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12 anpesnst 2010 roga N 61-P3
POCCUNCKAA ©EOEPALIMA
®EOEPAJNbHbLIA 3AKOH
Ob OBPALLEHUU NEKAPCTBEHHbLIX CPEACTB
[TpunsT
l'ocynapctBennon Jlymoit
24 mapra 2010 roga
Onobpen

Coerom Denepaunn
31 mapra 2010 roga

CIUCOK M3MEHSIONINX IOKYMEHTOB
(B pen. @enepanbHbix 3aKk0HOB 0T 27.07.2010 N 192-D3,
ot 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, ot 06.12.2011 N 409-03,
ot 25.06.2012 N 93-@3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-D3,
or 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, ot 22.10.2014 N 313-D3,
o1 22.12.2014 N 429-®3 (pex. 13.07.2015), ot 08.03.2015 N 34-D3,
ot 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-03,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, ot 29.12.2015 N 389-03,
o1 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-D3,
o1 03.07.2016 N 350-®3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-03,
or 28.12.2017 N 425-®3 (pen. 27.12.2019), ot 04.06.2018 N 140-D3,

ot 28.11.2018 N 449-®3, ot 27.12.2018 N 511-®3, ot 06.06.2019 N 134-03,
o1 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, ot 27.12.2019 N 462-03,
ot 27.12.2019 N 475-®3, ot 27.12.2019 N 478-03, ot 27.12.2019 N 481-D3,

ot 26.03.2020 N 67-@3, ot 01.04.2020 N 98-D3, ot 03.04.2020 N 105-D3,
ot 13.07.2020 N 206-®3, ot 08.12.2020 N 429-®3, ot 22.12.2020 N 444-03,
ot 11.06.2021 N 170-®3, ot 02.07.2021 N 317-®3, ot 30.12.2021 N 463-03,

ot 08.03.2022 N 46-®3, ot 26.03.2022 N 64-03, ot 14.07.2022 N 311-D3,
ot 20.10.2022 N 405-®3, ot 05.12.2022 N 502-®3, ot 19.12.2022 N 519-03,
otT 28.04.2023 N 149-@3, ot 28.04.2023 N 171-®3, ot 24.07.2023 N 341-D3,
ot 04.08.2023 N 428-®3, ot 04.08.2023 N 466-D3, ot 04.08.2023 N 474-03,

ot 19.10.2023 N 503-®@3, ot 30.01.2024 N 1-®3, ot 08.08.2024 N 232-D3,
ot 08.08.2024 N 292-®3, ot 08.08.2024 N 323-D3, ot 26.12.2024 N 494-03,

ot 23.07.2025 N 268-D3)

Mnasa 1. OBLLUUE NONTOXEHUA
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[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

Cratbsa 1. MpeameT perynupoBaHusi HacTosiwero PefnepanbHOro 3akoHa

1. Hacrosmmii ®enepanbHblii 3aKOH pPETyJUPYET OTHOILIEHUS, BO3HUKAIOIIME B CBSI3U C
oOpamieHueM - pa3paboTKOH, AOKIMHUYECKHMMH HCCIEIOBAHUSAMH, KIMHMUYECKHMMM HCCIEIO0BAaHUAMU,
SKCIEPTU30M, TOCYIAPCTBEHHOW PErMCTpaliel B COOTBETCTBUM C HacTosuM denepaibHbIM 3aKOHOM
(ranee - rocymapCTBEHHas PETUCTpalysl) WIM pErucTpalveil B COOTBETCTBUU C MEXAYHApOIHBIMHU
JIOTOBOpaMHM U aKTaMH, COCTaBIIIOIIMMHU INpaBo EBpa3uiickoro 3KOHOMHYECKOrO Coro3a (Janee -
perucrpanmsi), €O CTaHJapTH3alMel M C KOHTPOJIEM KauyecTBa, IPOU3BOJCTBOM, H3TOTOBIICHUEM,
XpaHEHHEM, IEepeBO3KOoM, BBO30M B Poccuiickyro Penepannro, BeiBO30M U3 Poccuiickoii ®denepauuu,
peKJIaMOl, OTIIyCKOM, pealu3alnueil, Inepeaadye, IPUMEHEHUEM, YHHUYTOKCHHEM JIEKapCTBEHHBIX
CPEICTB.

(B pen. ®enepanbHbix 3ak0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

2. Hacrosimmii denepalibHblii 3aKOH yCTaHABJIMBACT PUOPUTET FOCYNAPCTBEHHOTO PETYIUPOBAHHUS
0e30macHOCTH, KauecTBa 1 9(H(PEKTUBHOCTH JICKAPCTBEHHBIX CPEJICTB MPU UX OOpAIICHUH.
(B pen. ®enepanpHOro 3akona ot 25.06.2012 N 93-D3)

Cratbs 2. Cdepa npumeHeHUs HacTosiwero ®enepanbLHOro 3akoHa

Hacrosmuit denepaibHplii 3aKOH NPUMEHSETCS K OTHOIICHUSM, BO3HUKAIOIIMM MpU OOpalleHUH
JIEKApCTBEHHBIX CPENICTB HAa Tepputopuu Poccuiickoin Penepanum.

Cratbsa 3. 3akoHoAgaTenbLCTBO 06 OOpaLleHun NnekapCcTBeHHbIX CPpeacTB

1. 3akoHOmATENBCTBO 00 OOpalICHWH JIGKAPCTBEHHBIX CPEJICTB COCTOUT W3 HACTOSIIETO
@denepallbHOTO 3aKOHA, APYTUX ¢efepalbHbIX 3aKOHOB M HWHBIX HOPMATHUBHBIX IPAaBOBBIX AaKTOB
Poccuiickoit denepanumn.

1.1. 3akoHOIaTENBCTBO 00 OOpAIlIEHNH JIEKAPCTBEHHBIX CPEJICTB B OTHOIICHUH FOPUIUIECKUX JIHI] U
WHIVUBHUIyaIbHBIX  IPEANPUHUMATENICH,  OCYIIECTBISIIOIIMX  JEATEIbHOCTH  HAa  TEPPUTOPHUH
MEXYHapOJAHOTO MEIUIIMHCKOTO KJIacTepa, MPUMEHSIETCS C YYeTOM OCOOCHHOCTEW, YCTaHOBJICHHBIX
®enepanbHbIM 3aKk0HOM OT 29 utonHs 2015 roga N 160-d3 "O mexayHapOoIHOM MEIUIIMHCKOM KJIacTepe
Y BHECEHUH M3MCHEHUI B OTJICNIbHBIC 3aKOHOATEbHBIC akThl Poccuiickoit @enepanuu’.

(gactp 1.1 BBenena dexnepanbHbiM 3akoHOM OT 29.06.2015 N 160-D3; B pen. deaepanibHOro 3aK0Ha OT
04.08.2023 N 428-D3)

2. JlevictBue HacTosmiero denepaibHOTO 3aKOHA PaCIPOCTPaHAETCS Ha oOpalleHne HApKOTHIECKUX
JIEKapCTBEHHBIX CPEACTB U ICHUXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB C YYE€TOM OCOOEHHOCTEH,
YCTAHOBJICHHBIX  3aKOHOAATENbCTBOM Poccuiickoii dexepanun 0 HAPKOTUYECKUX  CPEACTBAX,
MICUXOTPOIMHBIX BEIMIECTBAX M 00 UX MpeKypcopax.

3. JletictBue Hacrosimero @eaepanbHOrO 3aKOHA  PACHpOCTPAHSCTCS Ha  OOpalicHHe
panunodapmManeBTHYECKUX JIEKApCTBEHHBIX CPEACTB C Y4Y4eTOM OCOOCHHOCTEH, YCTaHOBJIEHHBIX
3akoHoaarenscTBOM Poccuiickoit denepannu B o01acTu oOecredeHus paaAualliOHHONW O€30MacHOCTH.

4. Ecnu MexayHapoaHbIM goroBopoM Poccuiickoit deneparyiu, MexXIyHApPOAHBIMU JTOTOBOPAMU U
aKTaMH, COCTaBIISIOMIMMH TPaBo EBpa3uiickoro sKOHOMHUYECKOTO COr03a (Jajiee - aKThl, COCTABJISIONINE
npaBo Coro3a), yCTaHOBIEHBI WHBIC TpaBUiia, YEM Te€, KOTOpPbIE MPEAYCMOTPEHBl HACTOSIINM
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®DenepallbHbIM 3aKOHOM, IPUMEHSIFOTCS IIPAaBUJIa MEKTYHAPOIHOTO 10r0BOPa, IPAaBUJIA, COAEPIKAIIMECS B
aKTax, coCTaBJsoIMX npasBo Coro3a.
(uactp 4 B pen. @enepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

4.1. PemeHuss MEXroCyJIapCTBEHHBIX OpPraHOB, MPUHATHIE HAa OCHOBAaHUM  MOJIOKECHHI
MEKIYyHApOAHBIX JI0roBopoB Poccuiickoit @enepauuu B UX HCTOIKOBAHHWH, IIPOTUBOpEYALLEM
Konctutynuu Poccuiickoit @enepannu, He Mojjexar ucnoiaHeHuto B Poccuiickort @enepanun. Takoe
MIPOTUBOPEUYNE MOXKET OBITh YCTAHOBJICHO B MOPSAKE, ONPEICICHHOM (eepaTbHBIM KOHCTUTYIIHOHHBIM
3aKOHOM.

(uacts 4.1 BBenena OenepanbHbIM 3akoHOM OT 08.12.2020 N 429-D3)

5. B Poccniickoit @enepanuu B COOTBETCTBUM C MEXAYHApOIHBIMU JoroBopamu Poccuiickoit
@enepau ¥ (MIM) HAa OCHOBE NPUHIMIA B3aMMHOCTU IPHU3HAIOTCA PE3YJbTAaThl KIMHUYECKUX
UCCIIEIOBAaHUM JIEKapCTBEHHBIX IpEnapaTroB s MEIUWLUHCKOIO TPUMEHEHHs, IPOBEICHHBIX 3a
npenenamu teppuropun Poccuiickoit denepanuu.

Ctatba 4. OCHOBHbIE NOHATUSA, UCNOSb3yeMble B HacTosiwem PeneparbHOM 3aKOoHe

I[J'I}I LeJieil HacTOSIIEero (DeﬂepaJ'ILHOl"O 3aKOHa UCITOJIB3YIOTCS CIICAYIONINEC OCHOBHBIC ITOHATHA:

1) 7nexapcTBEHHBIE CpEICTBAa - BEIIECTBA WM WX KOMOWHAIIMH, BCTYIMAIOIIME B KOHTAKT C
OpPraHM3MOM YEJIOBEKAa WJIM >KMBOTHOI'O, IPOHUKAIOIIME B OpraHbl, TKAHU OPraHU3Ma YeEJIOBEKa WIIU
KUBOTHOTO, TPUMEHSEMBbIC JUISI TPOQPIIAKTHKH, ITUATHOCTHKU (32 HWCKIIOYCHHEM BEIIECTB WIH HX
KOMOMHAIMIA, HE KOHTAaKTUPYIOLIUX C OPTaHW3MOM YeJOBEKa WJIM JKUBOTHOTO), JICUeHHUsl 3a00JeBaHUS,
peaduIHuTaIyK, I COXpaHEHUs!, MPEAOTBPAIEHUs WA MPEephIBaHUs OCPEMEHHOCTH U TOJYyYCHHBIE U3
KpOBH, IJIa3Mbl KPOBH, U3 OPTaHOB, TKAHEW OpPraHU3Ma YeJIOBEKA WM )KUBOTHOI'O, PACTEHUN, MUHEPAJIOB
METOJIaMU CHUHTE3a WM C MPUMEHEHHEM OHMOJIOTHYECKHX TeXHOJOoruil. K nexapcTBEHHBIM cpeacTBam
OTHOCSTCS (papMalleBTUYECKUE CYOCTAHIIUU U JIEKAPCTBEHHBIE MTPEMapaThl;

1.1) crpaTernyecku 3HAYUMBIE JIEKAPCTBEHHBIE CPEICTBAa - JIEKAPCTBEHHbBIE CpPEICTBA JJId
MEIULMHCKOTO IPUMEHEHHUs, KOTOpbIe 00€CIeYnBalOT MPUOPUTETHBIE MOTPEOHOCTH 3PAaBOOXPAHEHNUs B
HeNsaxX TPOPHUIAKTHKH M JIEYeHUS 3a00JeBaHMN, B TOM YHCJIE TPeoONafaloluX B CTPYKType
3aboneBaemocT B Poccuiickoit denepanuu, U Npou3BOACTBO KOTOPBIX JOJDKHO OBITH OOEcledeHo Ha
tepputopun Poccuniickoit @enepannu. [lepedyeHp cTpaTern4ecky 3HaYMMBIX JIEKAPCTBEHHBIX CPEACTB, a
TaKXke MOpAAOK U KpuTepuu ero ¢opmupoBaHus yrBepkaatorcs IlpaButensctBoMm Poccuiickoit
denepannu;

(m. 1.1 BBenen denepanbHbiM 3aK0HOM OT 23.07.2025 N 268-D3)

2) dapmareBTHUeCcKas CyOCTaHIUS - JIGKQPCTBEHHOE CPEJCTBO B BUIC OJHOTO FJIM HECKOJIBKUX
oOnanaromux (papMaKoIOrHUECKONW aKTUBHOCTBIO JCHCTBYIOIINX BEIIECCTB BHE 3aBUCUMOCTH OT MPUPOIBI
MPOUCXOXKACHUS, KOTOpPOE TMpeIHA3HAYEeHO /IS TPOW3BOJCTBA, W3TOTOBIICHUS JIEKAPCTBEHHBIX
MperapaToB U onpeneseT ux 3pPeKTUBHOCTD;

(m. 2 B pea. @exnepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) BCIIOMOTI'aTCIBbHBIC BCIICCTBA - BCIICCTBA HEOPraHN4YCCKOro 50041 OpTraHu4eCcKoro
MPOUCXOKACHUA, UCITIOJIB3YCMbIC B IIPOLUECCCC MPOU3BOACTBA, U3TOTOBJICHUS JICKAPCTBCHHBIX MPLEIIapaToOB
IJI IpUAAHUA UM HeO6XO,Z[I/IMLIX (I)I/ISI/IKO—XI/IMI/I‘IGCKI/IX CBOﬁCTB;
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4) nexapcTBEHHBIC IMIpemaparbl - JIEKAPCTBEHHBIC CPEICTBA B BHUJE JIEKAPCTBEHHBIX (HOpM,
IpUMEHSIeMble U1 NPO(UIAKTUKM, JUArHOCTUKH, JIEYeHHUs 3a0osieBaHuUs, peaOMIuTaluy, A
COXpaHEeHHUs, IPEAOTBPAIICHUS WU PEphIBaHUs OEPEMEHHOCTH;

5) nexapcTBeHHasi opMa - COCTOSHHE JIGKAPCTBEHHOTO Iperapara, COOTBETCTBYIOIIEE CIIOCO0aM
€ro BBEJICHHs U IPUMEHEHHUs U oOecrieunBaloliee JOCTIKEHHE He00X0AUMOro JeueOHoro 3¢ dekra;

5.1) n03UpOBKa - COAEPAKAHNUE OJTHOTO MM HECKOJIBKUX JEHCTBYIOLIMX BEIIECTB B KOJIMYECTBEHHOM
BBIpQ)KCHUU HAa EAMHUIYY [03bl, WIM EJUHMUIy OO0beMa, WIM EIUHMIy MacChl B COOTBETCTBUU C
JeKapCTBEHHOH ¢opMoli OO UIsI HEKOTOPBIX BHIOB JIEKAPCTBEHHBIX (OPM  KOIUYECTBO
BBICBOOOK/1a€MOI'0 U3 JIEKAPCTBEHHON (hOPMBI AEHCTBYIOLIETO BELIECTBA 32 €AUHUILY BPEMEHH;

(m. 5.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

6) nmepeyeHb JKU3HEHHO HEOOXOUMBIX U BaXKHEHIINX JIEKapCTBEHHBIX PENapaToB - YTBEPHKAaeMbli
[IpaBurenscTBOM Poccuiickon @enepanyu nepedeHb JIEKapCTBEHHBIX MPENapaToB ISl MEIUIUHCKOIO
IPUMEHEHMs, 00eCIeUBAIOIINX PUOPUTETHBIE TOTPEOHOCTH 3APAaBOOXPAHEHNUS B LENIX NPOPUIAKTUKU
U JleyeHus 3a00JeBaHUM, B TOM 4HUCIE MpeodsaJaloniux B CTpyKType 3aboneBaeMocTd B Poccuiickoit
denepauny;

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

6.1) opdanHble JeKapCTBEHHBIC Npemaparhl - JIEKAPCTBEHHBIC Npenaparbl, MpeAHa3HAuYCHHBIC
UCKJTFOUUTENIFHO IS TUarHOCTUKH, 3THOMATOTCHETUIECKOTO MITH TTATOT€HETHYECKOTO JICUSHHS (JICUCHHS,
HAIMPABIEHHOTO HA MEXaHU3M pa3BUTHsI 3a001eBaHus) peakux (opdaHHbIX) 3a00JIeBaHUI;

(n. 6.1 BBemen dexnepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepaibHOro 3akoHa OT
30.01.2024 N 1-®3)

6.2) Ouojormueckue JIEKapCTBEHHbIE Npenaparbl - JIEKapCTBEHHbIE IMpenaparbl, JEHCTBYIOIIEE
BEIIIECTBO KOTOPBIX MPOW3BEACHO WM BBIIEIECHO M3 OMOJIOTMYECKOr0 MCTOYHHMKA M Ul ONpEACTICHUS
CBOWCTB M KayecTBa KOTOPHIX HEOOXoauMa KOMOMHAIMS OHOJOTHYECKHUX M (PH3HKO-XHUMHUYECKHUX
meronoB. K OMOJOrMYEecKMM JIEKapCTBEHHBIM MpernaparaM OTHOCSTCS HMMYHOOHOJOTHYECKHE
JICKapCTBEHHBIE TpeTaparhbl, JEKapCTBEHHBIC TIpemnaparhl, IOJNyuYeHHBIE W3 KPOBH, IUIa3Mbl KPOBH
YeJOBeKa M JKMBOTHBIX (32 HCKIIOYCHHWEM IEIbHOW KPOBH), OMOTEXHOJOTMYECKHE JIEKapPCTBEHHBIC
npernapaTel, TeHOTEPANCBTHYECKUE JIEKAPCTBEHHbBIC NpenapaThl, JIEKapCTBEHHBIE MperapaThl Ha OCHOBE
COMaTHYECKUX KIIETOK;

(n. 6.2 BBenen PexnepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepaibHOro 3akoHa OT
04.08.2023 N 466-D3)

6.3) BBICOKOTEXHOJIOTUYHBIN JIEKAPCTBEHHBIN Ipenapar - reHOTEepaneBTHUECKUN JIEKapCTBEHHBIN
npernapar A MEJULMHCKOrO NMPUMEHEHUs, WIH JIEKapCTBEHHBIN IIpernapaT Ha OCHOBE COMATHYECKUX
KJIETOK JJIi METUIIMHCKOTO MPUMEHEHUs, WIH TKaHEHH)KEHEPHBII JIEKapCTBEHHBIN Mpenapar (mpenapat
TKaHEBOW MH)KEHEPHUN);

(m. 6.3 BBeneH denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

7) MMMYHOOMOJIOTMYECKHE JIEKapCTBEHHBIE IpermapaTrbl -  JIEKapCTBEHHbIE  IPEnapartsl,
npeaHa3HauYeHHbIe Ui (POPMHPOBAHUS AKTHBHOTO WJIM TACCHBHOTO MMMYHHUTETa JTMOO TUArHOCTHUKHU
HQINYMS ~ UMMYHUTETa MM JUArHOCTUKU  CHEHU(PHUUECKOro  NpUOOPETEeHHOrOo  M3MEHEHUs
MMMYHOJIOTHYECKOIO  OTBE€TAa Ha  ajuleprusupyrommue BemectBa. K MMMyHOOMOJIOrMYECKUM
JIEKapCTBEHHBIM  MperapaTtaM  OTHOCATCS ~ BaKLMHBL,  AaHATOKCHHBI,  TOKCHHBI,  CBIBOPOTKH,
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MMMYHOTJIOOYJIMHBI U aJUIePTeHbl;
(. 7 B pen. @enepanbpHOTro 3aK0Ha OT 22.12.2014 N 429-D3)

7.1) GUOTEXHOIOTMYECKHE JICKApCTBEHHBIE MPETapaThl - JIEKapCTBEHHBIE MTPENapaThl, IPOU3BOJICTBO
KOTOPBIX OCYIIECTBIISIETCS C UCTIOJIB30BAaHUEM OMOTEXHOJIOTUYECKUX IPOLIECCOB U METOJIOB (B TOM YHCIIE
JTHK-pexoMOMHAHTHON TEXHOJIOTUH, TEXHOJOTUU KOHTPOJIHPYEMOI 3KCIPECCHU T'€HOB, KOAUPYIOLIMX
OMOJIOTUYECKH AaKTHBHbIE OCJIKM B MPOKAPHOTaX M HYKAPHOTAaX, BKIIOYAs M3MEHEHHbIE KIIETKU
MJIEKOMTUTAONINX ), THOPHIOMHOTO METOIa U METOAa MOHOKJIOHAJIbHBIX aHTUTET;

(n. 7.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

7.2) TEHOTEpalneBTUYECKHWE JIGKAPCTBEHHBIC TMpemapaTbl - JICKapCTBEHHBIE Ipenapartsl,
dapmareBTHUECKass CyOCTaHIIUS KOTOPBIX SIBISETCS PEKOMOWHAHTHONW HYKJICMHOBOW KHUCIIOTOW WIIH
BKJIIOUaeT B ce0d pEKOMOWHAHTHYIO HYKJIEHHOBYIO KHCIOTY, TO3BOJSIONUIYI0O OCYIIECTBISThH
peryiaupoBaHue, perapaiuio, 3aMeHy, 100aBICHHE WK yAaJIeHHe TEHETUYECKOM MOCIeJ0BaTeIbHOCTH;
(m. 7.2 BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D03)

8) HApKOTHMYECKHE JIEKAPCTBEHHBIE CPEJCTBA - JIEKAPCTBEHHBIE IpenapaThl U (apMaleBTUUECKUE
CcyOCTaHIIMM, COAEp)KalllMe HAapKOTUYECKHE CpeJICTBAa M BKIIOYEHHble B IlepedeHb HapKOTHYECKUX
CPENCTB, IICUXOTPOIIHBIX BEIIECTB M MX IPEKypCOpPOB, NOMIEKAIIMX KOHTpotO B Poccuiickon
@Denepanv, B COOTBETCTBUM C 3aKOHOJATeNbCcTBOM Poccuiickoit denepauyu, MeEKIyHapOIHBIMU
norosopamu Poccuiickoit @enepannn, B ToM yucie EAMHON KOHBEHIIMEW O HAPKOTHMYECKUX CPEACTBaX
1961 rona;

9) NCUXOTPOIHBIE JIEKAPCTBEHHBIE CPEJICTBA - JIEKAPCTBEHHBIE IMpenapaThl U (hapMaleBTHUECKHE
CyOCTaHIIMM, COJEpIKaIllMe ICUXOTPOIHbIE BELIECTBa M BKJIIOYEHHble B IlepedeHb HApKOTHYECKUX
CPEICTB, IICUXOTPOIMHBIX BEUIECTB M HUX IPEKypCcOpoOB, IMOJUIEKAMMX KOHTposto B Poccuiickoit
denepanuy, B COOTBETCTBHM C 3aKOHOJAATeslbCcTBOM Poccuiickoit denepanuu, MexITyHApOIHBIMU
norosopamu Poccuiickoit denepaunu, B ToM unciae KoHBeHnueidl o mcuxoTpomHbIX BemiecTBax 1971
roja;

10) pammodapmaneBTHYECKHE JIEKAPCTBCHHBIE CPEICTBA - JICKAPCTBEHHBIC CPEACTBA, KOTOPHIC
COJIep’KaT B TOTOBOM ISl UCIIOJIb30BaHUS (HOpME OJMH PATUOHYKIIUA WIM HECKOJBKO PaJUOHYKIIHIIOB
(paanoaKTUBHBIX U30TOIOB);

10.1) opurvHanbHBIM JEKapCTBEHHBIM IpemapaT - JIEKapCTBEHHbBIM Ipermapar ¢ HOBBIM
NEHCTBYIOIMM BEIIECTBOM, KOTOPBIM IEPBBIM 3aperucrpupoBaH B Poccuiickor ®Penepanuu WA B
MHOCTPaHHBIX TOCYJapCTBAX HA OCHOBAHUU PE3YJIbTATOB JOKIMHUUYECKHUX UCCIIEJOBAHUN JIEKAPCTBEHHBIX
CPEICTB U KIMHUYECKUX HCCIEI0BAaHUN JIEKApPCTBEHHBIX MPENapaToB, MOATBEPKAAIOIIUX €r0 KauecTBo,
3¢ (HeKTUBHOCT U 0€30MaCHOCTB;

(m. 10.1 BBenen denepanbHbiM 3aKOHOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBIN JIEKapCTBEHHBIN Mpenapar - JIEKapCTBEHHBIN MpenapaT, KOTOPhIA UCTIONb3yeTCs
JJIsA OLICHKH OHMOKBHUBAJIEHTHOCTH MJIH TepaHeBTquCKOﬁ OKBUBAJICHTHOCTH, KaQU€CTBA, 3(1)(1)CKTI/IBHOCTI/I u
0€30MMacHOCTH BOCHPOM3BECHHOTO JIEKAPCTBEHHOTO IpenapaTa Win OMoaHaJoroBoro (0HomomoOHOrO)
JIEKapCTBEHHOI0 mpemnapara (Ounoananora). B xauecTBe peepeHTHOro JEKapCTBEHHOIO Mpernapara Jajs
MEIUIMHCKOTO TIPUMEHEHUSI HCIOJIb3YeTCs OPHUIMHAIBHBIN JIEKApCTBEHHBIM mpenapar Jubo, eciu
OpPUTMHAIIGHBIA JICKAPCTBEHHBIN Mpernapar He 3aperucTpUpoOBaH WIM HE HAXOTUTCI B 000poTe B
Poccwuiickoit dexepanuy 1 He HAXOAUTCS B 000POTE B MHOCTPAHHBIX TOCYIAPCTBAaX, BOCIPOHU3BEICHHBIN
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
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[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

JIEKapCTBEHHBIN MpemapaT Wik OHM0aHAIOTOBBIN (OMOTIOJ00HBII) TeKapCTBEHHBIHN MpemapaT (6uoaHaor),
KOTOPBI TIEPBBIM 3apErUCTPUPOBAH W3 YHCIA HAXOIAmuxcs B obopore B Poccuiickoit denepanmw,
OMOSKBUBAJICHTHOCTh WJIM  TEPAleBTUYECKAas HKBUBAJICHTHOCTb, KadecTBO, APPEKTUBHOCTh U
0€30MacHOCTh KOTOPOTO OIEHUBAIUCH 110 OTHOIIEHUIO K OPUTHHAIBLHOMY JIEKAaPCTBEHHOMY TIpernapary, a
TaKke KadecTBO, H(PQPEKTUBHOCT U OE€30MaCHOCTh KOTOPOTO TOATBEPKIAIOTCA Ppe3ysbTaTaMU
(dapMakoHa30pa U MPOBEPOK COOTBETCTBHS JIGKAPCTBEHHBIX CPEICTB, HAXOISIIUXCS B TPAKIAHCKOM
000poTe, YyCTAaHOBJICHHBIM TPEOOBaHMSIM K HMX KadecTBy. B kauecTBe peepeHTHOro JIeKapCTBEHHOTO
mperapara Uil BETEPHHAPHOTO TMPHMEHEHHs] HUCIONB3YeTCsl JIGKAPCTBEHHBI TpemapaTr s
BETCPUHAPHOTO TPHMEHEHHS, 3aperUCTpUpoBaHHbIi B Poccuiickoit ®enepanuu Ha OCHOBaHUU
pe3yIbTaTOB JOKIMHHUYECKUX HMCCICIOBAHUHN JICKAPCTBEHHBIX CPEICTB M KIMHUYECKUAX HCCIIEIOBaHHUN
JICKapCTBEHHBIX MPENapaToB, MOATBEPKIAIOIINX €r0 Ka4eCcTBO, 3PPEKTUBHOCTh U O€30MaCHOCTbD;

(n. 11 B pen. ®enepanproro 3akoHa oT 27.12.2019 N 475-D3)

12) BocipOM3BEICHHBII JIEKAPCTBEHHBIN Mpenapar - JeKapCTBEHHBIN MpenapaT sl MEAUIIHHCKOTO
MPUMEHEHUS, KOTOPBIH HMMEET SKBUBAJICHTHBIM pedepeHTHOMY JIEKApCTBEHHOMY  Mperapary
KaueCTBEHHBIM COCTaB M KOJMYECTBEHHBIM COCTaB JEHCTBYIOIIMX BEIIECTB B HKBUBAJIECHTHOU
JIEKapCTBCHHON (opMe, JIMOO JICKapCTBEHHBIN Tpernapar JUisi BETCPUHAPHOTO TPUMEHEHUS, KOTOPBIH
MMEeT TaKue K€, 4YTO M pedepeHTHbI JeKapCTBEHHBIM MpemapaT, KaueCTBEHHBIH COCTaB H
KOJMYECTBEHHBI  COCTaB  JIEUCTBYIOIIMX BEIIECTB B TaKOW K€ JIEKapCTBEHHOU  ¢opme,
OMOPKBUBAJIEHTHOCTh WM  TepaleBTUYEeCKass HKBHUBAJIEHTHOCTh KOTOPBIX  COOTBETCTBYIOUIEMY
pedepeHTHOMY JICKapCTBEHHOMY IpernapaTy MOATBEPkKICHA COOTBETCTBYIOIIUMHU HUCCIICIOBAaHUSIMU;

(m. 12 B pen. denepanpHoro 3akoHa oT 27.12.2019 N 475-D3)

12.1) TepamneBTHYeCKasi 3KBUBAJICHTHOCTh JIEKAPCTBEHHBIX IPENApaToB - JOCTHKEHUE KIMHUYECKU
COIOCTABUMBIX TeparneBTUYeckoro as¢dexra W mokaszareiei 3(P(HEKTHBHOCTH W OE30MACHOCTH TIPHU
MNPUMCHCHUN JICKAPCTBCHHBLIX IMPCIapaToB I MCAULUHCKOTO MNPHUMCHCHUSA, UMCIOIIUX OJHO
MEXIYHApOJAHOC HEMATCHTOBAHHOEC (WJIM XHMHUYECKOE, WJIM TPYNIHPOBOYHOE) HAMMCHOBAHHE, B
OKBUBAJICHTHBIX JO3MPOBKax IO OJHUM KU TEM XKC IMOKAa3aHUAM K MNPUMCHCHHWIO W IIPU OJHMHAKOBOM
croco0e BBEJICHUS Y OJHOM U TOM K€ TPYIIBI OOJIBHBIX;

(m. 12.1 B pen. ®enepanbpHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6uoananorosblii (0MOMOAOOHBIN) JIEKApCTBEHHBIN MpemapaT (OnoaHanor) - OHOJOTHYECKHIMA
JICKapCTBEHHBIN Tperapar, CXOXKMi 10 MmapaMerpaM KadecTBa, 3()(EeKTHBHOCTH M OE30MacHOCTH C
pedepeHTHBIM OHOJOTHYECKUM JIEKapCTBEHHBIM IMpemapaToM B TaKOW ke JEKapcTBEHHOW Qopme u
AMEIONINH HIEHTUYHBINA CIT0CO0 BBEIECHHUS,

(m. 12.2 BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12.3) B3aumo3aMeHseMbIil JIEKAPCTBEHHBIN IpernapaTr - JEKapCTBEHHBIN IpemapaT ¢ JOKa3aHHOU
TEpareBTUUECKOM HSKBUBAJICHTHOCTbIO MM OHOSKBHMBAJEHTHOCTBIO B OTHOLIEHUH pedepeHTHOro
JIEKapCTBEHHOI'O IpernapaTa, UMEIOIINNA SKBUBAJICHTHBIE €My KaueCTBEHHBIN COCTaB M KOJWYECTBEHHBIN
COCTaB JCWUCTBYIOIIUX BEILIECTB, COCTaB BCIIOMOIaTEIbHBIX BEILIECTB, JEKApCTBEHHYIO (popMy U criocol
BBEJICHUS;

(m. 12.3 BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12.4) OWOAKBUBAJEHTHOCTh JIEKAPCTBEHHBIX IPEMapaToB - JIOCTH)KEHUE CONOCTAaBUMBIX
nokaszareseil CKOPOCTH BCAChIBaHMSA, CTENEHU IMOCTYIUICHUS K MECTY JEHCTBUS U CKOPOCTU BBIBEIECHUS
OJTHOTO WJTM HECKOJIBKHX 00JIaAarommx (hapMakoJIOTHIeCKOH aKTUBHOCTBIO JICHCTBYIOIINX BEIIECTB MPU
INPUMEHEHUH JIEKAPCTBEHHBIX MpenapaToB M MEIUIMHCKOTO INPUMEHEHUs, HMEIOIIUX OIHO
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[ata coxpaHeHus: 14.10.2025

MEXIyHapOJAHOE HEMAaTeHTOBaHHOE (WJIM XHMMHUYECKOe, WM TPYyNIHPOBOYHOE) HAMMEHOBAaHME, B
HKBUBAJICHTHBIX JO3UPOBKAX M IPU OJNHAKOBOM CIIOCOOE BBEICHHS;
(n. 12.4 BBenen @enepanbHbIM 3aKk0HOM 0T 27.12.2019 N 475-D3)

13) nexkapcTBEHHOE PACTUTENIBHOE CHIPhE - CBEXKHUE WIIM BBICYIIEHHBIE PAacTEHUs JIMOO WX YacTH,
WCIIONb3yEMbIE [JIsl MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB OpPraHU3aLMsIMU - TPOU3BOAUTEIISIMHU
JIEKapCTBEHHBIX CPEJICTB WJIM U3TOTOBJICHUS JEKAapPCTBEHHBIX NpPENapaToB aNTeUHbIMH OpraHU3alUsIMHU,
BETEPUHAPHBIMU ANTEYHBIMU OPTaHHU3AIMSAMHU, WHIWBUIYATbHBIMUA TMPEANPUHUMATEISIMU, UMEIOIIMMH
JUIICH3MIO HA (papMaIleBTUIECKYIO AESITEIbHOCTD;

14) nexapcTBEHHBIN pacTUTENbHBIM Npernapar - JEeKapCTBEHHBIM IMpenapar, NPOM3BEAECHHBIH WIH
W3TOTOBJIEHHBIN U3 OJHOIO BU/A JIEKAPCTBEHHOTO PAaCTUTEIBHOTO CBHIPhSl MJIM HECKOJIBKHUX BHJIOB TaKOTO
CBIPbSI U pean3yeMblii B pacpacOBaHHOM BHJI€ BO BTOPUUHOM (OTpEeOUTENbCKOM) YIIAaKOBKE;

15) romeonaruyeckuil JeKapCTBEHHBIN Mpenapar - JeKapCTBEHHbIN Ipenapat, IPOU3BEICHHbIN WIH
M3rOTOBICHHBIM M3  (apmaneBTHUeCKOl cyOcTaHIMM MWiIM  (papMaleBTHUECKUX CyOCTaHIMi B
COOTBETCTBUH C TpeOOBaHUAMH OOMIMX (apMaKOMEHHBIX CTaTe K TOMEONATHUYECKUM JIEKapPCTBEHHBIM
mpenapataM WIM B COOTBETCTBUU C TpeOOBaHMSAMM (apMakoled CTpaHbl MPOU3BOAUTENS TaKOTo
JIEKApCTBEHHOTO MpEIapara;

(m. 15 B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

16) MexayHapOIHOE HEIMMATECHTOBAHHOS HANMEHOBAHUE JICKAPCTBCHHOTO CPE/CTBA - HANMEHOBAHHE
JCHCTBYIOIIETO  BemiecTBa  (hapMaleBTHUECKOW  CyOCTaHIIMM, PEKOMEHIOBaHHOE  BcemupHOU
OpraHH3aIfeH 3IPaBOOXPAHCHUS;

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

17) TOproBoec HAMMCHOBaHWE JICKAPCTBEHHOTO CPEJICTBA - HAWMEHOBAHHE JIEKAPCTBEHHOTO
CpeICTBa, TPUCBOCHHOE €ro pa3padOTYMKOM, JEpIKaTeNieM WM BJIAJENbIEM PETUCTPAIIMOHHOTO
YAOCTOBEPEHUS JICKAPCTBEHHOTO Mpemnapara;

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

17.1) rpynmupoBOYHOE HAWMEHOBAHME JIEKAPCTBEHHOrO  TMpernapaTta - HauMEHOBaHHUE
JIEKapCTBEHHOTO TperapaTa, He MMEIOIIETO MEXIyHAPOJHOTO HEMaTeHTOBAaHHOIO HAWMEHOBAHUS, WU
KOMOMHAIIMK JICKAPCTBEHHBIX TIPENapaToB, UCIOIL3YEeMOE B IENAX OOBCAMHCHUS WX B TPYIIY IO
€IMHBIM HAMMEHOBAaHUEM HCXO/sI U3 OJMHAKOBOT'O COCTaBa JEHCTBYIOIINX BEIIECTB;

(m. 17.1 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

18) obmas dapmakorneiiHas cTaThs - JTOKYMEHT, YTBEPKACHHBIH YIIOJTHOMOYEHHBIM (eepabHbIM
OpPTraHOM HCTIOJTHUTEIIHOW BJIACTH M COJIEPIKAIIWH MepeueHb MoKa3aTeNiell KauecTBa W (WJIM) METO/IOB
KOHTPOJISI KayecTBa KOHKPETHOH JIEKapCTBEHHOW (DOPMBI, JIEKAPCTBEHHOI'O PACTUTEIBHOTO CHIPHS,
BCIIOMOTATENILHBIX BEIIECTB, ONUCAHHUS OMOJIOTMYECKHX, OMOXMMHYECKHX, MHKPOOHMOJIOTHUECKUX,
(bU3UKO-XUMHYECKUX, (PU3NIECKUX, XMMUYECKUX U JPYTUX METOAOB aHAJIHM3a JIEKAPCTBEHHOTO CPEICTBa,
a Taxke TpeOOBaHUS K UCIOIB3yEMbIM B IIEIISIX MMPOBEJCHHS JAaHHOTO aHalIM3a PeaKTHBaM, THTPOBAHHBIM
pacTBOpaM, HHAUKATOPAM;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

19) ¢apmakoneiiHas cTaThsi - JOKYMEHT, YTBEPXAEHHBIH YHNOJIHOMOYEHHBIM (herepabHbIM
OpPraHOM HCIOJHHUTENIBHOM BJIaCTU U COJIEPIKaLUM epedyeHb M0Ka3aTeseil KauecTBa U METO/I0B KOHTPOJIS
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KauecTBa JIEKQPCTBEHHOTO CPEJICTBA, JIEKAPCTBEHHOI'O PACTUTENIBHOTO ChIPhs, BCIIOMOTATENIbHBIX
BEILIECTB;
(B pen. @enepanbHbix 3aKOHOB 0T 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

19.1) crangapTHBIE 00pa3Ilbl - BEIIECTBA, TTOCPEICTBOM CPABHEHHS C KOTOPHIMHU OCYIIECTBIISICTCS
KOHTPOJIb KayecTBa HCCIIEIYyEMBIX JIEKAPCTBEHHBIX CPEACTB C TOMOMIbIO (PU3UKO-XUMUYECKUX H
OMOJIOTUYECKUX METOJIOB B IEJISIX TOITBEPKIACHUS COOTBETCTBHSI JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM
HOPMAaTUBHOM JOKYMEHTAIIMH, YCTAHOBJIECHHBIM IIPHU OCYIIECTBICHUH T'OCYJAapCTBEHHOW PErUCTpallH, U
KOTOpbIE TPUMEHSIOTCS 71 KaJTUOPOBKM CTaHAAPTHBIX OOpPAa3IOB MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEICTB, HCIIOJIb3YEMbIX HJisi KOHTPOJS KadyecTBa M HHBIX Ilelied Mpu OOpalieHHH JeKapCTBEHHBIX
CPEJICTB;

(m. 19.1 BBenen @enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

19.2) dapmakoneiiHplii CcTaHTAPTHBIA OOpa3er] - CTaHAAPTHBIA 00pasel, NPOW3BEACHHBIN B
COOTBETCTBUH € (papMaKONEITHON CTaThei;
(. 19.2 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

20) HOpMATUBHAA OOKYMCHTalUsg - JOKYMCHT, cozlepxcauu/lﬁ MEpCUCHb OIPCACTIACMBIX 10
pe3yjibTaTaM COOTBCTCTBYIOIIUX OKCIICPTU3 IMoKa3aTeliell KadecTBa JICKAPCTBCHHOT'O CPCACTBA JIAd
MCOUIUHCKOI'O IPUMCHCHUS, MCTOAOB KOHTPOJIA €TI0 KaueCTBa U YCTaHOBJ'IeHHHﬁ €T0 MMPOU3BOAUTCIICM;

21) HOPMATUBHBII JOKYMEHT - JJOKYMEHT, COJIep Kallluii MepedyeHb ONpeAeieMbIX IO pe3ybTaTaM
COOTBETCTBYIOIIMX OJKCHEPTHU3 TMOKa3aTened KayecTBa U (WJIKM) METOJOB KOHTPOJS KadecTBa
JIEKapCTBEHHOW  (OpPMBI, OMHUCAHHUS  OMOJOTMYECKHX, OHMOXUMHYECKUX, MHKPOOUOIOTHYECKUX,
(U3UKO-XUMHUYECKUX, (PU3UUECKUX, XUMUYECKUX U APYTUX METOAOB aHAIM3a JIEKAPCTBEHHBIX CPEACTB
JUIsL BETEPUHAPHOTO MPUMEHEHHUS, TPEOOBAHMSI K UCIIOJIb3YEMbIM B LENSIX MPOBEACHHS JaHHOTO aHAJINU3a
peakTuBaM, TUTPOBAHHBIM PAaCTBOPaM, HHAUKATOPAM U YCTAHOBJICHHBIN €r0 MPOU3BOIUTENIEM;

21.1) oOumii TeXHUYECKUH TOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTE€pUalioB, COCTOSIIMNA W3
HECKOJIbKMX  pa3feloB -  JOKYMEHTaluu  aJMHHHCTPATUBHOIO  XapakKTepa,  XHMHYECKOM,
(dapmareBTHUECKOH © OHMOJIOTHYECKON JOKYMEHTAluu, (HapMaKOJIOTHYECKOH, TOKCHKOJIOTHICCKOM
JOKYMEHTAllMW, KIMHUYECKOW JOKYMEHTALMH W MPEACTaBISEMbIil OJHOBPEMEHHO C 3asBICHHEM O
roCy/1apCTBEHHOW PETUCTPALINY JIEKAPCTBEHHOTO Ipernapara Juisi MEIULMHCKOTO IpUMEHeHus B (hopmare,
YCTaHOBJICHHOM YTIOJTHOMOUYEHHBIM (heiepaTbHBIM OpPraHOM MCIIOTHUTENBHOM BIIACTH;

(m. 21.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22) Ka4ecTBO JIEKAPCTBEHHOI'O CPEACTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CPEJCTBA TPEOOBAHUIM
(bapMakoneiHo# cTaThH JINOO B CIy4ae €€ OTCYTCTBUSI HOPMATHBHOM JTOKYMEHTAIIMU WJIH HOPMAaTHBHOTO
JNOKYMEHTA,;

23) 06e30macHOCTh JIEKAPCTBEHHOTO CPEICTBA - XapaKTEPUCTUKA JIEKAPCTBEHHOTO CPEJCTBA,
OCHOBaHHAs Ha CPABHUTEIILHOM aHaIU3¢ ero 3(()EKTUBHOCTH U PUCKA IPUIMHEHUS Bpea 3I0POBbIO;

24) 3(p(exTUBHOCTH JIEKApCTBEHHOTO Ipernapara - XapaKTepUCTHKAa CTEHEHH IOJIOKUTEIbHOTO
BIMSIHUSL JIEKAPCTBEHHOI'O Ipernapara Ha TEYeHHE, MPOAOJDKUTEIBHOCTh 3a00J€BaHUsS WM  €ro
IpeA0TBpalCHNE, PeaOMINTAINIO, HA COXPAHEHHE, TPEJOTBPAILEHHE W IIPEPhIBAaHNE OEPEMEHHOCTH;

25) Cepus JICKAPCTBCHHOI'0 CPCACTBA - KOJIMYCCTBO JICKAPCTBCHHOT'O CPEACTBA, MPOU3BCACHHOC B
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PE3YIbTATC OAHOTO TCXHOJOTUYCCKOI'0 UKJIa €T0 IIPOU3BOAUTCIICM

26) perucTpallioHHOE YJOCTOBEPEHHE JIEKAPCTBEHHOr'O Ipenapara - 3aluch B TOCYAAPCTBEHHOM
peecTpe  JIGKAPCTBEHHBIX CPEICTB, TMOATBEpXKJaromas (akT TOCYJapCTBEHHOM  perucTpanuu
JIEKapCTBEHHOT'O MpenapaTta, u (M) JOKyMEHT, OATBEP)KAA0IIni (aKT rocyAapCTBEHHOW perucTpanuu
(peructpanuu) J€KapcTBEHHOI'O Ipernapara;

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

26.1) nepkatenb WIN BIIAJENEL PETUCTPALIMOHHOIO YJIOCTOBEPEHMSI JIEKAPCTBEHHOrO Ipernapara -
pa3paboOTUMK JIEKApCTBEHHOTO CpPEJCTBA, IPOU3BOJIUTEND JIEKAPCTBEHHBIX CPEACTB WM HHOE
IOpUIMYECKOe JIMIo, O0Jajaroliee MpaBoM BIAJEHHUsS PErHCTPALMOHHBIM yIOCTOBEPEHHEM, KOTOpbIE
HECYT OTBETCTBEHHOCTh 32 KauecTBO, 3(pPEeKTUBHOCTH U 0€301MaCHOCTH JIEKAPCTBEHHOTO Mperapara;

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

27) perucTpaloHHBII HOMEp - KOJAOBOE 0003HAUCHHUE, MPUCBOCHHOE JIEKAPCTBEHHOMY TIpemnapary
MIPH €r0 TOCYAaPCTBEHHON PETUCTPALIUY UIIH PETUCTPALIUU;
(B pen. ®enepanbuoro 3axkoHa ot 30.01.2024 N 1-D3)

28) oOpaieHue JEKapCTBEHHBIX CPEACTB - pa3paldoTkKa, JOKIMHUYECKHWE WCCIIECOBAHMS,
KIIMHUYECKUEC uccijaeaoBaHusd, 9KCIICPTHU3a, rocygapCTtB€HHasd  pCerucTtpanud Wi  perucTpanus,
CTaHIapTH3alUsl U KOHTPOJIb KauyecTBa, MPOU3BOJCTBO, M3TOTOBJICHHE, XpaHEHHE, MEPEeBO3Ka, BBO3 B
Poccuiickyro ®enepanuto, BbiB03 U3 Poccuiickorn Penepannn, pexkiiamMa, OTIYCK, peanu3anus, nepeaayva,
MPUMEHEHNE, YHUUYTOKEHHUE JIEKAPCTBEHHBIX CPECTB;

(B pen. ®enepanbHbix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

29) cyObekThl OOpalleHus JIEKapCTBEHHBIX CpPEACTB - (U3MUECKUE JML@A, B TOM 4HCIeE
UHAVBUAYaAIbHbIE NPEJNPUHUMATENN, W IOPUAWYECKUE JIMIA, OCYIIECTBISIOLIUE JAEATEIbHOCTh IpPU
00pallleHNH JIEKapCTBEHHBIX CPE/CTB;

30) pa3paboTuuK JIEKApPCTBEHHOTO CPEJCTBA - OpraHu3aIlus, 00JIaaolas mpaBaMu Ha pe3yJIbTaThl
JNOKITMHUYECKUX  HMCCICIOBAaHMW  JIGKAPCTBEHHOTO  CPEICTBA,  KIMHUYCCKHX  HMCCIICIOBaHHUU
JICKapCTBCHHOTO TIperapaTa u (W) Ha TEXHOJIOTHIO TIPOU3BOICTBA JIEKAPCTBEHHOTO CPEJICTBA;

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

31) mpoU3BOACTBO JIEKAPCTBEHHBIX CPEACTB - ACSATEIBHOCTHh MO TMPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEICTB OpPTraHU3aIMsIMH - TPOU3BOIUTEISIMHU JICKAPCTBCHHBIX CPEJICTB HA OJHOW CTaJMU, HECKOJIBKUX
WIM BCEX CTAJIUAX TEXHOJOTHYECKOTO MPOIIECca, a TAKXKE 10 XPAHCHHUIO M Peai3alliyl MPOU3BEACHHBIX
JICKApCTBEHHBIX CPE/ICTB;

31.1) npou3BoOICTBEHHAS ILJIOMIAKA - TEPPUTOPUATIEHO 000COOICHHBIA KOMIUIEKC MPOU3BOIUTENS
JIEKapCTBEHHBIX CPEJCTB, IMpEIHA3HAUCHHBI [ BBIIOJHEHUS BCEro IMpollecca MPOU3BOJCTBA
JICKaPCTBCHHBIX CPEJICTB MJIM €T0 ONPEICIICHHOMN CTaIn;

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

32) npou3BOAMTEND JEKAPCTBEHHBIX CPEACTB - OpPraHU3allMsl, OCYIIECTBISIONIAsl MPOU3BOACTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TPeOOBaHUSAMU HacTosllero PenepaabHOro 3aKOHa;

33) dapmarneBTudecKast AEATEIBHOCTD - JIEATEILHOCTh, BKIIOYAOMasi B ce0sl ONTOBYIO TOPTOBITIO
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
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[ata coxpaHeHus: 14.10.2025

JEKapCTBEHHBIMU  CPEICTBAMHM, MX XpaHEHHE, MEepeBO3Ky M (WIM) PO3HUUYHYIO TOPTOBIIIO
JICKApCTBEHHBIMH TIpeTapaTaMi, B TOM YHCIE IUCTAHIIMOHHBIM CIIOCOOOM, HMX OTITyCK, XpaHCHHE,
MEPEBO3KY, U3TOTOBJICHHUE JIEKAPCTBEHHBIX MPETIAPATOB;
(B pen. DeaepanbHoro 3akoHa ot 03.04.2020 N 105-D3)

34) opraHuzanus ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMM CPEICTBAMU -  OpraHU3alys,
OCYILECTBIISIONIAs] ONTOBYK) TOPIOBIIIO JIEKAPCTBEHHBIMU CPEACTBAMH, MX XpaHEHHE, INEPEBO3KY B
COOTBETCTBHUH € TpeOOBaHUAMHM HacTosmero denepanbHOro 3aKOHa;

35) anreyHas opraHu3alMs - OpTraHU3alMs, CTPYKTYpPHOE TOJpa3leieHue MEIUINHCKON
OpraHM3alliH, OCYIICCTBISIOIINE PO3HHYHYIO TOPTOBIIO JICKAPCTBEHHBIMH NpenaparaMu, B TOM YHCIE
IMCTAaHIIMOHHBIM CIIOCOOOM, XpaHEHHE, TIEPEBO3KY, U3TOTOBIIEHUE M OTITYCK JICKQpPCTBEHHBIX MPETapaToB
IUIS. MEMLIUHCKOTO MIPUMEHEHHSI B COOTBETCTBUH C TPEOOBAaHUAMH HACTOSIET0 DeepaibHOTrO 3aK0Ha;
(B pen. ®enepanbHbix 3aKk0HOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

36) BeTepuHapHas anTeYyHas OpraHMW3alsl - OpraHu3alMs, CTPYKTYpHOE IIO/pa3/elicHHe
BeTepI/IHapHOﬁ opraHu3alnru, OCYHICCTBIAIOMINC PO3HUYHYIO TOPTOBJIIO JICKAPCTBCHHBIMU IIpCriapaTaMu,
B TOM 4YHCJIE IUCTAaHIMOHHBIM CHOCOOOM, XpaHEHHE, M3TOTOBJICHHE M OTIYCK JIEKaPCTBEHHBIX
npemaparoB Ayl BETCPUHAPHOIO MNPHUMCHCHHA B COOTBCTCTBUH C Tpe6OBaHI/I$[MI/I HaCTOAIIECTO
denepanbHOTO 3aKOHA;

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

37) danbcudunumpoBaHHOE JEKAPCTBEHHOE CPEICTBO - JEKAPCTBEHHOE CPEICTBO, COMPOBOXKIACMOE
JI0XHOM HH(OpPMAIHEH 0 ero COCTaBe U (HMJIH) IPOU3BOIUTETIC,

38) HemoOpoKayecTBEHHOE JIEKApCTBEHHOE CPEICTBO - JIGKAPCTBEHHOE CPEACTBO, HE
COOTBETCTBYIOIIIEE TPEOOBaHUAM (HapMaKOTICHHON CTAaThU JIMOO B Cllydae €€ OTCYTCTBHUSI TPEOOBAHUSIM
HOPMAaTUBHOM TOKYMEHTALUU I HOPMAaTUBHOTO IOKyMEHTA;

39) xoHTpadakTHOE JTEKAPCTBEHHOE CPEJNICTBO - JICKAPCTBEHHOE CPEACTBO, HAXOAIIEECs B 000poTe
C HapyIICHUEM TPaXKIaHCKOTO 3aKOHOIATEIbCTBA;

40)  JOOKIMHUYECKOE  HCCIECOBAaHHWE  JICKAPCTBEHHOTO  CpPEACTBA -  OWOJIOTHYECKHUE,
MUKPOOHOJIOTUYECKHE, UMMYHOJOTHUECKUE, TOKCHKOJIOTHUYECKUe, (hapmakoiorudeckue, (Hhu3ndecKue,
XUMHWYCCKUC U APYTru€ UCCIICAOBAHUA JICKAPCTBCHHOT'O CPEACTBA IMYTEM IMPUMCHCHHUA HAYUYHBIX METOJ0B
OLICHOK B IIEJISIX MOJTyYEHHsI JJOKa3aTeIbCTB 0€30MacHOCTH, KauecTBa U 3(H(HEKTUBHOCTH JICKAPCTBEHHOTO
CpeACTBa;

41) KIMHUYECKOE MCCIEOBAHUE JIEKAPCTBEHHOTO IIpernapara - M3y4eHHEe AMAarHOCTHYECKHX,
ne4eOHBIX, MPopUIaKTUIECKUX, (apMAKOJOTHYECKUX CBOMCTB JIEKAPCTBEHHOTO Ipernapara B IpoLecce
€ro MpPUMEHEHHsI y 4YelloBeKa, >XMBOTHOIO, B TOM YMHCJIE MPOLECCOB BCACBIBAHUS, paclpe/eeHus,
HU3MCHCHUA W BBIBCACHHA, IIYTCM IMNPHUMCHCHUSA HAYYHBIX MCETOJ0B OICHOK B MHCIAX TIMOJIYUYCHUA
JI0Ka3aTelbCcTB 0€30MacHOCTH, KadyecTBa M 3(P(EKTUBHOCTH JICKApPCTBEHHOIO Ipernapara, JaHHBIX O
HCKCIIATCIBbHBIX PCAKIOUAX OpraHnu3Ma 4YCJIOBCKA, XHWBOTHOIO Ha MPHUMCHCHUC JICKAPCTBCHHOI'O
npenapara U 00 3¢pdexre ero B3aUMOJEHCTBUA C JPYTUMHU JICKApCTBEHHBIMH IpernaparaMu U (WiH)
IMUIICBBIMHA MTPOAYKTAMH, KOpPMaMHU;

42) MHOT'OLICHTPOBOC KIIMHUYCCKOC HNCCICAOBAHUC JICKAPCTBCHHOI'O IIpC€riapaTta AJid MEAUIITUHCKOI'O
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
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MPUMEHEHUS - KIMHUYECKOE HCCIEJOBAaHUE JIEKAPCTBEHHOTO Tmpemnapara sl MEIUIUHCKOIro
MIPUMEHEHHUS, MPOBOJIUMOE Pa3pabOTUYNKOM JIEKAPCTBEHHOI'O Mpernapara B JBYX M 0ojiee METUIIMHCKUX
OpraHu3alMIX 110 €AMHOMY MPOTOKOIY KIMHUYECKOTO MUCCIIEI0BaHUS JIEKAPCTBEHHOTO MPEenapara;

43) MeXIyHapOJHOE MHOTOLEHTPOBOE KIMHHUYECKOE HCCIIEeI0OBaHUE JIEKAapPCTBEHHOI'O MperapaTa
JUIST MEIULMHCKOTO TPUMEHEHHS - KIMHUYECKOE MCCIIEJOBAaHUE JIEKQpCTBEHHOrO Ipenapara IJis
MEUIIMHCKOTO MPUMEHEHHUS, MPOBOAUMOE pa3pabOTYMKOM JIEKApCTBEHHOTO Ipemnapara B pazIUdHbIX
CTpaHax Mo €AMHOMY MPOTOKOIY KIMHMYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO Mpernapara;

44) TNOCTPEruCTpalMOHHOE KIMHUYECKOE MCCIEAOBAaHHUE JIEKAPCTBEHHOIO TMpemnapara iUl
MEIMLMHCKOTO TPUMEHEHUS - KIMHUYECKOEe HCCIEe0BaHME JIEKAapCTBEHHOrO TIpemapaTta i
MEUIIMHCKOTO MPUMEHEHUS, TPOBOAUMOE MIPOU3BOJUTENIEM JIEKAPCTBEHHOI'O Mpenapara, IpaxaaHCKUM
000pOT KOTOPOT0 OCYLIECTBISIETCSA MOCJIE IOCYNapCTBEHHOM PErucTpaluy WU PErucTpaliu, B LENAX
JOMOJTHUTEIBHOTO cOOpa JaHHBIX O ero 0e30macHOCTH U A(P(PEKTUBHOCTH, PACIIUPEHUS TOKa3aHUH K
IPUMEHEHHUIO JAHHOTO JIEKApCTBEHHOTO IIpernapara, a TaKKe BBIABICHHS HEXeJIaTelIbHbIX pPeaKLui
MaIEeHTOB Ha €ro JICHCTBHUE,

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

45) wuccnenoBaHue OHMOIKBHUBAJIEHTHOCTH JIEKaPCTBEHHOIO IIpernapaTa - BHUJA KJIMHUYECKOTO
UCCIIeIOBaHMs JICKAPCTBEHHOTO IperapaTa, MPOBEACHUE KOTOPOTO OCYIIECTBISIETCS Ul OINpPEICTICHUS
CKOPOCTH BCAaChIBaHUSI W BBIBEJICHHS OJHOTO WJIM HECKOJBKHX O0O0Jamaromux (apMaKkoIOTHIecKOi
aKTHBHOCTBHIO JICWCTBYIOIIMX BEIIECTB, KOJMWYECTBA JIEKAPCTBEHHOTO TIIperapara, JJIOCTHUTAIOIIETo
CHCTEMHOT'O KPOBOTOKA, M PE3yJbTaThl KOTOPOTO TO3BOJIAIOT CIENaTh BHIBOA O OMOIKBHUBAJCHTHOCTH
BOCITPOHM3BEICHHOTO JIEKAPCTBEHHOTO MpenapaTa B ONpeIeIeHHBIX JIEKApCTBEHHON (GopMe U T03HPOBKE,
COOTBETCTBYIONINX (hOpME U JO3UPOBKE pehepeHTHOTO JIEKAPCTBEHHOTO MPEeTapara;

(1. 45 B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

46) wuccnenoBaHHE TEPANEBTUUYECKONW SKBUBAJICHTHOCTH JIEKAPCTBEHHBIX IPENapaTroB - BHJ
KJIMHUYECKOTO MCCIEIOBaHMS JIEKAPCTBEHHBIX MPENapaToB, NPOBEJICHNE KOTOPOTO OCYIIECTBISACTCS IS
BBISIBIICHUS OJTMHAKOBBIX CBOMCTB JIGKAPCTBEHHBIX MPEMAPATOB OIPEICICHHON JIEKapCTBEHHOH (HOPMBI, a
TaKke HaJIW4YMs OJUHAKOBBIX IIOKazaTeneil 0e30macHOCTH UM A(PQEKTHBHOCTH JEKaPCTBEHHBIX
MperapaToB, OJJMHAKOBBIX KIMHUYECKHX 3(PPEKTOB IPH X MPUMEHEHUH;

47) mpOoTOKOJ KIMHUYECKOTO MCCIIEOBAHUS JICKAPCTBEHHOI'O Ipernapara - J0KyMEHT, B KOTOpPOM
OTIPENIENAIOTCS 1IeH, (POPMBI OpraHU3aIMM ¥ METOJIOJIOTHUS MPOBEACHUS KIMHIHYECKOTO HCCIIEIOBAHUS,
CTaTUCTUYECKHE METOAbl 00pabOTKM pe3ysbTaTOB TAaKOTO HCCIEAOBaHHMS M MeEphl MO 00eCHedeHUro
0e30macHOCTH (U3MYECKHUX JIHI, YYAaCTBYIOIIMX B KIMHUYECKOM HCCIIEJOBAHUHN JICKAPCTBEHHOTO
npernapara;

48) Opolrtopa UCCIEAOBATENS - CBOAHOE U3JIOKEHUE PE3YIHTATOB JTOKIMHUYECKOTO UCCIIEIOBAHUS
JICKQpCTBEHHOTO CPEJICTBA M KIWHUYECKOTO HWCCICAOBAHMS JICKAPCTBEHHOTO Tpernapara Juis
MCIUIUHCKOI'O IPUMCHCHUA

49) uHpOPMALMOHHBIN JTUCTOK MALMEHTA - JOKYMEHT, B KOTOPOM COJIEp>KaTCs B IOCTYMHOM dopme
CBEJICHNUs, KacCarllHecs NPOBOAUMOIO KIMHUYECKOTO HCCIEAOBaHUS JICKAPCTBEHHOIO IIpernapara, U B
dbopMe SIEKTPOHHOTO AOKYMEHTA, MOAMMCAHHOIO MAaIMeHTOM (€ro 3aKOHHBIM MpPEICTaBUTENIEM) C
HCIOJIb30BAaHUEM YCUJICHHON KBaJU(UIMPOBAHHOM AJIEKTPOHHOW MOJANUCH WU MPOCTON 3JIEKTPOHHOU
MOJNMCH MOCPEJICTBOM NPUMEHEHUS €IMHOW CHCTEMbl HACHTU(QHUKAIMM U ayTeHTU(UKALUH, U IO
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KENAaHWIO TMAIeHTa B TNHCbMEHHOM QopMme I0O0pOBOJBHOE coOrjlacMe NalMeHTa Ha yd4acTue B
KIIMHAYECKOM HCCJICIOBAHUU JICKQpPCTBEHHOTO IIperapara I0clie O3HAKOMIICHHS C OCOOCHHOCTSIMHU
KIIMHUYCCKOT'O UCCIICAOBAHUA, UMCIOIIUMHU 3HAUCHUC IJIS BBIPAKCHUA TAKOT'O COTJIACHUs,

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

50) moOouHOe JeiicTBME - peakiHs OpraHu3Ma, BO3HHUKINAsS B CBA3M C IPUMEHEHHEM
JIEKapCTBEHHOTO TIperapara B /103aX, PEKOMEHAYEMBIX B HHCTPYKIHMH IO €ro HPUMEHEHHIO, IS
npoWIAKTUKHU, TUATHOCTUKY, JICUEHHUS 3a00JIeBaHUS WITH [T PeaOMInTaluu;

50.1) HexenaTenbHas peakiys - HEMpeAHAMEPEHHas HeOJIarompusTHAs PEaKIUs OpraHu3Ma,
KOTOpasi MOKET OBITh CBsI3aHa C MPUMEHEHHEM JIEKaPCTBEHHOT'O MIpernapara;
(. 50.1 BBenen @enepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

51) cepbe3Has HexenaTeiabHas peaklMs - HEKeNaTeNbHas pPeaklus OpraHu3Ma, CBs3aHHAs C
IIPUMEHEHUEM JIEKQpCTBEHHOr'O IIpernapaTa, MpHUBEAIIass K CMEpPTH, BPOXKIACHHBIM AaHOMAIMSIM WIH
MOPOKaM pa3BUTUS JUOO MpeJcTaBIsoNIasi coOON yrpo3y >KHM3HHM, TpeOyromas TroCHUTaTU3aliud WIn
IpUBeALIas K CTOUKON yTpaTe TpyA0CIOCOOHOCTH U (MJIM) UHBAJTUAHOCTH;

52) HenpeaBHIICHHAs HEXeNaTeIbHAs PEaKIMs - HEXKENaTeNbHAs PEeakius OpraHu3Mma, KOTopas
CBS3aHA C TPHUMCHEHHEM JICKAPCTBEHHOTO IMpemnapara B 033X, PEKOMEHIAYEMBIX B TPOTOKOJE €ro
KIIMHHYECKOTO HCCIICAOBAHMs, OpOIIIOpe HCCACIOBaTeNs, WIH C MPUMEHECHHEM JICKApCTBEHHOTO
mpemapata B J103aX, PEKOMEHIYEMBIX B HMHCTPYKIIMH [0 €r0 NPHUMEHCHHIO JUIS TPOQHIAKTHKH,
JMATHOCTHKH, JICYCHUS 3a00JICBaHUS WJIM METUIIMHCKON peaOMINTALMY NAIlMEeHTa, H CYIIIHOCTh, TSHKECTh
WIM WCXOJ KOTOPOH HE COOTBETCTBYET MH(OpPMAIMH O JCKApPCTBEHHOM IIperapare, COACpIKalleics B
MPOTOKOJIE €ro KIMHUYECKOTO WCCICIOBaHMS, OpOIIOpPE HCCIIENOBaTeNi WIM B HMHCTPYKIUH II0
MPUMECHECHHIO JICKAPCTBEHHOTO TIperapara;

(m. 52 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

52.1) ¢dapmakoHam30p - BHJ JEATEIBHOCTH IO MOHHTOPUHTY 3(P(GEKTUBHOCTH W 0€30MacHOCTH
JICKapCTBEHHBIX  IpErnapaToB, HAMNpaBICHHBIH Ha BBIABJICHUE, OLEHKY U  IPEJOTBpalCHHUE
HE)KeJIaTeNIbHbIX MOCIEACTBUI NPUMEHEHUSI JIEKAPCTBEHHBIX NPENapaToB;

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

52.2) miaH ympaBJ€HUsI PUCKAMHU - TMOAPOOHOE OINMHCAHME MEPOIPUSATUH 1Mo (apMakoHAA30pY,
HAMpPAaBIICHHBIX Ha BBIABICHUE, OLEHKY M MPEAOTBPAIICHUE WM MUHUMH3ALHUIO PUCKOB, CBSI3aHHBIX C
JICKapCTBCHHBIMU TIperiapaTaMi, BKIIF0UYasi OMEHKY 3P (EKTUBHOCTH JTAHHBIX MEPOTIPUSITHI;

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

53) pement Ha JEKapCTBEHHBIM IpemapaTr - MEIUIIMHCKAN IOKYMEHT YCTaHOBIIEHHOW (HOPMBI,
COZIepJKaIllMii Ha3HAYEHHE JICKApCTBEHHOTo Npemnapara Uil MEAUIMHCKOTO NPHMEHEHUS, BBIIaHHBIH
MEIUIMHCKIM PabOTHUKOM B LEJSIX OTIYCKa JIGKAPCTBEHHOTO Mperapara WM €ro W3rOTOBICHHS M
OTIyCKa Ha OyMa)KHOM HOCHTEJIE WIIM C COTJIACHs MalMeHTa WM €r0 3aKOHHOTO MpeACTaBUTeNs B hopme
AJIEKTPOHHOTO JOKYMEHTA, IIOANMCAHHOTO C WCIOJh30BAHUEM YCWIEHHOH KBanH(pUIIMPOBAHHON
ANIEKTPOHHOW TOANUCH MEAMIMHCKOTO padOTHHKA, JHUOO JOKYMEHT YCTaHOBICHHOH (opmbl,
COZIepKalii Ha3HAYCHHWE JICKAPCTBEHHOTO TpenapaTta Jjisi BETEPHHAPHOTO MPUMEHEHHS, BbIIAHHBIN
CIIEIAJIMCTOM B 00JAacTH BETEPHHAPHU B LENAX OTIYCKAa JIEKAPCTBEHHOTO TIpernapara WM ero
M3TOTOBIICHHS U OTITyCKa Ha OyMa)KHOM HOCHTEJIE WJIM C COTJIACHS BJIA/ICIbIIa )KHBOTHOTO WJIM 3aKOHHOTO
NPEICTaBHUTEINST BJIAJeNblla JXHBOTHOTO, O(GOPMIICHHBIH B 3JEKTPOHHOH (oOpMe C HCIOIb30BAaHHEM
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(benepanbHON TOCYAAPCTBEHHOM MHPOPMAIIMOHHOM CUCTEMBI B 00J1aCTH BETEPUHAPHH;
(B pen. @enepanbubix 3akoHOB OT 29.07.2017 N 242-®3, ot 02.08.2019 N 297-@3, ot 30.12.2021 N
463-D3)

54) TpeboBaHWE MEIMIIMHCKON OpraHM3aIliy, BETCPUHAPHOW OpTaHHW3allMd WIH OpraHU3aIuu
(VHIMBHUIYaNbHOTO  INpEANPUHUMATENS),  OCYLIECTBISIIOIIEH  (OCYILECTBISIOUIET0)  pa3BEICHHUE,
BBIpALIUBAaHUE U COJIEP’KAHUE >KUBOTHBIX, - JOKYMEHT YCTAaHOBJIEHHOW (DOpMBI, KOTOpBIM BBHIMHCAH
MEIUIIMHCKUM PaOOTHUKOM HIIM CIICLUATMCTOM B O0JIACTH BETEPHUHAPUH, UMEIONIMMH Ha 3TO MPaBo, H
COJICP)KUT B THUCHBMEHHOW (opMe yKa3zaHUE aNTeyHOW OpraHW3aldy WM BETCPUHAPHON amnTeuyHOU
opraHmzanuu o0 OTIycKe JIeKapCTBEHHOIO MpermapaTa HIM O €ro H3TOTOBJICHHH U 00 OTIMyCKe IS
obecrieyeHns J1e4eOHOro TMporecca B MEIUIIMHCKON OpraHW3aliy, BETEPHHAPHON OpraHW3alud W B
opranmzany  (MHAMBUAYAIbHBIM  MpEANpPUHUMATENIEM), OCYLIECTBISIOMEH  (OCYIIECTBISIONIIM)
pa3BeicHUE, BRIPAIITUBAHUE U COACP)KAHUE KUBOTHBIX;

(m. 54 B pen. ®enepanphoro 3akoHa oT 30.12.2021 N 463-D3)

55) KoOMIUIEKCHas OLEHKa JIeKapCTBEHHOIO IIpenapara - OLIEHKAa 3aperuCTPUPOBAHHOIO
JIEKapCTBEHHOT'O Iperapara, BKIoYaromas B ceds aHaau3 UH(OPMAIMKM O CPAaBHUTEIbHON KIMHUYECKOH
3 PeKTUBHOCTH U 6E30MaCHOCTH JICKAPCTBEHHOTO Iperapara, OLeHKY S3KOHOMHUYECKHUX MOCJIEACTBHIA €ro
INPUMEHEHHS, HU3Y4YECHUE JONOJIHUTEIbHBIX MOCIEICTBUA NPUMEHEHHUs JIEKapCTBEHHOIO Ipernapara B
LEeIsIX NPUHATHS PELIEHUH O BO3MOMKHOCTH BKIJIIOUEHHUS JIEKApPCTBEHHOrO Ipenapara B IEpedYeHb
KM3HEHHO HEOOXOJMMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX MpENnapaToB, HOPMAaTUBHbIE NPABOBBIC aKThl U
UHBIE JOKYMEHTBI, ONPEAEISIONINE MOPSIOK OKa3aHUSI MEIUIIMHCKOM IMOMOIIY, UIN UCKIIIOUEHUS €T0 U3
yKa3aHHbIX EPEYHs, aKTOB U JIOKYMEHTOB;

(m. 55 BBeneH denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

56) cucreMa MOHUTOPUHTA [BIDKEHUS JICKAPCTBEHHBIX TMpENaparoB [Uisi MEAUIMHCKOTO
NpUMEeHEeHHS - (elepainbHas rocydapCTBEHHAs WHQPOpPMAIMOHHAS CHCTEMa MOHHUTOPWHTA IBUKCHHS
JIEKapCTBEHHBIX TIPEnaparoB Il MEAUIIMHCKOTO TMPUMEHEHHUS OT MPOU3BOAMUTENS [0 KOHEUYHOTO
MOTpeOUTENsT C MCIOJb30BAHUEM B OTHOUIEHWU JIEKAPCTBEHHBIX IMPENapaToB JUIsi METUIIUHCKOTO
MPUMEHEHHUS CPEJICTB UACHTU(DUKAIIIH.

(1. 56 BBenen PeaepanbHbIM 3aK0HOM OT 28.12.2017 N 425-03)

Mnaea 2. NTONTHOMOYUA ®EOQEPANBbHbLIX OPFTAHOB MCNONMHUTENIbHON
BITACTU, UCMONHUTENbHbLIX OPFTAHOB CYBBLEKTOB POCCUNCKOM
SEOQEPALUUU NPU OBPALLEHUUN NNEKAPCTBEHHbBIX CPEACTB
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

Cratba 5. lNMonHomouusa cenepanbHbIX OPraHOB WCMNOSIHUTENLHOW BIacTu npu
obpalleHnmn nekapcTBeHHbIX CPeacTB

K noxnomounsm (l)ez[epaanHx OpraHoB HCIIOJIHUTEILHOHN BIACTU npu O6paHIGHI/II/I JICKApCTBCHHBIX
CpCACTB OTHOCATCA:

1) npoBenenune B Poccuiickoii ®Denepanuu €IUHONW TOCYJApPCTBEHHON MOJMTUKH B 00JacTH
obecreyeHus JIeKapCTBEHHbIMU IipenapaTamMu rpaxaal B Poccuiickoit @enepannmy;
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2) yTtBepxkaeHue oOmMX (apmakoneiHbIX cTareil, (¢apMakomeWHBIX cTaTed, H3JaHue
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roCy/IapCTBEHHOU (hapMaKoren, CO3JaHne U BeACHHE peecTpa papMaKoIeHHBIX CTaHJAPTHBIX 00pa3IloB;
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) ocymecTtBieHue ¢eaepaTbHOro TOCYJapCTBEHHOTO KOHTpOJs (Han3opa) B cdepe obOpalieHus
JICKapCTBEHHBIX CPECTB;
(B pen. @enepanbHbix 3aK0HOB OT 25.06.2012 N 93-@3, ot 11.06.2021 N 170-D3)

4) NHIEH3WpPOBAHWE TPOU3BOJCTBA JICKAPCTBEHHBIX CPEJCTB, B TOM 4YHCIE (QeaepanbHbIN
rOCY/IapCTBEHHBIN JUIICH3UOHHBIN KOHTPOIb NEATEILHOCTH MO MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEICTB,
MIEPHONYECKOE MOATBEPKACHHE COOTBETCTBHS JIUICH3WATA, WMEIOMIETO JHUICH3UI0 Ha IMPOU3BOJICTBO
JICKApCTBEHHBIX CPEICTB, W (DapMaleBTUYECKOI NEATEIILHOCTH B COOTBETCTBUHM C 3aKOHOJATEIIbCTBOM
Poccuiickoit deneparnuu;

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

5) opraHu3zaus SKCIEPTH3bI JIEKAPCTBEHHBIX CPEJICTB, ITHYECKOW DKCIIEPTH3BI BO3MOXKHOCTH
MPOBEJICHUS KIIMHHMYECKOTO UCCIICIOBAHUS JICKAPCTBECHHOTO TIpenapaTa Jijisl MEIUIIUHCKOTO TPUMCHCHHS,
AKCIIEPTH3BI  JIOKYMEHTOB, TPEACTABICHHBIX JUISI  ONPENCIICHUS BO3MOXXHOCTH pPacCMaTPHUBAThH
JICKApCTBEHHBIM Mpernapar i MEIUIIMHCKOTO NMPUMEHEHUS B KauecTBe Op(aHHOTO JIEKAPCTBEHHOTO
mpernapara;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

5.1) opraHu3anus NpPOBEACHHUS KOMIUIEKCHOW OLIEHKH JIEKAPCTBEHHOIO IIpernapara B LEJIX
IIPUHATHS PELIEHUH O BO3MOYKHOCTH BKJIIOUEHMS JIEKAPCTBEHHOI'O IIpenapara B MEPEdYeHb XU3HEHHO
HEOOXOJMMBIX W BaXXHEWIHNX JICKAPCTBEHHBIX IIPENapaToB, HOPMATHBHBIC IPABOBBIE AKTHI M HWHBIE
JOKYMEHTBI, ONPEIEISIOINE MOPAJOK OKa3aHUs MEIULMHCKOM IOMOIIM WIM MCKIIOYEHUS €ro W3
yKa3aHHBIX [IEPEYHs, aKTOB U JJOKYMEHTOB;

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

6) BblJa4a pa3pelICHUI Ha MPOBEACHNE KIMHUUECKUX UCCIIEI0BAaHUN JIEKapCTBEHHBIX MIPENapaToB,
BEJICHUE pPEeecTpa BBIIAHHBIX Pa3pelICHUN HA NPOBEIACHUE KIMHUYECKUX UCCIEIOBAHUMN JIEKAPCTBEHHBIX
IIpenaparos;

7) TOCymapCcTBEHHAas pETUCTpallvs JEKapCTBEHHBIX IIpenapaTroB, BEACHHE TOCYIapPCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPEJICTB;

7.1) perucrtpauus, MOATBEPKIECHUE PETUCTpAllUU (TepeperucTpaius), BHECEHHE W3MEHEHUU B
PErUCTPAIIMOHHOE JIOChE, a TAaKXKEe MPOBEACHUE MPOLIETYP, CBI3AHHBIX C PETUCTPALIUCH, B COOTBETCTBUH C
YTBEPKACHHBIMU EBpa3uiickoii SKOHOMHUYECKONH KOMHCCHEHW MpaBUJIAMH PETHCTPAlMM U SKCIEPTH3BI
JIEKAPCTBEHHBIX CPEJCTB ISl MEIUIIMHCKOTO MPUMEHEHUS M TMPaBHJIAMH PETYJIUPOBAHUS OOpaIieHUs
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB HAa TaMOXKEHHOW TeppuTopuu EBpa3zuiickoro 3KOHOMHUYECKOTO
CO1033;

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

7.2) npexncraBieHue  MH(GOpPMALMKW O  PETUCTPALMM,  TOATBEPKICHUM  PETUCTpaLUU
(mepeperucTpanu), BHECEHMHM W3MEHEHHM B pETUCTpallMOHHOE JO0Che, a TaKke O Npoleaypax,
CBA3AHHBIX C perucrpanvei, B EBpasuiCKyl0 53KOHOMMYECKYK) KOMHCCHIO C HCIOJIb30BAaHUEM
MHTETPUPOBAHHON MHPOPMALIMOHHON cucTeMbl EBpa3niickoro 5KOHOMHUYECKOT0 COI03a B COOTBETCTBUHU C
YTBEPKIACHHBIMU EBpa3zuiickoli 3KOHOMUYECKOW KOMHUCCHEM MNOpAIKOM (QOPMHUpPOBAHUS M BEICHUS
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€IMHOI0 PEECTpa 3apETrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBpa3uiiCKOro 3KOHOMUYECKOTO COKO3a
U TpaBWIaMU pEryJIHpoBaHUs OOpallleHHsT BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB HA TaMO>KEHHOM
TeppuTopur EBpa3zniickoro SJKOHOMUYECKOT0O COK03a;

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

7.3) yTBEp)KIEHHE IMOpAIKAa NPUOCTAHOBIECHMSI AECMCTBUSI PETUCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOTO IIperapaTa WM OrPaHWYEHUs TPUMEHEHHUS JICKApCTBEHHOIO TMperapara Juis
MEIULMHCKOIO IIPUMEHEHMs B  Cilydasx, IPeJyCMOTPEHHBIX YTBEPKICHHBIMU EBpasuiickou
SKOHOMHUYECKON KOMHCCHEH npaBujIaMH pPETrUCTpallid KW OSKCHCPTU3LI JICKAPCTBCHHLIX CPEACTB JIA
MEIUIMHCKOTO TPUMEHEHUsS, W BO30OHOBJICHUS JEHCTBUS PETHCTPALMOHHOTO YAOCTOBEPECHUS
JICKApCTBCHHOTI'O IIpfriapaTta WKW CHATHUA OrpaHUYCHHA NPHUMCHCHHA JICKAPCTBCHHOI'O ITpCriapaTta JIsd
MEIUIIMHCKOTO IIPUMEHEHNS;

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

8) opraHmzanusi ¥ (UIU) MPOBEACHHE HWHCIEKTUPOBAHUS CYOBEKTOB OOpaIeHHs JIEKApPCTBEHHBIX
CPEACTB HA COOTBETCTBHE YTBEPKICHHBIM EBpa3uiiCKOM 3KOHOMHYECKOM KOMHUCCHEH MpaBUIIaM
HaJuIexaled 1abopaToOpHON MPaKTUKU, MpaBWIaM HaAJeKallell KIMHUYEeCKOW MPaKTUKU, MpaBUiIaM
HaJuIeXkallel TUCTpUOBIOTOPCKON MPaKTUKM, NMpaBWiIaM HaAJexalledl NpakTHUKU (apmakoHaa3opa, a
TaKk)Ke YTBEP)KIACHHBIM YIOJHOMOYEHHBIMH (efepalbHBIMU OpraHaMH HCIOJTHUTEIBLHOW BIIACTH
MpaBWIaM HaJJIekKallel alTeYHON MPAKTUKH, TPAaBUJIaM XPAaHEHUS JIEKAPCTBEHHBIX CPECTB;

(m. 8 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

Koncynsrantlntoc: mpumeyanue.
C 01.03.2026 m. 8.1 cr. 5 uznmaraercs B HoBou penakiuu (P3 ot 31.07.2025 N 304-®3). Cwm.

OyIyIIYIO peIaKIIHIO.

8.1) opranuzanus u (WIiK) NPOBEICHHE WHCIIEKTUPOBAHUS CYOBEKTOB OOpAICHHUs JIEKapCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPEOOBAHMSM NpPAaBUJ HaJIeKalled NMPOU3BOACTBEHHOM NMPAKTUKH, BblJaya
3aKJIIOYEHUH O COOTBETCTBMM HPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEJCTB TPeOOBAaHUSAM  IPaBHII
HaJJIeXxallel Iponu3BOACTBEHHON PAaKTUKH;

(m. 8.1 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

KoncynprantlIntoc: mpumeyanue.
C 01.03.2026 ct. 5 nononusercs 1. 8.1-1 (O3 ot 31.07.2025 N 304-D3). Cm. Oyayuryto pelakiuio.

Koncynprantllntoc: npumedanue.
C 01.03.2026 B m. 8.2 ct. 5 BHOCsATCA u3MeHeHus: (D3 ot 31.07.2025 N 304-D3). Cm. Oymynryro
pEIaKIHIo.

8.2) ycraHOBIEHHE TMOpPSIKAa BEACHUS W BEACHHE TOCYIApCTBEHHOTO pPEecTpa 3aKIIOUYCHHH O
COOTBCTCTBHUH MMPOU3BOAUTCIIA JICKApCTBCHHBIX CpCACTB TpCGOBaHI/IHM IpaBuI Haﬂnemameﬁ
MIPOU3BOJCTBEHHON MPAKTHUKHY;
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(. 8.2 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

9) rocynmapcTBeHHas pETHUCTpalUsl MNpPEAETbHBIX OTHYCKHBIX IIGH IPOM3BOJMTENEH Ha
JICKApCTBCHHBIC IIpCHapaThbl, BKIIOYCHHBLIC B TMCPCUYCHL KU3HCHHO HCOGXOIII/IMBIX M BaXHEHUIITUX
JIEKapCTBEHHBIX TPENaparoB, M BEJCHHE TOCYJapCTBEHHOTO peecTpa NPEAETbHBIX OTIYCKHBIX IIE€H
HpOHSBOHHTCHeﬁ Ha JICKApCTBCHHBIC NPCIapaThl, BKIFOUCHHBIC B NICPCUCHDb KU3HCHHO H€06XOI[I/IMBIX n
BO)KHEHINNX JICKApPCTBEHHBIX PETapaToB;

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

9.1) cormacoBaHWe TMPOCKTOB PEIICHUN WCIOJHUTEIBHBIX OpPraHOB CYOBEKTOB Poccuiickoii
Oeneparnii 00 yCTaHOBJICHHHM M (WJIM) W3MEHEHUHU TMPEAETbHBIX pPa3MEpPOB OINTOBBIX HAA0aBOK H
MPeIeIbHBIX Pa3MEpPOB PO3HUYHBIX HAN0ABOK K (DaKTHYECKUM OTIYCKHBIM IICHAM, YCTaHOBJICHHBIM
MPOU3BOIUTENIAMA JICKAPCTBEHHBIX IpENapaTroB, Ha JIEKAPCTBEHHbIC IIpemapaThl, BKIIOUYEHHBIC B
NepevyeHb )KM3HEHHO HEOOXOIUMBIX M BaXKHEHIIINX JICKAPCTBEHHBIX MPENapaToB;

(m. 9.1 BBenen denepanbHbiM 3akoHOM OT 13.07.2015 N 241-03; B pen. denepalbHOTO 3aKOHA OT
08.08.2024 N 232-®3)

10) BblHaua, YCTAaHOBJICHHWE TIOPSJIKA BBIIAYM pa3pelicHHs Ha BBO3 KOHKPETHOW MapTHH
JIEKapCTBEHHOT 0 cpeacTBa B Poccniickyro Denepanuio;
(m. 10 B pen. ®enepansuoro 3akoHa ot 02.08.2019 N 297-D3)

10.1) BbIgaya, ycTaHOBJIEHUE MOPSJIKA BbIaYM U POPMBI JOKYMEHTA, KOTOPBIN MOATBEPKAAET, UTO
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O Mpemapara s MEAULUHCKOIO TPUMEHEHHUs OCYILECTBIEHO B
COOTBETCTBUM C TpeOOBaHUSAMH NPaBUJ HaJJIekKAIled IPOU3BOJCTBEHHOM TPAKTUKH WJIH YTO
JIEKapCTBEHHBIN MMpenapar Ajs BETEPUHAPHOTO IMPHMEHEHHs JOomylleH K oOpamieHuto B Poccuiickoi
@Denepaliv, ¥ MOJJICKUT MPEACTABICHUIO IO TPeOOBAaHUIO YMOJHOMOYEHHOI'O OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKapCTBEHHBIH Mpenapar;

(nm. 10.1 BBemen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHoro 3akoHa Ot
02.08.2019 N 297-®3)

10.2) Bplaya, yCTaHOBJIEHHE MOPsIKA BblAAUYW U (OPMBI JOKYMEHTA, COJAEPIKAIIEro CBEIEHUS O
CTaUAX TEXHOJOTHYECKOrO Mpollecca MPOU3BOJACTBA JIEKAPCTBEHHOTO CPEACTBA ISl METUIIMHCKOTO
MIPUMEHEHHUS, OCYIIIECTBIIIEMBIX Ha TeppUTOpUU EBpazuiickoro 3KOHOMHUYECKOTO COI03a;

(m. 10.2 BBeneHn denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3, B pen. denepanbHOro 3akoHa OT
13.07.2015 N 241-®3)

11) co3nanue cOBETOB MO BONIPOCaM, CBA3aHHBIM C OOpallleHUEeM JIEKapCTBEHHBIX CPE/CTB;
12) arrecTarus u cepTHPUKAIUS CIICIIHATUCTOB;
13) yrpatun cuiy ¢ 1 centsi6ps 2013 roga. - @enepanbhsiit 3akoH ot 02.07.2013 N 185-D3;

14) ocymiecTBienue hapMaKkoHaI30pa;
(m. 14 B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

15) yuactue B MeX1yHapOAHOM COTPYIHUYECTBE;

16) MOJIYYCHHC I10 3aIllpoCaM YIIOJIHOMOYCHHOTO Q)eﬂepanLHoro opraHa HMCIOJHUTEIBHOM BJIACTH OT
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UCTIOJIHUTENIBHBIX OpraHoB cyOwbekToB Poccuiickoit ®enepannu, a Takke OT CyObEKTOB OOpalleHUs
JIEKapCTBEHHBIX CPEACTB ISl MEAWLUHCKOTO NMPUMEHEHUS MH(OpMALUH 110 BOIIPOCAM YCTAaHOBICHHS U
NPUMEHEHHS [IeH Ha JIEKapCTBEHHBIE TpenapaThl 1 HaA0aBOK K HUM;

(B pen. deaepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

17) npumeHeHne Mep OTBETCTBEHHOCTH 3a HapyLIeHHE 3aKOHOAaTenbcTBa Poccuiickoit denepanuy;

18) yTBepkIeHHE TpaBWJI HAJIEKAIICH anTEeYHOW MPAKTHUKH, MPABHII XPaHEHUS JIEKAPCTBEHHBIX
CPEICTB;
(n. 18 B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

19) ycranoBnenue nopsiaka GOpMUPOBAaHUS PETUCTPALIMOHHOTO TOChE HA JIEKAPCTBEHHBIH Mpenapar
JUTSL BETEPUHAPHOTO MPUMEHEHUS ¥ TPEOOBAHUH K JJOKYMEHTaM B €T0 COCTABE;
(m. 19 BBenen ®denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepaibHOro 3aKOoHa OT
30.01.2024 N 1-®3)

20) - 21) yrpatunu cuiy. - @eaepanbHbiii 3akoH o1 30.01.2024 N 1-D3;
22) yrpatun cuiy ¢ 1 mapta 2020 rona. - ®@eaepanbHbiii 3akoH oT 27.12.2019 N 475-D3;

23) yTBepxkaeHrue TpeOOBaHUII K MHCTPYKIHU MO BETEPUHAPHOMY MPUMEHEHHUIO JIEKaPCTBEHHBIX
Mpenaparos;
(m. 23 BBenen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepaibHOro 3aKOoHa OT
30.01.2024 N 1-®3)

24) mpuHATHE PEIICHUH, SBISIOUIUXCS OCHOBAHMSMH JJIsi BKIIOUEHHUS TOMEHHBIX UMEH W (WJIH)
yKaszaTeseil CTpaHHWI] CaiTOB B MH(OPMAIMOHHO-TEIEKOMMYHUKAIMOHHOU ceTu "MHTepHeT", a Takxke
CETEeBBIX aJPEeCcOB B EAMHYIO aBTOMATH3MPOBaHHYIO HHGPOpMAIMOHHYIO cucteMy "EnuHbii peectp
JIOMEHHBIX HMEH, yKa3aTeled CTpaHMll CalTOB B HH(OPMALMOHHO-TEIEKOMMYHHKAIIMOHHON CETH
"NnTepuer” u CETEBBIX aJIpecos, TTO3BOJISFOIINUX UICHTUQUIHPOBATH caiThl B
MH()OPMAIIMOHHO-TEIEKOMMYHUKAITMOHHOM ceTu "Unrepuer", comepxamme  uH(popmaluio,
pacnpocTpaneHue kotopoit B Poccuiickoit ®epepanuu 3ampenieHo", B OTHONIEHMH WH(GOpMAIUH,
coJiep)Kallel MpeasioKeHHe O PO3HUYHON TOProBi€ JIEKAPCTBEHHBIMU IIpenapaTamMH, B TOM YHCIE
JUCTAHIIMOHHBIM CIOCOOOM, pPO3HUYHAS TOPTOBIS KOTOPHIMH OTpaHWYEeHAa WM 3amlpelieHa B
COOTBETCTBHUH ¢ HacTosuM DeepaabHbIM 3aKOHOM, U (UJIM) MHPOPMAIUH, COJEPKaLIeH IpeIoKEeHHE
O PO3HMYHOW TOProBJ€ JEKAPCTBEHHBIMU MpenaparaMd, B TOM 4YHCIE AMCTAHIIMOHHBIM CIIOCOOOM,
JUIAMHM, HE HMMEIOIIMMU JIMLIEH3UMM U pPa3pelieHHs] Ha OCYIIECTBJIECHHE TaKOW JAEITEeIbHOCTH, €CIU
MONlyYeHHWE JIMLEH3MM W  pPa3pelieHUs MPEeayCMOTPEHO 3aKOHOJATeNbCTBOM 00  oOpalieHuu
JIEKapCTBEHHBIX CPE/ICTB;

(m. 24 B pen. ®enepanshoro 3akoHa ot 03.04.2020 N 105-D3)

25) BIIaua pa3pelieHruid Ha BBOJ B TPAXKITAHCKUNA 000POT HIMMYHOOUOJIOTHYECKUX JIEKAPCTBEHHBIX
MpemnapaTos;
(1. 25 BBenen PeaepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

26) perynupoBaHHE BOMPOCOB, CBSI3aHHBIX C B3aMMO3aMEHSEMOCTHIO JIEKAPCTBEHHBIX MpPEmapaToB
JUTSI MEUIIMHCKOTO TTPUMEHEHUS.
(. 26 BBeneH denepanbHbiM 3aKk0HOM 0T 19.10.2023 N 503-D3)
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Koncynbrantllntoc: npumedanue.
C 01.03.2026 ct. 5 nonomusiercs m. 27 (O3 ot 31.07.2025 N 304-D3). Cm. Oyayuiyio pelakiuio.

Cratba 5.1. [llepemaya ocyuwecTBneHus nosiHoMouun denepanbHbIX OpraHoB
MCMNOJSIHUTENIbHOW BNacTyU Npu obpalleHUn NeKapCTBEeHHbIX CPeACTB UCMNOSTHUTENbHbLIM
opraHam cy6bekToB Poccunckon Pepnepaumm

(B pen. @enepanphoro 3akoHa ot 08.08.2024 N 232-D3)

[TonmHoMouMs (enepaabHBIX OPraHOB HMCIOJIHUTEIBHONW BJIACTU MPH OOpAallleHWH JIEKaPCTBEHHBIX
CPEeACTB, MPEIyCMOTpEHHble HacTosmuM @DenepanbHbIM  3aKOHOM, MOTYT IepefaBaTbCs s
OCYIIECTBIICHUSI HCIIOJHUTEIBHBIM oOpraHamM cyObekToB Poccuiickoit denepanuy MOCTaHOBICHUSMHU
IIpaButensctBa Poccuiickoit denepaunn B mopsake, ycTaHOBIEHHOM dDenepalbHbIM 3aKOHOM OT 21
nekabpst 2021 roga N 414-®3 "OO6 oOuux MPUHIMIIAX OpPTraHU3aAIlMU MyOJIMYHON BJIACTH B CyOBEKTaX
Poccuiickoit ®eneparun’.

Cratba 6. [lonHOMOYMs uWCNOMHUTENbHbLIX oOpraHoB cyb6bekta Poccunckon
®depepauumm npu obpaLleHUn neKkapcTBeHHbIX CPeacTs
(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

K momHOMOUMSIM HMCIIOTHUTENIBHBIX OpraHoB cyOwbekTa Poccuiickoit @enepannu npu odpaiieHuH
JIEKapCTBEHHBIX CPEICTB OTHOCATCS:
(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

1) pa3paboTka u peann3anus PeTMOHAIBHBIX MPOTrpaMM 00ecTiedeHHsI HACEJICHUs JIEKApCTBEHHBIMU
npenapaTamy,

2) yCTaHOBJIEHHUE NIPEJENbHBIX Pa3MEPOB ONTOBBIX HaJ0aBOK U MPEAEIbHBIX Pa3MEPOB PO3HUYHBIX
Ha/10aBOK K (aKTHMYECKUM OTIYCKHBIM II€HaM, YCTAQHOBJIEHHBIM IPOU3BOAUTENSMHU JIEKAPCTBEHHBIX
npernaparoB, Ha JIEKAPCTBEHHBIE NpENapaThl, BKIIOYCHHbIE B MEPEYCHb JKU3HEHHO HEOOXOAUMBIX U
BAKHEHILNX JICKADCTBECHHBIX IIPEIIAapaToB;

3) OCYIIECTBICHUE PETHOHAIBHOTO TOCYJAPCTBEHHOTO KOHTPOJS 3a NPUMEHEHHWEM IIeH Ha
JIEKapCTBEHHBIC Tpenaparbl, BKJIIOYEHHbIE B IEPEUYCHb JKU3HEHHO HEOOXOMUMBIX M Ba)KHEHIIMX
JIEKApCTBEHHBIX TMPENapaToB, OPraHU3alMsSIMH ONTOBOW TOPTOBJIHM JIEKAPCTBEHHBIMU CPEICTBAMH,
anTeUYHbIMH OpTaHU3alMSAMHU, HHIWBUAYAITbHBIMHU MPEANPUHUMATENSIMH, HMMCIOIIMMU JMICH3UI0 Ha
(dapMareBTHYECKYIO JCSITeIbHOCTh, MEIUIIMHCKUMH OPTaHU3ANHUSIMH, HWMEIONUMH JIUICH3UI0 Ha
(bapMareBTHUECKYIO0 JEeSATENbHOCTb, U HUX OOOCOOJICHHBIMH MOAPA3/ICICHUSIMH, PACHOJIOKEHHBIMU B
CEIBCKUX HACEJICHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeUHbIC OpTraHU3AIINH;

(B pen. denepanpHbix 3akoHOB OT 25.06.2012 N 93-@3, ot 27.12.2019 N 475-®3, ot 08.08.2024 N
323-d3)

4) mpuHATHE pelieHus 00 HMCIOJIB30BaHWUU Ha TeppuTopuu cyObekTa Poccuiickoit deneparuu
HapsITy C pelenTaMy Ha JICKapCTBEHHBIC MTPenapaThl, 0POPMIICHHBIMH Ha OyMa)KHOM HOCHUTEIIE, PEIICIITOB
Ha JIEKapCTBEHHbIE MpernapaThl, CHOPMUPOBAHHBIX B ()OPME IEKTPOHHBIX IOKYMEHTOB.

(. 4 BBenen denepaibHbIM 3aKOHOM OT 29.07.2017 N 242-D3)
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Mnasa 3. TOCYOAPCTBEHHAA ®APMAKOIEA

Cratba 7. PaspaboTtka u usgaHme rocypapcTtBeHHou hapmakoneu, pasmellueHue
AaHHbIX O HEW

1. Tlog rocymapcTBeHHOU (apMakorieell MOHMUMAEeTCs CBOJ OOImMHUX (hapMaKOMEHHBIX CTaTeld H
(hapMaKoOMeHbBIX CTaTCH.

2. PazpaboTtka o0mux ¢apmakomeHbIXx cTated u ¢dapMaKONeWHbIX cTaTedf, B TOM YHUCIE
dbapMmakomeiHbIX cTareid Ha (QapMakoleWHbIe CTaHIAPTHBIE O0Opaslbl, W BKIIOYCHHE WX B
rOCy/IapCTBEHHYIO (hapMaKONerd OCYIIECTBISAIOTCS B TMOPSJIKE, YCTAaHOBIEHHOM YIOJTHOMOYEHHBIM
(beneparbHBIM OPraHOM HCTIOJIHUTEITLHON BIIACTH.

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

3. Pa3pabotka (apMakoneitHoi ctaTb Ha ped)epeHTHBIN JIEKAPCTBEHHBIN MpenapaT v BKIIOYCHHE
ee B roCylapCTBEHHYIO (apMakolero B TEUYEHUE CPOKa JEHCTBHS 3alllUThl MCKIIOYMUTENBHOTO IpaBa,
YIOCTOBEPEHHOT'O MATEHTOM Ha pe(epeHTHBIN JIEKAPCTBEHHBIN Mpenapar, OCYMECTBISIOTCS C COTIacHs
ero pa3zpaboTyHKa.

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

4. TocynapctBeHHass (apMakones H3IaeTCS YINOJHOMOYEHHBIM  (eepalibHbIM  OPraHOM
WCTIOJTHUTEIIHOW BJIACTH 3a CUET CPEACTB (peliepaabHOTO OOKETa M MOUICKHT TIEPEH3IaHusIM HE peKe
YeM OJHMH pa3 B IIATh JIET, B MEPUOJ MEXKIY KOTOPBIMU H3JAIOTCS MPHIIOKEHHUS K TOCYIapCTBEHHOMN
dapmakoriee, coaepkamme oOmue QapMakoneldHbie cTaThl W (WIM) (apMaKoIleHHBIC CTaThH,
YTBEPKJICHHBIC MTOCIIC M3IaHUS WK MIEPEen3IaHus TOCYIapCTBEHHOMN apMaKoriey.

5. YmomHoMOYeHHBIH (enepanbHblii OpraH HWCIOJHUTEIBHON BJIACTH pa3MemacT JaHHBIC O
rocyaapcTBEHHOU (hapmakornee v MPUIOKEHHUSIX K Hel Ha cBoeM odunnaabHoM caiite B ceT "MuTepHer"
B YCTAHOBJIEHHOM WM MOPSJIKE.

Maea 4. IMUEH3UPOBAHUE NMPON3BOACTBA NNEKAPCTBEHHbIX CPEACTB
N ®PAPMALEEBTUYECKON OEATENbHOCTU, TOCYOAPCTBEHHbIA KOHTPOIb
(HAA30P) B CPEPE OBPALLEHUA JIEKAPCTBEHHbBIX CPEACTB
(B pen. @exnepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

Cratba 8. JluueH3MpoBaHMe nNpPoOM3BOACTBA JIeKAPCTBEHHbLIX CpPeaAcCTB MU
chapmanLeBTUYECKON AEATENBHOCTHU

1. JIneH3upoBaHue MPOM3BOJICTBA JEKAPCTBEHHBIX CPEICTB W (papMameBTUUECKOH AeSTeTbHOCTH
OCYILECTBIISAETCA B COOTBETCTBUHU € 3aKOHOAATENbCTBOM Pocculickon Penepanum.

Koncynbrantlntoc: mpumeyanue.
C 01.03.2026 B 4. 2 ct. 8 BHOcsATca uaMmeHeHus (D3 ot 31.07.2025 N 304-®d3). Cm. Oynymryro
peAAKIHIO.
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2. O0s3aTeIbHBIM YCIOBHEM IIPEIOCTABICHHUS JIULEH3UU Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB
SBIIAETCS TPUIIOKEHUE K 3asBICHHUIO COMCKATENs JIMIICH3UM IEpeuHs JIEKapCTBEHHBIX (GopM u (WiIn)
BUJOB (hapMaleBTUUECKUX CyOCTaHIMN, KOTOpPbhIE MPOM3BOAUTENb JIEKAPCTBEHHBIX CPEJICTB HaMEpeH
MIPOU3BOJUTE.

3. B cnyuae HEOOXOAMMOCTH paCcUIMPEHUs MPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB 32 CYET HOBBIX
JIEKapCTBEHHBIX (PopM H BUIOB (papMarleBTUICCKUX CYOCTaHIIMH TMPOU3BOIUTEIL JIEKAPCTBEHHBIX
CPEeACTB JOJDKEH MOJaTh B JIMLIEH3UPYIOIIMM OpraH 3asBJICHHE O BHECEHHMM H3MEHEHHH B peecTp
JIUIIEH3UI Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB.

(B pen. ®eaepanbHbix 3aKk0HOB OT 02.08.2019 N 297-®3, ot 11.06.2021 N 170-D3)

4. JIuueH3usi Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CpenCcTB ((papmameBTHUECKO cyOCTaHIIMK CIHPTA
STUJIOBOTO (3TAaHOJIA) BBIIAETCS MPH YCIOBUM HAlU4YMs Yy OpraHU3alMM Ha IpaBe COOCTBEHHOCTH,
XO3AWCTBEHHOTO BEJCHHUS MJIM OTIEPATUBHOTO YIPABICHUS OCHOBHOTO TEXHOJOTHYECKOTO 000PYI0BaHUS
IUI TIPOM3BOJCTBA STHJIOBOIO CIHUPTA, 3apPETMCTPHUPOBAHHOTO B COOTBETCTBUM CO cTaTheil 14.1
@enepanbHOro 3akoHa oT 22 HoAOps 1995 roma N 171-®3 "O rocyaapcTBEHHOM pETyJIHPOBAHUU
IIPOM3BOJICTBA U 00OpOTa 3THIOBOIO CIHUPTA, AJKOTOJBHOM M CHMPTOCOJEpaliedl MpoayKUuud U o0
OTpaHUYEHUH MOTPeOIeHNS (PACTIMTHS) aJIKOTOIBHOMN MPOTyKIHU".

(uacts 4 BBeneHa denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

Cratba 8.1. OCOOEHHOCTU nUUEeH3MPOBaHUA TMPOU3BOACTBA JeKapCTBEHHbIX
cpeactB (hapmaueBTUHECKOMN CYyOCTaHLUM CNUpTa 3TUNOBOrro (3TaHona)
(BBenena denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

1. JleiicTBue JHIIEH3MHM Ha MPOU3BOICTBO JIEKAPCTBEHHBIX CPEICTB ((apMalieBTUYECKOM
cyOCTaHIIMM CHUpTa STUJIOBOrO (3TaHOJNA) TMPUOCTAHABIMBAETCS B YACTH MpaBa Ha TMPOU3BOJICTBO
(dapmarneBTHUECKON CyOCTaHIIMHM CHHPTA STHIOBOTO (3TAaHOINA) JHICH3UPYIOIMIMM OPTaHOM B CIyyasx,
onpenenaeHHbIX ctatbeit 20 denepanpHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O nuneH3upoBaHUU
OTIENbHBIX BHJIOB JEATEIHHOCTU", a TakXKe Ha CpPOK TMPUOCTAHOBJICHHS [EHCTBUS JMIIEH3UH Ha
MIPOM3BOJICTBO 3TUJIIOBOTO CITUPTA JIJISl TPOU3BOJICTBA (hapMaIleBTHUECKON CyOCTaHIIMK CIIHPTA STHIIOBOTO
(7TaHOoNa), BEIIAHHOM B COOTBETCTBUH ¢ DenepanbHbIM 3aKOHOM OT 22 Hog0ps 1995 roga N 171-03 "O
TOCY/IapCTBEHHOM PETYJIMPOBAHUM TIPOM3BOJACTBA M 000pPOTa ATWIOBOTO CIHPTA, AJIKOTOJBHOW W
CHUPTOCOEpIKAIICH MPOAYKIIMH U 00 OrpaHUYEHUHU TOTPeOIeHH (PACIUTHSA) AIKOTOIBFHOM MPOYKITUH'".

2. JlelficTBHe JMIIEH3UM HA MPOW3BOJICTBO JIEKAPCTBEHHBIX CPEACTB ((hapManeBTHIECKOM
cyOCTaHIIMM cIUpTa STWIOBOrO (3TaHONa) B YacTW IpaBa Ha MPOU3BOACTBO (apMalleBTUYECKOMH
cyOCTaHIIMM CHUPTa JTHJIOBOTO (9TAaHONA) MPEKPAIIAETCS JIMICH3UPYIOMIMM OpPraHOM B CIIydasx,
onpeneneHHbIX cratbeil 20 @eaepanpHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O nuneHzupoBaHuu
OTIENbHBIX BHJIOB JEATEIBHOCTU", a TaKXe C JaThl NPEKpALEHUS WM aHHYJIUPOBAHUS AEHCTBUS
JMIIEH3UHM Ha TPOM3BOJCTBO ITUJIOBOTO CHMPTa JUIsl NMPOU3BOACTBA (hapMaleBTUUECKOM cyOcTaHIMU
CIHPTa STHJIOBOTO (3TaHOJIA), BEIIAHHON B COOTBETCTBHU ¢ DepepabHBIM 3aKOHOM OT 22 HostOpst 1995
roga N 171-®3 "O rocyJapcTBEHHOM pPETYJIMPOBAHUU IMPOU3BOACTBA U 000POTAa 3TUIIOBOTO CIHPTA,
QJIKOTOJIBHOM U CIHPTOCOJEpXKAIlel MPOAYKIMM U 00 OrpaHUMYEHUU TMOTpeONeHus (pactuTHs)
AJIKOTOJIbHOM MPOAYKIUH".

Cratba 8.2. Ocob6eHHOCTU NUUEH3npoBaHNUA hapmaueBTUYECKOMN AeATEeNIbHOCTU B
YyacTu ocyLecTBNEeHU ONTOBOM TOProBfiv fieKapCTBEHHbIMU cpeAcTBaMMU
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(BBeneHa PexnepanbHbIM 3ak0HOM OT 04.08.2023 N 428-D3)

1. JleficTBue nuueH3MU Ha (hapMalEBTHUECKYIO NESATEIBHOCTh B YACTU OCYIIECTBICHHS ONTOBOU
TOPrOBIM  JIGKAPCTBEHHBIMM  CPEACTBAMM  JJI1  MEIUIUHCKOIO  TPUMEHEHHs  IpeKpalaercs
JULEH3UPYIOLUM OpPraHOM B Cllyuasix, onpeaeneHHbIx cratbeil 20 denepanpHoro 3akoHa ot 4 mas 2011
roga N 99-®3 "O nuUeH3UpPOBAHUM OTACIBHBIX BHJIOB JACSATEIBHOCTH', a TaKKe IO PEUICHUIO
JULEH3UPYIOLETO OpraHa, MpUHIATOMY B COOTBETCTBHM C HACTOSIIEH 4acThlo. B ciyuae BbIBIEHUS NpU
OCYIIECTBJIEHUN (eAepalbHOrO TOCYAapCTBEHHOrO0 KOHTpoJds (Hazm3opa) B cdepe oOpalieHus
JIEKapCTBEHHBIX CPEICTB HapyIIEHHUs OpraHu3aluedl ONTOBOM TOPIOBJIM JEKAPCTBEHHBIMHM CPEICTBAMU
TpeboBanuit yacreir 1 - 3 cratem 53 Hactosmero denepanbHOTO 3aKOHA JEHCTBUE JUIICH3WM HA
(bapMaleBTUUECKYI0 JESITEeIbHOCTh B YacTH OCYILIECTBICHHMS ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMU
CPEICTBAaMU ISl MEIULIMHCKOTO MPUMEHEHUS! IPUOCTAHABIMBAETCS B TEUEHUE JIECATH pabOUYnX AHEH CO
IIHS BBISBJICHUS YKa3aHHOTO HapylleHus. JleficTBue NUIeH3MM Ha (papMaleBTUYECKYIO JEsITeIbHOCTh B
4acTH OCYIIECTBJIIEHHUS ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEJICTBAMU JJII  MEIUIIMHCKOTO
IPUMEHEHHS MPUOCTAHABIMBAETCS Ha CPOK, KOTOPBIN OIpeesseTcs JIMIEH3UPYIOIUM OpraHoM (HO He
MEHee 4YeM Ha OJMH MECsI), [0 HCTEYEHUH KOTOPOro JEHCTBUE MAAHHOM JIMLEH3UM IOJIEKUT
IPEKpaIeHUI0 Ha OCHOBAHUH PEIICHUS JIMLEH3UPYIOIIEro OpraHa, 3a UCKIIOUEHHEM CiIydas, yKa3aHHOTO
B YaCTH 2 HACTOSAILIEH CTaThU.

2. JleficTBHE JMIEH3UU Ha (DapMaleBTUUECKYIO JEATENbHOCTh B YAaCTH OCYILECTBIEHUS ONTOBOI
TOProBJIM JICKAPCTBCHHBIMHU CPCACTBAMH I MCIHUUOMWHCKOro IIPHMCHCHUS, [[GflCTBI/IC KOTOpOfI
IIPUOCTAHOBJIEHO B COOTBETCTBUHU C YAacThiO | HAcTOsIEH cTaTbU, MOAJIEKUT BOSOOHOBIEHUIO B CiIydYae,
€CJIM B IMEPHOJ MPUOCTAHOBJICHUS IEUCTBUS JAaHHOM JIMIIEH3UM B paMKax J0CYIeOHOro 00’kajioBaHUA
peleHre KOHTPOJIBHOrO (Hal30pHOr0) OpraHa B YacTH BBISIBIEHHOI'O HapylleHUs TpeboBaHMii yacteit | -
3 crateu 53 HacTosmero PeaepanbHOro 3aKOHa OTMEHEHO. B yka3aHHOM cilydyae JEHCTBUE JIMLIEH3UU Ha
(bapMaleBTUUECKYI0 JESITEeIbHOCTh B YacTH OCYILIECTBICHHMS ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMU
CPEICTBAaMU JUIsl MEAULIMHCKOIO IPUMEHEHUS] BO3OOHOBIISIETCS] HE MO3/JHEE OJIHOTO paboyvero AHs CO JHA
OTMEHBI PEIIeHUs] KOHTPOJIBHOTO (Ha30pHOI0) OpraHa.

Cratba 9. [locypapcTBeHHbIW KOHTponb (Hag3op) B cdepe obOpaweHus
NeKapCTBEHHbIX CpeacTB
(B pen. @enepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

1. TocymapcTBeHHBIH KOHTpOIb (Hag30p) B cdepe oOpaiieHuss JIEKAPCTBEHHBIX CPEACTB
OCYIIECTBIISIETCA TOCPEICTBOM (penepaibHOr0 TrOCyIapCTBEHHOTO KOHTpoisis (Hamg3opa) B cdepe
oOpallieHusi JeKapCTBEHHBIX CPEACTB U (PelepallbHOTO TOCYNAapCTBEHHOTO JHIICH3MOHHOTO KOHTPOJIS
JESATEIILHOCTH 10 TIPOU3BOJICTBY JICKAPCTBEHHBIX CPEJICTB, OCYIIECTBISEMBIX (efepaTbHBIMU OpraHAMH
HCIIOJIHUTENIBHOM BJIACTH, yIIOJTHOMOUYEeHHBIMU [IpaButenscTBoM Poccuiickon ®denepanuu.

2. Tlpenmerom ¢enepatbHOrO TOCYAapCTBEHHOTO KOHTPOJIS (Ham3opa) B cdepe oOpameHus
JICKApCTBEHHBIX CPEJICTB SBIISTIOTCS:

1) coGmoienne 00s3aTeNIBHBIX TpeOOBaHUN B chepe oOpalleHUs JIGKAPCTBEHHBIX CPEJICTB, B TOM
qHCIIe:

a) Tpe6OBaHI/II7I K OOKIMHHUYCCKUM HCCICAOBAHUAM JICKAPCTBCHHBIX CPEACTB, KIMHUYCCKHUM
HCCIICAOBAHUAM JICKAPCTBCHHBIX IIPCIIApaTOB, HU3IOTOBJIICHUIO, XpPAHCHUIO, IICPEBO3KE, BBO3Y B
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Poccuiickyto ®enepanuio, OTHYCKy, pealM3aluu, Iepefade, MNpoAake JEKapCTBEHHBIX CPENCTB,
MPUMEHEHUIO JIEKAPCTBEHHBIX IPENapaToB, YHUYTOXKEHUIO JIEKAPCTBEHHBIX CPEJICTB, YCTAHOBIICHHUIO
MIPOU3BOAUTENSIMU JIEKAPCTBEHHBIX MPENapaToB II€H Ha JIEKAPCTBEHHbIC IMpENapaThl, BKIIOUYEHHBIE B
nepeyeHb )KU3HEHHO HEOOXOMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaTos;

0) TpeOOBaHMII K COOTBETCTBUIO JIEKAPCTBEHHBIX CPEJCTB, HAXOAAIIUXCA B OOpalleHUH,
MOKa3aTessiM KauecTBa, 3PPEKTUBHOCTH U O€30IaCHOCTH, YCTAaHOBJIEHHBIM B COOTBETCTBUU C HACTOSIIUM
®denepaabHbIM 3aKOHOM;

B) TpeOOBaHUI K COONIOACHMIO CYyOBEKTaMHU OOpallleHUs! JEKapCTBEHHBIX CPEJICTB, YKA3aHHBIX B
gactu 1 crateu 67.1 Hactosmero dexepaabHOro 3aKOHA, OTpaHUYCHHM, HajJaraeMbIX cTaThsiMu 67.1 u
67.2 Hacrosero PeaepanbHOro 3aKOHA;

2) cobmrofeHre JTUICH3UOHHBIX TPeOOBaHMH K OCYIIECTBICHHUIO (papMalleBTUYECKON NesTEIILHOCTH;

3) coOuroieHne TpeObOBaHUH K MPEIOCTABICHUIO CyOhEeKTaMU OOpAIeHUS JICKAPCTBECHHBIX CPEJIICTB
uH(pOpMallUd O JIEKapCTBEHHBIX CpeACTBaX W (WMIIM) JIGKAPCTBEHHBIX Mperaparax, MpeayCMOTPEHHOM
cratbsimu 9.1, 52.1, 52.2 u 64 nacrosmero PeaepaibHOro 3aKOHa;

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

Koncynsrantlntoc: mpumeyanue.
C01.03.2026 1. 4 4. 2 ct1. 9 yrpauuBaet cuity (D@3 ot 20.10.2022 N 405-D3).

4) cobmroieHre MpeyCMOTPEHHBIX cTaTheit 55.1 HacTosmero deaepanbHOTO 3aKOHA TPEOOBAHMH K
MIPOBEJICHUIO SKCIIEPUMEHTA TI0 OCYIIECTBICHUIO PO3HUYHON TOPTOBIU JICKAPCTBEHHBIMU IpermapaTaMu
IUIT  MEAMIMHCKOTO TPHMEHEHUs, OTIYCKaeMbIMH TIO0 pEIEeNTy Ha JIEKapCTBEHHBIH Ipermapar,
MUCTAHIIMOHHBIM CIIOCOO0OM.

(. 4 BBenen denepanbHbIM 3aKk0HOM OT 20.10.2022 N 405-D3)

2.1. B memsax obecnedeHus] TrocylapCTBEHHOIO KOHTpoJs (Ham3opa) B cdepe oOparmieHus
JEKapCTBEHHBIX  CPEICTB  (elepaiabHBIii OpraH HCIIOJHUTENFHOW  BJACTH, OCYIIECTBISIONIMNA
TOCYZapCTBEHHYIO PETHCTPAIMIO JICKAPCTBEHHBIX IPENapaToB, MPEAOCTaBISET (elepalbHOMYy OpraHy
UCTIOJIHUTENIBHONW BJIACTH, OCYIIECTBISIONIEMY (YHKIMM 10 KOHTPOJIIO M Haa3opy B cdepe
3paBOOXPAaHEHHUS, M0 €r0 3aMpoCcy B paMKaxX MEXBEIOMCTBEHHOTO MH(POPMAIIHOHHOTO B3aMMOICHCTBUS
B TIOpsS/IKe, YCTAHOBJICHHOM YKa3aHHBIMH ()efepallbHBIMH OpTaHaMH HCIIOJHHUTEIBHON BIIACTH,
CIIETYIOINE CBEICHUS O JICKApPCTBEHHBIX CPEACTBAaX, B TOM 4YHCJIE B CIy4ae, €CJIM TaKUe CBEICHUS
COCTaBJISIFOT KOMMEPYECKYIO TalHy:

1) cBeaenus o papMaleBTUYECKON CyOCTaHIINU:
a) HAaNMEHOBaHHUE (PapMaIeBTUICCKON CyOCTaHINH, €e CTPYKTypa, OOIIHe CBONCTBA;
0) HAaMMEHOBAHHUE ¥ JJPEC MPOU3BOIUTEIIS,

B) CBOMCTBA U CTPYKTYypa JACHCTBYIONINX BEIIECTB;
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[ata coxpaHeHus: 14.10.2025

T') XapaKTepUCTHKA IPUMECeH;
1) cnerudukaius Ha (apMaleBTHUECKYI0 CyOCTaHIIUIO B €€ 000CHOBAHME;

e) AHAIIUTUYCCKUC MCTOAWKH, HUCHOJB3YCMBIC TIPpU OCYIICCTBICHUMU KOHTPOJISI KadCeCTBa
(hapManeBTHUECKO CyOCTaHITNH;

) pe3yIbTaThl aHATU30B cepuil (hapMaleBTHUECKON CyOCTaHIINH;

3) IepeveHb CTAaHAAPTHBIX 00Pa3IOB MM BEIIECTB, HCIOIb3YEMBIX IPH OCYIIECTBICHHNH KOHTPOJISA
KayecTBa (hapMaleBTHUECKON CyOCTaHINH;

1) OMTUCAHKE XapaKTEPUCTUK U CBOWCTB YITAKOBOYHBIX MATEPUAIIOB U YKYITOPOYHBIX CPEJICTB;
K) JaHHBIE O CTAOMIBHOCTH (hapMalleBTUYECKOM CyOCTaHIINM;

J1) CPOK TOJTHOCTH;

2) cBeeHUs O JIEKAPCTBEHHOM TIpernapaTe Ui MEIUIIUHCKOTO IPUMEHCHUS:

a) ONUCAaHKE U COCTaB JICKAPCTBCHHOTO TIperapaTa Jisi MeIUIITHCKOTO IPUMEHEHHUS;

0) omucanue (apmareBTHUECKOH pa3paboTku (0O0OCHOBaHME BBIOOpAa COCTaBa, MEPBUYHOM
YIaKOBKH);

B) HaNMMCHOBAHUC U aApCC MECTAa OCYIICCTBIICHUSA MPOU3BOACTBA JICKAPCTBCHHOT'O IIpCriapaTa IJId
MCIUIIMHCKOI0 HNPHUMCHCHUA (B CJIydac HaJIM4usg HCCKOJBKUX YYAaCTHHMKOB IIpOoHecCa MNpPOU3BOJACTBA
HCO6XO,Z[I/IMO YKa3aTb HAUMCHOBAHUC U aIpCC KAXKIAOI'0 U3 HI/IX);

T') MEKPOOHOJIOTHUECKHE XapaKTePUCTHKH;
1) OTIMCAHUE XaPAKTEPUCTHK U CBOMCTB YIIAKOBOYHBIX MATEPUAJIOB M YKYITOPOUYHBIX CPEJICTB;
¢) TpeOOBaHMUs K KAUYECTBY BCIIOMOTATEIIBHBIX BEIECTB;

)K) AHAIIUTHYCCKUC MCTOAUKH, HUCIHOJB3YEMbBIC IIpU OCYIICCTBICHUMU KOHTPOJI KadceCTBa
BCIIOMOT'aTCIBHBIX BCIICCTB,

3) CBCACHMUA 00 HCIIOJB30BAaHMHM BCIOMOTaTEIbHBIX BCIICCTB YCIOBCUYCCKOIO H JXKHBOTHOI'O
MMPOUCXOKIACHUA,

I/I) CBCACHUA 00 HCIT0JIb30BAaHUH HOBBIX BCIIOMOTaTEIbHBIX BCIICCTB,

K) TpeOOBaHMS K KadecTBY JIEKAPCTBEHHOTO TMIperapara JUisi MEIUIIMHCKOTO IPHMEHEHHS
(cepTudukar, cnenudukanus Ha JEKapCTBEHHBIN Mpenapar U uX 000CHOBAHHE);

J'I) AHAIIUTHUYCCKUC MCTOAUKH, HCIOJB3YCMBIC IIPU OCYHICCTBJICHHUHN KOHTPOJSA KadCCTBa
JICKApCTBCHHOTO IIperiapaTa 4JI1 MCAUIUHCKOTI'O IPUMCHCHUS

M) pe3yJbTaThl AaHAJU30B CEpUH JIEKAPCTBEHHOTO Mpenapara A MEAUIMHCKOro IPUMEHEHMUS,
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H) XapaKTepUCTHUKA MIPUMeECeii;

0) MepeueHb CTaHJAPTHBIX 00pa3loB, MCMOJIb3YEMBIX IMPHU OCYIIECTBICHUH KOHTPOJS KayecTBa
JIEKapCTBEHHOTO MpernapaTa JJii MEIUIUHCKOTO TPUMEHEHUS;

1) JaHHBIC O CTAOUIILHOCTH JICKAPCTBEHHOTO Tpenapara Jyisi MEUIIMHCKOTO TPUMEHEHNS,
3) OTYETHI O TOKIMHUYECKUX MCCIICIOBAHUSIX;

4) OTYETHI O KIIMHUYECKUX UCCIICTOBAHMSIX;

5) macrep-gaiin cucremsl hapMaKkoHaI30pa;

6) T1aH yNpaBlIeHUS PUCKAMH.
(uacts 2.1 BBenena ®@enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

3. ITlpm ocymectBiaeHun (eaepaTbHOro TOCYAapCTBEHHOrO KOHTpoyis (Ham3opa) B cdepe
oOpallleHusi JIeKApCTBEHHBIX CPEACTB MPOBOAATCS CJEAYIONIME BUIbI KOHTPOJBHBIX (HAI30PHBIX)
MEpONPHUATHI:

1) nokyMeHTapHas IPOBEPKa;

2) BBIE3/IHAS TIPOBEPKA;

3) BBIOOPOYHBII KOHTPOJIb KaYECTBA;
4) KOHTpOJIbHAS 3aKYyIIKa;

5) MHCTIEKITMOHHBINA BU3UT;

6) HaONIOACHHWE 3a COOJIIOJICHUEM O0O0S3aTebHBIX TpeOOBaHM (MOHUTOPUHT OE30ITACHOCTH)
(papmakonanzop).

4. Opra"u3zanus U OCyIlIecTBIeHHE (eepalbHOTO TOCYAapCTBEHHOTO KOHTPOJIA (Haa30pa) B chepe
oOpallieHus: JeKapCTBEHHBIX CPEACTB peryiupytorcss PenepanbHbiM 3akoHOM oT 31 uronsa 2020 roma N
248-®3 "O rocymapCTBEHHOM KOHTpoJe (HaA30pe) W MYHHUIMIIAILHOM KOHTpoJie B Poccuiickoit
Oenepaunn".

5. BHemuiaHoBBIM BHIOOPOYHBIN KOHTPOJb KadyecTBa MPOBOJUTCS B TOM YHUCJIE Ha OCHOBAaHUU
IIPOrpaMMBbI IPOBEPOK.

6. I1maHOBBII BEIOOPOUYHBIN KOHTPOJIb KAYECTBA HE MPOBOINUTCSI.

7. Ilo pesyabratamM ¢enepalbHOro rocyJapCTBEHHOTO KOHTposd (Haa3opa) B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEACTB Hapsily C peHIeHUAMH, IperycMOoTpeHHbIMU dDenepanbHbiM 3akoHOM OT 31
utonst 2020 roga N 248-®d3 "O rocynapcTBEeHHOM KOHTpoJje (HaA30pe) U MYHUIUNAILHOM KOHTpOJE B
Poccuiickoit @eaepannn", GpeaepaabHbIMU OpraHaMH WCIIOJTHUTEIIBHON BJIACTH, YIOJTHOMOUYECHHBIMU Ha
OCyILECTBIIEHHE (PeaepantbHOr0 TroCyAapCTBEHHOIO KOHTpois (Hamg3opa) B chepe obOpaiueHus
JIEKapCTBEHHBIX CPE/ICTB, IPUHUMAIOTCS CIIEAYIOUINE PEIICHHUS:
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(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) o nmampHeiIIeM TpakJaHCKOM O0OpOTE CEpUH, MapTUU COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
CpeICTBa B CiIy4ae MOATBEPXKACHUS IO Pe3ybTaTaM MPOBEICHHBIX UCTIBITAHUN COOTBETCTBHS KayecTBa
JICKApCTBEHHOTO CPEJICTBA YCTAHOBJICHHBIM TPEOOBAHUSIM;

2) 00 u3BATHM M3 TPAXAAHCKOTO 000pOTa CEpPHM, MAPTHU COOTBETCTBYIOUIETO JIEKAPCTBEHHOTO
CPEICTBA B CIllydae BBIABICHMS IIO Pe3ylbTaTaM IPOBEICHHBIX HCIBITAHWNA HECOOTBETCTBUS KadeCTBa
JIEKapCTBEHHOT'O CPE/ICTBA YCTAHOBJICHHBIM TPEOOBAHUSIM;

3) o mepeBojae JEKAPCTBEHHOTO CPEJCTBA HA IMOCEPUNHBIM BHIOOPOUYHBIN KOHTPOJL KauecTBa
JIEKapCTBEHHBIX CPEJCTB B Cllydae NMOBTOPHOTO BBISBIEHUS HECOOTBETCTBHS KayecTBa JIEKAPCTBEHHOI'O
CPEJCTBA YCTaHOBJIEHHBIM TpeOOBaHUSIM U (MpU HEOOXOAMMOCTH) O MpPOBEpPKE CyOBbEKTa OOpaIleHUs
JIEKapCTBEHHBIX CpPeiCTB. Pacxobl, CBsI3aHHbIE C MPOBEIEHUEM MOCEPUHHOIO BHIOOPOUHOTO KOHTPOJIS,
OIJIAYMBAIOTCSl TPOU3BOAMTEIEM JIEKAPCTBEHHOIO CpEACTBa JIMOO JepKaTesleM WM BIAJelblEM
PETrUCTPAIMOHHOIO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO MTPEnapara;

4) O CHATUM JEKAapCTBEHHOI'O CpPEJICTBAa C IOCEPUHHOr0 BBIOOPOYHOIO KOHTPOJSI KadecTBa
JICKapCTBEHHBIX CPEJICTB HAa OCHOBAHWU IOJIOKUTEIbHBIX SKCIEPTHBIX 3aKJIIOYEHHUH, BbIJIAHHBIX
(benepaTbHBIM TOCYJAPCTBEHHBIM OIOJUKETHBIM YUPESKACHUEM, TIOABEIOMCTBEHHBIM (heaeparbHOMY
OpraHy MCIOJHHUTEIbHON BIIACTH, OCYLIECTBISIOMIEMY (GYHKLIHMU MO KOHTPOJIIO M Haa30py B cdepe
3[IPaBOOXpaHEHHS, WIH (hefepallbHOMY OpPraHy HMCHOJHHUTEIBHOW BIIACTH, OCYIIECTBIIAIONIEMY (YHKIUU
10 KOHTPOJIIO U HAJ[30py B cpepe 0OpalieHus JIeKapCTBEHHBIX CPEICTB AJIsl BETEpUHAPHOTO IPUMEHEHMS,
Ha OCHOBAHMHU NPOTOKOJIA MCTIBITAHUM JIEKAPCTBEHHOT'O CPEJCTBA, MPOBEIACHHBIX 10 BCEM IOKa3aTENIsIM
YTBEP)KJCHHON HOPMAaTHBHOM JOKyMEHTallMM (HOPMATHBHOTO JOKYMEHTa) B OTHOIIEHUH TPEX cepuit
JIEKapCTBEHHOI'O CPEJICTBA.

(. 4 BBenen OexnepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

8. denepanbHbli TOCYIapCTBEHHBIN JIMLIEH3UOHHBIA KOHTPOJIb JEATEIBHOCTH IO MPOU3BOJICTBY
JIEKapCTBEHHBIX CPEICTB OCYLIECTBIIIETCS B COOTBETCTBHM C 3aKOHOAATEIBCTBOM Poccuiickoin
denepanuu.

Cratbs 9.1. Nporpamma npoBepokK
(BBenena dexnepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. B nensx opraHu3anuu BEIOOPOYHOIO KOHTPOJIS KaYeCcTBa JICKAPCTBEHHBIX CPEICTB (hOpMUpYyeETCs
IporpamMma IpoBEPOK.

2. lnsg uenedl peanu3alMM MPOrpaMMbl MPOBEPOK IMPOU3BOAUTENM JIEKAPCTBEHHBIX CPEICTB M
OpraHM3allfi, OCYLIECTBIISIIOIINE BBO3 JIEKApCTBEHHBIX CpeAcTB B Poccuiickyro ®Denepanuio,
MPEAOCTABIAIOT B OTHOLIEHUWU JIEKAPCTBEHHBIX CPEACTB Il MEAMIMHCKOTO TMPHUMEHEHHUS B
YIOJHOMOYCHHBIN (heepanbHblii OpraH HCIOJIHUTEIBHONW BIIACTH, OCYIICCTBISIONUN (YHKIIUU 10
KOHTPOJIIO W HaI30py B cdepe 3IpaBOOXpaHEHUS, B OTHOIICHUU JIEKAPCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO TIPUMEHEHHUS B YIOJHOMOYCHHBIN (efepaibHblii OpraH HCIOJTHUTEILHOW BIIACTH,
OCYIIECTBISIONMUN (DYHKINUU 110 KOHTPOJIIO U HaI30py B chepe oOpalleHus: JIeKapCTBEHHBIX CPEJCTB IS
BETEPUHAPHOTO MPUMEHEHUSA, CBEACHUSA O CEPUSIX, MAPTHUSIX JICKAPCTBEHHBIX CPEACTB, MOCTYMAIONIUX B
rpaxaanckuii 06opotr B Poccuiickoit ®epepanuu, B MOpsAIKe, cocTaBe MU 00bEME, YCTAaHOBICHHBIX
YKa3aHHBIMU (heJIepaTbHBIMA OpPraHaMHU UCTIOJHUTEIIEHOHN BJIACTH B OTHOIICHHUHU JICKAPCTBECHHBIX CPEICTB
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e MCOULUHCKOTO TIMPUMCHCHUSA W B OTHOHICHUHU JICKAPCTBCHHBLIX CPCACTB [JIA BCTCPHUHAPHOIO
IMPUMEHCHUA COOTBETCTBCHHO.

3. Ilporpamma mnpoBepok (opMupyeTcs Ha KaJeHIapHbli rox B cpok 1o 30 ngekabps roxa,
HPEIIECTBYIOLIETO Oy IPOBEIEHHUS BBIOOPOUYHOTO KOHTPOJIS.

4. B cnydae HacTymjeHHs COOBITHH, yKa3aHHBIX B moAmyHkrax "O" m "B" myHkTa 2 uactu 6
HacTosIleH cTaTby, (hpefepabHbIM OPraHOM HCIOJIHUTEIBHOW BJIACTH, OCYHIECTBISIOINM (DYHKIMH 110
KOHTPOJIIO M HaI30py B cdepe 3ApaBOOXpaHEHUs, (hefepalibHbIM OPraHOM HCIIOJHUTEIBHON BIIACTH,
OCYLIECTBIISIOMNM (YHKIIUH 110 KOHTPOJIIO M HAaA30py B cdepe 0OpalieHns JIeKapCTBEHHBIX CPEICTB I
BETEPUHAPHOTO MPUMEHEHMs, MNpU HEOOXOAMMOCTH BHOCATCS COOTBETCTBYIOLIME M3MEHEHUS B
[IPOrpaMMy MPOBEPOK.

5. B nporpammy npoBEpOK MOT'YT BKJIFOUAThCSI MEPOIIPUSTHS C YYETOM HAapYyLICHHM, BBISIBICHHBIX B
paMKax KOHTPOJIBbHBIX (HaJ30PHBIX) MEPOIPUITUN 32 MIPEAbIAYIINNA KaJl€HAApHBINA IO/,

6. IIporpaMmMa poBEpOK CONEPIKUT:

1) nepedeHsb JEKapCTBEHHBIX CPEACTB, OTOOP 0OPa3I[0B KOTOPBIX OyIET OCYIIECTBIATHCS B paMKax
BBIOOPOYHOI'O KOHTPOJIS, (POPMHUPYEMBIN C yUETOM PE3yJbTaTOB T'OCYAAPCTBEHHOIO0 KOHTPOJIS (Ha/a30pa)
B c(hepe oOpallieHus JIeKapCTBEHHBIX CPEJICTB 32 KaJIEHAAPHBINA IoJl, IPEIIECTBYIONINI ro1y IpOBEACHUS
BbIOOPOYHOI'O KOHTPOJIS;

2) ykazaHWe Ha COOBITHE, HACTYIICHHE KOTOPOTO SIBJISICTCSI OCHOBAaHUEM JJisi OCYIICCTBICHHS
BBIOOPOYHOTO KOHTPOJIS:

a) TOJlyuYeHHE CBEJCHHM, MPEACTABISIEMbIX B COCTaBE M 00BEMeE, YCTAaHOBIICHHBIX (pemepaibHbIM
OpPraHOM HCIOJHUTENBHON BIACTH, OCYIIECTBISAIOMUM (YHKIUU MO KOHTPOJIO U HAA30py B cdepe
3paBOOXpaHeHHs, (heAepallbHBIM OPraHOM HCIOJHHUTEIBHON BIIACTH, OCYIIECCTBIISIONMM (DYHKIUH TI0
KOHTPOJIIO U Ha/30py B cepe oOpalieHus JeKapCTBEHHBIX CPEJICTB 7Sl BETEPUHAPHOTO MPUMEHEHHSI, O
CepUsX, TAPTUAX JIGKAPCTBEHHBIX CPEJICTB, IMOCTYHAIONIMX B TpakIaHCKUH 000poT B Poccuiickoii
@denepanny, YyKa3aHHbIX B MyHKTe | HacTosled 4YacTH, OPraHU3alUsIMH, OCYIIECTBISIIOUIUMU
IIPOU3BOJCTBO JIEKapCTBEHHBIX cpeAcTB B Poccuiickoit denepanny U BBO3 JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro @enepanuio, 3a UCKIIOUYEHUEM CEpUN WM MAPTUN JIEKAPCTBEHHBIX MIPENapaToB, YKa3aHHbBIX
B yacth 4 crarbu 52.1 w yactu 6 crtateu 52.2 HacTosiuiero OenepasbHOrO 3aK0HA;

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

0) moJydeHne MOCTyMNarollel B MOPAJIKE, YCTAHOBIEHHOM cTaThell 64 HacTosiero denepaabHOTO
3aKoHa, UH(OpPMALUU O MOOOYHBIX NEUCTBUAX, HEXKEIATEIbHBIX PEAKIUIX, CEPhE3HBIX HEXKENaTeIbHBIX
peakuusax, HeMPeIBUICHHBIX HEKEIATEeNbHbIX PEAKIUAX MPU MPUMEHEHUH JIEKAPCTBEHHBIX MPENapaTos,
00 WHIWBHUIYabHOM HEMEPEHOCHUMOCTH, OTCYTCTBUU 3(PPEKTUBHOCTU JIEKAPCTBEHHBIX MpENaparoB, a
TaKke 00 MHBIX (paKTax M OOCTOSATEIHCTBAX, MPEACTABISIONIMX YTPO3Y KU3HU WJIU 3/I0POBBIO YEJIOBEKA
nub0 JKUBOTHOTO MpPH NPUMEHEHUWU JICKAPCTBEHHBIX IPENapaToB U BBIABICHHBIX HA BCEX JTamax
oOpalieHus JIEKapCTBEHHBIX npenapaTtoB B Poccuiickoit denepanun u Ipyrux rocyaapcTBax;

B) moiyuyeHue B coorBercTBUU ¢ DenepanpHbiM 3akoHOM OT 31 wmrons 2020 roga N 248-d3 "O
TOCYJapCTBEHHOM KOHTpoje (Haa30pe) W MyHHUIUINAIbHOM KOHTposne B Poccuiickoit deneparun'
CBEICHMI O MPUYMHEHUHU BpeAa WM 00 yrpo3e MPUYMHEHUS Bpeda KU3HHU, 3J0OPOBBI0 TPaKIaH WIH
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JKHNBOTHBIX.

Cratba 9.2. [locypapCTBeHHbIM KOHTponb (Hags3op) 3a  peanusauveun
MUCNOJNIHUTENbHbIMN OpraHamm cyo6bektoB Poccumckon Pepgepaumm NOSTHOMOYMA B
ccepe obpaLteHMA NeKapCTBeHHbIX CPEeACTB ANA MeAULIMHCKOro NpMMeHeHus
(B pen. deaepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

(BBeneHna denepanbHbiM 3ak0oHOM OT 11.06.2021 N 170-D3)

1. TocymaapcTBeHHBIN KOHTPOJb (HAA30p) 3a peanu3alyeil UCIIOIHUTEIbHBIMU OpraHaMH CYOBhEKTOB
Poccwuiickoit ®enepanuu moaTHOMOYHA B chepe oOpalieHus JIEKAPCTBEHHBIX CPEJICTB JIJIST METUITHHCKOTO
MIPUMEHEHHUs OCYLIECTBIsIeTCA ynoiaHoMoueHHbIM [IpaBurensctBom Poccuiickoii denepauuu opraHom
HCIIOJIHATEILHOMN BIACTH.

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

2. IlpeameToM TOCYIapCTBEHHOTO KOHTPOJS (Hag3opa) 3a peaim3anued HCTOJHUTEIbHBIMU
opranamu cyObekToB Poccuiickoit @enepanun mnoaHoMouMii B cdepe oOpalleHus JIeKapCTBEHHBIX
CPEICTB /I MEAUIIMHCKOTO MPUMEHEHHUS SIBJISETCS COOJIIOICHUE YITOJTHOMOYEHHBIMU UCTIOJTHUTEIIbHBIMU
opranamu cyOnekToB Poccuiickoii @enepaliiyi METOAUKH YCTAaHOBIEHUS MPEIEIbHBIX Pa3MEPOB OMTOBBIX
HaI0aBOK M TMPENEIbHBIX pPAa3MEPOB PO3HUYHBIX HAM0ABOK K (DaKTHUYECKUM OTITYCKHBIM II€HAM,
YCTaHOBJICHHBIM MPOU3BOJUTENSIMUA JICKAPCTBEHHBIX IpENapaToB, HA JIEKapCTBEHHBIE IIpenapaThl,
BKJIFOUCHHBIC B ITEPEUCHB )KHU3HEHHO HEOOXOUMBIX M BOKHEHIIIMX JICKAPCTBEHHBIX TPEIIapaToB.

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

3. Ilpum ocymecTBI€HHH TOCYAApCTBEHHOTO  KOHTposis  (Haa3opa) 3a  peanu3amueit
UCTIOJTHUTENILHBIMU OpraHaMu cyObekToB Poccuiickoit ®denepanuu moiHOMOYuil B cdepe oOparieHus
JIEKAPCTBEHHBIX CPENICTB JIJISI MEIUIIMHCKOTO MPUMEHEHHSI TIPOBOASATCS CIICAYIONINE BUIBI MEPOTIPUSTHMN:
(B pen. ®enepanpHoro 3akona ot 08.08.2024 N 232-03)

1) nOKyMeHTapHbIe IPOBEPKH;
2) BbI€3IHBIE IPOBEPKHU.

4. Opranuzanusi U OCYIIECTBIIEHHWE TOCYJAApCTBEHHOTO KOHTpOJIS (HAa30pa) 3a peanusainuen
UCTIOJTHUTENIbHBIMU OpraHaMu cyObekToB Poccuiickoit ®Denepainuu moiHOMoYuil B cdepe oOparieHus
JICKaPCTBCHHBIX CPEJICTB JIJISI MEIUIIMHCKOTO MPUMEHEHUS PEeryupyroTcs DeaepanbHbIM 3aKOHOM OT 21
nexadbpsa 2021 roma N 414-®03 "OO6 o0muMX MPUHIMIIAX OPraHU3aLWU MyOIWYHON BIIACTH B CyOBEKTax
Poccuiickoit ®eneparun’.

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

5. TlonmoxxeHne O TrocyJapCTBEHHOM KOHTpoJie (Haa30pe) 3a peaiu3alueil HCIOIHUTEIbHBIMU
opraHamu cyowsekToB Poccuiickoit ®enepanuun mnonHomouuii B cepe oOpallleHHs JIeKapCTBEHHBIX
CPEXCTB I MEJUILIMHCKOrO PUMEHEHMs yTBepxkaaercs IIpaBurensctBom Pocculickont @enepanum.

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

Cratbsa 9.3. PermoHanbHbIN rocyaapCTBeHHbIA KOHTPONb (Hag3op) 3a NnpuMeHeHMeM
LeH Ha flekapCcTBeHHbIe npenapartbl, BKIIOYEHHbIe B NepeyeHb XXU3HEHHO Heob6XxoaAuMbIX
M BaXXHeMLUUX NIeKapCTBEHHbIX NpenapaTtoB

(BBeneHa ®PexnepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

1. PernonanpHBIN rOCyIapCTBEHHBIN KOHTPOJb (HAA30p) 32 MPUMEHEHUEM II€H Ha JICKapCTBEHHBIE
mpemapaTel, BKIIOYCHHBIE B IEPEYCHb KU3HEHHO HEOOXOJUMBIX M BaXXHEHIIHUX JIEKaPCTBEHHBIX
MpenapaToB, OCYIIECTBISCTCS HWCIOTHUTEIBHBIM oOpraHoM cyOwbekta Poccuiickoii ®Denepanmw,
YIOJIHOMOYEHHBIM BBICIIM HCIIOJHUTEIBHBIM OpranoM cyObekTa Poccuiickoit @enepanuu.

(B pen. deaepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

2. IlpenMeTomM pernoHaNbHOTO TOCYIapCTBEHHOI'O KOHTPOJIS (Haa30pa) 3a NMPUMEHEHUEM II€H Ha
JIEKApCTBEHHBIC TMpenapaThl, BKJIIOYCHHBIE B TMEPEUCHb JKU3HEHHO HEOOXOIUMBIX U BAKHEUIINX
JEKapCTBEHHBIX  MpEmapaToB, SBISETCS  COONIOJIGHWE  OpraHu3alusMU  ONTOBOM  TOPTrOBIHU
JIEKApCTBEHHBIMHU CPEJCTBAMU, aNITEUHBIMU OpPraHU3alMUSIMHU, WHIWBUAYATbHBIMH MPEATPUHUMATEISIMH,
UMEIOIUMH JIMLEH3UI0 Ha (apManeBTUUECKYI0 JEATENbHOCTh, MEIULIWHCKUMU OpraHU3alUsMHU,
MMEIOIINMHU JIUIEH3UIO Ha apMarieBTUYECKYIO AESITEIIBHOCTh, U UX 000COOJIECHHBIMH TOAPA3ICTICHUSIMH,
PACIIOJIOKEHHBIMHU B CEJIbCKUX HACEJICHHBIX IMYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNT€YHbIE OpraHU3aluHy,
MIPU peai3allii JICKapCTBEHHBIX TMpenapaToB TpeOOBaHUN K MPUMEHEHHUIO II€H, YPOBEHb KOTOPBIX HE
JOJKeH TMPEeBBIaTh CYMMY (aKTHYECKOW OTIMYCKHON II€HBI, YCTAHOBIIGHHOW TMPOU3BOAUTEIEM
JIEKApCTBEHHBIX MPENapaToB, U KOTOPHIE HE MPEBBIMIAIOT 3aPETUCTPUPOBAHHBIX MPEIETBHBIX OTITYCKHBIX
IIEH, ¥ pa3MepOB ONTOBLIX HAA0AaBOK W (WJIM) pa3MEpPOB PO3HUYHBIX HAI0aBOK, HE MPEBBIIIAIOIINX
COOTBETCTBEHHO Pa3MEpPOB MPEACIbHBIX ONTOBBIX HAI0AaBOK U (MJIM) pa3MEepOB MPEACIbHBIX PO3HUYHBIX
HaJ0aBOK, yCTaHOBJICHHBIX B cyOBekTe Poccuiickoii @enepariui.

(B pen. ®enepanbHoro 3axkoHa ot 08.08.2024 N 323-D3)

3. OpraHuzanuss U OCYILECTBIEHHE PErHMOHAIBHOIO T'OCYJApCTBEHHOTO KOHTpOJIA (Haa30pa) 3a
IIPUMEHEHHUEM 1IEH Ha JIEKAPCTBEHHBIE MpPENapaThl, BKIOYEHHbIE B IEPEUEHb KU3HEHHO HEOOXOAUMBIX U
BAKHEWILIMX JICKAPCTBEHHBIX MPENapaToB, perynupyrorcs OenepanbHbiM 3akoHOM OT 31 uronst 2020 roxa
N 248-®3 "O rocynapcTBEHHOM KOHTpoJie (HaA30pe) M MYyHHUIMIAIBLHOM KOHTposie B Poccuiickoit
Oenepauun".

4. Ilono)xxeHue 0 PErMOHAIBLHOM T'OCYJapCTBEHHOM KOHTpOJe (Haa30pe) 3a MPUMEHEHHUEM IIEH Ha
JIEKapCTBEHHbIE IMpEnaparhbl, BKIIOYEHHbIE B IMEPEYEHb >KU3HEHHO HEOOXOIMMBIX WU BaKHEHIINX
JIEKapCTBEHHBIX MPENapaToB, YTBEPKIAETCS BBICIIMM HCIIOJIHUTEILHBIM OpraHoM cyOnekTa Poccuiickoit
denepanuu.

(B pen. ®enepanbuoro 3axkoHa ot 08.08.2024 N 232-D3)

Cratba 9.4. ®epepanbHbll rocyfapCTBEHHbIN  JIMLIEH3NOHHbIA  KOHTPOSb
AeATeNbHOCTUN NO NPOU3BOACTBY NIeKapCTBEHHbIX CPeACTB
(BBenena ®dexnepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)

1. ®enepasbHblil rocyAapCTBEHHBIM JUIIEH3UOHHBIM KOHTPOJb JEATEIbHOCTU MO IPOU3BOICTBY
JICKapCTBEHHBIX CPEACTB OCYLIECTBIsETCA (elepaibHbIMM OpraHaMH HCIOJIHUTENBbHOW —BIIACTH,
ynosiHoMo4eHHbIMU [IpaButensctBoM Poccniickoit denepanun.

2. @enepanbHbIil TOCYJApCTBEHHBIN TUICH3MOHHBIH KOHTPOIb AESITEIbHOCTH MO IMPOU3BOJCTBY
JIEKapCTBEHHBIX CPEJCTB OCYIIECTBISAETCS B COOTBETCTBUU ¢ DeepanbHbIM 3akoHOM 0T 4 mas 2011 rona
N 99-®3 "O nuueH3upoBaHUU OTAECIBHBIX BUAOB JeATeIbHOCTH" U DenepaibHbIM 3aKOHOM OT 31 Hrons
2020 roma N 248-®3 "O rocymapCTBEHHOM KOHTpoJie (Haa30pe) M MYHHUIIMITAIILHOM KOHTPOJIC B
Poccuiickoit ®enepannu". B pamkax ¢enepanrbHOrO TrocyAapCTBEHHOTO JHMIIEH3HOHHOTO KOHTPOJIS
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

NESATEIBHOCTH 10 TPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB IUIAHOBBIE KOHTPOJbHBIE (HAI30pPHBIC)
MEpOTIPUSITHS HE TMPOBOJATCS, MPHU 3TOM MPOBOJIUTCS MEPHOIUYECKOE TOATBEPKIACHUE COOTBETCTBUS
JTUIEH3UATOB JIMIICH3UOHHBIM TPeOOBaHUSAM B COOTBETCTBUU ¢ DenepanbHbIM 3akoHOM OT 4 mas 2011
roaa N 99-®3 "O nuueH3upoBaHUM OTIIECIbHBIX BUIOB IESITEILHOCTH" .

Mnasa 5. PASPABOTKA, OKITMHWYECKUE UCCNEOQOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUWYECKUE UCCITIEAOBAHUA
NEKAPCTBEHHbIX NMPEMNAPATOB ANnA BETEPUHAPHOIO NPUMEHEHUA

Cratbsa 10. Pa3paboTka nekapCcTBeHHbIX CpeacTB

1. Pa3paboTka JeKapCTBEHHBIX CPEACTB BKIIOYACT B ce0s IMOWCK HOBBIX (PapMaKOIOTHICCKH
aKTHBHBIX BEIIECTB, [OCIEAYIOIIee H3yYeHHEe UX JIeKapCTBEHHbIX CBOWCTB, JOKJIMHHYECKUE
WCCIICZIOBAHMs, Pa3pabdOTKy TEXHOJIOTUH TPOM3BOJACTBA (hapMaleBTHUECKUX CyOCTaHIWH, pa3paboTKy
COCTaBOB U TEXHOJIOI'U POU3BOJICTBA JIEKAPCTBEHHBIX MpenapaToB.

2. ®uHaHCOBOE OOeCTIcUeHNE pa3padOTKH JICKAPCTBECHHBIX CPEICTB OCYIIECTRISICTCS 32 CUET:
1) cpenctB deaepanbHOro OOIKETA;
2) cpeAcTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) CpeICTB IIPOU3BOAUTENEH JIeKapCTBEHHBIX CpeAcTB npu BBINTOJIHEHUN
HAy4HO-UCCIIE0BATEIbCKUX PaboT MO JOrOBOPY MEXAy pa3pabOTUMKOM JIEKAPCTBEHHBIX CPEICTB U
IIPOM3BOJIUTENIEM JIEKAPCTBEHHBIX CPE/ICTB;

4) MHBIX HE 3aIpPELIEHHBIX 3aKOHOAaTeNIbcTBOM Poccuiickoit denepanyivi HCTOUHUKOB.

3. HpaBa p33pa6OT‘lI/IKa JICKAPCTBCHHOT'O CPCACTBA OXPAHAIOTCA I'PAKIAHCKHUM 3aKOHOAATCIIBCTBOM.

Cratba 11. [JOKNUHMYECKOEe wucCcCrefoBaHUe JeKapCTBEHHOro cpeacrtea Ans
MeAULUHCKOro NpUMeHeHus

1. JIOKIMHHYECKOE HCCACIOBAHHUE JICKAPCTBEHHOTO CPEJICTBA I MEIHIIMHCKOTO MPUMEHCHHUS
MPOBOJIUTCS MYTEM TNPUMCHEHUS HAyYHBIX METOJIOB OIICHOK B IEJISAX TOJYYCHHUS JIOKA3aTEeIILCTB
0e30MmacHOCTH, KauecTBa M APPEKTUBHOCTH JICKAPCTBEHHOT'O CPEIICTBA.

2. JIOKIMHUYECKOE MCCIEAOBAHNE JIEKAPCTBEHHOIO CPEICTBA Il MEIUIMHCKOTO INPUMEHEHMS
MIPOBOJUTCS B COOTBETCTBHH C TpaBWJIAMHU HaJJICKaIIeH J1a00opaTOpHOW NPAaKTUKH, YTBEPKICHHBIMHU
EBpasuiickoii 5KOHOMUYECKONW KOMUCCHEM.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

3. Jlnst opraHu3aIiiuy ¥ MPOBECHHS TOKIMHUYECKOTO MCCIICIOBAHNUS JICKAPCTBEHHOTO CPEACTBA IS
MCIUIIMHCKOI'0 IMPUMCHCHUA paBpa6OTqHKH JICKApCTBCHHBIX CPCACTB BIIPAaBC IIPHUBJICKATh HAYYHBLIC
opraHuszanuu, o0pa3oBaTelIbHbIC OPTaHU3aIlUH BBICIIETO 00pa30BaHMs M WHBIC OPTaHU3AINH, UMCIOIINE
HEOOXOIMMYIO  MAaTepHalIbHO-TEXHUYECKYI0O 0azy ¥  KBAIM(UIMPOBAHHBIX  CHEIHMAINCTOB B
COOTBETCTBYIOIIEH 00JIaCTH UCCIICTOBAHHSI.

(dactb 3 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

4. JloknuHUYECKOE HCCIEIOBAHUE JIEKAPCTBEHHOIO CpPEACTBA ISl MEAMIIMHCKOTO MPUMEHEHUs
MPOBOAMUTCS MO YTBEPKIACHHOMY pa3pabOTUMKOM JIEKAPCTBEHHOTO CpEJICTBAa IUIaHYy C BEICHHEM
MPOTOKOJIA 3TOTO HCCIEAOBAaHUS M COCTABJICHHEM OTYETa, B KOTOPOM COJEPXKATCS PEe3ybTaThl 3TOrO
UCCIIEIOBAaHUSI W  3aKIIOYEHHE O BO3MOXHOCTH  IPOBEJIEHUS  KIMHUYECKOTO  HCCIIEJOBAHMS
JIEKapCTBEHHOTO MpernapaTa AJisi MeIUIIMHCKOTO TPUMEHEHUSI.

5. TlpoBenenre MpoBEPOK COOIIFOACHHS TTPaBUII HAJISKAIEH Ta00paTOPHON MPAKTHKH U MPABOBBIX
HOPM HCIIOJIb30BaHUA JKUBOTHBIX IMpPU IMPOBCACHHUU ITOKIMHHUYCCKUX I/ICC.He,[IOBaHI/Iﬁ JICKApCTBCHHBIX
CpCaACTB OJid MCAULMHCKOrO MPHUMCHCHUSA OCYHICCTBIACTCA YIIOJTHOMOYCHHBIM (bez[epanLHHM OopraHom
UCTIOJTHUTENILHOM BIIACTH.

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

6. Pe3ynpraThl JOKIMHUYECKOTO HCCIENOBAHUS JIEKAPCTBEHHOTO CPEJCTBA JUISI MEAUIIMHCKOTO
NPUMEHEHHUS MOTYT OBITh NPEACTaBICHBI B YIOJHOMOYECHHBIN (hefepabHbIi OpraH HMCIIOJHUTEIHHON
BJIACTH B YCTaHOBJICHHOM TIOPS/IKE B IEISX PErUCTPALMH JICKAPCTBEHHOTO Ipernapara.

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

Ctatbs 12. [JoknuHM4YecKoe WUccrefoBaHMEe rieKapCTBEHHOro cpeacTtBa U
KNMUHMYECKOe uccrnedoBaHWe JieKapCTBEHHOro npenapata AnsA BeTepuUHapHOro
npUMeHeHus

1. JloknMHHYECKOE HCCIIEJOBAaHUE JIEKAPCTBEHHOTO CPEJCTBA JII BETEPUHAPHOIO MPUMEHEHMS
IPOBOJIUTCS MYyTEM INPUMEHEHHUS HAayYHBIX METOJOB OICHOK B LEISAX IMOJIY4YEHHUS J0Ka3aTeNIbCTB
0e30MmacHOCTH, KauecTBa U 3((HEKTUBHOCTH JIEKAPCTBEHHOTO CPEZCTBA, B TOM YHCIIE ONPEEIICHUS CPOKa
€ro BBIBE/ICHUS U3 OpraHM3Ma >KUBOTHOTO, B LIEAX oOecrnedeHus 0e30MacHOCTH MPOTYKIMH KUBOTHOTO
MIPOUCXOXKACHUS MTOCIE IPUMEHEHHUSI COOTBETCTBYIOILETO JIEKAPCTBEHHOTO Mpernapara.

Koncynbrantllntoc: mpumeyanue.
C 01.03.2026 B 4. 2 ct. 12 BHOCsATCa u3meHenus (P3 ot 31.07.2025 N 304-®3). Cm. Oyaymiyio
pEIaKIuIO.

2. I[OKJ'H/IHI/I‘ICCKOG HCCIICOAOBAHUC JICKAPCTBCHHOIO CpCACTBA MW KIMHUYCCKOC MCCICIOBAHUC
JICKApCTBCHHOT'O IIpCIiapaTa IAJId BCTCPUHAPHOI'O IPUMCHCHUSA, HCCIICAOBAHUC OMOSKBUBAJIEHTHOCTH
YKa3aHHOT'O JICKAPCTBCHHOI'O0 Ipfrapara MpoBOAATCA B COOTBCTCTBUH C IIpaBUJIaMH, YTBCPKICHHBIMU
YIOJHOMOYCHHBIM (beﬂepaHLHHM OpraHoM HWCIOJIHUTEILHOM BIACTH.

3. JIOKJIMHUYECKOE HCCIIEIOBAaHUE JIEKAPCTBEHHOIO CpEACTBA M KJIMHUYECKOE MCCIEI0BAHNE
JIEKapCTBEHHOTO TMpemapaTa [Uisi BETEPUHAPHOTO TPUMEHEHHUS NPOBOAATCA IO YTBEPKICHHOMY
pa3paboOTYUKOM JIEKAPCTBEHHOI'O CpPEJCTBA IUIAHY C BEJEHUEM IPOTOKOJOB 3TUX MCCIEAOBaHUN U
COCTaBJICHHMEM OTYETOB, B KOTOPBIX COAEPKATCS PE3yNIbTAThl ATUX UCCIECTOBAHHIA.

4, I[J'ISI opraHu3alv U MPOBCACHUA AOKIMHHUYCCKOI'0 HCCICAOBAHHA JICKAPCTBCHHOI'0 CPCACTBA U
KIIMHUYCCKOT'0 UCCIICAOBAHUSA JICKAPCTBCHHOT'O IIpeTiapaTa A BETCPUHAPHOT'O IPUMCHCHUA p8.3p8.60T‘II/IK
JICKApCTBEHHOT'O CpeacTBa MOXET IIPHUBJICKATh OopraHu3anuvu, HMCIOIIHNEC HGO6XOI[I/IMYIO
MaTCpHUAJIbHO-TCXHUYCCKYTO 6a3y n KBaHH(bHHHpOBaHHBIX CrIcouaanucCToB B COOTBGTCTBYIOH_Ieﬁ obnactu
HUCCICAOBaHU.
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

5. KimHnueckue wncciaenoBaHusl JEKapCTBEHHBIX IIPENapaTroB Uil BETEPUHAPHOTO NPUMEHEHUs
MIPOBOJATCS B BETECPUHAPHBIX OpPraHU3alMAX W B OpPraHU3ALMAX, OCYLICCTBIAIOLIUX pa3BEICHHUE,
BBIPAILIMBAHUE U COJEPKAHUE )KUBOTHBIX, B LICIIAX:

1) ycTaHOBIIEHUS IEPEHOCUMOCTH JIEKAPCTBEHHBIX MPETapaToB 310POBbIMH KUBOTHBIMU;

2) monbopa ONTUMANbHBIX JO3MPOBOK JIEKAPCTBEHHBIX NPENapaToB W Kypca JICYEHUS Ha
KOHKPETHOM T'PYIIIE JKUBOTHBIX C ONPEIEICHHBIM 3a00JI€BaHUEM;

3) ycraHoBiIeHHUs1 6€30MaCHOCTH U 3((HEKTUBHOCTH JIEKAPCTBEHHOTO MIperapara, npeiHa3HaueHHOTO
IUTSL JICYCHUST ONPECTICHHBIX 3a00JIeBaHUI KUBOTHBIX, MU 3()(HEKTUBHOCTH JICKAPCTBEHHOTO Iperapara
Ui Tpo(punakTUKK 3a00JIeBaHUN 3JOPOBBIX JKUBOTHBIX;

4) wn3y4yeHHs] BO3MOXKHOCTEH pACIIMPEHUs IOKa3aHWW K IPUMEHEHUIO 3aperuCTPpUPOBAHHOTO
JIEKapCTBEHHOT'O MpenapaTa 1 BbISBICHUS PaHee HEU3BECTHBIX MOOOUHBIX JIEHCTBUH.

6. KnuHuueckoe uccieqoBaHHME JIEKapCTBEHHOI'O IpernapaTra JUisi BETEpUHAPHOIO IPUMEHEHUs
OCYILECTBIISICTCS 3 CUET CPEACTB Pa3pabOTUMKa JIEKAPCTBEHHOTO CPE/ICTBA.

7. Otuerl O pe3yibTaTaXx JOKIMHUYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOI'O CpEICTBAa U
KIIMHUYECKOTO  HCCJIEOBAaHUSl JICKAPCTBEHHOTO Tperapara il BETEPUHAPHOTO  MPUMEHEHHS
COCTaBJISIIOTCA pa3pabOTUMKOM JIEKAPCTBEHHOIO CpEACTBA C YYETOM 3aKJIIOUEHUIl OpraHusaluii,
MPUHUMABIINX YYacTHE B OPraHU3AIMH U MTPOBEICHUH 3TUX UCCIEAOBaHU.

8. KoHTposp 3a mnpoBeAeHHEM JOKIMHUYECKUX MCCIEAOBAaHUN JIEKApCTBEHHBIX CPEICTB U
KJIMHUYECKUX  MCCIEOBAaHUN  JIGKAPCTBEHHBIX IpenapaToB s BETEPUHAPHOIO NPUMEHEHUS
OCYIIECTBIISICTCS YIIOJTHOMOYECHHBIM (heZiepalbHbIM OPTaHOM HCTIOTHUTEIIEHOW BIACTH.

Masa 6. OCYWECTBINEHUE FOCYOAPCTBEHHON PETUCTPALIUWN,
PET’MCTPALUUUN NEKAPCTBEHHbIX NMPEMNAPATOB
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

Koncynprantlntoc: mpumeyanue.

Ilo 3asBimeHmsaM, nomanHeiM 10 01.01.2021, mekapcTBeHHBIE Ipenaparsl I MEIULUHCKOTO
MIPUMEHEHHUS PETUCTPUPYIOTCS B COOTBETCTBUH C TpeOoBaHMSIMHU, aeiicTBoBaBmuMuy 10 30.01.2024. O
npuBeIeHNU B cooTBeTcTBUE ¢ akTamMu EADC Takux U paHee 3aperucTpUpOBaHHBIX MPENAPAaTOB CM.
®3 o1 30.01.2024 N 1-®3.

Cratba 13. [locypapcTBeHHas perucrpauusi, perucTtpaumsi JneKapCTBEHHbIX
npenapaToB
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

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

1. B Poccuiickoit ®enepanuu JOMYyCKalOTCS MPOU3BOACTBO, XpaHEHUE, IEPEBO3KA, BBO3 B
Poccuiickyro ®@enepanuto, BbiB03 U3 Poccuiickorn Penepannn, pexkiiama, OTIYCK, peanu3anus, nepegayva,
IIPUMEHEHHUE  JIEKAPCTBEHHBIX IPENapaTroB, €CIM OHU  3apEerUCTPUPOBAHBI  YIOJIHOMOYEHHBIM
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

(benepaabHBIM OPraHOM HCIIOJIHUTENFHON BJIACTU B COOTBETCTBHH C HAacTOAIMM DenepanbHbIM 3aKOHOM
71100 B COOTBETCTBUU C aKTaMH, COCTaBIIsIIOIMME 1paBo Coro3a.
(B pen. @enepanbHbix 3aKk0HOB OT 13.07.2015 N 241-®3, ot 30.01.2024 N 1-D3)

2. 'ocygapCTBEHHOM perucTpaiyu NoaJIexKar:

1) Bce JiekapcTBEHHBIE Ipemaparthbl, BIEpPBbIC IOJUIeXKalle BBOAY B oOpamieHue B Poccuiickoi
denepanuu;

2) IeKapCTBEHHBIE Ipenaparhbl, 3aperUCTPUPOBAHHBIE paHEE, HO IPOU3BEIACHHBIE B JAPYTUX
JIEKapCTBEHHBIX ()OPMaxX B COOTBETCTBUU C NEPEYHEM HAWMEHOBAHUH JIEKAPCTBEHHBIX (OPM, B HOBOU
JI03UPOBKE MPU JOKA3aTENbCTBE €€ KIMHUYECKON 3HAaUNMOCTH U 3 (HEKTUBHOCTH;

3) HOBbIE KOMOMHALIMY 3aPETUCTPUPOBAHHBIX paHEE JIEKAPCTBEHHBIX NTPENapaToB.

3. TocynapcTBeHHasi perucTpaius JeKapCTBEHHBIX MPEmapaToB OCYIIECTBISETCS MO pe3yibTaTaM
9KCTIEPTU3BI JICKAPCTBEHHBIX CPEJICTB.
(uacts 3 B pen. @enepansHoro 3akoHa oT 30.01.2024 N 1-D3)

KoncynsrantlIntoc: mpumeyanue.
C 01.03.2026 B 4. 4 ct. 13 BHOCsATCs m3meHeHus (P3 or 31.07.2025 N 304-®3). Cm. Oyaymryro
peIaKuuio.

4. T'ocynapcTBeHHasi perucTpalus JEKapCTBEHHOT O IIPenapaTa OCYyIECTBISIETCS. COOTBETCTBYIOLIUM
YIOJIHOMOYEHHBIM (eiepabHbIM OPraHOM HCIOJHMTENBHOM BIACTH B CPOK, HE IPEBBIMAIOLINNA CTa
HIECTUACCATH paboyux JHEH €O MJHA NPUHATHS 3asiBICHUA O TOCYAAPCTBEHHOM pErHCTpaluu
JIEKapCTBEHHOT'O MpenapaTa Ui MEAULMHCKOTO IPUMEHEHMS, U B CPOK, HE MPEBBIIIAIOIIMI cTa ABAATH
pabounx 1HEH cO MAHA TPHUHATUS 3aABICHUA O TOCYJApCTBEHHOH PpErucTpaluy JIeKapCTBEHHOI'O
npemnapara Juis BETEpUHAPHOTO NPUMEHEHUs. B yka3aHHBINA CpOK BKIIIOYAETCs BpeMs, HEOOX0AUMOE AJIst
IIOBTOPHOI'O ITPOBEJEHUS 3KCIEPTU3bl JIEKAPCTBEHHOI'O CPEJICTBA B COOTBETCTBUM €O cTaThed 25
Hactosuero denepanpHoro 3akoHa. Cpok rocyAapCTBEHHOW PETUCTpALMU JIEKAPCTBEHHOTO IpernapaTa
UCUHCIISIETCS CO JIHA TNPUHATHS COOTBETCTBYIOIIMM YIIOJHOMOUYEHHBIM (ellepajbHbIM OpraHoM
UCIIOJHUTENIbHOM  BJIaCTH  COOTBETCTBYIOILETO  3asBICHHUS O TOCYJApCTBEHHON  peructpanuu
JIEKapCTBEHHOTO Ipernapara ¢ MPHIOKEHHEM HEOOXOJUMBIX JIOKYMEHTOB IO JIeHb BbIJAuu
PETUCTPALIMOHHOTO YOCTOBEPEHHUS JIEKAPCTBEHHOI'O MpenapaTa. Bpemsi, HeoOxonumMoe 115l HanpaBieHUs
YIIOJIHOMOYEHHBIM  (heZiepalibHbIM OpPraHOM MCIIOJHUTEIBHOM BIIACTH 3ampoca O IPeACTaBICHUU
HEOOXOIMMBIX MaTEPUATIOB U MIPEJCTABICHHS 3asSBUTENIEM OTBETA HA JAHHBIM 3alIPOC B COOTBETCTBHHU CO
cratbsiMu 16, 19 u 23 nHactosmero ®eaepanbHOrO 3aKOHA, HE YUYUTBHIBAETCS NPU HMCUUCIECHUU CpPOKa
roCy/1apCTBEHHOW PETUCTPALIMU JIEKApCTBEHHOTO Mpenapara.

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

5. T'ocynapCcTBEHHOW PEruCTpalvy HE MOJIEKAT:

1) JICKApCTBCHHBIC IIpC€HapaTbl, HU3IOTOBJIICHHBLIC aIlITCYHBIMU OpraHUu3alusiMH, BCTCPHHAPHBIMU
AIlITCUHBIMU OpraHu3alsaAMU, WHAUBUAYAJIbHBIMU NPCANPUHHUMATCIIAMU, KOTOPLIC MMCIOT JIMLICH3UIO Ha
(bapMaueBTquCKy}o ACATCIIBHOCTh, IIO peuenTaM Ha JICKAPCTBCHHBIC IIpCIapaTtbl U Tpe6OBaHI/IHM
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MEIUIMHCKUX OpraHu3aluii, BETEPUHAPHBIX OpraHU3alUil WIM OpraHu3aluil (MHIUBUAYAIbHBIX
IpeJIpUHIMATENEN ), OCYIIECTBISIONUX Pa3BeIeHUE, BEIPAIlUBAHUE U COAECPIKAHNE )KUBOTHBIX;
(B pen. ®enepanbHoro 3akoHa ot 30.12.2021 N 463-D3)

2) neKapCTBEHHBIE MpernapaThl, IPHOOpeTeHHBIC (PU3UISCKUMH JIMIIAMU 3a mpeaeaamMu Poccuiickoit
q)eﬂepaunn " NpCAHA3HAUYCHHBIC IJIA IUYHOT'O UCIIOJIBb30BAHU A,

3) nekapcTBEHHBIEC TIpenapathl, BBO3uMbIe B Poccuiickyro denepanuro sl OKa3aHUsT MEIUIIMHCKOMN
IMOMOIIM MO XU3HCHHBIM ITOKAa3aHUAM KOHKPCTHOI'O IMAallMCHTA Ha OCHOBAHWU pPa3pClICHUS, BBIJAHHOTO
YIOOJIHOMOYCHHBIM q)eﬂepaHBHI)IM OopraHomM WCTIOTHUTEITbHOM BJIaCTH,

4) JICKApPCTBCHHBIC CpCACTBA, BBO3UMBIC B POCCHﬁCKym d)ezlepaumo Ha OCHOBAaHHMH BBIJAHHOI'O
YIOOJIHOMOYCHHBIM (bezlepam)HHM OopraHom HCIIOJIHUTEILHOM BIIACTH paspCiCcHrud U NPCAHASHAYCHHBIC
AJIL OPOBCACHUS KIMHUYCCKUX PICCJ'IC,I[OBB.HPII’I JICKApCTBCHHBIX MPCIapaToB U (I/IJ'II/I) IMPOBCACHUA
OKCIICPTUILI JICKAPCTBCHHBIX CpCacCTB JJIA OCYHICCTBJICHUA FOCYI[apCTBGHHOfI perucTpanmun
JICKApCTBCHHBIX IPCIIAPATOB;

5) dbapmaneBTHUecKue CyOCTaHIINM;

6) pa,Z[I/IO(l)apMaI_ICBTI/IquKI/Ie JICKApPCTBCHHBIC IMpemnapaTbl, HU3TOTOBJICHHBIC HCENOCPECACTBCHHO B
MCIUIMHCKUX OpraHu3alnugax B IMMOPAAKE, YCTAHOBJICHHOM YIIOJHOMOYCHHBIM q)eI[epaJ'IBHI)IM OopraHomMm
HUCIOJIHUTEIbHOM BJIaCTH,

7) nekapCTBEHHBIE MTpenapaThl, IPOU3BOAUMBIE JJIsl IKCIIOPTA;

8) OMOTEeXHOJIIOTMYECKUE JIEKapCTBEHHBIC TMpenaparbl, MNpeAHA3HAUYCHHBIC [JIs1 TPUMEHEHUS B
COOTBETCTBUU C HHIMBUIYAJIbHBIM MEIWLIMHCKHUM HA3HAYCHUEM M CIICIMAJIbHO H3rOTOBJIEHHBIE IS
KOHKPETHOI'O MallM€HTa HEMOCPEICTBEHHO B MEUIIMHCKONW OPraHU3allid, B KOTOPOl IPUMEHSETCS TaKOU
OMOTEXHOJIOTHUECKUI  JICKAPCTBCHHBIA IpernapaT, UWMEIONMEe B CBOEM COCTaBE COCIMHCHUSI,
CUHTE3MPOBAHHBIE MO Pe3yJIbTaTaM F€HETUYECKUX UCCIIEAOBAHUI MaTepHalia, MOJIy4YeHHOr O OT MalMeHTa,
JUISE  KOTOPOTO HW3TOTOBJICH TaKOH OWOTEXHOJOTWYCCKUN JICKapCTBCHHBIM mpemnapar. [lepedcHb
MEIUIIMHCKUX OpPTaHU3alUN, UMEIOIIUX MIPABO M3TOTABIMBATh U MPUMEHSTh TaKUE OMOTEXHOJIOTHYECKHE
JIEKapCTBEHHBIE Tpemnapatsl, yreepxkaaercs [IpaButensctBom Poccuiickoit @enepaunn. Paspenienue Ha
MPUMEHEHHE TaKUX OMOTEXHOJOTHMUYECKHX JIEKapCTBEHHBIX IPEMapaTOB BBIAAECTCA YIMOJTHOMOUYEHHBIM
denepaabHBIM OpPraHOM WCIIOTHHUTEIBHOW BJIACTH B TIOPSIKE, YyCTaHaBIMBacMOM [IpaBHTEILCTBOM
Poccuiickoit ®enepauuu. Ilopsamox oOpamieHus TakuxX OHOTEXHOJOTHYECKHX —JIEKAPCTBEHHBIX
MPENapaToB, BKIKOYas MOPAJOK UX WU3TOTOBIICHUS, MPOBEICHUS SKCIEPTU3BI, OCYLIECTBICHUS KOHTPOJIS
KauecTBa TaKWX OHOTEXHOJOTMYECKHX JICKapCTBEHHBIX MpenapaTtoB, NPUMEHEHUs, XpaHEHUs,
TPAHCIIOPTUPOBKH U YTWIM3AIMU TAaKUX OMOTEXHOJIOTMYECKUX JIEKAPCTBEHHBIX TMPEMApaToB, a TaKXKeE
TpeOOBaHUS K TakUM OHOTEXHOJOTHYECKHM JICKAPCTBEHHBIM TMpemaparaM H  MEIUIIMHCKUM
OpraHM3anysaM, WX H3rOTaBIMBAIOIIMNM M M[PUMEHSIONIMM, YCTaHaBIMBAKOTCA [IpaBUTENBCTBOM
Poccuiickoit denepanuu.

(n. 8 BBennen denepanbabiM 3aKk0HOM OT 30.01.2024 N 1-D3)

5.1. 3asgBneHHe O PETUCTPALIMA BOCIPOM3BEIEHHOIO JIEKAPCTBEHHOIO Ipenapara i
MEJUIIMHCKOTO TPUMEHEHUS MOXeT ObITh MOJaHO B YHOJHOMOYEHHBINH (enepalbHblii Oprat
UCIIOJIHUTEIIBHOM  BJIACTH, OCYILECTBIIAIOIIMM TIOCYJAapCTBEHHYIO PETUCTPALMIO  JIEKAPCTBEHHBIX
IIpenaparoB, M0 UCTEYEHUH YETBIPEX JIET C JAAThl I'OCYAApPCTBEHHOW PEruCTPAlMM WJIA PErUMCTPALAH
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pedepeHTHOTOo JIEKapCTBEHHOTO MpemnapaTa sl MeIUIUMHCKOTO puMeHeHus: B Poccuiickoii deneparium.
(dactp 5.1 BBengena denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

5.2. 3asgBieHHE O pErHCTpalMHu OMOaHATIOroBOTrO (OMOMOMOOHOTO) JEKAPCTBEHHOTO Iperapara
(bnoananora) aJi1 MEIUIIMHCKOTO MPUMEHEHHS MOXKET OBITh MOJAHO B YIOJHOMOYCHHBIN (heepabHbIN
OpraH HCIIOJHUTEIbHON BIIACTH, OCYIIECTBIISIOUINHA TOCYJapCTBEHHYIO PErHMCTPALMIO JIEKAPCTBEHHBIX
MpernapaToB s MEAUIMHCKOTO TNPUMEHEHHs, 10 HCTEUYEHHWH TpeX JeT C JaThl ToCcyAapCTBEHHOM
pEerucTpaIyy Wi perucTpaunu peepeHTHOro JIeKapcTBeHHOro npenapata B Poccuiickoit @enepannu.
(dactpb 5.2 BBeneHa ®enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

5.3. He nomyckaercs HUCHOIB30BaHHE B KOMMEPUYECKHX IeNnax HH(popMmamuu o pe3ylbTaTax
JTOKIMHUYECKUX HUCCIEOBAaHUMN JIEKAPCTBEHHBIX CPEJCTB M KIIMHUYECKUX MCCIICIOBAHUM JIEKAPCTBEHHBIX
MpernapaToB AN MEIUIIMHCKOTO MPUMEHEHUs, MPEICTaBICHHON 3asBUTENEM I TOCYdapCTBEHHOM
pPEruCTpalliK WIM PETUCTPAIIMU JEKapCTBEHHOTO IMperapara, 0e3 ero corjacusi B TEUCHHE IIECTH JIET C
JaThl TOCYAAPCTBEHHOW PErucTpalfi WIA perucTpanuu pedepeHTHOro JIEeKapCTBEHHOIO Mpenapara B
Poccuiickoit denepanumn.

(uacts 5.3 BBenena OenepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

6. He nomyckaercs rocyiapcTBEHHasi perucTpanusi:

1) JICKAPCTBCHHBIX MPCHIAapaTOB, OTIHUYAOMIUXCA Apyr OT [Jpyra Ka4CCTBCHHBIM COCTaBOM
HGﬁCTByIOHIHX BCIUICCTB, IIOA OAVMNHAKOBBIM TOPTOBBIM HAMMCHOBAHHUEM

2) OHOTO JICKApPCTBEHHOTO Tpernapara, MPEICTaBICHHOI0 Ha TOCYIApCTBCHHYIO PETHCTPAIAIO0 B
OTHOIICHWH OJHOTO W TOTO JK€ JepXkarels WIM BIAJENIbIa PETUCTPANMOHHOTO YIOCTOBEPCHHS
JICKQpCTBEHHOTO Tpernapara B BUAC JBYX M 0oJiee JICKAPCTBCHHBIX MPENapaToB IMOJ Pa3IUYHBIMU
TOPrOBBIMH HAMMEHOBAHUSIMH.

(m. 2 B pea. @exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy B SJeKTpOHHOW (opme cyObeKTa oOpalieHusi JIEKapCTBEHHBIX CPEACTB
COOTBETCTBYIOIIMM  YIIOJIHOMOYEHHBIM  (efiepaibHbIM  OPraHOM  HCHOJHUTENBbHON  BIACTH,
OCYIIECTBIISIOLIUM IOCYJapCTBEHHYIO PETHUCTPALUIO JIEKApPCTBEHHBIX MPENapaToB, B YCTAHOBIEHHOM UM
MOPSIIKE OCYILECTBIIIETCS HAy4YHOE KOHCYJbTHPOBAaHUE IO BOIPOCAM, CBSI3aHHBIM C HPOBEIECHUEM
JOKJIIMHUYECKUX UCCIIEI0BAaHUM, KIMHUYECKUX MCCIEA0BAaHNN JEKapCTBEHHBIX MPENapaToB, SKCIEPTU3BI
KauecTBa JICKAPCTBEHHBIX CpPEACTB, dS(PQPEKTUBHOCTH U  OE30MACHOCTH, C OCYIIECTBICHHEM
roCy/IapCTBEHHOW pEerucTpalnyy JIEKApCTBEHHBIX MpenapaToB. KOHCYJNIbTHpPOBAHHME OCYLIECTBISIETCS C
npuBieYeHHEM (enepalbHbIX TOCYJApPCTBEHHBIX OIO/DKETHBIX YUYPEKICHHUH, MOJBEIOMCTBEHHBIX
naHHOMY (enepanbHOMY OpraHy MCIIOJHUTENBHOW BIIACTH M HE YYAaCTBYIOIIMX B OpraHHU3alUU
MPOBEACHUS  SKCIEPTU3bl KA4YECTBA JICKAPCTBEHHBIX CPEACTB B ILEJISIX OCYLIECTBIEHUS UX
rOCYJJApCTBEHHOW PErMCTpallid B COOTBETCTBUM CO CTaThell 16 Hacrosmero deaepanbHOro 3aKOHa, B
BUJIC OTBETA B MHCHbMEHHON (hOpME YHMOTHOMOYEHHOTO (heepaqbHOr0 OpraHa UCIOJHUTENBHON BIACTH
Ha 3anpoc. PazMmep B3uMaeMoii ¢ 3aBUTENS IJIAThl ONPEEISIETCS] B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
Poccuiickoit denepannu 06 opraHu3aiy NpeaoCTaBICHHS TOCYIaPCTBEHHBIX M MYHULIUTIATBHBIX YCIYT.
Nupopmanys 00 OCYIIECTBIEHUHM HAyYHOTO KOHCYJIbTHPOBAaHUS, B TOM 4YHCIE CTaTbd, 0030DpBHI,
CIpaBOYHbIE MaTepuanbl U HHas HHopMmamus 00 OCYIIECTBICHHH HAy4YHOTO KOHCYJIbTUPOBAHMS,
pa3mermaeTcs Ha OQUIMATBFHOM CaiTe YIOJHOMOUYEHHOTO (heepansbHOr0 OpraHa HCIIOJHUTEILHOU
BnacT B ceTu "MHTepHeT" ¢ cOONIOEHHWEM OTrpaHUYEHHH, yCTaHOBJICHHBIX 3aKOHOAATEIHCTBOM O
MIEPCOHANBHBIX JaHHBIX, KOMMEPUECKOM U (UJIM) FOCyAapCTBEHHOMN TailHe.
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(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

8. T'ocymapcTBeHHass perucrpanvs JEKapCTBEHHBIX IPENapaTtoB, KOTOPBIE IMPEIHA3HAYEHBI IS
IIPUMEHEHHUsT B YCIOBHUAX BOCHHBIX JCHUCTBUM, YPE3BBIYAHHBIX CHUTYallMi, MPERYIPEKICHUS
Ype3BbIUANHBIX CUTyalMH, TPOPUIAKTUKN U JIeYeHUs 3a00JIeBaHUM, MPEICTABISAIONIMX OMACHOCTh JJIS
OKpY’KalOIIMX, 3a00JIeBaHUN U TIOPAKEHHM, TIOTYYCHHBIX B PE3yJIbTaTe BO3JCHCTBUS HEOIArompHUATHBIX
XMUMUYECKHX, OMOJIOIMYECKHX, paJuallMOHHBIX (AaKTOPOB, M KOTOpPbIE Pa3pabOTaHbl B TOM YHUCIE IO
3ajaHuI0 (heZiepalIbHBIX OpPTaHOB HCIIOJHUTEIBHON BIIACTH, YIOJHOMOYEHHBIX B 00JAacCTH OOOpPOHBI
CTpaHbl U 0€30MaCHOCTH TOCYJapCTBa, a TAK)KE JIEKAPCTBEHHBIX CPEACTB B Ciydae UX Ae()EeKTyphl WIu
pUCKa BO3HHMKHOBEHMs Je(QEeKTYpbl B CBSI3M C BBeJeHHEM B oTHowmeHuH Poccuiickoit denepanuu
OTPAaHUYMUTENIBHBIX MEpP JKOHOMMYECKOIO XapaKTepa OCYIIECTBISIETCS B IMOPSAKE, YCTAHOBICHHOM
[IpaBurenscTBOM Poccuiickon Penepanuu.

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

Cratbs 14. NMpUHUMNDbI 3KCNEepTU3bl NEeKapCTBEHHbIX CpeacTB
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

1. 9KCHGpTH3a JICKApCTBCHHBIX CPCACTB OCHOBBIBACTCA Ha INPUHIUIIAX 3aKOHHOCTH, CO6J'IIO,Z[GHI/I$I
npaB u CB060[[ YCJIOBCKAa MW TIpaXxJaHWHA, IIpaB OPHAUYCCKOro Jinia, HC3aBUCHMMOCTHU JSKCIICPTa,
O6T>€KTI/IBHOCTI/I, BCCCTOPOHHOCTH U IIOJIHOTBI HCCHGHOB&HHﬁ, MMPOBOAMMBIX C HCIIOJIB30BAHUCM
COBPCMCHHBIX JOCTYDKCHHI HAaYKM W TCXHUKH, OTBCTCTBCHHOCTHU @eaepanLHoro ToCya1apCTBECHHOI'O
6I-OI[)I(GTHOI‘O YUPCKACHUA 110 MPOBCACHUIO ISKCICPTU3bI JICKAPCTBCHHBIX CPEACTB U OSKCIICPTOB 3a
IMPOBCACHUEC U KAUYCCTBO 3KCIICPTUIEI.

2. SKCHepTI/IBa JICKApCTBCHHBIX NPCIIapaTOB IJIA MCAUIUHCKOI'O IPUMCHCHU BKIIOYACT B ceobs:

1) skcriepTH3y TOKYMEHTOB, MPEICTABICHHBIX JJIS OMPEACIICHUS BO3MOXKHOCTH pPacCMaTPHBAThH
JICKApCTBEHHBIM Ipernapar i MEIUIIMHCKOTO NMPUMEHEHUS B KauecTBe Op(aHHOTO JIEKAPCTBEHHOTO
npernapara;

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

2) SKCIepTU3y MPEUIOKCHHBIX METOIOB KOHTPOJIS KadecTBa JICKAPCTBCHHOTO CPEICTBA W (WJIH)
KayecTBa NPEACTABICHHBIX OOpa3IOB JICKAPCTBEHHOTO CPEJICTBA C HCIOJIB30BAHUEM STHX METOJIOB
(manee - aKCHIEpTH3a Ka4eCTBa JICKAPCTBEHHOTO CPE/ICTBA);

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

3) okcrepTu3y OTHOILUEHHUS OKHUIAEMOW TMOJIb3bl K BO3MOXKHOMY PpHUCKY IPUMEHEHUs
JIEKApCTBEHHOI'0 IIperapara;

4) SKCHEepTHU3y PETUCTPAIMOHHOTO JOChe Ha JICKAPCTBCHHBIH IMpermapaT B IENSAX ONpeaeiiCHUs
B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPETApaToB JIJIsl MEUIIMHCKOTO MPHUMCHEHHUSI.
(. 4 BBenen denepasibHBIM 3aKOHOM OT 27.12.2019 N 475-D3)

3. 9KCHepTI/ISa JICKAPCTBCHHBIX IIPCHapaToB HJIA BCTCPHUHAPHOI'O NPHUMCHCHUSA BKIIOYACT B cebs

OKCIICPTU3Y KaA4dCCTBA JICKAPCTBCHHOIO CPEACTBA W IKCICPTU3Y OTHOLICHHA 0XKHIACMOM IIOJIB3BI K
BO3MOXHOMY PUCKY IIPUMCHCHUSA JICKAPCTBECHHOT'O IIPEIiapara.

Cratba 15. ®epepanbHoe rocyfapCTBeHHOe OlKEeTHOe YyuypexaeHue no
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npoBeaeHnIo 3KCNepTu3bl NeKapCTBeHHbLIX CpeaAcTB

DKcrepTu3a JIGKApCTBEHHBIX CPEICTB MPOBOAUTCS (eAepaATbHBIM TOCYAapCTBEHHBIM OFOIKETHBIM
YVUPEXKICHUEM COOTBETCTBYIONIETO YIIOJHOMOYCHHOTO ()eIepalbHOrO OpraHa HMCIIOJIHUTEIBHON BIIACTH,
CO3/IaHHBIM JJisi 00eCIeUYCHHs] WCIIONHEHUS TOJIHOMOUYUK ATOro (emepaqbHOTO OpraHa Mo BhITAYE
paspelleHnii Ha TMPOBEJCHHWE KIMHWYCCKUX HCCIICIOBAHHHA JIGKAPCTBEHHBIX IpernapaToB W (WIH) IO
rOCy/IapCTBEHHOW perucTpanuu (PEeTUCTpallii) JIGKAPCTBEHHBIX MperapaToB (fajiee - JKCHEPTHOE
yUpexIeHue).

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

KoncynsrantlIntoc: mpumeyanue.

[Tonoxenus ct. 16 (B pen. @3 ot 30.01.2024 N 1-D3), kacarouuecs: NpeJOCTABICHHS TOC. YCIYT IpU
oOpallleHnu JIEKapCTBEHHBIX CPEACTB JJIi MEIUIMHCKOTO U BETEPUHAPHOTO TMPUMEHEHUs
MOCPEJICTBOM €IMHOM CUCTEMBI U (WJIM) eIMHOTo nopTtana, npuMmensitores ¢ 01.01.2026.

Crtatba 16. OpraHusauusa npoBeAeHNA IKCNEPTU3bI NeKapCTBEHHbIX CPpeacTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DOkcnmepTu3a JIEKapCTBEHHBIX CPEACTB IPOBOJUTCS KOMUCCHUEH 3KCIEPTOB 3KCIIEPTHOTO
YYPEXICHUS, HA3HAYCHHOM €ro pyKOBOJUTENIEM, HA OCHOBAaHUM 3aJaHUS HAa IPOBEICHHUE DKCIEPTU3bI
JICKapCTBEHHOTO CPEJICTBA, BBIJAHHOTO YIOJHOMOYEHHBIM (elepajbHbIM OpPraHOM HCIOJTHUTEIbHON
BJAacTU. PykoBOIUTENb 3KCIIEPTHOTO YUPEKJCHHUS 00ECIeUnBaAEeT HaJJIeKallee MPOBEAECHUE SKCIIEPTU3bI
JICKapCTBEHHBIX CPEJICTB B COOTBETCTBMU C 3aJaHHUEM, BBIAAHHBIM YIOJIHOMOYEHHBIM (herepabHbIM
OpPraHOM HCIIOJIHUTENBHOM BJIACTH, U OPraHU3yeT MOJArOTOBKY CBOJHOTO 3aKJIIOYEHHA 3TOM KoMuccuu. B
COCTaB ATOM KOMHMCCUH IO PEIICHUIO PYKOBOJHUTENS SKCIIEPTHOTO YUPEKACHUS MOTYT OBITh BKIIOUCHBI B
KauyecTBE JKCIEPTOB JIMIla, HE pabOTAIOIINE B JAHHOM 3KCIEPTHOM YUPEKJICHUH, €CIIU UX CHEIHaJIbHbIE
3HAHUS HEOOXOOUMBI JJIsl TPOBENCHMS SKCHEPTU3bl W TaKUE SKCIEPThl OTCYTCTBYIOT B JIaHHOM
AKCIIEPTHOM YUPEKICHUMU.

2. DKCHEepTOM MO NPOBEIEHHUIO SKCIEPTU3bl JEKAPCTBEHHBIX CPEJACTB SIBJISETCS aTTECTOBAHHBIM
pabOTHUK 3KCIEPTHOTO YUPEKICHUS, KOTOPbIH MMEET BBICIIEE MEAMIIMHCKOE, (hapMaleBTHUECKOE,
Ononoruyeckoe, BETepUHAPHOE WIM XUMHUYECKOe 00pa3oBaHUE U TMPOBOJIUT HKCIIEPTU3Y JIEKAPCTBECHHBIX
CPEJCTB B MOPSAKE UCIIOTHEHHS CBOMX JOJIKHOCTHBIX 00S3aHHOCTEH (Hasee - SKCIepT).

3. Ilpu mpoBeAE€HUH SKCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB SKCIEPT HE MOXET HaXOIUThCS B
KaKoOH-1n00 3aBHCHMOCTH OT JIMIIA, HA3HAYMBIIErO 3Ty SKCHEPTH3Yy, pa3paboTyhKa JIEKapCTBEHHOIO
CpeACTBa WU IPYT'HX 3aMHTEPECOBAHHBIX B Pe3yJIbTaTaX 3KCIEPTU3bI JIUII.

4. Ilpm mnpoBeneHHMH OSKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB HE JOIyCKaeTcsi HcTpeOoBaHUE
HKCHEPTOM Yy 3asiBUTENS MO0 MHBIX JIMI] MaTepHalloB, HEOOXOIUMBIX JAJIS MPOBEACHUS dKCIepTusbl. B
cllydae HEIOCTATOYHOCTH MPEJCTaBICHHBIX 3KCIEPTYy MaTepuajoB B JUYHbI KaOWMHET 3asBUTENS B
€IMHONW TrocyaapcTBEHHOW HMH(OPMAIMOHHON cucTeMe B cdepe 3ApaBOOXpaHEHUs (Hanee - enuHas
CUCTEMA) OKCIEPTHBIM YUYPEXKIACHUEM HAIpPaBIAETCS 3alpoc O TMPEACTAaBIECHUH HEOOXOAMMBIX
MaTepHasioB, MOAMUCAHHBIN PyKOBOIUTENEM (YHOJHOMOYEHHBIM JIMLIOM) 3KCIIEPTHOTO YUYPEXKIEHHUs C
HCIOJIb30BaHNEM YCUJICHHON KBaTM(UIUPOBAHHOMN 3JIEKTPOHHOM MOANHUCH.

(uacts 4 B pen. @enepansHoro 3akoHa oT 30.01.2024 N 1-D3)
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4.1. 3asgBuTens 00s3aH HAMPABUTH B JTMYHBIN KAOWMHET SKCIIEPTHOTO YUPEKICHUS B €UHON CUCTEME
MTOAMMCAHHBIA YCUICHHOW KBATH(PUITMPOBAHHOM AJIEKTPOHHOW MOJAMKUCHIO OTBET Ha 3aMpOC IKCIEPTHOTO
VUpEXKICHUS B CPOK, HE MPEBBIMIAIOIINN JEBIHOCTA padOYuX AHEH CO JHS TMONYYCHHS SKCIEPTHBIM
YUpEeXKICHUEM DJIEKTPOHHOTO YBEJOMJICHUS O TOJIY4YeHHM 3asBUTeNleM 3ampoca. Bpems co aHs
HAMpPAaBIICHUSI SKCIIEPTHBIM YUPEKICHHEM B JTUYHBIN KaOWHET 3asBUTEINS B €AMHOW CHCTEME 3ampoca o
MPE/ICTABJICHUH JOMOJHUTENbHBIX MAaTepHaOB 10 JHS HANpaBJICHUS 3asBUTEJIEM B JIMYHBIN KaOWHET
AKCIEPTHOTO YUPEKJICHUS B €IMHOM CHUCTEME OTBETA Ha 3alpoC HE YUUTHIBACTCS MPHU UCUUCICHUH CPOKa
MPOBEACHUS IKCIIEPTU3HI JICKAPCTBEHHOTO CPE/ICTBA.

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

4.2. Ecimm 3asBuTeiieM B COOTBEeTCTBMU ¢ 4acTbio 1.1 cratem 30 wiam yacTteio 2 crathu 34
HacTosmero deaepaabHOro 3aKOHA MPEJCTaBICHA KOMHs PEIICHUS YMOJIHOMOYEHHOTO (henepanbHOro
opraHa WCIHOJHUTEIFHON BJIACTH O TNPOBEACHMHM (PapMaIleBTUYECKON HMHCIEKIMA TPOU3BOJICTBA
JIEKapCTBEHHBIX CPEACTB JII MEIUIUHCKOTO MPUMEHEHHS Ha COOTBETCTBHE TpPEOOBAHMUSIM TIPaBUI
HaJUIeKAIIEH TNPOU3BOJICTBEHHOW MPAKTUKH EBPa3suiiCKOr0 SKOHOMHUYECKOTIO CO03a, IKCIEPTy 10
odopMIIeHHs pe3yIbTaTOB SKCIIEPTU3bI JIEKAPCTBEHHOTO CPENICTBA MPEACTABISETCS KOMHUS 3aKII0YEHHS O
COOTBETCTBUHM  TPOU3BOIUTEINS  JICKAPCTBCHHBIX CPEJACTB TPEOOBAaHUSAM TPABWJI  HAJICKAIICH
MIPOU3BOJCTBEHHON MPAKTHKH, BBIJAHHOTO YIOJTHOMOYEHHBIM (efepatbHbIM OPraHOM UCTIOTHUTEIBHOM
BJIACTH, WJIH KOMUS CepTU(UKATa COOTBETCTBUS IPOW3BOJMUTENIS JICKAPCTBECHHBIX CPEJICTB JUIS
MEIUIIMHCKOTO TPHUMEHEHUS TpeOOBaHMSIM TMpaBWJI HaJIeXKalled MPOU3BOACTBEHHON MPAKTUKH
EBpa3uiickoro 5KOHOMHUYECKOTO COHO3A.

(uacts 4.2 B pea. @eaepanbHoro 3akona ot 30.01.2024 N 1-03)

4.3. 3asBuUTenb 00s513aH HANIPABHUTH B JTMYHBIA KAOMHET SKCIIEPTHOTO YUPEKICHHUS B €IMHON CHCTEME
KOIMIO 3aKJIIOUYEHUS WIN KONMIO cepTH(UKaTa, yKa3aHHbIX B 4acTH 4.2 HACTOsAIIEH CTaTbU, B CPOK, HE
MPEBBILIAIONINI CTa BOCBMHUAECATH pabO4MX JHEW €O JHSA IMOJIyYEHHS SKCIEPTHBIM YUYPEKICHUEM
JIGKTPOHHOTO  YBEJAOMJIEHUS O  TOJIy4€HUM  3asiBUTENEM  MOJNMCAHHOIO  PYKOBOJAUTENEM
(YIOJIHOMOYEHHBIM ~ JIMLIOM)  JKCHEPTHOTO  YUYPEXKJIEHUS  C  HCIOJIb30BAaHUEM  YCHJIEHHOU
KBAJM(HUIMPOBAHHON 3JIEKTPOHHOW IMOANMUCH 3ampoca O IMPeloCTaBICHUU JOKyMeHTa. Bpems co nHs
HAIpPAaBJICHUSI HKCIIEPTHBIM YUPEKACHUEM 3alpoca B JUYHbBIN KaOMHET 3asiBUTENS B €UHON CHUCTEME 10
JIHSI HalIpaBJICHUs 3asBUTEJIEM B JIMYHBIM KaOMHET SKCHEPTHOI'O YUPEXAECHHUS B €IMHON CHCTEME KOIUHU
3aKITIOYCHUS MM KOTIMU cepTu(rKaTa, yKa3aHHBIX B 9acTH 4.2 HACTOSIIEH CTaThU, HE YUYUTBHIBACTCS TPU
MCUHCIIEHUH CPOKA IPOBEICHUS SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPE/ICTBA.

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

5. Dkcnepr npu NOpPOBEIEHUM TMOPYYEHHOW €My PpPYKOBOAMTEIEM SKCIEPTHOTO YUPEKICHUS
HKCHEPTHU3BI JIEKAPCTBEHHOI'O CPEACTBA 00s3aH:

1) IMPOBECTU IIOJIHOC HCCICAOBAHUC TMPCACTABICHHBIX CMY O6I>€KTOB, MaTepruaJIoB, HO4aTb
000CHOBAaHHOE M OOBEKTHBHOE 3aKIIOYEHHE 110 IOCTaBJICHHBIM nepea HUM BOIIpocaM WA
MOTUBUPOBAHHOC 3aKIOYCHHUEC O HCBO3MOXKHOCTU IIPOBCACHHUA HM OKCIICPTHU3BI JICKAPCTBECHHOI'O
CpeacTBa, €CJIM MOCTABJICHHBIC BOIIPOCHI BBIXOAAT 3a MPEACIIbI CIICHUAIbHBIX 3HAHUI 9KCIIepTa, 00BEKTHI
I/ICCJ'IC,I[OBaHI/II\/‘I " MaTepuajibl HCIIPUTOAHBI WJIM HCAOCTATOYHBI IAJIA ITPOBCACHUA I/ICCJ'IC,Z[OBEIHI/II\/'I n Jadu
3aKJIIOYEHUs 00 COBpGMGHHBIﬁ YPOBCHb Pa3BUTUA HAYKH HC ITO3BOJISICT OTBCTUTH HA IMOCTABJICHHBLIC
BOIIPOCHI;

2) HC pasrjamarb CBCACHHA, KOTOPLIC CTAJIM €MY HU3BCCTHBI B CBA3H C IMPOBCACHHUEM JKCIICPTU3LI
JICKApCTBCHHOI'O CPEACTBA, a TAKKC CBCACHUS, COCTABIIAIOMIUC I'OCYHAAPCTBCHHYKO, KOMMCPUYCCKYIO HJIN
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WHYIO OXpaHsSeMYI0 3aKOHOM TalHY;
3) obecnieunTh COXpPAHHOCTH MPEACTABICHHBIX OOBEKTOB UCCIEOBAaHUN U MATEPHAJIOB.
6. DKcnepT He BIIpaBe:

1) mpoBOAUTH 3KCHIEPTU3Y JIEKAPCTBEHHOTO CPEACTBA MO OOpAIICHUIO HETOCPEICTBEHHO K HEMY
OpraHu3aIyii Uiu GU3NIECKUX JIHII,

2) caMOCTOSITENILHO COOMPATh MaTepUabl JUIsl IPOBEACHUS SKCIIEPTU3BI JIEKAPCTBEHHOIO CPEJCTBA;
3) IpOBOANTH IKCIEPTU3Y JIEKAPCTBEHHOT'O CPEACTBA B KAUECTBE HETOCYIaPCTBEHHOI'O KCIIEPTA.

7. B caydae HeoOXOAMMOCTH OKCHEPT BIPaBE XOJATaliCTBOBATh INEpel] PYKOBOAMUTEIEM
HKCHEPTHOTO YUPEXKICHHS O MPUBJICUCHUHN K POBEJICHHUIO SKCIIEPTU3bI JICKAPCTBEHHOI'O CPEACTBA APYTHX
9KCIEPTOB.

8. Kaxnplil sKkcriepT, BXOAALIMA B COCTaB KOMHUCCHM 3KCIIEPTOB, KOTOPOI MOPYYEHO MpOBEACHUE
9KCHEPTHU3bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCUMO M CAMOCTOSTENILHO IPOBOJUT HCCIEIOBAHHUA,
OLIEHUBAET PEe3yJbTaThl, MOJYYEHHbIE UM JIMYHO U JAPYTMMM SKCHEpTaMH, U (OPMYIHPYET BBIBOAbBI
OTHOCHTEJILHO ITOCTABJIEHHBIX BOIPOCOB B MPE/EaX CBOUX CIIEUAIbHBIX 3HAHUM.

9. P €3yJIbTaThl 3KCHCPTU3BI JICKAPCTBCHHOI'O CPCACTBA O(I)OpMJ'IFIIOTCH 3aKJIIFOYCHHUECM KOMHMCCHH
OKCIICPTOB. B 3axmioyeHMH KOMHMCCHU OKCIICPTOB YKa3bIBAIOTCA TIICPCUCHDL PICCJ'ICI[OB&HI/IfI, 00BeM
MMPOBCACHHBIX KAXKABIM 3KCIICPTOM HCCJIC,Z[OBaHI/Iﬁ, YCTaHOBJICHHBIC KAXKIbIM U3 HUX (1)aKTLI Hn COCIaHHBIC
B pC3yJIbTaTe I/ICCJ'IGI[OBaHI/Iﬁ BBIBOJbI. 3KCHepT, MHCHUC KOTOPOI0 HE COBIAAACT C pCIICHUECM KOMUCCUU
9KCIICPTOB, BIIPABC BbIPA3UTh CBOC MHCHUC B MHUCHLMEHHOM Q)opMe, KOTOpPOC an/I06u1aeTc;1 K 3aK/IIFOYCHHUIO
KOMHCCHUH OKCIICPTOB.

10. DkcmepThl, BXONAIIUME B COCTaB KOMHUCCHH, TNPEAYNPEKIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKOHOJATenbCcTBOM Poccuiickoin denepamuu 3a Aady 3aKIIOUYEHUS, COIAEPKAIIETO
He00OCHOBaHHbIE MU (anbcU(PUIIMPOBAHHBIE BBIBOJIBI, O YEM OHU JAIOT MOAIMHUCKY.

11. Onpenenenne ypoBHs MpodhecCUOHATBLHON MOATOTOBKM SKCIIEPTOB M aTTECTAIMS WX Ha MPaBO
MIPOBEJICHUST DKCIEPTH3bI JICKAPCTBEHHBIX CPEICTB OCYIIECTBISIOTCS IKCIEPTHO-KBAIU(DUKAMOHHBIMU
KOMHUCCHUSIMU B TIOPSIZIKE, YCTAHOBJICHHOM COOTBETCTBYIOIINM YIIOJTHOMOYCHHBIM (helepaabHbIM OPTaHOM
UCTIOJTHUTENILHOM BIacTU. YPOBEHb NMPOQECCHOHANBHON MOATOTOBKU JKCIEPTOB MOUICKUT MEPECMOTPY
YKa3aHHBIMU KOMHUCCHSIMH HE PEKE YeM OJIMH Pa3 B IISATH JICT.

12. IlpaBuia HpOBEAEHUS SKCIEPTHU3Bl JIEKAPCTBEHHBIX CPEACTB U OCOOCHHOCTH 3KCHEPTHU3BI
OTIENbHBIX BUJOB JIEKAPCTBEHHBIX IMpemnapaToB (peepeHTHBIX JIEKapCTBEHHBIX IPENapaTos,
BOCIIPOU3BEJICHHBIX JIEKAPCTBEHHBIX IPENapaToB, OHOJOIMYECKUX JIEKAPCTBEHHBIX IpEnapaToB,
O0noaHaIoroBeIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IMpenapartoB (OMOAHANIOTOB), TOMEOIATHYECKUX
JIEKapCTBEHHBIX IPENapaToB, JIEKAPCTBEHHBIX PACTUTENIBHBIX MpernapaToB, KOMOMHAIUI JeKapCTBEHHBIX
IpenapaToB), (GOpMbI 3aKIIOYEHUH KOMHUCCHUM JKCIEPTOB YCTaHABJIMBAIOTCS COOTBETCTBYIOIIMM
YIOJIHOMOYEHHBIM (heiepaibHbIM OPraHOM UCIIOJIHUTENBHON BIIACTH.

(uactp 12 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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KoncynbrantlIntoc: mpumeyanue.

Ho 31.12.2025 nns mnpemaparoB, NOpou3BeACHHBIX B P® B 1mensx HMIOpTO3aMeNIeHHUs,
YCTAaHABIMBACTCSI PEKUM YCKOPEHHOW TMPOIEAYPhl TOCPETHCTPAlUM B  COOTBETCTBUHU C
[ToctanoBnenuem IlpaButenscta PO ot 12.03.2022 N 353.

Cratba 17. Nopgava U paccMoTpeHue 3asBJIEHUMA O rocyfapCTBeHHOM perncrpauumu
NleKapCTBEHHOro npenapara Ans BeTepMHapHOro NpuMeHeHus
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynbrantllntoc: npumedanue.
C 01.03.2026 B 4. 1 ct. 17 BHOCsATCA M3meHeHus (P3 ot 31.07.2025 N 304-D3). Cm. Oymaymryro
pEIaKIHIo.

Koncynsrantlntoc: nmpumeyanue.

[Tonoxxenus ct. 17 (B pea. @3 ot 30.01.2024 N 1-D3), kacaromiuecst NpeaoCTaBiIeHUs TOC. YCIyT Ipu
oOpallleHnN JIEKAPCTBEHHBIX CPEACTB Ul BETEPUHAPHOIO IPUMEHEHMS IOCPEACTBOM EAMHOIO
noprana, npumenstores ¢ 01.01.2026.

1. Jlns TrocynapcTBEHHOM perucTpaluu JIEKapCTBEHHOIO Ipenapara il BETEPUHApPHOTO
INPUMEHEHHUs pPa3pabOTUYUK TAaKOro JIEKAPCTBEHHOIO IIpernapara WM YIHOJIHOMOYEHHOE UM JIpyroe
IOPUIMYECKOE JIMLO (Jlajiee B HACTOALICH CTaThe - 3asBUTEIIb) HANPABISIET IMOCPEACTBOM (erepaabHOi
roCyJIapCTBEHHON MH(OpManMOHHON crucTteMbl "EAMHBIA TOpTad rocyJapCTBEHHBIX M MYHHUIIUITATBHBIX
yenyr (pyHkuuit)" (manee - eUHbIA MOpTan) B YHOJTHOMOYECHHBIH (eliepaiabHblil OpraH UCTIOIHUTEIbHON
BJIACTH 3asBJICHUE O TOCYJAapPCTBECHHOM PETUCTPALMM JIEKAPCTBEHHOTO Ipenapara sl BETEPUHAPHOTO
NPUMEHEHHS, TOANMCAHHOE YCHJICHHON KBaJM(UIIMPOBAHHOW HIIEKTPOHHOM TMOAINMUCHIO, a TaKkKe
JOKYMEHTBI, U3 KOTOpBIX (OPMHUPYETCS PETUCTPALIMOHHOE JOChE HA JICKApPCTBEHHBIN mpenapaTr ams
BETEPUHAPHOTO IPUMEHEHMSI.

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

2. B 3asBi€HUH 0 rocyAapCTBEHHOM PETUCTPALMU JIEKAPCTBEHHOTO IIpenapaTa Jyuisl BETEpPUHAPHOTO
IPUMEHEHHS YKa3bIBAIOTCA:

1) HauMeHOBaHUE U aJpec 3asABUTEINS, pa3padbOTIHKa U MPOU3BOIUTENS JIEKAPCTBEHHOTO Tperapara
JUIS BETEPHHAPHOTO MPHUMEHEHHS W aJpeC MecTa OCYIISCTBICHHS IPOU3BOJICTBA JICKAPCTBEHHOTO
npenapaTta JUisi BETEpUHAPHOIO NPUMEHEHUs (B Clydyae HaJW4Msl HECKOJIBKUX YYAaCTHHUKOB IIpolecca
MIPOM3BOICTBA HEOOXOAMMO YKa3aTh KaKI0TO U3 HUX);

2) HauMEHOBaHME JIEKAPCTBEHHOIO IpernapaTa AJis BETEPUHAPHOTO MPUMEHEHUS (MEKIYyHapOIHOE
HEMAaTeHTOBAHHOE, WJIU IPYNIIMPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBAHUS);

3) MEpCUCHDb HGﬁCTByIOH.[HX N BCIIOMOTAaTCJIbHBIX BCHICCTB, BXOAAIIHUX B COCTAB JICKAPCTBCHHOI'O
nmpenapara ajid BETCPUHAPHOI'0 IPUMEHCHU, C YKa3aHUEM KOJIMYECTBA KaXKJ10I'0 U3 HUX,
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4) nexapctBeHHas (opma, TO3UPOBKA, CIOCOOBI BBEACHUS M TNPUMEHEHHUS, CPOK T'OJHOCTH
JIEKapCTBEHHOT'O MpenapaTa i BETEpUHAPHOIO IPUMEHEHNUS;

5) papmakoreparneBTHUECKas TPYIIIa;

6) He0OXOIMMOCTh MPUMEHEHHUSI YCKOPEHHOH MpoLeayphl 3KCIEPTU3bI JIEKApPCTBEHHBIX CPEACTB B
LIEJISIX TOCYIapCTBEHHON PETUCTPALINY JIEKAPCTBEHHOTO Ipenapara;

7) KOIUH TOKYMEHTOB, MOATBEPKAAIOIINX YIIJIAaTy TOCYIapCTBEHHOMN MOUUIUHBI:

a) 3a NPOBEACHHUE HKCIEPTHU3bl KAUECTBA JIEKAPCTBEHHOIO CPEACTBA U IKCIEPTHU3bl OTHOIICHMS
OKUJAaeMOH I0JIb3bl K BO3MOKHOMY PUCKY MPUMEHEHMS JIEKAPCTBEHHOTO Tpernapara Jijisi BETEpUHAPHOTO
IPUMEHEHHS IIPU €0 roCy1apCTBEHHON PErucTpalny;

0) 3a BbAAUy PErHCTPAIIMOHHOIO YAOCTOBEPEHNUS JIEKapCTBEHHOTO Mpenapara;

8) HamMuWe corjacusi, NPETyCMOTPEHHOTO 4YacThl0 7 HAcTOALIEH CTaTbu, €CIM C MOMEHTa
peructpany peepeHTHOrO JIEKAPCTBEHHOTO TpemnapaTa Il BETEPHHAPHOTO IMPHUMEHEHHs MPOIIIO0
MEHee YeM IIECTh JIET.

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

3. PerucrtpanmoHHoe 10Che B LENSIX AKCHEPTH3bI JCKAPCTBEHHOTO Mpernapara JJisi BETCpUHAPHOTO
MPUMEHEHHS (OPMHUPYETCS U3 CICAYIONINX JOKYMEHTOB M CBEJICHHI:
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

1) cBemeHust 0 Jare MPEAOCTABICHHUS M PETUCTPAIMOHHOM HOMEpE JHUIICH3UU Ha IMPOU3BOJICTBO
JICKApPCTBEHHBIX CPEJICTB, MPEJOCTABICHHOW MPOU3BOJMUTEII0 PETHCTPHPYEMOrO JIEKAPCTBEHHOTO
nperapara Jiuisl BETCpUHAPHOTO IPUMEHEHUS, 11l POCCHICKUX MTPOU3BOIUTEIICH;

(B pen. ®enepanbHbix 3aKk0HOB OT 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2) cBeneHus O Jare MPEAOCTaBICHMUS M PETUCTPALMOHHOM HOMEpE JUIEH3UM Ha IMPOU3BOJCTBO
JICKapCTBEHHBIX  CPEICTB, IPEIOCTABICHHOW IMPOM3BOAMUTENIO (papMaleBTUYECKON CyOCTaHIMH,
BXOJILIEH B COCTaB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpenapara AJisi BETEpUHAPHOTO IPUMEHEHUS, [Tl
POCCHUMCKHX MTPOU3BOAUTENEH;

(B pen. ®enepanbHbix 3aKk0HOB OT 04.06.2018 N 140-®3, o1 27.12.2019 N 478-D3)

2.1) xomMs OKYMEHTa, BBIIAHHOTO YIOJHOMOYEHHBIM OpPTraHOM CTpaHbl MPOU3BOIAUTENS IS
KOKJIOM  IPOU3BOACTBEHHOM IUIOIIAJKM  PETHCTPUPYEMOIO JIEKAPCTBEHHOIO  Ipenapara i
BETEPUHAPHOTO NPUMEHEHUS U TOJATBEPKAAIOLIErO0 COOTBETCTBUE MPOU3BOAMTEINS JIEKAPCTBEHHOIO
npenapaTa TpeOOBaHUAM MPaBUII HAJUIEKAIEH MPOU3BOACTBEHHON PAKTUKH, U €T0 MEPEBOJI Ha PYCCKHM
SI3bIK, 3aBEPEHHBbIE B YCTAHOBJICHHOM TMOPSAAKE, a TAaKXKE KOMNUS 3aKIIOYEHHS O COOTBETCTBUU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM NPaBWJ HaJJIekKalled MPOU3BOJICTBEHHOM
MIPAKTUKH, BBIAAHHOTO YIIOJIHOMOYEHHBIM (peiepabHBIM OPraHOM UCTIOJHUTENBHOM BIACTH AJIS KaXI0M
IIPOU3BOACTBEHHON IUIOIIAJKM PETMCTPUPYEMOrO JIEKAPCTBEHHOIO IIpemnapara il BETEPUHAPHOIO
MPUMEHEHHUS, TMO0 KOMUS PEIIeHUs O MPOBEACHUH WHCIEKTUPOBAHUS MPOM3BOAUTENS JIEKAPCTBEHHBIX
CPEACTB, MPHUHSITOTO YIOJTHOMOYECHHBIM (eIepabHbIM OpPraHOM HCIIOJHUTEIBHON BIACTH IS KaXKIOH
MPOU3BOACTBEHHON IUIOIIAJIKM PErMCTPUPYEMOro JIEKApCTBEHHOIO IIpernapara s BETEpUHAPHOIO
IIPUMEHEHHU. YKa3aHHbIC JTOKYMEHTHI IIPEACTABIISIOTCA B Clydae, €ClIM MPOU3BOJCTBO JIEKAPCTBEHHOIO
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(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

rpernapara ocylecTBisieTcs 3a npeaenamu Poccuiickoit denepanuu;
(. 2.1 BBeaen ®enepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

2.2) xomusi JIOKYMEHTa, BBIJAHHOTO YIOJIHOMOYEHHBIM OPraHOM CTpPaHbl TMPOU3BOJIUTENS
(bapmaneBTHUECKOMN cyOcTaHImn u MOJITBEP K IAIOLIETO COOTBETCTBHUE MIPOU3BOIUTEINS
(dapmaneBTHUECKON CyOCTaHINH, BXOISINEH B COCTAB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpenapara Jyist
BETEPUHAPHOTO MPHUMEHEHHUs, TPEOOBAaHUSAM MpaBUJ HaJJIeXkalleld MPOU3BOJCTBEHHON MPAKTHKHU, U €T0
MepeBOJl Ha PYCCKUN A3BIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM TMOpPSJIKE, B Clly4ae, €Clu IPOU3BOACTBO
(dapmareBTHIECKON CyOCTaHIIMM OCYIIECTBIISICTCS 3a ipeaenamu Poccuiickoit @eaepanumy;

(m. 2.2 BBeneH denepansubiM 3akoHOM 0T 04.06.2018 N 140-D3)

3) DpoeKT HOPMAaTUBHOTO JIOKyMEHTAa Ha JIEKQpCTBEHHBIM IMpemapaT A BETEPUHAPHOIO
IIPUMEHEHHS,

4) IOKYMEHT, COJAEpKAIlui CIeAYIoNy0 HHpOpMaIuo o (GapMameBTUYSCKON CyOCTaHIIUU HITU
(bapMaleBTHYECKUX CYyOCTAHIUAX, BXOASIIUX B COCTaB JIGKAPCTBEHHOTO Mperapara Jjisl BETCPHHAPHOTO
MMPUMCHCHUA:

a) HauMEHOBaHuE (apMaleBTHUECKON CyOCTaHIMM, €€ CTpyKTypa, oOurue cBoiicTBa (mpu
TOCYJapCTBEHHOH  pEeTUCTpallii  MMMYHOOHMOJIOTMYECKHX  JICKAPCTBEHHBIX  NpEmapaToB IS
BETEPHHAPHOTO TPUMEHEHHsI TPEACTABISIOTCS CBEICHMS O INTaMME, BKIIOYas €ro HauMEHOBaHHE,
WHPOPMAIIHIO O TPOUCXOXKIACHNH, €0 CBOWCTBAX, XapaKTEPUCTUKAX U MECTE JICTOHUPOBAHMS);

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

0) HauMEHOBAaHME U aIpeC MPOU3BOAUTEIIS;

B) TEXHOJIOTHUSI MPOM3BOJCTBA C OMHCAHMEM CTaJWW MPOM3BOACTBA U METOJOB KOHTPOIS Ha BCEX
CTaJuAX MPOU3BOJICTBA;

r) wuHpOpManmus o mnpuMecsx (HE TPEACTABISCTCS TPU TOCYAapCTBEHHOW PErHCTpaluu
UMMYHOOHOJIOTHIECKUX JICKAPCTBEHHBIX MTPETApaTOB ISl BETCPUHAPHOTO TIPUMEHEHUS );
(B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-03)

1) cneruduKanys Ha papMareBTHICCKY0 CyOCTaHINIO (HE MPEICTaBISASTCS P TOCYIaPCTBCHHON
perucTpan UMMYHOOHOIOTUYECKUX JICKAPCTBEHHBIX MPEMapaToB JIJIsl BETEPUHAPHOTO IPUMEHEHUS );
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

e) OIMMMCAHUC MCTOAUK KOHTPOJIA Ka4YCCTBA,

) pe3yJabTaThl aHalu3a cepuil QapManeBTUYECKOW CyOcTaHIMM (HE NpPEICTaBISIIOTCS IPU
rOCYyJapCTBEHHON  perucTpalMid  MUMMYHOOHMOJIOTMYECKMX  JICKApCTBEHHBIX  IpemapaToB s
BETEPUHAPHOTO MTPUMEHEHHS);

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

3) NEpCUYCHb CTAHAAPTHBIX 06p33HOB HJIN BCIICCTB, MCITIOJIb3yCMBIX IMPU OCYIICCTBJICHUH KOHTPOJIA
Ka4dycCCTBa,

1) OIIMCaHHUE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MaT€pUAJIOB U YKYIIOPOUHBIX CPEJICTB;
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

K) JaHHBIE O CTAOMJIBHOCTH (HE MPEACTABISAIOTCS TMpPH TOCYJApCTBEHHON perucTparu
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MTPEIapaToB U BETEPHHAPHOTO IIPUMEHEHN);
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

J) CPOK F'OJTHOCTH, YCIIOBUSI XpaHEHHUS;

Koncynbrantllntoc: npumedanue.

[Ipu yckopeHHON mpoueAype PperucTpauuyd BOCHPOM3BEACHHOIO Ipernapara JIOIyCKaeTcs
HEIIPE/ICTABIEHNE ONMCAHUsS METOAOB M UX JOKYMEHTAJIBHOI'O MOATBEPKACHUSA, MPH MHUCbMEHHOM
00s13aTeILCTBE WX MPEACTaBUTH B TedeHHe 12 mecsneB co nHa peructpanuu (IToctanoBienue
[IpaButensctBa PO ot 12.03.2022 N 353).

5) or4eTr o0 pe3yibTaTax JOKIMHHYECKOTO WCCIICOBAHMS JICKAPCTBCHHOTO CPEJCTBA IS
BeTepI/IHapHOFO HpI/IMeHeHI/ISI, BKHIO‘-IaIOH_[I/Iﬁ OIIMCAaHUC METOOO0B OHpeI[eJICHI/I}I OCTAaTOYHBIX KOJIMYECTB
JIEHCTBYIONIETO BEMIECTBA (ACHCTBYIONIMX BEIIECTB), JAOCTUTAIONMIECTO (JOCTUTAIOIINX) CHCTEMHOTO
KPOBOTOKa, B MPOAYKIIMH >KMUBOTHOTO TPOUCXOXKICHHUS IOCIE MPUMEHEHHUS TaKOro JIEKAPCTBEHHOTO
CPEJICTBA, a TAK)KE JIOKYMEHTAILHOE IMOATBEPKIACHHE (BATHIAINS) YKa3aHHBIX METOJIOB;

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

6) oruer O pe3yibTaTaXx KJIMHUYECKOTO HCCIENI0BaHMUA JIEKAPCTBEHHOIO Ipenapara Jyis
BETEPUHAPHOTO0 IPUMEHEHHUS Y Ka)KJIOr0 BUJA KUBOTHBIX, YKa3aHHBIX B MHCTPYKLMH 10 BETEPUHAPHOMY
IIPUMEHEHHIO;

7) IPOEKT MHCTPYKLUHU 110 BETEPUHAPHOMY ITPUMEHEHHUIO JIEKAPCTBEHHOIO IIpenapara, coaepxalen
CJICAYIOLINE CBEICHUS:

a) HaMMEHOBAHUE JIEKapCTBEHHOT'O IIpenapaTa Ajsi BETEPUHAPHOTO MPUMEHEHUS (MEXKIyHAPOIHOE
HEMAaTeHTOBAHHOE, WJIU IPYNIIMPOBOYHOE, WM XUMUYECKOE ¥ TOPrOBOE HAUMEHOBAHUS);

0) nexapcTBeHHast popMa C yKazaHHMEM HaUMEHOBAHHH M KOJMYECTBEHHOT'O COCTaBa JCHCTBYIOIINX
BEILIECTB U KaUECTBEHHOI'O COCTAaBa BCIIOMOTaTEIbHBIX BEILIECTB;

B) OINMMCAHUC BHCIIHCT'O B A JICKAPCTBCHHOI'O IIpCIIapara AJisk BETCPUHAPHOTO IPUMCHCHUA

r) ¢papmakoTepaneBTHUECKas TPYMIa JIEKApCTBEHHOrO MpernapaTa JJil BETEpUHAPHOIO NPUMEHEHUS
WJIM YKa3aHHe "'TOMEONaTUYeCKHil IeKapCTBEHHBIN Mpemnapar’;

n)  (dapmakomumHamMuKa W (apMaKOKMHETHKA (32  UCKIIOYCHHEM  (apMaKOKUHETHKHU
TrOMEOIIATHYECKUX JICKAPCTBCHHBIX TMPENapaTOB W PACTHTEIbHBIX JICKAPCTBCHHBIX MpPENapaToB) HIN
OIMMCaHNE UMMYHOOHOJIOTMYECKUX CBOMCTB JICKAPCTBECHHOTO TIperiapara;

€) MoKa3aHus /i1 IPUMEHEHNUS;
) IPOTUBOIIOKA3aHUs I IPUMEHEHUS;

3) Mephbl IPEJOCTOPOKHOCTH ITPU IPUMEHEHUH;
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

M) yKa3aHUe BO3MOXKHOCTU M OCOOCHHOCTEN PUMEHEHHUSI y OEpPEMEHHBIX )KUBOTHBIX, Y dKHBOTHBIX B
[IEPUOJ JAKTALUH, Y IOTOMCTBA )KUBOTHBIX;

K) PEeXHM JO3MPOBAHUS, CIIOCOO BBEACHUS M NMPUMEHEHUS, NMPH HEOOXOIMMOCTH BpeMs MpHeMa
JIEKApCTBEHHOTO MpernapaTa JJisi BETEPUHAPHOTO IPUMEHEHUS, TPOJOJIKUTEIbHOCTD JICUEHNS,

J) BO3MOXHBIEC MMOOOYHBIE JACHCTBUS, HEXKENATeIbHBIE PEAKIINH MPU MPUMEHEHUHU JEKapCTBEHHOTO
npernaparta Jiisi BETEpUHAPHOTO IPUMEHEHUS;

M) CUMIITOMBI IEPETO3UPOBKH, MEPHI IO OKA3aHUIO ITOMOILY PU NEPEI03UPOBKE;
H) B3aUMOJICHCTBUE C IPYTUMHU JIEKAPCTBEHHBIMU IIpenapaTaMy U (W) KOpMaMu;
0) ¢opMBI BBIITyCKa JIEKApCTBEHHOT'O Mpenaparta 1Jisi BETepUHAPHOIO IPUMEHEHHUS;

1) ykazaHue (MpH HEOOXOIWMOCTH) OCOOEHHOCTEH JEWCTBHUS JICKAPCTBEHHOTO Iperapara Juls
BETEPUHAPHOTO IPUMEHEHHUS IPU TIEPBOM ITPUEME HITU NP €r0 OTMEHE;

p) omucanue (Ipy HEOOXOIUMOCTH) NEHCTBUN CIELMATUCTAa B O00JACTH BETEpUHAPHUU, BIIAJEIbIIa
KUBOTHOTO TMpPH TPOMyCKe NpHeMa OJHOW WM HECKOJBKHX J103 JIEKapCTBEHHOIO Mpemnapara s
BETEPUHAPHOTO MPUMECHEHUS;

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

C) CPOK TOAHOCTUM M YKa3zaHHMC Ha 3alpeT IMNPUMCHCHHUA JICKAPCTBCHHOI'O Ipfcriapara i
BCTCPUHAPHOI'O IPUMCHCHUA 110 UCTCUCHUH CPOKA 'OAHOCTH;

T) YCJIOBUS XpaHEHUS;

y') YKa3aHuC¢ Ha HeO6XO,Z[I/IMOCTL XpaHCHUA JICKApCTBECHHOI'O Ipfrapara MJis1 BCTCPHUHAPHOI'O
MNPUMCECHCHUA B MECTaX, HCAOCTYITHBIX IJIA I[GTGI;'I;

¢) ykazanue (Ipu HEOOXOJUMOCTH) CHELUANbHBIX MEp MPEeIOCTOPOKHOCTU NPH YHUUTOXKCHUU
HEHUCIOJIb30BaHHBIX JIEKAPCTBEHHBIX IPENapaToB Jil BETEPUHAPHOTO IPUMEHEHMUS;

X) CPOKH BO3MOKHOTO HCIIOJIb30BAaHUS MPOAYKLUHU KUBOTHOTO MPOMCXOXKIAEHUS IOCIE BBEICHHS
YKUBOTHOMY JIEKAPCTBEHHOTO IIpernapaTa JJisi BETEpUHAPHOTO IPUMEHEHUS;

I1) YCJIOBHS OTITYCKa;

q) HaMMCHOBAHUA MW aJpe€Ca MPOU3BOACTBCHHBLIX IIJIOMIAAOK HPOU3IBOAUTCIIA JICKAPCTBECHHOI'O
npenapara i BETCPUHAPHOI'O MIPUMCHCHUS

II) HAaUMEHOBAaHUE, AaJpeC OpraHU3alUM, YIOJHOMOUYEHHOM Jep)KaTeleM WIH BIAJeIbLEM
PETUCTPAIIMOHHOTO  YAOCTOBEPEHUS JIEKapCTBEHHOIO IMpernapara Ha MPUHATHE MpPeTeH3udl oT
OTpeOUTENS;

8) MPOEKThl MAaKETOB MEPBUYHON YIAKOBKH M BTOPUYHOM yIIAaKOBKU JIEKApCTBEHHOTO Npernapara A
BETEPUHAPHOT'O NPUMEHEHMUS;
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

9) crnenyromye CBEICHUS O JIEKAPCTBEHHOM MpernapaTe JUisi BETEpUHAPHOTO MPUMEHEHHS:
a) ONMCAaHUE U COCTAaB JICKAPCTBEHHOT'O MpernapaTa il BETEpUHAPHOTO MTPUMEHEHMUS,;
0) onucanue (papMaleBTHUECKON pa3pabOTKy;

B) OINKCaAHKE MPOIIecca MPOU3BOJICTBA M €r0 KOHTPOJIS, MTOAMUCAHHOE B MOPSIKE, YCTAHOBICHHOM B
COOTBETCTBUH C YACThIO | HACTOSIICH CTAThH;
(B pen. DenepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

I') ONHCAaHWE KOHTPOJS KPUTUYCCKUX CTaJAUN TPOM3BOJACTBA U MPOMEKYTOYHOH MPOIYKIIUH,
MOJIMMCAHHOE B TTOPSIKE, YCTAHOBJICHHOM B COOTBETCTBHH C YaCThIO | HACTOSIICH CTAThH;
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

1) HAaUMCHOBAaHHMS M ajpeca pa3paboTdmKa, AepKaTelis WU BIAACNbla PErHCTPAIIHOHHOTO
YIOCTOBEPEHUS]  JICKAPCTBEHHOTO  TpemnapaTra, IMPOW3BOACTBEHHBIX  IUIOMAJ0K  MPOU3BOJUTEIIS
JICKapCTBCHHOTO TIperapara JJisi BETCPHUHAPHOTO NMPUMEHEHUS C YKa3aHHEM CTaJHi TEXHOJIOTHYECKOTO
nporiecca, OCYIIECCTBISIEMbIX Ha MPOU3BOJCTBEHHBIX IUIOMIAIKAX MPOU3BOIUTEINS JICKAPCTBEHHOTO
mperapara Juisi BETCpUHAPHOTO TIPUMEHEHUST;

(B pen. ®eaepanbHbIx 3aK0HOB OT 13.07.2015 N 241-®3, ot 02.08.2019 N 297-D3)

e) apMmareBTHIECKasi COBMECTUMOCTb;
) MUKPOOHOJIOTHUECKHE XapaKTePUCTHUKH;
3) MaTepuaIbHbIN OamaHC ISl MPOU3BOJICTBA CEPUU TOTOBOTO MIPOIYKTA;

I/I) OINMMCAHUC XAPAKTCPUCTHUK U CBOMCTB YIAaKOBOYHBIX MATCPUAJIOB U YKYIIOPOYHBIX CPECACTB,

Koncynsrantlntoc: mpumeyanue.
[Ipu perucrpauuu MO YCKOPEHHOM MpoLEAype MAOMYCKAETCSl HENPEACTaBICHUE JOKYMEHTOB,
npeaycMoTpeHHbIx mm. "k" m. 9 u. 3 cr. 17, mpu yclIOBHM THUCBMEHHOTO O0053aTelbCTBA X

peroCcTaBUTh B TedeHune 12 mecsueB co nHsa peructpauuu (Ilocranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

K) JOKYMEHTAJIbHOE MOATBEPKACHHE (BaTHIAIMs1) POIIECCOB U (UTN) UX OLEHKA;

J) TpeOOBaHMA K KayeCTBY BCIIOMOTATENBHBIX BEHIECTB (CepTU(UKAT, crenupuKamus Ha
BCIIOMOTaTEJIbHbIE BEIIECTBA U UX 00OCHOBAHHUE);

KoncynprantlIntoc: mpumeyanue.

IIpu peructpauuu 1O YCKOPEHHOM IIPOLEAYpPE HOIYCKAeTCs HENPEACTaBICHUE JOKYMEHTOB,
npeaycMOTpeHHbIX . "M" m 9 4. 3 cr. 17, mpu YCIOBHM THCBMEHHOTO OO0s3aTENbCTBA WX
Mpe0CTaBUTh B TeueHue 12 mecsueB co aHs perucrtpaunu (I[loctanosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).
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?;i%e‘f:;gb& 32a0K2°5H) ot 12.04.2010 N 61-03 [JokyMeHT npepocTtasieH KoHcynbTaHTIn0C

"06 06paL|.leHVIVI NleKapCTBEHHbIX Cpe.CI,CTB" [Oata COXpPaHeHus: 14.10.2025

M) AHATIUTUYCCKUC MCTOJUKH, HUCIOJIB3YCMbIC TIpU OCYHICCTBJICHHUN KOHTPOJIA Ka4YCCTBa
BCIIOMOT'aTCJIBHBIX BCIICCTB,

Koncynprantllntoc: npumeyanue.

[Ipn perucrpanry MO YCKOPEHHOM IIpOLIEAype MAOIMYCKAETCS HEMPEACTABICHUE JOKYMEHTOB,
npeaycMoTpeHHbIX I "H" m. 9 4. 3 cr. 17, mpu yCIOBHM IHMCBMEHHOI'O 0053aTElIbCTBA HX
nperocTaBUTh B TedeHue 12 mecsueB co nHs peructpauuu (Ilocranosnenue IlpaBurenscta PO ot

12.03.2022 N 353).

H) IOKyMEHTaJbHOE MOATBEP)KICHHUE (BaTUIAIMsI) aHATUTUYECKUX METOAMK, HUCIIOJIb3YEMbIX MpPH
OCYIIECTBJICHUU KOHTPOJIS KaueCTBA BCIIOMOTATEIbHBIX BEILIECTB;

0) I/IH(I)OpMaHI/IH 00 MCIIOJB30BAHUM BCIIOMOTIaTEILHBIX BCIICCTB YCJIOBCYCCKOI'O M XHUBOTHOI'O
MMPOUCXOKIACHUA,

) yrpatun cuiy. - @enepanbabiii 3akoH oT 02.08.2019 N 297-D3;

p) TpeOoBaHMsS K KauecCTBY JIGKAPCTBEHHOTO Tperapara il BETEPUHAPHOTO TMPUMEHEHUS
(ceprudukar, cnenudukaiys Ha JEKapCTBEHHBIN ITpenapar U uX 000CHOBaHUE);

C) AaHATUTUYECKUE METOAMKH, HWCIOJIb3YyEMbIlE TMPU OCYLIECTBICHUU KOHTPOJIS KadyecTBa
JIEKapCTBEHHOI'O IIpernapaTa Jijisi BETEpUHAPHOTO PUMEHEHUS;

Koncynsrantllimroc: mpumeuanue.
[Ipu peructpamuu Mo YCKOPEHHOW MPOLEAYpPE JMAOMYCKAETCS HEMPEICTaBICHUE JOKYMEHTOB,

n._n

npeaycMOoTpeHHBIX mm. "T" m. 9 4. 3 cr. 17, mpu yCIOBUM NHCBMEHHOTO O0S3aTEeNbCTBA MX
perocTaBUTh B TedeHue 12 mecsueB co nHs peructpauuu (Ilocranosnenue IlpaBurenscta PO ot

12.03.2022 N 353).

T) JOKyMEHTAJIbHOE MOATBEPXKACHHE (BadWAalvs) aHAIUTUYECKUX METOJAMK, MCIIONb3YyEeMbIX MPHU
OCYILIECTBJICHUN KOHTPOJIA KaueCTBa JIEKAPCTBEHHOTO Mpenapara Jyisi BETEPUHAPHOTO IPUMEHEHHS;

y) IOKYMEHT, MOATBEPXAAIOIINUNA KadyecTBO JIEKAPCTBEHHOTO Ipenapara TpeX MNPOMBIIIICHHBIX
cepuil (IMPOTOKOJI aHAJIN3A WIIK CEPTU(HUKAT aHAIN3A), OHA CEpUsi KOTOPOTO JIOJKHA COBIAATh C cepueit
oOpa3s1a JIekapCTBEHHOT 0 Mpenapara, oAaHHOTO Ha PEeruCTPaIHio;

¢) xapakTepucTHKa MpUMecei;

X) MepedyeHb CTaHAapPTHBIX 00pa3lloB, MCMHOJIb3YEMBIX MPU OCYIIECTBIECHUU KOHTPOJS KayecTBa
JIEKapCTBEHHOI'O IIpernapaTa Jiisl BETEpUHAPHOIO IIPUMEHEHUS;

KoncynbrantlIntoc: mpumeyanue.
IIpy yckopeHHON TIpoLELype PETUCTPALMKA BOCIPOMU3BEIEHHOIO IIpernapara JOIyCKAaeTCs
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

HEMPEJICTABICHNE CBEICHHMM, TpeaycMoTpeHHbIX nn. "n" m. 9 4. 3 cr. 17, npu NHUCbMEHHOM
00s13aTeIbCTBE UX MPEAOCTaBUTh B TeueHue 12 mecsueB co ans peructpanuu (IlocranoBienue
[TpaButensctBa PO ot 12.03.2022 N 353).

I1) JaHHbIE O CTAOUIIBLHOCTH JICKAPCTBEHHOTO Mperapara JJisi BETEPUHAPHOTO PUMEHEHUS;

10) xomus DOKyMEHTa, COAEp)KalIero WH(POPMAIMIO O HATWYUU WIH 00 OTCYTCTBHU (HaKTOB
perucTpanyy JIEKApCTBEHHOTO Tperapara JIjsi BETepHHAPHOTO MPUMEHEHUs 3a mpeaenamu Poccuiickoit
denepanuu;

11) cormacue B MUCHbMEHHOH (hopMme, MperyCMOTPEHHOE YacThi0 7 HACTOSAIIEH CTAaThU, B CIydae
perucTpanyy BOCIPOU3BEICHHOI O JIEKAPCTBEHHOIO IIpenapara;
(B pen. ®enepanbuoro 3akoHa ot 13.07.2015 N 241-D3)

12) xomus J[JOKyMEHTa Ha pPYCCKOM S3bIKE, 3aBEPCHHOTO0 B YCTAHOBIICHHOM TMOpSIKE W
MOATBCPIKAAOIICTO MPAaBOMOYHOCTL 3adBJIICHHUA O I‘OCYI[apCTBCHHOI\/'I peructpanvu JICKAapCTBECHHOI'O
npenapara Jijisi BETepUHAPHOTO MPUMEHEHUS (JIOBEPEHHOCTH);

Koncynsrantlntoc: npumeyanue.

Jo 31.12.2030 poccuiickuM TPOU3BOAMTENSAM Pa3PEIICEHO HE MPEACTABIATh CBEICHUA B
cooTrBeTcTBUU C M. 13 4. 3 cr. 17 mpu perucrpauu UMMYHOOHMOJOTUYECKUX JIEKAPCTBEHHBIX
npenapatoB (I[Toctanosnenue [IpaputensctBa PO ot 12.03.2022 N 353).

13) cBemeHuss O TOCYJAapCTBEHHOH pErHCTpallid Te€HHO-MHXEHEPHO-MOAM(DUINPOBAHHBIX
OpPraHu3MOB, IpEeAHAa3HAYEHHBIX JUIs BBIIyCKAa B OKPYXKAalOIIyl cpexy (IpH TocyJapCTBEHHOMN
perucTpany JIEKapCTBEHHBIX IpEnapaToB [UId BETEPHUHAPHOTO NPUMEHEHHS, MOJYYCHHBIX C
IPUMEHEHUEM TI€HHO-WUHXEHEPHO-MOAU(DULIMPOBAHHBIX  OPraHU3MOB WJIHM  COAEpXKAIIMX  TaKue
OpPraHU3MBI).

(n. 13 BBenen denepanbubiM 3akoHOM OT 02.08.2019 N 297-D3)

4. Ilpm mnpoBeAeHUM YCKOPEHHOW MPOLEAYpPhl AKCIEPTU3bl JIEKAPCTBEHHOTO Ipenapara s
BETEPUHAPHOTO TPUMEHEHMs (32 HUCKIIOYEHHEM JIEKapCTBEHHOIO Ipernapara i BETEPUHAPHOTO
IIPUMEHEHHUS, YKa3aHHOTO B yacTu 4.1 HacTosmel cTaTbu) B LENAX €ro rocyJapCTBEHHOM perucrpanuu
BMECTO OTUeTa pa3paboTuuka O pe3ysibTaTax AOKIMHUYECKOTO UCCIIEOBaHMs JEKaPCTBEHHOTO CpeACTBa
IUIl BETEPUHAPHOTO TMPHUMEHEHHUS MOXeT OBITh MpPEJCTaBICH 0030p Hay4HbIX paboT O pe3yibraTax
JOKJIIMHUYECKOTO HCCJeIoBaHusl pedepeHTHOro JeKapCTBEHHOTO TMpenapara s BETEpPUHAPHOTO
MIPUMEHEHHUS, @ BMECTO OTUETa O Pe3yJibTaTaX KIMHUYECKOrO UCCIEI0BAHMS JIEKAPCTBEHHOIrO Mpenapara
JUIS  BETEpUHApPHOTO TMPUMEHEHUS OTYeT O pe3yJbTaTaX HCCIeA0BaHUNH OHOIKBUBAJICHTHOCTH
BOCIIPOM3BEJICHHOIO JIEKAPCTBEHHOI'O Mpernapara Jjisi BETepUHAPHOTO IPUMEHEHUSI.

(B pen. ®enepanbubix 3akoHOB 0T 02.08.2019 N 297-03, ot 28.04.2023 N 171-D3)

4.1. Tlpm mpoBeaeHMH YCKOPEHHOM MpPOLEAYpbl SKCIEPTU3bl JIEKAPCTBEHHOI'O Mperapara s
BETEPUHAPHOTO NPUMEHEHHUS, NMPEJHA3HAYEHHOTO JUIS JICYCHHs JOMAIIHUX JXHBOTHBIX, ONPEICIICHHBIX
@enepanbHbM 3ak0oHOM 0T 27 gexabpst 2018 roma N 498-®3 "OO OTBETCTBEHHOM OOpallleHUH C
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

KUBOTHBIMHU M O BHECEHUU M3MEHEHUH B OTJEIbHBIC 3aKOHOAaTeNbHbIe akThl Poccuiickoit deneparun',
U 3apETHCTPUPOBAHHOTO B KA4yE€CTBE JIEKAPCTBEHHOrO Mpemnaparta sl MEIUIUHCKOrO NMPUMEHEHUsS, B
[[EJISIX €r0 TOCYAapCTBEHHON PETUCTPALMK BMECTO OTYeTa pa3paboTdrka o pe3yiabTaTax JOKIMHUYECKOTO
HCCTIeIOBaHUS JIEKAPCTBEHHOT'O CPENICTBA I BETEPUHAPHOTO MPUMEHEHHUSI MOTYT OBITh MPECTaBICHBI
pe3yJIbTaThl JOKJIMHUYECKOTO HCCIENOBAaHUSA COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO CpEICTBA  JUIS
MEIMIIMHCKOTO TPUMEHEHHUs, a BMECTO OT4YeTa O pe3yJbTaTaX KIMHUYECKOTO0 MCCIEIOBAHMS
JIEKapCTBEHHOT'O TperapaTa s BETCPUHAPHOTO MPUMEHEHHUs - 0030p HAaydHBIX pabOT O pe3yibTarax
KIMHUYECKUX HCCIEAOBAaHUN JIEKAPCTBEHHOTO Mpernapara il MEIUIMHCKOrO MPUMEHEHUS Ha BUIAX
KUBOTHBIX, KOTOPBIM IIPEIHA3HAYAETCS UCCIIEyEMBbIi JIEKapCTBEHHBIN Mpernapar.

(uactp 4.1 BBeneHa @PenepanbHbIM 3aK0HOM OT 28.04.2023 N 171-D3)

5. Ha sKkcriepTu3y pa3iuyHBIX JIGKAPCTBEHHBIX ()OPM OIHOTO M TOTO K€ JICKAPCTBEHHOTO Tperapara
JUTSE BETCPUHAPHOTO TMPUMEHEHUS 3asIBUTEIb MPECTABIISCT OTACIbHBIC 3asBICHUS U PETHCTPAI[HOHHBIC
J0ChE Ha KaXIYI0 JieKapcTBeHHYI0 (opmy. [Ipu yciaoBUU 0THOBPEMEHHOM 1MOa4YM Ha SKCIIEPTU3Y OTHOU
JIEKapCTBCHHON (DOPMBI C PA3IMYHBIMH JIO3UPOBKOM, KOHIIEHTPAIIUEH, 00BEMOM 3asBUTEIb MPEACTABIISCT
OJTHO 3asIBJICHHUE W PETUCTPAIIIOHHOE JIOChE C TIPUIIOKEHUEM MAKETOB IMEPBUYHON YITAKOBKUA U BTOPUYHOMN
ynakoBkd. Ha Makerax NMEepBUYHON YHNaKOBKH Y BTOPHYHOW YITAKOBKH YKa3BbIBAIOTCSI BCE TIPOU3BOAMMBIC
JO3UPOBKH, KOHIICHTpAIUU, 00BEMBbI M KOJIMYECTBO JI03 B YIAKOBKE JICKAPCTBCHHOTO Mpernapara s
BETEPUHAPHOTO MMPUMCHCHHSI.
(B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-03)

6. B ciryuae HempencTaBieHHs C 3aiBICHHEM O TOCYIApCTBEHHON PETHUCTPALUH JIEKAPCTBEHHOTO
npenapara Juisi BETEPHHAPHOTO MPUMEHEHHUS TOKYMEHTOB, ITOATBEPKIAIOIINX YIUIATy TOCyIapCTBEHHON
IMONIJIMHBI U YKAa3aHHBIX B ITYHKTC 7 gacTh 2 HaCTOSIHIeI\/JI CTaThu, CBGI[GHI/Iﬁ O JIMICH3UAX, YKa3aHHBIX B
nyHkTax | W 2 4Yactm 3 HacTosIIeH CTaThM, a TaKKe BbBIIABACMbIX (IPEIOCTABIISEMbIX)
YIOJTHOMOYEHHBIMU (pefiepalbHBIMA  OpraHaMH HWCIIOJHHUTENBHOW BIIACTH JTOKYMEHTOB (CBEICHUH),
yKa3aHHBIX B MyHKTe 2.1 dYactm 3 HacTOsIIEH CTaThH, YNOJHOMOYEHHBIH (enepanbHblii opraH
UCIOJHUTENIPHOM  BJIACTH  3alpallluBaeT  yKa3aHHbIE  JIOKYMEHTHl  (CBEIEHHsS]) B  IOPSIKE
MEKBEIOMCTBEHHOTO MH()OPMAIIMOHHOTO B3aMMO/ICHCTBUSL.

(dactp 6 B pen. @enepanbHOro 3akoHa ot 27.12.2019 N 478-D3)

7. He pnomyckaercs HCIONB30BaHME B KOMMEpPYECKHMX LENIAX HHPOpMalUU O pe3yibTarax
JOKJIMHUYECKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX CPEICTB M KIMHUYECKUX UCCIIET0BAHUMN JIEKaPCTBEHHbIX
IpenapaToB Uil BETEPUHAPHOIO NPUMEHEHHs, NPEICTaBICHHOW 3asBUTENEM JUIsl TOCYJapCTBEHHOMH
perucTpanMy JIEKapCTBEHHBIX IIpernaparoB, 0e3 ero corjacusi B TEYEHHE IIECTH JIET C JAaThbl
rOCyJJapCTBEHHOH perucTpanuu pegepeHTHOro JeKapcTBEHHOro npenapara B Poccuiickoit deneparum.

8. Jepkatenp wim BIaesiel] pETUCTPAIMOHHOTO yAOCTOBEPEHUS JIEKAPCTBEHHOTO TMpemnapara AJis
BETEPUHAPHOTO MPUMEHEHUS MPECTABISIET B YIIOJIHOMOYEHHBIN (heaepanbHblii OpraH UCHOTHUTEIBHOM
BJIACTH OTYET 10 pe3yibTaTaM (papMakoHaA30pa OJUH pa3 B MIECTh MECAIEB B TCUCHUE JBYX JIET MOCIEC
roCy/IapCTBEHHON pErHCTpaliy JIEKapCTBEHHOTO npenapara B Poccuiickoit @enepaiuu, 3aTeM €KeroIHO
B T€UEHHUE TOCJICIYIONIUX TPEX JIET U B JAJTbHEHIIIEM OJIUH pa3 B TPH Troja.

(uacts 8 BBeneHa denepanbHbiM 3aKk0HOM OT 02.08.2019 N 297-D3)

Cratbsa 18. YTpatuna cuny c 1 ceHtabpsa 2024 ropa. - ®eaepanbHbIA 3aKOH OT
30.01.2024 N 1-®3.
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?;Z%e‘f:;gb& 32a0'<2°5 ot 12.04.2010 N 61-03 [JokyMeHT npepocTtasieH KoHcynbTaHTIn0C

"06 06paL|.leHVIVI NleKapCTBEHHbIX Cpe.CI,CTB" [Oata COXpPaHeHus: 14.10.2025

KoncynbrantlIntoc: mpumeyanue.

[Tonoxenus ct. 19 (B pen. @3 ot 30.01.2024 N 1-D3), kacarouuecs: NpeJOCTABICHHS TOC. YCIYT IpU
oOpallleHnu JIeKapCTBEHHBIX CPEACTB JJIi MEIUIMHCKOTO U BETEPUHAPHOTO IMPUMEHEHUs
MOCPEJICTBOM €IMHOM CUCTEMBI U (WJIM) eIMHOro nopTtana, npuMmensitores ¢ 01.01.2026.

Cratba 19. lNpuHATME pelieHns O Bbigade 3IKCNEePTHOMY YUYpPeXAeHUI0 3afaHUA Ha
npoBeAeHMe 3KCNepTU3bl NeKapCTBEHHOro cpeAcTBa
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynbrantllntoc: npumedanue.
C 01.03.2026 B a03. 1 4. 1 cT. 19 BHOCsATCA m3meneHus (P3 ot 31.07.2025 N 304-D3). Cm. Oyaymryro
pEIaKIHIo.

1. B Teuenue necstu pabovYuX JAHEH CO JHS MPUHATHS 3asBICHUS O TOCYAAPCTBEHHOW PEeTUCTpaIluu
JIEKapCTBEHHOIO Tpernapara WX 3asBICHHS O NPHU3HAHWH JICKAPCTBEHHOTO IMpemapata op(aHHBIM
JIEKapCTBEHHBIM  IpEnaparoM  COOTBETCTBYIOIIMHA  YIOJHOMOYEHHBIH  (eaepanbHbIi  opraH
WCTIOJTHUTENILHOW BIIACTH MPOBOJIUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH M MPABHIBHOCTH O()OPMIICHUS
MPE/ICTaBJICHHBIX JOKYMEHTOB PEruCTPalliOHHOTO OChE€ Ha JIEKAPCTBEHHBIH Mpernapar U NPUHUMAET
PCHICHUC O BbIJAAYC 3alaHU HA IIPOBCACHUC!

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

1) OKCICPTU3BI AOKYMCHTOB, IMPCACTABJIICHHBIX JIA OHNPCACICHUA BO3MOXHOCTU PAaCCMATPUBATDH
JICKApCTBEHHBIN Iperapar i METUIIMHCKOTO NMPHUMEHEHUS B KauecTBe Op(aHHOTO JIEKAPCTBEHHOTO
npernapara;

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

Koncynprantllntoc: npumedanue.
C01.01.2026 1. 2 4. 1 ct. 19 yrpaunBaer cuny (P3 ot 30.01.2024 N 1-D3).

2) 9KCIICPTU3BI JICKAPCTBCHHOI'O CPCACTBA B HACTH SKCIICPTU3LI KAYCCTBA JICKAPCTBCHHOI'O CPCACTBA
M JSKCIIEPTU3bl OTHOLICHUSA OX(HHaeMOﬁ IMOJIB3bl K BO3MOXXHOMY PHUCKY IPHUMCHCHHA JICKAPCTBCHHOI'O
npenapara st MCAUIUHCKOTO IIPUMCHCHUA

3) sKcrepTU3bl JIEKAPCTBEHHOT'O CPEICTBA B YACTH HKCIIEPTU3BI KaueCTBa JIEKAPCTBEHHOT'O CPE/ICTBA
U OKCTIEPTU3bl OTHOIICHHS OKHUIAEMOW TOJB3bl K BO3MOXXHOMY PHCKY NMPHMEHEHHUsS JIEKApCTBEHHOTO
mpemapata Il MEAMLMHCKOTO TPHMEHEHHS B TMOPAIKE YCKOPEHHOM Mpoueayphl SKCIEPTH3BI
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU CO CTaThell 26 HacTosero deaepanbHOrO 3aKOHA;

4) oKcHepTU3bl JIEKApPCTBEHHOTO CpPEJICTBA B OTHOILICHUHM JIEKAPCTBEHHOTO Tperapara s
BETEPUHAPHOTO IPUMEHEHMSI.

2. YNoTHOMOYEHHBIN (eaepanbHblii OpraH HCIOTHUTEIBHOW BIACTH HAIMpPaBISET B JIMYHBIN
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

KaOWHET HKCIIEPTHOTO YUPEXKIACHUS B €IUHON CHCTEME MOANMCAHHOE YCHJICHHOW KBaTU(UIIUPOBAHHON
AJICKTPOHHOW MOJIUCHIO 3a/IaHWE Ha MPOBEACHUE AKCIEPTU3, TPEAYCMOTPEHHBIX YaCThIO | HACTOSIIEH
CTaThbW, B JIMYHBIA KaOWHET 3asBUTENS B EAWHOH CHUCTEME - TIOJIMUCAHHOE YCHIJICHHOM
KBIN(ULIIMPOBAHHOMN AJIEKTPOHHOMN IMOJANUCHIO YBEIOMIIEHHUE O MPUHATOM DPELICHUH O BbIOaue 3aJaHUs
Ha TIPOBEJICHHUE IKCIIEPTU3, MIPEIIyCMOTPEHHBIX YaCThIO | HACTOSIICH CTaThH, U B CIIy4ae HEOOXOAUMOCTH
O BblJaue pazpenieHus Ha BB03 B Poccuiickyro dDexpeparuio KOHKPETHOM MapTHH, CEPUH
3apErHCTPUPOBAHHBIX W (WJIM) HE3apeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB WM 00 OTKa3e B
MIPOBEACHUH TaKUX DKCIIEPTU3 C yKA3aHUEM ITPUUUH OTKa3a.

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

3. B cmydae BBISBICHHSI OTCYTCTBHS WM HEJIOCTOBEPHOCTH HH(OpMAIWH, COACpIKAIICHCsT B
MPEJICTABIICHHBIX 3asABUTENICM JOKYMCHTaX, YIOJHOMOYCHHBIN (enepanbHblii OpraH HMCIOJHUTEIBHON
BJIACTH HATIPABIISET 3asBUTEIIO TIOCPEJACTBOM €IUHOTO TOpPTAJIa WM B €r0 JUYHBINH KaOWHET B €IUHOMN
cucreMe 3ampoc 00 YTOYHEHHM 3TOM HMH(GOpMAIMH, TOIMHCAHHBIA YCWICHHOW KBaTH()HUIMPOBAHHOMN
AJIEKTPOHHON TOIIKCHIO (Jajiee - 3ampoc YIMOJIHOMOYEHHOTO (pelepaibHOTO OpraHa HMCIIOJHUTEIHHON
BJIACTH).

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

Koncynbrantllntoc: mpumeyanue.
C 01.03.2026 B 4. 4 ct. 19 BHOCsATCa u3meHenus (P3 ot 31.07.2025 N 304-D3). Cm. Oyaymiyro
pEIaKIuIO.

4. 3asgBuTenb 00s3aH HANPABUTh TOCPEICTBOM €MHOTO TIOpTajia B yIIOJHOMOUYCHHBIN (enepabHbIN
OpraH WUCHOJHUTEIHLHOW BIACTH WJIM B JIMYHBIA KAOWHET YIIOJIHOMOYEHHOTro (eaepaabHOro OpraHa
WCTIOTHUTEIPHOW BJIACTU B €IMHOW CHUCTEME TIOJMUCAHHBIA YCHJICHHONW KBaTH(UIIMPOBAHHOMN
ANIEKTPOHHON TOJIMUCHI0 OTBET HA 3allpoC YIMOJTHOMOYEHHOTO (pelepallbHOTO OpraHa MCIOTHUTEIbHOU
BJIACTH B CPOK, HE TPEBBINIAIONMINN JIEBIHOCTA PabOYMX THEH CO JHS IMOJYYCHHS YIIOJTHOMOYCHHBIM
denepaabHBIM OPraHOM MCTIOHUTEIHHON BIACTH AJIEKTPOHHOTO YBEAOMJIICHHS O MOTYYCHHUH 3asSBUTEIEM
nanHoro 3ampoca. Cpok, yka3aHHBIM B 4acTu | HacTofAled CTaThbd, MPUOCTAHABIMBAETCS CO JIHS
HAMpaBIIEHUsI MOCPEICTBOM €IMHOTO MOpTana WM B JIMYHBIA KaOWHET 3asiBUTENs B €IMHON CUCTEMe
3armpoca YIMOJHOMOYEHHOTO (peIepalibHOTO OpraHa WCIOJTHUTEIBLHOW BJIACTH 1O JHS HAIMPaBICHHS
3asiBUTENIEM TMOCPEJCTBOM €IMHOTO MOpTajia WM B JIMYHBIM KaOMHET YHOJTHOMOYEHHOTO (henepanbHOro
OpraHa UCIOJIHUTEIbHOMN BJIACTH B €AUHOM CUCTEME OTBETA.

(uacts 4 B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHOBaHUEM ISl OTKa3a B OpPraHU3allid 3KCIEPTU3, MPEAYCMOTPEHHBIX YacThio | HacTrosen
CTaThH, SBISETCA INPEACTaBICHUE HEOOXOAMMBIX JJsi MPOBEACHUS MPEAyCMOTPEHHBIX AKCIEPTH3
JOKYMEHTOB B HEIOJIHOM 00bEME WIJIM HENPEJCTaBICHUE 3asBUTEIIEM B YCTAHOBJICHHBIH CPOK OTBETA Ha
3alpoc YHOJIHOMOYEHHOro (heJiepallbHOr0 OpraHa MCIIOJHHUTEIbHON BIACTH, a TaKKe MpeACTaBICHUE
JIOKYMEHTOB, HE COJIEPKall[X NCUYEPIBIBAIOIIETO NEPEUHs HEOOXOJUMBIX CBEIECHUM.

Koncynbrantllntoc: mpumeuanue.
C 01.03.2026 B 4. 6 ct. 19 BHOCsATCa u3meHenus (P3 ot 31.07.2025 N 304-D3). Cm. Oyaymryro
pEIaKIHIO.
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

6. Ilpu oTkase B opraHu3alUM 3KCIEPTU3bI, MPEIYCMOTPEHHOM MyHKTOM 4 uyacTu | Hacrosen
CTaTbH, JOKYMEHTBI, BXOISAIIME B COCTaB PErMCTPALMOHHOTO JOCHE HA JICKAPCTBCHHBIM IIpenapar Juis
BETEPUHAPHOTO MPUMEHEHHs, MOTYT OBITh BO3BpAIICHBI 3asgBUTENI0O HAa OCHOBAaHUHM €ro 3ampoca,
MNOJNMCAHHOTO  YCWJIEHHOM KBaJU(UIMPOBAHHOW O3JEKTPOHHOM TMOANMCBIO U HAIPABICHHOTO
MOCPEJICTBOM €IMHOTO TIOpTaja B YIIOJHOMOUYEHHBIN (peepanbHblii OpraH UCIOIHUTEIBHON BIACTH WIN
JMYHBIA KaOMHET yIOJIHOMOYEHHOTO (peiepanbHOro opraHa UCIOJHUTEIbHOM BIACTH B €AMHOM CUCTEME,
B TEUCHHME TPUALATH pabouux AHEH cO JHS MPUHATHS YIHOJIHOMOYEHHBIM (efepalbHbIM OpPraHoM
WCIIOJIHUTENIbHON BIAcTH peleHUs 00 OTKa3e B OpPraHM3alliid TaKOW 3KCIEpPTU3bl. YTOJIHOMOYEHHBIH
(benepanbHbIi OPraH UCIOJHUTEIBHON BIACTH BO3BpAILACT 3asIBUTEIIO YKa3aHHbIE JOKYMEHTHI B T€UEHHE
JECSITH pabouMX AHEH CO THS MOJYyUYEHUS] COOTBETCTBYIOLETO 3allpoca 3assBUTEIIS.

(uacte 6 BBemena denepansubiM 3akoHOM OT 02.08.2019 N 297-03; B pen. denepallbHOTO 3aKOHA OT
30.01.2024 N 1-®3)

KoncynbranTllntoc: npumedanue.

[Tonoxxenus ct. 20 (B pea. @3 ot 30.01.2024 N 1-D3), kacarouiuecst NpeoCTaBICHUs TOC. YCIyT Ipu
oOpalleHnn JIeKapCTBEHHBIX CPEACTB JUIsI MEIUIUHCKOIO IPUMEHEHHUs MOCPEJICTBOM €IUHOM
cucreMsl, npuMenstoresa ¢ 01.01.2026.

Cratba 20. O3kcnepTM3a [AOKYMEHTOB, MpeAcCTaBfieHHbIX AN onpeaeneHus
BO3MOXHOCTU paccMaTpyMBaTb JleKapCTBEHHbIM npenapatr Ansas  MegUuUUHCKOro
npUMMeHeHns B KavyecTBe opcaHHOro nekapcTBeHHOro npenapara

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

1. Ilpouenypa omnpeneneHusi BO3MOKHOCTH paccMaTpUBaTh JICKAPCTBEHHBIM mpenapaTr s
MEIUIIMHCKOTO MPUMEHEHHUS B KauecTBE Op(aHHOTO JIEKAPCTBEHHOTO Mpernapara MOXKET MPOBOIAUTHCS
KaK B OTHOLICHHHU JICKAPCTBCHHOI'O Ipfcriapara, 3apCruCTpupoOBaHHOIO B COOTBCTCTBHU C HACTOAIIMM
@denepallbHBIM 3aKOHOM JIHOO B COOTBETCTBHM C aKTaMH, COCTaBisifolMMu mpaBo Coro3za, Tak U B
OTHOUIEHWW  HE3apPETHUCTPUPOBAHHOTO  JIGKAPCTBEHHOTO  IpermapaTta. OJKCIepTH3a JOKYMEHTOB,
MPEJICTABJICHHBIX JJIsl OMpeeNieHHusT BO3MOXHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM mpemapar it
MEJIMIIMHCKOTO TIPUMEHEHUsI B KayecTBE OpP(PaHHOTO JIEKAPCTBEHHOIO IMpernapaTra, COCTaBJICHHE
KOMHUCCHEH OJKCHEepTOB 3aKIIOYEHUS O BO3MOXKHOCTH WJIM HEBO3MOXXHOCTH  paccMaTpHUBaTh
J'IeKapCTBeHHI)II\/’I npemnapar ajJd MCOAUIUHCKOIO IMPUMCHCHHSA B KadC€CTBC Op(i)aHHOFO JICKApCTBCHHOT' O
mpermapaTa W HampaBlIeHHE B JIMYHBIA KAaOMHET YMOJIHOMOYEHHOro (QelepalbHOro opraHa
WCTIOTHUTEJILHON BJIACTU B €AMHOM CHCTEME JAHHOTO 3aKJII0YEHHUS B (JOpMe dJIEKTPOHHOTO JOKYMEHTA,
MOJNUCAHHOTO YCUJICHHOW KBaMM(DHUIIMPOBAHHON AIIEKTPOHHOMN MOIMHUCHIO, OCYIIECTBISIOTCS B CPOK, HE
MPEBBIIAIONINNA TPUANATH PaOOYMX JHEW CO [HS HANpaBICHUS B JIMYHBIA KaOMHET JKCIIEPTHOTO
YUPEXKJIEHUSI B €IMHON CHUCTEME 3aJlaHusl YIOJHOMOYEHHOTO (elepalbHOr0 OpraHa HCHOTHUTEIbHOU
BJIACTH U CJICAYIONIUX JOKYMEHTOB U CBEJICHMIA:

1) 3asBNIEHME O MPU3HAHUM JIEKAPCTBEHHOIO Ipenapara ophaHHBIM JIEKAPCTBEHHBIM IMPENapaToM,
COCTaBJIEHHOE 10 (popmMe, YTBEpKIEHHON YHNOJTHOMOYEHHBIM (efepaibHbIM OpPraHOM HCIIOJHUTEIHHOMN
BJACTH, NOJMNMCAHHOE YCHJICHHON KBaTM()PUUUPOBAHHON 3JIEKTPOHHOM MOANHMCHIO YIOJTHOMOUYEHHOIO
MIPEJCTaBUTEIS FOPUANYECKOTO JIMIIA, JCHCTBYIOIIET0 B COOCTBEHHBIX HHTEPECaxX WM YIOJTHOMOUYEHHOTO
IIPECTaBIATh HHTEPECHI APYTOT0 IOPUINIECKOTO JINLIA;
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[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

2) Komusd JOKyMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHON0 B YCTAHOBICHHOM MOPSAKE U
MTOATBEPKAIOIIETO IPABOMOYHOCTh 3asBUTEN IOJABATH 3asBJICHHUE O IPU3HAHUU JIEKAPCTBEHHOTO
npernapara op(aHHbBIM JEKapCTBEHHBIM MIperapaToM (Ipu HEOOXOIMMOCTH);

3) obocHoBaHuMe opdaHHOCTH 3a00JIeBaHUS, HE OTHECEHHOTO B COOTBETCTBHH C DemepaabHbIM
3akoHOM OT 21 Hosa6psa 2011 roma N 323-®3 "OO6 ocHOBax OXpaHbI 370pOBbs IpaxaaH B Poccuiickoit
Oenepanu" k peakuMm (opdaHHBIM) 3a00N€BaHUSAM, B TOM 4YHCIE TOApPOOHAs HWHPOpMAIHS O
JTUArHOCTHKE, MPO(UIAKTUKE WU JICYCHUH TAKOTO 3a00JIeBaHUS;

4) yTBep)KIE€HHAs WHCTPYKLUHS MO MEIUIUHCKOMY IMPUMEHEHHUIO JIEKapCTBEHHOIO IIpemnapara,
3apETUCTPUPOBAHHOTO B COOTBETCTBUM ¢ HacTosAmMM (DepepaqbHbIM  3aKOHOM, WM  00OmIas
XapaKTEPUCTHKA JIEKAPCTBEHHOI'O IIpernapara, 3aperHCTPUPOBAHHOIO B COOTBETCTBUM C aKTaMH,
cocTaBsoIMMH paBo Coro3a (Ipu HaJTMYUK);

5) MHCTPYKUHUS MO MEIWLUHCKOMY NPUMEHEHHUIO WM KpaTKas XapaKTEpUCTUKA JIEKaPCTBEHHOI'O
npernapara, yTBep KJIeHHbIE B CTpaHe MPOU3BOIAUTENS (IPU HAJTMYHN);

6) KONmMM JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM IOpSAKE M MOJATBEPXKIAIOMMX (aKT
perucTpanuy JeKapCTBEHHOIO IpenapaTa B MHOCTPaHHBIX TOCyJapcTBaX B KauyecTBe Op(aHHOro
JIEKapCTBEHHOI'0 Ipemnapata (IIpy HaJIu4un);

7) MPOEKT XapaKTEePUCTHKH HE3aperMCTPUPOBAHHOIO JIEKAPCTBEHHOI'O IpernapaTa, COAEpIKallero
CIIEIyIOIIME MUHUMAJIbHbIE CBEACHMS O HE3apErHCTPUPOBAHHOM JIEKAPCTBEHHOM  IIperapare
(omyckaeTcs NpeACTaBICHUE INPOEKTa XaPaKTEPUCTHKH HE3aperUCTPHUPOBAHHOTO JIEKApCTBEHHOI'O
IpernapaTa, COCTaBJI€HHOTO B COOTBETCTBHM C JIOCTYNHBIMHU JAHHBIMHU IO MPOBEIEHHBIM KIMHUYECKUM
UCCIIEIOBAaHUAM JIEKAPCTBEHHOIO TIpenapara W JOKIMHUYECKUM HCCIEJOBAHMSM JIEKAPCTBEHHOTO
CpEeICTBa HAa MOMEHT IIOJa4M 3asiBICHUS O MPU3HAHUM JIEKapCTBEHHOIO Ipemnapara op¢aHHBIM
JIEKapCTBEHHBIM IIPETapaToM):

a) HAWMEHOBaHHME JIEKAPCTBEHHOrO Tmpemapara (MEXIYHApOJHOE HEMAaTeHTOBAHHOE, WU
TPYNIHPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

0) nexapcTBeHHast popMa C yKazaHHEM HaUMEHOBAHHH M KOJMYECTBEHHOTO COCTaBa JCHCTBYIOIINX
BEIIECTB U KaUeCTBEHHOI'O COCTaBa BCIIOMOIAaTENIbHBIX BEUIECTB (IIPU HEOOXOIUMOCTH KOJINYECTBEHHOTO
COCTaBa BCIIOMOTATENIbHBIX BELIECTB);

B) ¢papMakoquHAMUKA U (papMaKOKHHETHKA,
I') TOKa3aHuA U1l IPUMEHEHUS;
1) IPOTUBOIIOKA3aHUS ISl TIPUMEHECHNS;

e) BO3MOKHEIC TOOOYHBIC Z[GflCTBI/I?I 1 HCIKCJIATCIIbHBIC PCAKIIUU NIPpHU IMIPUMCEHCHUHN JICKAPCTBCHHOI'O
npemnapara i MEAUIUHCKOTO IIPUMCHCHN S,

’K) HAaUMEHOBAHMS M aJpeca MNPOU3BOACTBEHHBIX IUIOIIAJOK IPOU3BOJIUTENS JIEKAPCTBEHHOTO
npernapara;

3) CBEIECHHS O pa3paboOTYMKE JIEKAPCTBEHHOTO CpEACTBA (JepxkaTesie PerucTpalimoHHOTO
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[ata coxpaHeHus: 14.10.2025

YIOCTOBEpPEHUS );

8) cBemeHMs O TEKYIEM CTaTyce pa3padOTKH He3aperuCTPUPOBAHHOTO JICKAPCTBEHHOTO Tperapara,
a TaKKe IJIaH ero pa3paboTKH;

9) 0030pBI JOKIMHUYECKUX UCCIIEAOBAHHM JIEKAPCTBEHHBIX CPEACTB U KIMHUYCCKUX UCCICIOBAHUI
HE3apeTuCTPUPOBAHHOIO JIEKAPCTBEHHOTO MperapaTa, 10CTyITHbIC Ha IeHb MT01a4 3asiBICHUS;

10) oTyeTsl O MPOBEAEHHBIX JAOKIMHUYECKHUX HCCIEIOBAHUSAX JIEKAPCTBEHHOTO CpEICTBA M
KJIIMHUYECKUX UCCIEOBAaHUSAX HE3aPErUCTPUPOBAHHOTO JIEKAPCTBEHHOTO Npenapara (Ipy HAJIUYUN);

11) pekBU3UTHI JOKYMEHTA, IOATBEPHKAAIOIIETO YIUIATy FOCYAapCTBEHHOM MOIIITUHBI.

2. B cnydae HEIOCTaTOUHOCTH MPEACTABICHHBIX MAaTEPUAJIOB B LIEJSAX MIPOBEACHUS IKCIIEPTU3BI IS
OIpeaAcCICHNUA BO3MOXHOCTU paCcCMAaTpHUBATDH HeKapCTBeHHBIfI npenapar ajid MEAUIUHCKOrO IMPUMCHCHU A
B KayecTBe Op(aHHOrO JIEKAPCTBEHHOTO MperapaTa SKCIEPTHOE YUPEXKJACHUE HAMpaBIseT B JHUYHBINA
KaOMHET 3asBUTENSI B GILHHOfl CUCTCMC 3arpoc O MpEAaACTaBICHUU HCO6XOI[I/IMI)IX MaTcpuraioB,
MOMAMUCAHHBIA  pyKOBOAHWTENEM  (YIOJHOMOYEHHBIM  JIMIIOM)  JKCHEPTHOTO  YUPEXKICHHS  C
WCIIOJIb30BAHNEM YCWIICHHOW KBaJU(UIIUPOBAHHOW OSJCKTPOHHOW TIOAIMUCH. 3asBHUTEIh OO0s3aH
HAMPaBUTh B JTUYHBIN KaOMHET SKCIEPTHOTO YUPEKICHUS B €AMHON CHUCTEME MOANUCAHHBIA YCUICHHOM
KBaJIN(DULIMPOBAHHOM 3JIEKTPOHHOM MOAMKMCHIO OTBET Ha 3aIIPOC B CPOK, HE MPEBBIIIAIONINN IECTUIECITH
pabounx THEH CO THS MONYYESHUS SKCIIEPTHBIM YUPEKACHUEM SJICKTPOHHOTO YBEIOMIICHUS O TIONyUYeHUHU
3asiBuTeNeM 3arpoca. Cpok, yKa3aHHBIM B 4yacTh | HACTOSIIEH CTaThu, MPUOCTAHABIUBACTCS CO JIHS
HAMpPAaBIICHUS 3aBUTENIO B €r0 JUYHBIA KaOMHET B €AMHON CHCTEME 3alpoca HKCIEPTHOTO YUPEIKIACHHUS
A0 JHA HAIIpaBJICHUA 3asBUTCIICM B JIMYHBIN Ka6I/IHeT SKCIICPTHOI'O YYPCKIACHUA B GI[I/IHOfI CHUCTEMC
OTBETa Ha 3alpOC M HE YUYUTHIBAECTCS MPU HMCUUCICHUU CPOKA MPOBEACHUS SKCHEPTHU3bl JOKYMEHTOB,
NPpEACTABJICHHBIX I OHNPCACICHUA BO3MOXHOCTH pacCcCMaTpuBaTh JIGKapCTBeHHI)IfI npenapar ajid
MEIUIIMHCKOTO MPUMEHEHHSI B KauecTBe Op(haHHOTO JIEKApCTBEHHOTO Mpernapara.

3. B cpok, He mpeBbIIAIOIIMNA MATH pabouux OHEH CO JAHS HANpaBlICHUsS B JIMYHBIA KaOMHET
YIOJIHOMOYEHHOTO (hefepaibHOTO OpraHa MCIOJHHUTEIbHON BIACTH B €IMHOW CHCTEME 3aKIIIOUYCHMS,
YKa3aHHOTO B YacTH | HACTOSIIEH CTaThbH, YIOJHOMOYEHHBIH (helepanbHblii OpraH HCIIOIHUTEILHON
BJIACTH OCYILECTBISET OLEHKY 3aKIIOYEHHs Ui ONPEACICHUS €ro COOTBETCTBUS 3aJaHHI0 Ha
IIPOBEJICHUE SKCIEPTU3bI U HAINPABIISAET B JIMYHBIA KaOWHET 3asBUTENSI B €AUHOW CUCTEME MOANMCAHHOE
YCUJIEHHOM KBaNU(UIMPOBAHHOW 3JIEKTPOHHOM MOANHUCHIO YBEJOMJIEHHE O Pe3ysbTaTaxX MpPOBEIECHHOMH
AKCIIEPTU3BI C TPUTIOKEHUEM KOIMUU SKCIEPTHOTO 3aKIHOUYEHUs (C COXpaHEHHEM KOH(UIEHIMAIbHOCTH
MHpOpPMALlUU O COCTaBE KOMHUCCHM 3KCIEPTOB) U BO3MOKHOCTH WJIM HEBO3MOXHOCTH paccMaTpUBaTh
JICKapCTBEHHBIN Iperapar A METUIIMHCKOTO NMPHUMEHEHUS B KadecTBe Op(aHHOTO JIEKAPCTBEHHOTO
Ipernapara.

Cratbsa 21. YTpatuna cuny ¢ 1 ceHtabpsa 2024 ropa. - ®eaepanbHbIA 3aKOH OT
30.01.2024 N 1-®3.

CraTtba 22. YTpaTtuna cuny ¢ 1 nronsa 2015 ropa. - PeaepanbHbiv 3aKoH oT 22.12.2014
N 429-d3.
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KoncynbrantlIntoc: mpumeyanue.

[Tonoxenus ct. 23 (B pen. @3 ot 30.01.2024 N 1-D3), kacarouuecs: NpeJOCTABICHHS TOC. YCIYT TpU
oOpallleHnu JIeKapCTBEHHBIX CPEACTB JMJIi MEAMLUHCKOTO TPUMEHEHUS IOCPEICTBOM EIUHON
cuctemsl, mpumeHsroTes ¢ 01.01.2026.

CtaTtbsa 23. 3KkcnepTusa KauvecTBa JIeKapCTBEHHOro cpencTBa M 3KcnepTusa
OTHOLWeHUA omup,aemoﬁ noJib3bl K BO3MOXHOMY PUCKY NMPpUMEHeHUs InekapctBeHHOro
npenaparta gna MmeanumMHCKOro npuMmeHeHus

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

1. DxcnepTU3a KauecTBa JEKAPCTBEHHOI'O CPEACTBA U AKCIEPTH3a OTHOIICHUS OXUIAAEMOU MOIb3bI
K BO3MOXKHOMY PHCKY TPUMEHEHHUS JICKapCTBEHHOTO TMpernapaTta Il MEIUIMHCKOTO TMPUMEHEHHS,
COCTABJICHME KOMHCCHUSIMU OJKCIEPTOB 3aKIIOYEHUH MO pe3ysibTaTaM MPOBEACHHBIX HKCIEPTU3 U
HaIpaBJieHUE ATHX 3aKIIOYEHUN, TOANMMCAHHBIX YCHJICHHBIMH KBUTHU(PUITMPOBAHHBIMH SJIECKTPOHHBIMH
MOJINHUCSIMHU, B JMYHBIA KaOWHET YMOJIHOMOYEHHOTo (hefepallbHOTO OpraHa HMCIOJHHUTEIbHOH BIacTH B
€IUHOM CHUCTEME OCYIIECTBISIOTCS B CPOK, HE TPEBBIMNAIOIMNNA CTa JIecATH pabodyux AHEH cO IHA
HAMpaBIICHUsI B JIMYHBIA KaOWHET HKCIEPTHOTO YUYPEKICHHUS B C€IMHON CHCTEME COOTBETCTBYIOIIETO
3aIaHMsl  YIIOJTHOMOYEHHOTO (peJIepaIbHOTO0 OpraHa HCIIOJIHUTEIbHOW BJIACTH M HEOOXOIUMBIX
JIOKYMEHTOB.
(B pen. Denepanbraoro 3akoHa ot 30.01.2024 N 1-D3)

Koncynbrantllntoc: npumedanue.

[To 3asBienuto, noganHomy B Munzapas Poccun 1o 11.04.2022, npu HEBO3MOXHOCTH MPOBEACHUS
AKCIEPTU3bl KA4yeCTBa JICKAPCTBEHHBIX CPEJCTB B OKCIEPTHOM YUPEXKICHUH, JOMYCKAETCs €€
MIPOBEJCHUE TOCPEJICTBOM JWCTAHIIMOHHOTO B3aUMOJCUCTBHS, TMOPSIAOK W (OPMBI KOTOPOTO
ONPEACISAIOTCS JKCIEPTHBIM YUPEXKJICHHEM Mo corjiacoBanuto ¢ 3asBurtensmu (IlocranoBieHue
[TpaButensctBa PO ot 05.04.2022 N 593).

2. B TedeHue AeBAHOCTA IHEW CO JHS TOJYYEHHUS YIOJIHOMOYEHHBIM (hefepallbHbIM OpPraHOM
WCTIOJTHUTEIIEHOW BIIACTH YBEIOMJICHHS B 3JCKTPOHHOW (popMe O MONyueHHH 3asiBUTEIEM PEIICHHS O
MPOBCACHUHN SKCICPTU3, NMPECAYCMOTPCHHBIX YaCTbIO 1 HaCTOSIH_[eﬁ CTaTbH, 3asABUTCIIb MPCACTABIISACT B
AKCHEPTHOE YUPEIKACHUE Il MPOBEACHUS SKCIEPTU3bI KAa4yecTBa JICKAPCTBEHHOTO CPEACTBA 00pa3Ilbl
JICKAPpCTBCHHOT'O IIpfliapata AJd MCAUINUHCKOTO IMPUMCHCHHSA, NPOU3SBCACHHOIO B COOTBCTCTBUU C
TpeOOBAHUSMHU OIBITHO-MIPOMBIIIICHHOTO ¥ (WJIM) TPOMBIIIICHHOTO PETJIaMEHTOB, YTBEP)KICHHBIX
PYKOBOIUTENEM IMPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB, a TAKKE B COOTBETCTBYIOIIUX CIIy4asx
o0pasipl (hapManeBTHIECKOW CyOCTaHIINHU, TECT-IIITAMMa MUKPOOPTAaHU3MOB, KYJIbTYPHI KJIETOK, 00pa3iibl
BCHICCTB, MPUMCHACMBIX JII KOHTPOJIA KAa4YCCTBA JICKAPCTBCHHOI'0 CPCACTBA MYTCM CPAaBHCHUSA C HUMU
HCCIIEyEMOTO JICKAPCTBEHHOTO CPEJICTBA, CICIU(PUYECKUE PEareHThl, HEOOXOIAUMBIE IS MPOBEACHUS
HUCHIBITAHUHN 06pa3u0B JICKAPCTBCHHBIX npemnaparos, B KOJINYCCTBAXx, HGOGXOIII/IMBIX JJIA
BOCIIPOM3BEICHHSI METOJIOB KOHTPOJISI KA4eCTBa.

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

3. Ilpu momyueHun o0Opa3IOB JICKAPCTBEHHOTO Ipemapara W ¢apMareBTUYECKOW CyOCTaHITUU
OKCIICPTHOC YYPCIKIACHUC HAIIPABJIACT B JINYHBIN KaGI/IHeT 3asABUTCIISA B CHHHOﬁ CUCTCMC YBCAOMIICHHUC,
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MOATBEP K IAIOIIEE TIOTYUYSHUE YKa3aHHBIX 00pa3IioB.
(dactpb 3 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. YxazaHHBIH B 4YacTH 2 HACTOALICH CTaTbU CPOK MJISi TPEACTABICHUS 3asBUTENEM 00pa3loB
JIEKapCTBEHHOI0 Ipenapata U (hapMaleBTUYECKOM CyOCTaHLMM HE BKIIIOYAETCS B CPOK IPOBEICHHUS
9KCIIEPTU3, IPEAYCMOTPEHHBIX YaCThIO | HACTOSIIEN CTaTbHU.

(dgactpb 4 B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

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

KoncynsrantlIntoc: mpumeyanue.

[Tonoxxenus ct. 24 (B pea. @3 ot 30.01.2024 N 1-D3), kacarouyecst NpeOCTaBIEHNs TOC. YCIyT IIpU
oOpallleHnu JIEKApCTBEHHBIX CPEACTB Uil BETEPUHAPHOTO MPUMEHEHHS MOCPEACTBOM EIMHOTO
noprana, npumensitores ¢ 01.01.2026.

Ctatbsl 24. JKkcnepTusa KauyecTBa JIeKapCTBEHHOro cpeacTBa M 3KCNepTUsa
OTHOLUEHUSI OXMAAEeMOM NoNb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUsI NIeKapCTBEHHOro
npenapara ansa BeTepUHaApPHOro NpuMeHeHust

Koncynbrantllntoc: npumevanue.
C 01.03.2026 B 4. 1 ct. 24 BHOCsATCa m3meHeHus (D3 ot 31.07.2025 N 304-®3). Cm. Oyaymryro
PEIaKIIHIO.

1. DkcnepTH3a KayecTBa JEKAPCTBEHHOIO CPEACTBA U HKCIEPTH3a OTHOIIECHUS OXUIAAEMOM MOJIb3bI
K BO3MOXHOMY pPHCKY INPUMEHEHMs JIEKAPCTBEHHOrO Ipenapara Jii BETEPUHAPHOIO NPUMEHEHUS,
COCTABJIICHME KOMHCCHSIMU JKCIEPTOB 3aKIIOUYEHMM IO PE3yJbTaTaM YKa3aHHBIX »JKCHEPTH3 U
HaNpaBJICHUE TAaKUX 3aKIIOYCHUH B 3JCKTPOHHOM (opMe B YHNOJTHOMOYEHHBIN (enepaiabHbIil opraH
WCIIOJTHUTENILHOM BJIACTH OCYILECTBISIOTCS B CPOK, HE MPEBBIIAIOUINI CTa AECITH pabOyuX JHEH CO AHS
MOJYYeHHUS OKCHEPTHBIM  YUYPEXKIEHHEM B JJIEKTPOHHOW (opMmMe 3aJaHusi  YIOJTHOMOYEHHOTO
(dbenepasbHOrO OpraHa HMCHOJHUTEIBLHON BJIACTH C JIOKYMEHTAMH, yKa3aHHBIMH B 4acTH 3 crartbu 17
HacTosuero denepajbHOTO 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-®3)

2. B Tteuenme Tpuamaté pabodnMx IHEH €O AHSA MOJIYYEHHsS YHNOJTHOMOUYEHHBIM (ereparbHbIM
OpPraHOM HCIIOJHUTEIBHON BIACTH YBEJAOMIIEHUS B 3JEKTPOHHOM (opMe O TMONyYEeHUH 3asBUTENIEM
pELICHUs 0 MPOBEACHUH YKa3aHHBIX B YaCTH | HACTOAIIECH CTaThU HKCIIEPTU3 3asiBUTEIb MIPEACTABIACT B
HKCHEPTHOE YUPEKACHUE Il MPOBEACHUS SKCIEPTU3bl KAauyecTBa JIEKAPCTBEHHOT'O CPEACTBA 00pasIibl
JIEKapCTBEHHOTO IpenapaTra A BETEPUHAPHOTO IMPHUMEHEHUs, MPOM3BEJCHHOTO B COOTBETCTBHH C
TpeOOBAHUSAMHU TEXHOJOTHMYECKUX PETJIAMEHTOB, YTBEPIKICHHBIX PYKOBOAMUTENIEM IPOU3BOAUTEIS
JIEKapCTBEHHBIX CPEJCTB, a TAKKE€ B COOTBETCTBYIOIIMX CIy4asX TECT-IITaMMbl MHKPOOPTaHHU3MOB,
KyJIbTYpBl KJIETOK, 00pa3ipl (apMmameBTHYecKoi cyOcTaHImu, oOpasibl BELIECTB, NMPUMEHSIEMbIC IS
KOHTpPOJIS Ka4eCTBa JICKAPCTBEHHOT'O CPENCTBA, B KOJIMYECTBAX, HEOOXOJMMBIX AJISI BOCHPOU3BEICHUS
METOI0B KOHTPOJISI KAUeCTBA.
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?;Z%epf:;gb& 32a0K2°5H) ot 12.04.2010 N 61-03 [JokyMeHT npepocTtasieH KoHcynbTaHTIn0C

"06 obpalleHnn nekapcTBEHHbIX cpeacTs"” Hata coxpanenns: 14.10.2025

(B pen. @enepanbHbix 3ak0HOB OT 02.08.2019 N 297-®3, ot 30.01.2024 N 1-D3)

3. Ilpu momyueHun o0Opa3IOB JICKAPCTBEHHOTO TIpemapara W ¢apMareBTUYECKOW CyOCTaHITUU
HKCHEPTHOE YUPEKICHHE B JICHb IOJIY4YEHHUs 0Opa3loB HANpaBiseT B AJIEKTPOHHOH (opme 3asBUTEIIO
yBeZOMJICHHE, MTOITBEP K IAI0IIEe MOTyYeHHE YKa3aHHBIX 00pa3LoB.

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

4. Vka3aHHBIM B YacTH 2 HACTOAIIEH CTAaTbU CPOK JUIsl TPEICTABIICHUS 3asBUTEIIEM OOpa3IloB
JIEKapCTBEHHOTO TMpernapata ¥ (apMaleBTHUECKON CYOCTaHIIMM HE BKJIIOYAETCS B CPOK IMPOBEICHUS
JKCIEPTU3, MPEYCMOTPEHHBIX YaCThIO | HACTOSIIIEN CTATHH.

(uacts 4 B pen. @enepansHoro 3akoHa oT 30.01.2024 N 1-D3)

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

Cratbsa 25. [loBTOpHOE NpoBeAeHUe 3KCNepPTU3bl NiIeKapCTBEHHbIX CpeAcTB
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B ciy4asx HeroCTaTOYHONH 00OOCHOBAHHOCTH MJTH HETIOJIHOTHI 3aKTFOUEHHSI KOMUCCHH SKCIIEPTOB,
HAIMYUS B HEM MPOTUBOPCUYUBBIX JTAHHBIX, (aTbCH(PUKAIIUN BBIBOJIOB SKCIICPTH3BI JIEKAPCTBEHHOTO
CpEeICTBa, COKPBITUSI OT YIIOJIHOMOYEHHOTO (heliepaibHOTO OpraHa MCIOJHUTEIbHON BIACTH OCHOBAHUMN
JUISS  OTBOAQ OJKCIIEpPTa BCICACTBUE €r0 3aWHTCPECOBAHHOCTH B PE3yJbTaTax COOTBETCTBYIOIICH
OKCHEPTHU3bl, HAIWYKMS JaHHBIX O TMpsAMOM JHOO KOCBEHHOM BMEIIATEIbCTBE B  MPOIECC
COOTBETCTBYIOIIEH IKCIEPTHU3BI JIMII, HE YYaCTBYIOIIUX B €€ MPOBEICHUHU, HO OKA3aBIIMX BIUSHUC HA
NpoIeCC M PEe3yJIbTaThl €€ MPOBEACHUS, YIOJIHOMOYCHHBIM (eliepaibHbIM OPTaHOM HCIIOJHUTEIBHON
BJIACTH HAa3HAYAETCS TIOBTOPHAS YKCIIEPTH3A JIEKAPCTBEHHOT'O CPEICTBA U (MJIH) dTUYECKAs SKCIIEPTHU3a.

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

Koncynsrantlntoc: mpumeyanue.

[Tomoxenus ct. 25 (B pex. @3 ot 30.01.2024 N 1-D3), kacarouuecs Npea0CTaBICHHS TOC. YCIYT TPH
oOpalieHun JIEKApCTBEHHBIX CPEACTB UJIi MEAMIIMHCKOTO M BETEPUHAPHOTO MPUMEHEHUS
MOCPEJICTBOM €TMHOM CHUCTEMBI U (WJIM) eIUHOTO TopTaia, mpuMmenstores ¢ 01.01.2026.

2. TloBTOpHas 3KcrIepTH3a JEKAPCTBEHHOI'O CPENCTBA MPOBOJUTCS C YyUYETOM pE3yJlbTaTOB paHee
IPOBEICHHOW 53KCIEPTU3bl B CPOK, YCTAHOBJICHHBIH YIOJIHOMOYEHHBIM (eAepalbHbIM OpraHoM
WCIIOJIHUTENIPHOM BJIACTH M HE MPEBBIIAIOIINKN TpUAATH pabounx AHEW CO THS MOIYYEHHs IKCIEPTHBIM
YUpEXKAECHUEM B JMYHOM KaOMHETE B €JMHOI cHCTeMe 3aJjaHHs Ha MPOBEJCHHE MOBTOPHON 3KCIEPTU3BI
JIEKApCTBEHHOTO CPE/ICTBA, MTOIMTUCAHHOTO YCHIICHHON KBATM(HUIIMPOBAHHOM JIEKTPOHHON TOATHCHIO.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

3. ®unaHCcOBOe o0OecreyeHHe BBIMOIHEHUS 33JaHMsl Ha MPOBEIAECHHE IOBTOPHON HKCIEPTU3BI
JIEKapCTBEHHOT'O CPE/ICTBA HE OCYILECTBIISETCS.
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Koncynprantllntoc: mpumeydanue.
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?;Z%epf:;gb& 32a0K2°5H) ot 12.04.2010 N 61-03 [JokyMeHT npepocTtasieH KoHcynbTaHTIn0C

"06 obpalleHnn nekapcTBEHHbIX cpeacTs"” Hata coxpanenns: 14.10.2025

C 01.01.2026 ct. 26 He pacmpocTpaHseTcs Ha MPABOOTHOIICHHUS, BOSHHUKAIOIINE MPU OOpAIICHUH
JIEKAPCTBEHHBIX CPeNICTB sl MeauuHcKoro npuMenenust (O3 ot 30.01.2024 N 1-D3).

CraTtbAa 26. YckopeHHas npoueaypa 3KCnepTrsbl NIeKapCTBEHHbIX CPeacTB

1. YckopeHHas mnpoleaypa SKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB B IENSIX TOCYAapCTBEHHOM
pEeTHCTpalK JIGKAPCTBEHHBIX MPEMapaTOB NPUMEHSETCS B OTHOIICHHWH Op(aHHBIX JIEKAPCTBEHHBIX
MPENapaToB, NEPBBIX TPEX JEKAPCTBEHHBIX IMPENAPATOB, perucTpupyeMsix B Poccuiickoin deaepanuu B
KaueCcTBE BOCHPOU3BEIACHHBIX JIEKAPCTBEHHBIX MPENapaTroB, OYEPEIHOCTh KOTOPBIX ONPEEseTCs B
COOTBETCTBMM C HOMEPOM M JaTOW BXOAAIIMX 3asBJICHUM O TOCYAapCTBEHHOW perucTpaiuu
JIEKAPCTBEHHBIX MpEnapaToB B paMKax OJHOIO MEXIYHAapOJHOIO0 HENaTeHTOBAHHOTO HAWMEHOBAHUS
JIEKapCTBEHHOI'O IperapaTa WM TPYNINUPOBOYHOIO HAWMEHOBAHHS JIEKAPCTBEHHOTO Ipemnapara,
JIEKApPCTBEHHBIX TMpEenapaToB JUisi BETEPUHAPHOTO MPUMEHEHHMs, NpPEIHA3HAYCHHBIX [JIs JICUCHUS
JIOMAITHUX JKUBOTHBIX, ONpeAeIeHHbIX DeaepanbHbIM 3aKkoHOM 0T 27 nexadpst 2018 roga N 498-D3 "O6
OTBETCTBEHHOM OOpAIeHUH C KMBOTHBIMH U O BHECEHHHM M3MECHEHHMU B OT/CIIbHBIC 3aKOHOIATEIbHBIC
akThl Poccuiickoit @enepanun’, U 3aperuCTPUPOBAHHBIX B KAau€CTBE JIEKAPCTBEHHBIX IMPENAPATOB IS
MEJIMLIHUHCKOTO MPUMEHEHHUs], U JIEKApCTBEHHBIX MPENaparoB, MPeIHA3HAYCHHBIX HCKIIOYUTENBHO IS
MIPUMEHEHUS HECOBEPUICHHOJIETHUMHU I'PaXTaHaMU.

(B pen. denepanbHbix 3ak0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-®3, ot 28.04.2023 N
171-®3)

2. VYcKopeHHas NpoLeaypa HKCIEPTU3bl JICKAPCTBEHHBIX CPEACTB B LEISAX TOCYJApPCTBEHHOM
perucTpaluy JeKapcTBEeHHbBIX MIPENapaToB HE MPUMEHSIETCS B OTHOIICHHUH:

1) 6broananoroBeIx (6MOMOIOOHKIX ) JIEKAPCTBEHHBIX MpeEnapaToB (01M0aHAIOTOB);

2) pedepeHTHBIX JIEKapCTBEHHBIX TMpENapaToB (3a HUCKIOYCHHEM OpGaHHBIX JIEKAPCTBEHHBIX
IIPENnapaToB);

Koncynprantlntoc: mpumeyanue.

Ho 31.12.2025 poccuiickuM NpOU3BOAUTENSM JIEKAPCTBEHHBIX MPENapaTroB [JIsi BETEPUHAPHOTO
NPUMEHEHHUS pa3pelieHo MojaBaTh PErHCTPAMOHHOE JO0ChE MO YCKOPEHHOH mpouenype 0e3 yuera
TpeboBanuii . 3 4. 2 cT. 26 ([ToctanoBnenue [lpasutenscta PO ot 12.03.2022 N 353).

3) BOCHPOU3BEIEHHBIX JIEKAPCTBEHHBIX IMpenapaToB (3a HUCKIIOYEHHEM TMEpPBbIX Tpex
peructpupyeMbix B Pocculickoit @enepauuu B KAa4eCTBE BOCIPOM3BEIAEHHBIX JIEKAPCTBEHHBIX
[penapaToB M JIEKapCTBEHHBIX IIPENapaToB, IMPEJHA3HAYECHHBIX HCKIIOYUTENBHO [JIs MPUMEHEHHUS
HECOBEPIICHHOJETHUMH Tpa)KJaHAMHU, a TaKXKe JIEKapCTBEHHBIX MPENapaToB, MPETHA3ZHAUYECHHBIX IS
JIeYeHUs] JOMAIITHUX >KHUBOTHBIX, OmNpeeneHHbx denepanbHbiM 3akoHOM OT 27 nmekabps 2018 roma N
498-®3 "OO OTBETCTBEHHOM OOpAIICHWH C JKUBOTHBIMH W O BHECEHWH H3MEHEHUH B OTACIbHBIC
3aKOHOJaTeNbHbIe akThl Poccuiickoit denepaunn’, U 3aperuCTPUPOBAHHBIX B KAYECTBE JIEKAPCTBEHHBIX
MpenaparoB JIJIsi MEJUIIUHCKOTO PUMEHEHHUS);

(B pen. deaepanbHoro 3akoHa ot 28.04.2023 N 171-D3)
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

4) HOBBIX KOMOWHAIIMIA 3apETUCTPUPOBAHHBIX paHee JeKapCTBEHHBIX MPENapaTos;

5) IeKkapCTBEHHBIX MpENaparoB, 3apEerUCTPUPOBAHHBIX paHEe, HO MPOU3BEIEHHBIX B JPYrHX
JIEKapCTBEHHBIX (hopMax B COOTBETCTBUU C MEPEYHEM HAMMEHOBAHHH JIEKapCTBEHHBIX ()OPM M B HOBOU
TIO3UPOBKE;

6) JeKapCTBEHHBIX IpENapaToB AJs MEIULHUHCKOTO MPUMEHEHUS, TOCYIapCTBEHHAs] PETUCTpaLUs
KOTOPBIX OTMEHEHA, MPH WX PETUCTPAIlMU B KauyeCTBE JICKAPCTBCHHBIX IMpENapaToB IJIsI BETEPUHAPHOTO
MIPUMEHEHUS.

(. 6 BBennen denepaibHbIM 3aKOHOM OT 28.04.2023 N 171-D3)
(dacts 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. VYckopeHHas mporeaypa 3KCIEPTU3bl JICKAPCTBEHHBIX CPEACTB MPOBOIUTCSA IO PEIICHUIO
COOTBETCTBYIOILIETO YIMOJTHOMOUYEHHOTO (peiepalbHOTO OpraHa MCIOJTHHUTEIHHONW BJIACTH HAa OCHOBAHHH
3asBJICHUS 3asBUTENSI B CPOK, HE TMPEBBIMIAIONINI BOCbMHUIeCATH pabounx nHel. [Ipu sTom skcmeprusa
JOKYMEHTOB, COJAEpKAIIUXCSI B PETUCTPAIIMOHHOM JOChE Ha JIEKAPCTBEHHBIN MpemapaT, MPOBOIAUTCS B
CPOK, HE MPEBBIMAIONINN IECATH padouuX THEH, JKCIepTH3a KadecTBa JICKAPCTBEHHOTO CpPEICTBA H
SKCIIEPTH3a OTHONICHUS OXHUAAeMOH MOJb3bl K BO3MOKHOMY PHUCKY MPHUMEHEHUS JIEKapCTBEHHOTO
rpenapara mpoBOASTCS B CPOK, HE MPEBBIIAIONTNN IIECTUACCITH pabounx AHEH.

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

3.1. Yrparun cuny. - ®enepanbusiii 3akoH ot 30.01.2024 N 1-D3.

4. VYckopeHHas Impolenypa 3KCIEpPTU3bl JEKapCTBEHHBIX CPEJICTB MPOBOAUTCS B MOPSAKE,
ycTaHoBieHHOM ctatbsimMu 17, 19, 20, 23 u 24 nactosimiero denepaibHOrO 3aKOHA, U HE O3HAYAET
CHIDKEHHUS TpeOoBaHMI K 0€30MacHOCTH, Ka4ecTBY U 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX MPETapaToOB.

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

CraTtbAa 27. PewweHne o0 rocyaapCTBEHHOW perucTpawmm riekapcTBeHHOro npenapara

Koncynbrantllntoc: mpumeuanue.
C 01.03.2026 B a63. 1 4. 1 cT. 27 BHOCsTCs u3meHenus (O3 ot 31.07.2025 N 304-D3). Cm. Oyayryro
pEIaKIuIO.

1. B cpok, HEe MpeBBIMIAIONINNA AECATH PadOUMX THEWH CO JHS MOTYYEHHUs 3aKIIOYCHUN KOMHCCHUHU
SKCIEPTOB MO pe3yJbTaTaM JKCIEPTU3bl KAUE€CTBA JIEKAPCTBEHHOIO CPEJICTBA U AKCHEPTU3bl OTHOLLICHHUS
0KHMJIa€MOM I0JIb3bI K BO3MOKHOMY PUCKY IPUMEHEHMS JIEKapCTBEHHOI'O MPEnapara, COOTBETCTBYIOIINI
YIOJHOMOYEHHBIN (eiepalibHbIi OpraH UCTIOTHUTEIbHOM BIACTH:

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

1) ocymiecTBISIET OICHKY 3aKIFOUCHHH KOMHCCHUH DKCIEPTOB ISl ONPENEICHUS COOTBETCTBHUS
3aJIaHUIO Ha TIPOBEJACHHUE ITHX IKCIICPTH3;
(m. 1 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

2) TpUHUMAET pEIIeHHEe O TOCYNAPCTBEHHOW PETUCTpPAIllMH JICKApCTBEHHOTO Iperapara Hin 00
OTKa3€ B TOCYJJapCTBEHHOI perucTpanyy JeKapCcTBEHHOTO Mpenapara;
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Koncynbrantllntoc: npumedanue.
C 01.03.2026 B . 3 cr. 27 BHOcaATcs u3MeHenust (D3 ot 31.07.2025 N 304-D3). Cm. Oyaymryro
pEIaKIHIo.

Koncynbrantllntoc: npumedanue.

[Tonoxxenus ct. 27 (B pea. @3 ot 30.01.2024 N 1-D3), kacarouiuecs NpeaoCcTaBiIeHUs TOC. YCIyT Ipu
oOpallleHnn JIEKapCTBEHHBIX CPEACTB M MEIUIMHCKOTO UM BETEPUHAPHOTO IPUMEHEHUs
MOCPEJICTBOM €TMHOM CHUCTEMBI U (WJIM) eIMHOTO TopTaia, mpuMmenstores ¢ 01.01.2026.

3) BHOCUT MNpU MPUHATHU PEUICHUSI O TOCYAApPCTBEHHOM PErUCTpALMH JICKAPCTBEHHOTO IMpenapara
JAHHBIE O 3apETUCTPUPOBAHHOM JICKAPCTBEHHOM IIpermapare, B TOM 4YHCIE O (HapMaieBTHIECKOM
CcyOCTaHIMHM, BXOMSIICH B COCTaB JICKAPCTBEHHOTO IIpemapata, B TOCYIJapCTBEHHBIM peecTp
JICKaPCTBEHHBIX CPEJCTB M BBIJACT 3aABUTEII0 PETUCTPALIMOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOTO
mpermapaTa MyTeM HalpaBlieHUs 3asABUTENIO MOCPEICTBOM EIAMHOTO MOPTaja WU B JIMYHBIA KaOWHET
3asBUTENISI B €IMHOW CHCTEME BBIMUCKH M3 TOCYJAApPCTBEHHOIO pEeCcTpa JIEKAPCTBEHHBIX CPEJICTB,
MOANMUCAHHOW YCUJICHHOW KBATH(DUIIMPOBAHHON JIEKTPOHHON MOMUCKIO, (hOpMa KOTOPOU YTBEPKIACTCS
YIIOJTHOMOYCHHBIM (he/iepaibHbIM OPTaHOM HCIIOJHUTEIHLHOM BIIACTH, COTJIACOBAHHBICE HOPMATHUBHYIO
JOKYMEHTAIMI0, HOPMATUBHBIN IOKYMEHT, HHCTPYKIMIO [0 MPUMEHEHHUIO JIEKapCTBEHHOIO IMpenapara u
MaKEThI TIEPBUYHON YIAKOBKH M BTOPUYHOM (TTOTPEOUTETHCKOM) YITAKOBKU C YKa3aHWEM Ha HUX HOMEpa
PErUCTPAlIMOHHOTO  YJOCTOBEPEHMsI JIEKapCTBEHHOI'O TMpernapara H JaTbl €ro rocyJapCTBEHHOM
perucCTpalliii WJIM B ClIydae NPHUHIATHS pEIIeHWs 00 OTKa3e B TOCYIapCTBEHHOW pETrHUCTpariiu
JIEKApPCTBEHHOT'0 TIperapara HAMpaBliAeT 3asBUTENI0O MOCPEICTBOM E€IUWHOTO IMOpTalia WM B JIMYHBIN
KaOWHET 3asBUTENSI B €IMHOW CHCTEME yBEJOMJICHHE 00 3TOM C YKa3aHMEM IPHYMH TaKOTO OTKa3za. 3a
BbIJ]a4y PETHCTPALMOHHOTO YJIOCTOBEPEHHS JICKAPCTBEHHOTO Mpernapara B3WMAaeTCs TOCYJIapCTBEHHAs
MOIJIMHA B COOTBETCTBUHU C 3aKOHOIaTeILCTBOM Poccutickoit Deaepanuu o Hajgorax u cOopax.

(B pen. @enepanbHbix 3aKOHOB 0T 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

2. OcHOBaHMEM IJid OTKa3a B TOCYJIApCTBEHHOM PEruMCTpalluM JIEKAPCTBEHHOTO IMpenapara st
MEIMLMHCKOTO  TNPUMEHEHUS  SBJSIETCA  3aKIIOYEHHE  COOTBETCTBYIOUIETO  YIMOJHOMOYEHHOTO
(dbenepasibHOTO oOpraHa HCIIOJTHUTEIBHOW BJIACTM O TOM, 4YTO KadecTBO W (uiau) 3¢h(HEKTUBHOCTH
PETUCTPUPYEMOTrO JIEKAPCTBEHHOTO TMpermapaTa Ajis MEAWIMHCKOTO MPUMEHEHHsI HE IOATBEPKICHBI
MOJIyYeHHBIMH JAaHHBIMH WJIH YTO PUCK MPUYMHEHMs Bpela 3/0pOBbI0 YEJOBEKa BCJIEACTBHUE NpUEMaA
JIEKapCTBEHHOTO TMpernapara i MEIUIMHCKOTO TPHUMEHEHHUs TMpeBbImaeT 3PQPEKTUBHOCTh €ro
MIPUMEHEHHUS.

(dacts 2 B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

3. TloBTOpHOE mTpenCTaBICHHE B COOTBETCTBYIONIMI YIOJHOMOYCHHBIH (enepanbHbIid OpraH
WCIIOJIHUTENIBHOM BIJIACTH JIEKAPCTBEHHOI'O IIpenapaTa, B OTHOIIEHHWU KOTOPOrO IIOJy4YyeH OTKa3 B
roCy/apCTBEHHOW PETUCTPALMU M KOTOPBIM BIOCIEICTBUN MOABEPIcsS M3MEHEHHUIO B YaCTH €r0 COCTaBa,
paccMaTpuBaeTCsl Kak IPEACTaBIECHUE HOBOTO JIEKAPCTBEHHOIO IIpenapara Ha €ro rocydapCTBEHHYHO
pErUCTpaIfioO HE3aBUCUMO OT COXPAHEHHS €ro MEPBUYHOIO0 HAUMEHOBAHHS.

(dactp 3 B pen. @enepanibHOro 3akoHa ot 22.12.2014 N 429-D3)
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4. Tlpu mpemoCTaBICHUM 3asSBUTEIEM B COCTABE PErHCTPAIIMOHHOTO JOChE Ha JICKApPCTBEHHBIN
npernapar Juisi BETePHHAPHOTO MPUMEHEHHsI KOTIMU PEIICHHs YITOJIHOMOYEHHOTO (eepaibHOTO OpraHa
WCTIOJTHUTENILHON BIAcCTH O TPOBEACHUHM HWHCIICKTHPOBAHUS TPOU3BOIUTENS JICKAPCTBEHHBIX CPEICTB
CPOK TIPHHSATHS pEUICHHS O TOCYJApCTBEHHON pErHCTpaluy JICKapCTBEHHOTO Tpenaparta s
BETEPUHAPHOTO MPUMEHEHUS MTPUOCTAHABIUBACTCS CO JHSI MOJNyYCHHUs 3aKIIOYCHHUH, YKA3aHHBIX B YaCTH
1 Hacrosmiel cTaThH, A0 JHS NPHHATHS YIOJHOMOYEHHBIM (hefepallbHbIM OPTaHOM HCITOITHUTEIHHON
BIIACTH PEIICHHUs O Bbaue WM 00 OTKa3e B BbIAaue 3aKIIOYEHHUS O COOTBETCTBHH IMPOU3BOIUTEIS
JICKapCTBCHHBIX CPEJCTB TPCOOBAHUAM MPABWII HAJUJICKAIICH IPOU3BOJACTBCHHON MPAKTUKH, HO HE OoJiee
YeM Ha CTO BOCEMBJIECIT PabOUYUX JHEH.

(duactp 4 BBennena denepanbabiM 3aKk0HOM OT 04.06.2018 N 140-D3)

5. OcHOBaHMEM MJi OTKa3a B TOCYAApCTBEHHOM PErucTpalMM JIEKApCTBEHHOrO Mpernapara ist
BETEPUHAPHOTO TPUMEHEHMS SABJISICTCS 3aKIIOYEHHE YIOJTHOMOYEHHOTO (eAepadbHOTO OpraHa
UCTIONHUTENILHOM BIIACTU O TOM, 4YTO KadecTBO M (wiH) 3(PGEeKTUBHOCTh PErHCTPUPYEMOTO
JIEKApCTBEHHOTO TIperapara [jisi BETEPUHAPHOTO TIPUMEHEHUS HE TMOATBEPKICHBI MMOJTYYCHHBIMHU
JAHHBIMHU WJIM YTO PUCK MPUYMHEHUS BPEAa 310POBbIO )KMBOTHOT'O BCIIEJACTBUE MpHEMa JIEKAPCTBEHHOTO
mpermapaTta Uil BETCPUHAPHOTO TPHMEHEHHUs MpeBbImaeT 3(G(EKTHBHOCTh €ro MPUMEHCHHS, OTKa3
YIOJHOMOYEHHOTO (efiepadbHOr0 OpraHa HWCHOJHUTENBbHON BJIacTHM B BbIJA4Ye 3aKIIOYEHUS O
COOTBETCTBUHM  TPOU3BOIUTEINS  JICKAPCTBCHHBIX CPEJACTB TPEOOBAaHUSAM TPABWI  HAJICKAIICH
MPOU3BOACTBEHHON MPAKTUKUA JJISI KaXJIOM MPOU3BOJCTBEHHOW IUIOLIAAKU PETUCTPUPYEMOIO
JIEKApCTBEHHOT'0 Tpemapara il BETEPUHAPHOTO TNPUMEHEHUS B Cllydae, €CJId MPOU3BOICTBO
JIEKApCTBEHHOI'0 IpemnapaTta Uil BETEPUHAPHOIO MMPUMEHEHHs OCYILECTBIAECTCS 3a Mpeaenamu
Poccuiickoit denepanuy, WK OTCYTCTBUE TAKOTO 3AKIHOYEHUS.

(uacts 5 BBeneHna denepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

Koncynsrantlntoc: mpumeyanue.
O mopsiike U cpokax OINpeAeNeHUs B3aMMO3aMEHIEMOCTH JIEKapCTB JIEKAPCTBEHHBIX MpPENapaTos,
3apeructpupoBanHbix 10 01.03.2020, cm. ct. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3aMmo3ameHAieMOCTb  JIeKapCTBEHHbIX NpenapaTtoB  Ans
MeAULUHCKOro NpuMeHeHus
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

1. B3zanmMo3aMeHS€MOCTb JIEKAPCTBEHHBIX IPENapaToB i MEIULUHCKOTO IPUMEHEHHUS
OTIpe/esAeTCsl YIOJTHOMOYEHHBIM (DeiepabHBIM OPTaHOM HCIOJHUTENBHOM BIAcTH, OCYIIECTBIISIIOIINM
rOCYJapCTBEHHYI0 PETUCTPALMIO JIEKAPCTBEHHBIX IIPENaparoB il MEIULMHCKOTO IIPUMEHEHUs, B
paMKax OJHOTO MEXIYHapOJHOTO HEMaTeHTOBAHHOTO (WM XUMHUYECKOro, WM TPYHNIUPOBOYHOIO)
HAaVMCHOBAHMS HAa OCHOBE 3aKJIOYCHUS KOMUCCHM DOKCIIEPTOB JKCIEPTHOIO YUYPEXKACHUSA O
B3alMO3aMEHSIEMOCTH JIEKapCTBEHHOTO IpenapaTa A MEIUIMHCKOrO NPUMEHEHHUs MO0 O TOM, YTO
JIEKApCTBEHHBIN IIpenapar I MEIULMHCKOrO NPUMEHEHHS HE SBIAETCA B3auMosaMeHseMbIM. [lopsanok
ONpEJEICHUSI B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX IPENapaToB UIsi MEJULIMHCKOIO NPUMEHEHUS U
dopmMa 3aKIIOYEHHST KOMHUCCHM OSKCIIEPTOB SKCIEPTHOIO YUPEXKIEHUS O B3aWMO3aMEHSEMOCTH
JIEKapCTBEHHBIX MPENapaToB I MEAUIUHCKOTO MPUMEHEHHUS JIMOO O TOM, UTO JICKAPCTBEHHBIH Mpernapar
U1 MEIUIMHCKOTO NPHMEHEHHUs HE SBISAETCS B3aMMO3aMEHSEMBIM, YCTaHABIMBAIOTCA (enepalbHbIM
OpPTaHOM HWCIOJHHUTEIBHON BIIACTH, OCYIICCTBISIONMM (YHKIMK TIO BBIPAa0OTKE M pealn3anuu
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rOCyJapCTBEHHOH MOJUTHKH U HOPMAaTHBHO-IIPABOBOMY PETYJIHMPOBAHUIO B chepe 3apaBOOXpAaHEHHUS, 110
COTJIACOBAaHUIO C (elepaabHBIM OPraHOM HCIIOJHUTEIHHON BIIACTH, OCYIICCTBIISIFOIIUM (QYHKIUHU I10
JIMIICH3UPOBAHUIO MTPONU3BOACTBA JICKAPCTBCHHBIX CPCIACTB.

(B pen. deaepanbHoro 3akoHa ot 19.10.2023 N 503-D3)

2. Komuccus 3KCHEPTOB AKCIEPTHOTO YUPEXKIEHUS [AeT 3aKJIIOUEHUE O B3aWMO3aMEHSEMOCTH
JIEKapCTBEHHOT'0 Ipenapara Al MeIUIUHCKOT0 MPUMEHEHHs JIMO0 O TOM, YTO JIEKApCTBEHHBIN Mpenapar
UIE MEIOUIMHCKOTO IPUMEHEHHsS HE SBISIETCS B3aMMO3aMEHSIEMbIM, HAa OCHOBAaHUHU CIIEAYIOIIUX
KpUTEpPUEB (XapaKTEPUCTHUK):

1) DSKBUBaNEHTHOCTh (IIs1 OMOAHANOTOBBIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX IMPEmapaToB
(OnoaHamoroB) -  CONOCTaBUMOCTb)  KAa4eCTBEHHBIX M KOJMYECTBEHHBIX  XapaKTEPUCTHUK
(apmaneBTHYECKHX CyOCTaHIIMH HMJIM COMOCTAaBHMMOCTh aHTHI'CHHOT'O COCTaBa BakuWH. lcmomp3oBaHue
Pa3NMUYHBIX COJeH, 3()UPOB, KOMIUIEKCOB, H30MEPOB, KPHCTAILNTMYECKUX (OPM M JAPYTHX MPOU3BOIAHBIX
OJJHOTO M TOTO K€ JEHCTBYIOIIETO BEIIECTBA HE SBISETCS MPEMATCTBUEM JUIsl ONpEACICHUS
B3aMMO3aMEHSEMOCTH  JICKQPCTBEHHBIX  IPEMapaTtoB, €CIM TpPH TPOBEACHHH  HCCIECIOBAHUS
OMOSKBUBAJIICHTHOCTH  JICKAPCTBEHHOTO  IpemapaTa WM  HCCIEAOBaHMS  TEPareBTHYECKOM
SKBUBAJICHTHOCTH JICKAPCTBEHHOTO TpernapaTa J0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAUYUMBIX PaziIHunit
dbapmakokuHeTHKd u (wnn) dSddexkTUBHOCTH W 0€30MacHOCTH JIEKapCTBEHHOIO Tperapara Jis
MEJIUIUHCKOTO TPUMEHECHHUS;

2) SKBHBAJICHTHOCTH JIeKapCTBEHHOH (hopmbl. [1o7 SKBHBaJICHTHBIMHU JIEKAPCTBEHHBIMH (OpPMaMH
MIOHUMAIOTCSI Pa3HbIe JIEKAPCTBEHHBIE (POPMBI, MMEIOIINE OJUHAKOBBIE CIIOCOO0 BBEICHHS M CIIOCO0
NPUMEHEHHs, O0JalaloIlue  COMOCTaBUMBIMU  (papMAaKOKMHETHUECKUMH  XapaKTePUCTUKAMH U
(bapMakoIOTHIECKUM JICHCTBHEM M 00ECTIeUNBAIOIINE TAKXKe JTOCTIKEHHE HEOOXOANMOTO KITMHUIECKOTO
apdekra. Paznmuums nekapcTBEHHbIX (OpM HE SBISIOTCA MPEMATCTBUEM ISl ONpPEACTICHUS
B3aMMO3aMEHSEMOCTH  JICKQPCTBEHHBIX  IPEMapaTtoB, €CIM TpH TPOBEACHUH  HCCICIOBAHUS
OMOSKBUBAJIICHTHOCTH  JICKAPCTBEHHOTO  IperapaTa  WJIM  HCCIEAOBaHMS  TEPareBTHYECKOM
SKBUBAJICHTHOCTH JICKAPCTBEHHOTO TpernapaTa J0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAUYUMBIX PazIHunit
bapmakokuHeTHKH u (Win) dSddexkTUBHOCTH W 0€30MacHOCTH JIEKapCTBEHHOTO Tperapara i
MEJIUIMHCKOTO IPUMEHECHHUS;

3) SKBUB@JIEHTHOCTb WJIM CONOCTABUMOCTb COCTaBa BCIOMOTATENIbHBIX BEILECTB JIEKAPCTBEHHOI'O
mpernapata Juisi  MEAMIMHCKOIO NpuMeHeHus. Pa3nuuus cocTaBa BCIIOMOTraTENIbHBIX — BEIIECTB
JICKapCTBEHHOT'0 TIpernapaTa He SBIAIOTCA HPENATCTBUEM MJIs OIpPEIeNICHUs B3aMMO3aMEHSIEeMOCTH
JCeKapCTBEHHBIX  TpEnapaToB, €CIM TpPU TNPOBEACHHHM  HCCICNOBAaHHA  OWOIKBHBAJICHTHOCTH
JIEKapCTBEHHOI'0 TpernapaTa WIM HCCIEAOBAaHHUsS TEpareBTUUYECKOM SKBHBAJEHTHOCTH JIEKAPCTBEHHOIO
IpernapaTa JOKa3aHO OTCYTCTBUE KJIMHMYECKHM 3HAYMMBIX pa3iuuuil (apMaKOKMHETUKH U (WJIN)
3¢ PEeKTUBHOCTH M 0€30MaCHOCTH JIEKapCTBEHHOI'O Mpernapara A MEJUIMHCKOro mpuMeHeHus. [lpu
HAIMYANA KIIMHUYECKU 3HAYUMBIX Pa3iuinuii (hapMaKOKUHETHKH U (WiH) 3PPEKTUBHOCTH B 0€30T1aCHOCTH
JIEKapCTBEHHOTO Mpernapara A MEAMLMHCKOTO NPUMEHEHHUS B3aMMO3aMEHSEMOCTh OINpefessiercs ¢
yKa3aHMEM Ha UCKJIIOYEHHUE OT/EIbHBIX TPYIII NAlUEHTOB;

4) HNICHTHUYHOCTDb crocoba BBCIACHUA U crocoda MMPUMCHCHUA,

5) cooTBETCTBHE NMPOU3BOAUTEINS JIEKAPCTBEHHOI'O CPEACTBA TPEOOBAHUAM IIPABMI HaAJIEKalleh
IIPOU3BOJICTBEHHOHN MPaKTHKH.
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3. be3 HEOOXOOUMOCTH JOKa3aTeIbCTBA OMOAIKBHUBAJIICHTHOCTH OCYILECTBIICTCS ONpeAcicHHUE
B3aMMO3aMEHSEMOCTH BOCIIPOM3BEICHHBIX JICKAPCTBEHHBIX IPETapaToB, KOTOPHIE:

1) mpeaHasHa4yeHbl UIS MApEHTEPATBbHOTO (MOJKOKHOTO, BHYTPHUMBIIICYHOTO, BHYTPHUBEHHOTO,
BHYTPHIVIA3HOTO,  BHYTPUIIOJOCTHOIO, BHYTPHCYCTaBHOIO, BHYTPUKOPOHApHOIO) BBEAEHUS U
MPEJCTABISAIOT cO00I BOAHbBIE PAaCTBOPHI,

2) npeAcTaBisIIOT cO00M PacTBOPHI AJIs IEPOPAILHOIO IPUMEHEHHUS;
3) npousBenieHbI B GOpME MOPOLIKOB WM JTHO(PUIN3ATOB I IPUTOTOBICHHS PACTBOPOB;
4) ABIAIOTCS ra3aMu;

5) SABIAIOTCS YIIHBIMU WJIU IJIA3HBIMHU JIEKAPCTBEHHBIMU IIperapaTaMu, IPOU3BEACHHBIMU B (popme
BOJIHBIX PaCTBOPOB;

6) mpegHa3HauyeHb! Ui MECTHOrO W (WIM) Hapy>KHOIO NPUMEHEHUs M IPUTOTOBIEHBI B (opme
BOJHBIX PaCTBOPOB;

7) MpeacTaBiIAOT COO0M BOIHBIE PACTBOPHI ISl MCTIONB30BaHUS B (POPME MHTAISLHUI C TIOMOIIBIO
HeOynaiizepa WM B KadyeCTBE HA3aJIbHBIX CIIPEEB, NMPUMEHSEMBIX C TIOMOUIBIO CXOJIHBIX (ITOXOXKHUX,
aHAJIOTUYHBIX ) YCTPOICTB (MprOOPOB, anmapaTos).

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

4. Oco0eHHOCTH OmpeIeIeHHs B3aUMO3aMEHIEMOCTH OMOJIOTMYECKUX JIEKApPCTBEHHBIX MPENnaparos,
KOMOMHHMPOBAHHBIX JICKAPCTBEHHBIX MpenaparoB (coaepkKamux KOMOWHAIMIO JBYX H OoJjee
JCHCTBYIOIIMX  BEIIECTB), JIGKAPCTBEHHBIX MpPEMaparoB JUis MAapEHTEPAIbHOTO  IMHUTaHWS U
HEJO3MPOBAHHBIX  JIGKAPCTBEHHBIX  TPEMapaToB  yCTAaHABIWBAIOTCA  (emepalbHBIM  OpPraHoM
WCTIOJTHUTEJILHOW BIIACTH, OCYIIECTBISIONIMM (DYHKIIMH 1O BBIPAOOTKE M pPea3allii roCyIapCTBEHHOMN
MOJIMTUKA M HOPMATHBHO-TIPABOBOMY PETYJIUPOBAHUIO B cepe 37ApaBOOXPAHCHHUS, 110 COTIACOBAHUIO C
(benepabHBIM OPraHOM HCIOJHHUTEIBHON BJIACTH, OCYIIECTBIISIONIMM (YHKIIMU IO JIMIICH3UPOBAHUIO
MIPOM3BOJICTBA JICKAPCTBEHHBIX CPEJICTB.

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

5. OHpGI[eJ'IGHI/Ie B3aUMO3aMCHACMOCTH HEC OCYHICCTBIACTCA B OTHOIICHHU JICKAPCTBCHHBIX
PaCTUTCIIBHBIX MTPEIIapaTOB, TOMCOIIATHYCCKUX JICKAPCTBCHHBIX ITPEIIApATOB.

6. (DOpMI/IPOBaHI/Ie NEpCUHSA B3aNMMO3aMCHACMBIX JICKAPCTBCHHBLIX IMPCHapaToB I MCIUIHUHCKOI'O
MPUMCHCHUA OCYIICCTBIISICTCS SKCICPTHBIM YUPCKIACHUCM IMOCPECACTBOM O6’L€I[I/IH6HI/IH JICKApCTBCHHBIX
npernaparoB B OTACIBHBIC TI'PYIIIIbI, B Ka)I(ZIOfI M3 KOTOPLIX JICKAPCTBCHHBIC IIPCIIaApaThbl SABJIAIOTCA
B3aMMO3aMCHACMBbIMU.

7. B cimydae BKIIOYEHUS B HMHCTPYKLHIO [0 MEIMLIHUHCKOMY IPUMEHEHHIO JIEKapCTBEHHOI'O
rpenapara Ha OCHOBAHMM PE3YJIbTaTOB COOTBETCTBYIOLIUX HCCIIECNOBAHUN MOKa3aHUN NI IPUMEHEHHS,
KOTOpPBIE OTJIMYAOTCS OT MOKA3aHUM Ul IPUMEHEHHs APYTHX JIEKAPCTBEHHBIX IMPENapaToB U3 T'PYIIIBI
B3aMMO3aMEHACMBIX JICKAPCTBEHHBIX IIPENApaToB, B IIEpEYHE B3aMMO3AMEHAEMBIX JICKAPCTBEHHBIX
[IpenapaToB JIsl MEAUIIUHCKOTO PUMEHEHUS 10JIKHA ObITh YKa3aHa COOTBETCTBYIOIIAast HH(QOpMAaIHsL.

www.consultant.ru CrpaHnua 62 n3 169
HafeXXxHasa npaBoBas noaaep)XkKa


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

®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

8. HepequL B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX MPEHapaToB MJIA MCOAUIUMHCKOI'O NPHUMCHCHUA
pa3MeniaeTcs yHOJHOMOYEHHBIM (eiepalbHbIM OPraHOM HCIIOJHUTEIBHON BJIACTH, OCYIIECTBISIOLIUM
roCyaapCTBCHHYIO PCrucCTpanuio JICKAPCTBCHHBIX IIPCNAapaToB i1 MCAUIUHCKOTO HNPUMCHCHUS, Ha
cBoeM oduimanbHoM caiite B cetu "HaTepner". Mubopmamus B TepedyHe B3aMMO3aMEHIEMBIX
JICKApCTBCHHBIX IIPCHapaToB [JII MCAULIMHCKOTO MPHUMCHCHUSA O6HOBH$I€TC}I YKa3aHHbIM q)ellepaHBHbIM
OpPraHOM HCITOJIHUTENBHON BJIACTH C YYETOM HOBBIX 3apPETUCTPHUPOBAHHBIX JIEKAPCTBEHHBIX MPEMapaToB
Jie MCOAUIUHCKOTO MNPHUMCHCHUSA W BHCCCHHBIX U3MEHECHUU B AOKYMCHTLBI, COACpIKAIIHUECA B
PETUCTPAIUOHHBIX OOCBC Ha 3apCTrUCTPUPOBAHHLBIC JICKAPCTBCHHLIC IIp€napaTtbl i MCIUIHWHCKOI'O
MIPUMEHEHHUS.

9. IMopsitok MCToNB30BaHUs WH(GOPMALIUK O B3aUMO3aMEHSIEMBIX JICKAPCTBEHHBIX IpermapaTax Jyis
MEJIMIMHCKOTO TPUMEHEHHUs] M TIOPSJIOK Ja4yd Pa3bsCHEHHWH [0 BOMPOCAM B3aWMO3aMEHSEMOCTH
JICKapCTBCHHBIX MPENapaToB ISl MEAUIIMHCKOTO MPUMEHEHUS YCTaHABIUBAIOTCS (peiepalbHBIM OPTaHOM
WCTIOJTHUTEJILHOW BIIACTH, OCYIIECTBISIONIMM (DYHKIIMH 1O BBIPAOOTKE M pPeaU3allii TOCy1apCTBEHHOMN
MOJIMTUKA M HOPMATHBHO-TIPABOBOMY PETYJIUPOBAHUIO B cepe 37ApaBOOXPAHCHHUS, 110 COTIACOBAHUIO C
(benepabHBIM OPraHOM HCIOJHHUTEIBHON BJIACTH, OCYIICCTBIISIONIMM (YHKIIMU IO JHIICH3UPOBAHUIO
MIPOM3BO/ICTBA JICKAPCTBEHHBIX CPEJICTB.

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

Koncynbrantlntoc: mpumeyanue.

Cpoku elcTBUS PETUCTPALIMOHHBIX YOCTOBEPEHNH JIEKaPCTBEHHBIX ITPENAPATOB ISl MEAULIUHCKOTO
IIPUMEHEHUs, KOTOpble ncTekatoT B 2024 r. nmpomiieHsl Ha 12 mecsnes, a B 2025 1. - o 31.12.2025
(ITocranoBnenue [IpaBurensctBa PO ot 12.03.2022 N 353).

CraTtbAa 28. PeructpaymoHHoe yaocToBepeHue nneKapcTBEHHOro npenapara

Koncynsrantlntoc: nmpumeyanue.

Paspenraercs obpamienue B PD 3aperucTpupoBaHHBIX JIEKAPCTBEHHBIX MPEMapaToB, CPOK EHCTBUS
PETUCTPALIMOHHOTO yAOCTOBEPEHUSI KOTOPBIX MCTEK B ciiydae, nmpeaycMorpeHHom 4. 11 cr. 4 @3 ot
30.01.2024 N 1-®3.

KoncynsrantlIntoc: mpumeyanue.
C 01.01.2026 4. 1 - 3 cr. 28 HEe pacHpPOCTPaHSIOTCA Ha MPABOOTHOILICHHUS, BO3HUKAIONIME MpPU
00OpaleHny JIEKapCTBEHHBIX CPEACTB At MeauHCKoTo puMeHeHus (O3 ot 30.01.2024 N 1-D3).

1. PerucrpanimoHHOE YJIOCTOBEPEHHME JIEKAPCTBEHHOTO Mpemnapara ¢ yKa3aHHEM JIEKapCTBEHHBIX
dbopM M JO3MPOBOK BBIJACTCS OECCPOYHO, 3a HUCKIIOYEHHEM PETUCTPALMOHHOIO YIOCTOBEPECHHUS
JICKApCTBCHHOT'O MpCIiapaTra, BbIAaBacMOTIo CO CPOKOM I[efICTBPIH IATh JICT, HA BIICPBBIC PETUCTPUPYCMEIC
B Poccuiickoit @enepanyu JeKapCcTBEHHBIE MpenapaThl.

2. Tlo ucTeueHWH YKa3aHHOTO B YacTH | HacCTOSIIEH CTaThU CpPOKa BBIAACTCS OECCPOUHOE
PETUCTPAIIMOHHOE YAOCTOBEpEHUE JIEKapCTBEHHOIO INpernapaTa MpU YCIOBUM TOIATBEPKICHHUS €ro
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rOCyJapCTBEHHOMN pPEruCTpaLuy.

3. B ciaydae BHeceHUs B cOOTBETCTBMU cO cTaThamu 30 u 31 Hacrosmero denepanibHOro 3aKOHA
W3MEHEHUN B coJiepKallluecsi B PErUCTPALMOHHOM JOChE€ Ha 3aperuCTPUPOBAHHBIN JIEKapCTBEHHBIM
npenapar JOKyMEHTBI, 3aTParuBalOIIMX CBEICHHUS, OTPAXEHHBIC B PETHCTPAIMOHHOM YJIOCTOBEPCHHH
JIEKapCTBEHHOT'O TperapaTa, YIOJTHOMOYCHHBIN (eepaNibHbIii OpraH MCIOJHUTEIBHON BJIACTH BBIIACT
HOBOE PETHCTPAIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO Tpemnapara, coJAeprKalliee BHECEHHBIE B HETO
HW3MCHCHHUS.

(gactsb 3 BBenena denepaibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynsrantllimroc: mpumevanue.
C 01.01.2026 4. 4 cr. 28 yrpaunBaet cuiy (D3 ot 30.01.2024 N 1-D3).

4. B ciywyae yTparbl WU TOBPEXIACHUS PErUCTPALMOHHOIO YJIOCTOBEPEHHUS JIEKAPCTBEHHOI'O
mpernapaTa IO 3asBJICHUI0 B MHCbMEHHOM ¢opMme naep)kareiss WM BiajJelblla PerucTPaliMOHHOTO
YIOCTOBEPEHHUS JIEKAPCTBEHHOTO IIpernapara Wil yIoJIHOMOYEHHOTO UMHU JPYTOro IOPUIUYECKOro Ul O
BblIaue AyOJMKaTa perucTpallioHHOTO YJOCTOBEPEHHMs JIEKAPCTBEHHOIO IMpernapara yMoIHOMOUYEHHBIH
(benepanbHBIi OpraH UCIOJIHUTEIFHON BIACTH B CPOK, HE MPEBBIIIAIOIINN JECITH pabounux JHEH co THS
MOCTYIUICHUS 3asBJICHUS, BbIIAaeT JyOJIMKAT PETUCTPALMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpemapaTta. 3a BbIgady IyOnMKaTa pEeTrHCTPAMOHHOTO YIOCTOBEPEHHS JICKAPCTBEHHOTO MperapaTa
B3MMAETCS rOCyAapCTBEHHAs MOILIJIMHA B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickoi denepanuu o
Hajorax u coopax.

(dactp 4 BBennena denepabHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynsrantllimroc: mpumeuanue.
C 01.01.2026 ct. 29 He pacmpocTpaHseTcs Ha MPABOOTHOIICHHUS, BOSHHKAIOIINE MPU OOpAIICHUH
JIEKAPCTBEHHBIX CPeNICTB st MeauuHcKkoro npuMenenus (O3 ot 30.01.2024 N 1-D3).

Koncynsrantllimroc: mpumeuanue.
Cpok perucTpanuu JICKapCTBEHHOTO Tpernapara Jjisi BETEPUHAPHOTO MPUMEHEHHUs, UCTEKAIOMUN B
2025 rony, npoayeH Ha 12 mecsiueB ([loctanosnenue IpasutensctBa PO ot 12.03.2022 N 353).

Koncynsrantllimroc: mpumeuanue.

[Tonoxxenus ct. 29 (B pea. @3 ot 30.01.2024 N 1-D3), kacarouiuecs: NpeoCTaBICHUs TOC. YCIyT Ipu
oOpallleHnu JIEKapCTBEHHBIX CPEACTB M MEIUIMHCKOTO UM BETEPUHAPHOIO IPHUMEHEHUs
MOCPEACTBOM €IUHOW cucTeMbl M (WIM) eauHoro moprana, npumenstorcs ¢ 01.01.2026.
Peructpaimonsble y10CTOBEPEHHS JIEKAPCTBEHHBIX NIPENApaToB JJI MEIULMHCKOTO IPUMEHEHHUS, Ha
OymaxkHoM HocuTene u xyonmkaTel ¢ 01.01.2026 He BbITArOTCS.

Cratba 29. [loaTBepXxaeHuMe rocynapCTBEHHOW perucTpaumm neKkapcTBEHHOro
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npenapara
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynsrantlntoc: mpumeyanue.
C 01.03.2026 B 4. 1 ct. 29 BHOCsATCa m3meHenus (@3 ot 31.07.2025 N 304-®3). Cm. Oymaymryro
pelaKIuIo.

1. IToaTBepkaeHUE TOCYIapCTBEHHOW PETrUCTPAlUM JIEKAPCTBEHHOTO Mpenapara OCYIIECTBISETCA
IpU BbIJaue OECCPOUYHOrO PErHCTPALMOHHOTO YIOCTOBEPEHHs JEKapCTBEHHOTO Iperapara B ciydae,
YKa3aHHOM B 4acTH 2 cTaThbu 28 HacTtosdiero @eaepaibHOro 3aK0Ha, B CPOK, HE MPEBBIIIAIONIUNA COpOKa
pabounx AHEW CO THS HAMpaBICHUS MOCPEICTBOM €IMHOTO MopTaja B YIOJIHOMOYCHHBIN (eaepanbHbIi
OpraH HCIIOJIHUTEIbHONM BJIACTH WM JIMYHBIA KaOWHET YIOJIHOMOYEHHOro (QelepalibHOTO OpraHa
WCIIOJIHUTENIbHOM BJIACTM B €IUHOM CHUCTEME€ 3asBJICHUS O TMOJATBEPXKACHUM TOCYyAapCTBEHHOU
perucTpalM  JIEKApCTBEHHOrO  Mpemapara, MOJANHWCAHHOTO  YCHUJICHHOW  KBaJIM(UIMPOBAHHON
JJIEKTPOHHOM mnoAnuchlo. He ocymiecTBisieTcss NOATBEPKICHHE TOCYINAPCTBEHHOW PpETUCTpalud B
OTHOLIEHUM JIEKAPCTBEHHOI'O IpernapaTa Juisi BETEPUHAPHOIO NPHUMEHEHMs, HE HaXOJMBILIErocs B
obpamenun B Poccuiickoii @denepanmu B TedeHHEe Tpex U Ooyiee JeT, a TakkKe B OTHOIICHHUH
JIEKapCTBEHHOT'O CPEJCTBA, MPOU3BEIEHHOTO C HapyllleHHeM TpeOOBaHUS, YCTAHOBJIECHHOI'O 4acThio 3.7
crathu 71 Hacrosimero deaepanbHOTrO 3aKOHA.
(B pen. Denepanbraoro 3akoHa ot 30.01.2024 N 1-D3)

2. 3asBieHUE O TMOATBEPKACHUH TOCYJAapPCTBEHHON pErucTpaludy JIEKapCTBEHHOTO Iperapara
HaIpaBJIsIeTCS  MOCPEACTBOM  €IMHOTO TOpTaja B YINOJHOMOYCHHBIH  (enepanbHBIA  OpraH
WCTIONIHUTENILHON  BJACTM WM JUYHBIH KaOMHET YHOJHOMOYEHHOTro (eaepaabHOro  opraHa
WCTIOTHUTEJIPHON BJIACTH B €IMHOW CHCTEME HE paHee YeM 3a CTO BOCEMbJICCAT THEH /IO UCTCUCHHS CpOKa
NENUCTBUSL PETUCTPAIMOHHOTO YJIOCTOBEPEHHMS JIEKAPCTBEHHOI'O Iperapata M HE I03/HE€ OKOHYAHUS
CpOKa €ro JeMCTBHS.

(uacts 2 B pen. @enepansHoro 3akoHa oT 30.01.2024 N 1-D3)

2.1. Yrparun cuny. - ®enepanbusbiii 3akoH oT 30.01.2024 N 1-D3.

3. IloaTBepkaeHUE TOCYAAPCTBEHHOM pEruCTpalMy JIEKApCTBEHHOTO Mperapara OCyLIeCTBISEeTCs
[0 pe3yJibTaTaM 3KCHEPTU3bl OTHOLIEHHUS O0XHIaeMOM MOJb3bl K BO3MOXKHOMY PHCKY HNPUMEHEHMS
JIEKapCTBEHHOT'O Mpernapara Ha OCHOBAaHMU PE3yJIbTaTOB MOHUTOPHHIA 3(()EeKTUBHOCTH U O€30IaCHOCTH
JEKapCTBEHHOIO Ipernapara, MPOBOAMMOIO JepiKaTeleM WIM BIAJENIbLEM PErHCTPAIOHHOIO
yJIOCTOBEpEHHsI JICKApCTBEHHOT'O Mpenapara 100 yIOJIHOMOYEHHBIM UMM IOPUINYECKUM JIMLIOM, a TaKKe
COOTBETCTBYIOIIUM YITOJTHOMOUYEHHBIM (e/IepalbHBIM OPTaHOM HCITOJTHUTEIHHON BIACTH B COOTBETCTBUHU
¢ TpeboBaHUsAMU cTaThbil 64 HacTosero denepanbHOro 3aKOHa.

4. K 3asB1€HHIO O OTBEPKICHUU I'OCYJapCTBEHHON perucTpanuy JeKapcTBEHHOIO Mpenapara s
MEAULUHCKOTO NPUMEHEHUS IPUIararoTCs:

1) IOKYMEHTBI, CoOJepXalie pe3yibTaThl MOHHUTOpUHTAa d3(PQPEeKTHBHOCTH H 0€30MacHOCTH
JICKapCTBEHHOT'O TMpernapara s MEJUIMHCKOTO IPUMEHEHMs, IPOBEIEHHOIO JepKaTeleM WU
BJIAJIENIBLIEM PETUCTPALIMOHHOTO YJIOCTOBEPEHMs JIEKAPCTBEHHOIO Ipemapara Julsl MEIULMHCKOIOo
IPUMEHEHHUS JIMOO YNOJHOMOYEHHBIM UM IOpUAMYECKMM JIMLOM, IO (opmMe, yTBEpKIECHHOH
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YIOOJIHOMOYCHHBIM (I)eﬂepaHLHBIM OopraHomM WCTIOTHUTEIbHOM BJIaCTH,

2) cBemeHMs O JaTe NPEAOCTABICHHUS W PETHCTPAlMOHHOM HOMEpE JIMICH3MH Ha MPOM3BOJICTBO
JICKapCTBEHHBIX CPEACTB, WM CBEACHUS O JaTe NPEJOCTaBICHUS U PErHCTPAMOHHOM HOMEpe
3aKJIIOUYCHHS O COOTBETCTBHM IIPOM3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHUSM IPaBHII
Ha/IJIeKaIled MPOU3BOJICTBEHHON NPaKTHKH, WM KOMHUS CepTH(HKAaTa COOTBETCTBUS MPOU3BOIUTEINS
JIEKapCTBEHHBIX CPEACTB [UII MEIUIMHCKOTO TIPUMEHEHHS TpeOOBaHWSIM MpPaBWII HaJUIeKaIien
MPOM3BOJICTBEHHON  MpakTHUKH  EBpasuilckoro  SKOHOMHYECKOTO  COI03a,  IPEIOCTaBICHHBIX
YIOJTHOMOYEHHBIM (eIepaIbHBIM OPraHOM HCIIOJIHUTEIFHON BIIACTH B OTHOIICHHWH TPOWU3BOACTBEHHOU
TUTOIIA/IKU JIEKaPCTBEHHOTO TpernapaTa Uil MEAUIIMHCKOTO IPUMEHEHUS, TOCY TapCTBEHHAs PETUCTPaLUs
KOTOpOTO TMOATBEP)KAAeTCs B CiIydae, €CJIM IPOM3BOJACTBO JIGKAPCTBEHHOTO IIpemapara s
MEIUIIMHCKOTO IPUMEHEeHHUs ocyliecTBisieTcs: B Poccuniickoit denepanum;

(B pen. @enepanbHbIX 3aKOHOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

3) xomusi MPeAOCTABICHHON YHNOJHOMOYEHHBIM OpPraHOM CTPaHbl MPOM3BOAMTEINS JIMLEH3UU Ha
IIPOM3BOJICTBO JIEKAPCTBEHHOr0 IpernapaTa Al MEIULIUHCKOTO MPUMEHEHUS U €€ MEepPEeBOJ Ha PYCCKUM
A3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM IIOPAIKE, a TAaKXKe KOMMSA 3aKIYEHHS O COOTBETCTBUHU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM NPaBWJ HaJJIeXkKAlled IMPOU3BOJICTBEHHOU
NPAaKTUKH, WIK KOMMsS cepTU(UKAaTa COOTBETCTBHUS INPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB IS
MEJUIIMHCKOTO MPUMEHEHUS TpeOOBaHMSIM TMpaBWJl HaJJIeXalled MPOU3BOACTBEHHON IPAKTUKU
EBpa3uiickoro 3KOHOMHYECKOTO COI03a, BBIJIAHHBIX YIOJIHOMOYEHHBIM (elepaJbHbIM  OpPraHoM
WCIIOJTHUTEJIbHOM BJIAcCTH B OTHOLIEHUHU IPOM3BOJCTBEHHOM IJIOLIA/IKH JIEKAPCTBEHHOrO Mpernapara Jyuist
MEIUIMHCKOTO INPUMEHEHMSI, TOCYAAPCTBEHHAsI PETUCTpalUs KOTOPOTO MOATBEPKIAACTCS, WM KOIMS
pelIeHusl  YIOJTHOMOUYEHHOTO (hefepalbHOTO OpraHa HCIIOJHUTEIBHOH BJIACTH O TIPOBEICHHUH
(bapMareBTUUECKONW MHCTIEKIIMU IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB sl MEAUIIMHCKOTO PUMEHEHUS
Ha COOTBETCTBUE TPeOOBaHUSAM IMpaBWJI HaAJEXKalleld MPOU3BOJACTBEHHOW MNpakTUku EBpasuiickoro
SKOHOMHYECKOT'O COI03a B CIIydae, €CJIM NPOU3BOJACTBO JIEKAPCTBEHHOTO Ipenapara I MEJUIIMHCKOTO
IIPUMEHEHHUs OCYILECTBIISIETCS 3a peaenaMu Poccniickoit denepanun.

(m. 3 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)
(dactb 4 B pen. DenepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOIICHHH OMOJOTHYECKUX JICKAPCTBEHHBIX MPEMapaToB JJIsi MEAUIUHCKOTO MPHUMEHEHHUS
3asiBUTEIb JOIOJIHUTEIIBHO TIPEJCTABISICT PE3yJIbTAThl MEPONPUSATHH, MPETYCMOTPEHHBIX IUIAHOM
yIpaBJICHUS] PUCKAMH, YTBEPXICHHBIM YIOJHOMOYCHHBIM ()efepalibHbIM OPraHOM HCIIOJHUTEIBHON
BJIACTH TIPH OCYIICCTBICHUU TOCYIapCTBEHHOW PETUCTPAlMM JIGKAPCTBEHHOTO IIpermapara Jyis
MEJIMIUHCKOTO TPUMEHCHHSI.

(dactp 4.1 BBeneHa ®enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. K 3a9BJI€HHUIO O MOATBEP>KIACHUH TOCYJAapCTBEHHON PETUCTpAIlMU JEKapCTBEHHOTO MpemapaTa
JUTsl BETEPUHAPHOTO TMPUMEHEHMS TPUJIATAIOTCS JOKYMEHTBI, COJACpIKaIUe pPe3yJbTaThl MOHHUTOPHUHTA
3¢ dekTUBHOCTH U O€30MacCHOCTH JIEKapCTBEHHOIO IMpemapara MJii BETePUHAPHOTO MPUMEHEHUS,
MPOBOJIUMOTO  JIep>KaTelieM WM BJIAACNIBIIEM PETUCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpemnapaTta Ajs BETEPUHAPHOTO MPUMEHEHHS JTUOO YMOJTHOMOYEHHBIM UM IOPUAMYECKHM JHUIIOM, IO
dbopMe, YTBEPKICHHOW YIIOJTHOMOUYEHHBIM (heepaabHbIM OpPraHOM HWCIIOJHUTEIBHOW BJIACTH, W
JOKYMEHTBI, YKa3aHHbIE B MMyHKTax 1, 2 - 2.2, moamynkTax "a", "6", "k", "n" nmynkra 4 yactu 3 ctarbu 17
Hacrosiero denepanpHoro 3akoHa. B oTHOIIEHNN IMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MTPENapaToB
JUIS. BETEPUHAPHOTO MPUMEHEHUS HE MPEACTABIAIOTCS CBEJCHUS, YKa3aHHbIe B MOANyHKTe "K" myHKkTa 4
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yactu 3 crarbu 17 Hacrosimero denepaibHOrO 3aKOHA. B OTHOIIEHUH JI€KapCTBEHHBIX MPENapaToB AJIs
BETEPUHAPHOTO TMPUMEHEHHMSI, MOJYYEHHbIX C MPUMEHEHHEM TI'e€HHO-MHKXEHEPHO-MOAU(DUIIMPOBAHHBIX
OpraHU3MOB WJIM COJAEpXAIIUX TaKUE OPraHU3Mbl, JOMOJHUTEIBHO NPEACTABISIIOTCS CBEJICHUS,
yKa3zaHHble B TyHKTe 13 yactu 3 crarbu 17 Hactodiero deaepaibHOro 3aKoHa.

(dactp 4.2 BBeneHa dexnepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. DeaepanibHOro 3aKoHa OT

02.08.2019 N 297-®3)

4.3. 3asgBuTenp BIpaBe IMPEACTaBUTh C 3adBICHUEM O TMOATBEPKACHUHU TI'OCYJapCTBEHHOMN
perucTpalMy JIEKapCTBEHHOTO Ipenapara peKBU3UThl JOKYMEHTa, MOATBEP)KIAIOLIEro yIuiatry
rOCy/JapCTBEHHOM IIOLUIMHBI 3a MOATBEPKACHUE TIOCYJApCTBEHHOW pETUCTPAllUU JIEKAPCTBEHHOTO
npernapaTta, a TakKe BblAaBaeMble (IIPEIOCTABIIEMbIE) YIIOJIHOMOUYEHHBIMU (efepanbHBIMU OpraHaMHu
UCTIOJIHUTEJIBHOW BJIACTH JOKYMEHTHI (CBEJECHMS), yKa3aHHble B NMyHKTax 2 W 3 yactu 4 HacTosiueil
cTaThu. B ciryuae ux HempeacTaBiIeHUs YIIOJTHOMOUYEHHBIN (eiepabHbIi OpraH UCIIOJHUTEIFHON BIaCTH
3alpalnBaeT yKa3aHHblE JOKYMEHTHI (CBEICHHUS) B MOPSAJIKE MEKBEAOMCTBEHHOIO0 HMH(pOPMAIMOHHOTO
B3aUMOJCHCTBUS.

(B pen. ®enepanbHbIX 3aKOHOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)

5. B Teuenume mnsATH pabounMx THEW €O JHS HAINpaBICHHS ITOCPEACTBOM EIHHOTO IOpTana B
YIOJIHOMOYEHHBIH  (efepalibHbld  OpraH  UCHOJHUTENBHOW  BIACTM WM  JIMYHBIH  KaOMHET
YIOJIHOMOYEHHOI0 (heJiepalbHOr0 OpraHa MCIOJIHUTEIbHON BJIACTH B €AMHOM CUCTEME 3asBJICHUS O
MIOATBEP)KIEHUN TIOCYAAPCTBEHHOW pErucTpalud JIEKapCTBEHHOIO IIpermapaTta U JOKYMEHTOB,
COJIepKAINX PEe3yJbTaThl MOHUTOPUHTA 3((HEKTUBHOCTH M 0€30IMaCHOCTH JICKApPCTBEHHOTO Iperapara,
IIPOBOAMMOIO JAEpXKaTelleM WIN BIAAEIbLEM PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara Ju00 YIOJTHOMOYSHHBIM UMH IOPUINYECKUM JIUIIOM, YIIOJTHOMOUYEHHBIN (helepabHbIid opraH
UCIIOJIHUTEJILHOH BJIACTH:

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1) mpoBOAUT TPOBEPKY MOJIHOTHI CBEICHUH, COMAEPKAIIMXCS B MPEICTABICHHBIX 3asSBUTEIEM
JOKYMEHTAaX;

2) NMpUHMMAET pEeLIeHHEe O NPOBEIEHUHM WM 00 OTKa3e B MPOBEIEHHM 3KCIEPTHU3bl OTHOLICHHS
O)KI/II[&GMOﬁ IIOJIB3BI K BO3MOXHOMY PHUCKY IPUMCHCHUA JICKAPCTBCHHOTO IIpCliaparta Ha OCHOBAHWU
pe3yJabTaTOB MOHUTOPUHTA 3(P(PEKTUBHOCTU M GE30MACHOCTH JIEKApCTBEHHOT'O Ipernapara, MpoBOJIUMOrO
AepkaTelIeM WM BIIAJENbIIeM PErHCTPAMOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOTO Ipemapara Jnbo
YIOJIHOMOYEHHBIM MU IOPUANYECKUM JIUIIOM, a TaKke (eepaibHbIM OPraHOM UCIIOJIHUTENBbHON BIACTH
B COOTBETCTBHUH C TPEOOBAaHUAMH CTaThu 64 HacTosmero OenepaabHOroO 3aKOHA;

3) HampaBisieT B JIMYHBIH KAOWHET 3KCIEPTHOTO YUYPEKICHUS B CIHMHON CHCTEME MOJIHCAHHOE
YCUJICHHOW KBaTU(UIIMPOBAHHON SJICKTPOHHOW TOAMKMCHIO 3aJaHHWE Ha TMPOBEIACHUE HSKCIEPTHU3HI,
MPEyCMOTPCHHOM IMyHKTOM 2 HACTOSIIIEH YacTH, a TAK)KE HANPABJISICT 3asiBUTEIIO MMOCPEJACTBOM €THHOTO
nopraja wWjind B JIUYHBIA KaOWMHET 3asBUTEII B CZII/IHOI\/JI CUCTEMC IIOAIMMCAHHOC YCI/IJ'ICHHOI\/’I
KBaJTU(HUIIMPOBAHHOW AJIEKTPOHHOW MOJMUCHIO YBEJOMIICHHE O MPHHATOM PEIICHUH O BbIIa4e 3aJaHus
Ha TIPOBEJCHUE YKa3aHHOW SKCIEPTU3bl JIMOO 00 OTKa3e B MPOBEACHWW YKa3aHHOW OSKCIIEPTU3BI C
yKa3aHHEeM MPUYHH OTKAa3a.

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

6. B ciydae BbIsIBIIEHHSI HEJOCTOBEPHOCTH U (WJIM) HEAOCTATOYHOCTH MH(OPMAIIUH, CoAepKalecs
B IIPEJICTABICHHBIX 3asBUTEIEM TOKYMEHTAX, YIOJHOMOUYEHHBIN (eepaabHbIii OpraH MCIIOJIHUTEILHON
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BIIACTH HAIPABJISICT 3asSBUTENIO MOCPEACTBOM EAMHOTO IMOpTaia WU B JUYHBIA KAOWHET 3asiBUTEINS B
€IMHOM CcHucTeMe 3ampoc 00 YyTOYHEHWH YKa3aHHOW WHGOpMAIMK, TMOAMUCAHHBIA YCHJICHHOU
KBAJTM(UIIMPOBAHHON 3JIEKTPOHHOH MOATHUCHIO.

(dactpb 6 B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

Koncynbrantllntoc: npumedanue.
C 01.03.2026 B 4. 7 ct. 29 BHOCsATca m3meHeHus (P3 ot 31.07.2025 N 304-D3). Cm. Oymaymryro
PEIaKIHIO.

7. 3asBUTENb 00s13aH HANIPABUTh IMOCPEACTBOM €IMHOTO IMOPTAJIa B YIIOJTHOMOYEHHBIN (eepanbHbIit
OpraH HWCIIOJIHUTEIHHON BJIACTH WU JIMYHBIA KAaOWHET YIOJHOMOYEHHOTO (QelepallbHOTO OpraHa
WCTIOTHUTEIPHOW BJIACTU B €IMHOW CHUCTEME TIOJIMUCAHHBIA YCHJICHHONW KBaTH(UIIMPOBAHHOMN
ANIEKTPOHHON TOJIMUCHI0 OTBET HA 3allpoC YIMOJTHOMOYEHHOTO (peepalibHOTO OpraHa WCIOTHUTEIbHOM
BJIACTH, YKa3aHHOTO B YacTH 6 HACTOSIIIIEH CTAaThH, B CPOK, HE MIPEBBIMIAIOIINA JEBIHOCTA pa0OUMNX JTHEH
CO JHS TIONy4YeHUsS! YIOJHOMOYECHHBIM (peiepalbHbIM OPTaHOM HCIIOJTHUTEIHHON BIIACTH AJIEKTPOHHOTO
YBEJIOMJICHUS O TIOJTYYEHHUH 3aABUTEIIEM TaKoro 3anpoca. Cpok, yKa3aHHBIM B YaCTH 5 HACTOSAILIEH CTaThH,
MIPUOCTAHABINBACTCS CO JIHS HAIPaBJICHUS 3asBUTENIO MOCPEJACTBOM €IMHOrO MOpTajia WM B JTMYHBINA
KaOWHET 3asBUTENS B €AMHON CHUCTEME TaKOoro 3ampoca /10 JHS HallpaBJICHUs 3asBUTEJIEM MOCPEICTBOM
€IMHOTO TOpTajlla B YNOJHOMOYEHHBIN (enepanbHblii OpraH HCHOJHHUTENIBHOM BIACTH WM JIMYHBIN
KaOWHET YMOJIHOMOYEHHOro ¢efieparibHOr0 OpraHa MCHOJHUTENbHOM BIACTH B €IMHOM CHCTeME OTBeTa
Ha TakoOM 3alpoc W HE YUYUTHIBAETCS NPU HCUYUCICHUM CpPOKa MOATBEPXKIEHUS TOCYAapCTBEHHOU
pErucTpanyy JJEKapCTBEHHOTO Mperapara.

(uactp 7 B pen. @enepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

8. OcHOBaHMEM /s OTKa3a B IPOBEACHUU SKCHEPTU3bl OTHOUICHUS OXXHMJAEMOH MOJb3bl K
BO3MOXHOMY PUCKY IMPUMCHCHUA JICKAPCTBCHHOI'O MpfcIiapara ABJIACTCA NPCACTABJICHUC JOKYMCHTOB,
COJIEPIKAIINX PE3yJIBbTaThl MOHUTOPUHTA 3PPEKTUBHOCTH M OC30IMACHOCTH JICKAPCTBEHHOTO TIperapaTa, u
(M) B OTHOIIEHWM OMOJIOTMYECKMX JIEKAPCTBEHHBIX NPENapaToB pe3yJbTaTOB OCYIIECTBICHUS
Meponpmm/lﬁ B COOTBCTCTBUH C IIIAHOM YIIPABJICHUA PHUCKaAMH, YTBCPXKIACHHBIM YIIOJJTHOMOYCHHBIM
(benepaabHBIM OPraHOM HCIOJHUTENIBHONW BJIACTH NMPHU OCYILECTBIEHUHM T'OCYIApCTBEHHOM perucTpaunuu
JIEKapCTBEHHOI'O IpernapaTa, B HEMOJIHOM 0o0beMe, OTCYTCTBHE MH(OpMallMK, MOJATBEpKIAOUIE (akT
yImjgaThl  TOCYAApCTBEHHOM  MOIIIMHBI 32  TOATBEPXKIEHHE  TIOCYyIapCTBEHHOW  perucTpaunuu
JIEKapCTBEHHOI'O IIpenapara, JuOO HENpPEICTABICHHE 3asBUTEIIEM B YCTAHOBIICHHBIH CPOK OTBETa Ha
yKa3aHHbII B yacTM 6 HACTOALIEH CTaTbU 3alpoc YIMOJHOMOUYEHHOro (eaepalbHOro OpraHa
HUCTIOTHUTEIbHOMN BJIACTH, a TAKIKC OTCYTCTBHUC B YKa3aHHBIX JOKYMCHTAX HHq)OpMaIII/II/I, KOTOpas JO0JIKHA
OBITh B HUX OTpaKeHa.

Koncynbrantlntoc: npumeyanue.
C 01.03.2026 B 4. 9 ct. 29 BHOCsATca m3meHeHus (@3 or 31.07.2025 N 304-D3). Cm. Oyaymryro
pemaKuuio.

9. DkcnepTu3a OTHOLIEHUS OXKUAAEMOW TOJAB3bI K BO3MOXKHOMY PHUCKY IPUMEHEHHUS
JIEKapCTBEHHOI'O IIpenapara B LENSIX NOATBEPKIACHHUS TOCYJApCTBEHHOM PETUCTPALMU JIEKapCTBEHHOTO
IpernapaTa IPOBOJUTCS KOMHUCCUEH IKCIEPTOB SKCIEPTHOIO YUPEXKACHUS B CPOK, HE IPEBBILIAOIIMM
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TPUALIATH pabOUUX THEH.
(B pen. Denepanbraoro 3akoHa ot 30.01.2024 N 1-D3)

10. B cinyuyae HEZOCTATOYHOCTHU IPEACTABICHHBIX 3KCIEPTY MATEPUAIOB JUIS Aaud 3aKJIIOUEHUS B
JUYHBIN KaOMHET 3asSBUTENSI B €AMHON CHUCTEME HAINpaBisieTCsl 3aIpOC O MPEACTABICHUU HEOOXOIUMBIX
MaTEpUAJIOB, MOJNUCAHHBIA PYKOBOJIUTENEM (YHNOJHOMOYEHHBIM JIMIIOM) 3KCHEPTHOIO YUPEXKIEHUS C
HCIIOJIb30BaHUEM YCHUJICHHOW KBaTU(UIIMPOBAHHOMN AJIEKTPOHHOM TOJIIHCH.

(uacte 10 B pen. @denepanbHoro 3akona ot 30.01.2024 N 1-P3)

11. 3asBuTenp 00s13aH HANIPaBUTh B JIUYHBIN KAOMHET HKCIEPTHOTO YUPEXKJIEHUS B €IUHOI CUCTEME
MOJNMCAHHBIA YCHUIIEHHON KBaJM(UIIMPOBAHHON 3JIEKTPOHHOM MOJMUCHIO OTBET HAa 3aIPOC IKCIEPTHOTO
YUpEXKJIECHUS B CPOK, HE IMPEBBIIAIOMINN IECTUAECITH padOYuX JAHEW CO JIHS MOIYUYEHHs] SKCIEPTHHIM
YUPEXKAECHUEM 3JIEKTPOHHOI'O YBEIOMIICHHUS O TMOJIyY€HUM 3asBUTENIEM yKa3aHHOro 3ampoca. Bpems co
JTHSI HANpaBJICHUs B JINYHBIA KaOWMHET 3asBUTEINS B €AUHON CHCTEME 3alpoca SKCHEPTHOTO YUPEKACHUS
70 JTHS HAmNpaBJeHMs 3asBUTEJEM B JIMYHBIM KaOMHET HKCHEPTHOIO YUPEXKICHHMS B €IMHOM cucrteme
OTBETa Ha YKa3aHHBIN 3allpoC HE YYWUTHIBACTCS NPU HCUYUCIEHUU CPOKAa IPOBENEHHUS SKCIEPTH3BI
OTHOLICHUS OXKHJIaeMOW IOJb3bl K BO3MOKHOMY PHCKY NPUMEHEHHUs JIEKapCTBEHHOI'O IpernapaTra Ha
OCHOBAaHMHU JOKYMEHTA, COAEP)KAIIEr0 pe3yJbTaThl MOHHTOPUHTA 3(P(GEKTUBHOCTH H 0O€301MacCHOCTH
JIEKapCTBEHHOT'O Mpenapara.

(actp 11 B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

12. B cpok, He NpeBBIMIAIOMNN NATH pabOYMX JHEH CO JHS HaNpaBlICHHS B JIMYHBIA KaOWHET
YIIOJIHOMOYEHHOTO (heIepaNbHOTO OpraHa HCIIOJHHUTENBHONW BIIACTH B €AMHON CHCTEME 3aKITIOYCHUS
KOMHCCHH 3KCIIEPTOB IO pe3yJbTaTaM SKCHEPTH3bl OTHOLICHUS OXXKUAAEMOH IMOJB3Bl K BO3MOKHOMY
PUCKY TPUMCHECHHS JICKQpPCTBEHHOTO IperapaTa, COOTBETCTBYIOIIUN YITOJIHOMOUYSHHBIA (eaepaibHbIN
OpraH UCIIOJIHUTEIBHON BIIACTH:

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

1) ocymiecTBIsIET OLIEHKY 3TOTO 3aKIIOYEHHS AJIs ONpeNeseHHs] €ro COOTBETCTBUS 3aJaHHUI0 Ha
MPOBEACHUE YKa3aHHOW HKCIIEPTHU3HI;

2) NpUHMMAET peIIeHHEe O MOATBEPXKIECHUH T'OCYJapCTBEHHON pPErucTpaliy JEKapCTBEHHOTO
nperapara wid 00 OTKaze B TOATBEPKICHUH TOCYAapCTBEHHOW PETUCTPAIMK JICKApCTBEHHOTO
npernapara;

3) BHOCHUT TMpH MPHUHATHM PELIEHUS O TMOATBEPKACHUU TIOCYJapCTBEHHON perucTpanuu
JIEKApCTBEHHOT'0 Mpenapara CBEICHUsI B TOCYAapCTBEHHBIM peecTp JIEKAPCTBEHHBIX CPEJCTB U BBIIACT
3asiBUTEN0 OECCPOYHOE PErucCTPallMOHHOE YJIOCTOBEPEHME JIEKAPCTBEHHOrO IMpernapara MOCPEICTBOM
HAMpaBIICHUsI Yepe3 €IWHBIA MOpTal WU JTUYHBINH KaOWHET 3asBUTENS B €IWHOW CHUCTEME BBIMHCKHU U3
TOCY/IapCTBEHHOT'O pPeecTpa JEKApPCTBEHHBIX CPEJCTB, IMOAIMMCAHHON YCHJICHHOW KBaJTU(UIIMPOBAHHOMN
3JEKTPOHHON MOAMUCHIO.

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

13. OcHoBaHuEM ISl OTKa3a B MOJATBEPKICHUHM TOCYAAPCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOTO
mpermaparta  SBJISCTCS 3aKIIOUYEHUE COOTBETCTBYIOMIETO YITOJIHOMOYEHHOrO (heaepaqbHOro opraHa
WCTIOJTHUTEJILHOW BJIACTH O TOM, YTO PHCK NMPUYMHCHHUS BpEAa 370POBBIO0 UEIOBEKA WJIM YKHBOTHOTO
BCJIC/ICTBHE TIPHEMa JICKAPCTBEHHOTO TIperiapara npeBbimacT 3G PeKTHBHOCTD €ro MPUMEHCHUS.

(B pen. ®enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)
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14. B mnepuon nmnpoBeneHUs MNPOLEAYpbl IOATBEPXKACHUS TOCYJApCTBEHHON perucTpanuu
JIEKapCTBEHHOTO MperapaTa ero ooparnienue B Poccuiickoii deneparuy He MpUOCTaHABINBACTCS.

15. Jlomyckaercs oOpaiieHHe JEKapCTBEHHBIX IpernapaToB 10 HCTEUEHHs CpOKa TOJHOCTH,
NPOM3BEJCHHBIX B TEYCHHWE CTa BOCBMHJICCATH KAaJCHIAPHBIX JHEH TOCIe JaThl HPUHSTHS
YIOOJIHOMOYCHHBIM Q)eﬂepaHBHLIM OpraHomM WUCIIOJTHUTEILHON BJIACTHU pemicHusd O TMOATBCPKACHUN
TOCYapCTBEHHOW pETUCTpalii, B COOTBETCTBUMH C HH(popmammeil, coxmepxamieiicss B JOKyMEHTax
PEruCTPAaLMOHHOIO JOChE HA JIEKAPCTBEHHBIN IIpenapaT 10 AaThl IPUHATUS TAKOTO PELICHUS.

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

Koncynbrantllntoc: npumevanue.
[Tomoxenus ct. 30 (B pea. @3 ot 30.01.2024 N 1-®3), kacarommecs MpeaOCTaBICHUS TOC. yCIyT
MOCPEJICTBOM €IMHOM CUCTEMBI U (WJIM) €IMHOro nopTtana, npuMmensitores ¢ 01.01.2026.

Cratba 30. BHeceHMe wu3MEeHEeHMW B [OOKYMEeHTbl, coaepxawueca B
permcTpauMoHHOM [OCbe Ha 3aperucTpyMpoBaHHbIA NeKapCTBEeHHbIN npenapar Aans
MeAULIMHCKOro NpMMeHeHus

Koncynbrantllntoc: npumevanue.
C 01.03.2026 B 4. 1 ct. 30 BHOCsATCa M3meHeHus (P3 ot 31.07.2025 N 304-D3). Cm. Oyaymryro
PEIaKIIHIO.

1. B menax BHeceHUS M3MEHEHUN B JIOKYMEHTHI, COJEpKallMecs B PETUCTPALlMOHHOM JOChE Ha
3apETrUCTPUPOBAHHBIN JIEKAPCTBEHHBIA Ipenapar Uil MEIULHUHCKOIO IPUMEHEHHUs, JepKaTellb WIH
BJIaJIeJIel] PETUCTPALMOHHOTO YAOCTOBEPEHHS JIEKApPCTBEHHOTO Iperapara Wid YINOJIHOMOYEHHOE WM
JIpyroe I0pUANYECKOE JHIIO (Jlajiee B HACTOSIIEH CTaThe - 3asIBUTENb) HAMIPABISAET MOCPEICTBOM €IMHOTO
mopTajia B yHMOJHOMOYCHHBIH (pefepadbHbIii OpraH HMCIOJHUTEIHLHOW BIACTH WU B JIMYHBIA KaOWHET
YIOJIHOMOYEHHOT0 (heiepabHOrO OpraHa HMCIOJHUTEIbHON BIACTH B €AMHOM CHCTEME MOIINHCAHHOE
YCUJICHHOW KBaIU(UIIMPOBAHHOMN JIEKTPOHHOM MOIMUCHIO 3asBJICHHE O BHECEHUU TaKWX M3MEHEHUH IO
dbopMe, YCTaHOBJICHHOW YIOJTHOMOYEHHBIM (eAepaibHbIM OpPraHOM HCIIOJHUTEIBHONW BIACTH, H
npujaraeéMble K HEMy M3MEHEHHUS B yKa3aHHbIE JOKYMEHTBHI, a TaKKe JOKyMEHTbI, MOATBEPKIAIOIIHE
HCOGXOI[I/IMOCTL BHECCHHUS TaKUX U3MEHEHUM.

(B pen. @enepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 04.06.2018 N 140-®3, ot 30.01.2024 N
1-®d3)

1.1. IIpu HEOOXOAMMOCTH BHECEHHUS B JOKYMEHTHI, COJAEPIKAIINECS B PETHCTPAIIMOHHOM JO0ChEe Ha
3apETUCTPUPOBAHHBINA  JIEKAPCTBEHHBIM IIpenapar il MEAULUHCKOIO IPUMEHEHMs, W3MEHECHUU
OTHOCHUTEILHO MECTa IPOM3BOJCTBA JICKAPCTBEHHOTO TMperapara Jisd MEIUIIMHCKOTO MPUMEHEHHS,
TPCGYIOH_II/IX HpOBC,Z[eHI/IH 3KCH€pTI/I3I>I KadyeCcTBa HeKapCTBeHHI:IX CpeIICTB, 3asIBUTCIb HOIIOJTHHUTCIIBHO
HaIpaBJIsieT TIOCPEICTBOM €AMHOTO MOPTaJia B YIOJHOMOYCHHBIN (heJiepaibHbIi OpraH UCTIOTHUTETHLHOM
BJACTU WM JIMYHBIM KaOWHET YIOJIHOMOYEHHOTO (heJepallbHOrO OpraHa HUCIOJHUTENFHOW BJIAacTH B
€IUHOI CUCTEME:

1) CBCACHUA O HAaTC MPCAOCTABJICHUA W PCTUCTPAIMOHHOM HOMEPC JIMICH3UM Ha IMPOU3BOACTBO
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JIEKapCTBEHHBIX CPEICTB, a TAKXKE KOIUIO 3aKIIOUYECHHUS O COOTBETCTBUM IPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEICTB i MEIUIMHCKOTO TMPUMEHEHHs TpeOOBaHUSAM IMpaBWJI HaJUIekKaIle MPOU3BOJICTBEHHOM
MPAKTUKH, WX KOMHIO CepTU(PUKATA COOTBETCTBHUS IPOW3BOAUTENS JIEKAPCTBEHHBIX CPEACTB IS
MEJUIIMHCKOTO MPUMEHEHUS TpeOOBaHUSIM TMpaBWJI HaJJiekalled MPOU3BOACTBEHHON IPAKTUKU
EBpa3uiickoro 3KOHOMHYECKOTO COI03a, BBIJIAHHBIX YIOJTHOMOYEHHBIM (elepalbHbIM  OpraHOM
WCTIOTHUTEIIPHOW BJACTH B OTHOIICHHMM W3MEHEHHOW M (WJM) JIOTOJHEHHOW MPOW3BOJICTBEHHOM
IJIOMIAKK JIEKAPCTBEHHOTO Tperapara Juisi MEAUIMHCKOrO MPUMEHEHMs, WM KOIUIO PELICHUS
YIOJHOMOYEHHOTO (heepabHOTO OpraHa MCIIOJHUTEIFHOW BJIIACTH O MPOBEICHUH (apMalleBTHUECKOM
MHCIIEKIUU TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB ISl MEIUIIMHCKOTO NMPUMEHEHUS HA COOTBETCTBUE
TpeOOBaHMSAM TIPAaBWJI HAJUICKAIIEH TNPOU3BOACTBEHHOW TPAKTUKK EBpasuiicKoro 3KOHOMHYECKOTO
CO032 B OTHOILIECHUH U3MEHEHHOW U (MJIH) JOTIOTHEHHON MPOU3BOACTBEHHOMN IIOMIAAKH JIEKAPCTBEHHOTO
npenapara i MEAUIMHCKOIO MPUMEHEHUS B Cllydae, €CJIM IMPOU3BOJICTBO JIEKAPCTBEHHOI'O IIpenapara
ocyuectsisercs B Poccniickont denepanuu;

2) KOIHUIO TMPEIOCTABJICHHOW YIMOJHOMOYEHHBIM OPraHOM CTpaHbl MPOWU3BOAMTENS JIMIICH3UM Ha
MIPOM3BOJICTBO JIEKAPCTBEHHOTO MpernapaTa Al MEIUIUHCKOTO MPUMEHEHHUS U €€ MEepPeBOJ Ha PYCCKUil
SI3bIK, 3aBEPECHHBIC B YCTAHOBJICHHOM TMOPSAKE, a TaKXEe KOMHUIO 3aKIIOUEHHS O COOTBETCTBUH
MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM TMPAaBHI HaJJIekKalled MPOU3BOJICTBEHHOM
MPaKTUKH, WJIA KOMHIO CEpPTH(HUKATA COOTBETCTBUS TPOU3ZBOJIUTENS JICKAPCTBEHHBIX CPEACTB IS
MEIUIIMHCKOTO TPHUMEHEHUsS TpeOOBaHMSIM TMpaBWI HaJIeXKalled MPOU3BOACTBEHHON MPAKTUKH
EBpa3uiickoro SKOHOMHUYECKOTO COI032, BBIIAHHBIX YIOJHOMOYEHHBIM (enepaibHbIM  OpPraHOM
UCTIOTHUTENIbHOM BIACTH B OTHOIICHWHM W3MEHEHHOW U (WJIM) [OTMOJIHEHHON MPOU3BOJICTBEHHOM
TJIOMIAIKK JIEKAPCTBEHHOTO TMpernapaTa, Wi KOMUI0 PElIeHUsT YIOJTHOMOYEHHOTO (heepaibHOro oprasa
WCIIOJTHUTENILHOM BJIACTU O MPOBEACHUU (hapMalleBTHUECKONW MHCTIEKIIUU MPOU3BOACTBA JIEKAPCTBEHHBIX
CPEACTB HJisi MEIUIIMHCKOTO TPUMEHEHHS Ha COOTBETCTBHE TpPEOOBAaHUSM TMPaBWI HaJIeKaIeh
MIPOM3BOJCTBEHHONW MPAKTHUKU EBpa3suilcKOro SKOHOMHYECKOTO COK03a B CIIydae, €CJIHU IMPOU3BOJCTBO
JIEKapCTBEHHOTO Ipernapara OCyuIecTBIIAEeTCS 3a npeaenamu Poccuiickort denepanmi.

(uacts 1.1 B pen. @eaepanbHoro 3akona ot 30.01.2024 N 1-03)

1.2. [Ipu HEOOXOAMMOCTH BHECEHHS B JIOKYMEHTBI, COACPIKAIINECS B PETUCTPAIIHOHHOM JOChE Ha
3apETUCTPUPOBAHHBINA  JIEKAPCTBEHHBIM IIpenapaTr il MEAMLUHCKOIO IPUMEHEHHs, W3MEHECHUU
OTHOCHUTEJIBHO ITOKAa3aTeJIel KayecTBa JIEKApCTBEHHOIO IIpemnapara il MEAUIMHCKOIO NMPUMEHEHUS U
(M) METONOB KOHTPOJS KadecTBa JIEKApCTBEHHOTO Mpemnapara i MEIULIMHCKOrO MpPUMEHEHUS,
TpeOYIONMX TPOBEICHHSI SKCIEPTU3bl KAa4eCTBA JICKAPCTBEHHBIX CPEJCTB, 3asSBUTENb JIOTIOJHUTEIHHO
HanpasisieT MOCPEACTBOM €MHOTO MopTala B YIOJIHOMOYEHHBIN (elepaiabHblil OpraH UCIOJIHUTEIbHON
BJIACTH WJIM JIMYHBIA KaOWHET YNOJIHOMOYEHHOro (enepalbHOr0 OpraHa HCIIOJIHUTENbHOM BJIAcTH B
€IUHOU CUCTEME:

1) CBCACHUA O HaTC MPCAOCTABJICHUA W PETrUCTPAlMOHHOM HOMEPE JIMICH3UWHM Ha IMPOU3BOACTBO
JIEKapCTBEHHBIX CPEACTB WM CBEICHUS O JaTe MPEJOCTaBICHUS M PErMCTPAllMOHHOM HOMeEpe
3aK/IIIOYCHHUA O COOTBCTCTBHMU IPOU3SBOAUTECIIA JICKAPCTBCHHBIX CPCACTB Tp€60BaHI/I$IM IIpaBHJI
Ha/IIexalled NpOU3BOJICTBEHHOM MPAKTUKM WM KOIMHUIO CepTH(HKaTa COOTBETCTBUS IPOM3BOIUTENS
JICKAPpCTBCHHBIX CpPCACTB I MCAWULIUHCKOTO TIPHUMCHCHUSA Tpe6OBaHI/I$IM ImpaBuJI Haz[nemameﬁ
IIPOM3BOJICTBEHHOIN NpakTHUKU EBpa3zniickoro SKOHOMHUYECKOTO COI03a, BBIJAHHBIX (IPEIOCTaBICHHBIX)
YIOOJIHOMOYCHHBIM (bez[epanLHmM OopraHom HWCIIOTHUTEIBHON BJIACTH B OTHOIIICHHHU HpOHBBOI{CTBeHHOﬁ
IUIOLIA/IKK JIEKAPCTBEHHOI'O IIpernapaTta, B Cilydae, €CIM IPOU3BOJCTBO JIEKAPCTBEHHOI'O Iperapara
ocymectsisiercsa B Poceniickoint denepannu;
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2) KOIHUIO MPEJOCTABICHHONW YMOJHOMOYEHHBIM OPraHOM CTpaHbl MPOWU3BOAMUTENS JIMIIEH3UU Ha
MPOU3BOACTBO JICKAPCTBEHHOTO MpemnapaTta i MEIUIIMHCKOrO MPUMEHEHHS W €€ MEPEBOJ Ha PYyCCKUU
SI3bIK, 3aBEPCHHBIE B YCTAHOBJIEHHOM IMOPSAKE, a TaKXE CBEICHUS O JarTe IPEIOCTaBICHUS U
PETUCTPALIMOHHOM HOMEPE 3aKJIIOYEHUSI O COOTBETCTBUU IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSM TPABWJI HAJUICKAIICH MPOW3BOJACTBEHHON TPAKTHKW, WIM KOIMHUIO cepTUdUKaTa
COOTBETCTBUS MPOU3BOJUTENS JICKAPCTBEHHBIX CPEACTB ISl MEIUIIMHCKOTO MPUMEHEHHS TPEeOOBaHUSM
MpaBWJI HaJJIekKaENd MPOU3BOACTBEHHON MPAKTUKU EBpa3niiCKOro 3KOHOMHUYECKOTO COK03a, BBIJAHHBIX
YIOJHOMOYCHHBIM (pelepalbHBIM OPTaHOM HCIIOJTHUTEIHHON BJIACTH B OTHOIICHHWH TPOM3BOJICTBCHHOMN
IJIOIIAKH JIEKAPCTBEHHOI'O Ipernapara, Wid CBEIAEHUS O JaTe NPEIOCTaBIEHUS U PETUCTPALMOHHOM
HOMEpE peUIeHUsT YMOJHOMOUYEHHOTO (perepaibHOro opraHa HCIOJHUTEIBLHOM BJIACTH O TPOBEICHUU
(bapmareBTHUECKON MHCTIEKITUH MPOU3BOICTBA IEKAPCTBEHHBIX CPEACTB ISl MEAUIIMHCKOTO IPUMEHEHHUS
Ha COOTBETCTBUE TPeOOBAaHUSAM IMpaBWJI HaAJEXKalleld MPOU3BOJACTBEHHOW MNpakTUku EBpasuiickoro
SKOHOMHUYECKOI'0 COI03a, €CJIA MPOU3BOCTBO JIEKAPCTBEHHOTO IIpenapara OCyIIECTBIISIETCS 3a MIpeAesiaMU
Poccuiickoit denepanumn.

(uacts 1.2 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

1.3. [lpunsitHe peuieHUss O BHECEHWHW HM3MEHEHUW WM 00 OTKa3e BO BHECEHUU W3MEHEHUU B
JOKYMEHTBI, COJEpKallfecss B PETUCTPALMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIA JIEKapCTBEHHBIH
npenapar JJis MeIUIIMHCKOTO TPUMEHEHUS, B CITyd4ae HEOOXOIMMOCTH MTPOBEICHHS IKCIIEPTU3HI KaueCcTBa
JIEKapCTBEHHBIX CPEACTB U (WJIM) DKCHEPTU3bl OTHOIICHHUS OKUIAEMOW MOJIb3bl K BO3MOXXHOMY PHUCKY
MIPUMEHEHHUS JICKaPCTBEHHOTO Tpernapara sl MEIUIIMHCKOTO MPUMEHEHHUSI OCYIIECTBIIICTCS B CPOK, HE
MIPEBBIIIAIONINNA MATUACCITH PabOUnX THEH, a B OCTANBHBIX CIy4asX B CPOK, HE MPEBBIMIAIONINNA JECATH
pabovmx JAHEW CO JTHS HApPaBICHUS IMOCPEICTBOM €IMHOTO IMOpTaja B YIOJIHOMOYCHHBIN (eaepanbHbIN
OpraH HCIIOJIHUTEIbHON BJIACTH WU JIMYHBIA KaOWHET YIMOJHOMOYEHHOTO (QelepallbHOTO OpraHa
HCIIOJIHUTEILHON BIACTH B €IMHOM CHCTEME 3asBJIICHUS O BHECCHHH TaKUX M3MCHCHUIA.

(uactp 1.3 BBenena ®enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. PeaepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

1.4. YnomHoMO4YeHHBIH (QenepalbHbIii OpraH HCIOJHUTENIBHON BIIACTH C Y4YETOM pE3yJbTaTOB
(dapmakoHaI30pa M MPOBEPOK COOTBETCTBHUS JIEKAPCTBEHHBIX CPEJICTB, HAXOISANIUXCS B TPAKIAHCKOM
000pOTe, YCTAaHOBJIICHHBIM TpPEeOOBaHUSAM K UX KayeCTBY B TEUYCHHE AECITH pabouux OHEH co AHA
MOCTYIUICHHUST COOTBETCTBYIOIICH HWH(OpPMAIMK pa3MemaeT Ha CBOeM OQUIIMAIBHOM CadTe B CETH
"UnTepHer" cBeneHUS O HEOOXOIWMOCTH BHECEHHS] B MHCTPYKIHIO MO MEIUIIMHCKOMY MPUMEHEHUIO
JIEKApCTBEHHOT'O TIperapara W3MEHEHWW B OTHOIICHUU CBEICHUNU O TOKa3aHUSAX IS NMPUMECHEHHUS U
MPOTUBOMOKA3aHUAX JUISl IPUMEHEHHS JICKaPCTBEHHOTO Mpernapara, BhISIBICHHBIX TOOOUHBIX JCHCTBHUSAX,
HEXEJIATEeJIbHBIX PEAKIUAX NPH MPUMEHEHUH JICKAPCTBEHHOTO Tperapara W HalpaBiseT MOAMHCAaHHOE
YCHJIEHHOM KBaNMU(DPHUIIMPOBAHHON AJIEKTPOHHOMN MOJAMUCHIO YBEAOMIICHHE B TUYHBIN KaOMHET 3asBUTEIS B
€IMHOM CHCTEME, a TaK)Ke€ B JHMYHbIE KaOWHETHI 3asBUTENIE B €OUHON CHCTEME, SBIISIOIMXCS
JepXKaTensMd WM BIAJeNbllaMH  PETUCTPALMOHHBIX  yJOCTOBEPEHUH  B3aMMO3aMEHSIEMBIX
JIEKapCTBEHHBIX MPEMapaToB (WM YIIOJIHOMOYEHHBIX UMHU APYTUX IOPUIAYECKHUX JTHIT).

(uactp 1.4 BBenena ®enepanbHbIM 3ak0HOM OT 27.12.2019 N 475-D3; B pen. PeaepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

Koncynbrantllntoc: mpumeuanue.
C 01.03.2026 B 9. 1.5 ct. 30 BHOCsTCS M3mMeHeHus (D3 ot 31.07.2025 N 304-D3). Cm. Oyaymuryro
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PEaAAKIHIO.

1.5. depxarenp win Biajelsiel] PETUCTPAlMOHHOTO yJAOCTOBEPEHUS JIEKApCTBEHHOTO Ipemnapara, a
TaK)Ke JIepKaTely WIN BIaJeNblbl PETUCTPALIMOHHBIX YAOCTOBEPEHUH JIEKapCTBEHHBIX MpenapaToB (UiIu
YHOOJIHOMOUYCHHBIC UMU JPYTUC FIOPUAUYCCKHUC JII/II_Ia), KOTOPBIC ABJISIFOTCA B3aMMO3aMCHICMBIMU, 06}I3aHBI
HAIpaBUTh B JIMYHBIM KaOWHET YIMOJHOMOYEHHOro (enepaqbHOr0 OpraHa HCIOJIHUTEIbLHOW BIACTH
MNOATIMCAHHBIC YCUJICHHBIMU KBaHI/I(i)I/ILII/IpOBaHHI:IMI/I SJICKTPOHHBIMHA MOANUCAMU 3asBJICHHUA O BHCCCHUU
U3MEHEHUH B JIOKYMEHTBI, COJepXalluecs B PErUCTPALMOHHBIX JO0ChE€ Ha 3aperucTpUPOBAaHHBIC
JICKApCTBCHHBIC MpenapaTbl AJId MCIUIHWHCKOIO MPUMCHCHHA, B OTHOUICHUH CBCHGHHﬁ, YKa3aHHBIX B
MHCTPYKLHU IO MEIUIIMHCKOMY NPUMEHEHHUIO JIEKapCTBEHHBIX MPENapaToB, B TEUEHHE COpOKa pabounx
,Z[HGI\/'I CO JHA MOJYYCHUS YHOJHOMOUYCHHBIM (I)eznepanLHHM OopraHomM HUCIOJIHUTEIBHOM BJIACTH
ANIEKTPOHHOTO yBEJAOMJIEHHMS O TIOJYYEHUHM JIepiKaTeleM WU BIAJeNbleM pPEerucTPaluoOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO Npenapara (WIM YyIOJIHOMOUYEHHBIM UM APYTUM IOPUAMUYECKUM JIMIIOM)
nH(popMmanuu, ykazaHHOU B yacTu 1.4 Hactosmen ctaTh. [lanHoe TpeOoBaHUE HE pacIpoCTpaHsIeTCs Ha
ClIydan BHCCCHHA B HWHCTPYKIHIO 1O MCAUIUHCKOMY IMPUMCHCHHUIO JICKAPCTBCHHOI'O IIpCliapaTa
M3MEHEHUN B OTHOIICHUU HOBBIX MOKAa3aHU JIJIsl MPUMEHEHUS JIEKapCTBEHHOTO Mpenapara Ha OCHOBaHHUH
pe3yabTaTOB COOTBETCTBYIOIIMX UCCIEAOBAHUM.

(gactp 1.5 BBenena denepanbHbIM 3akoHOM OT 27.12.2019 N 475-D3; B pen. DeaepadbHOrO 3aKOHA OT
30.01.2024 N 1-®3)

2. PenieHne o MpOBENEHUH SKCIEPTU3bI KaueCTBa JICKAPCTBEHHBIX CPEICTB M (WIIH) SKCIEPTU3BI
OTHOLIEHUS OXHUAACMOM IIOJB3bl K BO3MOKHOMY PHUCKY IIPUMEHEHHUs JIEKapCTBEHHOI'O Iperapara s
MEJIHUIMHCKOTO TPUMEHEHHS TPUHUMAETCS B COOTBETCTBHHM C YTBEPXKICHHOW YITOJIHOMOUYEHHBIM
denepaabHBIM  OPraHOM HUCHOJHUTENBHOW BIACTH KiIaccu(HKAIMed W3MEHEHHM, BHOCHMBIX B
JOKYMEHTBI, COACp)KAIHecs B PETUCTPAIIMOHHOM J0ChE€ Ha 3aperHCTPUPOBAHHBIA JICKAPCTBEHHBIN
npemapar.

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

3. 3asBuTeNb BIpaBe NPEJCTaBUTh O COOCTBEHHON MHHUIIMATUBE BMECTE C 3asiBIICHUEM O BHECEHUU
W3MEHEHHH B JIOKYMEHTBI, COACp)KAIIMeCs B PETUCTPAIIMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIH MpernapaT Uil MEAUIIMHCKOTO MTPUMEHEHUSI, PEKBH3HUTHI JJOKYMEHTOB, ITOITBEPKJAFOIIIX
YIUIaTy TOCYJApCTBEHHOH TMOILIMHBI 32 BHECEHHWE B JOKYMEHTHI, COJECpPKAIIUECS B PETUCTPAMOHHOM
J0ChE Ha 3aPErHCTPUPOBAHHBIN JIEKAPCTBEHHBIN Npemnapar A MEIUIMHCKOTO IPUMEHEHHSI, U3MECHEHHH,
TpeOYIOMMX TMPOBEICHUS OSKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B YaCTH OJKCIEPTH3Bl KayecTBa
JIEKapCTBEHHOTO CPEJCTBA M (WJIM) SKCHEPTH3bI OTHOIICHHS OKUIAEMOM IMOJBb3bI K BOSMOKHOMY PHCKY
IPUMEHEHHS JIEKAPCTBEHHOTO TpenapaTa il MeJUIIMHCKOTO MTPUMEHEHHS, TOCYAapPCTBEHHOW TTOMITHHBI
3a BHECEHHE B JIOKYMEHTBI, COJEpIKallhecs B PETUCTPALMOHHOM JOChe Ha 3aperHCTPUPOBAHHBIN
JICKapCTBEHHBIN TMpemapar uisi MEAWIWHCKOTO NMPUMEHEHHs, W3MEHEHH, He TPeOyIOmuX MPOBEACHUS
OKCITIEPTU3bI JICKAPCTBEHHOTO CPE/ICTBA, a TAK)XKE BbIIaBacMble (IPEIOCTABISIEMbIE) YIIOJIHOMOYCHHBIMU
(benepaTbHBIMU OpraHaMH UCTIOJIHUTEIIFHOW BIIACTH TOKYMEHTHI (CBEJCHHS), YKa3aHHbIC B dacTsx 1.1 u
1.2 mHacrosmed cratbu. B ciiygyae uX HempeaCTaBIEHHsS YIOJHOMOYEHHBIN (enepaibHblii Opra
WCTIOJIHATENIGHOW ~ BJIACTH ~ 3alpallidBacT  yKa3aHHbIE  JOKYMEHTHl  (CBEIEHHsS) B  IOPSIKE
MEKBEIOMCTBEHHOTO MH()OPMAIIMOHHOTO B3aMMO/ICHCTBUSL.

(B pen. @enepanbHbIX 3aKOHOB OT 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

4. B TeueHue mATH pa60q1/1x JHEN co JHsA MOCTYIUICHUSA YKA3aHHOT'O B 4aCTU 1 HaACTOSIIEH cTaTbu
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[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

3afBJICHUS W HEOOXOIMMBIX JTOKYMEHTOB YIOJIHOMOYEHHBIN (enepanbHblii OpraH HCIOJHUTEIbHON
BJIACTH:
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEIEHUM, COACPKAIIUXCS B MPEICTABICHHBIX
3asiBUTENIEM MaTepuaiax;

2) NpUHHUMAET pEeIlIeHUE O MPOBEICHNHU YKa3aHHBIX B YaCTH 2 HACTOSIIEH CTaThH COOTBETCTBYIOLIUX
AKCIIEPTH3 JIEKAPCTBEHHOTO CPEICTBA MM 00 OTKA3€ B UX MPOBEICHUU;

3) HampaBigeT B JIMYHBIA KaOWHET 3asBUTENS B €IMHOM CHCTeME MOANMCAHHOE YCHUJICHHOU
KBAJM(HUIUPOBAHHON 3JEKTPOHHOM NOJMMCHIO YBEJOMJICHHE O MPHUHIATOM pELICHUH WU B Cllydae
NPUHATHUS pelieHnus o0 oTKa3e B NPOBEACHUM COOTBETCTBYIOIIEH SKCIEPTH3bl C yKa3aHUEM MpUYUH
TaKOro OTKa3a.

(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

4.1. B ciy4ae BBIABICHUS HEIOCTOBEPHOCTH CBEACHMM, COIEP)KALIUXCA B IPEACTaBICHHBIX
3asiBUTENIEM MaTepuaiax, ylloJJHOMOYEHHBIN (heiepaabHblii OpraH UCIIOJIHUTEILHON BIACTH HAIIPaBIISIET B
JUYHBIA KaOWHET 3asBUTENI B €IUHOM cUcTeMe 3ampoc 00 YTOYHEHUM YKa3aHHbBIX CBEJICHHH,
MIOJITMCAHHBIA YCUIICHHOW KBaJTH(PUIIMPOBAHHON 3JIEKTPOHHOH MMOAIHUCHIO.

(uacts 4.1 B pea. @eaepanbHoro 3akona ot 30.01.2024 N 1-03)

4.2. 3asBuTENs 005S3aH HANPABHUTh B JIMYHBIA KaOWHET YIOJHOMOYEHHOTO (heepaabHOro opraHa
UCTIOTHUTENILHON BJIacTWU B €AMHON cHCTeMe TOJANMUCAHHBIA YCHUJICHHOW KBalU(UIIMPOBAHHOMN
AJIEKTPOHHOHN TOAMHKCHIO OTBET Ha 3alpOC YIOJIHOMOYEHHOTO (helepallbHOTO OpraHa HMCIIOJHUTEIHHON
BJIACTH B CPOK, HE MPEBBIMIAIONIUN JIeBIHOCTa pabodux THEH CO JTHS TMONYYeHHS YIOTHOMOUYEHHBIM
denepaabHBIM OPraHOM HCIIOJTHATEIHLHOW BIIACTH DJICKTPOHHOTO YBEAOMIICHHSI O IMOTYICHHUH 3asSBUTEIICM
naHHoro 3ampoca. Cpok, yKa3aHHbI B 4yacTH 4 HACTOALIEH CTaThW, MPUOCTAHABIMBACTCS CO MIHS
HalpaBJ€HUsT B JIMYHBIA KaOMHET 3asBHUTENII B EIUHOM CHCTEME 3ampoca YHIOJIHOMOYEHHOTO
denepanbHOrOo oOpraHa MCHOJHUTENBHOM BIACTH JO JHS HampaBleHUS B JIMYHBIM KaOWHET
YIOJHOMOYCHHOTO (eIepaIbHOr0 OpraHa HCIIOJIHUTEIPHON BIIACTH B €IMHON CCTEME OTBETA HA JaHHBIN
3apoc M HE YYUTHIBACTCSA TMPU HCUYHUCICHUM CPOKa TMPUHSATUS PEIIeHUS O BHECEHWU W3MEHEHUN B
JIOKYMEHTBI, COJIEpIKAIIUECs B PETUCTPAIMOHHOM JIOChE€ Ha 3apErHCTPUPOBAHHBIN JIEKApPCTBEHHBIN
mpemnapart A MeIULIUHCKOTO TPUMEHEHUS.

(dactb 4.2 B pen. Denepanpuoro 3akona ot 30.01.2024 N 1-03)

5. OcHoBaHMEM [UIsl OTKa3a B NPOBEJCHHUU YKa3aHHBIX B 4acTHU 2 HACTOSILEH CTaTbU JKCIIEPTHU3
SBJIIETCS MPEJCTABIICHUE JOKYMEHTOB, IEPEUYUCICHHBIX B YacTAX | U 3 HacTOsALIEH CTaTbU, B HETIOJIHOM
o0beMe, HENpe/CTaBlIeHHE 3asBUTEIEM B YCTAHOBIIEHHBIH CPOK OTBeTa Ha yKa3aHHbIM B uactu 4.1
HACTOSILEH CTaThbH 3alIPOC YIOJHOMOUYEHHOTO (pe/IepaibHOr0 OpraHa UCIOJHUTEILHON BIIACTH, a TaKKe
OTCYTCTBHE B  IPEACTABIECHHBIX JIOKYMEHTAaX  JOCTaTOYHBIX  CBEACHMH, MOATBEP)KIAIOIINX
HEOOXOIMMOCTh BHECEHUSI M3MEHEHUH, WM OTCYTCTBHE MH(OPMAILIUH, IMOATBEPKAAOMEH (PakT yriaTel
rOCyJapCTBEHHBIX MOLUINH, YKa3aHHBIX B YACTH 3 HACTOSIIEH CTaThU.

(B pen. ®enepanbHbix 3aKk0HOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-D3)

6. YKa3zaHHbIEC B YaCTU 2 HACTOSIIEH CTAThbU 3KCIEPTU3bI MPOBOJATCA B MOPAJIKE, YCTAHOBIEHHOM
cratbeil 23 Hacrosuero deaepaabHOro 3aKOHa.
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7. B cpok, He MpeBHILAIONINNA NATH paboyuX AHEH cO THS HANpaBJICHHUS MOCPEICTBOM €IWHOTO
moprajia B YIOJHOMOYECHHBIM (eepanbHbld OpraH HCIOJHUTEIHHOM BIACTH WM JIMYHBIA KaOWHET
YIOJIHOMOYEHHOTO (pelepajJIbHOro OpraHa MCIIOJIHUTENBFHOW BIACTH B €JMHON CHCTEME MOAMUCAHHBIX
YCWJICHHBIMH KBaJIM(DUIUPOBAHHBIMU 3JIEKTPOHHBIMH MOJIMUCAMHU 3aKIIOYEHUH KOMUCCUHN 3KCIEPTOB IO
pe3yJbTaTaM yKa3aHHBIX B YacTH 2 HACTOSMICH CTAaThU SKCIEPTU3, YHNOJHOMOYCHHBIN (herepanbHbIi
OpraH UCHOJIHUTEIbHOMN BIACTH:

(B pen. @enepanbHbix 3ak0OHOB 0T 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

1) npuHUMaeT peleHre O BHECEHUU U3MEHEHUH B IOKYMEHTHI, COAEPKAIIUECS B PETUCTPALIMOHHOM
JI0ChE Ha 3aperuCTPUPOBAHHBIN JICKApPCTBEHHBIN Mpenapar JUisi MEAMLMHCKOrO MPUMEHEHHUs, Wik o0
OTKa3€ BO BHECEHUH TAKUX U3MECHECHMI;

2) BHOCHT B TOCYJapCTBEHHBIA PEECTp JIEKAPCTBEHHBIX CPEACTB Ha OCHOBAaHUM PEIICHUS O
BHECEHWW W3MCHCHHMA B  JIOKYMCHTBHI, COJIEpXKalWecss B  PETHCTPAIlMOHHOM  JOChe  Ha
3apETUCTPUPOBAHHBIN JICKAPCTBEHHBIM TpenapaTr JUii MEIUIIMHCKOTO TPUMEHEHHs, HEOOXO0IUMbIe
A3MEHEHN,

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

3) BBIIAET 3asBUTEII0 HOBOE PETUCTPAIMOHHOE YAOCTOBEPEHHUE JIEKApCTBEHHOTO TMperapara B
cllydae W3MEHEHHUs CBEICHHM, COIep)KaluXxcs B HEM, IyTEM HAMpaBJICHHs 3asABUTENIO MOCPEICTBOM
€IMHOTO TOPTAJia WU B JIMYHBIA KAOWHET 3asIBUTEIIS B €IMHOW CUCTEME BBIMIMCKU M3 TOCYAAPCTBEHHOTO
peecTpa IJIEKapCTBEHHBIX CPEACTB, TMOJAMUCAHHOW YCHUJICHHOW KBaTH(PUIIMPOBAHHOW 3IIEKTPOHHOMN
MOAIHCKIO.

(n. 3 BBemen PexpepanbHbIM 3akOHOM OT 22.12.2014 N 429-@3; B pen. denepanpHOro 3akoHa OT
30.01.2024 N 1-®3)

8. OcHoBaHMEM /i1 OTKa3a BO BHECEHHMM W3MEHEHUH B JOKYMEHTBHI, COJEp)Kallhecs B
PErMCTPAllMOHHOM [JIOChE Ha 3apEeTHCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipernapar Uil MEIULHUHCKOrO
MIPUMEHEHHUS, SBJISIETCS 3aK/IIOUEHUE YIOTHOMOYEHHOTO (efepaibHOro OpraHa UCIOJHUTENLHOW BIACTH
O BO3MOYKHOCTH CHW)KCHHUSI O€30IaCHOCTH, KadecTBa, S(P(EKTUBHOCTH JIEKApCTBEHHOTO CpEICTBA B
CJIy4ae BHECEHUS TaKUX U3MEHEHHUM.

9. Homyckaercsi oOpaimieHue JIEKapCTBEHHBIX ITPEnapaToB Uil MEIUIIMHCKOTO MPUMEHEHHS [0
UCTEYEHUs CPOKA TOJHOCTH, MPOU3BEACHHBIX B TEUCHHE CTA BOCBMUAECATH JHEH MOCHE MaThl NPUHSITUS
YIOOJIHOMOYCHHBIM (bellepaHBHI)IM OopraHom WCTIIOTHUTEITbHOM BIIACTH peuiCHusd O BHCCCHUU W3MCHECHHH B
JIOKYMEHTBI, COJEp)Kalluecss B PETHUCTPAMOHHOM JIOCh€, B COOTBETCTBUM C HH(pOpMAIHEH,
colepKalieiics B JOKYMEHTaX pPETUCTPAIlMOHHOTO JOChe Ha JIEKAPCTBEHHBIM NpemapaTr 0 JaThl
NPUHSTHS TAKOTO PELICHUS.

(uactp 9 B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

10. TIlIpaButenbctBo Poccuiickoit ®enepanuu BIpaBe YCTAaHOBUTh OCOOCHHOCTH BHECEHHS
U3MEHEHUH B JOKYMEHTBI, COJEpXKaIIMecs B PETUCTPAMOHHOM JOChE Ha 3apETHCTPUPOBAHHBIN
JICKapCTBEHHbIN MpemapaTr Ul MEIUIMHCKOTO TPUMEHEHUs, B ciy4yae JeQeKTypbl WIH pPHUCKa
BO3HUKHOBEHHUSI Je(QEeKTypbl JIEKAPCTBEHHBIX IIPENapaToB B CBSI3M C BBEJCHHEM B OTHOUICHUU
Poccuiickoit @enepanuy OrpaHUYUTEIBHBIX MEP YKOHOMHUYECKOTO XapaKTepa.

(gactp 10 BBenena deaepanbubiM 3akoHOM OT 08.03.2022 N 46-D3)
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(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”
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KoncynbrantlIntoc: mpumeyanue.
[Tonoxenus ct. 31 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs MpeaOCTaBICHUS TOC. YCIyT
MOCPEACTBOM €IMHOr0 nopTana, npumensatotes ¢ 01.01.2026.

Cratba  31. BHeceHue U3MeHeHUn B  AOKYMEHTbI, cogepxawmecs B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA JEeKapCTBEHHbIW npenapat ansa
BEeTEePMHAPHOIro NPMMeHeHUsA

1. B nenax BHeceHUs W3MEHEHUH B JIOKYMEHTHI, COJAEpPIKAIMECS B PETUCTPALMOHHOM JOChE Ha
3apErMCTPUPOBAHHBINA JICKAPCTBEHHBIM Ipenapar A BETEPUHAPHOTO INPUMEHEHMsS, IEpKaTeNb WU
BJIAJIEJICL] PETUCTPALMOHHOIO YIOCTOBEPEHMS JICKAPCTBEHHOIO IIperapara WM YIOJHOMOYEHHOE WM
ApYyroe IpUANYECKOE JIHLO (Jlajiee B HACTOSIIEH CTaThe - 3asBUTEIb) HAPABIISIET IOCPEICTBOM €JMHOTO
nopTaja B yNOJHOMOYEHHBIN (pe/iepaibHbIil OpraH HCIOJHUTEIBHON BIACTH MOJNMCAHHOE YCHJICHHOU
KBAJM(HUIIMPOBAHHON 3JIEKTPOHHOM NOJMNMCHIO 3asBJICHHE O BHECEHMM TAKMX M3MEHEHHWHl mo ¢opme,
YCTaHOBJICHHON YIOJHOMOYEHHBIM (peiepanbHbIM OPraHOM MCHOJIHUTEIBHOM BIACTH, U TpUJIaraeMble K
HEMY W3MEHEHMs B yKa3aHHbIE JOKYMEHTHI, a TakKe JOKYMEHTHI, MOATBEPKIAIOIINE HEOOXOIUMOCTh
BHECEHMS TaKUX U3MeHeHUH. [Ipr HeoOXOAMMOCTH BHECEHUSI M3MEHEHUH B IOKYMEHTHI, CO/IEpIKaIecs B
PETHCTPALIMOHHOM [JOChE€ Ha 3apETMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapaTr [ulsi BETEPUHAPHOTO
IIPUMEHEHHSA, B ClIy4asX M3MEHEHHsT U (WiM) [OMNOJHEHHS NPOU3BOACTBEHHON  IUIOLIAJKH
JIEKapCTBEHHOI'O CPENCTBA, a TAKXKE M3MEHEHUs IOKa3aTeJIel KauyecTBa JIEKapCTBEHHOTO Ipenapara Ui
BETEPUHAPHOIO0 NPUMEHEHUS U (MJIM) METOJOB KOHTPOJS KauecTBa JIEKApPCTBEHHOIO Ipenapara Jyist
BETEPUHAPHOTO IPUMEHEHUS 3asBUTEIb IOMOJHUTEIBHO HANPABISAET NOCPEACTBOM €JUHOrO MOpTala B
YIIOJIHOMOYEHHBIN (heiepabHbIi OpraH UCIOTHUTEIBHOM BIACTH CIEAYIOUINE JOKYMEHTHI (CBEICHUS):

(B pen. denepanbHbix 3ak0HOB 0T 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)

1) CBCACHUA O HAaTC MPCAOCTABJICHUA W PCTUCTPAIMOHHOM HOMECPC JIMICH3UH Ha IMPOU3BOACTBO
JIEKapCTBEHHBIX CPEACTB, IIPENOCTaBICHHOM NPOM3BOIUTENIO JICKAPCTBEHHOTO Mpemapara s
BETEPHHAPHOTO PUMEHEHUS, ISl POCCUMCKUX MPOU3BOANTENCH;

(B pen. ®enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

2) cBeneHusi O JaTe MPEAOCTaBICHHUS M PETUCTPALMOHHOM HOMEpE JHUIICH3UU Ha MPOU3BOJCTBO
JICKAPCTBCHHBIX ~ CPEJCTB, NPEIOCTABICHHOW TPOW3BOAMUTEIIO  (DapMareBTHUYECKOW CyOCTaHIIUH,
BXOJIAIICH B COCTaB JIGKAPCTBEHHOTO Ipemapara Ajs BETEPUHAPHOTO MPUMEHEHHUs, AN POCCUICKUX
MPOU3BOAUTENEH;

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

3) Komusi TOKyMEHTA, BHIJAHHOTO YIOJHOMOYEHHBIM OPTaHOM CTPaHBI MPOU3BOIUTENS TS KaXKI0H
IPOM3BOJACTBEHHOM IUIOIIAJKK JIEKAPCTBEHHOI'O0 Ipenapara Uil BETEPUHAPHOTO IPUMEHEHUS U
MOATBEPIKIAIOIIETO COOTBETCTBUE IMPOM3BOIUTENS JIEKAPCTBEHHOI'O Tperapara TpeOOBaHUSM TMPABIII
HaJUIe)Kallled MPOU3BOJACTBEHHON IIPAKTUKH, M €ro IEpeBOJ Ha PYCCKUM A3bIK, 3aBEPEHHbIC B
YCTAHOBJICHHOM TOPSJKE, a TAKKE KOIMHMS 3aKIIOUYECHHS O COOTBETCTBUH IMPOU3BOAUTENS JIEKAPCTBEHHBIX
CpeICTB  TpeOOBaHWSM  TMpaBUI  HaJUIeKalled  MPOU3BOACTBEHHOW  MPAKTUKH,  BBIIAHHOTO
YIIOJITHOMOYEHHBIM (helepaibHbIM OPTaHOM HCIIOJHUTEIHHOM BIACTH JJIsi KaXXIOW MPOU3BOACTBEHHOMN
TUIOMIA/IKK JIEKAPCTBEHHOTO TpernapaTa JUisi BETePUHAPHOTO MPUMEHEHHs, JUOO0 KOMHS PEIICHUs O
MPOBEJICHUU MHCIIEKTUPOBAHUS TPOU3BOIUTEIIS JIEKAPCTBEHHBIX CPEJCTB, MPUHITOTO YIOJIHOMOYECHHBIM
denepadbHBIM OpPraHOM HCIOJHUTEIBHOW BIACTH M  KaXI0M MPOU3BOJICTBEHHOM IUIOMIAJIKH

www.consultant.ru CrpaHvua 76 n3 169
HafeXXxHasa npaBoBas noaaep)XkKa


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

®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

JIEKApCTBEHHOI'O IIpernapara il BETEpUHAPHOIO IPUMEHEHHUs. Y Ka3aHHBIE JIOKYMEHTHI IPECTaBISIOTCS
B Cllydae, €CIM IPOU3BOACTBO JIEKAPCTBEHHOIO IIpernapara i BETEPUHAPHOTO INPUMCHECHUS
ocylLIecTBIsIeTCA 3a npenenamu Poccuiickon denepanuy;

4) Komusi JOKYMEHTa, BBIIAHHOTO VYIOJHOMOYCHHBIM OPraHOM CTPaHbl  TPOM3BOJUTEIS
(bapmareBTHUECKON cyOcTaHIun 51 IIOATBEPIKIAIOIETO COOTBETCTBUE IIPOU3BOIUTENA
(bapMareBTHYECKONW CyOCTaHIIMH, BXOMSIICH B COCTaB JIGKAPCTBEHHOTO Tpenapara il BETEPHHAPHOTO
NpUMEHEHHs, TPeOOBaHUSAM NPaBWI HAJUIeKAICH MPOU3BOJACTBEHHOM MNPAKTHKH, M €ro IMEepeBOj Ha
PYCCKHMIl  sI3BIK, 3aBEPCHHBIC B YCTAHOBJICHHOM TIOpSAJKE, B CiIy4dae, €CId IPOHU3BOJICTBO
(bapMareBTHUECKOM CyOCTaHIIUK OCYIIECTBISICTCS 3a npeaeiaamu Poccutickoit deneparium.

(dactp 1 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

Koncynbrantllntoc: npumedanue.
C 01.03.2026 B 9. 1.1 ct. 31 BHOCsTCS M3meHenus (D3 ot 31.07.2025 N 304-D3). Cm. Oynymryro
pEIaKIHIo.

1.1. B cnyuae u3meHeHus u (WIM) TOTOJHEHHUS TPOU3BOJACTBEHHOW IUIOMIAIKU JICKAPCTBEHHOTO
CpeacTBa JOKYMEHTBI, YKa3aHHbIE B 4YacTH | HACTOSIIEH CTaThbu, MPEACTABISIIOTCA 3asABUTEIEM B
OTHOIIIEHWH M3MEHSeMON W (WJM) JOMOJHSIEMONW MPOU3BOACTBEHHON IUIOMIAJKN JIEKAPCTBEHHOTO
cpenctBa. Pernienne o BHECEHUU U3MEHEHUHN B IOKYMEHTBI, COJEPKAILIUECS B PETUCTPALIMOHHOM J1I0ChE Ha
3aperucTpUpPOBAaHHBIN JIEKAPCTBEHHBIN Mpenapar Ui BETEPUHAPHOTO MpPUMEHEHUs, Win 00 OTKa3e B UX
BHECEHUU MPUHUMAETCS B CIIydae HEOOXOAUMOCTH MPOBEACHUS KCIIEPTU3HI JICKAPCTBEHHOTO CPENICTBA B
CPOK, HE MPEBBIIIAIONINM JeBSIHOCTA pabouuX JHEH, a B OCTAJbHBIX CIy4yasix B CPOK, HE MPEBBILIAIOIIHIA
TPUALIATH pabOuYuX THEH CO JIHS HaANpaBlEHUS TOCPEICTBOM EIWHOTO IMOpTaja B YHOJHOMOYCHHBIN
(benepanbHBI OPraH UCMOJHUTEIBHOMN BIIACTH 3asBJICHUSI O BHECEHUU TAKUX U3MEHEHUH.

(uactp 1.1 BBenena dexnepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. @eaepanibHOro 3aK0Ha OT
30.01.2024 N 1-®3)

1.2. B ciydae peopraHuzanuy [ep)KaTess WIH BiaJeiblla PETUCTPALMOHHOIO YIOCTOBEPEHHUS
JIEKapCTBEHHOI'0 IIpernapaTta [Uisi BETEPUHAPHOTO IMPUMEHEHUs, pa3paboTdyMKa WU MPOU3BOAUTENS
JIEKapCTBEHHOI'O IIperapaTa Jjisl BETEPUHAPHOIO NMPUMEHEHMs B 3asBJICHUM O BHECEHUU M3MEHEHUH B
JNOKYMEHTBI, COJAEPKALIUECS B PETUCTPALMOHHOM JIOCBE€ HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
IpernapaTr jisl BETECPUHApPHOIO IPUMEHEHHUs, YKa3blBalOTCS NaHHbIE JOKYMEHTA, MOATBEPKIAIOIIETO
BHECEHHE COOTBETCTBYIOIIMX M3MEHEHUN B EMuHBIA rocyaapCTBEHHBIH peecTp IOPUANYECKHUX JHIL (I
OpraHu3alyii, 3aperucTpUpOBaHHBIX Ha TeppuTopuu Poccuiickoit Penepanuu), Ui UHOTO JOKYMEHTa,
MOJITBEP K IAIOIIET0 PEOPraHU3alMI0 IOPUINUECKOro Jula (Ui OpraHu3aluii, He 3aperucTPUPOBAHHBIX
Ha Teppuropun Poccuiickoit @Penepauuu). 3asBlIeHHE O BHECEHHMM MW3MEHEHUH B JOKYMEHTHI,
coZlep Kalecss B PETHCTPAMOHHOM JOChE Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar s
BETEPUHAPHOIO IIPUMEHEHUS, U NIPUJIaracMble K HEMY JTOKYMEHTBI HAIIPABIISIFOTCSI IOCPEACTBOM €IMHOTO
nopTajia B yIOJHOMOYEHHBIA (enepaabHblii OpraH WCIOJIHUTEIBHOW BJIACTH HE TO3JHEE YeM dYepe3
TpUALATh PaboUYMX JHEH cO THS BHECEHUS COOTBETCTBYIOIIMX M3MEHEHHUH B ENuHBIN rocyaapcTBeHHBIN
peecTp IOPUAMYECKUX JIML (UIsl OpraHu3alfii, 3aperucTpUpOBaHHBIX Ha Tepputopun Poccuiickoit
denepalum) UK CO JHS NPUHATHS COOTBETCTBYIOIIETO TOKYMEHTA, MOITBEPKAAIOLIEr0 peOpraHnu3aIiuio
IOPUAMYECKOTr0 JiMna (A OpraHu3aluid, HE 3aperUCTPUPOBAHHBIX Ha Tepputopun Poccuiickoit
@enepanun). B cioyyae peopranuzanuu aepkaTens WIKM BIaJeblla PETUCTPALMOHHOIO YI0CTOBEPEHUS
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

JIEKApCTBEHHOT'0 Tpernapara A BETEPUHAPHOIO MPUMEHEHHUS 3asiBJIEHUE O BHECEHUU W3MEHEHUN B
JOKYMEHTBI, COJep’Kalliecsi B PETUCTPALMOHHOM JOCh€ Ha 3aperuCTPUpPOBAHHBIA JIEKapCTBEHHBIH
npenapar g BETEPUHAPHOIO TMPUMEHEHHS, MOJAETCS IOPUAMYECKUM JIUIOM, KOTOPOMY B XOJ€
peopranu3aiuy rnepeiaHo npaBo BIAJCHHS TAKUM PErHCTPAllMOHHBIM YA0CTOBEPEHUEM.

(dactp 1.2 BBenena ®exnepanbHbiM 3akoHOM OT 02.08.2019 N 297-03; B pen. @eaepanibHOro 3aKoHa OT
30.01.2024 N 1-®3)

Koncynbrantllntoc: npumedanue.
C 01.03.2026 ct. 31 nononusercs 4. 1.3 (D3 ot 31.07.2025 N 304-D3). Cm. Oyay1iyio peIakiuio.

2. B ciyyae BHeceHUsI U3BMEHEHUN B JOKYMEHTBI, COJAEpXAIIUECS B PETUCTPALIMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIM TMpernapaTr i BETEPUHAPHOTO TPUMEHEHHUS, B OTHOIICHHH
CBEJICHUM, yKa3aHHbIX B moamyHkrax "e", "x", "k", "n", "H", "c¢", "x" nynkra 7 uvactu 3 crarbu 17
Hacrosiero denepaabHOTO 3aKOHA, WU3MEHEHUS W (WJIM) JIOTOJHEHHS MPOW3BOJICTBEHHOW IIIOMIAIKH
JIEKApCTBEHHOTO CpPEJICTBA, a TaKXKe B Cllydyae H3MEHEHHUsS IOKa3aTeliell KauecTBa JIEKapCTBEHHOTO
mpenapara i BETEPHUHAPHOTO NMPUMEHEHHS W (WIM) METOJO0B KOHTPOJISA KadecTBa JIEKAPCTBEHHOTO
npenapara Jjisi BETEPUHAPHOIO MPUMEHEHHUs MPOBOJUTCA SKCIEPTH3a JIEKAPCTBEHHOTO CPEICTBA MJIs
BETEPUHAPHOTO TNpHUMEHEHUs. B ciaydae HEOOXOAMMOCTH BHECEHHUS WHBIX M3MEHEHUW B JIOKYMEHTHI,
coJiepXaImirecss B PEruCTPallMOHHOM JOCh€ Ha 3aperMCTPUPOBAHHBINA JIEKAPCTBEHHBIM Npemnapar s
BETEPUHAPHOTO IPUMEHEHUS, IKCIIEPTU3A JIEKAPCTBEHHOT'O CPEJICTBA JUIsl BETEPUHAPHOTO MPUMEHEHHUSI HE
MPOBOJIUTCS.

(B pen. denepanbHbix 3akoHOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-03)

3. 3asBuTeNb BIpaBE MPEACTABUTH O COOCTBEHHON MHHUIIMATHUBE BMECTE C 3asiBIICHUEM O BHECEHUU
U3MEHECHHH B JIOKyMEHTBI, COAEPXKAIIMECS B PErMCTPAlMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JIEKApCTBEHHBIN IIpernapar JJisl BETEPUHAPHOTO IPUMEHEHUS, PEKBU3UTHI IOKYMEHTOB, ITOATBEPKIAIOIIHAX
yIUIaTy TOCYJapCTBEHHOM ITOLUIMHBI 3a BHECEHHE B JOKYMEHTBI, COAEPKAIIMECS B PETMCTPALOHHOM
JI0ChE Ha 3apErUCTPUPOBAHHBIN JIEKaPCTBEHHBIN Mpenapar Ulisi BETEpUHAPHOIO IPUMEHEHNUs], N3MEHEHNUH,
TpeOYIONMX TPOBENEHHUS] IKCHEPTU3BI JICKAPCTBEHHOTO CPEICTBA, MM HM3MEHEHUWH, HEe TpeOyommX
IIPOBE/ICHUS SKCIIEPTU3bI JIEKApPCTBEHHOIO cpelcTBa. B ciiyuae HeoOXOAMMOCTH M3MEHEHUsI CBEICHHH,
COJIEpKAIIMXCA B PETUCTPALMOHHOM YJIOCTOBEPEHHMH JIEKAPCTBEHHOI'O Iperapara Uil BETEPUHAPHOTO
IIPUMEHEHHUS, C 3asBJICHUEM, YKa3aHHBIM B 4acTU | HacTOSILEH CTaTbH, 3asBUTEIb BIPABE NPEACTABUTH
[0 COOCTBEHHOW WMHHLIMATUBE PEKBU3UTHI JOKYMEHTA, MOJATBEP)KIAIOLIETr0 YIIATy ToCyAapCTBEHHOU
MOILJIMHBI 32 BbIJAa4y PETMCTPALMOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOTO IIpenapara. 3asBUTENb BIPABE
MIPEJCTaBUTh M0 COOCTBEHHOW WHUIIMATUBE CBEACHUS O JIMLEH3UAX, yKa3aHHbIE B MyHKTax | u 2 gactu 1
HacTose CTaTbd, a TaKKe BbIaBaéMble YIOJIHOMOYEHHBIMU  (efiepalibHBIMU  OpraHaMu
WCIIOJIHUTENIBHON BJIACTH JTOKYMEHTHI, YKa3aHHbIC B IIyHKTe 3 yacTu | Hacrtosmew cratbu. B ciydae
HENpeACTaBICHUS YKa3aHHBIX JOKYMEHTOB (CBEICHMI) YIOJIHOMOYEHHBIH (QenepanbHblii oprax
UCIIOJHUTENIbHOM ~ BJIACTH  3alpallliBaeT  yKa3aHHbIE  JIOKyMEHTHl  (CBEIEHHs])) B  IOPSIKE
MEXBEJOMCTBEHHOI'0 MH(OPMAIITMOHHOTO B3aUMOJICHCTBHUSI.

(B pen. @enepanbHbIX 3aKOHOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

Koncynbrantllntoc: mpumeyanue.
C 01.03.2026 B a63. 1 4. 4 c1. 31 BHOCsTCsA M3MeHeHus (D3 ot 31.07.2025 N 304-D3). Cm. Oyayryro
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[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

PEaAAKIHIO.

4. B cpok, HE MPEBBIIIAIOMUI AeCATH pabodnx THEH co IHS MOCTYIUICHHS yKa3aHHOTO B YacTH 1
HACTOSIILEH CTaTbU 3asBICHHS M HEOOXOIMMBIX JOKYMEHTOB, YIOJIHOMOYEHHBIH (elepanbHblil opran
WCIIOJIHUTEJIBHON BIIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEIECHUM, COACPKAIIUXCS B MPEICTABICHHBIX
3asBUTEJIEM JOKYMEHTAaX;

2) NpUHUMAET pelIeHUE O MPOBEIECHUH IKCIIEPTHU3BI JIEKAPCTBEHHOTO CPEJICTBA JIJIsl BETEPUHAPHOTO
NIPUMEHEHHS WK 00 OTKa3e B ee MPOBEACHUY;

3) HampaBiseT TIOCPEICTBOM EIMHOTO IOpTajlia 3asBUTENI0  IMOJMUCAHHOE YCHUJICHHOU
KBaJTM(HUIUPOBAHHON 3JIEKTPOHHOM MOJMHMCHIO YBEJOMJICHHE O MPHUHATOM pELICHUH WU B Cllydae
MIPUHATHS pEIIeHUs] 00 0TKa3e B MPOBEACHUHN IKCIIEPTH3HI JICKAPCTBEHHOTO CPEJICTBA JIJIsl BETEPHHAPHOTO
MPUMEHEHHUS C YKa3aHUEM MPUINH TaKOro 0TKa3a.

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

4.1. B cityyae BbIsIBICHUSI HEIOCTOBEPHOCTHU U (MJIM) HEOCTATOUHOCTU CBEJICHUM, COACPKALUXCS B
MIPE/ICTABJICHHBIX 3asBUTEIIEM MaTepualaxX, YHOJIHOMOYEHHBIM (enepalbHblii OpraH HCHOJHUTEIbHOM
BIIACTH HAIpPABJISIET MOCPEACTBOM EIMHOTO TOpTalia 3asBUTENIO 3ampoc OO0 YTOYHEHUHU YKa3aHHBIX
CBEJICHUH, TTOANMMMCAHHBIA YCUICHHON KBATU(UIIUPOBAHHOM 3JIEKTPOHHOM MOIUCHIO.

(uactp 4.1 B pen. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-03)

KoncynbrantlIntoc: mpumeyanue.
C 01.03.2026 B 9. 4.2 ct. 31 BHOCcaTca m3meHeHus (D3 ot 31.07.2025 N 304-®3). Cm. OyayIryro
peaKIHIo.

4.2. 3asgButenb 00s3aH HAMpPaBUTh TOCPEACTBOM €IMHOIO TOpTaja B YHOJIHOMOYCHHBIH
dbenepaybHBIA  OpraH HMCIOJHUTEIHLHOW BJIACTH TOJAMUCAHHBIA YCHJICHHOW KBalU(DUIIMPOBAHHON
3JIEKTPOHHON MOAMHUCHIO OTBET HA 3alpPOC YMOJIHOMOYEHHOTO (helepaJlbHOrO OpraHa HCIIOJHUTEIbHON
BJIACTU B CPOK, HE NPEBBIMIAIOIIMN IEBIHOCTA PabOUYMX THEH CO JHS IMOJYy4YEHHs YIMOJHOMOUYEHHBIM
(beneparbHBIM OPraHOM MCIIOTHUTEIBHOM BIACTH 3JIEKTPOHHOTO YBEJOMJICHHUS O TIOJTYYCHUH 3asBUTEIIEM
naHHoro 3ampoca. Cpoku, ykazaHHble B 4yacTh 1.l HacTosiiel cratbu, MPUOCTAHABIMBAIOTCS CO JIHS
HaNpaBJICHUs] TOCPEJICTBOM €IMHOr0 TOpTaja 3asBUTENIO 3alpoca YMOJHOMOYEHHOTO (enepaabHOro
OpraHa HCIOJHUTEIbHOW BJIAaCTH JAO [HA HANpaBlICHUs IOCPEACTBOM €AMHOIO IOpTaja B
YIOJIHOMOYEHHBINH (peiepaabHblii OpraH HMCIOJHUTENPHOW BIIACTH OTBETa HA JAHHBIM 3ampoc U He
YYMUTBHIBAIOTCS NIPU HCYHUCIEHUU CpPOKa IHPHUHATHS DPEIICHUS O BHECEHHH W3MEHCHMM B JIOKyMEHTHI,
COJIepiKalIiecsl B PETHCTPALIMOHHOM JIOChE HAa 3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIN Ipenapar yis
BETEPUHAPHOTO IPUMECHECHHS.

(uactp 4.2 B pen. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. OcHOBaHHMEM MJIg OTKa3a B TMPOBEJACHUU OKCIEPTU3BI JIEKAPCTBEHHOTO CPEJACTBA IS
BETEPUHAPHOTO TMPUMEHEHHS SIBJISIETCS MPEJCTAaBICHUE JOKYMEHTOB, YKa3aHHBIX B yacTsax 1 u 3
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

HaCTOHH_IGI\/JI CTaTbH, B HCIIOJIHOM 00BbeEME WIIH OTCYTCTBHC B IPCACTABJIICHHBIX JOKYMCHTAX JOCTATOYHBIX
CBE/ICHUI, TOATBEPXKIAIOIIMX HEOOXOAMMOCTh BHECEHHS W3MEHEHMH, 100 HempeacTaBieHue
3asiBUTEJIEM B YCTAHOBJIEHHBI CPOK OTBETa HAa yKa3aHHBIM B yacTu 4.1 HacTosIed CTaTbMU 3ampoc
YIOJIHOMOYEHHOT0 (heJiepabHOro OpraHa UCIIOJIHUTEIbHON BIIACTH.

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

6. DKcrepTu3a JEKapCTBEHHOI'O CPEACTBA JUIsl BETEPHUHAPHOIO IMPUMEHEHHs B LENAX BHECEHMS
U3MEHEHUH B JIOKYMEHTBI, COJAEp)KAIMECS B PErMCTPallMOHHOM JOChE€ Ha 3aperuCTpUPOBAaHHBIN
JIEKapCTBEHHbI IpernapaT s BETEPUHAPHOTO IPUMEHEHHs, OCYILECTBISIETCS B  HOpPSIKE,
YCTaHOBJICHHOM cTaTbell 24 Hactosmero denepanbHOro 3aKOHa.

KoncynsrantlIntoc: mpumeyanue.
C 01.03.2026 B a63. 1 4. 6.1 ct. 31 BHOCsATCA M3MmeHeHuss (P3 or 31.07.2025 N 304-D3). Cwm.
OyylIyIo peaKIuio.

6.1. B cpok, He MPEeBBIIAIONINI AeCATH padOYHNX JHEW CO JHS HANpPaBICHUS IOCPEACTBOM €IMHOTO
rmopTajia B YIIOJTHOMOYEHHBIN (eiepaibHbI OpraH UCIIOTHUTEIBPHONW BJIACTH MOMUCAHHOTO YCUICHHOM
KBaJTM(HUIIMPOBAHHON 3JIEKTPOHHON MOJNKMCHIO 3aKIIOUEHHUs] KOMUCCHHM 3KCIIEPTOB MO pe3yJbTaTraM
yKa3aHHOM B YacTU 2 HACTOSIIEH CTaThbM SKCHEPTHU3bI, YMOJHOMOYCHHBIA (eaepaibHbIi OpraH
WCIIOJTHUTENIbHON BIIACTH:

(B pen. Denepanbubix 3akoHOB 0T 02.08.2019 N 297-03, ot 30.01.2024 N 1-D3)

1) mpuHUMaeT perieHre 0 BHECEHUU U3MEHEHHUI B JOKYMEHTBI, COJIEpKAIINECs B PETUCTPALIMOHHOM
JI0OCb€ Ha 3aperHCTPUPOBAHHBIN JIEKAPCTBEHHBIN IMpemnapar JIsi BETEPUHAPHOTO MPUMEHEHHUS, WU 00
OTKa3€ BO BHECEHUU TaKUX U3MEHECHHIA;

2) BHOCHT B TOCYJAapCTBEHHBIH pEecTp JEKAPCTBEHHBIX CPEACTB HA OCHOBAHWH PEIICHHUSA O
BHCCCHUH W3MEHCHHH B AOKYMCHTEI, CoACpKalucca B PEruCTpaiioOHHOM JOCBEC Ha
3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar il BETEPUHAPHOTO NPUMEHEHHUs, HEO0OXOIUMBbIE
U3MCHEHUS,;

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

Koncynbrantllntoc: npumedanue.
C 01.03.2026 m. 3 4. 6.1 ct. 31 u3naraercsa B HOBOM pemakuuu (D3 ot 31.07.2025 N 304-D3). Cwm.
OyAyIIYIO0 PEeIAKIIHIO.

3) BBIOAeT 3asABUTENI0O HOBOE PETUCTPALMOHHOE YJOCTOBEPEHME JIEKAPCTBEHHOrO Ipernapara Jyis
BETEPUHAPHOTO MPUMEHEHHS B CIy4ae HEOOXOIMMOCTH M3MEHEHUS CBEIICHHM, COAepKAIIUXCS B HEM, C
COXpaHEHMEM HOMEpa paHee BBIIAHHOIO PErHMCTPALMOHHOIO YAOCTOBEPEHUS JEKapCTBEHHOTO Ipenapara
U1l BETEPUHAPHOTO IIPUMEHEHUSI.

(. 3 BBenen denepanbHbIM 3aKk0HOM OT 02.08.2019 N 297-D3)
(uacts 6.1 BBeneHa PenepanbHbIM 3ak0HOM 0T 22.10.2014 N 313-D3)

6.2. B caydyae BHeCEHUS M3MEHEHU B JOKYMEHTBI, COJIEPKAIIUECS B PETUCTPALIMOHHOM JOChE HA
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"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

3apETrUCTPUPOBAHHBINA  JICKAPCTBEHHBIM IIpenapaTr Uil BETEPUHAPHOIO IPUMEHEHHs, B YaCTH,
Kacaromeicss HW3MeHeHus W (WIM) JONOJHEHHS TPOW3BOJICTBEHHON IUIOIIAAKK JICKApPCTBEHHOTO
npenapara, Ipu Npe/ICTaBICHUN 3asBUTENIEM B COOTBETCTBUHU C MYHKTOM 3 4yacTu | HacTosllEed cTaTbu
KOIIMU DEIICHHUs] YHOJIHOMOUYEHHOTO (helepasbHOrO OpraHa HCIIOJIHUTEIBHOW BIACTH O MPOBEICHHUU
MHCIIEKTUPOBAHUS IIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB CPOK, YKa3aHHbBIM B yacTu 6.1 Hacrosmieu
CTaThH, NMPUOCTAHABIMBACTCS CO IHS TOJyYCHHUS 3aKIIOUYEHHS KOMHCCHU HKCIEPTOB A0 IHS TPHHATHS
YIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM MCIIOTHUTEIBHOM BIIACTH PEIICHHs O BbIJjaue WK 00 OTKase B
BbLJAYC 3aKIIOYCHUA O COOTBCTCTBHU IMPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB Tpe60BaHI/I$[M IIpaBHJI
HaJUTIeXallel MPON3BOICTBEHHOH NMPAKTUKHU, HO HE OOJIee 4eM Ha CTO BOCEMb/IECAT pabOUuuX JTHEH.

(uacts 6.2 BBeneHa PenepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHOBaHMEM [UIl OTKa3a BO BHECEHHMM W3MEHEHHH B JOKYMEHTBI, COJEp)Kalluecs B
PErMCTPAallMOHHOM JI0OCh€ HA 3apEeTUCTPUPOBAHHBIA JICKAPCTBEHHBIM IIpenapaTr s BETEPUHAPHOTO
NPUMEHEHHUS, B CIy4asX, He TpPeOYIOIIHUX NMPOBEJCHUS IKCIEPTH3bI JIEKAPCTBEHHOTO CPEJCTBA, SIBISETCS
IIpE/ICTaBICHUE IOKYMEHTOB, YKa3aHHbBIX B 4acTAX | M 3 HAcTOsIIEeW CTaThbu, B HEMOJHOM O0OBEME WIH
OTCYTCTBHUE B IPEJCTABICHHBIX JOKYMEHTaX CBEIEHUI, KOTOPbIE JODKHBI OBITH B HUX OTPa)KeHbI, TMOO
HEIpPECTaBICHUE 3asABUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETAa Ha yKa3aHHbIA B yacTu 4.1 HacToseu
CTaThU 3aIPOC YIOJIHOMOYEHHOTO (heZiepaibHOTO OpraHa UCIIOJHUTEIbHOMN BIACTH.

(dactp 7 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHHMeM [Uid OTKa3a BO BHECEHUU M3MEHEHHMH B JOKYMEHTHI, COJeprKaliuecs B
PErMCTPAllMOHHOM JI0OCh€ HA 3apEeTHCTPUPOBAHHBIA JICKAPCTBEHHBIM IIpenapaTr s BETEPUHAPHOTO
MPUMEHEHUS, B CIydasx, TPeOYIOMIMX MPOBEACHUS SKCIEPTHU3BI JICKAPCTBEHHOTO CPE/CTBA, SIBISIETCS
3aKIIIOYCHHE YTIOJIHOMOYEHHOTO (hefepanbHOro opraHa HCIOJHUTEIBHONH BIACTH O BO3MOKHOCTH
CHIDKEHHUS 0€30MacHOCTH, kKauecTBa, 3P(EKTUBHOCTH JIEKAPCTBEHHOTO MperapaTa BCIEACTBHE BHECEHUS
U3MEHEHUH B yKa3aHHbIE JOKYMEHTBI, OTKa3 YIOJIHOMOYEHHOTO (pe/iepabHOr0 opraHa UCIOJHUTEIbHOM
BJIACTH B BBIJau€ 3aKIIOYCHHS O COOTBETCTBUU IMPOU3BOIUTEINS JICKAPCTBEHHBIX CPEACTB TPEeOOBAHUSIM
ImpaBuJI Haz[nencameﬁ HpOHSBO[[CTBGHHOfI INPpaKTUKHU B ClIydac HU3SMCHCHUSA U (I/IJ'II/I) JOITOJIHCHU A
MIPOM3BOJCTBEHHON IIJIOMIAJKU JIGKAPCTBEHHOTO TMpernapara, €clId IPOU3BOJCTBO JIEKAPCTBEHHOTO
npernapara JJjisi BETEpUHApHOTO MPUMEHEHUsI OCYIIECTBIsIeTCs 3a npenenamu Poccuiickoit denepanmu,
WM OTCYTCTBHUE 3TOTO 3aKIIOUYCHUSI.

(uactp 7.1 BBenena @enepanbHbM 3akoHOM OT 04.06.2018 N 140-D3)

8. JlomyckaeTcsi oOpallleHHe JIEKApCTBEHHBIX MPEmapaToB MJs BETEPUHAPHOTO MPUMEHEHHUS 0
HCTEUYEHUsI CPOKa TOAHOCTHU, TPOU3BEJCHHBIX B TEYCHUE CTAa BOCBMHICCITH JTHEW TMOCJIE JAThl MPUHSATUS
YIOJIHOMOYEHHBIM (heZiepaibHbIM OPraHOM HCIOTHUTENBLHOM BJIACTH PELICHHs] O BHECEHUH U3MEHEHUH B
JIOKYMEHTBI, COJIEpKAIIHNECs] B PETUCTPAIIMOHHOM J0ChE Ha JIEKAPCTBEHHBIN Mpemnapar, B COOTBETCTBUU C
uH(popMalieH, coaepKamieics B TOKyMEHTaX PETUCTPAllMOHHOTO JJOChE Ha JIEKapCTBEHHBIH Mpemnapar 10
JAThI IPUHATUS TAKOTO PEIICHUS.

(uacts 8 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

Koncynbrantlntoc: mpumeyanue.

O Bo3MoOXxHOCTH oOpamieHuss B PD JjiekapCTBEHHBIX NpENapaToB IMOCIE MPUHATUSA pelleHus o0
OTMEHE TOCPETUCTPALMU U UCKIIOYEHHBIX U3 peecTpa (papMaleBTHYecKuX cyOcTaHiuii cMm. ct. 4 O3
o1 30.01.2024 N 1-®3.
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?;Z%e‘f:;gb& 32a0'<2°5 ot 12.04.2010 N 61-03 [JokyMeHT npepocTtasieH KoHcynbTaHTIn0C

"06 06paL|.leHVIVI NleKapCTBEHHbIX Cpe.CI,CTB" [Oata COXpPaHeHus: 14.10.2025

CraTtbsa 32. OTMeHa rocyaapCTBEHHOW perucTpawmm riekapcTBeHHOro rnpenapara

Pemienne 06 oTMEHe roCyJapCTBEHHOH pETrHCTpalMy JIEKAapCTBEHHOIO MpernapaTa M MCKIIOUEHUH
JICKApCTBEHHOTO TIperapara W3 TOCYAAPCTBEHHOTO peecTpa JICKApCTBEHHBIX CPEICTB MPHHUMACTCS
YIOJIHOMOYEHHBIM (heZiepalibHbIM OPTaHOM MCTIOJHUTENILHON BIACTH B CIydae:

1) npeacraBiaeHNs: COOTBETCTBYIOIIUM YIIOJHOMOUYEHHBIM (pe/lepaabHbIM OPraHOM HCIIOJIHUTEIbHON
BJACTU 3aKIIOYCHUST O pPUCKE WIM 00 Yrpo3e 3[0pOBbIO, XKM3HH YEJIOBEKAa WM >KUBOTHOTO IIpU
NPUMEHEHUH JIEKapCTBEHHOTO TMIperapara, MPEeBBIIAIMMX ero 3(QQeKTHBHOCTh, IO pe3yjbTaTaM
OCYILECTBIIIEMOT0 UM MOHUTOPUHTa O€30IaCHOCTH JIEKAPCTBEHHOTO IIpernapara;

KoncynsrantlIntoc: mpumeyanue.
C 01.03.2026 B m. 2 cr. 32 BHOcsATcs u3MeHenus (P3 ot 31.07.2025 N 304-®3). Cm. Oyayiryro
peIaKIIHIO.

KoncynsrantlIntoc: mpumeyanue.

[Tonoxenus ct. 32 (B pen. @3 ot 30.01.2024 N 1-D3), kacarouuecs: NpeJOoCTaBICHUS TOC. YCIYT IpU
oOpallleHnu JIeKapCTBEHHBIX CPEACTB JJIi MEIUIMHCKOTO U BETEPUHAPHOTO MPUMEHEHUs
MOCPEJICTBOM €IMHOM CUCTEMBI U (WJIM) €IMHOTo nopTtana, npuMmensitores ¢ 01.01.2026.

2) mojauyM JeprkaTelieM WM BiaJeblleM PErHCTPAllMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
mpernapara Wi YHOJHOMOYEHHBIM MM JAPYTHUM IOPUAMYECKHM JIMIIOM 3asBICHUS 00 OTMEHe
rOCy/1JapCTBEHHOW  perucTpaldy  JIEKapCTBEHHOrO  Mpemapara,  MOAMHCAHHOTO  YCHJIEHHOM
KBAJTM(UIIMPOBAHHON 3JIEKTPOHHON MOAMKUCHIO, TyTEM €ro HalpaBJICHHUs MOCPEACTBOM €IMHOTO MopTaa
B YIIOJITHOMOYEHHBIM (efepaJbHbIi OpraH HWCIOJHUTEIBHOW BIIACTH WM JIMYHBIA  KaOWHET
YIOJIHOMOYEHHOTO (hesiepanbHOro opraHa UCTIOJHUTENILHON BIACTH B €JUHON CUCTEME;

(B pen. denepanbHbIX 3ak0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

Koncynbrantllntoc: npumedanue.
C 01.01.2026 1. 3 - 6 cT. 32 He pacHpOCTPaHAIOTCA Ha MPABOOTHONIECHHWS, BO3HHUKAIOUIUE IPHU
00palleHUH JIEKaPCTBEHHBIX CPEACTB At MeauHCKoro npumeHeHus (O3 ot 30.01.2024 N 1-D3).

3) HemoATBEP>KACHHSI TOCYAapCTBEHHOM PETrHCTpallUU JIEKApCTBEHHOTO IMpernapara Mo MCTEUYEHUU
CpOKa JI€MCTBUS PETUCTPALMOHHOTO YJOCTOBEPEHHUSI, BHIJAHHOTO Ha MSTh JIET;

4) HEenpeACTaBJICHHS 3asiBUTEIEM WH(OpMAIIMK, KOTOpasi MOKET TIOBJIEUb 3a COO0M HEOOXOIMMOCTh
BHECECHMS U3MECHEHUH B JJOKYMEHTBI, COACPKALIUECS B PETUCTPALIMOHHOM J0ChE HA 3aPETUCTPUPOBAHHBIN
JICKapCTBEHHBIH Mperapar, B TCYCHUE TPUALIATH pabodnX THEH CO JHS HACTYIUICHUS STUX U3MEHCHHN;

5) ocylIeCcTBIIEHUSI I'OCYAApCTBEHHOW PErHCTpalMM JIEKAPCTBEHHOIO Ipenapara IoJ TOProBbIM
HaMMEHOBAHMEM 3apETUCTPUPOBAHHOIO paHee I10J OTUM TOPrOBbIM HAaMMEHOBAHHMEM JIEKAPCTBEHHOIO
rpenapara, OTJIIMYaroIIerocsi KAaUeCTBEHHBIM COCTaBOM JCHCTBYIOLIUX BELIECTB;
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

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

6) OCYIIECTBICHHS TOCYTAPCTBEHHON PETUCTPAIIUK OJHOTO M TOTO YK€ JICKApPCTBEHHOTO Mperapara B
OTHOLICHHWKU OJHOIO0 MW TOIr0 3XKC JCpPXKATCId MWW BJaJCJiblla PETUCTPALIMOHHOIO0 YAOCTOBCPCHUA
JICKApCTBEHHOTO TIpernapara B BUAC JBYX M 0ojiee JICKApPCTBEHHBIX NpPENapaToB IMOJ Pa3TUYHBIMU
TOProBbIMU HAMMCHOBAHUAMU
(. 6 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHECEHHS CY/IOM PELICHUsI O HAPYLICHUHU MpaB MpaBoobianaTens 00beKTOB HHTEIUIEKTYalIbHON
COOCTBEHHOCTHU IIPU 0OpAIIEHNUH JEKapPCTBEHHBIX CPEJICTB;

Koncynsrantlntoc: npumeyanue.
C 01.01.2026 m. 8 ct. 32 HEe pacmpOCTpaHIETCS HA MPABOOTHOIIECHHUS, BOSHUKAIOIINE TIPU 00paIICHUH
JIEKAPCTBEHHBIX CPeNICTB sl MeauuHckoro npuMenenust (O3 ot 30.01.2024 N 1-D3).

8) OTCYTCTBHS JIEKapCTBEHHOTO Tpemapara B obOpamieHuun B Poccuiickoit denepariuu B TeUCHHE
Tpex u bosee Jer;
(n. 8 BBenen denepabHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) HEBBIITOJIHCHU L ACPIKATCIICM 1501058 BJIaACIIBLIEM PErUCTPpAalOHHOTO YAOCTOBCPCHUSA
JICKApCTBEHHOTO Tpernapara JIM00 YIOJTHOMOYSHHBIM MU JPYTUM IOPHINYCCKUM JIUIIOM MEPOTPUSTHIA
no obecrneyeHno 0e30MacHOCTH JIKApPCTBEHHBIX IPENapaToB, YCTAHOBIEHHBIX YIIOJTHOMOUYEHHBIM
benepaTbHBIM OpPraHOM HWCIIOJHHUTEIBHOW BJIACTH B COOTBETCTBHM C dYacTsMu 3 u 4 crathu 64
HacTosero denepaibHOTO 3aKOHA, B paMKax OCYIIEeCTBICHHs (papMaKkoHAA30pa;

(. 9 BBenen denepabHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) otkaza nepkarenst WIM BiaJeiblla PETUCTPALMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npemnapara JIM0O YIMOJIHOMOYEHHOTO MMHU JAPYroro IOPUAMYECKOrO JIMLA OT BHECEHHMs] M3MEHEHUHl B
MHCTPYKLHMIO II0 IPHUMEHEHUIO JIEKAPCTBEHHOI'O IIpernapaTa, KacarolMXCS HOBBIX MOATBEPKICHHBIX
JaHHBIX O TOM, YTO PUCK MPUUYMHEHUS BpPEAa 370pPOBbIO YEJIOBEKA WM KUBOTHOI'O BCIEACTBHE NpUEMaA
JIEKapCTBEHHOT'O MpenapaTa npeBbIaeT 3¢ (HEeKTUBHOCTh €r0 MPUMEHEHHUS.

(. 10 BBenen deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

CraTtba 33. FlocyaapcTBeHHbIN peecTp NieKapCTBeHHbIX CpeacTB

1. TocynmapcTBeHHBIN peecTp JIEKAPCTBEHHBIX CPEACTB COAECPKUT NEpEeUeHb JIEKAPCTBEHHBIX
IpenaparoB, MPOIIEAIINX FOCYyIapCTBEHHYIO PETUCTpALHIO, NepeueHb (papMaleBTUYeCKUX CyOCTaHIIHM,
BXOJIILIIMX B COCTaB JIEKAPCTBEHHBIX MPENAPATOB, U CIEAYIONIYI0 HH()OPMALIHIO:

1) B OTHOIIIEHUH JIEKAPCTBEHHBIX MIPENapaToB:
a) HaUMEHOBaHHWE JIEKAPCTBEHHOrO IpemapaTa (MEXAyHapOJHOE HENaTEeHTOBAaHHOE, WM
TPYNIHPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

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

6) JICKApCTBCHHAsA (I)opMa C YKa3aHHUEM JO3UPOBKH JICKAPCTBCHHOI'O IIpCIiapaTa U €ro KOJIN4YeCTBa B
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[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

NOTPEOUTENBCKON YIIaKOBKE;

B) HAHMEHOBAHHE JIEPKATENsl WM BIIAJEbIla PETUCTPAIIMOHHOTO YIOCTOBEPEHHUSI JICKAPCTBEHHOTO
npenapara U CBEJICHUS O PErHUCTpALlMM JepKaTelis WM BIAJIeNblia PETUCTPAMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO TMperapaTa JJisi MEIUIIMHCKOTO IPUMEHEHHUSI B KQUeCTBE HAJIOTOIUIATEIBIINKA B CTpaHE
peructpanuu (Ui POCCUUCKHUX IOPUAMYECKUX JIUI - UACHTU(UKAIMOHHBIA HOMEP HAIOTOIIATeNbIINKA
(MHH), myist ”HOCTpaHHBIX IOPUINICCKUX JIUIT - CTpaHa PETUCTPAlNK, HAMMEHOBAHHUE PETUCTPUPYIOIIETO
opraHa, perucTpalMOHHBIM HOMEp, KOJ HAJIOrOIIATENbIINKA B CTPAHE PETrUCTpanuu (MHKOPIOPALIUH)
WJTU €T0 aHaJor);

(nm. "B" B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAUMEHOBAHUE U aJpeC MPOU3BOAUTENS JIEKAPCTBEHHOIO IpenapaTa U CBEIEHUS O PErUCTpaluu
NPOM3BOAMTENS  JICKAPCTBEHHOTO  Tpermapara sl MEAWIMHCKOTO IPUMEHEHUS B  KadecTBe
HAJIOTOIUIATENBIINKA B CTPaHE  pEeTUCTpanuu (i1  POCCHHCKUX  IOPUAMYECKUX — JIMI[ -
ueHTH(UKAIIMOHHBI HOMep Hanoromiarensimmka (MHH), mis wHOCTpaHHBIX IOPHIMYECKHX JIHI -
CTpaHa pETHCTpali{, HANMEHOBAaHHE PETHCTPUPYIOLIETO OpraHa, pPErHCTPAMOHHBIA HOMEp, KOJ
HaJIOTOIUIATENbIIMKA B CTPAHE pEerucTpanuyl (MHKOPIIOPALMH) UK €T0 aHaJIor);

(nm. "r" B pea. @exnepanbHOro 3akoHa ot 28.12.2017 N 425-03)

1) (bapMakoTepaneBTH4ecKas rpynmna, KOJ JIEKapCTBEHHOI'O npenapara 1o
aHATOMO-TEPaNeBTUUECKO-XUMUYECKON KilacCu(pUKalliu, peKOMEHA0BaHHOW BcemupHol opranusarueit
3paBOOXPAHEHUS;

(nm. "n" B pen. @eaepanbHOro 3akoHa ot 22.12.2014 N 429-03)
€) OKa3aHMs ¥ MPOTHBOIIOKA3aHHs K IPUMEHEHHUIO JIEKAPCTBEHHOTO Tpernapara;
) MOOOYHBIE JICUCTBHS JICKAPCTBEHHOTO TIperapara;
3) CPOK TO/THOCTH JIEKAPCTBEHHOTO Mpernapara;
M) YCIIOBHS XpaHEHHS JICKAPCTBEHHOTO MTpeTapara;
K) YCIIOBHS OTITyCKa JIEKapCTBEHHOTO Ipernapara;

J) HoMmep (¢apMakoNneWHOM cTaTbl MM B CIydyae €€ OTCYTCTBUS HOMEpP HOpPMAaTHBHOMN
JOKyMEHTAIMH 100 HOPMATUBHOTO JOKYMEHTA;

M) JaTa TOCYJAapCTBCHHON PETHUCTPAIMH JIGKAPCTBEHHOTO Tperapara M ero pPerucTpariioOHHBIN
HOMEp, JlaTa 3aMEHbl PETUCTPAIMOHHOTO YAOCTOBEPEHHUS JICKApPCTBEHHOTO Ipernapara Ha OeccpoyHOe
PETHCTPAIIMOHHOE  YAOCTOBEPEHHE JICKApPCTBEHHOTO Tperapara, JaTa [oAadd  3asBJICHUS O
MOJTBEPXKICHUM  TOCYJapCTBEHHOW PETHCTpalMy  JIGKAPCTBEHHOTO  Iperapara, Jara  OTMEHBI
rOCy/IapCTBEHHOW PETUCTPAIINH JICKAPCTBEHHOTO Mpernapara;

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

H) Ka4ECTBEHHBIN COCTaB U KOJUYECTBEHHBIM COCTaB JEHCTBYIOIIMX BEHIECTB M KAaYECTBEHHBIN
COCTaB BCIIOMOTATEJIbHBIX BEIIECTB JIEKAPCTBEHHOT'O MpEnapara;
(. "H" BBeneH DeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

0) uHpopMarrs 000 BCceX pa3pelieHHBIX BUIaX BTOPUYHOH (MOTPEOUTENHCKON) YIAaKOBKH;
(. "o" BBegeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

1) Jara IHPHUHATHS PELIEHHs O BO3MOXHOCTH pPAaccMaTpUBaTh JIEKAPCTBEHHBIM Ipenapar IpH
TOCYJapCTBEHHOM PEeTUCTpaIliy B KauecTBE Op(haHHOTO JICKAPCTBEHHOTO TIpenapara (15 JeKapCTBEHHBIX
MpenapaToB JIJIsi MEJUIIUHCKOTO PUMEHEHHUS);

(mm. "n" BBemen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOTO 3aKOHA OT
27.12.2019 N 475-®3)

p) HaJuW4Me JIEKAapCTBEHHOrO Ipenapara B IEpPEYHE MXU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX
JICKapCTBEHHBIX NPEnapaToB (s IEKAPCTBEHHBIX MPENapaToB IS MEAUIUHCKOTO IPUMEHECHHS );
(mm. "p" BBemen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3aKoHa OT
27.12.2019 N 475-03)

C) HaJgU4He B JIGKAPCTBEHHOM IIpenapare HapKOTHUYECKUX CPEACTB, ICUXOTPOMHBIX BEIIECTB U HUX
MPEKypCOpOB,  MOJUIeKalIMX KOHTponmto B  Poccwuiickoit  ®denmepanuu, B  COOTBETCTBHH  C
3aKoHOaTenbCcTBOM Poccuiickon denepanuu, MexIyHapOoaHbIMU JoroBopamu Poccuiickoit @enepanuu,
B TOM uucie EnuHON KOHBEHIMEN O HapkoTHueckux cpenctBax 1961 roma u KouBeHuwmeit o
NICUXOTPONHBIX BemecTBax 1971 roaa;

(mm. "c" BBeneH denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

T) wuHQOpMAIMsI O TOM, SIBISICTCS JIM JaHHBIA JICKAPCTBEHHBIA TMpemapaT pedepeHTHBIM
JIEKapCTBEHHBIM IpEnapaToM;
(nm. "1" BBeneHn denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

y) CBelIeHUs O TMojauye 3asBICHUS O BHECEHWU HW3MEHEHUH B JOKYMEHTHI, COJEpKalluecs B
PErUCTPallMOHHOM J0Ch€ Ha JIEKAPCTBEHHBIN IIpemnapar;
(nm. "y" BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

¢) yrpatun cuy ¢ 1 mapta 2020 rona. - @enepanbhblii 3akoH oT 27.12.2019 N 475-D3;

X) CpPOK BBEJCHHUS JICKAPCTBEHHOTO Mpernapara s BEeTEPHUHAPHOTO MPUMEHEHHs B TPaXKIAHCKUIN
obopor;
(mm. "x" BBemeH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-®3; B pen. @enepalibHOTO 3aKOHA OT
30.01.2024 N 1-®3)

1) “HGOpMAIIHSI O TOM, SBJISETCS JIU JaHHBIN JIEKapCTBEHHBIN IpenapaT oppaHHbIM JIeKapCTBEHHBIM
permapaToM, HWMMYHOOHOJOTHYCCKUM  JICKAPCTBEHHBIM  IMpenaparoM,  paauodapMareBTHIeCKIM
JIEKapCTBEHHBIM MPEMmapaToM, TOMEONaTHYECKUM JIEKapCTBEHHBIM IMpernapaToM, OHOIOTUYECKUM
JIEKApCTBEHHBIM  IpENapaToM, BBICOKOTEXHOJOTMYHBIM JICKAPCTBEHHBIM TIPEMapaTtoM, BIEpBbIC
3aperucTpupoBaHHbIM B Poccuiickoit denepanyu B COOTBETCTBUU ¢ HacTosmuM DenepanbHbIM 3aKOHOM
WJIU aKTaMM, COCTaBJIsIoIKUMHU 1paBo Coro3a;

(nm. "u" BBeneH denepansubiM 3aKkoHOM 0T 30.01.2024 N 1-D3)

2) B OTHOIIEHUHU (papMaleBTUUECKUX CYOCTaHIIMIA:

a) HanMMeHOBaHHE (hapMaleBTUUECKOH CyOcTaHIMU (MEXIyHApOJIHOE HEMAaTeHTOBaHHOE, WIIH
TPYNIHPOBOYHOE, WM XUMHYECKOE W TOProBO€ HaWMeHOBaHWs), (opMa BBIMycKa (C yKa3aHHUEM
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JO3UPOBKH (TIPU HAJIMYWH), (PACOBKH U YIIAKOBKH);
(B pen. denepanbHbix 3ak0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

0) HauMEHOBAaHHE M aJpec MPOU3BOAUTENA (PapMalleBTUUECKON CyOCTaHIUMHM (U1 POCCUHCKUX
IOpUIMYECKUX JIMIl - WACHTU(PUKAIMOHHBIN HoMep Hanoromiarensiuka (MHH), nns wmHOCTpaHHBIX
IOPUIMYECKUX JIUI] - CTPaHa PErUCTPallii, HAUMEHOBAaHHE PETUCTPUPYIOIIETO OpraHa, perucTparoOHHbII
HOMED, KOJI HAJIOTOIUIATEIbIIMKA B CTPAHE PETHCTpaluy (MHKOPIOPAIIMH) WU €T0 aHAJIOT);

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

B) CPOK TOAHOCTH (hapMaIeBTHYECKON CYyOCTaHIINM;
T') YCJIOBUS XpaHECHUs (hapMaIleBTHYCCKON CYyOCTaHIINH;

1) Homep ¢apMakoNeWHON cTaTbu WM B ClIydyae €€ OTCYTCTBUS HOMEpP HOpPMAaTHBHOMN
JOKyMEHTAIMH 100 HOPMATUBHOTO JOKYMEHTA;

€) Hammure (papmManeBTUUECKOH CyOCTaHIIMHM B MEpeyHe HAPKOTHYECKUX CPENICTB, ICHXOTPOMHBIX
BEIIECTB M UX MPEKYpPCOPOB, MOJISKAIINX KOHTpOJdo B Poccuiickoit denepaiivu, B COOTBETCTBUU C
3aKoHOaTenbCcTBOM Poccuiickon denepanuu, MexIyHapOoaHbIMU JoroBopamu Poccuiickoit @enepannu,
B TOM uucie EnuHON KOHBEHIMEN O HapkoTHueckux cpenctBax 1961 roma u KouBeHuwmeit o
NICUXOTPONHBIX BemecTax 1971 roxa.
(nm. "e" BBeneH denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

2. ®@apmarieBTHUECKass CYOCTAaHIIHS, MMPOU3BEACHHAS IS PEallU3allii, MOKET OBITh BKJIFOUCHA B
rOCy/IapCTBEHHBIH pEecTp JIEKAPCTBEHHBIX CPEJICTB HAa OCHOBAaHUHM 3asBICHUS pPa3padOTUMKa WIH
MIPOU3BOUTEIIS JICKAPCTBEHHOTO CPEACTBA JUOO YITOJIHOMOYEHHOTO WMHU IOPHIMYCCKOTO JIUIA IPH
YCIIOBUU TIPOBEACHHS B OTHOIIEHUU Takoi (papMaineBTUUYECKOW CyOCTaHIIMM HSKCIEPTU3bl KadecTBa
(dapmareBTHUECKON CyOCTaHIIMM B TOPSJIKE, YCTAaHOBJICHHOM cTaTheil 34 Hacrosimero demepanbHOTo
3akoHa. B oTHomieHMM (QapManeBTUYECKUX CYOCTaHIIMN, MPOU3BENCHHBIX Ui peanu3aluu, B
TOCYJapCTBEHHOM peecTpe JIEKApCTBEHHBIX CPEJICTB COJEPIKUTCS CIeAyIomIast HH(OpMAIIHS:

1) HammeHoBaHWE (hapMaIEBTUUECKONH CYyOCTaHIMH (MEXIyHapOJHOE HEMaTeHTOBAaHHOE, WIIH
TpYNIIMPOBOYHOE, WM XHUMHYECKOE M TOPTOBOE€ HAaMMEHOBaHWs), (opMa BBINyCKa (C YyKa3aHHEM
JO3UPOBKHU (TIpU HATUYUH), (DACOBKU U YIIAKOBKH);

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

2) HaMMEHOBAaHUE, apPec MPOU3BOJAUTENS (papMalleBTUUECKON CyOCTAaHIMU, a TAaKXKe B OTHOILIECHUH
JIEKAPCTBEHHBIX CPEJACTB I MEIHWLHMHCKOTO NPUMEHEHUS CBEICHHS O PErMCTPAlUUA NPOU3BOIUTENS
¢dapmanieBTHUECKOW CyOCTaHLIIMM B KayecTBE HAJIOTOIUIATENbIIMKa B CTpaHe perucrpanuu (amas
POCCUICKMX FOPUAMYECKUX JIHUI - WACHTH(PHUKAIMOHHBIM HoMep Hamoromiarensumka (MHH), s
MHOCTPaHHBIX IOPUIUYECKHUX JIMIl - CTpaHa PETUCTPALMM, HAMMEHOBAaHUE PErMCTPUPYIOLIETO OpraHa,
pPErUCTpallMOHHBI HOMEpP, KOJ HaJOroIulaTesbliiKa B CTpaHE perucTpanuy (MHKOPIOPALWK) W €ro
aHajor);

(m. 2 B pea. @exnepanbHOro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMalleBTUYECKOM CyOCTaHIINU;

4) yciioBus XpaHeHUs (papManeBTUICCKON CyOCTaHINY;
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

5) Homep ¢apmakomneiiHONH cTaThM MO0 B Ciydae €€ OTCYTCTBHS HOMEpP HOPMAaTHUBHOU
JOKYMEHTAllM1 WX HOPMaTUBHOTO JOKYMEHTA;

6) Hanumuue GapMalreBTUICCKON CYOCTaHIIMM B MEPEUYHE HAPKOTHUECKHUX CPEJICTB, MCUXOTPOITHBIX
BEIIECTB M HMX MPEKYpPCOPOB, MOJJIEKAIIUX KOHTpoJto B Poccuiickoit ®denepanniv, B COOTBETCTBUU C
3aKkoHOaTenbCcTBOM Poccuiickon denepanuu, MexxyHapogHbIMU JoroBopamu Poccuiickoit @enepanuu,
B TOM uuciie EamHON KOHBEHIMENW O HapkoThueckux cpenactBax 1961 roma u KosBeHuueit o
MICUXOTPONHBIX BemecTBax 1971 roxa;

7) nata BKIIOYEHHs (apMalleBTUUECKON CyOCTaHIIMM B TOCYNAapCTBEHHBIH pEECTp JEKapCTBEHHBIX
CpEeACTB, JaTa BHECEHHUsS M3MEHEHUH B JOKYMEHTH! (papMaleBTUUECKO CyOCTaHIMM, JaTa UCKIIOUEHUs
(bapManeBTHYECKON CyOCTaHIINH U3 TOCYJApPCTBEHHOTO peecTpa JIeKapCTBEHHBIX CPEICTB.

(uacts 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Tlopsimox BeAeHUs TOCYJIApCTBEHHOTO peecTpa JEKAPCTBEHHBIX CPEACTB [JISI MEIUIIMHCKOTO
NPUMEHEHUS M TOPSAOK BEJCHUS TOCYIJapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO TPUMEHEHUS YTBEPKAAIOTCS COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM (penepaibHbIM
OpPraHOM HCTIOJTHUTEIbHON BIACTH.

Koncynsrantlntoc: mpumeyanue.

[Tomoxenus ct. 34 (B pex. @3 ot 30.01.2024 N 1-D3), kacarouuecs Npea0CTaBICHHS TOC. YCIYT TPH
oOpalieHun JIEKApCTBEHHBIX CPEACTB UJIi MEAMIIMHCKOTO M BETEPUHAPHOTO IMPUMEHEHUS
MOCPEJICTBOM €IMHOM CUCTEMBI U (WJIM) eIUHOTO TopTaia, mpuMmenstores ¢ 01.01.2026.

Cratba 34. Bknro4yeHne B rocyfapCTBEHHbIA PEecTp JIeKapCTBEHHbIX CPeacTB U
UCKNIOYeHue n3 rocyaapcTBeHHOro peecTtpa NeKapCTBEHHbIX cpeacTs
c¢hapmaueBTUYECKOMN CyO6CTaHL MK, NPOU3BEAEHHON ANA peann3auum
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Jlns BxiIrOYeHUs (apManeBTHYCCKOW CYOCTAaHIIMM, TPOU3BEIACHHOW [UIS pealu3aliu, B
TOCYIapCTBEHHBIN peecTp JIEKAPCTBECHHBIX CPEICTB, TPOBOJIUTCS IKCIIEPTH3a €€ KauecTRa.
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

2. DKcrepTH3a KauecTBa YKa3aHHOW B yacTh | HACTOSIIEH cTaThyl (papMaIieBTUIECKON CyOCTaHITUM,
COCTaBJICHUE KOMHMCCHEW JKCIIEPTOB 3aKIIOYCHMM IO pe3yJibTaTaM 3TOM DKCIEPTU3bI, NOIIMUCAHUE HX
YCHJICHHBIMH KBaJTU(UIIMPOBAHHBIMU 3JICKTPOHHBIMH TOIHMCSIMH, HAIIPABICHUE HAHHBIX 3aKIIOUCHHUN B
JMYHBIA KaOMHET YIOJHOMOUYEHHOTO (peiepanibHOro opraHa CHOJIHUTENBHOM BIACTH B €IMHON CUCTEME
OCYIIECTBIISIIOTCA B CPOK, HE MPEBBIIAIOIMINN TPUALATH padouuX AHEW CO JAHS HaNpaBiICHUS B JIMUYHBIN
KaOMHET HKCHEPTHOTO YUPEXkKAECHUS B €AMHOM CHCTEME COOTBETCTBYIOIIETO 3aJaHHs YHOJTHOMOYEHHOTO
(benepaTbHOTO OpraHa HCIOMHUTEIHHON BJIACTH, NOAMHMCAHHOTO YCHJICHHON KBaTH(pHUIMPOBAHHON
3JIEKTPOHHOM MOANMUCHIO, U CIEIYIOIUX JOKYMEHTOB (CBEICHUI):

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

1) CBCACHUA O HAaTC MPEAOCTABJICHUA W PCTUCTPAIMOHHOM HOMEPE JIMICH3UN Ha IMPOU3BOACTBO
JICKAPpCTBCHHBIX CPCACTB WJIM CBCACHHUA O JaTrc NPCAOCTABJICHUA W PETHCTPALMOHHOM HOMEPC
3aKIIIOYCHHUA O COOTBCTCTBHU IHPOU3ZBOAUTCIIA JICKAPCTBCHHBIX CPCACTB Tpe6OBaHI/I${M IIpaBUJI
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[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

HaJIeXKalled MPOU3BOACTBEHHON MPAKTHKW, BBIIAHHBIX (MPEJOCTABJICHHBIX) YIOJIHOMOYEHHBIM
denepaibHbIM OpPraHOM MCIOJHUTENBLHOM BJIACTHU, B ClIydae, €CJIM IPOU3BOJICTBO JIEKAPCTBEHHOTO
cpeacTa ocyuiecTBisieTcss B Pocculickoit @enepauuu;

(B pen. DenepanbHbix 3akoHOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2) Komus JOKYMEHTAa, BBIJIAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl IMPOU3BOJIUTENS
JIEKapCTBEHHOT'O CPEJICTBA M MOATBEPKAAIOIIETO pa3pellieHne MPON3BOACTBA JIEKAPCTBEHHOIO CPEJICTBA,
U €r0 NEPEeBOJ Ha PYCCKUH S3bIK, 3aBEPEHHBIC B YCTAHOBICHHOM MOPSIJIKE, @ TAK)KE KOMUS 3aKJIFOUECHUS O
COOTBETCTBUHM  TPOU3BOIUTEINS  JICKAPCTBCHHBIX CPEJACTB TPEOOBAaHUSAM TPABWI  HAJJICKAIICH
MIPOU3BOJCTBEHHON MPAKTUKH, BBIJAHHOTO YIOJTHOMOYEHHBIM (efepatbHbIM OPraHOM HUCTIOTHUTEIBHOM
BJIACTH, JIMOO KOIHUS PEHICHHS YIOJHOMOYCHHOTO (eepabHOTO OpraHa HCIOJIHHTEILHOW BIACTH O
poBeeHUH (hapMarleBTHUECKON WHCIIEKIIUU MTPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB ISl METUIIMHCKOTO
MPUMEHEHUS Ha COOTBETCTBHE TPEOOBAHMSIM TPAaBWI HAJIEKAIIEH TMPOU3BOJICTBEHHON TMPAKTUKH
EBpa3uiickoro 3KOHOMHYECKOTO CO03a. YKa3aHHbIE JOKYMEHTHl MPEJICTaBISIOTCS B Clydae, €ClH
MPOU3BOJCTBO JIEKAPCTBEHHOI'O CPEICTBA OCYIIECTBIAETCS 3a npenesiamu Poccuiickon denepannu;

(B pen. ®enepanbHbix 3aK0HOB OT 04.06.2018 N 140-D3, ot 30.01.2024 N 1-D3)

3) IOKyMEHT, COEprKaIluii CIeayIomue CBeACHNUS 0 (hapMaIieBTHUIECKON CyOCTaHIINH:
a) HauMeHOBaHMe (hapMaleBTHUECKON CyOCTaHIIUM, €€ CTPYKTypa, 0OIIe CBOMCTRA;
0) HauMEHOBAaHME U aIPeC MPOU3BOAUTEIS;

B) TEXHOJIOTHUSI MPOU3BOJCTBA C OMHCAHMEM CTaJWW MPOM3BOACTBA U METOJOB KOHTPOIS Ha BCEX
CTaJusAX MPOU3BOJCTBA;

1") OIIMCaHHC pa3pa60TKH nponecca nmpon3BoOACTBA,

J) ONHUCAHWE KOHTPOJIS KPUTUYECKUX CTaguil Mpolecca IPOU3BOACTBA M IMPOMEKYTOUHON
IIPOIYKILIMH;

€) TOKYMEHTaJIbHOE TTOATBEP KIeHUE (BaTUAAIIMS ) MPOIECCOB U (MJIM) UX OLICHKA;
) CBOMCTBA M CTPYKTypa JCHCTBYIOIINX BELIECTB;

3) XapaKTepUCTHUKA IPUMECEii;

n) creurdukanys Ha hapMaleBTHUECKYI0 CyOCTaHIIUIO U ee 000CHOBAHHE;

K) QHAJUTHYECKHE METOJIUKH, WCIIOIb3YEMbIlE TIPH OCYIIECTBICHHUH KOHTPOJIA KadecTBa
(bapmaneBTHUECKON CyOCTaHIINY;

J) TOKYMEHTaJIbHOE TOATBEpKICHUE (Baduaalis) aHAIMTHUYECKUX METOIUK, HUCIOIb3YEMbIX NpHU
OCYIIECTBIICHUU KOHTPOJIIS KauecTBa (papMalleBTUIECKOM CyOCTaHIInY;

M) pe3yJIbTaThl aHAIKM3a CEPUil (hapMaIleBTUUECKON CyOCTaHIINHY;

H) TIepeueHb CTaHAAPTHBIX 00pPa3IOB WM BEIIECTB, UCIONb3YyEMbIX TIPU OCYIIECTBICHUH KOHTPOJIS
Ka4yecTBa;
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(pea. ot 23.07.2025)
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[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

0) ONMCAHNE XAPAKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MAaTEPUAJIOB M YKYIIOPOUHBIX CPEICTB;
1) TaHHBIC O CTAOUILHOCTH (hapMaIeBTUUECKON CyOCTaHITNH;
P) CPOK rOJIHOCTH;

4) NTOKyMEHT, COAEp>KaIHi CBEACHHUS O PErUCTPAllUU TPOU3BOIUTENS JIEKAPCTBEHHBIX CPENICTB NS
MEIUIIMHCKOTO TPUMEHEHUSI B Ka4eCTBE HAJIOTOIUIATENBIINKA B CTPAHE PETHCTPAINH (IS POCCUUCKUX
IOpPUIMYECKUX JIMIl - WACHTHU(PUKAIMOHHBIN HOoMep Hanoromiarenbiiuka (MHH), nns wmHOCTpaHHBIX
FOPUINYECKUX JIUI] - CTPAaHa PErUCTPALIMK, HANMEHOBAHUE PETUCTPUPYIOIIETO OpraHa, PeruCcTpaluOHHBIN
HOMEDP, KOJI HAJIOTOIUIATEIbIIMKA B CTPAHE PETUCTpaluy (MHKOPIIOPAIIMH ) UK €T0 aHaJIor).

(. 4 BBenen DenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)
(dactpb 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. 13.07.2015))

3. Jns TpoBeACHHs OKCIEPTU3bl KavyecTBa YyKa3aHHOH B 4YacTh | HAcTOsIEH CTaTbu
(dapMareBTHUECKONH CYOCTaHIIMM 3asBUTENb HAMPABISET IOCPEJICTBOM EIUHOrO IopTaja B
YIIOJIHOMOYCHHBIA  ()eficpalibHbId  OpraH  WCIOJHUTEIBHOW  BIACTH WIM  JIMYHBIA ~ KaOWHET
YIOJHOMOYCHHOTO ()eZIcpaTbHOTO OpraHa UCIIOJIHUTEIPHON BIIACTH B €IMHOMN CHCTEME:

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

Koncynsrantlntoc: mpumeyanue.
C 01.03.2026 B . 1 4. 3 cr. 34 BHOCsATCS m3MeHeHus (D3 ot 31.07.2025 N 304-D3). Cum. Oyayiryro
peAAKIHIO.

1) 3asgBineHME O BKJIIOYEHUHM B TOCYJapCTBEHHBIM pEECTp JIEKAPCTBEHHBIX CPEACTB JAHHOU
(dhapManeBTHUECKOW CyOCTaHIIMH, TOJANMUCAHHOE YCHJIECHHOW KBAJIU(DHUIIMPOBAHHOW AJICKTPOHHOU
MOAIHCHIO;

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

2) PeKBU3UTHI JOKYMEHTA, TOATBEPKIAIOIIETO YIUIATy TOCYAapCTBEHHOW MONUIMHBI 32 BKIIOYCHHE
B FOCYJapCTBEHHBIA PEeCTp JIEKAPCTBEHHBIX CPEICTB (hapMarieBTHUECKON CyOCTaHIINHU, IPOU3BEICHHOM
JUIS  peanmu3aluu, Ju00 MO COOCTBEHHOW WHHIIMATUBE YKa3aHHBIA JOKYMEHT. YTOJTHOMOYEHHBIH
denepaabHBI OpraH HCIOJTHUTEIBLHOW BIACTH TPOBEpSeT (DAKT yIUIATBI TOCYNAPCTBCHHOW ITOIUTAHBI
3asBUTEJIEM C UCIIOJIb30BaHUEM HMH(pOpMAIMU 00 yIlaTe TOCYJapCTBCHHOM MONUIMHBI, COACpIKAIICHCs B
locynapcTBeHHON MH(DOPMAIIMOHHOW CHCTEME O TOCYAAPCTBEHHBIX W MYHHUIIMITAIBHBIX IIATEKaX, Ha
OCHOBAaHMHU TIPEACTABJICHHBIX 3asABUTEJICM PCKBU3UTOB JOKYMEHTa, TOATBEPXKIAIOIIETO YIUIATY
rOCyIapCTBEHHOMW MOIIJINHBIL;
(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

3) TOKyMEHTBI, YKa3aHHBIC B 9YaCTH 2 HACTOSIICH CTaThH,
(B pen. ®enepanpHOro 3akoHa ot 22.12.2014 N 429-03)

4) 3asBneHUE O BblJaye paspelieHuss Ha BBO3 B Poccuiickyto denepanyiio KOHKPETHOW MapTUU
HE3apEruCTPUPOBAHHOIO JIEKAPCTBEHHOIO CPEICTBA, NPEJHA3HAYEHHOIO [UIsl IPOBEICHMS YKa3aHHOU
JKCIEPTU3BL.

(. 4 BBenen DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)
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[ata coxpaHeHus: 14.10.2025

3.1. B ciy4yae HempencTaBICHHsS C 3asBICHHEM O BKJIIOYCHHH B TOCYJIApPCTBEHHBIH peecTp
JIEKApCTBEHHBIX  CPEINCTB  (papMameBTUYECKONM  CyOCTaHIIMM  BBIJABaeMbIX  (MPEIOCTABISIEMBIX)
YIOJTHOMOYECHHBIMU (De/lepalbHBIMU OpPTaHaMU HCIIOJIHUTEIHHONW BIIACTH JOKYMEHTOB (CBEICHMIA),
yKa3aHHBIX B MyHKTaX | W 2 4YacTu 2 HACTOAIICH CTAaThH, YIMOJHOMOYEHHBIN (enepanbHbIi opraH
WCTIOJNHUTENILHON  BIACTH  3alpaliuBaeT  yKa3aHHBbIE  JIOKYMEHTHl  (CBEICHHs])) B  IOPSIKE
MEXBEJOMCTBEHHOT0 HH(POPMAIIIOHHOTO B3aUMO/IEHCTBUS.

(dactp 3.1 BBenena dexnepanbHbIM 3akoHOM OT 27.12.2019 N 478-D3; B pen. DeaepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

4. B TeueHue nATH pabounX AHEH CO THS MPUHATHS 3asBICHUS O BKIIOUEHUHU YKa3aHHOM B yacTH |
HACTOSIIEH cTaThu (hapMarleBTHUECKON CyOCTaHIIMK B TOCYIaPCTBEHHBIN PEeeCTp JICKAPCTBECHHBIX CPEICTB
U TOKYMEHTOB, TIEPEUUCIICHHBIX B YacTU | W MyHKTe 2 4acTU 3 HACTOSIIEW CTAaThU, YIOTHOMOYEHHBIH
denepaabHBIA OPraH UCIIOTHUTEIIBHON BIIACTH:

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH JIaHHBIX, COJAEPKAIIMXCS B IPEJICTAaBICHHBIX
3asBUTEJIEM JIOKYMEHTAX;
(B pen. ®enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) mpuUHUMAET pEeILICHHE O HAmNpaBICHUH B SKCIEPTHOE YUPEKACHHE 3aJaHHUS Ha TPOBEICHHE
AKCIIEPTH3BI KAYeCTBA YKA3aHHOUW B YacTh | HACTOSIICH CTaThu (hapMalleBTHUECKON CyOCTaHIIMU WU 00
OTKa3€ B TAKOM HalpaBJICHUHU;

3) HampaBifeT B JIMYHBIA KaOWHET 3asBUTENS B €IMHOM CHCTEME MOANMCAHHOE YCHUJICHHOU
KBAJM(PUIIUPOBAHHON 3JIEKTPOHHOM MOAMUCHIO YBEIOMJICHHE O MPUHITOM PEIIEHUH WU B Cllyyae OTKa3a
C YKa3aHUEM NPUYMH TaKOTr'0 OTKa3a.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

4.1. B ciyyae BBISIBIICHUSI HEIOCTOBEPHOCTHU U (MJIM) HEIOCTATOUHOCTH CBEJICHUM, COACPKALIUXCS B
MIPEJICTABJICHHBIX 3asBUTEIIEM MaTepualiaX, yIOJIHOMOYEHHBIM (enepalbHblii OpraH UCHOTHUTEIbHOM
BJIACTH HAIpPABIISIET 3asSBUTEIO MOCPEJACTBOM EIUHOTO TMOpTajia WU B JIMYHBIM KaOWHET 3asBUTENS B
€IMHOM CcucTeMe 3ampoc 00 YTOYHEHUM YyKa3aHHBIX CBEICHUI, TMOJNUCAHHBIA yCHICHHOU
KBaJIN()ULIMPOBAHHOM 3JIEKTPOHHOM MOAMKCHIO.

(uacts 4.1 B pen. @eaepanbHoro 3akona ot 30.01.2024 N 1-03)

Koncynbrantlntoc: npumeyanue.
C 01.03.2026 B u. 4.2 ct. 34 BHOCcaTcsa m3meHeHus (D3 ot 31.07.2025 N 304-®3). Cm. Oyaymryro
pemaKuuio.

4.2. 3asgButenb 00s3aH HANpPaBUTh IIOCPEICTBOM €IMHOIO MOpTaja B YHOJIHOMOYECHHBIH
(benepanbHBI OpTaH MCIIOJHUTEIFHON BIACTH WM JIMYHBIN KaOWHET YHIOJTHOMOYEHHOTO (enepaabHOro
OpraHa HCHOJHHUTEIBbHOW BIACTH B €IMHON CHUCTEME MOANMCAHHBIN YCHJIEHHOM KBalM(ULIUPOBAHHOMN
ANIEKTPOHHOHN TOJAMKCHIO OTBET Ha 3alpoC YMOJHOMOYEHHOTO (heaepaabHOr0 OpraHa HCIIOIHHUTEIBbHON
BJACTU B CPOK, HE NPEBBIMIAIOIIMNA NEBSHOCTA PabOYMX THEH CO JHS MOJYy4YEHHs YIOJTHOMOUYEHHBIM
(benepaTbHBIM OPraHOM HCITOITHUTEIHHOHN BIIACTH 3JIEKTPOHHOTO YBEJOMJICHUS O TIOTYYCHUH 3asSBUTEIIEM
naHHoro 3ampoca. Cpok, yKa3aHHbIM B 4YacTH 4 HACTOALICH CTaTbu, NMPUOCTAHABIMBAETCS CO IHS
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HaIlpaBJICHUA 3adBUTCIIO MMOCPCACTBOM CAWMHOI'O MOpTaia Wid B JINYHBIN KaGI/IHCT 3ad4ABUTCIIA B GIII/IHOI\/JI
CHCTEME 3arpoca YIOJHOMOYEHHOTO ()eAepalbHOTO OpraHa WCIOJHUTEIPHOW BIACTH N0  JTHS
HaNpaBJICHUS 3asSBUTENIEM IOCPEACTBOM E€IMHOTO IMOpTajlia B YHOJIHOMOYEHHBIM (hefepalbHbId OpraH
WCTIOJTHUTEIGHOW  BJACTH WM  JIMYHBIA ~ KAaOWHET YIOJHOMOYEHHOTO (enepanbHOTO  oprana
HUCIOJIHUTEILHOM BJIACTH B CHHHOﬁ CUCTEME OTBE€Ta Ha I[aHHBIﬁ 3alpoC W HC YUYUTBIBACTCA IIPpU
WCYHCIICHUU CpOKa OJKCIEePTH3bl KadecTBa (papmaimeBTUYECKOH CyOCTaHIIMU, MPOU3BEACHHOW ISt
pean3aiuy.

(dactp 4.2 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-03)

5. OcHOBaHMEM AJI OTKa3a B HAIIPABJICHUU B 3KCIEPTHOE YUPEKIEHHUE 3aJaHMs Ha NPOBEICHUE
AKCIEPTHU3bl KadyecTBa yKa3aHHOM B uacTu | HacTrosied cratbu (QapMaleBTUYECKOW CyOCTaHIMU
ABJIAETCS HENPEICTABJICHUE JOKYMEHTOB, YKA3aHHBIX B 4YacTH 2 HACTOSILEH CTaTbH, OTCYTCTBHE
uHpOpMANKK, TOATBEPXKAAOMEH (aKkT yIiaTel TOCYJApCTBEHHON TMONUIMHBI 33  BKIIOYCHHE
bapmarieBTHUECKOW CyOCTaHLMM, TPOM3BENCHHON JUIsl pealu3alid, B TOCYJapCTBEHHBIN peecTp
JIEKAPCTBEHHBIX CPEJCTB, HENPEACTABICHUE 3asBUTEIIEM B YCTAHOBJIICHHBIM CPOK OTBETA HA YKa3aHHBIN B
yactu 4.1 HacTosIIEeH cTaThi 3aPOC YIIOJHOMOUYEHHOTO (heZiepalbHOTrO OpraHa MCIOJHUTEIbHON BIaCTH
WM TIPEICTABICHUE IOKYMEHTOB, HE COIEpKAILMX UCUEPIIBIBAIOLIETO EPEYHsI HEOOXOIUMBIX CBECHUIA.
(dacts 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenume mnsATHamuATH pPabOYMX JHEW CO JHSA TOJYYCHHUS PEIICHHUS YIIOJTHOMOYEHHOTO
beneparbHOro opraHa UCIOJHUTENBHON BIACTH O HAIMPABICHUU B DKCIEPTHOE YUPEXKACHUE 3aJaHUS HA
MPOBEACHUE SKCIEPTH3bl KadyecTBa YKa3aHHOW B yacTh | HacTosimiedl cratbu (hapMaieBTHUECKOM
CyOCTaHIIMH 3asBUTENb MPEACTABISET B AKCIIEPTHOE YUPEKICHHUE IS MPOBEACHUS TaHHOM SKCIIEPTHU3BI
o0pa3iel (hapMareBTHUECKON CyOCTaHIIMU B KOJMYECTBE, HEOOXOMMOM ]ISl BOCITPOU3BEICHUS METOIOB
KOHTpPOJISI KauecTBa. OKCIEPTHOE YUpPEXKACHHE NpHU TOJyuYeHHWH OO0pa3loB yKa3aHHOM B yactu |
HACTOSIIEH CTaThu (PapMaleBTUYECKON CyOCTaHIIMM B TOT K€ JICHb HAIpaBisieT B JIMYHBIM KaOWHET
3asiBUTENSI B €IMHOM cHCTeMe yBeAOMJICHHE, MMOATBEPIKAAIOIIee MOMyUYeHUEe dTUX 00pa3loB. DTH CPOKH
HE BKJIFOYAIOTCS B CPOK MTPOBEICHUS TAHHOU IKCIIEPTHU3HI.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

7. YTpatun cuny. - @eaepanbubiii 3akoH oT 30.01.2024 N 1-03.

8. B cpok, He MpeBBIIAIOUINI MATH pabouux THEH CO JHsS HAIMpaBJICHUS MOCPEIACTBOM EIHMHOTO
moprajia B YIMOJHOMOYEHHBIM (enepanbHbli OpraH HCIOIHUTEIHHOM BIACTH WM JIMYHBIA KaOWHET
YIOJIHOMOYEHHOTO (hefiepaabHOr0 OpraHa HCIOJHUTENBHON BJIACTU B €IMHON CHCTEME 3aKIIOUYCHHS
KOMHCCHM JKCIEPTOB IO PE3YJIBTATAM JKCIEPTHU3bl KAUECTBA YKA3aHHOW B 4acTH | HacTOALIEH CTAaTbH
(bapmareBTHUECKON CyOCTaHIIUHU, YIIOJTHOMOUYEHHBIN (heJiepaabHbIid OpraH UCIIOIHUTENBHON BIACTH:

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

1) ocymiecTBiasieT OLIEHKY TaKOI'O 3aKJIIOYEHHUs JAJs ONpEeNeHHs] €ro COOTBETCTBUS 3a/JlaHUI0 Ha
IIPOBEACHUE TAHHOW YKCIIEPTU3BL;

2) npuHUMAET pelIeHre O BKIIOYEHNH YKa3aHHOM B yacTu | HacTodwlel cTaTby (hapMaleBTHUECKOM
CcyOCTaHIIMM B TOCYJApCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJICTB WM pelieHHe 00 OTKa3e B TaKOM
BKJIIOUEHUU;

3) BHOCUT MNpH NPHUHITUM PEUICHHs O BKIIOUEHUU YKa3aHHOM B 4YacTu | Hacrosiued crarbu
¢dapmanieBTHUECKOW ~ CyOCTaHLMM B TOCYIAApCTBEHHBIM  peecTp  JIEKapCTBEHHBIX  CPENCTB
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

NPeIyCMOTPEHHYIO YacThio 2 cTtaThi 33 HacTosmero depepaabHOro 3aKoHa MHPOPMALIUIO U HAIPaBIISET
3asBUTENIO MOCPEACTBOM €IMHOI0 MOpTaja WIM B JMYHBIA KaOMHET 3asBUTENd B €IUHOM CHCTEME
BBIIIUCKY U3 I'OCYIapCTBEHHOI'O PEECTPA JIEKAPCTBEHHBIX CPEIICTB.

(B pen. PenepanbHbIX 3aKOHOB oT 22.12.2014 N 429-@3, ot 27.12.2019 N 462-®3, or 30.01.2024 N
1-®3)

9. OcHoBaHMeM i OTKa3a BO BKJIIOYEHHM YKa3aHHOM B dYacTh | HacTosimend CcraTbu
(bapMareBTHUECKOW CyOCTaHIIMM B TOCYJApCTBEHHBIH pEECTp JIEKaPCTBEHHBIX CPEJICTB SBIISAETCS
3aKJIFOYCHHE COOTBETCTBYIOMIETO YIOJHOMOYCHHOTO ()eAepaTbHOTO OpPraHa WCTIOIHUTEIHLHOW BIACTH O
TOM, YTO KauecTBO (papMarieBTUUEeCKOW CyOCTaHIIMH HE MOATBEPKICHO MOTYYCHHBIMU TaHHBIMH.

(gactp 9 BBegeHa ®enepanbHbiM 3akoHOM OT 22.10.2014 N 313-@3; B pen. denepaibHOro 3akoHa OT
04.06.2018 N 140-®3)

10. He nomyckaeTrcsi BKJIIIOUYEHHE B TOCYNApCTBEHHBIH pEecTp JIEKAPCTBEHHBIX CPEJCTB OJIHOM
dbapmareBTHUECKON CyOCTaHIIMH, MPOU3BEACHHON A pealu3allid U BBITYCKaeMOW OJHUM U TEM XKe
MIPOU3BOUTENIEM, B BUE IBYX U 00JIe€ PEeCTPOBBIX 3alUCEH.

(uacte 10 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. BHecenue n3mMeHeHU B JOKYMEHTHI Ha (papMalleBTUYECKYIO0 CyOCTaHIIUIO, TIPOU3BEIACHHYIO IS
peanu3aliyyi U BKIIOYEHHYIO B TOCYJApCTBEHHBIM pEecTp JEKapCTBEHHBIX CPENICTB, OCYIIECTBISETCS B
nopsiike, ycTtaHoBiIeHHOM crartbsimu 30 wm 31 Hacrosmero ®enepaJbHOrO 3aKOHA, € YIUIATOM
roCyAapCTBEHHOU MONUINHBI, MPEAYCMOTPEHHOM 3aK0OHOAaTeNbcTBOM Poccuiickoit denepanuu 0 Halmorax
U cOopax.

(uacts 11 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynsrantlntoc: mpumeyanue.
O B03MOXHOCTH OOpamieHus (papmaneBTUYeCKOl CyOCTaHLUMM, MCKIIOYEHHOM M3 rocpeectpa, CM.
takxke O3 ot 30.01.2024 N 1-D3.

12. Jomyckaercsi oOparieHue (apMarieBTUIeCKOH CyOCTaHIIMM J0 HCTEYCHHUS CPOKa TOHOCTH,
MPOM3BEICHHON I peaiu3allid B TEUYCHHWE CTa BOCBMUJACCATH JHEH TIOCHEe JaThl TPHHSITHS
YIOJIHOMOYEHHBIM (peiepaibHbIM OPraHOM MCTIOJHHUTEIBHOM BIIACTH PEIICHUS O BHECCHUU M3MCHCHUH B
JOKYMEHTHI Ha (hapMarieBTHUECKYIO0 CyOCTaHIIUIO, B COOTBETCTBHM C WH(OpMAIHEH, COJepKalIeics B
JOKyMEHTaX Ha (apMarieBTUICCKYI0 CyOCTAHITUIO 10 AThl IIPUHSITHS TAKOTO PEIICHHUS.

(gactp 12 B pen. @enepansuoro 3akona ot 30.01.2024 N 1-D3)

13. Pemenue 00 WCKIIOYEHUH W3 TOCYAApCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEACTB
(dapmareBTHUECKON CyOCTaHIMK, MPOW3BEACHHOW JUIS pealu3aliy, MPUHUMACTCS YIIOJTHOMOYCHHBIM
benepaibHBIM OPraHOM UCTIOTHUTENHLHOM BIACTH B CITyyae:

1) npeacTaBiIeHNsT COOTBETCTBYIOIIUM YITOJTHOMOUYEHHBIM (eIepaaIbHbBIM OPraHOM HUCTIOTHUTEIEHON
BJIACTU 3aKIIOYEHUS O PUCKE WIM 00 yrpo3e >KU3HU WM 3/I0pOBbIO 4YeJOBEKa JHOO >KUBOTHOTO MpHU
MCIIOJIb30BaHUU JIEKAPCTBEHHOT'O CPEACTBA;
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(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

KoncynbrantlIntoc: mpumeyanue.
C 01.03.2026 B 1. 2 4. 13 ct. 34 BHOCsTCA M3MeHeHust (P3 ot 31.07.2025 N 304-D3). Cm. Oyayiryro
peIaKIHIo.

2) HampaBleHUs pa3pabOTUYUKOM JIEKAPCTBEHHOTO CPEACTBA WM MPOU3BOIUTEIIEM JIEKAPCTBEHHOTO
CpeAcTBa JIMOO YHOIHOMOUYEHHBIM UMH JPYTUM IOPUAMYECKHM JIMLIOM HOCPEICTBOM €IUHOIO Moprana B
YIOJTHOMOYEHHBIH  (efepanbHblii  OpraH  WCIOJHHUTENbHOM  BJIACTHM WM JIMYHBIM ~ KaOWHeT
YIOJIHOMOYEHHOr0 (heiepasbHOr0 OpraHa MCIOJIHUTEIBHON BJIACTH B €JMHON CHUCTEME MOJIMCAHHOTO
YCHJICHHON  KBaJIM(UIIMPOBAHHOM  AJIEKTPOHHOW TOAMMCHIO 3asfBICHHS 00 UCKIIOYEHHH U3
rOCyJJapCTBEHHOT'O PEECTpa JIEKAPCTBEHHBIX CPEICTB (hapMaleBTHUECKOW CyOCTaHIMM, MPOU3BEIECHHOMN
JUISL peaiu3alui;

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

Koncynbrantllntoc: npumedanue.
C 01.01.2026 1. 3 4. 13 cr. 34 He pacupoCTpaHSETCS Ha MPABOOTHONIEHHWS, BO3HUKAIOIIHWE IMPU
00palleHUH JIEKaPCTBEHHBIX CPEACTB At MeauMHCcKoro npumeHeHus (O3 ot 30.01.2024 N 1-D3).

3) orcyrcTBUS (papMaeBTHYECKON CyOCTaHIINHU, POU3BEACHHON ISl peaanu3ainu, B oOpalieHuu B
Poccuiickoif @enepanuu B TeUeHUE TpeX U OoJiee JeT.
(gactp 13 BBenena deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

CraTtba 35. YTpatuna cuny ¢ 1 nronsa 2015 ropa. - PegepanbHbiv 3aKOH oT 22.12.2014
N 429-®3.

Cratba 36. OOGxanoBaHue peweHUMs o060 oOTKase B Bblgavye paspeleHus Ha
npoBeAeHMNEe KIIMHMYEeCKOro uccrnefoBaHUsi NIEKapCTBEHHOro npenapara, pewieHuss o6
OoTKasze B roCyAapCTBEHHOW perncrpaumum nekapCTBEHHOro npenapara, 3aKl4YeHusA
KOMMUCCUM IKCMEPTOB IKCNEPTHOIO yUpeXAeHUs NN 3aKNOYEeHNA coBeTa Mo 3TUKe

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

Pemenne cOOTBETCTBYIOMIETO YIOTHOMOYEHHOTO (peepallbHOTO OpraHa MCIOIHUTEIBHON BIIACTH
00 oOTKaze B BbIFaY€ pa3pelicHUS Ha MPOBEACHUE KIMHUYECKOTO HCCIICIOBAHUS JICKAPCTBEHHOTO
mpermapaTta, pelieHHe YKa3aHHOTO (enepalbHOr0 oOpraHa HWCHOJHUTENBHON BIAacTH 00 OTKa3e B
TOCYJapCTBEHHOM pPETUCTpAlliK JIEKAPCTBEHHOTO TIpernapara, 3aKIIUYeHHEe KOMHUCCHHU DKCIEPTOB
AKCIIEPTHOTO YUPEIKIACHHUS WM 3aKIIFOUEHUE COBETA MO0 JTHUKE MOXKET OBITh 00XAaJIOBAaHO B TOPSIKE,
YCTAHOBJICHHOM 3aKOHOAATeNbCTBOM Poccuiickoit ®enepanuu. 3aKkiIOYEHHE KOMHUCCHHM SKCIEPTOB
BKCHepTHOI‘O y‘IpG)I(,Z[GHI/IH O B3aNMO3aMCHIACMOCTHU HeKapCTBeHHBIX HpenapaTOB IJI1 MECOUIIUHCKOT'O
MIPUMEHEHUs MO0 O TOM, YTO JIEKAPCTBEHHBIN MpernapaT i MEAUIIMHCKOTO MPUMEHEHHSI HE SIBIISCTCS
B3aUMO3aMCHACMBIM, MOXKCT GBITB O6)KaJIOBaHO I[ep)KaTCJICM UJIN BJIAACIbBLIEM peI‘I/ICTpaHI/IOHHOFO
YI0CTOBEPEHHUS JIEKAPCTBEHHOTO TperapaTa B YIOJTHOMOUYEHHBIN (eepaibHbIi OpraH UCTIOJHUTEILHON
BJIACTH, KOTOPBIA NMPHUBIIEKAET K PACCMOTPEHHIO YKa3aHHOW KaJoObl MOABEIOMCTBEHHBIC €My Hay4YHbIE
OpraHu3alvi © 00pa30BaTEeIbHBIC OpPraHU3AIMH  BBICIIETO  OOpa30BaHUsS, OCYIIECTBIISIONINE
NeSTeNbHOCTh B cdepe OoOpalleHus JIeKapCTBEHHBIX CPEACTB. 3aKIIOYCHHE KOMHCCHHU SKCIIEPTOB
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[ata coxpaHeHus: 14.10.2025

HKCHEPTHOTO YyUYpexaAeHUs, O(OPMIIEHHOE IO HTOraM IepecMoTpa O0KaJOBAaHHOTO 3aKIIOYECHUS
AKCIIEPTa, MOXKET OBITH OCIIOPEHO JAepiKaTeleM WM BIaJETbIEM PErHCTPAMOHHOTO YIOCTOBEPEHHUS
JICKApCTBCHHOI'O IIpCIiapaTa HI/I60 YOOJHOMOYCHHBIM HMHU JIMOOM B TNOPAAKC, YCTAaHOBJICHHOM
3aKoHO/aTenbCcTBOM Poccuiickoit ®Denepanmu. [lpu  o0OkajoBaHWM PpEIICHUS YIOJIHOMOYEHHOTO
(benepaTpHOrO OpraHa HCIOJHUTENFHONW BJIACTH, 3aKIIOYEHHs SKCIEpTa WJIM KOMHCCHUHU 3KCIEPTOB
AKCIIEPTHOTO YUPEXKJEHUS, 3aKIIOUCHHsI COBETa MO 3TUKE JEep>KaTeslb WM BIaJielel] perucTpaloHHOTO
YAOCTOBCPCHUA JICKAPCTBCHHOT'O IIpCriapaTa .HI/I60 YHOOJIHOMOYCHHOC HMHU JIMIO BIIPABC MNPCACTABUTH
PE3YIbTATHI SKCIICPTU3BI JICKAPCTBCHHOI'O IIpfcrapara, IMPOTOKOJbI IMOMYYCHHBIX aKKPECAWTOBAHHLIMU
UCIBITATEIHbHBIMU JIA0OPATOPUSMU (LIEHTPAMH) Pe3yJIbTaTOB UCCIEI0BAHUMN, UCTIBITAHUA.

(B pen. ®enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

Cratba 37. WHdopmaumsa, cBA3aHHasA C OCyLeCTBIIEHWEeM TrocyaapCTBeHHOMU
perucTtpauMm wunuM  perucTpauum JrieKapCTBeHHbIX npenapaTtoB, uHdopmauusa o
3aperMcTpupoBaHHbIX JIeKapCTBEeHHbIX Mpenapatax W JieKapCTBeHHbIX Mpenaparax,
MCKNIOYEHHbIX U3 rOCYyapCTBEHHOrO peecTpa fieKapCTBEHHbIX CPeaCcTB
(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1. CooTBeTCTBYIOLIMI YIIOJIHOMOUYEHHBIN (pe/iepaabHblii OpraH UCIIOJIHUTEIBHON BIACTH pa3MellaeT
Ha cBoeM o¢uimanbHoM caiite B ceTd "HHTepHeTr" wnH(pOpMalMIO, CBSI3aHHYI C OCYLIECTBICHUEM
rOCYJapCTBEHHOM pPETUCTpAalMU WM PETUCTPALMM JIEKAPCTBEHHBIX IIpenaparoB, B TOM 4YHCIE
IIPOBEICHUEM OKCHEpPTH3bl JIEKAPCTBEHHBIX CPEJCTB (BKIIOYash pe3yjbTaThl €€ MPOBEACHUS),
MH(OPMALIMI0O O 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX Ipenaparax M JIEKAPCTBEHHBIX Ipernaparax,
UCKJIIOYEHHBIX U3 TOCYJAapPCTBEHHOI'O PEECTpa JIEKAPCTBEHHBIX CPEACTB, HE INO3JHEE YEM 4epe3 IISITh
pabounx JHEH cO AHS MOJIYYEHHs YIOJIHOMOUYEHHBIM (efepalbHbIM OpraHOM HCIIOJIHUTEIBHON BIIACTH
COOTBETCTBYIOLIEH HH(pOPMAIHH.
(B pen. @enepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 02.08.2019 N 297-®3, ot 30.01.2024 N
1-®3)

2. Cpokd W TOPSAOK pa3MEIICHUS yKa3aHHOM B uacTu | HacTosmiedl craTtbu HHGOpMAIIN
YCTaHABIMBAIOTCA YIMOJIHOMOYEHHBIM (pe/iepalibHbIM OpPraHOM HCIIOJHUTENbHON BiacTtu. MHpopmarus,
yKa3aHHas B 4acTU | HACTOSIIICH CTAaThH, SIBISETCS OTKPHITOM W OOIIENOCTYIMHOW U MPEIOCTABIISICTCS
3aMHTEPECOBAHHBIM JIMI[AaM B COOTBETCTBUU C 3aKOHOJATEIbCTBOM Poccuiickoii Deneparu.

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

Masa 7. KMMHWYECKUE UCCNEOQOBAHUA NIEKAPCTBEHHbIX
NMPEMNAPATOB AnA MEAULMHCKOIo NPMMEHEHUA, OrOBOP
Ob UX NPOBEAEHUW, NPABA NALUMVEHTOB, YHACTBYIOLLUX
B 3TUX UCCIIEQOBAHUAX

Cratba 38. KnuHuyeckme wuccrnenoBaHusi JieKapCTBEHHbIX rMpenapatoB Ans
MeAULMUHCKOro NpUMeHeHus

1. Knuaudeckue MCClenOBaHMs JICKAPCTBEHHBIX IMPENapaToB JJIsi MEIUIIMHCKOTO MPUMEHEHHS, B
TOM YHCIIE MEXKIYHAPOJAHbIE MHOTOIIEHTPOBbBIE, MHOTOIIEHTPOBBIE, TOCTPETUCTPALIMOHHBIC, TPOBOASTCS B
OJTHOM WJIM HECKOJIBKUX MEAUIIMHCKUX OPTaHU3AIMAX B CICTYIONIUX HEIISX:
(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)
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1) ycraHOBNIEHHE G€30MIaCHOCTH JIEKAPCTBEHHBIX MPENapaToB I 3/10POBBIX 100POBOJIBLIEB U (HITH)
MEPEHOCUMOCTH UX 370POBBIMU JOOPOBOJIBIIAMH, 3a UCKIIOYEHUEM TAKUX HCCIIEI0BaHUN JIE€KAPCTBEHHBIX
MpEnaparoB, NPOU3BEICHHBIX 3a npeaenamu Poccuiickoit denepanuu;

2) noadop ONTUMAIBHBIX JO3UPOBOK JIEKAPCTBEHHOTO MperapaTa U Kypca JeueHus [l MalueHTOB
C OMpEeNIeHHBIM 3a00JIeBaHWEM, ONTHMAIBHBIX 103 W CXEM BaKIMHAIMH WUMMYHOOHOIOTHYECKHUMHU
JIEKapCTBEHHBIMU TperapaTaMu 310pOBbIX JOOPOBOJIBLIEB;

3) ycraHoBneHHe 0€30MacCHOCTH JIEKApCTBEHHOTO penapaTta 1 ero 3pQeKTUBHOCTH ISl TAllUEHTOB
C OmpeeNeHHBIM 3a0ojieBaHHEM, NPOPHIAKTHUECKOH A(P(PEKTUBHOCTH HMMYHOOHOIIOTHIECKHUX
JIEKapCTBEHHBIX MPENapaToOB sl 3M0POBBIX JOOPOBOIIBIIEB;

4) u3yueHue BO3MOKHOCTH PACIIUPEHUS MMOKAa3aHUH 1711 MEIULIMHCKOTO IPUMEHEHUS U BBISIBJICHUS
paHee HEM3BECTHBIX MOOOYHBIX AEHCTBHI 3apeTrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB.

1.1. Knuaudeckue ucClieOBaHUS JEKAPCTBEHHBIX IMPENapaToB JUIsl MEIUIIMHCKOTO MPUMEHEHHS
MPOBOJATCS B COOTBETCTBUM C IpaBUJIaMU HaJIekKalleld KIMHUYECKOW MPaKTUKH, YTBEPKICHHBIMU
EBpa3niickoil 3KOHOMHYECKON KOMUCCHUEN.

(uacts 1.1 BBenena @enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

2. B oTHOIIEHNN BOCTIPOM3BEICHHBIX JICKAPCTBEHHBIX MIPEMAPATOB ISl MEJUIIMHCKOTO TPUMCHCHHUS
MPOBOJIATCSI MCCIICAOBAaHUS OWOAKBUBAJICHTHOCTH W (WMJIM) TEPAreBTUYCCKON OSKBHBAJICHTHOCTH B
MOPSIIKE, YCTAHOBJICHHOM aKTaMH, COCTABIIIOIIUMU TIpaBo Coro3a.

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

3. OpFaHI/I3aHI/IIO MPOBCACHUA KIIMHHUYCCKUX I/ICCJ'ICZIOBaHI/Iﬁ JICKApCTBCHHOT'O IIpfmapara i
MCIUIUHCKOI'O IPUMCHCHUS BIIPABC OCYLICCTBIIATD:

1) pa3paboTuuK JIeKapCTBEHHOTO IpernapaTa Uik YIIOJTHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTelbHbIC OpraHW3allMd BBICHICTO OOpa30BaHUs, OpPraHU3AIMU JIOTOJHHUTEIBHOTO
poecCHOHATEHOTO 00pa30BaHNS;
(m. 2 B pea. @exnepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

3) Hay4HBIC OpraHU3AIIH.
(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

4. KnuHMueckue WCCIeOBaHUS JICKAPCTBEHHOTO IIperapara JUii MEIMIMHCKOTO IMPHMEHEHHUS
NPOBOJATCS HA OCHOBAaHUH pa3peIlCHHs Ha MPOBEACHUE KIMHUYECKOTO HCCIEIOBAHUS JICKApPCTBEHHOTO
mperapara, BBIAHHOTO  YIIOJHOMOYEHHBIM ()efepallbHbIM OpPraHOM  HCIOJHHUTEIBHON  BIIACTH.
VYTOIHOMOYEHHBINH (eepaabHblil OpraH MCIOJHUTEIBHON BIACTH BEJIET PEECTP BBLAAHHBIX pa3pelIeHui
Ha MPOBEICHNE KIIMHUYECKUX MCCIIETOBAaHMIA JIEKAPCTBEHHOTO TIpenapaTa, COAep Kalliii yKa3aHue Ha X
eNTb WJIH 1IeJTH, B YCTAaHOBJICHHOM 3THM OPTaHOM IOPSI/IKE.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

5. Vrpatun cuny c 1 urons 2015 ropa. - @enepanpuslii 3akoH o1 22.12.2014 N 429-03.

6. K opranumzanuu npoBeNeHHUs KIMHUYECKUX HCCIEIOBaHUM JIEKapCTBEHHOIO Mpemnapara ajs
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MEIMULMHCKOTO TIPUMEHEHHUSI pa3pabOTYMKOM JIEKAPCTBEHHOIO TpenapaTa MOTYT IPHBIEKATHCS
IOpUIMYECKUE JMIa JI000H  OpraHMW3aIllMOHHO-TIPAaBOBOM (OpPMBI TNpU  YCIOBHH  OOECTICUCHHS
COOTBETCTBUA 3TUX HCCHGI[OBaHHﬁ Tpe6OBaHI/ISIM HACTOSALICTO CDe,uepaJIbHoro 3aKOHa.

7. Ytparuu cuity. - @eaepanbHbiil 3akoH oT 30.01.2024 N 1-®3.

8. IlepeueHp MEOUIMHCKUX OpraHu3alui, MOPOBOASILIMX  KIMHUYECKHE  HCCIIEI0BaHUS
JIEKapCTBEHHBIX IPEnapaToB AJIs MEIUIMHCKOTO NPUMEHEHUs, U PEecTp BbIIAHHBIX pa3pelleHUi Ha
NPOBEJICHUE KIMHUYECKHX HCCIIEOBAaHUI JIEKAPCTBEHHBIX IPENapaToB OIyOJUKOBBIBAIOTCS U
pa3MenarTcs YIIOJIHOMOYEHHBIM (peiepabHbIM OpraHOM HCIIOJIHUTEIBHOM BIACTH B YCTAHOBJIEHHOM UM
MopsIKe HAa cCBoeM OUIMAILHOM caiite B ceTH "HMHTepHeT".

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

Koncynbrantllntoc: npumedanue.
[Tomoxenus ct. 39 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs MpeaOCTaBICHUS TOC. yCIyT
MOCPEJICTBOM €IMHOM CUCTEMBI U (WJIM) eIMHOTo nopTtana, npuMmensitores ¢ 01.01.2026.

CraTtbAa 39. PeweHue o npoBeAeHUN KITMHUYECKOro NCCrNeaoBaHUA NeKapCTBEHHOro
npenapara agnsa MeguLUMHCKOro NnpMMeHeHus
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. KiuHnyeckoe wuccieoBaHue JIEKapCTBEHHOIO Ipemnapara Ui MEIULUHCKOTO MPUMEHEHUS
MPOBOJIUTCS HA OCHOBAHHMM PA3PEIICHUs] HA MPOBEACHUE KIMHUYECKOIO UCCIEIOBAaHUS JIEKAPCTBEHHOIO
npenapaTa, BBIJAHHOTO YIMOJHOMOYEHHBIM (eepaqbHbIM OpPraHoOM HCHOJHUTEIBHOM BIIACTH IO
pe3ysbTaTaM SKCIEePTH3bl JTOKYMEHTOB, HEOOXOMMUMBIX JUIsI TIOMYUYEHHUS pa3pelieHUs Ha IPOBEICHUE
KIIMHUYECKOTO MCCIIeI0BaHUS JIEKAPCTBEHHOTO Mpenapara U 3THYECKON IKCIIEPTHU3BIL.

2. Jlng monydeHus pa3pelieHHsi Ha TPOBEJCHHE KIMHUYECKOTO HCCIICIOBAHUS JIEKAPCTBEHHOTO
mpermapara Jijisi MEJIMIIMHCKOTO MPUMEHECHHS 3asBUTEIIb HANPABIISICT MOCPEACTBOM EAMHOTO MOpTaia B
YIIOJIHOMOYCHHBIA  ()eficpalibHbId ~ OpraH  WCIOJHUTEIBHOW  BIACTH WM  JIMYHBIA ~ KaOWHET
YIOJTHOMOYCHHOTO (heZIcpaTbHOTO OpraHa UCIIOJIHUTEIPHON BIIACTH B €IMHOMN CHCTEME:

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

KoncynprantlIntoc: mpumeyanue.
C 01.03.2026 B . 1 4. 2 c1. 39 BHOCsATCS u3MeHeHus (D3 ot 31.07.2025 N 304-D3). Cm. Oyay1ryro
peaKIHIo.

1) 3asiBIeHNE O BBIJAUE pa3pEIICHUs HA IPOBEACHUE KIMHUUYECKOTO UCCIIEIOBAHMS JIEKAPCTBEHHOTO
mpermapata s MEOUIMHCKOTO TPUMEHEHHUs, TMOJIMUCAHHOE YCWICHHON KBamu(UIUPOBAHHOM
3JIEKTPOHHOM MOAIMKCBIO;

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

2) yrpaTtui cuiy. - @enepanbubiii 3akoH oT 30.01.2024 N 1-P3;
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3) MIPOTOKOJ KIMHHUYCCKOIO HCCICAOBAHUA JICKAPCTBCHHOIO TIIp€naparta ajd MCIUIIUHCKOI'O
IMIPUMECHCHUSA

4) Opourtopy uccienoBaTelns (Ui 3aperuCTPUPOBAHHOTO JEKAPCTBEHHOTO Iperapara JIOIMyCTUMO
3aMEHUTh OJOOpPEHHOM OOIIeH XapaKTepUCTUKOW JICGKAPCTBEHHOTO IIpemapara, €Clid TaKou
JIEKapCTBEHHBIN Mpenapar 3aperucTpupoBaH B COOTBETCTBUU C aKTaMM, COCTaBisAomMMu npaso Corosa,
U €ero INpUMEHEHHE B KIMHUYECKOM HCCIIEOBAaHUM HE MPOTUBOPEYUT OJOOpPEeHHON oOIeit
XapaKTEPUCTHKE JIEKAPCTBEHHOIO Mpemnapara JJisi MeIULIUHCKOTO MPUMEHEHUS );

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

5) uHGOPMAITMOHHBIHN TUCTOK MAalUEHTA;

6) cBemeHus 00 ombITe PabOTHI MCCIEIOBATENCH MO COOTBETCTBYIOIIMM CIECIHAIBHOCTAM U UX
OIIBITE PaOOTHI TIO TIPOBEICHUIO KIIMHUYECKUX UCCIICIOBAHU,

7) - 8) yrpatunu cuiy. - ®enepanbHbiii 3aKoH oT 30.01.2024 N 1-D3;

9) KOIIMKO AOOTOBOpa 0053aTeNLHOr0 CTpaxOBaHHs, 3aKJIKOUYCHHOTO B COOTBCTCTBHU C TUIIOBBIMU
npaBujiIaMu 00513aTEIILHOTO CTpaxoBaHusd, C YKa3aHUCM HpGI[CJ'IBHOﬁ YHUCJICHHOCTHU ITAallMCHTOB,
YH4aCTBYHOIIMX B KIIMHAUYCCKOM HCCIICAOBAHUH JICKAPCTBCHHOI'O IIp€riaparta oJjid MCEIAUIUHCKOIO
IMPUMCHCHUSA

10) uHpoOpMaIMIO O COCTaBe JICKAPCTBEHHOTO INpernaparta Uisi MEIWIIMHCKOTO MPUMEHEHUs (3a
UCKITIOYCHUEM OMOJIOTHISCKUX JICKAPCTBEHHBIX MTPETIApaTOB);
(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

11) nOKyMeHT, cOoCcTaBICHHBIH MPOU3BOJIUTENEM JIEKAPCTBEHHOrO Mpernapara Ajas MEIUIMHCKOTO
NPUMEHEHHUS M COJepKalllMi IOKa3zaTeslu (XapaKTepUCTHKH), a TaKKe CBEIEHHUs O JIEKapCTBEHHOM
npernapaTe s  MEAMLIMHCKOIO IPUMEHEHHS, MPOU3BEIECHHOM [UIsl TPOBEACHMSI KIMHUYECKUX
UCCIIeIOBAaHUHM (32 UCKIIIOYEHHEM OHMOJIOTHYECKUX JIEKApCTBEHHBIX IPENapaToB);

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

11.1) nOKyMeHTBl W CBEAEHHUS, MNPEAyCMOTPEHHbIE NPAaBUJIaMU MPOBEAEHUS HCCIEI0BaHUN
OMOJIOTUYECKUX JIEKAPCTBEHHBIX CPEICTB EBPa3swiickOro SKOHOMHYECKOTO COI03a, YTBEPKICHHBIMHU
EBpasuiickoii 5KOHOMUYECKON KOMUCCHEH;

(n. 11.1 BBenen denepanbabiM 3akoHOM 0T 30.01.2024 N 1-D3)

12) cBeneHusi 0 Aare MPeJOCTaBICHUS M PETUCTPALMOHHOM HOMEpE JUICH3WU Ha MPOU3BOJCTBO
JIEKApCTBEHHBIX CPEACTB B CiIyyae, €Ciu MPOU3BOJICTBO JIEKAPCTBEHHOTO Iperapara OCYIIECTBISETCS B
Poccuiickoit ®enepanuu, WM JOKYMEHT, COJCpKallMi CBEJEHUS O Jare NpeIoCTaBlICHUS U
PETUCTPAIIMOHHOM HOMEPE 3aKIIOYEHUs O COOTBETCTBUM IPOM3BOIUTENS JIEKAPCTBEHHOTO Iperapara
TpeOoBaHUAM MpaBMII HaJIeKalen MPOU3BOJCTBEHHON MPAKTHKH, MIPEI0CTABICHHOTO
YIIOJITHOMOYEHHBIM OPTaHOM CTpaHbl MPOU3BOUTEIS JIEKAPCTBEHHOTO Mperapara.

(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. Cmenenus, moAaTBepxkarone (GakT yIuiaTel TroCyJapCTBEHHOW MOIIIMHBI 32 TMPOBEICHHE
STUYECKOM SKCIEPTU3BI, IKCIEPTU3Bl JTOKYMEHTOB Ha JICKapCTBEHHBINM MperapaTr s TOJTy4YeHUs
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paspelieHuss Ha IPOBEICHHUE KIMHUYECKOTO HCCIEAOBAHMS JICKApCTBEHHOIO IIpernapara Ui
MEIUIMHCKOTO TPUMEHEHUs, 3a BbIJA4y pa3pelleHUs Ha IPOBEICHUE KIMHUYECKOTO HCCIICJOBAHMS
JIEKApCTBEHHOI'0 IIperapara il MEAUIMHCKOIO PUMEHEHMs, 32 IPOBEICHUE 3KCIEPTU3bI JOKYMEHTOB
Ha JIGKapCTBEHHBIM Ipenapar Uil IOJy4EeHHs pa3pelleHus Ha NPOBEICHHE MEKIYHAapOJHOTO
MHOT'OLICHTPOBOI'O KJIMHUYECKOTO HCCIENOBaHUA JIEKAPCTBEHHOIO IIpenapara il MEIULMHCKOIO
IIPUMEHEHHs, 3a BBIJA4y paspellleHus Ha MPOBEIEHUE MEXIyHapOJAHOIO MHOTOLCHTPOBOIO
KJIIMHUYECKOI0 MCCIICIOBAHUs JIEKAPCTBEHHOI'O Ipernapara i MEIMLMHCKOTO IIPUMEHEHus, 3a
MIPOBEACHUE JTHUYECKOM DKCIEPTHU3bl, JKCIEPTHU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM mpenapar uist
IIOJIyYE€HUsI Ppa3pelicHWs] Ha MPOBEACHHE NOCTPETUCTPALMOHHOIO KIMHUYECKOIO HCCIIEJOBAHMS
JIEKApPCTBEHHOI0 IpernapaTa il MEIULIHUHCKOrO NMPUMEHEHMS, 3a BbIIAYy PA3pELICHHs HA MPOBEIACHUE
MIOCTPETUCTPALIMOHHOIO KIMHUYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOIO IpernapaTta Al MEIULMHCKOTO
MIPUMEHEHHUS, a TAK)XKE CBEJICHUS O BbIAABAEMBIX (IIPEIOCTABISIEMbIX) YIIOTHOMOUYEHHBIMU (peiepaibHbIMU
OpraHamMH HCIIOJIHUTEIbHONW BIACTH JOKYMEHTax (CBEIEHUSX), yKa3aHHbIX B MyHKTe 12 wyactu 2
HACTOSIIEH CTAaThbW, YIOJHOMOYEHHBIN (efepabHbIi OpraH WCIOJIHHUTEIBHOW BIIACTH 3alpallinBacT B
MOPSAKE MEXBEAOMCTBEHHOI'O 3JIEKTPOHHOIO B3aUMOIEHCTBUS.

(dactp 2.1 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-03)

3. B cpok, He mpeBBIIIAIOMIMA Tpex paboumx AHEW CO JHSA HAMpaBlICHUS B JUYHBIA KaOWHET
YIOJHOMOYCHHOTO (heiepaibHOTO OpraHa HMCIIOJHHUTEIBLHOW BJIACTH B €IMHOW CHCTEME YKa3aHHOTO B
nyHkTe | 4YacTu 2 HACTOALIEH CTaThbW 3asBICHUS W HEOOXOIUMBIX JOKYMEHTOB, YIMOJTHOMOYEHHBIH
denepaabHBIA OPraH UCIIOJTHUTEIIBHON BIIACTH:

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

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEJIEHUH, COAEPKAIIMUXCS B MPEICTAaBICHHbBIX
3asBUTEJIEM JOKYMEHTAX;

2) NpUHUMAET PELICHUE O MPOBEACHUU SKCIEPTU3bl JOKYMEHTOB JJIS MOJIyYEHUs pa3pelieHUs] Ha
[IPOBEACHUE KIMHUYECKOTO MCCIIEI0BAaHUs JIEKAPCTBEHHOIO Ipernapara I MEJULUHCKOrO IPUMEHEHHUS
Y 3TUYECKOM 3KCHEPTU3bI UM 00 OTKa3€ B MPOBEACHUN YKA3aHHBIX IKCIIEPTU3;

3) HampaBnseT 3asSBUTENIO MOCPEICTBOM €IWHOTO IMOpTaja UM B JIMYHBIA KAaOMHET 3asBUTENS B
€IMHOM CHCTEeME TOJANMUCAHHOE YCUJIEHHON KBaTU(UIIMPOBAHHOMN 3JIEKTPOHHOM MOAMKUCHIO YBEIOMIICHUE
O TIPUHSATOM pPELICHUH 100 B cllyyae MPUHATHS pelieHus 00 0TKa3e TakkKe ¢ yKa3aHHeM MPUYHH TaKOTro
OTKa3a;

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

4) HampaBJIsSIeT B JTMYHBIN KAOMHET SKCIIEPTHOTO YUPEIKICHUS B €IMHOW CHCTEME U JIMYHBIA KaOUHET
COBeTa MO ITHKE 3aJlaHUsl Ha MPOBEIACHUE COOTBETCTBYIOIIUX JKCIEPTH3, MOAMHUCAHHBIC YCHUICHHBIMHU
KBUTH(DUIIMPOBAHHBIMU 3JICKTPOHHBIMHE TTOIITHCSIMH.

(m. 4 B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4. B cinydae BbIBIEHUS HENOJHOTHI M (MJIM) HEIOCTOBEPHOCTU MH(pOpPMAlMHU, COJEpKalleiicss B
IIPEJCTABICHHBIX 3asBUTENEM JOKYMEHTaX, YIOJHOMOUYEHHBIN (eaepanbHblii OpraH HCIOJHUTEIbHON
BJIACTH HAIIPABIISIET B JIMYHBINA KAaOWHET 3asBUTEINS B €IWHON CHCTEME 3arpoc 00 YTOYHEHUH yKa3aHHON
MHpOpMaLUY, TOANUCAHHBIM YCHJICHHOM KBaNU(UIMPOBAHHOW 3JIEKTPOHHOM IOANUCHIO. 3asBUTEIb
00s13aH HAINPaBUTh B JIMYHBIA KAOWHET YHOJIHOMOYEHHOTO (helepasbHOrO OpraHa HCIIOJHUTEIHHON
BJACTU B €JMHON cUCTeMe MOANMCAHHBIN YCHJICHHON KBaJU(UIMPOBAHHOW 3JIEKTPOHHOHN IMOAMUCHIO
OTBET Ha 3alpoC YINOJHOMOYEHHOrO (eepanbHOr0 OpraHa HUCIOJIHUTEIBHOW BIIACTH B CPOK, HE
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MIPEBBIAIONINN JEBSIHOCTa pabOUYMX JHEH CO JTHS MOJTYUYECHHUs YIIOJTHOMOYEHHBIM (peepaibHbIM OpraHoM
WCTIOJTHUTEIIEHOW BJIACTH D3JICKTPOHHOTO YBEJOMIICHHS O TIOJy4eHUH 3asBuTesneM 3ampoca. Cpok,
yKa3aHHBIN B YacCTH 3 HACTOSIIEH CTaTbu, IPUOCTAHABIMBACTCS CO THS HANpaBJICHUS B JTUYHBIA KaOMHET
3asBUTENII B CIWHOW CHCTEME 3ampoca YHOJHOMOYEHHOTO (enepanibHOr0 OpraHa HCIIOJHUTEILHON
BJacCTH JO JHS HalpaBlIeHUs B JIMYHbIM KaOWHET YHOJHOMOYEHHOTO (enepabHOro OpraHa
WCTIOJTHUTEJIEHOW BJIACTH B €IMHOM CHCTEME OTBETa Ha 3aIpoC U HE YUUTHIBACTCS TMPU UCUUCICHHH CPOKa
NPUHATHS YIOJTHOMOYEHHBIM (heZepalibHbIM OPTaHOM HCIIOJIHUTENFHON BIIACTH PELICHHs O MPOBEACHUU
OKCIICPTU3BI AOKYMCHTOB JIA IMOJYUYCHHA PAa3pClICHUA Ha IMPOBCACHHUEC KIMHUYCCKOTO HCCICAOBAHUA
JICKApCTBEHHOTO Mpernapara ik MEIUIIHHCKOTO TIPUMEHCHUSI.

(dactpb 4 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHoBaHMEM AJis OTKa3a B MPOBEIACHHUH SKCIEPTU3bI JOKYMEHTOB JJISl MOJNyYEHHUsl pa3pelieHus
Ha TIPOBEJICHUE KIMHUYECKOTO WCCICAOBAHUS JIGKAPCTBEHHOrO TIpernapara sl MEIUIIHHCKOTO
NPUMEHEHHST M OTHYECKOW OSKCIEPTU3bl SIBISCTCS TPEACTABICHUE JOKYMEHTOB, MPEIYyCMOTPEHHBIX
9JacThIO 2 HACTOSIIEH CTaThbH, B HEMOJHOM OOBeMe, HENPEACTABICHUE 3asBHTEIICM B yCTaHOBJICHHBIN
CPOK OTBETa Ha yKa3aHHBIH B 4YacTH 4 HACTOSLICH CTAaThU 3allpOC YIOJHOMOYEHHOTO (enepaabHOro
OpraHa WCTOJHUTEIIBHON BIIACTH JTUOO OTCYTCTBHE B TPEJCTABICHHBIX JOKYMEHTAX HCYCPITBIBAIOIICTO
nepevyHss HeoOxonuMmon uHMopMaIu Wid WHGOPMAIMH, KOTopas JIO/DKHA OBITh OTPaKCHAa B HUX, a
TakK€ OTCYTCTBHE CBCJCHUN, KOTOpPbIE B  JaJbHEUIIEM  TOATBEPKAAIOTCS  TOCPEICTBOM
MEXBEIOMCTBEHHOTO JIEKTPOHHOTO B3aWMOJICHCTBHSA, O (PaKTe YIUIAThl TOCYJAPCTBCHHOM MOILIMHBI 32
MPOBEJICHUE OSTUYCCKOW AKCIEPTH3BI, IKCIEPTU3BI JIOKYMEHTOB Ha JIGKAPCTBEHHBIM TMpemapar il
MOJTYYCHHSI Pa3pelicHUs Ha NPOBEJICHUE KIMHUYECKOTO MCCIIEIOBAHMS JIEKAPCTBEHHOTO IMpenapara s
MEIUIIMHCKOTO TIPUMEHEHUS, 332 BBIJAYy pa3peilieHdss Ha IMPOBEICHUE KIMHUYCCKOTO WCCIICIOBAHHS
JICKApCTBEHHOTO TIpernapara Jijisi MEIUIIMHCKOTO MPUMEHEHHS, 332 MPOBEJCHUE YKCIEPTU3bI IOKYMEHTOB
Ha JICKQpPCTBEHHBIM TMpemapar JUis T[OJYYCHHS pa3pelieHds Ha TPOBEACHHE MEKIYHAPOTHOTO
MHOTOILIEHTPOBOTO KJIMHUYECKOTO HCCIIEJOBaHMs JICKAPCTBEHHOTO TMperapara s MEIUIMHCKOTO
NPUMCHCHHS, 3a BBIJA4y pa3peilieHdss Ha MPOBEICHUE MEXKIYHAPOJIHOTO MHOTOIICHTPOBOTO
KJIMHHYECKOTO HCCJICIOBAHUS JIGKAPCTBEHHOTO TIpenaparta Ui MEIUIIMHCKOTO TPHMEHEHHs, 3a
MPOBEJICHUE STUYCCKOW AKCIEPTH3BI, IKCIEPTU3BI JOKYMEHTOB Ha JIGKAPCTBEHHBIM TMIpermapar Uit
MOJYYCHHS pa3pellieHrss Ha TPOBEICHUE TOCTPETHMCTPALMOHHOTO KIMHUYECKOTO HCCIICOBAHUS
JICKapCTBCHHOT'O TIperapara Ui MEIUIIMHCKOTO MPUMEHCHHSI, 32 BbIIauy pa3pelleHus] Ha MPOBEICHUE
MOCTPETUCTPAIIMOHHOTO KJIIMHUYECKOTO HMCCIICIOBAHUS JIKAPCTBEHHOTO Mperapara Jjis MEIUIIMHCKOTO
MIPUMCHCHHS.
(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

6. IlpoBegeHme HKCMEPTU3bl JOKYMEHTOB [JIsi TIONYYEHHsS pa3pelleHus Ha MPOBEACHUE
KIIMHUYECKOTO MCCIEAOBaHUS JIEKAPCTBEHHOTO Mpernapara A MEJUIIMHCKOTO IPUMEHEHUS U 3TUYECKOU
9KCTEPTHU3BI, COCTABIICHUE KOMUCCHUEH SKCIIEPTOB U COBETOM IO ITHUKE 3aKIFOUCHUN O BO3ZMOXKHOCTH WU
HEBO3MOXXHOCTH TPOBEICHUS TaKOTO KIWHUYECKOTO HCCIIEIOBAaHUS, TOIMNCAHUE 3aKIIOYCHHM
YCWICHHBIMH KBATH(PUIIMPOBAHHBIMU MICKTPOHHBIMH TIOJIITUCIMHU U HAIPABJICHHUE TAHHBIX 3aKIIFOUCHUN B
JUYHBIN KaOWHET YIOJTHOMOYEHHOTO (peiepalbHOTO OpraHa MCIOIHUTENBHON BIACTH B €IMHON CHCTEME
OCYIIECTBIISIIOTCSI B CPOK, HE TMPEBBIIAIONIMN ABAAIATH TSATA pabOouMX IHEW CO JHS HampaBliCeHUS B
JUYHBI KaOWHET OSKCHEepTHOTO VYYpPEXKICHUS B €IWHOM CHUCTEME 3aJaHud YIMOJTHOMOYEHHOTO
(deneparbHOro OpraHa UCIOJHUTEIIBHOMN BIIACTH C TMIPHIIOKEHHUEM JIOKYMEHTOB, YKa3aHHBIX B ITyHKTax 3,
4, 10, 11 u 11.1 gactu 2 HacTosied CTaTbU, U HAIMPABJICHUS B JIMYHBIM KaOWHET COBETa MO J3THUKE B
CIMHON CcHCTEeME 3aJaHds YIOJTHOMOYCHHOTO (enepasbHOro opraHa WCIOJHUTEIBHON BIIACTH C
MPUIIOKEHUEM JOKYMEHTOB, YKa3aHHBIX B IMMyHKTaX 3 - 6 1 9 yacTu 2 HACTOSAIICH CTaThU.

www.consultant.ru CrpaHnua 99 m3 169
HafeXXxHasa npaBoBas noaaep)XkKa


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

®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

(uacts 6 B pen. @enepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

7. B cpok, HEe MpeBBIAIONMNA TpeX paboumMx IHEH CO JHS HANpPABJICHHWS B JUYHBIA KaOWHET
YIOJHOMOYEHHOTO (eepaTbHOr0 OpraHa UCIOJHUTEIHLHOW BIACTH B €IUHOW CHCTEME 3aKIIIOUEHUH,
yKa3aHHBIX B 4YacTW 6 HACTOAIMIEH CTaThbH, YIOJHOMOYEHHBIN (efepalbHbIi OpraH HCHOJHUTEIBLHOMN
BJIACTH:

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

1) ocyiiecTBISET OLEHKY MOCTYNUBIINX 3aKIIOUYEHUHN I ONIPEACIICHUS] UX COOTBETCTBUS 3a/IaHUSIM
Ha MPOBEJICHNE COOTBETCTBYIOIINX IKCIIEPTHU3;

2) mpUHUMAET pPEIICHHE O BbIJA4Ye pa3pelicHHs Ha NPOBEJACHUE KIMHUYECKOTO HCCIIEIOBAHHMS
JICKApCTBCHHOT'O ITpf€riaparta AJid MCAUIHUHCKOI0O NpUMCHCHHA, BHOCUT B PCCCTP BbIJAHHBIX paspemeHI/H‘/’I
Ha TMPOBEJCHHE KIMHUYCCKHX KCCICIOBAHUN JIEKAPCTBEHHOIO TIperapara COOTBETCTBYIOIIYIO
MH(OPMALIMI0O U HaIpaBiIseT IMOCPEJACTBOM E€IUHOTO IOpTaja 3asBUTEII0 WIM B JIMYHBIA KaOUHET
3asBUTEJIS B €JIMHOM CUCTEME BBINKCKY M3 PEECTPa BBIAHHBIX Pa3pelICHUI Ha MPOBECHUE KITMHUYCCKIX
WCCIICIOBAaHUM  JICKAPCTBEHHOTO  TIperapara, IOANMHCAHHYI  YCHJICHHOW  KBaTU(UIIUPOBAHHOM
AJIEKTPOHHOM TIOIHCHIO;

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

3) mpuHMMaeT pelieHue 00 OTKa3e B BbJaYe pa3pelICHHs Ha TPOBEICHHE KIMHHYECKOTO
WCCJICTIOBAHUS JICKAPCTBEHHOTO TperapaTa JJisi MEIUIMHCKOTO MPUMEHEHHS M HAIIPABIISICT IMOCPEICTBOM
€IMHOTO TOpTaJia 3asiBUTEII0 WIM B JIMYHBIH KAOWHET 3asBUTEIIS B CIIMHOW CHUCTEME JAaHHOE PEIICHHE,
MOANMCAHHOE YCHIICHHOW KBAIH(DUITMPOBAHHOK 3JIEKTPOHHOM MOANKCHIO, C YKA3aHUEM IPUYUH OTKa3a.
(m. 3 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

8. OcHOBaHHEM JJIs OTKa3a B BbIJA4Y€ Pa3peIlCHUs Ha MPOBEACHUE KIMHUYECKOIO HUCCIIEJOBAHUS
JIEKAPCTBEHHOI0 IIpernapara Iy MEAULUHCKOIO IPUMEHEHHUs SBIIACTCS HAIMYUE 3aKIIIOYCHUS KOMUCCUU
JKCIIEPTOB WM 3aKJIIOYEHUs COBETa M0 JTHKE O HEBO3MOXKHOCTH IPOBEICHUS KIMHUYECKOIO
UCCIENOBaHUsA JICKAPCTBEHHOIO IIpenapara Uil MEOULUHCKOIO IMPHUMEHEHHS II0 Ppe3yJibTaTaMm
MIPOBEACHHBIX IKCIIEPTHU3, IIPEAYCMOTPEHHBIX YACTHIO 6 HACTOAIIEH CTAaThU.

9. Pemenne 06 oTKaze B MPOBEIECHUU SKCIEPTU3BI JTOKYMEHTOB JUIS MOJYYCHUS pa3pelieHus Ha
MPOBEJICHUE KIMHUYECKOIO UCCIIENOBAHUA JIEKAPCTBEHHOrO Mpenapara JJisi MEAUIUHCKOTO MPUMEHEHHUS
U STUYECKOM HKCIEpPTU3bl M B BbIJAYE PA3PEIICHHUs HAa MPOBEICHUE KIMHUYECKOTO HCCIEI0BAHUS
JICKapCTBCHHOTO TIperapaTta JUisi MEIUIIMHCKOTO0 MPUMEHEHUS MOXKET OBITh 00XKAJIOBAaHO B TOPSIKE,
YCTaHOBJICHHOM 3aKOHOAATENLCTBOM Poccuiickoint denepauuu.

Koncynsrantlntoc: mpumeyanue.
[Tomoxenus ct. 39.1 (B pen. @3 ot 30.01.2024 N 1-D3), kacaromuecs MpeaOCTaBICHHUS TOC. YCIyT
IIOCPEICTBOM €IMHOM cucTeMsl, mpumensrorcs ¢ 01.01.2026.

CraTtba 39.1. 3Tnyeckasa akcnepTusa
(BBeneHa ®PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. OTHueckas OKCIICPTHU3a MPOBOAUTCA COBETOM IO 3THKE, CO3JAHHBIM B IMOPAAKE, YCTAHOBJICHHOM
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[ata coxpaHeHus: 14.10.2025

YIOOJIHOMOYCHHBIM (I)eﬂepaHLHBIM OopraHomM HUCIIOJIHUTEILHOM BJIaCTH, B ICJIAX BbIAAYH 3aKJIFOUYCHUA 00
STHYECKOH 000CHOBAHHOCTH BO3MOYKHOCTH IMPOBCACHUA KIMHUYCCKOTO HMCCICAOBAHUA JICKAPCTBECHHOI'O
npenapara it MCAUIUHCKOTO IPUMCHCHH .

2. DKcrnepTaMu COBETa MO STUKE MOTYT OBITh MPEICTaBUTEIN MEUIIMHCKUX OpraHN3aluil, Hay4HbIX
OpraHm3aiuii, 00pa30BaTEIbHBIX OpTraHW3aIMil BBICIIETO O00pa3oBaHUs, a TakKe IMPEACTABUTEIH
OOIIIECTBEHHBIX OpTaHW3AIMi, PEIIMTHO3HBIX OpPraHU3alMi U CPEACTB MaccoBOW MH(popManuu. J[aHHBIC
OKCICPTBI HC JOJIKHBI HAXOAUTHCSA B KaKOﬁ-HH6O 3aBUCUMOCTH OT pa3p2160T‘-II/IKOB JICKApCTBCHHBIX
npenapaTroB U JPpYyTUX JIUIl, 3AMHTCPCCOBAHHBIX B PE3yJIbTaTax STUUECKOM OKCIICPTU3EBI.

3. Omnata yciayr SKCIEPTOB COBETAa IO ITHKE OCYILIECTBIISIETCS HAa OCHOBAaHUM JOrOBOPA,
3aKIIFIOYCHHOTO MEXIY YIOJHOMOYEHHBIM (pe/iepaibHbBIM OPraHOM HCIIOJHUTEIBHON BIIACTH, KOTOPBIM
CO3JIlaH COBET IO 3TUKE, M SKCIEPTOM COBETa IO 3TUKE, 3a CyYeT OIO/PKETHBIX AaCCUTHOBAHMUH,
MPEIYCMOTPEHHBIX YIOJHOMOYEHHOMY (eepaqbHOMy OpraHy HWCIOJTHHUTEIBHOW BJIACTH, KOTOPBIM
CO3JIaH COBET MO 3THUKE, B (eleparibHOM OIOKeTe Ha COOTBETCTBYIOUIMH TojJ Ha oOecredyeHue ero
NEesATEIbHOCTH, B pa3Mepax, ycTaHoBIIeHHbIX [IpaButensctBoM Poccniickont denepanun.

4. DKcnepTbl COBETa MO 3TUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATEIbCTBOM
Poccuiickoit denepanumn.

4.1. Tlpn mpoBeneHUM ATHUECKON SKCIEPTH3bl HE JOIMYCKAeTCsl HCTpeOOBaHHE OJKCIEPTOM Yy
3asBUTENS JIMOO HWHBIX JIMII MaT€pUaioB, HEOOXOAMMBIX IJIS MPOBEACHHUS ITHUECKOM SKCHepTH3bl. B
clly4ae HEIOCTAaTOYHOCTH MPEJCTaBICHHBIX JKCHEPTy MaTepuajoB B JUYHBI KaOWHET 3asBHUTENS B
€IMHOM CHCTEME YMOJHOMOUYEHHBIM JIMIIOM COBETA MO JTHUKE HAMpPaBIISIETCS 3alpoC O MPECTaBICHUU
HEO0OXOUMBIX MaTEPHUAJIOB, MOAMUCAHHBIN PyKOBOAUTEEM (YIIOJIHOMOUYEHHBIM JTUI[OM) COBETA MO ITHUKE
C HCIOJIb30BaHUEM YCHJICHHOW KBAJIU(DHUITUPOBAHHOW AJIEKTPOHHOW TOMAIMKCH, a TaK)Ke HaIpaBiIseTcCs
yBeJIOMJICHHE 00 YKa3aHHOM 3alpoce B JUYHBIN KAaOMHET YMOJHOMOYEHHOTO (eaepaibHOro opraHa
HCIIOJIHUTEILHOMN BIACTH B €IMHOM CUCTEME.

(uacts 4.1 BBenena OenepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

4.2. 3asButens o0s3aH HANpPaBUTh B JIMYHBIA KaOWHET COBETAa MO STHUKE B €IUHOW CHUCTEME
MOJANUCAHHBIA YCUJICHHOM KBamU(UIIMPOBAHHOW SJIEKTPOHHOM TMOJAMUCHI0 OTBET Ha 3ampoc O
MPEACTABICHUN HEOOXOJMMBIX MAaTE€pUAJIOB COBETY MO ATHKE B CPOK, HE MPEBBLIMIAIONINI JIEBIHOCTA
pabounx OHEH co AHS TMOJY4YEHHs] COBETOM IO ATHKE JJIEKTPOHHOTO YBEAOMIICHHS O TOIyYeHUU
3asBUTEIEM YKA3aHHOTO 3ampoca. BpeMs co HsS HampaBiieHHs COBETOM IO STHUKE B JIMYHBIM KaOMHET
3asBUTENsI B €IWHOM CHCTEME 3ampoca O TNPEICTaBICHUM HEOOXOIUMBIX MAaTEpHUaIoB N0 MJHS
HaIpaBJICHUs 3aABUTEJIEM B JIMUYHBIA KAOMHET COBETA MO0 ITHKE B €IMHOW CHCTEME OTBETa Ha yKa3aHHBIN
3ampoc He YYUTHIBACTCS MIPU UCUYUCICHUU CPOKA MPOBEACHHS STUYECKON IKCIIEPTU3HI.

(dactp 4.2 BBeneHa enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

5. CocTaB coBeTa M0 3THKE, MTOJIOKEHHE 00 3TOM COBETE, MOPSAOK €ro AesTEIbHOCTH, TPeOOBaHUS K
KBATU(UKAIIMU U ONBITY PA0OTHI MO AKCIIEPTHOM OIICHKE HAYYHBIX, METUIIMHCKUX U STUYECKUX aCMEKTOB
KIIMHUYECKUX MCCIIEJOBAaHUN JIEKAPCTBEHHBIX IMpenaparoB s MEAMIMHCKOTO MPUMEHEHHS,
NPEIBABISIEMbIE K JKCIEPTAM COBETa MO ITHUKE, MOPSJOK OpPraHu3ally W MPOBEICHUS ATUYECKOMN
AKCIIEPTHU3BL, (hOpMa 3aKITIOUEHHS COBETA MO 3TUKE YCTAaHABIMBAIOTCS YIOJIHOMOYEHHBIM (herepanbHbIM
OpPraHOM MCIOJHUTEILHOM BIIACTH. YHMCIIO MNpencTaBUTENEH MEAUUMHCKUAX OpPraHU3alMi HE MOMKET
MIPEBBILIATH MOJOBUHY OT OOIIETO YUCIIa SKCIIEPTOB COBETA IO 3THKE.
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6. Uudopmanus o cocraBe coBeTa IO 3THKE, IUIAaHAX €ro pabdOThl M TEKyIIeH AEATeIbHOCTU
pa3meraercd Ha OQUIMAIBLHOM CalTe YIOJHOMOUYEHHOIro (heepanbHOro OpraHa HCIOJIHUTEIbHON
BJIAcTH B ceTu "VIHTepHET" B yCTaHOBIEHHOM MM IOPSIJIKE.

KoncynbrantlIntoc: npumeyanue.
[Tonoxenus ct. 40 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs MpeaoCTaBICHUS TOC. YCIyT
MOCPEACTBOM €IMHOM cucTeMbl, mpuMenstoTes ¢ 01.01.2026.

CraTtba 40. lpoBeaeHMe KINMHUYECKOro UcCcreaoBaHUA fleKapCTBEHHOro npenapara
ANns MeAULIMHCKOro NpMMeHeHus

1. PykoBoauTenb MEIMIIMHCKOW OpraHu3alv, KOTOpas MPOBOJMUT KIWMHUYECKOE HCCIEIOBAHUE
JICKapCTBEHHOI0  @penapara Uil  MEAMIMHCKOTO  NPUMEHEHUS, Ha3HA4aeT  MCCIEeA0BaTENs,
OTBETCTBEHHOTO 3a IMPOBEJACHHWE TAKOTO HCCIEJOBAaHUS M HWMEIOIIETO JICYeOHYI0 CHEIHATbHOCTD,
COOTBETCTBYIOLIYIO MPOBOAMMOMY KIMHUYECKOMY HCCIIEIOBAHUIO JIEKAPCTBEHHOrO Mpenapara, co
CTakeM PabOThI MO MpOTpaMMaM KIMHUYECKHUX HCCIICIOBAHMM JICKAPCTBEHHBIX IMpEnapaToB HE MEHEe
YyeM TpU roJa MU IO €ro MNPeNIOKEHHUI0 HA3HAYAET COMCCIIECNOBATENIEM W3 YHCIA Bpayed ITOM
MEIMUIIMHCKON OpraHu3alliH.

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

2. HccnenoBaTenb OCYMIECTBISET BBHIOOP MAIlMEHTOB, KOTOPBIC MO MEIUIIMHCKUM TTOKa3aHHSIM
MOTYT OBITh MPUBJICUEHBI K YYACTHIO B KIMHHYECKOM HCCIEOBAHUU JICKAPCTBEHHOTO Tperapara Jyis
MEJIUIIMHCKOTO TIPUMCHECHHUS.

3. HccnemoBarenb W COUCCIENOBATENH JOJKHBI OBITh O3HAKOMIIGHBI C  pe3yibTaTaMu
JTOKJIMHUYECKOTO  HWCCJICJOBAHMS  JIGKAPDCTBEHHOTO  CPEJICTBa,  COACpXKAIMMUCS B Oporrope
HccaeaoBaTelis, MPOSKTOM MPOTOKOJIA KIMHUYECKOTO HCCIEIOBAaHUS JIEKAPCTBEHHOTO MperapaTta AJis
MEIUIIMHCKOTO TIPUMEHEHUS, Pa3padOTaHHBIM Pa3padOTIMKOM JICKAPCTBEHHOTO Tperapara WiId WHBIM
IOPUIMYECKUM JIMLIOM, NPHUBJIEKAEMbIM K OpPraHU3alUdd MPOBEACHUS KIMHUYECKOTO MCCIIEIOBAHUS
JIEKApCTBEHHOT'0 TMpernapaTta s METUIIMHCKOTO TPUMEHEHMs, U JPYTUMU MaTepHallaMH TaKoOro
HCCIIEJOBAHNUS.

3.1. PyxoBoauTesb MEAULIMHCKON OpraHU3allii B CPOK, HE MPEBBIIAIOLINI TpeX pabouux AHEN co
IHS Hadajla [POBEIEHUS KIMHUYECKOTO MCCIENOBAHUS JIEKAPCTBEHHOIO Mpernapara s MEJULIMHCKOTO
NPUMEHEHHs, coo0IaeT 00 3TOM B YHNOJHOMOYECHHBIN (peepanbHbIi OpraH MCHOJHHUTEIBHOW BIIACTH,
BBIJIABIINN pa3pelleHue Ha POBEICHHE TAKOTO UCCIIE0BAaHMs, IO YCTAaHOBICHHON UM (opMme.
(dactp 3.1 BBenena denepanbHbiM 3akoHOM OT 29.11.2010 N 313-D3)

4. Opranuzalud, OCYIIECTBISIONINE OPTaHU3AIMIO MPOBEICHUS KIMHUYECKOTO HCCIIEeTOBaHUS
JICKapCTBCHHOT'O TperapaTta JJjisi MEAWIIMHCKOTO TPHUMCHCHHS W yKa3aHHbIE B 4YacTh 3 craThu 38
Hactosiero denepaibHOTO 3aKOHA, B Cllydae HEOOXOIUMOCTH BHECEHHUS HM3MCHEHUH B IPOTOKOJ
KIIMHUYECKOTO UCCIICIOBAHMSI JICKAPCTBEHHOTO IMpernapara Jisi MEIUIMHCKOTO MPUMEHEHHS COOOMIA0T
00 3TOM B YIOJIHOMOYCHHBIN (heepanbHblii OpraH UCTIOJTHUTEIIBHOM BIIACTH, BBIJABIIUIN pa3pelIeHre Ha
MIPOBEJICHUE TAKOTO UCCIICIOBAHUS, 110 YCTAHOBJICHHOH UM (popme.

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)
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4.1. ®opma cooOImEHUSI O BHECEHHMH HW3MEHEHUH B MPOTOKON KIMHUYECKOTO HCCIECIOBAHUS
JIEKApCTBEHHOTO MpErnapara Jyisi MEJUIUHCKOTO MTPUMEHEHUS TOJKHA CONEPKATh CIEAYIONINE CBEJCHUS:

1) HaumeHOBaHUe, NACHTU(UKAIIMOHHBIA HOMEP U J1aTa MPOTOKOJIa KIMHUYECKOTO HCCIIE0BAHUS;
2) nata BHECEHHsI HK3MEHEHUI B MPOTOKOJI KIMHUYECKOTO MCCIICIOBAHNS;
3) HaMMEHOBaHUE U MECTO HaXOXKICHUS 3asIBUTEIIS;

4) HauMEHOBaHME OpraHU3allMU, MPUBJICYCHHON pa3pabOTUMKOM JIEKapCTBEHHOIO Ipemnapara K
OpraHu3alMK MPOBEICHUS KIMHUYECKOTO HCCIIeI0OBaHUs (ITPU HAIMYHUN);

5) HaMMCHOBAaHHUA M MECTAa HAXO0XIACHHA MCIHUIMHCKHX opraHmaum‘/’I, B KOTOPLIX IMPOBOAUTCHA
KIIMHUYCCKOC UCCICAOBAaHUC,

6) nata BBIJAYM pa3pelIeHHUs HAa MPOBEACHHUE KIMHUYECKOTO HCCIEJOBAHUS M HOMEp ATOrO
paspelieHus;

7) ©3MEeHEHUs, BHOCUMBIE B TIPOTOKOJI KIIMHUYECKOTO MCCIICIOBAHMUS.
(uacts 4.1 BBenena OenepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He mpeBblIaoNMi ABaALAaTH BOCBbMHU paboyuX JHEH CO JIHS MOJyYEHHUsl YKAa3aHHOTO B
yacTu 4 HAcTOsLIEH cTaTbU COOOLIEHHMs, YNOJHOMOYECHHBIM (enepanbHblii OpraH HMCIOJHUTEIbHON
BJIACTH PACCMaTPHUBAET 3TO COOOIICHWE B YCTAHOBICHHOM WM TIOPSJIKE M TMPUHUMAET pEIICHHE O
BHECEHMM M3MEHEHMM B IPOTOKOJ KIMHUYECKOTO HCCIIEIOBAaHUS JIEKAPCTBEHHOIO IIpernapara Juis
MEJUIIMHCKOTO MPUMEHEHUS Wi 00 OTKa3e BO BHECEHHM TaKUX MU3MEHEHHi, MOJNMCAHHOE YCHJIEHHOU
KBAJM(HUIUPOBAHHONW 3JIEKTPOHHOW MOJANUCHIO, TOCPEJACTBOM HANpaBJIEHUS COOTBETCTBYIOILETO
pelieHrs B JIMYHBIA KaOMHET 3adBUTENs B eauHOW cucteme. llpu paccMoTpeHum cooOuieHus o
HEOOXO/MMOCTH BHECCHMsS HM3MEHEHUH B INPOTOKOJ KIMHUYECKOTO MCCIEIOBAHUS JICKAPCTBEHHOI'O
mpernapata JJis MEIUWLUMHCKOTO MPUMEHEHHMs B LEISIX OLEHKM OOOCHOBAaHHOCTH MpeAJiaraeéMbIX
U3MEHEHUH U ONpEICIICHUS CTENEHW PUCKA Ul MAlMEeHTOB, NPUHUMAIOIIUX Y4YacTHE B KIMHUYECKUX
UCCIIEIOBAaHUAX, YIOJIHOMOYEHHBIM (efepajabHbIM OpPraHOM  HCIOJIHUTEIBHOW BJIAacCTM  MOTYT
MPUBJIEKAThCS SKCIEPTHI COBETA 110 3TUKE U (WJIN) SKCIIEPThI SKCIIEPTHOTO YUPEKACHUS.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

6. KnuHuyeckoe wuccnenoBaHue JIEKapCTBEHHOTO IMpemapaTa A METUIIMHCKOTO TpPUMEHEHUs
MOXKET OBITh MPHOCTAHOBJIEHO WM NPEKpPALIEHO, €CJIU B MPOILECCE €ro IMpoBeJIeHUs OOHapyx eHa
OTACHOCTb VIS )KU3HH, 3[I0POBbS MallMEHTOB. B ciydyae BOBHUKHOBEHUSI OMTACHOCTH JIJIS )KU3HH, 3JI0POBbS
MAlUeHTa, YYacTBYIOIIET0 B KJIMHUYECKOM HCCIIEIOBaHUM JIEKapCTBEHHOTO Ipemnapara Ul
MEIUIIMHCKOTO TMPUMEHEHHS, WCCIEN0BATeNn OO0S3aHbI MPOHMHPOPMHUPOBATH OO0 3TOM PYKOBOIUTEINS
MEUIIMHCKOW OpraHu3alMd M  OpraHU3aluio, IMOJYYMBUIYIO pa3pelieHUue YIOJIHOMOYEHHOTO
denepanbHOrO0 OpraHa MCHOJHUTENBHOM BIACTHM HA OPraHU3aldI0 TPOBEIACHHUS KIMHUYECKOTO
HCCIIEI0OBaHMs JIEKapCTBEHHOI' O npenapara. Pemenue o mpruocTaHOBIEHUN KIMHUYECKOTO UCCIIEOBAHUS
JIEKapCTBEHHOT'O TpernapaTa A MEAMIIMHCKOTO MPUMEHEHHS MPUHUMAIOT PYKOBOAUTENh MEIUIIMHCKON
OpraHM3alyy 1 (UJI1) OpraHu3anisl, MoIy4YUBIIas pa3pelieHUe YIIOJIHOMOYEHHOIO (elepalibHOTO OpraHa
WCTIOJTHUTENILHOM BIIACTH Ha OPTraHU3AlMIO MPOBEJICHUS KIMHUYECKOTO HMCCIEIOBAaHUS JIEKAPCTBEHHOTO
npernapata Juis MEAMIMHCKOIO TIPUMEHEHUS, pEIIeHHE O TMPEeKpalleHUd TaKoro MCCIIECJOBAHUS
MPUHUMAET YIOJHOMOYEHHBIN (peiepalibHbIi OpraH UCTIOJHUTENHHOM BJIACTH HA OCHOBAHUU COOOIICHHUS
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B NHCbMEHHOW (opMe PYKOBOIUTENS MEIUIIMHCKONM OpraHu3allMyd WM OpraHu3alys, NOJTy4YHBIIAs
paspelieHre yHNOJIHOMOYEHHOro (hefepalbHOr0 OpraHa HCIHOJIHUTENBHOM BIIACTH Ha OpPraHU3aLUIo
IIPOBEJIEHUS KJIMHUUYECKOTO UCCIIEJOBAHNS JIEKAPCTBEHHOIO IIpernapaTa isl MEIULIMHCKOTO IPUMEHEHUS.

7. B cpok, HE TIPEBBIMIAIONINN TATH pabo4YuX THEH CO JHS 3aBEPIICHUS, TPUOCTAHOBICHUS WU
IIPEKPALLEHUS]  KIMHUYECKOTO HCCIIEIOBaHMUS JIEKapCTBEHHOIO Ipenapara Uil  MEIUIMHCKOTO
MPUMEHEHHUS, COOO0IIeHne 00 ATOM HamNpaBIsETCS OpraHU3AlMsIMH, YKa3aHHBIMU B 4acTu 3 craThu 38
Hacrosero denepanbHOro 3aKoHa, B YIIOJIHOMOYEHHBIN (enepaabHbIil OpraH UCTIOIHUTEIBHONW BIACTH
10 YCTaHOBJIEHHOH UM opMme.

8. d)opMa COO6H.I€HI/IH O 3aBCpHICHHH, IMPUOCTAHOBJIICHHUU WJIM MHPCKPAIICHHUU KINHUYCCKOTO
HCCIICA0BAaHM JICKAPCTBCHHOI'O Ip€riapara A MCAUIMHCKOTO TPUMCHCHUA JOJIKHA COACPKATD:

1) uadopmanuo 0 MEIUIIMHCKOW OpPTaHMU3alMKd WA MEIUIUHCKUX OPraHU3aIUsX, MPOBOIUBIINX
JIAaHHOE MCCIIEI0OBAHUE;

2) OIMHUCaHUC JaHHOI'O UCCIICJOBAHUA,

3) nmanHbIe uccienoBarens (haMuaus, UMs, OTYECTBO, MECTO PAaOOTHI, 3aHMMaeMas JIOJKHOCTD,
CHCIUANIBHOCTh, CTaX pabOThl IO TMporpaMmaM KIMHMYECKHX KCCJICIOBAHUN JIEKaPCTBEHHBIX
MpernaparoB, NEPeYeHb KIMHUYECKUX HCCIIEOBAHUIN JICKapCTBEHHBIX MPENapaToB, B KOTOPHIX OH
NPUHUMAIT ydacTue (MIEPUOJIbI YUaCTHsI) B KAUECTBE MCCIICIOBATEIS WIIH COUCCIICIOBATENs);

(B pen. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4) pe3ynbTaT AAHHOTO MCCIEI0BaHMs (3aBepllIeHUE, IPUOCTAHOBICHUE WU MIPEKpaIleHUue JaHHOTO
HCCIICA0BAHNA C YKA3aHUCM HX IMPUYKUH U BJIUAHUA HAa OLCHKY €ro pe3yjbTaToB, O6HIyIO OLICHKY pHCKa U
OXKHJIaeMOW TOJb3bl OT TPUMEHEHHS HCCIENyeMOro JIEKapCTBEHHOIO IpenapaTa, a Takke
IpeoiaraeMble JajbHENIINe JeCTBYS).

8.1. Ilpu BbIABICHUM (QelnepaabHbIM OpPraHOM HCIIOJIHUTENBHON BIACTH, OCYIIECTBISIOIINM
GYHKIMM TI0 KOHTPOJII0O M Haa30py B cdepe 3IpaBooXpaHeHHs, HApYIICHHHA MPaBWI HaJJIeKalei
KIIMHUYECKOW NPAKTUKU TPU NPOBEICHUM KIMHUYECKOTO HCCIIENOBAaHUS JIEKAPCTBEHHOIO IIpemnapara,
BIUSIOUIMX Ha MOJHOTY U (WJIM) JOCTOBEPHOCTh JAHHOIO KIMHUYECKOIO HCCIIEJOBAHMS, yKa3aHHBIN
(benepanbHbIl OpraH MCIOJHUTEIBHON BIACTU MPUOCTAHABIMBAET MPOBEACHUE JAHHOTO KIMHUYECKOIO
UCCJIEIOBAaHUSI M BBIHOCUT MEIMLIMHCKON OpraHu3alli, B KOTOPOH HPOBOAMTCSA JAHHOE KIMHUYECKOE
UCClIeIOBaHKME, IMpeanucaHue o0 YCTpaHEHUM BbIABICHHbIX HapymeHuil. [lpu HeycTtpaHeHuu
MEJMLIMHCKOW OpraHM3alMedl BBIABICHHBIX HAPYIICHWM B YCTAHOBICHHBIM B IPEAIMCAHUNA CPOK
yKa3aHHbII (enepanbHblii OpraH MCIOJHUTEIBHON BIACTH NPUHUMAET pEIIEHUE O MpeKpalieHuu
MIPOBE/ICHUS] KIIMHUYECKOTO HMCCIEIOBAHUS JIGKAPCTBEHHOTO Tperapara W HanpaBisieT B (eaeparbHbIin
OpraH MCIIOJHUTEIbHOM BIJIACTH, OCYILECTBIAIOUIMA (YHKIMH 10 BBIpaOOTKE U peanu3aluu
rOCYJapCTBEHHOH IOJIMTHUKHA W HOPMAaTHBHO-IIPABOBOMY PETYJIMPOBAHHIO B chepe 3apaBOOXpaHEHHS,
3aKJIFOUYEHUE O BBIABIICHUU IPU NMPOBEACHUN JAHHOTO KIMHUYECKOTO UCCIIEI0BAaHUS HAPYIIEHUHN NpaBUIl
HaJuIeXkKalled KIMHUYECKON MPAaKTUKYU JUIsl IPUHATHS pelieHusi 00 OTMEHE pa3pelleHus] Ha OpraHu3aluio
IIPOBEJEHUS JAaHHOTO KJIMHMYECKOIO HCCIENOBAaHUS C JaThl NPUHATUS PELICHHsS O NPUOCTAHOBICHHUU
MIPOBEECHUS KJIMHUYECKOIO UCCIIEJOBAHUS JIEKAPCTBEHHOIO IIpernapara.

(uacts 8.1 B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

8.2. Ilpm mpoBeACHUM KIMHUYECKOTO UCCIICJOBAHMS JIGKAPCTBEHHOTO TMperapara s
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

MEUIIMHCKOTO NIPUMEHEHMSI B ClIydyae YTOUHEHHUs (M3MEHEHUs) aHHBIX, COAEPIKAIIMUXCS B Pa3peLICHUU
Ha IPOBEJCHHE JaHHOIO KIMHWYECKOTO HCCIECJOBAHMs, Ha OCHOBAHHWM HAIIPABJICHHOTO B JIMYHBIN
KaOMHET YMOJIHOMOYEHHOTo (eiepaJbHOr0 OpraHa MWCIOJHHUTENbHON BIACTH B €OUHON CcHCTEMe
oOpalleHusl 3asBUTEINsA, MOJNMCAHHOIO YCWJICHHON KBalM()PUUUPOBAHHON 3JIEKTPOHHON MNOAMMUCHIO, C
NPUIOKEHUEM MOTHUBUPOBAHHOTO OOOCHOBAaHUS M JIOKYMEHTOB, MOJTBEPXKIAIOUIMX HEOOXOIUMOCTh
YTOYHEHUS JIaHHBIX, YIOJIHOMOYEHHBIH (heAepalbHblii OpraH HCIOJHUTEIBHOW BJIACTH B CPOK, HE
MPEBBIIAIONIMNA JBAaAaTH BOCBMHU pabO4MX THEHW CO JHA MOCTYIUIGHHS TaKOro oOpallieHusi, BHOCHUT
M3MEHEHUS B Pa3peIIeHUe Ha MIPOBEACHUE KIIMHUYECKOr0 UCCIIEI0BAHUsI JIEKAPCTBEHHOTO IIpenapara JJis
MEIUIMHCKOTO TIPUMEHEHMSI M PpEeCTp BbIAAHHBIX pa3pelleHUid Ha NPOBEICHUE KIMHUYECKUX
UCCIIEIOBAaHUM JIEKapCTBEHHBIX IpPENapaToB, a TAK)Ke HaIpaBiIseT B JIMYHBIM KaOMHET 3asBUTENS B
€IMHOM CHUCTEME BBIIMCKY M3 peEecTpa BBIIAHHBIX pa3pelleHUH Ha IPOBEIEHUE KIMHUYECKUX
WCCIICZIOBAaHUI  JIEKAPCTBEHHBIX  IPENapaToB, IOANMCAHHYIO YCHJICHHOW  KBaIH(pUIMPOBAHHOMN
3JIEKTPOHHOM MOAINUCHIO, TM00 MPUHUMAET pelleHrne 00 0TKa3e BO BHECEHHM U3MEHEHUH B pa3pelleHue
Ha TPOBEJICHHE KIMHUYECKOI'O MCCIENOBAHMs JIEKAPCTBEHHOIO Ipernapara il MEJUIUHCKOIO
NPUMEHEHMS U HaIpaBJIseT B IUYHBIA KaOMHET 3asBUTENS B €IMHON CHCTEME 3TO pellIeHHe, NOANNCAaHHOe
YCWJIEHHOM KBaNU(QUIMPOBAHHON AJIEKTPOHHOM MOJIMUCHIO, C YKa3aHUEM IIPUUMH OTKAa3a.

(uacts 8.2 BBenena OenepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

9. VYmonHOMOYCHHBIH (QenepaNibHbIii OpraH WCIOJHUTEIBFHOW BIACTH OMyOJHMKOBBIBACT W
pa3Memniaer Ha cBoeM OQuIMaTbHOM caiiTe B cetd "HMHTepHer" cooOlieHHe O 3aBepIleHUH,
MPUOCTAHOBIICHUU WJIM TMPEKPANICHUH KIMHUYECKOTO MCCIEIOBaHUA JIEKAPCTBEHHOTO Mpenapara IJist
MEIUIIMHCKOTO MPUMEHEHHS B CPOK, HE MPEBBIMIAIONINI MATH paboyuX THEH CO JIHS €ro MOJy4YeHHUS, B
YCTAHOBJIEHHOM WM MOPSJIKE.

10. YnonaHoMo4eHHbIH (eaepabHbIi OpraH MCIOJHHUTEIbHON BIACTH OCYIIECTBISET BEJCHHE
peecTpa HCCHGHOB&TCHGﬁ, MPOBOAAINIUX WJIW HNPOBOAUBIINX KIIMHUYCCKUC MCCICAOBAHUA JICKAPCTBCHHBIX
IpenaparoB A MEJUIMHCKOTO NMPUMEHEHMs, B COOTBETCTBUHU C YTBEPXKIECHHBIMH WM IpaBHJIaMH U
pa3MeIaeT ero Ha cBoeM OQHIHMaIbHOM caiite B cetd "HHTepHET" B YCTAaHOBICHHOM UM TMOPSIKE.
VYkazaHHBII peecTp COAECPKUT UH(OpMAIHIO, TPEelyCMOTPEHHYIO ITYHKTOM 3 4acTu 8 HACTOSILEH CTaThH.

11. Otuer o pe3ynapTaTax KIMHAYECKOTO WCCIEIOBAaHUS JICKAPCTBEHHOIO TIpenapara Jjist
MEIUIMHCKOTO MPUMEHEHHS COCTABIIACTCS OpraHM3alel, yKa3aHHOM B 4acTH 3 cTaTbu 38 HACTOSALIETO
denepanbHOTO 3aKOHA, W TPEACTABISIETCS B YIOJIHOMOYECHHBIH (hefepalbHbI OpTaH HCIIOJHUTEIHHON
BJIACTH, BBIJABLIMI pa3pellieHUE Ha IPOBEIEHUE 3TOrO0 HUCCIECJOBAHMs, B CPOK, HE IPEBBILIAIONINN
JBEHAALIATH MECSLEB CO JHSA €ro 3aBEplICHUs, MPUOCTAHOBJIEHUS WIM MpeKpalleHus, B MOpsSIKeE,
YCTQHOBJICHHOM YIIOJTHOMOYEHHBIM (peiepanbHbIM OPraHOM UCHOJIHUTEIBHOM BIACTH.

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

12. Hapymenue mnpaBusl Hajjlekalled KIMHUYECKOH NpakTHKH, (anbcudukanus pe3yibTaToB
KIIMHUYCCKOr'o HCCICAOBaHMWA JICKAPCTBCHHOI'O Iperiapata i1 MCAUIUHCKOTO NMPUMCHCHHA BJICKYT 3a
co00i OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHO/AaTeIbcTBOM Poccuiickoil deneparum.

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

13. IIpu npoBeIeHNH KIMHUYECKOTO UCCIEA0BAHMS JIEKAPCTBEHHOTO IIpenapara s MeIULUHCKOTO
MIPUMEHCHHS JOITyCKaeTcsl 3a00p y MAIMEHTOB OMOJIOTHYECKHX MaTepUaIoB (00pasibl OMOIIOTHYECKUX
KHUAKOCTEH, TKaHEHW, CEKPEeTOB U MPOAYKTOB >KU3HEIEATEIHHOCTH 4YEIOBEKa, (U3MOJIOTHUECKUX H
MaTOJIOTUYECKUX BBIJCICHHM, MAa3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB, OMOTICHIHBIN MaTepuan)
g ux uyueHus B Poccuiickoit ®enepanuu u (unm) 3a npegenamu Poccuiickoit @enepariui.
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(pea. ot 23.07.2025)
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[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

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

14. Tlopsanok BBO3a B Poccuiickyro deaepanuio U BbIBO3a 3a mpeaensl Pocculickoit denepanun
6HOHOFI/I‘-ICCKI/IX MaTepI/IaHOB, HOHy‘-IeHHI:IX HpI/I HpOBCI{CHI/II/I KIIMHUYCCKOI' O HCCICOOBAHUS
JIEKApCTBEHHOT'0 TperapaTta Uil MEIUIIMHCKOTO TPUMEHEHHS, YCTaHaBIuUBaeTcs I[IpaBUTEIHCTBOM
Poccuiickoit denepanuu.

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

Cratbsa 41. [loroBop 0 NpoBeAeHUU KIIMHNYECKOro UccnenoBaHUA NEeKapCTBEHHOro
npenapara ans MegUUUHCKOro NpuMeHeHUsA

1. KnuHuyeckoe wuccieoBaHHe JEKapCTBEHHOTO Mpemnapara Ui MEIUIUHCKOTO MPUMEHEHUS
MIPOBOJIUTCSA B COOTBETCTBUH C JIOTOBOPOM O MPOBEJACHUM KIMHUYECKOTO MCCIIEAOBAHUS JIEKAPCTBEHHOTO
mpemapata Ui MEAUIMHCKOTO TMPUMEHEHHS, 3aKII0YaeMbIM MEXIy OpraHu3aliei, MOoIy4YuBIIeH
paspelieHrue YIMOJIHOMOYEHHOro (hefepaJbHOr0 OpraHa HCIOJHUTENIbHON BJIACTH Ha OpraHU3alliio
MPOBEJICHUSI TAKOTO HCCIEAOBAaHUSA, W MEAWIIMHCKOW OpTaHM3aliel, OCYIIECTBIISIONICH NpOBEICHHE
TaKOI'0 UCCJIETOBAHMSL.

2. I[OFOBOp O IMPOBCACHUU KIMHUYCCKOI'O MUCCICIHOBAHUSA JICKAPCTBCHHOTIO IIpCllapaTa IJid
MCIUIUHCKOI'0 IPpUMCHCHUS JOJKCH COACPIKATD:

1) YCJIOBUS U CPOKHU NPOBCACHUS JaHHOI'O HCCIICAOBAHUA,

2) ompezesneHre OOIICH CTOMMOCTH MPOTPAMMBI JAHHOTO HMCCIIEIOBAHUS C YKa3aHUEM CYMMBbI,
npeHa3HAYAIOIICHCS TSl BBITUIAT UCCIICIOBATENSIM, COUCCIICIOBATEIISM;

3) onpeneneHne GOPMBI MPEACTABICHUS PE3YIbTATOB JAHHOTO HCCIIEOBAHUS B YIIOJHOMOYECHHBIN
(benepanbHBIN OPraH UCIOTHUTENIBHOMN BIIACTH.

CraTtbs 42, duHaHcoBoe obecneyeHue KNMWUHUYEeCKoro nccnenoBaHus
NeKapCTBEHHOro npenapara gnsa MeauLUHCKOro NnpuMeHeHus

duHaHCOBOE O0ECICUECHUE KIMHHYECKOTO HCCIICAOBaHUA JICKAPCTBCHHOI'O Ipfrapara i
MCOUIUHCKOI'O IPUMCHCHUS OCYIICCTBIISICTCS 3a CUCT:

1) cpencTB penepanbHOro OOKETA;

2) CpcaAcCTB OpFaHHSaHHﬁ, MOJIYYMBIIUX Pa3pCHICHUC HaA OpPraHUu3aluio MOPOBCACHUSA HAHHOI'O
HCCIICaA0BaHMA, B COOTBCTCTBHUU C YCIIOBUAMU OOTOBOpPA O €TI0 IMMPOBCACHUH,

3) UHBIX HE 3aMpelIeHHbIX 3aKOHOAaTeIbCTBOM Poccuiickoit deaepaniuu HCTOYHUKOB.

Cratba 43. [paBa nauueHTOB, Yy4YacCTBYHOLIMX B KIUHMYECKOM uUCCneaoBaHUMU
NeKapCTBEHHOro npenaparta ansa MeauLUHCKOro NnpuMeHeHuns

1. VYuactue mnamueHTOB B KJIMHUYECKOM HCCICAOBAHUM JICKAPCTBEHHOTO TMperapara Jjis
MEIUIIMHCKOTO MMPUMEHEHHUS SABIISETCS JOOPOBOIBHBIM.
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

KoncynbrantlIntoc: mpumeyanue.
C 01.01.2026 B a063. 1 u. 2 cr. 43 BHOCATCsA u3MeHeHus (D3 ot 30.01.2024 N 1-®3). Cm. Oyay1ryro
peIaKIHIo.

2. TlamueHT WM ero 3aKOHHBIM MpeACTaBUTENb JOJDKEH OBITh MH(POPMHPOBAH B IMHUCHMEHHOM
dbopwme:

1) 0 JICKaApCTBCHHOM IIperniapare Iajid MCIUIHUHCKOr0 IMPUMCHCHUA W CYIIHOCTH KIIMHHUYCCKOI'O
HCCIICA0BAHM 3TOT'O JICKAPCTBCHHOI'O IIpCIiapara,

2) o 6e30MacHOCTH JIEKAPCTBEHHOTO MpemapaTa Al MEAUIIMHCKOTO MPUMEHEHHSI, €T0 0KHUIaeMOM
3¢ (PEKTUBHOCTH M CTENIEHU PHUCKA IS MMAIUCHTA,;

3) 00 YCJIOBUAX YHACTUS MALUCHTA B KIIMHUYCCKOM HUCCICAOBAHHUU JICKAPCTBCHHOI'O IIpCIiapaTa IJid
MCIUIHUHCKOI'O IPUMCHCHUA

4) 0 e Wir neiIdXx W HOPOAOJDKUTCIBHOCTH KIMHUYCCKOTO HCCICAOBAaHUA JICKAPCTBCHHOI'O
npenapara ajisd MEAUIUHCKOI'O IIPUMCHCHUS

5) o AeWCTBUAX MalMeHTa B Cllydyae HENpeABHICHHBIX 3()(EeKToB BIMSIHMUA JIEKAPCTBEHHOT'O
rpenapara Iy MEJULUHCKOr0 IPUMEHEHNS Ha COCTOSIHUE €ro 310POBb;

6) 00 yCIIOBHSIX 00513aTEIFHOIO CTPaXOBaHUS KHU3HH, 3/J0POBbS NAIIUEHTA,

7) 0 TapaHTHAX KOH(bI/I,Z[eHHI/IaJ'IBHOCTI/I ydacTusa TManueHTa B KIMHUYCCKOM HCCIICAOBAHUU
JICKApCTBCHHOTO IperiapaTa AJid MCAUIUHCKOTI'O MPUMCHCHMUA.

KoncynsrantlIntoc: mpumeyanue.
C 01.01.2026 4. 3 ct. 43 uznaraercs B HoBoM penakuuu (P3 ot 30.01.2024 N 1-D3). Cm. Oyayuryro
peaKIHIo.

3. HOGpOBOHLHOC corylaCue nmalueHTa Ha y4aCTUC B KIIMHUYCCKOM HUCCIICAOBAHUHN JICKAPCTBCHHOT'O
npemnapara A MCIUIHUHCKOIO IMPHUMCEHCHUA IMOATBCPKAACTCA €TI0 IOAINMCHIO MWW IOAIUCBIO €TI0
3aKOHHOI'O MPCACTABUTCIIA Ha I/IH(i)OpMaL[I/IOHHOM JIUCTKC IMallUCHTA.

4, HaHI/IeHT WIM €ro 3aKOHHBIN MNpEACTAaBUTCIIb HMMECT IpaBO OTKA3aTbCd OT Y4YaCTUd B
KIIMHUYCCKOM HCCJIICAOBAHUHN JICKAPCTBCHHOT'O IIpCIiapaTa AJII MCAUIIMHCKOIO IMPUMCHCHUA Ha 000
CTaguu IMMPOBEACHUS TaAKOI'0 UCCIICAOBAHM.

Koncynbrantllntoc: npumedanue.
C 01.01.2026 B 4. 5 ct. 43 BHOCcsATcs m3meHeHus (D3 ot 30.01.2024 N 1-®3). Cm. Oymaymryro
PEIaKITHIO.
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[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

5. ITlpoBeneHune KIMHUYECKOTO HCCIENIOBAHMS JIGKAPCTBEHHOTO Mpernapara Uil MEAMLUHCKOTO
NPUMEHEHHS C Y9aCTHEM B KadeCTBE IMAIMEHTOB JIETEH OMyCKAETCS TOJBKO C COTJIACHs B MHCHMEHHOMN
dopme ux poautenei, ycblHOBUTENEH. JleTH MOTyT paccMaTpuBaThCsl B KAauyeCTBE IMOTEHIIMAIBHBIX
MAIMEHTOB TaKOTO HCCIICTOBAHNUS, TOJIBKO €CJIN €T0 MPOBEICHHE HEOOXOMMO JUTS YKPEIUICHHS 3/I0POBbS
neTel Wi Mpo(UIAKTUKY UHPEKIIMOHHBIX 3a00JeBaHUN B JIETCKOM BO3pacTe JHOO0 €ClIU IEJbI0 TaKOTo
WCCIIEIOBAaHMS SBIISIETCS TOJyYCHHE JAaHHBIX O HAWIyYIIeH TO3MPOBKE JIEKaPCTBEHHOTO Ipenapara s
jeueHust aereil. B 3THX ciydasx TakoMy HCCIEIOBAaHMIO JIOJKHO MPEIIIECTBOBATh KIMHHYECKOE
WCCIIEZIOBAaHHUE JIEKAPCTBEHHOTO TMperapara JUisi MEIUIIMHCKOTO MPUMEHEHHS Ha COBEPUICHHOJIETHHX
rpakaaHax, 3a WCKIIOYEHHEM CIIydaeB, €CJIM HCCICAyeMBbIH JIEKapCTBEHHBIH TIpemapar s
MEIUIITHCKOTO IPUMEHEHHS npeaHa3HaYeH UCKITIOUUTEIEHO TSt UCTIOJTb30BaHUS
HECOBEPIICHHOJIICTHUMH I'PaKIaHaAMH.

(B pen. ®enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

6. 3anpemaeTc;1 MNPOBCACHUC KIIMHHUYCCKOI'0 HCCICAOBAHUA JICKAPCTBCHHOI'O IIperiapara IJIid
MCIUIUHCKOI'0 NpUMCHCHUS C YHACTUCM B KQYCCTBC MalUCHTOB!

1) neteii-cupoT u aeTeil, ocTaBIIUXCs 0e3 MONe4YeHus PoIUTeNe;

2) OSKEHIIMH B TEpUOJ] OEpPeMEHHOCTH, >KEHIIMH B TIEPUOJ TPYJHOTO BCKAPMIIMBAHHS, 3a
UCKITIOYEHHEM CIIy4aeB, €ClId MPOBOJUTCS KIMHUYECKOE HCCIeOBAaHUE JIEKApCTBEHHOIO Ipemnapara,
MPETHA3HAYEHHOTO ISl YKA3aHHBIX JKEHIIWH, IPH yCIIOBUU HEOOXOAMMOCTH TOIYUYCHHS HH(POpPMAIHH
TOJILKO BO BpeMs MPOBEACHUS COOTBETCTBYIOIIUX KIMHMYECKUX HCCICIOBAHUM M TPUHATUS BCEX
HEOOXOJUMBIX MEp [0 HCKIIOUCHHUIO PUCKAa HAHECCHHS Bpela JKCHIIMHE B TIEpUOJ OCpEeMEHHOCTH,
KEHIIMHE B IEPUO/ IPYAHOTO BCKAPMIIMBAHMS, IIJIOY UITH PEOCHKY;

3) BOCHHOCIYXAIllUX, 3a MCKIIOYEHHEM CIIy4aeB IIPOBEJCHUS KIMHUYECKOIO MCCIIEI0BAHUS
JIEKapCTBEHHOT'O IpenapaTa, CHEelHMaIbHO pPa3pabOTaHHOrO JUIsl NMPUMEHEHUS B YCJIOBUSAX BOEHHBIX
NCUCTBUH, Ype3BBIUYAWHBIX CHUTYalMid, NPOPHUIAKTHKHA W JICYCHHS 3a00JI€BaHUN M TOPaKEHHH,
MOJYYEHHbIX B  pe3yJibTaTe BO3ACUCTBUS  HEOJArONPUATHBIX  XUMHMYECKMX, OHOJOTHMUYECKHUX,
panuanuoHHbIX (akTopoB. KiMHHYECKOe HCCIIeJOBaHME TAaKOTO JICKAPCTBEHHOTO IIperapara MOXKET
IIPOBOAMTHCS C YUACTUEM B KaUECTBE MALIMEHTOB BOCHHOCTYXKAIINX, 33 UCKIIOYEHUEM BOEHHOCTY KAIIIKX,
MIPOXOAIINX BOSHHYIO CIYOy IO TPHU3BIBY, ¢ COOIIOACHNEM TPEOOBaHUH, YCTAHOBICHHBIX HACTOSIIAM
@DenepalIbHBIM 3aKOHOM B OTHOIIEHUH I'PaXIAHCKUX JIMLL;

4) cOTpyIHUKOB MTPaBOOXPAHUTEIIbHBIX OPraHoOB;

5) nui, oTOBIBAIOIIMX HAKa3aHUE B MECTAX JIMIIECHUS CBOOOJBI, a TAKXKE JIMI, HAXOIAIITUXCS IO
CTpa)Kei B CJICJICTBEHHBIX H30JIATOPaX.

Koncynbrantllntoc: mpumeyanue.
C 01.01.2026 B 4. 7 ct. 43 BHOcarcss u3meHeHus (P3 ot 30.01.2024 N 1-®3). Cm. Oyaymuryro
pEIaKIuIO.

7. I[OHYCKaeTCH MIPOBCACHUC KIIMHUYCCKOr0 HCCICAOBAHUA JICKAPCTBCHHOI'O IIp€rapara Iajid
MCIAUIUHCKOI'O ITPUMCHCHUS, ITPECAHAZHAYCHHOT'O IJIS JICUCHUS IICUXUYCCKUX 3360J’IeBaHHﬁ, C Yy4aCTUCM B
Ka4dCeCTBC MAallUMCHTOB JINI] C IICUXNYCCKUMU 3360J’[€BaHI/IHMI/I, MMPU3HAHHBIX HGI[GGCHOCO6HI)IMI/I B MMOpsIKE,
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

YCTaHOBJIEHHOM  3aKoHojarenbcTBOM  Poccuiickoii  ®enepaumuu. KnuHuueckoe  ucciaenoBaHue
JIEKapCTBEHHOI'0 IpernapaTta B 3TOM Cilydae MPOBOJUTCA MPH HAJIUYUHU COIVIACUS B MUCBbMEHHOU (opme
3aKOHHBIX IIPEICTABUTENIEH YKA3aHHBIX JIULL.

Cratba 44. OO6GsAsaTenbHoOe CTpaxoBaHWe XWU3HW, 300POBbA  NaLMEHTa,
yvyacTBywLWEero B KIMHUYECKOM MCCNefoBaHUM JieKapCTBEHHOro npenapara Ans
MeAULMUHCKOro NpMMeHeHus

(B pen. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

1. Opranuzanms, MTOJYyYMBINAs pa3pelICHUEe HAa OPraHU3alMI0 MPOBEJACHUSA KIMHHUYECKOTO
UCCIIEIOBaHMs JICKAPCTBEHHOTO TMpernapara Al MEIUIMHCKOTO TMpUMEHEeHHs, o0s3aHa B KadyecTBe
CTpaxoBaTessl CTPAaxOBaThb PUCK MPUUYMHECHHS BpEda KU3HHU, 30POBBIO MAalMEHTa B PE3yJbTaTe
MPOBEICHUS KIIMHUYECKOIO0 MCCIIEN0BaHUs JIEKapCTBEHHOr0 Ipenapara JUisi MEAULIUHCKOIO IIPUMEHEHHUS
3a CBOM CUET IMyTeM 3aKJIF0UEHUS 1I0r0BOpa 00s3aTEIbHOTO CTPAXOBaHUS.

2. OOBEeKTOM 0043aTeNLHOr0 CTPAaxOBaHHUA SBJISICTCA HMymeCTBeHHLIﬁ HHTCPCC IalUCHTA,
CBSI3aHHBIN C MNPUIUHCHUEM BpCJa €ro XU3HU WK 3J0POBLIO B PC3YyJIbTAaTC MPOBCACHUA KIIMHUYCCKOI'O
HCCIICAOBAHUA JICKAPCTBCHHOI'O IIpCIiapara AJisk MEAUIIUHCKOTO ITPUMCHCHUA.

3. CTpaxoBBIM CITy4aeM IO JOTOBOPY 00S3aTEITLHOTO CTPAXOBAHUS SBIISICTCS CMEPTh MAIlMeHTa UITH
YXYIIICHUE €T0 3J0POBbs, B TOM YHCJIE BJIEKYIIee 32 CO0O0M YCTaHOBIICHHUE HHBAJIMIHOCTH, IPH HAJTUYUU
HquHHHO-CHeHCTBeHHOﬁ CBA3M MCXKAY HACTYIIJICHUCM 3TOIO COOBITHA H y4acTueM IMalueHTa B
KIIMHHYECKOM UCCIICIOBAaHUHU JICKAPCTBEHHOTO MTperapara.

4, Tp€60BaHI/IH O BO3MCHICHHMM BpC€aa, MNPUYMHCHHOI'O JKHW3HW HWJIW 3A0POBBIO ITAWCHTA,
MMPEABABIAIOTCA B TCUCHHC CpPOKOB HCKOBOM JaBHOCTH, YCTaHOBJICHHBIX rpa>x1IaHCKUM
3aKOHOJATCIIbCTBOM.

5.P asMep CTanOBOﬁ BBITIIATHI 110 IOT'OBOPY 0053aTeNLHOr0 CTpaxOBaHHA COCTABJIACT:

1) B cimyyae cMepTH ManMeHTa JBa MUJUIMOHA pyOiei Ha KaXJAOoro MalMeHTa, y4acTBOBABLIETO B
KJIIMHUYECKOM HCCIIEOBAaHUY JICKAPCTBEHHOTO IIPEMapara;

2) npu yXyALLIEHUH 30POBbs MALIUEHTA!

a) TOBJEKIIEM 3a COOO0H yCTaHOBJICHME MHBAJIMIHOCTH | TpyIIbl, OAWH MUJUIMOH MATHCOT ThICAY
pyOsieii Ha KaXIOro TMAalMeHTa, yYacTBOBABIIETO B KIMHUYECKOM HCCIIEIOBAHUH JIEKAPCTBEHHOTO
npernapara;

0) moBJIeKIIeM 3a cO0O# yCTaHOBIIEHHWE WHBAIMIHOCTH Il Tpymmbl, OOUH MIJUTHOH pyOsiel Ha
KaXXJIOTO MAaIllMeHTa, Y4aCTBOBABIIETO B KIMHUUECKOM HCCIICIOBAHUH JICKAPCTBEHHOTO MPEIapara;

B) MOBJEKIIEM 3a co0oil ycraHoBieHue uHBanuaHOCTHU III rpymmel, msAThCOT ThICSY pyOsel Ha
Ka)KJOr0 MalMEHTA, y4aCTBOBABLIETO B KIIMHUYECKOM MCCIIEA0BAaHNN JIEKAPCTBEHHOTO Mpenapara;

I') HE TIOBJIEKIIEM 32 COOOM YCTaHOBJICHUS WHBAJIUIHOCTH, HE 0OJiee YeM TPUCTa ThICAY pyOsieil Ha
KaXJIOTO TMAIMeHTa, yYacTBOBABIIETO B KIMHUYCCKOM HMCCIICIOBAHUU JICKAPCTBEHHOTO TIpernapara,
HCXOJAd H3 HOPMATHUBOB, OTpPAXKAOIIMWX XapaKTEp W CTCICHbL TMOBPCKIACHUA 3A0POBbA, a TaKKC
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[ata coxpaHeHus: 14.10.2025

(aKkTUYeCKH TOHECEHHBIX TAIMEHTOM pPAaCXOJOB, BBI3BAHHBIX IOBPEXKIECHUEM 3JI0pPOBbs, Ha
MEIMIIMHCKYO TTOMOIIb, TPHOOPETECHUE JICKAPCTBEHHBIX MTPENapaToB.
(mm. "r" B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

6. Ytparui cuity ¢ 1 urong 2015 roga. - @enepanbusiii 3akoH o1 22.12.2014 N 429-D3.

7. Cpok noroBopa 00S3aTENBHOTO CTPaXOBAaHUS HE MOXKET OBITh MEHEE, YeM CpPOK IMPOBEICHUs
KIIMHHYECKOTO UCCIIEIOBaHMS JICKAPCTBEHHOTO Mperapara.

8. YcnoBus J0roBopa 0O0S3aTENBHOTO CTPAaXOBaHUS, B TOM YHCIE CTPaxoBble Tapubl 10
00513aTENIFHOMY CTPaXOBaHHIO, TEPEUYEeHb HEOOXOAWMBIX JOKYMEHTOB JUIS OCYIIECTBJICHHS CTPaxXOBOM
BBIIUIATHl, TOPSAZOK YCTAaHOBJICHHS CTPAaXOBAaTENEeM HHIMBHUIYAIFHOTO HICHTU(HUKAIMOHHOTO KOJa
MaIHMeHTa, TOPSII0K HHOOPMUPOBAHHS CTPAXOBATEIEM CTPAXOBIIMKA O MPUBJICYCHHBIX K KIMHUYECKOMY
UCCJICIOBAaHHUIO JICKAPCTBEHHOTO TNpemnapara s MEIUIMHCKOTO NPUMEHEHHs MalMeHTaX, IMOPSI0K
YIUTIATBl CTPAXOBOW MPEMHUH, TIOPSIIOK PEaTH3alnu OTIPEIeICHHBIX HacTosiuM deepanbHbIM 3aKOHOM H
OpYyruMHu  (eaepalbHBIME 3aKOHaMH IpaB M 00sS3aHHOCTEH CTOPOH IO JOTOBOPY O00S3aTeILHOTrO
CTpaxOBaHHs, a TaKXXe HOPMATHBBI, OTPAKAIOUIME XapakTep M CTENEHb IOBPEKACHUS 3I0POBBS,
yCTaHaBJIMBAIOTCS THITOBBIMH MPABUIIAMH 0053aTE€IBHOTO CTPaXOBaHHS.

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

9. B ciayuyae npuuuHEeHUs Bpeaa KU3HM MAIIMEHTa, y9aCTBOBABIIETO B KIIMHUYECKOM UCCIIEOBAHUH
JIEKapCTBEHHOI'O TIpernapara, BBIFOJONPUOOPETATENSIMU 10 JIOTOBOPY O0OS3aTENIbHOTO CTpaxOBaHUS
SABIIAIOTCS TpakJaHe, MMEIOIIME MpaBO Ha BO3MEIICHHE Bpeda B CiIydae CMEpPTH KOPMUJIbIA B
COOTBETCTBUU C TPAXKIAHCKUM 3aKOHOJATEIBCTBOM, MPH OTCYTCTBUM TAaKUX TPaXIaH - POIUTEIIH,
CYNpyT, ACTU YMEPIIEro ManueHTa, YJacTBOBABILIEIO B KIMHUYECKOM HCCIEIOBAaHHH JIEKAPCTBEHHOTO
mpenapara, B cllyda€ CMEpPTH TMalMEeHTa, Y4YacTBOBABIIETO B KIWHUYECKOM HCCIIEIOBAaHUU
JIEKapCTBEHHOTO TpemnapaTta U He MMEBILIEr0 CaMOCTOATENBHOTO 10XOJa, - TpaKAaHe, Ha MKIUBEHUU
KOTOPBIX OH HaXOJWJICS, B OTHOIICHMH BO3MEIICHHS pPAcXOJOB Ha TMOrpedeHue TMalKeHTa,
y4acTBOBABIIETO B KIMHUYECKOM HCCIEIOBAaHUH JICKAPCTBEHHOTO MpernapaTa, - JIMI0, TIOHECIIee TaKue
pacxompl.

10. CrpaxoBast BbIIUIaATA B CYET BO3MEILEHHUS BpeAa, NPUUYMHEHHOIO JKU3HM TNAalUeHTa,
y4acTBOBABIIETO B KIMHUYECKOM HCCIEAOBAaHMM JIEKAPCTBEHHOI'O Ipenapara, paclpeueisercss MExXIy
BBIFOJIONIPHOOpETATE I IMA TPONOPLUOHAIBHO UX KOJIMYECTBY B PABHBIX JI0JIAX.

11. Tlpm HacTymjeHHUHM CTPAXOBOTO CiIy4yasi TMAIMEHT, YYacTBOBABIIMA B KIMHUYECKOM
HCCIEOBaHUM  JIEKAPCTBEHHOI'O  Ipemnapara, BBITOIONPUOOpETaTENlb  BIpaBe  MPEAbIBHUTH
HETOCPEJACTBEHHO CTPaXOBIIUKY TpeOOBaHUE O BO3MEIICHUH MPUYMHEHHOTO Bpena. CTpaxoBas BbIILIaTa
OCYIIECTBIISICTCS CTPAxXOBIIMKOM B TEUEHUE TPHUALATH [HEH CO ITHS MPEACTAaBICHUS HEOOXOIUMBIX
JOKYMEHTOB. [lalieHT, y4acTBOBaBIIMI B KIIMHUYECKOM MCCIIEAOBAHUH JIEKAPCTBEHHOTO Mpenapara, Win
BBITOIONIPHOOpETaTENh O00S3aH COOOIIUTH CTPAXOBIIMKY HJSi OCYIIECTBJICHUS CTPAXOBOM BBHITLIATHI
WHIVNBUIYATBHBIN WICHTU(UKAIIMOHHBIA KO/ ITAIIMEHTA, YCTAHOBICHHBIA CTPAXOBAaTEIEM B COOTBETCTBHH
C TUMOBBIMH MPaBUIIAMH 00S13aTEILHOTO CTPAXOBaHUS.

12. Jlo TONHOrO OmpelesicHHs pa3Mepa IOJUICKAIIEro BO3MEIICHUIO Bpela CTPAXOBIIMK I10
3asBJICHHIO MAIMEHTA, YYaCTBOBABIICTO B KJIMHUYECKOM HCCIICIOBAHHUH JIEKAPCTBEHHOTO Mperapara, uiu
3asABJICHUIO BI)IFO[[OHpI/IO6peTaTeJ'I$[ BIIpaBC OCYHICCTBUTH 4YaCTb CTanOBOﬁ BbIIJIATBI, COOTBETCTBYIOIITY IO
(aKTHYECKHU ONPEIeIICHHON YaCcTH MPUYMHEHHOTO Bpea.

www.consultant.ru CrpaHnua 110 u3 169
HafeXXxHasa npaBoBas noaaep)XkKa


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

?;Z%epf:;gb& 32a0K2°5H) ot 12.04.2010 N 61-03 [JokyMeHT npepocTtasieH KoHcynbTaHTIn0C

"06 obpalleHnn nekapcTBEHHbIX cpeacTs"” Mata coxpaxenns: 14.10.2025

13. CrpaxoBast BbIILIATA B COOTBETCTBUM C JIOTOBOPOM  OOS3aTE€IBHOTO  CTpPaxOBaHHUs
OCYILECTBIISICTCS] HE3aBUCUMO OT BBIILIAT, IPUUUTAIOIIUXCS IO JPYTUM BHJIaM CTPaXOBAHUS.

14. He pomyckaercs ydyacTHe TMalMeHTa B MPOBEACHUU KIMHUYECKOTO UCCIEIOBAHUS
JIEKapCTBEHHOT'O MperapaTa Ipu OTCYTCTBUU JOTOBOPa 0053aTEIbHOIO CTPaXOBaHHUS.

15. KoHTponp 3a HCHOJNHEHMEM OpraHM3alMell, MOJyYMBIIEH pa3pelleHHe Ha OpraHu3aluio
IIPOBEJICHUS KIIMHUYECKOTO MCCIIENOBAHNS JIEKAPCTBEHHOTO Mpernapara Iyl MEJUIMHCKOTO IIPUMEHEHUS,
YCTaHOBJICHHOM HACTOALICH CTaTbell OOS3aHHOCTH MO 0053aTENIbHOMY CTPaxXOBAHUIO KHU3HHM, 370POBbS
MAlUEeHTa, YYacTBYIOIIEro (y4acTBOBaBUIET0) B KIMHUYECKOM HCCIIEJOBAHMM JIEKAPCTBEHHOTO
npernapara, OCYLIECTBISIETCS YIOJIHOMOYEHHBIM (pefiepalbHbIM OpPraHOM HCIHOJHHUTENbHOM BIIACTH,
BBIJIaBIIMM pa3pelleHNEe HAa NPOBEICHHUE KIMHUYECKUX HUCCICJOBAaHUM JIEKAPCTBEHHBIX NPENapaToB IS
MEIUIIMHCKOTO IPUMEHEHMS.

Mnaea 8. MIPOU3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB

CraTtba 45. [pon3BoACTBO JfIeKapCTBEHHbLIX CPEACTB

Koncynbrantlntoc: npumeyanue.
C 01.03.2026 4. 1 cr. 45 m3naraerca B HoBou pemakumu (D3 ot 31.07.2025 N 304-03). Cwm.
OyIyIIYIO peIaKIIHIo.

1. TIpom3BOACTBO JIEKAPCTBEHHBIX CPEICTB JOJDKHO COOTBETCTBOBaTh TPEOOBAHMSM IpPaBUII
Ha/lIexallell Mponu3BOACTBEHHON MPAKTUKH, YTBEP)KICHHBIM YIIOJIHOMOYEHHBIM (eIepalIbHBIM OpraHoM
UCTIOJTHUTENBbHON BiacTH. OCOOCHHOCTH Mepexoia MPOU3BOICTBA OT/IEIbHBIX JIEKAPCTBEHHBIX CPEACTB K
UX HMPOM3BOJICTBY B COOTBETCTBMM C TPEOOBAHMSAMU MpaBWJI HaJUIekKalllel MPOU3BOACTBEHHON MPaKTHUKU
ycra"aBnuarorcst [IpaBurensctBom Poccuiickori denepanuu. Bpimaua 3akiatoueHHil O COOTBETCTBUU
MIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM NpPaBWJ HaJJIEXkKalled IMPOU3BOJICTBEHHOU
IIPAKTUKU OCYLIECTBJIAETCA 10 PeE3yJbTaTaM WHCIEKTUPOBAHUSA IPOU3BOJIUTENIECH JIEKAPCTBEHHBIX
CpeACTB B mopsnke, ycraHoBieHHOM IIpaButensctBom Poccuiickon @enepauuu. Pazmep miatel 3a
BbIJIauy 3aKJIOYEHUS O COOTBETCTBUM MPOM3BOJMUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBaHMSAM IPAaBUI
HaJUIeKAIled  IPOM3BOACTBEHHOM  IpakTUKU  ycraHaBiuBaeTrcs [IpaBurensctBom — Poccuiickoi
Oenepanuu. [lopsaaok opraHn3anuy U NpOBEACHHS MHCIIEKTUPOBAHMS NIPOU3BOIUTENEH JIEKAPCTBEHHBIX
CpPEACTB Ha COOTBETCTBHE TpPeOOBAHWSM TPAaBWI HAUIeKAIEH TPOM3BOJACTBEHHOW TPAKTHKU
ycranasiuBaercs [IpaBurensctBoMm Pocculickon ®@enepanuu.

(B pen. ®enepanpHbix 3akoHOB OT 25.06.2012 N 93-®3, or 22.10.2014 N 313-®3, ot 22.12.2014 N
429-03)

Koncynsrantlntoc: mpumeyanue.
C 01.03.2026 cr. 45 nomonnsiercs 4. 1.1 (D3 ot 31.07.2025 N 304-D3). Cm. Oyay1nyro peaakiiuio.

Koncynprantllntoc: npumedanue.
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(pea. ot 23.07.2025)
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C 01.03.2026 4. 2 cr. 45 m3naraerca B HoBou pemakumu (D3 ot 31.07.2025 N 304-D3). Cwm.
OyAyIIYIO0 PEIAKIIUIO.

2. [Ilpou3BoacTBO JieKapCTBEHHBIX cpeactB B Poccuiickoir dDenepanvu  OCYIIECTBISAECTCS
MIPOU3BOAUTENSIMU JIEKAPCTBEHHBIX CPEICTB, UMEIOMIMMH JIMLIEH3UIO HA MPOU3BOJCTBO JIEKAPCTBEHHBIX
cpenctB. IloaTBepikIeHHE COOTBETCTBUS JIMIIEH3MAaTa TMpaBWIaM HAJJICKAIIeH MPOU3BOJCTBEHHON
MPAKTUKU OCYILIECTBISCTCS B PaMKax JUIEH3MOHHOIO KOHTPOJISI B COOTBETCTBUHU C 3aKOHOAATEIILCTBOM
Poccutiickoit deneparuu ¢ yaeToM 0COOCHHOCTEH, YKa3aHHBIX B YaCTH | HACTOAIIEH CTaThH.

(B pen. @enepanbhbix 3akoHOB OT 22.10.2014 N 313-D3, ot 22.12.2014 N 429-03)

2.1. Jns ueneil JULEH3UPOBAHUS TMPOU3BOACTBA JICKAPCTBEHHBIX CPEICTB ISl MEIUIIMHCKOTO
NPUMEHEHHUS U HHCIEKTUPOBAHUSA CYOBEKTOB OOpAICHHUS JIGKAPCTBEHHBIX CPEJICTB HAa COOTBETCTBUE
TpeOOBaHUSIM MPABUJI HAJJIS)KAIICH MPOU3BOICTBEHHON MPAKTHKHU (DenepaabHbIi OpraH UCIIOJTHUTEILHON
BJIACTH, OCYLIECTBIAIOIIMNA TOCYJAapCTBEHHYK) PETHUCTPALMIO JIEKAPCTBEHHBIX IIPENApaToB IS
MEJUIIMHCKOTO TMPUMEHEHHs], TMpeaocTaBisieT (QenepaJbHOMY OpraHy HUCHOJHUTENbHOM BIacTw,
ocymIecTBIsfoNeMy (deAepanbHblii TOCYAAPCTBEHHBINM JIMIIEH3MOHHBIA KOHTPOJIb JEATEIBHOCTH TIO
MIPOM3BOJICTBY JIEKAPCTBEHHBIX CPEJCTB JUIsI MEAUIIMHCKOTO MPUMEHEHHUsS, 10 €ro 3alpocy B paMKax
MEXBEJOMCTBEHHOTO MH(OPMAIIMOHHOTO B3aUMOJCHCTBUS B MOPSAIKE, YCTAHOBICHHOM (eaepaIbHbIM
OpPraHOM HCIOJIHUTENIbHOM BJAacTH, OCYLIECTBIISIOMIUM JIMIEH3UPOBAHNUE MPOU3BOJICTBA JIEKAPCTBEHHBIX
cpeacTte jid MCIUIHUHCKOrO MTPHUMCHCHUA, H q)e;[epaanHM OopraHomM HUCIOJIHUTEIbHOU BJIaCTH,
OCYIIECTBISIONIUM TOCYJaPCTBEHHYIO PETHUCTPALMIO JIEKAPCTBEHHBIX MPENnapaTroB A MEIUIIMHCKOTO
MNPUMCHCHUA, CICAYIOIMUC CBCACHHA O JICKAPCTBCHHBLIX CPCACTBAX (B TOM 4YHUCJIC B CJIydac, CCJIIM TAKUC
CBECHHSI COCTABJIIOT KOMMEPUECKYIO TaliHY):

1) B oTHOIIEHUH (hapMaleBTUYECKON CyOCTaHIIMU WK (DapMaleBTHUECKUX CyOCTaHIMNA, BXOISIINX
B COCTaB JICKAPCTBEHHOTO Ipenapara (3a HCKIIoYeHneM (papMarieBTHIeCKuX CyOCTaHINii, BKIIOUEHHBIX B
TOCYJapCTBEHHBI peecTp JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBHM CO CTaThel 34 HaCTOSILEro
denepalbHOTO 3aKOHA):

a) HauMeHOBaHMe (hapMaleBTHUECKOM CyOCTaHIIUM, €€ CTPYKTypa, 0OLI1e CBOMCTBA;
0) HauMEHOBAaHME U aIPeC MPOU3BOAUTEIIS;

B) TEXHOJIOTHUSI MPOM3BOJCTBA C OMHCAHMEM CTaJUW MPOM3BOJACTBA U METOJOB KOHTPOIS Ha BCEX
CTaJusAX MPOU3BOJICTBA;

T') onucaHue pa3paboTKu Mpolecca MPOU3BOJICTBA;

1) OITUCAaHKNE KOHTPOJISI KPUTHYECKUX CTAUI MPOU3BOJICTBA U TIPOMEKYTOUHOU MPOTYKITUH;
€) TOKyMEHTaJIbHOE MOATBEPKICHUE (BaIUAIIN ) TPOLIECCOB U (MJIM) UX OIICHKA;

’K) CBOMCTBA U CTPYKTYypa ACHCTBYIOIIUX BEIIECTB;

3) XapaKTepUCTHKa MPUMeECei;

1) cnerdukanys Ha papManeBTHIECKYIO CyOCTaHIIMIO U ee 000CHOBaHHE;
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K) AHAIIUTUYCCKUC MCTOAWKHU, HCIHOJB3YCMbBIC TIpU OCYHICCTBJICHUHU KOHTPOJIA KA4YCCTBaA
(dhapManeBTHUECKOU CyOCTaHITNH;

J) NOKYMEHTaJIbHOE MOJATBEpKJAeHUE (Baduaalus) aHAIMTUUYECKUX METOJUK, HUCIOIb3YEMBIX IMpHU
OCYIIIECTBIICHUN KOHTPOJIA KauecTBa (hapMaIieBTUIECKONU CyOCTaHITNH;

M) pe3yJIbTaThl aHAJIN3a cepuil papmManeBTHUECKO cyOCTaHIINN;

H) NepeueHb CTaHAApTHBIX 00pa3loB WM BEIIECTB, UCIONb3YyEMbIX IIPU OCYIIECTBICHUH KOHTPOJIS
KauecTBa;

0) OTIMCAHNE XaPAKTEPUCTHK M CBOHCTB YITAKOBOYHBIX MAaTEPHAJIOB M YKYIOPOUYHBIX CPEICTB;
1) JaHHBIE O CTA0MIBHOCTH (papMaleBTUUYECKO CyOCTaHIIUY;
P) CPOK TOAHOCTH;

2) B OTHOIICHUH (hapMalLeBTHUECKUX CYOCTaHIMHA, BXOSIIMX B COCTaB JIEKAPCTBEHHOr'O MpenapaTa
Y BKJIIOYEHHBIX B I'OCYJApCTBEHHBIM PEECTP JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBMM CO CTaThedl 34
HacTosAero denepalbHOro 3aKOHa:

a) HAaNMEHOBaHUE (PapMaIeBTUICCKON CyOCTaHINH, €€ CTPYKTypa, OOIIHe CBOMCTBA;
0) HaMMEHOBAaHKE U aIPEC MPON3BOAUTEIIS;

B) PE3yJIbTATHl aHAIN3a cCepuil hapMaIeBTUUECKON CyOCTaHIINY;

T') CPOK T'OJTHOCTH;

3) B OTHOIIIEHUU JIEKAPCTBEHHOTO MpernaparTa i MeIUIUHCKOTO MPUMEHEHHUS:

a) OMUCaHKe U COCTaB JIEKAPCTBEHHOT'O IpernapaTta Jisi METUIIMHCKOTO PUMEHEHHUS;

0) ommcanue (apmareBTHUECKOH pa3paboTku (00OCHOBaHHME BBIOOpA COCTaBa, IEPBHYHOM
YIaKOBKH);

B) TCXHOJIOTHA IMPOMU3BOACTBA C OIMMMCAHUCM crazmﬁ MMPONU3BOACTBA U MCTOAOB KOHTPOJII Ha BCEX
CTagugX IMPOU3BOACTBA,

I) ONHUCaHWE KOHTPOJS KPUTHMUECKUX CTaJud mpolecca MNPOU3BOACTBA U IMPOMEKYTOUHOMN
IIPOYKILINH;

J1) HAUMEHOBAaHUE U a/IpeC MECTa OCYILECTBIECHUS IPOM3BOJCTBA JIEKAPCTBEHHOIO IpernapaTa st
MEIMLMHCKOTO TPUMEHEHUs (B Cilydyae HaJM4Yusl HECKOJIbKMX YYacCTHMKOB IIpoliecca IMPOU3BOJCTBA
YKa3bIBaeTCs KaX bl U3 HUX);

e) q)apMaI_ICBTI/I‘IeCKa}I COBMCCTHUMOCTBD,

) MUKPOOHOJIOTUIECKHIE XapaKTePUCTHKH;
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

3) MaTepHUaIbHBIA OallaHC IS IPOU3BOACTBA CEPUHU TOTOBOTO MPOAYKTA;

1) OMHMCAHKUE XapaKTEPUCTHUK U CBOWCTB YIIAaKOBOUYHBIX MAaTEPHAJIOB M YKYIIOPOUHBIX CPEJICTB;

K) TOKyMEHTaJIbHOE MOATBEPKICHHE (BaJIUIAlMs) TPOLIECCOB MPOU3BOJICTBA U (MJIM) UX OLICHKA;
7)) TpeOOBaHUs K KAYECTBY BCIIOMOTATEIbHBIX BEIIECTB;

M) AHATIUTUYCCKUC MCTOJUKH, HUCIOJIBb3YCMbIC TIpH OCYHICCTBJICHHUM KOHTPOJIA Ka4YCCTBa
BCIIOMOT'aTCJIBbHBIX BCIICCTB,

H) JOKYMEHTaJIbHOE MOATBEpPKJACHUE (BaduAalus) aHAIUTUYECKUX METOIMK, UCIOJIb3YyEMBIX MPHU
OCYILIECTBJIEHUH KOHTPOJISI Ka4€CTBA BCIIOMOTaTEIbHBIX BEILIECTB;

O) I/IH(bOpMaI_[I/I}I 00 HCIIOJB30BAaHUHM BCIIOMOTaTEILHBIX BCIICCTB YCJIIOBCYCCKOI'O M KHBOTHOI'O
MMPOUCXOKIACHUA,

H) I/IH(I)OpMaLII/IH 00 HCIOJIL30BaHMH HOBBIX BCIIOMOTATEIbHBIX BCIICCTB,

p) TpeOoBaHHMS K KadyecTBY JICKApPCTBEHHOTO TNpenapara s MEAMIWHCKOTO TPUMEHEHUS
(ceptudukar, cnenudukanus Ha JEKapCTBEHHBIN Mpenapar U uX 000CHOBAHHE);

C) AHAIIUTUYCCKUC MCTOAWKH, HUCIHOJB3YEMBIC TIPpU OCYIICCTBJICHUM KOHTPOJISA KadeCTBa
JICKApCTBCHHOT'O IIperiapaTa 4JI1 MCAUIUHCKOTI'O IPUMCEHCHUS

T) JOKyMEHTAJIbHOE MOATBEPXKACHHUE (BadUAallvs) aHAIUTUYECKUX METOAMK, MCIIOJIb3YyEMbIX INPHU
OCYILECTBICHUU KOHTPOJIA KaueCTBa JICKAPCTBEHHOIO Ipenapara Juisi MEAULIMHCKOTO IPUMEHEHNS,

y) pe3ybTaThl aHAJTM30B CEPHUI JIEKAPCTBEHHOTO Mperapara JIisi MEIUIUHCKOTO MTPUMEHEHHS,;
&) xapakTepucTUKa MPUMECEii;

X) MEpeueHb CTaHAApPTHBIX 00pa3lloB, UCHOJIb3YEMBIX NPU OCYIIECTBICHUU KOHTPOJS KayecTBa
JIEKapCTBEHHOI0 IIpernapara i MEIULUHCKOTO IPUMEHEHUS;

11) TaHHBIC O CTAOUIILHOCTH JICKAPCTBEHHOTO TIpernapara Jjisi MEAUIIMHCKOTO TPUMEHEHHUS.
(uacts 2.1 B pea. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

3. TIpom3BOACTBO JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISACTCS C COONIOJEHUEM TpeOOBaHHIA
MIPOMBIIIJIEHHOTO PErJIaMeHTa, KOTOPBI YTBEPKAAETCsS PyKOBOJIUTEIEM MPOU3BOAUTENS JIEKAPCTBEHHBIX
CpPEeACTB W BKJIIOYAaeT B ce0s TepeueHb HCIONB3YeMBIX (papManeBTHUYECKUX CyOCTaHIMHA U
BCIIOMOTATENIbHBIX BEIIECTB C yKa3aHHWEM KOJIMYECTBA KaXKAOTO W3 HHX, JAHHBIE 00 HCHOIB3YEMOM
00OpYJOBaHWH, ONHMCAHUE TEXHOJOTHYECKOTO IIPOIecCa W METONOB KOHTPOJII Ha BCEX JTamax
MIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

4, HpI/I MPOU3BOACTBE JICKAPCTBCHHLIX MPCHIapaTOB AJId MCAUIUHCKOTO MIPUMCHCHUS UCIIOJIB3YIOTCA
q)apMaI_ICBTI/I‘leCKI/IC CY6CTaHI_[I/II/I, CBCACHUSA O KOTOPBIX COACPIKATCA B TOCYAAPCTBCHHOM PpCECTPC
JICKApCTBCHHBIX CpCacCTB JJIA MCIHUIIMHCKOT'O MMPUMCHCHUA u (I/IJ'II/I) CINHOM peecTpe
3apCTUCTPUPOBAHHBIX JICKAPCTBCHHBIX CPECACTB EBpaSHﬁCKOFO 3KOHOMHNYCCKOI'O COI034a, 3a HCKIIOYCHUEM
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

(dapmaneBTHYECKUX CyOCTaHIIUH, MPOU3BOJUMBIX JIJISl IPOBEICHUS KIMHUYECKUX UCCIICIOBAHUN U (UITH)
s sKkcropra. [lpu TpoM3BOACTBE JIEKAPCTBEHHBIX CPEACTB I BETEPUHAPHOTO MPUMEHEHHS
UCTIONB3YIOTCS (papMarieBTUUECKHe CYyOCTaHIIUU, CBEICHHS O KOTOPBIX COAEPIKATCS B TOCYJapCTBEHHOM
peecTpe JeKapCTBEHHBIX CPEACTB ISl BETEPUHAPHOTO MPUMEHEHHUS, U (W) TOCYyIapCTBEHHOM peecTpe
JEKapCTBEHHBIX  CPEACTB NS  MEAWIIMHCKOTO  TMpPUMEHEeHHs, u (WIH) eJUHOM  peecTpe
3aperucTPUPOBAHHBIX BETEPHUHAPHBIX JIEKAPCTBEHHBIX MpernapaToB EBpa3uiickoro 3KOHOMUYECKOTO
cor3a, W (WIM) EAHMHOM pPEecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpPEICTB EBpazmiickoro
SKOHOMHYECKOTO COI03a, 3a HCKIIOYEHUEM (apMarleBTHUCCKUX CYOCTAaHIIUH, TPOU3BOJUMBIX IS
MPOBEJCHUS KIMHUYECKUX UCcleqoBaHuii W (wnm) s skcmopra. K mporeccy mpou3BoicTBa
(dapmareBTHIECKON CyOCTaHITMM OTHOCSTCS JIFOOBIE CTaJIMHA TEXHOJOTHIECKOTO TPOIIECCa, MTO3BOISIOIIHNE
MOJIyYUTh TOTOBBIA MPOIYKT, COOTBETCTBYIOMIMIA TpeOoBaHUSAM (hapMaKOMEeHHON CTaTbU, B TOM YHUCIE
(dbepMeHTanus, YKCTPAKIUS, OUYUCTKA, BBIJICIICHHE, TIEPEKPUCTAIUIA3AIINSI, BRICYIIMBAHNE, U3METbUcHHEe. B
clly4ae HEOOXOJUMOCTH HCIONb30BaHUS STUJIOBOTO CINHUPTa, B TOM 4Hcle (apMaleBTUYECKOM
CyOCTaHIIMKM CHHUpPTa STHUIOBOTO (dTaHONA), MPH MPOU3BOJCTBE JICKAPCTBEHHBIX CPEICTB B KadeCTBE
JEHCTBYIONIETO U (MJIM) BCTIOMOTATEIHHOTO BEIIECTBA, @ TAKKE B MHBIX TEXHOJOTHYECKHX LIESIX JTOJDKHA
OBITh MCIIOIH30BaHA TOJIBKO (hapMarieBTHIeCKasi CyOCTaHIIUS CITUPTA ATHIIOBOTO (3TAHOM).

(B pen. ®enepanbHbix 3ak0oHOB 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. TlepedeHb IE€KApCTBEHHBIX IMpEMapaToB I MEAMIMHCKOTO NPUMEHEHHUS, B OTHOIICHUU
KOTOPBIX YCTaHABIMBAIOTCS TpeOOBaHUS K OOBEMY Taphl, YIAKOBKE M KOMIUIEKTHOCTH, TIE€PEUCHb
JIEKapCTBEHHBIX MPENapaToB JIJIsl BETEPUHAPHOTO MPUMEHEHHS, B OTHOIIICHUH KOTOPBIX YCTaHABIMBAIOTCS
TpeOoBaHUsT K 00OBEMY Tapbl, a Takke TpeOOBaHUA K OOBEMYy Taphl, YIAKOBKE M KOMIUICKTHOCTH
JEKapCTBEHHBIX MpEenapaTtoB MM MEIUIIMHCKOTO TMpPUMEHEHHs, TpeboBaHUS K O0beMy Tapbl
JIEKApCTBEHHBIX TPEMapaToB sl BETEPUHAPHOTO TPUMEHEHHUS OIPEACNSIOTCS COOTBETCTBYIOIIMMHU
YIOJHOMOYEHHBIMH (peiepaIbHBIMI OpraHaMy UCTIOJHUTENHHOM BIACTH B TOPSAKE, YCTAaHOBICHHOM
[IpaBurenscTBOM Poccuiickoit denepanuu.

(uacts 4.1 B pea. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHuzaiuy, OCYIIECTBIISIIOIINE MPOHM3BOJACTBO (hapMaleBTHUECKOW CyOCTaHIIMK CHHpTa
STUJIOBOTO (3TaHONA) A MPOU3BOJCTBA CHUPTOCOAEPKAIIMX JIEKAPCTBEHHBIX IPENnapaTroB, 00s3aHbI
OCYIICCTBIISATh yUET B TOPSIKE, YCTAHOBICHHOM cTaThsiMu 8 u 14 denepaabHOro 3aK0HA OT 22 HOSOPS
1995 rona N 171-®3 "O rocyaapCTBEHHOM peryJIupoBaHUM IPOU3BOICTBA U 000POTA STHIOBOTO CIHUPTA,
QJIKOTOJIBHOM U CIUPTOCOJEpXKAllell MPOAYKIMM W 00 OrpaHUYEHUU TMOTpeONeHus (pacmuTHs)
asikorosibHOM mpoaykuuu". IlponsBoacTBo apMareBTHUECKOM CyOCTaHIIMU CIIUPTA STUIIOBOTO (3TaHOIA)
JIONYCKAeTCsl TOJIbKO OpraHu3alyei, OCYLIECTBISIONIEH MPOU3BOJICTBO PEKTU(PUKOBAHHOTO ITUIIOBOTO
CIMpTa M3 MHIIEBOIO ChIPbSl HA OCHOBAaHUM JIMIEH3MM Ha MPOM3BOJICTBO STHJIOBOTO CHHpTa s
MIPOM3BOJCTBA (apMaleBTUYECKOW CyOCTaHIIMM CHOUPTAa ATUIOBOrO (3TaHOIA) B COOTBETCTBUU C
TpeboBanusmMu dexnepanbHoro 3akoHa oT 22 HosiOps 1995 roma N 171-®@3 "O rocynapcTBeHHOM
peryJIupoBaHUM TPOHM3BOJACTBA W 000pPOTa STHIOBOTO CIMPTA, AKOTOJBHOW M CIUPTOCOAEpIKAIICH
OPOAYKIMM M 00 OrpaHMYeHMHM MOTpeOneHus (pacnuTus) ajJKOTOJBHOW MPOAYKUUHU", METOAOM
pa3BeAcHUS BOJOM OYMILEHHOW TaKOTO 3THJIOBOTO CIIMPTA, MPOU3BEACHHOIO JAHHOW OpraHU3alMei o
MECTY OCYIIECTBICHUS IPOU3BOJICTBA (PapMalleBTHUECKOI cyOCTaHIIMK CIIMUPTA STUIIOBOTO (3TAHOJIA).
(uactp 4.2 BBenena ®exnepanbHbiM 3akoHOM OT 03.07.2016 N 261-D3; B pen. DeaepanibHOro 3aK0Ha OT
27.12.2019 N 481-®3)

4.3. VnauBuayanbHble TPEANPUHAMATENN W IOPUAMYECKHE JIUIA, OCYIICCTBIISIONINE 3aKYINKy WU
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UCIOJIb30BaHue (DapMaIeBTHUECKON CyOCTaHIIMU CIUPTA STHIOBOTO (ITAHOIA), a TAKXKE MPOU3BOJCTBO,
M3TOTOBJNICHHE U (Wiau) o00OpoT (32 MCKIIOYEHHEM PO3HUYHOM TPOAaXH) CHUPTOCOACPIKAITUX
JIEKapCTBEHHBIX MPENapaTroB, OO0S3aHbI OCYMIECTBISATh HMX Yy4Ye€T U JCKIApUpOBAaHUE B TIOPSIKE,
YCTaHOBJICHHOM cTaThsiMu 8 u 14 ®denepanmbHOro 3akoHa or 22 HosOps 1995 roma N 171-®3 "O
rOCy/IapCTBEHHOM PETYJIMPOBAHUM TPOM3BOACTBA M 000pPOTa ASTHIOBOTO CHHPTA, AJIKOTOIBHOW W
CIIUPTOCOEPIKAIEH TPOIYKIIUHA U 00 OTpaHUYCHUN MTOTPeOIeHUs (PACTIUTHS) aJIKOTOJIBHOW MTPOTYKIHH ",
(uactp 4.3 BBeneHa PenepanbHbIM 3aK0HOM 0T 29.07.2017 N 278-D3)

4.4, Tlpm mnpOM3BOACTBE JIEKAPCTBEHHBIX IMpPENapaToB JUIsi BETEPUHAPHOTO TPUMEHEHUS
JIOTYCKAeTCsl HWCIOJB30BaHUE TMPOU3BEACHHBIX [UIS peanu3aluu (apMaleBTUUYECKHX CyOCTaHIuM,
BKJIIOYEHHBIX B TOCYJApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEJICTB YIOJHOMOYEHHBIM (penepaibHbIM
OpraHOM  HWCIOJHUTENBHON BJIACTH, OCYIIECTBISIIOIIMM BEJCHHE TOCYAapCTBEHHOTO  peecTpa
JIEKAPCTBEHHBIX CPEJICTB JIJIST MEIUITUHCKOTO PUMEHEHHS.

(uacts 4.4 BBenena OenepanbHbM 3akoHOM OT 02.08.2019 N 297-D3)

5. 3anpermiaercs MPOU3BOICTBO:

1) mexapCcTBEHHBIX CPENCTB, CBEACHHUS O KOTOPBIX HE COJCPIKATCS B TOCYNAPCTBEHHOM DPEECTpe
JIEKApPCTBEHHBIX CPEACTB JIJII MEAMIIMHCKOTO TPUMEHEHHs, W (W) TOCYJapCTBEHHOM peecTpe
JEKapCTBEHHBIX  CPEACTB  JUIi  BETCPHHAPHOTO MpPHUMEHEHWs, u (WIM) eJUHOM peecTpe
3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBPa3uiickoro SKOHOMHUYECKOTO COI03a, U (W) €IUHOM
peecTpe  3aperMCTPHPOBAHHBIX  BETEPHHAPHBIX  JICKAPCTBEHHBIX  mpemaparoB  EBpasmiickoro
HKOHOMHYECKOTO COI03a, 32 MCKIIOYCHHEM JIEKAPCTBEHHBIX CPEACTB, MPOM3BOJUMBIX JUIS MPOBEACHUS
KJIMHUYECKUX MCCIICIOBAaHUN HIIH ISl SKCIOPTA;

(n. 1 B pea. @enepanbHoro 3akoHa ot 24.07.2023 N 341-03)

2) danbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPE/CTB;

3) nekapCTBEHHBIX CPEACTB 0€3 JTUIEH3UN Ha POU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB;

Koncynbrantllntoc: mpumeuanue.
C 01.03.2026 1. 4 4. 5 cr. 45 uznaraerca B HoBoU penakiuu (O3 ot 31.07.2025 N 304-D3). Cwm.

OyIyIIYIO peIaKIIHIO.

4) neKapCTBEHHBIX CPEACTB C HAPYIICHUEM NPABWJI OPTaHU3allMd TMPOU3BOACTBA U KOHTPOJIS
Ka4yeCTBA JICKAPCTBEHHBIX CPEJICTB;

5) yrpatun cuny. - ®enepanbHbiii 3akoH ot 27.12.2019 N 481-D3;

Koncynbrantllntoc: mpumeuanue.
C 01.03.2026 4. 5 ct. 45 pomomnsiercss m. 5.1 (®3 or 31.07.2025 N 304-03). Cm. Oyayuryro
pEIaKIHIO.

6) cnupToCOoAEpk AIIUX JIEKapCTBEHHBIX IPENapaToB IO MECTY OCYIIECTBICHHS MPOU3BOJCTBA
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?;Z%e‘f:;gb& 32a0'<2°5 ot 12.04.2010 N 61-03 [JokyMeHT npepocTtasieH KoHcynbTaHTIn0C

"06 06paL|.leHVIVI NleKapCTBEHHbIX Cpe.CI,CTB" [Oata COXpPaHeHus: 14.10.2025

(bapmarieBTHUECKOW CyOCTaHLMU CHHUPTAa STHIOBOTO (3TaHONA) M (MJIM) MO MECTY OCYILECTBIICHUS
IIPOM3BOJICTBA 3THUJIOBOIO CIHUPTA;
(. 6 BBeneH PenepanbHbIM 3akoHOM 0T 27.12.2019 N 481-D3)

KoncynbrantlIntoc: npumeyanue.

®enepanbHbIM 3aKOHOM OT 22.12.2020 N 436-®3 ct. 14.1 @3 ot 22.11.1995 N 171-D3 uznoxeHa B
HOBOM pepakuuu, HopMma 1. 1.1 cr. 14.1 crapoit pegakunu @3 coorBercTBYeT HOpME m. 2 CT. 14.1
HOBOW PEJaKIUU.

7) dapmareBTHYECKON CYyOCTaHIIMM CHUPTa ITHIOBOTO (dTaHONA) W (WJIM) CIHUPTOCOIAEPIKAIINX
JICKapCTBEHHBIX MPENapaToB HAa OCHOBHOM TEXHOJOTHYECKOM O00OpYyJOBaHMM MJIsi TPOU3BOJICTBA
STUJIOBOTO CIIUPTA, YKa3aHHOM B myHKTe 1.1 cratbm 14.1 denepanpHoro 3akoHa ot 22 HOs0pst 1995 roxa
N 171-®3 "O rocynapcTBEHHOM pETyJIUpOBaHMM IPOM3BOACTBA W 000pOTa STHIOBOTO CIHPTAa,
QIKOTOJIBHOM W CHUPTOCOAEpKAIEH TPOAYKIIMM W 00 OrpaHHUYeHHH TOTpeOaeHus (pacruTusi)
AJIKOTOJILHOM MPOIYKIUH'".

(. 7 BBenen denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

Koncynbrantllntoc: npumevanue.
C 01.03.2026 4. 6 cr. 45 m3naraerca B HoBou pemakumu (D3 ot 31.07.2025 N 304-D3). Cwm.
OyAyIIYIO0 PEIAKIIUIO.

6. Ilpum BBOJE JIEKAPCTBEHHBIX CPEACTB B TPAXKIAHCKHA O0OOPOT YIMOJTHOMOUYCHHOE JIWIIO
MIPOU3BOUTEIS JIEKAPCTBEHHBIX CPEJCTB OCYILECTBIISET MOJATBEPKIACHIUE COOTBETCTBUS JIEKAPCTBEHHBIX
CpeacTB TpeOOBaHUSAM, YCTAaHOBJIEHHBIM MPU HUX TOCYIApPCTBEHHOM PETUCTPALUU, U TapaHTUPYET, UTO
JIEKapCTBEHHBIE CPEACTBA TPOU3BEIEHBI B COOTBETCTBHHM C TPEOOBAaHUSMHU TMPaBWII HaJIeKaIen
MIPOU3BOJCTBEHHON MPAKTHKHU.

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

KoncynbrantlIntoc: mpumeyanue.
C 01.03.2026 ct. 45 nononusiercs 4. 6.1 (D3 ot 31.07.2025 N 304-D3). Cm. Oyayuiyro peIakiuo.

7. YIOJTHOMOYEHHBIM JIMIIOM TIPOM3BOIMTENS JICKAPCTBEHHBIX CPEICTB SIBISIETCS €ro pabOTHUK,
aTTECTOBAHHBIM B YCTAHOBJIICHHOM YIIOJTHOMOYEHHBIM (eepabHBIM OPraHOM HCIIOJHUTEIHHON BIACTH
TOPSIIKE ¥ UMEIOIIHMI CTaXX pabOThl HE MEHEE YeM TIATh JIET B 00JIaCTH MPOU3BOJCTBA M (MJIM) KOHTPOJIS
KayecTBa JIEKapCTBEHHBIX CPEJCTB, BHICIIEE 00Opa30BaHHE COOTBETCTBEHHO IO OAHOM M3 CIelUaNIbHOCTEH
u (Wau) OJHOMY W3 HampaBJICHUH TMOATOTOBKU: OWOJOTHsA, OWOTEXHOJOTHS, BETECPHHAPHUS,
BETEPUHAPHO-CAHUTApHAST DJKCIEePTU3a, KIMHUYECKas MEIUIIMHA, paJhallMOHHAs, XHUMUYEeCKas W
Ouostornveckas 3anmra, papmanms, GyHIaMEeHTaIbHAS MEIUIIMHA, XUMHUYECKasT TEXHOJIOT U, XUMHUSL.

(B pen. ®enepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-®3, ot 02.08.2019 N 297-D3)

8. Ilpon3BoauTenu JEKAapCTBEHHBIX CPEICTB (3a MCKIIOUYEHHEM (apMaleBTUYECKON CyOCTaHLIUU
CIMPTa 3TUJIOBOTO (3TAHOJA) MOTYT OCYILIECTBIIATH MPOAAXKY JIEKAPCTBEHHBIX CPEACTB WIN IEepeAaBaTh
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HX B YCTaHOBJIIEHHOM 3aKOHOAATENbCTBOM Poccuiickoi denepannv NopsiaKe:
(B pen. deaepanbHoro 3akoHa ot 29.07.2017 N 278-D3)

1) ApyruM npoM3BOIUTEINSIM JIEKAPCTBEHHBIX CPEJICTB AJIs IPOU3BOJICTBA JIEKAPCTBEHHBIX CPECTB;
2) opraHu3anysM ONTOBOW TOPrOBIIM JIEKAPCTBEHHBIMU CPE/ICTBAMY;

3) anTeyHbIM OpraHu3alusiM, BETEPUHAPHBIM AaNTEUYHBIM OpraHU3alMsIM, HWHIUBUAYAJIbHBIM
MpEANPUHUMATENSIM, UMEIOIINM JIMIICH3UI0 Ha (apMaleBTUYECKYI0 NEATeIbHOCTh WIH JUIECH3UIO Ha
MEIUIUHCKYIO JEATEIIbHOCTB;

4) Hay4HbBIM OpraHU3aLUAM JUIsl HAYYHO-HCCIIEA0BATENbCKON paboThI;
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

5) MCIUIIMHCKUM OpraHu3alviaM U BETCPHUHAPHBIM OpPraHu3aluiaM,

6) OpraHu3alusM W WHAWBUIYAIbHBIM TPEANPUHUMATEISM, OCYIIECTBIISIONIMM pa3BeICHHE,
BEIPANIUBAHUE H COJICPKAHWE JKUBOTHBIX (32 MCKIIOYCHHEM MPOJAXH UM (apMareBTUICCKUX
CyOCTaHIIMI WU UX TIEpeaun);

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

7) WcCHBITaTeIbHBIM JA0OpaTOpHsiM (IIEHTpaM), MPOBOISALIMM HCHBITAaHUS B 00JACTH KOHTPOIS
Ka4yeCTBA JICKAPCTBEHHBIX CPEICTB, AKKPEAUTOBAHHBIM B COOTBETCTBMM C 3aKOHOAATEIHLCTBOM
Poccuiickoit @eneparuu 00 aKKpeAUTAIMU B HAIIMOHAIBHON CHCTEME aKKPEIUTAIIHH.

(. 7 BBenen denepanbabiM 3aKk0HOM OT 04.08.2023 N 428-D3)

9. TlpousBoaurtenu ¢hapManeBTHUYSCKOW CYOCTaHIIMM CIHUPTa STUIOBOTO (dTaHOJA) OOS3aHBI
OCYIIECTBIIAITh pean3anuio (epeaady B YCTaHOBIIEHHOM 3aKOHOJATelIhcTBOM Poccuiickoir denepannun
nopsiike)  (hapmaneBTUYECKOM  CyOCTaHIIMM  CIIUPTAa  ATHJIOBOTO  (9TaHONA)  MPOU3BOIUTEISIM
JIEKapCTBEHHBIX CPEJCTB JUISI MPOU3BOICTBA JICKAPCTBEHHBIX CPEACTB, IPOU3BOIUTEISM (M3TOTOBUTEIISIM)
MEJIUIMHCKUX U3JICIUI ISl POU3BOCTBA U U3TOTOBJICHUS MEIMIIMHCKUX U3JICITUI B eMKOCTSIX 00BEMOM
He Oonee 1 nutpa n (wm) He Menee 1000 aUTPOB, a OpraHM3anUsAM, YKa3aHHBIM B IyHKTax 3 - 5 u 7
YacTu 8 HACTOSIICH CTaThH, B Tape 00beMOM He OoJsiee 1 autpa.

(uactp 9 BBenmena denepanbHbiM 3akoHOM OT 29.07.2017 N 278-D3; B pen. deaepanbHbIX 3aKOHOB OT
27.12.2019 N 481-®03, ot 22.12.2020 N 444-03, ot 04.08.2023 N 428-D3)

10. Peammzanusa (mepemaya B YCTaHOBJICHHOM 3aKOHOJATENbCTBOM Poccuiickoit deneparuun
nopsake) (apmareBTHUYECKOW CyOCTaHIIMM CHHpPTa STUIOBOTO (3TaHONA) OPTaHU3AlMSIM ONTOBOU
TOPTOBIIN JICKAPCTBEHHBIMH CPEJICTBAMH HE JIOITYCKACTCS.

(uactp 10 BBegena denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

11. TTepeBo3ku (apMarieBTUIECKONH CyOCTaHIIMU CIIMPTA STHIIOBOTO (3TaHOJA) OCYIIECTBISIFOTCS C
coOiroieHeM TpeOOBaHMM, yCTAaHOBJICHHBIX a03alleM 4eTBEepThIM MyHKTa 3 cTtathu 9 DenepaiabHOro
3akoHa oT 22 Hos0pa 1995 roma N 171-®@3 "O rocynapcTBEHHOM peryjivpOBaHUM IPOU3BOJCTBA U
o0opoTa 3TUJIOBOTO CHHMPTA, AJKOTOJBHOM M CHUPTOCOJAEpKalled NpOAYKIUH M 00 OrpaHUYEeHUU
notpebieHus (pacuTHs) aJIKOTrOJIbHOM NpOoAyKIUU".

(uacts 11 BBegena denepanbHbIM 3aKkOHOM OT 27.12.2019 N 481-D3)
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

CraTtbsa 46. MapknpoBKa fieKapCTBeHHbIX CPpeAcTB

1. JlexapcTBeHHBIE IIpemapaThl, MPOLIEAIINE TOCYIaPCTBEHHYIO PErMCTPAlMi0 B COOTBETCTBHU C
TpeboBaHMsAMHU Hactosimero PenepaqbHOrO 3aKOHA, 3a MCKIIOUYCHHEM JICKApCTBEHHBIX IPEMaparosB,
HU3TrOTOBJICHHBIX allITCYHBIMH OopraHu3anusiMu, BCTCPUHAPHBIMU AlITCYHbIMHU OopraHu3anusiMu,
VHIUBHTy TbHBIMU TIPEIPUHAMATEISIMU, HMEIONMMH JINIICH3UIO Ha (hapMalleBTHUECKYIO 1A TEIBHOCTS,
JOJDKHBI IOCTYTIATh B 0OpalieHue, eciu:

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

1) Ha WX TEPBUYHON yIMAKOBKE (3a WCKIIOYCHUEM IMIEPBHYHON YIAKOBKU JICKAPCTBEHHBIX
PaCTHTEIBHBIX MPEIMapaTOB) XOPOIIO YUTAEMBIM MIPU(TOM Ha PYCCKOM SI3BIKE YKa3aHbl HAMMCHOBAHUE
JICKQpCTBEHHOTO Tpenaparta (MEXIyHapOJHOE HEMAaTeHTOBAaHHOE, WM TPYNIUPOBOYHOS, WU
XUMHYECKOE, MM TOPrOBOC HAUMEHOBAHKE), HOMEP CEpUH, JlaTa BBITyCKa (11 HMMYHOOHUOJIOTHYECKUX
JICKApCTBEHHBIX IpENapaToB), CPOK TOJHOCTH, JO3UPOBKA WU KOHIICHTpAIUs, 00bEM, aKTHBHOCTH B
€IMHULIAX NENCTBUA WIH KOJIMYECTBO 03,

(B pen. ®enepanbHbix 3ak0HOB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-D3)

2) Ha HUX BTOPUYHOM (IOTPEOUTENHCKOM) YMAKOBKE XOPOIIO YUTAEMBIM IIPUPTOM HA PYCCKOM
A3bIKE€ yKa3aHbl HaMMEHOBAaHHUE JIEKApCTBEHHOTO Mpemnapara (MEXIyHapoJHOE HENaTeHTOBAaHHOE, WU
IpYNIUPOBOYHOE, WJIM XHMHYECKOE W TOProBO€ HAUMEHOBAHMS), HAUMEHOBAaHUE IPOU3BOIUTEIS
JIEKapCTBEHHOT'O Ipernapara, HOMep CepuH, Aara BbITycKa (7 UMMYHOOMOJIOTHYECKUX JIEKApCTBEHHBIX
[IpernapaToB), HOMEpP PErUCTPALMOHHOIO YAOCTOBEPEHUS, CPOK TOAHOCTH, CHOCOO NpPHUMEHEHUS,
JI03UPOBKA WIJIM KOHLIEHTpalus, o0beM, aKTUBHOCTh B €IMHULAX ACUCTBUS JUOO KOJIMYECTBO /103 B
YIaKOBKe, JIEKAPCTBEHHAs! (pOpMa, YCIOBHUS OTIYCKa, YCIOBUS XPaHEHUS, IPEIyTPEeIUTEeIIbHBIC Ha ITHCH.
(B pen. ®enepanbHbix 3ak0HOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2. dapmaneBTHUECKHE CyOCTaHIIMM TOJDKHBI TIOCTYNATh B OOpalleHHe, eclid Ha WX IEePBUYHOM
YIaKOBKE XOPOIIO YUTAEMbIM MIPUPTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBaHHE (apMalleBTUYECKOM
Cy6CTaHIII/II/I (MG)KI[}IHaPOI[HOe HCIMMATCHTOBAHHOC, HWJIM T'PYHIIMPOBOYHOC, WJIWM XUMHYCCKOC U TOProBoOC
HAaUMEHOBAHMSI), HAUMEHOBAHHE MPOU3BOIUTENS (PapMalleBTUYECKON CyOCTaHIIMK, HOMEp CEpUU U JaTa
HU3TOTOBJICHUA, KOJIMYCCTBO B YIIAKOBKEC W CAMHUIBI UBMCPCHUA KOJINYECTBA, CPOK T'OAHOCTU U YCIOBUA
XpaHEHHUSI.

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

3. HeKapCTBeHHLIe CpeacTBa B KaUCCTBC CbIBOPOTOK JOJI’KHBI ITOCTYIIATh B 06pameHI/Ie C YKa3zaHHUEM
JKMBOTHOT'O, U3 KPOBH, ITJIa3MbI KPOBH, OPTraHOB U TKaHEH KOTOPOIr'o OHU ITOJIYYCHEI.

4. Ha BTOpHYHYIO (MTOTPEOUTENIBCKYIO) YIIAKOBKY JEKApCTBEHHBIX CPEJICTB, OIYUYEHHBIX U3 KPOBH,
MJIa3Mbl KPOBHM, OPTAaHOB M TKAaHEW deNOBEKa, JOHKHA HAHOCUThCS Hamamuch: "AnHturena k BUY-1,
BHY-2, x Bupycy renatura C 1 NOBEpXHOCTHBINM aHTUTEH BUpYyca renaruta B orcyrcrByror".

5. Ha  nepsuunyo YIOAKOBKY  H BTOPUYHYIO (mOTpeOUTENBCKYIO) YIAKOBKY
panunodapmaneBTHYECKUX JIEKaPCTBEHHBIX CPEJCTB JOKEH HAHOCUTHCS 3HAK PaJMallMOHHON OMAaCHOCTH.

6. Ha BTOpHuUHYyIO (IOTPEOUTENBCKYIO) YIIAKOBKY FOMEONATHUYECKHUX JIEKAPCTBEHHBIX MpPENapaTroB
OJKHA HAHOCUTHCI Haamuch: ""I'omMmeonatnyeckuii".

7. Ha BropuuHyio (MOTpEeOUTENBbCKYIO) YHAKOBKY JIEKAPCTBEHHBIX PACTUTEIbHBIX IPErnapaTroB
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JOJKHA HAHOCUTHCA HaAamuch: "[IpoayKius npouia paaualoOHHbIH KOHTPOJIb' .

8. Ha mepBuuHy0 ymakoBKy (€ciM IJisi 3TOTO CYIIECTBYET TEXHHUYECKash BO3MOXHOCTh) H
BTOPUYHYIO (MTOTPEOUTENHCKYIO) YIAKOBKY JICKQPCTBEHHBIX MIPEMapaToB, NpPeIHA3HAYCHHBIX IS
KIMHUYECKUX UCCIICAOBAaHUH, O KHA HAHOCUTHCS HAAMKUCh: " J{JIS KITMHUYECKUX UCCASI0BaHUM" .

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

9. VYmaxkoBka JIEKapCTBEHHBIX CPEICTB, IPEIHA3HAYEHHBIX WCKIIOYUTEIBHO UIA JKCIOPTAa,
MapKHPYETCsl B COOTBETCTBUU C TPEOOBAHUSAMU CTPAHBI-UMIIOPTEPA.

10. Ha TpaHcmopTHyio Tapy, KOTOpas HE€ IpelHa3HaueHa i MOTpeOuTeNneil U B KOTOPYIO
MIOMEIICHO JIEKAPCTBEHHOE CPEACTBO, JIOJUKHA HAHOCHUTHCS HMHPOpPMALUs O HAMMEHOBAHWUHU, CEpUU
JIEKapCTBEHHOI'O CPEJCTBA, JaTe€ BBITYCKAa, KOJWYECTBE BTOPUYHBIX (IMOTPEOUTEIBCKUX) YHAKOBOK
JIEKapCTBEHHOT'O CPEJCTBA, MPOU3BOAUTENE JICKAPCTBEHHOI'O CPEJACTBA C YKAa3aHHEM HAUMEHOBAHUS U
MECTOHAXO0XKIECHHUS TPOU3BOIUTEIS JICKAPCTBEHHOTO CPENICTBA (aJIpec, B TOM UKCIIE CTpaHa U (UITK) MECTO
IIPOM3BOJICTBA JIEKAPCTBEHHOI'O CPE/CTBA), a TAKXKE O CPOKE T'OAHOCTU JICKAPCTBEHHOI'O CPEICTBa M 00
YCIIOBHSIX €r0 XpaHEHHS U MEePEBO3KH, HEOOXOAMMBIC TIPEAYyIPEAUTEIbHBIC HAIICH U MaHUITYJISITOPHBIC
3HAKH.

11. Ha nepBuuHyr0 yHnakoBKy M BTOPUYHYIO (LOTPEOUTENBCKYIO) YHAKOBKY JIEKaPCTBEHHBIX
CPeACTB Ui BETEPUHAPHOIO INPUMEHEHHUS JOJDKHA HAHOCUTbCA Haamuch: "Il BeTepUHApPHOIO
IpUMeHEeHUA".

12. Ha BropuuHyto (MOTpeOMUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHOI'O IIpernapara HaHOCHUTCS
LITPUXOBOH KOJI.

Mmaea 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUNCKYHO ®EOQEPALIUIO U BbIBO3 NEKAPCTBEHHbLIX CPEACTB
N3 POCCUNCKON ®EOEPALUNA
(B pen. @exnepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratbsa 47. NMopAaaok BBO3a NeKapCcTBeHHbIX cpeactB B Poccumnckyro Penepauumio m
BbIBO3a JIeKapCTBEHHbIX cpeacTB U3 Poccumnckon ®epepauum
(B pen. ®enepanpHoro 3akona ot 06.12.2011 N 409-03)

1. BBo3 nekapcTtBeHHbIX cpenctB B Poccuiickyro Denepanuio OCyIIECTBISIETCS B MOPSIKE,
ycraHoBieHHOM [IpaBurensctBoM Poccuiickoit deaepanuu, B COOTBETCTBUM C AKTAMH, COCTABJISIOIIMMUA
npaBo Coro3a, u (11n) 3akoHoaTeIbeTBOM Poccuiickoit denepaiyiv 0 TaAMOKEHHOM PETyITUPOBaHUU.

(B pen. ®enepanbHbix 3ak0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

Koncynprantlntoc: mpumeyanue.

Jo 31.12.2025 poccUCKUM IIPOU3BOAMUTENSAM Pa3pEeUIEHO B YBEIOMHUTEIBHOM IOPSAKE BBO3UTH HE
BHECEHHBIE B peecTp (apmareBTHUECKHEe CYOCTaHIIMHM JJisi BETEPUHAPHOTO MPUMEHEHHS s
MPOU3BOJCTBA 3aPETUCTPUPOBAHHBIX JieKapcTBeHHBIX cpeacTB ([Tocranosnenne IlpaButensctBa PO
ot 12.03.2022 N 353).
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2. BBosumble B Poccuiickyro denepannio J€KapcTBEHHBIE CPEACTBA JOJDKHBI COAEPKAThCS B
rOCyJapCTBEHHOM PpEECTPE JIEKapCTBEHHBIX CPEJCTB, WIM E€IUHOM pEeCcTpe 3apernCTPUPOBAHHBIX
JIEKApCTBEHHBIX  CpeACTB  EBpasuiickoro  S5KOHOMHMYECKOIO  COK3a, WIH €IUHOM  peecTpe
3apErUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBCHHBIX IIPENapaToB EBpa3suiiCKOro 3KOHOMUYECKOTO
COI03a.

(B pen. PenepanbHbix 3akoHOB oT 06.12.2011 N 409-@3, ot 27.12.2019 N 462-®3, or 30.01.2024 N
1-®3)

3. Jomyckaercs BB03 B Poccuiickyro ®denepaninio KOHKPETHOM MapTHH 3aperUCTPUPOBAHHBIX U
(uM)  HE3aperuCTPUPOBAHHBIX  JIEKAPCTBEHHBIX CPEICTB, NPEAHA3HAYCHHBIX JUISL  Pa3pabOTKU
JIEKapCTBEHHBIX CPEJICTB, MPOBEICHUS HAYYHBIX W MHBIX HCCIIEJOBAHUM, MPOBEACHUS KIMHHUYECKHUX
HCCIIEZIOBAaHUM JIEKAPCTBEHHBIX IpenapaTroB, MPOBEACHUS 3KCIEPTU3bl JICKApPCTBEHHBIX CPEACTB IS
OCYIIECTBIIEHUS TOCYAAPCTBEHHON PErucTpaly WK PErucTpaluy JEKapCTBEHHbIX MPEnapaToB Wi is
OKa3aHMsA MEJULIUHCKONW TMOMOIIM IO >KU3HEHHBIM IMOKa3aHUSM KOHKPETHOrO MallMeHTa Ha OCHOBAHUU
paspellieHus, BbIJIAHHOTO YIIOJHOMOYEHHBIM (eepaJbHbIM OPraHOM MCIIOJIHUTENbHON BJIAcTH IO
3asgBJICHUSAM JIMII, YKa3aHHBIX B cTathe 48 Hactosmero denepanbHOro 3akoHa. PaccMoTpeHue Takoro
3asBJIGHUS W TPHUHITHE PEIIeHHs O BbIJAY€ pa3pelleHHs Ha BBO3 KOHKPETHOM MapTUH
3apEerUCTPUPOBAHHBIX M (MJIM) HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB, MPEeIHA3HAUCHHBIX IS
pa3paboOTKU JIEKAPCTBEHHBIX CPEACTB, MPOBEACHMSI HAyYHBIX M HMHBIX HCCIEIOBaHUM, NPOBEICHUS
KJIMHUYECKUX HCCIIEOBaHUI JIEKApCTBEHHBIX MpPENaparoB, MPOBENCHHUS SKCIEPTU3bI JIEKAPCTBEHHBIX
CPEICTB JJisi OCYIIECTBICHHUS TOCYJapCTBEHHOM perucTpalvy WIM PErucTpaluy JeKapCTBEHHbIX
IpernapaToB WM A OKa3aHUs MEAMLMHCKOM MOMOIIM IO XH3HEHHBIM IOKa3aHUSAM KOHKPETHOTO
naruenTa Ju00 00 OTKa3e B BbIJaue YKa3aHHOTO pa3pelieHHs MPOU3BOIATCS B CPOK, HE TPEBBIIIAOIINI
nsaTH pabouux aHel. [lnaTa 3a Bbllauy yKa3aHHOTO pa3pelIeHusl He B3UMaeTCsl.

(B pen. @enepanbHbix 3ak0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

3.1. Yrparun cuny c¢ | suBaps 2024 roga. - @enepanbHslii 3akoH ot 27.12.2019 N 475-D3.

3.2. o 31 nexaGpst 2025 ronma nomyckaroTcs BBO3 Ha Teppuroputo Poccuiickoit denepauuu u
obOpamenue B Poccuiickoit denmepannu ¢ yd4eToM OCOOCHHOCTEH, yCTaHOBJICHHBIX [IpaBUTETHCTBOM
Poccuiickoit ®denepanuu, 3aperucCTpUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB s MEIUIIMHCKOTO
IPUMEHEHHS B YIAKOBKaX, MPEJAHA3HAYCHHBIX JUIs 0OpalleHus B MHOCTPaHHbBIX TOCYAAapCTBAX, B ClIydae
nepeKTypbl JIEKapCTBEHHBIX IpENapaToB WIM pPHUCKAa €€ BO3HUKHOBEHHUS B CBA3M C BBEJICHUEM B
otHoweHnn Poccuiickoi Peaepanuy OrpaHUYUTENBHBIX MEP SKOHOMHMUYECKOTO XapakTepa IpU YCIOBUH
COOTBETCTBUSI BBO3MMBIX JIEKAPCTBEHHBIX IIPENapaToB TpPeOOBAHMUSM, YCTAHOBIEHHBIM IIPH UX
perucTpanuy, 3a MCKIYEHHEM TpeOOBaHUM K MEpBUYHON YMaKOBKE, BTOPUYHOM (IIOTPEOUTENHCKOM)
YVIaKOBKe, a TaKKe IPH HaJMYUM HAa BTOPUYHOHN (MMOTPEOMTENBCKOW) YIAaKOBKE JIEKapCTBEHHBIX
IpEenaparoB, HaXOAALIMXCS B OOpaIleHHWH, CaMOKJIEAIICHWCS STUKETKH, cojepxkailiedl nHpopmaluio o
JIEKapCTBEHHOM IIperapaTe Ha PyCCKOM SI3bIKE.

(uactp 3.2 BBeneHa denepanbHbiM 3aK0HOM OT 26.03.2022 N 64-D3; B pen. denepanbHbIX 3aKOHOB OT
19.12.2022 N 519-@3, ot 26.12.2024 N 494-03)

3.3. Hdomyckatotcs BBo3 B Poccuiickyto @eneparuio u obpamienue B Poccuiickoit @enepanuu ¢
y4eTOM 0COOEHHOCTEH, YCTaHOBJICHHBIX [IpaBuTENBECTBOM Poccniickoit denepanuy,
3apEruCTPUPOBAHHBIX  OPUTHHANBHBIX  Op(aHHBIX  JIEKAPCTBEHHBIX  MpemapaToB ©u  (WIIN)
BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX MPENapaToB s MEIULMHCKOTO IPUMEHEHHUS B TEUYCHHUE
JBEHAJIaTH MeECSLEB Iocie AaTel uX peructpauuu B Poccuiickoit @®expepauuu B yHakoOBKax,

www.consultant.ru CrpaHnua 121 u3 169
HafeXXxHasa npaBoBas noaaep)XkKa


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

®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

MpelIHAa3HAYEHHBIX U1 OOpalleHWss B HWHOCTPAHHBIX TOCYAApCTBaX, MpPH YCIOBUU COOTBETCTBHS
BBO3HMMBIX JIEKAPCTBEHHBIX MPENapaToB IJi MEIULUHCKOTO MPUMEHEHHS TPeOOBaHUSIM, YCTaHOBIIEHHBIM
OpU WX PETUCTpalldH, 3a MCKIIOYCHHEM TpeOOBaHMI K TIEPBUYHOM YMAKOBKE, BTOPUYHOMN
(mOTpeOUTENBCKOM) yHMAKOBKE, W TPH HAJIWYUKW Ha BTOPUYHOM (MOTPEOMTEIHCKON) YIIaKOBKE
JIEKapCTBEHHBIX MpPEMapaToB I MEIUIUHCKOTO TMPUMEHEHHs, HaXOMSIIUXCs B oOpalleHuw,
caMOKJIEsIIEeICsl ATUKETKH, cojiepkaliel nHHOpPMaIHIO O JIEKAPCTBEHHOM Tpernapare s MEJUIIMHCKOTO
MIPUMEHEHHUS Ha PYCCKOM si3bIke. B OTHOIIIEHUU JaHHBIX JIEKAPCTBEHHBIX MPENapaToB HE MPUMEHSIOTCS
MOJI0KEeHUS yacT 7 ctatb 9 n yacreil 1 u 2 crarbu 52.1 Hacrosmero @eaepanbHOTrO 3aKOHA.

(uacts 3.3 BBenena OenepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

4. B Poccuiickyro @enepanyio MOKHO BBO3HUTH JIEKAPCTBEHHBIE CPEACTBA, Kaue€CTBO KOTOPBIX
MOJATBEPXKIEHO  CEpTU(PHUKATOM  NPOUZBOAMTENS  JIEKAPCTBEHHBIX  CPEACTB,  YIOCTOBEPSIOIUM
COOTBETCTBUE BBO3UMBIX JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM, YCTAHOBIIEHHBIM IPU UX PErHCTpaliu
WX IPOBEIEHUH MTPOLIEYP, CBSI3aHHBIX C PETUCTPALIUEH.

(B pen. @enepanbHbix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

5. 3anpemraetcst BBo3 B Poccuiickyto ®enepanuio ¢haabCUPUIIMPOBAHHBIX JEKAPCTBEHHBIX CPEACTB,
HEZ00POKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPA(DAKTHBIX JIEKAPCTBECHHBIX CPEICTB.
(B pen. ®enepanpHoro 3akona ot 06.12.2011 N 409-03)

6. QDanbcu(UIUPOBAHHBIC JIEKAPCTBEHHBIC CPEJICTBA, HEIOOPOKAYCCTBCHHBIC JIEKAPCTBCHHBIC
CpE/ICTBa MOJUICKAT U3BATHIO U TIOCIIEAYIONIEMY YHHUTOXKEHHIO WK BbIBO3Yy U3 Poccuiickoii ®enepannmy,
KOHTpa(baKTHBIe JICKAPCTBCHHLBIC CPEACTBA - U3BATHIO U MOCICAYIOIIEMY YHHUYTOXKCHHUIO. YHUUYTOXKECHHE
win  BbIB03 u3 Poccuiickoii ®enepanmu  Qanbcu(UIMPOBAHHBIX  JICKAPCTBEHHBIX  CPE/CTB,
He[[06pOKaLI€CTBeHHI)IX JICKApCTBCHHBIX CpeacCTB, KOHTpa(l)aKTHLIX JICKAPCTBCHHBIX CpCacCTB
OCYLIECTBIISICTCS 3a CYeT JIMIA, OCYHNIECTBHBIIETO WX BBO3. [lOpSIOK YHUYTOXKECHUS WIBATHIX
(baJ'H)CI/Iq)I/IIII/IpOBaHHBIX JICKAPpCTBCHHLIX CpPCICTB, He[[06pOKa‘~IeCTB€HHBIX JICKAPCTBCHHLBIX CpPCICTB,
KOHTpa(haKTHBIX JIEKAPCTBEHHBIX CpeACTB ycraHaBnuBaercs [IpaButensctBom Poccuiickoit denepannm.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jluma, ocymectBustonie BBo3 B Poccmiickyro  ®@epepanuio  panbcupuupoBaHHBIX
JIEKApCTBEHHBIX  CPEACTB, HEAOOPOKAYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB, KOHTpaaKTHBIX
JIEKAPCTBEHHBIX CPEACTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBMHU C 3aKOHOAATENbCTBOM Poccuiickoit
denepanyu.

(B pen. ®enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

8. BriB0O3 nexapcTBEHHBIX cpeacTB U3 Poccuiickoil denepaniuu OCyIECTBISIETCS. B COOTBETCTBUH C
aKkTamM, cocraBsomumu npaBo Coro3a, W (wim) 3akoHopaarenbcTBoM Poccuiickoit denepanyu o
rOCyJapCTBEHHOM PETyJIMPOBAHNUN BHEIIHETOPTIOBOM JESTEIBHOCTH.

(uacts 8 B pen. ®enepansHoro 3akoHa oT 30.01.2024 N 1-D3)

9. BBon B rpakIaHCKuii O0OOpPOT JIEKAPCTBEHHBIX MPENapaTtoB I MEIUIIMHCKOTO MPUMEHEHUS,
BBe3eHHBIX B Poccuiickyro deneparuio, OCyIECTBISIETCS ¢ COONM0IeHuEM TpeOOBaHUM, YCTAHOBICHHBIX
cratbeil 52.1 Hacrosmero deaepanbHOrO 3aKOHA.

(uactp 9 BBenena denepanbHbIM 3aKOHOM OT 28.11.2018 N 449-D3)
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

KoncynbrantlIntoc: mpumeyanue.

Y. 10 crt. 47 He pacupoCTpaHsIETCss HA CEPUH JIEKAPCTB JJIsi BETEPUHAPHOIO TPUMEHEHUSI, BBEJCHHBIC
B rpaxnanckuii o6opot a0 01.09.2023, koTopsle MoJieKaT NPUMEHEHHUIO 0 MCTEUYEHHUS CPOKa HX
rogHoctu (O3 ot 02.07.2021 N 317-D3).

10. BBoa B rpakJaHCKHl 000POT JIEKAPCTBEHHBIX IMPENapaToB sl BETEPUHAPHOTO MPUMEHEHHUS,
BBE3CHHBIX (mepeMenieHHbIX) B Poccuiickyro ®exepanuio, OCYIIECTBISETCS C  COOJIOJCHUEM
TpeOOBaHUH, YCTAHOBIIEHHBIX cTaThel 52.2 HacTosmero demxepaabHOTO 3aKOHA.

(uacte 10 BBenena denepanbHbiM 3akoHOM OT 02.07.2021 N 317-D3)

Cratbs 48. lOpuanyeckue nuua, KOTOpbIM pa3peLleH BBO3 fieKapCTBEHHbIX CPeACTB
B Poccumnckyro ®egepauuio
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBennsle cpencta B Pocculickyro denepanuo MOryT BBO3UTS:
(B pen. DeaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1) mnpousBoAWTENW JIEKAPCTBEHHBIX CPEACTB JUIS I1eJe COOCTBEHHOTO IPOHM3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB;

2) WHOCTpaHHBIE pPa3pabOTYMKKU JIEKAPCTBEHHBIX CPEACTB M WHOCTPAHHBIC MPOU3BOIUTEIH
JICKAPCTBCHHBIX CPEJICTB WIIH JIPYTHE IOPUINYCCKUE JIMIIA 110 TOPYUCHUIO pa3pa0d0TIHKa JICKapCTBEHHOTO
CpelcTBa sl Pa3pabOTKH JIEKAPCTBEHHBIX CPEICTB, MPOBEICHHUS HAyYHBIX M WHBIX HCCIICIOBaHUM,
MPOBEJICHUST  KIMHUYCCKHX UCCIICJIOBAaHUH  JIEKAPCTBECHHOTO npernapara, OCYIIECTBIICHUS
TrOCYy/IapCTBEHHOW  pErHCTpalil WM  PETUCTPAllMKd  JIEKAPCTBEHHOTO  TIperapara, BKIIOYCHHS
(dapmareBTHYECKONH CyOCTaHIIMM B TOCYJAApCTBEHHBIA PEECTp JICKAPCTBEHHBIX CPEJCTB, KOHTPOJIS
KauecTBa JIGKAPCTBEHHBIX CPEACTB MPU HATUYHH PA3pEIICHUs] YIIOJHOMOUYEHHOTO (heepansHOro opraHa
WCTIOJTHUTEIIEHOM BJIACTH HAa BBO3 KOHKPETHOM IMAPTUH JIEKAPCTBEHHBIX CPE/ICTB;

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

3) opraHu3aIy ONTOBON TOPTOBJIM JIEKAPCTBEHHBIMU CPEICTBAMU;

4) Hay4yHBIC OpPTaHU3aIMK, 00Pa30BATEIbHBIC OPTAaHU3AIMU BBICIIIETO 00pa30BaHuUs, TIPOU3BOIUTEIIH
JICKaPCTBCHHBIX CPEJCTB JUIS Pa3pa0dOTKH, HWCCICAOBAHUN, KOHTPOJII O€30MacHOCTH, KadecTna,
3P HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB MPHU HAIMYUK PA3pPCIICHHs YIOJIHOMOYCHHOTO (elnepaabHOro
OpraHa UCIOJIHUTEIbHOM BJIACTH;

(B pen. ®enepanbHbix 3ak0HOB OT 02.07.2013 N 185-D3, o1 30.01.2024 N 1-D3)

5) MEIMIMHCKUE OpraHu3alluy, UHbIE YKa3aHHbIE B MyHKTaX | - 4 HAacTOsIIEN CTaTby OpraHu3aluu
IUI OKa3aHWsI MEIULIMHCKON TIOMOIIM I10 )KMU3HEHHBIM [T0Ka3aHUAM KOHKPETHOI'O MAallMEeHTa IPU HATNYUH
pas3pelieHnst yIoJIHOMOYEHHOTO (hefepalbHOTO OpraHa MCIIOJIHUTEIFHONW BJIACTH HAa BBO3 KOHKPETHOU
NapTUM JIEKAPCTBEHHOI0 IpenapaTa, BBIJAHHOTO B YCTaHOBJIEHHOM MOpsJKe B (opMe 3JIEKTPOHHOTO
JOKYMEHTA, TIOANMCAaHHOTO YCHIICHHON KBATH(UITUPOBAHHOM IEKTPOHHON TOIHCHIO;
(B pen. ®enepanpHoro 3akona ot 12.03.2014 N 33-D3)

6) yrpatun cuiy ¢ 1 ssaBaps 2024 rona. - ®enepanbbiii 3akoH ot 27.12.2019 N 475-03.
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

7) IpOU3BOAUTENN MEIULIMHCKUX U3IEIHM 17151 1Ieeil MPOU3BOICTBA MEIUIIMHCKUX U3EIHI.
(n. 7 BBenen denepanbapiM 3aKk0HOM OT 30.01.2024 N 1-D3)

Cratba 49. [1OKyMeHTbl, nNpeAcTaBnseMble B TaMOXeHHble opraHbl Poccumnckomn
Penepauum npu BBO3e fieKapCTBEHHbIX cpeacTB B Poccumnckyro depepauuto
(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1. IIpu BBO3e nekapcTBeHHbIX cpeAcTB B Poccuiickyro ®Denepanuio B TaMOKEHHBIE OpraHbI
Poccuiickoit denepanuu Hapsgy ¢ JAOKyMEHTaMHM, MPEACTaBIEHUE KOTOPHIX MPEAYCMOTPEHO aKTaMH,
coctaBisitonuMu ipaBo Coro3a, U (Uin) 3akoHOAaTeNbcTBOM Poccuiickoit denepanui 0 TaMOKEHHOM
peryJIupoBaHUH, MPEACTABISAIOTCS CIEAYIONINE JOKYMEHTHI B 3JIEKTPOHHOM (opme:

(B pen. ®enepanbHbix 3aKk0HOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

KoncynbranTllntoc: npumedanue.
C 01.03.2026 m. 1 4. 1 cr. 49 u3naraercs B HOBoM pemakmuu (D3 ot 31.07.2025 N 304-D3). Cwm.
OyIyIIYIO peIaKIIHIO.

1) ceptudukaT TPOM3BOAWTENS JIEKAPCTBEHHOTO CPEJCTBA Ui BETCPHHAPHOTO IPHMEHEHUS,
YIOCTOBEPSAIOLINI COOTBETCTBHE BBOZUMOTO JIEKAPCTBEHHOI'O CPEICTBA JUIsl BETEPHHAPHOTO PUMEHEHHUS
TpeboBaHMAM (papMaKOIEHHOH cTaTbu MO0 B Cllydae €e OTCYTCTBHS HOPMAaTHBHOTO JIOKYMEHTA;

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

2) paspelieHHe YHNOJHOMOYEHHOro (enepanbHOro OpraHa MCHOJHUTENbHOH BJIacTH Ha BBO3
KOHKPETHOH MapTHM JIEKAPCTBEHHOIO CPEACTBA B CIIy4asX, YCTaHOBJEHHBIX YacTbl0 3 cTarbu 47
HacTosAwmero PenepaibHOTO 3aKOHa.

2. JIOKyMEHTBI, yKa3aHHble B IyHKTax | M 2 uvactu 1 HacTosmledl craThu, NMPEACTABISAIOTCA B
TaMO>KeHHbIe opranbl Poccuiickoit ®@enepanuu npu npuObITUM JIEKapCTBEHHBIX CpeACcTB B Poccuiickyro
denepanuro.

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

Cratba 50. BB0o3 nekapcTBeHHbIX npenapatoB B Poccuunckyro ®depepauuro ans
JINYHOIO UCMOJSIb30BAHUA U UHbIX HEKOMMEPYECKUX Liefnier, a Takke Ans UCNonb30oBaHUA
Ha TeppuTOpPUN MEeXAYHaApPOAHOro MeAULIMHCKOro Knacrtepa
(B pen. ®eaepanbHbix 3aKk0HOB OT 06.12.2011 N 409-D3, o1 29.06.2015 N 160-D3)

1. JlekapcTBeHHBIE mpemapatbl MOTYT ObITh BBe3eHBbl B Poccuiickyro denepanuio 06e3 ydera
TpeOOBaHUH, IPEyCMOTPEHHBIX YacTsMu | - 4 crateu 47, ctathsimu 48 u 49 HacTosmiero denepabHOTO
3aKOHA, €CJIM OHU MpeIHa3HAYEeHbI JUIS:

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

1) nuyHOTO MCHOJB30BaHUS (PU3MUYECKUMH JUIlamMH, TpuOsBImIMMU B Poccuiickyro denepanuio.
IIpu »stom BBO3 B Poccuiickyro @eaepauuio JIEKAPCTBEHHBIX  IPEMAPATOB,  COJACPHKAIIUX
CWIbHOACHUCTBYIOIIME U (WIM) SIOBUTHIE BEIIECTBA, BKIIOUYEHHBIE COOTBETCTBEHHO B CIIMCOK
CHWIBHOJECHUCTBYIOIIMX BEIIECTB IS LIEJIEW YrOJIOBHOTO 3aKOHoarenscTBa Poccuiickon @enepannu U B
CIMCOK SIIOBUTBIX BEIIECTB I 1€ YroJIOBHOTO 3aKoHojaTenbcTBa Poccuiickoit ®epepaunu,
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

yrBepxkacHHbIe [IpaBurensctBoM Poccuiickon @enepannu, OCyIECTBIAECTCS IIPU HAINYUU JOKYMEHTOB
(3aBepeHHBIX KOMUU JOKYMEHTOB WJIM 3aBEPEHHBIX BBIMHCOK M3 HHUX), MOATBEPKIAIONIMX Ha3HAaYCHHE
bu3nueckoMy JUIly YKa3aHHBIX JIEKAPCTBEHHBIX TIPErapaToB (3a HCKIIOUYEHHUEM JIEKapCTBEHHBIX
MpenapaToB, 3aperUCTPUPOBaHHBIX B Poccuiickoit ®Denepanuu  au00 3aperHCTPUPOBAHHBIX B
COOTBETCTBUH C aKTaMH, COCTaBIsIOMMMU paBo Coro3a, u oTmyckaembix B Poccuiickoit denepamnmu 6e3
perienta Ha JieKapcTBeHHbIN mpenapar). [loaTrBepxparomue TOKyMEHTHl (MX 3aBEpEHHbIE KOMUU WIIU
3aBEpPEHHBIC BBIMUCKM W3 HHUX) JOJDKHBI COAEp>KaTh CBEAEHUS O HAUMEHOBAHMM W KOJIMYECTBE
Ha3HA4YCHHOT'0 JIEKAPCTBEHHOTO TMperapara. B ciaydae, eciau NOATBEpXAArolue JOKYMEHTBI (UX
3aBepeHHBbIC KOMHM WM 3aBEPEHHBIC BBIMHCKU W3 HUX) COCTABICHBI HAa WHOCTPAHHOM SI3bIKE, K HHUM
MPUJIAraeTCs HOTAPUAIBHO 3aBEPEHHBIN NEPEBO/I HA PYCCKUH S3BIK;

(B pen. ®enepanbHbix 3aKk0HOB OT 02.06.2016 N 163-D3, ot 30.01.2024 N 1-D3)

2) WCMONB30BaHMS PaOOTHUKAMH  JIUIJIOMATHYECKOTO  KOPIyca WM  TPEACTaBUTEISIMHU
MEXKIYHAPOAHBIX OpraHu3alnii, akkpeauToBaHHbIX B Poccuiickoit denepanuu;

3) nedeHuss Macca)XMpoB M YJEHOB SKUMNAXXEW TPAHCIOPTHBIX CPEACTB, IMOE3JHBIX Opuran u
BOJUTENEH TPAaHCIIOPTHBIX CPeCTB, NpuObBIINX B Poccuiickyto deneparnuro;
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) neyeHHs y4aCTHHKOB MEXIYHApPOJIHBIX KYJIbTYPHBIX, CIOPTUBHBIX MEPONPUATHIA U YUaCTHUKOB
MEXIYHapOIHBIX SKCIIEIUIIU;

5) TnedeHHs KOHKPETHBIX JKMBOTHBIX B 300Mapkax, 300CajJax, IUpKaX, OKeaHapHuyMax,
nenb(UHAPUAX, JICUCHUS OUKUX >KHUBOTHBIX, MOCTOSHHO WM BPEMEHHO HACEISIOININX TEPPUTOPHUIO
Poccuiickoit ®denepaiiny, HaXOASIIUXCS B COCTOSIHUM €CTECTBEHHOW CBOOOJBI M MPHHAJICKANINX K
BUIaM, 3aHeceHHbBIM B KpacHyto kamry Poccuiickoit @exepanmu u (MiaM) KpacHbIE KHUTH CYyOBEKTOB
Poccuiickoii @denepannn, a TakKe KUBOTHBIX, BBO3UMBIX B Poccuiickyro denepanuro s ydyactus B
CIIOPTUBHBIX U 3PEIIUILHBIX MEPOIPUATHSIX;

(B pen. ®enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-D3, ot 02.08.2019 N 297-D3)

6) UCIIOIH30BAHUS Ha TEPPUTOPUHU MEKTYHAPOJTHOTO MEIUIIMHCKOTO KJIacTepa.
(m. 6 BBenen denepanbHbIM 3aKOHOM OT 29.06.2015 N 160-D3)

2. B cnyuasix, mpenyCMOTPEHHBIX YacThio | HacTosIEeH CTaThU, AOIyCcKaeTcsl BBO3 B Poccuiickyro
deneparuio JIEKapCcTBEHHBIX MPENapaToB, HE 3aperucTpUpoBaHHbIX B Poccuiickoit denepanun 1m1bo He
3aperuCTPUPOBAHHBIX B COOTBETCTBUU C aKTaMHU, COCTaBIAIONIMMU 1paBo Coro3a.

(B pen. ®enepanbHbix 3aK0HOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

3. JlekapcTBEeHHBIE TpenapaThl, MpeAHa3HAYEHHBIC I TyMaHUTaApHOU MOMOIIH (COACHCTBUSA) WU
MOMOIIM TIPU Ype3BbIYAWHBIX CHUTyalMsX, BBO3sTcs B Poccuiickyro ®exepanuio B TMOpSAKE,
yctanoBieHHOM [IpaButensctBoM Poccuiickoit ®enepanuu. 3ampemniaercss BBo3 B Poccuiickyio
Qdenepaliio  HE3aPETHCTPUPOBAHHBIX  JICKAPCTBEHHBIX  MpENaparoB,  MpeIHa3HAYEHHBIX  JJIA
TYMaHUTApHON MOMOIIHN (COACUCTBUS) MIIM TIOMOIIH TPU YPE3BBIYANHBIX CUTYAIIHSIX.

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

Cratba 51. CoTpyaHuuyecTtBO dhbeaepanbLHOro opraHa MUCMNOSIHUTENbHOW BRNacTH,
ocylecTBnsAOWeEro oyHKUUN No KOHTPOSKO U HaA30py B 06nacTtv TaMOXeHHOro aena, u
APYrMX ynoriHOMOYeHHbIX (heaepanbHbIX OPraHoB UCMNOSTHUTENIbHOW BNacTu
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?;Z%epf:;gb& 32a0K2°5H) ot 12.04.2010 N 61-03 [JokyMeHT npepocTtasieH KoHcynbTaHTIn0C

"06 obpalleHnn nekapcTBEHHbIX cpeacTs"” Hata coxpanenns: 14.10.2025

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

1. VYnomHomoueHHblE (enepanbHble OpraHbl HCIOJHUTENBHOW BIACTH MPEAOCTABISAIOT B
pacropspkeHre  (eepalbHOro OpraHa HCHOJMHUTEIBHOM BJIACTH, OCYIIECTBISIONIETO (QYHKIHMH II0
KOHTPOJIIO ¥ HaJ[30py B 00JIACTH TaMO>KEHHOTO JieJIa, FOCYIapCTBEHHBIN PeecTp JIEKAPCTBEHHBIX CPEICTB,
a TakKe MH(OPMALMIO O BBIITAHHBIX Pa3pelICHUSIX Ha BBO3 KOHKPETHOH MAapTHUH JIEKAPCTBEHHBIX CPENICTB
B CJIy4asiX, yCTaHOBJIEHHBIX 4acTbio 3 cTaTby 47 HacTosero denepajbHOTO 3aKOHa.

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

2. ®enepanbHbIl OpraH UCIOJHUTENBHONW BIACTH, OCYIIECTBIAIONMNA (QYHKIUH 1O KOHTPOIIO U
HQ/30py B 00JacTH TaMOXXEHHOTO Jeia, MHPOpPMUpYeT yKa3aHHbIE B YacTW | HACTOAIIEH CTaTbu
YIOJIHOMOYEHHBIE (pe/iepajbHble OpraHbl MCHOJIHUTENBHOM BIACTH O BBO3€ JIEKAPCTBEHHBIX CPEJACTB B
Poccuiickyro ®@eznepaiinio 1 BbIBO3€ JIEKAPCTBEHHBIX cpeAcTB U3 Poccuiickoit denepaunu no ¢popme U B
MopsiiKe, KOTopble ycTaHoBIIeHbI [IpaBurensctBoM Poccuniickon denepanmu.

(B pen. @enepanbHbix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

naea 10. PAPMALEBTUYECKAA OEATENIbHOCTb
CraTtba 52. OcyuwecTBneHue ¢papmMmaueBTUHECKON AEeATENIbHOCTH

1. ®dapmameBTHYeCKas JCATCIBHOCTh OCYIIECTBISICTCS OPraHU3aldsIMHA ONTOBOH TOPTOBIIH
JICKApCTBEHHBIMH  CPEACTBAMH,  aNTEYHBIMH  OpPTaHU3alMsIMH, BETEPUHAPHBIMH  ANTCYHBIMU
OpTraHH3AISIMH, WHINBUIYTbHBIMU P APUHUMATEIISIMH, AMEIOIIIMH JIAIIEH3UIO Ha
(bapMaleBTHYECKYIO JCSITEIBHOCTh, MEIUIMHCKUMH OPTaHU3aAIMsIMH, HMCIOIIUMH JIMIICH3UI0 Ha
(dapMareBTHUECKYIO JEATCIIEHOCTh, W HMX OOOCOOJICHHBIMH ITOAPA3ICICHUSIME, PACHOJOKEHHBIMHA B
CEIIbCKUX HACEJICHHBIX IyHKTaX, B KOTOPHIX OTCYTCTBYIOT allT€UHbIC OpPraHU3allMH, U BETCPUHAPHBIMHU
OpraHHU3AIMsIMH, IMCIOIIUMHU JINIICH3HUIO Ha (DapMaIleBTHYECKYIO e TCIIbHOCTD.

(B pen. ®enepanbHbix 3aK0HOB OT 25.11.2013 N 317-D3, ot 08.08.2024 N 323-D3)

Koncynbrantlntoc: npumeyanue.

Y. 2 ct. 52 (B pen. @3 ot 28.04.2023 N 149-D3) B yacTH aKKpEIUTALUH CIICIIHAIMCTOB C BBICIIMM
WM CPEHUM BETEPHHAPHBIM 00pa30BaHUEM, OCYIIECTBISIOMMNX (GapMaIleBTUUECKYIO IeATeIbHOCTD,
npumensiercs ¢ 01.03.2026. Ceprudukarbl TakuM JuiaM BeiIaroTcs 1o 28.02.2026 u IeHCTBYIOT HE
Oonee 5 ner.

2. dusnueckue JUIAa MOTYT OCYHIECTBIATH (DapMaleBTUUYECKYIO NEATEIbHOCTh MPH HATUYHH
BBICIIIETO WJIM CpEIHEero QapMaieBTHYecKoro oOpa3oBaHus M cepTH(dukara crenuanmucra Judo
MPOUJICHHONW AaKKpeAWTAllUK CHEIHaliCTa, BBICIIETO0 WM CPEIHEro BETEpUHApPHOrO 00pa3oBaHUS H
cepTuUdUKaTa CrenuaniucTa Ju00 MPOWICHHON aKKpEeIUTAlWW CIHEIHAINCTa, a TAaK)Ke BBICHIETO WU
CpPEeIHEro METUIIMHCKOTO 00pa3zoBaHusl, cepTH(HUKaTa CIeUaNIucTa JTUO00 MPOMACHHON aKKpeTuTaIuu
CHeIMauCTa ¥ JONOJHUTEIBHOTO NPO(EeCCHOHATBHOrO O0pa30BaHMsI B YAaCTH PO3HUYHOM TOProBIH
JIEKapCTBEHHBIMU MpenaparaMyd sl MEIUIMHCKOTO MPUMEHEHHs TpH YCIOBHH UX paboThl B
000COOJICHHBIX TIOJIPA3ACIICHUSX METUITUHCKUX OpraHu3alni, yKa3aHHBIX B 4aCTH | HACTOSMICH CTAaThH.
(uacts 2 B pen. @enepanbHoro 3akoHa oT 28.04.2023 N 149-D3)
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KoncynbrantlIntoc: mpumeyanue.

JlexapcTBEHHBIE TIpETapaThl Ui MEIUIIMHCKOTO TPUMEHEHNUS, BBEICHHBIC B TPAXKIaHCKHUI 000POT 110
29.11.2019, momnexatr XpaHEHHUIO, MEPEBO3KE, OTIYCKYy, peaju3alyy, Nepeaaye, NPUMEHEHHUIO 0
ucreyeHus: cpoka ux rogHoct (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxaaHCKMM OOOpPOT neKapCTBEeHHbIX CpeacTB Ans
MeAULMHCKOro NpMMeHeHus
(B pen. DenepanbrHoro 3akoHa ot 30.01.2024 N 1-D3)

(BBenena denepanbHbIM 3akOHOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOAOM B TpaskJaHCKHN 000pPOT Ka)XI0H CepHM WM KaXI0H MapTUu MPOU3BEIECHHOTO B
Poccuiickoit @enepanun JeKapCTBEHHOTO Tpernapara JJisi MEIUIIMHCKOTO MPUMEHEHHUS], 3a UCKITIOUYECHHEM
MMMYHOOHOJIOTHYECKUX ~ JICKAPCTBEHHBIX IPENapaTroB, MPOM3BOJUTEIb TAKOTO JIEKApPCTBEHHOTO
npernapara IMpeJICcTaBlIsseT B AJIEKTPOHHOH (opme B (enepanbHblil OpraH HMCIOJHUTEIBHON BIIACTH,
OCYIIECTBISAIONMNA (DYHKIIMM IO KOHTPOJIO W Haa30py B cdepe 3ApaBOOXpAHEHUS, TOKYMEHT
IIPOU3BOJUTEIIS JIEKAPCTBEHHOI'O CPENCTBA, MOATBEP KIAIOINI KadyeCTBO JIEKAPCTBEHHOIO Ipernapara, u
MIOATBEP)KJICHUE YIIOJIHOMOUEHHOIO JIMIa IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB COOTBETCTBHUS
JIEKapCTBEHHOT'O Mpenapara TpeOOBaHUAM, YCTAaHOBICHHBIM IIPU €r0 PerUCTpaLum.

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

1.1. Tlepen BBOOM B IrpakIaHCKUH 00OPOT KaXKIOW CEPUU WIIM KaXKIION MapTUX TMPOU3BEICHHON B
Poccuiickoit ®Penepanun (apMaleBTHUECKOM CyOCTaHIIMM MPOU3BOIUTENh TAaKOTO JIEKapCTBEHHOTO
CpelCTBa TMpPEACTaBIseT B JJIEKTPOHHON (opme B QenepanbHbIii OpraH HCHOJHUTENIBHON BIACTH,
OCYIIECTBISIONIMNA (YHKIIMM 10 KOHTPOJIO W Haa30py B cdepe 3ApaBOOXpAHEHUS, TOKYMEHT
MIPOM3BOJUTENI  JIEKAPCTBEHHOTO  CPEJCTBA, TMOATBEP)KIAIOMIMI  KauecTBO  (papMaleBTUYECKOM
CyOCTaHIIMM, U JOKYMEHT, MOJTBEPXIAIOUINI COOTBETCTBHE JICKAPCTBEHHOTO CpPEICTBAa TPeOOBAHUSM,
YCTaHOBJIECHHBIM IPU €ro TOCYJapCTBEHHOM pEerucTpalvy WIA perucrpauuv, 4 0oQOpMIEHHbBIN
YIOJHOMOYEHHBIM JIMIIOM MPOU3BOIUTENS JIEKAPCTBEHHBIX CPE/ICTB.

(dactp 1.1 BBenena ®exnepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

2. Tlepen BBOAOM B TpakJAaHCKUNH OOOPOT KaXKIAOW CEPUM WIM KaKIOM MapTUU BBO3MMOIO B
Poccuiickyro ®enepanuio JIEKapCTBEHHOTO Ipenapara Uil MEIMIMHCKOTO INPUMEHEHMs, 3a
UCKITIOYEHHEM HMMMYHOOMOJIOTUYECKUX JICKAPCTBEHHBIX MPENapaToB, OpraHU3aIsi, OCYIIECTBIISIOMIAs
BBO3 JIEKapCTBEHHOTO mpenapara B Poccuiickyro deneparnio, mpeAcTaBiIseT B 3JIEKTPOHHON (Gopme B
benepanbHBIA OPraH UCIOIHUTENBHON BIACTH, OCYIIECTBISIONINI (PYHKIIMH 110 KOHTPOIIO U HAA30pY B
cepe 3IpaBOOXpaHEHHS, JOKYMEHT IPOU3BOIMTENS JIEKAPCTBEHHOTO CPENICTBA, IOATBEPKIAIOIINI
KauecTBO  JIGKAPCTBEHHOTO  Tperapara, M  MOATBEPXKICHHE  MPEJACTaBUTENs  OpraHU3alluH,
OCYILECTBIISIIONIEN BBO3 JIEKAPCTBEHHOro mpenapara B Poccuiickyro denepanuio M ynoJIHOMOYEHHOU
WHOCTPaHHBIM TPOU3BOJUTENEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBHS BBO3UMOTO JIEKAPCTBEHHOTO
npenapara TpeOoBaHUSM, YCTAHOBJICHHBIM MPU €TI0 PETUCTPAIIUH.

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

2.1. Tlepen BBOJOM B Tpa)KJaHCKUH OOOpPOT KaKIOM CEpUM WM KaXKI0W MapTUU BBO3UMOU B
Poccuiickyro denepanyio GpapmaneBTHIecKoi CyOCTaHIIMM OpraHu3alys, OCyIeCTBISAIONIast BBO3 TAKOTO
JeKapcTBEHHOro cpeactBa B Poccuiickyro @Denepanuio, NpeACTaBIsIET B AJIEKTPOHHOM (opme B
(benepanbHbIil OpraH UCIOJHUTEIBHOMN BIACTH, OCYIIECTBIAIONMNA (YHKIIMK IO KOHTPOJIIO U HAA30pYy B

www.consultant.ru CrpaHnua 127 u3 169
HafeXXxHasa npaBoBas noaaep)XkKa


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

®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

cepe 3IpaBOOXpaHEHHs, JOKYMEHT IPOU3BOAMTENS JIEKAPCTBEHHOTO CPENICTBA, MOATBEPKIAIOIINI
KadecTBO (papMareBTHIECKOM CyOCTaHITUN.
(uacts 2.1 BBeneHa PenepanbHbM 3akoHOM 0T 30.01.2024 N 1-D3)

3. Tlopsanmok mpexacTtaBieHUs] B COOTBETCTBMM ¢ dvacTsamu 1, 1.1, 2 m 2.1 HacTosmell craTbu
JOKYMEHTOB U CBEICHHH O JIEKapCTBEHHBIX CpPEICTBAX, BBOJUMBIX B TpaXIAHCKUNA O00OpOT,
ycranaBiauaetcs [IpaButensctBoM Poccuiickoit denepanuu.

(uacts 3 B pen. @enepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

4. B oOTHOUIEHMM MEpPBbIX TPEX CEpUH WIM MapTUHl JIEKApCTBEHHOIO IIpernapara, BIEpPBbIE
npousBeneHHOro B Poccuiickoit denepannu unu Brepssie BBo3uMoro B Poccuiickyro denepanuio (6e3
ydyeTa JO03MPOBKH) B paMKax OJHOIO PErMCTPAllMOHHOIO YJOCTOBEPEHHs, B (enepalbHbIil opraH
UCTIOJIHUTEJIBHOW ~ BJACTH, OCYLIECTBISIOMMKA (YHKIMH 1O KOHTPOJIIO U Haa3opy B cdepe
31paBOOXPAHEHHUs, JONOJIHUTEIBHO MPEICTABIACTCS MPOTOKO HUCIBITAHUNA O COOTBETCTBUHU CEPUU WIH
IIapTUH JIEKapCTBEHHOTO Ipenapara i MEAMLHMHCKOIO TPUMEHEHHUs II0Ka3aTesssM KadecTBa,
IIPEyCMOTPEHHBIM HOPMAaTUBHOM  JIOKyMEHTAallMEW, WM TpeOOBaHUSAM, YCTAaHOBJIEHHBIM IIpH
perucTpalyy B COOTBETCTBUU C aKTaMH, COCTaBIAOIIMME IpaBo Coro3a (Jasiee - MpOTOKOJ UCTIBITaHuil),
MIPOBOJIUMBIX AaKKPEIWTOBAHHBIMH B COOTBETCTBHUHU C 3aKOHOMAATeNbcTBOM Poccuiickoit denepannu o6
aKKpeIuTallud B HAIMOHAJBHOM CHCTEME aKKpeOuTauuu (QenepaabHbIMH TOCyAapCTBEHHBIMHU
OIOJDKETHBIMU YUPEXKICHUSIMH, MOJIBEIOMCTBEHHBIMH (elepaJbHOMY OpraHy HCIOJHUTEIHHON BIACTH,
OCYIIECTBIIAIONIEMY (YHKIMHM 1O BbIpabOTKE M peanu3ald TOCyJapCTBEHHONM TOJIMTUKUA U
HOPMATHBHO-TIPABOBOMY PETYJIHPOBAaHHIO B cdepe 3ApaBOOXpaHEHHs, H QenepaabHOMy OpraHy
UCTIOJIHUTEJIBHOW ~ BJIACTH, OCYLIECTBIAIOMIEMY (YHKIMM [0 KOHTPOJIO U HaA30py B cdepe
31paBooXpaHeHusd. Jlomyckaercs — INpeAcTaBiI€HUE  IIPOTOKOJA  MCHBITAHWM, TNPOBEIEHHBIX C
UCIIOJIb30BAaHUEM CPEICTB JIHUCTAaHLUMOHHOTO B3auMonencTBusa. llopsAnok BblgauM  yKa3aHHBIMU
(benepaTbHBIMU TOCYJAPCTBEHHBIMH OFO/DKETHBIMHU YUPEKICHUSMH JaHHOTO MPOTOKOJA M pa3Mep TUIaThI
3a ero BblIauvy ycraHasiuBaroTcs [IpaBurensctBom Poccuiickon denepannu.

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

4.1. IIpencraBiaeHre NpOTOKOJIA UCIIBITAHUH JOMYCKAETCsl TOJBKO B OTHOIIECHUH IIEPBOM CEpUU WU
IIEpBOM NApPTHH JIEKAPCTBEHHOTI'O IIpernapara, BIIEpBblEe IPOU3BEAEHHOTO B Poccuiickon Penepanyu win
BIIepBble BBO3UMOro B Poccuiickyro ®enepanuio (3a HMCKIIOYEHHEM JICKApCTBEHHBIX IpEnapaToB,
yKa3aHHbIX B yacTsax 4.2 u 4.3 HacToslILel CTaTbH), B Cilydae MPEeJI0CTaBICHNs CBEICHUI O AaTe BblAAUU U
PETUCTPALIMOHHOM HOMEPE 3aKIIOYEHMs] COOTBETCTBMSI TNPOM3BOACTBA JIEKAPCTBEHHBIX CPEICTB
TpeOOBAaHMSAM TMPAaBHJ HAISKANIEW TPOU3BOACTBEHHOW TPAKTHKH, BBIJAHHOTO YIIOJIHOMOYEHHBIM
(benepaqbHBIM OpPraHOM MCIIOJHUTEIBHOM BIACTH, WM cepTU(UKATa COOTBETCTBHUS HPOM3BOJCTBA
JIEKapCTBEHHBIX  CPEJICTB TPEOOBAHMSM MpPaBWI  HaAJEXKalleld IMPOU3BOJICTBEHHOM  MPAKTHKU
EBpa3uiickoro 3KOHOMHUYECKOr0 COI03a, BBIAAHHOIO YIOJIHOMOYEHHBIM OPraHOM IOCyJapcTBa - 4jeHa
EBpa3uiickoro  SKOHOMHYECKOIO  COK03a, B  OTHOUIEHMM  IPOM3BOACTBEHHOM  IUIOIIAJKH
(MpOM3BOACTBEHHBIX IUIOMIAJOK), OCYLIECTBISAIOMIENH MPOU3BOJCTBO FOTOBOW JIEKAPCTBEHHOW (OPMBI U
BBIITYCKAIOIIMI KOHTPOJb KadecTBa JIEKAPCTBEHHOT'O Ipernapara, IpH YCIOBUU OTCYTCTBUS B TEUCHHE
TpeX JIET, IPEIUIECTBYIOIUX AAaTe BbIJA4M MPOTOKOJA UCIIBITAHUH, CIIy4acB BBISBICHHS HECOOTBETCTBUS
YCTaHOBJICHHBIM TpeOOBaHMSIM KauyecTBa JIEKAPCTBEHHBIX CPEJICTB, HMHQOpMAIMS O KOTOPBIX
ony0JIMKOBaHa Ha caiiTe (eepaibHOr0 OpraHa MCIOJHUTEIbHON BIIACTH, OCYIIECTBIISIONIETO (BYHKLIUU
10 KOHTPOJIIO ¥ HAJ30py B cepe 3ApaBOOXpPaHEHUS, B OTHOLIEHUH BCEX MPOU3BOACTBEHHBIX IUIOIIAJIOK,
OCYIIECTBISAIOIMUX IPOU3BOACTBO JIEKAPCTBEHHOIO Ipenapara M BBIIYCKAIOIIHWNA KOHTPOJb KadecTBa
JIEKapCTBEHHOI'O IIperapara.
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(uactsp 4.1 BBeneHa PenepanbHbM 3akoHOM 0T 30.01.2024 N 1-D3)

4.2. He TtpeOyercsi mpeAcTaBiIeHHE MPOTOKOJA HWCIBITAaHWUH, yKa3aHHOro B dactu 4 wumu 4.1
HaCTOHHleﬁ CTaTbd, B OTHOIICHUH 0p(1)aHHBIX JICKAPpCTBCHHBIX MNPCIapaToB, BBICOKOTCXHOJIOTMYHBIX
JIEKapCTBEHHBIX MPENapaToB, MOJYYEHHBIX M3 OMOJOTMYECKOT0 MaTepuaia OINpeieeHHOro YeloBeKa U
NpECAHA3HAYCHHBIX IJId IIPUMCHCHUS 3TOMY KC YCIIOBCKY.

(dactp 4.2 BBeneHa OenepanbuabiM 3akoHOM OT 30.01.2024 N 1-D3)

4.3. B OTHOLIEHUWM OJHOW CEpPUM WIM OJHOM MAPTHUM BBICOKOTEXHOJOTMYHOI'O JIEKAPCTBEHHOI'O
npenapaTta (3a HMCKJIIOUEHUEM BBICOKOTEXHOJOTHMYHBIX JIEKAPCTBEHHBIX IPENapaToB, MOJYYEHHBIX W3
OMOJIOTMYECKOTr0 MaTepuaia ONpeesIeHHOrO YesloBeKa U MpeAHAa3HAaYeHHBIX I NIPUMEHEHHUS 3TOMY Ke
YEJIOBEKY), BIIEpPBbIE TMpou3BeneHHOro B Poccuiickoir @enepanuud WIH BIEPBbIE BBO3UMOTO B
Poccuiickyro ®denepannro, MpeacTaBiaseTCss MPOTOKON HCIBITAHWM, MPOBEIEHHBIX C HCIIOJIb30BAHUEM
CPENCTB JUCTAaHLIMOHHOTO B3aUMOJEHCTBHS B TEYEHHUE MEPBBIX TPEX JIET MOCIE BBOJA TAKOTO Ipernapara
B I'PaKJaHCKHUI 000pOT.

(uactp 4.3 BBeieHa PenepanbHbM 3akoHOM OT 30.01.2024 N 1-D3)

5. ExerogHo He mo3aHee | ampens mpOW3BOAMTENN JEKAPCTBEHHBIX CPEJICTB WM OpraHU3alui,
OCYLLIECTBISIIOIINAE BBO3 JIEKapCTBEHHBIX IpenaparoB B Poccuiickyro denepanuro, MpeACTABISIIOT B
benepanbHBIA OPraH UCIOIHUTENBHON BIACTH, OCYIIECTBISIONINI (PYHKIIMH 110 KOHTPOIIO U HAA30pY B
chepe 3ApaBOOXpAaHEHUS, NPOTOKOJ HWCIBITAHUH MOCTYNUBIIETO B TEYCHHWE MPEIIISCTBYIOIIETO
KaJIeHAApHOTO TOJ]a B TPaXJaHCKHUI 00OpPOT JIEKApCTBEHHOTO IMpemnapara COrJlaCHO PETUCTPAMOHHOMY
YAOCTOBEPEHUIO (Ha OJHY CEpHUI0 TOPrOBOTO HAUMEHOBAHUS C YYETOM JIEKApCTBEHHON (QoOpMBI OJHOMN
JO3UPOBKH), TPOBOJUMBIX AKKPEIUTOBAHHBIMH B COOTBETCTBHM C 3aKOHOAATEILCTBOM Poccuiickoii
@enepanii 00  aKKpeAMTAUMM B  HAIUMOHAJIBHOM CHCTEME AaKKpEAUTALUU  HCHbITATEIbHBIMU
naboparopusimu (ueHtpamu). [IpencraBieHne MpoTOKOJIa UCHBITAHUM, MPETyCMOTPEHHOTO HACTOAIIEH
4aCThl0, B OTHOLIEHUHU JIEKAPCTBEHHBIX IIPENApaTroB, YKAa3aHHbIX B 4acTu 4.2 HACTOALUEH CTaTbH,
JIOMYCKaeTCsl OJMH pa3 B TPU roja Mpu YCIOBHH MX BBOJA B rpakaaHckuii 06oport. [Ipu mpencraBieHnu
MIPOTOKOJIA UCTIBITAHUN, TPETyCMOTPEHHOTO YacTsMu 4 U 4.1 HACTOSIIIECH cTaThu, B (eAepalbHbBIN Opran
UCTIOHUTENILHON BJAcTH, OCYHISCTBIAIINMNA (QYHKIMM 1O KOHTPOJNIO M Haa3opy B cdepe
31paBOOXPAHEHHUs, IIPOTOKOJI MCIBITAHUM, NPEAYCMOTPEHHBIM HACTOSIIEH 4acThlO, B YKa3aHHBIA OpraH
HE MPEICTABIISIETCS.

(dactb 5 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5.1. IlpousBoauTenu JEKapCTBEHHBIX CPEJICTB WM OpPraHU3AlMH, OCYIIECTBISIIOUIME BBO3 B
Poccuiickyro ®depepanuio BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX MPENAapaToB, BMECTO MPOTOKOJIA
UCTIBITAHUH, MPEIyCMOTPEHHOTO YacThI0 5 HACTOSIIEW CTaThU, BIpaBe MPEACTaBUTH B (perepalibHBbIHI
OpraH HWCHOJHHUTENBHOW BIIACTH, OCYHICCTBISIOMNN (YHKIMHM IO KOHTPOJIO W HAA30py B cdepe
3IpaBOOXPAHEHHUSA, CBEACHUS O JaTe€ W PErucTPAllMOHHOM HOMEpE 3aKIIOYEHUs O COOTBETCTBUU
MIPOU3BOAUTENSI JICKAPCTBEHHBIX CPEACTB TPEeOOBaHMSIM TMPaBUJ HAJJICKAIIEH MPOU3BOICTBEHHOM
MIPAKTUKU WK cepTU(UKaTa COOTBETCTBUS MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM MPABUIT
HaJJIe)Kalled TPOU3BOJCTBEHHOW MPAKTUKK EBpa3HiiCKOro 3KOHOMHYECKOIO COK3a, BBIJAHHOTO
YIOJHOMOYEHHBIM OpraHOM TocyAapcTBa - wieHa EBpa3uiickoro 3KOHOMHMYECKOTO COr03a, MJIs
MIPOU3BOJCTBEHHON TUIOMAAKU (IIPOU3BOJACTBEHHBIX TUIOMIAZO0K), OCYIIECTBISIIOIIEH MPOU3BOACTBO
TOTOBO JIEKAPCTBEHHOM ()OPMBI U BBIMYCKAIOIINUN KOHTPOJIb KaueCTBa JICKAPCTBEHHOTO Mpemnapara.
(dactp 5.1 BBenena denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

6. HpOI/ISBOI[I/ITeJ'II/I JICKAPCTBCHHBIX CpCACTB WKW OpraHu3anuvu, OCYIICCTBIIAOIINE BBO3
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JIeKapCTBEHHBIX pernaparoB B Poccuiickyio deneparnuio, He MEHee YeM 3a OJMH TOJ JI0 TUIAHUPYEMbIX
NPUOCTAHOBICHNUS WM IPEKPAIICHUs TNPOU3BOJCTBA JICKAPCTBEHHBIX MPENapaToB WIM HX BBO3a B
Poccuiickyto ®enepanuio yBEJOMISIIOT 00 3TOM B DJJIEKTPOHHOH ¢opme denepaiabHbIii oprax
UCTIOJTHUTEIBHONW  BJIACTH, OCYIIECTBISIOMMK (YHKIMM 10 KOHTPOJNIO M HAm30py B cdepe
3paBOOXpAaHEHHUS W (erepajbHbIii OpraH HCHOJIHHUTENBHOM BIACTH, OCYHIECTBISIOMINMN (YHKLIUHU I10
JMLEH3UPOBAHUIO ITPOU3BOACTBA JICKAPCTBEHHBIX CPE/ICTB.

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

7. BBox B TpaxkIaHCKUH OOOpOT KaXKIAOW CEpUU WM KaXKI0M MapTMM UMMYHOOHOJIOTHYECKOIo
JIEKapCTBEHHOTO Mpenapara, npousseeHHoro B Poccutiickoit denepanuun wim BBO3UMOro B Poccuiickyro
@enepauio, OCYIIECTBISETCS HAa OCHOBAHWM pa3pelICHUs, BBIJAHHOTO (eAepalbHBIM OpPraHOM
UCTIOJIHUTEJIBHOW  BJAacTH, OCYHIECTBISAIOIIMM (YHKIMM IO KOHTPOJIO M HaA30py B cdepe
3[paBOOXpPAHEHUS, HAa OCHOBAaHUM BBIJIAHHOTO (eAepalbHBIMU TOCYIaPCTBEHHBIMU OIOPKETHBIMU
YUPEKIEHUSAMH, YKa3aHHBIMU B 4acTU 4 HACTOSLICH CTaThbH, 3aKIIOYEHHUS O COOTBETCTBUU CEPUU WM
MapTUH UMMYHOOHOJIOTHYECKOTO JIGKAPCTBEHHOTO Tperapara TpeOOBaHUSAM, YCTaHOBIICHHBIM HPU €ro
rocyapcTBeHHOl peructparuu. [lopsaok Bblauu paspelieHns Ha BBOJ B TPaKIaHCKUHA 000pOT cepuu
WA TAPTUH HIMMYHOOHOJIOTHYIECKOTO JIEKAPCTBEHHOT'O TIpernapara, a TakKe MOPsI0K BbIJa4l yKa3aHHOTO
3aKJIIOUYEHUS M pa3Mep IUIaThl 3a €ro Bblgady ycTa”aBiuBaroTcs IIpaBurenscTtBom Poccuiickoit
denepanuu.

7.1. ®opmMa U NOPAIOK MPOBEACHUS MCHBITAHUM, YKa3aHHbIX B yacTsax 4, 4.1, 4.3 u 5 Hacrosuiei
CTaTbM, B TOM YHUCIJIE C UCIOJB30BAaHUEM CPEJCTB JAUCTAHIIMOHHOIO B3aUMOJIEHCTBUSI, YCTAHABINBAIOTCS
[IpaBurenscTBOM Poccuiickon Penepanuu.

(dactp 7.1 BBenena ®enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

8. 3a HempeACTaBI€HUE WJIM HECBOEBPEMEHHOE MPEACTaBICHUE JOKYMEHTOB U CBEICHHI,
npeaycMOTpeHHbIx vactamu 1, 2, 4, 4.1, 4.3, 5, 5.1 u 6 HacTosimied CTAaThbu, NPOU3BOJAUTEIHN
JIEKApPCTBEHHBIX CPEACTB M OpraHU3allMi, OCYUIECTBISIOIIME BBO3 JIEKAPCTBEHHBIX IPENapaTroB B
Poccuiickyro denepainuro, HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOJATEIbCTBOM Poccuiickoit
denepauuu.

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

9. IlpencrarieHue AOKYMEHTOB W CBEICHHHU, MPEIYCMOTPEHHBIX 4acTsaMu 1, 2 ¥ 4 HacTOSIICH
CTaThH, W TMOJYYCHHE MPEIyCMOTPCHHOTO YAaCThIO 7 HACTOSIIEH CTAaThUd pa3pelicHus] Ha BBOJ
MMMYHOOHOJIOTHYECKOTO JICKAPCTBEHHOTO TIpenapara B TPaKIaHCKUW 000pOoT He TpeOyrTcs B
OTHOIICHWW JICKAPCTBEHHBIX TIPENaparoB, MPEAHA3HAYCHHBIX IS TPOBEACHUS  KIMHUYCCKUX
WCCIICZIOBAaHHI JICKAPCTBCHHBIX MPEMapaToB, MPOBEACHUS SKCIEPTU3bI JICKAPCTBEHHBIX CPEACTB IS
OCYIICCTBIICHUSI TOCYAAPCTBEHHOW PETHCTPAIUU JICKAPCTBCHHBIX TPENapaTroB, a TaKKe B OTHOIICHHUH
HE3apErMCTPUPOBAHHBIX JICKAPCTBEHHBIX TPENapaToB, MPEIHA3HAUCHHBIX UIS OKa3aHUS MEIUIIUHCKOU
MTOMOIIM TI0 >KU3HCHHBIM ITOKA3aHHUSIM KOHKPETHOTO IMAlMEHTa WM TPYMIBI MAlUEHTOB, BBO3UMBIX B
Poccuiickyro ®@enepanuio B cOOTBETCTBUU ¢ dacTsimMu 3 u 3.1 crateu 47 Hactosmiero denepaabHOro
3aKOHa.

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

10. IIpu BbISBIEHUM B TIpa)<IaHCKOM OOOpOTE CEpUM WJIM NApTHUU JIEKAPCTBEHHOrO IIpernapara,
JOKYMEHTBI U CBEACHHUS O KOTOPBIX, MpeaycMOTpeHHble yacTsamu 1, 2, 4, 4.1, 4.3, 5 u 5.1 HacTosue
CTaThH, HE TIPEJICTABJICHBI B (peIepalIbHBIN OpraH UCTIOTHUTEIHLHOW BIACTH, OCYIIECTRISIOIIANA ()YHKIIHH
M0 KOHTPOJIO M HAJ30py B cdepe 3ApaBOOXpaHeHus], TMO0 CepUH WM MapTHH UMMYHOOHOIOTHYECKOTO
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JIEKapCTBEHHOTO TMpemnapara, HE UMEIONIMX pa3pelieHduss Ha BBOJ B TpaXIaHCKUKH 000pOT,
MPEAYCMOTPEHHOTO YacThl0 7 HACTOAMIEH CTaThH, (emepaiabHBIi OpraH HMCIOJHUTEIBLHON BIIACTH,
OCYIIECTBISIONIMNA (PYHKIIMM 1O KOHTPOJIO M Hau3opy B cdepe 3IpaBOOXpaHEHHs, B IOPSIKE,
ycraHoBieHHOM [IpaBurensctBoM Poccuiickoit ®enepannu, NPUHUMAET PEIICHUE O MPEKpalleHUuU
IpaXJaHCKOro 000pOTa TaKMX CEPHUM WM MAapTHM [0 TPEICTaBICHUS YKAa3aHHBIX IOKYMEHTOB U
CBEICHMI 1100 MOTyUYEHHs YKa3aHHOTO pa3peleHusl.

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

KoncynsrantlIntoc: mpumeyanue.

Cr. 52.2 He pacnpocTpaHseTcs Ha CEpUM JIEKapCTB JUIsl BETEPUHAPHOIO NIPUMEHEHMSI, BBEACHHBIE B
rpaxknanckuii 06opot 10 01.09.2023, xoTOphIe MOAJICKAT MPUMEHEHHUIO 0 HCTEYCHHUS CPOKa WX
rogHoctu (O3 ot 02.07.2021 N 317-D3).

Cratba 52.2. BBoa B rpaxpaHCKkum oOOOpPOT mNneKapCTBEHHbIX npenapaTtoB Ans
BeTEPUHAPHOro NPUMeHeHuUs
(BBenena deaepanbHbiM 3ak0HOM OT 02.07.2021 N 317-D3)

1. Tlepen BBOOOM B TpaXJAaHCKHA OOOpPOT KaXXIOW CepuUU MPOM3BEICHHOTO B Poccuiickoit
@denepariii  JIGKAPCTBEHHOTO TperapaTa i BETEPUHAPHOTO MPUMEHEHHS, 32 HUCKIIOYCHHEM
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOI'O Tpernapara Jyuisi BETEpUHAPHOTO MPUMEHEHUS], POU3BOIUTEND
TAKOT0 JICKAPCTBEHHOT'O MpernapaTta MpeJCTaBIsSeT B YBEAOMHUTEIHHOM MOpSAAKE B (enepaabHbIil opraH
WCTIOTHUTEJIBHOW BJIACTH, OCYIIECTBISIOMUNA (YHKIUUA TO KOHTPOIO (Ham3opy) B chepe obOpamieHms
JICKApCTBCHHBIX CPCACTB JJIsI BETCPUHAPHOTO ITPUMCHCHUA:

1) 1OKyMEHT NPOU3BOAUTEIIS JIEKAPCTBEHHBIX CPEJICTB, MOATBEPAKIAIOUINNA COOTBETCTBUE KauyecTBa
JICKapCTBEHHOTO IMperapara Ui BETEpUHAPHOI'O NPUMEHEHHUS, BBOAMMOIO B TPaXKAAHCKUH 000pOT,
TpeOOBaHMUSM, YCTAHOBIIEHHBIM TIPH €T0 TOCYJApPCTBEHHOHN PETUCTPAIIHH;

2) MOATBECPIKACHUC YHOOJHOMOYCHHOI'O  JIMlla HNPOU3BOAUTCIIA  JICKAPCTBCHHBIX  CPCACTB
COOTBCTCTBHA JICKApCTBCHHOT'O npemnapara JJIA BCTCPHUHAPHOI'O MMPUMCHCHUA Tpe6OBaHI/I$IM,
YCTAHOBJICHHBIM IIpH €TI0 l"OC}/I[apCTBeHHOI\/’I perucTpanunu.

2. Ilepen BBOAOM B TpaxJaHCKUM OOOpPOT Ka)xJOH CEpuHM BBO3UMOTO (IIEPEMEIIAEMOr0) B
Poccuiickyro ®enepaunio JIEKapCTBEHHOIO IIpemapara s BETEPUHAPHOIO INPUMEHEHMs, 3a
UCKIIIOYEHUEM HMMYHOOMOJIOTUYECKOTO JIEKAPCTBEHHOIO IpernapaTa Uil BETEpUHAPHOIO NPHUMEHEHUS,
OpraHu3alys, OCyLIECTBIAIOIIAs BBO3 (IIEpPEMEIIECHUE) JIEKAPCTBEHHOIO TMpernapara i BETEpUHAPHOTO
npuMeHeHns B Poccuiickyio denepanmro, IpeAcTaBIsieT B YBEIOMHUTEIBHOM MOPSAKE B (eaepanbHbIi
OpraH HCIIOJIHUTENBbHONW BJIACTH, OCYHIECTBISAIOIIMN (YHKUMHM 1O KOHTpOJIO (Haa3opy) B cdepe
oOpaIlIeHus JIEKAPCTBEHHBIX CPEJICTB JIJIsl BETEPHHAPHOTO MPUMEHEHUS:

1) TOKYMEHT MPOU3BOAUTENIS JIEKAPCTBEHHBIX CPEJICTB, MOATBEPAKIAIOLINI COOTBETCTBUE KayecTBa
JIEKapCTBEHHOI'O Ipernapara Al BETEpUHAPHOIO NPHUMEHEHHUs, BBOJMMOIO B TIpaKIaHCKUIL 000pOT,
TpeOOBaHUAM, YCTAHOBIIEHHBIM IIPH €TI0 TOCYJApPCTBEHHOM perucTpaiuy;

2) MOATBCPKACHUC JIMIA, YIIOJIHOMOYCHHOI'O ACPIKATCICM HJIW BJIAACIIBIEM PETUCTPALIMOHHOIO
YAOCTOBCPCHUA  JICKAPCTBCHHOI'O  IIpe€riapaTta Jid BETCPUHAPHOTO IMPUMCHCHUSA, COOTBECTCTBUA

www.consultant.ru CrpaHnua 131 u3 169
HafeXXxHasa npaBoBas noaaep)XkKa


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

®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

JIEKapCTBEHHOTO TperapaTa Jisi BETEPUHAPHOTO MPUMEHEHUS] TPeOOBAHUSM, YCTAHOBJICHHBIM TIPU €T0
roCy/1apCTBEHHOW PETUCTPALIUU.

3. BBox B rpaxmaHckuii o0opoT BBo3uMoOro (mepemeniaemoro) B Poccuiickyro ®Depeparuio
JIEKapCTBEHHOI'O TMperapaTa [Uisi BETEPUHAPHOIO NPUMEHEHHS OCYUIECTBISAETCS NpPHU HaJIUMYUU
3aKJIIOUYEHUST O COOTBETCTBHM TIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEIACTB TPEOOBAHHUSM TPABUI
HaJJIexalled MPOU3BOJCTBEHHONW MPAKTUKH, BBIIAHHOTO YIIOJIHOMOYEHHBIM (erepalbHbIM OpraHom
WCIIOJIHUTENIbHOM BJIACTU JUISI MPOU3BOJICTBEHHOW IUIOMIAJKH JIEKAPCTBEHHOTO TMpernapara JJis
BETEPUHAPHOTO MPUMEHEHUS, BBOJUMOTO B TPAKIAHCKHUI 000POT.

4. Jlumno, yNMOJTHOMOYEHHOE Jep>KaTeleM WM BIAJENblIeM PETUCTPALMOHHOTO YIOCTOBEPEHUS
JIEKApCTBEHHOT'0 TMpernapaTa i BETEPUHAPHOTO TNPUMEHEHHS, JO/DKHO OBITh aTTECTOBAHO B
YCTaHOBJICHHOM YTMOJHOMOYEHHBIM (efepaibHbIM OpraHOM HCIIOJHUTENBHON BIACTH MOPSAKE U UMETh
CTaX pabOThl HE MEHEe YeM TMATh JIeT B 00JacTH MPOM3BOACTBA W (WJIM) KOHTPOJS KauyecTBa
JEKapCTBEHHBIX CPEACTB JMOO B 00NacTd MOHHUTOpUHTa dJ(PQPEKTUBHOCTH H  0€30MacHOCTH
JIEKApPCTBEHHBIX TPEMApaTOB I BETEPUHAPHOTO TNPUMEHEHHUS, NPOBOAUMOTO JEpXKaTeIeM WU
BIIQJICTIBIIEM PETUCTPALMOHHOTO YAOCTOBEPEHHUS JIEKApCTBEHHOTO TpermapaTa MAis BETEPUHAPHOTO
MIPUMEHECHHS TUOO YIIOJTHOMOYCHHBIM UMH FOPHIUICCKUM JIUIIOM, BBICIIIEE 00pa30BaHNE COOTBETCTBEHHO
0 OJHOM U3 CIIENUATbHOCTEH U (WJIM) OAHOMY M3 HAMPaBICHUH MOATOTOBKH: OUONOTHsI, OMOTEXHOJIOTHS,
BETEpUHApUsS, BETEPUHAPHO-CAHUTApHAs OJKCIEPTH3a, KIWHWYECKAass MEIUIIMHA, paJUallMOHHAas,
XUMHUYecKass W Ouonormueckas 3amuta, Gapmanus, (QyHZaMeHTadbHas MEIUIUHA, XHUMHUYecKas
TEXHOJIOT S, XUMHSI.

5. Ilopsimox mpencTaBiieHHs B COOTBETCTBUU C 4acTAMU | M 2 HACTOALIEH CTaThU JOKYMEHTOB U
CBEJICHUH O JICKapCTBEHHBIX IMpernaparax Uisi BETEPUHAPHOTO NPUMEHEHHs], BBOJUMBIX B IPa)XIaHCKUN
o0opoT, ycranaBnuBaercs [IpaBurensctBoM Poccuiickoit denepanuu.

6. B oOTHoOmEHHMH TEpBBIX JBYX CEpUH JIEKQpCTBEHHOrO Ipenapara /ajisi BETEPUHAPHOIO
MPUMEHEHUs, BIEpBbIe MpousBeneHHOro B Poccuiickoit ®enepanuu wiM BIEpBbIE BBO3UMOTO
(mepemerraemoro) B Poccumiickyto ®enepanuio, B (deaepanbHbli OpraH WCIIOJTHUTEIHLHOW BIACTH,
OCYHIECTBISIOMUN (PYHKIIMU IO KOHTPOIO (Haa30py) B chepe oOparieHus JeKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOT0 IIPUMEHEHHUs, HApALy C JOKYMEHTaMH, IIPEAYyCMOTPEHHBIMM YacTsMu | U 2 HacTosIen
CTaTbH, NPEICTABISIIOTCS TMPOTOKOJBI HCIBITAHUA O COOTBETCTBUU OJTHX CEpUH JIEKAPCTBEHHOTO
npemnapara ajsd BETCPHUHAPHOI'0 NMPUMCHCHHA ITOKA3aTC/IsIM Ka4CCTBa, NPECAYCMOTPCHHBIM HOPMAaTHBHBIM
JOKYMEHTOM (Z1ajee - MPOTOKOJ HCHBITaHUI), MPOBOJUMBIX AKKPEIUTOBAHHBIMU B COOTBETCTBHH C
3akoHoaarenbcTBOM Poccuiickoii ®enepaumu 00 akKpeAMTaMM B  HALMOHAJIBHOM  CUCTEME
aKKpeIUTAIIMU UCTIBITATEIbHBIMU JIA0OPATOPUSIMU (LIEHTPAMH).

7. ExeronHo He no3gHee | ¢eBpasns NpoU3BOIUTENH JIEKAPCTBEHHBIX CPENICTB WM OpraHU3aliH,
OCYILECTBIISAIOLINE BBO3 (II€PEMEIIEHHUE) JICKAPCTBEHHBIX MTPENapaToB AJsl BETEpUHAPHOTO MPUMEHEHUS B
Poccmiickyro ®enepanuio, TpPEACTaBISAIOT B (eAcpaibHBIA OpraH HMCIOJIHUTEIHLHOW  BIIACTH,
OCYILECTBIIAIOUIMNA (PYHKLNHU 110 KOHTPOJIO (Hai30py) B chepe oOpalieHus JIeKapcTBEHHBIX CPEICTB s
BETEPUHAPHOTO MPUMEHEHHUS, MPOTOKOJ HCIBITAHUN MOCTYNHBIIErO0 B TEUEHHE ToJa B IPa)JTaHCKHUU
000pOT JIEKApCTBEHHOTO Mpernapara sl BETEPMHAPHOTO MPUMEHEHUSI KOHKPETHOTO MPOU3BOAMTENS (Ha
OHY CEpUI0 KaXJOTO TOProBOro HAMMEHOBAHUS C YYETOM JIEKapCTBEHHOW (OpMBI, a s
JIEKapCTBEHHOT'O npernapara Uit BETEPUHAPHOTO PUMEHEHHH, HE SBJISIOIIETOCS
UMMYHOOHOJIOTHYECKUM, TaKXKe C YYeTOM JIO3UPOBKH), MPOBOJUMBIX aKKPEJAWTOBAHHBIMHA B
COOTBETCTBUM C 3aKoHonaTenbcTBOM Poccuiickoit denepanuu 00 akkpeAUTalMy B HAlLMOHAJIBHOMN
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CHCTEME aKKPEIUTALUHU UCIIBITaTeIbHBIMU JIAOOPATOPUSAMHE (LICHTPAMH).

8. BBoxg B TpaxmaHCKuii 00OPOT HMMYHOOHMOJIOTHYECKOTO JIEKAPCTBEHHOTO Tpemapara Ijis
BETCPUHAPHOIO INPHUMEHEHUS, IHpousBeAacHHOro B Poccuiickoit @enepauuu WM BBO3HMOIO
(nepementaemoro) B Poccuiickyro deneparuio, 0CyImecTBIAETCSI HA OCHOBAaHUM pa3pelleHHts], BbIJaHHOTO
(benepaabHBIM OPraHOM MCIIOJIHUTEIBHOM BIIACTH, OCYLIECTBISAIOMNM (PYHKIUN O KOHTPOJIO (HAaA30py)
B c(hepe oOpalleHus JIEKapCTBEHHBIX CPECTB JUIsl BETEPMHAPHOIO MIPUMEHEHH. Y Ka3aHHOE pa3pelieHne
BBIIAETCS HA OCHOBAHMM IPOTOKOJIA MCIIBITAHWM, IMPOBOJAMMBIX aKKPEIUTOBAHHBIMH B COOTBETCTBUU C
3akoHoaarenbcTBOM Poccuiickoii ®enepanuu 00 aKKpeAMTAMM B  HALUUMOHAJIBHOM  CUCTEME
aKKpeIuTallud OpraHu3alisIMU, TOABEIOMCTBEHHBIMU (ellepaIbHOMY OpraHy MCIOJIHMUTENBbHOM BIacTH,
OCYIIECTBIISIIONIEMY (DYHKIIMH TI0 BBIPAOOTKE TOCYJAPCTBEHHON MOJUTHKH M HOPMATHBHO-TIPABOBOMY
peryaupoBaHui0O B c¢epe arponpOMBIIIICHHOTO KOMILIEKca, BKIIoYas oOpalleHHe JeKapCTBEHHBIX
CPEICTB MJIsi BETEPUHAPHOIO IPUMEHEHUs, WU (eAepallbHOMY OpraHy HCHOJHUTEIbHOM BIACTH,
OCYILECTBIISAIONIEMY (PYHKLUHU MO KOHTPOJIIO (HaA30py) B chepe 0OpalieHus JIEKapCTBEHHBIX CPEICTB A
BETEPUHAPHOTO TMPUMEHEHMSI, @ TaKXKe JOKYMEHTOB M CBEIEHUMN, MPEAYyCMOTPEHHBIX 4YacThio 1 (s
IpernaparoB, Npou3BeAeHHbIX B Poccuiickoit denepanun) wim yacTbio 2 (A5 MpemnapaTtoB, BBOZUMBIX
(nepememaembix) B Poccuiickyro denepaliiio) HaCTOSIIEH CTaTbHU.

9. Cpok BblJauM pa3pelieHus, YKa3aHHOTO B YAaCTH 8 HACTOSIEH CTaThHU, COCTABIISET MATh pabounx
[[Hefl CO AHA TMPCACTAaBJICHHUA TMPOU3BOAUTCICM JICKAPCTBCHHBLIX CpPCACTB WA opraHmauMeﬁ,
OCYIIECTBIISOIIEH BBO3 (MEpEeMEIEHHIE) JIEKapCTBEHHOTO Mpemnapara JIjisi BEeTepUHAPHOTO MPUMEHEHHS B
Poccwuiickyro ®enepanmro, B ¢heaepaibHbIii OpraH UCIIOTHATEILHONW BIACTH, OCYIIECTBIISIONINA (YHKIHH
0 KOHTPOIT0 (Haa30py) B chepe oOpallieHus JTeKapCTBEHHBIX CPEACTB JIJIsl BETEPUHAPHOTO MPUMEHEHUS,
JOKYMEHTOB, IPETyCMOTPEHHBIX YaCThIO 8 HACTOSIIEH CTATHH.

10. Pa3pemienue, ykazaHHOE B 4acTH 8 HACTOSLIEH CTaTbU, BBIAAETCS B OTHOLICHUM KaXJOW U3
MEPBBIX JIBYX CEpUd HMMMYHOOHMOJIOTUYECKOTO JIKapPCTBEHHOTO TpemapaTra il BETEPHHAPHOTO
MIPUMEHEHHUs, BIEpPBbIE MpOM3BeNeHHOr0 B Poccuiickoit @enepanuy WIA BIEPBbIE BBO3UMOIO
(nepememaemoro) B Poccuiickyio ®@enepanuto. Takoe pa3perieHre BbIIACTCS Ha BECh CPOK OOpalieHus
CepUd HMMMYHOOHMOJIOTHYECKOrO JIEKApCTBEHHOTO IMpernapara [Jjis BETEPUHAPHOTO TNPUMEHEHHS, B
OTHOIIEHWH KOTOPOHl OHO BbAAHO. B OTHOIIEHHMH MOCIEQYIOIUX CEpU OJHOIO TOProBOTO
HAUMEHOBAHHSI UMMYHOOHOJIOTHYECKOT0 JIEKAPCTBEHHOIO Mpernapara Jisi BETEpUHAPHOTO MPUMEHEHUS,
npousBeneHHoro B Poccuiickoit ®denepanmu uim  BBO3UMOro (mepemMemaeMoro) B Poccuiickyto
depnepalnio, TAKOE pa3pelleHre BBIAAETCS CPOKOM Ha Tpu roa. [lopsaok Bergaun pa3penieHust Ha BBOJ B
IpaXJIaHCKUM 000pOT HMMMYHOOMOJIOIMYECKOrO JIEKapCTBEHHOrO TMpemnapara i BETEPUHAPHOTO
MIPUMEHEHHUs, TOPAIOK BbIIAYM NPOTOKOJIA WCIBITAHUM, YKAa3aHHBIX B YacTU 8 HACTOSIIEH CTaThbu, a
TAaK)K€ METOJMKA ONPENENICHUs pa3MEpoB IUIaThl 3a BbLAAYY YKa3aHHOI'O IPOTOKOJIA HUCHBITAHUMN
ycranasnusaercs [IpaBurensctBoMm Pocculickon @enepanuu.

11. NmmyHOOHMOJIOTHYECKHE JIEKAPCTBEHHBIE Tpenaparbl JUisi BETEPUHAPHOTO IMPUMEHEHMS,
BBEJICHHbIE B TpPaXJaHCKHH OOOpPOT B COOTBETCTBMM C YACTbiO 8 HACTOALIEH CTaThH, MOAJIEXKAT
XPAaHEHMIO, IEPEBO3KE, OTIYCKY, pealu3alyy, Meperade, NPUMEHEHUIO J0 HCTEUEHHs CpOKa HX
TOJXHOCTH.

12. 3a HempencTaBl€HHWE WM HECBOEBPEMEHHOE IIPEJICTaBICHHE JOKYMEHTOB M CBEICHHI,
NPeAyCMOTPEHHBIX YacTaMu | - 3, 6 u 7 HacTosAIIeH CTaThu, IPOU3BOIUTEIH JIEKAPCTBEHHBIX CPEJICTB U
OpTaHU3aINH, OCYIIECTBISIONINE BBO3 (IIepEeMEIIeHIE) JIEKAPCTBEHHBIX MPENapaToB sl BETEPHHAPHOTO
npumeneHus B Poccuiickyto denepanuio, HECYT OTBETCTBEHHOCTh B COOTBETCTBHHU C 3aKOHOJATEIBCTBOM
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Poccuiickoit denepanuu.

13. IIpencraBienne NOKyMEHTOB U CBEICHUH, MPEAYCMOTPEHHBIX YacTsMu 1 - 3, 6 u 7 HacTosIeH
CTaThH, W TOJYYCHHE pa3pEIICHUs, yYKA3aHHOTO B YacTH & HACTOSIIEH CTaThbH, HE TPEOYIOTCS B
OTHOLIEHUM JIEKAPCTBEHHBIX NPENapaToB [JIsi BETEPUHAPHOTO INPUMEHEHUs, NPEJHA3HAYEHHBIX IS
BbIBO3a H3 Poccuiickoii Penepauuu, NpOBEACHUSA NOKIMHUYECKUX MCCIEAO0BAHUM JIEKAPCTBEHHBIX
CPENCTB, KIMHUYECKUX HCCIEIOBAaHUN JIEKAPCTBEHHBIX IPENapaToB JJisi BETEPUHAPHOIO MPUMEHEHUS U
BBO3a JUIS 1I€JIel, yKa3aHHBIX B ITyHKTe 5 yacT 1 crathu 50 HacTosmero denepabHOTO 3aKOHA, a TAKXKE
0o0pa3IoB JICKAPCTBCHHBIX TNPEMapaToB /Ui BETCPUHAPHOTO MPUMEHEHHS, MPEIHA3HAYCHHBIX IS
MPOBEACHUS OSKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B LEISAX OCYILIECTBICHUS TOCYAapCTBEHHOU
perucTpanmu JEKapCTBEHHBIX MPEenapaToB JJIsi BETEPUHAPHOTO MPUMEHEHHUS UM BHECEHUS! N3MEHEHUN B
PErUCTPAaLIMOHHOE A0ChE Ha JIEKAPCTBEHHBIN MTpenapar [yl BETEpUHAPHOTO PUMEHEHHS.

CraTtba 53. lNpopaxa, nepenavya nNnekapCTBeHHbIX CPeACTB OpraHU3aumMsaMm onToBoOMn
TOProBsn NeKapCTBeHHbIMU CpeaAcTBaMu

1. Opranuzanuy ONTOBOW TOPTOBIHU JIEKAPCTBEHHBIMHU CPEIICTBAMH MOTYT OCYIIECTBISTH MPOAAKY
JIEKapCTBEHHBIX CPEJCTB WM TIepeJaBaTh WX B YCTAaHOBIEHHOM 3aKOHOJATEIbCTBOM Poccuiickoi
®Denepanuu nopsaake (3a UCKIIIOUEHUEM (papMaleBTUYECKOW CyOCTaHIIMK CIIUPTA ITUIIOBOTO (3TaHOINA) C
y4eToM TpeOOBaHUl YacTH 3 HACTOSIIIECH CTaThH:

(B pen. @enepanbHbIX 3aKOHOB OT 27.12.2019 N 481-D3, ot 04.08.2023 N 428-D3)

1) ApyrumM opraHu3aisaM ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPEICTBAMU;
2) NPOU3BOIUTENSM JICKAPCTBEHHBIX CPEJCTB IS LIeJIel TPOU3BOACTBA JICKAPCTBEHHBIX CPEICTB;
3) anTeuyHbIM OpraHU3alUsAM U BETEPUHAPHBIM alITeUHBIM OpPTraHU3aLUsIM;

4) Hay4HBIM OpraHU3aLUAM JUIsl HAYYHO-UCCIIEA0BaTENbCKON paboThI;
(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

5) UWHAMBUAYalbHBIM NPEINPUHUMATENSIM, HMEIOIIMM JIMIEH3UI0 Ha (apMaleBTHUECKYIO
JEATEIbHOCTD WIN JTULEH3UI0 HA MEAULUHCKYIO 1E€ATEIbHOCTD;

6) MEIUIIMHCKAM OPTaHMU3aLUsAM, B TOM YHCIIE CO3IaHHBIM U 3apPETUCTPHUPOBAHHBIM B COOTBETCTBHHU
C 3aKOHOAATENIhCTBOM HMHOCTPAHHOTO TrocyAapcTBa - wieHa OpraHuzanu 3KOHOMHUYECKOTO
COTPYAHMYECTBA W  Pa3BUTUS  HMHOCTPAHHBIM  IOPUIMYECKAM  JIMIAM,  HMHIWBHIYaJbHBIM
MPEINPUHUMATEISIM, SIBIISTIONIMMCS YYaCTHUKAMH MTPOSKTa B COOTBETCTBHH ¢ DenepaabHbIM 3aKOHOM OT
29 uronst 2015 roga N 160-®3 "O MexayHaApOIHOM MEAUIIMHCKOM KJIACTEPE M BHECEHUU U3MEHEHUU B
OT/CNIbHBIC 3aKOHOIaTeNIbHBIC aKkThl Poccuiickoii denepanuu'", 1 BETepUHAPHBIM OPTaHU3AIUM;
(B pen. @enepanbHbIX 3aKOHOB OT 26.07.2019 N 240-®3, ot 04.08.2023 N 428-D3)

7) opraHu3anusM W WHAWBUIYAIBHBIM TPEANPUHUMATEISM, OCYIICCTBIISIONIMM pa3BeICHHE,
BEIpANIUBAHUE W COJICPKAHWE JKUBOTHBIX (32 MCKIIOYCHHEM MPOJAXH UM  (PapMareBTUICCKUX
CyOCTaHIIMI UM UX TIepeadn).

(n. 7 B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpFaHI/ISaLII/II/I ONTOBOM TOProBJIN JICKAPCTBCHHBIMU CPEACTBAMH HC BIIPABC OCYLICCTBIIATH

www.consultant.ru CrpaHnua 134 u3 169
HafeXXxHasa npaBoBas noaaep)XkKa


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

®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

npojaxy (mepemadyy B YCTaHOBJIEHHOM 3aKkoHoJaTenbcTBOM Poccuiickoit denepaunu  nopsake)
(hapManeBTHUECKOM CyOCTaHITUU CITUPTA STUIIOBOTO (3TaHOA).
(dacts 2 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

3. Opranu3zanuy ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMHM CPEICTBAMH MOT'YT OCYILIECTBISATH MPOJAKY
(mepenauy B yCTaHOBIIEHHOM 3akoHoJAaTenbcTBOM Poccuiickoit denepanuu nopsiake) JeKapCTBEHHOTO
mpenapara s MEIWLIHUHCKOTO NPUMEHEHHUs C MEXKIyHapOJHbIM HENAaTEHTOBAaHHBIM HAaMMEHOBAaHHUEM
"Dranon":

1) ropUIUYECKUM JTUIaM, UMEIONINM JIMIICH3UI0 Ha (apMaleBTHUYSCKYIO NEATEIBHOCTh B cdepe
oOpallieHus JIeKapCTBEHHBIX CPECTB AJISI MEAUIIMHCKOTO TPUMEHEHHUS,

2) UWHOUBUAYAJIbHBIM MpPEANPUHUMATENSM, HMMEIOIIMM JIMLIEH3UI0 Ha (papManeBTUYECKYIO
JesITeIbHOCTD B chepe 0OpallleHus JIEKAPCTBEHHBIX CPEJICTB ISl MEUIIMHCKOTO MTPUMEHEHMS;

3) HHIAWBUAYAJIbHBIM IMPECANTPHUHUMATEIIAM, UMCIOIIUM JIMOCH3WIO HA MCIUIWHCKYIO ACATCIIBHOCTD,
4) OPUINYICCKUM JINIaM, UMCIOIIHUM JIMICH3UIO Ha MCAUIIUHCKYO JCATCIIBHOCTD,

5) MHOCTpaHHBIM IOPUAUYECKUM JIUIAM W WHAUBUIYAJIBHBIM MPEANPUHUMATENSIM, CO3JaHHBIM U
3apETUCTPUPOBAHHBIM B COOTBETCTBUU C 3aKOHOJATEIBCTBOM HMHOCTPAaHHOIO TOCyJapcTBa - 4YieHa
Opranuzanuu 3KOHOMHYECKOTO COTPYIHUYECTBA W Pa3BUTHSA, SBISIOMIMMCS YYAaCTHUKAMH IMPOCKTa B
cootBeTcTBUU ¢ DenepanbHbIM 3akoHOM OT 29 umroHsa 2015 roma N 160-®3 "O wmexayHapoIHOM
MEIMIMHCKOM KJIACTEPE M BHECEHWW HW3MEHEHUW B OTHEJIbHBIE 3aKOHOJATENbHBbIE aKThl Poccuiickoit
®enepauun";

6) ucHbITaTeIbHBIM JIAOOpaTOpUsIM (LIEHTpaM), MPOBOJSALIMM HCHBITaHUS B 00JacTH KOHTPOJIS
KauecTBa JICKAPCTBEHHBIX CPEJICTB, AaKKPEAUTOBAaHHBIM B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
Poccuiickoit deneparuu 00 akKpeAUTALIMH B HAITMOHAJIBHOW CUCTEME aKKPEAUTAIIIH.

(uacts 3 BBeneHna denepanbHbiM 3aKk0HOM OT 04.08.2023 N 428-D3)

Cratbsa 54. [NpaBuna onToBOW TOProBfy NieKAPCTBEHHbIMU CpeaAcTBaMm

1. OnroBas TOProBis JEKAPCTBEHHBIMU CPEICTBAMU OCYLIECTBIIACTCS IPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX CPEACTB M OPraHM3alUsMHM OINTOBOM TOPIOBIM JIEKAPCTBEHHBIMHU CPEACTBAMHU IO
MpaBWJIaM HajAJexkalleld AUCTPUObIOTOPCKON MPAKTHKHU, YTBEPKIACHHBIM EBpa3uiickoil dIKOHOMUYECKOU
KOMHCCHEM, W INIpaBWIaM XpaHEHUs JIEKAPCTBEHHBIX CPEACTB, YTBEPKICHHBIM YIIOJHOMOYEHHBIM
(benepanbHBIM OPraHOM MCTIOJIHUTEIBLHOMN BIIACTH.

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

2. OpraHu3anus ONTOBOM TOPrOBIM JICKAPCTBEHHBIMH CpEICTBAMHM 00s3aHa COOJIIOIAThH
Ipe/iebHbIE CPOKU OTTPY3KHU 3aTPEOOBAHHBIX allTEYHOW OpraHMU3alMel JIEKApCTBEHHBIX MPENapaToB s
MEIULMHCKOrO IPUMEHEHUS M HE BIPAaBE OTKA3bIBaTh AalTEUYHOM OpraHU3alMHh, C KOTOPOM Yy Hee
3aKJI0YEH COOTBETCTBYIOIIMKA JOTOBOP O IOCTaBKAX JICKAPCTBEHHBIX IPENApaToB I MEIULUHCKOIO
IIPUMEHEHHUs, B IIOCTAaBKE JICKAPCTBEHHBIX IMPENapaToB I MEAULUHCKOrO NPUMEHEHHs NPU HaTU4YUU
3aTpeOOBaHHBIX JIEKAPCTBEHHBIX MPETApaToOB ISl MEIUIIMHCKOTO IPUMEHEHHSI y OpPTraHU3aluy ONTOBOM
TOPIOBJIM JIEKAPCTBEHHBIMU cpelcTBaMU. [IpenenbHble CPOKM OTIpy3KH 3aTpeOOBAHHBIX aNTEUyHOU
OpraHu3alMel JIEKAPCTBEHHBIX IIPENapaToB Uil MEIMIMHCKOTO NPHUMEHEHUS B 3aBUCHMOCTH OT
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pacroyIoKEeHUs] MecTa OTIPY3KH JIEKAPCTBEHHBIX MPErapaTtoB IS MEIUIUHCKOTO MpUMEHEHHUS
YCTaHABIIMBAIOTCS YIIOJTHOMOYECHHBIM (peZiepabHBIM OPTaHOM MCHOJTHUTEIHHOM BIACTH.
(uacts 2 BBeneHa DenepanbHbIM 3aKOHOM 0T 26.03.2022 N 64-D3)

Cratbs 55. I'Iopnp,ox pO3HI/I‘-IHOﬁ TOProBInu nekapCcTtBeHHbIMU NpenapartamMmum

1. Po3Hu4Hass TOProBisl JIEKAPCTBEHHBIMH TMperapaTaMH B KOJIMYECTBAX, HEOOXOIAMMBIX IS
BBITIOJTHEHUSI BpadeOHBIX ((eNbIIICPCKUX) HAa3HAUYCHUN WM HA3HAYCHHUU CICIMAIUCTOB B OOJACTH
BETEPUHAPUHU,  OCYIIECTBISETCS  ANTEUHBIMH  OPraHU3AlMSIMH, BETEPUHAPHBIMH  aNTEUYHBIMH
OpraHu3alMsIMH, WHIUBUTy AIbHBIMU MpEeANPUHUMATEISIMH, HMEIOLIUMHU JIMLIEH3HUIO Ha
(bapManeBTHUECKYI0 JESITeNbHOCTh, MEIUIIMHCKUMH OpTaHU3alUSIMH, HWMEIOUIUMH JIMIEH3UI0 Ha
(dapMareBTHYECKYIO0 JEATCIIBHOCTh, W HX OOOCOOJICHHBIMH ITOAPA3ICICHUSIME, PACHOJOKEHHBIMHA B
CEJIbCKMX HACENIEHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTE€YHbIC OpPTaHU3alUU, U BETEPHUHAPHBIMU
OpraHHU3aIsIMH, UMEIONIMMHY JIMIICH3WI0 Ha (apMaleBTUICCKYIO NeSTCIILHOCTh. Pa3zpenieHa po3HuJHAs
TOPTOBIISL TOJBKO JIEKAPCTBEHHBIMH IpernapaTaMu, 3aperucTpupoBaHHbiMU B Poccuiickoit ®@eneparuu
00 B COOTBETCTBUHU C aKTaMH, COCTaBISAIOMMMH TpaBo Coro3a, WM HM3TOTOBJICHHBIMHU aNTEUYHBIMU
OpraHM3aIHsIMH, BETEPUHAPHBIMHU anTeYHBIMHU OpTraHHU3aIUsIMHU, WHINBUAYATbHBIMU
MPEANPUHAMATEIISIMA, UMEIONIMMH JIMIICH3WI0 Ha (apMarieBTHYECKYIO JIEATeIbHOCTh. Po3HUYHAS
TOPrOBIIL JIEKAPCTBEHHBIMU TMpermapaTaMd OCYIIECTBISETCS MO TMpaBUiIaM HaAJeXkalleld anTedHon
MPAKTUKH, YTBEPKICHHBIM YIIOJTHOMOYEHHBIM (peZIepaibHBIM OPraHOM HCTIOJHUTEILHOM BIACTH.

(B pen. ®enepanbhbix 3akoHOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-®3, ot 30.01.2024 N
1-®3, ot 08.08.2024 N 323-D3)

1.1. Po3HuyHasi TOPromisl JEKapCTBEHHBIMHU TMpenaparaMu s MEIUIIMHCKOTO MpUMEHEeHHs (3a
WCKJIFOYCHHEM JICKapCTBEHHBIX MPENapaToB, OTIYCKAeMbIX MO PEIENTy Ha JEKapCTBEHHBIN Mpemnapar,
HapKOTUYECKUX JIEKAPCTBEHHBIX IMPENapaToB M MCUXOTPOIHBIX JEKAPCTBEHHBIX MPENapaTroB, a TaKKe
CIIUPTOCOACPIKALUX JICKAPCTBEHHBIX TMPEMapaToB ¢ OOBEMHOM JOJIeH STUIIOBOTO CIUPTa CBBIIIE 25
MPOLIEHTOB) MOXET OCYLIECTBIATHCA AaNTEYHBIMU OpPraHM3AIMsIMH  JUCTAHIIMOHHBIM  CIIOCOOOM.
Po3HuuHyt0  TOpProBit0  JIEKAPCTBEHHBIMM  MperapaTaMd Uil  MEAUIIMHCKOTO  MPUMEHEHHS
JUCTAHIIMOHHBIM CIIOCOOOM MOTYT OCYIIECTBIISITH ANTEYHbIE OpPTaHM3AlMM, WMEIOLINE JIUIEH3UI0 Ha
(bapMareBTHYECKYI0 JCATEIBHOCTh M  COOTBETCTBYIOIIEE paspemieHue (eaepaqbHOro  OopraHa
WCTIOTHUTENILHON BJIACTH, OCYIIECTBISIONIET0 (YHKIMM 10 KOHTPOJII U Hau3opy B cdepe
3npaBooxpaHeHus. [lopsaok Bemauud  pa3pelieHuss Ha OCYIIECTBICHHE PO3HHUYHOMW TOPTOBIIH
JIEKapCTBEHHBIMU TpenapaTaMy JUCTAaHIIMOHHBIM CIIOCOOOM, TpeOOBaHUS K aNTEYHBIM OpPraHHU3aIUsIM,
KOTOpBIE MOTYT OCYIIECTBIISATh TaKyH) TOPTOBIIIO, M TOPSIOK €€ OCYIISCTBJICHUS, a TakKe IpaBuia
JIOCTAaBKU JIEKAPCTBEHHBIX MpENapaToB TrpaxiaaHam ycraHaBiuBatorca [IpaBurenbctBoM Poccuiickoii
Oeneparun. Uadopmanus 06 oruraueHHBIX (OTHYIICHHBIX) W MOJYYCHHBIX JICKApPCTBEHHBIX IpernapaTax
BHOCUTCA B CHCTEMY MOHUTOPHHIA [JBHWKEHHUS JIEKAPCTBEHHBIX NPENaparoB s MEIUIUHCKOIrO
IIPUMEHEHHUS B MOPAIKE, IPEAYCMOTPEHHOM 4acThi0 7 cTtaThu 67 HacTosuero @eaepanbHOro 3aKoHa.
(uacts 1.1 BBenena ®@enepanbHbiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Buapl anTeyHBIX OpraHu3alnudii W TpaBWiIa OTIYCKa JICKAPCTBEHHBIX IMpEnapaToB IS
MEIUIIMHCKOTO TMPUMEHEHHS aNTeYHBIMU OpraHU3aldsMU, WHIWBUIYATbHBIMH MPEANPUHUMATEISIMH,
UMEIOIITUMH JIUIIEH3UIO Ha (DapMaIieBTHYCCKYIO JeATCIIbHOCTb, & TAKXKE MpaBuila OTIYCKa JIEKAPCTBEHHBIX
MpemnapaToB Ui MEAUIIMHCKOTO MPUMEHEHUS MEAMIIMHCKUMH OpPTaHU3alUsMU, UMEIOIIUMU JTUIEH3UIO
Ha (apMaIeBTUYECKYIO JCATCILHOCTh, B UX 00OCOOJCHHBIMH TOJPA3/CIICHUSIMHU, PACIIOIOKCHHBIMH B
CEJIbCKMX HACEJICHHBIX IYHKTAaX, B KOTOPBIX OTCYTCTBYIOT alT€YHbIE OPTaHU3AIMH, YTBEPKAAIOTCS
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YIOOJIHOMOYCHHBIM (I)eznepanLHHM OopraHomM HUCIIOJIHUTEIHHOM BIIACTH.
(B pen. denepanbHbix 3akoHOB 0T 25.11.2013 N 317-03, ot 08.08.2024 N 323-D3)

3. IlpaBmiia oTIycka HapKOTHUECKHUX CPEJICTB M NCUXOTPOIHBIX BEIIECTB, 3apErMCTPUPOBAHHBIX B
Ka4eCTBE JIEKAPCTBCHHBIX IPENapaToB, JIEKAPCTBEHHBIX IIPETapaToB, COACPXKAIIMX HAPKOTHYECKHE
CpeACTBa W TICUXOTPOIHBIC BEIIECTBA, YTBEPXKIAIOTCS YIOJIHOMOYEHHBIM (PeaepaibHbIM OpraHOM
UCTIOJTHUTENBHONH BJIACTH MO COTJIACOBAHMIO C (pefepaJbHBIM OpPraHOM HCIIOJHHUTEIFHON BIIACTH,
YIOJIHOMOYEHHBIM B c(epe BHYTPEHHUX Jell.

(B pen. ®exnepanbHoro 3akoHa ot 03.07.2016 N 305-03)

4. JlekapCTBEHHbIC Tpemaparbl s BETCPHUHAPHOTO TMPUMEHEHUS IOJICKAT  OTIIYCKY
BETCPUHAPHBIMH AINTEYHBIMU OPTAHU3AIMUSIMH, BETCPHHAPHBIMH OpPTaHU3AIUSMHU, WHIWBHIYATbHBIMH
MpeaNpUHUMATENSIMU, HMMEIOIIMMHU JIMLIEH3UI0 Ha (apMaleBTHUECKyl0 AesITeNbHOCTh. OTHmyck
JICKaPCTBCHHBIX TPENapaTroB Ui BETCPUHAPHOTO MPHUMEHECHUS OCYIIECTBISICTCS B COOTBETCTBHH C
NpaBWJIaMH HQUISKAIIeH anTeyHOW NPAaKTUKUA JICKAPCTBCHHBIX MPENapaTroB JUIsl BETEPHUHAPHOTO
MIPUMCHCHHUS, YTBEPKICHHBIMH YIIOJTHOMOYCHHBIM ()eepaTbHBIM OPTaHOM HCIIOTHUTEILHON BIACTH.

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

5. llepeyeHb MEAMIMHCKMX OpraHM3alMi, HMEIOIIMUX JHUIEH3UI0 Ha (apMaleBTHUECKYIO
JesITeIbHOCTb, U UX 000COOJICHHBIX MMO/Ipa3/ieeHNi, paCIIOJI0KEHHBIX B CEJIbCKUX HACEICHHBIX IMYHKTaX,
B KOTOPBIX OTCYTCTBYIOT aIlIT€YHBIE OPraHHU3alMH, a TAK)KE IIEPEUYCHb JICKAPCTBEHHBIX IIPENaparos,
pojaXka KOTOPBIX MOXET OCYILECTBJIATHCS YKAa3aHHBIMM OpraHM3alUsIMH M HX 000COOJIEHHBIMU
MOJIpa3/JICICHUsAIMY,  YCTAHABJIMBAIOTCA  MCIOJIHUTEIbHBIMU  OpraHamu cyOwbekToB  Poccuiickoit
denepanuu.

(B pen. @enepanbhbix 3akoHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-®3, ot 08.08.2024 N
232-03, ot 08.08.2024 N 323-03)

6. AnreuyHble OpraHu3allid, WHIAUBUAYaJbHbIC MPEANPUHUMATENN, HMEIOLIUE JHMIEH3UI0 Ha
(bapMaleBTUUECKYI0  JIeSTENbHOCTh, 00s3aHbl  oOecrneunBaTh  yTBEep)KIACHHbIM [IpaBUTENHCTBOM
Poccuiickoit @enepanny u GOPpMHUPYEMBIi B YCTAHOBIEHHOM UM TIOPSIKE MUHHUMAJIBHBIH aCCOPTUMEHT
JIEKapCTBEHHBIX MPENapaToB, HEOOXOIUMBIX JUI OKa3aHUsI MEAMLIMHCKOW MOMOILH.

(uactsb 6 B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnrteuHble OpraHM3alliH, WHIUBHIyalbHbIC NPEANPUHUMATEIN, WMEIOIIUE JHUICH3UI0 Ha
(bapMaHeBTI/ILIeCKYIO ACATCIIBHOCTh, HapAAdy C JICKAPCTBCHHBIMU IIpelapaTaMyd HUMCIOT IIpaBO
npuoOpeTaTh M TpOJaBaTh, B TOM 4YHCJIE AWCTAHIMOHHBIM CIIOCOOOM, MEIUIMHCKHE W3/eus,
Ne3NH(UITUPYIONTUE CPEJICTBA, NMPEAMETBI M CPEACTBA JIMIYHOW TUTHEHBI, MOCYIy IS METUITTHCKUX
IS, IpeIMETHI M CPEACTBA, MPeJHa3HAYeHHBIE I YX0/a 32 OOJEHBIMH, HOBOPOXK/ICHHBIMU U IETHMH,
HC JOCTUTIOHMMHU BO3pacTa TPEX JICT, OYKOBYIO ONTHKY MW CPCACTBA yXOJa 3a HCI\/JI, MUHCPAJIBbHBIC BOMLI,
NOPOIYKTHl JIEYEOHOTO, JAETCKOr0 M JUETHYECKOTO0 NHTaHHs, OWOJIOTMYECKH aKTHUBHBIC J00aBKH,
Hap(bIOMepHBIe U KOCMCTHUUYCCKHEC CpCACTBA, MCAUIIMHCKUC W CAHUTAPHO-IIPOCBCTUTCIIBHBIC ICYATHLIC
W3IaHus, IpeHAa3HAuYCHHBIE JUTSl IPOTIaraHabl 3[0pPOBOr0 00pa3a KU3HH.

(B pea. @enepanbhbix 3akoHOB OoT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-D3)

8. JlestenpHOCTh anTe4yHbIX opranu3zauuii Boopyxenusix Cun Poccuiickoit ®enepanuu, Ipyrux
BOMCK, BOMHCKUX (DOPMUPOBAHUI M OPTaHOB, B KOTOPBIX 3aKOHOJATeNbcTBOM Poccuiickoit deneparuu
MPEIyCMOTPEHO TIPOXOXKJACHUE BOEHHOW CITy)KOBI WM  (enepaTbHON TOCYAapCTBEHHOM CITYXKOBI,

www.consultant.ru CrpaHnua 137 u3 169
HafeXXxHasa npaBoBas noaaep)XkKa


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

®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

CBA3aHHOM C IIPAaBOOXPAHUTEIBHOM JEATEIBHOCTBIO, periaMeHTupyercs Hacrosmum dDenepalbHbIM
3aKOHOM W YTBEP)KACHHBIMH COOTBETCTBYIOIIUMH (e/iepaibHBIMH OpraHaMH HWCIIOJHUTEIFHON BIACTH
ITIOJIOKCHHUSIMU. KOHTpOHL 3a COGHIOI[CHI/ICM YKa3aHHbIMU aIllITCYHBIMU OPraHu3aluiaIMu MOJIOKEHUU
Hactosimero denepanbHOrO 3aKOHAa OCYIIECTBISIETCS COOTBETCTBYIONMIMMHU (DelepalbHBIMUA OpraHaMu
HUCIOJIHUTEILHOM BIACTH.

(B pen. deaepanbHoro 3akoHa ot 13.07.2015 N 262-D3)

9. Yrparun cuny c¢ 1 auBaps 2021 roga. - @enepanphslii 3akoH ot 03.04.2020 N 105-P3.

KoncynsrantlIntoc: mpumeyanue.
C 01.03.2026 cr. 55.1 yrpauuBaet cuiy (D3 ot 20.10.2022 N 405-D3).

Cratba 55.1. MNMopsagok ocywecTBNeHUs PO3HUYHOM TOProBU JeKapCTBeHHbIMU
npenapatamMum AnA MeOUUUHCKOro TMPUMEHeHusl, OTnyCcKaeMbiMM MO peuenTy Ha
NeKapCTBEHHbIN Npenapart, AUCTaHLUOHHbIM CNOCOOOM

(BBeneHa dPenepanbHbiM 3ak0HOM OT 20.10.2022 N 405-D3)

1. B nmepuon ¢ 1 mapra 2023 roma mo 1 mapra 2026 roga B ropoje ¢enepaibHOro 3Ha4CHHUs
Mockse, B benropoackoit 1 MockoBCKO# 00s1acTsX (manee B HaCTOSAIIEH cTaThe - CyOheKThl Poccuiickoii
deneparun) NpeaycMaTpUBaeTCsl MPOBEICHHE YKCIIEPUMEHTA 110 OCYIIECTBICHUIO PO3HUYHONW TOPTOBIU
JIEKapCTBEHHBIMU TpenapaTtaMu JUIsi MEIUIIMHCKOTO MPUMEHEHHS, OTIYyCKaeMbIMU IO pELEenTy Ha
JIeKapCTBEHHBIH Mpenapar, IUCTAaHIIMOHHBIM CIIOCOOOM (ajiee - SKCIIEPUMEHT).

2. B pamkax sKCIEpHUMEHTa €ro YYacTHMKHM BIpaBe AMCTAHLMOHHBIM CIOCOOOM OCYIIECTBIISThH
PO3HUYHYIO TOPTOBITIO JIEKAPCTBEHHBIMU MpeNapaTaMu Ui MEIUIIUHCKOTO TPUMEHEHHUS, OTITYCKaeMbIMU
[0 PELENTy Ha JICKApCTBEHHBIM mpemnapar (B TOM 4uCiI€ CPOPMUPOBAHHOMY B (GopMe 3JIEKTPOHHOTO
JOKYMEHTa B TUYHOM KaOWHETe rpakJaHWHA Ha €IWHOM TOopTajie U (WJIM) Ha PEerHOHAJIBHBIX MOpTaliax
TOCY/IapCTBEHHBIX W MYHHIIUTIATHHBIX YCIIYT) ¥ BKIFOUEHHBIMH B TICPEUYCHB JICKAPCTBCHHBIX MPEIIApaTOB
1 (papMakoTepaneBTUYECKUX TPYIII JIEKAPCTBEHHBIX MPEMapaToB, pa3pelICHHBIX K pealn3aliy B paMKax
AKCIIEPUMEHTA, YTBEP)KICHHBIH YIIOJTHOMOYCHHBIM (peiepallbHbIM OpraHOM HCIIOJHUTEIIBHON BIIacTH (32
UCKITIOYEHHEM JICKaPCTBEHHBIX MpPENapaToB, COAEPKAIIMX HAPKOTHYECKHE CPENCTBA, MCHUXOTPOIHBIC
BEIIECTBA M UX IMPEKYpPCOPHI, JICKAPCTBEHHBIX TIPENapaToB, COJCPKANIMX CHIIHOJACHCTBYIOIIHEC
BEIIECTBA,  paaunodapMalleBTUYECKUX  JICKAPCTBEHHBIX  TpEnaparoB,  HMMMYHOOHOJIOTHUYECKUX
JICKapCTBCHHBIX IPEIapaToB, a TaKKe JICKAPCTBEHHBIX IMPENapaToB, Uil KOTOPHIX B COOTBETCTBHU C
WHCTPYKLUMEH MO TPUMEHEHHUIO JIEKApCTBEHHOTO IIpermapaTa YCTAaHOBIEH TEMIIEPATYPHBIH PEXUM
XpaHeHus: HIKe 15 rpaxycoB llenbens, cnupTocoaepKamuX JEKapCTBEHHBIX MPENapaToB ¢ 00bEMHOM
JOJIEH STUJIOBOTO CIHPTa CBBINIE 25 TMPOIEHTOB M JIEKAPCTBEHHBIX IPEMapaToB, W3TOTOBICHHBIX
anTeUYHBIMM  OpraHu3anusMu).  Kpurepuw  BKIIOYCHHS  JICKAPCTBCHHBIX  IPEMapaToB |
(bapmakoTepaneBTHUECKHUX TPYMIT JIEKaPCTBEHHBIX MPENapaToB B yKA3aHHBIN MepEeYeHb YCTaHABIUBAIOTCS
[TpaButensctBoM Poccuiickoir @eaepanuu. [looxkeHNUs] HACTOAILLIECH CTATbU HE PACHpPOCTPAHSAIOTCA Ha
JIEKapCTBEHHBIE MpernapaThl, OTIHyCKaeMble OECIIATHO WIIM CO CKHJIKOW TpaKIaHaM, UMEIOIIUM MpPaBo Ha
oOecrieueHHe JIGKAPCTBEHHBIMH TIperapaTaMH 3a CYeT CPEACTB  OIO/DKETHBIX  aCCHTHOBAHHMA
dbenepanpHOro Or0MKETa U O10KETOB CyOBeKkTOB Poccuiickoit deneparium.

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

3.  VYyacTHUKaMM  OKCHEpUMEHTa  SBIAIOTCS  YIOJIHOMOYEHHBIH  (enepaibHbli  oprax
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

UCTIOJIHUTEJIBHOW ~ BJIACTH, YIMOJHOMOYEHHBIC WCIIOJHUTENbHBIE OpraHbl CcyOBbekToB Poccuiickoit
denepanuy, MEAULMHCKIE OPraHU3allMU M aNTeuHble OPraHU3alllM, COOTBETCTBYIOLIUE TPEOOBAHUSAM,
YCTaHOBJIEHHBIM B COOTBETCTBUH C YACThbIO 4 HACTOSIIEN CTATHH.

(B pen. deaepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

4. TlonoxxeHne O MOPSAKE MPOBEACHUS SKCIIEPUMEHTA, B TOM YHUCIE TPEOOBAaHUS K MEAULIUHCKUM
OpraHM3alysM M anTeYHbIM OPTraHU3ALMAM, SABIIIIOIIAMCS YYAaCTHUKAMM OJKCIIEPUMEHTA, IOPSIOK
OCYIIIECTBJIEHUS] PO3HUYHON TOPrOBJIM JIEKAPCTBEHHBIMHU MpeNapaTaMy sl MEIULUHCKOTO IPUMEHEHMS],
OTIIyCKAa€MBbIMM IO PELENTy Ha JIEKapCTBEHHBIN Ipernapar, AUCTaHLHOHHBIM CIOCOOOM, TpeOOBaHUS K
JOCTaBKE TaKMX JIEKAPCTBEHHBIX IIpENapaToB TIpaxKJaHaM, IpaBUia BbIJAYM pa3pelleHus Ha
OCYILECTBJICHUE PO3HUYHON TOPTOBJIN JIEKAPCTBEHHBIMU MpENapaTaMy 111 MEIULIUHCKOTO IPUMEHEHHS],
OTIYCKaeMBbIMU 1O peLEeNnTy Ha JIEKapCTBEHHBIN IMpenapar, AUCTAHLIMOHHBIM CIHOCOOOM, YTBEpPXKAaeTcs
[IpaButensctBoM Poccuiickoit ®denepaunu. TpeboBaHMsS K anTeUHbIM OPraHU3aLUAM, SBISIOIIMMCS
YYaCTHHKAMHU JKCIEPUMEHTa, HE MOTryT OBITh HHXKE TpeOOBaHM, YCTAHOBJIEHHBIX K aNTEYHBIM
OpraHu3alMsaM B COOTBETCTBUU C 4acThio 1.1 cTaTeu 55 HacTosmero denepanbHOrO 3aKOHA.

5. YnonHoMoueHHBbIH (enepanabHblil OpraH HCIOIHUTENBHOM BIacTu:

1) ocylecTBIss€T METOAUYECKOE COIPOBOKICHHUE HKCIEPUMEHTA, BKIIOYAs METOAUUYECKOE
COIIPOBOKICHUE JIEATENLHOCTH MEAUIIMHCKUX OPraHU3alMil U alTeUYHbIX OpraHu3aluii, y4acTBYIOLIUX B
SKCIEPUMEHTE, 10 0(POPMIICHHIO, HCIIOJIBF30BAaHUIO U XPAaHEHHIO PELIENTOB Ha JIEKAPCTBEHHBIN Iperapar,
B TOM 4HcIIe CHOPMHUPOBAHHBIX B (POPME AIIEKTPOHHBIX JOKYMEHTOB;

2) npexacrasnsier B IlpaBurensctBo Poccuiickoit ®enepanuu mnpeaBapUTENbHBIM (B HEpUOA
IIPOBE/ICHUS HKCIEPUMEHTa, HO HE TO3[HEe 4YeM 3a JBa Mecsla J0 HCTEYCHUs CPOKa IPOBEACHUS
AKCIIEPUMEHTA) U UTOTOBBIN (IT0 OKOHYaHUH 3KCIIEPUMEHTA, HO HE MO3HEE YEM Yepe3 JiBa MecsIa Mocie
HCTEUCHMS CPOKa IMPOBEICHUS SKCIEPUMEHTA) AOKJIAAbl O pe3yibTaTaxX MpPOBEAEHUS HKCIEPUMEHTA U
MIPEIJIOKEHUS] O BHECEHUU U3MEHEHHH B 3aKOHOJATENbCTBO 00 00pallleHNH JIEKapCTBEHHBIX CPEICTB.

6. YII0JIHOMOYEHHBIN HCTIOJIHUTENbHBIN oprad cyobekTa Poccuiickoit denepanuu:
(B pen. ®enepanbrHoro 3axkoHa ot 08.08.2024 N 232-D3)

1) BIIpaB€ YCTAHOBUTD 0COOEHHOCTH MMPOBEACHUA DKCIICPUMCHTA,

2) yTBep)KIaeT MOPSAOK OTOOpa METUIIMHCKAX OpraHW3aluid W AalnTe4YHbIX OpTraHW3allduil JUIs
ydacTHs B HKCHEPUMEHTE, a TaKKe IMPOBOAUT TaKOH OTOOP M YTBEp)KIAeT NEpevyeHb MEIUIMHCKHUX
OpTaHU3aIMil U MMEepPEeUeHb alTEYHBIX OPTaHU3aINi, COOTBETCTBYIONINX TPEOOBAHHUSIM, YCTAHOBICHHBIM B
COOTBETCTBHUH C YaCTbIO 4 HACTOALLEH CTAThU, U SIBJISIOIINXCS YYaCTHUKAMH dKCIIEPUMEHTA;

3) ocyuiecTBissi€T MOHUTOPUHI HPOBEICHUS DKCIEPUMEHTAa U MPEJICTABISET €ro pe3yjbTaThl B
YIOJIHOMOYEHHBIN (eiepabHblil OpraH UCIOJHUTENBHOM BIACTH;

4) obecneunBaer HWH(DOPMANMOHHO-TEXHHYECKOE OOECICUCHUE TMPOBEICHUS OSKCIICPUMEHTA
MOCPEIICTBOM HCIIOJIb30BaHMsI TOCYIAPCTBEHHON MH(POPMAIIMOHHON CUCTEMBI B cepe 3paBOOXpPaHEHUS
cyonrekta Poccwmiickoii ®Dexepanuu M (WIM) MEIUIUHCKHX WH(GOPMAIMOHHBIX CHCTEM MEIUIIMHCKUX
OpraHu3aIii, SBISIOIIMXCS YYaCTHHUKAMHM OSKCIIEPUMEHTa, W WX B3aWMOJCHCTBHS C CIUHOMN
rocyJIapCTBEHHON HHPOPMAIITMOHHON CUCTEMOM B chepe 3IpaBOOXpaHEHUSI.
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[ata coxpaHeHus: 14.10.2025

7. MG,Z[I/IL[I/IHCKI/IG opraHu3alvi MW alTCYHBIC OpraHU3alMi BIIPABC OTKA3aTbCAd OT YYaCTUA B
AKCIIEPUMEHTE, TO0JIaB B YIIOJHOMOYCHHBIA MCTIOJHUTEIBHBIN opraH cyObekTa Poccuiickoit denepannn
COOTBETCTBYIOIIEEe OOpalieHie B TUCbMEHHOU opMme.

(B pen. deaepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

8. AmnTe4yHble OpPTraHU3AINH, SBISIONIMECS yYaCTHUKAMU JKCIEPUMEHTA, OO0sI3aHBI NP TPOIaKe
JTUCTAHIIMOHHBIM CITOCOOOM JIEKAPCTBEHHOTO Mpernapara sk MEIUITUHCKOTO IPUMEHEHUS, OTITYCKAeMOT0
0 PEIenTy Ha JICKApPCTBEHHBIN MpemapaT, 00eCeYnTh MPH OCYIIECTBICHUU TOCTABKU HICHTU(DUKAIIUIO
JUYHOCTH TpaXJaHWHA, ITOJYYaroIIero TaKoW JICKapCTBEHHBIM Tpernapar, B MEIsIX YCTaHOBICHHS
COOTBETCTBHUSl €0 JIMYHOCTH M JIMIA, YKAa3aHHOTO B pEIENTe Ha JIGKAPCTBEHHBIM Mpemapar (ero
3aKOHHOTO TIPEJCTABUTEISA), JMOO JIWIA, YIOJTHOMOYCHHOTO JIMIIOM, YKa3aHHBIM B pelenTte Ha
JICKaApCTBEHHBIH Mpernapar (ero 3aKOHHBIM TPEACTaBUTENIEM), Ha TIOJIYUYCHUE JIEKAPCTBEHHOTO Mpernapara
(manee B HACTOSIICH CTAThE - JIMIIO, YKA3aHHOE B PEIeNTe (3aKOHHBIN MPEICTaBUTENb, YIIOJTHOMOUYCHHOE
JIUIIO).

9. Jluno, ocymecTBismOlee JOCTAaBKy JICKapCTBEHHOrO Ipernapara JAis  MEQUIMHCKOrO
NPUMEHEHMs, OTIyCKaeMOoro IO peLenTy Ha JIeKapcTBEHHBIM Ipemapar, 00s3aHO MOTpeOoBaTh Yy
IpaKJaHMHA, [TOJYYaIOLIEro TAKOM JIEKapCTBEHHBIN IIpenapar, NpeabsBUTh TOKYMEHT, YAOCTOBEPSIOIIHN
€ro JIMYHOCTh, JUI1 UAECHTHU(QHUKALMU JIMYHOCTH 3TOTO Ipa)kIaHUHA U YCTAaHOBJIEHUS COOTBETCTBMS €ro
JUYHOCTH M JIMIA, YKA3aHHOTO B pELENTe (3aKOHHOTO MpPEICTaBUTEINS, YNOJIHOMOYEHHOro Juua). B
Clly4ae BBISABIICHUS HECOBIAACHMS JIMYHOCTU IPakJaHUHA, MOJIY4aroUlero JEKapCTBEHHBIN Ipenapar, u
JMIA, YKa3aHHOTO B PELENTE (3aKOHHOI'O MPEACTaBUTENS, YIOJHOMOUYEHHOIO JIMLA), a TAKKEe B CIydae
OTKa3a TpakJaHWHA, I[OJYYaIOLIEro  JIGKAPCTBEHHBIM  IIpernapar, MNpPEeIbsSBUTb  JTOKYMEHT,
YAOCTOBEPAIOIUN €ro JIMYHOCTD, JIMIO, OCYLIECTBIAIONIEE NOCTAaBKY JIEKAPCTBEHHOIO Ipenapara Juis
MEAHULMHCKOTO MPUMEHEHHsI, OTITyCKAaeMOr'o [0 pelenTy Ha JIEKapCTBEHHBIN Mpenapar, 00s3aHO BEPHYTh
TaKOW JIEKAPCTBEHHBIN ITpEnapar B alTCYHYI0 OPraHU3aLUIO.

10. TlontBepxnaeHuem (akra mepenayd JIEKAPCTBEHHOro Mperapara Uil MEAULUHCKOIo
IIPUMEHEHHUS, OTIyCKAaeMOro IO pEeLenTy Ha JIEKApCTBEHHBIH Ipenapar, JHIly, YKa3aHHOMY B peLenTe
(3aKOHHOMY MPEACTaBUTENI0, YIOJIHOMOYEHHOMY JIMILY), SIBJISIFOTCS KAacCOBBIM Y€K M MOJMMCH JIMLA,
MIOJIyYMBILEr0 TaKOM JIEKapCTBEHHBIM Iperapar, Ha JOKYMEHTE O IOJyY€HHU TaKOro JIEKApCTBEHHOTO
npenapara 1no Qopme, YTBEpXAaeMOW YIOJIHOMOYEHHBIM (eepabHbIM OpPraHoOM HCIIOJHUTEIbHON
Binactu. llocne mepenaum JexkapcTBEHHOIO Ipemnapara JUIy, YKa3aHHOMY B pelenTte (3aKOHHOMY
IIPEJCTaBUTEIIO, YMOJHOMOUYEHHOMY JIMIlY), 3TOT JOKYMEHT IepelaeTcsl JMILOM, OCYIECTBHBIIUM
JOCTaBKY TaKOI'o JIEKAPCTBEHHOI'O Ipernapara, B aNTEUYHYI0 OpPraHU3aluio, OCYLIECTBHUBILYIO OTIIYCK
JIEKapCTBEHHOI'O Ipenapara. B cilydae BBIABICHHS NpU Iepelade JIMIY, yYKa3aHHOMY B peLenTe
(3aKOHHOMY  TIPEACTAaBUTEINIO, YIOJHOMOUYEHHOMY JIMILy), JICKQpCTBEHHOTO TpemapaTta (hakToB
MEXaHUUYECKOTO MOBPEKICHUS €ro WIM €ro YMAaKOBKM TaKOM JIEKapCTBEHHBIN IIpernapaT JIMILOM,
yYKa3aHHbIM B pELENTe (3aKOHHBIM MPEICTaBUTENIEM, YIOJIHOMOUYEHHBIM JIMIIOM), HE MPUHUMAETCA WU
BO3Bpalaercs 0Oe3 ero OIulaThl JIUILY, OCYIIECTBHMBILIEMY JOCTaBKY JIEKapCTBEHHOIO Ipernapara u
00eCTIeYnBarOIIEMy €r0 BO3BpAT B alITEUYHYIO OPraHU3aIHIO.

11. 3a napywenusa 3akoHopatenbcTBa Poccuiickoii denepanuu, COBEPIICHHbIE MPU MPOBEACHUU
SKCIEPUMEHTA, €ro YYaCTHUKH HECYT OTBETCTBEHHOCTb, YCTAaHOBJEHHYIO 3aKOHOJATEIbCTBOM
Poccuiickoit denepanuu.

12. KoHTponb 3a HCHONHEHHEM TpeOOBAHUMN, CBSI3aHHBIX C IPOBEJECHHUEM OKCIIEPUMEHTA,
OCYILECTBIIsICTCS (peiepajbHBIM OPraHOM MCIIOJHUTEIBHON BIIACTH, OCYLIECTBISAIOMINMM (DYHKIMM IO
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

KOHTPOJTIO ¥ HA/I30pY B chepe 3mpaBoOXpaHEHUS, B IOPSAKE, ycTaHOBIEHHOM DenepanbHbIM 3aKOHOM OT
31 urons 2020 roma N 248-D3 "O rocyaapcTBEHHOM KOHTPOJIE (Ha130pe) U MyHHUITUTIATLHOM KOHTPOJIE B
Poccuiickoit ®eneparun’.

CraTba 56. M3roToBneHne 1 oTnyck rekapcTBeHHbIX NpenapaTtos

1. W3rortoBneHue JI€KapCTBEHHBIX IPENapaToB aNTEUYHBIMU OPTraHU3ALMSIMH, BETEPUHAPHBIMU
anTeYHbIMM OpraHU3alMsSM{, UMEIOUIMMHM JIMLIEH3UI0 Ha  (apMaleBTHUECKYI0 JESTEIbHOCTD,
OCYILECTBIISICTCSI 0 pelentaM Ha JEeKapCTBEHHbIE IIpenaparbl, MO TPeOOBaHUAM METULIMHCKUX
OpraHM3alii, BeTepUHAPHBIX OpraHU3alMi WIM OpraHu3alMil (MHIMBHUIYAJIbHBIX MpEANpUHUMATENEH),
OCYIIECTBIAIOIMUX PAa3BEICHNE, BEIPAIIMBAHUE U COACPKAHUE KUBOTHBIX, B COOTBETCTBUHU C IPaBUJIAMHU
W3TOTOBJIIEHUS W OTIIyCKAa JIGKAPCTBEHHBIX IPENapaToB, YTBEPKICHHBIMU  YIIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM MCTIOJIHUTEILHOMN BIIACTH.

(B pen. @enepanbHbix 3aKk0HOB 0T 05.12.2022 N 502-®3, ot 30.12.2021 N 463-D3)

2. Ilpy M3roTOBIEHUM JIEKAPCTBEHHBIX IIPENAPATOB alTEYHBIMU OPraHU3aLUsIMU, BETEPUHAPHBIMU
anTeYHbIMM  OpraHU3alMsSM{, UMEIOUIMMHM JIMLIEH3UI0 Ha  (apMaleBTHUECKYI0  JESTEIbHOCTD,
UCTOJB3YIOTCS JIEKAPCTBEHHBbIE IMpenapatbl U (Wwin) ¢apMmaleBTUYeCKHe CyOCTaHLMU, BKJIIOUYEHHBIE
COOTBETCTBEHHO B I'OCYJAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEICTB JUI MEIULUHCKOIO IIPUMEHEHHS],
rOCyIapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEICTB Ul BETEPUHAPHOTO NPUMEHEHUs, €AMHBIA PEecTp
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBPa3suiiCKOro 3KOHOMHMYECKOTO COK03a, EIUHBINA PEECTP
3apErMCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IIpenapaToB EBpa3suiickoro 3KOHOMUYECKOTO
COI3a B YCTAHOBJIEHHOM Iopsake. He nmomyckaercs HM3roTOBIEHHE AaNTEYHBIMH OPTraHMU3aLUsMU,
BETEPUHAPHBIMU  ANTEYHBIMH OpPraHU3aLMsAMM, HMEIOIIMMHU JIMIEH3UI0 Ha (papMaleBTHUECKYIO
IesITeTbHOCTD, JIEKAPCTBEHHBIX MpPENapaToB, 3aperuCTpUpoBaHHbIX B Poccwiickoit denepanyu n1ubo B
COOTBETCTBUH C aKTaMH, COCTaBIAOIMUMU NpaBo Coro3a.

(B pen. @enepanbHbix 3ak0HOB OT 05.12.2022 N 502-®3, ot 30.01.2024 N 1-D3)

3. MapkupoBKa JIEKapCTBEHHBIX MPEMapaToB, M3TOTOBICHHBIX ANTEYHBIMU OPTraHU3AIMIMH,
BETCPUHAPHBIMH ANTCYHBIMH OPTaHM3ANMSIMH, WMCIONIMMH JIMICH3UIO Ha (PapMareBTUIECKYIO
JeSTeNbHOCTh, U OQOPMIICHHE TaKUX IMPEnaparoB JOKHBI COOTBETCTBOBATH IMpPaBHIIaM, YKa3aHHBIM B
yacTu 1 HacTosIeH CTaTbH.

(B pen. ®enepanpHoro 3akona ot 05.12.2022 N 502-03)

4. AnrteuHble OpraHu3alliM, BETEPUHAPHBIC ANTEYHBIC OpPraHU3aIMH, HMEIOIIUE JIMIICH3WI0 Ha
(bapMalreBTHUECKYIO IeSTENbHOCTh, HECYT OTBETCTBEHHOCTh 32 HECOOIIO/IEHUE TIPABUI U3TOTOBJICHUS U
OTIYCKa JICKAPCTBEHHBIX MPEMAPATOB B COOTBETCTBUU € 3aKOHOJATENbCTBOM Poccuiickorn denepanu.

(B pen. ®enepanbHoro 3akona ot 05.12.2022 N 502-03)

Cratbsa 57. 3anpelleHne npoAaxu oTaAeNbHbIX NleKapCTBEeHHbIX CPeACTB
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 292-03)

1. 3anpemnaeTcst mpoaaxka (GanbCu(UIIMPOBAHHBIX JIEKAPCTBECHHBIX CPEICTB, HETOOPOKAYCCTBCHHBIX
JICKApCTBEHHBIX CPECTB, KOHTPA(AKTHBIX JIECKAPCTBEHHBIX CPEIICTB.

2. 3anpeniaercs npojaxa:

1) JICKApCTBCHHBIX MNPCIIApaTOB I MEAUIUHCKOTO ITIPUMEHCHU A, B OTHOIICHUH KOTOPBIX B CUCTEMCE
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[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

MOHI/ITOpI/IHI‘a JOBUXXCHUA HeKapCTBCHHBIX HpenapaTOB JIA MEOAUIIUHCKOI'O HpI/IMCHCHI/I}I OTCYTCTByIOT
CBEJICHUS O HAHECEHUH CPEJICTB UACHTHU(PUKAINK U (MJTH) CBEACHHUS O BBOJIC B TPakKIaHCKU 000pOT;

2) JEeKapCTBEHHBIX TMPEMapaToB s MEIUIIMHCKOTO TNPUMCHEHUS, B OTHOIIECHHH KOTOPBIX
OCyIIECTBIICHA OJOKMPOBKA BHECECHHS B CHCTEMY MOHHTOPHHTA JBIIKCHHS JICKAPCTBEHHBIX MPEIapaToB
JUIS. MEJTUITMHCKOTO TPUMEHEHHSI CBEICHUN O BBOJE B TpaxkIaHCKUWA 000poT, 00 obopoTe wiu o
MpeKpanieHuu 000poTa;

3) nexkapCTBEHHBIX NpemnapaToB M MEAULUHCKOIO IPUMEHEHMS, IPHUMEHEHUE KOTOPBIX
IPUOCTAHOBJIEHO T10 PELICHUIO YIIOJIHOMOYEHHOI0 ()e1epalbHOr0 OpraHa UCIOJHUTENbHOM BIACTH;

4) nexapCTBEHHBIX MPENaparoB IS METUIIMHCKOTO MPUMEHEHHUS, TPAKIAHCKUNH 000pPOT KOTOPBIX
MIPEKPAILLEH;

5) JICKApPCTBCHHBIX NPCIIapaTOB I MECAULIUHCKOI'O IPUMCHCHHA, CPOK 'OJHOCTH KOTOPBIX UCTCK;

6) JICKAPCTBCHHLIX IpCrapaTtoB M MEAULMUHCKOTO IPUMCHCHHS, B OTHOIICHWH KOTOPBLIX HE
CO6J'IIOI[€HBI Tpe6OBaHI/I$I, OIIPCACIICHHBIC HA OCHOBAHUHN YaCTU 5 crateu 67 HaCTOAIICTO CDeI[epaJ'IBHOFO
3aKOHa.

3. JleiicTBHE MOJOXKEHUH YacTU 2 HACTOSIICH CTaThU HE PAacCHpOCTPAHSETCS Ha JIEKApCTBEHHBIE
npenaparsl, yka3aHHble B yacTu 7.1 ctateu 67 HacTosmero denepasbHOro 3aK0HA.

4. Tlopsimox NMpUMEHEHHs IOJIOKEHMM 4acTH 2 HACTOSALIEW CTaTbU M CPOKM IPHUMEHEHUS TaKOro
nopsiika ycra"asnusarores [IpasurensctBom Poceniickoit denepanun.

Cratbsa 58. XpaHeHuMe nekapCTBEHHbIX CPeacTB

1. XpaHeHHe JICKAPCTBCHHBIX CPCACTB OCYIICCTBILACTCA IMPOU3BOAUTCIIAMU JICKAPCTBCHHBIX
CPEICTB, OpraHU3alMsAMH  ONTOBOH  TOPTOBIM  JICKAPCTBEHHBIMH  CPEACTBAMH,  alTCUYHBIMH
opraHnmsanusiMu, BCTCPUHAPHBIMU aIlITCYHbIMHU opraHu3anusiMu, WHAUBUAYaJIbHBIMHU
NpeANPUHUMATENSIME, UMEIOLIIMMH JIUIIEH3UI0 Ha (hapMalleBTUUECKYIO JEATEILHOCTh WM JIMICH3HUIO Ha
MCIUIHUHCKYIO OCATCIbHOCTb, MCIWIWHCKUMHU OpraHu3aluiaiMi, BCTCPUHAPHBIMH OpraHU3aldsaIMU U
WHBIMH  OPTraHM3alUsMH, OCYIICCTBISIOIIMMH OOpaIleHHe JIEKapCTBEHHBIX CPEACTB. XpaHEHHE
JICKAPpCTBCHHBIX CPCACTB MIJId BCTCPUHAPHOIO IPHMCHCHUA OpraHu3allusIMM W HWHIAWBUAYAJIbHBIMHA
OpEANPUHUMATENISIMH B CIIydasiX, €CJIM OHHM HCIOJB3YIOTCS HCKIIOUYHATENIBHO TMIPU  pa3Be/ICHHH,
BbIpallluBaHWH, COACPKAHUN W JICUCHUHN KUBOTHBIX, MOXCT OCYIICCTBIIATHCA oe3 MOJIYUCHUA JIMICH3UU
Ha (hapMaIleBTUUECKYIO AEATEIBHOCTb.

(B pen. ®enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

2. IlpaBmia  XpaHEHMs  JICKAPCTBEHHBIX  CPEACTB  YTBEPXKAAIOTCS  COOTBETCTBYIOLIMM
YIOJHOMOYEHHBIM (eiepaibHbIM OPIraHOM UCIIOJIHUTEILHOU BIACTH.

3. XpaHeHUE HAPKOTUYECKUX JIEKAPCTBEHHBIX CPEICTB, NCUXOTPOMHBIX JICKAPCTBEHHBIX CPEACTB,
paguodapMarieBTUYECKUX  JIEKAPCTBEHHBIX  CPEICTB  OCYIIECTBISIETCS B COOTBETCTBHH  C
3akoHozarenbeTBOM Pocceuniickon denepanum.

Cratba 58.1. lpeamMeTHO-KONMUYECTBEHHbIA Y4YeT JieKapCTBEeHHbIX CpeacTB Ans
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

MeAULMHCKOro npMmMmeHeHus
(BBeneHna deaepanbHBIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. IlepeueHp JIEKapCTBEHHBIX CPEICTB I MEOUIMHCKOIO INPUMEHECHMs, MMOMJIEKAIUX
MPEIMETHO-KOJIMYECTBEHHOMY  Y4€Ty, YTBEP)KIAeTCs YIOJIHOMOYEHHBIM (elepaabHbIM OpraHoM
VCIIOJIHUTEIIBHOM BJIACTH.

2. HOpH,Z[OK BKJIFOUCHUSA JICKAPCTBCHHLIX CPCACTB IJid MCAHUIMWHCKOrIO IPUMCHCHUA B INICPCUCHBb
JICKApPCTBCHHBIX CPEACTB JIA MCAUIUHCKOIO NPUMCHCHHA, MOMJIC)KAIUX NPEIMCTHO-KOJINYCCTBCHHOMY
ydeTy, YyCTaHaBIHMBAETCS YIOJHOMOYECHHBIM (elepalbHbIM OPraHOM HCIOJHUTEIBHOM BIACTH TI0
COTJIACOBAHUIO C (efepabHBIM OpraHOM HCIIOJHUTEIBHONH BIACTH, YIOJHOMOYEHHBIM B cdepe
BHYTPEHHHX JIEJI.

(B pen. ®exnepanbHoro 3akoHa ot 03.07.2016 N 305-03)

3. IIpenMeTHO-KOIMYECTBEHHBIM YYET JIEKAPCTBEHHBIX CPEICTB Ul MEIULUHCKOTO IPUMEHEHHUS
BEIyT IMPOU3BOJIUTENN JIEKAPCTBEHHBIX CPEJCTB, OPraHU3allMM ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU
CPEACTBaMU, allT€YHbIC OPraHU3alUyd, WHIWBHUAYAJIbHBIC INPEANPUHUMATEIIH, UMEIOIINE JIMLCH3UIO Ha
(bapMareBTHYECKYIO AEATEIBHOCTD WM JIMICH3UI0 Ha MEIUIIMHCKYIO NEATENIbHOCTh, M MEIHIIMHCKUE
OpraHu3aliK, OCYLIECTBIAIOIINE 0OpallleH!e JIEKAPCTBEHHBIX CPEACTB AJIS MEAUIIMHCKOTO NPUMEHEHNH,
MyTEeM PETUCTPAIMU JIOOBIX CBA3aHHBIX C UX OOpaIleHHUEeM OIepanuii, P KOTOPHIX M3MEHSETCS HX
KOJINYECTBO U (WJIM) COCTOSIHUE, B CIIEIMANIbHBIX J)KypHAJIax ydyeTa olepaluii, CBI3aHHbIX C OOpalleHueM
JIEKapCTBEHHBIX CPEACTB JUIsl MEIUIIMHCKOTO IPUMEHEHUS (JaJiee - CTIeHUaIbHbIE )KYPHAJIBI).

4. TlpaBuna perucTpaluy oOINepalui, CBSI3aHHBIX C OOpallleHHEeM JIEKapCTBEHHBIX CPEICTB IS
MEUIIMHCKOTO MPUMEHEHHMS], BKIIIOUEHHBIX B MEpPEUYEHb JIEKAPCTBEHHBIX CPEACTB I MEIUIIMHCKOTO
IIPUMEHEHHUS, TOUIEKAIINX PEIMETHO-KOJIMYECTBEHHOMY YY€Ty, B CIEIIMAJIBHBIX JKypHaJaX U IpaBuia
BEJCHUS M XPAaHCHHS CIECHUANBHBIX J>KypHAJIIOB YTBEPIKIAIOTCS YIOJTHOMOYECHHBIM (eaeparbHbIM
OpPraHOM UCIOJIHUTEIbHON BIACTH.

5. KouTponb 3a coOmoieHHEeM TMpaBWJ PErUCTPAlMKM OMEpaIfii, CBSI3aHHBIX C OOpalIeHHEM
JIEKapCTBEHHBIX CPEICTB ISl MEAMIIMHCKOTO MPUMEHEHUS, BKIIOYEHHBIX B MEPEUYCHb JIEKAPCTBEHHBIX
CpCaACTB JiI MCAULNMUHCKOTO TIPUMCHCHHA, MNOMICKAIIUX HNPCAMECTHO-KOJINYCCTBECHHOMY YUYCTYy, B
CHEIHMalbHBIX JKypHalTaX, a TakKe 3a COONIOJCHHEM MpaBWI BEACHHUS M XPAaHEHUS CIEIUaTbHBIX
KYPHAJIOB BO3JIaracTCsi Ha YIOJHOMOYCHHBIE (erepaibHble OpraHbl HCIOJHUTEIHHOW BJIACTH H
UCIIONTHUTENIbHBIE Opranbl cyObekToB Poccuiickoit denepanuu, OCyIIECTBISAIONINE JHUIIEH3UPOBAHHE
MPOM3BOJICTBA  JICKAPCTBEHHBIX  CPEICTB, (apMalEeBTUICCKOW JIEATCIBHOCTH W METUITMHCKOM
JEeSTeIbHOCTH, U OCYILIECTBISETCS B paMKax JIMIEH3MOHHOTO KOHTPOJISL.

(B pen. ®enepanbuoro 3axkoHa ot 08.08.2024 N 232-D3)

Maea 11. YHUMTOXEHUE NNIEKAPCTBEHHbLIX CPEACTB
Cratbsa 59. OcHOBaHMA M NOPAAOK YHUUTOXEHMUSA NeKapCTBEeHHbIX CPpeacTB
1. HemoOpokadecTBEHHBIE JIEKApPCTBEHHBIE CPENCTBa, (anbCU(UIIMPOBAHHBIC JIEKAPCTBEHHBIC
CpeACTBAa TMOJUIEKAT M3IBATHUIO M3 OOpalleHHss W YHHUYTOXKEHHIO B TOPSAKE, YCTAaHOBICHHOM

[IpaButensctBoM Poccuiickoit ®@enepanuu. OCHOBaHMEM [UIsl YHUUTOKEHUS JIEKAPCTBEHHBIX CPECTB
ABJIACTCS ~ pEIIEHHE  BJIAJENblia  JIEKAPCTBEHHBIX  CPEICTB,  PEIICHHE  COOTBETCTBYIOLIETO
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®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

YIIOJIHOMOYEHHOTO (heZepallbHOTO OpraHa UCTIOJHUTEIBHON BIACTH WIH PELICHHUE Cy/a.
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. KonTpadakTHbIe JIEKAPCTBEHHBIE CPEACTBA MOMAJIEKAT UIBATUIO U3 OOpAILICHHUS U YHHUTOXKCHHIO
1o pemeHuro cyna. [lopsaaok yHHUYTOXKEHUsT KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB YCTAHABIMBAETCS
IIpaBurensctBoM Poccuiickoit denepanuu.
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Pacxompl, CBsi3aHHBIE C YHHYTOXKEHHEM KOHTpPAa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB,
HET0OPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB, (hanbcU(DUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB,
BO3MEILIAKOTCS UX BJIAJEIBLEM.

4. Bnanenern J€KapCTBEHHBIX CPEJCTB JOJDKEH NPEICTaBUTh B YIOJIHOMOYEHHBIH (enepanbHbIi
OpraH WCIOJHUTEIbHOM BIJIACTU JOKYMEHT WJIM 3aBEPEHHYI0 B YCTAHOBIECHHOM IOPSJKE €ro KOIIHUIO,
MOJTBEep XK Iatonre (akT YHUUTOKEHHS JICKApCTBEHHBIX CPEICTB.

5. CoOTBEeTCTBYIOIIMN YIOJIHOMOYEHHBIH (hefepaibHbli OpraH HCIHOJIHUTENBHOM  BIACTH,
NPUHSBIIUKA pelieHre 00 YHUYTOXKEHHWU JIEKapCTBEHHBIX CPEACTB, OCYIIECTBISIET KOHTPOJb 3a HX
YHUUYTOKEHUEM.

6. VYHUYTOXEHHE JICKAPCTBEHHBIX CPEACTB MPOU3BOIUTCS OpPraHU3aALUSIMH, HWMEIOIIMMHI
COOTBETCTBYIOIIYIO JIMIICH3HIO, HA CIICIIUATBHO 000PYA0BAaHHBIX IUIOMIAIKAX, MTOJUTOHAX U B CHICIIHAEHO
000pYy/IOBaHHBIX MOMEIIECHUSAX C COONIOCHHEM TPeOOBaHUN B 00JIACTH OXPaHBl OKPYXKAIOIICH Cpeibl B
COOTBETCTBUHU C 3aKOHOAATenbCTBOM Poccuiickoii denepanmu.

7. HapkoTuyeckue JI€KapCTBEHHbIE CpPEICTBA, IICUXOTPOIIHBIE JIEKAPCTBEHHBIE CPEACTBA,
panuodapmaneBTHYECKUE  JIGKAPCTBEHHBIE  CPEJCTBA  YHUYTOXKAIOTCS B COOTBETCTBHM  C
3aKoHO1aTenbCcTBOM Pocculickon Penepanum.

Mnasa 12. TOCYOAPCTBEHHOE PEIyYJIMPOBAHUE LEH
HA NEKAPCTBEHHbIE NMPEMAPATbI ANnA MEAUMLUUWHCKOIo NPUMEHEHUA

Cratba 60. NlocynapcTBeHHOE perynupoBaHue LieH Ha JieKapCTBeHHble npenapartbl
ANA MegULMHCKOro NpMMeHeHuUs

1. TocymapcTBeHHOE pETyJIMPOBaHHWE IIEH Ha JICKAPCTBEHHBIC Tpenaparbl IS METUIITHCKOTO
MPUMEHEHHS OCYIIECTBIISIETCS TOCPEICTBOM:
(B pen. ®enepanbHoro 3akoHa ot 26.03.2020 N 67-D3)

1) yrBepxnenus IlpaBurensctBom Poccuiickoit deaepanyu nepeuHs KU3HEHHO HEOOXOAUMBIX U
BaKHEHMIINX JIEKAPCTBEHHBIX IPENapaTroB, KOTOPHI (QOpMHUpPYETCS U HE pEeXe OJHOro pa3a B Toj
IIEPECMATPUBAECTCSI B YCTAHOBJIEHHOM MM IIOpSAIKE HA OCHOBE KOMIUIEKCHOM OLICHKHM JIEKAPCTBEHHBIX
npernaparoB, BKJIIOYas aHaJIW3 CBEACHWH O CPAaBHUTEIBHOW KIMHUYECKOH A(PQEKTUBHOCTH U
0€30IaCHOCTH  JIEKAPCTBEHHOT'O CPEJCTBA, OLEHKY OSKOHOMUYECKHMX HOCIEICTBHA TNPUMEHEHUS
JIEKAPCTBEHHOT'O CPEACTBA M M3YYEHHE JAOINOIHUTENBHBIX IOCIEACTBUN NMPUMEHEHHUS JIEKapCTBEHHOTO
CPEICTBa;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2020 N 206-D3)
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2) yTBEepKICHUS METOJUKM pacdyera NpPENeTbHBIX OTIYCKHBIX II€H MPOU3BOIUTENICH Ha
JICKapCTBCHHBIC TIpENaparhl, BKJIIOYCHHBIC B IEPCUYCHb JKM3HCHHO HEOOXOIUMBIX M BaKHEHIIIHMX
JIEKapCTBEHHBIX MPENapaToB, a TaKKe BHEAPEHUS MEXaHH3MOB ()OPMUPOBAHUS CHCTEMBI PeepEeHTHBIX
LeH;

(B pen. @enepanbHbix 3ak0HOB 0T 22.12.2014 N 429-03, ot 06.06.2019 N 134-03)

3) TroCymapCTBEHHOW pPETHMCTpAallMA TPEJCIBHBIX  OTIMYCKHBIX IIEH TPOU3BOJMWTENCH Ha
JIEKapCTBEHHBIE TIpEraparhl, BKJIIOYCHHBIE B IEPEUYCHb JKU3HEHHO HEOOXOMUMBIX M BaKHEHIIMX
JICKapCTBCHHBIX MPETIapaTOB;

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

4) BeneHUs TrOCYIJapCTBEHHOIO peecTpa MPEIENIbHbIX OTIYCKHBIX II€H IPOU3BOJIUTENEH Ha
JICKapCTBEHHbIE IMpEnaparhbl, BKJIIOYEHHbIE B IMEPEYEHb >KU3HEHHO HEOOXOIUMMBIX W BaKHEHIIUX
JIEKAPCTBEHHBIX IPENAPATOB;

5) yTBepXkIEHUS METOJUKH YCTAHOBJICHUS HMCIOJHHUTEIBHBIMH OpraHamMu cyOBekToB Poccuiickoii
@ez[epaum/l MMpEaACIIbHBIX PAa3MEPOB OIMTOBLIX Ha[[6aBOK " OpCACIbHBIX pa3sMCPOB POSHUYHBIX HaI[6aBOK K
(aKTHYECKUM OTITYCKHBIM II€HAM, YCTAHOBJICHHBIM MPOU3BOJUTEIISIMU JICKAPCTBEHHBIX MPEIapaToB, Ha
JICKApCTBCHHBIC IIpCriapaTbl, BKIIOYCHHBIC B TICPCUYCHb KHWU3HCHHO H€06XOI[I/IMBIX U BaXHEUIINX
JICKaApCTBEHHBIX TPENapaToB;

(B pen. ®enepanbrHoro 3axkoHa ot 08.08.2024 N 232-D3)

6) yCTaHOBIJIEHUS IMpeNIeNIbHBIX pa3MEpOB ONTOBBIX HAaJ0ABOK M MPEJEIIbHBIX Pa3MEpOB PO3ZHUYHBIX
Ha/I0aBOK K (aKTHYECKUM OTITYCKHBIM II€HaM, YCTAaHOBJICHHBIM IPOW3BOJUTEISIMU JIEKAPCTBEHHBIX
IpenaparoB, Ha JIEKAPCTBEHHbIC NpenapaThl, BKIIOYEHHbIE B MNEPEUYECHb >KU3HEHHO HEOOXOAUMBIX U
BAKHEWIIINX JICKAPCTBEHHBIX IIPENapaToB;

6.1) ompenenenus IlpaButrenscTtBoM Poccuiickoit ®enepanuu mopsaka EeHOOOpa3oBaHHS Ha
HE3apErUCTPUPOBAHHBIC JIEKAPCTBEHHBIE MPENapaThl AJIsI MEIUIIMHCKOTO MPUMEHEHHS], KOTOPBIE BBE3EHBI
B Poccuiickyro ®enepauuto ajig OKa3zaHUs MEAUIMHCKOW IOMOIIM MO >KU3HEHHBIM IIOKAa3aHUAM
KOHKPETHOI'O MalMeHTa U MEXKIYHAPOAHBIE HEMATECHTOBAHHbIE, WU TPYIIIUPOBOYHBIE, WIM XUMUYECKUE
HAUMEHOBAHMSI KOTOPBIX COAEpXaTcsi B TEpeyHe JKU3HEHHO HEOOXOMUMBIX U BaXKHEHIINX
JIEKapCTBEHHBIX MPEMAPATOB;

(m. 6.1 BBenen denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

7) yTBEpKACHHsSI TIOpsAAKA BBIIAYM TPEANHCAHUN HMCIOJHUTEIBHBIM OpraHaM CyObEeKTOB
Poccuiickoit denepanuu o0 NpUBEAECHUNA B COOTBETCTBUE C 3aKOHOIATENIbCTBOM Poccuiickon denepaunun
penieHnid 00 YCTAaHOBJICHHM TMPEACIBHBIX Pa3MEpPOB OINTOBBIX HAA0ABOK W TIPEICIBHBIX pPa3MEpPOB
PO3HMYHBIX HaA0aBOK K (PaKTHUECKMM OTIMYCKHBIM II€HaM, YCTAHOBJICHHBIM TMPOU3BOAUTEISIMU
JICKapCTBEHHBIX NPENapaToB, Ha JIEKAPCTBEHHBIC IPEINaparhl, BKIIOUYECHHBIE B IEPEYCHb KU3HEHHO
HEOOXOMUMBIX U BaXXHEWIIUX JIEKAPCTBEHHBIX MPENapaTroB, €CIM OHU TMPUHATHI C HaPyUICHHEM
3aKkoHoarenscTBa Poccuiickont denepannu, B nopsKe, ycraHoBiaeHHOM [IpaBurensctBoM Poccuiickoit
denepauny;

(B pen. ®enepanbuoro 3akoHa ot 08.08.2024 N 232-D3)

8) HampaBieHUS YHOJIHOMOYEHHbIM  (efepaJbHbIM  OpraHOM  HCHOJHMTENbHOM  BJIAacTH
HCIIOJIHUTENIbHBIM opraHaM cyO0bekToB Poccuiickoii ®Denepanuu MNpeaNnucaHUN O TMPUBEICHUU B
COOTBETCTBHE C 3aKOHOAaTenbcTBOM  Poccuiickoit  ®enepauuu HOPUHATBIX € HapyLICHHEM
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3akoHoJaTenbcTBa Poccuiickoit dexepanuu penieHnii 00 yCTaHOBICHUHU MPEACTbHBIX pa3MepOB ONTOBBIX
Ha/0aBOK M MpPEJENIbHBIX pa3MEpOB PO3HUYHBIX HAJ0ABOK K LI€HAM Ha JIEKAPCTBEHHBIE IPENapartsl,
BKJIIOYCHHBIE B TIEPEUYEHB )KU3HEHHO HEOOXOIMMBIX U BAXKHEHIIINX JICKAPCTBEHHBIX MIPEapaToB;

(B pen. deaepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

9) ocymecTBieHus (QenepatbHOTO roCcy1apCTBEHHOTO HaA30pa B chepe oOpalieHust JIeKapCTBEHHBIX
CPEICTB M PErMOHAIBHOIO TOCYNAapCTBEHHOIO KOHTPOJS 3a NPUMEHEHHEM IIEH Ha JICKapCTBEHHBIC
Ipernaparbl COOTBETCTBEHHO YIOJHOMOUYEHHBIMH (eiepaJbHBIMI OpraHaMH HCIIOJHUTEIBHON BIACTH U
WCIIOTHUTENIbHBIMUA OpraHamMu cyobekToB Poccuiickoit denepanid COTIaCHO HMX KOMIETCHIIMU B
nopsiake, ycranosiueHHoM [IpaBurensctBom Poccuiickon Penepannu;

(B pen. @enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-@3, ot 08.08.2024 N 232-D3)

10) npuMeHeHHS TPEIyCMOTPEHHBIX 3aKOHOJATeNnbcTBOM Poccuiickoir  ®Denepaumu  mep
OTBETCTBEHHOCTH 3a HapylIeHHE TIOpsAaKa IeHOOOpa30oBaHUS Ha JIEKApCTBEHHBIC IpenapaThl,
BKJIFOUCHHBIE B IIEPEUYCHB )KU3HEHHO HEOOXOAMMBIX U BaKHEUIIINX JIEKAPCTBEHHBIX MPETapaToB.

(B pen. ®enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

2. B ycnoBusix 4ype3BblYaiHONW cUTyallMu U (WJIKM) MPU BO3ZHUKHOBEHUHU YIPO3bI PACIIPOCTPAHCHHUS
3a00JIeBaHMUs, TPECTABIISAIONIETO OMACHOCTH I OKPYKAIOIIMX, & TaKXKEe B CIIy4ae, €Clid B TCUCHHE
TPUILIATU KaJICHIApHBIX JHEW mocie npuHsatusa [IpaBurensctBom Poccuiickon denepanuu pemieHus o
MPOBEJICHUM MOHUTOPHHIA PO3HUYHBIX LIEH HA JIEKAPCTBEHHBIC MPENAPATHI, HE BKIIOUECHHBIE B IEPEUCHB
KU3HEHHO HEOOXOIMMBIX W BaXHEHWIIUX JIEKapCTBEHHBIX IMpENapaTtoB, Ha TEPPUTOPHUAX CYOBEKTOB
Poccuiickoit @enepanyy BBIABIECH POCT PO3HUYHBIX LIEH HAa YKa3aHHbBIC JICKAPCTBEHHBIE IIpenaparsl Ha
TpHUALIATH TIPOLeHTOB U Oonee, [IpaButenbcTBo Poccuiickoii @enepanuu BpaBe yCTAHOBUTH NPEIETbHbBIE
OTIYCKHBIE LEHBI MPOU3BOJUTENICH HA YKa3aHHBIE JICKAPCTBEHHBIE MPENAPAThl, MPEACIIbHBIE Pa3MEPHI
ONTOBBIX HAA0ABOK U TpeAeTbHbIe pa3Mephl PO3ZHUYHBIX HaJA0aBOK K (DAKTHUECKUM OTIYCKHBIM II€HAM
MPOU3BOAMUTENEH HA yKAa3aHHbBIC JIEKAPCTBEHHBIC Mpenaparsl. [lepedeHs JIEKapCTBEHHBIX MPEenapaToB, HE
BKJIIOUEHHBIX B MEPEYCHb >KU3HEHHO HEOOXOAMMBIX W BAKHEHMIIUX JIEKApCTBEHHBIX MpenaparoB, H
nopsiiok ero popmupoBanus onpexaenstorcs [IpasurensctBom Poccuiickoit denepanmu.

(uacts 2 BBeneHa denepanbHbiM 3aK0HOM OT 26.03.2020 N 67-D3)

3. B TeueHue neBsiHOCTa KaJleHAApHBIX JHEH co nHA yTBepkaeHus IIpaBurenscTtBom Poccuiickoit
@Denepanyy NepeyHs, YKa3aHHOTO B YacTH 2 HACTOSLIECH CTaThbH, HE JOIYCKAIOTCS pealu3alus U OTILYCK
BKJIFOUEHHBIX B HEro JIEKAPCTBEHHBIX IMPENapaToB IO II€HAM, MPEBBIIMIAIOIIUM MpPEENIbHbIE OTIIYCKHbIE
LIEHbl NPOM3BOAUTENICH HA yKa3aHHBbIE JIEKapCTBEHHBIE IIPENapaThl, NPEACIbHBIE Pa3MeEpbl ONTOBBIX
HaJ0aBOK ¥ TpeNeibHbIE pa3Mepbl PO3HUYHBIX HAN0aBOK K (PaKTHUECKUM OTITYCKHBIM IICHaM
NpOM3BOUTENEHl Ha YyKa3aHHblE JICKApCTBEHHbIE IpernapaTrbl € Y4YeTOM Hajora Ha J00aBICHHYIO
CTOMMOCTb.

(uacts 3 BBeneHna denepanbHbIM 3aKOHOM OT 26.03.2020 N 67-D3)

Koncynbrantlntoc: npumeyanue.
[Tomoxenus ct. 61 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs MpPeaOCTaBICHUS T'OC. yCIyT
MOCPEACTBOM €AMHOM CUCTEMBI U (WJIM) eAMHOro nopTaia, npuMensitores ¢ 01.01.2026.

Cratba 61. locypapcTBeHHas perucTpaumsi M nepeperucrtpauus npegenbHbIX
OTNYCKHbIX LEeH npou3BoAUTENien Ha reKapcTBeHHble npenapaTtbl, BKHO4YEHHble B
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[ata coxpaHeHus: 14.10.2025

nepeyeHb XXU3HEHHO HEOOXOAMMbIX U BaXXHEMLUMX fleKapCTBEHHbIX NpenapaToB
(B pen. @enepanproro 3akoHa ot 06.06.2019 N 134-D3)

1. IlpenenbHasi OTHYCKHAs II€HA MPOM3BOAMUTENS Ha JICKAPCTBEHHBINM MNpemnapar, BKJIIOYEHHBIA B
NepCUYCHbL  JKU3HCHHO HGOGXOI[I/IMI:IX U BaKHEHUIIHNX JICKAPpCTBCHHBLIX  HPCIIapaToB, IIOAJICKUT
rOCy/IapCTBEHHOW PErucTpaluu B MOpsake, ycraHoBieHHOM [IpaButensctBoMm Poccuiickoit denepanuu,
Ha OCHOBAHUU HAINpPaBJIEHHOTO IMOCPEICTBOM €MHOTO TOpTaja B YIIOJTHOMOUYCHHBIH (enepaabHblil opran
WCTIOJIHUTECIIGHON  BJIACTM WJIM  JIMYHBIA KAaOMHET YIOJHOMOYECHHOTO (helepajabHOro  opraHa
UCIIOHUTENILHON BJAacTH B €IWHOM cHCTeMe, MOJMUCAHHOTO YCWJICHHON KBamu(pUIIMPOBAHHOM
ANIEKTPOHHON MOJIMUCHIO 3asdBJICHUS JAepiKaTels WIM BIaJeNblla PErMCTPAMOHHOTO YJIOCTOBEPEHHUS
JIEKapCTBEHHOTO TpemnapaTa (yIOJIHOMOYEHHOTO UM JTUIA).

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

2. 3aperucTpupoBaHHas TMpeAeNbHAs OTIYCKHAas IIeHa TMPOU3BOAMUTENS Ha JIEKapCTBEHHBIH
mpemapar, BKIIOUCHHBIM B TIEPEYCHb JKM3HCHHO HEOOXOJMMBIX U BXKHEHIIMX JICKAPCTBCHHBIX
MperapaToB, MOKET ObITh MEPEPETUCTPUPOBAHA B CTOPOHY YBEIMYCHUSI OJUH pa3 B KaJICHIAPHOM TOIY
HAa OCHOBAaHWUM HAMPABICHHOTO 10 | OKTAOpS KaXIOTro TojJa IMOCPEACTBOM EIMHOTO IopTaia B
YIIOJIHOMOYCHHBIA  ()eficpalibHbId  OpraH  WCIOJHUTEIBHOW  BIACTH WM  JIMYHBIA ~ KaOWHET
YIOJHOMOYCHHOTO (peIepaIbHOTO OpraHa HMCIIOJIHUTEIHHOW BJIACTH B €IUHOW CHCTEME, MOAMCAHHOTO
YCUJICHHOW KBaJTM(UIIMPOBAHHOW AJICKTPOHHOW TMOJIKMCHIO 3asBJICHUS JICpXKATeNsl WIM BJaJeNblia
PETHCTPAIIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO Tpernapara (YIoJTHOMOUYESHHOTO UM JIHIIA).

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

3. 3apeructpupoBaHHas TpeAeTbHAs OTIMYCKHAs II€HAa TMPOWU3BOAMTENS Ha JIEKAPCTBEHHBIN
npenapar, BKJIIOYCHHBI B TMEPEeYeHb JKU3HEHHO HEOOXOMMMBIX W BaKHEHIINX JIEKapCTBEHHBIX
MperapaToB, MOXKET OBITh IEPEPETUCTPUPOBAHA B CTOPOHY CHIDKEHHS Ha OCHOBAaHUH HAIPABICHHOTO
MOCPEACTBOM €IMHOTO TOpTalia B YIIOJHOMOYEHHBIH (hefiepaibHbIi OpraH UCIOTHUTEIBHOM BIACTH WU
JVYHBIA KaOMHET yIIOJIHOMOYEHHOTO (peIepaibHOTO OpraHa CIIOJHUTEIBLHON BIACTH B €MHON CHCTEME,
MOJNMCAaHHOTO YCHJICHHON KBaTH(UIIMPOBAHHON 3JEKTPOHHOH TMOAIMMUCHIO 3asiBICHHS JepiKaTels WU
BJIAJIENIblIa PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO TMpemnapara (YHOJIHOMOYEHHOTO UM
JU1A).

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

4. Jlepxarenab WM BIaJeNiel]l PETrHMCTPALIMOHHOTO YJOCTOBEPEHMs JIEKapCTBEHHOIO Ipenapara
(YIIOJIHOMOYEHHOE MM JIMI0) 00s13aH HANpaBUTh MOCPEICTBOM E€AMHOIO IMOpTajia B YINOJTHOMOYEHHBIH
(benepanpHbIl OpraH UCIOJHUTEIBLHON BIACTH WM JIMYHBIN KaOMHET YyHOJIHOMOYEHHOTO (erepaabHOro
OpraHa HCIIOJIHUTENBHON BJIACTH B €JUHOW CUCTEME IOANMCAHHOE YCWJIEHHON KBaJU(pUIUPOBAHHOU
3JIEKTPOHHOHN IMOJAIUCHIO 3a8BJICHUE O MEPEPErucTpalli 3apEerUCTPUPOBAHHON MpeAeabHON OTITYCKHOMN
LIEHbl TIPOU3BOAMTENS Ha JIEKAPCTBEHHBIN Mpenapar, BKIIOUYEHHBIN B MepedeHb KU3HEHHO HEOOXOAUMBIX
Y BaXKHEHIINX JeKapCTBEHHBIX MpenapaToB, B CTOPOHY CHUKEHHUS B CIEAYIOMINUX CIydasX:

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

1) cHI)KEHUE 1IeHbl B MHOCTPAHHOW BaJIIOTE HA JIEKAPCTBEHHBIN Mpenapar B CTpaHe MPOU3BOANUTENS
u (W) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIM IpemapaT 3aperuCTpUpOBaH U (WJIM) B KOTOpHIE
MIOCTABIISETCS IPOU3BOAUTEIIEM;

2) CHWXKEHHE IIeH Ha pedepeHTHBIC JICKAPCTBEHHBIC IMpEmapaThl B COOTBETCTBUU C IyHKTOM |
HACTOAIIEH dYacTh (IUVIE COOTBETCTBYIOLIMX BOCIPOU3BEACHHBIX, OMOAHAJIOTOBBIX (OMOMOJOOHBIX)
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JIEKapCTBEHHBIX MPENapaToB);

3) mpeBbIICHUE TPENETbHON OTITYCKHOM IIEHBI Ha TMEPBBIA BOCIPOU3BEICHHBIN, OMOaHAIOTOBBII
(OmorooOHBIN) JIEKAPCTBEHHBIH MpenapaT WHOCTPAHHOT'O MPOU3BOJCTBA HAJl MPEENbHONW OTITYCKHOMN
IIEHOH MPOM3BOIUTENSI HA BTOPOM BOCTIPOM3BEACHHBIN, OMOaHATIOTOBBIN (OMOTIOA00HBIHN) JIeKapCTBEHHBIH
rpenapar, paCCUiUTaHHOM B COOTBETCTBUU C METOAMKOM, yTBep:kIeHHOU IIpaButensctBoM Poccuiickoi
denepanuu;

4) mpeBbIILICHUE MPEIEIBbHON OTIYCKHOM IIEHBI HA TEPBBI BOCIPOU3BEICHHBIN, OMOaHAIOTOBBIH
(6uomoAOOHBIN) JIEKAPCTBEHHBIM Tpenapar MpPOU3BOAUTENSI TrocynapcTBa - uieHa EBpaswuiickoro
SKOHOMHMYECKOTO COI03a HaJ MpEACIbHOM OTIYCKHOW LIEHOM TNpPOM3BOAMTENS Ha BTOpPOU
BOCIIPOU3BE/ICHHBINA, OMOaHaIoroBbl (OMONMONOOHBIN) JIEKAPCTBEHHBIM Ipenapar MPOU3BOIUTEINS
rocyapcTBa - wWieHa EBpa3uMiiCKOro 3KOHOMHYECKOIO CO033a, PAaCCUYUTAHHON B COOTBETCTBHM C
METOAMKOH, yTBepKaeHHOM [IpaButensctBOoM Poccuiickon @enepannm.

KoncynbranTllntoc: npumedanue.
C 01.03.2026 ct. 61 nononusercs 4. 4.1 (O3 ot 31.07.2025 N 304-D3). Cm. Oyay1uiyio peIakiuio.

5. Ilopsinok nepeperucTpanyy 3aperucTpUPOBAHHBIX IIPEAEIBHBIX OTIIYCKHBIX LIEH IPOU3BOUTENCH
Ha JIEKapCTBEHHBIC Mpernaparbl, BKIIOYEHHBIE B TMEpPEUYCHb XU3HEHHO HEOOXOIUMBIX M Ba)KHEMIINX
JIEKapCTBEHHBIX IIPENapaToB, B CiydasX, IPEIyCMOTPEHHBIX 4YacTAMHU 2 - 4 HACTOALIEH CcTaThy,
ycranaBiauBaetcs [IpaButenscTBoM Poccuiickoi denepanuu.

6. DKOHOMUYECKMI aHalIW3 IpeNeIbHONW OTIYCKHOM ILIEHbl IPOM3BOJUTENS HA JIEKAPCTBEHHBIN
Ipenapar, BKIIOYEHHBIH B IIEpEYEHb JKU3HEHHO HEOOXOIUMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX
[penaparoB, IMpPHU €€ TOCYAAPCTBECHHOW PpEruCTpalMy WIM IEpPEeperucTpanuud  OCYILECTBISACTCA
(benepaqbHBIM OpPraHOM HCIOJHUTENBHOM BJIACTH, OCYIIECTBISIOMUM (YHKIUM IO HPUHATHIO
HOPMATHUBHBIX IIPABOBBIX AaKTOB W KOHTPOJIO 3a COONIOJICHHMEM 3aKOHOAATENbCTBA B cdepe
roCy/1apCTBEHHOIO PETYJINPOBAaHUS LieH (Tapu(oB) Ha TOBApHI (YCIyTH).

7. Pacuer mpenesbHbIX OTIYCKHBIX IIEH, YKa3aHHBIX B 4acTsaX | M 2 HacTosIIEH CTaTbH, IPU UX
rOCYJapCTBEHHOM PETHCTpAli WIN MEPEPEruCTPAllMi OCYLIECTBISAETCS B COOTBETCTBUU C METOIHUKOM,
yTBep)aeHHOU [IpaBurensctBoM Poccniickoit denepanuy ¥ yYUTHIBAOIIEH B TOM YUCIIE:

1) cobmonenne GagaHca MHTEPECOB MOTPEOUTENEH JIEKAPCTBEHHBIX IPETapaToB, BKIIOYCHHBIX B
nepeueHb XKU3HEHHO HEOOXOAMMBIX M BaKHEWIIMX JICKAPCTBEHHBIX MPEMapaTroB, M INPOU3BOIUTENCH
JICKApCTBCHHBIX MPCIapaToB, BKIIOYCHHBIX B IMEPCUYCHb XU3HCHHO H€O6X0)II/IMI)IX M Ba)KHEHIIIHX
JIEKapCTBEHHBIX MPETapaToB.;

2) (hakTHUECKYIO OTITYCKHYIO IIEHY Ha JIEKapCTBEHHBIE Mpemnapatsl B Poccuiickoit deneparum, neHy
BBO3a JIEKApCTBEHHBIX IpemnapaTtoB B Poccuiickyto ®enepanuio, a TakKe LEHBl Ha aHAJIOIMYHBIC
JIeKapCTBEHHBIE TIpenapaThl, Haxosumecs B oopamenuu B Poccuiickoit deneparuu;

3) 3aTpaThl TPOM3BOJIUTENS JIEKAPCTBEHHOI'O TIperapata Ha MPOM3BOJICTBO W  PEATH3ALHUI0
JICKapCTBEHHOTO Iperapara;

www.consultant.ru CrpaHnua 148 u3 169
HafeXXxHasa npaBoBas noaaep)XkKa


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

®epepanbHbIi 3akoH 0T 12.04.2010 N 61-03
(pea. ot 23.07.2025)
"06 obpalleHnn nekapcTBEHHbIX cpeacTs"”

[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

4) neHy Ha JEKapCTBEHHBIN IIpenapaT, €ro IeHy B CTpaHe MPOU3BOAUTENS U B CTPAHAX, B KOTOPBIX
JIEKapCTBEHHBIHN Mpernapar 3aperucTpUpoBaH U (UIM) B KOTOPBIE MOCTABIISETCS TPOU3BOIUTEIIEM.

8. He nomyckaroTcst peanusanus U OTIYCK JIEKAPCTBEHHBIX NPENapaToB, BKIOYEHHBIX B NIEPEUYEHb
KU3HECHHO HEOOXOMUMBIX M BAXKHEHINNX JIEKAPCTBCHHBIX IMPENapaToB, Ha KOTOPbIC MPOU3BOIUTEISIMHU
JICKApCTBEHHBIX TMpEMapaToB HE 3aperucTpUpoBaHa TNpejeibHAas OTIYCKHAs IIeHa, peaau3alus
MPOM3BOJAUTEIISIMH JICKAPCTBEHHBIX MPENapaToB IO IIEHAM, MPEBBIIMIAIOIINM 3apETUCTPUPOBAHHBIC WIIH
NEPpCPEruCTpUPOBAHHBIC MPCACIILHBIC OTITYCKHBIC IICHBI HA JICKAPCTBCHHBIC IMMPCMapaThl C y4€TOM HaJIora
Ha JI00ABJICHHYIO CTOUMOCTb.

9. Oco0eHHOCTH roCyIapCTBEHHOI'O PETYIUPOBAHUS MTPEIENIbHBIX OTITYCKHBIX LI€H IPOU3BOIUTENCH
Ha JIEKAPCTBEHHBIEC IMpEnaparbl, BKIIOUEHHbIE B MEPEYEHb MXU3HEHHO HEOOXOJUMBIX M Ba)KHEHIINX
JICKapCTBEHHBIX MPENapaToB, B 3aBUCHUMOCTH OT 3KOHOMHMYECKMX M (WJIM) COLMAIbHBIX KPUTEpUEB
(M3MeHeHue yCIOBUM, MOPSAKA U CTOMMOCTH IPOU3BOCTBA JIEKAPCTBEHHBIX MPENapaToB, UCIIOIb30BaHHE
HOBBIX (DOpPM, METOZOB M CHOCOOOB TOCYIAapCTBEHHOI'O pETyJUpOBaHMSA LE€H Ha JIEKapCTBEHHbIE
npernaparsl, B TOM YUCIIE HA OCHOBE MEXaHH3Ma pe)epeHTHOTO IIEHO0Opa30BaHMs, N3MEHEHUH MOpSIKa
OKa3aHMA MEIUIMHCKOM IOMOINM, W3MEHEHHE Kypca WHOCTPAaHHOW BallOThl M HMHbBIE W3MEHEHMs)
ycraHasinuBarotcs [IpaBurensctBom Pocculickoit @enepanum.
(B pen. ®enepanpHoro 3akona ot 08.03.2022 N 46-D3)

Cratba 62. [locymapCTBeHHbIW peecTp npeAenbHbIX  OTNYCKHbIX  LieH
npousBoauTenen Ha nekapcTBeHHblIe NpenapaTbl, BKNOYEHHbIe B NepevyeHb XU3HEeHHO
Heo6GXxoAUMbIX U BaXKHEULLMX NeKapCTBEHHbIX NpenapaToB

1. 3apeructpupoBaHHbIE WU TMEPEPETUCTPUPOBAHHBIE MPEICIbHBIE  OTIYCKHBIE  IEHBI
HpOH3BOI[I/IT€J'I€I>i Ha JICKApPCTBCHHBLIC NPCrapaThbl, BKIIOUCHHBIC B ICPCUYCHDb KU3HCHHO H€O6X0)II/IMI)IX n
BaXHCUIIIMX JIGKAPCTBCHHBIX TIPENapaToB, MOJUICKAT BKIIOUEHHIO B TOCYJApCTBCHHBIH peecTp
MNpEaACIbHBIX OTITYCKHBIX ICH HpOI/IBBO[[I/ITeHefI Ha JICKAapCTBCHHBIC NPCIIapaThl, BKIIOUCHHBIC B IICPCUYCHDb
KU3HCHHO HEOOXOAMMBIX M BOXHEHIITHMX JIEKAPCTBEHHBIX MPEIIapaToB.

(B pen. ®enepanbroro 3akoHa ot 06.06.2019 N 134-D3)

2. T'ocynapcTBeHHBII peecTp MpelNeNbHbIX OTIYCKHBIX LIEH NMPOU3BOAMTENEH Ha JEKapCTBEHHbIE
IpernapaThl, BKIIOYEHHbIE B IE€PEUYEHb HKU3HEHHO HEOOXOAMMBIX M Ba)XXHEMIINX JIEKapCTBEHHBIX
MPEenaparToB, COACPKHUT B ceOe cleayrollyo HHpopMaIuio:

1) HauMeHOBaHUE JIepKATENs WM BIIA/ICIbIIa PETHCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapara, HaMMEHOBaHHWE MPOM3BOAMTEINS JIEKAPCTBEHHOTO TIperapara, CBEJICHUS O PErucTpaiuu
AeprKaTessl WIN BIIaJieNblia PErHCTPALIOHHOTO YJOCTOBEPEHHS JIEKAPCTBEHHOTO MpenapaTa, CBEACHUS O
pETHCTpali TTPOU3BOJUTEINS JIEKAPCTBEHHOTO Tperapara Jjisi MEJUIMHCKOTO NPUMEHEHHSI B KauyecTBE
HAJIOTOIUIATENbIINKA B CTPaHE  pEeTUCTpanuu  (UII  POCCHHCKUX  IOPUAMYECKHX — JIMI[ -
UIeHTH(UKAIIMOHHBI HOMep Hanoromiarensiuka (MHH), mns wHOCTpaHHBIX IOPHIMYECKHX JIHI -
CTpaHa pETHCTpali{, HANMEHOBAaHHE PETHCTPUPYIOLIETO OpraHa, pPErHCTPAMOHHBIA HOMEp, KOJ
HaJIOTOIUIATENbIINKA B CTPaHE pErucTpanuy (MHKOPIOPAaLWHM) MM €ro aHallor), MECTO HaXOXKICHUS
IPOMU3BOACTBEHHBIX IUIONIAI0K, YYaCTBYIOIIUX B IPOLECCE MPOU3BOACTBA JIEKAPCTBEHHOTO Mpernapara, ¢
yKa3aHUEeM CTaJIH{ Tpolecca MPON3BOJICTBA;

(n. 1 B pea. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HAaUMCHOBAHUC JICKAPCTBCHHOI'O IIpcCIlapaTa (MG)KI[YHapOI[HOG HCIIaTCHTOBAHHOC, MJIHN
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IPyIIMPOBOYHOE, NN XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) HOMep pEerucTpalMOHHOTO YOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpEapara;

4) nexapcTBeHHas (popMa ¢ yKazaHHEM JO3MPOBKH JIEKAPCTBEHHOTO Mperapara U ero KOJMYecTBa
BO BTOPUYHOH (MOTPEOUTENHCKOMN) YIIAKOBKE, 4 TAK)KE KOMILJICKTHOCTB;
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5) 3aperucTpupoBaHHas IpeJiesIbHas OTIYCKHAs IIeHa Ha JIEKapCTBEHHBIH Mpenapar B pyOIsx;
(B pen. ®enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

6) mata U HOMEp MpHKa3a YMOJHOMOYEHHOTO (efepaibHOro OpraHa HCIOTHUTEIbLHOW BIACTH O
rOCYIapCTBEHHOW PETUCTPALIMU WU MEPEPETrUCTPALMM TPEAECTBHON OTITYCKHOM LEHBI HA JICKAPCTBEHHBIIN
mpemapaT, BKIIOYEHHBIH B TMEpPEYeHb >KU3HEHHO HEOOXOAMMBIX U BaXKHEHIIMX JIEKapCTBEHHBIX
MpENaparTos.;

(B pen. ®eaepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 06.06.2019 N 134-D3)

6.1) nara BCTYIUICHUS B CHITY TPHKa3a YIOJTHOMOYCHHOTO (eIepaIbHOTO OpraHa MCIIOJTHUTEIHLHON
BJIACTH O TOCYIApCTBEHHOM PETUCTpAllUd WIM TEPEeperucTpaluy MpeaeabHOW OTIYCKHOW IEHBI
MMPOU3BOAUTCIIA HaA HeKapCTBeHHBIﬁ npemnapar, BKJIIOUCHHEIN B NEPCUCHb KU3HCHHO H€O6XOI[I/IMI)IX u
BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

(. 6.1 BBenen ®enepanbubiM 3akoHOM OT 06.06.2019 N 134-D3)

7) WTPUXOBOM KOJ, HAHECEHHBI HAa BTOPUYHYIO (MOTPEOUTENBCKYI0) YIMAKOBKY JEKaPCTBEHHOTO
npenapara;
(m. 7 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) Koa JIEeKapCTBEHHOIO Ipemnapara M0 aHATOMO-TEPAINEBTHYECKO-XUMUIECCKONW KIIacCU(UKAIINH,
PEKOMEHI0BaHHOU BceMupHOM opranu3anueit 31paBoOXpaHEHuUs.
(n. 8 BBenen denepaibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

3. TocynmapcTBeHHass perucTpanusi WU TEpeperucTpanus MNpeAelbHbIX OTHYCKHBIX IIeH Ha
JIEKApCTBEHHBIC TMpenapaThl, BKJIIOYCHHBIE B TMEPEUCHb >KU3HEHHO HEOOXOIUMBIX U BAKHEUIIIHUX
JIEKapCTBEHHBIX MpEnapaTroB, BEACHHE TOCYAApCTBEHHOTO peecTpa IMpPeAeNbHBIX OTIYCKHBIX IE€H
MIPOU3BOAUTENICH HA JIEKAPCTBEHHBIE TMpErapaThl, BKIIOUYEHHBIE B MEPEUYCHb KM3HEHHO HEOOXOAUMBIX U
BOHEHIIUX  JIEKAPCTBEHHBIX  MPEMapaToB, OCYUIECTBIAIOTCS B  TOPSAAKE, YCTAaHOBICHHOM
[IpaBurenscTBOM Poccuiickoit denepanuu.

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

Cratba 63. YcTtaHOBNEHMe UCMNONHUTENbHLIMU opraHamu cy6bekToB Poccuickon
depepaumn npeaenbHbIX pasmMepoB ONTOBbIX HaAbaBOK M npeAernbHbIX pa3MepoB
PO3HMYHBbIX Haa6aBoOK K akKTUYECKMM  OTMYCKHbIM  LieHaM, YCTaHOBIEHHbIM
Nnpou3BOAUTENSIMM JleKapCTBEHHbIX MNpenapaTtoB, Ha neKapCcTBeHHble npenaparbl,
BK/IIOYEHHbIE B MNepeYeHb XU3HEHHO HeoOXoAMMbIX U BaXHEUWMUX NeKapCTBEHHbIX
npenaparoB
(B pen. ®eaepanbHbIX 3aKOHOB OT 27.12.2019 N 475-D3, ot 08.08.2024 N 232-D3)
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1. HUcnonuutensHble opranbl cyObekToB Poccuiickoit @enepanu yCTaHABIMBAIOT IpEEIbHBIC
pa3Mepbl ONTOBBIX HaJ0aBOK U MpeAEIbHbIE Pa3Mepbl POZHUYHBIX HaA0aBOK K (PAaKTUYECKUM OTITYCKHBIM
neHaMm (6e3 ydera Haimora Ha JOOABJICHHYIO CTOMMOCTbB), YCTAHOBJICHHBIM IPOU3BOIUTEIISIMU
JIEKapCTBCHHBIX IIPENapaToB, Ha JIEKapCTBEHHBIC IIPENaparbl, BKIIOYCHHBIC B IEPEYECHb >KU3HEHHO
HEOOXOMMBIX U BaKHEUIIINX JIEKAPCTBEHHBIX MPENapaToB, B COOTBETCTBUH C YTBEP>KACHHOM B MOPSIJIKE,
YCTaHOBJICHHOM [IpaBuTenscTBOM Poccuiickoit denepanuu, METOJIMKOM  YCTaHOBJICHUS
UCTIOJIHUTENBHBIMUA OpraHamMu cyobekToB Poccuiickoit denepanuu npeaeabHBIX pa3MEpPOB ONTOBBIX
Ha70aBOK M TMpPEAEIbHBIX pa3MEpPOB PO3HUYHBIX HAM0aBOK K (PAKTHMUECKUM OTIYCKHBIM LI€HaM,
YCTAaHOBJICHHBIM IPOU3BOJUTENSIMU JIEKAPCTBEHHBIX IIPENAapaToB, Ha JIEKAPCTBEHHBIE IIpENapatsl,
BKIIIOYCHHBIE B II€pEUCHb >KU3HEHHO HEOOXOAMMBIX W BAXHEUIIMX JIEKAPCTBEHHBIX IIPENapaToB.
[TpoeKkThI peleHuii UCIIOHUTENBHBIX OpraHoB cyObeKkToB Poccuiickoii deneparui 06 yCTaHOBICHUH U
(MIM) M3MEHEHUM IMpelebHBIX Pa3MEPOB ONTOBBIX HAJI0aBOK U MpPEAEIbHBIX Pa3MEPOB PO3HUYHBIX
Ha/10aBOK K (aKTHMYECKUM OTIYCKHBIM II€HaM, YCTAQHOBJIEHHBIM IPOU3BOAMUTENSMHU JIEKAPCTBEHHBIX
MpernaparoB, Ha JICKAPCTBEHHBIC NpENapaThl, BKIIOYCHHBIE B MEPEYCHb JKU3HEHHO HEOOXOAUMBIX M
BaXHEHIIMX JIEKAPCTBEHHBIX MPENapaToB, MOJIEKAT COINIACOBAHUIO C YIIOJIHOMOYEHHBIM (eiepabHbIM
OpPraHOM HCIIOJIHUTEJIBHOMN BJIACTH, OCYIIECTBISIONINM (QYHKIUHU [0 IPUHATHIO HOPMATUBHBIX ITPABOBBIX
aKTOB M KOHTPOJIIO 32 COONIOIEHUEM 3aKOHOAATENbCTBA B cpepe roCyJapCTBEHHOTO PErYJIMPOBAHUS LIEH
(TapudoB) Ha ToBapsI (YCIyTrH), B MOpsiAKe, ycraHoBiIeHHOM [IpaBurenscTBoM Poccuiickoit deneparum.
(B pen. @enepanbubix 3akoHOB OT 13.07.2015 N 241-®3, ot 27.12.2019 N 475-®3, ot 08.08.2024 N
232-®3)

2. OpraHuzalMi ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEJICTBAMH, aIllT€YHbIE OPTraHU3aLUU,
WH/IMBUYaIbHbIC TPEANPUHUMATENN, WMEIOIINE JHUICH3UI0 Ha (apMaleBTHUECKYIO AESTEIbHOCTD,
MEIUIIMHCKUE OpraHu3allid, HMEIoIIUe JHICH3UI Ha (QapMaleBTUYECKYI0 [IeATeIbHOCTh, U HUX
000COOJICHHBIE TIO/IpA3ACICHHs, PACIIONIOKEHHBIE B CEJIBCKMX HACEIEHHBIX ITYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTE€UYHbIE OpPraHu3alui, OCYILIECTBISIOT pEAU3alUI0 JIEKApCTBEHHBIX IpEenaparos,
BKJIFOUEHHBIX B MEPEUEHb XU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IPENaparoB, IO
[[EeHaM, KOTOpble (OPMHUPYIOTCSI B COOTBETCTBUU C TOPSAKOM, YCTaHOBJICHHBIM [IpaBUTETHCTBOM
Poccuiickoit denepanuu, U ypoBeHb KOTOPBHIX (0€3 ydeTa Hajiora Ha J00ABIECHHYIO CTOMMOCTH) HE
JOJKEH TMPEeBBIATh CYMMY (aKTUYECKOW OTIMYCKHON II€HBI, YCTAHOBIIGHHOW MPOU3BOAUTEIEM
JIEKAPCTBEHHOI'0 IIperapaTta, HE IIPEBBIIIAIONICH 3apeTHUCTPUPOBAHHOM WM TNEPEPErucCTPUPOBAHHON
npeleabHOW OTIYCKHOM IIeHbI MPOM3BOAWTENsS (HAa [AaTy peanu3aliyl JIEKapCTBEHHOIO MperapaTa
MPOU3BOAUTENIEM), W pa3Mepa ONTOBOM Han0aBKu U (WJIM) pa3Mepa pPO3HUYHOW HaI0aBKH, HE
MPEBBILIAIOIINX COOTBETCTBEHHO pa3Mepa MpeebHONH ONTOBOM HAaa0aBKU U (MITU) pa3Mepa MpeaelbHOM
PO3HUYHOM HaJ0aBKH, yCTAaHOBJICHHBIX B cyObekTe Poccuiickoit denepanmm.

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

3. UcnonauTensHbIe Opranbl cy0ObekToB Poccuiickoir @enepannu pasMemiator B cetu "MHTepHET"
MH(GOPMALIMI0O O 3aperHCTPUPOBAHHBIX TMpPENETIbHBIX OTIMYCKHBIX I[€HAaX MPOW3BOAMUTENECH Ha
JIEKapCTBEHHbIE Ipenaparbl, BKJIIOYEHHbIE B IE€PEUYEHb HKU3HEHHO HEOOXOAUMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX TpernapaTroB, 00 YCTaHOBIEHHBIX B cyOnekTe Poccuiickoit denepanuu mnpeaenbHbIX
pa3Mepax ONTOBBIX HAI0ABOK M (WJIM) MPEAEIbHBIX pa3Mepax PO3HUYHBIX HAJI0ABOK K YCTAHOBJIECHHBIM
MIPOU3BOIUTENAMU JIEKAPCTBEHHBIX MpenaparoB (aKTUYECKUM OTIYCKHBIM I[€HAM Ha JIEKapCTBEHHBIE
IpenapaThl, BKIIOYEHHbIE B IE€PEUYEHb HKU3HEHHO HEOOXOAMMBIX W BaXXHEMIIMX JIEKaPCTBEHHBIX
MPerapaToB, a TAKKE O CyMME 3apETUCTPUPOBAHHBIX MPEACTBHBIX OTIYCKHBIX IIEH MPOU3BOAUTENCH Ha
JIEKapCTBEHHbIE Ipenaparbl, BKJIIOYEHHbIE B IE€PEUYEHb HKU3HEHHO HEOOXOAUMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX IPEMapaToB, YCTAHOBICHHBIX B cyObekTe Poccuiickoii ®Demepaiiil mpeaenbHbIX
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[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

pa3MepoB OMNTOBBIX HAI0ABOK U MPEIEIbHBIX pa3MEPOB POZHUYHBIX HAJI0ABOK M HAJIOTa Ha 100ABIEHHYO
CTOUMOCTb. MH(opmanus, NpeaycMOTpEeHHas HacTOsIIEed 4YacThlo, JODKHA HAXOJIUTHCS TaKkKe B
anTEeYHBIX OpraHU3aIUAX B JOCTYITHON ISl BCEX 3aMHTEPECOBAHHBIX JIUIL (pOopMe M OOHOBIATHCS 11O MEpe
€€ pa3MelIeHuUs NCTIOTHUTEIIbHBIMU OpranaMu cyobekToB Poccutickoii @enepanuu B cetu "MHTEpHET".
(B pen. @enepanbHbIX 3aK0HOB 0T 27.12.2019 N 475-®3, ot 08.08.2024 N 232-D3)

4. Yrpatun cuiy ¢ 1 mapra 2020 roga. - ®enepanbublii 3akoH o1 27.12.2019 N 475-D3.

Masa 13. MOHUTOPUHI SOPEKTUBHOCTU U BE3OIMNACHOCTHU
JIEKAPCTBEHHbIX NMPEMAPATOB, HAXOOALWUXCA B OBPALLEHUN
B POCCUNCKOWN ®EOEPALIUU
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

Cratbsa 64. PapmakoHaa3op
(B pen. @exnepanbHOro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBEeHHbIE TpenapaThl, Haxoadmuecs B oopaienun B Poccuiickoit denepannn, moanexar
MOHHUTOPHUHTY 3(P(GEKTUBHOCTH U 0O€30MacHOCTM B IENSIX BBIABICHUS BO3MOXHBIX HETaTHBHBIX
MOCTEACTBUN WX NPUMEHEHUS, WHIMBUIYAJTbHONM HEMEPEHOCHUMOCTH, MPEAYNPEKACHUI MEAULIUHCKUAX
pabOTHUKOB, CHEIMATUCTOB B O0JACTH BETEPHUHAPUU, MAIMEHTOB WJIM BIAICNbLIEB JKUBOTHBIX M HX
3alIUThI OT IPUMEHEHHUS TAKUX JIEKAPCTBEHHBIX MTPENAPATOB.

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

2. ®dapMakOHAI30p OCYIIECTBIISIETCS COOTBETCTBYIOUIMM YIOJHOMOYEHHBIM (pemepaibHbIM
OpPraHOM HCIIOJHUTENILHOW BJIACTU B YCTAHOBJIEHHOM MM IOPSIKE C y4eTOM TpeOOBaHMH HACTOSILEro
denepanbHOr0 3aKOHAa W aKTOB, cOCTaBisiomMX mpaBo Coro3a, MyTeM aHaiau3a IMPeloCTaBIseMON
cyObekTamMu  OOpalleHMs JIEKapCTBEHHBIX CpeACTB  HHGpoOpMalMM O MOOOYHBIX  JIEHCTBHSIX,
HEXKEJIATEeNIbHBIX PEAKIMIX, CEPbE3HBIX HEXKEJIATEIbHBIX PEAKLUAX, HENPEIBUICHHBIX HEXKEJIATEIbHbIX
peakiMsIxX NpU NPUMEHEHMH JIeKapCTBEHHBIX IpernaparoB, 00 MHIMBHIYaJbHONH HENEPEeHOCHUMOCTH,
OTCYTCTBUH 3(PPEKTHUBHOCTH JICKAPCTBEHHBIX MPEMApaToB, a TAKXKE 00 MHBIX (aKTax U OOCTOSATEIHCTBAX,
NPEJCTABIAIOMIUX YIpo3y >KU3HM MM 3J0pPOBBIO YEJIOBEKa JUOO KHMBOTHOTO IPH MPUMEHEHUHU
JIEKapCTBEHHBIX MPENapaToB M BBIABICHHBIX Ha BCEX ATamax oOpallleHus JEKapCTBEHHBIX MpEnapaToB B
Poccuiickoit denepanuu 1 Apyrux rocy1apcrnax.

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

3. CyOBeKTbl 0OpallleHus JIEKApCTBEHHBIX CPEJICTB B MOPSJIKE, YCTAHOBICHHOM YIOJIHOMOYEHHBIM
denepaTbHBIM  OPTaHOM  WCIOJHHUTENBHON  BIIACTH, O00s3aHBI COOOIIATh B  YMOJHOMOYEHHBIN
(benepanbHBIl OpraH HCHOJHUTENBHOM BIACTH O MOOOYHBIX ACHCTBUSX, HEXETATEIbHBIX PEaKIMIX,
CEPBE3HBIX HEKEIATENIbHBIX PEAKLUAX, HENPEABUICHHBIX HEKEIATENIbHBIX PEAKIUAX IPU IPUMEHEHUN
JIEKapCTBEHHBIX IpernapaTroB, 00 WHIMBUAYAJIbHOM HENEPEHOCHMOCTH, OTCYTCTBUHM 3()PEeKTHUBHOCTU
JIEKapCTBEHHBIX IPENapaToB, a TakKe 00 MHBIX (akTax U OOCTOATENHCTBAX, MPEACTABISIOUIUX YTPO3y
KM3HM WM 3]I0POBBIO YeJIOBEKAa JMOO KMBOTHOTO NPHU NPUMEHEHUM JIEKapCTBEHHBIX NpenapaToB U
BBISIBJIEHHBIX HA BCEX 3Tanax oOpalleHMs JEeKapCTBEHHbIX mpemnapatoB B Poccuiickoit denepaunu u
IPYTHUX TOCYapCTBaX.

4. JlepKaTenu WM BIAAENbIbl PETUCTPALMOHHBIX YJIOCTOBEPEHHMM JIEKapCTBEHHBIX MpENaparos,
IOpUINYECKHE JINLA, HA UM KOTOPBIX BBIIAHBI pa3peLICHUs Ha MIPOBEACHNE KIMHUYECKUX UCCIIEI0BAHUN
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B Poccuiickoit ®enepanun, 1mb0 YHNOJTHOMOYEHHbIE HMH Jpyrue IOPUAMYECKHE JHIA B paMKax
obecrieueHns1 6€30MMaCHOCTH JIEKApCTBEHHBIX MIPENApaToB B MOPAJKE, YCTAHOBIEHHOM COOTBETCTBYIOILIUM
YIOJIHOMOYEHHBIM (pe/lepajbHbIM OpPraHOM HCIIOJHHUTEIBHON BIACTH, 00S3aHBI OCYIIECTBISATH NPHEM,
y4eT, o0paboTKy, aHaIM3 W XpaHCHHE TOCTYMAIIMUX B HX aApec OT CyOBEeKTOB oOpalieHus
JICKapCTBEHHBIX CPEJCTB U OPraHOB TOCYJAapCTBEHHOW BJIACTU COOOIICHHH O MOOOYHBIX ICHCTBUSX,
HEXKEJIATENIBHBIX PEaKLUAX, CEPbE3HBIX HEKENATEIbHBIX U HENPEIBUICHHBIX HEKEIATCIbHBIX PEAKLUAX
IpU TPUMEHEHHUHU JIEKapCTBEHHBIX IMpernaparoB, 00 OCOOEHHOCTSIX HMX B3aUMOJCHCTBUS C IPYTUMHU
JIEKapCTBEHHBIMH TIpenapaTaMH, HWHIMBHIYyaJbHONW HENEPEHOCHMOCTH, a TaKke 00 HWHBIX (akTax H
00CTOSITENLCTBAX, MPEACTABISIONIUX YIrpO3y JKU3HU WM 3[0POBBIO YeJIOBEKa JIMOO >KMBOTHOIO HIIU
BIUSIOUIMX Ha H3MEHEHHE OTHOUIEHMSI OXHJAA€MOM IOJb3bl K BO3MOXHOMY PHUCKY IPUMEHEHUS
JIEKapCTBEHHBIX MIPENApaTOB.

5. Ilpu BbIsSBICHMH HHGOPMAIMH O CEPHE3HBIX HEXENATENbHBIX PEAKIHAX W HETpPEeIBHICHHBIX
HEXXEJIAaTeNbHbIX PEAaKUMAX NP IPUMEHEHHU JIEKAPCTBEHHBIX IpenapaToB, 00 OCOOEHHOCTAX HX
B3aUMOJICHCTBUS C JPYIMMM JIEKapCTBEHHBIMHU IpenaparaMy, WHAWBUIYaTIbHOM HENEpPEeHOCUMOCTH, a
Takxke 00 MHBIX (DaKkTax U OOCTOATENBCTBAX, BIUAIONIMX Ha U3MEHEHNE OTHOLICHHUS 0’KU1aeMON MOJIb3bI K
BO3MOXKHOMY PpHUCKY IIPUMEHEHHUS JIEKapCTBEHHBIX IIPENapaToB, JepXaTeld WIH  BIAJAEIbLb
PETUCTPAIIMOHHBIX YAOCTOBEPEHUH JIEKApCTBEHHBIX MPENaparoB, IOPUAUYECKUE JIUIA, HA UM KOTOPBIX
BBIIaHbI pa3pellieHus Ha NPOBEJCHHE KIMHUYECKHX HccienoBaHuil B Poccuiickoit ®eneparuu, 1mbo
YIOJIHOMOYEHHBbIE MMM Jpyrue IOpUAMYECKHE JHIa oO0sf3aHbl NPUHATH MEphl, HAIPaBICHHbIE HAa
YCTpaHEHUE  HEraTHBHBIX  IOCJIEACTBUM  NPUMEHEHHS  TaKUX JIEKQpCTBEHHBIX  IPENaparos,
NpeaypeKaAeHue NPUUYNHEHHs Bpe/ia )KU3HHU WM 3[I0POBBIO YelloBeKa JIMOO JKUBOTHOTO, 3aLIUTy MX OT
NIPUMEHEHHS TaKHX JIKAPCTBEHHBIX MPENapaToB, HA JOMOIHUTEIBHBIN cOOp MaHHBIX 00 3(deKkTnBHOCTH
1 0€30MaCHOCTH TAKHX JIEKAPCTBEHHBIX MPETapaToB.

6. 3a HecooOIIeHNe WK COKPBITHE HH()OPMAINH, MTPETyCMOTPEHHON YacThIO 3 HACTOSIIEH CTaThH,
AepKaTedd WM  BIAJENbLBl  PErHCTPAlMOHHBIX  yIOCTOBEPEHHH JIEKaPCTBEHHBIX IIPENapaToB,
IOPUINYCCKUC JIMIA, HA UM KOTOPBIX BbIAAHBI Pa3pClICHUA HAa MPOBCACHUC KIIMHUYCCKUX I/ICCJ'IGZIOBaHI/Iﬁ
B Poccwuiickoii ®enepannu, nuOO0 YHNOJHOMOYEHHBIE WMH JApYrHe IOpUAMYECKHE JIUIA, a TaKKe
JOJDKHOCTHBIE JIMIA, KOTOPHIM 3Ta WH(OpPMALUs cTajia HM3BECTHA 1O POay HX NpOodeCcCHOHATHHON
IEATeILHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATENLCTBOM Poccuiickoit @eneparmn.

7. Ilpu mosryd4eHu# yIOJTHOMOYEHHBIM (hefepaibHbIM OPTaHOM HCTIOJTHUTENIFHOW BJIACTH B paMKax
OCYILECTBIICHUsI MM (papMakoHaA30pa J10Ka3aTeIbCTB O HECOOTBETCTBUM JIEKAPCTBEHHOI'O Mperapara
YCTaHOBIICHHBIM TpPEOOBAaHUSAM WM TPH TOJYYEHUH HHPOPMALUU O HECOOTBETCTBUU IaHHBIX 00
3¢ (HEeKTUBHOCTH U 0 0€30IMaCHOCTH JIEKaPCTBEHHOI'O Ipernapara JJaHHBIM O JIEKAPCTBEHHOM Ipernapare,
COJIEpKalIMMCsl B MHCTPYKLUHU 10 €r0 MPUMEHEHHIO (B TOM YMCJIE BBISBIECHHBIX B XOJI€ OCYIIECTBICHUS
(dapMakoHa30pa KOHTPOJIbHO-HAJ30pPHBIMU OpPraHaMH HMHOCTPAHHBIX TOCYAAPCTB), YMOJHOMOUYEHHBIN
(benepanbHBI OpraH MCIOJHUTEIHHON BIACTH B YCTAaHOBICHHOM MM MOPSJIKE pacCMaTpUBAET BOIPOC O
IIPUOCTAaHOBJICHUY NIPUMEHEHUS TAKOTO JIEKAPCTBEHHOI'O IIpernapara.

Koncynbrantlntoc: mpumeyanue.
C 01.01.2026 naumenoBanme CcT. 65 m3naraercs B HoBo penakiuu (D3 ot 30.01.2024 N 1-D3). Cwm.
OyIyIIYIO peIaKIIHIo.

CraTtbsa 65. [MpuoctaHoBNeHMe NPpUMMEHEHUA NNeKapCTBEHHOrO npenapara
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?;Z%epf:;gb& 32a0K2°5H) ot 12.04.2010 N 61-03 [JokyMeHT npepocTtasieH KoHcynbTaHTIn0C

"06 obpalleHnn nekapcTBEHHbIX cpeacTs"” Hata coxpanenns: 14.10.2025

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

KoncynprantlIntoc: mpumeyanue.
C 01.01.2026 B 4. 1 ct. 65 BHOCcArcs usmenenus (@3 ot 30.01.2024 N 1-®3). Cm. Oynymiyio
PEAAKIIHIO.

1. ITpu monmyueHnn uHGOPMAIMU O HEXKEJIATENBHBIX PEaKUUsIX MMPH NPUMEHEHUH JIEKaPCTBEHHOI'O
npenapara, HE YKa3aHHBIX B MHCTPYKIMH O HPUMEHEHHIO JIEKAaPCTBEHHOTO IperapaTa, CEephe3HBIX
HEXKEJIAaTeNbHbIX PpeakiusaX, 00 OCOOCHHOCTAX €ro B3aUMOJCHCTBHUSA C JPYI'MMHU JIEKapCTBEHHBIMHU
npernapaTramu, KOTOpbIe MOTYT MPEACTABIIATh YTPO3Y KU3HU WU 3710POBBIO YeJIOBEKa MO0 KHUBOTHOTO, a
TaKXe O HECOOTBETCTBMU MAHHBIX 00 3(pdekTrBHOCTH M O OE30MACHOCTH JEKAPCTBEHHOTO Ipernapara
JTaHHBIM O JIEKApCTBEHHOM IIperapaTe, COACPKAIMMCS B HHCTPYKIIMH 10 €r0 IPUMEHEHHIO, B TOM YHCIIe
OT YNOJHOMOYEHHBIX OPraHOB HWHOCTPAaHHBIX TOCYJapcTB, OOMEH KOTOpPOH OCYUIECTBISIETCS B
COOTBETCTBUH C COMJIAIICHUSAMHU MEX[IY YHNOJTHOMOUYCHHBIM (pellepalbHBIM OPraHOM HCHOJTHUTEIBHOM
BJACTH U YNOJHOMOYEHHBIMH OpPraHaMH HHOCTPAHHBIX TOCYAApCTB, YHOJIHOMOYECHHBIM (enepanbHbIit
OpraH HMCHOJHHUTEIBHOW BIACTH pacCMaTpPHBAET BOIPOC O BO3SMOKHOCTH IPHUOCTAHOBIICHHUS OOpaIeHus
TAKOT0 JICKAPCTBEHHOTO IIpernapara B MOPSAAKE, YCTAHOBICHHOM YIOJIHOMOYEHHBIM (heaepalbHbIM
OpraHOM HCIOJHUTEIHHON BIIACTH.

Koncynbrantllntoc: npumedanue.
C 01.01.2026 4. 2 ct. 65 uznaraercsa B HoBo penakmuu (O3 ot 30.01.2024 N 1-®3). Cm. Oyaymryro
pEIaKIHIo.

2. Ilpm HeWCHOTHEHWH WJIM HEHAJJICKAIEM WCIOJHEHUH JACp)KaTeIsIMA WIH BJae/bllaMu
peFI/ICTpaI_II/IOHHBIX y,Z[OCTOBepeHI/Iﬁ .HeKapCTBCHHBIX HpenapaTOB, IOpI/IIII/I‘IeCKI/IMI/I JmnamMmu, Ha HUMA
KOTOPBIX BBIIAHBI Pa3peIICHUs] HA IPOBEJACHUE KIMHUYECKUX HccienoBanuii B Poccuiickoit denepanmu,
1501051 YHOJIHOMO‘-IGHHI:IMI/I HnMHn ,[IpyrI/IMI/I IOpI/II[I/I‘-ICCKI/IMI/I JIMIaMu OGﬂSaHHOCTeﬁ, yCTaHOBHeHHBIX qacTsiaMu
3 u 4 cratpu 64 Hactosimero denepanbHOTO 3aKOHA, TMOO B CIydYasX MPEACTaBICHUS COOTBETCTBYIONTUM
YHOJIHOMO‘-IGHHBIM Q)eﬂepaJILHLIM OpI‘aHOM HCHOHHHTGHBHOﬁ BJIACTU 3aKJIFOUCHUA O HGI[OCTOBCpHOCTI/I
PEe3yIBTATOB KIIMHUYECKOTO MCCIICIOBAHUS JIEKAPCTBEHHOTO TIperapara Jijisi MEIUITMHCKOTO PUMECHECHHUS,
KOTOpPO€ OCHOBAHO Ha pe3yjibTaTax MPOBEPKU MEIUIIMHCKOW OpraHu3alliy, MPOBOJMBIIECH yKa3aHHOE
KIIMHUYECKOE MCCIICIOBAHUE C HAPYIICHUEM MPABUJI HAIJICKAIICH KIMHUYECKOW TIPAKTUKH, U TIPUBEIIO K
Honyqumo HGI[OCTOBGpHBIX pe3yanaT0B, .HI/IGO B cnyqae HCBBIITOJIHCHU A HpeIIHI/ICEIHI/ISI, BBIJAHHOI'O
YIIOJITHOMOYCHHBIM  (peiepaibHbIM OpPTaHOM HWCIIOJTHUTENIBHOW BJIACTH TI0 HWTOTAM  OCYIIECTBICHHS
BBEIOOPOYHOTO KOHTPOJISl KauecTBa JIEKAPCTBEHHOTO Ipernapara, YIOJTHOMOUYCHHBIH (eiepalbHbII OpraH
WCTIOTHUTEIIPHOW BJIACTH B YCTAaHOBJICHHOM WM TIOPSJIKE paccMaTpHUBAET BOMPOC O MPUOCTAHOBICHUH
MIPUMEHEHHUS TaKOT0 JIEKApCTBEHHOTO Mpernapara.

KoncynprantlIntoc: mpumeyanue.
C01.01.2026 4. 4 cT. 65 yrpaunBaet cuiy (D3 ot 30.01.2024 N 1-D3).

3. YnomHoOMOuYeHHBIN (eaepaabHblii OpraH HMCIOJHUTEIBLHON BIACTH MPU TPEICTABICHUU €My
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CBEICHUII O HECOOTBETCTBHM IPOU3BOAUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBaHMSAM IPABHI
HaJJIexallel Mporu3BOACTBEHHON MPAKTUKU U (WJIM) O HAPYIIEHUU JIMLIEH3UOHHBIX TPeOOBaHUM, KOTOpbIE
OBUTH BBISIBJICHBI B XOJI€ MPOBEICHUS HWHCIICKTHPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB WIIH
OCYIIECTBIICHUS JIMIIEH3MOHHOTO KOHTPOJIS B cpepe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB U MPHUBEIH
WM MOTYT MPHUBECTU K MPOMU3BOJCTBY JEKAPCTBEHHBIX MPENapaToB MJisi MEAUIIMHCKOTO MPUMEHEHMS,
MPUYMHUBLINX WM CIIOCOOHBIX MPUYUHUTH BPE]l KU3HU WU 3I0pPOBbIO IPaXKIaH, pacCMaTpUBaeT BOMPOC
O TPHUOCTAHOBJICHUU MPUMEHEHHUS JIEKAPCTBEHHBIX IMpenapaToB AJii MEAUIIMHCKOIO TNPUMEHEHHS B
YCTaHOBJICHHOM UM HOPSAKE B CIEAYIOMUX CIydasx:

1) coctaB M (MIM) TEXHOJOTHsS TMPOU3BOJCTBA JIEKAPCTBEHHOIO IMpemapaTta A METUIIMHCKOTO
MPUMEHEHHUs (C OMHMCAHHEM CTaJuil MPOU3BOACTBA) OTIMYAIOTCS OT 3asBJICHHBIX B PETHUCTPAIMOHHOM
JIOChE;

2) neKapCTBEHHBIN MpenapaT A MEIUIIMHCKOTO MPUMEHEHHUS! TPOU3BEIEH Ha MPOU3BOACTBEHHOM
IUIOIIAIKE, HE YKa3aHHOM B PETUCTPALIMOHHOM JIOChE;

3) y nOpou3BOAMTENS JEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IOATBEPMAAIOIINE
COOTBETCTBUE KauecTBa JICKAPCTBEHHOIO IIpernapara Ul MEIULUHCKOIO IPUMEHEHUS, BBOAMMOIO B
rpakIaHCKH 000pOT, TpEOOBAHMSIM, YCTAHOBJICHHBIM IIPH €TI0 TOCYIaPCTBEHHON PEeruCTpalny;

4) TNpOW3BOAMTENIEM JICKAPCTBEHHBIX CPEJCTB B  COIJIACOBAaHHBIH C  COOTBETCTBYIOLIUM
YIOJHOMOYCHHBIM (DeJIepaTbHBIM OPTaHOM HUCTIOJHUTEILHOW BJIACTH CPOK HE yCTPAHEHBI HAPYIICHUS
TpeOOBAaHUH MpaBHJ HAJUICKAIICH MPOU3BOJICTBCHHON MPAKTHKH U (WJIM) JTUIICH3MOHHBIX TPEOOBAHMIA,
KOTOpBhIC OBUTH BBISBICHBI B XOJIE MPOBEICHUS WHCIICKTUPOBAHUS TPOU3BOJIUTEIIS JICKAPCTBCHHBIX
CPE/CTB WM OCYIICCTBIICHHUS JTUIICH3MOHHOTO KOHTPOJIS B chepe MPOM3BOICTBA JICKAPCTBEHHBIX CPEIICTB
W TIPUBEJIM HWJIU MOTYT NPUBECTH K TMPOHM3BOJCTBY JICKAPCTBEHHBIX IPEMAPATOB IS MEIUIIMHCKOTO
MPUMEHEHHS, TIPUYMHUBIIUX MM CIIOCOOHBIX MPUYUHUTH BPEJT KHU3HH I 3JJOPOBBIO TPaXKIIaH.

(actsb 3 BBenena denepanbabiM 3aKk0HOM OT 04.06.2018 N 140-D3)

4. YnoaHOMOYeHHbIH (hefepanbHblii OpraH UCTIOJHUTENBHON BIACTH MPH HAJTUYUH Yy HETO CBEIEHUIM
O HECOOTBETCTBHH IPOU3BOJAUTEINS JICKAPCTBEHHBIX CPEACTB TpPeOOBAaHUAM TMPAaBHJ HaJUIekKalen
IIPOM3BOJICTBEHHON MpakTUKX W (WIM) O HAapyLICHUM JIMLEH3UOHHBIX TpeOOBaHMM, KOTOpbIe ObLIH
BBISIBJIEHBl B XOJ€ IPOBEJACHUS WHCIEKTUPOBAHUS IMPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB WIH
OCYILECTBIICHHS JULIEH3MOHHOI'O KOHTPOJIsS B cpepe MPOU3BOJCTBA JEKAPCTBEHHBIX CPEJACTB U MPHUBEIU
WIM MOTYT IPUBECTU K MPOU3BOJCTBY JIEKAPCTBEHHBIX MpENapaTroB Uil BETEPUHAPHOTO MPUMEHEHUS,
NPUYMHUBIIMX WM CIIOCOOHBIX NMPUYMHUTH BPEJ JKU3HU WIIM 3/0POBBI0 JKUBOTHBIX, pPacCMaTpPHUBAET
BOIPOC O TPUOCTAHOBJICHUM pealu3allud M TPUMEHEHHs JIEKapCTBEHHBIX IPENapaToB IS
BETEPUHAPHOTO IPUMEHEHHS B YCTAHOBJICHHOM UM TOPSIIKE B CIEAYIOUIMX CIyYasX:

1) coctaB u (WIM) TEXHOJOTHS IMPOU3BOJCTBA JIEKAPCTBEHHOrO Ipemnapara AJii BETEPUHAPHOTO
IpUMEHEHHs (C ONMCaHMEM CTaJuil MPOU3BOJCTBA) OTIMYAIOTCS OT 3asBJICHHBIX B PETUCTPALIMOHHOM
J0ChE;

2) nexapcTBEHHBIN INpenapar AJs BETEPUHAPHOTO MPUMEHEHHs IMPOM3BEIECH Ha MPOU3BOJCTBEHHOM
IUIOINAJKE, HE YKa3aHHOW B PErHMCTPALIMOHHOM JIOCHE;

3) Yy TNPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB OTCYTCTBYIOT HOOKYMCHTBI, IMOATBCPKAAIOIINC
COOTBCTCTBHUEC KaAuCCTBA JICKAPCTBCHHOI'O Ipfrapara AJd BCTCPUHAPHOIO MNMPUMCHCHHA, BBOAMMOI'O B
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rpakxIaHCKH 000pOT, TpeOOBAHMSIM, YCTAHOBJICHHBIM IIPU €0 TOCYIaPCTBEHHON PEerucTpaluy;

4) Tpou3BOAMTENEM JIEKAPCTBEHHBIX CPEACTB B COIJIACOBAaHHBIH C  COOTBETCTBYIOLIUM
YIOJTHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIIOTHHUTEIBHOW BIIACTH CPOK HE YCTPAHEHBI HAPYIICHHS
TpeOOBaHUHN TPABWII HAJJIC)KAIICH MPOW3BOIACTBEHHON MPAKTUKHU U (WIJIHM) JUIEH3MOHHBIX TPEOOBaHUH,
KOTOpBbI€ OBbLTH BBHISBICHBI B XOJIE MPOBEICHUS HWHCICKTUPOBAHUS IPOU3BOIUTENS JIEKAPCTBECHHBIX
CPEJCTB WJIM OCYIIECTBICHHUS JINLIEH3MOHHOTO KOHTPOJISl B cpepe MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB
U TPHUBEIM WIM MOTYT TPUBECTH K IMPOU3BOJCTBY JIEKAPCTBEHHBIX IMPENapaTroB IJisi BETEPHHAPHOTO
MPUMCHCHHUS, TPHYUHUBIINX WIH CITIOCOOHBIX MPUYHHHATH BPE KU3HU WIH 3I0POBBIO JKUBOTHBIX.

(uacts 4 BBenena denepanbHbiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

7. B mopsjake, mpeyCMOTPEHHOM YacThi0 4 HACTOSIIEH CTaThH, YIOJHOMOYCHHBIN (henepanbHbIi
OpraH MCIOJIHUTEIbHON BJIACTH PACcCMaTPUBAET BOIIPOC O MPUOCTAHOBJICHUN pEAU3allii U IPUMEHEHHUS
JIEKAPCTBEHHOI'0 IIpernapara Uil BETEPUHAPHOIO NPHMEHEHUS B ClIydac BBIABICHUS B TPAXKIAAHCKOM
00opoTe cepuu JeKapCTBEHHOT'O Mpernapara /Uil BEeTEpPUHAPHOTO NPUMEHEHHUs, TOKYMEHThI U CBEACHUS O
KOTOpPOH, MpeaycMoTpeHHble dacTsamu | - 3 u 6 crateu 52.2 Hacrosmero denepanbHOro 3akoHa, HE
NIPEJCTABICHbl B yKa3aHHBIH Opras, JIMOO CEepUM MMMYHOOMOJOTHUYECKOro JEKapCTBEHHOrO Ipernapara
JUIsl BETEPUHAPHOTO NPUMEHEHMS], HE MMEIOIIEH pa3pelIeHUs], IPELyCMOTPEHHOIO 4acThIO 8 cTaThu 52.2
Hactosimero denepanbHOr0 3akoHa. B yka3aHHOM ciydae YIOJHOMOYEHHBIH (enepanbHblii OpraH
VICIIOJTHUTEJIBHON BJIACTH NPUHUMAET PEIICHHE O NPHOCTAHOBICHUN PEANU3ALMU U IMPUMEHEHUS TAKUX
cepuil 10 NpeACTaBICHUS YKa3aHHBIX JIOKYMEHTOB M CBEJCHMH JMOO 10 MOIYy4EHHUs YyKa3aHHOI'O
pa3peneHusl.

(uacts 7 BBeneHa denepanbHbiM 3akoHOM 0T 02.07.2021 N 317-D3)

CraTtba 66. UHpopmauma o pesynbTaTax hapmakoHaasopa
(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 475-03)

YrnonHOMOYEHHBIM  (enepanbHblii  OpraH  WCIOJMHUTEIBHOW  BIACTH,  OCYIICCTBIISIONIUN
dbapmakoHaa30p, MO €ro pes3yibTaTaM pa3MelliaeT Ha cBoeM oduiuanbHOM caiite B cetu "HHTepHet"
1H(pOpPMaLUIO O:

1) BBIABICHMM HOBBIX MOJTBEPXKAECHHBIX JaHHBIX O IMOOOYHBIX JEHCTBUAX, HEXeJaTeIbHBIX
peaKUsaX, CEPbE3HBIX HEXKENATENIbHBIX PEaKLUMIX, HENPEIBUICHHBIX HEKEIATENIbHBIX PEAKLUAX IPHU
IIPUMEHEHUH JIEKapCTBEHHOIO IIpenapara, B TOM YUCIIE BIUAIOIIUX HAa OTHOIICHUE O0KMIaeMOU IOJIb3bI K
BO3MOKHOMY PHUCKY IIPUMEHEHMS JAHHOTO JIEKAPCTBEHHOTO Mperapara;

2) NPUHATBHIX PCHICHUAX O BHECCCHUUN H3MEHEHUH B HHCTPYKIHUIO IO MPUMCEHCHUIO JICKAPCTBECHHOI'O
npemnapara, 0 NpUOCTAHOBJICHUN IMPUMCHCHUA JICKAPCTBCHHOT'O IIpEriapara, 00 U3BATHH U3 06paHIeHI/IH
JICKApCTBCHHOT'O IIpeliapaTa Ui o BO300HOBIIEHNH MPUMCHCHUA JICKAPCTBECHHOT'O IIpeIiapara.

nasa 14. UHPOPMALUA O JIEKAPCTBEHHbIX MPEMNAPATAX. CACTEMA
MOHUTOPWUHIA OBUWXEHUA NNIEKAPCTBEHHbIX NMPEMNAPATOB
anda MEQUUUHCKOIo NPUMMEHEHUA
(B pen. @exnepanbHoro 3akona ot 28.12.2017 N 425-03)

Cratba 67. UHchbopmMaumua o nekapcTBeHHbIX npenaparax. Cucrtema MOHUTOpPUHra
AOBWXEHUSA NeKapCTBEHHbIX NpenapaTtoB ANA MeAULUMHCKOro npuMeHeHus
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(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. MadopmManuss 0 JEKApCTBEHHBIX IpemapaTax, OTIYCKAEMBIX MO PELENTy Ha JIEKapCTBEHHBIH
npernapar, JOJDKHA COIEPXKAThCs TOJIBKO B CICIUAIM3UPOBAHHBIX W3IAHUX, TMpPEAHA3HAYCHHBIX IS
MEIUIMHCKHUX, (hapMaIleBTHUECKUX PaOOTHUKOB, CIICIIUAIMCTOB B 001acTu BerepuHapuu. MHbopMmarus o
JICKApCTBEHHBIX Mpernaparax Jisi CHEeIUAINCTOB B 00JacTH OOpaIleHus JIGKAPCTBEHHBIX CPEICTB MOXKET
CONIEpKaThCs B MOHOTrpadusiX, CHpaBOYHHMKAX, HAyYHBIX CTaThsX, B [OKJIaJaX Ha KOHIpeccax,
KOH(EPCHIMSIX, CHMIIO3UyMaX, HAYYHBIX COBETaX, a TaKKe B MHCTPYKIUAX IO TPHUMCHCHUIO
JICKapCTBEHHBIX TPEMapaToB.

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

2. Nnpopmanus o JeKapcTBEHHBIX IpenapaTtax, OTIyCKaeMbIX Oe3 pelenta Ha JIeKapCTBEHHBIH
mpernapar, MOXXET COAEP)KAaThCS B IMyOJHKAIMAX W OOBSABICHUSX CPEICTB MaccOBOM HH(pOpMAIHH,
CMELUANIU3UPOBAHHBIX U OOIIMX MEYaTHBIX M3AAHUAX, MHCTPYKLHUAX MO NMPUMEHEHUIO JIEKapCTBEHHBIX
MpenapaToB, MHBIX U3IAHUAX CYObEKTOB OOpAIICHNUs JEKAapCTBEHHBIX CPEICTB. PexiiamMHbIle MaTepHalbl O
JIEKapCTBEHHOM TIIpernapaTe, OTIyckaeMoM O0e3 pelenta Ha JIeKapCTBEHHBIH Mpemnapar, JOJKHBI
COOTBETCTBOBATh MHCTPYKIIMH IO IPUMEHEHHUIO JIEKAPCTBEHHOTO Iperapara.

3. Jlomyckaercsi MCHOJb30BaHUE JIOOBIX MaTepUAbHBIX HOCUTENCH, MO3BOJIIONIMX XPaHUTD,
nepeaBaTh U UCMOIb30BaTh MH(POPMAIIHIO O JIEKApCTBEHHBIX IIpenapaTax 0e3 ee HCKaKEeHUS.

4. Jlns uenel uaeHTH(UKALMK YHAKOBOK JIEKAPCTBEHHBIX IpernapaTroB Uil MEJUIIMHCKOTO
IIPUMEHEHUS IPOU3BOIUTENN JIEKAPCTBEHHBIX CPEACTB B MOPSAJIKE, yCTaHOBJIEHHOM IIpaBUTEnnCTBOM
Poccuiickoit denepanyy, HAHOCAT HA MEPBUYHYIO YIAKOBKY (B OTHOIICHUH JIEKapCTBEHHBIX MPENnapaToB
JUISL MEUIIMHCKOTO MPUMEHEHHUS, JJIsl KOTOPbIX HE MPEAyCMOTPEHA BTOPUYHAS YIIAKOBKA) U BTOPUYHYIO
(MOTpeOUTENbCKYI0) YIIAKOBKY JICKApCTBEHHBIX MpEenapaToB s MEAMLIMHCKOTO MPUMEHEHHUs Cpe/CcTBa
UACHTU(PUKAUN, 32 HUCKIIOYEHHEM JIEKapCTBEHHBIX IPEnapaTtoB A MEAMLIHMHCKOIO NpPHUMEHEHUS,
IIPOU3BOJUMBIX U1l MPOBEACHUSA KIMHUYECKUX HCCIIEJOBAHMM, DKCIOPTA, JEKAPCTBEHHBIX IIPENapaToB
JUIT MEAUUMHCKOTO NMPUMEHEHUS, YKa3aHHbBIX B 4YacTsAx 5 U 8 crarbu 13 Hacrosmero denepanbHOro
3aKOHa, paanodapMalieBTUIECKHX JEKapCTBEHHBIX MIPENapaToB, BBICOKOTEXHOJOTHYHBIX JIE€KAPCTBEHHBIX
[IpPEernapaToB, KOTOPbIE IPOU3BEACHBI MaJbIMU CEPUSIMHU, COCTOST U3 OJHOW WM HECKOJIbKUX 03
BBICOKOTEXHOJIOTMYHOTO JIEKAPCTBEHHOI'O IIpenapara, NpeAHAa3Ha4YeHbl Il KOHKPETHOIO IIallMEHTa,
HUMEIOT KOPOTKHI CPOK TOAHOCTH (10 JEBSHOCTA KaJCHJIAPHBIX JAHEW) U (WJIM) TEMIEpaTypHBIA peXUM
XpaHEHUs U TpaHCIOpTUpOoBaHUsA MUHYC 60 rpanycoB Llenbcust wim HuXe, MUABOK MEAULIMHCKHAX U T'a30B
MEIUIMHCKUX. JJI TeKapCTBEHHBIX MPENapaToB ¢ MEXAyHAPOAHBIM HEMAaTEHTOBAaHHBIM HaMEHOBaHUEM
"OraHon" cpeaCTBO UACHTU(DUKALIMY HAHOCUTCS Ha BTOPUYHYIO (OTPEOUTEIBCKYIO) YIIAKOBKY B CIIy4ae,
€CJIM Takas yMaKOBKa SBJISETCS WHIUBUAYaJbHOW BTOPHUYHOHN (TOTPEOUTENHCKONM) YHNaKOBKOM 3TOTO
JIEKapCTBEHHOTO IpenapaTa, a B Clydae OTCYTCTBUS BTOPUYHOM (IMOTPEOUTENHCKOW) YNAKOBKU HWIIU
HaJIM4Yusl YMAaKOBKU, B KOTOPOHM HaxoAuTcs Oojiee OJHOM €IUHUIBI YKa3aHHOTO JIEKAPCTBEHHOTO
npernapara B IepBUYHON yIIaKOBKE, CPEICTBO UACHTU(DUKAIIMY HAHOCUTCS Ha MEPBUYHYIO YIAKOBKY.
(uactp 4 BBenmeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-®3 (pen. 27.12.2019); B pen.
®enepanbHbix 3ak0oHOB 0T 04.08.2023 N 428-03, ot 30.01.2024 N 1-03)

5. XapaKTepuUCTUKU CPEIICTBA UACHTU(DHUKAIINH, TOPSIOK €r0 HAHECCHUS U TPEOOBAHUS K CTPYKType
u ¢dopmary wuHbOpMANUU, KOTOPYIO COICPKUT CPEACTBO HICHTU(DUKALUU, OMPEICNIOTCS
[IpaBurenscTBOM Poccuiickoit denepanuu.
(uacts 5 BBeneHna denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)
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6. Ilopsnmok co3gaHusi, pa3BUTHs, BBOJA B OSKCIUIyaTallMlo, S3KCIUIyaTallUM M BbIBOAA U3
JKCIUTyaTallud CUCTEMbl MOHWTOPUHIA [BWKEHHUS JICKAPCTBCHHBIX IIPENapaToB sl MEIULIMHCKOTO
NPUMEHEHHS, TOPSIOK TPEAOCTaBICHUS WHGPOPMAIUK, COAEpXKaIlelcs B CHCTEME MOHHMTOpPHHIA
IBYDKCHHS JICKAPCTBEHHBIX IIPENApaToB Ul MEIULMHCKOTO MPUMEHEHHS, U NMOPINOK B3aUMOACHCTBHS
YKa3aHHOH  CHUCTeMbl C HWHBIMH  TOCYJApCTBEHHBIMH  MH(QOPMALMOHHBIMU  CHUCTEMaMU U
MH(POPMALMOHHBIMH CUCTEMAMU FOPUAMYECKUX JIML M MHIUBHIyAJIbHBIX IPEAIPUHUMATENEH, YKa3aHHBIX
B yacTsax 7 u 10 Hactosumieil crarbu, ycraHaBinuBarorcs IlpaButenbctBom Poccuiickoit ®enepanuu.
OneparopaMy CHCTEMbl MOHUTOPHHIA JBH)KEHUS JIEKAPCTBEHHBIX IPENapaToB JUIsl MEIUIIMHCKOTO
IPUMEHEHMs SBISIOTCS  (peepanbHblii OpraH HUCHOJHUTENBHOW BiacTH M (WIKM) OpraHu3anus,
ynosiHoMo4eHHbIe [IpaBurenscTBoM Poccniickoit denepanun.

(uacTs 6 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

7. FOpuanueckue Jviia ¥ MHAUBUAYAJIbHbIC TPEANPUHUMATEH, OCYIIECTBISIONINE TPOU3BOICTBO,
XpaHeHue, BB03 B Poccuiickyro ®enepanuio, OTIYCK, pealu3aluio, Mepefady, MNpUMEHEHHEe |
YHUYTOXKCHHE JICKAPCTBEHHBIX MPEMapaToB ISl MEIUITUHCKOTO MPUMEHEHHS, 00CCIICYUBAIOT B TIOPSIKE U
B COCTaBe, KOTopble ycTtaHoBleHbl IIpaBurensctBoMm Poccuiickoii ®exepanuu ¢ ydeToM BuAa
OCYIICCTBIIIEMON WMH JIEATEIHPHOCTH, BHECEHWE WH(OpPMAIMH O JIEKAPCTBEHHBIX Mpernaparax Jyis
MEJHUIIMHCKOTO TMPUMEHEHHsI B CHCTEMY MOHUTOPWHTA [BWKEHHS JIEKAPCTBEHHBIX MpPENapaTtoB IS
MEJIUIIMHCKOTO PUMEHECHHUS.

(uacts 7 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

7.1. JlekapcTBeHHBIE Mpenaparbl i MEIWLUHCKOIO MPUMEHEHMs, NpeAHa3HAYCHHbIE s
oOecrieueHus UL, OOMBHBIX TeMO(UIUEH, MYKOBHCUHI030M, THMO(PHU3APHBIM HAHU3MOM, OOJE3HBIO
lomre, 37MOKaYeCTBEHHBIMH HOBOOOPA30BAHUSAMHU JMM(OUIHON, KPOBETBOPHOH W POJCTBEHHBIX UM
TKaHEeW, pacCesTHHBIM CKJIEPO30M, JIUII MOCJI€ TPAHCIUIAHTAIIUU OPTaHOB U (WJINM) TKaHEH, MPOU3BEICHHbBIC
1o 31 nexabpst 2019 roga, a Takke MHBIE JIEKAPCTBEHHBIE MPETapaThl [UIi MEAUIMHCKOTO TPUMEHEHHUS,
npousBeneHHble 10 1 wurons 2020 roga, moasiekaT XpPAaHEHHWIO, IMEPEBO3KE, OTMYCKY, peau3allvH,
nepenaye, NPUMEHEHUIO 0€3 HAHECEHUs CPENCTB WIACHTHU(PHUKALMU J0 UCTEUEHHUS CPOKA UX T'OAHOCTH.
[IpaButensctBo Poccuiickoit Dexepanuu BIOpaBe YCTAaHOBHTH OCOOEHHOCTH BBOJA B TPa)KJTaHCKHM
000pOT JIEKAPCTBEHHBIX TPEMapaToB ISl MEIUIIMHCKOTO MPUMEHEHUs, MPOU3BEICHHBIX B mepuon ¢ 1
utonst 2020 roma mo 1 okrsabps 2020 roga. B mensx BBoAa B IpaKAaHCKUI 000pOT JIeKapCTBEHHBIE
npernapaTsl  JUIsl MEIWLMHCKOIO MPUMEHEHHs, 3a MCKIIOYEHHEM JIEKapCTBEHHBIX IPENaparos,
MpeHa3HAYeHHBIX TSI oOecredeHusl JHIl, OOJbHBIX reModuimueil, MyKOBUCIHI030M, THIO(U3aPHBIM
HaHU3MOM, Oose3Hbpto ['olie, 3m0KaueCTBEHHBIMU HOBOOOPA30BAHUAMHU JTUMQPOUTHONW, KPOBETBOPHOU U
POJICTBEHHBIX UM TKaHEH, pacCesTHHBIM CKJIEPO30M, JIUI] TOCJe TPAHCIUIAHTAIIMHM OPTraHOB U (WJIH) TKaHEH,
MpOU3BENICHHbIE 3a Tpenenamu Tepputopun Poccuiickoit @enepamuu 1o 1 oxtsadps 2020 roga, MoryT
ObiTh BBe3eHBI B Poccuiickyto @enmepammio g0 1 sHBaps 2021 roma B MOpsAKe, YCTaHOBIEHHOM
[IpaButenscTBoM Poccuiickoit @enepannu, 6€3 HAaHECEHHsI CPEICTB UACHTU(DUKAITUH.

(B pen. ®enepanbHbIX 3aKOHOB OT 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. Opranusanus HWHOOPMAIMOHHOTO B3aWMOJCUCTBHS CHCTEMbl MOHHUTOPWHTA JIBFDKCHUS
JIEKapCTBEHHBIX MpPEmapaToB i MEAMIMHCKOTO TPUMEHEHUS C UWHBIMH TOCYJapCTBEHHBIMU
WH()OPMAMOHHBIMU CHCTEMaMHU 00eCIeYrBacTCsI B TOM YHCIE IOCPEICTBOM HH(PPACTPYKTYPHI,
obecrnieunBaromeld MHGOPMALMOHHO-TEXHOJIOTUYECKOE B3aUMOJICHCTBUE HH(POPMAIIMOHHBIX CHUCTEM,
UCTIOJIb3YEMBIX ISl TPEAOCTABICHHUSI TOCYJAAPCTBECHHBIX WM MYHHIIMIIAIBHBIX YCIYT W HCIOTHCHHS
rOCyJapCTBEHHBIX U MyHHUIIUMATBHBIX (QYHKIUI B 3JIEKTPOHHOU popme.

(uactp 8 BBenena denepabHbIM 3aKOHOM OT 28.12.2017 N 425-D3)
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9. Nndopmanus, coaepkaniascs B CUCTEME MOHUTOPHHTA JBHKEHUS JIEKapCTBEHHBIX MPENapaToB
U1 MEAULMHCKOTO MIPUMEHEHHUs, ABJseTCA MHpOpMalUel OrpaHUUYE€HHOIO JOCTyIla B COOTBETCTBUH CO
cratbeil 9 @enepanbHoro 3akoHa ot 27 wmons 2006 roma N 149-®3 "O6 wunHbopmanuy,
MHQOPMALIMOHHBIX TEXHOJOTMSAX M O 3amuTe HHpopManuu"', 3a HCKIOYEHHEM HHGOpMAaIHH,
HE/IOMYCTUMOCTh OTPaHMYCHHs JIOCTyNa K KOTOPOW yCTaHOBIIEHa (enepajbHBIMH 3aKOHAMHU, a TaKKe
nHpopmanuu, otHeceHHou I[IpaButenscTBOoM Poccmiickoit denepanuu B COOTBETCTBUHM C HACTOSIIIAM
denepanbHBIM 3aKOHOM K 0011e10cTyTHOM nHpopmarmu. O0mmenoctynHas HHGOpMaIus, CoaepKaascs
B CHUCTEME MOHHUTOPHHIA JBM)KEHHUS JIEKAPCTBEHHBIX IpENapaTroB A MEIWLUHCKOIO MNpPUMEHEHUS,
pasmeraeTcs B MHGOPMAIlMOHHO-TEIEKOMMYHUKAIMOHHONW cetu "MHTepHer" (B TOM umcie B (opme
OTKPBITHIX JAHHBIX) B MOpsJIKE, ycTaHOBIEHHOM [IpaBurensctBoM Poccuiickoit deneparuu.
(uactp 9 B pen. @enepanproro 3akoHa oT 04.08.2023 N 474-D3)

9.1. Hoctyn k uH(popMmaluu, coaepkaiencs B CHCTEME MOHUTOPUHTA JABUKEHUS JIEKAPCTBEHHBIX
MpernapaToB AJsi MEIUIMHCKOTO MPUMEHEHHs, O00ECIeurnBaeTCs OMEepaTopoM CHUCTEMBI MOHUTOPUHTA
JBH)KCHUS JIEKAPCTBEHHBIX MPEMApaToB [JIsi MEIULMHCKOrO MPUMEHEHHUSI B TMOPSAKE, YCTAHOBJICHHOM
[IpaButensctBoM Poccuiickonn dPenepauuu, B COOTBETCTBUU C 3aKOHOAATEIBCTBOM Poccuiickoit
Oeneparit 060 wHDOpManMKU, WHPOPMAIMOHHBIX TEXHOJOTHSAX W O 3allUTe HWH(POPMAIHUH,
3akoHozarenbCcTBOM  Poccuiickorn  ®denepanu 0 rOCyJapCTBEHHOM TallHE, 3aKOHOAATEIbCTBOM
Poccuiickoit @enepann 0 KOMMEPYECKOM U MHOM OXPAHSIEMOM 3aKOHOM TalHE U C YYETOM IOJIOKEHHUU
Hacrosmen crateu. [IpaBurensctBo Poccuiickori @Penepauuu BIpaBe YCTaHABIMWBATh IIEPEUYCHb
JIEKApCTBEHHBIX TMPEMapaToB JUIsl MEAUIIMHCKOTO TPUMEHEHUS U (WJIM) TPYII JIEKAPCTBEHHBIX
MpernapaToB JUisi MEIUIIMHCKOTO TPUMEHEHHs] M OCOOCHHOCTH JOCTyma K HWHGPOpMAluu O TaKuX
JICKapCTBEHHBIX Mpenaparax, COACPIKAIICHCS B CUCTEME MOHUTOPUHIA ABHKECHHUS JIEKApCTBEHHBIX
MpenapaToB Il MEJULUHCKOTO IPUMEHEHHS.

(dactp 9.1 BBenena ®enepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

9.2. Tlonp3oBaTenu CHUCTEMBbl MOHHMTOPUHIA JIBIKEHUS JIGKAPCTBEHHBIX IIpEmapaToB IS
MEIUIIMHCKOTO MPUMEHECHHS O00JaJaf0T MPaBOM JOCTyna K WH(OPMAIUU, COICpPKAIICHCS B CUCTEME
MOHHUTOPHHTA JBU)XCHHS JIEKAPCTBEHHBIX MPEMapaToB A METUIIMHCKOTO MPUMEHEHHUs, C y4YeTOM
OTpaHWYCHUHN IOCTyINa K yKa3aHHOW WH(OpManuMu W ee Tocienyrieid o0paboTke, YCTaHOBIEHHBIX
HacToamuM @DenepanbHBIM 3aKOHOM M HMHBIMH HOPMATHBHBIMU IPaBOBBIMU akTaMu Poccuiickoii
denepanuu.

(uactp 9.2 BBeiena OenepanbHbM 3akoHOM OT 04.08.2023 N 474-D3)

9.3. ®epepanbHbBIE OpPraHbl HCIOJHUTEIHHONH BIACTH M HCIIOJHUTEIBHBIE OPTraHbl CYOBEKTOB
Poccuiickoii @enepauyu B neinsx, onpeneiieHHslx lIpaBurensctBom Poccuiickonn denepanuu, UMEIOT
MpaBo J0cTyrna K uHbopManuu o cyObeKkTax OOpalleHHs JIEKapCTBEHHBIX CPEJCTB, O JEKAPCTBEHHBIX
npemnapaTax u 00 000pOTe TAaKUX JIEKAPCTBEHHBIX MpEnapaToB, HEOOXOAMMOMN AJIs BHITIOJHEHHS 33134 U
OCYIIECTBICHUsI (DYHKIMH, BO3JOKEHHBIX Ha (QeAepadbHble OpraHbl HCIOJTHUTEIBHOW BIACTH U
UCIIOJTHUTENIbHBIE OpraHbl cyObekToB Poccuiickoit ®denepanuu, cratucTudeckod uWHGOpPMALUU O
JICKapCTBCHHBIX Tpernaparax u o0 ux o0opoTe, a Takke K obmiemnocTymHoi uHpopmarmu. CoctaB 3TOH
nH(GOpMAIIUK OMpPEAENseTCS COTNalleHUusIMH 00 MH()OPMAIIMOHHOM B3aMMOJCHCTBHUH, 3aKIIOUEHHBIMH
OTEePaTOpPOM CHCTEMbl MOHHUTOPHHTA JIBMDKCHHS JIGKAPCTBEHHBIX MPENapaTtoB JUIsl MEAMIIMHCKOTO
npuUMeHeHus ¢ ¢deaepalbHbIMU OpraHaMH WCIOJHUTENBHON BJIACTH WM UCTIOTHUTEIBHBIMH OpraHamMH
cyobekToB  Poccmiickoit @epepauuu  u  deneparbHBIM  OPraHOM — HCTIOJHUTEIBHOM  BJIACTH,
OCYHIECTBISIOMUM  (QYHKIIMM 1O BBIPAOOTKE ¢ peald3allid TOCYyJapCTBEHHOW TOMUTHKU H
HOPMAaTHUBHO-TIPAaBOBOMY PETYJIUPOBAHUIO B c(hepe 3ApaBOOXPAHCHUS.
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(uactp 9.3 BBenena dexnepanbHbiM 3akoHOM OT 04.08.2023 N 474-03; B pen. DeaepanibHOro 3aK0Ha OT
08.08.2024 N 232-03)

9.4. CyObekt oOpalleHusi JIEKapCTBEHHBIX CPEJCTB MMEET MpaBO JOCTyna K uH(popManuu 06
OIepalMaX C JIGKAPCTBEHHBIMH IIperapaTaMy JUIsI MEAUIMHCKOTO NPUMEHEHHS, COBEPIICHHBIX 3THUM
CyOBEeKTOM 0OpalieHust JIeKapCTBEHHBIX CPECTB, a TAKXKe K 00IIeI0CTYTHON HH(OPMAITHH.

(gactp 9.4 BBeneHa ®enepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.5. Oneparop cucTeMbl MOHUTOPUHTA JBM)KCHUS JIEKAPCTBEHHBIX MPENapaToB sl MEIULIMHCKOTO
MPUMEHECHHS 00JaJlaeT TPaBOM JIOCTyNa K HWHQPOPMAIIUHU, COJCpIKAIICHCS B CHCTEME MOHHUTOPWHTA
JIBUKCHUSI JIEKAPCTBEHHBIX MpEnaparoB A MEIUIIMHCKOTO MPUMEHEHHs, BKIIOYas HH(OPMAIIUIO
OTPAaHWYEHHOTO JIOCTyNa, C BO3MOXKHOCTBIO €€ 00paboTKHM, B TOM YHCJIEC €€ NPEJOCTABICHUS W
pacmpocTpaHeHus, oOecreueHus: JOCTyma K HeW M OKa3aHWs YCIyT C €€ HCIOJb30BaHHEM (Janee -
0o0paboTKa).

(uacts 9.5 BBeena ®OenepanbHbM 3akoHOM OT 04.08.2023 N 474-D3)

9.6. Omepatop CUCTEMBbI MOHHTOPHHTA JIBHKCHUS JICKAPCTBECHHBIX MPETAPATOB ISl MEIUITTHCKOTO
MPUMEHEHUS MOXET OCYIIECTBIATH 00paboTKy HHPOpPMAIIMK OTPAHUYEHHOTO JOCTYIIA, COAepIKAIEHCs B
CUCTEME MOHHUTOPHWHTA JIBIKECHUS JICKAPCTBEHHBIX IMPENapaToB I MEIUIIUHCKOTO NMPUMEHEHUs, MPH
YCIIOBUU 00s3aTENILHOTO 00€3NMUYMBaHUS Takod HMH(OpPMAMU B COOTBETCTBUU C YTBEP)KIAEMBIMH
denepaabHBIM OPraHOM HWCIOJHUTEIIBHON BJIACTH, OCYIICCTBISIONUM (YHKIIUU TIO BBIPAaOOTKE W
peanu3ali TOCYJApCTBEHHOW TMOJMTUKH ¥ HOPMATHBHO-TIPAaBOBOMY peryjiHpoBaHHI0 B cdepe
3[PAaBOOXpPAHEHUsS, TIO0 COTJACOBAaHHIO ¢ (elepaibHBIM  OPraHOM  HUCIOJHHUTEIHLHOW  BJIACTH,
OCYIIECTBISIONUM (PYHKIIMU IO KOHTPOIO M HAA30py B chepe MHPOPMAIMOHHBIX TEXHOIOTUN U CBS3H,
u (denepadbHbIM OPraHOM MCIIOJIHUTEIBHOW BIAacTM B oOjacTu obOecrneyeHus: Oe30MacHOCTH
TpeOOBaHUSAMU K 00€3TMUMBAHUIO TaKOW HH(DOPMAIIMKM U METOAAMH 00€3THUMBaHUS TaKOH WH(OPMALIUU.
OO6e3nmuuenHas wH(GOpPMAIUs, MOJYYCHHAs B pe3yJbTaTe yKa3aHHOW OOpaOOTKH W CoJAepiKamasics B
CUCTEeME€ MOHUTOpPWHTA JABI)KCHHS JIEKAPCTBEHHBIX IMIPEMapaToB MJii MEAULHUHCKOTO TMPUMEHEHUS,
SBIIICTCS MHPOPMAIUEH orpaHUYeHHOT0 noctyna. O0e3numueHHas HHPopMaIus, JOCTyl K KOTOPOH ObLI
o0OecreyeH OmeparopoM CHUCTEMbl MOHUTOPUHTA JABM)KCHUS JIGKAPCTBEHHBIX IMpENapaToB IJis
MEIUIIMHCKOTO TMPUMEHECHHS B IICJIIX OKa3aHUs YCIYr C €€ HCIIOIh30BAHHEM, IMOJJICKHT XPAHECHUIO B
CHUCTEME€ MOHHUTOPWHTA JBIKEHHUS JIEKAPCTBEHHBIX MPEMapaToB Al MEIUIIMHCKOTO MPHUMEHEHUS He
MEHEe TSITH JIET C JaThl MPEJAOCTABICHHUS JOCTyNa K OOE3TMYCHHOW HWH(pOpMAIMH, W Ha HEe He
pacnpocTpaHstoTCs TpeOoBaHUS K HHPOPMAIMM OTPAHUYEHHOTO JIOCTYIA, YCTAaHOBIEHHBIC HACTOAIIEH
CTaTheM.

(uactp 9.6 BBenena ®OenepanbHbM 3akoHOM OT 04.08.2023 N 474-D3)

9.7. Omepatop CUCTEMBI MOHHTOPHHTA JIBUKCHUS JICKAPCTBECHHBIX MPETAPATOB ISl MEIUITTHCKOTO
MIPUMEHEHUS MOXET OCYIIECTBIATh 00paboTKy HHPOpPMAIIMH OTPAHUYEHHOTO JOCTYIIA, COAepIKAIEHCs B
CHUCTEME MOHHTOPWHTA JBW)KCHUS JIGKAPCTBEHHBIX IMPETMApPaTOB I MEIUIMHCKOTO MPUMCHCHUS,
MOJTyYeHHOM OT cyObeKkTa oOpalleHusl JEKApCTBEHHBIX CPEACTB, 3apPETUCTPUPOBAHHOTO B CHUCTEME
MOHHUTOPHHTA JBW)KCHHS JICKAPCTBEHHBIX IPEMApaToOB I  MEIUIUHCKOTO TPHUMCHCHHUS W
MPEJICTAaBUBIIETO B Hee CBEJCHHs, B HHTEpPEcax U IO MOPYYCHHIO TaKOTro CyOBeKTa oOpalieHus
JICKapCTBCHHBIX CPEJICTB 03 00e3mnunBaHus HHPOPMAIMH OTPAHUICHHOTO JIOCTYIIA.

(uactp 9.7 BBenena ®@enepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.8. OHGpﬁTOp CUCTCMbl MOHUTOPHHTA ABHXKCHUA JICKAPCTBCHHBIX MPCIIapaTOB A MEAUIUHCKOTO
MNPpUMCHCHUA BIIPpABC OKa3blBATH Ha HC,I[I/ICKpPIMI/IHaHHOHHOﬁ OCHOBC YCIYIru C HCIIOJIb30BAHUEM
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obe3nuueHHON wuHpOpMaMK, COoAepKallelics B CHCTEME MOHUTOPWHTA JBUKCHHS JICKAPCTBEHHBIX
MpernapaToB AJsl MEJUIIMHCKOTO MPUMEHEHUs, CyObeKTaM o0palleHus JIeKapCTBEHHBIX CPEJCTB, MOPAIOK
A CTOMMOCTb OKAa3aHUsSI KOTOPBIX OIPENEISAIOTCA OIEPaTOPOM CUCTEMbl MOHUTOPUHIA JIBUKEHHS
JIEKAPCTBEHHBIX MPENapaTroB Uil MEIULHUHCKOTO NPUMEHEHUs, C y4EeTOM OIPaHMYEHUW JOCTyNa K
00e31MYeHHO MH(pOpMAaIUY, YCTAaHOBICHHBIX HACTOSIIEH cTaThbei. YKa3aHHbIE MOPSAO0K M CTOMMOCTh
OKa3aHMs TaKHUX YCIyTI pa3MENIaroTCs ONEpPaTOpOM CUCTEMblI MOHHUTOPHHIA JBUKECHHS JIEKAPCTBEHHBIX
MpEnaparoB ISl MEIULUMHCKONO NPUMEHEHUS Ha CaWTe CUCTEMbl MOHMUTOPHUHIA  JIBUKEHHUS
JIEKApCTBEHHBIX IIpenapaToB JUISL MEIUIITHCKOTO MIPUMEHEHUS B
MH(OPMALIMOHHO-TEIEKOMMYHHUKAITMOHHOM cetn "VMHTepHeT" U mojuiexkaT KOHTPOIII0 B COOTBETCTBHUH C
AHTHUMOHOIOJIBHBIM 3aKOHOJATENbCTBOM Poccuiickoit denepanuu. YKa3zaHHbIE MOPSAIOK U CTOMMOCTD
OKa3aHUsl TaKUX YCIyT JOJKHBI OBITH €AMHBIMU JIJIS BCEX JIMILI, OOPAIAIONINXCS 32 OKa3aHUEM YCIYTH B
OTHOILICHWM OJIMHAKOBBIX BHJA, O0ObEMa W cocTaBa mpenocraBisgeMoir uHpopMmarmu. CyObeKkTam
oOpallleHus1 JIEKapCTBEHHBIX CPEJCTB 3allpellaeTcsi MPeqoCTaBlsATh M PacCIpOCTPaHATh HWH(OPMAIHIO,
ITOJIyYEHHYIO B COOTBETCTBUU C HACTOSIIEHN YaCThIO.

(uacts 9.8 BBenena dOenepanbHbM 3akoHOM OT 04.08.2023 N 474-D3)

10. ITpom3BoauTenb JE€KapCTBEHHBIX CPEJCTB, AEpXaTeilb JUOO BIAAENEl PErHCTPALMOHHOTO
YAOCTOBEPEHUsl JIEKAPCTBEHHOI'O IIpernapara WM MpPeJCTaBUTEIbCTBO HHOCTPAHHOM OpraHU3allvH,
ABIIAIOIIEHCS JiepkareneM JHMO0O0 BIaAETIbLEM PETUCTPALMOHHOTO YJIOCTOBEPEHMS JIEKApPCTBEHHOTO
npenapara, Ha Tepputopun Poccuiickoit Denepanuu, 3aperucTpUPOBAHHBIE B CUCTEME MOHHMTOPHUHIA
JBIKEHUS JIEKAPCTBEHHBIX MPEMapaToB ISl MEAUIIMHCKOTO TMPUMEHEHUS U TPEJCTaBUBIINE B HEE
CBEICHHSI O HAHECEHHH CPEJCTB UACHTHU(UKAIMU Ha YMAKOBKH JEKAapPCTBEHHBIX MpENapaTtoB, HAPSIY C
nH(popmMalyel, ykazaHHOW B yacT 9.4 HacTrosled CTaTbH, IOJIy4aeT COJAEPIKAILILYIOCS B CHUCTEME
MOHHUTOPHHTA JBUXCHUSI JIGKAPCTBEHHBIX MPEMapaToB A MEIUIIMHCKOTO MpPUMEHEHUs WHOOPMAIUIO
OTPaHUYEHHOTO JIOCTYIIA O CEPUSIX U MapTUAX ITUX JIEKAPCTBEHHBIX MpernapaToB 0€3BO3ME3IHO U BIPABE
OCYIIECTBIISITh CAMOCTOSITEIPHO UM MOpPYydYaTh 00pabOTKy Takod MH(OpPMAIMKU TOIHKO B COOCTBEHHBIX
uHTepecax. Ilpu sTom mocTyn K Takoil MHpoOpManuu WIM pe3yibTaraM €€ 00palOTKH MMEET TOJIbKO
JaHHBIA CyOBEKT OOpalleHusl JEKapCTBEHHBIX CPEICTB WM JUI0, KOTOPOMY OH MOPYYHI 00paboTKy.
CoctaB mnpenocTaBisieMOH B COOTBETCTBHM C HAacTOALIEH 4YacTblo HMHQOpPMALMM ONpenensieTcs
[IpaBurenscTBOM Poccuiickon Penepanuu.

(gactb 10 B pen. @enepanpuoro 3akona ot 04.08.2023 N 474-D3)

11. 3a npou3BOACTBO MM MPOJAXKY JIEKAPCTBEHHBIX MPENapaToB sl MEAULIUHCKOTO MPUMEHEHUS
0e3 HaHECCHHs CPEACTB HJICHTU(MUKAINU, C HAPYIICHHEM YCTAHOBJICHHOTO IMOPSJIKA MX HAHCCCHHS, a
TaKkKe€ 32 HECBOCBPEMEHHOE BHECEHHE NaHHBIX B CHCTEMY MOHUTOPWHTA JIBHXKEHHS JIEKApPCTBEHHBIX
mpenapaToB i MEIUIIMHCKOTO TPUMEHEHUS WJIM BHECEHHWE B HEE HEJOCTOBEPHBIX JIaHHBIX
IOpUANYECKUE JIMLA ¥ WHAWBHUAyalbHbIE MPEANPUHUMATENH, YKa3aHHbIe B 4acTax 4 W 7 HacTosAmeil
CTaTbH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOAATENBCTBOM Pocculickoit @enepanuu.
(uacts 11 BBegena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

12. TlpaButensctBo Poccuiickoii @Pexnepanuu BIpaBe YCTaHOBUTb OCOOEHHOCTH BHEIPEHUS
CHCTEMbl MOHUTOPHMHIA JIBUXKECHUS JIEKAPCTBEHHBIX MpENapaToB A MEIUIMHCKOIO NPUMEHEHUs,
BKJIIOYAsi CPOKM €€ BHEAPEHUs, B OTHOIICHWM JIEKAPCTBEHHBIX IpEnapaTtoB [UIsl MEIUIIMHCKOTO
NPUMEHEHMS, BKJIIOUYEHHBIX B IEpPEeUeHb MXU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX JIEKAPCTBEHHBIX
[IpEenapaToB, JEKApCTBEHHBIX IMPENapaToB, MpeJHA3HAYEHHBIX JUIsl OOecrleueHus: JIML, OOJbHBIX
reModuineil, MyKOBUCIUI030M, THUNo(U3apHBIM HAHU3MOM, Oose3Hbio ['omie, 3710KayecTBEHHBIMU
HOBOOOpa30BaHUSAMHU JTUM(OUIHON, KPOBETBOPHOU U POACTBEHHBIX UM TKaHEH, PACCESHHBIM CKIIEPO30M,
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JUI] TIOoCJie TpaHCIUIAHTAllMM OpPraHOB M (MJM) TKaHEH, WHBIX JIEKAPCTBEHHBIX IIPEnapaTroB Ui
MEAULUHCKOTO IPUMEHEHHUS.
(uacte 12 BBeneHa PenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

nasa 14.1. OTPAHUYEHUSA, HAJIATAEMbIE
HA OPITAHU3ALUN, OCYWECTBNAOLWUE OEATENIbBHOCTb
MO OBPALLEHUIO NIEKAPCTBEHHbLIX CPEACTB
(BBeneHa ®PenepanbHbIM 3aKOHOM OT 25.11.2013 N 317-D3)

Cratba 67.1. OrpaHu4yeHus, Hanaraemble NpPU OCYLLECTBIIEHUM [OEATEeNIbHOCTU B
cchepe obpaLieHns nekapcTBeHHbIX CpeacTB

1. Opranuzanuu, 3aHUMarolIvecs pa3paOOTKOH, NPOM3BOACTBOM U (WIM) peanu3anuen
JIEKapCTBEHHBIX MPENapaToB A MEAUIMHCKOrO NMPUMEHEHMsI, OpraHu3aluy, o0ajatoniie npaBaMu Ha
HCTOJIb30BaHUE TOPTOBOI'0 HAMMEHOBAHMSI JIEKAPCTBEHHOTO Mpenapara JUlsi MeIUIMHCKOTO IPUMEHEHHUS,
OpraHM3alii ONTOBOM TOPIOBJIM JIEKAPCTBEHHBIMH CpEACTBAMM, AaITEYHbIE OpraHu3auuu (ux
NPEJCTaBUTENIN, UHbIE (U3NYECKUE U IOPUAMYECKHE JIMIA, OCYIIECTBIIAIOLIME CBOIO JESATEIBHOCTH OT
MMEHHU 3THUX OpraHu3aluil) B OTHOLICHUH MEIUIMHCKUX PAaOOTHUKOB M PYKOBOAMTENEH MEIUIUHCKUX
OpraHu3alyil He BIpaBe:

1) BpyuaTh HOJApKH, BBIILIAUYMBATH JEHEKHbIE CPEACTBA (3a MCKIIIOUEHHWEM BO3HArpa)J€HUU IO
JOTOBOpaM  MPH  NPOBEACHUM KIMHUYECKUX MCCIEIOBAHMN JICKApCTBEHHBIX IpEnapaToB s
MEJUIIMHCKOTO TPUMEHEHUs, BO3HArpaXkIE€HUM, CBA3AHHBIX C OCYIIECTBICHHUEM MEAULHUHCKUM
pabOTHUKOM IEAaroruueckoi M (WiM) HaydHOU AEsTeNbHOCTH), B TOM YHCIIE OIJIauuBaTh Pa3BICUCHMUS,
OTIBIX, IPOE3]T K MECTY OTIbIXa, a TAK)KE MPHUBJIEKATh K YYaCTHIO B Pa3BJIEKATENIbHBIX MEpPONPUATHUSX,
IIPOBOJIUMBIX 33 CUET CBOUX CPEJICTB;

2) 3akiao4aTh COMVIAIIEHUS O HA3HAYEHHM WJIM PEKOMEHJALMK MalMeHTaM JIeKapCTBEHHBIX
IpenapaToB A MEAULMHCKOTO MPUMEHEHUS (32 UCKIIOUEHHEM JIOTOBOPOB O MPOBEACHUHU KIMHUYECKHX
UCCIIEIOBAaHUM JIEKapCTBEHHBIX NPENapaToB s MEAULMHCKOIO IPUMEHEHU);

3) IpeaoCTaBIATh O6p8.31_U>I JICKAPCTBCHHBIX NPCHapaToB I MEAULUHCKOIO MPpUMCHCHHUA B LECIIAX
BpYUYCHHA MAlUCHTaAM (33 HUCKIIIOYCHHUEM  CJIy4YacB, CBA3aHHBIX C TMPOBCACHHUECM KIIMHHUYCCKUX
I/ICCJ'IC,I[OBaHI/II\/‘I JICKAPCTBCHHBIX NPCIapaToB AJIsI MCAUIUHCKOT'O HpI/IMCHeHI/Iﬂ);

4) mpenoCTaBIATh HETOCTOBEPHYIO M (WJIN) HETIOTHYI0 HH(POPMAIIHIO O JIEKAPCTBEHHBIX IperapaTax
JUI METUIIUHCKOTO IIPUMEHEHUS;

5) mocemarp X B pabouyee BpeMst Ha pabOUYMX MecCTaX, 3a MCKIIOUEHHEM CIIydaeB, CBS3aHHBIX C
MPOBEACHUEM  KIMHUYECKHX HUCCJIEAOBAHMI  JIEKAPCTBEHHBIX IMpenaparoB s  MEIULUHCKOTO
IIPUMEHEHHUS, C YYaCTHEM B IMOPAJKE, YCTAHOBJIEHHOM PYKOBOJIUTEIEM MEIUIMHCKOW OpraHHu3aliH, B
COOpaHMSIX MEAUIMHCKUX PAaOOTHUKOB M HMHBIX MEPOIPHITHUSIX, HAMPABICHHBIX HA TOBBIIICHHE HX
npoheCCHOHATFHOTO YPOBHS WJIM Ha TPEAOCTaBlieHHE WH(GOpPMAIMH, CBS3aHHOW C OCYIIECTBICHHEM
MOHHUTOPHHTA 0€30MaCHOCTH JIEKaPCTBEHHBIX MPEMapaToB;

6) mo0y>X/1aTh K BBIMTUCHIBAHHUIO JICKAPCTBEHHBIX MPENApaTOB JJIsl MEIUIIMHCKOTO MPUMEHEHHS Ha
OnaHKax, CoAep)KalMX MH(OPMAIMIO PEKIAMHOIO XapaKkTepa, a TakKe Ha peleNnTypHbIX OJlaHKaxX, Ha
KOTOpBIX 3apaHee HaleyaTaHO HAaUMEHOBAaHUE JIEKApCTBEHHOIO Ipernapara s MEIUIMHCKOTrOo
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MMPpUMCHCHUA.

2. Opranuzanuu, yKa3aHHbIe B a03alie MepBOM YacTu | HACTOSAIIEH CTaThH, U UX MPEJCTABUTEIH B
OTHOIICHUH (hapMaIeBTHUECKUX PaOOTHUKOB U PYKOBOJIUTENICH allTEYHBIX OpraHU3aIuii He BIIpaBe:

1) Bpy4aTh moJapkH, BBIILJIAUMBATH JCHEKHBIE CPEICTBA, B TOM YHCIIE OIUIAYMBATH Pa3BIICUCHMUS,
OTIOBIX, TPOE3J K MECTy OTHbIXa, W MPHUBJICKATh K YYaCTUIO B DPAa3BJICKATEIBHBIX MEPOTPHUSATHUSX,
MIPOBOAMMBIX 3@ CUET CBOUX CPECTB;

2) mpemoCTaBIsTh O0Opa3Ibl JEKAPCTBEHHBIX MPENaparoB I MEIUIIUHCKOTO TPUMEHEHUS IS
BPYYEHHUSI HACEIICHHUIO;

3) 3aKJII0YaTh COTJIAICHUA O IPCAJIOKCHUN HACCIICHHUIO OIPCACIICHHBIX JICKAPCTBCHHBIX
npenaparoB AJIsI MCAUITMHCKOI'O MPUMCECHCHUS

4) nmpenocTaBIATh HEIOCTOBEPHYIO U (WJIN) HEMOJIHYI0 HH(POPMALIMIO O JIEKAPCTBEHHBIX Mpernaparax
JUIS  MEOUIMHCKOTO TNPUMEHEHHUs, B TOM 4HCI€ HMMEIOIIMX OJMHAKOBOE MEKIYyHAapOJHOE
HEMaTeHTOBaHHOE HAaMEHOBAHHUE.

Cratbsa 67.2. TpeboBaHMA K OpraHM3auMm U NMPOBeAEeHUID HayYHbIX MEepPONpPUATUMN,
MHbIX MEpPONpPUATUNA, HanpaBfieHHbIX Ha NOBbIWeEHUe npo¢gecCUoOHaNbLHOro YpPOBHS
MeOUUMHCKMX paboOTHUMKOB WM Ha npeaocTaBneHne uHdopmauum, CcBsiI3aHHOM C
oCyLLeCcTBIEHUEM MOHUTOPUHIra 6e30NacHOCTU NeKapCTBEHHbIX NpenapaToB

1. IIpu npoBeneHNN HAyYHBIX MEPONPUATUN, UHBIX MEPONPUATUHN, HAIIPABICHHBIX HA MOBBILICHHE
npoeCCUOHATBHOIO YPOBHSA MEAUIUHCKUX pPAaOOTHUKOB WM Ha TPEAOCTABICHHE CBA3aHHOW C
OCYIIECTBJIEHUEM  MOHMTOpPHUHra  O€30MACHOCTH  JIEKAPCTBEHHBIX  IPEMapaToB  HHQOpMAIUH,
OpPraHU3yeMbIX OpraHM3alMsMHU, yKa3aHHbIMH B a03aue mepBoM uactu | crateum 67.1 Hacrosiiero
@denepalIbHOTO 3aKOHA, WX MPEACTABUTENSIMHU U (Uiau) (UHAHCUPYEMBIX 3a CYET CpPEICTB OSTUX
OpraHu3alMii M MX NpeiCTaBUTENIeH, 3alpellaeTcss MPensITCTBOBaTh YYAaCTUI0 B  YKa3aHHBIX
MEPOIPUATHIX MHBIX OpraHu3allui, KOTOpPbIE MPOU3BOJAT WM PEATU3YyIOT JEKAapCTBEHHbIE MpenapaThl
IUIE MEIUIMHCKOTO TPUMEHEHUS CO CXOKUM MEXaHU3MOM (PapMaKoJOTHUECKOro AEHCTBHs, JIUOO
CO3/1aBaTh JUCKPUMUHAIMOHHBIE YCIOBHUS JJI1 OJHMX YYAaCTHUKOB II0 CPaBHEHHIO C JPYTHMMH
YYaCTHUKAMH, & UMEHHO:

1) npenocTaBiasTh pa3IMuyHOE KOJIMYECTBO BPEMEHU JUISl BHICTYIICHUM yYaCTHUKOB, Pa3iMyuHbIE 1O
pa3Mmepy 3aHUMaeMOH IUIOIIAJU MeCTa JJIs JIEMOHCTpPAlMK 0Opa3loB JIEKAPCTBEHHBIX MpPENaparoB Jis
MEIMLIMHCKOIO TPHUMEHEHUS WIM pEKIaMHBIX MaTEpHAIOB O JIEKAPCTBEHHBIX IIpenaparax i
MEIULMHCKOrO NMPUMEHEHHS Ha DKCIO3ULUAX, CTCHAAX, 32 UCKIIOUEHHUEM CIIy4aeB, €CIIU TaKUE yCIOBUS
3aKpEIJICHbl B COIVIALUIEHUSIX 3TUX OpraHu3alui, UX NPEeACTaBUTENCH O (UHAHCUPOBAHMM YKa3aHHBIX
MEpPONPUATHI U 00YCIIOBIEHBI PA3INYHBIMU 3aTPATaMHU YYaCTHUKOB Ha UX OpPraHMU3alluIo;

2) ycTaHaBIMBaTh pa3Mep B3HOCA Il YYaCTHHKOB MEpONPUATUH, YKa3aHHBIX B a03alle MepBOM
HACTOAILEH YacTH, IPEBBIIAIOIUN CYMMY 3aTpaT HAa OPraHU3ALMI0 YKa3aHHBIX MEPONPUATUN U BEAYLIUN
K HEOOOCHOBAHHOMY OT'PaHUYEHHUIO YUCJIA UX YYACTHUKOB.

2. Opranuzanuu, yka3aHHble B a03aie mepBoM udactu 1 cratbu 67.1 HacTosmero denepambHOro
3aKOHA, WX IMPEJACTABUTEIM, OCYIICCTBISIONINE OpraHU3auio u (i) (GUHAHCHPOBAHWE MEPOTIPUSATHH,
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yKa3aHHBIX B 9acTH | HACTOSIICH CTaThH, 00sI3aHBI 00ECIIeYNBaTh TOCTYI K MH(OPMAIIUY O JIaTe, MECTe U
BPEMEHHM TMPOBEICHUS YKa3aHHBIX MEpPONpPUATUH, IIIaHaX, MPOrpaMMax IPOBEIEHUS YKa3aHHbBIX
MEpOIPHUATHI U TeMaX, INIAHUPYEMBIX JJI1 pAaCCMOTPEHMS], COCTABE UX YYaCTHUKOB IIyTEM Pa3MEILEHUs
COOTBETCTBYIOIICH MHGOPMAIIMK HAa CBOMX O(PHUITMATBHBIX caidTax B ceTd "MHTepHEeT" He mo3aHee JBYX
MECSLIEB 0 Hayala MPOBEAECHUS YKa3aHHBIX MEPOIIPUATHMN.

3. Undopmarus 0 MpoBEACHUN MEPONPHUATHI, yKa3aHHBIX B 4acTH | HACTOSIIEH CTaThu, B CPOK,
YCTAQHOBJICHHBIM YacTbi0 2 HACTOSALICW CTAaThbu, JOJDKHA OBITh HampaBieHa B (eaepalbHBId OpraH
WCTIOJTHATENIGHOW ~ BJIACTH, OCYMIECTBISIOMMKA (YHKIMM 10 KOHTPOJIIO W Ham3opy B cdepe
3/IpaBOOXPAHEHUS, ISl MOCIEAYIOMIET0 pa3MelIeHus ee Ha OQUIMAILHOM CaiTe 3TOr0 OpraHa B CETH
"UnTepuer".

Mnasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EOEPALIUN NPU OGPALLEHUU NEKAPCTBEHHbLIX CPEACTB
N BOSMELLEHUE BPEOA, NPUYUNHEHHOIO 340OPOBbLIO NPAXXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTbL 3a HapylweHue 3akoHopaTenbcTBa Poccunckon
depepaumm npm ob6paLLeHUn NekapCcTBeHHbIX CPeaAcTB

1. Hapymenue 3akoHonatenbctBa Poccuiickoit ®denepaunu npu oOpaleHUH JI€KapCTBEHHBIX
CpeACTB BJEYeT 3a COOOH OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOJATEIbCTBOM Poccuiickoit
denepanuu.

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

2. 3a HempeaCTaBIEHUE WIM HECBOEBPEMEHHOE TpeCTaBiIeHne HH(OpMaIu 1 (M) JOKyMEHTOB
au00 TpeICTaBIEHHE HEJIOCTOBEPHBIX HWHPOpManuu W (WiIM) JOKYMEHTOB, IIPEIyCMOTPEHHBIX
HactossmuM ~ DenepabHBIM = 3aKOHOM, CYOBEKTBHI OOpaImIeHUs JIGKAPCTBEHHBIX CPEIACTB HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOATeIbcTBOM Poccuiickoii denepannm.

(gactp 2 BBeaeHa DenepasibHbIM 3akoHOM 0T 22.12.2014 N 429-@3; B pen. denepaabHOro 3akoHa OT
04.06.2018 N 140-D3)

Cratba 69. Bo3meweHue Bpeaa, NPUYUHEHHOro 340pPOBLIO rpaxaaH BcreacTBue
NnpUMeHEeHUA NeKapCcTBEHHbIX NpenapaToB

1. IIpousBoauTENH JEKAPCTBEHHOT'O MpemnaparTa 00s13aH BO3MECTUTh Bpel, IPUUNHEHHBIN 3/10pOBbIO
rpakJiaH BCIIEICTBUE TPUMEHEHHs JIEKapCTBEHHOT'O Mpenapara, eciii JoKa3aHo, YTo:

1) nexapcTBeHHBIH Mpenapar MPUMEHSJICS MO0 HAa3HAYEHUIO B COOTBETCTBUHU C MHCTPYKIMEH IO
NPUMEHEHHIO JIEKApCTBEHHOTO IpernapaTra M NPUYMHONW Bpela SIBWICS BBOJ B TPaKIAHCKUH 00OpOT
HEeZ00pOKaYeCTBEHHOTO JIEKaPCTBEHHOI'O IIpernapara;

2) Bpelo 3I0pOBbI0 MPUYMHEH BCJIEICTBHE HEIOCTOBEPHON HWHGMOpPMALNU, COAEpKalIehcs B
WHCTPYKIIMU TI0 IPUMEHEHHUIO JIEKAPCTBEHHOTO TMpernapara, U3JaHHOM MPOU3BOAUTENIEM JIEKAPCTBEHHOTO
mpernapara.

2. B cmydae, ecnu Bpell 3A0POBBIO TPaXAaH MPUUYUHEH BCJICACTBUE MPUMEHEHHUS JIEKApCTBEHHOTO
mpernapaTa, MPUIISANIET0 B HETOJHOCTh B PE3yJIbTaTe HAPYIICHHs MPaBUI XpaHEHUs JIEKaPCTBEHHBIX
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CPEJICTB, MPaBWJI ONTOBOW TOPTOBJIH JEKAPCTBEHHBIMH IpemapaTaMy, MPaBHI OTIYCKa JEKApPCTBEHHBIX
MpenapaToB, TPAaBWJI HW3TOTOBICHUS MW OTIYCKa JIEKAPCTBEHHBIX IIpEnapaToB, BO3MEIICHHE Bpeaa
OCYIIECTBIISIETCS. COOTBETCTBEHHO OpraHU3alliell OMTOBON TOPTOBIM JICKAPCTBEHHBIMH CPEICTBAMH,
anTEeYHOM oOpraHu3aleldl, WHIAUBUAYAJbHBIM MpEANpPUHUMATEIEM, HMCIONIUMH JIMIICH3WI0 Ha
(bapMareBTHYECKYIO0 NEATEIBHOCTh WM JHUICH3UI0 Ha MEIUIIMHCKYIO ACSITeNbHOCTb, METUIIMHCKON
OpraHu3anueil, WMEIIIEeH JHICH3UI0 Ha ¢GapMaIeBTUYECKYI0 JCATENBHOCTh (€€ 000COOJICHHBIM
MOIpa3/IeICHUEM, PACIOIOKEHHBIM B CEIHCKOM HACEJICHHOM ITYHKTE, B KOTOPOM OTCYTCTBYET anTedHast
OpraHm3aIys), JOMyCTHBIIUMHU POy HIIA OTITYCK TAKOTO JIEKAPCTBEHHOTO Iperapara.

(B pen. ®eaepanbHbIx 3aK0HOB OT 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. BosMmenienue Bpeaa, NPUUYMHEHHOTO 3J0POBBIO Tpa)KAaH BCJIEACTBUE IPUMEHEHUSA
JICKapCTBEHHBIX IPENapaToB WM COBEPIICHUS MPOTHBOIPABHBIX IEHCTBUIl CyObekTamMu oOpalieHus
JIEKAPCTBEHHBIX CPEJACTB, OCYIIECTBISIETCS. B COOTBETCTBUM C 3aKOHOAATENIBCTBOM Poccuiickon
denepanuu.

Mnasa 16. 3AKITIOYUTEJIbHbLIE MOJIOXKEHUA

Cratba 70. O npu3HaHWKM YTPaTUBLUMMU CUNY OTAENbHbIX 3aKOHOAATEeNbHbIX aKTOB
(nonoxeHun 3akoHoAaTeNbHbIX akToB) Poccumnckon depnepaummn

[Ipu3HaTs yTpaTUBIIMMU CHITY:

1) ®enepanbubiii 3akoH OoT 22 utoHs 1998 roga N 86-®3 "O nekapcTBEHHBIX CcpeacTBax'
(CoOpanwme 3akonomarenscTBa Poccuiickoit @enepammu, 1998, N 26, ct. 3006);

2) denepanpubiii 3akoH OT 2 ssHBaps 2000 roga N 5-O3 "O BHeceHUH W3MEHEHHUS U JOTMOJIHEHUH B
@enepanbubiii 3akoH "O nexapcTBeHHBIX cpeactBax" (CoOpaHme 3akoHOJaTenbcTBa Poccuiickoit
®eneparnuun, 2000, N 2, ct. 126);

3) crarbio 40 DenepanbHoro 3akona ot 10 saBaps 2003 roma N 15-d3 "O BHeceHUH U3MEHEHUI U
JIOTIOJIHEHWH B HEKOTOpbIE 3aKOHOJAaTelbHbIE akThl Poccuiickoii denepanuu B CBSI3U C MPUHATHEM
@enepanpHoro 3akoHa "O  JIMIEH3UPOBAaHMM OTACIBHBIX BHIOB AesrenpHOcTH" (CoOpanHue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2003, N 2, c1. 167);

4) crarpio 31 @enepanproro 3akoHa ot 30 utons 2003 roga N 86-O3 "O BHeceHMH U3MEHEHUN U
JOTIOJTHEHU B HEKOTOPBIE 3aKOHOJATENbHbIE akThl Poccuiickoii denepanuu, Npu3HaHUU yTPATUBILIUMHU
CUJIy OTJAEJIBbHBIX 3aKOHOJATENbHBIX akToB Poccuiickoir deneparuu, NPeIOCTABICHUU OTAECIbHBIX
rapaHTuil COTPyAHUKAM OPraHOB BHYTPEHHHUX JIEJ, OPTAaHOB MO KOHTPOJIO 32 000POTOM HAPKOTUYECKUX
CPEICTB M TICUXOTPOITHBIX BEIIECTB M YIMPa3AHICMBIX (eAepalibHbIX OPraHOB HAJIOTOBOW TOJHWIIUUA B
CBSI3M C OCYIIECTBICHHEM MeEp MO COBEPIICHCTBOBAHMIO TrocyaapcTBeHHoro ympaBieHus" (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) cratpio 101 denepanpHOro 3akona ot 22 aBrycta 2004 roga N 122-®3 "O BHeceHUU U3MEHEHUN
B 3aKoHozarelbHble akThl Poccuiicko denepanuy M NPU3HAHUM YTPATUBIIMMH CHIIy HEKOTOPBIX
3aKOHOJATeNbHbIX akToB Poccuiickoil @enepauuu B CBA3M C NpHUHATHEM (elnepanbHbIX 3akoHOB "O
BHECEHMU HM3MEHEHUIl u JomnonHeHud B DenepanbHblil 3akoH "OO 00IIMX NPUHIHUNAX OpPraHU3aINU
3aKOHOJATEIbHbIX (IIPEJCTABUTENIBHBIX) M MCIOJHUTEIbHBIX OpPraHOB TIOCYJAapCTBEHHOM BJIACTH
cyobekTtoB Poccuiickoit  ®enepauuu" u  "OO0 o00muX NOpUHIMIAX OPraHU3allMM  MECTHOTO
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camoynpasieHust B Poccuiickoit denepanuu" (Cobpanue 3akoHomatenbcTBa Poccuiickoit dexnepanuu,
2004, N 35, ct. 3607);

6) ctatbio 28 dexnepanpHoro 3akoHa ot 18 nexadbps 2006 roga N 231-D3 "O BBeneHUHU B IeHCTBHE
gacTu 4eTBepToi ['paxmanckoro komekca Poccuiickoit ®Pepepammu" (CoOpaHue 3aKOHOAATEIHCTBA
Poccuiickoit ®enepanuu, 2006, N 52, ct. 5497).

CraTtba 71. BctynneHue B cuny Hactoswero ®eaepanbHOro 3akoHa

1. Hactosmuit denepanpHblii 3aKoH BeTynaeT B cuity ¢ 1 ceHtsiops 2010 roga.

2. JlexkapCTBEHHbBIE CpEICTBA, 3apErMCTPUPOBAHHBIE O JHS BCTYIJICHHS B CHJIy HACTOSIIETO
@DenepalIbHOTO 3aKOHA, MMOJIEkKAT BKIOYEHHUIO B ITOCYJapPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPEJICTB C
BHECEHMEM YyKa3aHHbIX B yacTu | crtatbu 33 Hacrosimero denepalibHOTO 3aKOHA CBEACHUH 00 3THX
JICKapCTBEHHBIX CpEJCTBaX 0€3 MNpPOXOXKICHHS BHOBb IPOLENyphl TOCYAapCTBEHHOW perucTpanuu
JICKApPCTBCHHBIX MPCIIapaToOB.

3. T'ocynapcTBeHHas perucTpalys JeKapCTBEHHBIX MPENapaToB, 3a HCKIIOUCHHEM JICKapCTBEHHBIX
npenaparoB J4Jid MCAUIHMHCKOIO NPpHUMCHCHUA, MPCACTABJICHHBIX HAa YKAa3aHHYIO PCrucTpanuro OO AOHA
BCTYIUICHHS B CHJIy Hacrtosimero dexepaabHOro 3aKoHa, OCYIIECTBISIETCS B COOTBETCTBUH C HACTOSIINM
qDeI[epaJ'II)HI)IM 3aKOHOM Ha OCHOBAaHHMU ONOKYMCHTOB M JAHHBLIX, NPCACTABICHHBIX OO0 JHSA BCTYIJICHHA B
cuity Hactosiero denepanbHOroO 3aKoHa.

(B pen. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

3.1. T'ocynapcTBeHHass perucTpaius JeKapCTBEHHBIX MPEmapaToB A MEAULIMHCKOTO IPUMEHEHMS,
MPEACTABICHHBIX HAa TOCYJAPCTBEHHYIO PETUCTPAILMIO 10 [HS BCTYIUICHHS B CHIIy HACTOSIIETO
@denepallbHOTO  3aKOHa, U TOCYIJApCTBEHHAsh pErucTpalus JEKapCTBEHHBIX IMpemapaToB IS
MEJIMIIUHCKOTO TPUMEHEHHS, TPEICTABICHHBIX Ha JKCHEPTU3Y JIEKAPCTBEHHBIX CPEICTB 10 JIHA
BCTYyIUIEHUSI B cuily Hactosmiero denepanbHOro 3aKoHa B LENSX UX MOCIEAYIONIEH TrocyaapCTBEHHOM
pPEruCTpalfK, OCYIIECTBISIOTCS HAa OCHOBAaHUHM JOKYMEHTOB M JaHHBIX, MPEICTABICHHBIX 10 IHS
BCTyIUIEHUSI B CUJIy HacTosimiero denepanbHOro 3aKOHA, a TaKXKe 3asBICHUS O TOCYIapCTBEHHOM
perucTpalnv  JEKapCTBEHHOTO TMperapara, MPEeACTaBICHHOTO MPOU3BOIUTEIEM JIEKAPCTBEHHBIX
MpPemnapaToB WIH YIOJIHOMOYEHHBIM UM JIULIOM B COOTBETCTBUU ¢ HacTosmuM DenepanbHbIM 3aKOHOM B
YIOJHOMOYCHHBIN (efiepaibHbIi OpraH HCIIOTHUTEIbHON BiacTH 1o | mapta 2011 roxa, 6e3 TpeboBanus
yIUIaThl TOCYJAPCTBEHHOM MOIIUTHHEI, TPEyCMOTPEHHOM 3aKoHOAaTeNbcTBOM Poccuiickoit @eneparuu o
Hajorax u coopax.

(uacts 3.1 B pea. @eaepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. IlonrBep:klIeHUE TrOCYJapCTBEHHOM pErucTpallMd JIEKapCTBEHHBIX IpernaparoB s
MEJULMHCKOTO MPUMEHEHHMS, MPECTABICHHBIX AJIS MOATBEPXKICHHS TOCYy1apCTBEHHON perucTpauuu a0
JHS BCTYIUIEHHMS B Cuily Hacrosimero @®enepanbHOro 3aKOHA, U MOJITBEPXKIEHUE TOCYyAapCTBEHHOU
perucTpanyy JEeKapCTBEHHBIX MpPENapaTroB Uil MEIUIMHCKOTO TNPUMEHEHUs, NpEICTaBICHHBIX Ha
AKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB A0 IHS BCTYIUIEHHUS B CHIIy Hactosuiero denepalbHOTO 3aKOHA B
LEJAX MOCIEIYIOIEro MOATBEPKACHUS HX TOCYIApCTBEHHOM pErucTpaluu, OCYILECTBISIOTCS Ha
OCHOBAaHMHU JOKYMEHTOB M JAaHHBIX, IPEACTABICHHBIX JO JHS BCTYIUIEHHUS B CHJIy HACTOSIIETO
@enepanbHOrO 3aKOHA, a TAKKE 3asiBICHUA O TOATBEP)KICHUHM TOCYJapCTBEHHOM perucTpanuu
JIEKapCTBEHHOI'0 Ipernapara, IpPEJCTaBICHHOIO IPOU3BOJUTENIEM JIEKAPCTBEHHBIX IIperapaToB WU
YIIOJIHOMOYEHHBIM UM JIMLOM B COOTBETCTBMM ¢ HacrosmuMm @DenepaiabHbIM  3aKOHOM B
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(pea. ot 23.07.2025)
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[JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.10.2025

YIOJHOMOYEHHBIN (pesiepanbHblii OpraH HCIOTHUTENbHOM BiacTu 1o 1 mapta 2011 roxa, 6e3 TpeboBanus
YILIAThl TOCYAAPCTBEHHOM MONUIMHBI, TPEAYCMOTPEHHOM 3aKOHOIaTeIbcTBOM Poccuiickoit denepanuu o
Hajorax u coopax.

(dactp 3.2 B pen. DenepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.3. Ilpunstue pemeHus O BHECEHUH M3MEHEHHM B JIOKYMEHTBHI, COJAEpKaluecs B
PETUCTPAIIMOHHOM JI0Ch€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar Ui MEIUIUHCKOTO
MPUMEHEHUS W TPEACTABICHHbIC A0 JHS BCTYIUIEHHMS B CHIIy HacTosilero denepalbHOro 3aKoHa, W
MIPUHSATHE PEIICHUS] O BHECEHUU U3MEHEHUN B JIOKYMEHTBHI, COJIEPKAIINECS B PETUCTPAIIMOHHOM JI0ChE Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT i MeIUIUHCKOTO TPUMEHEHHS U TIPEICTaBICHHbIC Ha
JKCTEPTU3Y JIEKAPCTBEHHBIX CPEJICTB M0 JIHS BCTYIUICHUS B CHIIy HacTosimero denepaibHOTO 3aKOHA,
OCYIIECTBIISIOTCS Ha OCHOBaHUH JOKYMEHTOB M JAHHBIX, MPEACTABICHHBIX JO JHSA BCTYIUICHUS B CHITY
Hacrosimero PenepanbHOTO 3aKOHA, a TaKXKE 3asBICHUS O BHECEHHMM HM3MEHEHHUM B JOKYMEHTHI,
coJlepKalfecss B PErHCTPAlMOHHOM JOChe Ha 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIH Mpemnapar s
MEJIMIIUHCKOTO TPUMEHEHHS, MPEICTABICHHOTO MPOU3BOAMUTENIEM JIEKAPCTBEHHBIX MPENapaToB WIH
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHM C HacToamuMm @DenepanbHbIM 3aKOHOM B
YIOJHOMOYCHHBIN (efiepaibHbIi OpraH HCIIOTHUTEIRHOU BiacTH 1o | mapta 2011 roga, 6e3 TpeboBanus
yIUIaThl TOCYJAPCTBEHHOM MOIIUTHHEI, TIPEyCMOTPEHHOM 3aKoHOAaTeNbcTBOM Poccuiickoit @eneparuu o
Hajorax u coopax.

(uacts 3.3 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.4. Bolmaua paspenieHM Ha TNpPOBEACHHME KIMHUYECKMX HCCIIEOBAaHMM JI€KapCTBEHHBIX
IIPENnapaToB JUIsi MEAULUHCKOIO NPUMEHEHUS IO 3asABICHUAM, IOAAHHBIM 10 JIHS BCTYIUICHUS B CHILY
Hacrosiuiero denepasbHOroO 3aKOHA, a TAK)KE 110 3asBJICHUSAM, ITOJAAHHBIM ITOCJIE JHS BCTYIUICHHS B CHILY
HacTosAwero denepanbHOro 3aKOHAa Ha OCHOBAaHUM DKCIIEPTU3, IPOBEICHHBIX 10 IHS BCTYIJICHUS B CHITY
HacToAmero PenepanbHOro 3aKOHA, OCYINECTBISETCS B COOTBETCTBHM € HacTosmuM DenepanbHbIM
3aKOHOM Ha OCHOBaHUM JOKYMEHTOB U JIaHHBIX, IPEACTABICHHBIX WM MOJYYEHHBIX 10 JHS BCTYIUICHMS
B CWJIy Hacrosero @enepaJbHOrO 3aKOHA, a TAK)KE€ HA OCHOBAHUU KOIIMHU IPEJBAPUTEIBLHOTO JOrOBOpa
0053aTENIbHOTO ~ CTPAXOBAaHUS  KHU3HHM, 3/0pOBbSl MAIMEHTOB, YYaCTBYIOIIUX B KJIMHUYECKOM
WCCIE0BAaHUM JIEKapCTBEHHOI'O Ipernapara il MEIWLIHWHCKOTO NPUMEHEHUS, WIA KOIHH JOroBOpa
0053aTENIbHOTO  CTPAXOBAaHUS  KHM3HHM, 3/0pOBbSl MAIMEHTOB, YYaCTBYIOIIUX B KJIMHUYECKOM
UCCIIEIOBAaHUM JIEKAPCTBEHHOI0 TMpernapara s MEAUIMHCKOrO MPUMEHEHUs, JIMOO NpeCcTaBIECHHOU
KOIMH J0roBOpa 00s3aTE€IbHOI0 CTPAXOBAHUS, 3aKIIOUEHHOIO B COOTBETCTBUU C THUIOBBIMU IpPaBUIIAMU
00513aTENIFHOTO CTPaxOBaHUs, C YKa3aHWEM MPEeNIbHOW YWCIEHHOCTH NAIlMEeHTOB, YYaCTBYIOIIUX B
KJIMHUYECKOM HCCIIEZIOBAaHUM JIEKAPCTBEHHOIO IIperapara s MEIUIMHCKOro IpHUMEHeHHs, 0e3
TpeOOBaHMUS YIUIAThl TOCYAaPCTBEHHOW MONLIMHBI, PEIYCMOTPEHHON 3aKOHOAATENhCTBOM Poccuiickoii
®eneparun 0 HaIoOrax u coopax.

(uactp 3.4 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3aperucTpupoBaHHbIE B WHOCTPAHHOM BaIIOTE A0 JHSA BCTYIUICHUS B CHIIy HACTOSIIETO
@enepaﬂbﬁoro 3aKOHa MPEACIBbHBIC OTITYCKHBIC IEHBI MHOCTPAHHBIX HpOHSBO[[I/ITeHCﬁ Ha JICKapCTBCHHBLIC
mpemapaThl, BKIIOYCHHBIE B TIEPEUYCHb KU3HEHHO HEOOXOJUMBIX M Ba)KHEHIIHUX JIEKapCTBEHHBIX
MpermapaToB, MOJJICKAT epecdery B pyosu mo kypcy LlenTpansHoro 6anka Poccuiickoit denepanun Ha
naty, ycraHoBieHHyto [IpaBurtensctBoM Poccuiickoit ®@enepanum, 0e3 HpeacTaBiIeHUsS 3asBICHHUS O
IepecyeTe LEHbl C BHECEHUEM COOTBETCTBYIOIIMX M3MEHEHUH B TOCYAAPCTBEHHBIA PEECTp IPEAEIbHBIX
OTITYCKHBIX IIEH MPOU3BOIUTENECH Ha JIEKAPCTBEHHBIC Mperaparhl, BKIIOUYEHHbIE B MEPEYCHb KUZHEHHO
HCO6XOILI/IMBIX Y BaXXHEUIINX JICKApPCTBCHHLIX IPCIIapaToB.
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(uacts 3.5 BBeneHa PenepanbHbIM 3ak0HOM 0T 11.10.2010 N 271-D3)

3.6. 3apeructpupoBaHHbIE 10 JHA BCTYIUIEHHUS B cuily Hactosimero ®denepaibHOro 3akoHa
mpeleibHble OTIYCKHBIE IIEHBl POCCHUICKMX TPOW3BOAUTENCH Ha JEKapCTBEHHBIE IIperaparsl,
BKJIIOUEHHBIE B TME€PEUEHb JKU3HEHHO HEOOXOAMMBIX U BaXKHEHIIMX JEKApCTBEHHBIX IPENaparos,
nojuiexar uHaekcauuu c¢ 1 HosOps 2010 roma Mcxonas M3 MPOTHO3HPYEMOTO YPOBHS HHMIAIMH,

n
ycTaHoBjiaeHHOT0 DeepanbHbIM 3aKkoHOM OT 2 nekadbps 2009 roma N 308-D3 "O ¢enepansHOM Or0KETE
Ha 2010 rox u Ha mnanoBsIi nepuoa 2011 u 2012 ronos" Ha 2011 rox.
(uactp 3.6 BBeneHa PenepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 rona He nomyckaroTcsi MPOU3BOJACTBO U BBO3 B Poccuiickyto denepannio
JIEKapCTBEHHBIX MIPEMapaToB B YIIAKOBKAX C MApPKUPOBKOM, KOTOpas Oblila HAHECEHA JIO0 THS BCTYTUICHUS B
cuiny Hactosmero denepanpbHoro 3akoHa. [lo McTeueHUM yKa3aHHOTO CPOKA JaHHBIE JIEKAPCTBEHHBIE
npenaparsl MOTYT OTIYCKaThCS, PEaTN30BLIBATHCS, MEPENABATHCS M MPUMEHSTHCA 10 HCTCUYCHHS HX

CpOKa TOTHOCTH.
(B pen. ®enepanbHbix 3aKk0HOB 0T 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3)

4. Co nmHa BcTymiieHus B cuily Hacrosimero ®denepanbHoro 3akoHa ¥ no 30 ampens 2011 rona
BKJIIOYUTENIPHO  JIOMYCKAETCs TMPOBEACHUE OKCIEPTU3Bl  JICKAPCTBEHHBIX CPEJCTB  AKCIEPTAMH
AKCIIEPTHOTO  YUPEXKICHHUS [0 TMPOXOXKICHUS HMMH aTTeCTallud B TOPSAAKE, YCTAaHOBICHHOM
YIIOJITHOMOYEHHBIM (Pe/iepaabHbIM OPraHOM UCTIOJTHUTEIHHOM BIIACTH.

5. Co nmHs BeTymieHus: B cuily Hacrosimero ®exepanbHoro 3akoHa u mo 31 mekabps 2013 rona
BKJIIOYUTEIIBHO OCYIIECTBISIETCA MEPEX0]] K MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBHH C
MpaBUJIaMU OpPTaHHU3AIMM MPOU3BOACTBA U KOHTPOJISI KQ4eCTBA JICKAPCTBEHHBIX CPENICTB, YKa3aHHBIMU B
gyactu | cratebu 45 Hacrosmero ®enepaqbHOro 3akoHa, B TOJHOM oObeme. Cpoku mepexopa
MPOM3BOJICTBA JICKAPCTBEHHBIX CPEACTB K HX MPOU3BOJACTBY B COOTBETCTBUU C KOHKPETHBIMH
TpeOOBaHUSMHU JTAHHBIX MPABWI, BKJIIOYAs CPOKH aTTECTAIMU YIOJTHOMOYCHHBIX JIMIl, YKa3aHHBIX B
gacTsx 6 u 7 crateu 45 Hacrosmero denepanbHOro 3aKOHA, ycTaHaBiMBaroTcs lIpaBUTEnHCTBOM
Poccuiickoit denepanumn.

6. JluueH3unm Ha TPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB, BblAaHHble 10 | sHBaps 2014 ropa,
neiictByrot nocie 1 suBaps 2014 roga A0 vcTedeHUs] CPOKAa MX JAEWCTBUS MPU YCIOBUU COOTBETCTBHUS
JULEH3MaTa MpaBUjaM OpraHW3alyy NPOU3BOJICTBA M KOHTPOJSI KadyecTBa JIEKAPCTBEHHBIX CPEACTB,
yYKa3aHHBIM B 4acTH | craten 45 Hacrosmero @enepajbHOro 3aKoHa.

7. ®opMupoBaHHE TOCYAApCTBEHHOIO 3a/laHHs Ha TMPOBEIEHUE OHKCIEPTU3Bl JIEKAPCTBEHHBIX
cpencTB (emeparbHOMY TOCYJapCTBEHHOMY OOJIKETHOMY YUYPEKICHHUIO MO MPOBEICHUIO SKCIICPTH3BI
JIEKapCTBEHHBIX CPENCTB M (DMHAHCOBOE OOECIICUEHHE BBIMIOJIHEHHUSI 3TOTO 3a/IaHUsl OCYIIECTBISIOTCS B
nopsiike, ycranoBiieHHOM DenepanbHbIM 3aK0HOM OT 12 siHBaps 1996 rona N 7-®3 "O HeKOMMEpUECKUX
opraHuzanusx".

(uactp 7 BBenena denepanbHbiM 3aKk0HOM OT 29.11.2010 N 313-D3)

IIpesunent
Poccuiickoit denepanun
JA.MEJIBEJIEB
Mocksa, Kpemib
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(pen. or 23.07.2025) [JokyMeHT npepocTtasieH KoHcynbTaHTIn0C
"06 06palLEHIM IeKapCTBEHHBIX CPeacTs” Mata coxpaxenns: 14.10.2025
12 anpens 2010 rona

N 61-®3
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