 O TOM, 4YTO JIEKApPCTBEHHBIN
mpemapaTr A7 MEAWIMHCKOTO TPHMEHEHHUs He SBISETCS B3aUMO3aMEHSEMBIM, YCTaHABIUBAIOTCS
denepanbHBIM OPraHOM HCIIOJIHUTEIHHONW BIACTH, OCYIISCTBISIFOIIMM (QYHKIIMH IO BBIPAOOTKE U
peaiM3alii TOCYJApCTBEHHOW TIOJUTHKH W HOPMATHUBHO-TIPABOBOMY DETYJIUPOBAaHUIO B cdepe
3[pAaBOOXPAHEHUS, TI0 COTJIACOBAHHMIO C (peJepaJbHBIM OpPraHOM HWCIOJHUTCIBHON  BJIACTH,
OCYIIECTBIISAIONUM (DYHKIUH I10 JIMIICH3UPOBAHKIO MIPOM3BOICTBA JICKAPCTBEHHBIX CPEJICTB.

(B pen. ®enepanbHoro 3akona ot 19.10.2023 N 503-03)

2. Komuccust KCIepTOB 3KCHEPTHOTO YUPEXKJIEHUS NAeT 3aKIIOUYEHHE O B3aUMO3aMEHSAEMOCTU
JICKQpCTBEHHOTO IIpernapara Uil METUIMHCKOTO MPUMEHEHHS JIMOO O TOM, YTO JIEKapCTBEHHBIN
mpernapaTr Juisl MEAMLIMHCKOIO TPUMEHEHUS He SBISIETCS B3aMMO3aMEHSE€MbIM, Ha OCHOBAaHUU
CIIEYIOIINUX KPUTEPHUEB (XapaKTEPUCTHK):

1) DSKBUBaJEHTHOCTh (11 OMOAHAJIOTOBBIX (OMOMOMOOHBIX) JIGKAPCTBEHHBIX IIPENapaToB
(OnoaHaNOTOB) -  COMOCTaBHMMOCTB)  KAa4eCTBEHHBIX M  KOJHYECTBCHHBIX  XapaKTCPUCTHK
(hapmaneBTHUECKUX CYOCTaHIIMN WM COMOCTaBUMOCTh aHTHTEHHOTO COCTaBa BaklMH. Mcmons3oBaHue
Pa3IUYHBIX COJIeH, 23PUPOB, KOMIUIEKCOB, U30MEPOB, KPUCTAIUTHUECKUX (HOPM U APYTUX MPOU3BOIHBIX
OJTHOTO W TOTO JK€ JCHCTBYIONIETO BEIICCTBA HE SBISETCS TIPEMATCTBUEM JUJISL OINpPEACIICHUS
B3aMMO3aMCHIEMOCTH  JICKAPCTBCHHBIX  NIPEMapaToB, €CIW TIPU  MPOBEACHUU  HCCIICIOBAHUS
OMOAKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  Mperapara  WIM  UCCICAOBAaHHMS  TEPareBTHYCCKOM
9KBUBAJICHTHOCTH JICKAPCTBEHHOTO Mpernapara JOKa3aHO OTCYTCTBUE KIIMHUYECKU 3HAYMMBIX Pa3IHunil
dapmakokuHeTHKU # (W) 2(G(GEKTUBHOCTH H O€30MacHOCTH JIEKApCTBEHHOrO IIpemapaTta  Jijls
MEIUIIMHCKOTO MPUMCHCHHS,

2) SKBHUBAJICHTHOCTb JIEKapCTBEHHON (opMbl. [1oa SKBUBaNEHTHBIMM JIEKAPCTBEHHBIMU (hOpMaMu
MOHUMAIOTCSI pa3Hble JIEKapCTBEHHBIE (OPMBI, MMEIOIINE OIMHAKOBBIC CIIOCOO BBEIEHHS U CIIOCO0
MpPUMEHEHUs, O00JaJalIIue COMOCTaBUMBIMU  (DAPMAKOKMHETUYECKUMH  XapaKTEepUCTUKaMU U
(hapMaKoIOTUYECKUM  JIeHCTBMEM H  OOecledyHuBalollfe TakKe JIOCTIDKEHHE HEOOXOAMMOTO
KIMHUYeckoro d¢¢ekra. Pa3nuuus nexkapcTBEHHBIX (GOpPM HE SBISAIOTCS MPEMSATCTBUEM IS
OTIpeJICJICHUs] B3aUMO3aMEHEMOCTH JIEKAPCTBEHHBIX MPETapaToB, €CIH MPH MPOBEICHUN UCCIIETOBAHMS
OMODKBUBAJIEHTHOCTH  JICKAPCTBEHHOTO  Tperapara  WIA  WCCIEAOBAaHHS  TEPareBTHYECKOM
HKBUBAJICHTHOCTH JICKAPCTBEHHOTO Tpernapara JOKa3aHO OTCYTCTBHE KIIMHUYECKU 3HAYMMBIX PaziIHunit
(dhapmakokuHeTHKH # (Wiau) 3(PEGEKTUBHOCTH W OE30MacHOCTH JIGKAPCTBEHHOTO TIperapara Jyis
MEIUIIMHCKOTO TPUMEHEHHUS,

3) SKBHBAJIEHTHOCTb WJIM COIIOCTAaBUMOCTH COCTaBa BCIIOMOI'ATEJIbHBIX BELIECTB JIEKAPCTBEHHOI'O
mpenapara Uil MEQULUHCKOrO IpuUMeHeHHs. Pasnuums cocrtaBa BCIIOMOIaTENIbHBIX BELIECTB
JIEKAPCTBEHHOI'0 IIpernapara He SBIAIOTCS NPENATCTBUEM I OIPEACNICHHs B3aMMO3aMEHSEMOCTH
JIEKapCTBEHHBIX  IpenapaToB, €CJAM TMpPH TMPOBEJACHUU HUCCIENOBaHHUS  OMOIKBUBAJICHTHOCTH
JIEKapCTBEHHOI'O IIperapaTa WM HCCIENOBAHUSA TEPAleBTUUECKON 3KBUBAJCHTHOCTH JIEKAPCTBEHHOIO
mpernapara JI0Ka3aHO OTCYTCTBHE KIMHMYECKH 3HAYUMBIX pPa3Nuuuil (apMakOKMHETUKH M (WIIN)
3¢pPEKTUBHOCTH U OE30MACHOCTH JIEKApCTBEHHOTO Ipernapara il MEeIUIMHCKOro npuMeHeHus. llpu
HUIMYMA KIMHUYECKH 3HAYMMBIX pa3nuiyuii  (apMakOKUHETHKH U (Wiu) JPPEKTUBHOCTH U
0€30MacHOCTH JIEKApCTBEHHOI'O Mpemnapara il MEIUIMHCKOTO MPHUMEHEHUS B3alMMO3aMEHSIEMOCTh
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

OMPEACIIICTCA C YKAa3aHUEM Ha UCKIIFOYCHUEC OTACIIbHBIX I'PYIIT TAIUCHTOB,
4) UACHTUYHOCTD criocoba BBCACHUA U crocoba MMPUMCHCHU A,

5) cOOTBETCTBHE MPOU3BOAMTENS JIEKAPCTBEHHOTO CPEACTBAa TPEOOBAHMAM HPABUI HaJUIeKallen
IIPOU3BOJICTBEHHOU MPAKTHKHU.

3. be3 HeEoOXOAMMOCTH J10Ka3aTENhCTBA OMOIKBHUBAJICHTHOCTH OCYIIECTBISICTCS OMpEaeTeHre
B3aMMO3aMEHIEMOCTH BOCIIPOU3BEICHHBIX JICKAPCTBEHHBIX MTPENapaToB, KOTOPHIC:

1) mpeaHa3HadeHbl [UId NapeHTEPaIbHOrO (MOAKOXKHOIO, BHYTPHUMBILIEYHOTO, BHYTPHUBEHHOTO,
BHYTPHUIJIA3HOTO, BHYTPHUIIOJIOCTHOI'O, BHYTPHUCYCTaBHOI'O, BHYTPUKODOHAapHOIO) BBEIEHUSA U
HPEACTABISAIOT COOO0M BOAHBIE PACTBOPHI;

2) mpenCcTaBiIsIOT CO0OM pacTBOPHI AJIs NEPOPATILHOTO PUMEHEHMUS;
3) mpou3BeieHb B (hOpME MOPOIIKOB HIIA THOPUIN3ATOB JJIS IPUTOTOBIICHUS PACTBOPOB;
4) SBISAIOTCS Ta3aMu;

5) SBJIFOTCA YIIHBIMU UJIH TTIa3HBIMH JICKAPCTBECHHBIMU IIp€liapaTaMu, NIPOU3BEACHHBIMU B (I)OpMe
BOAOHBIX paCTBOPOB;

6) mpenHa3HAYEHBI JJII MECTHOTO M (WJIM) HapyKHOTO NMPHUMEHEHHs] U MPUTOTOBJIECHBI B (hopme
BOJHBIX PACTBOPOB;

7) penCcTaBIsAIOT COOOM BOJHBIE PACTBOPHI JJI UCIOJIB30BAHUS B (POpME HMHTAISIIANA C TIOMOIIIBIO
HeOyJaiizepa WJIM B KaueCTBE HA3albHbIX CIIPEEB, NMPUMEHAEMBIX C IOMOIIBIO CXOAHBIX (IIOXOXKHX,
aHAJIOTUYHBIX ) YCTPOICTB (MprOOPOB, amnmapaTos).

(vacts 3 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4. OcoOeHHOCTH OIpENENICHUs]  B3aMMO3aMEHIEMOCTH  OMOJIOTUYECKHUX  JICKapCTBEHHBIX
IpernapaToB, KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX NpEnapaTtoB (coiepialiux KOMOMHAIMIO JBYX U
Ooyee JIEHCTBYIONIMX BEIIECTB), JICKAPCTBCHHBIX TIPENapaToB IS TAPEHTEPATBHOTO NHTAHUS H
HE/IO3MPOBAHHBIX  JIGKAPCTBCHHBIX  IIPENapaToB  yCTAHABIHMBAIOTCS  (elepalibHBIM  OpPraHOM
UCTIOJTHUTEIEHON BJIACTH, OCYIIECTBISIFONIMM (PYHKIMU 1O BEIpaOOTKE M peaNn3aliiy rocyaapCTBEHHOM
MOJIUTUKY M HOPMATUBHO-TIPABOBOMY PETYJIMPOBAHHIO B cpepe 3IpaBOOXPAaHEHHS, 110 COTIACOBAHUIO C
(bellepaHBHbIM OopranomM HUCITOJTHUTEIbHOMN BJIaCTHU, OCYHICCTBJIAOIIUM q)YHKI_[I/II/I 10 JIMOCH3UPOBAHUTIO
MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEIICTB.

(B pen. ®enepanbHoro 3akona ot 19.10.2023 N 503-03)

5. OHpe,Z[CJ'IeHI/Ie B3aMMO3aMCHACMOCTH HE OCYIICCTBIISICTCA B OTHOLICHHUH JICKAPCTBCHHBIX
PAaCTUTCIIBHBIX MTPEIIapaTOB, 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
npenapatoB B OTACILHBIC TPYHIIbI, B K&)I(I[Oﬁ M3 KOTOPLIX JICKAPCTBCHHLIC IIpCHapaThbl ABJIAIOTCA
B3aHMMO3aMCHICMBIMMU.

7. B CJIyda€ BKIIOYCHHMA B HHCTPYKHOUIO IIO0O MCIMIOHWMHCKOMY IMIPHUMEHCHUIO JICKAPCTBECHHOI'O
npenapara Ha OCHOBAHUHN PE3YJIbTATOB COOTBCTCTBYIOIIUX HCCIICIOBAHUN TTOKa3aHUM IS MPUMCHCHUA,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

KOTOPBIC OTIIMYAKOTCA OT MoKa3aHui I IPpUMCHCHUA APYTHUX JICKAPCTBCHHBIX IMPCIIAPaTOB U3 I'PYIIIBI
B3aMMO3aMCHACMBIX JICKAPCTBCHHBLIX MPCIApPaTOB, B TCPCUYHC B3aAMMO3aMCHACMBIX JICKAPCTBCHHBIX
npemnapaTtoB AJII MCAUIIUHCKOTI'O IMPUMCHCHUA OOJIKHA OBITh YKa3aHa COOTBCTCTBYIOIIAA HH(i)OpMaI_[I/ISI.

8. IlepeueHb B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX MPENaparoB Il MEIUIMHCKOTO MPUMEHEHUS
pa3MeniaeTcs yIOJIHOMOYEHHBIM (e/iepalibHbIM OPraHOM HCIIOJHUTENIBHOMN BJIACTH, OCYIIECTBIISIIOIINM
rOCYy/JapCTBEHHYIO PErMCTPalUIO JIEKAPCTBEHHBIX IMPENapaTroB Ul MEIULUHCKOIO NPUMEHEHHs, Ha
cBoeM o¢unumansHoM caiite B cetu "HuTepHer". HHdopmanus B nepedyHe B3auMO3aMEHSEMbIX
JIEKapCTBEHHBIX MpPEnapaToB Il MEIUIIMHCKOTO MPUMEHEHUS] OOHOBIISETCS YKa3aHHBIM (eiepaaIbHbIM
OpraHOM HCIIOJIHUTEIBHOMN BJIACTU C YYETOM HOBBIX 3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB
JUIS  MEIWLUHCKOTO IpPUMEHEHHS M BHECEHHBIX HW3MEHEHUH B JIOKYMEHTBI, COJepKalliecs B
PETUCTPAIIMOHHBIX JOChE Ha 3aperuCTPUPOBAHHBIE JIEKAPCTBEHHBIE MpenapaTsl JUIsl MEAUIIMHCKOIO
IIPUMCHEHHS.

9. [lopsaa0K MCHOIB30BAHUS HH(POPMALIUK O B3aUMO3aMEHAEMbIX JIEKAPCTBEHHBIX Mpernaparax Ajs
MEIULMHCKOTO TPUMEHEHUS W TOPAJOK Jauyd pa3bsICHEHUH IO BOIpPOCaM B3aWMO3aMEHSEMOCTH
JICKApCTBCHHBIX IMPCIapaTroB Ijd MCAUIHMHCKOIO HNPHUMCHCHHA YCTAHABJIMBAKOTCA q)ellepaHBHBIM
OpPTraHOM HCITOJTHUTEIBHON BJIACTH, OCYMIECTBISIONIMM (QYHKIUH TIO BBIPAa0OTKE W peaTu3aIiu
TOCYJTapCTBEHHOH IMOJIMTUKU ¥ HOPMATHBHO-TIPABOBOMY PETYJIMPOBAHUIO B chepe 3ApaBOOXPAHEHUS, 110
COTJIACOBAHUIO C (peliepabHBIM OPraHOM HCIIOJHUTENBHON BIIACTH, OCYLIECTBISIONINM (QYHKIHH 110
JMLEH3UPOBAHUIO MTPOM3BOCTBA JICKAPCTBEHHBIX CPEJICTB.

(B pen. ®enepanbHoro 3akona ot 19.10.2023 N 503-D3)

Koncynbrantllntoc: npumeuanue.

Cpoku  AEWCTBHUS  PErMCTPAlMOHHBIX  YJOCTOBEPEHHMH  JIEKAPCTBEHHBIX  IIPENapaTroB Ul
MEAUIMHCKOrO0 NPUMEHEHNUs, KOTopble ucTekatoT B 2024 1. mposuieHsl Ha 12 mecsues, a B 2025 . -
10 31.12.2025 (IToctanosnenue IIpaButensctBa PO ot 12.03.2022 N 353).

CraTtbAa 28. PeructpaumoHHoe yaoocToBepeHne nekapCTBEHHOro npenapara

Koncynprantllntoc: npumeuanue.

Pa3pemraercsa oOpamenne B PO 3aperucTpupoBaHHbBIX JIEKAPCTBEHHBIX IPENApaToB, CPOK IEHCTBUS
PETUCTPALIMOHHOTO yAO0CTOBEPEHUSI KOTOPHIX UCTEK B Cilydae, mpeaycMoTpeHHoM 4. 11 c1. 4 @3 or
30.01.2024 N 1-®@3.

Koncynprantlntoc: npumeyanue.
C 01.01.2026 4. 1 - 3 cr. 28 He pacHpOCTpPaHSIOTCS Ha MPABOOTHOIICHMS, BO3HUKAIOIIUE TMPU
oOpallleHnH JIEKapCTBEHHBIX CPeACTB A MeauunHckoro npuMmenenus (@3 or 30.01.2024 N 1-D3).

1. PeructpanmoHHoe yJIOCTOBEPEHME JIEKAPCTBEHHOI'O IpernapaTa C YKa3aHHUEM JIEKAPCTBEHHBIX
¢bopM © JTO3UPOBOK BBLIAETCS OECCPOYHO, 33 HCKIIOYEHHEM PErHCTPALMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOI'0  Iperapara, BbIJIABAEMOTO CO CpPOKOM JCHCTBUSL MATh JIET, Ha BIIEPBbIC
peructpupyemslie B Poccuiickoit @enepannu JeKapcTBEHHbIE NTPENapaThl.

2. Ilo ucteyeHMM yKa3aHHOTO B uacTM | HacTosIIed CTaTbu CpOKa BbIAAETCS OeccpouHoe
PEruCTPAallMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOIO IIpernapara IpU YCIOBUU IOATBEPKICHUA €r0
rOCyJapCTBEHHOM PEruCTpaLvu.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [ata coxpaHeHus: 15.07.2025

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

3. B ciyuae BHeceHust B cooTBeTcTBUM cO cTtarbsimu 30 u 31 HacTosiero denepanbHOro 3akoHa
W3MEHEHUN B COJAEpIKAIIUECs B PErMCTPALlMOHHOM JIOChE€ Ha 3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar JOKYMEHTBI, 3aTParuBalOIINX CBEJCHUS, OTPAXKEHHBIC B PETUCTPALMOHHOM YJIOCTOBEPEHUHU
JIEKapCTBEHHOT'O TIperapaTa, YIOJIHOMOYCHHBIN (eiepabHBI OPTaH UCIIOJIHUTEIBHON BIACTH BBIAACT
HOBOE€ PETUCTPALIMOHHOE YJOCTOBEPEHHE JICKAPCTBEHHOTO Ipernapara, CoaepKailiee BHECEHHbIE B HETO
W3MEHEHUS.

(uacts 3 BBenena denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

Koncynprantllntoc: npumeuanue.
C 01.01.2026 u. 4 ct. 28 yrpaunBaet cuiy (P3 ot 30.01.2024 N 1-D3).

4. B ciydae yTpaTbl WIM HOBPEXAECHHUS PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
mpernapara MO 3asBJICHHUI0O B IUCHbMEHHOM (opme aepikarens WIM Biajeiblia PErucTPalMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOI'O NpenapaTa Uik yIOJIHOMOUYEHHOTO UMHU JIPYroro HpHUINYECKOro JINLA
0 BBIgAaUYe ayOnmMKaTta — PeruCTPAallMOHHOTO  YJOCTOBEPEHHS  JIGKAPCTBEHHOTO  Tpemapara
YIIOJITHOMOYCHHBINA (DeiepanbHbIi OpraH MCIOJHHUTEIBHON BJIACTH B CPOK, HE MPEBBIMIAIOIINNA JECATH
pabounx AHEH co AHS MOCTYIUICHHS 3asBJICHMS, BbIAACT MyOIMKAT PErHCTPALMOHHOTO YJOCTOBEPECHUS
JIEKapCTBEHHOTO  Npemaparta. 3a  BblJady  AyOJuKaTa  PEruCTPAllMOHHOIO  YAOCTOBEPEHUS
JIEKapCTBEHHOI'O  IIpernapaTra  B3UMAeTCsl TIOCYAApCTBEHHAs [OUUIMHA B COOTBETCTBUM  C
3aKoHOJaTeIbcTBOM Poccuiickoit dexepanuu o Hasorax u coopax.

(uactp 4 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

Koncynprantlntoc: npumedanue.
C 01.01.2026 ct. 29 He pacmpocTpaHseTCS Ha MPABOOTHOIICHUS, BOSHUKAIOIINE TPHU OOpaIICHUN
JIEKapCTBEHHBIX CPeNCTB sl MeaumHcKoro nmpumenenus (O3 ot 30.01.2024 N 1-D3).

Koncynsrantlntoc: npumedanue.

[Tonoxxenus ct. 29 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs IpeIoCTaBIE€HUs TOC. YCIYT Ipu
oOpallleHuu JIeKapCTBEHHBIX CPEJICTB Ui MEOUIMHCKOTO M BETEPUHAPHOTO MPUMEHEHUs
MOCPEJICTBOM €IMHON CcuCTeMbl M (WIM) eauHoro Tmoprana, npumenHstores ¢ 01.01.2026.
PerucrpaiimonHsie y10CTOBEpEHHS JIEKAPCTBEHHBIX MIPENApaToB JUIsi MEAULIIMHCKOTO IPUMEHEHHs, Ha
OymaxkHoM Hocutene u ayonukatsl ¢ 01.01.2026 He BhIIAIOTCS.

Cratba 29. MoAatBepXxaeHue rocynapCTBEHHOW perucTpaumm rnekapcTBeHHOro
npenapara

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

1. IlogTBepKI€HHE TOCYJAPCTBEHHON PErUCTPALIMM JIEKAPCTBEHHOIO MperapaTa OCyLIECTBISAETCS
IpHU BbIJa4e OECCPOUHOTO PETHCTPAIMOHHOTO YJIOCTOBEPEHHMsI JIEKAPCTBEHHOIO IpernapaTa B cllydae,
YKa3aHHOM B 4acTu 2 ctatbu 28 HacTosmero denepanbHOro 3aK0Ha, B CPOK, HE MIPEBBILIAIOIINN COpPOKa
pabouux HEH co AHA HaNpaBJICHUS MMOCPEACTBOM €MHOTO NOPTaja B YIIOJTHOMOUYEHHBIH (enepanbHbIi
OpraH HCIOJHUTEIFHOW BIACTH WIM JMYHBIA KAaOMHET YIOJIHOMOYEHHOTO (eaepansbHOr0 opraHa
WCIIOJIHUTENIbHOM BJacTM B €IUHOM CHUCTEME 3asBJIEHUS O MOJATBEP)KIEHUU TOCYAapCTBEHHON
perucTpali  JEKapCTBEHHOTO  MperapaTa, [MOANHUCAHHOTO  YCHJIIEHHOM  KBaJU(UIIMPOBAHHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

3JEKTPOHHOW moanucbio. He ocymiecTBisieTcss MOATBEPkKACHUE TOCYJAapCTBEHHOM perucrpauuud B
OTHOLIEHUHU JIEKAPCTBEHHOTO TMpernapara s BETEPUHAPHOIO NPUMEHEHMS, HE HaXOJMBIIETOCS B
obpamenuu B Poccuiickoii ®eneparuu B TeueHUE Tpex U Oojiee JIET, a TaKkKEe B OTHOIICHUU
JIEKApCTBEHHOT'O CPEJCTBA, MPOU3BEACHHOTO C HAPYIICHUEM TPEeOOBaHUS, YCTAHOBIEHHOTO YacThio 3.7
cratbu 71 Hacrosmero @eaepanbHOTO 3aKOHA.

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

2. 3asgBieHUE O MOJATBEPKIACHUU TOCYJAPCTBEHHON PEruCcTpallMM JEKapCTBEHHOIO Ipernapara
HampaBlIIeTCS TOCPEACTBOM E€AMHOTO TOpTala B  YIOJHOMOYEHHBIM (QenepalbHbIil  OpraH
WCTIOJIHUTENIGHON BJIACTH WM JIMYHBIA KAaOWHET YIOJHOMOYEHHOro (enepalbHOTO OpraHa
WCTIOTHUTENIbHOW BJIACTH B €IMHOM CHCTEME HE paHEee YeM 3a CTO BOCEMBJIECAT AHEH 10 MCTEUCHHS
CpoKa JEHCTBUS PETUCTPAIMOHHOTO YJAOCTOBEPEHHUS JIEKAPCTBEHHOTO TIpemapara W HE TO37Hee
OKOHYAHHMS CPOKA €ro JICHCTBUS.

(uacts 2 B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

2.1. Yrparun cuny. - ®enepanbusiii 3akod ot 30.01.2024 N 1-D3.

3. IloaTBepkaACHHE TOCYAAPCTBEHHON PErMCTPALMU JIEKAPCTBEHHOIO IIpenapaTa OCyILECTBIIIETCS
o pe3yjibTaTaM JSKCICPTHU3bI OTHOLICHUSA O)I(I/II[aeMOfI IMOJIB3BI K BO3MOXHOMY PUCKY MNPHUMCHCHUA
JIEKapCTBEHHOTI'O IperapaTa Ha OCHOBAaHUU PE3yJIbTaTOB MOHUTOPUHTA 3(h(PEeKTUBHOCTH U OE30MMaCHOCTH
JICKapCTBEHHOI'O Ipernapara, MpPOBOAMMOIO JepXaTejleM WIM BIAJENIbLUEM PErucTparioOHHOIO
yIOCTOBEpEHHsI JIEKapCTBEHHOIO Mpenapara JU0O0 YNOJIHOMOYEHHBIM MMM IOPHIMYECKHUM JIMIOM, a
TaK)X€ COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM (pe/iepaibHbIM OpPraHOM HCIOJIHUTENBHOM BIIACTH B
COOTBETCTBHUH C TPEeOOBaHUSIMHU CTaThu 64 HacTosero PenepaibHOTO 3aKOHA.

4. K 3asBneHuto 0 MOATBEPKIECHUU TOCYAAPCTBEHHONW PETUCTpAIlMU JIEKAPCTBEHHOTO Tpemnapara
JUISt METUIIMHCKOTO TPUMEHEHUS TTPUJIararoTcs:

1) AOKyMeHTBI, cojepaliue pe3yJabTaTbl MOHUTOpUHTA 3((EeKTUBHOCTH U 0€30MacCHOCTH
JEKapCTBEHHOTO TpermapaTa s MEAULUHCKOTO MPHMEHEHHUs, MPOBEICHHOIO JepiKaTelieM WIH
BJIQJICNIBIIEM PETUCTPALMOHHOIO YJOCTOBEPEHUS JIEKAPCTBEHHOrO IMpenapara il MEIUIIMHCKOTO
MPUMEHEHHUS MO0 YIOJTHOMOYEHHBIM WM IOPUAMYECKHM JUIIOM, 10 Qopme, yTBEpKICHHOU
YIIOJITHOMOYEHHBIM (PeiepaabHbIM OPraHOM UCTIOJTHUTEIHHOM BIIACTH;

2) cBeleHUs O JaTe MPEJOCTaBIECHUS M PETUCTPALMOHHOM HOMEpE JMIIEH3MH Ha MPOU3BOACTBO
JIEKAPCTBEHHBIX CPEACTB, WJIM CBEIACHUS O JaTe NPENOCTaBICHUS M PETUCTPALMOHHOM HOMeEpe
3aKJIIQYEHHsT O COOTBETCTBHHM TMPOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TpeOOBAaHUSM IPABHI
HaJJIeXxKaleld MPOU3BOJICTBEHHOW MPAKTUKH, WU KOMUS cepTHU(HKATa COOTBETCTBHUS MPOU3BOIUTENS
JIEKapCTBEHHBIX CPEIACTB JUIsI MEAMLMHCKOIO TPUMEHEHHs TpeOOBaHUSAM IIPaBWI HaJIeKallel
MPOU3BOACTBEHHOM  MPAaKTUKUM  EBpa3WilcCkOro  SKOHOMHYECKOTO  COK03a,  MPEAOCTaBICHHBIX
YIOJHOMOYEHHBIM (pe/iepalibHbIM OpraHOM HCTIOJIHUTEIBHONM BJIACTU B OTHOLLIEHUU MPOU3BOJICTBEHHOM
IUIOIIAJKK  JIEKAPCTBEHHOrO Ipenapara Uil MEAMIMHCKOIO IPUMEHEHUs, TOCyAapCTBEHHAs
perucTpanmsi KOTOporo MOATBEPKIAETCS B Cllydae, €Clid MPOU3BOJACTBO JIEKAPCTBEHHOTO Mpenapara s
MEIUIMHCKOr0 IPUMEHEHU ocylIecTBisAeTcs B Poccuiickoit Penepanuy;

(B pen. @enepanbHbIX 3aKOHOB OT 27.12.2019 N 478-®3, ot 30.01.2024 N _1-P3)

3) KOIuA HpGI[OCTaBJIeHHOﬁ YIOOJIHOMOUYCHHBIM OpraHOM CTpPaHbl IMPOU3BOAWTECIIA JIUICH3UHU Ha
IMPOU3BOACTBO JICKAPCTBCHHOI'O ITperiapaTta AjJd MCAWUIUHCKOTO IMPUMCHCHUA U €€ IIEPCBOJ HA pyCCKI/Iﬁ
SA3bIK, 3aBCPCHHBIC B YCTAHOBJIICHHOM HOPAAKE, a TaKKE KOIIHMA 3aKJIIO4YC€HHA O COOTBETCTBHUU
NPOU3BOAUTEIISL JICKAPCTBCHHBIX CPCACTB Tpe6OBaHI/I}IM IpaBujI Haﬂnemameﬁ HpOI/I3BOHCTBeHHOI>’I
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

MPAKTUKW, WM KOMHUS cepTH(UKATa COOTBETCTBUS TMPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB s
MEIULMHCKOTO TPUMEHEHHUS TpeOOBAaHMAM [PAaBUI HAJJEKalled NPOU3BOJACTBEHHOW NPAKTHUKU
EBpa3uiickoro SKOHOMHYECKOTO COI03a, BBIJIAHHBIX YIOJIHOMOYEHHBIM (elepaJbHbBIM OpraHOM
WCIIOJIHUTENILHOM BJIACTH B OTHOLIEHUM MPOM3BOACTBEHHOM IIJIOLIAIKH JIEKApCTBEHHOT O IpenapaTa Ajs
MEJUIMHCKOTO MPUMEHEHHs, TOCYJapCTBEHHAsl PETUCTPAlUs KOTOPOIO IMOATBEP)KIAeTCs, WM KOMUs
pElIeHHs YIMOJIHOMOYEHHOro (efepajabHOr0 OpraHa HCHOJIHUTENBHOM BJIACTM O MPOBEIACHHUU
(apmalleBTHUECKON HMHCIEKIMM TMPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB Uil  MEIULUHCKOTO
NPUMEHEHUS Ha COOTBETCTBHE TpeOOBaHMAM MpaBWJI HaJJIeXKalle MPOU3BOJCTBEHHOM NPaKTHUKU
EBpa3zuiickoro 3KOHOMHUYECKOI'O COI03a B Cllydae, €CJIM IPOU3BOCTBO JIEKAPCTBEHHOIO Mpenapara ajs
MEIMIUHCKOr0 MPUMEHEHUS OCYLIECTBIAETCS 3a npenenamu Poccuiickont denepanun.

(. 3 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

(dactb 4 B pen. DenepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOImIEHNH OUONOTHMYECKUX JIEKAPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO TPUMEHEHUS
3asBUTEb JOMOJIHUTENBHO TMPEACTABISAET PE3yJbTaThl MEPONPHUATHM, MNPEAYCMOTPEHHBIX IJIAHOM
yIpPaBICHUS PUCKAMHU, YTBEPKICHHBIM YIIOJIHOMOUYEHHBIM (hefiepaabHbIM OPraHOM HCIIOJHUTEIHHON
BJIACTH TIPH OCYIIECTBICHHUM TOCYJApCTBEHHOW pPETUCTpAIlMU JICKAPCTBEHHOTO TIpemnapara it
MEIUIIMHCKOTO TIPUMECHCHHUS.

(dactp 4.1 BBeaeHa denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

4.2. K 3asByIeHUIO O TOATBEPKIEHUH IOCYAapCTBEHHON PErnCTpaliy JIEKApCTBEHHOTO Mpenapara
JUIs. BETEPUHAPHOIO NPUMEHEHUS NPUJIArarTcs JOKYMEHTBI, COJEprKallie pe3ysbTaTbl MOHUTOPUHIA
3pPEKTUBHOCTH M 0E30MacHOCTH JIEKAPCTBEHHOTO Mpernapara sl BETEPHHAPHOTO NPUMEHEHUS,
MIPOBOAMMOIO JepiKaTeleM WU BIAJENbleM PETUCTPALMOHHOIO YJIOCTOBEPEHMS JIEKaPCTBEHHOI'O
mpernapaTa JJii BETEPUHAPHOTO NMPUMEHEHHUs MO0 YHNOJHOMOYEHHBIM UM IOPUAMYECKUM JIUIOM, I10
dopme, YTBEP)KIACHHOW YIOJHOMOUYEHHBIM (DeepanbHbIM OpPraHOM HCIIOJIHUTENBHONW BIIACTH, U
JOKYMEHTBI, yKa3aHHbIE B MyHKTax 1, 2 - 2.2, moamynkTax "a", "6", "k", "n" mynkra 4 gactu 3 crateu 17
Hacrosimero  dexepalpHOrOo 3aKOHa. B OTHOIIEHMM WMMYHOOHOJOTMUYECKHX JIEKaPCTBEHHBIX
IIPENnapaToB JUIsl BETEPUHAPHOIO MPUMEHEHMSI HE TPECTABIIAIOTCS CBEJICHUS, YKa3aHHbIE B ITOAIYHKTE
"k" mynkrta 4 yactu 3 ctarbu 17 Hacrosimero ®denepanpbHOro 3akoHa. B oTHOIIEHHH JIEKAPCTBEHHBIX
MpernapaToB TUIs BETEPUHAPHOTO MIPUMEHEHUS, MOJTyYE€HHBIX c MIPUMEHEHHEM
I€HHO-UH)XEHEPHO-MOAU(UIIMPOBAHHBIX ~ OPraHU3MOB  WJIM  COJAEpXKAIIMX TAaKHME€  OpraHu3Mbl,
JIOTIOJTHUTEIBHO NPECTABISAIOTCS CBECHMS, yKa3aHHbIE B IMyHKTe 13 wactu 3 craThu 17 HacTOSIIETO
denepallbHOTO 3aKOHA.
(uactp 4.2 BBeneHa denepanpHbiM 3ak0HOM OT 04.06.2018 N 140-D3; B pen. PenepabHOr0 3aK0HA OT
02.08.2019 N 297-03)

4.3. 3asgBuTenp BIpaBe IMPEACTABUTh C 3aABJICHHEM O NOATBEPKICHUU TOCYAApCTBEHHOU
pEerucTpalMy  JIEKapCTBEHHOIO IIpernapaTa pPEKBH3UTHI JTOKYMEHTa, IOATBEPKAAIOIIEIO YILIATy
roCy/JapCTBEHHON IOLUIMHBI 3a IOATBEPXKACHHUE TOCYJApPCTBEHHON pErucTpaluy JEKapCTBEHHOIO
mpernapara, a Takke BblJaBaeMble (TPeloCTaBisieMble) YIOJTHOMOUYEHHBIMH (eiepaTbHBIMU OpraHaMu
HCIIOJIHUTENILHON BJIACTU JOKYMEHTHI (CBEJECHMS), YKa3aHHbIE B IYHKTax 2 U 3 4yacTu 4 HacTrosIuen
cTaTbd. B cilydae MX HeNpeACTaBlI€HUS YIOJHOMOYEHHBINH (enepalibHblil OpraH HCIOJHUTEIbHON
BJIACTH  3alpallMBaeT YyKa3aHHbIE JOKYMEHTHl (CBEICHHs]) B TMOpPSJAKE MEXKBEIOMCTBEHHOIO
MH(POPMALMOHHOTO B3aUMOAEHCTBHSL.

(B pen. ®eaepanbHbIX 3aKOHOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N _1-D3)

5. B Teuenwe mnsaTH paboumx OHEH CO JHS HAMpaBIICHUS TMOCPEICTBOM EIMHOrO TopTala B
YIOJTHOMOYCHHBIN  (efepaidbHblii  OpraH  HCIOJHUTEIBHONW  BIACTH WM JIMYHBIA  KaOWHET
YIOJHOMOYEHHOTO (peIepaJbHOr0 OpraHa HCIOJHUTENbHON BJIAcCTH B €AMHON CUCTEME 3asBICHUS O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

MOATBEP)KICHUU TOCYJapCTBEHHOW PErHCTpalM JIEKAPCTBEHHOTO Tpenapara u JIOKyMEHTOB,
COJIeprKalINX Pe3yabTaThl MOHUTOPUHTA 3((HEKTUBHOCTH U OE30MACHOCTH JICKAPCTBEHHOTO Mpernapara,
MPOBOAMMOIO JEpXKaTelieM WU BIAJENBIEM PETUCTPANMOHHOTO YJIOCTOBEPCHHS JICKAPCTBEHHOTO
mpermapara JIM00 yIOJTHOMOYECHHBIM UMH FOPUIUICCKIM JIUIIOM, YIIOJTHOMOYCHHBIN (eiepaIbHbII opraH
WCTIOJIHUTEJIbHOM BJIACTHU:

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

1) MPpOBOAUT MPOBEPKY IMOJTHOTHI CBCHCHHﬁ, COACpKANXCsA B MNPCACTABJICHHBIX 3asABUTCIIEM
AOKYMCHTAXx;

2) IpUHMMAET PELIEHUE O NPOBEIACHUM WM 00 OTKa3e B NPOBEIECHUU IKCIEPTU3bl OTHOIIECHUS
OKUJAaeMOM MOJIb3bl K BO3MOKHOMY PHUCKY NPUMEHEHHs JIEKapCTBEHHOrO Ipernapara Ha OCHOBAaHUU
pe3yabTaTOB  MOHHTOpPUHTA d3(PdeKTHBHOCTH ©  O€30MaCHOCTH  JICKAPCTBEHHOTO  TIperapara,
IIPOBOJIUMOIO JIepKaTelieM WM BIAJENbLEM PETrUCTPALlMOHHOTO YIOCTOBEPEHHs JIEKapCTBEHHOTO
npenapara Ju00 YIMOJIHOMOYEHHBIM HMMHU IOPUIMYECKUM JIMIIOM, a Takxke (enepalbHbIM OpraHoM
WCTIOJHUTENIBHOM BJIACTH B COOTBETCTBUHM C TpeOOBaHUSAMH cTaThbu 64 Hactosiero denepaibHOTO
3aKOHa;

3) HampaBiseT B JUYHBIM KaOWHET 3KCHEPTHOrO YUpeXJEHHUS B €IMHOM cucTeMe MOANNCAHHOE
YCUJICHHOW KBaIU(UIIMPOBAHHON SJEKTPOHHOW TMOAMHUCHIO 3aJlaHWe Ha TPOBEJICHHUE HKCIIEPTHU3HI,
MPEyCMOTPCHHOW ITyHKTOM 2 HACTOSIICH 4YacTH, a TaKKe HAlpaBiseT 3asBUTEIIO IOCPEICTBOM
€IMHOTO TIOpTala WU B JIMYHBIA KAOWHET 3asBUTENS B CIWHOW CHUCTEME TMOANUCAHHOE YCHJICHHOM
KBTU(UIIMPOBAHHOMN SJIEKTPOHHON MOJMUCHIO YBEOMIICHUE O MPUHATOM PEIICHUH O BbIJaye 3a/laHus
Ha TPOBEJCHHE YKa3aHHOW HKCIEPTHU3bl JTHO0 00 OTKa3e B MPOBEICHUM YKAa3aHHOW HSKCIEPTHU3BI C
YKa3aHWEeM IIPUYUH OTKa3a.

(. 3 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

6. B ciydae BbISIBIEHMS HEJOCTOBEPHOCTHM M (WJIM) HEJOCTAaTOYHOCTH HH(OpMaLHUH,
coJiepKalleiics B MpeICTaBICHHbIX 3asBUTENEM JIOKyMEHTaX, YIOJHOMOYEHHbIN (enepalbHbIl OpraH
WCIIOJIHUTENIBHOM BJIACTH HAIPABIISIET 3asBUTENIO0 IOCPEACTBOM EAMHOIO MOpTajla WIM B JIMYHBIN
KaOMHET 3asBUTENS B €IUHON CHCTEME 3alpoc 00 yTOUYHEHHH yKa3aHHON MH(OpMAaIiH, MOAIMUCAHHBIN
YCWJIEHHOM KBATU(PUIMPOBAHHON 3JIEKTPOHHOM MONKCHIO.

(uactsb 6 B pen. ®enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

7. 3asBuTenb 00s3aH HAINPABUTh IOCPEICTBOM E€IMHOTO IOpTaja B YIOJHOMOYEHHBIN
(benepanbHbIi OpraH UCHOJIHUTEIBHOM BIACTH WJIM JIMYHBIN KaOMHET YIOJIHOMOUYEHHOTO (hefiepaibHOro
OpraHa MCIOJHHUTENIbHOIN BIACTH B €IUMHOM CHUCTEME IOJMMCAHHBIA YCHJICHHON KBAJIM(UIIMPOBAHHOM
9JIEKTPOHHON MOJIKCHI0 OTBET HA 3aIpPOC YHOIHOMOYEHHOTO (ellepaIbHOT0 OpraHa MCIOJHUTEIbHON
BJIACTH, YKAa3aHHOT'O B 4acTU 6 HACTOSIIEH CTaThH, B CPOK, HE MPEBBIIIAIOMINN AEBIHOCTA Pa0OUNX THEN
CO JHSI MOJIyYEeHHUS YIIOJTHOMOYEHHBIM (hefiepaabHbIM OPraHOM HCIIOJHUTEIBHON BIACTU 3JIEKTPOHHOTO
YBEAOMIJICHHMsI O IIOJIyYEHUHU 3asBUTENEM Takoro 3ampoca. Cpok, yKa3aHHBIM B 4acTH 5 HacCTOSILEH
CTaTbH, MPUOCTAHABIMBAETCS CO JHS HAIPAaBICHUS 3asBUTEIO IMOCPEICTBOM €IMHOIO MOpTaja WM B
JUYHBIA KaOWHET 3asBUTENI B €IMHOM CHUCTeME TaKOro 3ampoca 0 JHS HaIlpaBlICHHUs 3asBUTENIEM
MOCPEJICTBOM €MHOTO MOpTaJia B YIIOJIHOMOYEHHBIN (heiepabHbli OpraH UCIIOJHUTEILHON BIACTH HITH
JUYHBI KaOMHET YNOJIHOMOYEHHOro (QenepalbHOr0 OpraHa HCIHOJHUTENbHOM BIACTH B €IUHOM
CHUCTEME OTBETa Ha TAKOM 3ampoC M HE YUYWTHIBAETCS NPH HCYUCICHMM CPOKa IOATBEPIKICHUS
roCyIapCTBEHHON PErUCTPALliy JIEKAPCTBEHHOIO IIpernapara.

(uacts 7 B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

8. OcHOBaHHEM IJId OTKa3a B IMPOBCACHHUU ISKCICPTU3bI OTHOMICHUA 0XXKMIAeMOM IIOJB3bI K
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

BO3MO>XHOMY PHCKY IIPMMEHEHHs JIEKapCTBEHHOI'O Ipernapara sBJIETCS IPEICTABICHUE TOKYMEHTOB,
COJIepKAINX Pe3yJIbTaThl MOHUTOPUHTA 3(p(PEeKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOT'O Ipernapara,
u (WIM) B OTHOWICHMHM OWOJOTHYECKUX JIEKAPCTBEHHBIX IPENapaToB pPe3yJbTaTOB OCYIIECTBICHUS
MEpPOIPUATHI B COOTBETCTBUM C IUIAHOM YIMPABICHUS PUCKAMH, YTBEP’KICHHBIM YIIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIOJHUTENBHOM BIACTH MPHU OCYIIECTBIEHUHU FOCYAAPCTBEHHONW perucTpanuu
JIEKapCTBEHHOI'0 IpenapaTa, B HEIOJHOM 00beMe, OTCYTCTBHE MH(pOpPMALUH, MOATBEpKAatoIel (akT
yIUIaTBl  TOCYJApCTBEHHOM NOLUIMHBI 33  TOATBEPKIACHHE TOCYJAapCTBEHHOM  PETUCTpaLun
JICKapCTBEHHOTO TpenapaTa, Ju00 HENpeJCTaBICHUE 3asBUTEIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha
yKa3aHHBII B dYacTh 6 HACTOSIIEH CTaThu 3alpoc YIOJIHOMOYEHHOTro (henepanbHOro opraHa
WCTIOJTHUTEIEHOW BJIACTH, a TaKXe OTCYTCTBHME B YKa3aHHBIX JIOKYMEHTaxX HH(GOpMAIiH, KOTOpas
JIOJKHA OBITh B HUX OTpa)KeHa.

9. DkcmepTu3a OTHOIICHHS OXHJIAEMOHW TMOJNB3BI K BO3MOXKHOMY PHCKY HPUMEHCHHS
JIEKapCTBEHHOTO Mpernapara B LENsSX MOJATBEPKACHHS TOCYAapCTBEHHOW PEruCTpalyi JIEKapCTBEHHOTO
npernapara MpoBOJUTCS KOMHCCHEH AKCIEPTOB 3KCIEPTHOTO YUPEKIEHUS B CPOK, HE MPEBBIIIAOIINI
TPUALATH PadOYMX JTHEH.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

10. B ciryqae HeTOCTaTOYHOCTH NMPEACTABICHHBIX KCIIEPTY MAaTEPUAJIOB JUIsl Ja4l 3aKJIIOUYCHHUS B
JIMYHBIA KaOWMHET 3asBUTENS B €IMHONW CUCTEME HAIPaBJIETCs 3alpOC O MPEACTaBICHUN HEOOXOAUMBIX
MaTepHasioB, MOJAMUCAHHBIA PYKOBOAUTENEM (YIOJIHOMOYEHHBIM JIUIIOM) SKCHEPTHOTO YUPEKICHUS C
UCIOJIb30BAHUEM YCHJICHHON KBAIM(UIIMPOBAHHOM JIEKTPOHHON TOIHCH.

(uactp 10 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

11. 3asBuTenbp 00s3aH HANpaBUTh B JMYHBIA KAOMHET 3KCHEPTHOTO YUPEXKACHUS B €IAUHOMN
CUCTEME€ TOJNUCAHHBIA YCHJIEHHOW KBaTU(UIMPOBAHHON 3JIEKTPOHHOM MOJANKCHIO OTBET HA 3aMpocC
9KCHEPTHOTO YUPEXKJEHHs B CPOK, HE MPEBBILIAIONINI HIECTUAECATH pabounx AHEH CO JHS MOIy4YeHUs
9KCIIEPTHBIM YUYPEXKIECHUEM IJIEKTPOHHOIO YBEJOMJIEHUS O IIOJYYEHUHU 3asBUTEIIEM YKa3aHHOIO
3ampoca. Bpemsi co nHs HampaBieHUS B JIMUHBIM KaOWMHET 3asBUTENS B €IMHOM cUCTeMe 3arpoca
HKCHEPTHOTO YUYPEXKACHUS [0 JHSA HANpPABICHUS 3asBUTEIIEM B JIMYHBIA KaOMHET O3KCIIEPTHOTO
YUpPEKICHUS B €IMHOM CHCTEME OTBETA HA YKA3aHHBIN 3aIIPOC HE YUUTHIBACTCS MPU MCUUCICHUU CPOKa
MIPOBEACHUS DSKCIEPTU3bl OTHOIICHMS OXUIAAEMOM II0JNBb3bl K BO3MOXXHOMY PHCKY TNPHUMEHEHHS
JIEKapCTBEHHOI'O IIpernapara Ha OCHOBAaHMM JOKYMEHTa, COJAEPXKALEro pe3yiabTaTbl MOHUTOPHHIA
3¢ HEeKTUBHOCTH U 0€30I1aCHOCTH JIEKAPCTBEHHOTO Ipenapara.

(uactp 11 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

12. B cpok, He NMPEeBBIMIAIONINN MATH pabO4YMX IHEH CO JHS HampaBlICHUs B JUYHBIA KaOMHET
YIOJIHOMOYEHHOI0 (peIepaabHOr0 OpraHa HCIOJIHMUTENBHOM BJIACTH B €AMHOM CHCTEME 3aKIHOYEHUS
KOMHCCHM JKCIIEPTOB IO PE3YJIbTATAM JKCIEPTU3bl OTHOLIEHUS OXKUIAAEMOM IOJIb3bl K BO3MOKHOMY
PHUCKY NPUMEHEHUs JIEKapCTBEHHOr0 IpenapaTa, COOTBETCTBYIOUIMN YHNOJIHOMOYEHHBIN (enepanbHbIi
OpraH UCIIOJHUTEIBHOH BIIACTH!

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

1) ocymiecTBiIsE€T OLEHKY 3TOrO 3aKJIIOUEHHS ISl ONPEAEIICHUS] €r0 COOTBETCTBUS 3aJlaHUIO Ha
MPOBEACHUE YKa3aHHOW IKCIIEPTHU3HI;

2) mpUHMMAeT pELIEHHE O MOJATBEPKICHUH TOCYIapCTBEHHOM pEerucTpaluu JeKapCTBEHHOTO
mpenapara Wid 00 OTKa3e B IOJATBEPXKAECHUM TI'OCYJApCTBEHHOM pErucTpaluu JEeKapCTBEHHOTO
rpenapara,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

3) BHOCUT TpU TPHUHATHU PEUICHUS O TMOATBEPKIACHUH TOCYJapCTBEHHONW perucTpanuu
JIEKapCTBEHHOI'O Ipenapara CBEACHUS B TOCYJApPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEICTB U BBIJACT
3asiBUTEINNI0 O0ECCPOYHOE PETUCTPANMOHHOE YIOCTOBEPEHHE JICKAPCTBEHHOTO Iperapara MOCPEACTBOM
HaIpaBJIEHUsI Yepe3 €IUHBIN MOpPTal WA JTUYHBIA KAaOMHET 3asBUTENSI B €MHOM CHCTEME BBIMUCKU U3
TOCYJJapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEJCTB, MOIMUCAHHON YCHUJIECHHOW KBaTU(UIIUPOBAHHOMN
3JEKTPOHHOMU MOAIHUCHIO.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

13. OcHoBaHuEM AJis OTKa3a B MOJATBEPKICHUH TOCYIapCTBEHHOW PETUCTpAIMK JIEKAPCTBEHHOTO
mpernapara SBISETCS 3aKIIOUYEHHE COOTBETCTBYIOIETO YIOJIHOMOYEHHOTO (heaepalbHOro OpraHa
WCTIOJTHUTEIIGHON BJIACTH O TOM, YTO PUCK NMPUYMHCHUS BpeAa 3JA0POBBI0 YEJIOBEKA WIIM KUBOTHOTO
BCJIC/ICTBHE TTPHEMa JICKAPCTBEHHOTO Tperapara mpeBsimaet 3G (GEeKTHBHOCTD €ro IPUMEHEHUS.

(B pen. deaepanbroro 3akoHa ot 04.06.2018 N 140-D3)

14. B mnepuox mnpoBeaeHUs MpoLenypbl MOATBEPKICHHS TOCYAAPCTBEHHOM perucTpanuu
JIeKapCTBEHHOTO Mpernapara ero oopaienue B Poccuiickoit @enepaniui He IPUOCTAHABINBACTCA.

15. Jlomyckaercss oOpalieHHe JIEKapCTBEHHBIX IpPEnapaToB A0 HCTEUEHHsS CpPOKa TIOJHOCTH,
IMPOU3BCACHHLIX B TCYCHHUEC CTa BOCBMHIACCATH KaJICHAAPHBIX I[Hefl IMoCJIC [OaTbl HPHUHATHA
YIOOJIHOMOYCHHBIM q)ellepaJ'H)HI)IM OopraHom WCIIOTHUTENBHON BIIACTH pe€mi€cHud O IOATBEPKACHUN
TOCYJapCTBEHHOW PETruCTpalui, B COOTBETCTBHM C HH(poOpMammei, copepkamieiics B IOKyMEHTax
PETHCTPAIOHHOTO JIOChE Ha JIEKAPCTBEHHBIN Mpemnapar 10 AaThl IPUHATUS TAKOTO PEIICHHS.

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

Koncynprantllntoc: npumeudanue.
[Tonoxxenus cr. 30 (B pen. @3 or 30.01.2024 N 1-®3), xacaromuecs: NpeaoCTaBIE€HUs TOC. yCIyT
MOCPEJICTBOM €IMHOM CUCTEMBI U (WJIM) €AUHOTO nopTaia, npuMmenstores ¢ 01.01.2026.

Cratba 30. BHeceHMe u3MeHeHMM B [AOKYMEHTbl, coAepxawmuecsa B
perncTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbLIM JEeKapCTBEHHbIW npenapat Ans
MeAULMHCKOro NpMMeHeHuns

1. B memsx BHECEHHs U3MEHEHUH B JOKYMEHTBI, COIAEpPIKAIlMecs B PErMCTPAlMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBINA JIEKAPCTBEHHBIN IpenapaTr Uil MEIULUHCKOTO NMPUMEHEHHS, IEp)KaTelb WIN
BJIaJIEJICL] PETUCTPALMOHHOIO YIOCTOBEPEHUS JICKAPCTBEHHOIO IIpelapara MU YIOJIHOMOYEHHOE UM
Jpyroe HOpUIMYECKOE JIMLO (Jajee B HACTOALIEH cTaThe - 3asBUTENb) HAIPaBIISIET MOCPEACTBOM
€IMHOTO TIOpTaja B YHOJHOMOYEHHBIH (elepaabHbIii OpraH HCIOJHUTEIBHON BIACTH WU B JIMYHBIHA
KaOMHET YIOJHOMOYEHHOIro (¢efepalbHOr0 OpraHa HCHOJHUTENbHOM BIAaCTH B €AMHOM CHCTEME
MOJITMCAHHOE YCWJIEHHON KBaJIM(UIIMPOBAHHON 3JIEKTPOHHOMN MOIIMCHIO 3asBJICHUE O BHECEHUH TaKUX
U3MEHeHUH 1o (opMe, YCTaHOBJIEHHOW YIMOJIHOMOYEHHBIM (heliepalbHbIM OPraHOM HCIIOJHUTEIbHON
BJIACTH, U IIpUjaraeMble K HEMy U3MCHCHHMSA B YKa3aHHbBIE JOKYMEHTBI, a TaKXe JIOKYMEHTBHI,
MOJTBEPKAIOIINE HEOOXOIMMOCTh BHECEHUS TAKUX M3MEHEHHH.

(B pen. @enepanbHbiX 3ak0HOB OT 22.12.2014 N 429-®3, ot 04.06.2018 N _140-P3, ot 30.01.2024 N
1-03)

1.1. TIpu HE0OXOMMMOCTH BHECEHHUS B JOKYMEHTBI, COJEPIKAIINECS B PETUCTPAIIMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIH TIpenapar IJjisi MEIUIIMHCKOTO TPUMEHEHHUS, W3MCHCHHI
OTHOCUTEJILHO MECTa IPOM3BOJCTBA JIEKAPCTBEHHOI'O Npemnapara sl MEIWLHUHCKOrO MNPUMEHEHHUS,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

TpeOyIOMMX MPOBEACHUS SKCIEPTU3bI KaueCTBa JIGKAPCTBEHHBIX CPEICTB, 3asBUTENb IOMOIHUTEIHHO
HaMpaBIgeT MOCPEACTBOM €IMHOTO TIOpTalia B yIIOJTHOMOUYCHHBIH (heiepanbHblii OpraH HCTIOTHUTEIHHON
BJIACTHU HNJIN HI/I‘IHHﬁ KaGI/IHeT YHOJIHOMOLICHHOI‘O (be;[epaanoro opraHa I/ICHOHHHTGJIBHOﬁ BJIaCTU B
€IUHOH CUCTEME:

1) cBeneHusa o Aate NMPENOCTaBIEHUS U PETUCTPALMOHHOM HOMEpE JIMIIEH3MH Ha MPOU3BOICTBO
JIEKAPCTBEHHBIX CPEJICTB, a TAKXKE KOIUIO 3aKJIIOUEHUS O COOTBETCTBUU MTPOU3BOAUTEIS JIEKAPCTBEHHBIX
CPEICTB Jii METUIIMHCKOTO MpUMEHEHHUS TpeOOBaHMSIM MpaBUI HaJAJeKallell MpPON3BOACTBEHHOMN
MPAKTUKH, WIA KOMHUIO CepTH(HUKATA COOTBETCTBHSI MPOW3BOJMUTENS JIGKAPCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO TPUMEHEHUS TpPeOOBAaHMSIM MPABWI HAJISKANEH MPOU3BOJCTBEHHON MPAKTUKU
EBpa3uiickoro SKOHOMHYECKOTO COI032, BBIIAHHBIX YIIOJHOMOYEHHBIM (elepaabHbIM OpraHOM
WCTIOTHUTEIIbHOW BJIACTH B OTHOIIEHWHM W3MEHEHHOW W (WMJIM) JIOMOJIHEHHOW MPOU3BOACTBEHHOM
IUIOIIAJKHM JIEKapCTBEHHOIO IIpenapara s MEIWLHMHCKOTO IPUMEHEHUs, WM KOIMIO PEIICHUS
YIOJHOMOYEHHOTO (pe/iepalibHOTO OpraHa MCIOMHUTEIHHON BIACTU O MPOBEACHUH (papMarieBTHUYEeCKON
MHCIEKIIMU ITPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB I MEAULIMHCKOTO MPUMEHEHHSI HA COOTBETCTBUE
TpeOOBaHUSAM TMpPaBHJ HAJUICKALICH MPOU3BOJCTBEHHON MNpakTHKH EBpa3wiickoro 3SKOHOMHYECKOTO
COI03a B OTHOIIEHWH W3MEHEHHOW W (WJIM) JIOMOJIHEHHOW MPOU3BOJICTBEHHOW — IUIOIIAIKH
JIEKAPCTBEHHOI'0 Mperapara JUuisi MEAMIMHCKOIO IPUMEHEHHs B ClIy4yae, €ClIM IPOU3BOJCTBO
JIEKApCTBEHHOTO IpernapaTa ocyuiecTnisercs B Poccuiickoit @enepanuu;

2) KOIHIO TPETOCTABICHHON YITOJHOMOYEHHBIM OPTaHOM CTpPaHbl MPOHM3BOAMTENS JHIEH3UH Ha
MIPOM3BOJICTBO JIEKAPCTBEHHOT'O Mperapara il MEAUIUHCKOIO IPUMEHEHHUS U €€ MePeBOj Ha PYCCKUM
S3bIK, 3aBEPEHHBICE B YCTAHOBJICHHOM [IOPAJKE, a TaKXe KOIHUIO 3aKIIYEHUS O COOTBETCTBUHU
MIPOU3BOJIUTENSI JICKAPCTBEHHBIX CPEACTB TPEOOBAHWSM TIPABWII HAIJIEXKAIIeW MPOU3BOJACTBEHHOMN
MPAaKTUKHA, WM KOMHI0 CepTU(HUKATA COOTBETCTBHS MPOW3BOIUTEINS JIGKAPCTBEHHBIX CPEJICTB IS
MEIUIMHCKOTO IPUMEHEHHs] TpeOOBaHMSIM TMPAaBWI HAJICKAIIEH MPONU3BOJCTBEHHONH MPAKTHKH
EBpasuiickoro 3KOHOMHYECKOTO COK03a, BBLIAHHBIX YIIOJHOMOYEHHBIM (befepaabHbIM OpraHoM
WCTIOJHUTENIBHOM BJACTH B OTHOLICHMM W3MEHEHHOW W (WJIM) JOMOJHEHHOH MPOU3BOICTBEHHOMN
IUIOIIA/IKYU JIEKAPCTBEHHOT'O TIpenapara, Win KOIUIO PEIICHUs YIIOJTHOMOYEHHOTO (heaepaabHOro opraHa
WCTIOJTHUTENIGHOW ~ BJIACTH O  NPOBENEHUH  (apMaleBTUYECKOH  WHCIEKIWH  MPOHM3BOJICTBA
JICKApCTBEHHBIX CPEJICTB Ul MEIUIIMHCKOTO TPUMEHEHHsS Ha COOTBETCTBHE TPEOOBAHUSM IPABHII
HaJUIeXKaleld MPOU3BOJCTBEHHON MNpakTHKH EBpasmiickoro KOHOMHYECKOTO COI03a B CiIydae, €CIH
MPOM3BOICTBO JIEKAPCTBEHHOTO Tperapara oCyIecTBIseTcs 3a npeaenamu Poccuiickoit @eneparyu.
(uactb 1.1 B pen. denepanphoro 3akoHa ot 30.01.2024 N 1-D3)

1.2. ITpr HEOOXOUMOCTH BHECCHHS B JIOKYMEHTHI, COJICPIKAIIUECS B PETUCTPAIIMOHHOM JIOChE Ha
3apEerMCTPUPOBAHHBINA JIEKAPCTBEHHBIM Mpenapar s MEAUUMHCKOTO NPUMEHEHHS, W3MECHEHUH
OTHOCHUTEJILHO TOKa3aTeJIed KadyecTBa JICKAPCTBEHHOTO Mpernapara sl MEIUIIMHCKOTO MPUMEHEHUS U
(W) METOJOB KOHTPOJISI KadecTBa JIGKQPCTBEHHOTO TMperapara s MEIUIUHCKOTO MPUMEHEHHS,
TpeOyIOMMX MPOBEACHUS SKCIEPTH3bI KaueCTBa JIGKAPCTBEHHBIX CPEICTB, 3asBUTENb IOMOJIHUTEIHHO
HaMpaBIsgeT MOCPEACTBOM €MHOTO TIOpTalia B YIIOJTHOMOUYCHHBIH (heiepanbHblii OpraH HCTIOTHUTEIHHON
BJIACTHU HNJIN HI/I‘IHHﬁ KaGI/IHeT YHOJIHOMOLICHHOI‘O (be;[epaanoro opraHa I/ICHOHHHTGJIBHOﬁ BJIaCTHU B
€IUHOI CUCTEME:

1) cBeneHusa o Aate NMPENOCTaBICHUS U PETUCTPALMOHHOM HOMEpE JIMIIEH3MH Ha MPOU3BOICTBO
JIEKAPCTBEHHBIX CPEACTB WM CBEACHUSA O Jare IPEAOCTaBICHUA U PEruCTPallMOHHOM HOMeEpe
3aKJIOYEHUS O COOTBETCTBUU NPOM3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBaHMSIM IIPABUI
Ha/JIeKaIled MpOU3BOJICTBEHHON MPAKTUKU WINM KOMHMIO CepTH(UKAaTa COOTBETCTBUS MPOM3BOIUTENS
JIEKapCTBEHHBIX CPEIACTB JUIsI MEAMLMHCKOIO TPUMEHEHHs TpeOOBaHUSAM [PABWI HaJIeKallel
MIPOM3BOJICTBEHHON NMpakTUKu EBpa3uiickoro sKOHOMHUYECKOTO CO03a, BBIJAHHBIX (IIPEAOCTaBIECHHBIX)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

YIOJIHOMOYEHHBIM (pe/iepajbHbIM OPraHOM UCIIOJHUTENIBHON BJIACTH B OTHOIIEHUH MPOU3BOICTBEHHOMN
IJIOIIAJKK JIEKapCTBEHHOI'O IIpernapara, B Cllydae, €CJIIM IPOU3BOJCTBO JIEKAPCTBEHHOI'O IIperapara
ocymectsisiercs B Poccniickoit denepanuu;

2) KOMHIO MPETOCTaBICHHOW YIMOJHOMOYEHHBIM OPTraHOM CTpPaHbl MPOWU3BOAMTENS JUICH3UM Ha
MPOU3BOACTBO JIEKAPCTBEHHOIO TMpenapara g MEAUIMHCKOTO TPUMEHEHHUS U €€ MEePEeBO/l Ha PYCCKUHN
SI3bIK, 3aBEPEHHBIC B YCTAHOBJIECHHOM HOPAJIKE, a TAKXE CBEICHUS O JaTe NpPelOCTaBICHUS U
PErUCTPAllMOHHOM HOMEpPE 3aKJIIOUEHHS O COOTBETCTBUM MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSAM TPAaBUJI HAJUICKAIICH MPOW3BOJACTBEHHON WPAKTHKU, WIM KOMHUIO cepTu(ukara
COOTBETCTBUS MPOU3BOIUTEISI JICKAPCTBEHHBIX CPEJCTB JIJISI MEIUIIMHCKOTO MPUMEHEHHS TPEOOBaAHUSIM
MpaBWJI HaJJIekKaEH NPOU3BOJCTBEHHOM MPAaKTUKU EBpa3niicKOro 3KOHOMHYECKOTO COI03a, BbITAHHBIX
YIIOJTHOMOYEHHBIM (he/iepaibHbIM OPTaHOM HMCTIOJHUTEIHHOW BJIACTH B OTHOIICHUH MPOW3BOICTBEHHON
IJIOIIAJKH JIEKAPCTBEHHOI'O Mpernapara, WiM CBEACHUS O AaTe MPEJOCTaBICHUS U PErHMCTPALOHHOM
HOMEpE pEeIIeHUs] YIMOJIHOMOUYEHHOTO (pelepalibHOTO OpraHa HCIOJHUTENBHON BIACTH O MPOBEACHUU
(apManeBTHUECKON HMHCIEKIIMM TMPOW3BOJACTBA JIEKAPCTBEHHBIX CPEACTB [UISI  MEIUIMHCKOTO
MPUMEHEHHUS Ha COOTBETCTBUE TPEOOBAHUSM MPABUJI HaJJIeXKAIIeH MPOU3BOJACTBEHHON MPAKTUKU
EBpa3uiickoro 3KOHOMHMYECKOTO  COK03a, €CJIIM  IMPOU3BOACTBO  JIEKAPCTBEHHOIO  Iperapara
OCYIIIeCTBIsIETCS 3a npenenaMmu Poccuiickoit @enepanuu.

(dactp 1.2 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

1.3. IlpunsATHE pelIeHus O BHECEHHMM W3MEHEHMH MM 00 OTKa3e BO BHECEHUH W3MEHEHHH B
JOKYMEHTBI, COJEpKallfecsi B PErMCTPAllMOHHOM JOChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar Mmid MCAULOUHCKOro ITPUMCHCHHA, B ClIy4dac HGO6XOHI/IMOCTI/I MMPOBCACHUA OSKCICPTU3BI
Ka4ueCTBa JICKAPCTBCHHLIX CPCACTB U (I/IJ'II/I) OKCIICPTU3BI OTHOLICHUSA O)KHI[&GMOﬁ IMOJIB3bI K BOBMOXHOMY
PUCKY MPUMCHCHUA JICKAPCTBCHHOI'O Iprapara I MEAULIMUHCKOTO NPUMCEHCHUS OCYHICCTBIIACTCA B
CPOK, HE€ MpEBBILIAOMMN NATHAECATH pPabOYMX JHEH, a B OCTalbHBIX CIy4yasX B CpOK, He
NIPEBBILIAIONINNA JlecsITU pabodux JHEH CcO JHSA HampaBiIeHHUsS IOCPEACTBOM €AWHOrO IMopTana B
YIIOJIHOMOYEHHBIH  (efiepaibHblid  OpraH  WCHOJHUTENbHOM  BJIACTHM WM JIMYHBIM  KaOWHET
YIIOJTHOMOYEHHOT0 (peIepaIbHOr0 OpraHa HCIIOJHUTENILHOM BJIACTU B €IMHOI CHUCTEME 3asBICHUS O
BHECEHWH TaKNX N3MCHCHMUI.

(uactp 1.3 BBenena denepanpubiM 3ak0HOM OT 04.06.2018 N 140-D3; B pen. DenepalbHOro 3aK0Ha OT
30.01.2024 N 1-®3)

1.4. YnonHomoueHHBIN (enepanbHbIi OpraH MCHOJHUTENBHON BIIACTH C YYE€TOM pe3yiIbTaToOB
(hapmakoHaa30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPENICTB, HAXOISAIIUXCA B TPAKIAHCKOM
000pOTE, YCTAHOBJICHHBIM TPEOOBAHHMSIM K MX KAueCTBY B TEUEHHE NECATH pabOUuX IHEH CO IHS
MOCTYIUIEHUSI COOTBETCTBYIOIICH HH(OpManMu pa3MmeniaeT Ha CBOeM O(QUIMAIBHOM CalTe B CETH
"NnTepHer" cBeneHuss 0 HEOOXOTUMOCTH BHECEHHUS B MHCTPYKIMIO 10 MEIULUHUHCKOMY MPUMEHEHHIO
JIEKAPCTBEHHOr'0 IIpenapara U3MEHEHUl B OTHOLIEHUU CBEACHUN O IMOKA3aHUAX ISl IPUMEHEHUS U
MPOTUBOMOKA3aHUSAX Ui TMPUMEHEHHS JICKapCTBEHHOTO Tpernapara, BBISIBICHHBIX MOOOYHBIX
JEUCTBUSX, HEKENATENbHBIX pPEaKIUSAX MPU NMPUMEHEHUH JIEKapCTBEHHOI'O MpernapaTa W HarpaBiseT
MOJNUCAHHOE YCHIICHHOW KBAIH(DHUIIMPOBAHHON 3JIEKTPOHHON TMOIMNKCHIO YBEIOMIICHHE B JIMYHBIN
KaOMHET 3asBUTEINISI B €IUHON CHUCTEME, a TaKKe B JIMYHBbIC KAOWHETHI 3asBUTENICH B €IUHOIN CUCTEME,
ABJISIOIINXCS IEPKATEIISIMU WU BIAJEIbIIAMH PETUCTPALIMOHHBIX YIOCTOBEPEHU B3aMMO3aMEHIEMbIX
JIEKapCTBEHHBIX MPENapaToB (WM YIOJIHOMOYEHHBIX MU APYTUX IOPUINYECKUX JIHII).

(uacts 1.4 BBenena denepanbHbiM 3ak0HOM OT 27.12.2019 N 475-D3; B pen. @enepalbHOr0 3aK0Ha OT
30.01.2024 N 1-®3)

1.5. JlepkaTenb WM Biaeliel] peruCTPAlMOHHOTO YIOCTOBEPEHUS JIGKAPCTBEHHOTO Tpernapara, a
TAKKC ACPKATCIN WX BJIAACIbLUbI PECTUCTPALMOHHBIX YI[OCTOBepeHI/H\/JI JICKApPCTBCHHLIX IIPCIapaToB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

(WM YyIIOIHOMOYEHHBIE UMM JpyTHe IOPUAWYECKUE JUIA), KOTOPbIEe SBISIOTCS B3aUMO3aMEHSIEMBIMU,
00s13aHbl HANPAaBUTh B JIMUHBIM KaOWMHET YIMOJIHOMOYEHHOTro (he/epanbHOro OpraHa HMCHOJIHUTEIbHOM
BJIACTU TOANMCAHHBIC YCUJICHHBIMH KBaJHU(HIUPOBAHHBIMHU 3JIEKTPOHHBIMU TOANHUCAMH 3asiBICHUS O
BHECEHMM M3MEHEHMM B  JOKYMEHTBI, COJEpXalluecs B  PErucTPalMOHHBIX JIOChE  Ha
3aperucTpUpOBaHHBIE JIEKAPCTBEHHBIE MpenapaTsl A MEIUIUHCKOTO MPUMEHEHHs, B OTHOIICHUU
CBEJICHUH, YKa3aHHBIX B MHCTPYKUUHU IO MEIUIIMHCKOMY NPUMEHEHHIO JICKAPCTBEHHBIX MpEnapaTos, B
TEYeHHE COpoKa pabouux AHEW CcO JHA TMOJYYeHHUS YIOJTHOMOYEHHBIM (efepaibHbIM OpraHOM
HCIIOJIHUTENIBHOM BJIACTU 3JIEKTPOHHOTO YBEIOMIIEHHS O IOIYYEHMM JEPKATEIIEM WM BIAJENIbLEM
PETUCTPALIMOHHOIO YJIOCTOBEPEHMSI JIEKAPCTBEHHOI0 Ipernapara (Mid YHOJIHOMOYEHHBIM UM JPYIHM
IOPUINIECKAM JIMIIOM) HH(pOpMaIuy, ykazaHHoi B yactu 1.4 Hactosmield crateu. [lanHOe TpeGoBaHMe
HE pAacIpoCTpaHsieTcs Ha CiIy4al BHECEHHS B HHCTPYKLIMIO 10 MEAMIMHCKOMY MPUMEHEHUIO
JIEKAPCTBEHHOr'0 Ipenapara HW3MEHEHUWH B OTHOIIEHUMM HOBBIX [IOKAa3aHUM I8 OPUMEHEHUs
JIEKApCTBEHHOTO MpernapaTa Ha OCHOBAHUH PE3YJIbTaTOB COOTBETCTBYIOIIMX MCCIIEAOBAHMIA.

(dactpb 1.5 BBenena denepasibHbIM 3ak0HOM OT 27.12.2019 N 475-03; B pen. enepaibHOro 3aK0Ha OT
30.01.2024 N 1-®3)

2. PemieHne o MpoBEIEHUU SKCIEPTU3bl KAUECTBA JIEKAPCTBEHHBIX CPEICTB M (MJIM) HKCIEPTU3BI
OTHOULICHUSA O)KHJIaeMOﬁ IMOJIB3bl K BO3BMOXXHOMY PHCKY NPUMCHCHHA JICKAPCTBCHHOI'O IIp€riapaTta ajd
MEIUIMHCKOTO TPUMEHEHHS TNPHHUMAETCS B COOTBETCTBUU C YTBEPKICHHOW YIIOJHOMOYEHHBIM
(denepanbHBIM OpraHOM HCIHOJHUTEIBHOM BIAacTH Kiaccudukanueld W3MEHEHWi, BHOCHMBIX B
JOKYMEHTBI, COJIepKalliecs B PErucTPAllMOHHOM JOChe HAa 3aperuCTPUPOBAHHBIN JIEKApPCTBEHHBIN
npenapar.

(uactsp 2 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

3. 3asgBuTeNb BIpaBe NPEJICTaBUTh MO COOCTBEHHOW HHMIIMATUBE BMECTE C 3aiBIIEHUEM O
BHECEHMM M3MEHEHMM B  JIOKYMEHTBI, COJEp)Kallhuecss B  PETUCTPAllMOHHOM  JIOCh€  Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIA MpenapaT JUisi MEIUUUHCKONO NPUMEHEHUs, PEKBU3UTHI
JIOKYMEHTOB, MOJTBEPKAAIONINX YIUIATy TOCYJapCTBEHHOM MOUUIMHBI 32 BHECEHUE B JOKYMEHTBHI,
coJepaKaIMecss B PErMCTPAllMOHHOM JIOChE Ha 3aperMCTPUPOBAHHBIN JICKAPCTBEHHBIM Ipenapar it
MEIUIMHCKOTO TPHUMEHEHUs, W3MEHEHUH, TpeOyloIMX IPOBENEHUS SKCIEPTU3bl JIEKapPCTBEHHBIX
CPEJCTB B YaCTH IKCHEPTU3bl KauecTBa JIEKAPCTBEHHOTO CPEJCTBA M (WJIM) SKCIEPTHU3bl OTHOILICHUS
0)KMJIa€MOM TIOJIb3bl K BO3MOKHOMY pHUCKY IPUMEHEHHs JIEKapCTBEHHOIO IIpenapara Juis
MEJIMLHUHCKOTO TPUMEHEHUS, TOCYJaPCTBEHHOM NOLIMHBI 32 BHECEHUE B IOKYMEHTBI, COJEpKaIlIUecs B
PErUCTPAlIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIM JICKAPCTBEHHBIM mpenapar Ais MEIUIIMHCKOTO
NPUMEHEHHS, U3MEHEHNUH, He TPeOyIOIUX MPOBEACHUS SKCIIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA, a TAKKE
BbIIaBaeMble (TIPEIOCTABISIEMbIE) YIOJHOMOUYEHHBIMH (elepaJbHBIMI OpPraHaMH HCIIOJTHUTEIHHON
BJIACTH JIOKYMEHTHI (CBEIIECHHUs), yKa3aHHbIe B udacTsax 1.1 m 1.2 Hacrosmieidt ctateu. B ciaydae ux
HEMpPEeJICTAaBICHHUS YIOJTHOMOUYCHHBIH (eaepanbHblii OpraH HCIOJHUTENBHON BIACTH 3alpalluBaeT
yKa3aHHblE  JOKYMEHThl (CBEICHHs) B TOpSAIAKE  MEXKBEIOMCTBEHHOTO  WH(GOPMAIMOHHOTO
B3aUMOJICHCTBUS.

(B pen. @enepanbHbIX 3aKOHOB OT 27.12.2019 N 478-P3, ot 30.01.2024 N _1-P3)

4. B Teuenue nsATy pabouMx JHEH cO AHS NOCTYIUIEHUS YKa3aHHOIO B 4acTU | HacTosIIeN cTaTbu
3asiBJICHUS U HEOOXOJIMMBIX JOKYMEHTOB YIOJIHOMOYEHHBIM (enepanbHblii OpraH HMCIOJIHUTEIbHON
BJIACTH:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) MMPOBOAUT MPOBCPKY MOJIHOTHI U TOCTOBCPHOCTU CBGHGHHﬁ, COACPpKAIINXCA B MPCACTABICHHBIX
3asABUTCIICM MaTCpUaJIax;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

2) INPpUHHUMACT PpCHICHUEC O IIPOBCACHHUU YKA3dHHBIX B YaCTH 2 HacCTOAIEeH CTaTbu
COOTBCTCTBYIOIIHX SKCIICPTU3 JICKAPCTBCHHOT'O CPpCACTBA UIIN 00 OTKa3e B UX IMPOBCACHUH,

3) HampaBisieT B JMYHBIA KaOWHET 3asBUTENS B C€AWHOW CHCTEME MOJMHCAHHOE YCHJICHHON
KBaJTM(UIIMPOBAHHOW AIIEKTPOHHON TOAMHKCHIO YBEIOMJICHHE O IMPHHATOM DPEIICHHH WIM B CIIydae
MPUHATHS pelleHusi 00 OTKa3ze B MPOBEACHUU COOTBETCTBYIOUIEH SKCHEPTU3BI C yKa3aHWEM MPUYMH
TaKoro OTKasa.

(B pen. ®eaepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N _1-D3)

4.1. B cnyuyae BBISABIECHHS HEJOCTOBEPHOCTH CBEICHMI, COAEPXKALIUXCS B IPEICTaBICHHBIX
3asBUTENIEM MaTepHaaxX, yIOJIHOMOYECHHBIN (hefepaibHbId OpraH UCIOIHUTEIBHOM BIACTH HAIIPABISET
B JIMYHBIM KaOWHET 3asBUTENS B €IMHOM cucrteMe 3ampoc 00 YTOYHEHHWH YKa3aHHBIX CBEACHUH,
MOJNKCAHHBIA YCUJIEHHOW KBAJIM(ULIIMPOBAHHOMN 3JIEKTPOHHON MOAMUCHIO.

(dactp 4.1 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

4.2. 3asBuTens 00s3aH HAMPABUTH B JTUYHBINA KaOMHET YMOIHOMOYEHHOTrO (peepalbHOr0 OpraHa
WCTIOHUTENILHON BJIAacTH B EAWHOM CHUCTEME TMOANUCAHHBIA YCHICHHOW KBATH()HUIIMPOBAHHON
ANIEKTPOHHON TMOMAMKCHI0 OTBET Ha 3aMpOC YIOJTHOMOUYEHHOTO (eIepalbHOTO OpraHa MCIOJHUTEIHHON
BJIACTU B CPOK, HE MPEBBLIIIAIONINI JEBIHOCTA pabOYMX THEH CO JHS TOJYyYEeHHs YIOTHOMOYEHHBIM
(dbenepaibHBIM OpPraHOM HCIIOJIHUTEIIBHOW BJIACTH AJICGKTPOHHOTO YBEAOMJICHHS O TIOJYYCHUH
3asBUTEIEM JaHHOTO 3anpoca. CpokK, YKa3aHHBIN B 4aCTH 4 HACTOSIIEH CTaTbH, MPUOCTAHABIMBACTCS CO
ITHS HampaBJIeHHUS B JIMYHBIA KaOWHET 3asBUTENs B €IMHON CHUCTEeMe 3ampoca YHOJTHOMOYEHHOTO
denepanbHOrO OpraHa WCIOJHUTEIBHOW BIACTH JO [JHA HampaBieHWss B JWYHBIA KaOWHET
YIOJTHOMOYEHHOTO (heiepabHOrO OpraHa WCIOJHUTEIHLHOW BJIACTH B €IUHOW CHCTEME OTBETa Ha
JAHHBIN 3aMPOC U HE YUYUTHIBACTCS MPU MCUUCIICHUH CPOKA MPUHATHUS PEIICHUSI O BHECCHUH U3MEHEHUI
B JIOKYMEHTBI, COJEpKalUecs B PETHCTPAIMOHHOM JOChE Ha 3apETHCTPUPOBAHHBIN JICKAPCTBEHHBIN
npenapar Jijisi MEJUITMHCKOTO PUMEHEHHUSI.

(uacts 4.2 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. OcHOBaHUEM [UIsl OTKa3a B MPOBEJACHUM YKa3aHHBIX B YacTH 2 HACTOSAILIEH CTaThbU JKCIEPTHU3
ABJBICTCA NPCACTABIICHUC JOKYMCHTOB, ICPCUYNCIICHHBIX B HaCTAX 1u3 HaCTOHIHefI CTaTbHu, B HCIIOJTHOM
o0beMe, HENpeJCTaBICHUE 3asBUTEIEM B YCTAaHOBJIEHHBIH CPOK OTBETa Ha yKa3aHHBIA B yacTu 4.1
HACTOSIIEH CTaThU 3alIPOC YIOJHOMOUYEHHOTO ()e1epalIbHOrO OpraHa UCIOJIHUTENIbHON BIACTH, a TAKKe
OTCYTCTBUE€ B  IPEACTaBICHHBIX JOKYMEHTAaX JOCTATOYHBIX CBEICHHUM, IOATBEPKAAOIINUX
HE00XO0IMMOCTh BHECEHUSI U3MEHEHHH, WM OTCYTCTBHE MH(OpMALUY, TOATBEepKIatoIIel (HakT ymiaTbl

roCy/IapCTBEHHBIX MMOIUINH, YKa3aHHBIX B YAaCTH 3 HACTOSAIIEH CTAaThH.
(B pen. @enepanbubix 3aKkoHOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-P3)

6. Yka3aHHbIE€ B 4YacTH 2 HACTOSIIEH CTaTbU 3KCIEPTU3BI IPOBOIATCS B MOPSAKE, YCTAHOBIEHHOM
cratbeil 23 Hacrosuero denepaabHOro 3aKOHa.

7. B cpok, He IPEBBILAIOIIMNA MATH PabOYMX AHEW CO JHSA HaNpaBJIECHUS MOCPEICTBOM €IUHOTO
nopTaja B YNOJHOMOYEHHBIH (eaepanbHblii OpraH HMCIOJHUTEIbHON BIACTU WM JIMYHBIA KaOWHET
YIOJIHOMOYEHHOTO (pe/IepaIbHOr0 OpraHa MCHOJIHUTENBHOM BJIACTH B €IMHOM cHCTEME MOJMHCAHHBIX
YCUJICHHBIMH KBaJU(HUIIMPOBAHHBIMU AJIEKTPOHHBIMH TOANHUCAMHI 3aKIIOUYEHUH KOMHUCCHHA SKCIEPTOB
0 pe3yJIbTaTaM YKa3aHHBIX B YaCTH 2 HACTOSIICH CTAaThH SKCIIEPTU3, YIIOJTHOMOUYECHHBIH (eepaabHbIi
OpraH UCHOJIHUTEIBbHOMN BIACTH:

(B pen. deaepanbHbiX 3aKk0HOB 0T 22.12.2014 N 429-03, ot 30.01.2024 N _1-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

1 ) NpUHHUMACT PCHICHUE O BHECCHUU U3MEHEHUN B HAOKYMCHTBI, COJCp:Kalluecad B
PErUCTpallMOHHOM JOChC Ha 3apeFHCTpHpOBaHHBIﬁ JICKE[pCTBGHHBIfI npenapar mie MCIUIHUHCKOI'O
MIPUMCHCHUSA, UIIN 00 0TKa3e BO BHCCCHUU TAKHX HSMGHGHHﬁ;

2) BHOCHT B TOCYJapCTBEHHBIH PEECTp JEKapCTBEHHBIX CPEICTB HAa OCHOBAHWU pELICHUS O
BHECCHUU N3MEHEHUH B JOKYMCHTEI, CoZCpxKaImurec, B PEruUCTpaiuOHHOM JOChE Ha
3aperHCTPUPOBAHHBIN JIEKAPCTBEHHBIA MperapaT A MEIUIMHCKOTO IMPUMEHEHUs, HEe0O0XOIUMbIe
U3MECHEHWS;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

3) BbLIAET 3asBUTENI0 HOBOE PETUCTPALMIOHHOE YAOCTOBEPEHHUE JIEKApCTBEHHOIO IIpernapara B
cllydae M3MEHEHMsI CBEIECHUM, COJAEpKAIMXCS B HEM, IyTEM HaIpaBJICHUS 3asBUTENIO MOCPEICTBOM
€MHOT0 MOpTaJia U B JIMYHBIM KaOWHET 3asBUTENS B €JUHON CUCTEME BBIMHUCKH U3 TOCYIaPCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEACTB, IOJANUCAHHOM YCHUJIEHHOW KBalIM(UIUPOBAHHON 3IIEKTPOHHOMN
MOJITHCHIO.

(n. 3 BBenen denepanpHpiM 3akoHOM 0T 22.12.2014 N 429-03; B pen. PeaepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

8. OcHoBaHMEM i1 OTKa3a BO BHECEHMHM W3MEHEHHUH B JOKYMEHTBI, COJIEpKalluecs B
PErMCTPAallMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIM JICKAPCTBEHHBIM Ipenapar I MEIUIMHCKOTO
MPUMEHEHHUS, SIBISIETCA 3aKIIOYCHHE YIOJIHOMOYEHHOro (efepaibHOro OpraHa MCIOJIHUTEIbHON
BIIACTH O BO3MOKHOCTH CHUKEHHsI 0€30MacHOCTH, KauecTBa, 3((HEKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA
B CIIy4ae BHECCHUS TaKUX U3MECHECHUM.

9. Jomyckaercsi oOpalleHHe JIGKAPCTBEHHBIX MPENaparoB i MEIUIIMHCKOTO MPUMEHEHHS JI0
WCTEUCHHS CPOKA TOJHOCTH, MPOM3BEJICHHBIX B TEYEHUE CTa BOCBMHECSITH JTHEW MOCIIE TaThl TPUHSATHUS
YIOJHOMOYECHHBIM (he/IepabHBIM OpPTraHOM HCIIOJHHUTEIBHOM BIACTH PEIICHUS O BHECEHHH M3MEHEHUH
B JIOKYMEHTHI, COJEp)Kalllhecs B PETHUCTPALMOHHOM JOChE, B COOTBETCTBHH C HWHQOpMammei,
coiepiKalleiics B JOKyMEHTaX PETrUCTPAllMOHHOTO J0Ch€ Ha JIGKAPCTBEHHBIM Mpemapar 10 JaThl
MIPUHATHUS TAKOTO PEILICHHS.

(dactp 9 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

10. TIlpaBurensctBo Poccuiickoii @Denepanuu BIpaBe YCTaHOBUTb OCOOEHHOCTH BHECEHUS
W3MEHEHUH B JIOKYMEHTBI, COJEp)KAIUecs B PETUCTPALMOHHOM JOCh€ Ha 3apEruCTPUPOBAHHBIN
JICKapCTBEHHbIM ImpenapaT s MEAMLUHCKOTO INPUMEHEHUs, B ciydae JeQeKTypbl WIM pHUCKa
BO3HUKHOBEHHUS JE€(PEKTypbl JIEKAPCTBEHHBIX NpENapaToB B CBS3U C BBEJCHMEM B OTHOIICHUHU
Poccuiickoii denepanuu OrpaHUYUTENIBHBIX MEP SKOHOMUYECKOIO XapaKTepa.

(uactp 10 BBenena @exnepanbubiM 3akoHOoM OT 08.03.2022 N 46-D3)

Koncynprantllntoc: npumeyanue.
[Tonoxxenus ct. 31 (B pen. @3 or 30.01.2024 N 1-®3), kacaromuecs: NpeaoOCTaBIECHUS TOC. yCIyT
MOCPEACTBOM €IMHOr0 nopraia, npuMmensarTes ¢ 01.01.2026.

Cratba 31. BHeceHMe u3MeHeHMM B [OOKYMEHTbl, coAepxawmuecsa B
perMcTpauMoHHOM [0Cbe Ha 3aperucTpMpoBaHHbIM NeKapCTBEeHHbIM npenapaTt Ansd
BeTePMHAPHOIro NPpMMeHeHUA

1.B OEIiAX BHCCCHUA H3MEHEHUH B AOKYMCHTBI, COACPIKAIUCCA B PCrUCTPAIMOHHOM JOCHBC Ha
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar s BETEPUHAPHOTO NPUMEHEHUs, Aep:Kareib WU
BJIAJIENICl] PETUCTPALMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOI'O Mpernapara WiId YINOJIHOMOYEHHOE UM
Jpyroe HOpUIMYECKOE JIMLO (Janee B HACTOALIEH cTaThe - 3asBUTEb) HAIPaBIISIET MOCPEACTBOM
€IMHOI0 IopTaja B YIOJHOMOYEHHBIH (erepalibHblii OpraH HCHOJIHUTEIbHOW BJIACTU MOINHCAHHOE
YCUJICHHOW KBaM(DUIIMPOBAHHOMN AJIEKTPOHHOMN MOAMKCHIO 3asBJICHNE O BHECEHUU TaKUX M3MEHEHUMN 10
¢bopMe, YCTaHOBJIEHHON YHOJHOMOYEHHBIM (efepaibHbIM OPraHOM HCIIOJHUTEIBLHOW BIIACTH, U
MpujiaraeMble K HEMy U3MEHEHHS B yKa3aHHbIE JOKYMEHTBI, a TAKK€ JOKYMEHTBI, MOATBEPKAAIOIINE
HEOOXOMUMOCTh BHECEHHUS TakuX W3MeHeHuid. [Ipum HeoOXOoIMMOCTH BHECEHHsS HW3MEHEHUH B
JOKYMEHTBI, COACPIKALIUECH B PETMCTPALIMOHHOM JIOChE HA 3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mpernapar s BETEPUHAPHOIO MPUMEHEHMs, B ClOy4yasX W3MEeHeHMss U (WiIM) JOIOJIHEHUs
MIPOU3BOJCTBEHHO! IIJIOMIAKH JIEKAPDCTBEHHOIO CPEACTBA, a4 TAK)KE€ M3MEHEHHMs IOKa3aTesiell KauecTBa
JIEKapCTBEHHOI'O Ipemnapara JUisi BETEPUHAPHOTO MpPUMEHEHUs U (WIM) METOAOB KOHTPOJIS KadyecTBa
JIEKApCTBEHHOT'0 Ipemnapara sl BETEpUHAPHOTO NMPUMEHEHHUsI 3asiBUTENb JIONOJHUTEIBbHO HAIpPaBIsET
MOCPEJCTBOM €IMHOTO IMOpTaja B YIMOJTHOMOYEHHBIH (efepanbHbIi OpraH HCIOJMHUTEIHLHONW BIIACTH
CJIeIyIOIINE JOKYMEHTHI (CBEJICHUS ):

(B pen. @enepanbHbIX 3aKOHOB OT 27.12.2019 N 478-®3, ot 30.01.2024 N _1-D3)

1) cBeneHus o Aate NMPEIOCTaBIEHUS U PETUCTPALMOHHOM HOMEpE JIMIIEH3MH Ha MPOU3BOICTBO
JICKapCTBEHHBIX CPEJACTB, MPEJOCTaBICHHONW IPOU3BOAMUTENIO JIEKAPCTBEHHOrO IpemnapaTra i
BETEPUHAPHOTO MPUMEHEHHUS, ISl POCCUICKUX POU3BOIUTENCH;

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-D3)

2) cBeaeHHS O JaTe MPEJOCTABICHUS U PETUCTPAMOHHOM HOMEpE JHUICH3MHM Ha MPOHU3BOJCTBO
JIEKApCTBEHHBIX CPEICTB, NPEIOCTABICHHONW TMPOM3BOJUTENIO (papMaIleBTUIECKONH CyOCTaHIIHH,
BXOJISIIIEH B COCTaB JIGKAPCTBEHHOTO Iperapara JJisi BETCPUHAPHOTO MPHUMEHEHHS, U POCCHHCKHX
POU3BOANTENCH;

(B pen. denepanbHoro 3akoHa ot 27.12.2019 N 478-03)

3) Komus JOKYMEHTa, BBIAAHHOTIO YIOJHOMOYEHHBIM OpPIaHOM CTpaHbl IMPOU3BOIUTENS UL
Ka)KJI0M NTPOU3BOJACTBEHHOM IIIOIIAIKY JIEKAPCTBEHHOTI'O Mpernapara JUisi BETEpUHAPHOIO IPUMEHEHU U
MOJITBEPKIAIOIIEr0 COOTBETCTBUE IPOU3BOJIUTENS JIEKAPCTBEHHOI'O INpernapara TpeOOBaHUSAM IIPABUI
HaJUIeKalled TMPOU3BOJICTBEHHOW MPAaKTHUKHA, M €ro IEepeBOJ Ha PYCCKUU S3bIK, 3aBEPEHHBIE B
YCTaHOBJICHHOM IOPSJKE, @ TAKXKE KOMHUS 3aKI0YCHHS O COOTBETCTBUU IIPOU3BOAMTENS JIEKAPCTBEHHBIX
cpeAcTB  TpeOOBaHMSAM  MpaBUI  HaJuleXkamlell  MpPOM3BOJACTBEHHOM  NMPAaKTHKH,  BBLAAHHOTO
YIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTENBHONW BIIACTH JJIS KaXKAOH MPOU3BOICTBEHHOMN
IUIOUIA/IKK JIEKAPCTBEHHOI'O Ipenapara Uil BETEPUHAPHOTO NPHUMEHEHUs, JIMOO KOMMs pELIEHUS O
MIPOBEACHUU WHCIIEKTUPOBAHMS ~ IPOU3BOAMTENS  JIEKAPCTBEHHBIX  CPEACTB, IIPUHATOTO
YHOJHOMOYEHHBIM (pe/iepaibHbIM OpraHOM HMCHOJIHHUTEIBbHOM BIACTHU AJIS KaXI0H MPOU3BOJICTBEHHOM
IUIOLIAIKK  JIEKAPCTBEHHOI'O IIpernapara [Ulsl BETEPUHAPHOIO INPUMEHEHMs. YKa3aHHbIE JOKYMEHTBI
IIPECTABIISIOTCS B Cllydae, €CIM INPOM3BOACTBO JIEKAPCTBEHHOIO IIperapara il BETEPUHAPHOIO
IIPUMEHEHHUs OCYILECTBIIAECTCA 3a npenenamu Pocculickon Penepauuy;

4) xomus JIOKYMEHTa, BBIIAHHOTO YIOJHOMOYEHHBIM OpPIraHOM CTpaHbl IPOU3BOAUTEIS
¢dapManeBTHUECKOW ~ CyOCTaHIIMM M TIOATBEP)KIAIOIIETO  COOTBETCTBHE  IPOU3BOIMTEIS
(bapMareBTHUECKON CyOCTaHINH, BXOSIIECH B COCTaB JIGKAPCTBEHHOTO TpernapaTa JUisi BETepUHAPHOTO
NPUMEHEHHS, TPeOOBaHMSAM [PABWJI HAJICKAICH MPOW3BOJICTBEHHON MPAKTHKH, W €ro INEpeBoj] Ha
PYCCKHMI  SI3bIK, 3aBEpEHHbIE B YCTAHOBJICHHOM TIOpS/AKe, B Cilydae, €CIH IPOU3BOJCTBO
(bapMareBTHUECKON CyOCTaHIIMM OCYIIECTBIIAeTCs 3a npenenamu Poccuiickoit deneparyu.

(uactp 1 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

1.1. B ciny4yae u3mMeHeHus U (WIK) JONOJHEHUS NMPOU3BOACTBEHHON IJIOUIAJIKU JIEKAPCTBEHHOTO
CpEICTBA JIOKYMEHTBI, yKa3aHHbIE B 4YacTW | HacTOALIEW CTaTbHM, NPEICTABIISIIOTCS 3asBUTEIEM B
OTHOIIEHUU U3MEHsAEeMOM U (WIN) [IONOJHSAEMOW IPOU3BOJACTBEHHOW IUIOMIAJKH JIEKAPCTBEHHOIO
cpencrBa. PelieHne 0 BHECEHWH M3MEHEHUHN B JOKYMEHTBI, COIEPIKAIIMECS B PETUCTPALMOHHOM J10ChE
Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Jijisl BETEpPUHAPHOTO MPUMEHEHUs, Wik 00 OTKa3e B
UX BHECEHMM IPUHHUMAETCS B clyyae HEOOXOAMMOCTH IPOBEACHUS HKCHEPTH3bl JIEKApCTBEHHOTO
CpeACTBa B CPOK, HE IPEBBIIIAIOIINN JIeBIHOCTa pabouux AHEH, a B OCTAJbHBIX CIydyasX B CPOK, He
NPEBBILIAIOIIMKA TpUAIATH pabOYMX THEH cO JHSA HANpaBiCHUs IOCPEICTBOM EIMHOTO TopTaja B
YIIOJIHOMOYEHHBIA (peiepabHbIii OpraH MCIOJHUTEIFHOW BIIACTH 3afBICHUS O BHECCHHU TaKHX
N3MEHEHUH.

(uactp 1.1 BBenena denepanpubiM 3ak0HOM OT 04.06.2018 N 140-D3; B pen. enepalbHOr0 3aK0Ha OT
30.01.2024 N 1-®3)

1.2. B ciyuyae peopraHuzanuu JAeprKaTeis WIA BlaJeliblla PErUCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOTO TMperapaTa I BETEPUHAPHOTO MPHUMEHEHHUs, Pa3padOTYMKa WM TMPOU3BOIUTEINS
JIEKapCTBEHHOI'O Ipenapara Jyisi BETEpUHAPHOIO MPUMEHEHUS B 3asBJICHUM O BHECEHUM M3MEHEHUU B
JIOKYMEHTBI, COJIepKalliecs] B PErucTpallMOHHOM JOChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mpenapaT A7 BETEpUHApPHOIO MPUMEHEHHUS, YKa3bIBAIOTCSA JaHHBIE JOKYMEHTA, IMOATBEPIKIAOIIErOo
BHECEHHE COOTBETCTBYIONIMX U3MEHEHHI B ENUHBIN rocy1apcTBEHHBIN peecTp IOpUANYECKUX JUIl (A5
OpraHM3allii, 3aperucTPUPOBaHHBIX Ha Tepputopun Poccuiickoit denepannn), UIM UHOTO TOKYMEHTA,
MOATBEPIKIAIOIIETO PEOPTAHU3AINIO FOPUIUIECKOTO JIMIIA (ISl OpraHu3aIuil, He 3apeTrUCTPUPOBAHHBIX
Ha Tteppuropun Poccuiickoit ®denepanuun). 3asBieHHME O BHECEHWHU HW3MEHEHUW B JOKYMEHTBHI,
coZlepKaIIMecss B PErMCTPAllMOHHOM JIOChE Ha 3apEerMCTPUPOBAHHBINA JIEKAPCTBEHHBIN Ipenapar it
BETEPUHAPHOTO0 MPUMEHEHMs, U TMpuiIaraeMble K HEMY JOKYMEHThl HaNpaBISIOTCA MOCPEACTBOM
€MHOT0 TopTaJia B YIOJIHOMOYEHHBIN (peliepalbHblil OpraH UCIOIHUTEILHOW BIACTH HE MO3JHEE YeM
yepe3 TpHUALATh, pabouyux [HEH cO JAHS BHECEHHS COOTBETCTBYIOIIMX W3MEHeHHH B Enunbii
rOCyJJapCTBEHHBIN peecTp IOPUANUECKUX JHIL (A1 OpraHu3aliii, 3aperucTPUPOBAHHBIX HA TEPPUTOPUHU
Poccuiickoit @enepanvin) Wi co AHS HNPUHSTHS COOTBETCTBYIOIIETO JOKYMEHTA, MOJITBEPKIAIOIIETO
pEOopraHu3alyio PUINYECKOro Juna (Iisi OpraHu3alui, HE 3aperuCTPUPOBAHHBIX HA TEPPUTOPHUH
Poccuiickoit ®denepanun). B cinydae peopraHmzanuu aep:KaTeNsi WM BIAJEiblla PETHCTPAIMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IpernapaTa JUlsi BETEPHUHAPHOIO INPUMEHEHUS 3asBJIICHHE O BHECEHUH
W3MEHEHUH B JIOKYMEHTBI, COJEpP)KAIMECs B PETUCTPALMOHHOM JOCh€ Ha 3aperuCTPUpPOBAHHBIN
JIEKApCTBEHHBIA Tpenapar il BETEPUHAPHOTO MNPUMEHEHMs, TMOJACTCs HOPUANYECKUM JIUILIOM,
KOTOPOMY B XOJ€ peopraHM3allii [epedaHO IIpaBO BIJIAJEHUS TaKUM PETUCTPALMOHHBIM
YIAOCTOBEPEHUEM.

(uactp 1.2 BBenena denepanpHbiM 3ak0HOM OT 02.08.2019 N 297-D3; B pen. @enepaibHOro 3aKoHa OT
30.01.2024 N 1-®3)

2. B cinyyae BHeceHMs] U3MEHEHHUI B JJOKYMEHTHI, COAEpIKAIIMECS B PErHCTPAI[MIOHHOM J0ChE Ha
3apEeTUCTPUPOBAHHBINA JIEKAPCTBEHHBIM MpernapaTr isi BETEPUHAPHOrO0 NPUMEHEHHUS, B OTHOIICHUHU
CBEJICHUH, yKa3aHHBIX B noamynkrax "e", "x", "k", "n", "u", "c¢", "x" nmynkra 7 wactu 3 crartbu 17
HacTosuero denepalbHOr0 3aKOHa, U3MEHEHUs U (WIM) JONOJHEHUS MPOU3BOACTBEHHOM IUIOIAIKU
JIEKApCTBEHHOTO CPEJICTBA, a TAKXKE B CIydyae HM3MEHCHHMs IOKa3aTelied KauecTBa JICKAPCTBEHHOTO
npenapara Juisi BETepUHAPHOTO NMPUMEHEHHUS W (WJIM) METOJOB KOHTPOJIA KauyecTBa JICKAPCTBEHHOTO
mpemnapaTa il BETepUHAPHOTO MPUMEHEHHUS MPOBOAUTCS AKCIEPTHU3a JIEKAaPCTBEHHOT'O CPENCTBA s
BETEPUHAPHOTO TpUMEHEHUs. B ciaydyae HEOOXOAMMOCTH BHECCHHsS] MHBIX H3MEHEHHH B JOKYMEHTHI,
coJiepalirecss B PEruCTPAllMOHHOM JIOChE Ha 3aperMCTPUPOBAHHBIA JICKAPCTBEHHBIN Ipenapar it
BETEPUHAPHOTO MPUMEHEHUS, IKCIIEPTU3A JIEKAPCTBEHHOTO CPEJICTBA ISl BETEPUHAPHOTO MPUMEHECHHS
HE TIPOBOJIUTCA.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

(B pen. ®enepanbHbix 3aK0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3agBuTenb BHOpaBe NPEACTaBUTh MO COOCTBEHHON HWHHMIIMATHBE BMECTE C 3asiBICHHEM O
BHECECHMM M3MEHEHMM B  JIOKYMEHTBI, COJEpXKallMecs B  PETUCTPAllMOHHOM  JIOChE  Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpemnapar J[uisi BETEPUHAPHOIO IPUMEHEHHUs, PEKBU3UTHI
JOKYMEHTOB, MOJATBEPKAAONIMX YIUIATYy TOCYJAapCTBEHHOW IOLNUIMHBI 3a BHECEHHUE B JOKYMEHTBHI,
coJlepKaliecs B PErMCTPalMOHHOM JOChE Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar Uit
BETEPUHAPHOTO TPUMEHEHUs, M3MEHEHMH, TPeOYIOLIMX IPOBENCHUS 3KCIEPTU3bl JIEKApCTBEHHOTO
CpeACTBa, WM W3MEHEHWH, He TpeOYIOIIMX IMPOBEICHUS SKCIEPTHU3bl JIEKAPCTBEHHOIO cpejacTBa. B
cllydyae HEOOXOJIMMOCTH M3MEHEHHUsl CBEICHUM, COJCPIKALIMXCS B PETUCTPALIHOHHOM YIOCTOBEPEHHUH
JIEKAPCTBEHHOI'0 Mperapara JUisi BETEPUHAPHOIO NPUMEHEHHUs], C 3asBJICHUEM, YKa3aHHBIM B 4acTu |
HACTOAIIEH CTaThbd, 3asBUTEIb BIpPAaBE MPEJICTAaBUTh MO COOCTBEHHOW WHUIMATHBE PEKBU3UTHI
JOKYMEHTa, MOATBEPXKAAIOLIEr0 YIUIATy IOCYAAPCTBEHHOW IOLUIMHBI 3a BblAady PETMCTPALMOHHOIO
yIIOCTOBEpEHHs JIEKapCTBEHHOI'O Ipernapara. 3asBUTENb BIPaBe IMPEICTaBUTh MO COOCTBEHHOMH
MHULMATUBE CBEJCHUS O JUICH3UAX, YKa3aHHbIEC B IMyHKTax | u 2 yacTu | HacToOAILIEH CTaThH, a TaKKe
BbIJIaBaEMbl€ YIIOJHOMOYECHHBIMU (peiepaJbHBIMI OpraHaMU HCIOJHHUTENBHON BIACTH JIOKYMEHTHI,
yKa3aHHble B IIyHKTe 3 d4acth | Hacrosmed crated. B ciyyae HeENpeACTaBIeHUS YyKa3aHHBIX
JOKYMEHTOB  (CBeIeHHI) YIOJHOMOYEHHBIH (enepanbHblii OpraH HCHOJHHUTENIBbHON  BiIAacTU
3alpalliBaeT yKa3aHHbIC JTOKYMEHTHI (CBEICHMs) B MOPSAKE MEXBEIOMCTBEHHOIO MH(POPMALMOHHOTO
B3aUMOJEICTBHS.

(B pen. @enepanbHbix 3ak0HOB 0T 27.12.2019 N 478-D3, ot 30.01.2024 N _1-D3)

4. B cpok, He TIPEBBIMIAIONINNA ASCITH padOUnX JHEHW CO JHS MOCTYIUICHHUS YKa3aHHOTO B 4acTu |
HACTOSIIEH CTAaThU 3asABJICHHUS W HEOOXOJMMBIX JOKYMEHTOB, YIIOJTHOMOYCHHBIH (hefepaabHbId OpraH
WCTIOJIHUTEJIbHOM BJIACTHU:

1) IIPOBOAUT IMPOBEPKY MOJIHOTEI U TOCTOBEPHOCTHU CBG,Z[CHHI;'I, COACPIKAIUXCA B IIPCACTABIICHHBIX
3asABUTCIIEM JOKYMCHTAX,

2) TMNpUHUMAET peHIeHWe O TMPOBEACHUU HKCIEPTU3bl JIEKAPCTBEHHOIO CpEeACTBa  AJIA
BETEPUHAPHOTO MPUMEHEHHSI HITH 00 OTKa3e B €€ MPOBEICHUM;

3) HampaBisieT TOCPEICTBOM €IMHOTO MOpTaja 3asBUTENI0 MOJMHCAHHOE YCHJICHHOU
KBIN(UIMPOBAHHON 3JIEKTPOHHON MOJNHCHIO YBEJIOMJICHHE O MPUHATOM pEIICHUH WIH B Ccllydae
OPUHATHS pelIeHHs 00 OTKa3e B MPOBEICHWM OKCIEPTHU3Bl JIEKAPCTBEHHOTO CPEACTBA  JUIS
BETEPHHAPHOTO MIPUMEHEHHUS C yKa3aHUEeM NPUYMH TAaKOTO OTKa3a.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

4.1. B cnyuae BBISIBJICHUS HEJJOCTOBEPHOCTH U (MJIM) HEAOCTATOYHOCTU CBEACHUH, CONEpKAIINXCS
B MIPE/ICTABJICHHBIX 3asBUTEIIEM MaTepualiax, yrmoJIHOMOUYCHHBIN (eaepaabHblil OpraH UCIOJHUTEIBHON
BJIACTH HAIpPAaBISET IMOCPEJACTBOM EIMHOTO TIOpTaja 3asgBUTENIO 3ampoc 00 YTOYHCHHH YKa3aHHBIX
CBEJICHUH, TTOAMMMCAHHBIA YCUICHHOW KBATU(UIIUPOBAHHOHN JICKTPOHHOM MOIIHCHIO.
(uacts 4.1 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. 3asButens o00sf3aH HANpPaBUTh IOCPEACTBOM €IMHOIO IOpTajla B YIOJIHOMOYEHHBIN
(benepanbHBIi OpraH HCHOJHHUTEIBHOM BJIACTH TOAMMUCAHHBINA YCHICHHOW KBAIM(UIIMPOBAHHOM
JNIEKTPOHHOHN TOAIMKUCHIO OTBET HA 3aIPOC YIOJHOMOYEHHOTO (pefiepabHOTO OpraHa MCHOJIHUTEIbHOM
BJIACTH B CpPOK, HE TNPEBBIMIAIONIUI JEBSIHOCTA paboyuX JHEH CcO AHS MOJIY4YEHHs YIOJIHOMOYEHHBIM
(benepanbHbIM OpPraHOM HCIOJHHUTEIBHOM BJIACTH 3JEKTPOHHOIO YBEIOMIIEHHS O IOJyYEHHUH
3asgBUTENEM JaHHOro 3ampoca. Cpoku, ykazaHHble B 4acTu 1.1 HacTosdmed cCTaThby,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

MIPUOCTAHABIMBAIOTCS CO JHS HAIMpaBJICHUs TOCPEICTBOM EIMHOrO TMOopTajia 3asBUTENI0 3ampoca
YIOJHOMOYEHHOTO (pe/iepalibHOTO OpraHa UCTIOTHUTENLHON BIACTH J0 JIHS HAMPABICHHS MOCPEACTBOM
€IMHOTO TOpTaJia B YIOJHOMOYECHHBIH (hefepanbHbli OpraH WCIIOTHUTEIBHOW BIIACTH OTBETa Ha
JAHHBIN 3aMIPOC U HE YYUTHIBAIOTCS MTPU UCUUCICHUN CPOKA MIPUHSATHUS PEIICHUS O BHECEHUU U3MEHEHUI
B JIOKYMEHTBI, COJEpPKaIlIMecs B PETHCTPAIMOHHOM JOChE Ha 3apETHCTPUPOBAHHBIN JICKAPCTBEHHBIN
npenapar Jijisi BEeTepUHAPHOTO MPUMEHCHHUS.

(uacts 4.2 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. OcHoBaHMEM /s OTKa3a B MPOBEACHUU OKCIEPTU3bl JIEKAPCTBEHHOIO CPEACTBA JUISA
BCTCPUHAPHOI'O IMPUMCHCHUA SABJICTCA HNPCACTABICHUC IOOKYMCHTOB, YKAa3dHHBIX B 4YaCTAX 1 3
HaCTOﬂmeﬁ CTaTbHu, B HEIIOJIHOM o0BeEME UIN OTCYTCTBUEC B IPCACTABJICHHBIX JOKYMCHTAaX JOCTATOYHBIX
CBEJICHWN, TOATBEPKIAIONMIUX HEOOXOJUMOCTh BHECEHHS W3MEHEHHMH, JHOO HeNpeACTaBICHUE
3asBUTEJIEM B YCTAHOBJICHHBIH CPOK OTBETa HA yKa3aHHBIA B yacTH 4.1 HacTosILIEH cTaThu 3ampoc
YIOJIHOMOYEHHOTO (heiepabHOIO OpraHa UCIOJHUTEIbHOM BIACTH.

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

6. DKcriepTr3a JISKapCTBEHHOTO CPEACTBA JUIsi BETEPUHAPHOrO MPUMEHEHHUS! B IIEJISIX BHECEHUS
W3MEHEHUN B JIOKYMEHTBI, COJEpP)KAIMecs B PETUCTPAIMOHHOM JOChe Ha 3aperucTPUpPOBAHHBIN
JIEKApCTBEHHBIA TpermapaT Il BETCPUHAPHOTO TPUMEHEHHs, OCYIIECTBISETCA B  IOPSIKE,
YCTaHOBJICHHOM CTaThel 24 HacTosilero deaepaibHOro 3aKOHa.

6.1. B cpok, He mpeBbINAONMIUN JecATH pabouux OHEH cO JHS HaMpaBlICHUS MOCPEICTBOM
€IMHOTO TIOpTaja B YNOJHOMOYEHHBIN (elepanbHblii OpraH MCIOJIHUTENbHON BJIACTH MOJIMHCAHHOTO
YCUJICHHOW KBaTU(UIIUPOBAHHOW JJIEKTPOHHON MOMIMUCHI0 3aKIIOYCHHUS KOMHUCCHH DKCIIEPTOB I10
pe3yibTaTaM yKa3aHHON B YacTH 2 HACTOSIIECH CTaThbH SKCIIEPTU3bI, YIOJTHOMOUYEHHBIN (enepanbHbIi
OpraH UCHOJIHUTEIBbHOMN BIACTH:

(B pen. deaepanbubix 3akoHOB oT 02.08.2019 N 297-03, ot 30.01.2024 N 1-D3)

1 ) NpUHHUMACT PCEHICHUE O BHECCHUU U3MEHEHUI B AOKYMCHTBI, COJCpKallueca B
PEruCTpallMOHHOM IOOCBC Ha 3apeFHCTpI/Ip0BaHHLIf/'I HCKapCTBeHHLIﬁ npenapar jisi BCTCPHUHAPHOI'O
MIPUMCHCHUSA, UIIU 00 0TKa3e BO BHCCCHUU TAKHUX HSMGHGHHfI;

2) BHOCHUT B TOCYJapCTBEHHBIH PEECTp JEKapCTBEHHBIX CpPEICTB HAa OCHOBAHWU pELICHUS O
BHECCHUU N3MEHEHUH B JOKYMCHTEI, CoZCpKaImurec,d B PErUCTpaiuOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN TNperapar Jjs BETEPUHAPHOTO NPHUMEHEHHUs, HEe0OXOIUMbIE
U3MEHEHMS;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

3) BbLAAET 3aBUTENI0 HOBOE PErMCTPAL[MOHHOE YJIOCTOBEPEHME JIEKAPCTBEHHOIO Ipenapara Juis
BETEPUHAPHOTO0 IPUMEHEHUS B Cilydae HEOOXOAMMOCTH M3MEHEHUs CBEJICHUH, COJIEpPIKaUXCs B HEM, C
COXpPaHEHHEM HOMepa paHee BBIJAHHOTO PETUCTPALMOHHOIO YJIOCTOBEPEHMS JIEKapCTBEHHOI'O
npernapara Juisi BETepUHapHOTO IPUMEHEHHUS.

(. 3 BBenen OenepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3)
(uactb 6.1 BBennena MenepanbHbIM 3aK0HOM OT 22.10.2014 N 313-03)

6.2. B ciiyuyae BHECEHUs U3MEHEHUI B JOKYMEHTBI, COAEPIKAILUECS B PETUCTPALIMOHHOM JI0ChE Ha
3apETUCTPUPOBAHHBINA JICKAPCTBEHHBIM Mpenapar s BETEPUHAPHOIO IPHUMEHEHMsS, B YacTH,
Kacaoleicss u3MeHeHus U (WIM) JONOJHEHHWS MPOM3BOACTBEHHON IUIOMIAJKU JIEKaPCTBEHHOI'O
mpernapara, IIpyu IpeICTaBICHUH 3asBUTEIEM B COOTBETCTBUU C ITyHKTOM 3 4acTH | HacTosIed cTaTbu
KOIIMM PELICHUsI YHNOJHOMOYEHHOTO (hefiepalbHOro OpraHa HCIHOJIHMTENBHOM BIACTH O MPOBEACHUU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

WHCIIEKTUPOBAHUS MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHBIA B yacT 6.1 Hacrosien
CTaThU, IPUOCTAHABIMBACTCS CO JHS MOJYUYEHHUs 3aKIIFOUEHHUS] KOMUCCUU SKCIEPTOB 10 JHS MPUHSTHS
YIOJTHOMOYEHHBIM (eiepaibHBIM OpraHOM HUCIIOJIHUTEIBPHON BIACTH PEIICHHSI O BbIaue UM 00 OTKa3e
B BBIJIa4€ 3aKJIFOUYCHUS O COOTBETCTBHH IPOU3BOIUTENS JIGKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM TIPABILT
HaJIeKaIen MPOU3BOACTBEHHON MPAKTUKH, HO HE 00JIee YeM Ha CTO BOCEMBACCAT padounx JHEH.
(dactp 6.2 BBeaeHa DenepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

7. OcHoBaHMEM Il OTKa3a BO BHECEHHMM W3MEHEHMH B JIOKYMEHTHI, COJEpKalluecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN JIEKapCTBEHHBIN Mpemnapar i BETEPUHAPHOTO
PUMEHEHHS, B CIIy4asx, He TPEOYIOUMX MPOBEACHUS IKCIIEPTH3BI JICKAPCTBEHHOTO CPEICTBA, SIBISAETCS
MIPEJCTaBIICHHE JTOKYMEHTOB, YKa3aHHBIX B 4acTAX | W 3 HAcTOSIIEH CTaThbH, B HETIOJHOM O0OBEME MU
OTCYTCTBHUE B NPEJCTABICHHBIX JOKYMEHTaX CBEICHHI, KOTOPHIE JOJDKHBI OBITh B HUX OTPaKEHBI, JTHOO
HETIPe/ICTaBJICHUE 3asBUTENIEM B YCTAHOBJIECHHBII CPOK OTBETa Ha yKa3aHHBIM B yacTu 4.1 HacTosIme
CTaThH 3aIPOC YIOTHOMOYEHHOTO (heiepaIbHOr0 OpraHa UCIIOJHUTEIFHOMN BIACTH.

(dactp 7 B pen. @enepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHoBaHueM 1Jisi OTKa3a BO BHECEHHUM HU3MEHEHH B JIOKYMEHTBI, COJEp)Kalluecs B
pPETUCTPALIMOHHOM JOChE€ Ha 3apErMCTPUPOBAHHBINA JICKAPCTBEHHBIN Mpenapar sl BETEPUHAPHOTO
MIPUMEHEHHUS, B CIy4asX, TPEOYIOMHUX MPOBEACHHS SKCIEPTHU3bI JICKAPCTBEHHOTO CPENICTBA, SBIISICTCS
3aKJIIOYEHUE YITOJTHOMOYEHHOTO (henepaibHOr0 OpraHa HMCIHOJHHUTEIBHON BJIACTH O BO3MOYKHOCTH
CHIDKEHHUS 0€30MacHOCTH, KauecTBa, 3((HEeKTUBHOCTH JIEKAPCTBEHHOTO MpernapaTa BCIEICTBUE BHECEHUS
W3MEHEHHH B  yKa3aHHbIE JOKYMEHTBHI, OTKa3 YIOJHOMOYEHHOro (enepanpHOrO  OpraHa
HCIOJIHUTEIBHOM BJIACTU B BbIJIaU€ 3aKIIOYEHUS O COOTBETCTBHM MPOU3BOJUTENS JIEKAPCTBEHHBIX
CpencTB TpeOOBaHUSIM MPABUII HAJUICKAIIEH TPOU3BOACTBEHHOM MPAKTUKU B CIIydae M3MEHEHUS U (WJTH)
JIONIOJITHEHUS TPOM3BOJICTBEHHOM IUIOMIAJKK JIEKQPCTBEHHOIO Ipenapara, €ciu MPOU3BOACTBO
JICKAPCTBEHHOTO TIpernapara [Jjisi BETEPUHAPHOTO MPUMEHEHUSI OCYILECTBIISICTCS 3a IMpeaeiaaMu
Poccuiickoit denepanuu, Ui OTCYTCTBUE 3TOTO 3aKJIFOYEHUS.

(uactb 7.1 BBennena @exnepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

8. lomyckaeTcst oOpallieHue JIeKapCTBEHHBIX MPENapaToB Jjs BETEPUHAPHOTO MPUMEHEHHS 10
WCTEUCHHS CPOKA TOJJHOCTH, MPOU3BEJICHHBIX B TEYEHUE CTa BOCBMHECSITH JTHEW MOCIIE TaThl TPUHSATHUS
YIOJHOMOYECHHBIM (he/IepabHBIM OpPTraHOM HCIOJHHUTEIBHOM BIACTH PEIICHUS O BHECEHHH M3MEHEHUH
B JIOKYMEHTBI, COJEpKAlIMecsi B PEruCTPAllMOHHOM JI0OCh€ Ha JICKAPCTBEHHBIM Ipemapar, B
COOTBETCTBUHM C HWH(]oOpMammeil, coaepameiicss B JOKYMEHTaX pErMCTPAllMOHHOTO JIOChe Ha
JIeKapCTBEHHBIH Mpenapar A0 1aThl IPUHATHS TAaKOTO PELICHMUS.

(uactp 8 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynprantlntoc: npumeyanue.
O Bo3MOXXHOCTH OOpamieHuss B P® JjieKkapCTBEHHBIX MpPENapaToB IMOCJIE MNPUHATUS pEIICHUs 00

OTMEHE T'OCPErHCTpallii U MCKIIIOUEHHBIX U3 peecTpa (papManeBTHUYEeCKUX cyOcTaHuuil cM. cT. 4 O3
or 30.01.2024 N 1-®3.

Cratbsa 32. OTMeHa rocyfapCTBEHHOM perucrpaumm nekapcTBeHHOro npenapara
Pemenne 06 oTMeHe TrocyapCTBEHHOW PErUCTPAIMK JIGKAPCTBEHHOTO MperapaTa U UCKIIOUYCHUH
JICKAPCTBCHHOTI'O IIpCIiapaTa U3 TOCYAApPCTBCHHOI'0 PECCTpa JICKAPCTBCHHBLIX CPCACTB IIPHUHUMACTCS

YHOJHOMOYCHHBIM (I)C,[[CpaJ'IBHLIM OpraHom HCIIOJIHUTEIbLHOM BIACTH B cjydac:

1) nmpencraBieHHsT — COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  (eiepalibHBIM  OpraHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [ata coxpaHeHus: 15.07.2025

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

WCTIOJTHUTEJIbHOW BJIACTH 3aKIIOYCHUS O PUCKE WIM 00 yrpo3e 3J0pOBBIO, KH3HH 4YeJIOBEKa WU
’KMBOTHOTO TMPH NMPUMEHEHUHU JICKAPCTBCHHOTO Mpernapara, MPEBBIIAIUX ero 3G PeKTHBHOCTD, IO
pe3ysbTaTaM OCYIIECTBISIEMOTO UM MOHUTOPUHTA 0€30MaCHOCTH JICKAPCTBEHHOT'O MperapaTa;

Koncynprantlntoc: npumeyanue.

[Tonoxxenus ct. 32 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs MpeIoCTaBlIeHUs TOC. YCIYT Ipu
oOpallleHnu JIEKapCTBEHHBIX CPEJICTB Ui MEIUIMHCKOTO M BETEPUHAPHOTO NPUMEHEHUs
MOCPEJICTBOM €IMHOM CUCTEMBI U (WJIM) eIuHOTO TopTaia, mpuMmenstores ¢ 01.01.2026.

2) mojayM JepkaTesieM WIM BIAJENblEeM PEeruCTPAMOHHOIO YJOCTOBEPEHUS JIEKapCTBEHHOI'O
mpernapaTa WIM YIOJHOMOYEHHBIM WM JAPYTUM IOPUIMYECKUM JIMLIOM 3asBIIEHUS 00 OTMEHe
FOCYyJJApCTBEHHOW  PErucTpalyy  JIEKapCTBEHHOIO  IIpernapara,  IMOAIMCAHHOIO  YCUJIIEHHOM
KBUTU(UIIMPOBAHHON JJIEKTPOHHOW TMOAMUCHI0, IMYTEM €ro HaIpaBJICHUS TOCPEICTBOM EIMHOTO
rmopraja B YIMOJTHOMOYEHHBIH (henepanbHblii OpraH WCHOJHUTEIBHON BIIACTH WU JIMYHBIA KaOWHET
YIOJIHOMOYEHHOTO (heZiepalbHOTO OpraHa UCTIOIHUTEFHON BIIACTH B €MHON CUCTEME;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

Koncynprantllntoc: npumeuanue.
C 01.01.2026 m. 3 - 6 cT. 32 HE pacHpOCTPaHSIOTCS HA MPABOOTHOIIEHHWS, BO3HUKAIOIIUE TPHU
00palIeHuN JIeKapCTBEHHBIX CPeACTB A MeauuuHckoro npumenenus (O3 ot 30.01.2024 N 1-D3).

3) HEMOATBEPKIACHHS TOCYJApCTBEHHOM perucTpaiuy JeKapcTBEHHOTO MpernapaTa 1Mo UCTeUeHUN
CpOKa JIeUCTBUS PETUCTPALMOHHOTO YOCTOBEPEHHUS, BBIJAHHOTO Ha MSTh JIET;

4) wHempencTtaBleHUs 3asgBUTENEM HMH(OpMAIMHM, KOTOpas MOXET TIOBJeYb 3a CcoOOM
HEOO0XOIMMOCTh BHECEHHSI M3MEHEHHMH B JIOKYMEHTBI, COJEpIKAIIMEeCs] B PErHCTPAlMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIM IIpernapar, B TEYEHHE TpUILUATH pabouux JHEH co JHSA
HACTYIIJICHUS dTUX U3MCHECHMI;

5) ocylecTBIEHUs] TOCYAAPCTBEHHOM PErucTpalyy JEKapCTBEHHOIO Iperapara HoJ TOProBbIM
HAaUMEHOBAHMEM 3apETUCTPUPOBAHHOIO paHEee IO TUM TOPrOBBIM HANMEHOBAaHUEM JIEKAPCTBEHHOI'O
npemnapara, OTINYaroIerocss Ka4€CTBCHHBIM COCTABOM I[CI‘/’ICTBYIOH_II/IX BCIICCTB,

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

6) OCyIIECTBIICHHSI TOCYIaPCTBEHHOW PETUCTPAIIMH OJTHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara
B OTHOIICHWW OJHOTO W TOTO K€ JEpKaTellsl WM BIIAJeliblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JICKApCTBEHHOTO Tpernapata B BHJIE JBYX H 0oJiee JIGKAPCTBEHHBIX NPENapaToB IO Pa3IHYHBIMU
TOPTOBBIMU HAMEHOBaHUSIMU;
(n. 6 B pen. ®enepanbHoro 3akona ot 04.06.2018 N 140-D3)

7) BBIHECEHUS CYIOM pCEUICHHS O HapylmIeHWH TMpaB MpaBooOiagaTelis OOBEKTOB
HHTEJUIEKTyaIbHONW COOCTBEHHOCTH MPH 00pallieH!H JTEKapCTBEHHBIX CPE/ICTB;

KoncynbrantlIntoc: npumeyanue.
C 01.01.2026 1. 8 cT1. 32 HE pacpOCTPaHICTCS Ha MPABOOTHOIICHHSI, BO3HUKAIOIIUE TIPH OOpaIICHUN
JIEKapCTBEHHBIX CPEJCTB s MeauHCcKoro nmpumenenus (P3 ot 30.01.2024 N 1-D3).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

8) OoTCyTCTBUS JIEKapCTBEHHOTO Ipenapara B oOpamieHuu B Poccuiickoit dexepaunn B TeueHHe
Tpex u Oolee JeT;
(n. 8 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

9) HeBBIMOMHEHUSA JAep)KaTeleM WM  BIAJCTbLEM PETUCTPAIMOHHOTO  yJAOCTOBEPEHUS
JIEKapCTBEHHOTO TIpenapara Ju00 YIMOITHOMOYEHHBIM UMH JPYTUM IOPUANYECKUM JIUIIOM MEPOTPUSTHI
mo oOecneyeHuto OEe30MacHOCTH JISKAPCTBEHHBIX IPENapaToB, YCTAHOBJICHHBIX YIOJIHOMOYEHHBIM
(denepanbHBIM OpPraHOM HCIOJHUTENBHON BIACTU B COOTBETCTBUM C dYacTasmu 3 u 4 crathu 64
HacTosiero denepaabHOTO 3aKOHA, B paMKaxX OCYIIECTBICHUS (hapMaKOHAI30Da;

(n. 9 BBenen denepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

10) orkaza nepxkaTenss WIM BIAAEIbIA PErHMCTPALMOHHOIO YJOCTOBEPEHUS JIEKAPCTBEHHOI'O
npenapaTta Ju00 YHOJHOMOYEHHOTO MMM JPYTrOro HOPHUIMYECKOro JIMIA OT BHECEHHUsS W3MEHEHUU B
MHCTPYKLHIO 10 NPUMEHEHUIO JIEKAPCTBEHHOr'O IIpernapara, KacaroIlMXCs HOBBIX IOATBEPKIACHHBIX
JAHHBIX O TOM, YTO PUCK NMPUYUHEHHUS BpeAa 370POBBIO UEIOBEKA WM )KMBOTHOI'O BCIIEJICTBUE IpUeMa
JICKapCTBEHHOTO Mpernapara npeBbiaeT 3pGeKTUBHOCT €r0 IPUMEHEHUS.

(n. 10 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

CraTtba 33. FlocyaapCcTBEHHbIN peecTp fieKapCTBEHHbIX CPeacTB

1. TocynapcTBeHHBII peecTp JEKapCTBEHHBIX CPEJICTB COJEPKHUT IepeueHb JIEKAPCTBEHHBIX
MpernapaToB, MPOLIEAIINX FOCYIaPCTBEHHYIO PETUCTPAIIMIO, TepeYeHb (hapMaleBTHUECKUX CyOCTaHIINH,
BXOJISIIIUX B COCTaB JIEKAPCTBEHHBIX MIPETIAPATOB, U CIEAYIONIYIO HH(pOpMAIHio:

1) B OTHOIIEHNH JIEKAPCTBEHHBIX IIPENapaToB:

a) HaWMMCHOBAHHWE JICKAPCTBCHHOI'O TIpermapaTa (MEXIyHapOJHOE HEMAaTeHTOBAaHHOEe, WIIN
IPYIIHUPOBOYHOE, WM XUMUYECKOE U TOPrOBOC HAUMEHOBAHHS );
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

0) nexapcTBeHHas ¢opMa C yKazaHHEM JI03UPOBKHU JIEKAPCTBEHHOT'O TMperapara U ero KoJn4ecTBa
B IOTPEOUTETHCKON YIIaKOBKE;

B) HAUMEHOBAHUE JiepKaTells WK BJIAJeNblia PETUCTPALIMOHHOTO YOCTOBEPEHHUS JIEKaPCTBEHHOTO
Ipernapara ¥ CBEJCHUs O PErUCTpalMU Jep KaTess WIM BaJeNblia PErUCTPALMOHHOIO YA0CTOBEPEHUS
JIEKapCTBEHHOT' O IpenapaTa JUlsi MEJUIIMHCKOTO IIPUMEHEHUS B KaUeCTBE HAJIOTOIIAaTENbIMKA B CTPaHe
perucTpanuu (111 pOCCUMCKUX IOPUINYECKUX JIUI] - MICHTU()UKALMOHHBIA HOMEp HaJlorornjarebIiuKa
(MHH), nans WHOCTpaHHBIX  IOPUAMYECKUX JIMI[ - CTpaHa pErUCTpald, HauMEHOBaHHE
PETUCTPUPYIOLIETO OPraHa, PETUCTPALMOHHBIA HOMEP, KOJ HAJIOTOIUIATENbIINKA B CTPAHE PETUCTpaLUU
(MHKOpIIOpaIMK) UJIN €TO aHaJor);

(nm. "B" B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAMMEHOBAHME U apec MPOU3BOJUTENIS JIEKAPCTBEHHOTO Iperapara U CBEJCHHs O PerucTpalun
MPOU3BOAUTENS]  JIEKAPCTBEHHOrO Ipemapara s MEOUIUHCKOIO IPUMEHEHHUS B  KadyecTBe
HAJIOTOIUIATENBIIMKA B  CTpaHe  perucTpauud (A7  POCCHMCKUX — IOPUAWYECKUX — JHUI -
uAeHTH(PUKAIIMOHHBIM HOMep Hanororiarensinuka (MHH), mist MHOCTpaHHBIX IOPUIAWYSCKUX JIHII -
CTpaHa pErucTpaluy, HAaUMEHOBAHHE PETUCTPUPYIOIIETO0 OpraHa, PEruCTPAaLMOHHBI HOMEp, KOJ
HaJIOTOIUIaTENbIINKA B CTPAaHEe perucTpanuy (MHKOPIIOPAlliK) WK €ro aHaJlor);

(mm. "r" B pen. denepanpHOro 3akoHa ot 28.12.2017 N 425-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

1) (bapMakoTepaneBTH4eCKas rpymnrma, KO/l JIEKapCTBEHHOTO npemnapara o
aHaTOMO-TEPaNeBTUUYECKO-XUMHUECKON Kilaccu(UKaluu, peKOMEeHI0BaHHON BecemupHol opranuzamueit
3JIpaBOOXPAHECHHUS;

(nm. "n" B pen. @eaepanbHOro 3akona ot 22.12.2014 N 429-03)
e) IMMOKa3aHus U IMMPOTHUBOIIOKAa3aHUA K IPUMCHCHUIO JICKAPCTBCHHOTI'O ITpeIiapara,
) TOOOYHBIE ISHCTBUS JIEKAPCTBEHHOTO Mpenapara;
3) CPOK TOJTHOCTH JIEKaPCTBEHHOTO TIperapara;
M) YCIOBHS XpaHEHHUs JIEKAPCTBEHHOTO Mpernapara;
K) YCIIOBHS OTITyCKa JIEKapCTBEHHOTr'O Iperapara;

J) HOMep (apMakoneiHHONH CTaThl WM B CIydae €€ OTCYTCTBHSI HOMEp HOPMAaTHBHOU
JOKYMEHTAIMH JINOO HOPMAaTUBHOTO TOKYMEHTA;

M) JaTa rocyJapCTBEHHOW PErucTpalyy JIEKAPCTBEHHOIO Ipernapara W €ro perucTpaldoOHHBINA
HOMEp, JaTa 3aMEHbl PETUCTPALIMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOIO INpernapaTra Ha OeccpodyHoe
PETUCTPALIMOHHOE  YAOCTOBEPEHUE JIEKapCTBEHHOIO IIpemnapaTra, JaTa I0Ja4yd 3asABICHUS O
MOATBEPKJICHUU TOCYAApPCTBEHHOW PErucTpaludyd JIEKAPCTBEHHOrO Ipemnapara, Jara OTMEHBI
roCyJapCTBEHHOHN PErnCTpany JEKapCTBEHHOTO NIpenapara;

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

H) KaueCTBEHHBI COCTaB M KOJWYECTBEHHBIH COCTAB JCHCTBYIOUIUX BEIICCTB W Ka4eCTBCHHBIN
COCTaB BCIIOMOTaTeNbHBIX BEIIECTB JIEKAPCTBEHHOTO MIperapara;
(nm. "H" BBeneH PeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

0) uHpopMalus 000 BCeX pa3pelIeHHBIX BUIaX BTOPHUHOU (MOTPEOUTEIHCKOM) YITAKOBKY;
(nm. "o" BBeaeH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

1) JaTa TPUHATHS PEHICHUS O BO3MOXHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIM Npemapar MpH
rOCYJapCTBEHHOM pErucTpali B  KadecTBe Op¢aHHOTO JICKAPCTBEHHOTO Tmpemapara (s
JIEKapCTBEHHBIX MPEMapaToB ISl MEIUIIUHCKOTO MPUMEHEHUS);

(mm. "n" BBenen PepepanbHbIM 3akOoHOM OT 22.12.2014 N 429-®3; B pen. deaepanbHOro 3aKoHa OT
27.12.2019 N 475-®3)

p) Hamuyue JEKapCTBEHHOrO Mpernapara B MHEPEeYHE >KU3HEHHO HEOOXOAMMBIX M Ba)KHEUIINX
JIEKapCTBEHHBIX MPEMapaToB (I JIEKAPCTBEHHBIX MPEMApaTOB JJISI 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) HaJW4Yue B JIEKAPCTBEHHOM TIperapare HapKOTUYECKUX CPEJCTB, MCUXOTPOIHBIX BEIIECTB U UX
MPEKYpCOpPOB,  MOIEKAIIMX KOHTpoio B  Poccuiickoit @enepauumd, B  COOTBETCTBUM  C
3akoHomarensCcTBOM  Poccmiickoit  @Penepannu, MEXIyHapOAHBIMM  JOoroBopaMu  Poccuiickoit
®enepanun, B ToM unciie EquHON KOHBEHIIMENW 0 HapKOTHYeCKuX cpeAacTBax 1961 romga u KoHBeHnuei
0 MICUXOTPOIHBIX BemecTBax 1971 rona;

(nm. "c" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

T) uHpoOpMAIUs O TOM, SBISIETCS U JAaHHBIM JIGKAPCTBEHHBIM TMpemapaT pedepeHTHBIM
JIEKApCTBEHHBIM IIPENapaToM;
(nm. "1" BBeneHn denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

y) CBEIEHUsI O Tojaue 3asBJICHUS O BHECCHHUM H3MEHEHWW B JIOKYMEHTBI, COJEpXaIlhecs B
PEruCTPaIIMOHHOM JI0Ch€ Ha JIEKAPCTBEHHBIN MTpenapar;
(. "y" BBeaeH denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

¢) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbhblii 3akoH ot 27.12.2019 N 475-D3;

X) CPOK BBEJCHHUS JICKAPCTBCHHOTO TpernapaTa JUiss BETEPUHAPHOTO MPUMEHEHUS B TPaKIaHCKHUN
o0oporT;
nen

(mm. "x" BBeneH ®exnepanbHbIM 3aKoHOM OT 22.12.2014 N 429-d3; B pen. denepanbHoro 3akoHa OT
30.01.2024 N 1-®3)

1n) wuHbopManusg O TOM, SBISIETCS JM JaHHBIA JIEKAPCTBEHHBIM Mpenapar opgaHHBIM
JIEKapCTBEHHBIM npenapaTom, UMMYHOOHOJIOTUYECKUM JIEKapCTBEHHBIM npenapaTom,
paarodapMaleBTHUECKUM  JIGKAPCTBEHHBIM  TIperapaToM, TOMEONaTHUYeCKUM  JIEKApCTBEHHBIM
mpemapaToM, OMOJIOTHYECKUM JICKAPCTBEHHBIM IPENapaToM, BBICOKOTEXHOJOTHYHBIM JIEKAPCTBEHHBIM
MpEenapaToM, BIIEPBBIE 3aPETUCTPUPOBAaHHBIM B Poccuiickoit deaepanuy B COOTBETCTBUU C HACTOSIIIIUM
@denepanbHbIM 3aKOHOM MJIM aKTaMH, COCTAaBIISIOIUMU ITpaBo Coro3a;
(mm. "u" BBenen deaepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

2) B OTHOIIEHUHU (hapMaIleBTHUECKUX CYOCTaHIIMA:

a) HauMeHOBaHHME (papMmaleBTHUYECKON cyOcTaHIMM (MEXIYHAapOJHOE HENaTeHTOBAHHOE, WIIU
IPYNIMPOBOYHOE, WM XHMHUYECKOE M TOPrOBO€ HaMMEHOBaHMs), (opMma BBIMYCKa (C YKa3aHHEM
JO3UPOBKHU (IIpU HAIUYUK), HaCOBKU U YIIaKOBKH);

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

0) HaMMEHOBaHME W ajJpec MPOU3BOMUTENS (apMalEeBTHUECKOH CyOCTaHIUM (Ui POCCHUCKUX
IOPUMYECKHUX JIMI - MACHTHU(QHUKAIWMOHHBIH HOMmep Hanoromarensinuka (MHH), mns mHOCTpaHHBIX
IOPUIMYECKUX  JIML - CTpaHa pEerucTpalud, HauMMEHOBAHHWE PETHUCTPUPYIOIIEr0  OpraHa,
PEruCTPallMOHHBINA HOMEP, KOJ HAJIOTOIIATENbIINKA B CTPAHE PErUCTpalMK (MHKOPIIOpAIUU) WIH €Tro
aHaJjor);

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

B) CPOK TOAHOCTH (papMalieBTUIECKON CyOCTaHITNY;
T') YCJIOBHUS XpaHEHUs papMarieBTUICCKON CyOCTaHIINM;

) HoMmep (apMakoneidHONW CTaTbu WM B ClIy4ae €€ OTCYTCTBHSL HOMEp HOPMAaTHUBHOU
JOKYMEHTAIH 00 HOPMATUBHOTO TOKYMEHTA;

€) Hajmuare (GapMareBTUYECKON CyOCTaHIIMU B IIEPEUYHE HAPKOTHYECKUX CPEICTB, MICUXOTPOITHBIX
BEIIECTB U HUX MPEKYpPCOPOB, MOMJICKAIMX KOHTpoJtO B Poccuiickoin ®denepannv, B COOTBETCTBUU C
3aKoHOJaTenbCcTBOM  Poccuiickoit  ®Denepanuv, MEXKIyHApOAHBIMU  JoroBopamu  Poccuiickoi
®epnepaunn, B TOM uncie EnnHON KOHBEHIMEH 0 HapkoTHUeckux cpeactBax 1961 roga u Konpenmmei
0 MCUXOTPONHBIX BemecTBax 1971 roxa.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

(nm. "e" BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

2. ®apmareBTHUECKas CyOCTaHIUs, MPOU3BEACHHAS TSl peaU3alii, MOXET OBITh BKJIIOYCHA B
TOCYJapCTBEHHBII PEEeCcTp JIEKAPCTBEHHBIX CPEACTB HAa OCHOBAaHMU 3asBICHHS pa3pabOTUMKa WU
MIPOU3BOJUTENS JIEKAPCTBEHHOI'O CPEJACTBA JIMOO YHNOJHOMOYEHHOIO MMH IOPHIMYECKOro JUIa MNpu
YCIIOBUU MPOBEJEHUS B OTHOLIEHUHM TakoW (apMaleBTUYECKOW CyOCTaHLMM SKCIEPTH3bl KauyecTBa
(apmaieBTHUECKO CyOCTaHIIMU B MOPSAIKE, YCTAaHOBIEHHOM cTaTheil 34 Hacrosimero denepaibHOrO
3akoHa. B oTHomeHuu QapmManeBTHUECKHX CyOCTaHIIMN, MNPOU3BENEHHBIX [UIS peaau3alui, B
rOCYJJapCTBEHHOM peecTpe JeKapCTBEHHBIX CPEACTB COACPKUTCS CleAyIOoIIas HHPOpMaLUs:

1) HaumMeHoBaHue (apMaleBTUYECKON CyOCTaHIMHM (MEXIyHAapOJHOE HENaTeHTOBAHHOE, WU
IpYNIUPOBOYHOE, WM XMMHYECKOE M TOProBO€ HAMMEHOBaHUs), (opMma BBIMyCKa (C yKazaHHEM
JO3UPOBKHU (IIpU HAIUYUH), (HPaCOBKU U YIIaKOBKH);

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

2) HauMEHOBaHMe, aJipec MPOU3BOAUTENS (papMalleBTUYECKON CyOCTaHIIUM, a TAKXKE B OTHOLIEHUU
JIEKAPCTBEHHBIX CPEACTB I MEAUIMHCKOIO IPUMEHEHMs CBEICHUS O PErMCTPAallMM IPOU3BOIUTEISA
(dapManeBTHUECKOW CyOCTaHIIMM B KAyeCTBE HAJIOTOIJIATENbIIMKA B CTPaHE PETUCTparuu (JUIs
POCCHUHCKHMX IOPUAWYECKUX JHI - WACHTU(UKAIMOHHBIM Homep Hanoromarensiiuka (MHH), s
VHOCTPAHHBIX IOPUIUYECKUX JIMI] - CTpaHa PETHCTpalyy, HAUMEHOBAaHHE PErMCTPHUPYIOLIErO OpraHa,
PEruCTpaliMOHHBI HOMEP, KO/ HAJIOTOIUIATENbIINKA B CTPaHE PErHMCcTpaluu (MHKOPIOPALUH) WIH €ro
aHajor);

(n. 2 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMaleBTUYECKON CyOCTaHINY;
4) yciioBus XpaHeHUs (papMareBTUIECKON CyOCTaHINY;

5) Homep (apmakomeiHON craThu JUOO B CiIy4yae €€ OTCYTCTBHUS HOMEpP HOpPMAaTHBHOMN
JOKYMEHTALMH UM HOPMATUBHOTO JOKYMEHTA;

6) Hanuuue (apMaleBTUUECKONW CyOCTAaHIIMM B NEpeyHEe HAPKOTHUYECKUX CPEICTB, ICUXOTPOIHBIX
BEILECTB U UX MPEKYpPCOPOB, MOIECKAIUX KOHTposro B Poccuiickonn denepannu, B COOTBETCTBUU C
3akoHomarenscTBOM  Poccuiickoi  ®Penepaunu, MEXIyHAapOAHBIMM  JOroBopaMu  Poccuiickoit
®enepanyu, B ToM uyrciae EquHoll KOHBeHIMEH 0 HapKoTHUecKux cpeactBax 1961 roxa m Konpennuei
0 MICUXOTPONHBIX BemecTBax 1971 rona;

7) nata BKJIIOYEHMsI (hapMalieBTUYECKON CyOCTaHLIMU B TOCYAAPCTBEHHBINA peecTp JIEKAPCTBEHHBIX
CPEeZCTB, JlaTa BHECEHUSI U3MEHEHHUH B TOKYMEHTHI (DapMaleBTUUECKOM CyOCTaHIMH, 1aTa UCKIIOUEHHS
(bapManeBTHUECKON CyOCTaHIIMH U3 TOCYJapCTBEHHOTO peecTpa JeKapCTBEHHbBIX CPECTB.

(dactsp 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. HO[ZSIZ!OK BCACHUA TOCyAapCTBCHHOI'0 pPEeCTpa JCKAPCTBECHHBIX CPCACTB AJId MCAUIHUHCKOI'O
NPpUMEHCHUA W [OPAJOK BCIACHUA TOCYJAPCTBECHHOTO pPEECTpa JICKAPCTBCHHBIX CpPCACTB I
BCTCPHUHAPHOI'O MPHUMEHEHUA YTBEPKAAKOTCA COOTBETCTBYIOIIHUM YIIOJTHOMOYCHHBIM (beﬂepaJ'IBHBIM
OpraHoM HCIIOJTHUTEILHOM BIIACTH.

Koncynprantllntoc: npumeuanue.
[Tonoxxenus ct. 34 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs MpeIoCTaBlIeHUs TOC. YCIYT MpU
0oOpalleHun JIEKapCTBEHHBIX CPEJICTB JJIs MEIULMHCKOTO W BETEPUHAPHOTO IMPUMEHEHHUS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

MOCPEJICTBOM €IMHOM CUCTEMBI U (WJIH) eIUHOTO TIopTana, mpuMmensitores ¢ 01.01.2026.

Cratba 34. BkniouveHue B rocyfapCTBEeHHbIM peecTp JIeKapCTBEHHbIX CpeaAcTB U
UCKIIOYEeHne u3 rocyaapcTBeHHOro peecTtpa fleKapCTBEHHbIX cpeacTs
chapmaneBTUYECKON CyOCTaHLMKN, NPOU3BEAECHHON ANA peanu3auumu
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Hnsa BriroyeHHs (apManeBTUYECKOH CyOCTaHIMM, INPOU3BEICHHON M peanu3aluu, B
rOCy/IapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB, IPOBOAUTCA IKCIIEPTHU3A €€ KAUECTBA.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. DOkcmepTru3a KadyecTBa YKa3aHHOW B dacTtu | Hacrosmied cratbu (papmaneBTHUECKON
CyOCTaHIIMM, COCTAaBJICHHE KOMHUCCHEH HKCIEPTOB 3aKIIOUYEHHUN IO pe3ysbTaTaM 3TOH HKCIEPTHU3BI,
MOJANUCAHUE WX YCHJIEHHBIMH KBaTU(UIIUPOBAHHBIMU JJIEKTPOHHBIMHU TMOJIKUCSAMH, HaIpaBlICHUE
JAHHBIX 3aKJIIOUEHUHN B JIMYHBIA KaOMHET YIOJHOMOYEHHOro (efepaibHOr0 OpraHa MCIONIHUTEIHHON
BJIACTU B €IMHOW CHUCTEME OCYLIECTBIISIOTCS B CPOK, HE MPEBBINAIONIMNA TPUALATH pabouYux IHEU co
JTHS] HalpaBJICHUS B JIMUYHBIM KAOMHET SKCIIEPTHOIO YUPEXKIEHUS B €JUHON CUCTEME COOTBETCTBYIOIETO
3aJlaHusl  YIIOJIHOMOYEHHOro (efepajbHOrO OpraHa MCIOJIHUTEIbHOW BJIACTHU, MOIINHCAHHOIO
YCUJICHHOW KBaTU()UIIMPOBAHHOMN 3JIEKTPOHHOM MOIMUCHIO, M CISAYIONINX TOKYMEHTOB (CBEIACHUH):

(B pen. deaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1) cBeneHusa o Aate MPEIOCTABICHUS U PETUCTPALMOHHOM HOMEpPE JHIICH3UMH Ha MPOU3BOACTBO
JIEKAPCTBEHHBIX CPEACTB WIJIM CBEJACHUS O Jare MPEeAOCTaBICHUS U PErUCTPAllMOHHOM HOMeEpe
3aKJIIOYEHUSI O COOTBETCTBUU TPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHMSIM IIPaBUI
HaJUIeKaIIed TPOU3BOJCTBEHHOM TIPAKTHUKH, BBIAHHBIX (MIPEIOCTABICHHBIX) YIOJIHOMOYEHHBIM
(dbenepalbHBIM OpPraHOM HCIIOJHUTEIHHOM BJIACTH, B CIy4ae, €CIM IMPOU3BOJCTBO JIEKAPCTBEHHOTO
cpencTBa ocymiecTBisieTcs: B Poccuiickoii @enepanyu;

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

2) KomMsl JIOKYMEHTa, BBIJIAHHOTO YIOJHOMOYEHHBIM OPraHOM CTPaHbl MPOU3BOAUTEIS
JIEKApCTBEHHOT'O CPEJICTBA U MOATBEPKIAIOIIETO pa3pellieHne MPON3BO/ICTBA JIEKAPCTBEHHOT'O CPEJICTBA,
1 €TO0 MEPEBOJ HA PYCCKHUH S3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM MOPSIKE, a TAK)KE KOMHUS 3aKITFOUCHHS
O COOTBETCTBUM TPOM3BOIUTENS JIGKAPCTBEHHBIX CPEACTB TPEOOBAaHUSAM MpaBUI HaJIekKaIei
MIPOM3BOJICTBEHHON MPAKTUKH, BBIJAHHOTO YIOJTHOMOYEHHBIM (pe/iepalbHbIM OPTaHOM HCTIOHUTEIHHON
BIIACTH, TUOO KOMHS pEIIeHHs] YIMOJIHOMOYEHHOTO (heepaabHOro OpraHa HCIOTHUTEIbHOW BIACTH O
MpOBEeHUN  (papMalleBTUYECKOW  WMHCIEKIIMA  MPOU3BOJCTBA  JICKAPCTBEHHBIX  CPEIACTB IS
MEJIMIIMHCKOTO MPUMEHEHHUsI Ha COOTBETCTBHE TPEOOBAHUAM IPABUJ HaJJIekKaIlel MPOU3BOACTBEHHOMN
MpakTUKU EBpa3uiickoro 3KOHOMHYECKOTO COI03a. YKa3aHHBIC JTOKYMEHTHI IIPEJICTABIIIOTCS B Cydae,
€CIM TMPOM3BOACTBO JIEKAPCTBEHHOTO CpEJCTBA OCYIIECTBIsETCS 3a Tmpenenamu Poccuiickoit
®enepannu;

(B pen. ®eaepanpHbix 3aKk0HOB OT 04.06.2018 N _140-D3, ot 30.01.2024 N 1-D3)

3) IOKYMEHT, coJiepKaluii ciaeIyromue cBeJeHus 0 (papMareBTHIECKO cyOCTaHInu:
a) HaMMEHOBaHUE (papMaIeBTUICCKON CyOCTaHINH, €e CTPYKTYypa, OOIIHe CBOMCTBA,
0) HaMMEHOBAHUE U a/IpeC MPOU3BOIUTENS;

B) TEXHOJIOTHUA IMPOU3BOACTBA C OIIMCAHHUEM CTaI[I/Iﬁ IMPOU3BOACTBA U METOJ0B KOHTPOJISI HAa BCEX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

CTagugXx IMPOU3BOACTBA,
1") OIIMCaHHuEC pa3p360TKI/I mponecca npou3BOJACTBA,

J1) OIMCAaHUE KOHTPOJS KPUTHUUECKHX CTaJU{ IIpoliecca IPOU3BOACTBA M IPOMEKYTOUHOMN
TIPOJTyKIIMH;

€) TOKYMEHTAJIbHOE TIOJITBEPIKCHUE (BATHIAIINSI) POIIECCOB | (UJTN) MX OIEHKA,
’K) CBOMCTBA U CTPYKTypa JIEHCTBYIOIINX BEIIECTB;

3) XapaKTepHUCTHUKA IPHUMECEI;

1) crienudukanys Ha hapMareBTHUECKYIO CyOCTaHIINIO U €¢ 000CHOBAHUE;

K) aHAIUTHYECKUE METOJUKH, UCIOJIb3yeMble TPU OCYIIECTBICHUM KOHTPOJs KayecTBa
(hapmareBTHIECKON CyOCTaHIINN;

J) TOKYMEHTAJIbHOE TOATBEPKICHNE (BaTuaaIis) aHATUTHIECKUX METOJIUK, UCTIONB3YEeMbIX TPH
OCYIIECTBIICHUU KOHTPOJIS KadecTBa (papMaleBTUUECKON CyOCTaHIINH;

M) pe3yJbTaThl aHAJIM3a cepuil (papmaneBTHUECKOM cyOcTaHIINY;

H) NepCUYCHL CTAaHAAPTHBIX O6p3.3LIOB Wi BCHICCTB, MHCIIOJIB3YCMbIX IIPU OCYIICCTBIICHUU
KOHTPOJIA Ka4€CTBaA,

0) ONMCAHNE XAPAKTEPUCTUK U CBOICTB YIIAKOBOUYHBIX MAaTEPHUAJIOB U YKYIIOPOUHBIX CPE/ICTB;
1) JaHHBIE O CTA0MIIBHOCTH (papManieBTHUECKON CyOCTaHIINH;
P) CPOK T'OJIHOCTH;

4) NMOKyMEHT, COIEpKallluil CBEACHUS O PETUCTPALlMU MPOU3BOIUTENS JEKAPCTBEHHBIX CPE/ICTB
JUISL MEAMIIMHCKOTO MPUMEHEHHsS B KayeCTBE HAJOrOIUIATENbIIMKA B CTPaHE perucTpauuu (s
POCCUICKHX FOPUAMYECKUX JIMI - HIECHTH(UKALMOHHBIA HoMep Hamoromiarensimuka (MHH), mns
WHOCTPAHHBIX IOPUIUYECKUX JIMI[ - CTpaHa PETHUCTpaIlMi, HAUMEHOBAHUE PETHCTPUPYIOIIETO OpraHa,
PErUCTPAIIMOHHBIN HOMED, KO/ HAJIOTOIIATENIBIINKA B CTPAHE PETUCTpAlMK (MHKOPIIOPAIUN) WK €TO
aHajor).
(. 4 BBenen DenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)
(dacts 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. 13.07.2015))

3. [ns npoBeneHHs] SKCHEPTU3bl KayecTBa YKa3aHHOM B dYacTu | Hacrosmed CTaTbu
(dapMameBTHUECKON CyOCTaHIIMM 3asSBUTENh HANPABISET TOCPEACTBOM €IWHOTO TOpTajia B
YIIOJITHOMOYCHHBI  (he/lepaibHBIA ~ OpraH  HMCTIOJHUTEIBHOW  BIIACTH WM  JUYHBIA  KaOWHET
YHOJIHOMOYEHHOTO (he/IepalbHOTO OpraHa UCIOTHUTENLHOM BIIACTH B €IMHOM CHUCTEME:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) 3asBnIEHME O BKIIOUEHUU B TOCYJAapCTBEHHBI PEECTp JIEKAPCTBEHHBIX CPEACTB JAHHOUN
(dapManeBTHUECKOW CyOCTaHIIMM, TOANMHUCAHHOE YCHUJICHHOW KBAIM(UIIMPOBAHHOW 3JIEKTPOHHOM
MIOATHCBIO;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

2) PeKBU3UTHI TIOKYMEHTA, MOATBEPKAAIOLIETO YIIATy TOCYAapCTBEHHOM MONIUIMHEI 32 BKIIIOUEHHE
B FOCY/IapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEACTB (papMaleBTUUEeCKOi CyOCTaHIIUM, POU3BEICHHON
Ul peayn3aiuy, JMOO0 MO COOCTBEHHON WHHUIMATHUBE YKa3aHHBIA JOKYMEHT. YIIOJHOMOYEHHBIN
(denepanbHBI OpraH WCHOJHHUTEIBHOW BIACTH TPOBEpseT (DaKT YIUIAThl TOCYJAPCTBEHHOMN IMOIUTHHEI
3asiBUTEJIEM C UCTOJIb30BaHUEM MH(POpPMAIMK 00 yIjiaTe rocyJapCTBEHHOM MOIUIMHBL, CoIepKalleiics B
I'ocynapcTBeHHOM MHPOPMALMOHHON CHCTEME O TOCYAAPCTBEHHBIX W MYHHMIMIIAIBHBIX IUIaTEXax, Ha
OCHOBAaHMM IPEICTABJICHHBIX 3asBUTEIIEM PEKBU3UTOB JOKYMEHTA, IOATBEP)KIAIOIIETO YIUIATy
roCyJapCTBEHHOM MOIIINHBI,
(B pen. ®enepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

3) IOKyMEHTBI, yKa3aHHBIEC B YACTH 2 HACTOSAIIEH CTaThH;
(B pen. ®eaepanbHoro 3axoHa ot 22.12.2014 N 429-D3)

4) 3asgBIICHHE O BbIJaue pa3pelieHus Ha BBO3 B Poccuiickyro denepannio KOHKPETHON HapTUH
HE3apEerUuCTPUPOBAHHOTO JIEKAPCTBEHHOTO CPEICTBa, MPEJHA3HAYEHHOTO Ui MPOBEACHUS YKa3aHHOU
AKCHEPTU3BI.

(. 4 BBennen denepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

3.1. B ciuyuae HempexacTaBi€HMsI C 3asBJICHHEM O BKIIOUYEHUU B TOCYIAapCTBEHHBIH peecTp
JIEKapCTBEHHBIX  CPEACTB  (hapMalleBTUUECKOM CyOCTaHIMU  BbAABaeMbIX  (TPEAOCTABISIEMbIX )
YIOJIHOMOYEHHBIMU  (heZiepalIbHBIMU  OpraHaMHU MCIIOJIHUTENBHONW BJACTH JOKYMEHTOB (CBEIEHM),
yKa3aHHbIX B MyHKTax 1 M 2 4YacTu 2 HacTosIed cTaTbH, YINOJHOMOYEHHBIN (erepanbHblii Oopran
UCTIOJHUTENIBHOM ~ BJIACTH  3alpalllMBaeT  yKa3aHHbIE JOKYMEHTHl  (CBEACHHUs) B  IOPSAIKE
MEXBEJOMCTBEHHOTO HH()OPMAIIHIOHHOTO B3aUMO/ICHCTBUSI.

(uactp 3.1 BBenena denepanbHbiM 3ak0HOM OT 27.12.2019 N 478-D3; B pen. @enepaibHOro 3aK0Ha OT
30.01.2024 N 1-®3)

4. B Tedenue natu pabouux HEH co THS NPUHITHA 3asBJIEHUS O BKIIIOYEHUN YKa3aHHOM B yactu 1
HacTosied cTaTbu (apMaleBTUYECKOM CyOCTaHLMH B TOCYAApCTBEHHBIH peecTp JIEKapCTBEHHBIX
CPEICTB M JIOKyMEHTOB, IEPEUYUCICHHBIX B 4YacTH | W INyHKTEe 2 YacTH 3 HACTOSIIEH CTaTbH,
YIIOJIHOMOYEHHBIN (heiepabHbIi OpraH UCIOIHUTEIBHOM BIACTH:

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

1) MPOBOIUT MPOBEPKY MOITHOTHI M JIOCTOBEPHOCTH JAHHBIX, COJCPIKAIIMXCS B MPEACTABICHHBIX
3asiBUTEJNIEM JIOKYMEHTAX;
(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) NpUHUMAET PEIICHHE O HANpPaBJICHUM B SKCIEPTHOE YUPEKICHUE 3aJaHUs HAa IPOBEICHUE
9KCIIEPTHU3BI KAUECTBA YKA3aHHOM B 4acTH | HacTosIIeH cTaThu (papManeBTUIeCKON CyOCTaHITNK Wi 00
OTKa3€ B TAKOM HaIPABJICHUU;

3) HampaBisSeT B JWYHBIM KaOWHET 3asBUTENS B CJAMHOW CHUCTEME TMOJANMHMCAHHOE YCHJICHHOW
KBATU(HUIIMPOBAHHON 3JICKTPOHHON MOJNKUCHIO YBEJOMIICHHE O TPHUHSATOM PEIICHHH WA B Ciy4ae
0TKa3a C yKa3aHHeM MPUYHUH TaKOTO OTKa3a.

(B pen. @eaepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

4.1. B cnyuae BBISIBJICHUS HEJJOCTOBEPHOCTH U (MJIM) HEJOCTATOYHOCTU CBEACHUH, COIEPKAIINXCS
B MIPE/ICTABJICHHBIX 3asBUTEIIEM MaTepualiax, yIoJIHOMOUYCHHBIN (eepaabHbIil OpraH UCTIOJHUTEIBHON
BJIACTH HANPABJIET 3asABUTEIIO MOCPEICTBOM €IMHOTO TMOpPTajia WJIM B JIMUYHBINA KAaOWMHET 3asBUTENS B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

eIMHOW CHCTeMe 3ampoc 00 YTOYHCHWH YyKa3aHHBIX CBEJCHWUW, TOJIMHCAHHBIA yCHJICHHOM
KBTU(DUIIMPOBAHHOM 3NIEKTPOHHON MOAMHUCHIO.
(dactb 4.1 B pen. DenepansHoro 3akona ot 30.01.2024 N 1-03)

4.2. 3asButens 00s3aH HANPaBUTh TOCPEACTBOM €IWHOTO IOpTajlia B  YIOJIHOMOYEHHBIN
(benepanbHBI OpraH UCIOTHUTENIBHOM BIACTU WM JIMYHBIN KaOMHET YIIOJIHOMOYEHHOTO (e/iepalbHOTro
OpraHa HUCIOJHMUTENbHON BIAcCTH B €IUMHON CHUCTEME IOJNMCAHHBIA YCHJIEHHOM KBaJIM(UIMPOBAHHOM
JIEKTPOHHON MOJMMCHIO OTBET Ha 3aIpOC YHOJIHOMOYEHHOTO (ellepajIbHOro OpraHa MCIOJHUTEIbHON
BJIACTU B CPOK, HE NPEBBIIIAIOIININ JEeBIHOCTA pabO4YMX JHEH CO JHS MOTY4YEHHUS YIMOTHOMOUYEHHBIM
(benepanbHBIM  OPraHOM HCIOJHHUTEIBHON BJIACTH 3JCKTPOHHOTO YBEIOMJIGHHS O IOJyYeHHUH
3asiBUTENIEM AaHHOTrO 3arpoca. Cpok, yka3aHHbBIN B 4acTu 4 HACTOSIIEN CTaThbH, IPUOCTAHABINBAETCS CO
JTHSl HAIpaBJICHUS 3asBUTEINIO MOCPEICTBOM €IMHOTO NMOpTajla WM B JUYHBIN KaOWMHET 3asBUTENS B
€IMHOW CHCTEME 3alpoca YHNOJHOMOUYEHHOIo (hefepalbHOro OpraHa UCIOJHUTENIBHONW BJIACTH 0 IHS
HampaBJICHUsl 3asBUTENIEM IOCPEICTBOM €IMHOrO IMOopTaja B YIOJHOMOYEHHBIN (enepaabHblii OpraH
UCTIOJHUTEIBHOW  BJACTM WJIM JIMYHBIM KaOMHET YIOJHOMOYEHHOTro (enepajbHOro opraHa
WCIIOJIHUTENIBHON BJIACTH B €AMHOM CHCTEME OTBETa Ha JaHHBIM 3alpoc UM HE YUYUTHIBAETCS NpU
WCYHCIICHUH CpOKa OKCHEepPTH3bl KadecTBa (hapMaIleBTHUECKONW CyOCTaHIIMH, TPOM3BEACHHOW IS
pean3anuy.

(dactp 4.2 B pen. DenepanpHoro 3akona ot 30.01.2024 N 1-03)

5. OcHOBaHMEM [JIs OTKa3a B HAIIPABICHMH B DKCIEPTHOE YUPEXKACHHUE 3alaHus Ha MIPOBEIIECHUE
HKCHEepPTH3bl KadyecTBa YKa3aHHOW B uyacTH | HacTosmed craThM (papmalneBTHUECKOH cyOcTaHIUU
SIBJIIETCS HEIPE/ICTaBICHUE JIOKYMEHTOB, YKa3aHHBIX B YacTU 2 HACTOSIIEW CTaTbU, OTCYTCTBHE
uHpOpMaNKK, TOATBEpPXKIAOMEH (aKT ymiaTel TOCYAApCTBEHHOW MNONUIMHBI 33 BKIIOYECHHUE
(dapmarieBTHUECKON CyOCTaHIIMM, NPOU3BEACHHON [UIsl peaju3aldd, 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 Teuyenme mnsATHamuATH pabOUYMX AHEH CO MHS TOMYYCHHs DPEIICHUS YIOTHOMOYEHHOTO
(henepalbHOTO OpraHa UCIOJIHUTEIILHON BJIACTH O HAIMPABJIECHUU B DKCIIEPTHOE YUPESKICHHUE 3aJaHUs HA
MPOBEJICHUE SKCIEPTU3bl KauyecTBa yKa3aHHOW B yacTu | Hacrosimed cTaThl (papManeBTHYECKON
CyOCTaHIIMH 3asBUTEH MPEJCTABISIET B AKCIIEPTHOE YUPEKICHUE JJIs POBEACHUS TaHHOM SKCTIEPTU3HI
o0Opa3ipl  (hapMareBTHUECKOH CyOCTaHIIMM B KOJIWYECTBE, HEOOXOJUMOM I BOCIPOU3BEICHUS
METOJIOB KOHTPOJIS KauecTBa. DKCIIEPTHOE YUPEIKICHHE MTPH TMOTYUSCHUH 00pa3IoB yKa3aHHOH B yacTu |
HacTosIIeH cTaThu (DapMaleBTHUECKOW CYOCTaHIIMM B TOT K€ J€Hb HAIPaBJSET B JIMYHBIA KaOWHET
3asBUTENS B €IMHON CHCTEME YBEJIOMIICHHE, TTOATBEPIKIAIONIEEe TIOTyYeHHE dTUX 00pasoB. DTH CPOKH
HE BKIIIOYAIOTCS B CPOK MIPOBEACHUS TaHHOM SKCTIEPTHU3BL.

(B pen. @eaepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

7. YTpatun cuny. - @eaepanbublii 3akon oT 30.01.2024 N 1-03.

8. B cpok, He MPEeBBIMIAIONINKA TATH padOYUX JHEW CO JHS HANPABICHUS MOCPEICTBOM €IMHOTO
moprajia B yNOJHOMOYCHHBIN (eaepalbHbIi OpraH HWCIOJHUTEIBLHON BJIACTH WU JIMYHBIA KaOWHET
YIOJIHOMOYEHHOTO (heiepaJbHOr0 OpraHa HCIOJIHUTEIbHONW BJIACTH B €AMHON CHUCTEME 3aKIIIOUEHUs
KOMMCCHH 3KCIEPTOB MO Pe3yjbTaTaM 3KCIEPTU3bl KaUeCTBA YKa3aHHOM B yacTh | HacTosmieil cratbu
(hapmaieBTHUECKOI CyOCTaHIINH, YIIOJTHOMOUYEHHBIN (heJiepaabHbIi OpraH UCIIOTHUTEIBHON BIACTH:

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

1) OCYHICCTBJIACT OLCHKY TAKOI'0 3aKIIFOYCHHUA JIA ONPCACIICHHA €ro COOTBCTCTBUA 3aJdHUIO Ha
MIPOBCACHUC JTaHHOM 9KCHICPTUILI,

2) NpUHUMAaeT pelIeHHEe O BKIOYEHMM YKa3aHHOM B 4acTu 1 Hacrosued crarbu
(bapManeBTHYECKON CyOCTaHIIMU B TOCYJAPCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEICTB WIH pelIeHne 00
OTKa3e B TAKOM BKJIFOUEHUU;

3) BHOCHUT MNpH TPHUHATHU PEIICHHS O BKJIIOUEHHWM YKa3aHHOW B YacTH | HAacTosIIEH CTaThbu
¢dapmaneBTHUECKON  CyOCTaHIIMM B TOCYHApCTBEHHBIM  peecTp  JIEKapCTBEHHBIX  CPEICTB
MPEeIyCMOTPEHHYI0 4YacThio 2 craThu 33 Hacrosimero @enepalbHOTO 3aKoHa HWHMOPMALUIO U
HaMpPAaBIIACT 3asBUTEIIO TIOCPEACTBOM EAMHOTO MOpTaja WIH B JIHYHBIA KAOWHET 3asSBUTENS B €IUHON
CUCTEME BBITTUCKY U3 TOCYIAPCTBEHHOTO PEECTPa JIEKAPCTBEHHBIX CPEJICTB.

(B pen. denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-@3, ot 27.12.2019 N _462-®3, ot 30.01.2024 N
1-®3)

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 peecTp JEKapCTBEHHBIX CPEACTB OIHOMN
(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)

KoncynprantlIntoc: npumeyanue.
O BO3MOXXHOCTH oOOpaiieHusi (hapmaleBTHUEeCKONH CyOCTaHIIMM, MCKIIOYEHHON U3 rocpeecTpa, CM.
tarxe @3 ot 30.01.2024 N 1-D3.

12. Jomyckaetcsi oOpamieHrne (papMareBTUIECKON CyOCTaHIIMHM J0 MCTEUCHUS CPOKAa TOIHOCTH,
MPOU3BEACHHOW ISl peaju3allid B TEYECHHUE CTa BOCBMHUACCATH ITHEW TIOCIE JaThl TPHHSATHUS
YIOJTHOMOYEHHBIM (pelepaTbHBIM OPTraHOM HCTIOJHUTENBHOM BIACTH PEIICHUS O BHECEHHH W3MEHEHUN
B JIOKYMEHTHI Ha (hapMaIleBTUYECKYIO CyOCTaHIINIO, B COOTBETCTBHU ¢ MH(pOpMAIMEH, coaepxKalieiics B
JTOKyMEHTaX Ha (apMaleBTUYECKyI0 CyOCTaHIUIO JI0 JaThl IPHHATHUS TAKOTO PEIICHUSI.

(uactp 12 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

13. Pemenne 00 WUCKIOYEHHMH UW3 TOCYAApCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEICTB
(bapManeBTHUECKONH CyOCTaHLMM, NMPOU3BEICHHON s pealn3aluy, NPUHUMAETCS YHOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIIOJIHUTENBHON BIACTH B CIIyYae:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

1 ) MMPpEaACTaBJICHUA COOTBETCTBYHOIIIUM YIOJIHOMOYCHHBIM (l)e,I[epaJ'ILHBIM OpraHomMm
HCIIOJIHUTEILHON BIIACTH 3aKJIIOUECHHUS O PUCKE WA 00 YIpo3¢€ KU3HHU WJIN 300POBBIO YCIIOBCKA 0o
JKUBOTHOT'O ITPU HUCIIOJIb30BAHNHU JICKAPCTBCHHOI'O CPCACTBA,

2) HampaBieHMs ~ pa3pa0OTUYMKOM  JIEKapCTBEHHOTO  CpEICTBA WM  IPOU3BOJUTENIEM
JICKAapCTBEHHOT'O CPEACTBA 60 YHOOJIHOMOYCHHBIM UMH JPYTHUM HOPUANYCCKUM JIUIOM IOCPECACTBOM
€IMHOr0 TOopTaja B YHNOJHOMOYEHHBIM (eaepalbHblii OpraH HCIOJHUTEIBHOW BJIACTH WM JIMYHBIHA
KaOMHET YNOJHOMOYEHHOTO (hefepasbHOr0 OpraHa HCHOJHHUTENbHOM BIacTH B €AMHOM cHcTeMe
MOJIMMCAHHOTO YCUJICHHON KBaTM(PUUIMPOBAHHON >JIEKTPOHHON MOANMUCKHIO 3asBICHHUS 00 MCKIIOYEHUHU
U3 TOCYIApCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEACTB  (hapMalleBTHUECKOM  CcyOcTaHLuW,
IIPOU3BEACHHON IS pealn3alny;

(. 2 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

Koncynperantllnmtoc: mpumeuanue.
C 01.01.2026 m. 3 4. 13 cr. 34 He pacnpocCTpaHsAETCs Ha MPABOOTHOIIEHHUS, BO3ZHUKAIOIIUE TPHU
oOpallleHnH JIEKapCTBEHHBIX CPEACTB s MeaunuHckoro npumenenus (@3 ot 30.01.2024 N 1-D3).

3) oTcyTcTBHS (hapMaleBTUUECKONW CyOCTaHITNH, IIPOU3BEACHHOM IS peau3alii, B OOpaIieH B
Poccuiickoit @enepanuu B TeueHHE TpeX U Ooee JeT.
(uactp 13 BBeneHa PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

Cratbsa 35. YTpatuna cuny ¢ 1 wrona 2015 ropa. - PenepanbHbIN 3aKOH OT
22.12.2014 N 429-®3.

Ctatba 36. OOxanoBaHue peweHUsi 006 OTKase B Bblgadye paspelleHust Ha
npoBeAeHMe KIMHUYECKOro uccrnegoBaHUA JIeKapCTBEHHOro npenapara, pewweHusi o6
OoTKase B rocyAapCTBEHHOW perncrTpauum JreKapCTBEHHOro npenapara, 3aknueHust
KOMMCCUM IKCNEePTOB IKCMEPTHOro yYpEeXXAEHUA UNK 3aKNOYeHUs coBeTa No 3TUKe

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

Perienrie COOTBETCTBYIOIIETO YIIOJIHOMOUYEHHOTO (hefepaibHOr0 OpraHa MCIOTHUTEILHON BIACTH
00 OTKa3ze B BbIaye pa3pelICHUs Ha NPOBEIEHHE KIMHHUYECKOTO HCCIENOBAHUS JIEKAPCTBEHHOTO
mpernapara, pemieHre YKa3aHHOTO (elepallbHOTO OpraHa HCIONHUTEIBHON BIAaCTH 00 OTKase B
rOCYJJapCTBEHHON pPETUCTpaluy JIEKAPCTBEHHOI'O IIPENnapara, 3akIOYeHUEe KOMMCCHUHM HKCIIEPTOB
SKCIIEPTHOTO YUPEKICHUS WIM 3aKJIIOUYEHHE COBETa MO 3TUKE MOXET ObITh 00KajJOoBaHO B MOPSIKE,
YCTAaHOBJICHHOM 3aKOHOJaTenbCcTBOM Poccuiickoit @epepanuu. 3akir04eHUE KOMHCCHHM HKCIIEPTOB
3KCHEPTHOTO YUPEKICHUS O B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MPENAPATOB I MEIHUIMHCKOrO
MPUMEHEHHUS JIMOO O TOM, YTO JICKAPCTBEHHBIN Tperapar Al MEIUIUHCKOTO MPUMEHEHHSI HE SIBIISCTCS
B3aMMO3aMCHSIEMBIM, MOXET OBITh OO0XKAJIOBAHO JEp)KaTeJieM WM BIAACIBIEM pPETUCTPAIMOHHOTO
YI0CTOBEpPEHUS JIEKAPCTBEHHOTO MperapaTa B yIOJIHOMOYCHHBIN (he/iepalIbHbIA OpraH UCIIOTHUTEIIbHON
BJIACTH, KOTOPBIN MPUBJIEKAET K PACCMOTPEHUIO YKAa3aHHOM KanoObl MOJABEAOMCTBEHHbIE €My Hay4YHbIE
OpraHM3alliii ¥ 00pa3oBaTeNbHBIE OpraHU3allMd BBICHIETO O00pa3oBaHMs, OCYIIECTBISIONINE
NesSTeNbHOCTh B cepe oOpalieHus JIEKApCTBEHHBIX CPEACTB. 3aKIIOYCHHE KOMHUCCHH JKCIEPTOB
HKCHEPTHOTO YUYPEkKACHHUs, O(QOPMIICHHOE IO HTOTaM MEPecMOTpa OOKAIOBAHHOTO 3aKIIOUYCHUS
9KCIIEPTA, MOXKET OBITh OCHOPEHO JEpKaTeleM WM BIAJENbLEM PEruCTPalMOHHOIO YAOCTOBEPEHUs
JIEKApCTBEHHOTO TIperapara Ju0O0 YIOJHOMOYCHHBIM HMMH JIMIIOM B TIOPSIKE, YCTAaHOBJICHHOM
3akoHoaarenbcTBoM Poccuiickoir ®enepauuu. Ilpu oOxanoBaHuM pelICHUS YHOJTHOMOYEHHOTO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

(denepaTbHOTO OpraHa HWCIOJHUTEIBHOW BIIACTH, 3aKIIOYCHHS DKCIEPTa WIM KOMHCCHU DKCIEPTOB
AKCIIEPTHOTO YUPEKICHUS, 3aKIFOUCHHUS COBETA M0 ITUKE JAepKATeNb WM BiaJiesel] perUCTPAIMOHHOTO
yIOCTOBEPEHUS JICKAPCTBEHHOTO Tpernapara JIM00 YIMOJHOMOYCHHOE WMH JIMIIO BIPABE IMPEIACTABUTH
Pe3yJIBTAThl AKCIEPTH3BI JICKAPCTBEHHOTO TIperapara, MPOTOKOJBI MOJYyYEHHBIX aKKpPEAWNTOBAHHBIMH
WCIIBITATEIbHBIMU JIA0OPATOPUSAMU (IIEHTPAMH) PE3YJIHTATOB UCCIICIOBAHUH, UCITBITAHUN.

(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

Cratba 37. WHdopmaumsa, cBA3aHHaA C OCYLWECTBNIEHMEM TrOCyAapCTBEHHOW
perucrtpauMm wunuM perucTtpaumm JneKkapcTBEeHHbIX MnpenapaToB, WHdopmauua o
3aperMcTpupoBaHHbIX JIeKapCTBEHHbLIX Mpenapatax W JfieKapCTBeHHbIX npenaparax,
MCKIMIOYEHHbIX U3 rOCyAapCTBEHHOrO peecTpa JfieKapCTBEHHbIX CPeacTB
(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

1. CoOTBEeTCTBYIOIIUI yIOJIHOMOYEHHBIH (enepanbHblii OpraH HCHOJHUTENBHOM BIAaCTH
pasmemaer Ha cBoeM oduuuanbHOM caiite B cetu "MHTepHer" HH(OpMAIUIO, CBA3aHHYIO C
OCYIIECTBJIEHUEM TOCYAAPCTBEHHOM PETUCTPALMU WM PErHCTpal JIEKapCTBEHHBIX IPENapaToB, B
TOM YHCJIE ITPOBEJIEHUEM SKCIIEPTHU3BI JIEKAPCTBEHHBIX CPEACTB (BKIIOYAsi Pe3yJIbTaThl €€ MPOBEIACHMUS ),
MHPOPMALIMIO O 3apEerMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIpenapaTax M JIEKAPCTBEHHBIX IpenapaTax,
UCKJIIOUEHHBIX U3 TOCYJapCTBEHHOI'O peecTpa JEeKapCTBEHHBIX CPEACTB, HE IMO3/HEE YeM uepe3 IATh
pabouux aHEH co AHS MOJTYYECHHUs YHOIHOMOYEHHBIM (efiepabHBIM OPraHOM HCIOJIHHUTENBHOM BIaCTH
COOTBETCTBYIOIIEH HHpOpMALIUH.

(B pen. @enepanbHbiX 3aK0HOB OT 22.12.2014 N _429-®3, ot 02.08.2019 N 297-®3, ot 30.01.2024 N
1-03)

2. Cpoku W TOpSIOK pa3MElIeHUs yKa3aHHOW B 4YacTH | HACTOSIIEH CTaTbu HH(POPMAIUH
YCTaHABIMBAIOTCA YIOJIHOMOUYEHHBIM (heiepaabHbIM OpraHOM UCHOTHUTENbHOUM BracTH. MHbopmanus,
yKa3aHHas B 4acTU | HACTOSIIEW CTaThH, SBISETCS OTKPHITOM M OOIIENOCTYITHOW U MPEIOCTaBIACTCS
3aMHTEPECOBAHHBIM JIMLIAM B COOTBETCTBUU C 3aKOHOAATENBCTBOM Poccuiickon denepanuu.

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

Mnaea 7. KMIMHWYECKUE UCCJIEAOBAHUA JIEKAPCTBEHHbIX
NMPEMAPATOB OJ1A MEAMLUMHCKOIO NPUMEHEHUA, OrOBOP
Ob UX NPOBEAEHUW, MPABA NMALUUEHTOB, YHYACTBYIOLLIUX
B 3TUX UCCINNEAOBAHUAX

Cratba 38. KnuHunyeckme wuccnegoBaHus JIeKapCTBeHHbIX npenapatoB AnA
MeaAULUUHCKOro npuMmeHeHusA

1. KiimHndeckue uccienoBaHus JEKapCTBEHHBIX MPENaparoB il MEIUIMHCKOTO IMPUMEHEHUS, B
TOM YHCJIE MEKyHAapOJHbIE MHOTOLIEHTPOBBIE, MHOTOLIEHTPOBBIE, IOCTPErUCTPALMOHHBIE, IIPOBOAATCS
B OJJHOW MJIM HECKOJIBKMX MEIUIMHCKUX OPraHNU3alUsaX B CIECIYIOIUX LeIX:
(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

1) ycraHoBieHHe O€30MACHOCTH JIEKAPCTBEHHBIX IPENapaToB MJs 3J0POBBIX JT0OPOBOJBIEB U
(WM) TEepeHOCHMMOCTH HX 3I0POBBIMH TOOPOBOJIBIIAMM, 3a HCKIIOUEHHEM TaKUX HCCIIeI0BaHUMN
JIEKapCTBEHHBIX MPENapaToB, IPOU3BEACHHBIX 3a npeaenamu Poccuiickoit @enepanuu;

2) noadop ONTUMANBHBIX JO3UPOBOK JIEKAPCTBEHHOTO IMIperapara 1 Kypca JICUSHUs s TalueHTOB
C OTpe/eTCHHBIM 3a00JIeBaHUEM, ONTHUMAIBHBIX J03 M CXEM BaKIIMHAIMK WMMYHOOHOJOTHYECKUMHU
JIEKapCTBEHHBIMU TperapaTaMy 3/I0POBBIX 10OPOBOJIBLIEB;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

3) ycraHoBieHHE O€30IaCHOCTH JIEKApCTBEHHOro Ipemapara U ero 3((eKTuBHOCTH A
MAIMEHTOB c OIIpEEIEHHBIM 3a00JIeBaHuEM, npopUIAKTHIECKOI 3P PEKTUBHOCTH
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPETapaToB s 310POBBIX JOOPOBOJIBIICB;

4) wu3yueHUEe BO3MOKHOCTH pACHIMPEHUS MOKa3aHUM Ui MEIUIUHCKOTO NPUMEHEHUs u
BBISIBJICHHMSI paHee HEU3BECTHBIX TMOOOYHBIX JEHCTBUM 3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
[Ipenaparos.

1.1. KnuHndeckue uccienoBaHMsl JEKAPCTBEHHBIX IIPENapaToB AJI MEAULUHCKOIO NPUMEHEHUS
IIPOBOZSATCS. B COOTBETCTBUHU C [pAaBWIAMU HaJJEKaIEH KIMHUYECKOW IMPAKTHKH, YTBEPKIACHHBIMU
EBpa3uiickoi 3KOHOMUYECKON KOMUCCUEHN.

(uacts 1.1 BBenena ®@enepanbubiM 3akoHOM 0T 30.01.2024 N 1-03)

2. B orHOmeHMHn BOCIIPOMU3BCACHHBIX JICKAPCTBCHHBIX IIpe€raparoB A MCEAUIOHUHCKOI'O
OPUMEHEHHUS TIPOBOIATCS  HMCCIEAOBAaHMS  OHODKBHBAJICHTHOCTH W (WJIM)  TEpaneBTHYECKOM
9KBUBAJIEHTHOCTH B [IOPAIKE, YCTAHOBJICHHOM aKTaMH, COCTaBJISAOIIUME npaBo Coro3a.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

3. OpraHuzanuio NpPOBEACHUS KIMHUYECKUX MCCIEAOBAaHUN JIEKapCTBEHHOIO IIpernapara Juls
MEIULUHCKOTO IPUMEHEHMS BIIPABE OCYILECTBIIATD:

1) pa3paboTyuK JeKapCTBEHHOTO Mpernapara Wik yIOJIHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTeibHBIE OpraHM3alMM BBICIIETO OOpPa30BaHUS, OPTraHU3ALUH JOHOJTHUTEIHHOTO
npodeccHoHaIbHOTO 00pa30BaHUS;
(n. 2 B pen. @epepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

3) HayuyHbIE OpraHU3aLUH.
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

4. KinHHYecKHe WCCIEeNOBAHMS JIEKapCTBEHHOIO Mperapara Uil MEIWLIHUHCKOTrO MPUMEHEHHUs
IIPOBOJSATCS. HA OCHOBAHUU Pa3pEILCHUs HA IPOBEACHUE KIMHUYECKOTO UCCIIEI0BaHUS JIEKaPCTBEHHOTO
npernapara, BbIIAHHOTO YIOJHOMOYEHHBIM (elepalbHbIM OpPraHOM HCIOJHUTENBHOW —BJIACTH.
YnoiaHOMOYeHHBIH  (enepanbHblii  OpraH HCHOJIHUTENBHOM BIACTH BEIET PEECTP BbLIAHHBIX
pa3peleHui Ha IIPOBENCHHME KIMHUYECKUX MCCIIECIOBAHUN JIEKAPCTBEHHOI'O Ipernapara, COAepKallui
YKa3aHUE Ha UX [1eJIb WU LN, B YCTAHOBJIEHHOM 3THM OPTaHOM IIOPSJIKE.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

5. ¥Yrparui cuiy ¢ 1 urong 2015 roga. - @enepanbhblii 3akoH o1 22.12.2014 N 429-D3.

6. K opranuzanuu npoBeleHUs KIMHUYECKUX HCCIIEOBAaHMM JIEKapCTBEHHOTO Ipernapara i
MEIULMHCKOTO TPUMEHEHHUSI pa3pabOTYMKOM JIEKAapCTBEHHOI'O TpemnapaTa MOTYT IPHBIEKATHCS
IOPUIMYECKHE JIMIA JII0OOH OpraHu3allMOHHO-TIPAaBOBOM (OPMBI TIPU  YCIOBUH OOecreueHus
COOTBETCTBUS ITUX UCCIIEN0BaHUN TpeOOBaHUAM HacToswero denepanbHOro 3aKOHa.

7. Ytparun cuity. - @eaepanbHbiil 3akoH ot 30.01.2024 N 1-®3.
8. [IlepeueHb MEAMIMHCKHX OpraHU3alUii, MPOBOMALIMX KIUHUYECKUE UCCIICOBAHUS

JICKApCTBCHHBIX HPCHapaTtoB I MCAUIUHCKOI'O IMPUMCEHCHUA, U PECCTP BBIAAHHBIX pa3pemeHI/H71 Ha
MNPOBCACHUC KIIMHUYCCKUX HCCJIeI0BaHUM JICKAPCTBCHHLBIX IMPCIapaToB OHY6HI/IKOBBIB8.IOTC$I )51
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

pa3MeIaoTcsl YIIOJHOMOUYEHHBIM (eiepabHbIM OPraHOM HMCIIOJHUTEIBHON BIACTH B YCTAHOBJICHHOM
UM [OPAJIKE Ha CBOeM ouLinanbHOM caiite B cetu "UHTepHeT".
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

Koncynprantlntoc: npumeyanue.
[Tonoxxenus ct. 39 (B pen. @3 or 30.01.2024 N 1-®3), kacaromuecs: NpeaoCTaBIE€HUs TOC. yCIyT
MOCPEJICTBOM €IMHOM CUCTEMBI U (WJIH) eIUHOTO TIopTaia, npuMmenstores ¢ 01.01.2026.

CraTtba 39. PeweHne o npoBeaeHMU KITMHNYECKOro uccrnenoBaHuUs rieKapCTBEHHOro
npenapara Ansa MeauUMHCKOro NnpMmMmeHeHus

(B pen. ®enepanpHoro 3akoHa otT 22.12.2014 N 429-D3)

1. KnuHuueckoe ucciieJoBaHUE JIEKAPCTBEHHOI'O Ipemnapara JUisi MEAMIMHCKOIO NPUMEHEHUS
IIPOBOJUTCA HA OCHOBAHUU pa3pelLICHUs Ha IIPOBEACHHUE KIMHUYECKOIO UCCIIEIOBAHUS JICKAPCTBEHHOTO
mpernapara, BBLIAHHOTO YHOJHOMOYEHHBIM (elepajabHbIM OpPraHOM HWCHOJHHUTENBHOW BIIACTH 10
pe3ysibTaTaM 3KCIEePTU3bl JOKYMEHTOB, HEOOXOAMMBIX Ul TOJY4YEHHUS pa3pelleHuss Ha IpPOBEICHHE
KIIMHUYECKOTO UCCIIEI0BaHM JIEKAPCTBEHHOTO MIpenapaTa U 3THYECKON IKCIEPTU3BI.

2. [lna nomydeHHs pa3pelleHUs Ha NPOBEJACHHE KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOIO
npenapara A MEIUIUHCKOrO IPUMEHEHUS 3asBUTENb HANPABISIET MOCPEICTBOM €AMHOIO Ioprajia B
YIIOJIHOMOYEHHBIH  (hefiepalibHblid  OpraH  WCHOJHHUTENbHOM  BJIACTH WM JIMYHBIM  KaOWHET
YIIOJTHOMOYEHHOT0 (peiepabHOTO OpraHa UCTIOJIHUTEIbHON BIACTH B €MHOM CHCTEME:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) 3asBieHme O BbIAYE paspelleHHs Ha TPOBEACHHE KIMHUYECKOTO HCCIIEIOBAHMS
JEKapCTBEHHOTO  Tpemapara Ui  MEAWIMHCKOTO  TNPHMEHEHHUs, TOANMCAHHOE  YCHJICHHON
KBAJIM(UIIUPOBAHHON 3JIEKTPOHHOM MOAIHUCHIO;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

2) yrpaTtui cuiy. - @enepanbhblil 3akoH oT 30.01.2024 N 1-D3;

3) MIPOTOKOJI KIMHHUYECKOIO HCCICAOBAHHA JICKAPCTBCHHOI'O IIpcrapara I MCIUIHHCKOI'O
IIPUMEHCHUSA

4) Opourtopy mccienoBarens (s 3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO TpenapaTa JOImyCTUMO
3aMEHUTh OJOOpEHHOW O0OImell XapaKTepUCTUKOW JICKapCTBEHHOTO Tperapara, eciu TaKou
JIEKapCTBEHHBIN Tperapar 3aperuCTPUPOBaH B COOTBETCTBUU C aKTaMHU, COCTaBISOMUME TpaBo Coro3a,
U €ero TMpPUMEHEHHE B KIMHUYECKOM HCCIEIOBAaHUM HE NPOTUBOPEUYHUT OJOOpPEHHOW OOIIei
XapaKTePUCTHKE JICKAPCTBEHHOTO MperapaTa Il MEIUIMHCKOTO IPUMEHEHU );

(B pen. Deaepanproro 3axoHa ot 30.01.2024 N 1-D3)

5) uHGOPMAIIMOHHBIHM TUCTOK MallMeHTa;

6) CBCACHUA 00 ombITe pa6OTBI HccliegoBaTeeil mo COOTBCTCTBYHOIIUM CIICHUAJIBHOCTAM U HUX
OIIBITC paGOTLI 110 MPOBCACHUTIO KIIMHUYCCKUX HCCHeﬂOBaHHﬁ;

7) - 8) yrpatunu cuiy. - @enepanbubiii 3akoH oT 30.01.2024 N 1-D3;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

9) KOIIMIKO OO0T0BOpa 00513aTEILHOIO CTpaxOBaHUs, 3aKJIIFOUCHHOTO B COOTBETCTBHUU C THUIIOBBIMU
IpaBUJIaMn 00513aTEHLHOTO CTpaxoBaHHd, C YKa3aHHUCM npeneanoﬁ YUCJICHHOCTH IalIlMCHTOB,
YH4aCcTBYHOIMX B KIWMHHYCCKOM HCCICAOBAHHUU JICKAPCTBCHHOI'O Ipfrapara Iajd MCEAULUHCKOIO
IIPUMCHCHUSA

10) uHpopManuio O cocTaBe JEKapCTBEHHOIO IpernapaTta JUis MEIULUHCKOro NMpUMEHEeHHs (3a
UCKJIFOUEHHEM OMOJIOTMYECKHX JIEKAPCTBEHHBIX MIPENApaToB);
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

11) JOKYMEHT, COCTaBIEHHBIN MPOU3BOAUTEIEM JICKAPCTBEHHOTO MpemapaTa il MEeIUIUMHCKOTO
MPUMEHEHHUS WM COJACpKAIIMK TOKa3aTenu (XapaKTePUCTHKHU), a TaKKe CBEICHHUS O JICKAPCTBCHHOM
mpermapare JUIi  MEAWIIMHCKOTO TMPUMEHEHHsSI, IPOU3BEACHHOM IS IPOBEICHUS KIMHUYICCKHIX
WCCIICIOBAHMH (32 UCKITIOUSCHUEM OHMOJIOTHYSCKUX JICKAPCTBCHHBIX MTPETIapaToB);

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

11.1) nOKyMEHTBl M CBEeIEHHs, HPELYyCMOTPEHHBbIE IpaBUJIAMH TPOBEACHHUS MCCIEIOBAHUI
OMOJIOTHYECKUX JIEKAPCTBEHHBIX CPEACTB EBpa3suiCKOro 3KOHOMMYECKOTO COI03a, YTBEP)KICHHBIMH
EBpa3uiickoil 3KOHOMHYECKOU KOMUCCHUEM;

(m. 11.1 BBenen @enepanbubiM 3akoHOM 0T 30.01.2024 N 1-D3)

12) cBeneHus 0 Aare MpeloCTaBICHUS U PETUCTPALIMOHHOM HOMEpE JHUIIEH3UH Ha MPOU3BOICTBO
JIEKapCTBEHHBIX CPEICTB B CIIydae, €CIM IIPOU3BOJCTBO JIEKAPCTBEHHOTO Npenapara OCyIECTBIISECTCS B
Poccuiickoit ®enepanuu, wWiM JOKYMEHT, COJIEp/KallMii CBENEHUS O Jare IpeNoCTABICHUS U
PETUCTPALIMOHHOM HOMEpE 3aKIIOUYEHUS O COOTBETCTBMM IPOU3BOJIUTEINS JIEKAPCTBEHHOIO Iperapara
TpeOOBaHUSAM  TpPaBUJ  HAAJEKAIIEH  MPOU3BOACTBEHHOW  MPAKTHKH,  MPEIOCTABICHHOTO
YIOJHOMOYEHHBIM OPT'aHOM CTpPaHbl IPOU3BOIUTENIS JIEKAPCTBEHHOTO Mpernapara.

(B pen. @enepanbhbix 3akoHOB OT 04.06.2018 N _140-®3, ot 27.12.2019 N _478-®3, ot 30.01.2024 N
1-@3)

2.1. Csenenus, noAaTBepxkaaronMe (akT YIUIaThl IOCYJAapCTBEHHOM MOIIIMHBI 3a MPOBEJICHHE
9THUYECKOM DKCIEPTHU3bl, DKCHEPTHU3bl JTOKYMEHTOB Ha JIEKapCTBEHHBIM IpemapaTr Uisl IOJy4YeHUs
paspelieHuss Ha I[POBEJEHUE KIMHUYECKOIO HCCIIEJOBaHMs JIEKAPCTBEHHOrO Ipemnapara Juis
MEJUIMHCKOTO0 NPUMEHEHHUs, 3a BblAauy pa3pelleHUs Ha MPOBEACHHE KIMHHUYECKOIO MCCIEI0BaHUs
JIEKapCTBEHHOT'O Mpernapara Jiyisi MEJUIIMHCKOTr0 MPUMEHEHHs, 3a MIPOBEICHUE HKCIIEPTHU3hI TOKYMEHTOB
Ha JICKapCTBEHHBIM IIpernapar s IIOJyYEHHUs pa3pellieHus Ha IPOBEIEHUE MEXIyHapOIHOIO
MHOTOLICHTPOBOI'O KJIMHMYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOIO Ipenapara uisi MEIULHUHCKOIO
NIPUMEHEHHs, 3a BblJady pa3pelleHus Ha MPOBEACHHE MEKIYHAPOJHOTO MHOIOLIEHTPOBOIO
KJIIMHUYECKOIO0 HCCJIEIOBAaHUS JIEKAPCTBEHHOIO IIpemapara s MEAMLMHCKOIO IPUMEHEHHUs, 3a
MIPOBEJIEHUE 3TUYECKOM SKCIEpPTU3bl, SKCIEPTH3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM IpenapaTr ais
MOJIyYEeHHUsI pa3pelleHs Ha TMPOBEACHHE TMOCTPETUCTPALMOHHOTO KIMHUYECKOTO HCCIe0BaHus
JIEKapCTBEHHOI'O IIpenapaTa A MEIULMHCKOrO NPUMEHEHMS], 3a BblIady pa3pelleHUs Ha IPOBEICHHE
MIOCTPETUCTPALIMOHHOTO KIMHUYECKOTO MCCIEA0BAHUS JIEKAPCTBEHHOIO IIpenapara Uil MEAULUHCKOTO
NPUMEHEHHs, a TakXKe CBEJIEHHs O BbIaBaeMbIX (MPEIOCTaBISIEMbIX)  YIOJIHOMOYEHHBIMHU
(benepanbHBIMU OpraHaMH MCIIOJIHUTENFHON BIIACTH JOKYMEHTaX (CBEICHHAX), YKa3aHHBIX B MTyHKTE 12
yacTU 2 HaCTOSILIEH CTaThbd, YIHNOJHOMOYEHHBIH (QenepalibHblil OpraH WCIOJHUTENbHON BIIACTU
3anpammBaeT B MOPSAIKE MEKBEIOMCTBEHHOTO 3JIEKTPOHHOTO B3aUMOICHCTBUSI.

(dactp 2.1 B pen. DenepanpHoro 3akona ot 30.01.2024 N 1-03)

3. B cpok, He mpeBbIIAIOIIMNA Tpex pabouyux JHEH CO JHS HanpaBieHUs B JIMYHBIN KaOMHET
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

YIOJHOMOYEHHOTO (pelepalbHOTO OpraHa WCIOJHUTEIBHON BIACTH B €AMHON CHCTEME YKa3aHHOTO B
nyHKTe 1 yacTu 2 HacToOsIIEH CTaTbu 3asBJICHUS U HEOOXOTUMBIX JOKYMEHTOB, YIOJHOMOUYEHHBIN
(denepanbHBIA OPraH UCIIOTHUTEILHOMN BIIACTH:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) npoBOIUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEACHMI, COAECPKAIIUXCS B MPEACTaBIECHHBIX
3asBUTEJIEM JOKYMEHTAX;

2) MMPUHHUMACT PCHICHUC O MPOBCACHUU SKCICPTU3BI JOKYMCHTOB JIS MOJIYUCHUA PA3pPCLICHUS Ha
NPOBCACHUC  KIIMHHUYCCKOI'0  HCCICAOBAHHA  JICKAPCTBCHHOI'O  IIplliapaTta I  MCAULUHCKOTO
MPUMCHCHUSA U 3THYSCKOM SKCIICPTU3LI HITN 00 oTKase B IMPOBCACHUHN YKAa3aHHBIX DKCIICPTHU3;

3) HampaBJIsIeT 3asABUTEIIO TIOCPEACTBOM EAMHOTO MOpTaja WIA B JIMYHBIA KaOWHET 3asBUTEIS B
€AMHOM CHUCTeME TOJIUCAHHOE YCHJIEHHOM KBaJU(PUIMPOBAHHOW 3JIEKTPOHHOM  MOJIHUCHIO
YBEJIOMJICHHE O NPUHATOM PELICHUH JU00 B Cilydae NPUHATUS pelIeHHs 00 0TKa3e TakXe ¢ yKa3aHHueM
IIPUYUH TaKOI'0 OTKa3a;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

4) HampaBisieT B JIMYHBIA KaOWHET SKCIEPTHOTO YYPEXKICHUS B €IUHOW CHUCTEME W JIMYHBIN
KaOWHET coBeTa 1O JTHKE 3aJaHHUS Ha TPOBEJACHHE COOTBETCTBYIONIMX OJKCIEPTH3, MOJIMHUCAHHBIC
YCWICHHBIMH KBATH(DHUIIMPOBAHHBIMHU 3JICKTPOHHBIMH ITOAITHCSIMH.

(. 4 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. B ciyvae BBISBJICHUS HENOJHOTHI U (WJIM) HEAOCTOBEPHOCTH MH(OPMAIMH, COAEpIKaIIEHCs B
NIPEJCTABJICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOUYEHHBIH (peepanbHblii OpraH MCIOJHUTEIbHON
BJIACTH HANPABJISIET B JIMYHBIA KaOWHET 3asiBUTENS B €AMHON CHCTEME 3ampoc 00 YTOYHEHNUU yKa3aHHON
nH(pOpMaliY, MOJNUCAHHBIA YCHUJICHHOM KBaJTU(UIMPOBAHHOM 3JEKTPOHHOW MOJINHUCKHIO. 3asBUTEINb
00si3aH HaIpaBUTh B JIMYHBIAH KaOWHET YTOJHOMOYEHHOTo (elepaibHOT0 OpraHa HCIOJHUTEIbHON
BJIACTU B €IMHOW CHCTEME MOANUCAHHBIN YCHJIEHHOM KBalIU(DUUIUPOBAHHON 3JEKTPOHHOM IMOJIIHUCHIO
OTBET Ha 3ampoC YMOJIHOMOYEHHOro (efepalbHOr0 OpraHa HCHOJHMTENbHOM BIacTH B CPOK, He
NPEBBILIAIONINNA JIeBIHOCTa pabounx IHEW CO JHSA TOJIyYeHHs YIOJIHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCIIOJIHUTEIBHON BJIACTU DJICKTPOHHOIO YBEAOMIICHMs O IIOJIyYEHUU 3asBUTENIEM 3aIpoca.
Cpok, yKa3aHHbII B 4yacTH 3 HACTOSIEN CTaThbU, IPUOCTAHABIMBAETCS CO JIHS HANpPAaBJIEHUS B JIMYHBIN
KaOMHET 3asfBUTENs B €IMHOW CHCTEME 3alpoca YIOJHOMOUYEHHOro (elepaabHOro opraHa
UCIIOJIHUTEJIBHOW BJIACTH 10 JHS HAlpaBJIEHUS B JIMYHBIM KaOMHET YNOJHOMOYEHHOIO (erepanbHOro
OpraHa HCIIOJIHUTEJIBHON BJIACTH B €QUHOW CUCTEME OTBETa Ha 3alpoC M HE YYWUTHIBACTCA IIpU
WCUUCIICHUU CpOKa MNPUHATHS YMOJHOMOYEHHBIM (heiepajbHBIM OpPraHOM MCIIOJHUTEIBHON BIACTH
pelleHrs O NPOBEACHUM 3KCIEPTU3bl JOKYMEHTOB JUIsl IIOJYyUEHHUS pa3pellieHus Ha IPOBEICHHE
KJIMHAYECKOT0 MCCIIEI0OBAaHNUs JIEKApCTBEHHOIO IIpenapara s MEJUIUHCKOrO IPUMEHEHHSL.

(uacts 4 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-D3)

5. OcHOBaHUEM IJIs OTKa3a B MPOBEACHUH DKCIEPTU3bI JOKYMEHTOB IS ITOJIYYCHHs Pa3peIICHUS
Ha TIPOBEIEHUE KIMHUYECKOTO HCCIEJOBAHMS JIEKApCTBEHHOIO IIpemnapaTta il MEIULUHCKOIO
IIPUMEHEHUsT U OJTUYECKOM HKCIEPTU3bl SBISAETCA IPEACTABICHUE ITOKYMEHTOB, IIPENYCMOTPEHHBIX
4acTbio 2 HaCTOSIH_Ief/’I CTaTbu, B HCIIOJTHOM 06’beMe, HCIMIPCACTABJICHUC 3ad4BHUTCIICM B yCTaHOBHeHHHﬁ
CPOK OTBETa HAa YKa3aHHBIA B YacTH 4 HACTOALICH CTaThbU 3alpOC YIOJIHOMOYEHHOTO (hefeparbHOTO
opraHa HCIIOJIHUTEILHON BIACTH JIMOO OTCYTCTBUEC B MPEACTABIICHHBIX JOKYMCHTAX HMCUCPIIBIBAIOIICTO
nepe4yHs HeoOXoAMMOM MH(popManMK WIM UHPOPMALUHU, KOTOpas IOJKHA ObITh OTpa)K€Ha B HUX, a
TAaKK€ OTCYTCTBHE CBEIEHUH, KOTOpbIE B  JaJbHEWINEM IOATBEPKIAIOTCS  MOCPEACTBOM
MEKBEIOMCTBEHHOT'O JIEKTPOHHOT'O B3aMMOJACUCTBHS, O (pakTe yIiaThl roCyJapCTBEHHON MOLUIMHBI 3a
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

NPOBEJCHNUE STHYECKOH HSKCHEPTU3bI, IKCIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIH Npemnapar s
MOJIyYeHHS pa3pelieHHs Ha MpOBe/IeHHe KIMHUYECKOTO UCCIIe0BAaHMs JIEKAPCTBEHHOTO TpenapaTa Jjs
MCIUIIMHCKOI'0 MPUMCHCHUS, 34 BbLJA4y paspCliCHHA Ha MPOBCACHHUC KIMHUYCCKOI'O HCCICAOBAHUA
JICKApCTBCHHOT'O Ipfriapara AJ1d MECAUIIMHCKOTO NPUMCHCHH, 3a IPOBCACHUC SKCIICPTU3BI JOKYMCHTOB
Ha JIEKapCTBEHHBIM mpenapar s [OJY4YEHHs pAa3pellieHHs] Ha MPOBEICHUE MEXKIyHApOIHOTO
MHOT'OIIEHTPOBOTO KJIMHUYECKOTO WCCIECJOBAaHMUS JIEKAPCTBEHHOTO Ipenapara sl MEAHUIHCKOTO
NPUMEHEHHs, 32 BbIa4y paspelieHHs Ha MPOBEACHHE MEKAYHAPOJAHOTO MHOTOIIEHTPOBOTO
KJIMHUYECKOTO HCCIIeIOBaHMs JIGKAPCTBEHHOTO IMIperapara Ui MEAWLIUHCKOrO NPUMEHEHHUs, 3a
MIPOBEICHUE 3TUYECKOM SKCIEPTU3bl, HKCHEPTH3bl IOKYMEHTOB Ha JICKAPCTBEHHBIM Mpernapar ajs
MOJyYSHHsT paspelieHuss Ha TPOBEIEHUE TOCTPErHCTPALMOHHOTO KIMHUYECKOTO HCCIIEOBAHUS
JICKApCTBECHHOT'O Ip€riapaTta I MCAUIUHCKOTO NPUMCHCHNA, 3a BblJa4y pa3pClICHUSA HAa IMPOBCIACHUC
MOCTPETUCTPALIMOHHOTO KIIMHUYECKOTO MCCIIeIOBAHUs JIEKAPCTBEHHOTO Ipenapara Jjisi MEAUIIMHCKOTO
PUMEHEHHS.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

6. IlpoBenenue HKCHEPTU3BI JOKYMEHTOB Uil TOJYYEHUs] pa3pelieHds Ha MPOBEJCHUE
KIIMHUYECKOTO HCCIIEIOBAHUs JIEKAPCTBEHHOTO TMpernapara i MEIUIIMHCKOrO TMPUMEHEHHS |
ATUYECKON ASKCTIEPTU3BI, COCTABIICHUE KOMHUCCHEW JKCIEPTOB M COBETOM II0 JTHUKE 3aKIIOYEHUH O
BO3MOKHOCTH WJIM HEBO3MOYKHOCTH TPOBEJCHUS TAaKOTO KIMHUYECKOTO HCCIICIOBAaHMsI, MOAMHCAHUE
3aKJIIOUEHUH YCUIIEHHBIMU KBaTH(PUIIMPOBAHHBIMU 3JEKTPOHHBIMU MOAMKUCSIMH W HAMpPaBICHUE TaHHBIX
3aKJIIOUEHUH B JIMYHBIA KaOMHET YIOTHOMOYEHHOTO (efepalbHOr0 OpraHa MCIOTHUTEIBHON BIACTH B
€IMHON CHUCTEME OCYIICCTBISIOTCS B CPOK, HE MPEBBIMAIONINN IBAANATH MSTH padoyuX JHEH CcO JTHS
HalpaBJieHUsT B JIMYHBIA KAaOMHET SKCHEPTHOrO YUYPESXKICHHUS B E€IUHOM CHUCTEME 3aJaHHs
YIIOJITHOMOYEHHOTO (peAepaTbHOTO OpraHa HMCIOJHUTEIBHON BJIACTH C TMPUIIOKECHHEM JIOKYMEHTOB,
yKa3zaHHbIX B myHkTax 3, 4, 10, 11 u 11.1 yactu 2 HacTosimed cTaThbd, WU HANpaBJICHUS B JIMYHBIN
KaOWHET coBeTa MO STHUKE B €IWHOM CHUCTEeMe 3aJlaHusl YIOJIHOMOYEHHOro (¢eaepanbHOro OpraHa
WCIIOJTHUTENIbHONW BJIACTH C MPUJIOKEHUEM JOKYMEHTOB, yKa3aHHBIX B MyHKTax 3 - 6 m 9 yactu 2
HACTOSIIIEH CTaThU.

(uactsb 6 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

7. B cpok, HE TPEBBIMAIOIMNNA TpPeX padOouYMX JHEW CO JTHS HANpaBJICHUS B JUYHBIA KaOWHET
YIOJIHOMOYEHHOTO (eiepanbHOr0 OpraHa HCIOJHUTENBHON BIACTU B €JUHOW CUCTEME 3aKIIOUYECHUH,
yKa3aHHBIX B 4acTH 6 HACTOSIEH CTaThbH, YHNOJTHOMOYEHHBIN (efepanbHbIi OpraH HCIOJIHUTEIHHON
BJIACTH:

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) ocymecTBIsSIET OLIEHKY TOCTYNUBIIUX 3aKIIOUEHUH [Jis1 OMpENeNieHUsT WX COOTBETCTBUS
3aJaHUSAM Ha IIPOBEJCHUE COOTBETCTBYIOIINX SKCIIEPTH3;

2) IpUHUMAET PEIICHHE O BBIJAYE PA3PCHICHUS HA MPOBEACHHE KIMHHYECKOTO HMCCIICIOBaHUS
JICKApCTBEHHOTO TpenapaTa JUisi MeJUIIMHCKOTO TIPUMEHEHUS, BHOCUT B PEECTP BBIJAHHBIX Pa3pelIeHUi
Ha TIPOBEJCHHE KIMHUYECKUX HCCICNOBAHUN JIEKAPCTBEHHOTO TMpemnapara COOTBETCTBYIOIIYIO
MH(OPMAIIMI0O M HAMPABISET IMOCPEICTBOM EIMHOTO IOpTaja 3asBUTENI0 WM B JIMYHBIA KaOWHET
3asBUTENII B CIWHOM CHCTEME BBIMCKY W3 pEecTpa BBIIAHHBIX pa3pelicHW Ha IPOBEICHUE
KIAHUYECKUX HUCCIIETOBAHNI JICKapCTBEHHOTO nperapara, TIOIMTUCAaHHY O YCHIICHHOM
KBJIM(DHUIIMPOBAHHOM 3JIEKTPOHHOM MOIKMCHIO;

(m. 2 B pen. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3) NPpUHHUMACT PCHICHUC 00 oTkase B BbLJAYC Pa3pCHICHUA Ha MNPOBCACHUC KIMHUYCCKOI'O
HCCIICAOBAaHMA JICKAPCTBCHHOI'O Impfcrapara g4 MCIUINHUHCKOIO NPHUMCHCHUA W HAIIPABJISCT
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

MOCPEJICTBOM €IIMHOTO TOpTaia 3asBUTEII0 WU B JIMYHBIA KaOWHET 3asBUTENSl B CIAMHOW CHCTEME
JAHHOE peIlIeHHe, TMOANMCAHHOE YCHICHHOW KBaTU(UIIMPOBAHHON JJIEKTPOHHOW MOAMKCHIO, C
yKa3aHHEM IIpUYMH OTKa3a.

(. 3 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

8. OcHOBaHMEM JJI OTKa3a B BbIIAYE Pa3peIlCHUs Ha NMPOBEACHUE KIMHUYECKOTO UCCIIECIOBAHUS
JIEKapCTBEHHOI0 IIpernapara i MEIULHUHCKOrO IIPUMEHEHUS ABIIAETCA HAIMYUE 3aKIIFOUCHHUS] KOMUCCUU
JKCIIEPTOB WM 3aKJIIOYEHHUS COBETa 0 JTUKE O HEBO3MOXXHOCTU IIPOBEIEHHS KIMHUYECKOTO
HCCIIEAOBAHUA JICKAPCTBEHHOI'O IIpernapara Uil MEOUIUHCKOrO IPUMEHEHHUS II0 pe3ysbTraram
IIPOBEJIEHHBIX 3KCIEPTU3, IPELYCMOTPEHHBIX YacThi0 6 HACTOSALIEH CTAaThU.

9. Pemienue o0 oTKaze B MPOBEAEHUM IKCHEPTU3BI JOKYMEHTOB JUIsl MOJIYYEHHUS pa3peleHus Ha
MIPOBEACHUE  KIMHUYECKOIO HCCIENOBaHUS JIEKAapCTBEHHOIO IIpernapara il MEIHUIMHCKOTO
IIPUMEHEHHS M OTHUYECKOM HKCIEPTHU3bl M B BBIIAYE PA3pEUICHHs] HA IPOBEICHUE KIMHUYECKOIO
HCCIIeIOBAaHMsI JIEKApPCTBEHHOTO Ipenapara Jlsi MEAULUHCKOTO IPUMEHEHHsI MOXKET ObITh 00XalOBaHO
B IIOPSIKE, YCTAHOBIEHHOM 3aKOHOJATeNbCTBOM Poccuiickon denepannu.

Koncynbrantllntoc: npumeuanue.
[Tonoxxenus ct. 39.1 (B pea. @3 ot 30.01.2024 N 1-®3), kacarouuecs: NpeaOCTaBICHUS IOC. yCIyT
IIOCPEACTBOM €ANHOM cucTeMbl, pumenstores ¢ 01.01.2026.

Cratbs 39.1. 9Tu4eckasa akcnepTmusa
(BBeneHa PenepanbHbIM 3aKoHOM OT 22.12.2014 N 429-D3)

1. OTmyeckas OKCIIEPTHU3a IIPOBOAUTCA COBETOM II0 3TUKE, CO3AaHHBIM B IMOPAJKE, YCTAHOBIICHHOM
YIIOJIHOMOYCHHBIM (benepaanLIM OpraHomM HCITOJIHUTENLHOMN BJIaCTH, B LCJIX BbIAA4YM 3aKJIIIOUYCHHA 00
3TUYECKON 000CHOBAHHOCTH BO3MOXKHOCTH MMPOBCACHUA KIIMHUYCCKOI'0 UCCICAOBAaHUA JICKAPCTBECHHOI'O
npemnapara 1y MCIUIUHCKOTIO IPUMCHCHU .

2. DKcmepraMy COBETa IO AITHKE MOTYT OBITh MPEACTABUTEIH MEIUIIUHCKUAX OpTaHU3aINMN,
Hay4YHBIX OpTraHW3aluid, oO0pa3oBaTeIbHBIX OpraHW3alMi BBICIIETO OOpa30BaHUS, a TaKKe
MPE/ICTaBUTENN OOIIECTBEHHBIX OpraHU3alui, PETUTHO3HBIX OpraHu3aluid M CPEeICTB MacCOBOMU
nHpopmanuu. JlaHHBIE OHKCIEPTHl HE JODKHBI HAXOIAUThCS B KAaKOW-THMOO 3aBHCHUMOCTH  OT
pa3paboTYUKOB JIEKAPCTBEHHBIX NPENapaToB M JPYrHUX JUI, 3aUHTEPECOBAaHHBIX B pe3yJbTaTax
3TUYECKOMN IKCIEPTU3HI.

3. Omnara yciyr S3KCIEPTOB COBETa IO JTUKE OCYLIECTBISIETCS HAa OCHOBAaHUM JOrOBOPA,
3aKJIFOUEHHOT0 MEX]y YIOJHOMOYEHHBIM (pe/iepabHbIM OpPraHOM HCIOJIHUTEIBbHOW BJIACTH, KOTOPBIM
CO3/laH COBET MO JTHKE, M HKCIEPTOM COBETa IO J3THKE, 3a CYeT OIUKETHBIX AaCCUTHOBaHUIA,
IPEJYCMOTPEHHBIX YHNOJHOMOYEHHOMY (eiepaJbHOMY OpraHy HCIOJIHHUTEIBHOW BJIACTH, KOTOPBIM
CO3[]aH COBET IO 3TUKE, B (peepalbHOM OOJKETe Ha COOTBETCTBYIOUIMH IOJ Ha OOECHEUCHUE €ro
NesATEIbHOCTH, B pasmMepax, ycTaHoBlIeHHbIX [IpaBurensctBoM Poccniickoit denepanun.

4. 9KCHepTI>I COBCTAa MO 3THUKEC HECYT OTBCTCTBCHHOCTH B COOTBCTCTBHUH C 3aKOHOAATCIHCTBOM
Poccuiickoit deneparum.

4.1. Tlpu mpoBeneHUHU STUYECKON DKCMEPTH3bI HE JOMYCKAETCs HCTPEOOBAaHHME SKCIEPTOM Y
3asiBUTENs MO0 MHBIX JIMI[ MaTepUajoB, HEOOXOIUMBIX Ui MPOBEIEHUS ATHUECKOW IKCIepTusbl. B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

clly4ae HEJIOCTAaTOYHOCTH MPEACTABIECHHBIX JKCIEPTYy MaTEpUajoB B JIMYHBIM KaOWHET 3asBUTENs B
€MHOM CUCTEME YIOJIHOMOYEHHBIM JHMIIOM COBETA MO 3TUKE HAIMpPABISETCA 3alpoCc O MPEACTaBICHUU
HEOOXOUMBIX MAaTEpPHAJIOB, MOJAMUCAHHBIA PYKOBOAUTENEM (YMOJIHOMOYCHHBIM JIMIIOM) COBETa II0
S9TUKE C UCIOJIb30BAHUEM YCHJICHHOW KBAJIU(DHUIIMPOBAHHONW JJIEKTPOHHOM TIOMIMUCH, a TaKXKe
HalpaBJIsIeTCA YBEIOMJICHHE 00 YyKa3aHHOM 3almpoce B JIMYHBIM KAaOWHET YIOJIHOMOYEHHOTO
(henepalbHOTO OpraHa UCIIOTHUTEIIPHON BIIACTH B €IMHOM CHCTEME.

(uacts 4.1 BBenena ®@enepanbHbiM 3aKkoHOM 0T 30.01.2024 N 1-03)

4.2. 3agBuTenb 00sf3aH HANpaBUTh B JIMYHBIM KaOMHET COBETa MO STHKE B €AMHOW CHUCTEME
MOJNMCAHHBIA YCUJICHHON KBaIM(DPUIMPOBAHHON HIEKTPOHHOH TWOJMHMCHIO OTBET Ha 3ampoc O
MIpPE/ICTaBJICHUH HEOOXOJMMBIX MaTepHUajOB COBETY IO ATHKE B CPOK, HE MPEBBIMIAIOMINN JEBSIHOCTA
pabounx JHEH cOo JHS MOJIyYEHHS COBETOM IO ATHKE 3JIEKTPOHHOTO YBEIOMIIEHHS O MOJTYYeHHH
3asBUTEJIEM YKa3aHHOI'O 3ampoca. Bpems co [Hs HalpaBieHHMs COBETOM IO 3THKE B JIMYHbBIM KaOWHET
3asBUTEN B €AMHOW CHUCTEMe 3ampoca O MpPEACTaBICHUMM HEOOXOAMMBIX MaTepuanoB 10 JHS
HaTpaBJICHUs 3asBUTENIEM B JIMUHbIM KaOMHET COBETA MO ATUKE B €MHOM CHCTEMe OTBETA HAa yKa3aHHBIN
3aIpOC HE YUYUTHIBAETCS IIPU UCUUCICHUN CPOKA IIPOBEICHUS dTUYECKON HKCIIEPTU3BI.

(uactsp 4.2 BBeeHa PenepanbHbIM 3akoHOM 0T 30.01.2024 N 1-03)

5. CocTaB coBeTa 10 3TUKE, MOJI0KEHUE 00 ITOM COBETE, HOPSJIOK €T0 ACATEIHHOCTH, TPEOOBAHUS
K KBaJM(HUKAIMA W ONBITY PabOThl MO SKCIEPTHON OIICHKE HAYYHBIX, MEAUIIMHCKUX W ATHYCCKUX
aCIEKTOB KJIMHUYECKUX HUCCIEIOBAaHUM JIEKAPCTBEHHBIX MPENapaTroB JJi MEAUIIMHCKOIO MPUMEHEHMUS,
MpeAbsSBIsIEMbIE K JKCIIEpTaM COBETa IO 3THUKE, HOPSJIOK OpPraHU3aldd M TPOBEACHHS ITHUYECKOM
JKCIEePTH3bl, (popMa 3aKIIFOUEHUS COBETA TI0 3TUKE YCTAHABIMBAIOTCS YIOJTHOMOYCHHBIM (hefepaabHbIM
OpPraHOM MCIIOJHUTEIbHOW BJAcTU. YMCIO MpeAacTaBUTENEd MEIMIMHCKUX OPraHU3aluil HE MOXKET
MPEBBINIATH MOJOBUHY OT OOIIEro Yucia SKCIEPTOB COBETA IO ITHKE.

6. udopmanus o cocraBe coBeTa IO ITHKE, IUIaHAX €ro padoThl M TEKyIIEH AeATeIbHOCTU
pa3meriaercd Ha O(UIUAIBHOM CalTe YIMOJIHOMOYEHHOro (enepaJbHOro OpraHa HCIOJHUTEIbHON
BJIAcTH B ceTu "MIHTepHET" B yCTAaHOBJIEHHOM UM [OPAJIKE.

Koncynbrantllntoc: npumeuanue.
ITonoxxenus ct. 40 (B pen. @3 or 30.01.2024 N 1-®3), kacaromuecs NpeaoCTaBIECHUs TOC. yCIyT
IIOCPEACTBOM €AMHOM cucTeMbl, pumenstores ¢ 01.01.2026.

Cratbs 40. [NpoBegeHMe KNMHUYECKOIO UCCef0BaHUA NIeKapCTBEHHOro npenapara
Ana MeauLMHCKOro nNnpuMeHeHus

1. PykoBoauTenp MEIMIMHCKON OpraHM3alud, KOTOpas NPOBOAUT KIMHHYECKOE HMCCIIEJOBAaHUE
JIEKApCTBEHHOr0  @pemapara Uil  MEIMLIHUHCKOrO IPUMEHEHHUs, Ha3HAa4aeT UCCIeN0BaTes,
OTBETCTBEHHOTO 3a MpPOBEJICHHE TAaKOTO HCCIEIOBAaHUS U HMMEIOIIEro JIEYEOHYIO CIEeNHaTbHOCTb,
COOTBETCTBYIOIIYIO IMPOBOJAUMOMY KIMHUYECKOMY HCCJIEJIOBAHUIO JIEKAPCTBEHHOrO Ipenapara, co
CTakeM paboThI IO MPOrpamMMaM KIMHHYECKHUX HCCIICOBAaHHUH JICKAPCTBEHHBIX IMPEMapaToB HE MEHEe
YyeM TpU roJa M N0 €ro MNPeIoKEHUIO Ha3HA4aeT COMCCIENOBATENeld W3 4YuCia Bpayeld STOU
MEIMIIMHCKON OpraHu3allni.

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

2. Hccnenosarens OCYHICCTBIIACT BBI60p MMaguECHTOB, KOTOPBIC IIO MCAWIHMHCKHUM ITIOKa3aHUAM
MOTYT OBITh MPUBJICYCHBI K YYACTUIO B KIMHHUYCCKOM HCCJICIOBAHUU JICKAPCTBCHHOTI'O IIpCriapaTa JJIsd
MCIUITUHCKOI'O NPpUMCHCHUS.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

3. HccnenoBaTtens H  COMCCIEIOBATENIM  JOJDKHBI OBITb O3HAKOMJIEHBI C pe3yiibTaTaMu
JAOKIIMHHUYCCKOI'O HCCIICAOBaHUA  JICKAPCTBCHHOI'O CpcacTBa, COACPKAIUMHUCA B 6pou110pe
HCCICa0BaTCIA, NPOCKTOM ITPOTOKOJIa KIMHUYCCKOTO HMCCIICAOBAHUA JICKAPCTBCHHOI'O IIperiapara IJId
MCIUITMHCKOI'0 MPpHUMCHCHUS, p33pa6OTaHHI)IM pa3pa6OT‘II/IKOM JICKAPCTBCHHOI'O Mpfcriapara WJIW WHBIM
OPUINYCCKUM JIMOOM, IMPUBJICKACMBIM K OpraHu3aliiu IMPOBCACHUA KIMHHUYECKOTO HCCICAOBAHUA
JICKApCTBEHHOI'O IIpf€rapara s MEAULIUMHCKOTO MNPHUMEHCHUA, W APYTUMH MaT€pualiaMd TaKoro
HCCICOOBaHUA.

3.1. PykoBoauTe s MEIUIIMHCKON OPTaHU3AIMH B CPOK, HE MPEBBIIAIONINN TpeX pabounx AHEH co
JTHSL HavaJjia MpOBEJICHUs KIIMHUYECKOr0 MCCIEAOBAHMS JIEKAPCTBEHHOTO Mpenapara Jisi MeIUIIMHCKOTO
MPUMEHEHHUS, cOO0IaeT 00 ITOM B yIOJTHOMOYCHHBIH (eiepabHBI OpraH UCTIOJHUTEILHOW BIACTH,
BBIJIABIITUH pa3peIIeHre Ha MPOBEACHUE TAKOTO UCCIICIOBAHMS, 10 YCTAHOBICHHON UM (hopMme.
(dactp 3.1 BBeaeHa denepanbHbiM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYLIECTBIIIIOIIME OPraHU3alUI0 MPOBEACHMS KIMHUYECKOIO MCCIENO0BaHUS
JIEKapCTBEHHOI'O Ipenapara JUisi MEAMIMHCKOIO NPUMEHEHUS M yKa3aHHbIE B 4acTU 3 craThbu 38
Hactosuero denepaibHOro0 3aKOHA, B Cllydyae HEOOXOAMMOCTH BHECEHHMS W3MEHEHHUH B IPOTOKOJI
KIIMHAYECKOTO MCCIIeIOBAHMUS JIEKAPCTBEHHOTO TpenapaTa il MEIUIIMHCKOTO MMPUMEHEHHS COOOIatoT
00 3TOM B yIOJTHOMOYEHHBIN (pesiepanbHblii OpraH UCIIOJIHUTEIbHON BIACTH, BbIIABIINI pa3pelieHue Ha
IIPOBE/IEHUE TAKOTO UCCIIEJOBAHUS, 110 YCTAHOBIEHHON UM (hopMe.

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

4.1. cDOpMEl COO6I_I_ICHI/I}I O BHECEHHUH H3MCHECHUM B IMPOTOKOJI KIMHUYCCKOTO HCCICAOBAHUA
JICKApCTBCHHOT'O TIpfriaparta IOjd MCIUIHUHCKOro IMPUMCHCHHA OOJDKHA COACPKATh CICAYIOIIUC
CBCJCHUA:

1) HaumeHOBaHUe, NIEHTU(UKALIMOHHBIA HOMEP U JlaTa MPOTOKOJIA KIMHUYECKOTO UCCIIEIOBaHMUS;
2) nata BHECEHUS U3MEHEHHH B IPOTOKOJI KJIMHUYECKOTO UCCIIEI0OBAHNUS;
3) HaMMEHOBaHUE U MECTO HAaXOXKICHU 3asiBUTEIS;

4) HaMMEHOBAaHWE OpraHU3allid, MPHUBJICUYECHHONW pa3pabOTUMKOM JIEKAPCTBEHHOTO MpernapaTa K
OpraHu3alMK MPOBEICHUS KIMHUYECKOr0 UCCIe0BaHus (TIPU HATMYUH);

5) HaAMMCHOBAaHHUA M MECTa HAXOXICHHA MCIHUIIMHCKHX opraHmauMﬁ, B KOTOPLIX IPOBOAUTCH
KIIMHUYECKOC NCCICIOBAHUC,

6) nara BbIJAUM pa3pelLICHUs Ha IPOBEJEHHE KIMHUYECKOTO HCCIEIOBaHMS M HOMEpP 3TOrO
pa3peLIeHus;

7) U3MEHEHUs, BHOCUMBIE B IPOTOKOJI KIMHUYECKOTO HCCIIETIOBAHUS.
(dactb 4.1 BBegena denepanbupiM 3akoHoM ot 11.10.2010 N 271-D3)

5. B cpok, He mpeBblIaonui 1BaaTH BOCbMHU pabo4MX JHEH cO JTHS MOJIY4YEHHs YKa3aHHOTO B
yacTu 4 HACTOALIEH CTaTbU COOOIICHMS, YIOJHOMOYEHHBIN (eaepanbHbIi OpraH HMCIOJIHUTEIbHON
BJIACTU PACCMATPUBAET 3TO COOOLIEHHE B YCTAHOBJIEHHOM UM [OPSJIKE W HPHUHUMAET pPELICHHE O
BHECEHUM HM3MEHEHUIl B INPOTOKOJI KIMHUYECKOTO MCCIENOBAHUS JIEKAPCTBEHHOIO Ipenapara ajs
MEIULMHCKOTO PUMEHEHHUSI U 00 OTKa3e BO BHECEHWU TAKUX M3MEHEHH, MOANUCAHHOE YCHICHHON
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(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

KBAIM(UIIMPOBAHHON DJIGKTPOHHOW TMOJIMKUCKHIO, TOCPEJICTBOM HAMPABICHHUS COOTBETCTBYIOIIETO
pelieHrus B JWYHBIA KaOWHET 3asBUTENs] B eAMHOM cucteme. [Ipu paccMoTpeHHM COOOIIEHUS O
HEOOXOUMOCTH BHECCHHS] M3MEHEHHH B TPOTOKOJN KIMHUYECKOTO HCCIICIOBAHMS JICKAPCTBEHHOTO
npenapara Uit MEAMIIMHCKOTO TPUMEHEHUS B IEJISIX OICHKH OOOCHOBAHHOCTH Tpe/jiaraeMbIx
W3MEHEHUW W OTpEeNeNICHUsI CTETICHN PUCKA IS MAlMEHTOB, MPUHUMAIOIINX y4acTHE B KIMHUYECKUX
HCCIEAOBAHUAX, YIIOJHOMOYCHHBIM (penepanbHbIM OpPraHOM  HCIIOJTHUTEIIBHOW BJIACTH  MOTYT
MIPHUBJIEKATHCSI SKCIIEPTHI COBETA IO 3TUKE U (MJIN) SKCIIEPTHI IKCIIEPTHOTO YUPEIKICHHSL.

(B pen. @eaepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

6. KimHnyeckoe uccieoBaHUE JIEKAPCTBEHHOI'O Ipenapara JUisi MEAMIMHCKOIO NPUMEHEHUS
MOXKET OBITh NPHUOCTAHOBJIEHO WM IPEKPAIlEeHO, €CIM B IpPOLECCe €ro IMpoBEAEHUs OOHapyKeHa
OMACHOCTh JUISl JKWU3HM, 3JI0POBBSl MAIlMEHTOB. B cilyyae BO3HHMKHOBEHHUS OIACHOCTH ISl KU3HU,
3I0pOBbsl NALMEHTA, YYaCTBYIOLIETO B KIMHUYECKOM MCCIENOBAHUM JIEKAPCTBEHHOIO Ipenapara A
MEIMLMHCKOTO0 NPUMEHEHHUs, HccieloBaTean 00s3aHbl MPOMHPOPMHUPOBATE 00 3TOM PYKOBOIUTENS
MEIUIVHCKOW OpraHM3alMl W OpraHM3alfio, [OJYYHMBIIYIO pPa3pelIeHHE YIOJHOMOYEHHOIO
¢denepanbHOTO OpraHa HCIOJHUTENPHOW BIACTH HAa OPTraHU3AIMIO MPOBEACHUS KIMHHYECKOTO
UCCIIEIOBaHUs  JIEKApCTBEHHOI'O  Ipernaparta. PemeHne o0  NPUOCTAHOBIEHHWH — KIMHUYECKOIO
HCCIIeIOBaHMs JIEKAPCTBEHHOTO MpernapaTa s MeAULUHCKOTO IPUMEHEHUs TPUHUMAIOT PYKOBOJUTEINb
MEIMLMHCKOW OpraHu3alud M (WiIM) OpraHMu3auus, IOJY4YHUBINAs pa3pelieHHE YIOIHOMOYEHHOTO
¢denepanbHOrO OpraHa MCIOJHUTENbHOW BIACTM HAa OPraHU3alMI0 MPOBEAEHUS KIMHHUYECKOTO
HCCIIEI0OBaHM JIEKapCTBEHHOTO IpenapaTa il MEAULIUHCKOTO IPUMEHEHHUS], PELIEHUE O NMPEKpaIleHUN
TaKOTO MCCJIEIOBAHUS PUHUMAET YIOJIHOMOYEHHBIN (peepanbHblii OpraH NCIOTHUTEIBHONM BIACTH HA
OCHOBAaHMHU COOOIIEHHS B NUCHBMEHHOW (QopMe pPYKOBOAMUTENS MEAUIMHCKOW OpraHu3aluyd WU
OpraHu3alysi, MOJy4YUBIIas pa3peuieHHe YIOJIHOMOYEHHOro (eAepalbHOr0 OpraHa HCIOJHUTEIbHON
BJIACTH HAa OPraHU3alMI0 MPOBEIEHUS KIMHMYECKOIO HCCIENOBAaHMs JIEKAPCTBEHHOIO Ipemnapara A
MEIULMHCKOTO IPUMEHEHMS.

7. B cpok, He MpeBBIMIAIONINA MATH paboyuX JTHEH co JHS 3aBEpLICHUS, TPUOCTAHOBICHHS U
IIPEKpaAlICHUsI KIMHUYECKOIO HCCIIENOBAaHMs JIEKAPCTBEHHOIO IIpenapara Uil MEIULMHCKOTO
MIPUMEHEHHUs, COOOIIeHrEe 00 ATOM HAMpaBJsEeTCs] OpraHU3alMsIMH, YKa3aHHBIMU B 4acTu 3 cTaThbu 38
HacTosuero denepaibHOTO 3aKOHA, B YIIOJTHOMOYEHHBIN (eiepalibHbIi OpraH UCIOJHUTENIbHOM BIacTh
10 YCTaHOBJIEHHOW UM (hopMe.

8. qbopMa COOGH_IGHI/IH O 3aBCpHICHHU, IMPUOCTAHOBJIICHUU WM TNPCKpALMICHUNU KIIMHUYCCKOI'O
HCCIICAOBAaHMA JICKAPCTBCHHOI'O NIpCIiapaTta Ijid MCAUILIMHCKOT'O IIPUMCHCHU A NJOJI’)KHA COJACPIKATh!:

1) nHpOpMAINIO O MEIUIIMHCKON OpPraHU3aluy WM MEIUIMHCKAX OPTraHU3alusiX, TPOBOAUBIINX
JTaHHOE MCCIIeJOBaHNE;

2) onucaHue JaHHOTO MCCIICIOBAHNUS,

3) nmannble uccnenoBarens (GamMuiIus, UMs, OTYECTBO, MECTO pabOThHI, 3aHMMaeMasi JOKHOCTD,
CIIeMATIbHOCTh, CTaX pabOThl TO MporpaMMaM KIMHHYECKUX HCCICIOBAaHUN JIEKapCTBEHHBIX
NpernaparoB, IMEpeYeHb KIMHUYECKUX HCCIICAOBAHUM JICKapCTBEHHBIX IPENapaTroB, B KOTOPBIX OH
MpUHUMAIT ydacTue (IePUO/Ibl yUacTHsI) B KAUeCTBE MCCIIEI0BATEIS WIIA COUCCIICAOBATENS);

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

4) pe3ynpTaT JOAHHOTO UCCIIEOBaHUS (3aBepIIEHUE, NPUOCTAHOBICHHWE WM IpeKpalleHue
JAHHOTO MCCIEJOBAHUSA C YKa3aHMEM HMX NPUYUH U BIMSHHUS HA OLEHKY €ro pe3yibTaToB, OOIIyIO
OILICHKY PHCKa U 0KHMJAEMOW TMOJIb3bl OT MPUMEHEHUS HCCIEAYEeMOTro JIEKapCTBEHHOTO Mpemapara, a
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"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

TaKKe MperoaaraeMble JalbHEUIIe TeHCTBU).

8.1. Ilpu BbIsIBIEHHM (eaepaTbHbIM OPraHOM HCIHOJHHUTENBHOM BJIACTH, OCYILECTBIISIOLIMM
(GYHKIMM TIO KOHTPOJIO W HaI30py B cdepe 3ApaBOOXpAHEHHUs, HAPYIICHUH OpPABUI HaJUIeKaIeH
KJIMHWUYECKOW IPAKTUKU IIPU NPOBEICHUH KIMHUYECKOTO HMCCIEIO0BAaHMs JIEKAPCTBEHHOI'O IIpernapara,
BIUSIIOLIMX Ha IMOJIHOTY U (WJIM) JOCTOBEPHOCTh JAHHOTO KIMHHUYECKOIO HCCIIEeOBaHUS, YKa3aHHBIN
(benepanbHbIi OpraH MCIOJHUTEIBHON BIACTU NMPHUOCTAHABIMBAET IPOBEJCHHUE JAHHOTO KIIMHUYECKOTO
HCCIIEIOBaHMs U BBIHOCUT MEIMULMHCKON OpraHu3alyy, B KOTOPOH IMPOBOAMTCS JAHHOE KIMHUYECKOE
UCClIeIOBaHMEe, TMpeanucaHne o0 yCTpaHeHHWU BbIABIECHHBIX HapymeHuid. Ilpu HeycTpaHeHuu
MEIMLMHCKOW OpraHu3alyedl BBIABICHHBIX HApYLICHUWH B YCTAHOBICHHBIM B IPEIIMCAHUH CPOK
yKa3aHHbI (enepanbHbIi OpraH MCIOJHUTEIbHONW BIACTH NPUHUMAET pEUIEHHE O MpeKpalieHUH
MIPOBEJICHUS] KIIMHUYECKOI0 UCCIIeI0BAaHUS JIEKapCTBEHHOTO IperapaTa M HampasiseT B (eaepaibHbIi
OpraH HCIOJIHUTEIbHOW BJACTH, OCYHIECTBIAIOMMN (YHKIMHM 10 BbIpAaOOTKE M peanu3aliuu
rOCYJapCTBEHHO! IMOJIMTUKUA M HOPMAaTHBHO-TIPABOBOMY DETrYJIMPOBAHUIO B cdepe 3ApaBOOXpaHEHUS,
3aKJIFOUYEHUE O BBISBICHUU NPU IPOBEACHUH JAaHHOTO KIIMHUYECKOTO UCCIIEI0BAaHUS HAPYIIEHNN IPABUII
HQJIeKAIIed KIMHUYECKOH TMPaKTHKH JUIS TOPUHATHS pelieHuss o0 OTMEeHe pas3peuleHds Ha
OpraHW3alMI0 IMPOBEACHUS MJAaHHOTO KIMHUYECKOIO MCCIECIOBAaHUSA C JaTbl IPUHATUS PELICHUS O
MIPUOCTAHOBIICHUH NTPOBEIAECHUS KIIMHUYECKOI0 HCCIIENOBaHMUS JIEKaPCTBEHHOTO IIpenapara.

(dactp 8.1 B pen. DenepanpHoro 3akona ot 13.07.2015 N 241-D3)

8.2. Ilpu mpoBeneHUM KIMHUYECKOTO HWCCIENOBAaHUS JIEKAPCTBEHHOIO TMpemapaTta Juis
MEJIMIIMHCKOTO TPUMEHEHUS B CIIy4ae YTOUHEHHUs (M3MEHEHHUsI) TaHHbIX, COJIEP KAIIUXCS B pa3pelieHun
Ha TMPOBEJICHUE JAHHOTO KIMHUYECKOTO HCCIIEIOBaHMs, HA OCHOBAaHWM HANPABJICHHOTO B JIMYHBIN
KaOMHET YIOJHOMOYEHHOro (enepaabHOr0 OpraHa HCIOJHUTEIBHOM BJIACTU B €IUHON CHCTEME
oOpareHust 3asBUTENS, MOAIMUCAHHOTO YCHUJICHHOW KBATH(UIIMPOBAHHOW AJIEKTPOHHOHN IMOIIMHUCKHIO, C
MPUJIOKEHHEM MOTHBHUPOBAHHOTO OOOCHOBAaHUS U JOKYMEHTOB, MOATBEPKAAIOMIUX HEOOXOIMMOCTH
YTOYHEHHs JAHHBIX, YINOJHOMOYEHHBIN (enepanbHblii OpraH HMCIOJHUTEIHHONW BIIACTH B CPOK, HE
MIPEBBIIAIONINKA JIBAaIIaTH BOCHBMH pa0O4YUX HEH CO JHS MOCTYIICHHS TaKOro OOpaiieHUs, BHOCHUT
M3MEHEHUSI B pa3pelieHue Ha MPOBEICHHE KIMHUYECKOTO HMCCIIEIOBAHUS JIEKAPCTBEHHOIrO Iperapara
JUTST. MEMIIMHCKOTO TPUMEHEHUS] W PEeCTp BBIJAHHBIX pPA3pEIICHU Ha MPOBEICHUE KIMHUYECKUX
WCCTIEIOBAaHUH JICKAPCTBEHHBIX TPENapaToB, a Tak)Ke HAIpaBiseT B JIMYHBIA KaOWHET 3asBUTENS B
€IMHOM CHUCTEME BBIIIUCKY M3 peecTpa BBIJAHHBIX pa3pelieHUil Ha MPOBEACHHE KIMHUYECKUX
WCCIIEIOBAaHUM  JIGKQPCTBEHHBIX MpENapaToB, MOJAMUCAHHYIO YCHUJICHHOW KBaTH(QHUIIMPOBAHHON
ANEKTPOHHOMN MOANHUCKHI0, THO0 MPUHUMAET pellieHrne 00 0TKa3e BO BHECEHUH M3MEHEHUN B pa3pelieHue
Ha TIPOBEJICHHUE KIMHUYECKOTO MCCICAOBAHUS JIEKAPCTBEHHOrO Ipenapara JJisi MEIUIIMHCKOTO
NMPUMCHCHHUST W HANpaBJSICT B JIMYHBIA KaOWHET 3asBUTENI B CIWHOW CHCTEME JTO pelICHHE,
MOAMMCAaHHOE YCUIICHHOW KBaTM(DUIIMPOBAHHOMN AJIEKTPOHHOMN MOAMKCHIO, C YKa3aHUEM NMPUYUH OTKa3a.
(dactb 8.2 BBeaeHa DenepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

9. VYnoiaHOMOYeHHBIH QenepanbHbIi OpraH HCIOJHUTENBHOW BIACTU OIMYOJIMKOBBIBAET U
pasMmemiaeT Ha cBoeM oduuuanbHOM caiite B cetd "MHTepHer" cooOlieHne O 3aBepLICHHH,
IIPUOCTAHOBJICHUU WIN IMPEKPAIEHUN KIMHUUYECKOIO MCCIIEOBAHMsI JIEKAPCTBEHHOIO Ipemnapara ajs
MEJIHUIMHCKOTO TIPUMEHEHUS B CPOK, HE NMPEBBIIIAIONININ MATH paboynX JHEH CO AHSA €ro MOJy4YeHHs, B
YCTaHOBJICHHOM UM HOPSJIKE.

10. YmosHOMOYeHHBIH (enaepaabHblii OpraH HCHOJHUTEIBLHON BJIACTH OCYIIECTBIISET BEICHHUE
peecTpa  HMcCclIeAOoBaTele, NPOBOASIIMX WM  NPOBOJUBLIMX  KIMHUYECKHE  HUCCIICIOBAHMS
JIEKapCTBEHHBIX NPENapaToB A MEAUIIMHCKOIO IPUMEHEHHS, B COOTBETCTBUU C YTBEPKIACHHBIMU UM
[IpaBUIAMH M pa3MeEUIaeT ero Ha CBOeM OpHIMaIbHOM caiite B ceTn "MHTepHEeT" B yCTAaHOBICHHOM UM
HOpAJKE. YKa3aHHBIM pPEECTp COAEPXKUT HHPOpPMAIUIO, MPEAYCMOTPEHHYIO MNYyHKTOM 3 dYactu 8
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(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

HacTOSIIEH CTaThU.

11. Ortuer o pe3ynbTaTax KIMHUYECKOTO MCCIEN0BAHUSA JIEKAPCTBEHHOIO IIpemnapara Ul
MEUIIMHCKOTO IIPUMEHEHUS COCTABIISETCS] OpraHU3alel, yka3aHHO! B yacTH 3 cTaThbu 38 HACTOSILIETO
®denepallbHOTO 3aKOHA, M MPEACTABISAETCS B YIOJHOMOYEHHBIN (eiepabHbIl OpraH MCIOJHUTEIBHON
BJIACTH, BBIIABIIMI pa3pelIEeHHe Ha IPOBEJCHHME 3TOr0 HCCIEAOBAHMS, B CPOK, HE IPEBBIIIAFOIINI
JBEHAILIATH MECALIEB CO IHSA €ro 3aBEpIUCHUsS, IPUOCTAHOBJIEHUS WM IPEKPALICHMs, B IOPAIKE,
YCTQHOBJICHHOM YIOJIHOMOYEHHBIM (heZiepalbHbIM OPraHOM MCIIOJTHUTEIbHOM BIACTH.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

12. HapymieHue mOpaBui HAUISKANICH KIMHUYECKOW MPAKTUKH, (QanbcuuKanms pe3yinbTaToB
KJIMHUYECKOT0 HCCIIEIOBAHUS JIEKAPCTBEHHOTO Mpenapara il MEAULIUHCKOIO MPUMEHEHUS BIEKYT 3a
co00l OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOJATEIHCTBOM Poccuiickoit denepanuu.

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

13. Tlpu mnpoBeneHHWHM KIMHUYECKOTO HCCIENOBAHUS JIEKApCTBEHHOTO TIpemapara il
MEJHUIIMHCKOTO TPUMEHEHUS JOMyCcKaeTcsi 3a00p y MalueHTOB OMOJIOTHYECKUX MaTepuanoB (00pasiibl
OMOJIOTMYECKUX JKUIKOCTEH, TKAHEHW, CEKPETOB H TPOAYKTOB JKU3HEIEATEIHHOCTH YEIIOBEKA,
(DM3HOIOTHYECKUX M TIATOJIOTHYECKHUX BBIICICHHA, Ma3KOB, COCKOOOB, CMBIBOB, MHUKPOOPTaHHU3MOB,
OWOTICHITHBI MaTepuan) Uil WX wusydeHus B Poccwiickoit denepanmu u (Wim) 3a mpeaenamMu
Poccuiickoit denepariumn.

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

14. Iopanok BBo3a B Poccuiickyro ®@enepanuio U BeIBO3a 3a npeaeinsl Poccuiickoit @enepanun
OMOJIOTMYECKUX  MAaTepUalIOB, MOJYYCHHBIX TMPH MPOBEACHUU KIMHUYECKOTO  HCCIEIOBAHHS
JIEKAPCTBEHHOI'0 IIpernapara Ui MEOUIUHCKOrO IIPUMEHEHHs, ycTaHaBiauBaercs IIpaBurenscTBOM
Poccuiickoit deneparum.

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

CraTtbsa 41. [loroBop 0 NpoBeAEeHUU KITMHUYECKOro uccrnenoBaHns fieKapCTBEHHOro
npenapara ans MeguUUHCKOro npuMeHeHus

1. Knuanyeckoe wuccieqoBaHUE JIEKAPCTBEHHOTO TMpemapara i MEAUIIMHCKOTO TPHUMEHEHUS
MPOBOJUTCS B  COOTBETCTBHM C JIOTOBOPOM O IIPOBEACHUHM KIMHUYECKOTO HCCIICIOBAHHS
JIEKapCTBEHHOTO Tpemnapara JUisi MEAUIIMHCKOTO MPUMEHEHUSs, 3aKIII0UYaeMbIM MEX]y OpraHHu3alfei,
MOJTyYMBIIIEH pa3pelieHrue YIMOJTHOMOUEHHOTO (eAepatbHOr0 OpraHa HCHOJHUTENBLHOW BIAacTH Ha
OpraHMu3alMI0 MPOBEICHHS TAKOrO0 HUCCIIEIOBAHUSA, U MEIULIMHCKOW OPraHU3alMEN, OCYILECTBIISIOLICH
MIPOBEACHUE TAKOTO MUCCIICIOBAHMUS.

2. I[OFOBOp O MPOBCACHUHU KIMHHUYCCKOTO HCCIICA0BAaHUA JICKAPCTBCHHOI'O IIp€riapara HJjid
MCIUIHUHCKOI'O IPUMEHCHUSA JOJKCH COACPKATD:

1) YCJI0OBUS U CPOKHU NPOBCACHUS JAHHOT'O UCCIICAOBAHUS

2) ONpCACIICHUC 061_[16171 CTOUMOCTH HpOTpaMMbl HAHHOI'O HUCCIICAOBAHUA C YKA3aHUCM CYMMBI,
HpCl[HEBHEl‘-I&IOH.IGfICSI JJIA BBITIJIIAT UCCIICA0BATCIIAM, COUCCIICA0BATCIIAM,

3) onpeneneHue GOPMBI IPEICTABICHIS PE3YIHTATOB JAHHOTO UCCIICIOBAHUS B YIIOJTHOMOYCHHBIN
(dhenepabHBINA OpraH UCTIOJIHUTEILHON BIACTH.
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(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

CraTtbn 42. dunHaHcoBoe obecneyeHue KNMMUHUYECKoro nccriegoBaHus
NleKapCTBEHHOro npenapara Ans MeauLMHCKOro NnpuMeHeHus

duHaHCOBOE OO€ECICUCHHE KIIMHUYECKOrO HCCIICOOBaHUA JICKAPCTBCHHOI'O IIp€riapara I
MCIUIUHCKOI'0 IPpUMCHCHUSA OCYIICCTBIIACTCSA 3a CUCT:

1) cpeacTB denepaibHOTO OFOJKETA;

2) CpCACTB OpFaHHBaHHﬁ, MOJIYUYMBIIUX Pa3pCHICHUC HaA OPraHU3alui0 HIPOBCACHUSA JAHHOTO
HcCIca0BaHud, B COOTBCTCTBHUU C YCIOBUAMU NJOTOBOpPA O €T0 IIPOBCACHUHN,

3) MHBIX HE 3alpPEeIEHHBIX 3aKOHOAaTeNbCTBOM Poccuiickoii denepaiiii ICTOYHUKOB.

Cratbsa 43. I'IpaBa naunMeHToB, y4YacTBywOWMUX B KIIMHUYECKOM MuUccnenoBaHuu
JNNeKapCcTBeHHOro npenaparta agnsa meanumnHCKoro npmMmeHeHus

1. VYuyactme MNanuCHTOB B KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOI'O mpfcrapara I
MCIUIIMHCKOI'O MPUMCHCHUS ABJIACTCA I[OGpOBOHBHBIM.

Koncynprantlntoc: npumeyanue.
C 01.01.2026 B a63. 1 9. 2 ct. 43 BHOCsTCS m3MeHeHus (D3 ot 30.01.2024 N 1-03). Cum. Oyaymryto

PEIIAKIINIO.
2. TlanueHT WM €ro 3aKOHHBIA TMPENCTaBUTENb JOJDKEH OBITh MH(POPMHPOBAH B NMHCHMEHHOU
dbopwme:

1) O JICKApCTBCHHOM IIpf€raparc Ajd MCIUOMUHCKOIoO IPUMCHCHHUA W CYIIHOCTHU KIIMHHUYCCKOI'O
HCCIICAOBaHHUA 3TOTO JICKAPCTBCHHOI'O IIpC€iapara,

2) o 6€30MaCHOCTH JIEKapCTBEHHOT'O Mpernapara Juis MEJUIIMHCKOTO IPUMEHEHUS, €r0 0KUIaeMOn
3¢ HEKTUBHOCTH U CTETICHH PHCKA VIS NAlUeHTa;

3) 00 YCIIOBUAX YYACTHUA MaMCHTA B KIIMHUYCCKOM HCCICAOBAHWM JICKAPCTBCHHOI'O IIpCIiapara
A MEAULTUHCKOTO IIPUMCHCHMUS

4) O OCJIM MM LOeIX W HPOAOJDKHUTCIBHOCTU KIMHHUYCCKOI'O HCCICAOBAHHA JICKAPCTBCHHOI'O
npenapara il MEAUIUHCKOTI'O IIPUMCHCHU A

5) o neHcTBHMAX MalMeHTa B ciydae HeNpenBUICHHBIX 3((EeKTOB BIUSHUS JEKApCTBEHHOTO
npenapara Uit MEJUIUHCKOrO IPUMEHEHHs] Ha COCTOSIHUE €T0 3/10POBbS;

6) 00 yCIOBHSIX 0053aT€ILHOTO CTPaXOBAHMS )KU3HU, 3/I0POBbS MAIIUEHTA;

7) 0 TapaHTHUAX KOH(i)I/IlIeHHI/IaJ'H)HOCTI/I ydyactusa ManucHTa B KIMHHUYCCKOM HMCCIICI0BaHUHN
JICKApPCTBCHHOI'O IIpCIiapaTta i MCIUIUHCKOTO IIPUMCHCHHA.

Koncynprantllntoc: npumeuanue.
C 01.01.2026 4. 3 cT. 43 uznaraercs B HoBou pemakiuu (@3 ot 30.01.2024 N 1-®3). Cm. Oyaymryro

PECAAKIINIO.
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"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025
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3. I[O6p0BOJ'II>HOe coryraCue nmanyveHTa Ha y4aCTHEC B KIIMHUYCCKOM MCCIICAJOBAHUUN JICKAPCTBECHHOI'O
npenapara A MCIUIOHUHCKOrO HNPUMEHCHUSA NOATBEPKAACTCA €ro MNOANHCHBIO WX IMOAIMHUCBIO €TI0
3dKOHHOI'O ITPCACTABUTCIIA HA I/IH(bOpMaI_[I/IOHHOM JJUCTKC NIallMCHTA.

4. HaI_II/IeHT WA €ro 3aKOHHBIM MMPpEaACTaBUTCIIb HMECT IIPABO OTKA3aTbCA OT Y4YacCTUsS B
KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOTI'O MpfcIiapara AJid MCOAUIUHCKOTO IMPUMCHCHUA Ha 000
CTaauu MMPOBCACHHA TAKOT'O UCCICIOBaHM.

Koncynprantlntoc: npumeyanue.
C 01.01.2026 B 4. 5 ct. 43 BHOcsarca u3meHeHus (D3 or 30.01.2024 N 1-®3). Cm. Oyaymryio

PCAAKIINIO.

5. TlpoBeneHne KIMHHYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO Ipenapara JUIsi MEIUIIMHCKOTO
NPUMEHEHHS C Y9aCTHEM B Ka4eCTBE IAIlIEHTOB JETEH JOIyCKAeTCsl TOJIBKO C COTacusi B MUCHbMEHHOM
dopme uX poauTenei, ycblHOBHTENEH. JleTH MOTYT paccMaTpHBaThCs B KadeCTBE MOTCHIMAIBHBIX
NAIMEHTOB TAaKOI'0 MCCIIEOBAHUS, TOJBKO €CIM €ro MpOBEAEHHE HEOOXOIUMO sl YKpEeIUIeHUs
3I0pOBbsI JIeTeH WM NMPOQMIAKTUKYA HH(PEKIMOHHBIX 3a00JE€BaHUN B JIETCKOM BO3pacTe JH0O0 eciu
LEJIBI0 TAKOTO MCCIICAOBAHMS SBISETCA MOJMYYCHHUE JaHHBIX O HAWIYYIIeH JO3MPOBKE JEKAPCTBEHHOTO
mpernapara Ui JICYeHHsT JeTei. B 3THX ciydasXx TakoMy HMCCIIEIOBAHHIO JOJDKHO MPEIIIECTBOBATH
KJIMHUYECKOE HCCIICIOBAaHNE JIEKapCTBEHHOTO TIIperapara sl MEIUIMHCKOrO IPUMEHEHUS Ha
COBEPIICHHOJNIETHUX TpakAaHaX, 3a MCKIIOUEHHEM CIIydaeB, €CIH HCCICIYeMbIil JIeKapCTBEHHBIN
npenapar Ui MEAMLIMHCKOTO TPUMEHEHUs NpeAHa3HayeH MCKIIOYUTENbHO JJIS HUCIOJIb30BaHUS
HECOBEPIICHHOJIETHUMHU T'pakJaHAMHU.

(B pen. @enepanbHoro 3akona ot 22.10.2014 N 313-03)

6. 3anpen1aeTCﬂ MMPOBEACHNEC KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O Iperiapara IJId
MCIUIHUHCKOI'O IPUMCHCHUSA C YHAaCTUEM B KaYCCTBEC ITAITUCHTOB:

1) neTeli-CUpOT U ACTEH, OCTABIIUXCS O€3 TOTICUCHHSI POAUTEIICH;

2) SKeHIIMH B TepuoJ OEpeMEeHHOCTH, >XEHIIWH B TMEpPUOJ TPYAHOTO BCKapMIIMBaHHS, 3a
HCKIIIOYEHHEM CITy4aeB, €CJIM IMPOBOAMUTCS KIMHMYECKOE HCCIIEIOBAHME JIEKAPCTBEHHOIO Mperapara,
MPeTHA3HAYEHHOTO ISl YKa3aHHBIX JKCHIIUH, TIPU YCIIOBUU HEOOXOIMMOCTH TONydeHUs: WH(OpMAIUN
TOJIBKO BO BpeMs IPOBEACHHUS COOTBETCTBYIOIIUX KIMHUYECKUX HCCIEIOBAHUN M TPUHATHS BCEX
HEOOXOJUMBIX MEp IO HCKIIOYEHHUIO pHCKa HAHECEHHUs Bpela JKEHIIUWHE B Mepuoj OepeMeHHOCTH,
KEHILMHE B IEPUO/I TPYAHOTO BCKapMIIMBAHUS, TUIOAY MM PEOCHKY;

3) BOGHHOCTY’XKAIllUX, 3a HCKJIIOUEHHEM CIy4yaeB NpPOBEIEHUS KIMHUYECKOTO HCCIIEOBAHUS
JICKapCTBEHHOTO Mperapara, CIEHUalbHO pa3palOTaHHOIO JUIs NMPUMEHEHHUS B YCIOBHAX BOCHHBIX
NECUCTBUHM, Ype3BBIYAWHBIX CHUTyaluid, NPOQWIAKTUKM W JIEYeHHs 3a00JCBaHUN M TOpPAXKECHHUH,
MOJIyYEHHBIX B  pe3yJibTaTe€ BO3ACHCTBHUS HEONArONpUSATHBIX XHMUYECKUX, OHOJOTHYECKHX,
panuanuoHHbIX (hakTopoB. KimHHMueckoe HcceloBaHHE TAKOrO JIEKAPCTBEHHOIO Ipernapara MOXKET
IIPOBOAMTBCS C Y4aCTHEM B  KadyeCTBE IIallUEHTOB BOCHHOCIYXKAIUX, 3a MCKJIIOYECHHUEM
BOCHHOCITY’KAaIllUX, MPOXOAAIIMX BOEHHYIO CIy>KOy IO MpH3bIBY, € coONIofieHueM TpeOoBaHuH,
YCTaHOBJICHHBIX HACTOAIIUM DeepabHbIM 3aKOHOM B OTHOLICHUU TPAXAAHCKUX JIMLI,
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4) cOTpyAHHUKOB IPAaBOOXPAHUTEIbHBIX OPTaHOB;

5) nun, oTOBIBAIOIIMX HAaKa3aHUE B MECTaX JIMIICHUs CBOOOJIBI, a TAKXKe JIML, HAXOISAIIUXCS MO
CTPa’KEU B CICCTBEHHBIX U30JIATOPAX.

Koncynprantlntoc: npumeyanue.
C 01.01.2026 B 4. 7 ct. 43 BHOcarcs u3meHeHus (D3 or 30.01.2024 N 1-®3). Cm. Oymymryio

PEAAKIINIO.

7. Jlomyckaercss NpOBENEHHE KIMHUYECKOTO MCCIENOBAHUA JIEKAPCTBEHHOIO IIpenapara s
MEJHULUHCKOrO IPUMEHEHUS, IPEAHAa3HAYEHHOr0 AJIs JIeUeHHsI IICUXUYECKUX 3a00JIeBaHuil, C yyacTueM
B KauecTBE MAIMEHTOB JIMI[ C TMCUXMYECKHMMH 3a00JIeBaHUSMM, NPU3HAHHBIX HEIEECIIOCOOHBIMU B
OPAJKE, YCTAHOBIEHHOM 3aKoHoJaTesnbcTBOM Poccuiickoit ®enepaunu. KiimHndeckoe uccinenoBanue
JICKapCTBEHHOTO Ipernapara B 3TOM Cliyyae MPOBOJIUTCS NMPU HAJIMYUHU COTJacus B MUCBMEHHOH (hopme
3aKOHHBIX IIPEICTABUTENIEH YKA3aHHBIX JIULI.

Cratba 44. OO6sA3atenbHOe CTpaxoOBaHUe XU3HW, 300POBbsA MNALMEHTA,
y4yacTBywLWero B KINMHUYECKOM WUCCrefoBaHUM JeKapCTBEHHOro npenaparta Aans
MeAULMUHCKOro npuMeHeHus

(B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

1. Opranuzanus, NOJYyYUBIIAsl pPa3pelICHHE Ha OpPraHU3alyi0 MPOBEICHUS KIMHUYECKOTO
UCCIIEIOBaHMs JIEKapCTBEHHOIO MpernapaTta [Uisi METUIIMHCKOTrO NpUMEHEHHs, 00s3aHa B KauecTBe
CTpaxoBaTessl CTPAaxoBaTb PUCK NPUYMHEHHs] Bpeda >KU3HU, 3J0pPOBbI0 MAlMEHTa B pPeE3yJIbTaTe
MPOBEICHUS  KJIMHUYECKOIO HCCIECIOBAHUS JICKAPCTBEHHOIO Ipemnapara Uil  MEIHUIMHCKOro
MIPUMEHEHHUS 32 CBOHM CUET MyTeM 3aKIIFOUSHUS I0TOBOpa 0053aTeILHOTO CTPaXOBAHUSI.

2. OOBEeKTOM 0053aTENFHOTO CTPAaXxOBaHUS SBISIETCS WMYIIECTBEHHBIH WHTEpPEC IalUeHTa,
CBSI3aHHBIN C MPUYMHEHUEM BpEJ/ia €r0 JKU3HU WM 370POBBIO B PE3YJIbTaTe MPOBEACHUS KIIMHHYECKOTO
UCCIIeJOBaHHS JIGKaPCTBEHHOTO TIperapara il MEJUIMHCKOTO TPUMEHEHUSL.

3. CTpaxoBbIM CilydaeM I10 JIOTOBOPY OO0s3aTENBHOIO CTpaxOBaHMs SIBISETCS CMEPTh IMaIlMeHTa
WIA YXyALICHHE €ro 370pOBbs, B TOM YHCIE BJEKyllee 3a cO00i yCTaHOBJICHHWE MHBAIMIHOCTH, MPHU
HAJIMYMU TIPUYUHHO-CIICACTBEHHON CBA3HM MEXIY HACTYIUICHHEM 3TOTO COOBITHS M YYacTHEM HalMeHTa
B KJIMHMYECKOM MCCIIEJOBAHUN JIEKAPCTBEHHOTI'O IIpenapara.

4, Tpe6OBaHI/I$[ 0 BO3MCIICHHMU Bpc€aa, MNPUUYMHCHHOI'O JKWU3HW WKW 3J0POBBIO IIAIIMCHTA,
OpCaABABIIAKOTCS B TCUCHHUC CPOKOB HCKOBOM JaBHOCTH, YCTAaHOBJICHHBIX IrpaXaaHCKUM
3aKOHOAATCJIbCTBOM.

5. Pa3zmep cTpaxoBoOii BBIIUIATHI MO JOTOBOPY 0053aTEIBHOTO CTPAXOBAHUS COCTABIISICT:

1) B cimydae cMepTH ManueHTa /1Ba MUJUIMOHA pyOseil Ha KaKJoro MnalueHTa, y4acTBOBABIIETO B
KIIMHUYECKOM HCCIIEI0BAaHUH JIEKAPCTBEHHOIO IIpernapara;

2) npu yXyAILIEHUH 370POBbs MAlIUEHTA!
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

a) TOBJICKIIIEM 3a COOOW YCTaHOBJICHWE MHBAJIMIHOCTH | TPYIIBI, OAMH MUUIHOH MATHCOT THICSIY
pyOJsieli Ha KaXJIOro MalMeHTa, yYacTBOBAaBIICTO B KJIMHUYECKOM HMCCIICIOBAHUU JICKAPCTBEHHOTO
npernapara;

0) moBiyiekiieM 3a coOO¥ ycTaHOBJICHHE WHBAIUAHOCTH Il Tpynmel, onuH MWUIMOH pyOseil Ha
Ka)KJI0TO TAIUEHTA, YIaCTBOBABIICTO B KIIMHHYECKOM HCCIICIOBAaHUH JICKAPCTBEHHOTO Mpernapara;

B) MOBJIEKIIEM 3a CO00H ycTaHOBJIeHHEe MHBANMAHOCTU III rpymmel, mATBCOT ThICSY pyOJsiel Ha
Ka)KJI0TO MaIllMeHTa, y4acCTBOBABIIETO B KIIMHUYECKOM HCCIIE0BaHUH JIEKAPCTBEHHOTO Mpenapara;

T') HE MOBJEKIIeM 3a co000# yCTaHOBJICHUS UHBAMAHOCTH, He OoJiee ueM TpucTa Thicad pyOuieli Ha
KKJOr0 TMalMeHTa, YY4aCTBOBABIIETO B KIMHHUYECKOM HCCIEIOBAHUU JICKAPCTBEHHOTO IIperapara,
UCXOJs W3 HOPMATHBOB, OTPAXKAIOMIMX XapaKTep H CTENCHb TOBPEKICHUS 30POBBS, a TaKke
(aKTHYECKH TIOHECCHHBIX TAI[MCHTOM pacXoJ0B, BBI3BAHHBIX IMOBPEKICHHEM 370POBBS, Ha
MEIUIIMHCKYIO IOMOIIb, IPUOOPETCHHE JICKAPCTBEHHBIX ITPEIapaToB.

(nm. "r" B pen. @eaepanbHOro 3akona ot 22.12.2014 N 429-03)

6. Ytpatun cuny ¢ 1 utons 2015 roxa. - @enepanbHblil 3akoH oT 22.12.2014 N 429-03.

7. Cpok nmoroBopa 00s3aTEIBHOTO CTPAaXOBAaHHUS HE MOXKET ObITh MEHEe, YeM CPOK MpPOBEACHUS
KJIIMHUYECKOT0 UCCIIEI0OBaHMs JIEKAPCTBEHHOIO IIpernapara.

8. VYcnoBusi noroBopa 00s3aTEILHOTO CTpPaxOBaHUS, B TOM YHCJIE CTpPaxoBble Tapu@bl IO
00513aTeIbBHOMY CTPaXxOBaHHIO, IIepeYeHb HEOOXOAMMBIX JTOKYMEHTOB ISl OCYILECTBJIEHUS CTPaXxOBOM
BBIIJIATHI, MOPSJOK YCTaHOBJEHHS CTpaxoBaTelleM HWHIMBUAYAJIBHOTO HICHTU(UKALMOHHOTO KOJa
NalyeHTa, MOpsSA0K HH(GOPMUPOBAHHUS  CTpaxoBaTelieM CTPAaxXOBIIMKA O MPHUBICYEHHBIX K
KJIIMHUYECKOMY HCCJIEIOBAaHUIO JIEKAPCTBEHHOI'O Ipenapara Uil MEIUIMHCKOTO0 IPUMEHEHUs
MalueHTax, MOPSAJOK YIUIaThl CTPaXxOBOM MpeMHUH, MOPSAJOK peau3allii OMNPEEIEHHBIX HACTOSILIUM
@denepalibHBIM 3aKOHOM M JpyrMMH (efepajibHbIMA 3aKOHAMHU IpaB M O00s3aHHOCTEH CTOPOH IO
JIOTOBOpPY 0053aTENbHOrO0 CTPAaXOBaHMs, a TAaKXKE HOPMATHBbBI, OTPAKAIOLIME XapaKTep MU CTEleHb
MIOBPEXICHHS 3/I0POBbsI, yCTAaHABIMBAIOTCS TUIOBLIMH [IPABUIAMHU 0053aTEIILHOTO CTPAXOBAHMUSL.

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

9. B cJIydac NpHUYMHCHHUA BpCaa KU3HU IIallMCHTA, YYAaCTBOBABLIICTO B KIMHHUYCCKOM
HCCICAOBAHNU JICKAPCTBCHHOT'O IIp€riapara, BI)IFO)IOHpI/IO6peTaTeH$IMI/I o AO0roBOpYy 00s13aTE€ILHOTO
CTpaxOBaHHUA MABJIAIOTCA TpaXJaHC, HMCIOIIWC IIpaBO Ha BO3MCHOICHUC BpE€aa B Ciydac CMEPTHU
KOpMWJIblla B COOTBCTCTBUU C I'PAKAAHCKUM 3aKOHOJAATCJILCTBOM, IIPpU OTCYTCTBHUH TAKHX I'paKJaH -
poauTei, Cyrnpyr, ACTH YMEPIICTO ITalUCHTA, Y4YaCTBOBABHICTO B KIMHHUYCCKOM HCCICAOBAHUU
JICKApCTBCHHOT'O IIpcIiapara, B ClIyda€ CMCPTH IIAalMUCHTA, Y4YaCTBOBABLICTO B KJIMHHUYCCKOM
HCCICAOBAHNHU JICKAPCTBCHHOI'O IIPCIiapaTa 1 HC UMCBIICTO CaAMOCTOATCIIBHOI'O 10X04a, - I'paXXJIaHe, Ha
WXXKIUBCHHUHN KOTOPBIX OH HAXOAWJICA, B OTHOLICHUH BO3MCHICHHA pacXOod0B Ha HOT‘pC6eHI/I€ nanueHTa,
Y4aCTBOBABUICTO B KIIMHUYCCKOM HCCICAOBAHHU JICKAPCTBCHHOI'O IIperiapara, - JJMIOo, IMOHECIIEC TaKue
PaCXOJbl.

10. CTanOBaH BbIINIaTA B CYET BO3MCHICHUA BpEAad, IMPUYUMHCHHOI'O JKW3HHU IIAUCHTA,
Y4aCTBOBABIICTO B KIIMHUYCCKOM HCCIICAOBAHHUU JICKAPCTBCHHOI'O MpCIiaparta, pacupCaACiIsICTCa MCKIAY
BBII‘O,HOHpI/I06peTaTeH$IMI/I MMPOMOPHUOHAIIBHO UX KOJIMYCCTBY B PaABHBIX HOJIAX.

11. Ilpum HaACTymJIEeHHMH CTpPAaxoOBOTO Clly4ass IIallMEHT, YYacTBOBABIIMM B KIMHUYECKOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

WCCIIEIOBAaHUHM  JICKQpCTBEHHOTO  Ipermapara,  BHITOAONPHOOpETaTeNb  BIOpaBe  MPEIbsSBUTH
HEMOCPEACTBEHHO CTPaxXOBIIMKY TpeOOBaHME O BO3MEIIEHUU MPUYMHEHHOTO Bpena. CrpaxoBas
BBIIIJIaTa OCYIIECTBIISIETCS CTPAXOBIIMKOM B TEYEHHE TPUILATA JHEH CO JHSA MPEACTABICHUS
HEOOXOUMBIX JTOKYMEHTOB. [1alneHT, y4acTBOBAaBIINI B KIIMHUYECKOM UCCIICIOBAHUH JICKAPCTBEHHOTO
npenapara, Wi BBITOAONpPHOOpeTaTe s 00s3aH COOOIUTH CTPAXOBIIMKY JUISl OCYIICCTBIICHHS
CTPaxOBOW BBIIJIATHI HWHAWMBUIYAJIbHBIA HMJICHTU(PUKAIMOHHBIM KOJ IallMeHTa, YCTAHOBJICHHBIN
CTpaxoBaTejeM B COOTBETCTBUHU C THIIOBLIMU MPABUIAMH 00s13aTEILHOTO CTPAXOBaHUSI.

12. JIo mosHOrO OmpeneNeHus pa3Mepa IMOUIEKAIIET0 BO3MELIEHUIO BpeJa CTPaxOBLIMK I10
3asIBJICHUIO TAllMEHTAa, y4aCTBOBABLIETO B KJIMHUYECKOM HCCIIEJJOBAHMM JIEKAPCTBEHHOIO IIpernapara,
WIA 3asBICHUIO BBITOAONpPUOOpETaTeNsi BIOpPaBEe OCYIIECTBUTH YacTh CTPAaXOBOW  BBITUIATHI,
COOTBETCTBYIOIYIO (PaKTUYECKH OIpe/IeICHHON YacTH MPUYMHEHHOTO Bpea.

13. CTanOBaﬂ BbIILIaTa B COOTBETCTBHMHM C JOI'OBOPOM 00513aTEJILHOIO CTpaxoBaHUs
OCYHICCTBJIACTCA HE3aBUCUMO OT BBITUIAT, IPUYUTAOIINUXCS 11O APYTHUM BHUIaM CTPAXOBaHHA.

14. He JOIMYCKACTCA Yy4YaCTUC TIallUCHTA B HTPOBCACHUU KIIMHHUYCCKOI'O0 HCCICAOBAHUA
JICKApCTBCHHOTO IIpLIriapaTa npu OTCYTCTBHUU JOTOBOpa 00513aTEeILHOTO CTpaxoBaHHA.

15. KoHTposib 3a MCIOJTHEHHWEM OpraHW3alMel, IMOJMYYHMBUIEH pa3pelIeHUE HAa OpPraHU3aLUI0
IIPOBCACHUA KIIMHHUYECKOI'O HUCCIICIOBaAHUA JICKApCTBECHHOT'O Inpemapara JJIsA MEAUIINHCKOTI'O
MPUMEHEHHUS, YCTAHOBJICHHON HacTosIeld cTaTbeld OOS3aHHOCTH IO O005S3aTeNbHOMY CTPaxOBaHHUIO
KU3HHU, 3J0pPOBbsSI TMAallMEHTa, Yy4YacTBYIOMIEro (y4acTBOBABIIET0) B KIMHHUYECKOM HCCIEIOBAHUU
JIEKapCTBEHHOTO  MpemapaTra,  OCYIIECTBISETCS ~ YIMOJIHOMOYEHHBIM  (heepadbHbIM  OpPraHOM
HMCIOTHUTEIbHOM BJIaCTH, BBIJABIIUM pa3pClIiCHUC Ha HNPOBCACHUC KIIMHUYCCKUX I/ICCJIGIIOBaHI/Iﬁ
JICKApCTBCHHBIX NPCapaToB A1 MEAUIUHCKOIO IPUMCHCHHUA.

Mnaea 8. MIPOU3BOACTBO N MAPKUPOBKA JIEKAPCTBEHHbLIX CPEACTB
CraTtbsa 45. NMpon3BoACTBO NeKapCTBEHHbIX CPeacTB

1. TIpom3BOACTBO JEKAPCTBEHHBIX CPEICTB IODKHO COOTBETCTBOBATH TPEOOBAHUSAM IIPABHII
HaJuieXxalled MPOU3BOJACTBEHHOW MPAKTUKW, YTBEPKAECHHBIM YIOJHOMOYEHHBIM (eaepaibHbIM
OpPraHOM HCIIOJIHUTENbHON BiacTU. OCOOEHHOCTH Iepexo/ia MPOU3BOACTBA OTAEIbHbIX JIEKAPCTBEHHBIX
CPEZACTB K UX NMPOU3BOJICTBY B COOTBETCTBUH C TPEOOBAHUSAMU MPaBUJI Ha/jleKaleil Ipou3BOICTBEHHOM
IIpakTUKU ycraHaBnuBaroTcs IIpaBurensctBom Poccuiickonn @Penepauuu. Bbelnadya 3akifO4eHH O
COOTBETCTBUHM TPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMAM MpPaBUJI  HaJUIEKAIICH
IIPOU3BOJCTBEHHON MPAKTUKHA OCYLIECTBISAETCS IO PE3YNbTATAM HMHCIIEKTUPOBAHMS IPOU3BOIUTENEH
JIEKAPCTBEHHBIX CPEICTB B TNOpsAnKe, ycTaHoBIeHHOM IIpaBurensctBoM Poccuiickonn ®enepanuu.
Pasmep miaTel 3a BbIJA4y 3aKIIOYCHHS O COOTBETCTBUU IPOU3BOAMTENS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUAM MpPaBUJ HaJJeKallel MPOM3BOACTBEHHOM MPAKTUKM yCTaHaBiIUBaeTcs [IpaBUTEIHCTBOM
Poccuiickoit @denepauuu. [IOopAnok opraHu3anuu U NMPOBEACHUS WHCICKTUPOBAHUSA IPOU3BOJIUTENCH
JICKApCTBEHHBIX CPEJICTB HAa COOTBETCTBHE TPEOOBAHHMSIM MPAaBWII HaJUIekKalled MPOU3BOACTBEHHOMN
IIpaKkTUKH ycTraHaBiuBaeTcs [IpaBurensctBom Poccuiickon @enepannn.

(B pen. denepanpHpix 3aKk0HOB 0T 25.06.2012 N 93-®3, ot 22.10.2014 N 313-P3, ot 22.12.2014 N
429-03)

2. IIpous3BOACTBO JIEKApCTBEHHBIX cpenctB B Poccuiickoit ®Penepanuu  OCYILIECTBISETCA
MPOU3BOAUTENSIMU JIEKAPCTBEHHBIX CPEJCTB, UMEIOIIMMU JULIEH3UIO Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX
cpeacts. IloarBep:kieHUE COOTBETCTBUS JIMUEH3MATA [PABUIAM HAJJICKAIIEH IPOU3BOACTBEHHOMN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

MIPAKTUKU OCYIIECTBISIETCS B paMKax JIMIIEH3HOHHOTO KOHTPOJISI B COOTBETCTBUU C 3aKOHOJIaTEIbCTBOM
Poccwuiickoit @eneparuu ¢ yaeToM 0COOCHHOCTEH, YKa3aHHBIX B 4acTH | HACTOAIIEH CTAaThU.
(B pen. @eaepanbubix 3akoHOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-03)

2.1. Jlna uenedt NMUEH3UPOBAHUS MPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB JUISI MEIULIUHCKOIO
MPUMEHEHUS U HMHCIEKTHUPOBAHMS CyOBEKTOB OOpAaIleHUs JIEKApCTBEHHBIX CPEJICTB Ha COOTBETCTBHE
TpeOOBaHUSAM  [paBWJl  HaAJEXKalled  MPOU3BOJICTBEHHOW  MpakTUKU  (eaepaiabHbId  Oprax
WCIIOJIHUTENIBHOW  BJIACTH, OCYIIECTBIISIIOLIUMNA TOCYJApPCTBEHHYIO PErUCTPALMIO  JIEKAPCTBEHHBIX
MpernapaToB JJIs MEAULUHCKOTO PUMEHEHUS, IPEAOCTaBIsAET (eiepaTbHOMY OpraHy MCIOJHUTEIbHON
BIIACTH, OCYIICCTBISIONIEMY (efepanbHbIil TOCYIapCTBEHHBIN JTMIICH3NOHHBIA KOHTPOJIb ACSITETLHOCTH
10 IPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB AJISI MEIUIIMHCKOTO MPUMEHEHHUS, 110 €T0 3alpocy B paMKax
MEXBEJOMCTBEHHOT0 MH(GOPMAIMOHHOTO B3aUMOJICHCTBUS B MOPSJIKE, YCTAHOBIEHHOM (eepaibHbIM
OpraHOM UCIIOJIHUTEJIbHOM BJIACTH, OCYILECTBISIOIINM JIMIIEH3UPOBAHUE ITPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB Ui MEIUIMHCKOTO MpPHUMEHEHUs, U (QenepaqbHbBIM OPraHOM HCIHOJHUTENBHON BIACTH,
OCYIIECTBIISIOIUM TOCYJapCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX MPENApaTOB ISl MEAULUHCKOIO
IIPUMEHEHHUS, CIEIYIOIINE CBEJCHHS O JIEKApCTBEHHBIX CPEICTBaX (B TOM YHCIIE B CIIydae, €CIIU TaKue
CBEICHMSI COCTABJIAIOT KOMMEPUYECKYIO TalHY):

1) B oTHomeHuH (apMaleBTHUECKONH CyOCTaHIMU WM (papMalEeBTUUYECKUX CYOCTaHIIUH,
BXOJSIIMX B COCTaB JIEKAPCTBEHHOI'O Ipernapara (3a MCKIOYEeHHEeM (papMaleBTHYECKUX CyOCTaHLUH,
BKJIFOYEHHBIX B T'OCYJapCTBEHHBIM PEecTp JIEKapCTBEHHBIX CPEICTB B COOTBETCTBMU CO cTaThell 34
Hacrosiero denepanbHOro 3aK0Ha):

a) HaMMEHOBaHUE (PapMaIeBTUIECKON CyOCTaHINH, €e CTPYKTYypa, O0IIIre CBOMCTBA,

0) HaMMEHOBAaHUE U a/IpeC MPOU3BOIUTENS;

B) TEXHOJIOTHA IMPOU3BOACTBA C OIIMCAHHUEM CTalII/Iﬁ IMPOU3BOACTBA U METOJ0B KOHTPOJISI HAa BCEX
CTaguiaX IIPOU3BOACTBA,

T') OMKCaHue Pa3pabOTKH Mpoliecca MPOU3BOICTBA;

1) ONTUCAHKME KOHTPOJISI KPUTUYECKUX CTAIMI MPOU3BOJICTBA U MPOMEKYTOYHON MPOAYKIIHH;
€) IOKYMEHTaJIbHOE TIOJITBEPXKIACHHUE (BaIHIA1IMs) IPOIIECCOB U (UJTM) X OLICHKA;

7K) CBOMCTBA U CTPYKTypa JIEHCTBYIOIIMNX BEIIECTB;

3) XapaKTepPHCTUKA TIPUMECEH;

1) cnerudukanus Ha GapMaleBTHUSCKYI0 CyOCTaHIIHIO U €€ 000CHOBaHHUE,

K) aHAINTHYECKHE METOIUKH, WCIIOJNb3yeMble NpPU OCYLIECTBICHHHM KOHTPOJISI KadecTBa
(bapMareBTHUECKON CyOCTaHINH;

J) TOKYMEHTAJIbHOE MOATBEPKICHUE (BAIMIALMSA) AHATUTUUECKUX METOJIUK, UCIIOIb3YyEMBIX MpU
OCYIIECTBJIEHUN KOHTPOJIS KadecTBa (papMarieBTH4eCcKol CyOCTaHINH;

M) pe3yJIbTaThl aHAJIM3a CEPHI (papMarleBTUIECKON CyOCTaHIINM;

H) IEPECUCHb CTAaHAAPTHBIX 06p33HOB HWJIKM BCIICCTB, HCIOJB3YEMBIX IIpU OCYHICCTBICHUU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

KOHTPOJISI KauecTBa;

0) ONMCAHNE XAPAKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MAaTEPHUAJIOB U YKYIIOPOUYHBIX CPEACTB;

1) JaHHBIC O CTA0MIIBHOCTH (papMaIieBTUIECKON CyOCTaHIINH;

P) CPOK TOTHOCTH;

2) B OTHOUIEHMH (hapMaleBTUUECKUX CYOCTaHIMI, BXOJSAIIMX B COCTaB JIEKaPCTBEHHOI'O
mpernapaTa ¥ BKJIIOYEHHBIX B TOCYAApCTBEHHBIA pEeecTp JIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBHH CO
ctatbeil 34 HacTosmero deneparbHOTO 3aKOHA!

a) HaUMEHOBaHMe (apMaleBTUUECKON CyOCTaHINH, e CTPYKTypa, oOII1e CBOUCTBA;

0) HaMMEHOBAHUE U AJIPEC IPOU3BOAUTEIIS;

B) Pe3yJIbTAThl aHAIN3a cCepuil hapMaleBTUUECKON CyOCTaHIINY;

T') CPOK TOJTHOCTH;

3) B OTHOILIEHUH JIEKAPCTBEHHOTO Mpenapara s MEAUIIMHCKOTO TPUMEHEHHUS:

a) OIMMCAHUC U COCTAB JICKAPCTBCHHOT'O IIpCIiapaTta AJId MEAUIUHCKOTO ITPUMCHCHU

0) ommcanue ¢apMaleBTUYECKONH pa3paboTku (00OCHOBaHME BBIOOpa cCOCTaBa, MEPBUYHOMN
YIaKOBKH);

B) TEXHOJIOTHsSI TIPOM3BOJICTBA C ONMMCAHMEM CTAJMK MPOU3BOJICTBA M METOJIOB KOHTPOJIA HAa BCEX
CTaJusAX MPOU3BOJICTBA;

I') ONHCAaHWE KOHTPOJS KPUTHYECKUX CTaAWil TIpolecca MPOU3BOJACTBA W IMPOMEKYTOUHOM
MIPOIYKIUH;

J1) HAaMEHOBAaHUE U aJIpec MecTa OCYILIECTBICHUS MPOU3BOJICTBA JIEKAPCTBEHHOTO IpernapaTa s
MEJUIMHCKOTO INPUMEHEHMS (B Clyyae HAJIWYMS HECKOJBKHMX YUYAaCTHUKOB IIpollecca IPOMU3BOJCTBA
YKa3bIBa€TCs KaXAbIi U3 HUX);

e) ¢apmareBTUIECKasi COBMECTUMOCTH;

) MUKPOOHOJIOTHYECKHE XapaKTEPUCTUKH;

3) MaTepuabHbIM OalaHC Ul MPOM3BOJICTBA CEPUU TOTOBOTO MPOAYKTA;

1) OIIMCaHHUE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MATEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JOKYMEHTAJIbHOE MOATBEPKACHNE (BaIMIalus) IPOLIECCOB IPOU3BOCTBA U (WIN) UX OLICHKA;

1) TpeOOBaHUs K KAYECTBY BCIIOMOTATEIHHBIX BEIIECTB;

M) AHAIIUTUYCCKUE MCETOJUKH, HCIOJB3YEMBIC TIIpU OCYHICCTBJICHUNW KOHTPOJA KadCCTBaA
BCIIOMOT'aTCJIbHBIX BCIICCTB,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

H) AOKYMCHTAJIbHOC MOATBCPKIACHUC (BaJ'II/I,[[aI_II/ISI) AHAIIUTUYCCKUX METOAUK, UCIIOJIB3YEMbBIX IMPU
OCYHICCTBJICHUU KOHTPOJII Ka4€CTBA BCIIOMOT'aTCIIbHBIX BCIICCTB,

0) I/IHCI)OpMaL[I/ISI 00 HCIIOJB30BAaHUM BCIIOMOTATEIbHBIX BCIICCTB YCIIOBCUYCCKOT'O M KHMBOTHOI'O
MIPOUCXOKIACHUA,

1) uH(opmarus 06 UCIOIb30BAHUN HOBBIX BCIIOMOTaTEIbHBIX BEILIECTB;

p) TpeOOBaHMA K KayecTBy JIEKaPCTBEHHOTO IIperapara Il MEIUIMHCKOTO IPUMEHEHHS
(cepTudukar, cnenudukays Ha JeKapCTBEHHBIN Mpenapar u uX 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOAUKH, HCIOJIb3YCMBIC IIPpU OCYHICCTBIICHHU KOHTPOJIA KaucCTBa
JICKApCTBCHHOTO IIplriapaTa JJIs1 MCIUIUHCKOI'O IPUMCHCHUS

T) AOKYMCHTAJIbHOC IMOATBCPIKIACHUC (Bannz[aum[) AHAIIUTUYCCKUX METOAUK, MCIIOJIB3YyCMbIX IIPpH
OCYHICCTBJICHNHN KOHTPOJIA Ka4€CTBA JICKAPCTBCHHOTO ITpe€riapaTa Jjid MEJUIWUHCKOI'O IPUMCHCHHA

y) pe3yJIbTaThl aHAIN30B CEPUl IEKAPCTBEHHOTO MIpenapara Jjisi MEIUIIMHCKOTO IPUMEHEHNS;
&) xapakTepucTuKa mpuMecei;

X) NEepCUCHb CTAHAAPTHBIX 06pa3u013, HCIIOJIB3YCMBIX IPU OCYHICCTBIICHUU KOHTPOJIA KauCCTBa
JICKApCTBCHHOTO IIpCriapaTa JJI1 MCIUIUHCKOI'O IPUMCHCHUS ;

11) JaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOT'O IIperapara Jyuisi MEJULIMHCKOTO IPUMEHEHMSL.
(uacts 2.1 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB OCYLIECTBIAETCA C COONOJeHHEM TpeOoBaHUI
MPOMBIIIJIEHHOTO ~ perfjaMeHTa,  KOTOpPBI  YTBEpXKJaeTcs  PYKOBOAHMTENEM  IPOU3BOIUTENS
JIEKapCTBEHHBIX CPEJICTB M BKIIOUYAET B ce0s MepeyeHb UCTIONB3YEMBIX (hapMalleBTHUECKUX CYOCTaHIIHIA
Y BCIIOMOTATEIbHBIX BEUIECTB C YKa3aHUEM KOJIMYECTBA KaXKJOTO M3 HUX, JAHHBIE 00 HCIOJIB3yEMOM
000Opy/I0BaHUH, ONHCAHHWE TEXHOJIOIMYECKOro Ipollecca W METOJOB KOHTPOJS Ha BCEX JTamax
MIPOM3BOICTBA JICKAPCTBEHHBIX CPEJICTB.

4. Tlpu UTpOU3BOACTBE JIEKAPCTBEHHBIX MPENapaToB [Uisi MEIULIUHCKOTO IPUMEHEHUs
UCIONB3YIOTCS (papMalieBTHYeCKre CyOCTaHIINH, CBEIEHUSI O KOTOPBIX COAEPHKATCA B TOCYIapCTBEHHOM
peecTpe JEeKapCTBEHHBIX CPEICTB JUISI MEIUIIMHCKOTO TpHUMEHEHUs W (WIKM) EIUHOM peecTpe
3apETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB  EBpa3suiicKOro HIKOHOMHYECKOTO CO03a, 3a
HCKIIIOUCHUEM (1)apMaHeBTI/I‘~ICCKI/IX Cy6CTaHHI/H\/JI, MNPOU3BOAUMEBIX [JId MNPOBCACHHUA KIMHHYCCKUX
uccaeaoBaHui U (Min) Jutst SKeropTa. [Ipu mpou3BoACTBE IEKApCTBEHHBIX CPEACTB JIJISI BETEPUHAPHOTO
MPUMEHEHUS HCIONb3YIOTCS (apMalleBTUUECKUe CyOCTaHIIMU, CBEACHHUS O KOTOPBIX COAepxk arcs B
rOCy/IapCTBEHHOM pEecTpe JIEKapCTBEHHBIX CPEACTB JJisi BETEPUHAPHOTO NPHUMEHEHUs, W (WiIn)
rOCy/IapCTBEHHOM PEeCTpe JCKAPCTBEHHBIX CPEICTB S MEIUIIMHCKOTO MPUMEHEHHUS, U (UITH) SAHHOM
peecTpe  3aperUCTPUPOBAHHBIX  BETEPUHAPHBIX  JIEKAPCTBEHHBIX  mpenaparoB  EBpasuiickoro
SKOHOMHUYECKOTO COI03a, W (WJIM) €IMHOM PEEeCTpe 3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpasmiickoro 3KOHOMHYECKOTO CO03a, 3a HCKIIOYCHHEM (apMarieBTUYECKUX CyOCTaHIIUH,
MIPOM3BOJUMBIX [JIsl MPOBEACHUS KIMHUYECKUX HcclefoBaHUN M (M) ans skcrnopta. K mponeccy
MPOM3BOJCTBA (papMaleBTUUYECKOW CYOCTaHIIMM OTHOCSTCS JIOObIE CTaguM TEXHOJIOTHYECKOTO
mpolecca, TO3BOJSIONIME  TMOMYyYUTh TOTOBBIM  MPOAYKT, COOTBETCTBYIOIIUN  TpeOOBaHUSAM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

¢dapmakomneiiHoil cTaThd, B TOM 4Hcle (QEepMEHTalus, OSKCTPAKLUsA, OYUCTKA, BBIJICICHUE,
MEePEeKPUCTANIN3AlINS, BBICYIIMBAaHUE, HW3MeIbUeHHE. B cioyuae HEOOXOIMMOCTH HWCIOIB30BaHUS
STHJIOBOTO CIIUPTA, B TOM 4HKCIE (apMaleBTUYECKONH CyOCTaHIIMM CIMPTA ATUIOBOTO (3TaHOMA), TPHU
MIPOU3BOJICTBE JIEKAPCTBEHHBIX CPEICTB B KAauyeCTBE JCHCTBYIOIIEro M (WJIM) BCIIOMOTAaTEIbHOTO
BEIIECTBA, a TaKKe B WHBIX TEXHOJOTHMUECKUX MEJISIX JOJDKHA OBITh HCIOJIh30BaHA TOJBKO
(dhapmarnieBTHUecKas CyOCTaHIIUS CIIUPTA ATHIOBOTO (3TAaHO).

(B pen. @enepanbHbIX 3aKOHOB 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. IlepeueHb JEKapCTBEHHBIX NPENapaTroB s MEIULUHCKOIO INPUMEHEHHs, B OTHOILICHUU
KOTOPBIX YCTaHABIUBAIOTCS TpeOOBaHUS K OOBEMY Tapbl, yNMaKOBKE M KOMIUICKTHOCTH, IT€peueHb
JIEKAPCTBEHHBIX  IIPENapaTroB I  BETEPUHAPHOTO IPUMEHEHHs, B  OTHOLIEHWH KOTOPBIX
yCTaHaBJIMBAIOTCS TPeOOBaHUS K O00bEMy Taphl, a Takke TpeOOBaHUSA K O00ObEMY Taphl, YIaKOBKE U
KOMILIEKTHOCTH JIEKAPCTBEHHBIX MPENapaToB A MEIUIMHCKOIO NPUMEHEHHUs, TpeOoBaHus K 00beMy
Tapbl ~ JIEKapCTBEHHBIX  IpenaparoB Ul  BETEPUHAPHOIO  INPUMEHEHMSI  OINPEAEISAIOTCS
COOTBETCTBYIOIIUMH YIOJHOMOYCHHBIMH (peepalbHBIMM OpraHaMy HCIOJHUTEIBHOW BIACTH B
nopszike, ycranoBiaeHHOM IIpaButensctBom Poccuiickoit @enepannn.

(uacts 4.1 B pea. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHu3zaiyy, OCYIIECTBIISIONME NPOU3BOACTBO (apMaleBTUUECKOW CYOCTaHLMHU CIHPTa
STUJIOBOTO (3TaHOMIA) I MPOU3BOJCTBA CIMPTOCOACPKAIIUX JIEKAPCTBEHHBIX IPENaparoB, 00s3aHbI
OCYILIECTBIISITh YUET B MOPAJKE, YCTAHOBICHHOM CTaThiMu 8 U 14 denepanbHOro 3aK0oHa OT 22 HOSOPS
1995 roma N 171-®3 "O rocygapCTBEHHOM pEryJIUPOBAHUU TPOU3BOJCTBA M 000OpPOTa ITUIOBOTO
CIUPTA, AJIKOIOJIBHOW M CHUPTOCOAEpkKalled NPOAYKIMH U 00 OrpaHMYEHUHU NOTpeOIeHus (pacuTus)
ankoronpHOW mpoxaykiuu". [Ipow3BojacTBO (dapmaieBTUUECKOW CyOCTaHIIMM CIUpPTa STHUIIOBOTO
(3TaHONA) MOIMyCKaeTcsl TOJBKO OpraHM3aluel, OCYIIECTBISIIOIEH MPOU3BOACTBO PEKTU(PHUKOBAHHOTO
STUJIOBOTO CIIUPTA U3 MUIIEBOTO ChIpbsS HA OCHOBAaHWM JIMLEH3UU HA MPOU3BOJCTBO 3TUIIOBOTO CIHMPTA
JUI TIPOM3BOJICTBA (hapMalleBTUYECKON CYOCTaHIIMHM CIHPTa ITHIOBOTO (3TaHOIA) B COOTBETCTBUU C
tpeboBanusmu dDenepanbHoro 3akona ot 22 HosOps 1995 roma N 171-®@3 "O rocymapcTBEeHHOM
peryMpoBaHUM MPOU3BOACTBA U 000pPOTa ATHIOBOTO CIHPTA, ATKOTOJIBHOW M CHUPTOCOAEpPIKaIIeH
MPOAYKIMM U 00 OrpaHMYeHUM MOTpeOsieHus (pacluThs) aJKOTOJbHOM MPOIYyKIUHU'", METOAOM
pa3BeieHUs BOJOM OYMIIEHHOM TaKoro 3TUIOBOrO CHUPTA, IPOU3BEAECHHOIO JAHHOW OpraHu3aluen mno
MECTY OCYIIECTBICHHS IPOU3BOJICTBA (papMaleBTHUECKOI cyOCTaHIIMU CIIUPTA ATUIIOBOTO (3TAHOJIA).
(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, OCYIICCTBISIONNE 3aKyNKy U
WCIIONTb30BaHNEe (hapMaIeBTUUECKONW CyOCTaHIIMK CIIMPTA ITHJIOBOTO (9TAHOJA), a TAaK)Ke MPOU3BOJICTBO,
M3TOTOBJICHHE W (WIHM) O00O0pOT (32 HCKIIOYCHHEM PO3HUYHOM TIPOJAXKH) CIHUPTOCOASPIKAIINX
JIEKapCTBEHHBIX TIPerapaTroB, O00s3aHbl OCYIIECTBISITh MX YYeT M JACKIapUpOBAaHUE B TMOPSIKE,
YCTQHOBJICHHOM cTaThsiMu 8 u 14 ®PenepanmbHoro 3akoHa oT 22 HosOps 1995 roma N 171-®3 "O
TOCYJapCTBEHHOM DETYJIMPOBAHUU MPOM3BOJCTBA M 00OpPOTa ATUIIOBOTO CIHMPTA, AJIKOTOJIBHOH U
CIUPTOCOJEPXKAMEH MPOAYKIMH W 00 OrpaHWYCHUH TMOTpeOieHus (pacluTHsl) aAIKOTOJBHOM
MPOTYKIIMH'".

(dactp 4.3 BBeaeHa denepanbHbiM 3akoHOM 0T 29.07.2017 N 278-D3)

4.4. Tlpm npouU3BOACTBE JIEKAPCTBEHHBIX IIPEMApaTOB Ul BETEPUHAPHOIO IPUMEHEHUs
JIOMyCKAETCsl MCIOJIb30BAaHUE TPOU3BEACHHBIX Ui peajau3aluu (apMaleBTHUECKUX CyOCTaHIUH,
BKJIIOYCHHBIX B TOCYJApPCTBEHHBIN peecTp JICKAPCTBEHHBIX CPEACTB YIOJHOMOYEHHBIM (erepaabHbIM
OpPraHOM HCIOJIHMTEJIBHOM BIACTH, OCYLIECTBISIONIMM BEJCHHE TIOCYJApCTBEHHOIO peecTpa
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

JIEKapCTBEHHBIX CPEJICTB IJISI MEAUIIMHCKOTO MPUMEHEHHS.
(uactb 4.4 BBennena @exnepanbHbiM 3ak0HOM OT 02.08.2019 N 297-03)

5. 3anpermiaercs MpoOU3BOJICTBO:

1) mexapcTBEHHBIX CPEICTB, CBEIEHHSI O KOTOPBIX HE COJEpXKATCS B TOCYAapCTBEHHOM pEecTpe
JIEKapCTBEHHBIX CPEJCTB JUISI MEIUIIMHCKOTO MpPUMEHEHHs, U (WIHM) TOCyAapCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEACTB JUIA  BETEPUHAPHOTO MpPUMEHEHHs, © (WIM) EeAWHOM peecTpe
3aperHuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3uiickoro S5KOHOMUYECKOTro CO03a, U (M) €IUHOM
peecTpe  3aperMCTPUPOBAHHBIX  BETEPUHAPHBIX  JIGKAPCTBEHHBIX  mpenapatoB  EBpasuiickoro
HKOHOMHUYECKOTO COI03a, 32 UCKIIOYEHUEM JIEKAPCTBEHHBIX CPEACTB, MPOU3BOJUMBIX ISl MIPOBEACHUS
KIIMHUYECKHUX I/ICCJ'IGI[OBaHI/Iﬁ WJIN U1 QKCIIOPTA,

(n. 1 B pen. ®exnepanbHoro 3akoHa ot 24.07.2023 N 341-03)

2) danbcupUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPE/CTB;
3) nekapCTBEHHBIX CPEJCTB 0e3 TUIICH3UU Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB;

4) JICKAPCTBCHHBIX CPCACTB C HAPYHNICHUCM MHNpPABUJI OpTraHHU3allMd HNPOU3BOACTBA W KOHTPOJIA
KaueCTBA JICKAPCTBCHHBIX CPCACTB,

5) yrpatun cuiy. - GenepanbHbiii 3akoH ot 27.12.2019 N 481-03;

6) CHHPTOCOJCPIKAIIUX JICKAPCTBEHHBIX TIPENapaToB IO MECTy OCYIIECTBICHUS IPOU3BOJICTBA
(hapMmareBTHUECKOM CyOCTaHIIMKM CIUPTa STUJIOBOro (dTaHoyia) W (WIM) MO MECTYy OCYIIECTBICHHS
MIPOM3BOJICTBA TUIIOBOTO CITUPTA;

(n. 6 BBenen denepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

7) dbapmaneBTHUECKON CyOCTaHIIMM CIUPTA 3TUIOBOTO (3TaHONA) W (MIU) CHHPTOCOACPKAIIUX
JIEKapCTBEHHBIX IpPENaparoB Ha OCHOBHOM TEXHOJOTMYECKOM OOOPYIAOBAHUU [UIsl TNPOU3BOJCTBA
STHJIOBOTO CIUPTA, YKa3aHHOM B IyHKTe 1.1 crateu 14.1 ®denepanbHOro 3akoHa oT 22 Hosa6ps 1995
roga N 171-®3 "O rocyaapcTBEHHOM PeryJIMPOBAaHUU MPOM3BOACTBA U 000pPOTa ATUIIOBOTO CIHPTA,
QIKOTONIFHOM W CHOHpTOCOAep Xk alied NPOAYKIMH U 00 OrpaHHYeHHH TOTpeOIeHus (paciuThs)
AJIKOTOJILHOM MPOIYKIUH'".

(n. 7 BBeneH ®enepanbHbIM 3akoHOM 0T 27.12.2019 N 481-D3)

6. Ilpu BBOAE JEKAPCTBEHHBIX CPEICTB B TPAXKIAHCKHUH OOOPOT YIIOJIHOMOYEHHOE JIHIIO
HpOI/ISBOlII/ITeJ'Iﬂ J'IeKapCTBeHHBIX Cpe)ICTB OCYHIGCTBJ'ISICT HOJITBep)K)IeHI/Ie COOTBCTCTBUA J'IeKapCTBeHHI)IX
CpencTB TpeOOBAHMAM, YCTAHOBJICHHBIM MPH HUX TOCYJIAPCTBEHHON PErHCTpPAIMH, U TapaHTHUPYET, UTO
JIEKapCTBEHHBIE CpEACTBA MPOU3BEACHBI B COOTBETCTBUM C TpeOOBAaHUSMHU MPABUI HaJJIeKaIIeH
MIPOU3BOCTBEHHOMN MPAKTUKHU.

(B pen. ®enepanbuoro 3akona ot 22.12.2014 N 429-D3)

7. YTIOJIHOMOYEHHBIM JIUIIOM MPOU3BOJIUTENS JIGKAPCTBEHHBIX CPEJICTB SBIISIETCS €r0 paOOTHHK,
ATTECTOBAHHBIN B YCTAHOBJICHHOM YTIOJHOMOYECHHBIM (peepaTbHBIM OPTaHOM HCIIOJTHUTEIHHOU BIACTH
MOPSAJIKE U UMEIOLIUI CTaXk pabOThl HE MEHEe YeM IISITh JIET B 00JIaCTH IPOU3BOJCTBA U (M) KOHTPOJIS
KauecTBa JIEKApPCTBEHHBIX CPEJACTB, BhbICIIee O0Opa3oBaHWE COOTBETCTBEHHO IO OJHON U3
crenuanbHOCTe W (WIM) OJHOMY W3 HaMpaBJICHUH TMOATOTOBKU: OWONOTHSA, OWOTEXHOIOTHS,
BETEpUHAPHUs, BETEPUHAPHO-CAHUTApHAS JKCIEpPTH3a, KIMHUYECKas MEJIUIMHA, paJualliOHHAas,
XUMHUYECKass W OWoJjorudeckas 3amura, QapMmarus, QyHIaMEHTAIbHAS MEAWIMHA, XHMHYECKast
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

TEXHOJIOTHUSI, XUMHUSL.
(B pen. ®enepanbubix 3akoHOB 0T 22.10.2014 N 313-P3,; ot 02.08.2019 N 297-D3)

8. IIpou3BoauTeNN JEKAPCTBEHHBIX CPEACTB (32 MCKIIOYCHHEM (hapManeBTHUECKON CyOCTaHINH
CIHUPTa 3TUIIOBOIO (3TAHOJIA) MOTYT OCYILIECTBIISITh MPOJAXKY JIEKAPCTBEHHBIX CPEJICTB WIN epeaBaTh
HX B YCTAaHOBJICHHOM 3aKOHOAATEILCTBOM Poccuiickoit denepanun nopske:

(B pen. deaepanbHoro 3akoHa ot 29.07.2017 N 278-D3)

1) APYTr'UM MPOU3BOAUTCIIAM JICKAPCTBCHHBIX CPEACTB JI IPOU3BOJACTBA JICKAPCTBCHHLBIX CPEIACTB,
2) OopraHu3alusaIm OIITOBOM TOPrOBJIN JICKAPCTBCHHBIMU CPCACTBAMU;

3) AIlITCYHBIM OpraHu3alusaM, BCTCPUHAPHBIM alTCUHBIM OpraHu3alviM, HWHIAWBUAYAJIbHBIM
npeaAnpruHUMaTCIsIM, UMCIOIIUM JIMIICH3UIO Ha Q)apMaHeBTI/I‘-IGCKYIO JACATCIIBHOCTh HJIM JIMIICH3UIO Ha
MCIUIHNHCKYIO ACATCIIbHOCTD,

4) Hay4HBIM OpPraHU3alUsIM I HAyYHO-HCCIIeI0BATEIILCKON PabOTHI;
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

5) MCIUIUHCKUM OpraHu3aluiaM U BETCPUHAPHBIM OPraHU3alUsAM;

6) opraHuzanusM W WHAWBUIAYAIbHBIM TNPEANPHHUMATENSM, OCYIIECTBISIONIMM pa3BecHNUE,
BBIpAIlMBaHUE W COJCp)KAHWE JKMBOTHBIX (32 HCKIIOUEHHEM NPOAaXH UM (PapMareBTUIECKUX
cyOCTaHIMI UM UX TIepeaun);

(. 6 B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

7) WCTBITAaTENbHBIM JTa0OpaTOpPUsAM (LIEHTPaM), MPOBOISIINM HCHBITAHUS B OONACTH KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEJACTB, AKKPEAWTOBAHHBIM B COOTBETCTBHUM C 3aKOHOJATENbCTBOM
Poccuiickoit @enepaiiuu 00 akKpeIUTALMK B HAIIMOHAILHOM CUCTEME aKKPEIUTALIUH.

(n. 7 BBeneH ®@enepanbHbIM 3akoHOM OT 04.08.2023 N 428-D3)

9. IlpomwsBomutenu (QapManeBTUIECKON CyOCTaHIIMKA CIUPTa JTHWIOBOTO (3TaHOJA) OO0sS3aHBI
OCYIIECTBIISITh pealin3aluio (Mepeaayy B yCTAaHOBJICHHOM 3aKOHOAATeNbCTBOM Poccuiickoit denepanuun
nopsnake) (apmarneBTHUYECKOW CyOCTaHIIMM  CIOHUPTa JTUIOBOTO  (9TAaHONA) MPOU3BOIUTEINSM
JNEKapCTBEHHBIX  CPEACTB  JUIS  TPOM3BOJACTBA  JIGKAPCTBEHHBIX  CPENCTB,  MPOU3BOIUTEISM
(M3rOTOBUTEISAM) METUITMHCKUX U3JICIIHIA ISl IIPOU3BOICTBA U M3TOTOBIICHUS MEIUITMHCKUX U3IEIHNA B
eMKOCTsIX o0bemMoM He Oosiee 1 nutpa u (unu) He meree 1000 nuTpoB, a opraHu3anusM, YKa3aHHbIM B
MyHKTax 3 - 5 1 7 9acT 8§ HACTOSIIECH CTaThH, B Tape 00beMoM He Oonee 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, ot 22.12.2020 N 444-03, ot 04.08.2023 N 428-D3)

10. Peanuzanusa (mepenaya B YCTAaHOBJIEHHOM 3akoHonAarenbcTBOM Poccuiickoit denepanuun
nopsiake) QgapManeBTUYECKOW CYOCTaHIIMM CHUpPTa 3TUJIOBOTO (9TAaHOJA) OpraHU3aIUsM ONTOBOU
TOPIOBJIM JIEKAPCTBEHHBIMHU CPEJICTBAMHU HE JIOMTYCKAETCA.

(uactp 10 BBegena deaepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku (hapmMareBTHUECKON CyOCTaHIIMM CIIUPTA STUIOBOIO (ITAHOJIA) OCYILECTBIISAIOTCS C
cobOroieHreM TpeOOBaHMM, yCTAaHOBJIEHHBIX a03alleM ueTBepThiM NyHKTa 3 crathu 9 depepanbHOro
3akoHa OT 22 HosOps 1995 roma N 171-®3 "O rocynapCTBEHHOM peryJMpOBaHUM NPOU3BOJACTBA U
00opoTa STHJIOBOTO CIHPTA, AJIKOTOJBHOM M CIHUPTOCOAEpIKALICH NPOAYKIMH U 00 OrpaHHYCHUH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

noTpebneHus (pacuTHsl) aJKOTOJIBHOM MpoayKuuu'.
(uactp 11 BBenena @enepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapkupoBKa nekapcTBeHHbIX CPeaAcTB

1. JlekapcTBeHHBIE Ipenaparsl, MPOIIEANINE FOCYAAPCTBEHHYIO PErUCTPAlUI0 B COOTBETCTBHU C
TpeboBaHusIMH Hactosmiero deeparbHOTO 3aKOHA, 32 HMCKIIOYEHHEM JIEKapCTBEHHBIX IPENaparos,
W3TOTOBJICHHBIX  aNTeYHbIMH  OpTraHU3alMsIMM, BETCpPUHAPHBIMU  aNTEYHBIMH  OpraHU3alUsiIMH,
HWHAUBUYaJIbHBIMU npeanpuHuMaTCIIsiMu, UMCIOIIIUMHU JIMTICH3HUIO Ha q)apMaHeBTI/ILIeCKYIO
JEATeNbHOCTD, IOJDKHBI TIOCTYNATh B 00pallieHue, eCIu:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) Ha WX TEPBUYHOW YIAaKOBKE (32 HWCKIIOUEHHEM IIEPBHYHON YIAKOBKU JIEKAPCTBEHHBIX
PaACTUTENILHBIX MPENapaToB) XOPOIIO YATACMBIM HIPUPTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBAHUE
JEKapCTBEHHOTO TMpemnapara (MeXAyHapOJAHOE HEMaTeHTOBAHHOE, WM TPYIIUPOBOYHOE, WIH
XUMHYECKOE, UJIM TOPrOBOE HAUMEHOBAHKE), HOMEP CEpUH, JaTa BBITYCKa (711 UMMYHOOMOJIOTHIECKIX
JIEKapCTBCHHBIX IMPENapaToB), CPOK TOJHOCTH, JO3MPOBKA WM KOHIIEHTpANHs, 00beM, aKTUBHOCTH B
SIMHUIIAX TCHCTBUS WIH KOJIHMYECTBO JI03;

(B pen. ®eaepanbubix 3akoHOB oT 11.10.2010 N 271-P3, o1 22.12.2014 N 429-D3)

2) Ha UX BTOPUYHOH (MOTPEeOUTENHCKON) YMAaKOBKE XOPOIIO YHTAEMBIM IIPU(PTOM Ha PYCCKOM
SI3bIKE YKa3aHbl HAUMEHOBAHHUE JIEKAPCTBEHHOTO Mpernapara (MeXIyHapOIHOE HEMaTEHTOBAHHOE, WIIH
IPYIIIUPOBOYHOE, WM XUMHUYECKOE M TOProBO€ HAMMEHOBAaHMsSI), HAMMEHOBAHHME IPOU3BOIUTEINS
JIEKapCTBEHHOTO TperapaTa, HOMEP CEpUH, JaTa BhIMTyCKa (JI1 IMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX
MpenapaToB), HOMEpP PETUCTPAIMOHHOTO YAOCTOBEPEHHUS, CPOK TOIHOCTH, CIOCOO TIPUMEHEHUS,
JIO3UPOBKA WJIM KOHIIEHTpAIUs, 00beM, aKTUBHOCTh B €IMHHUIIAX JIEUCTBHS JUOO KOJHMYECTBO JI03 B
yIaKoBKe, JieKapCcTBeHHas ¢GopMa, YCIOBHsS OTIYCKa, YCJIOBUS XpaHEHUs, NpeaynpeauTeIbHbIe
HaJINCH.

(B pen. @enepanbubix 3akoHOB 0T 11.10.2010 N 271-D3, ot 22.12.2014 N 429-D3)

2. @apmarneBTHYECKHE CYOCTaHIIMH JOJDKHBI MOCTYNATh B OOpalleHHe, €CId Ha WX MEePBHYHOU
YIOAaKOBKE  XOpOLIO YWUTaeMbIM MpU(PTOM HA PYCCKOM  SI3bIKE YyKa3aHbl HaWMEHOBaHHE
(bapManeBTUUECKOH CyOCTaHIIMM (MEXIyHapOJHOE HENaTeHTOBAHHOE, WJIM TIPYNIUPOBOYHOE, WU
XMMHUYECKOE€ U TOProBOE€ HAaMMEHOBaHMs), HAUMEHOBaHME IPOU3BOAMTENS (papMalleBTUYECKOMH
cyOCTaHIIMM, HOMEpP CEepHM M JaTa HU3rOTOBJICHUS, KOJMYECTBO B YHAKOBKE M €IMHUIBI M3MEPEHHS
KOJIMYECTBA, CPOK TOAHOCTH U YCIIOBUS XPAaHEHUS.

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

3. JlekapcTBeHHBIE CpEICTBA B KayeCTBE CHIBOPOTOK JOJDKHBI IOCTYINaTh B OOpalieHue cC
yKa3aHHEM KMBOTHOT'0, U3 KPOBH, IIa3Mbl KDOBH, OPTaHOB U TKaHEH KOTOPOTO OHH I1OJTyUYECHBI.

4. Ha BTOpuuHYyIO (TOTPEOUTENIbCKYIO) YHAKOBKY JIEKAPCTBEHHBIX CPENCTB, IMOJYyYEHHBIX U3
KpOBH, IUIa3Mbl KPOBH, OPraHOB M TKaHEW 4YEJIOBEKA, JOJDKHA HAHOCHUTHCA HAANMCH: "AHTHTENA K
BUY-1, BUY-2, k Bupycy renatuta C 1 IOBEpXHOCTHBIN aHTUI'EH BUpyca renatura B orcyrcTByroT".

5. Ha nmnepBuuHyr0  ymakoBKy U BTOPUYHYIO  (HOTPEOUTEIBCKYIO)  YHAKOBKY
paanodapMaleBTHUECKUX JIEKAPCTBEHHBIX CPEICTB JODKEH HAHOCUTHCA 3HAK paJualliOHHOM
OIIACHOCTH.

6. Ha BropuuHyto (MOTpeOUTENBCKYI0) YIIAKOBKY TOMEONATUYECKUX JIEKAPCTBEHHBIX MPENapaToB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 26.12.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHeHus: 15.07.2025

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

OJKHA HAHOCUTHCI HaamucCh: "'["'oMeonaTtuueckuii".

7. Ha BTOpHYHYIO (IOTPEOUTEIBCKYIO0) YIAKOBKY JIEKAPCTBEHHBIX PACTHTEIBHBIX IPENapaToB
JOJKHA HAHOCUTHCA Haamnuch: "[Ipoaykuust npoiuia paarualioOHHbIA KOHTPOJIB" .

8. Ha mepBuuHYyIO yMakoBKy (€CIM ISl 3TOTO CYIIECTBYET TEXHHYECKas BO3MOXKHOCTb) M
BTOPUYHYIO (MMOTPEOUTENHCKYI0) YIIAKOBKY JICKAPCTBEHHBIX IMIPENaparoB, MpeaHa3HAYEHHBIX IS
KIMHUYECKUX UCCIICAOBAaHUM, O KHA HAHOCUTHCS HAAMKCh: "I KIMHUYSCKUX UCCICA0BaHUN".

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

9. YmnakoBka JEKapCTBEHHBIX CpPEIACTB, IPEIHA3HAUEHHBIX HCKIIOUUTENIBHO [UIsl DKCIOPTa,
MapKUpPYeTCsl B COOTBETCTBUM € TPEOOBaHUSIMU CTPaHbI-UMIIOPTEPA.

10. Ha TpancnopTHyio Tapy, KOTOpass HE€ MpeJHa3HaueHa JJis MNOTpeOuTened U B KOTOPYIO
MOMEIIIEHO JIEKapCTBEHHOE CPEACTBO, JIOJKHA HAHOCUTHCS HHGOpMalusg O HAaUMEHOBAHWM, CEpUU
JICKapCTBEHHOI'O CPEJACTBA, JaTe BBITYCKA, KOJWYECTBE BTOPUYHBIX (IIOTPEOUTENIBCKUX) YIAKOBOK
JIEKapCTBEHHOT'O CPEJCTBA, MPOU3BOJUTENE JIEKAPCTBEHHOTO CPEACTBA C YKAa3aHWEM HAaUMEHOBAHHS U
MECTOHAXOKACHUS MPOU3BOAUTENS JICKAPCTBEHHOTO CpeACTBa (aJpec, B TOM 4YMCIE CTpaHa U (WIIN)
MECTO IPOM3BOJICTBA JIEKAPCTBEHHOI'O CPEJCTBA), @ TAKIKE O CPOKE NOJHOCTH JIEKAPCTBEHHOT'O CPEJICTBA
u 00 YCIOBUAX €TI0 XpaHCHHA W TICPCBO3KH, HCO6XOI[I/IMI)IC npeaynpeauTCIIbHbIC HAaANIUCH U
MaHUITYJIATOPHBIC 3HAKU.

11. Ha mnepBHuYHYyI0 yNakOoBKY M BTOPHUYHYIO (IIOTPEOMTENbCKYIO) YHAKOBKY JIEKAPCTBEHHBIX
CpeACTB Ul BETEPUHAPHOTO IPUMEHEHHs JO0JDKHAa HAHOCUTbCA Haamuch: "[ljis BeTepuHApHOTO
IIpUMEHEHUA".

12. Ha BropuuHyro (HOTPEOUTEIBCKYIO) YIAKOBKY JIEKAPCTBEHHOIO IIpernapara HaHOCUTCS
IITPUXOBOM KOJI.

. nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUAUCKYIO ®EAEPALIUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
N3 POCCUNCKOU ®EOEPALIUA
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

CraTtbsa 47. Nopsapok BBO3a fiekapCTBEeHHbIX cpeacTB B Poccuinckyro Pepgepaumio un
BbIBO3a JIeKapCTBEHHbIX cpeacTB u3 Poccunckon ®egepauumn
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. BBo3 nekapcTBeHHBIX cpenctB B Poccuiickyro ®enepaiuio OCyIIECTBISIETCS B HOPSIKE,
ycraHoBieHHOM [IpaBurensctBoM  Poccuiickoit  ®denepanvii, B  COOTBETCTBUM C  aKTaMH,
coctapsironuMu 1ipaBo Coro3a, U (WIK) 3aKOHOJATeIsCTBOM Poccuiickort denepayii 0 TaMOKXEHHOM
peryJupoBaHu.

(B pen. ®enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N _1-D3)

2. Beosumbie B Poccuiickyto denepanuio JieKapCTBEHHBIE CPEICTBA JOJDKHBI COJIEPKAThCS B
rOCyJJapCTBEHHOM pEeCTpe JIEKApCTBEHHBIX CPEJICTB, WU €JAMHOM PEECTPE 3aperuCTPUPOBAHHBIX
JIEKApCTBEHHBIX  CpeACTB  EBpa3miickoro SKOHOMHMYECKOTO  COI03a, WJIM €IUHOM  peecTpe
3apETUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IMpenaparoB EBpa3uiickoro 3KOHOMHUYECKOTO
coro3a.

(B pen. @enepanbHbix 3ak0HOB OT 06.12.2011 N 409-®3, ot 27.12.2019 N 462-®3, ot 30.01.2024 N
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