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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1. Hacrosammuit ®enepanbHplii 3aKOH PETYJIHUPYET OTHOIUEHHUS, BO3HUKAIOIIME B CBS3H C
oOparieHueM - pa3pabdOoTKOM, JOKIMHUYECKHMHU MCCIIEOBAHUSAMH, KIMHUYECKHMHU MCCIIEOBAHUSMH,
3KCIEPTU30M, TOCYAAPCTBEHHOM PETUCTPALIMEN B COOTBETCTBUM C HACTOAIMM DeaepalbHbIM 3aKOHOM
(manee - rocynapCTBEHHasl perucTpanus) Wi perucTpanuel B COOTBETCTBUU C MEXIyHApOJHBIMU
JIOTOBOpaMHM M aKTaMM, COCTaBISIOIIMMHU TpaBo EBpa3uiickoro SKOHOMHYECKOTO coro3a (lanee -
peructpanusi), co CTaHAapTH3alMed U € KOHTPOJEM KadecTBa, IPOM3BOJICTBOM, H3TOTOBICHHEM,
XpaHEHHUEM, MEpPeBO3KOM, BBO30M B Poccuiickyro denepanuro, BeiBo30M U3 Poccuiickoit denepanuu,
pEeKJIaMOM, OTIIyCKOM, pealu3aluel, mepenaded, NPUMEHEHHEM, YHUYTOXEHUEM JIEKapCTBEHHBIX
CPEICTB.

(B pen. ®enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N _1-D3)

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

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

Cratbs 2. Cdepa npumeHeHns HacTosiwero PegepanbLHOro 3aKkoHa

Hacrosmuit denepanbHplii 3aKOH NPUMEHSAETCS] K OTHOLIEHUSAM, BO3HUKAIOUIUM IIPU 0OpallieHUH
JIEKapCTBEHHBIX CPEICTB Ha TeppuTopun Pocculickoint denepanuu.

CraTtba 3. 3akoHOA4aTeNnbLCTBO 06 0OpaLeHNn NeKapCTBEHHbIX CPeacTB

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

1.1. 3akoHOAATENHCTBO 00 OOpAIIEHUH JTEKAPCTBEHHBIX CPEACTB B OTHOIICHUH FOPUTUICCKIX JTUI]
W UHIUBUIYAIbHBIX MpPEANpPUHUMATENCH, OCYUIECTBISIONIMX JICSITEIIbHOCTh Ha  TEPPUTOPUHU
MEXIYyHApOIHOTO METUIIMHCKOTO KJIacTepa, MPUMEHSETCS ¢ Y4eTOM OCOOEHHOCTEH, yCTaHOBJICHHBIX
®enepanbHbM 3aK0HOM OT 29 utons 2015 roga N 160-P3 "O mexayHapOoIHOM MEAUIMHCKOM KJIacTepe
Y BHECEHHMM U3MEHEHU B OT/I€JIbHBIC 3aKOHOIaTelIbHbIE aKkThl Poccuiickoit denepaunn’.
(uacts 1.1 BBenena denepanbHbiM 3ak0HOM OT 29.06.2015 N 160-D3; B pen. @enepalbHOro 3aK0Ha OT
04.08.2023 N 428-D3)

2. JHeiictBue Hactosmiero @DenepalbHOrO 3aKOHA PacHpOCTpaHsSETCs HA  oOpalieHue
HAapKOTUYCCKHUX JICKAPCTBCHHBLIX CPEACTB H TMCHXOTPOIHBIX JICKAPCTBECHHBIX CpPECACTB C YUYCTOM
0COOCHHOCTEH, YCTaHOBJIEHHBIX 3aKOHONATEIbCTBOM Poccuiickoii @Denepanii 0 HAPKOTHUECKUX
CpeICTBaX, MICUXOTPOIMHBIX BEIIECTBAX U 00 UX MPEKypCcopax.

3. /JeiictBue Hactosmero @enepanbHOr0 3aKOHa  paclpoCTpaHseTcs Ha oOpalieHue
pannodapmManeBTHYECKUX JICKApPCTBEHHBIX CPEACTB C YYETOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3aKOHOJATeabCTBOM Poccuiickoit denepanuu B ob6nactu oOecrieueHust paJualiMoHHON 0€301acHOCTH.

4. Ecnn MmexxayHapoIHbIM 1oroBopoM Poccuiickoit denepannu, Mex1yHapOAHBIMU J10TOBOPAMHU U
aKTaMM, COCTaBJISIFOIIMMU IpaBo EBpa3zniickoro 5KOHOMUYECKOT0 CO03a (Jajiee - aKkThl, COCTABJIAIOLINE
npaBo Coro3a), YCTaHOBJIEHBl HHBIE MpaBWiIa, 4YeM T€, KOTOpbIE IMPEAYCMOTPEHbI HACTOSIUM
@denepallbHBIM 3aKOHOM, IIPUMEHSIOTCS MTPaBUIIa MEKIYHAPOJHOTO 10r0BOPA, IIPaBUiIa, CONEPIKALUECS
B aKTax, COCTaBJIAIOMHKX npaBo Coro3a.

(uactp 4 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

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

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

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

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

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

1.1) crparerndyecku 3HauMMbIEe JIEKApPCTBEHHBIE CPEACTBA - JIEKAPCTBEHHBIE CpEJCTBA IS
MEIULMHCKOTO MPUMEHEHHsI, KOTOpble 00ECIIeUNBAIOT MPUOPUTETHBIE TTOTPEOHOCTH 3/1PaBOOXPAHEHUS
B LEIIX MpOQWIAKTUKM M JIeYeHUs 3a00JeBaHMN, B TOM YHUCIIE MPeoOJalalonMx B CTPYKType
3aboneBaeMocTr B Poccuiickoit denepanuu, U MPOU3BOJCTBO KOTOPBIX JOKHO OBITH 00ECIeYeHO Ha
tepputopun Poccuiickont @enepanuu. [lepedeHb cTpaTerniyecky 3Ha4MMBbIX JIEKAPCTBEHHBIX CPEACTB, a
TaK)Ke NOPAIOK M Kputepuu ero ¢dopmupoBanus yrtBepxkaatorcs IIpaButensctBom Poccuiickoit
denepanuu;

(m. 1.1 BBenen denepanbHbIM 3aKk0HOM OT 23.07.2025 N 268-D3)

2) dapmaiieBTUUYECKass CyOCTaHIIUS - JEKAPCTBEHHOE CPEICTBO B BHUJE OIAHOTO WM HECKOIBKHX
obnanaromux (HapMaKOJIOTUYECKOW AKTUBHOCTBIO JIEHCTBYIOIIMX BEIIECTB BHE 3aBUCHUMOCTH OT
MIPUPOJIBI IPOUCXOXKICHHUS, KOTOPOE TPETHAZHAYCHO IS POU3BOJICTBA, N3TOTOBIICHUS JICKAPCTBEHHBIX
MpenapaToB U onpeaesseT ux 3pHeKTUBHOCTH;

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

3) BCIIOMOI'aTCJIbHBIC  BCIIECTBA -  BCHICCTBA  HCOPraHUYCCKOTO - HIIU OpraH"u4eCcKoro
MNPOUCXOKACHUA, HUCIOJB3YCMbIC B IIPOLCCCEC IMPOU3BOJACTBA, HU3IOTOBJIICHUA JICKAPCTBCHHBIX
npenaparoB AJId IIPUJAHUSA UM HGO6XOI[I/IMBIX (1)I/I3I/IKO-XI/IMI/I‘-I€CKI/IX CBOfICTB;

4) nexapCTBEHHbIE Ipenaparbl - JIEKAPCTBEHHBIE CpEICTBA B BUIE JIEKAPCTBEHHBIX (hopm,
MpUMEHsIeMble U1l MPOQMIAKTUKHM, IUAarHOCTHKH, Je4YeHus 3a0oJeBaHUs, peadbuIuTanuu, s
COXpPaHEHUs, IPEOTBPAIICHHS] WU MPEPbIBaHUs OEPEMEHHOCTH;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

5) JICKApCTBCHHAA (bopMa - COCTOAHHUC JICKAPCTBECHHOT'O ITp€liapara, COOTBETCTBYIOILCC crocodam
€T0 BBCACHUSA U IPUMCHCHHUA U 06CCH€‘{I/IB3.IOIH€C JOCTHXXCHHC HCO6XOI[I/IMOFO J1e4eOHOTO B(I)(I)GKTa;

5.1) no3upoBka - COAEpKAHUE OJHOTO WJIM HECKOJIbKUX JICUCTBYIOIIMX BELIECTB B
KOJIMYECTBEHHOM BBIPQXEHUM HA €IMHUILy J03bl, WIM €IWHUIy 00beMa, WU EIUHUI]y Macchl B
COOTBETCTBUHM C JIEKQpCTBEHHOW (opmoil 5mbO Jis HEKOTOPBIX BHJOB JIEKAPCTBEHHBIX (QOpM
KOJINYECTBO BBICBOOOXKIAEMOI0 M3 JIEKAPCTBEHHOM (OpMBI JIEHCTBYIOIIErO BELIECTBA 3a EJUHMILY
BpPEMEHU;

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

6) mepedeHb JKU3HEHHO HEOOXOAMMBIX M BAXKHEHMIIMX JIGKAPCTBEHHBIX IpenapaToB -
yrBepxkaaemsblid [IpaBurensctBoMm Poccniickoit denepanny nepedeHsb JIEKapCTBEHHBIX MTPENapaToB s
MEJUIIMHCKOTO TPUMEHEHUs, 00ecneuynBarolIuX MPUOPUTETHbIE NOTPEOHOCTH 3PaBOOXPAHEHHS B
nesAax NpoQWIaKTUKA M JIedeHHs 3a00JIeBaHUM, B TOM 4HCiIe INpeoliajarolliuX B CTPYKType
3aboneBaeMoctu B Poccuiickoit @eneparuuy;

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

6.1) opdanHBIC JIEKApCTBEHHBIC TpENaparhl - JIEKAPCTBEHHBIC MpEnaparhbl, MpeaHa3HAYCHHBIC
WCKJIFOUUTENIBHO JUIsl JAMArHOCTUKH, STHUOMATOTCHETUYECKOrO0 WM TMAaTOT€HETHYECKOTO JICUCHHS
(JiedeHMsI, HAITPABJIEHHOTO HA MEXaHU3M pa3BUTHs 3a00sIeBaHMs) peIKUX (OppaHHbIX) 3a00JI€eBaHUL;

(n. 6.1 BBenen denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-®3; B pen. DeaepalbHOrO 3aK0HA OT
30.01.2024 N 1-®3)

6.2) OuosorMYecKue JIEKapCTBEHHBbIE NpenapaThl - JICKApCTBEHHbIE Ipernaparthl, JeicTBYoIee
BCIHICCTBO KOTOPLIX MPOU3BCACHO WJIM BBIJACJICHO H3 OMOJIOrHYECKOI0 MCTOYHUKA U AJid OIIPCACIICHUA
CBOMCTB M KadecTBa KOTOPBIX H€O6XOI[I/IM3. KOM6I/IHaHI/Ifl OHMOJIOTHYECKUX U (bI/IBI/IKO-XI/IMI/I‘-ICCKI/IX
METOJO0B. K Ouonornueckum JICKAPpCTBCHHBIM  IIp€riapataM OTHOCATCA I/IMMYHO6I/IOJ'IOFI/I'-ICCKI/IG
JIeKapCTBEHHBIC IpenapaThl, JEKapCTBEHHbBIC IperapaThl, MOJYYEHHBIE M3 KpPOBH, IUIA3Mbl KPOBHU
YeJOBeKa M JKMBOTHBIX (32 HCKIIOYCHHEM IEIbHOW KpPOBH), OMOTEXHOJIOTHYECKHE JIEKapCTBEHHBIE
npernaparsl, TEHOTEPANIEBTHUECKUE JICKAPCTBEHHBIE Mpenaparhl, JEKapCTBEHHbIE MpenapaThl Ha OCHOBE
COMAaTHUYECKUX KIIETOK;

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

6.3) BBICOKOTEXHOJOTUYHBIM JICKAPCTBEHHBIN IMpenapar - FeHOTepareBTHUCCKUI JIEKapCTBEHHBIN
npemnapaT Ui MEAMIUHCKOTO MPUMEHEHUS, WIH JICKAPCTBEHHBIN Mpernapar Ha OCHOBE COMAaTHYECKHX
KJIETOK JJI1 MEAUIIMHCKOTO IPUMEHEHUS], UM TKaHEMHKEHEPHBIN JIEKapCTBEHHBIN Ipenapar (mpernapaT
TKaHEBON MH)KEHEPUH);

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

7) HWMMYHOOMOJIOTMYECKHE JIEKapCTBEHHbIE IpernapaThl - JIEKAPCTBEHHbIE IIpernaparsl,
nperHa3HayYeHHble i1 (GOPMHUPOBAHMS AKTUBHOTO MJIM MACCUBHOIO MMMYHHTETa JMOO HArHOCTUKU
HAIW4YUs UMMYHHMTETAa WJIM  JUArHOCTHKH  Cleuu(pUyeckoro MNpuOOpPETEHHOTO  W3MEHEHUs
MMMYHOJIOTHYECKOTO  OTBETa Ha ajuleprusupyrone BemectBa. K HMMyHOOHOIOTHYECKUM
JICKApCTBCHHBIM nperaparam OTHOCATCSA BaKIIUHBbI, AHATOKCHUHBI, TOKCHUHBI, CBIBOPOTKH,
MMMYHOIJIOOYJIMHBI U aJUIEPT€HBbI;

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

7.1) OHOTEXHOJOTMYECKHE JIEKApCTBEHHBIE IpenapaTbl - JIEKAPCTBEHHBIE IIperaparsl,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MIPOM3BOJICTBO KOTOPBIX OCYIIECTBIISIETCS C MCIOJIb30BaHMEM OHOTEXHOJOTHYECKUX MPOLECCOB U
MeToz10B (B ToM uncie JJHK-pekoMOnHaHTHOM TEXHOIOTHH, TEXHOJIOTUH KOHTPOJIUPYEMOM SKCIIpeccuu
TCHOB, KOIMPYIOIIMX OWMOJIOTMYECKH AaKTHUBHBIE OCNKH B MPOKAPUOTaX M JYKAPHOTaX, BKIIOYAs
M3MEHEHHbIE KJIIETKU MJIEKONUTAONINX ), THOPUIOMHOI'O METOJIa M METO/1a MOHOKJIOHAJIBHBIX aHTHUTEI;
(m. 7.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

7.2) TeHOTepaneBTUYECKUE JIEKAPCTBEHHbIC TMpenapatbl - JIEKAPCTBEHHBbIE IIperaparsl,
(dapmaiieBTHUECKass CyOCTaHIUSI KOTOPBIX SIBISETCS PEKOMOMHAHTHOW HYKJIEMHOBOM KHCIOTOW WU
BKJIIOUaeT B ce0s pEKOMOMHAHTHYIO HYKIEHHOBYIO) KHCJIOTY, TMO3BOJIIONIYIO OCYIIECTBISATH
peryiupoBaHue, penapanuio, 3aMeHy, J00aBJIeHIEe WK yJaJleHHe TeHETHUECKOM MOCIeI0BaTEeIbHOCTH;
(. 7.2 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

8) HapKOTHYECKHE JIEKAPCTBEHHBIE CPEJICTBA - JIEKAPCTBEHHBIE MpernapaThl U (papManeBTHUECKHE
cyOCTaHIIMM, COZEp)Kallie HapKOTMYECKHE CpPEeICTBa M BKIIOYEHHble B [lepeueHb HApKOTHYECKUX
CPEICTB, IICUXOTPONHBIX BEIIECTB M HX IPEKypCOPOB, MOAJIEKAIMX KOHTpPOI0 B Poccuiickoin
@enepanyy, B COOTBETCTBUM C 3aKOHOJATeNbCTBOM Poccuiickon denepanuu, MeEXIyHapOIHBIMHU
norosopamu Poccuiickoit denepanuu, B TOM 4uciie EAMHON KOHBEHIIMEN O HAPKOTHYECKUX CPEICTBAX
1961 roxa;

9) MCUXOTPOIIHBIE JIEKAPCTBEHHBIE CPEJICTBA - JICKAPCTBEHHBIC MpEmapaThl U (papMareBTHICCKHE
CcyOCTaHIIMM, COJEp>Kallie NCUXOTPONHbIE BEIIeCTBa M BKIIOYEHHbIe B llepeueHb HapKOTHUECKUX
CPEICTB, TICHUXOTPOMHBIX BEIIECTB U HUX TMPEKypCOpOB, MOANEKAIIUX KOHTPON B Poccuiickoit
@depnepanv, B COOTBETCTBHUM C 3aKOHOJATENbCTBOM Poccuiickoit denepanuu, MexIyHapOIHBIMHU
noroBopamu Poccuiickoit denepanuu, B ToM unciae KoHBeHIMEW O MCUXOTPOIMHBIX BemecTBax 1971
roja;

10) pammodapmarneBTHUECKHE JIEKAPCTBEHHBIE CpPEACTBA - JICKAPCTBEHHBIE CPENICTBA, KOTOPHIE
CoJiepKaT B TOTOBOH JIJIsl HCIIOJIb30BaHMs (hopMe OJUH PaJMOHYKIH] WM HECKOJIBKO PaIMOHYKIIHIIOB
(paanoaKkTUBHBIX U30TOTMOB);

10.1) opuruHaIbHBIM JIEKAPCTBEHHBIM IpenapaT - JEKapCTBEHHBIM Ipenapar ¢ HOBBIM
JEHCTBYIOIMM BEIIECTBOM, KOTOPBIM IEPBBIM 3aperucTpupoBaH B Poccuiickont Penepauyu wiv B
MHOCTPAHHBIX TIOCYJapCTBax HAa OCHOBAaHMU  pE3YyJbTaTOB  JOKIMHMYECKUX  HCCIEAOBAHUI
JIEKAPCTBEHHBIX  CPEJICTB M  KIMHWYECKMX  HMCCJIEJAOBAHMI  JIEKAPCTBEHHBIX  MPEMAparoB,
MOJTBEPKIAIOUINX €ro KauyecTBO, 3P (HEeKTUBHOCTh U OE30I1aCHOCTb;

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

11) pedepenTHBII TeKapPCTBEHHBIN Tpenapar - JeKapCTBEHHBIN MpemapaT, KOTOPbIH UCIONB3YETCs
JUTSL OLIEHKH OMOAKBUBAJICHTHOCTH WJIM TEPANleBTUYCCKON SKBUBAJICHTHOCTH, KauecTBa, 3QPeKTHBHOCTH
u  0e30MacHOCTH  BOCHPOM3BEIEHHOTO  JIGKAPCTBEHHOTO  TMpemapara Wid  OMOaHAJIOTrOBOTO
(buommogoOHOTO)  JIeKapcTBEHHOro  mpemapata (Ouoananora). B kadectBe  pedepeHTHOTrO
JIEKAPCTBEHHOrO0  Ipernapara Uil MEAMIMHCKOIO MPUMEHEHHUS HCIOJIb3YeTCS OpPUTMHAJIBHBIN
JIEKapCTBEHHBIN MpenapaT Ju0o, ecal OPUTHHATIBHBIA JIEKaPCTBEHHBIN MpenapaT He 3aperucTpUpOBaH
WM HEe HaXoauTcs B obopore B Poccuiickoit denepariyi 1 He HAXOAUTCS B 000POTE B MHOCTPAHHBIX
roCy/apcTBaxX, BOCHPOM3BEICHHBINA JICKAPCTBEHHBIM MpenapaT Win OMOaHaIoroBbld (OMOTOJ00HBII)
JIEKapCTBEHHBIN TIpenapat (OMoaHanor), KOTOPBIM MEPBBHIM 3apErUCTPUPOBAH U3 YHCIIA HAXOAIIUXCS B
obopore B Poccuiickoii denepanun, OMOIKBUBAIIEHTHOCTh WJIM TEpaNeBTUYECKAss SKBUBAJICHTHOCTD,
KauecTBO, 3((HEKTUBHOCTh M OE30MaCHOCTh KOTOPOI'O OLIEHUBAJIUCH 110 OTHOILIEHUIO K OPUTHHAIEHOMY
JEKapCTBEHHOMY TMpemnapary, a Takke KadecTBO, J(PQPEKTUBHOCTh M O€30MacHOCTh KOTOPOTO
MOATBEPKIAIOTCA pe3yabTaTaMu (apMaKOHAI30pa M MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJNICTB,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

HaXOJSIIUXCS B TPAKIAHCKOM OO0OpOTE, YCTAaHOBIEHHBIM TpeOOBaHUSM K MX KadecTBy. B kauecTe
peepeHTHOro  JIEKapCTBEHHOI'O Mperapara /i BETEPUHAPHOTO MNPUMEHEHHS HCHOJIb3YeTCs
JIEKAPCTBEHHBIM IIpenapar il BETEpUHApPHOIO INPHUMEHEHMS, 3aperuCTpUpOBaHHBbIM B Poccuiickoin
@denepani Ha OCHOBAaHWH DPE3YJIBTATOB JOKIMHUYECKHX MHCCIIEOBAHUI JICKAPCTBEHHBIX CPEICTB H
KIIMHAYECKNX HCCIICJIOBAaHUI JIGKAPCTBEHHBIX TPENapaToB, IMOATBEPKAAIONIMX €ro  KadecTBO,
3¢ PEeKTUBHOCTD U OE30ITACHOCTH;

(m. 11 B pen. ®enepansHoro 3akona ot 27.12.2019 N 475-D3)

12) BOCHpOU3BEIECHHBIM JIEKApCTBEHHBIM TMpenapaT - JIEKApCTBEHHBIM Mpenapar  Jajs
MEIHUIIMHCKOTO TPUMEHEHUS, KOTOPBIA HWMEET OJKBUBAJICHTHBIH pePepeHTHOMY JIEKApCTBEHHOMY
Mpenapary Ka4eCTBEHHBIN COCTAaB M KOJIMYECTBEHHBIN COCTAB JEUCTBYIOIINUX BEIIECTB B SKBUBAJIEHTHOM
JIEKapCTBEHHOU (opMe, TUOO0 JIEKApCTBEHHBIM MperapaT Jyisi BETEPUHAPHOTO TPUMEHEHUS, KOTOPHIN
HMEET TaKuhe J>Ke, 4YTO M pePEepeHTHBIH JICKApCTBEHHBIM IIperapar, KayeCTBEHHBIH COCTaB M
KOJIMYECTBEHHBI COCTaB  JCHCTBYIOIIMX BEIIECTB B TaKOW K€ JIEKapCTBEHHOH  (opme,
OMOPKBUBAJIGHTHOCTh WM  TEPANeBTHUYECKas HSKBHUBAICHTHOCTb KOTOPBIX COOTBETCTBYIOIIEMY
pedepeHTHOMY JIeKapCTBEHHOMY IIperapaTy MoATBEPKIeHA COOTBETCTBYIOIUMU HCCIIECAOBAHUSIMU;

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

12.1) TepaneBTHUeCcKasi SKBUBAJICHTHOCTh JIGKAPCTBEHHBIX MPEMApATOB - JOCTIKCHUE KITMHUICCKU
COTIOCTaBUMBIX TepareBTHYECKOTO 3 dekTa u mokazarenei 3(pPexkTHBHOCTH U 0€30MacHOCTH TIPH
MIPUMEHEHUU JIEKApCTBEHHBIX MpENnapaToB Uil MEIULUMHCKOTO MPUMEHEHHUs, HMMEIUMX OJHO
MEXIyHApOJAHOE HEMaTeHTOBAaHHOE (MU XHMHYECKOE, WM TPYNIUPOBOYHOE) HANMEHOBAaHUE, B
SKBHUBAJIEHTHBIX JO3UPOBKAX IO OJHMM M TEM K€ IMOKA3aHUSIM K INPUMEHEHUIO U NPU OJUHAKOBOM
criocoOe BBEICHUSI Y OJTHOW U TOM K€ TPYIIIbI O0IBHBIX;

(m. 12.1 B pea. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6uoananoroBslii (OMOMOMOOHBIN) JIEKAPCTBEHHBIN Mpenapar (0noaHanor) - OMOJIOTHYECKUN
JIEKapCTBEHHBIN MpemapaT, CXOXHUW IO MapaMmerpam KadecTBa, d(PQPEKTUBHOCTH M O€30MaCHOCTU C
pedepeHTHBIM OHOIOTUYECKUM JIEKAaPCTBEHHBIM TIPEMapaToM B TAaKOW e JIEKapCTBEHHOW Qopme u
AMEIOIINHA UASHTUYIHEIH CII0CO0 BBEACHHUS;

(m. 12.2 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

12.3) B3auMo3aMeHseMbIl JIEKAPCTBEHHBIN Mpernapar - JeKapCTBEHHBIN MpernapaT ¢ J10Ka3aHHOMN
TEpaNeBTUYECKOW HKBUBAJIEHTHOCTbIO WM OMO’KBHUBAJIEHTHOCTBIO B OTHOIIEHUH pEePEpEeHTHOrO
JIEKapCTBEHHOI'O Npenapara, UMEIOLINI DKBUBAJIEHTHBIE €My KaUECTBEHHBIN COCTaB U KOJIMYECTBEHHBIN
COCTaB JICHCTBYIOIIMX BEIIECTB, COCTaB BCIIOMOTaTEIbHBIX BEIECTB, JEKAPCTBEHHYIO (popMy U crtocod
BBC/ICHUS;

(m. 12.3 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

12.4) OWOAKBUBAJCHTHOCTh JIEKAPCTBEHHBIX MPEMapaToB - JOCTHKEHHE COMOCTaBUMBIX
IoKa3aTesae CKOpOCTH BCACBIBAHUS, CTENIEHU MOCTYIUIEHUS K MECTY ACHCTBUS U CKOPOCTH BBIBEIECHUS
OJTHOT'O MJIM HECKOJIbKUX 00Jaalomux papMaKkoJI0orH4ecKOi aKTUBHOCTBIO IEMCTBYIOIIUX BELECTB MPH
IIPUMEHEHUN JIEKAPCTBEHHBIX IPENaparoB Uil MEIULUHCKOTO NPHUMEHEHUS, HUMEIOUIMX OJHO
MEXIyHapOJAHOE HENAaTEHTOBAHHOE (MM XMMMUYECKOE, WM TPYNIUPOBOYHOE) HAMMEHOBAaHUE, B
SKBHMBAJICHTHBIX JI03UPOBKaX U IPU OJMHAKOBOM crioco0e BBEICHUS;

(. 12.4 BBenen @enepanbHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

13) JICKApCTBEHHOC PACTHUTCIBHOE CBIPHEC - CBEKUE HUJIM BBICYHICHHBIC PACTCHUA 0o ux qacTu,
HUCIIOJIB3YCMBIC IJIsI IMPOU3BOACTBA JICKAPDCTBCHHBIX CPEACTB OpTraHU3allusIMU - TPOU3BOIUTCIAMU
JICKApCTBCHHBIX CPCACTB HUJINM HU3TOTOBJICHUS JICKAPCTBCHHBIX IMPCIIApATOB AlITCYHBIMU OpTraHHU3alUsIMU,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BCTCPUHAPHBIMU AIITCUYHBIMU OPraHU3aAlUAMH, WHAUBUAYAJIIbHBIMU HNPCAIIPUHUMATCIAIMA, UMCIOIIIUMU
JIMICH3UIO HAa (I)apMaI_IeBTI/I‘{eCKYIO ACATCIIbHOCTD,

14) nexapcTBEHHBIM PACTUTENBHBIN IIpenapaT - JEKapCTBEHHBIN Ipenapar, NpOU3BEACHHBIN WU
W3TOTOBJICHHBIN U3 OJIHOTO BUJA JIEKAPCTBEHHOI'O PACTUTEIBHOIO ChIPhs WM HECKOJIbKUX BUAOB TAaKOT'O
CBIPBS M pean3yeMblil B pacacOBaHHOM BHUJI€ BO BTOPUYHOMN (IIOTPEOUTENBCKON) YIIaKOBKE;

15) romeomnaruyeckuii JEKapCTBEHHBIN Mpenapar - JICKapCTBEHHBIM Ipernapar, MpOU3BEICHHBIN
WIM M3TOTOBJICHHBIM H3 (apMareBTHUECKON cyOcTaHIMH WX (hapMalleBTHUECKUX CyOCTaHIMil B
COOTBETCTBUH C TPeOOBaHUSIMH OOIIKX (apMaKOMEHHBIX CTaTeH K TOMEOMATHYECKUM JICKapPCTBEHHBIM
mpernaparaM MM B COOTBETCTBUM C TpeOOBaHMSAMHU (hapMaKolen CTpaHbl MPOU3BOIUTENSI TAKOTO
JIEKapCTBEHHOI'O IIperapara;
(m. 15 B pen. denepanpHoro 3akona ot 22.12.2014 N 429-D3)

16) MexIyHapoJHOE  HEMATCHTOBAHHOEC HAMMEHOBAaHWE  JIGKQPCTBEHHOTO  CpeACTBA -
HAaUMEHOBAaHME JEWUCTBYIOIIET0 BellecTBa (hapMalleBTHUECKOH CyOCTaHIIMU, PEKOMEHIOBaHHOE
BcemupHoli opranuzanuen 34paBOOXpaHECHUS;

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

17) ToproBoe HaMMEHOBaHHE JIEKAPCTBEHHOIO CpPEACTBA - HAMMEHOBaHME JIEKAPCTBEHHOI'O
CpEe/ICTBa, MPHUCBOEGHHOE €ro pa3pabOTUMKOM, Jep)kKaTelleM WIH BIaJAelHbleM pPErHCTPA[HOHHOTO
yIIOCTOBEPEHHS JIEKapCTBEHHOTO Mperapara;

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

17.1) rpynmupoBOYHOE HaWMEHOBaHHE JICKAPCTBEHHOTO IMpemnapata - HAaUMEHOBaHUE
JIEKapCTBEHHOT'O TperapaTa, He MMEIOIIEr0 MEXTyHAPOIHOTO HEMATEHTOBAHHOTO HAMMEHOBAHUS, WIIH
KOMOHWHAIIMH JICKAPCTBEHHBIX IMPENapaToB, MUCIOJIB3YEeMOE B IENAX OOBEAWHEHHS WX B TPYIITY TOJ
¢IMHBIM HAMMEHOBAaHUEM HCXOJIS U3 OJIMHAKOBOTO COCTaBa JCHCTBYIONIUX BEIIECTB;

(n. 17.1 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

18) obmrast papmakorneitHasi CTaThs - TOKyMEHT, YTBEP>KICHHBIN YIIOTHOMOUYEHHBIM (eiepaibHbIM
OpraHOM HCIIOJIHUTENIbHOM BJIACTU M COJEpXKAIIUi NepedyeHb MoKa3aresield KayecTBa U (UJIM) METOOB
KOHTpPOJISI Ka4eCcTBa KOHKPETHOW JICKaPCTBEHHON (OPMBI, JIEKAPCTBEHHOTO PACTUTEIHHOTO CHIPhS,
BCIIOMOTATEIIbHBIX BEIIECTB, OIHMCAHUS OHWOJOTHYECKHX, OWOXUMHUYECKUX, MHUKPOOHUOJIOTHICCKHX,
(OUBUKO-XUMHUYECKUX, (U3UYECKUX, XUMHUYCCKUX M JAPYIHX METOJOB aHaiW3a JIEKApCTBEHHOTO
CpelcTBa, a TaKke TPEOOBAaHMS K HCIIONB3YEMBIM B IEISAX MPOBEACHHS JAHHOTO aHAIM3a PEaKTHUBaM,
TUTPOBAHHBIM PAcCTBOPaM, HHIUKATOPAM;

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

19) ¢apmakoneiiHass cTaThsi - JOKYMEHT, YTBEP)KICHHBIH YIOJIHOMOYEHHBIM (enepaabHbIM
OpraHOM HCIIOJHUTEIBHOW BIACTH M COJAEPXKALIMM IepeyYeHb IOKa3aTeled KadecTBa M METOOB
KOHTpOJII ~ KAauecTBa  JIEKAPCTBEHHOI'O  CPEJCTBA,  JIEKAPDCTBEHHOTO  PACTUTEIBHOTO  CBIPBA,

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

19.1) crannapTHble 00pa3ILbl - BEIIECTBA, TOCPEJICTBOM CPABHEHUS C KOTOPBIMH OCYIIECTBIISETCS
KOHTPOJIb KayecTBa HCCIEIYyEMbIX JICKAPCTBEHHBIX CPEACTB C TOMOIIbIO (PU3MKO-XUMHUYECKUX U
OMOJIOTMYECKUX METOJOB B LENSIX MOATBEPKICHUS COOTBETCTBUS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSM HOPMATUBHOM JOKYMEHTAIIMM, YCTAHOBJICHHBIM INPH OCYIIECTBICHUM TOCYAapCTBEHHON
perucTpanyy, U KOTOpblE NPUMEHSIOTCS Ul KalIMOpOBKM CTaHJAPTHBIX OOpa3LOB IPOM3BOIUTENS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JIEKapCTBEHHBIX CPEACTB, HCIOJB3YEMBIX JIi KOHTPOJS KayecTBa W WHBIX IeNed MpH OoOpaleHuH
JIEKApCTBEHHBIX CPEJICTB;
(. 19.1 BBenen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

19.2) dapmakorneliHblid CTaHIAPTHBIH 00pasen - CTaHAAPTHBIA 00paseln, NpPOU3BEICHHBIA B
COOTBETCTBUH C (papMaKoNeitHON CTaThei;
(. 19.2 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

20) HOpMAaTUBHAA HOOKYMCHTALUs - JOKYMCHT, coz[epncanmﬁ MEpCUCHb OIPCACTIACMBIX II0
pe3yjibTaTaM COOTBCTCTBYIOHIUX JSKCICPTHU3 MokKa3aTellell KadecTBa JICKAPpCTBCHHOTO CpCACTBa JIA
MCIUIIMHCKOI'0 IPpUMCHCHUS, MCTOJOB KOHTPOJIA €TI0 Ka4CCTBA U yCTaHOBHeHHBIﬁ Cro nNpoOu3BOAUTCIICM,

21) HOpMaTUBHBIN JOKYMEHT - TOKYMEHT, COJEP KaIHi TepeueHb ONpeesIIeMbIX 10 pe3yibTaTaM
COOTBETCTBYIOIIMX OHKCIIEPTU3 IOKa3zaTene KadecTBa M (WJIM) METOJOB KOHTPOJS KauyecTBa
JEKapCTBEHHON  (OpMBI, OMNMCaHUS OHMOJOIMYECKHX, OMOXMMHYECKUX, MHUKPOOHMOJIOTHUYECKHUX,
(U3NKO-XMMUYECKHX, PU3NUECKUX, XUMUYECKUX M JPYTUX METOJOB aHAIN3a JIEKapCTBEHHBIX CPEICTB
JUIs BETEpUHAPHOTO MTPUMEHEHHS, TPeOOBAaHUS K UCIIOJIb3YEMbIM B LEJISX MPOBEACHHUS JaHHOTO aHaIu3a
peaKkThBaM, TATPOBAHHBIM PAaCTBOPAM, HHIUKATOPAaM U YCTAHOBIICHHBIN €r0 IIPOU3BOAUTEIIEM;

21.1) oOmuil TEeXHUYECKUH TOKYMEHT - KOMIUIEKT JOKyMEHTOB M MaTe€pUalioB, COCTOSLINM M3
HECKOJIBKMX  pas3felioB -  JOKYMEHTAllMM  aJMUHHCTPAaTUBHOIO  XapakTepa, XUMHYECKOH,
(bapManeBTUUECKOH U OHMOJIOTMYECKOM JOKyMEHTalMH, (HPapMaKoJIOTHYeCKOH, TOKCUKOJIOTHYECKOM
JOKYMEHTAlH, KIMHUYECKONM NOKYMEHTAllMd W IPEACTABISEMbI OJHOBPEMEHHO C 3asBICHHUEM O
rOCYJapCTBEHHOM pErucTpalyy JIEKapCTBEHHOIO IIpenapara Uil MEIULMHCKOTO IPUMEHEHHUS B
¢dopmare, yCTAaHOBJIEHHOM YTIOJIHOMOYEHHBIM (pe/IepaIbHbBIM OPraHOM HCIIOJHUTEIBHON BIIACTH;

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

22) Ka4ecTBO JICKAPCTBEHHOTO CPEJICTBA - COOTBETCTBHE JIEKAPCTBEHHOT'O CPEICTBA TPeOOBAHUSIM
¢dapmakomneiiHoil cTtatbu JMOO B Ciy4ae €€ OTCYTCTBHSI HOPMATHBHOW JIOKyMEHTALlUU WJIU
HOPMAaTUBHOTO JIOKyMEHTA;

23) 06e30MacHOCTh JIEKApCTBEHHOTO CPEICTBA - XapaKTepUCTHKa JIEKAPCTBEHHOTO CpPEJCTBA,
OCHOBAHHAs HA CPABHUTEIILHOM aHalin3e ero 3(pPEKTUBHOCTH U PUCKA IPUYUHEHHS Bpeia 310POBBIO;

24) 3 PexTUBHOCTH JEKApPCTBEHHOI'O IMpernapara - XapaKTepUCTHKA CTENEHU IOJOKUTEIBHOTO
BJIUSIHUSL JIGKAPCTBEHHOTO IIpernapaTra Ha Te4YeHHe, NPOAODKUTEIBHOCTh 3a00JIeBaHUS WIH €ro
IIPEeJOTBpALEHUE, peaObUINTALII0, HA COXPaHEHUe, IPEeJOTBpallleHIEe WIN IIpepbIBaHNE OEPEMEHHOCTH;

25) Ccepus JICKAPCTBCHHOI'O CPCACTBA - KOJUYCCTBO JICKAPCTBECHHOI'O CPCACTBA, IIPOU3BECACHHOC B
PE3YILTATC OAHOTO TCXHOJOTUYCCKOI'0 HHUKJIIa €ro MPOU3BOAUTCIICM,

26) perucTpalMoOHHOE yJAOCTOBEPEHHUE JIEKAPCTBEHHOIO Mperapara - 3aluch B TOCYAapCTBEHHOM
peecTpe JIEKapCTBEHHBIX CPEACTB, MOATBepxkaaromas (akT TroCyIapCTBEHHONW perucTpauu
JIEKApCTBEHHOTO Tpermapara, W (WIM) JOKYMEHT, TMOATBEPKIAIMMi (akT TocynapCTBEHHON
peructpanuu (perucTpanumn) JeKapcTBEHHOTO Mpernapara;

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

26.1) nepxarenpb WIKA BIaJeNel] PETUCTPALIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara -
pa3paboTYMK JICKAPCTBEHHOTO CPEJACTBA, TMPOW3BOAMUTEIHh JICKAPCTBEHHBIX CPEICTB WM HWHOE
IOpUAMYECKOE JIMIO0, 00Jafarollee MpaBoM BIAJACHHUS PETHUCTPALMOHHBIM YIOCTOBEPEHUEM, KOTOPBIE
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

HECYT OTBETCTBEHHOCTbH 32 Ka4eCTBO, 3(PPEKTUBHOCTh U OE30MACHOCTH JIEKAPCTBEHHOT'O MIpenapara;
(. 26.1 BBenen dPenepanbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

27) perucTpaioHHBI HOMEp - KOJOBOE 0003HaUEHHE, IPHCBOCHHOE JIEKAPCTBEHHOMY IIpernapary
IIPU €r0 TOCYAAPCTBEHHOW PErMCTPALMK UM PETUCTPALUH;
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

28) oOpaiieHre JEKapCTBEHHBIX CpPEACTB - pa3paldoTKa, MOKIMHUYECKHE HCCIEeI0BaHMUs,
KIMHUYECKHE MCCIEIOBAHUs, OKCIEpPTH3a, TOCYAAPCTBEHHAs pErucTpalus WM perucrpanus,
CTaHJapTU3alUs U KOHTPOJb KayecTBa, IIPOU3BOJCTBO, M3TOTOBJIEHUE, XPAaHEHHUE, NIEPEBO3KA, BBO3 B
Poccuiickyro ®enepannio, BbeiBO3 U3 Poccuiickoir ®enepanuu, pekinama, OTIYCK, peald3anus,
nepcaada, IpUMCHCHUE, YHUYTOKCHHUEC JICKAPCTBCHHBIX CPCIACTB;

(B pen. ®enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N _1-D3)

29) cyObekThl OOpallleHus JeKapCTBEHHBIX CpeACTB - (U3WYECKUEe JIMla, B TOM 4YHCIIE
WHAUBUAYATbHbIE TPEINPUHUMATENH, U IOPUANYECKHUE JIHUIA, OCYIIECTBISIIOIINE NEATENbHOCTh MpHU
oOpallleHnH JIEKApCTBEHHBIX CPEJICTB;

30) pa3paboT4HK JIEKAPCTBEHHOT'O CPEJICTBA - OpraHu3allvsl, 00Ia1atolas mMpaBaMu Ha Pe3yIbTaThl
JNOKJIIMHWYECKUX  HCCIICMOBAaHUM  JIGKAPCTBEHHOTO  CPEJICTBA,  KIMHWYECKHX  HCCIEAOBAaHUN
JIEKapCTBEHHOTO Tperapara U (W) Ha TEXHOJIOTHIO MTPOU3BO/ICTBA JIEKAPCTBEHHOTO CPECTBA;

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

31) MMPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB - ACATCIIBHOCTL IO HPOU3BOACTBY JICKAPCTBCHHBIX
CpCACTB OpraHUu3alusAMU - NPOU3BOJUTCIIAMU JICKAPCTBCHHBIX CPCACTB HaA OJHOM cTaaru, HCCKOJIBKUX
HJIN BCCX CTAAUAX TCXHOJIOTHYCCKOI'O IIPOLCCCa, a TAKKC MO0 XPAaHCHUIO U p€ain3allii NPOU3BCACHHBIX
JICKApCTBCHHBIX CPCIACTB;

31.1) mpon3BOACTBEHHAS IIOMIAIKA - TEPPUTOPHATBHO 000COOICHHBIM KOMITJIEKC TPOU3BOIUTEIIS
JIEKapCTBEHHBIX CPEJICTB, IPEJAHA3HAUEHHBIH JJIs BBIIOJHEHUS BCEro Ipoliecca IMPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB WJIH €T0 OMpeeIeHHON CTaauH;

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

32) npou3BOaUTENb JIEKAPCTBEHHBIX CPEJACTB - OpPraHM3alus, OCYIIECTBIISIIOIIAS MPOU3BOJICTBO
JIEKApCTBEHHBIX CPEJICTB B COOTBETCTBUH C TPEOOBaHUSAMHU HacTosIero denepaabHOTo 3aKOHa,

33) dapmareBTHYECKAS IESATEIBHOCTD - JIESTEIBHOCTD, BKIIOYAIONIasi B CE0sl ONTOBYIO TOPTOBITIO
JICKapCTBEHHBIMU ~ CPEJICTBAMH, HUX XpaHCHHWE, IMEPeBO3KY H (WJIM) PO3HUYHYIO TOPTOBIIO
JIEKapCTBEHHBIMU IIpenapaTaMi, B TOM YHUCIE AWCTAHIIMOHHBIM CIOCOOOM, MX OTIYCK, XpaHEHHE,
NIEPEeBO3KY, N3TOTOBIICHHUE JIEKAPCTBEHHBIX MPENapaToB;

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

34) opraHuzanusi ONTOBOW TOPTOBIM JIEKAPCTBEHHBIMH CPEACTBAMU -  OpraHU3aIus,
OCYIIECTBIISIIOIIAsl ONTOBYIO TOPIOBIIO JIEKAPCTBEHHBIMU CPEACTBAMH, UX XpaHEHHE, MEPEBO3KY B
COOTBETCTBUHM ¢ TpeOOBaHMAMHU HacTosiero denepanbHOro 3aKoHa;

35) anrteuyHas opraHuzanys - OpraHM3alus, CTPYKTYpHOE TMOApa3fieiieHHe MEeIUIMHCKON
OpraHM3aliM, OCYLIECTBIIAIOIINE POSHUUHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU IIpENapaTaMH, B TOM YHCIIE
JMCTAaHIIMOHHBIM ~ CIIOCOOOM, XpaHEHHEe, NEPEeBO3KY, H3TOTOBICHHE U OTIYCK JIEKAPCTBEHHBIX
[pernapaToB Uil MEIUIMHCKOTO IPUMEHEHHS B COOTBETCTBHM C TpPEeOOBAHMSIMH HACTOSILIETrO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

denepanbHOro 3aKOHa;
(B pen. ®enepanbubix 3aKkoHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N_105-D3)

36) BerepuHapHas anTeyHas OpraHu3alys - OpraHu3alus, CTPYKTYpHOE NOJpa3zeiieHue
BeTepHHapHOﬁ opraHuialuu, OCYHECTBIAIONINC PO3HHUYHYIO TOPIrOBJIIO JICKAPpCTBCHHBIMU
npemaparaMu, B TOM YHUCIC JUCTAHIIUOHHBIM CHOCO6OM, XpaHCHUEC, HU3IrOTOBJICHHUE HW OTIIYCK
JICKapCTBEHHBIX IpenapaTroB I BETEPUHAPHOTO NPUMEHEHUS B COOTBETCTBMU C TPeOOBAHUAMU
Hacrosero deaepaibHOro 3aK0Ha,

(B pen. ®enepanbHoro 3akoHa ot 03.04.2020 N 105-P3)

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

38) HenmoOpoKadecTBEHHOE JIEKAPCTBEHHOE CPEICTBO - JIGKAPCTBEHHOE CPEICTBO, HE
COOTBETCTBYIOIIIEEe TPeOOBaHUIM (papMaKOIEHHONW CTaThH JINOO B ClIyyae ee OTCYTCTBUS TPeOOBaHUSIM
HOPMAaTUBHOM TOKyMEHTAIlMU WJIM HOPMAaTUBHOTO TOKYMEHTA;

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

40) OKIMHUYECKOE  HCCIIEIOBAaHWE  JICKAPCTBEHHOTO  CpEeAcTBa -  OMOJIOTHMYECKHE,
MI/IKpO6I/IOJ'IOFI/I'-IeCKI/Ie, HUMMYHOJIOTHYECKHNEC, TOKCUKOJOTMYCCKHUC, @apMaKOHOFI/I‘IeCKI/Ie, q)HSquCKI/Ie,
XMUMHUYECKHE U JAPYTUE HCCIICOBAHUS JICKAPCTBEHHOTO CPEJNICTBA ITyTEM ITPUMEHEHHSI HAyYHBIX METOJIOB
OLICHOK B TIIENAX TIIOJIyYEHHUS JIOKA3aTeNIbCTB OE30MacHOCTH, KadecTBa W APPEKTUBHOCTH
JIEKapCTBEHHOTO CPEJICTBA;

4]1) KJIMHUYECKOE HCCIENOBAHUE JIEKAPCTBEHHOIO IIpernapara - HM3yu€HUE JMArHOCTUYECKUX,
Je4eOHbIX, MPO(YUITAKTUIECKHX, (DaPMaKOIOTHIECKIX CBOIMCTB JIEKAPCTBEHHOTO MpernapaTta B IpoIecce
ero MPUMCHEHHsI y YeJOBEKa, )KUBOTHOI'O, B TOM YKCJIE IPOIIECCOB BCACHIBAHUS, paCIpECICHUS,
W3MCHEHHSI M BBIBEICHHS, IyTEM NPUMEHEHHS HAy4YHBIX METO/IOB OLEHOK B IEJSIX MOTY4CHHS
J0Ka3aTeJIbCTB O€30MacHOCTH, KadecTBa M S((EKTHBHOCTH JIEKAPCTBEHHOTO IpenapaTa, JaHHBIX O
HEKENATEIbHBIX PEaKIUsIX OpraHu3Ma uYelOBEeKa, >KUBOTHOTO HAa TPHMEHEHUE JIEKapCTBEHHOTO
npemnapara 1 00 3¢dexre ero B3aMMOIEHCTBHA C JPYTMMH JIGKAPCTBEHHBIMU MpenapaTtamMu U (WIIn)
MUIIEBBIMH POYKTaMH, KOPMaMHU;

42) MHOTOLIEHTPOBOE KJIMHUYECKOE HCCIIe0BaHNE JIEKapCTBEHHOT0 Mpenapara s MeAUIIMHCKOTO
NPUMEHEHHUS - KIMHUYECKOe HCCIEI0BaHUE JIEKAPCTBEHHOrO Ipernapara s MEAULUHCKOTO
MPUMEHEHHUS, TPOBOAUMOE Pa3padOTYMKOM JIEKAPCTBEHHOTO Mperapara B AByX U Ooyiee MEAMIIMHCKHUX
OpraHu3alMIX 110 €AMHOMY MPOTOKOIY KIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOIO Mpenapara;

43) MeXIyHAapOJIHOE MHOTOLEHTPOBOE KIMHUYECKOE MCCIIEOBAHME JIEKAaPCTBEHHOI'O Iperapara
JUIS MEAMLMHCKOTO TNPUMEHEHHUS - KIMHUYECKOE HCCIIEOBAHNUE JIEKAPCTBEHHOTO IIpernapara ajs
MCIUIIUHCKOI'0 IMPUMCHCHUS, MMPOBOANMOC pa3pa60Tth0M JICKApCTBCHHOT'O IIpfriapaTta B PA3JIMYHBIX
CTpaHax 10 eIMHOMY IIPOTOKOJIY KJIMHUYECKOTO UCCIIE0BAaHM JIEKapCTBEHHOI' O Mpenapara;

44) TOCTPErucTpallMOHHOE KIMHUYECKOE MCCIIEJOBAaHUE JIEKAPCTBEHHOrO Iperapara Jyis
MEIUIMHCKOTO MPUMEHEHMsI - KIMHUYECKOE MCCIEAOBAaHUE JIEKApCTBEHHOIO Ipenapara s
MEUIMHCKOTO PUMEHEHUS, IPOBOIUMOE IIPOM3BOJUTENIEM JIEKAPCTBEHHOT'O IIpenapaTa, IpakJaHCKUi
000pOT KOTOPOTO OCYIIECTBISETCS MOCIE TOCYyIapCTBEHHON PErHCTpallMyd WM PETUCTPALUU, B IIENAX
JIOTIOJTHUTENBHOTO cOOpa JaHHBIX O €ro 0e30MacHOCTH U 3(PPEKTUBHOCTU, pAaCHIMPEHHUS MMOKA3aHUN K
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

NPUMEHEHHIO JIAHHOTO JIEKapPCTBEHHOTO TIperapara, a Tak)Ke BBISBICHUS HEXEJaTeNbHBIX PEeaKLuid
MAIMEeHTOB Ha €ro JeHCTBUE;
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

45) wuccnenoBaHue OMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O Ipenapara - BHUJ KIMHUYECKOIO
HCCIIeIOBAaHMS JICKAPCTBEHHOTO TperapaTa, MPOBEJCHNE KOTOPOTO OCYIIECTBISCTCS ISl ONPEACICHHS
CKOPOCTH BCAachIBaHMS M BBIBEJICHHS OJHOTO WM HECKOJBKHX oOOnajaronmx (apMaKoIorn4ecKon
aKTHBHOCTBIO JICWCTBYIOIIMX BEIIECTB, KOJMYECTBA JIEKAPCTBEHHOTO IIperapaTa, IOCTHTArOIIETo
CHUCTEMHOI'0 KPOBOTOKA, U PE3yJbTaThl KOTOPOTO IMO3BOJSIOT CIeNaTh BHIBOJ O OMO’KBHUBAJIEHTHOCTH
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO IIperapara B OIPEIeJIEHHbIX JIEKAPCTBEHHON (JOpMe U JJO3UPOBKE,
COOTBETCTBYIOIINX (hopme 1 103MPOBKE peepeHTHOTO JICKApCTBEHHOT' O MPEenapaTa;

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

46) wnccrnenoBaHUE TEPANICBTUYECKOW HKBHBAJICHTHOCTH JIEKAPCTBEHHBIX IPENapaToB - BHUJ
KJIMHUYECKOTO MCCIIe0BAaHMS JIEKAPCTBEHHBIX MTPENapaToB, MPOBEIEHHE KOTOPOTO OCYIIECTBISETCS IS
BBISIBJICHUS OJIMHAKOBBIX CBOWMCTB JIEKAPCTBEHHBIX MPENApaToB ONpPE/IeICeHHON JIEKapCTBEHHOU (OPMBI,
a TaKKe HAIMYMs OJMHAKOBBIX IOKaszareiei Oe3zomacHOCTH U APPEKTUBHOCTH JIEKAPCTBEHHBIX
MperapaToB, OJJMHAKOBHIX KIMHUYECKHX 3()(PEeKTOB Mpu X MpUMEHEHNH;

47) mpOTOKOJ KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO IpernapaTa - JOKYMEHT, B KOTOPOM
OIIPENIeNIAIOTCS LEIH, (POPMBI OpPraHU3aLUU U METOO0JIOTUS NIPOBEJCHUS KIMHUYECKOTO UCCIIeA0BaHMS,
CTaTUCTHYECKHE METOAbl 0OpabOTKU pe3yJbTATOB TAKOTO HCCIIEIOBAHUS U Mephbl MO OOECIEYEHUIO
06e30macHOCTH (U3NYECKUX JIUIl, YYacCTBYIOIIMX B KIMHHUYECKOM HCCIEIOBAaHUU JIEKAPCTBEHHOTO
npenapara;

48) Oporrropa UCCIIeIOBaTENS - CBOJHOE U3JI0KEHHUE Pe3yIbTaTOB JOKIMHUYICCKOTO HCCIICT0BAHMS
JICKQpCTBEHHOTO CpPEICTBA M KJIWHUYECKOTO HCCIIEOBAHUSI JIGKAPCTBEHHOTO TMperapara s
MEJIUIUHCKOTO IPUMEHECHHUS;

49) uH(OpMAIMOHHBIA JHUCTOK MalMeHTa - JIOKYMEHT, B KOTOPOM COJepXkarcs B JOCTYIHOH
¢dopme cBeneHMs, Kacarolluecss MPOBOAMMOIO KJIWHHUYECKOTO MCCIEJOBAHUS  JIEKAPCTBEHHOTO
npenapara, ¥ B (opMe DIEKTPOHHOTO JOKYMEHTA, MOAMHMCAHHOTO MAIEHTOM (€ro 3aKOHHBIM
MIPE/ICTaBUTENIEM) C MCIOIb30BAaHUEM YCWJICHHON KBaIU(PHUIIMPOBAHHOW AJIEKTPOHHONW MOJIUCU WU
MIPOCTOM 3JIEKTPOHHOM TMOANMCHU IOCPEACTBOM TNPUMEHEHHS] €IWHOM CHCTEMbl HAECHTU(UKALUU U
ayTeHTU(UKALUK, U 10 JKEJTAHUIO NallMeHTa B MUCbMEHHON (hopme T0OPOBOJIBHOE COrjlache NalueHTa
Ha y4acThe B KIMHUYECKOM MHCCIENOBAHUU JIEKAPCTBEHHOIO IIpenapara I10CJIe O3HAKOMIICHHS C
0COOEHHOCTSIMM  KJIMHUYECKOTO HCCIEeIOBaHMSA, HMEIOIIMMHU 3HAY€HUE JJIs BBIPAKEHHUS TaKoro
COIIaCHS;

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

50) moOodHOE JACHCTBHME - peaknusi OpraHu3Ma, BO3HHUKINAS B CBSI3M C NPUMEHEHUEM
JICKQpCTBEHHOTO Iperapara B J103aX, PEKOMEHIYEMBIX B WHCTPYKIIMH IO €ro MPUMEHEHHIO, IS
npoGWIAKTUKH, TUATHOCTUKH, JICYCHUS 3a00JICBaHMS WM JUIs PeaOHITUTALINY;

50.1) HexenarenbHas peaklus - HENpeAHaMEpeHHas HeOJarompusATHas peakius OpraHu3Ma,
KOTOpast MOKET OBITh CBsI3aHA C MPUMEHEHUEM JICKApCTBEHHOTO Mperapara;
(m. 50.1 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

51) cepbe3Has HexenaTelbHas pPeaklMsl - HeXKelaTeslbHas peaklMs OpraHu3Ma, CBS3aHHAs C
MPUMEHEHUEM JIEKapCTBEHHOTO Ipernapara, MpUBEIIas K CMEPTH, BPOKICHHBIM aHOMAJIHUSAM WU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MOpOKaM pa3BUTHA JHOO0 IMpelcTaBisonias co00i yrpo3y Ku3HHU, TpeOyromas TOCIUTAIU3ALUN WU
NpUBE/IIAs K CTOMKON yTpare Tpy10CIOCOOHOCTH U (WIJIN) UHBAJIMIHOCTH;

52) HemnpeABUICHHAs HEXKENATeIbHAs PEaKIMs - HeXelaTellbHasl peaklys OpraHu3Ma, KOoTopas
CBf3aHAa C MPUMEHEHHEM JIEKapCTBEHHOrO Ipernapara B J03aX, PEKOMEHIYEMbIX B IPOTOKOJIE €ro
KJIIMHUYECKOT0 HCCIe0BaHus, OpOoUIIope HCCIeAoBaTessl, WIM C TPUMEHEHHUEM JIEKapCTBEHHOI'O
mpernapata B J103aX, PEKOMEHIYEMbIX B HHCTPYKLUHH [0 €ro MPUMEHEHUIO Ui MPO(UIAKTUKH,
JTMArHOCTHKH, JeueHHus 3a00JeBaHHs WM METUIIMHCKOW peadWiIWTaluy TMalueHTa, U CYI[HOCTb,
TSOKECTh WJIM HWCXOJ KOTOpPOW HE COOTBETCTBYeT HWH(pOpMamuu O JEKapCTBEHHOM Tpernapare,
coJiepKalieiics B TPOTOKOJE €ro KIMHUYECKOTO HCCIEOBaHUs, OpOIIOpe HCCIeAoBaTeNs WM B
HHCTPYKIHUHU IO MPUMCECHCHUIO JICKAPCTBECHHOT'O ITpLCIiapara,

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

52.1) dapmakoHaa30p - BHUI JEATEIBHOCTH 1O MOHHUTOPHUHTY 3()PEeKTUBHOCTU U OE30MaCHOCTH
JEKapCTBEHHBIX MpEMapaToB, HAMpPABIEHHBIM Ha BBIABICHHE, OIEHKY U NPEIOTBpAIICHHE
HEeXeJaTeJIbHbIX MOCIEACTBUN TPUMEHEHUS JIEKapCTBEHHBIX MPENapaToB;

(. 52.1 BBenen denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-D3)

52.2) mnaH ymnpaBieHHsS PHCKaMH - MOJPOOHOE ONMHMCAHWE MEPOINPHUATHH 1o (apMaKOHAI30pY,
HaIpaBJIEHHBIX Ha BBISBIICHUE, OIEHKY M MPEIOTBPAICHUE WM MUHUMH3AIUIO PUCKOB, CBSI3aHHBIX C
JIEKapCTBEHHBIMU TperapaTaMu, BKII0Yas OLEeHKY 2((EKTUBHOCTH JaHHBIX MEPOTIPUSATHUIH;

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

53) perent Ha JEKapCTBEHHBIH Mpenapar - MEAUIMHCKUN JOKYMEHT YCTAaHOBIIGHHOW (DOPMBEI,
CoJlepKallfii Ha3HAYCHHE JICKAPCTBEHHOTO TMpernapara i MEIUIUHCKOTO TMPUMEHEHUS, BBIIAHHBIN
MEIUIIMHCKUM PaOOTHHKOM B IEJISIX OTIYCKa JIGKAPCTBEHHOTO Tperapara HIH €ro M3TOTOBIICHUS U
OTITyCKa Ha OyMa)XKHOM HOCHTEJIC WJIM C COTJIACHS TMAIMEeHTa WJIM €r0 3aKOHHOTO TPEICTAaBUTEINS B
(dbopMe AIIEKTPOHHOTO JOKYMEHTA, MOIIMUCAHHOTO C UCIIOJIb30BAaHUEM YCHUJICHHOW KBAIM(UITMPOBAHHOM
AJIEKTPOHHOW TMOJIMUCH MEIUIIMHCKOTO pabOTHUKA, JHOO JIOKYMEHT YCTAaHOBJICHHOH (OPMBI,
CoJiepKaliii Ha3HAYCHHE JIEKAPCTBEHHOTO Tpernapara Jjs BETePHUHAPHOTO MPUMEHEHUs, BBIIAHHBIN
CHEIMAIMCTOM B OOJIACTH BETEPUHAPUU B IENISIX OTIYCKAa JICKAPCTBEHHOTO IIperapara WM €ro
W3TOTOBJICHHUSI M OTIyCKa Ha OyMa)XHOM HOCHTEJE WU C COIVIACHS BIAJENbIla >KHBOTHOTO WIIN
3aKOHHOTO TIPEJICTABUTENS BIIAJIENbIIAa JKABOTHOrO, O(GOPMJICHHBIH B O3JCKTPOHHOW QopMme ¢
UCIOJNBb30BaHUEM  (hefiepalibHOW  TOCYAapCTBEHHOW  MH()OPMAIMOHHOW CHCTEMBI B 001acTu
BETEpUHAPUH;

(B pea. denepanbubix 3akoHOB OT 29.07.2017 N 242-@3; ot 02.08.2019 N 297-®3, ot 30.12.2021 N
463-93)

54) TpeOoBaHMEe MEAMIIMHCKOW OpraHM3allU{, BETEPUHAPHON OpraHU3aluy WM OpraHU3aluu
(MHIMBUIYabHOTO — TPEANPUHUMATENSI), OCYLIECTBISAIOMIEH  (OCYIIECTBISIOLIET0)  pa3BeACHUE,
BBIpAIlMBAHUE U COJECPXKAHUE >KUBOTHBIX, - JOKYMEHT YCTaHOBJIECHHOM (DOpMBI, KOTOPBIM BBINHMCAH
MEIULMHCKUM paOOTHUKOM WM CHELUAIUCTOM B 00JIACTH BETEPUHAPUH, UMEIOIIUMH Ha 3TO MPaBo, U
COJICpKUT B NMHCBMEHHON (opMe yKa3aHHE anTeyHOW OpraHM3allMU WJIM BETEPUHAPHOM anTedHoM
OpraHu3anu 00 OTIYCKE JIEKapCTBEHHOTO Ipernapara WM O €ro M3rOTOBICHHH M 00 OTIYCKE JUIS
oOecrnieueHus J1Ie4eOHOro mporecca B MEAUIIMHCKOW OpraHu3allii, BETEpUHAPHOW OpraHu3aluu Wik B
opraHmM3ali (MHIUBUAYaJIbHBIM IpEANPUHUMATENEM), OCYIIECTBISIONEeH (OCYIIECTBIISIIOIINM)
pa3BezieHUEe, BBIPAIIMBAHUE U COJIEPKAHNUE )KUBOTHBIX;

(m. 54 B pen. ®enepanpHoro 3akona oT 30.12.2021 N 463-D3)

55) KOMIUJICKCHAd OLCHKa JICKAPCTBCHHOI'O TIIpfrapara - OLCHKA 3apCruCTpupOBAHHOIO
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" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JIEKapCTBEHHOT'O MIpernapaTa, BKIoUaroas B cedst anaan3 nHGOpMaIluu 0 CPaBHUTENbHON KIMHUYECKOM
3¢ dekTUBHOCTH U 0€30MacHOCTH JEKApCTBEHHOTO Tperapara, OIEHKY SKOHOMHYECKUX MOCIeICTBUN
€ro NMPUMEHEHHUsI, U3yUCHHUE JOMOTHUTEIbHBIX MOCIEICTBUI IPUMEHEHUS JIEKAPCTBEHHOIO Tperapara B
LEeNAX TPHUHATHS PEHICHUH O BO3MOXHOCTH BKIIIOUEHMS JICKAPCTBEHHOTO IMpenapara B IEpeUYeHb
YKU3HCHHO HEOOXOIUMBIX Y BAXHEHIINX JICKAPCTBEHHBIX MPEMapaToB, HOPMATUBHBIE MMPABOBHIE aKThI U
HHBIE JOKYMEHTBI, OIIPEICIISAIONINE MOPSAI0K OKA3aHHS MEIUITUHCKON TOMOIIH, HJIM UCKITFOYCHHS €ro U3
yKa3aHHBIX MIEPEYHs, aKTOB U JJOKYMEHTOB;

(. 55 BBeneH PeaepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

56) cucremMa MOHUTOPUHTA JBM)KCHHUS JIEKAPCTBEHHBIX TMpENapaToB [UIi MEAUIIMHCKOTO
pUMeHEeHHs - (enepaibHas TOCyIapCTBeHHAss WH(GOPMAIMOHHAS CHUCTEMa MOHUTOPHHTA JIBYKCHUS
JIEKApCTBEHHBIX TPEMapaToB sl MEAWIIMHCKOTO TPUMEHEHHUS OT MPOU3BOAUTENS JO KOHEYHOTO
MOTpeOUTENsT C HWCIONB30BAHUEM B OTHOIICHUHU JIEKAPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO
MIPUMEHEHUS CPEICTB UACHTU(DUKAIIH.

(. 56 BBeneH PeaepanbHbIM 3akoHOM OT 28.12.2017 N 425-03)

Masa 2. MOJIHOMOYNA ®EOEPAJTIbHLIX OPFTAHOB VICI'IOJ'IHVITEJ'IbHQVI
BJIACTU, NCINMOJTHUTEJNIbHbBIX OPTAHOB CYBBEKTOB POCCUNCKOU
OEOEPAUUU NMPU OBPALLEHUUN NEKAPCTBEHHbBIX CPEOCTB
(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

Cratba 5. NonHomounsa cepepanbHbIX OPraHOB MCMOJIHUTENbHOM BRacTU MNpwu
obpalleHnm nekapcTBeHHbIX CPeaAcTB

K momrOMOYMSIM (beI[epaJ'IBHBIX OpraHoB HCIIOJIHUTEILHONH  BIIACTH IIpu 06paH_[eHI/II/I
JICKApCTBCHHBIX CPCACTB OTHOCATCA:

1) mposenenue B Poccuiickoit Penepanuu eIUHONH TOCYAAPCTBEHHOW MOJUTUKM B 001acTH
obecrieueHus JIeKapCTBEHHBIMU MpenapaTtaMu rpaxan B Poccuiickoii @enepanmu;
(B pen. ®exnepanbHoro 3akona ot 22.12.2014 N 429-03)

2) ytBepxkaeHue oOummx (apmakonmelHbIXx craTeil, (apmakoneiHbIX cTaTed, W3AaHUe
roCyJapCcTBEHHON (apmakomneu, co3JaHHe M BeAeHUe peecTpa (apMakONEWHBIX CTaHIAPTHBIX
00pasIoB;

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

3) ocyuiecTBieHHE (enepaTbHOr0 [OCYNAPCTBEHHOIO KOHTPOIS (Haa3opa) B cdepe oOpalieHus

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

4) nuUeH3UpOBaHME IPOU3BOJACTBA JICKAPCTBEHHBIX CPEACTB, B TOM uyHcie (eaepaibHbli
rOCYJapCTBEHHBIH JIMIIEH3MOHHBIH KOHTPOJIb AEATEIILHOCTH 1O MTPOU3BO/ICTBY JIEKAPCTBEHHBIX CPEICTB,
NEPUOJINYECKOE MOJTBEPHKICHUE COOTBETCTBUS JIUIICH3HATA, UMEIOIIETO JIMIICH3HIO Ha MPOU3BOJCTBO
JICKaApCTBEHHBIX CPENCTB, U (hapMaleBTHUECKON IESTETLHOCTH B COOTBETCTBUHU C 3aKOHOIATEILCTBOM
Poccuiickoit denepanuu;

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

5) opraHu3anus SKCIEPTU3blI JIECKAPCTBEHHBIX CPEACTB, ITHYECKOM OKCIICPTHU3bl BO3MOXKXHOCTHU
NPpOBCACHUA  KIIMHUYCCKOI'O  HUCCICHOBAaHHUA  JICKAPCTBCHHOI'O  IIpeliapata I MCEAULUHCKOTO
NPpUMCHCHUA, OSKCHCPTU3bI HOKYMCHTOB, TMPCACTABJICHHBIX JIA  OHNPCACICHHUA  BO3MOXHOCTU
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

paccMaTpuBaTh JICKApCTBEHHBIN Ipenapar Ajis MEAMLMHCKOrO NMPHUMEHEHHs B KauecTBe Op(aHHOTO
JIEKapCTBEHHOI'O IIpernapara;
(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N _1-P3)

5.1) opraHu3anusi MPOBEIEHUS KOMIUIEKCHON OIIEHKM JIEKapCTBEHHOI'O IIpernapara B IIENsiX
MIPUHATHS PEUIEHUH O BO3MOXXHOCTH BKJIIOUEHHS JIEKAPCTBEHHOIO IperapaTa B [EPEUYEeHb KM3HEHHO
HEOOXOJMMBIX M BAaXHEUIIMX JICKApPCTBEHHBIX IPENapaToB, HOPMATUBHBIE IPABOBBIC AKTHI U HHbBIE
JOKYMEHTBI, OIpENesAone MOPSAAOK OKa3aHUs MEIULMHCKOM INOMOIIM WIM HCKIIOYEHHUS €ro u3
YKa3aHHBIX [IEPEYHs], AKTOB U JIOKYMEHTOB;

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

6) BbIaua paspelieHud Ha TPOBEACHHE KIMHUYECKUX HCCIICOBAaHUN JIEKApPCTBEHHBIX
MpENapaToB, BEJICHUE PEECTpa BBIJAHHBIX PaA3pCIICHUH HA MPOBEACHUE KIMHUYECKUX HCCIIECIOBAHUN
JIEKapCTBEHHBIX IIPEIAPATOB;

7) rocygapCTB€HHass perucrpalusa JICKApCTBECHHBIX IIPCNAapaToB, BEACHUC TOCYHAPCTBECHHOI'O
peecTpa JICKAPCTBCHHBIX CPCIACTB,

7.1) perucrpauusi, NMOATBEPKACHUE PETUCTpaLUU (IEpEeperucTpalys), BHECEHHUE U3MEHEHHH B
PErUCTpallMOHHOE J10ChE, a TaKkKe MPOBEIACHHUE MPOIIENYp, CBSI3aHHBIX C PETUCTpALUEN, B COOTBETCTBUH
C YTBEpPKJIECHHbIMU EBpa3zniicKoil 3KOHOMHYECKOW KOMHMCCHEN IPABUIAMU PETUCTPALMU U 3KCIEPTU3bI
JIEKapCTBEHHBIX CPEACTB Il MEIUIMHCKOIO NMPUMEHEHUS U IPAaBUIAMU PEryJIMpPOBaHUS OOpalleHus
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB HA TaMOKEHHOW TeppuTopun EBpa3suiicKOro 3KOHOMHYECKOTO
COI03a;

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

7.2) mnpencraBieHHMe ~ MHQOPMAMU O  PETHCTPALWH, HOATBEPKICHHH  PETHCTPALUU
(TepeperucTpanyy), BHECEHHH HW3MEHCHHH B PETUCTPAIIMOHHOE JOChE, a TaKkKe O Mpoleaypax,
CBSI3aHHBIX C perucrpauuei, B EBpa3uiiCKyl0 3KOHOMHYECKYI0 KOMHCCHUIO C HCIIOJIb30BAHHUEM
MHTErPUPOBAaHHOI MH(OPMALMOHHOHN crcTeMbl EBpa3uiickoro S5KOHOMUYECKOTO COI03a B COOTBETCTBUH
C yTBepXACHHbIMU EBpa3uiickoil 3KOHOMHYECKOW KOMHCCHEH HOpSAJKOM (POPMHUPOBAHHUA U BEICHHS
€IMHOTO pEeecTpa 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3suiickoro »KOHOMHYECKOTO
COl03a W MPABWIAMH pETYJIMPOBAaHUS OOpalleHus BETEPUHAPHBIX JIEKAPCTBEHHBIX CPENICTB Ha
TaMOXEHHOU TeppuTOoprn EBpazniickoro ’3KOHOMHUYECKOTO COK03a;

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

7.3) yTBepKIeHHE MOpAIKAa HPUOCTAHOBICHMS JEHCTBHUS PETUCTPALMOHHOIO YAOCTOBEPEHUS
JICKapCTBEHHOTO Tperapata WM OrPaHWYEHUS NPHUMEHEHMs JICKapCTBEHHOIO Tmperapara i
MEJIULMHCKOIO IIPUMEHEHHs B Cly4asxX, IPEAyCMOTPEHHBIX YTBEpXKACHHbIMM EBpasuiickoi
SKOHOMHUYECKON KOMHCCHEN OpaBujiaMy PETUCTpALMHA W SKCHCPTHU3BLI JICKAPCTBECHHBLIX CPEACTB JIA
MCAUIUHCKOro MPHUMCHCHUA, U BO300HOBJIEHUS HeﬁCTBHﬂ PErUCTPpailMOHHOTO YAOCTOBCPCHUA
JIEKapCTBEHHOTO IperapaTa WM CHATHS OTPaHUYEHHS MPUMEHEHHs JIEKapCTBEHHOTO Iperapara s
MEIUIIMHCKOTO TIPUMEHEHNS;

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

8) opranuzanys ¥ (UJIHM) MPOBEJACHUE WHCIIEKTUPOBAHUS CYOBEKTOB OOpalleHHs JIEKapCTBEHHBIX
CpPEACTB Ha COOTBETCTBHE YTBEPKACHHBIM EBpa3uilCcKOW SKOHOMHYECKOW KOMMCCUEW MpaBHIIAM
HaJuIexalled 1abopaTOpHON NMPaKTUKM, MpPaBUIAM HaJJexalled KIMHUYECKOM MpPaKTHKHU, IpaBUiiaM
Ha/JIexalel JUCTpUObIOTOPCKONM MpaKTHKY, IpaBUiaM HaJJexalled MpakTUKU (apMakoHaj3opa, a
TaKXKe YTBEpPKJIEHHBIM YIOJHOMOUYEHHBIMHM (pelepalbHbIMM OpraHaMH HCIOJHUTENbHONH BJIACTH
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[paBHUJIAM HAJJICKAIICH alTeYHO! MPaKTHKH, IPaBUIaM XPaHECHUs JIKAPCTBEHHBIX CPEJICTB;
(. 8 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

Koncynprantlntoc: npumedanue.
C 01.03.2026 m. 8.1 cr. 5 uznaraercs B HoBoW pemakuuu (D3 ot 31.07.2025 N 304-®3). Cwm.

OyIyIIyro pEeAaKInI.

8.1) opranm3zanus U (M) MPOBEJCHUE WHCTIEKTUPOBAHUS CyOBEKTOB 00paleHHs JIEKapCTBEHHBIX
CPEJCTB HAa COOTBETCTBUE TPEOOBAaHUSAM MpPaBUJ HAJJIEKAIIEH MPOU3BOJCTBEHHOW MPAaKTHKH, BbLaaya
3aKJIIOYEHUH O COOTBETCTBUM MPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TpPeOOBaHUSM MPAaBHII
Ha/JIexallel Ipou3BOJCTBEHHOM IPAKTUKH;

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

Koncynprantllntoc: npumeuanue.
C 01.03.2026 ct. 5 nononusercs m. 8.1-1 (@3 ot 31.07.2025 N 304-03). Cm. Oyayuiyro peIakIuIo.

Koncynprantllntoc: npumeuanue.
C 01.03.2026 B m. 8.2 ct. 5 BHOCcsaTcs usmenenus (@3 ot 31.07.2025 N 304-D3). Cm. Oyaymryro

PECAAKIINIO.

8.2) ycTaHOBIEHHME MOPSAJKA BEJCHHUS M BEIEHHE TOCYIAPCTBEHHOIO pEeecTpa 3aKIIOYeHUH O
COOTBETCTBUHM IPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMAM [OPAaBUI  HaJUIEXKAIICH
IIPOU3BOJCTBEHHO! IIPAKTUKY;

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

9) rocymapcTBEHHass pETUCTpAlUsl NPEACTbHBIX OTIYCKHBIX IIeH TPOW3BOIUTENEH Ha
JIeKapCTBEHHbIE Npemnaparbl, BKIIOYCHHBIE B [EPEYEHb >XM3HEHHO HEOOXOIUMBIX M BaKHEHIINX
JICKapCTBEHHBIX IpErnapaToB, U BEAECHUE TOCYJApCTBEHHOIO peecTpa MpPeJeNbHBbIX OTIYCKHBIX LEH
HpOI/I3BO,Z[I/ITeHeI71 Ha JICKApCTBCHHBIC MPCIIapaThl, BKIFOYCHHBIC B MCPCUCHb JKU3HCHHO HeO6XOIlI/IMLIX nu
BAKHEWIIINX JICKAPCTBEHHBIX IIPENapaToB;

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

9.1) cornacoBaHue MPOEKTOB PEIICHUI WCIOJHHUTEIbHBIX OpraHoB cyObekToB Poccuiickoi
Oenepanii 00 yCTaHOBJIEHMHM M (WJIM) M3MEHEHUH IMpEAETbHBIX pa3MEpPOB OMNTOBBIX HAA0aBOK U
MpeiebHBIX Pa3MEpPOB PO3HUYHBIX HAA0aBOK K (DaKTUYECKUM OTIYCKHBIM I[€HaM, YCTaHOBICHHBIM
NPOU3BOAUTCIIIMUA  JICKAPCTBCHHBIX MNPCHAPATOB, Ha JICKAPCTBCHHBLIC IMPCIIAPAThl, BKJIIOUYCHHBIC B
NEPCUYCHDb J KU3HCHHO HGO6XOIII/IMBIX U BaXXHEHUIIINX JICKAPCTBCHHBIX NIPCIIapaTOB;

(m. 9.1 BBenen denepanpHbiM 3ak0HOM OT 13.07.2015 N 241-®D3; B pen. PeaepadbHOrO 3aK0HA OT
08.08.2024 N 232-03)

10) Bblmava, YCTaHOBICHHWE TMOPSIKAa BBIJAYM pa3pelIeHUs Ha BBO3 KOHKPETHOW MapTHH
JIeKapCcTBEHHOTO cpenicTBa B Poccuiickyro denepanuio;
(n. 10 B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-D3)

10.1) Bbmaya, ycTaHOBIICHHE TIOPSIIKA BBINAYM U POPMBI TOKYMEHTA, KOTOPBIH MOITBEPKAAET, YTO
MIPOM3BOJICTBO JIEKAPCTBEHHOI'O TMpernapara s MEAULHUHCKOIO IPUMEHEHUS OCYILECTBICHO B
COOTBETCTBUM C TpEOOBAaHMSIMM [PABUI HAAJEKaIled IPOU3BOJACTBEHHONM NPAKTUKU WM YTO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JIEKapCTBEHHBI Mpenapar Uil BETEPUHAPHOTO NMPHMEHEHHUs JOMyIIeH K oOpameHuto B Poccuiickoit
denepany, ¥ MOUICKHUT MPEACTABICHUIO MO TPeOOBaHMIO YIOJHOMOUYEHHOIO OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JICKAPCTBEHHBIN Mperapar;

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

10.2) BpIgaua, yCTaHOBJICHUE HOPs/IKA BbIAAYM M (QOPMBI JOKYMEHTA, COAEPIKALIEr0 CBEICHHS O
CTaIUsIX TEXHOJOI'MYECKOIo IMpolecca MPOM3BOJCTBA JIEKAPCTBEHHOIO CPEACTBA IS MEAMLIUHCKOTO
IIPUMEHEHHUS, OCYIIECTBIIIEMBIX Ha TEPpUTOpUN EBpa3suilckoro 3JKOHOMHUYECKOTO COI03a;

(n. 10.2 BBenen ®enepanbHbIM 3akoHOM 0T 22.12.2014 N 429-®3, B pen. deaepanbHOro 3akoHa OT
13.07.2015 N 241-®3)

11) co3ganue COBETOB MO BOIIPOCAM, CBSI3aHHBIM C OOpAICHUEM JICKAPCTBEHHBIX CPEJICTB;
12) aTTecranus u cepTudUKaLus CIEHUAINCTOB;
13) yrpatun cuiy c 1 centsiops 2013 roaa. - @enepanbublii 3akod ot 02.07.2013 N 185-D3;

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

15) yuactue B MeX1yHapOJAHOM COTPYJHHUUECTBE;

16) nomydeHue 1o 3ampocaM yIoJIHOMOYEHHOTO (eaepaabHOT0 OpraHa MCTIOJIHUTEIBHON BIIACTH
OT MCHOJHUTEIBHBIX OpraHoB cyObekToB Poccuiickoit dexepanum, a Takke OT CyObEKTOB OOpaIleHHs
JIEKapCTBEHHBIX CPEJCTB VI MEAMIUHCKOTO IPUMEHEHHsI HH(POPMAIMH 110 BOTIPOCAM YCTaHOBJICHUS U
MPUMEHEHMS [IeH Ha JIEKapCTBEHHBIE MpernapaThl U Ha/I0aBOK K HUM;
(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

17) mnpumeHeHMe Mep OTBETCTBEHHOCTH 3a HapylleHHWE 3aKOHOJaTenbcTBa Poccuiickoit
denepanuu;

18) yTBeprKaeHue NpaBUIl HAIUICKAINICH anTeYHON MPAKTUKH, NPAaBUJI XPAHEHUS JICKAPCTBEHHBIX
CpPE/CTB;
(n. 18 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-03)

19) ycraHoBieHuwe mnopsaKka (GOPMUPOBAHUS PETHCTPAIMOHHOTO JOChe Ha JICKAPCTBEHHBIN
npenapar JijIsl BETEpUHAPHOIO IPUMEHEHUs U TpeOOBaHUM K JOKYMEHTaM B €r0 COCTAaBE;
(n. 19 BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. ®denepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

20) - 21) yrpatunu cuiy. - @enepanpHbiii 3akoH o1 30.01.2024 N 1-D3;

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

23) yTBepKaeHHEe TPeOOBAaHUN K WHCTPYKIMU IO BETEPUHAPHOMY MPUMEHEHHUIO JIEKAapCTBEHHBIX
[IpenapaTos;
(n. 23 BBenen dPenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. ®denepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

24) IMPUHATHUC peI_HeHI/II‘/JI, SABJIIAOIHNUXCA OCHOBAaHMAMM OJIsd BKIIIOYCHHA JOMCHHBIX MMCH U (I/IJ'II/I)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

yKazaresie CTpaHuI] caiTOB B MH(POPMAIMOHHO-TEIEKOMMYHUKAIIMOHHOW cetn "MHTepHeT", a Takxke
CETEeBBIX aJPECOB B CIMHYI0 aBTOMAaTHU3WPOBAHHYIO HH(POpPMAIMOHHYIO cucteMy "EmuHBIN peectp
JIOMEHHBIX HMEH, yKasaTelel CTpaHWI] CAalTOB B HWH(POPMAIMOHHO-TEICKOMMYHUKAIIMOHHOW CETH
"Unrepuer" u CETEBEIX aJpecoB, MO3BOJISTIOIINX UACHTU()UIIIPOBATH CaUTEI B
MH(pOpPMAITMOHHO-TEIEKOMMYHUKAIMOHHOW ~ cetn  "MuTepHet",  coaepxamue  wWHGOpPMAIIHIO,
pacrpocTpanenue kKotopoil B Poccuiickoit ®depepanuu 3ampemieHo’, B OTHOIIEHWW WHQOpMaIuu,
cozepxkaliel MmpeayioxKeHHue O PO3HUYHOW TOPIoOBJIE€ JIEKAPCTBEHHBIMM IIpenaparamMH, B TOM YHUCIE
JTUCTAHIIMOHHBIM CIOCOOOM, pO3HUYHAs TOPTOBIS KOTOPHIMH OTrpaHWYECHAa WM 3alpelieHa B
COOTBETCTBUM ¢ HactosmuMm DenepanbHbiM 3aKOHOM, © (W) WHPOPMAIUH, COAEpIKaIIehH
MPEAJIOKEHUE O POZHUYHOM TOPTOBJIC JICKAPCTBEHHBIMH TpenaparamMu, B TOM YUCIE TUCTAHIIMOHHBIM
croco0oMm, JTUIaMH1, HE UMEIOIIUMH JIUIICH3UH U pa3pelieHuss Ha OCYIIEeCTBICHUE TaKOW NEeATeITbHOCTH,
€CJIM TOJyuYeHUE JIMUEH3UM U pa3pelieHHus MPelyCMOTPEHO 3aKOHOJATelIbCTBOM 00 oOpalieHuu
JIEKApCTBEHHBIX CPEJICTB;

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

25) Bbaya pa3pelleHnd Ha BBOJA B TPAXTAHCKHA 000pOT HMMYHOOHOJIOTHYECKHX
JIEKapCTBEHHBIX NPENapaToB;
(. 25 BBenen denepanbHbiM 3aK0HOM 0T 28.11.2018 N 449-03)

26) peryaupoBaHUe BOIIPOCOB, CBSI3aHHBIX C B3aMMO3aMEHSEMOCTBIO JIEKAPCTBEHHBIX IPEIapaToB
IUTSL MEAMIITHCKOTO TPUMEHEHHS.
(. 26 BBeneH denepanbHpiM 3aK0HOM OT 19.10.2023 N 503-D3)

Koncynprantlntoc: npumedanue.
C 01.03.2026 ct. 5 nonoansiercst . 27 (3 ot 31.07.2025 N 304-D3). Cm. Oyayiiyto peIaklHuo.

Cratba 5.1. lNepepava ocywecTBneHuss nosiHomouun epepanbHbIX OpPraHoB
MCMONHUTENIbHOW BNacTu Npu obpalleHMn NneKapCTBEHHbIX CPeACTB UCMONHUTENbHbLIM
opraHam cy6bekToB Poccuinckon Pepepaumm

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

[TomHOMOYMS (hemepanbHBIX OPraHOB MUCIOJHUTEILHON BIACTH MPU OOpPALICHUH JICKApCTBEHHBIX
CPEeNCTB, TPEIyCMOTPEHHbIE HacTosAIMM DeaepaqbHbBIM  3aKOHOM, MOTYT TIepelaBaThCsl IS
OCYIIIECTBJICHUSI MCIIOJHUTENBHBIM OpraHam cyobekToB Poccuiickoit denepanuii MOCTaHOBICHUSIMHU
[IpaButensctBa Poccuiickoii denepanu B mopsake, ycTaHOBICHHOM denepanbHbIM 3aKOHOM OT 21
nexadpsa 2021 roga N 414-03 "O6 o0mux NpuHIUNAX OpraHU3alUU MyOJIUYHON BIACTH B CyOBEKTax
Poccuiickoit @enepanun’.

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

K momHOMOUHMSM HCTIONIHUTENBHBIX OpraHoB cyObekTa Poccuiickoit dexepaunu npu oOpaiieHUn
JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCS:
(B pen. ®exnepanbHoro 3akoHa ot 08.08.2024 N 232-03)

1) pa3zpaboTka M peanu3anusi PETHOHAIBHBIX MporpaMMm  OOecHedyeHHs  HaceJeHUs
JIEKapCTBEHHBIMU TIpeTIapaTaMu;
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(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2) ycTaHOBJICHHE MPEEIbHBIX pa3MEpOB ONTOBBIX HAA0aBOK M MPeIEIbHBIX Pa3MEPOB POZHUYHBIX
Ha/10aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM, YCTaHOBJIGHHBIM HPOHU3BOJUTENSIMHU JIEKapCTBEHHBIX
MpernaparoB, Ha JEKapCTBEHHbIC MpENapaThl, BKIIOUEHHBIE B MEPEYEHb >KU3HEHHO HEOOXOTUMBIX U
BAKHEWIIINX JICKAPCTBEHHBIX IIPENapaToB;

3) ocylecTBICHHE PETHMOHAIBHOTO TOCYJAapCTBEHHOTO KOHTPOJS 3a NPHUMEHEHHEM IIeH Ha
JIEKapCTBEHHbIE IIperaparbl, BKIIOYCHHbIE B MEPEYEHb >KU3HEHHO HEOOXOMUMBIX U Ba)KHEHMIIUX
JIEKapCTBEHHBIX TPENapaToB, OPraHU3alUsSIM{ ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMU CPEACTBAMH,
anTEeYHbIMM OPraHU3alUsIMU, WHIUBUIYAIbHBIMU MPEANPUHUMATEISIMU, UMEIOUIUMHU JIMICH3UIO Ha
(dhapMareBTHYECKYI0 ACSITENbHOCTh, MEAWIIMHCKUMH OpraHU3alldsM{, HWMCIOMIMMH JUICH3UIO Ha
(hapMameBTHYECKYIO JEATCIIbHOCTh, W HX OOOCOOJCHHBIMHU TOJPa3ACIICHUSIMU, PACIIOJIOKCHHBIMH B
CETBCKUX HACETICHHBIX MMyHKTAX, B KOTOPBIX OTCYTCTBYIOT allTEUHbIC OPraHU3alluH;

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

4) npunatue perieHus o0 HWCMONB30BAaHUHM Ha TeppuTopuu cyobekta Poccuiickoit denepanuu
Hapsily C pelentaMd Ha JIEKapCTBEHHBIC IMpemapaThl, OQOPMICHHBIMH Ha OyMa)KHOM HOCHUTEIE,
PEIEeNTOB Ha JICKAPCTBEHHBIC MTPerapaThl, CPOPMUPOBAHHBIX B (POPME DIICKTPOHHBIX TOKYMEHTOB.

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

Masa 3. TOCYOAPCTBEHHAA ®PAPMAKOIEA

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

1. IToxg rocynmapcTBeHHOH dapmakorneeld MOHUMAETCs CBOJA 0O0mMX (apMaKONECHHBIX CTaTed W
(hapMaKomeHbIX cTaTei.

2. Pazpaborka oO0mux (apMakonelHbIXx craTeil U (QapmakonelHbIX CcTaTeld, B TOM YHUCIE
(dapMakomeWHbIX CcTaTeii Ha (QapMakoleilHble CTaHAApPTHBIE OO0pas3lpbl, W BKIIOYEHHE WX B
TOCYJapCTBEHHYIO (DapMaKOIer OCYIIECTBISIOTCS B IOPSJIKE, YCTAaHOBJICHHOM YITOJTHOMOYEHHBIM
(benepaabHBIM OPraHOM HCTIOIHUTEIBLHOM BIIACTH.

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

3. Pa3pabotka ¢apmakomneiiHoil cTaTby Ha peepeHTHBIN JTeKapCTBEHHBIN MpenapaT U BKIIIOUEHUE
€e B rOCyJapCTBEHHYIO (hapMakoIlel0 B TEUEHHE CpPOKa JCUCTBUS 3allUThl HCKIIOYUTEIBHOTO IpaBa,
yIIOCTOBEPEHHOT'0 MATEHTOM Ha pe()epeHTHBIH JIEKapCTBEHHBIN MPerapar, OCYIIECTBIISIOTCS C COTJIACUs
ero pa3paboT4uKa.

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

4. TocymapctBeHHass (apMmakores H3IaeTCs YIOJIHOMOYCHHBIM (elepalbHbIM OpPraHoOM
HCTIOJTHUTEILHON BJIACTH 3a CUYET CPEJCTB (heepabHOro OroKeTa U MOJICKUT MEPEU3TaHISIM HE PEXKE
4YeM OJIMH pa3 B IATh JIET, B TIEPUOJ MEXIYy KOTOPBIMH HM3JIAIOTCS MPHIIOKEHHS K TOCYIapCTBEHHOMN
dapmakoriee, conepxkame obOmue (apmakoneinple ctatb U (Win) (apMaKONEHHBIE CTaThU,
YTBEPXKACHHBIC MTOCIIC U3AaHUS WIH IEPEU3IaHNs TOCY1apCTBEHHON (hapMaKoIIeH.

5. YnomHomoueHHBIH QeaepanbHbIii OpraH HUCIOJHUTEIBFHON BJIACTH pPa3MENIaeT JaHHBIE O
rocy/1apCcTBEHHOW ¢apmakoree M MPHIOKEHUAX K Hel Ha cBoeM OQUIMAIbHOM CcaiiTe B CETU
"NHTepHeTr" B yCTAHOBIEHHOM UM MOPSIJIKE.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 23.07.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Mnasa 4. NIMLUEH3NPOBAHUE NPOU3BOACTBA JIEKAPCTBEHHbBIX CPEACTB
N PAPMALIEBTUYECKOU OEATEJNIBHOCTU, TOCYOAPCTBEHHbBIU KOHTPOIJ1b
(HAO30P) B CPEPE OBPALLEHUA NEKAPCTBEHHbBIX CPEACTB
(B pen. ®exnepanbHoro 3akona ot 11.06.2021 N 170-03)

Cratba 8. JlMueH3MpoBaHWe nNpPOU3BOACTBA JIEKAPCTBEHHbIX CpPeaAcTB W
dapmMaLeBTUYECKON AeATENbLHOCTHU

1. JIuueH3upoBaHue MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB U (papMalleBTHUECKON eATeIbHOCTH
OCYILECTBIISIETCS B COOTBETCTBUU C 3aKOHOIATenbcTBOM Poccuiickoit denepanmu.

Koncynprantlntoc: npuMeyaHue.
C 01.03.2026 B 4. 2 ct. 8 BHOCATCs m3MeHeHus (D3 ot 31.07.2025 N 304-®d3). Cm. Oyaymryro

PECAAKIINIO.

2. OOs3aTesbHBIM YCJIOBHUEM MPEJOCTaBJICHUS JIMIEH3MU Ha IPOU3BOJACTBO JIEKApCTBEHHBIX
CPEACTB SBISIETCS NMPUIOKEHUE K 3asBJICHUIO COMCKATENs JIMLIEH3UH MepeyHsl JeKapCTBEHHBIX (HOpM U
(umn) BUIOB (papMalleBTUYECKUX CYOCTAaHIMM, KOTOpBIE HPOM3BOJIUTENb JIEKAPCTBEHHBIX CPEICTB
HaMepeH IIPOU3BOAUTD.

3. B ciryuyae He0OXOAMMOCTH pacIIMpeHHs] IPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB 3a CUET HOBBIX
JIEKapCTBEHHbIX (OpM M BUAOB (apMalleBTUYECKUX CYOCTaHIMH NPOU3BOAUTENH JIEKAPCTBEHHBIX
CPEACTB JIOJDKEH I0JaTh B JIMLEH3UPYIOUIMH OpraH 3asBJIEHUE O BHECEHHMM HM3MEHEHUHl B peecTp
JIMLEH3UI Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB.

(B pen. @enepanbubix 3aKkoHOB 0T 02.08.2019 N 297-®3, ot 11.06.2021 N _170-P3)

4. JIunieH3us Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB ((hapMalieBTUIECKON CyOCTaHIIUH CIUPTA
STWJIOBOTO (3TaHOJIa) BbIJAETCS MPH YCIOBUM HAIWYMsI Yy OpPraHu3allid Ha IpaBe COOCTBEHHOCTH,
XO3SIIICTBEHHOIO ~ BEJEHUS WJIM  OMNEPaTUBHOTO  YIPABJICHHUS OCHOBHOIO  TEXHOJIOIMYECKOI'O
o0opyJoBaHUs Ui MPOU3BOJACTBA ATUIOBOTO CIMPTA, 3aPETUCTPUPOBAHHOIO B COOTBETCTBUU CO
cratbeil 14.1 denepanbHoro 3akoHa oT 22 HostOps 1995 roga N 171-®3 "O rocyaapcTBeHHOM
peryJIupoBaHUM MPOU3BOJICTBA M 000pOTa STHIOBOTIO CIHMPTA, AJIKOTOJIBHOM M CHHPTOCOIEpIKallei
MPOAYKIUH U 00 OrpaHHMYEHUH MOTPEOICHNUS (PACTIUTH) AIKOTOJIBHOM MPOAyKIUH'".

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

Cratba 8.1. OcoGeHHOCTM nUUEH3UPOBaHMA MNPOU3BOACTBA JEeKapCTBEHHbIX
cpeacTB (hapmaueBTUHECKOM CyOCTaHLMM cnupTa 3TUNOBOrO (3TaHoNa)

(BBeneHna denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

1. JleiicTBue JMIIEH3UM HA MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEeACTB ((hapmaleBTHUECKON
cyOCTaHIIMM CHMpTa ATUIOBOTO (3TAaHOJA) NMPUOCTAHABIMBAECTCS B YacTU IpaBa Ha IPOU3BOJCTBO
(bapMareBTHUECKONH CyOCTaHIIMU CIUPTA STHIOBOTO (3TaHOJA) JUIEH3UPYIOIUM OPraHOM B CIIydasix,
onpezaeneHHbIX crarbei 20 PenepanbHoro 3akoHa oT 4 mag 2011 roga N 99-®3 "O nuueHsupoBaHuun
OTJENbHBIX BUAOB JEATENBHOCTU", a TaKKE€ HA CPOK IPUOCTAHOBIICHUS JEHCTBUS JIMIEH3UU Ha
MPOU3BOJICTBO JTWJIOBOTO CIHPTA JUIS TIPOM3BOJCTBA (papMaleBTUIECKOH CyOCTaHIIMU CHHpTA
STHJIOBOTO (3TaHOJIa), BbIIaHHOM B cooTBeTCcTBUU ¢ DenepanbHbIM 3aKOHOM OT 22 HOs0ps 1995 roga N
171-®3 "O rocymapCTBEHHOM pETYyJIMPOBAaHHHM IPOM3BOJCTBA W 000pOTa ATHIOBOTO CIIHPTA,
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QJIKOTOJIBHOM M CHUpTOCOJAepKalled MPOAYKUMM U 00 OrpaHWYEeHUH TMOTpeOaeHus (pacruTHs)
AJIKOTOJILHOM MPOIYKIUH'".

2. JledicTBHE JMIEH3MUM Ha TPOMU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB ((hapMareBTHUECKON
cyOCTaHIIMM CHHpTa STWIOBOrO (3TaHOJIAa) B 4YAaCTU IpaBa Ha IPOU3BOJCTBO (hapMalleBTHUECKON
cyOCTaHIIMM CrUpTa ASTUJIOBOrO (3TaHOJA) MPEKpanaeTcsl JUIECH3UPYIOIMUM OpPraHOM B CIIyYasX,
onpeaeneHHbIX crathel 20 PenepanbHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O nuueH3upoBaHun
OTJIENBbHBIX BUJOB JIEATENBHOCTH", a TakKe C JaThl MPEKpallleHWs WM aHHYJIUPOBAHUS IEHCTBUS
JMIIEH3UM Ha MPOM3BOJCTBO 3TUJIOBOTO CIMPTA JUIsl MPOM3BOJACTBA (apMalleBTUYECKOH CyOCTaHLIUU
CIHPTa 3TUIOBOTO (3TaHOJIA), BBIAAHHOW B COOTBETCTBUH ¢ DenepanbHbIM 3aKOHOM OT 22 HOsIOpst 1995
roga N 171-®3 "O rocyaapcTBEHHOM PEryJUpPOBAHUU MPOU3BOACTBA U 000POTa ITUIIOBOTO CIHPTA,
QJIKOTOJILHOM W chHpTocofepXkalied NpOAYKIMH U 00 OrpaHMYeHHH NOTpeOJaeHus (paciuThs)
AJIKOT0JIBHOW MpOyKIuu'.

Cratba 8.2. OcobeHHOCTM NUueH3npoBaHMA hapmaLeBTUYECKON AeATEeNIbHOCTU B
YacTu ocyLecTBNeHUA ONTOBOM TOProBNx NeKapCTBeHHbIMU CpeacTBaMu

(BBenena ®denepanbHbIM 3akoHOM OT 04.08.2023 N 428-D3)

1. [eiicTBue nuiieH3MH HAa (PapMaleBTUYECKYIO JAESITeIbHOCTh B YaCTU OCYIIECTBICHUSI OMTOBOM
TOPrOBJAM  JIEKAPCTBEHHBIMU  CPEACTBAMU  JJisi  MEAMIMHCKOTO TPUMEHEHMs]  IpeKpaliaeTcs
JIMLEH3UPYIOIIUM OPTaHOM B CllydasiX, onpeieneHHbIX cratbe 20 denepanbHoro 3akona ot 4 mast 2011
rora N 99-®3 "O nuieH3upoBaHUU OTICIBHBIX BHUIOB JEATEIBHOCTH', a TaKKe IO PEIICHHIO
JIMIIEH3UPYIONIETO OpraHa, IPUHATOMY B COOTBETCTBHH C HACTOAIIECH 4acThI0. B ciydae BBIABICHUS MpU
OCYIIECTBIICHUN (eepaTbHOTO TOCYJIapCTBEHHOTO KOHTpois (Haa3zopa) B cdepe oOpamieHus
JIEKAPCTBEHHBIX CPEICTB HapyUIEHUs OpraHu3aliell ONTOBOW TOPTOBIM JEKAPCTBEHHBIMU CPEACTBAMU
TpeboBanuii vacteit 1 - 3 crateu 53 HacTosmiero @enepalbHOTO 3aKOHA JEHCTBHE JIMIEH3UM Ha
(hapMareBTHYECKYIO ICSITEILHOCTh B YaCTH OCYIIECTBICHHUS OINTOBOW TOPTOBIM JIEKAPCTBCHHBIMU
CpencTBamMu ISl MEAUIIMHCKOTO MPUMEHEHHs TPUOCTAHABIIMBACTCS B TEUCHUE JIECATH pabouux JHEH CO
JTHSI BBISIBJICHUSI YKAa3aHHOTO HapyiieHus. [leficTBue nuieH3nn Ha (hapMaleBTHUECKYIO0 IeATeTbHOCTh B
YaCTU OCYILECTBJICHUS ONTOBOM TOPIOBJIM JICKAPCTBEHHBIMU CPEICTBAMU JJISI MEIMIIMHCKOTO
MPUMEHEHUS MPUOCTAHABIMBACTCS HAa CPOK, KOTOPBIM ONMpeAensieTcsl TUICH3UPYIOLUUM OpraHoM (HO He
MEHee YeM Ha OJUH MeCAIll), MO0 HCTEYCHUU KOTOPOrOo JCWUCTBHUE MaHHOW JHIICH3UH MOAJIEKUT
MPEKPAIICHUIO HAa OCHOBAHUM PELICHUS JMUEH3UPYIOLIEr0 OpraHa, 3a MCKIKYEHUEM Cllydas,
YKa3aHHOTO B YaCTH 2 HACTOSIIEH CTaThH.

2. JleficTBue NMIIEH3UH Ha (apMalleBTUYECKYIO JESTENbHOCTh B YaCTHU OCYILIECTBJICHUS ONTOBOMN
TOPrOBIIM JIEKAPCTBECHHBIMU CPEACTBAMM JJI1 MEIULUHCKOTO IPUMEHEHMs, ACUCTBHE KOTOPOU
IIPUOCTAHOBJIEHO B COOTBETCTBUU C YaCThIO | HACTOALIEH CTAaThH, MOJUIEKHUT BO3OOHOBIIEHUIO B ClIydae,
€CIIM B MEPHUO/ MPUOCTAHOBJICHUS JCHCTBUS JaHHOM JIMIIEH3UMHM B PaMKax JOCYJeOHOro 00KaloBaHHS
pelIeHre KOHTPOIBHOTO (HAJ30PHOT0) OPTaHa B YAaCTH BBISBICHHOTO HapYIICHHs TPeOOBaHMN yacTel |
- 3 crateu 53 Hacrosuiero denepasbHOrO 3aKOHA OTMEHEHO. B yKa3aHHOM cilydae AeMCTBUE JIMLEH3UU
Ha (apMaleBTUYECKYIO JEATEIbHOCTh B YAaCTU OCYIIECTBIEHHUS ONTOBOW TOPIOBIM JIEKAPCTBEHHBIMU
CpeACTBaMU JUIsl MEAULUHCKOIO IMPUMEHEHUsI BO30OHOBIISIETCS HE IO3[HEE OJHOro paboyero AHs CO
TIHSI OTMEHBI PeLIeHUs] KOHTPOJIBHOIO (HAaA30PHOI0) OpraHa.

Cratba 9. [locypapcTBeHHbIM KOHTponb (Hag3op) B cdepe obGpaweHus
NeKapcTBEHHbIX CpeaAcTB

(B pen. @enepanproro 3akona ot 11.06.2021 N 170-D3)
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

1. TocymapcTBeHHBIII KOHTpPONb (Ham30p) B cdepe oOpamieHus JEKapCTBEHHBIX CPEICTB
OCYIIECTBIISIETCS. TOCPEICTBOM (pemepabHOTO TOCYAapCTBEHHOr0 KOHTpods (Ham3opa) B cdepe
oOpareHust JeKapCTBEHHBIX CPEACTB M (eepPaTBHOTO TOCYAaPCTBEHHOTO JUIIEH3MOHHOTO KOHTPOJIS
JESATETLHOCTH TI0 TIPOM3BOJICTBY JIGKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIEMBIX (helepaIbHBIMUA OpTaHaAMHU
HCTIOJIHUTEJILHOM BJIACTH, yroJiHOMOUYeHHBIMU [IpaButenscTBOoM Poccutickoit @eaepanuu.

2. Tlpeametrom (henepanbHOTO TOCYJApCTBEHHOTO KOHTpouss (Hag3opa) B cdepe oOpateHus
JICKapCTBEHHBIX CPEICTB SBIISIOTCS:

1) cobmonenue o0s3aTeNbHBIX TPeOOBaHUH B cepe oOparieHus JIeKapCTBEHHBIX CPEICTB, B TOM
qucIe:

a) TpeOoBaHUMH K JOKJIMHUYECKHUM MCCIEAOBAHUSAM JIEKAPCTBEHHBIX CPEJCTB, KIMHUYECKUM
UCCIIEIOBAaHUSIM JIGKAPCTBEHHBIX IIPENapaToB, W3rOTOBJICHUIO, XPAaHEHMIO, IE€PEBO3KE, BBO3Y B
Poccuiickyro ®enepanuio, OTHYCKy, pealu3alldd, Iepenade, Npojaxe JEKapCTBEHHBIX CPECTB,
IIPUMEHEHHIO JIEKAPCTBEHHBIX IPENApaTOB, YHUUTOKEHUIO JIEKAPCTBEHHBIX CPEICTB, YCTaHOBIEHHUIO
IIPOU3BOJUTENIIMU JIEKAPCTBEHHBIX IIPENApPATOB IIEH Ha JIEKAPCTBEHHBIE IIPENapaThl, BKJIIOUYEHHBIE B
NepeyeHb )KU3HEHHO HEOOXOAUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX NPENapaToB;

0) TpeOoBaHWN K COOTBETCTBHIO JICKAPCTBEHHBIX CPEJCTB, HAXO/SIIMXCA B OOpaIleHUH,
MoKa3aTesiM KauecTBa, AS(PQPEKTUBHOCTH M OE30MACHOCTH, YCTAHOBJICHHBIM B COOTBETCTBHU C
HactosmuM DenepanbHbIM 3aKOHOM;

B) TpeOOBaHUI K COONIOACHUIO CyOBEKTaMU OOpaIIeHUs JIGKAPCTBEHHBIX CPENICTB, YKAa3aHHBIX B
yactu | crateu 67.1 Hactosmero denepaibHOrO 3aKOHA, OTPAHUYCHHM, HajlaraeMbIX cTaThsiMu 67.1 u
67.2 Hacrosero PeaepaibHOro 3aKOHA;

2) coOmrofeHHe JIMLEH3UOHHBIX TpeOOBaHMM K  OCYIIECTBICHHMIO  (papManeBTHUYECKON
JEATEIbHOCTH;

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

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

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

4) cobmoieHre TPeayCMOTPEHHBIX cTaThel 55.1 Hactosimero denepaibHOTO 3aK0HA TPeOOBaHUIA
K TIPOBEJACHHIO OKCIICPUMEHTA [0 OCYIICCTBICHUIO PO3HUYHOW TOPTOBJIM JIEKAPCTBECHHBIMU
npenapatamu i MEJUIIMHCKOTO TPHUMEHEHHsS, OTITYCKAaeMbIMH IO PEUENTy Ha JICKapCTBEHHBIN
npemnapar, TUCTAaHIIMOHHBIM CITIOCOOOM.
(. 4 BBenen denepanbubiM 3akoHOM OT 20.10.2022 N 405-D3)

2.1. B mensx oOecneueHUs TOCYAapCTBEHHOTO KOHTpoJsisi (Ham3opa) B cdepe oOpamieHus
JIEKApCTBEHHBIX  CPEACTB  (peAepalbHbIi OpraH MCHOJHUTEIBHON BIJIACTHU, OCYIICCTBIISIONIUN
TOCYZapCTBEHHYIO PErHCTPAIMIO JICKAPCTBEHHBIX IMPENapaToB, MPEAOCTaBIACT (e/lepalbHOMY OpraHy
UCTIOJTHUTENBHONW BIIACTH, OCYLIECTBISIIONIEMY (YHKIMHA 10 KOHTPOJNIO M Haa30py B cdepe
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3paBOOXpPAaHEHMs, IO €ro 3ampocy B paMKax MEXBEIOMCTBEHHOr0 HH(POPMALMOHHOTO
B3aMMOJICHCTBHS B HOPSJIKE, YCTAHOBICHHOM yKa3aHHBIMH (e/lepaaIbHBIMI OpraHaMH MCIIOTHUTEIbHON
BJIACTH, CIEAYIOIIME CBEAEHUS O JIEKAPCTBEHHBIX CPEACTBAaX, B TOM YHUCIE B ClIydyae, €CIH TaKue
CBECHMSI COCTABJIAIOT KOMMEPUYECKYIO TaliHy:

1) cBengenust o papMalieBTUYECKON CyOCTaHIIUU:

a) HauMEHOBaHMe (apMaleBTUUECKON CyOCTaHINH, €€ CTPYKTypa, oOI11e CBONCTBA;

0) HAaMMEHOBaHUE U a/IpeC MPOU3BOAUTEIS;

B) CBOMCTBA U CTPYKTypa ACUCTBYIOLINX BELIECTB;

I') XapaKTepUCTHKA IPUMeECEH;

1) cnerudukaiys Ha papMaleBTUIECKyI0 CyOCTaHIMIO U €e 000CHOBAHNUE;

€) aQHAIATHYCCKUE METOJIUKH, WCIONb3yeMble TP OCYIICCTBICHHU KOHTPOJS KadecTBa
(hapmareBTHUeCKON CyOCTaHIINH;

) pe3yJbTaThl aHATM30B cepHil (hapMalleBTHUECKON CyOCTaHIUMY;

3) MepeueHb CTAaHAAPTHBIX 00Pa3IlOB WM BEIIECTB, UCTIOIB3YEMBIX MPU OCYIIECTBICHUN KOHTPOIIS
KauecTBa (papMaleBTUICCKON CyOCTaHIUY;

1) OMHMCAHKUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOYHBIX CPEJICTB;
K) TaHHBIC O CTAOMJIBHOCTH (DApMaIIeBTHUECKON CYyOCTaHITUH;

JI) CPOK F'OJIHOCTH;

2) cBeZieHHs O JIGKApPCTBEHHOM IpernapaTe s MeIULIUHCKOTO PUMEHEHUSI:

a) OMUCaHKe U COCTaB JICKAPCTBEHHOTO Tpernapara Juisi MeJUIIMHCKOTO IPUMEHECHHSI,

0) omucanue (apmareBTHUECKOH pa3paboTku (0O0OCHOBaHHME BBIOOpAa COCTaBa, MEPBUYHOMN
YIaKOBKH);

B) HAUMEHOBAHME U aJpec MeCTa OCYIIECTBIECHUS NPOU3BOICTBA JIEKAPCTBEHHOIO IpenapaTa JJis
MEJULMHCKOIO0 NPHUMEHEHHs (B Cllyyae HalM4yMsl HECKOJIBKMX YYaCTHHKOB IIpoliecca IPOM3BOJCTBA
HE00X0IMMO yKa3aTh HAMMEHOBAHHE U aJIpec KaxXJ0ro U3 HUX);

') MUKPOOHMOJIOTHYECKHE XapaKTEPUCTUKH;

1) OIMCaHKUE XapaKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MATEPHAJIOB U YKYIIOPOUHBIX CPEICTB;

€) TpeOOoBaHMUs K KAUYECTBY BCIIOMOTATEIIbHBIX BEIIECTB;

)K) AHAIIUTHUYCCKUEC MCTOAWKH, MCIIOJIB3YyCMbIC TIIPpH OCYIICCTBJIICHHMU KOHTPOJA KadeCTBa
BCIIOMOT'aTCJIbHBIX BCIICCTB,
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3) CBCACHUA 00 HCHOJB30BAaHMH BCIIOMOTAaTeNIbHBIX BECIICCTB YCJIIOBCUCCKOIO M KHBOTHOI'O
MPOUCXOKIACHUA,

I/I) CBCIACHUA 00 MCI0JIb30BAHUU HOBBIX BCIIOMOTaTEIbHBIX BCHICCTB,

K) TpeOoBaHMsS K KauecTBY JIEKapCTBEHHOIO Ipenapara s MEAMLIHMHCKOIO IPUMEHEHUs
(cepTudukar, cnenudukalys Ha JeKapCTBEHHBIH Mpenapar U X 000CHOBaHUE);

J'I) AHAIIUTUYCCKUE MCETOAUKH, MCIIOJIB3YyCMbIC IIpU OCYIICCTBICHUHW KOHTPOJA KadeCTBa
JICKApCTBCHHOTO IIpenapaTa s MECAUIHUHCKOT'O IPUMCEHCHUS

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

0) NepCUYCHb CTAaHAAPTHBIX 06pa3u03, HCIIOJIB3YCMbBIX IMPU OCYHICCTBIICHMU KOHTPOJIA KaducCTBa
JICKApCTBCHHOT'O IMperaparta JJId MEAUIUHCKOI'O IPUMCHCHUS ;

1) JaHHbBIC O CTAOMIILHOCTH JIEKAPCTBEHHOTO MpernapaTa il MEAUIIUHCKOTO IPUMCHEHHS;
3) OTYETHI O JOKITMHUYECKHX HCCIICTOBAHUAX;

4) OTYETHI O KIIMHUYECKUX UCCIICIOBAHUSIX;

5) mactep-daiin cuctemsl (hapMaKoHAI30Da;

6) TJ1aH yNpaBlIeHUs PUCKAMH.
(uactsp 2.1 BBerena @enepanbHbIM 3akoHOM 0T 30.01.2024 N 1-O3)

3. Ilpu ocymecTBieHnu (eaepanbHOro IoCyIapCTBEHHOIO KOHTposs (Hajg3opa) B cdepe
oOpalleHusl JIEKapCTBEHHBIX CPEJCTB MHPOBOJATCS CIEAYIOUIME BUABI KOHTPOJBHBIX (HAI30pHBIX)
MEpPOIPHUATHN:

1) noxymeHTapHast NpOBEPKa;

2) BBI€3/IHAS IPOBEPKA;

3) BEIOOPOUYHBII KOHTPOJIb KaUeCTBa,

4) KOHTPOJIbHAS 3aKYIIKa;

5) MHCTIEKITMOHHBIA BU3UT;

6) HaOmoZeHHe 3a COONIIOJICHHMEM O0s3aTeNbHBIX TpeOOBaHMM (MOHUTOPUHI O€30MacHOCTH)
(papmakonanzop).

4. Opranuzanusi U OCYHIECTBICHHE (eaepaTbHOTO TOCYIapCTBEHHOTO KOHTPOJs (Ham3opa) B
chepe obpareHust JEKapCTBEHHBIX CPENICTB peryaupyroTcs denepanbHbiM 3aKkoHOM oT 31 mromns 2020
roga N 248-®3 "O rocynapcTBEHHOM KOHTpOJIE (HaaA30pe) U MYHHUIIMITIAIIBHOM KOHTpoJie B Poccuiickoit
Oenepaunn".
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5. BHemaHOBBIM BBIOOPOUYHBIH KOHTPOJIb KAayecTBa MPOBOJUTCS B TOM 4YMCJIE€ HAa OCHOBAHUHU
IIPOrpaMMBbI IIPOBEPOK.

6. I1maHOBBI BEIOOPOYHBIN KOHTPOJIb KaYeCTBA HE MTPOBOIUTCS.

7. Tlo pesynbratam (enepalbHOTO TOCYAapCTBEHHOTO KOHTPOJS (Haa30pa) B cdepe oOpaimeHus
JICKAPCTBCHHBIX CPEACTB HAPSAIY C PEHICHUSIMH, MPEIyCMOTPCHHBIMU DeiepaibHbIM 3akoHOM OT 31
utosig 2020 roga N 248-D3 "O rocymapcTBEHHOM KOHTpoJie (Haa30pe) ¥ MYHUIIMITAIbBHOM KOHTpPOJIE B
Poccuiickoit @enepannu”, penepanbHBIMU OpraHaMy UCIIOTHUTEIBHON BIACTH, YIIOJTHOMOYEHHBIMU Ha
OCyIIECTBIIEHHE (elepalbHOTO TOCYAApCTBEHHOIO0 KOHTposis (Ham3opa) B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB, IPUHUMAIOTCS CIEAYIOUINE PEIICHHUS:

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

1) o nmanbHeWIeM TIpa)XAaHCKOM 00OpOTE CEepuH, MapTUH COOTBETCTBYIOLIETO JIEKAPCTBEHHOI'O
CpEICTBa B Cllyyae MOATBEPKACHUS 10 pe3ysibTaTaM MPOBEICHHBIX UCTIBITAHUI COOTBETCTBUS KauecTBa
JIEKapCTBEHHOT'O CPEJICTBA YCTAHOBIEHHBIM TPEOOBAHUSIM;

2) 00 U3BATUU U3 TPAKAAHCKOTO 000pOTa CEpUH, MAPTUU COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO
CPEICTBAa B CiIy4ac BBIABJICHMS 10 Pe3yJibTaTaM IPOBEJIEHHBIX UCIBITAHUA HECOOTBETCTBMSI KauecTBa
JIEKapCTBEHHOI'O CPEJICTBA YCTAaHOBJIEHHBIM TPEOOBaHUSM;

3) o mepeBojJe JEKAPCTBEHHOTO CPEJICTBA HA IOCEPHUIHBIM BHIOOPOUYHBIN KOHTPOJIb KayecTBa
JIEKAPCTBEHHBIX CPEJICTB B CIIy4yae MOBTOPHOIO BBISABICHHS HECOOTBETCTBHS KAaueCTBA JICKAPCTBEHHOTO
CpEICTBA YCTAHOBJICHHBIM TpeOOBaHUSM U (MPU HEOOXOAMMOCTH) O MPOBEpKE CyOBheKTa OOpaleHus
JIEKapCTBEHHBIX CPENICTB. Pacxo/bl, CBSA3aHHbBIE C MTPOBEIECHUEM MMOCEPUHHOTO BHIOOPOYHOTO KOHTPOJIS,
OIJIAYUBAIOTCST TPOU3BOAMTENIEM JIEKAPCTBEHHOTO CPEJCTBA JMOO JepkaTesieM WU BIAJeNbleM
PErMCTPALIMOHHOIO yA0CTOBEPEHUS JIEKAPCTBEHHOTO IIpenapara;

4) 0 CHATHH JIEKAPCTBEHHOTO CPEACTBA C ITOCEPHIHOTO BBHIOOPOYHOTO KOHTPOJIS KaduecTBa
JIEKApPCTBEHHBIX CPEJCTB HAa OCHOBAHHMH ITOJIOKUTEIBHBIX DKCIEPTHBIX 3aKIIFOYCHHH, BBIJAHHBIX
(denepanbHBIM TOCYAaPCTBEHHBIM OIO/DKETHBIM YUPEKICHHEM, MOABEIOMCTBEHHBIM (heaepaabHOMy
OpraHy HCIIOJTHUTEIBHOW BJIACTH, OCYIIECTBISAIONIEMY (YHKIIMH O KOHTPOJI M Haa30opy B chepe
3/IpaBOOXpaHEHUs, WK (peepaTbHOMY OpraHy MCIIOJHUTEIHHON BIACTH, OCYIIECTBISIONEMY (DyHKIUN
M0 KOHTPOJIO H Hama3opy B cdepe oOpamieHHus JIEKApCTBEHHBIX CPEICTB IS BETCPUHAPHOTO
MIPUMEHEHHUS, Ha OCHOBAaHWHU TPOTOKOJIA UCTIBITAHUH JIEKAPCTBEHHOT'O CPEJICTBA, IPOBEICHHBIX M0 BCEM
MOKAa3aTeJIsIM YTBEP)KJIECHHON HOPMAaTUBHOW JIOKyMEHTAllMd (HOPMAaTHBHOTO JOKYMEHTA) B OTHOIICHUH
TpeX cepuil JIeKapCTBEHHOTO CPEACTBA.

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

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

Cratbs 9.1. Nporpamma npoBepok

(BBenena denepanbubiM 3akoHoM oT 11.06.2021 N 170-D3)

1. B mensax opraHu3zandd BbIOOPOYHOTO KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX CPENCTB
(bopmupyeTcs mporpaMmma MpoBepoK.
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2. Jlns meneil peanmzaluyu NMPOTpaMMbl IPOBEPOK IMPOU3BOIUTENH JIEKAPCTBEHHBIX CPENICTB U
OpraHu3alyy, OCYIIECTBISIOIIME BBO3 JIEKAPCTBEHHBIX CpeACTB B Poccuiickyro @Dexnepanuio,
IIPEAOCTABIIAIOT B OTHOLICHWM JICKAPCTBEHHBIX CPEACTB Ui MEAMIMHCKOIO IIPUMEHEHUS B
YIOJHOMOYCHHBIN (DeiepabHblii OpPraH WCIIOHUTEIHLHOW BJIACTH, OCYMISCTBISIOMNANA (QYHKIHH TI0
KOHTPOJIIO M HaJ30py B cdepe 3apaBOOXpaHEHMs, B OTHOIIEHMM JIEKapCTBEHHBIX CPEJCTB s
BETEPUHAPHOTO TPUMEHEHUS B YIOJHOMOYEHHBIH (enepaabHblii OpraH HCHOJHUTENBHON BIACTH,
OCYHIECTBISIONUN (PYHKIIMHM MO KOHTPOJIIO M HAA30py B cdepe oOpalleHus JeKapCTBEHHBIX CPEICTB
JUIsL BETEPUHApPHOIO IIPUMEHEHHMs, CBEIEHUS O CEepUsX, MapTUAX JIEKapCTBEHHBIX CPEICTB,
MOCTYMAIOUINX B TpakJaHCKuii 00opoT B Poccuiickoit dexepanuu, B MOpsIKe, cOcTaBe U 00beMe,
YCTaHOBIICHHBIX YyKa3aHHBIMH (eepabHBIMU OpraHaM{ HCIIOJHUTEIHHONH BIACTH B OTHOIICHUH
JIEKAPCTBEHHBIX CPEJCTB I MEIUIIMHCKOTO IPUMEHEHNS U B OTHOLIEHUH JIEKAPCTBEHHBIX CPEJICTB IS
BETEPUHAPHOT0 IPUMEHEHUSI COOTBETCTBEHHO.

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

4. B ciydyae HacTyIuleHHs COOBITUM, yKa3aHHBIX B noamyHkrax "O" m "B" myHkra 2 yactu 6
HACTOSIIEH CTaThH, (eiepaTbHBIM OPraHOM UCTIOHUTENLHON BIIACTH, OCYIIECTBISIONIMM (YHKIUH T10
KOHTPOJIIO M HaJ30py B c(epe 31paBOOXpaHEHMs, (efepaTbHbIM OPraHOM HCIOJHUTEIIBHOW BIACTH,
OCYILECTBIIAIOUIMM (YHKLHHU 110 KOHTPOJK U HAaA30py B cepe oOpaleHus JIEKapCTBEHHBIX CPEICTB
JUIl BETEPUHAPHOTO MPUMEHEHMs, NMPU HEOOXOAMMOCTH BHOCATCS COOTBETCTBYIOILIME HM3MEHEHHs B
IIPOrpaMMy MPOBEPOK.

5. B nmporpaMMmy npoBEpOK MOTYT BKJIFOYAThCSI MEPOIPUITHS ¢ YYETOM HApYILICHUH, BBISIBJICHHBIX
B paMKaxX KOHTPOJIbHBIX (HAaJ30pHBIX) MEPONPUATUH 32 IPEIbITYIINN KaJleHIapHbIN TO.

6. IIporpaMmma npoBEPOK COACPIKHUT:

1) nepedeHs JIeKapCTBEHHBIX CPENICTB, OTOOP 00Pa3LlOB KOTOPBIX OyIeT OCYLIECTBIATHCA B PAMKAX
BBIOOPOYHOIO KOHTPOJIA, (QOPMHUPYEMBIH € Y4YETOM pe3yJibTaTOB TIOCYJAapCTBEHHOTO KOHTPOJISA
(Hag3opa) B cepe oOpaleHus JIEKapCTBEHHBIX CPEJCTB 3a KaJCHAPHBINA ToJl, MPEIECTBYIOUINHA To1y
MIPOBEICHUS BBIOOPOYHOTO KOHTPOJIS;

2) ykazaHue Ha COOBITHE, HACTYIUIEHHE KOTOPOTO SIBISIETCS OCHOBAaHUEM ISl OCYIIECTBICHUS
BBIOOPOYHOT'O KOHTPOJIS:

a) TOJlyuYeHHUe CBEJCHUI, MPEICTaBISIEMbIX B COCTaBe U 00beMe, YCTAaHOBJICHHBIX (efepaibHbIM
OpPraHOM HCIIOJIHUTENbHON BIIACTH, OCYIIECTBISIONUM (PYHKIHMM MO KOHTPOJIO M HaA30py B chepe
3/IpaBOOXpaHeHus, GeAepaTbHBIM OPraHOM HCIIOJHUTENBHON BIACTH, OCYIIECTBISIFOIIMM (PYHKIIMH TI0
KOHTPOJTIO ¥ HaJI30pY B chepe oOpaleHus JIeKapCTBEHHBIX CPEJCTB AJIsI BETEPHHAPHOTO MPUMEHEHHUS, O
cepusiX, MapTHSIX JIEKAPCTBEHHBIX CPEACTB, MOCTYMAIOIIMX B TpaxAaHCKUW o0opoT B Poccuiickoit
®denepanyn, YyKa3aHHBIX B IyHKTe | HACTOAIMEH 4YacTH, OPraHU3AIMSAMH, OCYIIECCTBISIONIMMHI
MIPOU3BOJICTBO JIEKAPCTBEHHBIX cpeacTB B Poccuiickoit denepanuu U BBO3 JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro ®@enepaunio, 3a HCKIOYEHHUEM CEpUN WM MAapTUH JIEKapCTBEHHBIX INPEMNaparoB,
yKa3aHHBIX B yacTu 4 cratbu 52.1 u yactu 6 ctathu 52.2 Hacrosuero deaepalbHOro 3aK0Ha;

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

0) moJTydeHre TOCTYIAIIIeH B TOPSIKE, YCTAHOBIEHHOM CTaThel 64 Hactosmero denaepaabHOTO
3aKOHa, I/IH(i)OpMaHI/II/I 0 OOOYHBIX HGfICTBI/ISIX, HCKECIATCIbHBIX PECAKIHAX, CEPHE3HBIX HEXKECIATCIbHBIX
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peaKuusax, HeTpeABUICHHBIX HEXKeNaTeIbHBIX PEaKusiX MNPy MPUMEHEHUH JIeKapCTBEHHBIX MPenapaTos,
00 MHIMBHyaJbHON HENEPEHOCHMOCTH, OTCYTCTBUU 3()()EKTUBHOCTH JICKAPCTBEHHBIX MpENapaToB, a
TakKe 00 MHBIX (haKTax U 00CTOSATEILCTBAX, MPEICTABIISIFOIINX YTPO3Y JKU3HH WIH 370POBBIO YEIIOBEKA
100 KMBOTHOTO TPH TPUMEHEHHWW JIEKApCTBEHHBIX TIPENapaToB M BBIABICHHBIX Ha BCEX JTarax
oOpallieHus JIeKapCTBEHHBIX IpernapatoB B Poccuiickoil @epepanuu 1 Jpyrux rocy1apcTBax;

B) MmojydeHue B cooTBeTcTBUM ¢ DenepabHbiM 3akoHOM OT 31 mrons 2020 roga N 248-d3 "O
rOoCy/IapCTBEHHOM KOHTposie (Haa30pe) W MYHHIMIAIBLHOM KOHTpone B Poccuiickoit ®eneparun”
CBEJCHMI O MPUYMHEHUHU Bpela WKW 00 yrpo3e MPUYMHEHHs BpeAa XKU3HHU, 3J0POBBIO TPaKIaH WU
YKUBOTHBIX.

Cratba 9.2. [locypapcTBeHHbIM KOHTponb (Hag3op) 3a  peanusauuen
MUCNONHUTENbHLIMKU opraHamun cyb6bekToB Poccunckon depepauum nNONHOMOYUMA B
cthepe obpalleHNsA neKkapCTBEHHbIX CPeAcTB ANA MeAULMHCKOro NPpUMeHeHns
(B pen. @enepanbuoro 3axoHa ot 08.08.2024 N 232-D3)

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

1. TocymapcTBeHHBIH KOHTpOJIb (HAag30p) 3a peanu3anueil HMCIOIHUTEIBHBIMA OpraHaMu
cyowsekToB Poccuiickoit Deneparyi MOTHOMOUYM B cepe oOpalleHHs JIEKapCTBEHHBIX CPEACTB JUIs
MEIULMHCKOTO TPHUMEHEHHUS OCYILECTBIAETCS YyHoidHOMoueHHbIM [IpaButenscTBoM Poccuiickoit
denepauuy OPraHoM UCIIOJHUTEIIBHOM BIACTH.

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

2. IlpeameTomM rocymapCTBEHHOTO KOHTpPOJsS (Haa30pa) 3a peaau3aluel HCIOTHUTEIHHBIMU
opranamu cyoOwnekToB Poccuiickoii denepanuu moJHOMOYHMK B chepe oOpalieHHs JEeKapCTBEHHBIX
CpPEeICTB  AJ1  MEAWIMHCKOTO  MPUMEHEHHs  SBISETCS  COOJNIOJCHHE  YHOJTHOMOYEHHBIMU
WCTIOHUTENLHBIMU ~ OpraHamMu  cyObekToB Poccuiickoit ®Denepanud METOIUKHA — YCTAHOBIICHUS
MpeleIbHBIX Pa3MEpPOB ONTOBBIX HAM0ABOK M TPEICIBHBIX PAa3MEPOB PO3HUYHBIX HAA0aBOK K
(aKTUYECKUM OTITYCKHBIM IICHAM, YCTAHOBJICHHBIM MTPOU3BOIUTEIISIMU JIGKAPCTBEHHBIX MPENapaToB, Ha
JIEKapCTBEHHBIC TpernapaThl, BKJIIOYEHHBIE B TMEPEUYCHb KU3HEHHO HEOOXOAMMBIX W BaKHEHIIMX
JIEKapCTBEHHBIX MPENapaToB.

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

3. Ilpm oOCyLIECTBIEHMH TOCYAApCTBEHHOIO KOHTpoJid (Hag3opa) 3a  peanu3anuei
WCTIOJHUTENIbHBIMU OpraHamu cyowsekToB Poccuiickoii denepanyuu nmonHomMounii B cepe oOpamieHus
JIEKAPCTBEHHBIX CPEACTB JUII MEAMIMHCKOIO NPUMEHEHUS MPOBOAATCA  CICAYIOUIUME  BHUABI
MEpONPHUSITHI:

(B pen. deaepanbroro 3axoHa ot 08.08.2024 N 232-D3)

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

4. Opranuzanysi ¥ OCYIIECTBICHHE TOCYJIapCTBEHHOIO KOHTPOJiA (HAa30pa) 3a peanu3anueu
WCTIOJTHUTENBHBIMU OpraHamu cyowsekToB Poccuiickoii denepanym nmomHoMounid B cepe oOpamieHus
JIEKapCTBEHHBIX CPEJCTB LIS MEAUITMHCKOTO TIPUMEHEHHUs perynupytorcss denepanbHbIM 3aK0HOM 0T 21
nexabps 2021 roga N 414-®d3 "OO6 o0muX NPUHIKIIAX OPTraHU3ANMK MyOJIMYHON BJIACTH B CYOBEKTax
Poccuiickoit ®enepanun’.

(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)
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5. IonoxkeHHe O TOCYAApCTBEHHOM KOHTpoJie (Haa3ope) 3a peanu3anuedl HCIOJHUTETbHBIMU
opranamu cyobekToB Poccuiickoit denepanyu moirHoMOuYMid B cdepe oOpalieHHs JIeKapCTBEHHBIX
CPEICTB I MEJULIMHCKOIrO IpUMEHEHHUs yTBepxkaactcs llpasurensctBom Poccuiickont @enepannu.

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

Cratba 9.3. PervoHanbHbIA rocyAapCTBeHHbIA KOHTponb (Haa3op) 3a
npUMeHeHUeM LieH Ha neKkapcTBeHHble npenapaTthbl, BKIHOYEHHbIe B NepeyYeHb XXU3HEHHO
Heob6XoAMMbIX M BaXXHEMLLUUX fleKapCTBEHHbIX NpenapaToB

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

1. PernonanpHbIi rocy1apCcTBEHHBIN KOHTPOJIb (HAI30p) 3a MIPUMEHEHUEM LIeH Ha JIEKapCTBCHHBIC
npenaparbl, BKJIIOYCHHBIE B MEPEUCHb J>KU3HEHHO HEOOXOIMMBIX W BAXKHEHIINX JIEKapPCTBEHHBIX
NpernaparoB, OCYLIECTBISIETCS HCIOJHHUTENbHBIM OpraHoM cyoOwsekta Poccuiickoit ®enepanuu,
YIOJIHOMOYEHHBIM BBICIIMM HCTIOJHUTENILHBIM OpraHoM cyObekTa Poccuiickoii @eneparum.

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

2. IlpenMeToM pErmoHaIbHOTO TOCYJaPCTBEHHOTO KOHTPOJIS (HA/I30pa) 3a MPUMEHEHHEM IIeH Ha
JIEKApCTBEHHBIC TMperapaThl, BKJIOYEHHBIC B IEPEYCHb JKU3HCHHO HEOOXOAMMBIX M BaKHEHIIHMX
JMEKapCTBEHHBIX  MpemapaToB, SBISETCS  COOMIOJEHHE  OpraHU3alUsIMH  ONTOBOW  TOPTOBIH
JIEKapCTBEHHBIMU CPEICTBAMU, alITEYHBIMU OPTaHHU3AIUSAMH, WHAUBHIyAIbHBIMH TIPEITPUHUMATEISIMH,
UMEIOIUMH JIMIEH3UI0 Ha (HapMarleBTHUECKYIO JESTeIbHOCTh, MEIUIIMHCKUMH OpPTaHU3alUsIMU,
UMEIONUMH  JIMIICH3WI0 Ha  (apMaleBTUYCCKY0  JEATeIbHOCTh, W WX  000COOJICHHBIMU
MOAPAa3ACICHUSIMH, PACIIOJIOKEHHBIMUA B CEJIbCKUX HACEJICHHBIX IMYyHKTAaX, B KOTOPBIX OTCYTCTBYIOT
anTeYHbIC OpPraHU3alMM, NPH peal3alluu JIEKAPCTBEHHBIX IpernapaToB TPEOOBaHWI K MPUMEHEHHUIO
1IeH, YPOBEHb KOTOPBIX HE JOJDKEH MPEBBIMIATE CyMMY (PaKTUUECKON OTIYCKHOM II€HBI, YCTAaHOBICHHON
MIPOM3BOJUTENIEM JIEKAPCTBEHHBIX IMPEMapaToB, U KOTOpPbIE HE TMPEBBIIIAIOT 3apEeTUCTPUPOBAHHBIX
MIpeIeIbHBIX OTITYCKHBIX II€H, M Pa3MEPOB ONTOBLIX HA0ABOK U (MJIM) pa3MEepOB POSHUYHBIX HA0aBOK,
HE MPEBBIIIAIONIUX COOTBETCTBEHHO Pa3MEPOB MpEEIbHBIX ONTOBBIX HAN0aBOK M (WJIM) pa3MepoB
MIpeACIIbHBIX POZHUYHBIX Ha/10aBOK, YCTAHOBJICHHBIX B CyOBbekTe Poccuiickoit deneparumu.

(B pen. deaepanbroro 3akoHa ot 08.08.2024 N 323-D3)

3. Opranusanus M OCYLIECTBICHHE PETHOHAJIBHOIO I'OCYJapCTBEHHOTO KOHTPOJS (Haa3opa) 3a
NIPUMEHEHHUEM IIeH Ha JIGKapCTBEHHBIE MpeMnaparhl, BKIOYECHHBIE B IEPEYCHb KU3HEHHO HEOOXOIUMBIX
U BaXXHEMIINX JIEKApCTBEHHBIX NpenaparoB, peryiaupyrorcs denepanbHpiM 3akoHoM oT 31 urons 2020
roga N 248-®3 "O rocynapcTBEHHOM KOHTpOJIE (Haa30pe) U MyHULMIAIbHOM KOHTpoJie B Poccuiickoit
Oenepanun.

4. [TonoxeHue 0 peruoHaIbHOM IOCYAapCTBEHHOM KOHTpoOJje (Haa30pe) 3a NPUMEHEHHUEM LIeH Ha
JIEKapCTBEHHbIE Ipernaparhbl, BKIIOYEHHbIE B I€peYeHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEHUIIMX
JICKApCTBEHHBIX  IPENapaTroB, YTBEPXKAACTCS BBICIIMM  HCIOJHUTEIBHBIM OpPraHOM CyObeKTa
Poccuiickoit deneparum.

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

Cratba 9.4. ®depepanbHblA roCyAapCTBEHHbIM  JIULIEH3UOHHbLIA  KOHTPOJSIb
AeATeNbHOCTU NO NPOU3BOACTBY NleKapCTBEHHbIX CPeACcTB

(BBenena denepanbubiM 3akoHoM oT 11.06.2021 N 170-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1. ®@enepanbHbIl TOCYJapCTBEHHBIN JIMIEH3UOHHBIN KOHTPOJIb AESITEIBHOCTH IO NPOU3BOJACTBY
JICKapCTBEHHBIX CPEJACTB OCYULIECTBIsETCA (peepanlbHbIMM OpraHaMHM HCIOJIHUTENBbHONW BIIACTH,
ynosHoMoueHHbIMHU [IpaBurensctBoM Poccuiickoit denepanuu.

2. ®enepanbHbIil TOCYJApPCTBEHHBIN JMIEH3UOHHBIA KOHTPOJIb JESTEIbHOCTU IO MPOU3BOJICTBY
JIEKAPCTBEHHBIX CPEJICTB OCYIECTBIAECTCS B COOTBETCTBHH ¢ DenepanbHbIM 3akOHOM oT 4 mas 2011
roga N 99-®3 "O nuueH3upoBaHUM OTACIBHBIX BUAOB JEATCIbHOCTH" 1 DefepanibHbIM 3aKOHOM OT 31
utonst 2020 roga N 248-®3 "O rocynapcTBEHHOM KOHTpoJie (HaA30pe) U MYHUIUIAILHOM KOHTpOJIE B
Poccuiickoit ®enepanuu”. B pamkax ¢enepasbHOro rocyJIapCTBEHHOTO JIHMIIEH3MOHHOTO KOHTPOJIS
NESATEIbHOCTH [0 IPOM3BOJCTBY JIEKAPCTBEHHBIX CPEACTB ILIAHOBBIE KOHTPOJIbHBIE (HAA30pHBIE)
MEpPOIPUATHSI HE MPOBOASTCS, IPU STOM MPOBOAMUTCA MEPUOAUUECKOE MOATBEPKIACHUE COOTBETCTBUS
JUIEH3UATOB JIMIEH3MOHHBIM TpeOOBaHMUSIM B COOTBETCTBHU ¢ DeepanbHbIM 3akoHOM OT 4 Mas 2011
roaa N 99-®3 "O nuneH3upoBaHUM OTJEIbHBIX BUJIOB JIESITEILHOCTH" .

Fnaea 5. PASPABOTKA, AOKINMHUYECKUE UCCINEOOBAHUA
NEKAPCTBEHHbLIX CPEACTB, A TAKXE KITMHUYECKUE UCCNEOQOBAHUA
NEKAPCTBEHHbIX MPEMNAPATOB ONnA BETEPUHAPHOIO NPUMEHEHUA

Cratbsa 10. Pa3paboTka nekapCcTBeHHbIX CpeACcTB

1. Pa3paboTka JEeKapCTBEHHBIX CPEACTB BKIIOYAeT B Ce0s MOMCK HOBBIX (hapMaKOIOTUYECKU
AKTUBHBIX BCHICCTB, IIOCICAYIOIICC HU3YYCHHUC HX JICKAPCTBCHHBIX CBOfICTB, JOKIMHHUYCCKUC
WCCIIeIOBaHMS, Pa3pabOTKy TEXHOJIOTHH MPOU3BOACTBA (hapMaleBTHUECKUX CYOCTaHIUH, pa3pabdoTKy
COCTABOB M TEXHOJIOTUH IIPOU3BOACTBA JICKAPCTBEHHBIX ITPENapaToB.

2. ®uHaHcoBOE obecrneueHue pa3paboTKU JEKapCTBEHHBIX CPEJICTB OCYIIECTBISETCS 3a CUET:

1) cpencTs denepanbHOTO OrOIKETA;

2) cpencTB pa3pabOTUYNKOB JICKAPCTBEHHBIX CPEJICTB;

3) CpEJ/ICTB MIPOU3BOAUTEINECH JIEKAPCTBEHHBIX CpEelCTB npu BBITIOJTHCHU U
HAyYHO-HCCIICIOBATEIbCKUX PA0OT MO JOTOBOPY MEXIy Pa3pabOTIYUKOM JICKAPCTBEHHBIX CPEICTB U
MIPOM3BOUTENIEM JIEKAPCTBEHHBIX CPEJICTB;

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

3. IlpaBa  pa3paboTuMKa  JIGKAPCTBEHHOTO  CPEACTBA  OXPAHSAIOTCS  T'PaXKJAAHCKUM
3aKOHONATEIBCTBOM.

Cratba 11. [JoknuHM4YecKoe wuccriegoBaHUe JeKapCTBEHHOro cpeacTtBa AnA
MeAULIMHCKOro NpuMeHeHus

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

2. JIOKJIMHUYECKOE HCCIIeIOBAHME JIEKAPCTBEHHOTO CPEACTBA JIi MEAUIIMHCKOTO MPUMEHEHUS
MIPOBOJIUTCS B COOTBETCTBUHU C MPAaBUIAMHU HaJUICKaIIEeH JTaOOpAaTOPHON MPaKTUKH, YTBEPKICHHBIMHU
EBpasuiickoii 5KOHOMHUYECKOH KOMUCCUEH.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

3. Ins opraHu3aluyd U MPOBEACHUS JAOKIMHMUYECKOTO HCCIEIOBAaHUS JIEKAPCTBEHHOTO CPEJCTBA
JUTSl MEJIUIIMHCKOTO MPUMEHEHHS pa3pabOTUUKH JIEKAPCTBEHHBIX CPEJICTB BIIpaBE MPUBJICKATh HAyUYHBIE
OopraHu3aiuu, o0pa3oBaTeIbHbIE OpPTraHU3AIMH BBICIIETO 00pa30BaHUs U UHBIC OPTaHU3AIIUN, UMEIOIINE
HEOOXOAMMYI0  MaTepHAIbHO-TEXHHUECKYI0 0a3sy ¥  KBaJU(UIIMPOBAHHBIX  CICIMAIMCTOB B
COOTBETCTBYIOIICH 001aCTH HCCIICIOBAHUS.
(uacts 3 B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

4. JIOKJIMHUYECKOE HCCIIEJOBAHHME JIEKAPCTBEHHOIO CPEACTBA I MEAMIMHCKOIO NPUMEHEHUs
MPOBOJUTCS MO YTBEP)KACHHOMY pPa3pabOTUMKOM JICKAPCTBEHHOTO CpEJICTBA IJIaHYy C BEACHUEM
IIPOTOKOJIA 3TOTO UCCIENO0BaHMUS U COCTABICHHUEM OTUYE€Ta, B KOTOPOM COAEPIKATCS Pe3yJIbTAaThl 3TOTO
UCCIIEIOBAaHUsI W 3aKII0YEHHE O BO3MOXKHOCTH TPOBEACHMUS KIMHUYECKOTO  HMCCIEI0BaHUs
JIEKapCTBEHHOT'O Mpenapara A MEIULMHCKOTO IPUMEHEHHUS.

5. IlpoBeaeHue mnpoBepoK COOMIOAEHUS NpaBWI HaJuIexkameil 1abopaToOpHOM MNPaKTHUKU U
IIPAaBOBBIX HOPM HCIOJb30BAaHUS JKUBOTHBIX IpPU MPOBEACHUU JOKIMHUYECKHX MCCIEAOBaHUN
JICKApCTBCHHBIX CpCACTB JIA MCIHUIOHUHCKOIO TMNPUMCHCHHA OCYHICCTBIACTCA YIIOJHOMOYCHHBIM
(denepaabHBIM OPraHOM UCTIOTHUTEIHLHOM BIIACTH.

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

6. Pe3ynbTarhl NOKIMHUYECKOTO HCCIIEAOBAHUS JICKAPCTBEHHOTO CPEACTBA JJISI MEIUIIMHCKOTO
NPUMEHEHHS MOTYT OBITh NPEICTABICHBI B yIOJTHOMOYEHHBIN (hefepaibHblli OpraH HCHOJIHUTEIBHOM
BJIACTU B YCTAaHOBJICHHOM HOPSIJIKE B LENISX PETUCTPAIMU JIEKAPCTBEHHOTO Mpernapara.

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

Cratba 12. [oknuMHWYecKoe wuccreaoBaHWE JleKapCTBEHHOro cpeacTtesa W
KNUHMYECKoe wuccrneaoBaHWe neKapCTBEHHOro rnpenapata Ans  BeTepuHapHOro
npUMeHeHus

1. JIoKIMHHYECKOE HWCCIICOBAHKE JICKAPCTBEHHOTO CPEICTBA JUISI BETCPUHAPHOTO MPUMEHEHUS
MIPpOBOAUTCA MYTEM IMPUMCHCHHA HAYYHBIX MCETOAOB OLCHOK B MHCIAX IMOJIYYCHHS OOKA3aTCIbCTB
0e30macHOCTH, KadecTBa W A()(PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA, B TOM YHUCJIEC OIPEIACICHHS
CpOKa €ro BBIBEJICHUS W3 OpraHu3Ma >KMBOTHOTO, B IEJSIX OOecredeHus 0e30MacHOCTH MPOIYKIHH
YKHUBOTHOTO TIPOMCXOXICHUS MOCIIE MPUMEHEHUS COOTBETCTBYIOIIETO JICKAPCTBEHHOTO Iperapara.

Koncynprantllntoc: npumeuanue.
C 01.03.2026 B u. 2 ct. 12 BHOCsTCA M3MeHeHus1 (@3 ot 31.07.2025 N 304-D3). Cm. Oyayuryio

PEAAKIINIO.

2. JloxnuHMYECKOE HCCIENOBAHUE JIEKAPCTBEHHOI'O CPEACTBA M KIMHHUYECKOE MCCIEA0BAHUE
JIEKApCTBEHHOTO TpenapaTta Jjisl BETEPUHAPHOTO MPUMEHEHHMS, HCCIEOBAaHHE OMOIKBHUBAJICHTHOCTH
YKa3aHHOT'O JIEKAPCTBEHHOIO Mpernapara MpoBOJATCS B COOTBETCTBUU C MPABUIAMH, YTBEPKICHHBIMU
YIOJHOMOYEHHBIM (eiepaibHbIM OPTaHOM HCIIOJTHUTEIbHON BIACTH.

3. JloxiaMHMYECKOoe HCCIel0OBaHUE JIEKAPCTBEHHOIO CpEICTBA M KJIMHUYECKOE MCCIIEJOBAHUE
JIEKapCTBEHHOT'O TIpernapara il BETEPHUHAPHOIO NPUMEHEHUS MPOBOAITCA IO YTBEP)KICHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOI'O CPEJCTBA IUIAHY C BEJCHHEM MPOTOKOJIOB 3THUX HCCIEIOBAHUN U
COCTaBJIEHHUEM OTYETOB, B KOTOPBIX COAEPKATCS PE3YJIbTAThl ITUX UCCIIECIOBAHUM.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

4. JIns opranu3auuy U NpOBEIECHUS JOKIMHUYECKOTO MCCIEI0BAaHUs JIEKAPCTBEHHOIO CPEICTBA U
KJIMHUYECKOTO  HCCJIENOBAaHUS JIEKQpCTBEHHOIO Ipenapara Uil BETEPUHAPHOTO IPUMEHEHUs
pa3paboTUYMK JIEKAPCTBEHHOT'O CPEACTBA MOXKET NPUBJIEKATh OPraHU3alld, UMEIOIIHEe HEOOXOIHMMYIO
MaTepHATbHO-TEXHUYECKYI0 0a3y M KBaTH(PHUIMPOBAHHBIX CIICIIHAIIMCTOB B COOTBETCTBYIOIIEH 001acTH
HCCIIEN0BaHUS.

5. Knuanueckue HUCCICA0BAaHMA JICKAPCTBCHHBIX IIPCIIapaToB IJIsd BETCPHHAPHOI'O INPHUMCHCHHSA
MINpOBOAATCA B BCTCPUHAPHLIX OpraHU3allUAX W B OpraHu3aludaX, OCYIICCTBIIAIOIIHUX pPAa3BCACHUC,
BbIpalllMBaAHUC U COACPKAHNUC ) KUBOTHBIX, B ICJIAX:

1) ycraHOBIEHHS IEPEHOCUMOCTH JIEKAPCTBEHHBIX IIPENAapaToOB 30POBBIMU KUBOTHBIMU;

2) noxbopa ONTUMANbHBIX J03UPOBOK JIEKAPCTBEHHBIX IIpENapaToB M Kypca JIEYEHHs Ha
KOHKPETHOM TpyMIie )KUBOTHBIX C ONpeeIeHHBIM 3a00JIeBaHUEM;

3) ycranoBineHus  Oe3zomacHOCTM U 3(G(EKTUBHOCTHM  JIGKAPCTBEHHOrO  Ipemnapara,
MpeHAa3HAYEHHOTO JJIsl JICUEHUS ONpECNICHHBIX 3a00JeBaHM >KUBOTHBIX, WIH 3S(PeKTUBHOCTH
JIEKapCTBEHHOTO TIpernapaTa sl NpoPUIaKTUKH 3a00I€BaHMIA 3I0POBBIX KHUBOTHBIX;

4) u3ydyeHUs: BO3MOXKHOCTEH pAacCIIUpPEHUs MOKAa3aHUW K NPUMEHEHUIO 3aperucTpUPOBAHHOTO
JIEKApCTBEHHOTO MperapaTa 1 BhISIBJICHUS paHE€ HEM3BECTHBIX MOOOYHBIX JIEHCTBHM.

6. Knunudeckoe uccienoBaHue JIEKApCTBEHHOrO Ipernapara JJisi BETEPHUHAPHOTO MPUMEHEHUS
OCYILECTBIIICTCS 3 CYET CPEACTB Pa3pabOTUMKa JIEKAPCTBEHHOT'O CPEJICTBA.

7. Otyersl 0 pe3ydabTaTax JOKIMHUYECKOTO WCCIIEOBAaHUS JIEKAPCTBEHHOTO CpEACTBA U
KIIMHUYECKOTO  MCCJIEIOBAHUS JIKAPCTBEHHOTO IMpenapara JJig BETEPUHAPHOIO TMPUMEHEHHS
COCTABJIIIOTCS Pa3pabdOTUYMKOM JIEKAPCTBEHHOT'O CPEACTBA C YYETOM 3aKIIOYCHUH OpraHu3alui,
MIPUHUMABIIIUX Y4aCTHE B OPTaHU3AIUU U TIPOBEICHUN STUX MCCIICIOBAHUH.

8. KouTponb 3a mpoBeleHHEM JOKIMHUYECKHX HCCIEIOBAaHUN JIEKApCTBEHHBIX CPEACTB H
KIMHUYECKUX HCCIEOBAaHMM JIEKAPCTBEHHBIX IpenapaToB s BETEPUHAPHOIO IMPUMEHEHUS
OCYILIECTBIISICTCS YIIOJTHOMOYEHHBIM (heiepaibHbIM OPraHOM HCTIOJIHUTEIbHOMN BIIACTH.

Masa 6. OCYWECTBIEHUE FOCYOAPCTBEHHOW PETUCTPALIMM,
PETMCTPALUUUN NEKAPCTBEHHbIX NMPEMNAPATOB
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

KoncynprantlIntoc: mpumeyanue.

Ilo 3asBnenumsM, nomanHbeiM 10 01.01.2021, nexkapcTBeHHbIE Npenaparbl ISl MEIULIUHCKOTO
MIPUMEHEHHUS PETUCTPUPYIOTCS B COOTBETCTBUHU C TpeOoBaHUsAMH, nericTBoBaBmmMu 10 30.01.2024.
O npusenenuu B coorBercTBUE ¢ akTamMu EADC Takux M paHee 3aperMCTPUPOBAHHBIX MPENApaTOB
cMm. @3 or 30.01.2024 N 1-®3.

Cratba 13. [locypapcTBeHHasi perucrtpauusi, perucrTpauusi JneKapCTBEeHHbIX
npenaparoB
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

1. B Poccuiickoit ®enepanuu JONyCKalOTCS MPOU3BOJCTBO, XpaHEHHUE, IEPEBO3Ka, BBO3 B
Poccniickyro ®enepannro, BbeiBO3 U3 Poccuiickoit ®enepanuu, peknama, OTIYCK, pealn3anus,
nepenaya, MpUMEHEHHE JIEKAPCTBEHHBIX MPENapaToB, €CIU OHU 3aperUCTPUPOBAHBI YIIOJIHOMOYEHHBIM
(denepanbHbIM OpPraHOM HCIOJIHUTEIBHOW BJIACTH B COOTBETCTBUU C HacTosuM DenepanbHbIM
3aKOHOM JIN0O B COOTBETCTBUU C aKTaMH, COCTaBIsIOMUME MpaBo Coro3a.

(B pen. @eaepanbhbix 3akoHOB OT 13.07.2015 N 241-P3, ot 30.01.2024 N _1-D3)

2. I'ocynapcTBEHHOM perucTpanuu Moiexar:

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

2) nexkapCTBEHHBIE Ipenaparbl, 3aperuCTPUPOBAHHBIE paHEE, HO MPOHU3BEICHHBIE B JIPYIHX
JIEKapCTBEHHBIX (pOpMaxX B COOTBETCTBHH C MEPEYHEM HAWMEHOBAHHH JIEKApCTBEHHBIX (OPM, B HOBOI
JO3UPOBKE MPH TOKA3aTEIhCTBE €€ KIMHUYECKON 3HAYMMOCTH U (D PEKTUBHOCTH;

3) HOBBIE KOMOMHAIIMYU 3aPETUCTPUPOBAHHBIX PaHEe JICKAPCTBEHHBIX MTPETapaTOB.

3. I'ocynapcTBeHHasi perucTpanus JIEKApCTBEHHBIX MPENapaToB OCYLIECTBISIETCS MO pe3yJibTaTaM
AKCTIEPTU3HI JIEKAPCTBEHHBIX CPEJICTB.
(dactb 3 B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

Koncynprantllntoc: npumeuanue.
C 01.03.2026 B 4. 4 ct. 13 BHOCsTCS M3MeHeHUs (P3 ot 31.07.2025 N 304-D3). Cm. Oyaymryro

PECAAKIINIO.

4. I'ocynapcTBeHHass ~ perucrpauus  JIGKApCTBEHHOIO  IIpermapara  OCYLIECTBIISETCS
COOTBETCTBYIOIIUM YIIOJIHOMOYEHHBIM (pe/iepanbHbIM OpPraHOM MCIIOJHHUTEIbHON BJIACTH B CpPOK, HE
MPEBBIIAIONINNA CTa MIECTUACCATH PaOOYMX THEH CO THS NPUHATHS 3aiBICHUS O TOCYJApCTBEHHOMN
perucTpalM JI€KapCTBEHHOTO Ipemnapara /i MEIWLUHCKOrO TMpPUMEHEHUs, U B CpPOK, HE
MpEeBBILIAIONIMI CcTa JBaguaTH paboyux JHEH cO JHS NPUHATUS 3asBICHUS O TOCYAapCTBEHHON
pEerucTpalMy JIEKapCTBEHHOIO IIpernapara JUlsi BETEPUHAPHOIO IPUMEHEHMsA. B yKa3zaHHBIA CpOK
BKJIFOYAETCs BpeMsi, HE0OX0IUMOe JJIsi HOBTOPHOT'O MIPOBEAECHUS SKCIIEPTHU3BI JIEKAPCTBEHHOT'O CPEJICTBA
B COOTBETCTBMM cO cTaThedl 25 Hacrosamero ®denepanbHoro 3akoHa. Cpok rocyaapcTBEHHOM
perucTpalMy JIEKapCTBEHHOI'O IpernapaTa MCUUCISAETCS CO JHS TMPUHATUS COOTBETCTBYIOIIMM
YHOJHOMOYEHHBIM (he/iepaabHbIM OPraHOM HCIIOJIHHUTEIBHONW BJIACTU COOTBETCTBYIOIIETO 3asBJICHUS O
roCy/JapCTBEHHOM PETUCTpalliy JIEKApCTBEHHOrO Ipenapara ¢ MPUIOKEHHEM HEO0OXOIUMBIX
JOKYMEHTOB I10 JI€Hb BBbIIa4d PErHCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Ipenapara. Bpems,
HE00X0IMMOE JIJIsl HalpaBJICHUsl YHOJHOMOYEHHBIM (eiepabHbIM OpPraHOM HCHOJIHMTENBbHOM BIacTH
3arpoca O IpeACTaBICHUN HEOOXOIUMBIX MAaTEePUAJIOB M MPEJICTABICHUS 3asIBUTEIIEM OTBETa Ha TaHHBIN
3arpoc B COOTBETCTBUM €O cTaThsiMU 16, 19 n 23 Hactosmero denepanbHOro 3aKkoHa, HE YUUTBIBAETCS
IIPU UCUYUCIIEHUHU CPOKa TOCYIapCTBEHHON pEeruCcTpaluy JIEKAPCTBEHHOTO Mpernapara.

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

5. T'ocynapCTBEHHOM perucTpaluny He MOAJIeKAT:

1) JICKAPCTBCHHBIC IIPCIIapaThbl, U3rOTOBJIICHHBIC AlITCYHBIMH OpPraHU3allUAMH, BETCPUHAPHBIMU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

anTeYHBIMU OPTaHU3ALMSIMU, UHIUBHIYAIbHBIMHI TPEINPUHIMATEISIMUA, KOTOPBIE UMEIOT JIMLIEH3UIO Ha
(bapMareBTUYECKYIO JESTEeIbHOCTh, MO pelenTaM Ha JIEKApCTBEHHBbIE Mpernaparsl U TpeOOBaHUIM
MEUIMHCKUX OpraHu3alii, BETEPUHAPHBIX OpraHM3alMil WM OpraHu3auuid (MHAMBUIYaJIbHBIX
MpeANpPUHUMATEIICH ), OCYIIECTBISIONINX pa3BeieHNE, BRIPAIIMBAHUE U COJEPKaHUE KUBOTHBIX;

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

2) JnexapCTBEHHbIE TIpernaparbl, MNpUOOpeTeHHble (U3MYECKUMHU JIHMIIAMH 3a TpejesiaMu
Poccuiickoit @eneparuu u peaHa3HauYeHHbIE AJIs TMYHOTO MCIIOIb30BAHMUS,

3) JICKApCTBCHHBIC IIPCIiapaTbl, BBO3HWMBIC B POCCI/II>'ICKy10 (Dez(epaumo I OKasaHHA
MCHHHHHCKOﬁ nmoMomM1 10 JKU3HCHHBIM IIOKa3aHWAM KOHKPCTHOI'O IIallMCHTA Ha OCHOBAHHUU
paspCii€HuAd, BbIJAHHOT'O YIIOJTHOMOYCHHBIM q)enepanLHmM OopraHomMm HUCIIOJIHUTEILHOMN BJIaCTH,

4) nmekapCTBEHHBIC CPEACTBa, BBO3UMbIe B Poccuiickyro denepariio Ha OCHOBAaHWW BBIIAHHOTO
YIOJIHOMOYEHHBIM (pe/iepabHbIM OpraHOM HCIOJHUTENBHOM BIACTH pa3pelieHus U MpelHa3HauYeHHbIe
JUIS TIPOBEACHMUS KIMHHUYECKUX HCCIETOBAaHUM JIEKapCTBEHHBIX IMpenapaToB W (W) MPOBEICHUS
SKCIEPTU3bl  JIEKAPCTBEHHBIX CPEACTB JUISI  OCYLIECTBIECHHMS TIOCYJApPCTBEHHOW PETUCTPALUU
JIEKaPCTBEHHBIX IPEIAPATOB;

5) bapmaneBTHUECKHE CyOCTaHIINN;

6) paguodapmarieBTHIECKUE JIEKAPCTBEHHBIC TMpenapaThl, W3TOTOBJICHHBIC HEIOCPEACTBEHHO B
MEIUIMHCKUX OpraHu3alUsaX B MOPSJIKE, YCTAaHOBJICHHOM YIIOJIHOMOYEHHBIM (hefepaabHbIM OpraHOM
WCTIIOJTHUTENLHOM BIIACTH;

7) JICKApCTBCHHBIC MPCIIapaThl, IPOU3BOAUMBIC IJIS OKCIIOPTA,

8) OMOTEeXHOJIOTUYECKHE JIEKAPCTBEHHBIC Ipenaparhl, MpeJHa3HAYCHHbIC JUIS NPHUMEHEHHS B
COOTBETCTBUM C WHIUBHIYAJIbHBIM MEIUIIMHCKMM HA3HAYEHUEM W CIIEHHAIBHO W3TOTOBJIEHHBIE IS
KOHKPETHOI'O MAallMeHTa HENOCPEJICTBEHHO B MEAMIIMHCKOM OpraHu3alid, B KOTOPOW INPHUMEHSETCS
TaKOM OMOTEXHOJIOTMYECKUH JIEKapCTBEHHBIN Ipernapar, MMEIOLIMEe B CBOEM COCTaBE COEJUHEHUS,
CHUHTE3UPOBAaHHBIE 110 pE3yJbTaTaM TIEHETMYECKUX HCCIECJOBAHMM MaTepuaia, IOJYyYEHHOrOo OT
NalyeHTa, A KOTOPOro HW3rOTOBJIEH TakoW OWMOTEXHOJIOTMYECKUH JIeKapCTBEHHBIN mpemnapar.
[lepeyeHb MEIUUMHCKUX OpraHU3allMi, HMMEIOIUX IIPaBO U3rOTaBIMBAaTh M IPUMEHATb TaKUE
OMOTEXHOJIOTMUECKHE JIEKapCTBEHHBbIE TIpenaparbl, yTBepkaaercs [IpaButenbctBoMm Poccuiickoit
Oenepanuu. PazpenieHue Ha NMpUMEHEHHE TaKUX OMOTEXHOJIOTMUYECKHX JIEKApCTBEHHBIX MpenapaTroB
BBIIACTCS  YIIOJHOMOUYEHHBIM (hefepalibHbIM OpraHOM HCIOJHMTENBHOM BIACTH B  [OPAJIKE,
ycranaBnuBaeMoM [IpaButensctBoMm  Poccuiickoit  ®enepanuu. [lopsmok  oOpaieHHs TakKHX
OMOTEXHOJIOIMYECKHX JEKAPCTBEHHBIX MPENapaToB, BKIIOYAs MOPSIOK UX M3TOTOBJICHUS, MPOBEICHHS
9KCIIEPTU3bl, OCYILECTBICHHUSI KOHTPOJISI KauyecTBAa TaKUX OHMOTEXHOJOTMYECKUX JIEKApPCTBEHHBIX
[IpernapaToB, NMPUMEHEHUs], XpaHEHUs], TPAHCIOPTUPOBKU U YTHIM3ALMU TaKMX OMOTEXHOJOTHYECKHUX
JIEKapCTBEHHBIX IpPENapaToB, a TakKe TpeOOBaHMSI K TaKUM OHOTEXHOJIOTMYECKUM JIEKapCTBEHHBIM
mpernapataM M MEIAMLMHCKMM  OpPraHM3alsM, WX  HW3TOTaBIMBAOIMM W IPUMEHSIOIINM,
ycranasiuBarorcs [IpasurensctBom Poccuniickon denepannu.

(n. 8 BBenen denepanbubiM 3akoHoM OT 30.01.2024 N 1-03)

5.1. 3asdBiaeHue O pErucTpauuu BOCIPOU3BEICHHOIO JICKAPCTBEHHOIO Ipemapara i
MEJWUIMHCKOTO TIPUMEHEHUSI MOXKET OBITh II0JaHO B YIOJHOMOUYEHHBIH (elepanbHblii  OpraH
WCIIOJIHUTENIbHON  BJACTH, OCYULIECTBISIONIMN TOCY/JapCTBEHHYIO PpErucTpaluio JIeKapCTBEHHBIX
IIPENapaToB, 10 UCTEYEHHUH YETBIPEX JIET C AAThl I'OCYJAapCTBEHHOM PETUCTPALMHA WM PETUCTPALUN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

pedepeHTHOro JeKapCTBEHHOT 0 Mpenapara s MeIUIMHCKOro npuMenenus B Poccuiickoit @enepannu.
(uactb 5.1 BBenena @exnepanbHbiM 3ak0HOM OT 30.01.2024 N 1-D3)

5.2. 3asBineHHe O perucTpauuud OMoaHanoroBoro (OMOMOZOOHOTO) JIEKAPCTBEHHOTO Ipernapara
(Omoanaora) sl METUIIMHCKOTO TIPUMEHEHUS] MOXKET OBITh TIOAAHO B YIIOJTHOMOYEHHBIHN (eiepanbHbIH
OpraH WCIIOJHUTEIHHON BIIACTH, OCYIIECTBIISIONINNA TOCYJApCTBECHHYIO PETHCTPAIUIO JIEKAPCTBEHHBIX
[IpernapaTroB A MEAMLUHCKOTO NPUMEHEHHUs, IO MCTEYEHUH TpeX JIET C JaThl IOCyJapCTBEHHOMN
pEerucTpalyy Wi perucTpaluu peepeHTHOro JIeKapcTBEHHOro npenapata B Poccuiickoii deneparum.
(uactb 5.2 BBenneHa PenepanbHbiM 3aKk0HOM OT 30.01.2024 N 1-D3)

5.3. He nomyckaercs HCIOIb30BaHHE B KOMMEPYECKHX ILEISIX HMHGOPMAIMM O pe3yJsbTarax
JNOKJIIMHUYECKUX  HCCIIEIOBAaHUM  JIEKAPCTBEHHBIX  CPEACTB U KIMHUYECKUX  MCCIeOBaHUMN
JIEKapCTBEHHBIX MpErnapaToB I MEAMIIMHCKOTO IPUMEHEHUs, IPEACTAaBICHHONW 3asBUTEIEM IS
rOCYJapCTBEHHON perucTpaluy WM PerucTpaldy JISKapCTBEHHOIO Ipernapara, 0e3 ero corjacus B
TEUYEeHUE INeCTH JIeT C JaThl TOCYAAPCTBEHHOM PpErucTpaluy WM pETUCTpaluyd peepeHTHOTOo
JIEKapCTBEHHOTr O Npenapara B Poccuiickon denepanuu.

(uactp 5.3 BBeneHa @enepanbHbIM 3akoHOM 0T 30.01.2024 N 1-D3)

6. He nomyckaercs rocyiapcTBeHHasi perucTparysi:

1) nexapCTBEHHBIX MpENapaTroB, OTIMYAIOIIMUXCS APYT OT Jpyra KadeCTBEHHBIM COCTaBOM
JNEHCTBYIOIUX BELIECTB, 0] OJMHAKOBBIM TOPrOBBIM HANMEHOBAHUEM;

2) OTHOTO JIEKapCTBEHHOTO IperapaTa, MpeACTaBICHHOTO0 Ha TOCYAApPCTBEHHYIO PErHCTPAIUIO B
OTHOIICHUM OJHOTO M TOTO e JepXkaTeiss WIM BiaJelblla PEruCTPAalMOHHOTO YJIOCTOBEPEHHS
JICKApCTBEHHOTO Mpernapara B BUJIE JBYX M 0oJiee JIGKAPCTBEHHBIX NPENapaToB IO Pa3IMYHBIMU
TOProBbIMW HAUMCHOBAHHUAMMU.

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

7. Ilo 3ampocy B 5JeKTpoHHOH (opme cyObekTa oOpalleHHus JEeKapCTBEHHBIX CPEICTB
COOTBETCTBYIOIIUM  YMOJHOMOYEHHBIM  (eepaqbHBIM  OpPraHOM  UCHOJHUTENBHOM  BJIACTH,
OCYIIECTBIISAIOIIUM I'OCYJapCTBEHHYIO PETUCTPALIMIO JIEKaPCTBEHHBIX IIPENApaTOB, B yCTAHOBICHHOM UM
HOPSJIKE OCYIIECTBIISIETCS HAYYHOE KOHCYJIBTHUPOBAHHME II0 BOIPOCAM, CBSI3aHHBIM C IIPOBEACHHUEM
JOKJIMHUYECKUX UCCIIeI0BAaHUM, KIMHUYECKUX UCCIIeI0BaHUH JIEKApCTBEHHBIX IIPENapaToB, SKCIEPTU3BI
KayecTBa JICKAPCTBEHHBIX CpPeACTB, A(P(GEKTUBHOCTM U  0€30IacCHOCTH, C  OCYILIECTBICHHEM
rOCyJJapCTBEHHOM PETrHCTpaluy JIEKAPCTBEHHBIX IpenaparoB. KOHCYJIbTHUpOBAaHUE OCYIIECTBIISIETCS C
npuBieYeHHeM (eaepaabHbIX TOCYAAPCTBEHHBIX OIOHKETHBIX YUYPEKICHHM, TOIBEIOMCTBEHHBIX
JaHHOMY (QellepaJbHOMY OpraHy HCIOJHUTEIBHOW BJIACTH W HE YYacTBYIOUIMX B OpPraHU3aLUU
IIPOBEACHUS JKCIEPTU3bl KAayecTBAa JICKAPCTBEHHBIX CPEICTB B LEIAX OCYLIECTBICHUS UX
rOCYIapCTBEHHOW PETHUCTPALIMM B COOTBETCTBUM €O cTaThed 16 Hactosmero denepabHOroO 3aKOHA, B
BUJIE OTBETa B MHCbMEHHOHN (pOopMe yIOITHOMOUEHHOTrO (heJiepaaIbHOr0 OpraHa UCIOIHUTEILHON BIACTH
Ha 3anpoc. Pazmep B3uMaeMol ¢ 3asiBUTEIS IUIATHI ONPEJEIISIETCS] B COOTBETCTBUU C 3aKOHOJATENBCTBOM
Poccuiickoit ®@enepanuu 00 OpraHu3alMM IPEIOCTABICHUS TOCYAapCTBEHHBIX M MYHHUIUMAIbHBIX
ycayr. UHpopmaiys 00 ocymecTBIEHNH HAyYHOTO KOHCYJIBTUPOBAHMSA, B TOM YUCIE CTaThU, 0030DHI,
CIpaBOYHBIC MaTepuanbl U WHass WHPoOpManus 00 OCYHIECTBICHHHM HAYYHOTO KOHCYJIHTHPOBAHMUS,
pa3mermaercs Ha O(UIIMAILHOM CalTe YIOJIHOMOYEHHOTO (enepaabHOro OpraHa HCIOJHUTEIHHON
Brnactu B cetu "HHTepHer" ¢ coOMIOEHHEM OrpaHMYEHUN, YCTAHOBJICHHBIX 3aKOHOAATEIHCTBOM O
MEPCOHANBHBIX JaHHBIX, KOMMEPUECKOH U (MJIH) TOCy1apCTBEHHOM TailHe.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

8. T'ocynapcTBeHHass perucrpanys JEKapCTBEHHBIX IIPENapaToB, KOTOPbIE NPEAHA3HAYEHBI UIS
IIPUMEHEHUs B YCIOBUSAX BOCHHBIX [JEHCTBHUM, YpE3BBIYAWHBIX CUTyalUi, MpEeayNpexICHU
Ype3BbIUANHBIX CUTYAIUi, MPOMUIAKTUKNA U JICYCHUsI 3a00JI€BaHUH, MPEACTABIAIONINX OMACHOCTh IS
OKpY’KaroIlNX, 3200J€BaHUI U MOPAKEHU, ITOJIyYEHHBIX B pe3yJIbTaTe BO3AEHCTBUS HEOIArONPUATHBIX
XUMHUYECKHUX, OMOJIOTMYECKUX, paJHallMOHHBIX (aKTOpOB, U KOTOpbIe pa3pabOTaHbl B TOM YHCIE IO
3aJaHuI0 (peepanbHBIX OPraHOB MCIOJHHUTEIbHON BIIACTH, YIOJIHOMOYEHHBIX B 00JIACTH OOOpPOHBI
CTpaHbl M 0€30MaCHOCTH IOCYAapCTBa, a TaKXkKe JICKApCTBEHHBIX CPEJCTB B Ciydae UX Ae(PEKTypbl UIH
pUCcKa BO3HHKHOBEHHUS Ie(EKTypbl B CBSI3M C BBEJCHMEM B OTHOLIeHMHM Poccuiickoit ®enepauuu
OTPAaHUYUTEIIBHBIX MEpP DKOHOMHYECKOIO XapakTepa OCYLIECTBISETCS B IOPSAJKE, YCTaHOBIECHHOM
[IpaBurensctBOM Poccuiickoit deneparum.

(B pen. ®enepanbHbix 3aKk0HOB OT 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

Cratba 14. MpuHUMNbI 3KCNEepPTU3bl JIeKAPCTBEHHbIX CPeACcTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. BKCHepTI/ISa JICKApCTBCHHEBIX CPCACTB OCHOBLIBACTCA Ha MPUHIUIIAX 3aKOHHOCTH, CO6J'IIO)I€HI/I${
IpaB " CBO60,Z[ YCJIOBEKA W TIpaxaaHWHA, IIpaB HOPHAHYCCKOI'O JiMIa, HE3aBUCHUMOCTH OSKCIIEPTa,
O6’beKTI/IBHOCTI/I, BCCCTOPOHHOCTU U IIOJIHOTBI HCCHCHOBaHHﬁ, MMPpOBOAUMBIX C HCIIOJIb30BAHUCM
COBPCMCHHBIX ,I[OCTI/I)KGHI/Iﬁ HAaYKH W TCXHHUKH, OTBCTCTBCHHOCTHU (I)e;[epanLHor 0 TOCyAapCTBCHHOI'O
6IOI[)KCTHOI‘O YUPCKACHUA IO HNPOBCACHUIO SKCICPTHU3BI JICKAPCTBCHHBIX CPCACTB M I3KCICPTOB 34
IMPOBCACHUEC U KAUYCCTBO 3KCIICPTU3LI.

2. DKcnepTu3a JeKapCTBEHHBIX MPENnapaToB sl MEAUILIMHCKOTO IPUMEHEHHSI BKIIIOYAET B ceOsl:

1) aKcrepTH3y JOKYMEHTOB, NPEICTABICHHBIX JJIS ONpPEAEICHUs] BO3MOXXHOCTU PaccCMaTpUBATh
JIEKapCTBEHHBIH Mpenapar il MEJUIMHCKOTO NPHMEHEHUS B KadecTBE Op(aHHOTO JIeKapCTBEHHOTO
npernapara;

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

2) 3KCHEePTU3Y MPEATIOKEHHBIX METOAO0B KOHTPOJII KadecTBa JICKApPCTBEHHOTO CpejcTBa M (WIIH)
KadecTBa MPEJCTABICHHBIX 00pa3lloB JICKAPCTBEHHOTO CPEJICTBA C HCIOJB30BAHWEM ATHX METOJIOB
(manee - 3KCIIEPTH3a KAUeCTBA JICKAPCTBEHHOTO CPEJICTBA);

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

3) DIKCHepTH3y OTHOIICHUS OXKUJAeMOW TOJIb3bI K BO3MOXKHOMY PHCKY TNPUMCHEHUS
JICKapCTBEHHOTO Ipernapara;

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

3. DkcnepTH3a JIEKapCTBEHHBIX IMPENaparoB il BETEPUHAPHOTO MPHUMEHEHMs BKJIIOYAET B ce0s
9KCIIEPTU3Y KadecTBa JIEKAPCTBEHHOI'O CPEACTBA M 3KCIEPTU3y OTHOIICHHS OXHMIaeMOHM IOJb3bl K
BO3MO>KHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTO IIpernapara.

Cratba 15. CDe.qepaanoe rocyaoapcTtBeHHoOe 6romxeTHoe yypexageHune no
npoBeaeHuIo 3KCNnepTu3bl NeKapCTBeHHbLIX cpeacTB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

DKcnepTu3a JIEKapCTBEHHBIX CPEICTB MPOBOAUTCS (eiepalIbHbIM TOCYAapCTBEHHBIM OFOIKETHBIM
YUPEXKIEHUEM COOTBETCTBYIOIIETO YIIOTHOMOUYEHHOTO (heIepaabHOT0 OpraHa UCTIOTHUTEIBHOM BIACTH,
CO3/IaHHBIM JJIsI OOCCTICUEHUs] HCIIOJIHEHUSI IMOJIHOMOYUN A3TOro ¢eAepalbHOr0 OpraHa IO BbIIaye
paspelieHnii Ha TMPOBEJECHUE KIMHUYCCKUX HWCCIICIOBAHHMIA JICKApPCTBEHHBIX TperaparoB W (WIH) 1O
TOCY/JIapCTBEHHOW pEeTHCTpanuu (PETUCTPAIMN) JICKApPCTBEHHBIX IPENapaToB (Jajee - SKCIEePTHOE
YUpEKICHUE).

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

Koncynprantllntoc: npumeuanue.

[Tonoxxenus ct. 16 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs MpeIoCTaBlIeHUs TOC. YCIYT MpU
0oOpalleHun JIEKApCTBEHHBIX CPEJICTB JJIs MEIULIMHCKOTO W BETEPUHAPHOTO MPUMEHEHUS
MOCPEJICTBOM €IMHOM CUCTEMBI U (WJIM) €AUHOTO nopTaia, npuMmensitores ¢ 01.01.2026.

CraTtbsa 16. OpraHmsauunsa npoBeaeHUs1 IKCNepPTU3bl NeKapCTBEHHbIX CPeacTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. DOxcmepTusa JEKapCTBEHHBIX CPEICTB IMPOBOJUTCS KOMHCCHEH HKCIEPTOB HKCIEPTHOIO
YUPEKIECHUS, HA3HAUEHHON €ro pyKOBOJAWTENIEM, HA OCHOBAHUU 3aJaHMs Ha MPOBEJEHHE SKCIEPTU3bI
JIEKapCTBEHHOTO CPEJCTBA, BBIAAHHOIO YIOJIHOMOYEHHBIM (heepanbHbIM OpPraHOM HCIIOJHUTEIbHON
BJacTU. PyKOBOIUTENb SKCIIEPTHOTO YUpexAeHUs oOecriednBaeT HaajaesKalllee IpoBeIeHUE SKCIIEPTU3bI
JICKApCTBEHHBIX CPEJICTB B COOTBETCTBUHU C 3aJ]aHWEM, BBIJAHHBIM YIOJHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCHOJHUTEIbHOM BJIACTH, U OPraHU3yeT MOATOTOBKY CBOJHOTO 3aKJIIOYEHHS 3TOM KOMHCCHU.
B cocraB »3TON KOMHCCHMM 1O PELIEHUIO PYKOBOJIUTENSI SKCIEPTHOIO YUYPEKACHUS MOTYT OBITh
BKJIFOYEHBI B KaU€CTBE HKCIEPTOB JIUIA, HE pabOTAIOIIUE B JAaHHOM JKCHEPTHOM YUPEKICHUHU, €CIIU UX
CriellMalIbHble 3HAHUS HEOOXOAMMBI JJIs MPOBEACHHS HSKCHEPTH3bl U TaKUE SKCIEPThl OTCYTCTBYIOT B
JAHHOM DKCIIEPTHOM YUPEKACHUH.

2. DKCHEpTOM MO MPOBEAEHUIO AKCIEPTU3BI JEKAPCTBEHHBIX CPEJCTB SIBIISETCS aTTECTOBAHHBIN
pabOTHUK 3KCTIEPTHOTO YUYPEIKICHUS, KOTOPBIA MMEET BBHICIICE MEIUITMHCKOE, (apMaleBTHYECKOE,
OHMOJIOTHYeCKOe, BETCpUHAPHOE WIIH XUMHYECKOe 00pa30BaHKE U MMPOBOIUT IKCIIEPTU3Y JICKAPCTBEHHBIX
CPENICTB B MOPSIKE UCTIOJHEHUS CBOMX JIOJDKHOCTHBIX 005I3aHHOCTEH (HaJiee - IKCIepT).

3. HpI/I MNPOBEACHUU OJOKCIICPTU3bI JICKAPCTBCHHLIX CPCIACTB JKCICPT HC MOKCT HAXOIAUTLCA B
KaKOM-TN00 3aBUCUMOCTH OT Jiiia, Ha3HAYMBLIICTO 3Ty SKCICPTUIY, pa3pa60TqI/n<a JICKApCTBCHHOT'O
CpCAcCTBa WU APYTUX 3aUHTCPECOBAHHLBIX B PE3YJIbTATaX SKCIICPTHU3BI JIUII.

4. Tlpm npoBeNEHHM SKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB HE JIONYCKAeTCsl HCTpeOOBaHUE
9KCIIEPTOM Yy 3asiBUTEJSI TMOO MHBIX JIUILl MAaTE€pPHUaIOB, HEOOXOIUMBIX Ui MPOBENEHUS IKCIEpTUsbl. B
Cllydyae HEeJOCTATOYHOCTH IPEJICTABICHHBIX 3KCIEPTy MATepUAIOB B JIMYHBIN KaOMHET 3asBUTENS B
€IMHOW TOCYJapCTBEHHOM WMH(pOpPMAlMOHHON cucTeMe B cdepe 3ApaBOOXpaHEHUs (fajee - eauHas
cUCTeMa) OHKCHEPTHBIM YUPEKJICHUEM HANpaBiIeTCsl 3alpoc O MPEACTABICHUU HEOOXOIUMBIX
MaTEepUajIOB, NOANUCAHHBIA PYKOBOAUTENEM (YIIOJIHOMOUEHHBIM JIULIOM) SKCIEPTHOIO YUPEKACHUS C
WCTIOJIH30BAaHUEM YCHJICHHON KBAIM(UIIMPOBAHHON JIEKTPOHHON TOIHCH.

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

4.1. 3asBuTens 0053aH HAMpPaBUTh B JIMYHBIM KAaOWHET HSKCIEPTHOTO YUYPEKICHUS B €IUHOU
CUCTeME€ TMOJIMUCAHHBIN YCHIEHHOW KBaNU(UIIMPOBAHHON AJIEKTPOHHOHN MOMANUCHI0O OTBET HA 3ampoc
AKCIIEPTHOTO YUPEKIEHUS B CPOK, HE MPEBHIMIAIINN AeBSIHOCTA pabouMX JHEU CO JHS MOTy4YeHUs
JKCIIEPTHBIM YUYPEKICHUEM IEKTPOHHOI'O YBEAOMIICHHU O MOJIyYEHUU 3asBUTENIEM 3ampoca. Bpems co
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JIHSI HAIIpaBJIEHUs SKCIIEPTHBIM YUPEKICHUEM B JIMUHBIA KaOMHET 3asBUTENS B €JUHOIN cUCTEMe 3arpoca
O TPEACTaBICHUH JIOTIOJIHUTENBbHBIX MAaTEpHAIIOB JI0 JIHS HAIpaBJICHUS 3asBUTENEM B JMUHBIA KaOWHET
OKCHCPTHOI'0 YYPCIKACHUA B GI[I/IHOI;'I CUCTCMC OTBCTA Ha 3alpOC HC YYUYUTBIBACTCA MpPU HCYHUCICHHUU
CpOKa MPOBEJCHUS IKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEJCTBA.

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

4.2. Ecnu 3asBuTeleM B COOTBETCTBMM ¢ 4acThio 1.1 crtatbum 30 wmnm yacteio 2 crtathu 34
Hacrtosero denepanbHOro 3aKOHA MPEACTABICHA KOMHUS PEIIEeHUs] YIOJIHOMOYEHHOIO (enepaibHOro
OpraHa HCIHOJHHUTEIbHOM BJIacTH O TMPOBEACHUU (apMalleBTUYECKOH MHCHEKIMH MPOU3BOJICTBA
JICKApCTBEHHBIX CPEJICTB U MEIUIIMHCKOTO NPUMEHEHHS Ha COOTBETCTBHE TPEOOBAHUSAM IPABHI
HaJUIeKAIEed MPOU3BOJCTBEHHOW NPAKTUKM EBpa3HiCKOr0 SKOHOMHYECKOIO COK03a, 3KCHEPTY J0
oopMIIeHHsT PE3YyIbTATOB HKCIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA MPEJICTABISETCS KOMUS 3aKII0UCHUS
O COOTBETCTBUM IPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMSAM MpaBWIl HaJUIeXKaleH
MIPOU3BOJICTBEHHOM NMPAKTHKH, BBIIAHHOTO YIIOJTHOMOUYEHHBIM (pe/iepabHbIM OPraHOM MCIIOJHUTEIbHON
BJIACTH, MJIM KONHUS cepTU(UKATa COOTBETCTBHS IMPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB IS
MEIULMHCKOTO TIPUMEHEHHUS TPEeOOBAHUSAM TMPaBHJ HAJISKANIEW NPOU3BOJACTBEHHONW NPAKTHKU
EBpa3niickoro 5)KOHOMHUYECKOTO COKO3A.

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

4.3. 3asBuTenb 005S3aH HANPaBUTh B JIMYHBIM KAaOWHET ASKCIIEPTHOTO YUYPEKICHUS B CIUHOU
CUCTEME KOIIMIO 3aKJIIOUEHHUs WM KOIHUI0 cepTH(HKaATa, YKa3aHHBIX B 4acTH 4.2 HACTOAILIEH CTaTh, B
CpPOK, HE TPEBBIMIAOIINNA CTa BOCBMHIECATH pabo4yMX JHEH cO [JHS TMONY4YeHHs] DKCIEPTHBIM
YUPEXKJIEHUEM IEKTPOHHOI'O YBEAOMJIEHUS O MOJIYUYEHUM 3asBUTEIEM IOJIUCAHHOIO PYKOBOJIUTENIEM
(YIIOJIHOMOYEHHBIM ~ JIMIIOM)  3KCIEPTHOTO  YYPEXKIACHHS] C  HCIIOJIb30BAHMEM  YCHIJICHHOMN
KBIN(UIIMPOBAHHON 3JIEKTPOHHOM MOANKCHU 3ampoca O MPeJoCTaBICHUH TOKyMeHTa. Bpems co nHs
HaIpPaBJICHUS SKCIIEPTHBIM YUPEXKICHUEM 3apoca B JTUUYHBIN KaOMHET 3asBUTENS B €IMHOM CUCTEME 10
JTHSI HATIPaBJICHUs 3asBUTENIEM B TUYHBIN KaOWHET HKCIEPTHOTO YUPEXKACHUS B €UHON cHUCTEME KOIUU
3aKJIFOUEHUs WM KOTIMU cepTU(dUKaTa, yKa3aHHBIX B YacTh 4.2 HACTOSAIICH CTaThU, HE YYUTHIBACTCS MPHU
HCYMCIIEHUH CPOKa MPOBEACHUS IKCIIEPTU3BI JIEKAPCTBEHHOT'O CPECTBA.

(uactp 4.3 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. DKcnepT Npu NPOBEICHHH IOPYYEHHOM €My pPYKOBOJIMTENEM 3SKCHEPTHOTO YUPEKICHUS
9KCHEPTHU3bI JIEKAPCTBEHHOT'O CPEJCTBA 00s13aH:!

1) IIPOBECTU TIIOJIHOC HUCCICAOBAHUC TIPCACTABJIICHHBIX CMY O6’bCKTOB, MaTepHuaJioB, naTb
000OCHOBAaHHOE€ M OOBEKTUBHOE 3aKJIIOUCHHE I10 IIOCTABICHHBIM nepea HUM BOIIpoCaM WA
MOTUBHPOBAHHOC 3aKIIIOYCHHUC O HCEBO3MOXHOCTH TIIPOBCACHUA HM OKCICPTHU3bI JICKAPCTBCHHOI'O
cpeacrtBa, €CJIM MOCTAaBJICHHBIC BOIIPOCHI BLIXOAAT 3a MPCEACIIbl CHCHHUAIIBHBIX 3HAHUI 9KCIIepTa,
00BEKTEI I/ICCJ'Ie,ZIOBaHI/Iﬁ " MaTepuajibl HCIIPUTOJAHBI MJIW HEAOCTATOYHBI JJIA IIPOBCACHUSA I/ICCJ'Ie}IOBaHI/Iﬁ
n Jadu 3aKIIYCHUA h11%(s10) COBpGMCHHBIfI YPOBEHb pa3BHUTHA HAYKH HE IIO3BOJIACT OTBCTUTH HaA
IOCTAaBJICHHBIC BOIIPOCHI;

2) He pasriiamaTh CBEIEHUS, KOTOPHIE CTAJIl €My M3BECTHBI B CBSI3H C MPOBEACHUEM DKCIEPTU3BI
JIEKapCTBECHHOI'O CPEICTBA, a TAKXKE CBEICHMS, COCTABIIAIONINE IOCYJApCTBEHHYI0, KOMMEPUYECKYIO WM
VHYIO OXPaHIEMYI0 3aKOHOM TalHy;

3) obecnieunTh COXpPaHHOCTH MPEACTABICHHBIX OOBEKTOB UCCIIEOBAaHUN U MAaTEPHAIIOB.

6. DKcepT He BIIpaBe:

www.consultant.ru CrpaHuua 36 u3 162
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=494647&amp;date=24.10.2025&amp;dst=100102&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=494647&amp;date=24.10.2025&amp;dst=100102&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454370&amp;date=24.10.2025&amp;dst=100015&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454370&amp;date=24.10.2025&amp;dst=100015&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=494647&amp;date=24.10.2025&amp;dst=100105&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=494647&amp;date=24.10.2025&amp;dst=100105&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=494647&amp;date=24.10.2025&amp;dst=100106&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=494647&amp;date=24.10.2025&amp;dst=100106&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=93980&amp;date=24.10.2025&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=93980&amp;date=24.10.2025&amp;demo=2
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) MMPOBOAUTDL 3KCHCPTU3Y JICKAPCTBCHHOI'O CPEACTBA IIO 06pameHI/no HEMOCPCACTBCHHO K HEMY
OpPaHI/ISaHI/Iﬁ N (I)I/IBI/I‘-ICCKI/IX JIMII,

2) CcaMOCTOATENbHO COOMpaTh MaTepHalbl JJIsi TMPOBEACHUS HSKCHEPTU3bl JIEKAPCTBEHHOI'O
CpeICTBa;

3) NpOBOAUTE SKCIEPTU3Y JIEKAPCTBEHHOT'O CPEJICTBA B KAUECTBE HEIOCYIapCTBEHHOI'O 3KCIIEPTA.

7. B cnydyae HEOOXOIMMOCTH OJKCHEPT BIpaBe XOJaTaliCTBOBaTh Mepel] PYKOBOAMUTEIEM
SKCIIEPTHOTO YUYPEKACHHUS O TPHUBICYCHHH K MPOBEIACHHUIO SKCIEPTH3BI JIEKAPCTBEHHOTO CPEICTBa
JIPYTUX 3KCIEPTOB.

8. Kax b1l sKcniepT, BXOASIINI B COCTaB KOMUCCUHU IKCIIEPTOB, KOTOPOH MOPYUYEHO MPOBEACHUE
JKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCUMO M CAMOCTOSITEIBHO IPOBOAMT HCCIEAOBAHUSA,
OIICHUBAET PE3YyJbTaThl, MOJYYECHHBIE UM JIMYHO U APYTHUMH SKCIEPTaMH, U (OPMYIHPYET BBIBOJIBI
OTHOCHUTEJIbHO MOCTABJICHHBIX BOIPOCOB B IIPE/IEIaX CBOMX CIELUAIIbHBIX 3HAHU.

9. Pe3ynbTaThl KCHEPTH3bl JIEKAPCTBEHHOI'O CPEACTBAa O(GOPMIISIOTCS 3aKIIOYEHHEM KOMHCCUHU
9KCHEepTOB. B 3aKiIOueHMM KOMHCCHHM 3KCIIEPTOB YKa3bIBAIOTCS MEPEUYECHb HCCIEIOBaHUM, 00beM
MPOBEACHHBIX KaXIBIM SKCIIEPTOM HCCIECIOBAHNHN, YCTAaHOBJICHHBIE KaXKIBIM U3 HUX (aKTBl U
CHEJaHHBIE B pE3yJIbTaTe MCCIECJOBAHUN BBIBOJBI. OJKCIEPT, MHEHHME KOTOPOIO HE COBMAJAET C
pelIeHreM KOMHUCCHHM 3KCIEpTOB, BIPAaBE BBIPA3UTh CBOE MHEHHE B NMUCbMEHHOU (opme, KOTopoe
IpUOOIIAETCS K 3aKITFOUYEHUI0 KOMUCCHH IKCIIEPTOB.

10. SKCHepTH, BXOOAIIME B COCTAB KOMHCCHUH, IMPECAYHPCKAAOTCA 00 OTBETCTBEHHOCTH B
COOTBETCTBHUM C 3aKOHOJATEIbCTBOM Poccuiickoi (Denepauym 3a Aavy 3aKJI04YCHUA, COACPIKAIICTO
HEOOOCHOBAHHBIC HITH q)aHBCI/I(bI/H_[I/IpOBaHHBIe BBIBOJIbI, O YCM OHHU AAKOT MOAIIUCKY.

11. Onpenenenue ypoBHs MpodhecCUOHATBLHOM MOATOTOBKH YKCIIEPTOB M aTTECTAIlMs UX Ha MPaBO
MPOBEACHUS IKCIIEPTU3BI JICKAPCTBEHHBIX CPEJICTB OCYIIECTBIISIFOTCS IKCIIEPTHO-KBATU(PUKAITMOHHBIMHU
KOMUCCUSIMU B TIOpSIAKE, YCTAaHOBJIEHHOM COOTBETCTBYIOUIMM YIOJIHOMOYEHHBIM (eaepaibHbIM
OpPraHOM HCIIOJIHUTENbHON BIIACTH. YPOBEHb MPOGECCHOHATBHONW MOATOTOBKH SKCIEPTOB MOJIEKUT
MEePECMOTPY YKa3aHHBIMU KOMHCCHSIMHU HE PEKE YEM OJIMH pa3 B MATh JIET.

12. IlpaBuna mpoBeJeHHS SKCIEPTU3bI JIGKAPCTBEHHBIX CPEICTB M OCOOCHHOCTH 3KCIIEPTU3HI
OTJICNBHBIX BHUJOB JICKAPCTBCHHBIX TpermapaToB (pedepeHTHBIX JICKApCTBEHHBIX IIPEraparosB,
BOCITIPOM3BE/ICHHBIX JICKAPCTBEHHBIX IPEMapaToB, OWOJOTHYECKUX JICKAPCTBEHHBIX IIPEIaparos,
OMOaHAIOTOBBIX (OMOMOJOOHBIX) JIEKAPCTBEHHBIX MpernapaToB (OMOAHAIOrOB), TOMEONATHYECKUX
JMEKapCTBEHHBIX  MpPEmapaToB,  JIGKAPCTBEHHBIX  PACTUTENBHBIX  MpEenaparoB,  KOMOMHAIIMIA
JIEKapCTBEHHBIX MpenaparoB), (OpMbl 3aKIOUYEHUH KOMHCCHHM JKCIIEPTOB  YCTAHABIMBAIOTCS
COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (heZiepaibHbIM OPTaHOM HCTIOJTHUTEIILHON BIACTH.

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

Koncynprantlntoc: npumedanue.

Ho 31.12.2025 nna mnpenaparoB, Ipou3BeneHHbIX B P® B memIx HMIOPTO3aMEUICHUS,
YCTaHABIIMBAETCS PEXKUM YCKOPEHHOM MPOLEAYpbl TOCPETUCTPAlMd B  COOTBETCTBHUHM C
[HocranoBnenueM IIpaBurensctBa P® ot 12.03.2022 N 353.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

CraTtba 17. Nogaya u paccMoTpeHue 3asiBNeHUs 0 rocyJapCTBEHHOW perucrpauumu
neKapcTBEHHOro npenapara ans BeTepuHapHOro NnpuMeHeHus

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

Koncynprantlntoc: npumedanue.
C 01.03.2026 B u. 1 ct. 17 BHOCsTCA M3MeHeHus1 (D@3 ot 31.07.2025 N 304-®3). Cm. Oyaymryto

PEAAKITNIO.

Koncynprantlntoc: npumedanue.

[Tonoxxenus ct. 17 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs NpeIoCTaBlIeHUs TOC. YCIyT Ipu
oOpallleHnu JIEKapCTBEHHBIX CPEICTB [UIsl BETEPUHAPHOTO IPHUMEHEHUS! IMOCPEICTBOM EJIMHOTO
noptaia, npumenstores ¢ 01.01.2026.

1. Jlnsg rocynapCTBEHHOM pErucTpauuy JICKapCTBEHHOTO Ipenapara sl BETEPUHAPHOTO
MPUMEHEHUs pa3paboTYMK TaKOro JIEKAPCTBEHHOTO Mpenapara WM YIOJIHOMOYEHHOE WM Jpyroe
IOpUANYECKOE JIUIO (Jajiee B HACTOSIICH CTaThe - 3asgBUTENb) HAIPABISIET MOCPEACTBOM (eaepanbHOn
roCyAapCTBEHHONW MH(POPMAIIMOHHOM cucTembl "EQMHBIN MopTan rocy1apcTBEHHBIX U MyHHUITUIAIBHBIX
yenyr (pyHkumi)" (mamee - eOuHBI TOpTal) B YIOJIHOMOYEHHBIH (enepanbHbIi  opraH
WCIIOJIHUTENILHOM BJIACTH 3asIBJIEHUE O TOCYJapCTBEHHOM perucTpaluu JIEKapCTBEHHOrO Ipenapara ajs
BETEPUHAPHOTO MPUMEHEHUS, MOJIMUCAHHOE YCUJICHHON KBAIU(DUIIMPOBAHHOM 3JIEKTPOHHOM MOJIITUCKHIO,
a Tak)Ke JOKYMEHTBI, U3 KOTOPhIX (POPMUPYETCS PETUCTPALIMOHHOE 10ChE Ha JIEKAPCTBEHHBIN MpemnapaT
JUISL BETEPUHAPHOTO MPUMEHEHHUSI.

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

2. B 3asB1€HMH 0 rOCYJapCTBEHHOM perucTpaiuy JeKapcTBEHHOIO IIpenapara Jyisl BETEpUHApPHOTO
IIPUMEHEHHUS YKa3bIBAIOTCS:

1) HaumeHOBaHME U ajpec 3asBUTENs, pa3paboTyMKa U MPOUZBOAUTENS JIEKAPCTBEHHOI'O
mpernapata JJisi BETEPUHAPHOTO NPHUMEHEHUsS U aJpec MecTa OCYIIECTBICHUS TPOU3BOJCTBA
JIEKapCTBEHHOI'O Tpernapara /aisi BETEepUHAPHOTO MpUMEHEHHUs (B cllydae HalW4Hus HECKOJIbKUX
YUYaCTHHUKOB Tpoliecca MPOU3BOICTBA HEOOXOJMMO YKa3aTh KaXJI0T0 U3 HUX);

2) HaMEHOBAaHUE JIEKAPCTBEHHOTO Mpernapara Jyisi BETEpUHAPHOIO IPUMEHEHUS (MEXAYHApPOIHOE
HENaTEeHTOBAHHOE, WK IPYNIIUPOBOYHOE, UM XUMUYECKOE U TOPIOBOE HAUMEHOBAHMUS);

3) MEPCUCHDb I[Gf/iCTB}HOHH/IX " BCIIOMOI'aTCJIbHBIX BEIICCTB, BXOAAIINX B COCTAB JICKAPCTBECHHOT'O
npenapara Jjid BETCPUHAPHOI'0 IPUMEHECHU A, C YKa3aHUEM KOJIMYECTBA KAXKA0I'O U3 HUX,

4) nexapctBeHHass (opma, JO3UPOBKA, CHOCOOBI BBEACHHUS M MPUMEHEHHUS, CPOK T'OJHOCTU
JIEKApCTBEHHOTO MpernapaTa JJisi BETepUHAPHOTO NPUMEHEHUS;

5) papmakoTrepaneBTHUECKas TPyIIIa;

6) He0OXOAMMOCTh TIPUMEHEHUSI YCKOPEHHOM MPOIETyphl KCIIEPTHU3HI JICKAPCTBEHHBIX CPE/ICTB B
LEAX TOCYTapCTBEHHON PETUCTPALMU JIEKAPCTBEHHOTO IIpenapara;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

7) KOIIMU JOKYMCHTOB, TIOATBCPIKAAOIIHNX YIUIATY FOCy,IL&pCTBCHHOﬁ IIOIIIMHBI:

a) 3a MPOBEJICHHE SKCIEPTU3bl KauyecTBa JIEKAPCTBEHHOI'O CPEJCTBA M SKCIEPTU3bI OTHOLICHHUS
OKMJIa€MOM TIOJIb3bl K BO3MOXHOMY pHCKY IPUMEHEHHs JICKapCTBEHHOIO IIpenapara Juis
BETEPUHAPHOTO IPUMEHEHUS IIPU €70 TOCYAAPCTBEHHON PETUCTPALINH;

0) 3a BbIJauy PErHCTPAIIMOHHOTO YOCTOBEPCHNUS JICKAPCTBEHHOT'O MperapaTa;

8) Haimume coriacus, NMPEAyCMOTPEHHOIO YacThbi0 7 HACTOSIIEH CTAaThH, €CIM C MOMEHTa
peructpanyy peepeHTHOrO JICKApCTBEHHOTO Ipenapara JUisi BETEPHHAPHOTO NPHMEHEHUS IPOIILIO
MeHee YeM IIECTh JIeT.

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

3. PerucrpannoHHoe 10Che B IEJSX SKCIEPTU3HI JIEKAPCTBEHHOTO Mpernapara il BETEPHHAPHOTO
pUMeHEeHHS (QOpMHpYETCs U3 CIASAYIONINX JOKYMEHTOB M CBEJICHUI:
(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

1) cBemeHHs O gaTe MPEJOCTAaBICHUS M PETHCTPAIMOHHOM HOMEPE JIMIICH3WU Ha MPOU3BOJICTBO
JICKapCTBEHHBIX CPEJICTB, MPEIOCTABICHHON MNPOU3BOJUTENIO PETHCTPUPYEMOro JIEKapCTBEHHOTO
rpenapara Jiuisi BETepUHapHOro IPUMEHEHMs], Il POCCUMCKUX IPOU3BOIUTENEH;

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

2) CBCIACHUA O AaTC MPEAOCTABIICHHUA W PETUCTPAIMOHHOM HOMEPE JIMOCH3UW Ha IPOU3BOJCTBO
JICKapCTBEHHBIX CPEJCTB, IPEIOCTABICHHOW TPOM3BOIUTENIO (hapMaleBTHUECKON CyOcTaHIMH,
BXOJAIIEH B COCTAaB PETHCTPUPYEMOTO JISKApCTBEHHOTO Mpernapara JUisi BETEPHHAPHOTO MPHUMEHEHUS,
JUI POCCUHCKUX MTPOU3BOIUTEIICH;

(B pen. @enepanbubix 3aKkoHOB 0T 04.06.2018 N _140-P3, ot 27.12.2019 N 478-P3)

2.1) xomusi AOKyMEHTa, BBIJAHHOTO YIIOJIHOMOYEHHBIM OPraHOM CTpaHbl NPOU3BOAUTENS AJIs
KaKJIOW IPOM3BOJCTBEHHOW IUIOMIAJAKH PETrHCTPUPYEMOro JIEKApCTBEHHOTO Ipemapara s
BETEPUHAPHOTO MPUMEHEHUS U TMOATBEP)KAAIOIIET0 COOTBETCTBUE IMPOU3BOJIUTENS JIEKAPCTBEHHOI'O
mpemapata TpeOOBaHMSAM MpPAaBUJ HaJUIekKalleld MPOU3BOJICTBEHHOW MPAKTUKU, U €ro MepeBoj] Ha
PYCCKHI1 S3BIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM TOPSAKE, a TAKXKE KOMMS 3aKIIOYEHUS O COOTBETCTBHHU
MIPOU3BOJIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMSAM TPABWII HAIJIEXKAIICH MPOU3BOIACTBEHHOMN
MIPAKTUKH, BBIJIAHHOTO YIOJIHOMOYEHHBIM (pellepaJbHbIM OpPraHoM HCIOJIHUTEIbHOW BIIACTH JAJIs
KaKJIOW  IPOW3BOJCTBEHHOW IUIOMIAJAKH PETrHCTPUPYEMOro JIEKAPCTBEHHOrO Ipemapara s
BETEPUHAPHOTO MPUMEHEHUS, TMOO KOMUS PELICHUS O MPOBEICHUU MHCIEKTUPOBAHUS MPOU3BOIUTENS
JIEKapCTBEHHBIX CPEACTB, MPUHSATOTO YIOJIHOMOYEHHBIM (eepaqbHbIM OpPraHOM HCTHOJHUTEIBHOM
BJIACTHU ISl KQXKI0M MPOU3BOACTBEHHOM MIIOMIAIKU PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Ipernapara Jjist
BETEPUHAPHOTO MPUMEHEHUS. YKa3aHHbIE JOKYMEHTBI IIPEACTABISAIOTCS B CIy4ae, €ClIu MPOU3BOACTBO
JIEKapCTBEHHOTO Ipernapara OCylleCTBIAETCS 3a npenenamu Poccuiickon denepannu;

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

2.2) xomusi [JOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpPaHbl IPOU3BOIUTENS
¢dapmanieBTHUECKOM ~ CyOCTAaHIIMM W TOATBEPXKJAIOIIETO  COOTBETCTBHE  MPOM3BOAUTENS
(dhapmaieBTHUECKON CyOCTaHIIMM, BXOJAIIEH B COCTaB PErHCTPUPYEMOrO JIEKapCTBEHHOIO IMpernapara
JUTsl BETEPUHAPHOTO MPUMEHEHHS], TPEOOBAHUAM MPABHII HAAJIEkKAIIEH MPONU3BOJCTBEHHON MPAKTUKU, U
€ro NepeBo]l Ha PYCCKUMN S3bIK, 3aBEPEHHBIC B YCTAHOBJIEHHOM TOPSAKE, B CIy4ae, €CJIM MTPOU3BOICTBO
(hapmareBTHUeCKO CyOCTaHITMU OCYIIECTBISETCS 3a npeaenamu Poccuiickoit deneparuu;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

3) MMPOCKT HOPMATUBHOI'O JOKYMCHTA Ha HeKapCTBeHHLIf/'I npenapar i1 BCETCPHUHAPHOIO
MIPUMCHCHUS

4) DOKYMEHT, COJAEpKaIllUi CIEAYIONIyI0 HH(pOpMaIuo o dapMaleBTHIECKONH CyOCTaHIMH WA
(hapmaleBTHUECKUX CyOCTaHIMIX, BXOIAUIMX B COCTaB JIEKAPCTBEHHOI'O Mpenapara Ui BEeTepUHAPHOTO
IIPUMEHEHUS:

a) HauMeHOBaHHE (papMaleBTUUYECKOW CyOCTaHIIMU, €€ CTPYKTypa, oOuue CcBoiicTBa (mpu
TOCYJapCTBEHHON  perucTpalud  HMMMYHOOMOJIOTHYECKHUX  JIGKAPCTBEHHBIX  MNpEnapaToB s
BETEPUHAPHOTO TNPUMEHEHUS MNPEACTABISIOTCA CBEACHHMA O IITaMMe, BKIIOYash €ro HanMEHOBAHUE,
WHPOPMALIHIO O TPOUCXOKICHNH, €0 CBOWCTBAX, XapaKTEPUCTUKAX U MECTE ICTOHUPOBAHMS);

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

0) HaMMEHOBaHUE U a/IpEC MPOU3BOAUTENS;

B) TEXHOJIOTHUS IMPOU3BOACTBA C OIIMCAHHUEM cTagui IMPOU3BOACTBA U METOJA0B KOHTPOJISI HA BCEX
CTaudgXx IMPOU3BOACTBA,

r) wuHpopmammss o mnpuMecsx (HE TMPEACTABISETCS TPU TOCYAAPCTBEHHOW PETUCTPALUU
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPETApaToB JJIsl BETEPUHAPHOTO MPHUMEHEHHS);
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

n) crnenudukanmus Ha  (apMalEeBTHUECKYH  CyOCTaHIMIO (HE TMpEACTaBIsAETCS  TMpH
TOCYJapCTBEHHON  PErucTpalid  MMMYHOOMOJIOTUYECKUX  JIGKAPCTBEHHBIX  MpPENapaTtoB s
BETEPUHAPHOTO MMPUMEHEHHS );

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

€) OnucaHue METOIUK KOHTPOJISl KaueCTBa;

) pe3yJbTaThl aHalnW3a cepuil (apmareBTHUEeCKONM cyOcTaHIMU (HE MpeACTaBiSIOTCS Mpu
rOCYyJapCTBEHHON  perucrpalud  HMMMYHOOMOJIOTMYECKHUX  JIEKAPCTBEHHBIX  IpEnapaTtoB  JJs
BETEPUHAPHOTO IPUMEHEHHUS);

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

3) MepeyYeHb CTaHJAPTHBIX 00Pa31LI0B UM BEIECTB, UCIOIb3YEMBIX MPU OCYIIECTBIECHUN KOHTPOJIS
KauyecTBa;

1) ONUCaHNe XapaKTEPUCTHK U CBOWCTB yIIAaKOBOYHBIX MaTEPHAJIOB U YKYIIOPOUHBIX CPEJICTB;
K) JaHHble O CTa0WIBHOCTH (HE TMPEACTABISAIOTCA TMPU TOCYNAPCTBEHHOW PETruCTpaluu
MMMYHOOHOJIOTHYECKHUX JIEKApPCTBEHHBIX MPENapaToB /Ui BETEPUHAPHOTO MPUMEHEHHS);

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

JI) CPOK F'OJIHOCTH, YCIIOBHUS XpaHEHMUS],

Koncynprantlntoc: npumeyanue.
IIpy yCKOpPEeHHOM mpoOLEAype pPETrUCTpaluy BOCHPOU3BEIECHHOIO Ipenapara JIOIyCKaeTcs
HENPEJCTaBICHUE ONMCAHUSA METONOB M MX JOKYMEHTAJIBHOIO IOATBEP)KIEHUS, NP IMHMCbMEHHOM

www.consultant.ru Crpanuua 40 u3 162
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470142&amp;date=24.10.2025&amp;dst=100020&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470142&amp;date=24.10.2025&amp;dst=100020&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=24.10.2025&amp;dst=100031&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=24.10.2025&amp;dst=100031&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=24.10.2025&amp;dst=100032&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=24.10.2025&amp;dst=100032&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=24.10.2025&amp;dst=100033&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=24.10.2025&amp;dst=100033&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=24.10.2025&amp;dst=100034&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=24.10.2025&amp;dst=100034&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=24.10.2025&amp;dst=100035&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=24.10.2025&amp;dst=100035&amp;field=134&amp;demo=2
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

00s13aTeNIbCTBE UX MpPEACTaBUTh B TeueHHe 12 mecsueB co aHs peructpauuu (IloctaHoBneHue
ITpaButensctBa PO ot 12.03.2022 N 353).

5) ortyer o pe3ympTarax JAOKIMHUYECKOTO WCCIEIOBAHUS JICKAPCTBEHHOTO CpPEACTBA JUIs
BETEPUHAPHOTO MPUMEHEHHUS, BKIIOYAIOLINI ONMHUCAaHHE METOOB OINpPENeNeHUs] OCTATOUYHBIX KOJHUYECTB
JCHCTBYIONIErO BeEIIeCcTBa (ICHCTBYIOIMIMX BEHIECTB), IOCTHTAOMIETO (JOCTUTAIOIINX) CHUCTEMHOTO
KPOBOTOKA, B MPOAYKIUH XHUBOTHOTO INPOUCXOXKICHHUS IOCIE MPUMEHEHHUS TAKOTO JIEKapCTBEHHOTO
CPEJCTBA, a TAKXKE JTOKYMEHTAJIbHOE MMOATBEPKACHNE (BAIMAIMS) YKa3aHHBIX METO/I0B;

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

6) OT4YCT O PE3yJjibTaTaX KIMHHUYCCKOIO HMCCICAOBAHUA JICKAPCTBCHHOI'O IIpCliapara IJIsd
BCTCPUHAPHOI'O TMNPUMCHCHHA Yy KaAXIOTO BHAA JKHUBOTHBIX, YKa3aHHbBIX B HHCTPYKOHUHU T1IO

BETEPUHAPHOMY IIPUMEHEHHUIO;

7) TPOEKT WHCTPYKUUH IO BETEPUHAPHOMY MPHMEHEHHIO JICKApCTBEHHOTO IIperapara,
coJieprKallel ciaenyroue CBeIeHus:

a) HaMMEHOBAHME JICKAPCTBEHHOTO TMpernapara Jyisi BETepUHAPHOTO TPUMEHEHUS (MEKTyHApOIHOE
HEMaTeHTOBAaHHOE, WK IPYNIUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HAUMEHOBAHUS);

6) JICKApCTBCHHAs (I)OpMa C YKa3aHUCM HAaMEHOBAHMN ¥ KOJHWYECTBEHHOIO COCTaBa
,Z[GI\/'ICTBYIOH_II/IX BCIICCTB N KAYCCTBCHHOI'O COCTaBa BCIIOMOI'aTCIIbHBIX BCIICCTB,

B) OINMMCAHUC BHCIIHCTO B A JICKAPCTBCHHOI'O NIpCriapaTta Ajid BETCPUHAPHOTIO IPUMCHCHU

r) (¢apmakoTepaneBTHUECKass TIpynna JEKapCTBEHHOro IIpernapata [uid BETEPUHAPHOIO
IIPUMEHEHHUS UM YKa3aHUe "TOMEONAaTUYECKU JIEKapCTBEHHBIN Ipernapar’;

n)  dapmakoguHamMuka M (papMakokMHeTHKa (32 HCKIOYEHHEM  (HapMaKOKHHETHUKH
TOMEOTNaTHYECKUX JICKAPCTBEHHBIX MpPENapaToB M PACTUTENbHBIX JIEKAPCTBEHHBIX IpENaparoB) WU
OIMMKMCaHNEe UMMYHOOHMOIOTHUECKHUX CBOWCTB JICKAPCTBEHHOTO Mpernapara;

€) MOoKa3aHus JIsl IPUMCHCHHS,

K) POTUBOIIOKA3aHUS JJIsI TPUMCHCHUS;

3) MepbI MPEAOCTOPOKHOCTH MTPU PUMEHEHHH;

I/I) YKa3aHHUC BO3MOKHOCTHU U 0COOEHHOCTEN MMPUMCHCHUA Y 6epeMeHHI)IX JKUBOTHBIX, Y JKXKUBOTHBIX
B ICPUOJ JIAKTAIIUH, ¥ TIOTOMCTBA )KNUBOTHBIX;

K) PEXUM JI03UPOBaHUS, CIIOCOO BBEACHHUS M MPUMEHEHUs, IPU HEOOXOIMMOCTH BpeMs MpHeMa
JIEKAPCTBEHHOTIO IIpernapara i BETEpUHAPHOI0 IIPUMEHEHUS, IIPOJOJKUTENBHOCTD JICYCHUS;

J1) BO3MOXKHBIE TTOOOYHBIEC IEUCTBUS, HEXKEIATESIIbHBIC PEAKIINHU TTPU TPUMEHEHUH JIEKAPCTBEHHOTO
npenapara Jijisi BETepuHaApHOTO MPUMEHEHHS;

M) CHUMIITOMEI IIEPEAO3UPOBKH, MEPLI 110 OKA3aHHUIO ITOMOIIH ITPHU MEPECAO3UPOBKE;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

H) B3aMMOJIEHCTBHE C IPYTMMH JIEKAPCTBEHHBIMU MpenapaTaMy U (WIN) KOpMaMH;
0) ¢opMBI BBIITyCKa JEKapCTBEHHOTO Mpernapara Jjsi BETEpPUHAPHOTO IPUMEHEHHS;

m) ykazaHwe (mpu HEOOXOIMMOCTH) OCOOCHHOCTEH IEHCTBUS JICKAPCTBEHHOTO Mpemnapara s
BETEpUHAPHOI'0 IIPUMEHEHUS IIPU IIEPBOM IIPUEME HIIH IIPU €r0 OTMEHE;

p) omucanue (Mpu HEOOXOAMMOCTH) JACHCTBUN CIICIMAIMCTA B 00JIACTH BETEPUHAPHUH, BIAJCIIbIIa
KUBOTHOTO TpPU TMPOMYCKE MpHEeMa OJHOM WM HECKOJbKUX 03 JIEKapCTBEHHOIO Mpernapara s
BETEPUHAPHOTO MPUMEHEHHUS;

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

C) CpPOK TOAHOCTM WU YKa3aHME Ha 3alpeT IPUMEHEHHUs JIEKApCTBEHHOIO IIpernapara ajs
BETEPUHAPHOTO MPUMEHEHMSI 110 UICTEYEHUH CPOKa FOJIHOCTH;

T) YCJIOBUS XpaHEHUS;

y) yKa3aHHe€ Ha HEOOXOIMMOCTb XPAaHEHHUs JICKapCTBEHHOIO IIperapaTa s BETEpPUHAPHOIO
MIPUMEHEHUS B MECTaX, HEJAOCTYTHBIX Ui JETeH;

(I)) YKa3aHue (HpI/I HGO6XO,Z[I/IMOCTI/I) CliCUaJIbHBIX MCP MPCAOCTOPOKKHOCTH MPU YHUUTOKCHUU
HCHUCIIOJIb30BAHHBIX JICKAPCTBCHHBLIX IMPCIIApaTOB AJId BETCPUHAPHOTI'O IPUMCHCHUA

X) CPOKHM BO3MOYKHOT'O MCIIOJIb30BAHMS NMPOTYKIUHU KUBOTHOTO MPOUCXOXKICHUSI 11OCIIE BBEIECHUS
YKUBOTHOMY JIEKAPCTBEHHOTO MperapaTa il BETEpUHAPHOTO IPUMEHEHUS;

11) YCJIOBHUS OTITYCKa;

‘l) HaAaUMCHOBAHUA MW aJpeCa MNPOU3BOACTBCHHBIX IUIOMIAAOK HNPOU3BOAUTEIA JICKAPCTBECHHOI'O
npemnapara i BETCPUHAPHOTI'O IPUMCHCHUS

II) HAUMEHOBAaHUE, aJpPEC OpPraHM3aLUM, YIOJIHOMOYEHHOW JepiKaTelleM WU BIaAeibLEeM
PETUCTPAllMOHHOTO  YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpernapaTa Ha NPUHATHE TNPETEeH3Ud OoT
MOTpeOUTENs;

8) MpOEeKThl MAaKeTOB MEPBUYHOMN YIMAKOBKM W BTOPHUYHOM YIAaKOBKH JIEKAPCTBEHHOTO MperapaTa
JUISL BETEPUHAPHOTO IPUMEHEHHSI,;

9) cnenyromue CBEACHHS O JIGKAPCTBEHHOM IIpernapaTe /I BETepUHAPHOTO IPUMEHEHUS:

a) OMUCaHKE U COCTaB JIEKAPCTBECHHOTO TIperapara Jyisi BETEPUHAPHOTO MPUMEHEHHUS;

0) ommcanue GapMareBTHIECKOMN pa3paboOTKH;

B) OMHCaHUE MpoIlecca MPOU3BOJICTBA U €T0 KOHTPOJIS, TIOANMMCAHHOE B TIOPSIIKE, YCTAHOBICHHOM
B COOTBETCTBHUH C YaCThIO | HACTOSIIEH CTAThH;

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

r ) OMMHUCAHUC KOHTPOJIA KPUTHYCCKHUX CTa,Z[I/Iﬁ MMPONU3BOACTBA U HpOMe)Ky'TO"IHOf/'I MMpoOaYyKIHH,
MOoATIMCAHHOC B IOPAAKE, YCTAHOBJICHHOM B COOTBETCTBUU C HACTHIO 1 HaCTOSIHleﬁ CTaTbu,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

) HauUMEHOBAaHWSI W ajapeca pa3paboTuuka, AepKaTels WM BIaJelblla PErUCTPANUOHHOTO
yIOCTOBEPEHUS  JICKAPCTBEHHOTO IIpermapaTra, IMPOW3BOACTBEHHBIX  IUIOMIAJOK  POU3BOIUTEIS
JIEKapCTBEHHOTO TIperapaTa Jisi BETCPUHAPHOTO MPUMEHEHUS C YKa3aHHUEM CTaJfil TEXHOJOTHIECKOTO
MpoIecca, OCYIICCTBIIIEMbIX HAa MPOW3BOJCTBEHHBIX IUIOMIAJKAX IPOW3BOJUTEIS JICKAPCTBECHHOTO
mpernapara Jijisi BETepUHAPHOTO IPUMEHEHUS;

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

e) (hapmarieBTHUECKasi COBMECTUMOCTB;
) MUKPOOHOJIOTHYECKHE XapaKTEPUCTUKH;
3) MaTepuaIbHbIA OalaHC 715 MPOU3BOACTBA CEPUH FOTOBOTO MPOIYKTA;

1) OMUCaHHNE XapaKTEePUCTHK U CBOWCTB yIIAKOBOYHBIX MaTEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;

Koncynbranrllintoc: npumedanue.

IIpu perucrtpauyu IO YCKOPEHHOM MpoOLENype MAOIYCKAeTCsl HENPEACTaBICHUE TOKYMEHTOB,
npexycMoTpeHHbix . "k" m. 9 u. 3 cr. 17, mpu ycIOBHM MHCBMEHHOTO 0053aTeIbCTBA HX
IIPEIOCTaBUTh B TeueHue 12 mecsues co nHs peructpauuu (Iloctanosnenue [IpaButenscrsa PO or

12.03.2022 N 353).

K) JOKYMEHTAJIbHOE MOATBEPKACHHE (BATHIAIMS) POIIECCOB U (UJTN) UX OIEHKA;

J) TpeboBaHMS K KayecTBY BCIIOMOTATENBHBIX BellecTB (ceprudukar, cnenudukanus Ha
BCIIOMOTaTeJIbHbIE BEILIECTBA U UX OOOCHOBAHUE);

KoncynprantlIntoc: mpumeyanue.

[Ipu perucrtpanum 1O YCKOPEHHOM MIpOLIEAYype JIOIMYCKAaeTCs HENpPEeACTaBICHUE JOKYMEHTOB,
npeaycMoTpeHHbIX . "M" m. 9 4. 3 cT. 17, mpu ycClIOBHM NMHCBMEHHOTO OO0s3aTEIbCTBA HMX
IIPEIOCTaBUTh B TeueHue 12 mecsues co nHs peructpauuu (Iloctanosnenue [IpaButenscrsa PO or
12.03.2022 N 353).

M) AHAIIUTUYCCKUC MCTOAUKH, HCIHOJB3YEMBIC IIpU OCYHICCTBJIICHUN KOHTPOJA Ka4YCCTBa
BCIIOMOT'aTCJIBHBIX BCIICCTB,

Koncynprantlntoc: npumeyanue.

IIpn perucrpanum 1O YCKOPEHHOM IIpOLIEAYypE JOIYCKAeTCs HENpEACTaBICHUE JOKYMEHTOB,
npeaycMoTpeHHblx . "H" m. 9 4. 3 cr. 17, mpu ycIOBMM TNHUCBMEHHOTO O0s3aTeNIbCTBA HMX
MpeoCTaBUTh B TeueHue 12 mecsiuen co nus peructpauuu (Ilocranosnenue [IpaButensctea PO ot
12.03.2022 N 353).

H) JIOKyMEHTaJIbHOE MOATBEpXkACHUE (BalIUIalusl) aHATUTHUYECKUX METOJIUK, UCTIOJIb3YEMbIX MpU
OCYIIECTBIIEHUN KOHTPOJISI Ka4eCTBa BCIIOMOTATENIbHBIX BEUIECTB;

0) I/IH(l)OpMaI_II/IH 00 HCHOJIb30BAHMHU BCIIOMOTaTEIbHBIX BCIICCTB YCJIIOBCUYCCKOT'O MW XKHMBOTHOI'O

HameHas npaBoBas NoaAepKKa www.consultant.ru CrpaHuua 43 u3 162


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=24.10.2025&amp;dst=100040&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=24.10.2025&amp;dst=100040&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=182628&amp;date=24.10.2025&amp;dst=100020&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=182628&amp;date=24.10.2025&amp;dst=100020&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=24.10.2025&amp;dst=100041&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=24.10.2025&amp;dst=100041&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=515584&amp;date=24.10.2025&amp;dst=100547&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=515584&amp;date=24.10.2025&amp;dst=100547&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=515584&amp;date=24.10.2025&amp;dst=100547&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=515584&amp;date=24.10.2025&amp;dst=100547&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=515584&amp;date=24.10.2025&amp;dst=100547&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=515584&amp;date=24.10.2025&amp;dst=100547&amp;field=134&amp;demo=2
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MIPOHUCXOXKICHUS,
) yrpatui cuiy. - @enepanpubiii 3akoH ot 02.08.2019 N 297-03;

p) TpeOoBaHMS K KadyecTBY JIEKAPCTBEHHOrO IIperapara Uil BETEPHHAPHOTO NPUMEHEHUs
(cepTuduxkar, cnenndukalys Ha JeKapCTBEHHBIH npenapar ¥ uX 000CHOBaHUE);

C) AHAIUTUYCCKUEC MCTOAHUKH, HMCIIOJIB3YCEMBIC IIPU OCYIICCTBIICHHUU KOHTPOJIA KadceCTBa
JICKApCTBECHHOT'O ITpfriapaTa AJIs1 BETCPUHAPHOI'O IIPUMEHCHU A,

Koncynprantllntoc: nmpumeuanue.

IIpu perucrtpanym IO YCKOPEHHOH MpoLEnype AONYCKAeTCsl HENPEACTaBICHUE [TOKYMEHTOB,
npeaycMoTpeHHbix mnm. "t m 9 4. 3 cr. 17, mpu yCIOBHM NHUCBMEHHOIO 00s3aTelibcTBa MX
IIPEIOCTaBUTh B TeueHue 12 mecsuen co nHs peructpauuu (Iloctanosnenue [IpaButenscrea PO ot

12.03.2022 N 353).

T) AOKYMCHTAJIbHOC TTOATBCPIKIACHUC (BaJII/II[aI_[I/ISI) AHAIIUTUYCCKUX MCTOAUK, MCIIOJIB3YyCMbIX IIPH
OCYHICCTBJICHNHN KOHTPOJIA Ka4€CTBaA JICKAPCTBCHHOT'O IMpEriapaTa AJIA BETCPHUHAPHOT'O MPUMCHCHU A,

y) JTOKYMEHT, MOATBEP>KAAIOMIMIA KayecTBO JIEKAPCTBEHHOI'O IMpernapara TpeX MPOMBIIUIEHHBIX
cepuil (MPOTOKOJ aHAIM3a WIM cepTU(UKAT aHanIM3a), OJHA CEpUSl KOTOPOro JOJDKHA COBIAAATh C
cepueil oOpasiia JeKapCTBEHHOTO Mpernapara, oAaHHOTO Ha PerucTpalyio;

&) xapakTepucTHKa puMeceii;

X) MEepevYeHb CTaHJAPTHBIX OOpa3IOB, MCIOIB3YEMBIX MPHU OCYIIECTBICHHH KOHTPOJS KayecTBa
JIEKAPCTBEHHOTO IIpernapara il BETEpUHAPHOTO IPUMEHEHUS;

KoncynprantlIntoc: mpumeyanue.
[Ipu yckopeHHOUW mpoleaype PpEerucTpauuy BOCIPOM3BENCHHOIO IIpernapara JI0IyCKaercs
HETPENICTaBICHUE CBEJACHUM, MpeaycMOTpeHHbIX mm. "n" m. 9 4. 3 cr. 17, npu NUCbMEHHOM

00s3aTeNbCTBE MX IPENOCTaBUTh B TeueHHe 12 MecsaueB co nHA peructpaunu (llocraHoBieHue
ITpaButensctBa PO ot 12.03.2022 N 353).

I_I) JaHHBIC O CTaOUIIBHOCTH JICKAPCTBCHHOTO IIpCIiapaTa AJisk BETCPUHAPHOTO IIPUMCHCHU

10) xomust JDOKyMEHTa, COJAEpIKaIlero MHGOPMALUI0 O HAJUYUU HIM 00 OTCYTCTBUHM (DAKTOB
perucTpalyy JIGKapcTBEHHOTO Mpenapara Jiisi BeTepUHApHOTO MPUMEHEHUS 3a mpeaenaMu Poccuiickoit
®denepanuu;

11) cormacue B mUChbMEHHOW (hopMe, TPETYCMOTPEHHOE YacThiO 7 HACTOSIICH CTaThU, B ClIydyae
perucTpanuy BOCIPOU3BEICHHOTO JIEKaPCTBEHHOTO IIperapara;
(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 241-03)

12) xomusi NOKyMEHTa Ha PYCCKOM SI3bIKE, 3aBEPEHHOI0 B YCTAHOBJIIEHHOM IIOpSAKE U
MOATBEPKIAIOLIETO TPAaBOMOYHOCTh 3asBICHHUA O TOCYJapCTBEHHOM pEerucTpanyuu JEKapCTBEHHOI'O
npernaparta Jiisl BETEpUHAPHOTO PUMEHEHUS (JI0BEPEHHOCTb);
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 23.07.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Koncynsrantllntoc: npumeuanue.

Jo 31.12.2030 poccuiickuM MNPOU3BOAUTENSIM pPa3pellieHO HE MPEACTABIATH CBEACHHUS B
cooTBeTcTBUU ¢ 1. 13 4. 3 cr. 17 mpu perucrpanuu HMMYHOOHOJOTMYECKUX JIEKApCTBEHHBIX
npenapatos ([locranoBnenue [IpaBurenscta PO ot 12.03.2022 N 353).

13) cBemeHHss O TOCYJApCTBEHHOM pErHCTpallid T'€HHO-WH)XEHEPHO-MOAU(HUIIMPOBAHHBIX
OpPraHU3MOB, NpPEIHA3HAYCHHBIX JJIS BBIIYCKa B OKpYXKAloOIIylo cpeay (IpU TOCYIapCTBEHHOM
pEeTUCTpallii  JIEKAPCTBEHHBIX TPENapaToB JJs BETEPUHAPHOTO TPUMEHEHUS, TOJIYYCHHBIX C
MPUMEHEHHEM T'eHHO-WHXCHEPHO-MOAU(DUIIMPOBAHHBIX OPTraHW3MOB WJIM  COICPIKAIIMX  TaKue
OpTaHU3MBI).

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

4. Ilpu npoBeAeHMHM YCKOPEHHOH IpOLEAYpbl 3KCIEPTU3bl JIEKAPCTBEHHOIO IIpernapara Ajs
BETEPUHAPHOTO TPUMEHEHMS (32 HCKIIOYEHHEM JIEKAPCTBEHHOI'O IIpernapaTa JUisi BETEPUHAPHOIO
MIPUMEHEHHUS, YKa3aHHOTO B yacTu 4.1 HacTosIIel cTaTby) B LENSIX €ro TOCYJapCTBEHHON perucTpanuu
BMECTO OTYeTa pa3zpaboTuMka O pe3yJbTaTaX JOKIMHUYECKOrO WCCIEA0BaHUs JIEKaPCTBEHHOIO
CpeAcTBa Il BETEPUHAPHOIO IPUMEHEHHMsS MOXKET ObITh IpPEJICTaBIeH 0030p HAay4HBIX pPaboOT o
pe3yabTaTax JOKJIMHMYECKOrO HCCIEeI0BaHUS pe(QepeHTHOro JEeKapCTBEHHOTO Iperapara i
BETCPUHAPHOIO IMPUMEHEHHUS, a BMECTO OTYETa O Ppe3yJIbTarax KIMHUYECKOIO HCCIIECIOBAHMS
JIEKAPCTBEHHOI'0 IIpernapara Uil BETCPUHAPHOIO INPUMEHEHHs OTYET O PE3ysbTaTax MCCICIOBAaHUN
OMOPKBUBAJIECHTHOCTH  BOCHPOMU3BEJIEHHOTO  JIEKAPCTBEHHOrO  Mpenapara Juis  BETEpUHAPHOIO
MIPUMEHEHHUS.

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

4.1. Ilpu mpoBeneHUHM YCKOPEHHOW MNPOLEAYpPbl AKCIEPTU3bl JIEKAPCTBEHHOrO Ipemnapara aiis
BETEPUHAPHOTO MPUMEHEHUs, MPEAHA3HAYEHHOTO JUIsl JICUCHUS JIOMAlIHUX >KMBOTHBIX, ONPEIEICHHBIX
@enepanbHbiM 3akoHOM OT 27 gekabps 2018 roma N 498-d3 "OO OTBETCTBEHHOM OOpaIICHUU C
YKUBOTHBIMHU U O BHECEHUU U3MEHEHUI B OT/IETbHBIE 3aKOHOJaTeIbHbIE aKThl Poccuiickoit denepanmn",
M 3apETUCTPUPOBAHHOTO B KAYECTBE JICKAPCTBEHHOIO Ipemnapara Jjisi MEIUIIMHCKOTO MPUMEHEHHS, B
LENAX €ero TOCYJapCTBEHHOW pErucTpali BMECTO OTYeTa pa3paboTyumka O pes3yJbTarax
JOKJIMHUYECKOTO HMCCIEIOBAaHUS JIEKAPCTBEHHOTO CPEACTBA AJII BETEPUHAPHOTO NPUMEHEHUS MOTYT
OBITh MPEACTABIEHBI PE3YyIbTAThl JOKIMHUYECKOTO UCCIIEIOBAHUS COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
cpencTtBa Il MEAUIIMHCKOTO TMPUMEHEHHsS, a BMECTO OT4YeTa O pe3yjibTaTaXx KIMHHUYECKOTO
WCCJICTIOBaHMS JICKAPCTBEHHOTO Tperapara JUisi BETEPUHAPHOTO MPUMEHEHHS - 0030p HAy4HBIX padoOT O
pe3yabTaTax KJIMHUYSCKUX UCCIICTOBAHMM JICKAPCTBEHHOTO TIpemnapara Jijisi MeIUIIMHCKOTO TPUMEHEHUS
Ha BUJAaX )KMBOTHBIX, KOTOPBIM MPEIHA3HAYAETCS UCCIIEyEMbIN JIEKApCTBEHHBIN Mpenapar.

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

5. Ha »skcnepTu3y pasnuyuHBIX JIEKapCTBEHHBIX (POPM OFHOTO M TOrO K€ JIEKAPCTBEHHOTO
rmpenapara il BETEPUHAPHOIO IPUMEHEHMs 3asBUTENb IIPEACTABIIAECT OTICIbHBIC 3asBICHUS U
pETUCTpAIOHHBIE JI0Che Ha KAKAYIO JeKapcTBeHHYIO ¢opmy. [Ipu ycrmoBum ogHOBpEeMEHHOH MOadu
Ha JKCTEPTU3Y OJHOM JIEKApCTBEHHOW (POPMBI C Pa3IMUYHBIMHU JO3UPOBKOM, KOHIIEHTpAIMEH, 00BEMOM
3asBUTEb MPEJCTABISAECT OJHO 3asBJICHHE W PETUCTPALMOHHOE J0ChE C MNPUIIOKEHHEM MAKETOB
MEPBUYHOM YMAaKOBKM W BTOPUYHOW ymakoBkM. Ha makerax NHEpBHYHONW YNAKOBKM M BTOPUYHOMN
YIaKOBKH YKa3bIBAIOTCS BCE MPOU3BOAMMBIE JO3UPOBKH, KOHIIEHTPAIMH, 00BEMbI U KOJIUYECTBO JI03 B
YIIAaKOBKE JICKaPCTBEHHOTO IIperapara JUisi BETEPUHAPHOIO IPUMEHEHUS.

(B pen. ®exnepanbHoro 3akona ot 02.08.2019 N 297-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

6. B cinyuae HenpeAcTaBieHUs C 3asBJICHUEM O TOCYAApPCTBEHHOM PETrUCTPALIMM JIEKAPCTBEHHOTO
Ipernapara Jijisl BETEpUHAPHOIO IPUMEHEHHS JOKYMEHTOB, IOATBEPKAAIOIINX YIIJIATy FOCY1apCTBEHHON
[OLIINHBI U YKA3aHHBIX B IIYHKTE 7 YacTU 2 HACTOSILEN CTaTbU, CBEIECHUHN O JIMLEH3UAX, YKA3aHHBIX B
nyHktax 1 u 2 yactu 3 HacTosAmled CTaTbM, a TaKXKe BbIJABa€MbIX (IIPEIOCTABIISIEMBbIX)
YIOJHOMOYEHHBIMU (efiepaJbHbIMU OpPraHaMU HCIOJHUTEIBHON BIAcTH JOKYMEHTOB (CBEIEHUH),
yKa3aHHBIX B TyHKTe 2.1 dYacT 3 HACTOSIIEH CTaThH, YIOJHOMOYCHHBIN QeaepalbHbIii opraH
WCTIIONHUTENILHON  BIACTH  3ampalinBaeT  yKa3aHHbIE JOKYMEHTHl  (CBEelIEHHUs)) B  TOpsIKe
MEXBEJOMCTBEHHOT'O MH()OPMAIIMIOHHOTO B3aUMO/ICHCTBUSI.

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

7. He nmomyckaercs WCIIONIb30BaHWE B KOMMEPUECKHX IeNsAX HHpOpMAIMH O pe3yibTaTrax
JOKIIMHUYECCKUX I/ICCJ'IelIOBaHI/Iﬁ JICKApCTBCHHBIX CpEacCTB n KIIMHUYECKHUX I/ICCJ'IGJIOBaHI/Iﬁ
JIEKapCTBEHHBIX IIPErapaTroB [UIsi BETEPUHAPHOTO MPUMEHEHUS, MPEJCTaBICHHON 3asBUTENEM JUIs
rOCy/IapCTBEHHON pErucTpalliy JIEKapCTBEHHBIX MPenapaToB, 0€3 ero coraacus B TEUEHUE IIECTU JIET C
JaThl TOCYJAapCTBEHHOW peructpanuud pedepeHTHOTO JIEKapCTBEHHOTo Tpenapara B Poccuiickoit
denepauuu.

8. Jlepkatenp WM BIIAJENEI PETHCTPALIIOHHOTO YAOCTOBEPEHHUS JIEKApCTBEHHOTO Iperapara s
BETEPUHAPHOTO NMPUMEHEHHSI TIPE/ICTABISIET B YIIOJTHOMOYCHHBIH (peiepaibHbIiA OpraH HCIIOTHUTEIHHON
BJIACTH OTYET II0 pe3yJbTaTaM (papMaKOHAI30pa OAWH Pa3 B IIECTh MECSALIEB B TCUCHHE JIBYX JIET ITOCTIE
TOCYJapCTBEHHOW pPErHCTpallMy JIEKapCTBEHHOrO mpemapata B Poccuiickoit ®enepanmu, 3arem
€XEroZIHO B TEUCHHUE MOCJIECAYIOUINX TPeX JIET U B JallbHEHIIIeM OJIMH pa3 B TPH roja.

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

Cratbsa 18. YTpatuna cuny ¢ 1 ceHta6pa 2024 ropa. - ®egepanbHbIA 3aKOH OT
30.01.2024 N 1-P3.

KoncynprantlIntoc: npumeyanue.

[Tonoxenus ct. 19 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeIoCTaBICHUS TOC. YCIYT TPH
oOpallleHnu JIeKapCTBEHHBIX CPEJICTB Ui MEOUIIMHCKOTO ¢ BETEPUHAPHOTO NPUMEHEHUs
MOCPEJICTBOM €IMHOM CUCTEMBI U (W) eAuHOTO nopTana, npuMmensitores ¢ 01.01.2026.

Crtatbsa 19. MpuHATUE pelleHus O Bblgave 3KCNEepPTHOMY YYpeXxOeHUI0 3agaHusl Ha
npoBeAeHUe 3KCNepTU3bl NIeKapCTBEHHOro cpeacTBa

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

Koncynprantlntoc: npumedanue.
C 01.03.2026 B a63. 1 4. 1 c1. 19 BHOCsTCS M3menenus (D3 ot 31.07.2025 N 304-D3). Cm. Oyaymryio

PEAAKIINIO.

1. B Tteuenue necatu pabouux [HEH cO AHA TPHUHATUS 3asBICHHS O TOCYJIApPCTBEHHON
pErucTpanyy JEKapCTBEHHOIO Ipernapara WM 3asBICHUS O IPU3HAHWM JIEKAPCTBEHHOI'O IIpernapara
op(haHHBIM JIEKAPCTBEHHBIM IpPENapaToM COOTBETCTBYIOIIMN YHNOJHOMOYEHHBIN (efepaibHbI OpraH
UCTIOJIHUTEJIBHOM BJIACTH MPOBOAUT IIPOBEPKY MOJIHOTHI, JOCTOBEPHOCTH U MPABUIBHOCTH 0(OPMIICHUS
IIPEICTAaBICHHBIX JOKYMEHTOB PETMCTPALlMOHHOIO JOCHE Ha JIEKAPCTBEHHBIM IpenapaTr U NPUHUMAET
pelieHue o Bblade 3aJaHusl Ha IIPOBEICHUE:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

1) skcrepTHU3bl TOKYMEHTOB, MPEACTABICHHBIX IS ONpeAeTeHUs BO3MOXKHOCTH paccMaTpUBaTh
HeKapCTBeHHbe/'I npenapar ajdd MCOAULIUHCKOIO IMPUMCHCHHA B KauCCTBC op(baHHoro JICKApCTBCHHOT'O
npenapara;

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

Koncynbsrantllmoc: npuMeyanue.
C01.01.2026 1. 2 4. 1 cT. 19 yrpauuBaet cuiy (P3 ot 30.01.2024 N 1-D3).

2) HSKCIepTUs3bl JIEKapCTBEHHOTO CPEJCTBA B YACTU DSKCIEPTU3bl KauyecTBa JIEKaPCTBEHHOI'O
CpeICTBA U DKCHEPTU3bl OTHOUICHHS OKHUIAEMOW TMOJb3bl K BO3MOXKHOMY PHUCKY NpPUMEHEHUS
JIEKapCTBEHHOT'O TIpenapaTa Jisl MEIUIIUHCKOTO MPUMEHEHHUS;

3) BKcnepTH3bl JIEKAPCTBEHHOIO CPEACTBA B YAacTH OSKCIEPTH3bl KauecTBA JIEKApPCTBEHHOIO
CpPEICTBA M DBKCIEPTU3bl OTHOUIEHMSI OKMIAEMOW MOJb3bl K BO3MOXKHOMY PHUCKY NPUMEHEHUS
JIEKAPCTBEHHOI'0 Ipernapara il MEJULUHCKOrO INPUMEHEHHs B IOPSAKE YCKOPEHHOW IIPOLEeIypbl
JKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUM CO CTaThed 26 Hacrosmero denepasbHOro
3aKOHA;

4) »sKcrepTusbl JIEKAPCTBEHHOTO CpEJICTBA B OTHOILEHUM JIEKAPCTBEHHOI'O IIperapara Jyis
BETEPUHAPHOT0 IPUMEHEHUS.

2. VYNONHOMOYEHHBIA (hefepanbHblii OpraH HCHOJHHUTEIBHOM BIACTH HANpaBiIseT B JIMYHBINA
KaOMHET SKCIEPTHOIO YUPEKICHHS B €UHON CHCTEME MOJNUCAHHOE YCUJIEHHON KBaTU(QUIMPOBAaHHON
3JIEKTPOHHON MOJAINHKCHIO 33JJaHUE Ha MPOBEIACHUE SKCIEPTHU3, PETYCMOTPEHHBIX 4acThio | HacTosmen
CTaTbd, B JIMYHBIA KaOWHET 3asfBUTENs B €IMHOW CHUCTEME - [OANUCAHHOE YCHUJIEHHOM
KBAJIM(HUIIUPOBAHHON 3JEKTPOHHOM MOJMMCHIO YBEJJOMJIEHHE O MIPUHATOM PEIICHUH O BblJlaue 3a/1aHus
Ha INPOBEIEHUE SKCIEPTU3, MPEIyCMOTPEHHbIX 4YacTbl0 | Hacrosiield craTbM, M B Ccllydae
HEOOXOIMMOCTH O BBIZaue paspemieHus Ha BBO3 B Poccuiickyro @enepanuio KOHKPETHOH MapTuw,
CEpUHU 3aperuCTPUPOBAHHBIX U (WJIN) HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB WM 00 OTKa3e B
IIPOBEACHUM TAKUX SKCIIEPTU3 C YKA3aHUEM IPUUYMH OTKa3a.

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

3. B cnyuyae BBIABICHMS OTCYTCTBHMSI WJIM HEIOCTOBEPHOCTHM WH(pOpMalWu, colepxaiieiics B
NPEJCTABIICHHBIX 3asSBUTENEM JOKYMEHTaX, YIIOJTHOMOUYEHHBIH (peepanbHblii opraH MCIOJHUTEIbHON
BJIACTH HAIPABIISET 3asBUTEIIO MOCPEACTBOM €IMHOTO MOPTala WM B €r0 JUYHBIA KaOMHET B €IUHOMN
cucTeMe 3ampoc 00 YTOYHEHWH 3TOW HMH(OpMAIMH, MOJNMCAHHBIA YCHICHHOW KBAIM(UIIMPOBAHHON
AJIEKTPOHHON MOANMCHIO (Aajiee - 3ampoc YMOJIHOMOUYEHHOro (efiepaibHOr0 OpraHa MCIOJIHUTEIbHON
BJIACTH).

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

Koncynprantllntoc: npumeuanue.
C 01.03.2026 B u. 4 ct. 19 BHOCsATCA M3MeHeHus: (@3 ot 31.07.2025 N 304-®3). Cm. Oyayuryio

PEAAKIINIO.

4. 3asgBuTenb o005f3aH HANpaBUTh IOCPEACTBOM €IMHOIO IMOpTaja B  YIOJHOMOYEHHBIN
benepanbHBIi  OpraH WCIOJHUTENBHOW BJIACTH WJIM B JUYHBIA KAaOWHET YIOJIHOMOYEHHOTO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(denepanbHOrO OpraHa HCIOJHUTENBHOW BJIACTM B €IUHOM CUCTEME IOANUCAHHBIN YCHUIEHHOM
KBAJIM(HUIIMPOBAHHON 3JIEKTPOHHOW TIOANMUCHI0 OTBET HAa 3alpOC YIMOJHOMOYEHHOrO (eaepasbHOro
opraHa HCIOJIHUTEIPHONH BJIACTH B CPOK, HE MPEBBIMIAIONINNA JIEBSHOCTA pabO4YMX JHEH CO IHA
MOJTyYeHHUS YIOJHOMOYEHHBIM (ellepabHbBIM OPraHOM HCIOJHHUTEIBHON BIIACTH DJIEKTPOHHOTO
YBEJIOMJIEHUSI O IOJYYEHHH 3asBUTENEM JaHHOro 3ampoca. Cpok, yKa3aHHBIM B 4yacTu | Hacrosmen
CTaTbM, IPUOCTAHABIIMBAETCSA CO JHSA HAIPAaBIEHUS IOCPEICTBOM E€IMHOIO IOpTajla WIX B JIMYHBIN
KaOMHET 3asfBUTENs B €IMHOW CHCTEeME 3ampoca YIOJHOMOUYEHHOro (¢enepaabHOro opraHa
HCIIOJIHUTENIBHON BJIACTU JO [Hs HAIIPABIICHUs 3asABUTEIIEM IIOCPEACTBOM EIMHOIO IOpTajlla WU B
JUYHBIA KAaOWHET YMOJIHOMOYEHHOTO (heAepalbHOrO OpraHa WCIOJHHUTEIbHON BIAacTH B EIUHOMN
CHUCTEME OTBETA.

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

5. OcHoBaHMeM ISl OTKa3a B OpraHU3alluu dKCIEPTU3, MPEyCMOTPEHHBIX YacThio 1 HacToAlIei
CTaTbH, SIBISETCS TPEACTaBIEHHE HEOOXOAMMBIX [UIsl TMPOBEACHUS MPEIyCMOTPEHHBIX HKCIEPTHU3
JIOKYMEHTOB B HEIOJIHOM 00BhEME I HEMPEICTABICHHUE 3asBUTEIIEM B YCTAHOBIIEHHBIM CPOK OTBETA Ha
3arpoc YIMOJHOMOUYEHHOTO (elepaabHOro OpraHa MCIOJHUTEIbHON BIIACTH, a TAKXKE MPEACTaBICHUE
JIOKYMEHTOB, HE COJIEPIKAIINX UCUEPITBIBAIOIIETO MEPEeYHsI HEOOXOAMMBIX CBEJCHUH.

KoncynprantlIntoc: mpumeyanue.
C 01.03.2026 B 4. 6 ct. 19 BHOCsATCA M3MeHeHus: (D@3 ot 31.07.2025 N 304-D3). Cm. Oyaymryro

PCAAKIINIO.

6. IIpu oTkase B OpraHusanuu 3KCIEPTHU3bI, MPEAYCMOTPEHHON IMyHKTOM 4 yacTu | Hacrosmen
CTaTbH, TOKYMEHTHI, BXOIAIINE B COCTAaB PETHCTPALIMOHHOIO JOChE Ha JIEKapCTBEHHBIN Mpenapar Uit
BETEPUHAPHOTO IMPUMEHEHHs, MOTYT OBITh BO3BpALICHbI 3asBUTEII0 HAa OCHOBAHUHM €ro 3arpoca,
MOJMMCAHHOTO YCWJIEHHOM KBaJU(HUIMPOBAHHOW SJEKTPOHHOM TMOANHUCHI0 U  HAMPABICHHOTO
MOCPENICTBOM €MHOTO MOpPTaJia B YIIOJIHOMOYEHHBIN (eiepabHbIi OpraH UCTIOJHUTEILHON BIACTH HITH
JUYHBI KaOMHET YNOJIHOMOYEHHOro (enepalbHOr0 OpraHa HCIHOJHUTENbHOM BIACTH B €IMHOM
CUCTeME, B TEYEHHME TPHUALATH paboyux JHEH CO OHS NPUHATHS YHOJHOMOYEHHBIM (erepalbHbIM
OpPraHOM HCIIOJIHUTENBHONW BJIACTH pELIeHHs 00 OTKa3e B OpraHu3aliM TakoW HSKCIEPTU3bI.
YnoiaHoMOYeHHbIH (enepanbHblii OpraH UCIOJHUTENBHONW BIACTH BO3BpAILAeT 3asSBUTENIO YKa3aHHbIE
JOKYMEHTbl B TEUYCHHME JAECATH padoyMx JHEH €O JHS MOJY4YeHHs COOTBETCTBYIOLIETO 3arpoca
3asIBUTEIS.

(gactp 6 BBeaeHa denepanbHbiM 3akoHOM OT 02.08.2019 N 297-d3; B pen. deaepanbHOro 3aK0Ha OT
30.01.2024 N 1-®3)

KoncynprantlIntoc: npumeyanue.

[Tonoxxenus ct. 20 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs MpeIoCTaBlIEHUs TOC. YCIYT IpU
OoOpalleHnn JIeKapCTBEHHBIX CPEACTB ISl MEIUIMHCKOIO NPUMEHEHHs IOCPEICTBOM EIUHOMN
cucreMmsl, npumMenstores ¢ 01.01.2026.

Ctatba 20. O3kcnepTusa [OOKYMEHTOB, MNpeAcCTaBfieHHbIX Ana onpeneneHus
BO3MOXHOCTM paccMmaTpuMBaTb JIeKapCTBEHHbIA npenapat Aans  MeaULMHCKOro
npMMeHeHUs B KauecTBe opdhaHHOro fiekapCcTBEHHOro npenapara

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1. Tlpouenypa omnpeneneHHs BO3MOXKHOCTH paccMaTpuBaTh JIEKapCTBEHHBIM mpemnapar ajis
MEIULMHCKOTO NMPUMEHEHHs B KayecTBe Op(haHHOIrO JIEKApCTBEHHOT'O MpernapaTa MOXET MPOBOAUTHCS
KaK B OTHOLIEHHM JIEKapCTBEHHOI'O IMpenapara, 3aperuCTPUPOBAHHOTO B COOTBETCTBUU C HACTOSILIUM
denepanbHBIM 3aKOHOM JTHMOO B COOTBETCTBHM C AKTaMH, COCTaBISIOMMMHU mpaBo Coro3a, Tak U B
OTHOIIEHWU HE3aperHCTPUPOBAHHOIO JIEKAPCTBEHHOI'O IpermapaTa. OJKCHepTU3a JIOKyMEHTOB,
IIPEJCTABICHHBIX Ul ONpEAETIeHHUs BO3MOKHOCTH paccMaTpuBaTh JIEKapCTBEHHBIN IpenapaT ajs
MEIMLMHCKOTO MpPHUMEHEHHs B KadecTBe Op(aHHOIO JIEKapCTBEHHOIO IIpenapaTa, COCTaBJIEHUE
KOMHUCCHEN DJKCHEPTOB 3aKJIIOUEHUS O BO3MOKHOCTM WM HEBO3MOYKHOCTH paccMaTpuBaTh
JICKapCTBEHHBIN Mpernapar JUisi MEAUIMHCKOTO NMPHUMEHEHHUs B KayeCcTBE OP(PaHHOTO JIEKapPCTBEHHOTO
IpernapaTa W HamnpaBieHHWE B JIMYHBIA KaOMHET YIOJHOMOYEHHOro (efepaibHOro OpraHa
WCIIOJIHUTENILHOM BIIACTH B €IMHOM CHUCTEME JaHHOTO 3aKII0YEHHUs B (POpME AIIEKTPOHHOTO IOKYMEHTa,
MOJITMCAHHOTO YCUJICHHOHN KBaNIU(UIUPOBAHHOM 3JE€KTPOHHOM MOANUCHIO, OCYLIECTBISIOTCS B CPOK, HE
NPEBBILAIONIMNA TPUALATH Pa0OYMX THEM CO [HSA HampaBieHHUs B JIMYHBIH KaOWMHET 3KCIEPTHOTO
YUPEXKACHUS B €AMHOM CHCTEeMe 3aJaHMs YIOJHOMOUYEHHOTO (e/epaibHOr0 OpraHa MCIOJHUTEIbHON
BJIACTH U CJIEYIOIINX JOKYMEHTOB U CBEICHUA:

1) 3asBNEHNE O IPU3HAHUHU JIEKAPCTBEHHOTO IpenapaTa op(aHHbIM JIEKapCTBEHHBIM IIPENapaToM,
cocTaBlieHHOe 10 (hopMe, YTBEPKIEHHOW YIOJTHOMOYEHHBIM (e/iepalibHbIM OPraHOM HCIOJHUTEIBHON
BJIACTH, NOJMNMCAHHOE YCUJIEHHOM KBaNM(DUUIUPOBAHHOHN 3JEKTPOHHON HOJMMCHIO YHOIHOMOYEHHOTO
NPEICTaBUTEN  IOPUIUYECKOro  JIMIA, JEHCTBYIOLIETO B COOCTBEHHBIX  HHTepecax WU
YIIOJIJHOMOUYEHHOTI'O IPEACTAaBIIATh HHTEPECHI APYTOro OPUANIECKOrO JIULIA;

2) xomMsi [JOKYMEHTa Ha PYCCKOM SI3bIKE, 3aBEPEHHOr0 B YCTAHOBJIEHHOM MOpPSJAKE U
MOATBEPKIAOLIEr0 MPAaBOMOYHOCTh 3asBUTENS MOAABaTh 3asBJICHHE O NPU3HAHUU JIEKAPCTBEHHOI'O
npemnapaTa opQpaHHbIM JIEKAPCTBEHHBIM IIpenapaToM (IIpu He0OXOIUMOCTH);

3) obGocHoBaHue Op¢haHHOCTH 3a00JieBaHMs, HE OTHECEHHOIO B COOTBETCTBHM ¢ DenepaabHbIM
3akoHOM OT 21 Hos0pst 2011 roma N 323-®3 "OO ocHOBax OXpaHbl 30pOBbs I'paxkJaH B Poccuiickoit
@eneparun” Kk peakuMm (opdaHHbIM) 3a00j€eBaHHMSIM, B TOM YHCIE MOApoOHas HWHPOpManus o
JMAarHOCTHKE, MPOPUIAKTUKE WM JICYEHUHU TaKOTO 3a00JIeBaHMS;

4) yTBepXkJIEHHas MHCTPYKIMS MO MEAMIMHCKOMY NPUMEHEHHIO JIEKapCTBEHHOrO IIpernapara,
3aperucCTpUPOBAHHOTO B COOTBETCTBUMM C HactosmuMm DenepanbHbIM 3aKOHOM, WM 0Omias
XapaKTEPUCTUKA JIEKAPCTBEHHOI'O IIperapara, 3aperuCTPUPOBAHHOIO B COOTBETCTBUM C AaKTaMHU,
cocTaBisolMMH paBo Coro3a (Ipu HAJTMYUK);

5) MHCTPYKLHS MO MEIUIMHCKOMY NPUMEHEHMIO MIIM KpaTKas XapaKTepUCTHKa JIEKapCTBEHHOTO
npenapara, yTBEp>KICHHbIE B CTPAHE POU3BOAUTENS (IIPU HATMUHH);

6) KONMM JIOKyMEHTOB, 3aBEPEHHBIX B YCTAHOBJIIEHHOM IMOpPSJAKE M TOATBEPKAAOIUX (PaKT
perucTpaluy JIEKapCTBEHHOr0 Mpernapara B HMHOCTPAHHBIX TOCYyAapCcTBaX B KadecTBe Op¢aHHOIro
JIEKapCTBEHHOT0 Npenapara (Ipu HaIUYuK);

7) MPOEKT XapaKTEePUCTHKH HE3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOIO Ipernapara, CoAepkKallero
CIIEQYIOIINE MUHUMAJbHBIE CBEACHHS O HE3aPETUCTPUPOBAHHOM JIEKAPCTBEHHOM IIpemnapare
(momyckaercs IpeICTaBICHME IPOEKTa XapaKTEPUCTUKH HE3aperMCTPUPOBAHHOTO JIEKAPCTBEHHOI'O
IpernapaTa, COCTaBJIIEHHOTO B COOTBETCTBUU C JOCTYNHBIMHU J@aHHBIMU I10 MPOBEACHHBIM KIMHUYECKUM
HCCJIEIOBAaHUSAM JIEKAPCTBEHHOTO TMpenapara U JOKJIMHUYECKHM HCCIEAOBAHUSAM JIEKaPCTBEHHOIO
CpeACcTBa Ha MOMEHT IOJAauyd 3asBJICHUS O IMPU3HAHUM JIEKApCTBEHHOIO Ipernapara OpQaHHbIM
JIEKapCTBEHHBIM IIPETapaToM):
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

0) nexkapcTBeHHas (opMa C YyKa3aHMEM HAaUMEHOBAaHMM U KOJIMYECTBEHHOI'O COCTaBa
JEHCTBYIOIIMX BELIECTB U KaYECTBEHHOI'O COCTaBa BCIIOMOTATENbHBIX BELIECTB (IIPU HEOOXOIUMOCTU
KOJIMYECTBEHHOT'0 COCTaBa BCIIOMOTaTEIbHBIX BEIIECTB);

B) (hapMakoMHaMUKa ¥ apMaKOKMHETHKA;
T') IOKa3aHuUs JIJIsl IPUMCHEHHUS,
1) MPOTUBOIIOKA3aHUs JJIsi IPUMEHEHUS;

€) BO3MOXKHBIE TIOOOYHBIC JEHCTBHS W HEXKEJNATeNbHbIE pEaKIMH MpU [PUMEHEHHU
JIEKAPCTBEHHOTO Ipernapara i MEIUINHCKOTO IPUMEHEHMS;

’K) HaMMEHOBAHHWS W ajpeca IMPOU3BOJCTBEHHBIX IUIONIAIOK MPOU3BOAUTENS JIEKAPCTBEHHOTO
npernapara;

3) CBeNCHHS O pa3pabOTUMKE JICKAPCTBEHHOTO CPEICTBa (JepkaTelie PEerucTParHOHHOTO
yIOCTOBEpPEHUS);

8) cBeaeHHMA O TEKyLIEM CTaTyce pa3padOTKM HE3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOTO
npenapara, a TakxKe IUIaH €ro pa3paboTKH;

9) 0030ppl JNOKIMHUYECKUX HCCIIEOBAaHUM JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX
UCCIIEIOBAaHUM HE3aperMCTPUPOBAHHOIO JIEKApPCTBEHHOI'O Ipernapara, JOCTyIHbIE Ha JEHb IOJadu
3asBIICHMUS;

10) oT4eTrsl O MNPOBEAECHHBIX AOKIMHUYECKHX HCCIEJOBAHUAX JIEKAPCTBEHHOTO CpENCTBA U
KIIMHUYECKUX UCCIIEJOBAHMSIX HE3aPETUCTPUPOBAHHOIO JIEKAPCTBEHHOTO Mpenapara (Ipy HAINIUK);

11) pekBU3UTHI JOKYMEHTA, TOATBEPKAAIOIIETr0 YIIATy rOCyAapCTBEHHON MOLUIUHBI.

2. B cinydae HEZOCTaTOYHOCTH IMPEACTABICHHBIX MATEPHUATIOB B LEJISIX IPOBENCHUS SKCIEPTHU3BI
IUI  ONpEICNIEHUsT BO3MOYKHOCTH pPAaCCMaTpUBaTh JICKAPCTBEHHBIM Ipenapar A MEIULUHCKOIO
NIPUMEHEHHs B KauecTBe Op(aHHOTO JEKApCTBEHHOTO Iperapara SKCIEPTHOE YUPEKICHUE HAIPaBIseT
B JIMUHBIA KaOMHET 3asBUTENS B €IMHON CUCTEME 3aIlpocC O MPEICTaBICHUN HEOOXOIUMBIX MaTEpUaIOB,
MOJANUCAHHBIA ~ pYKOBOAMTENEM  (YHNOJHOMOYEHHBIM  JIMIIOM)  3KCIEPTHOTO  YUpPEXAEHUs C
WCTIOJB30BAHUEM YCWJIEHHOW KBaIM(PHUIMPOBAHHOW JJIEKTPOHHON TOAMKCH. 3asBUTENh 00s3aH
HaIpaBUTh B JUYHBIN KaOMHET SKCHEPTHOTO YUPEKJICHHS B €IMHOM cHCcTeMe MOANMCAHHBIN yCUICHHON
KBAJIM(HUIUPOBAHHONW 3JIEKTPOHHONW MOJNMCHIO OTBET Ha 3alpoc B CPOK, HE IPEBBbIIAOIIUI
HIECTUAECATH pabouyux JAHEH CO JHS TOJY4YEHHs SKCHEPTHBIM YUPEKAECHUEM DIEKTPOHHOTO
YBEAOMJIEHHSI O MOJIY4YEHHM 3asBHUTeNeM 3anpoca. Cpok, yKa3aHHBIM B yacTH | HacTosIied CTaTby,
MPUOCTAHABJIMBACTCS CO JHS HANpPAaBJICHUS 3asABUTENI0 B €ro JMYHBIA KaOWHET B €IMHOW CHCTEME
3arpoca SKCIEPTHOTO YUPEKACHUS O JHS HANPaBJICHUS 3asiBUTENIEM B JIMYHBIA KaOMHET SKCIIEPTHOIO
YUpEKIEHUS B €IUHOM CHCTEME OTBETa Ha 3alpoCc M HE YYHUTHIBACTCA NPHU HCUHUCICHUU CpOKa
IIPOBEJICHUSI  DKCIEPTU3bl  JTOKYMEHTOB, IPEICTABICHHBIX MU  ONPEACICHUS  BO3MOXKHOCTHU
paccMaTpuBaTh JICKApCTBEHHBIN Ipenapar Ajis MEAMLMHCKOrO NMPHUMEHEHHs B KauecTBe Op(aHHOIO
JIEKApCTBEHHOTIO IIpernapara.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3. B cpok, He mpeBbIIIAOMUI NATH pabo4yMx AHEW CO JHSA HampaBiIeHHUsS B JIMYHBIA KaOMHET
YIOJIHOMOYEHHOTO (heZiepalIbHOTO OpraHa MCIOJHUTENIBHOW BIACTH B €IMHOW CHUCTEME 3aKIIIOYEHUS,
YKa3aHHOTO B 4YacTW | HACTOSIIEH CTaThH, YIMOJHOMOYEHHBIN (hefepanbHblii OpraH MCIOTHUTEIHHON
BJIACTH OCYLIECTBIIIET OLEHKY 3aKJIIOYEHUS MU ONPEINENCHHs €ro COOTBETCTBHA 3aJaHUI0 Ha
MIPOBEJICHUE IKCIEPTU3BI U HAIMIPABIISIET B JIMYHBIM KaOMHET 3asBUTEINS B €AMHON CUCTEME MOJITUCAaHHOE
YCUJIEHHOM KBaJIM(UIIMPOBAHHON 3JIEKTPOHHON MOJNKMCHIO YBEIOMIIEHHE O PEe3yJIbTaTax MpPOBEICHHOMN
HKCHEPTHU3bl C MPUIOKEHUEM KOIUH HKCIEPTHOTO 3aKII0UEHHs (C COXpaHEeHHEM KOH(UAECHIUAIbHOCTH
uHpOpPMALUU O COCTaBE KOMHUCCHU 3KCIIEPTOB) U BO3MOXKHOCTH WJIM HEBO3MOXKHOCTH paccMaTpUBaTh
JICKapCTBEHHBIN Mpernapar JUisi MEAUIMHCKOTO NMPHUMEHEHHUs B KayeCcTBE OP(PaHHOTO JIEKapPCTBEHHOTO
mpernapara.

Cratba 21. YTpatuna cuny ¢ 1 ceHTa6pa 2024 ropa. - PepepanbHbIA 3aKOH OT
30.01.2024 N 1-®3.

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

Koncynprantlntoc: npumedanue.

[Tonoxxenus ct. 23 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs NpeIoCTaBIeHUs TOC. YCIYT IpU
oOpallleHnu JIEKapCTBEHHBIX CPEACTB Ui MEIWLUMHCKOTO MPUMEHEHUS IOCPEICTBOM EIMHON
cuctemsl, mpumensaroTes ¢ 01.01.2026.

Cratba 23. JkcnepTu3a KayecTBa JeKapCTBEHHOro cpeacTtBa WM 3KCnepTusa
OTHOLIEHUA OXUAaeMOMW MOJSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUA JeKapCTBEHHOro
npenapara Ans MeaULUHCKOro npuMeHeHus

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

1. DkcnepTr3a Ka4ecTBa JICKAPCTBEHHOTO CPEICTBA M KCIIEPTH3a OTHOIICHUS OXKHUIAEMOU MOTB3bI
K BO3MOXHOMY PHCKY TPHMEHEHHUsS JICKapCTBEHHOTO TMperaparta s MEAWIIMHCKOTO TPUMEHEHUS,
COCTABJICHME KOMHUCCHSMH SKCIEPTOB 3aKIIOUCHHUW 110 PE3yJIbTaTaM MPOBEAECHHBIX JKCIEPTU3 H
HaMpaBlIEHUE 3TUX 3aKIIOYCHUN, TOJNUCAHHBIX YCHJICHHBIMU KBaTU(UIIMPOBAHHBIMH 3IEKTPOHHBIMU
MOJTNKUCSAMH, B JTUYHBIN KaOMHET YIOJTHOMOYEHHOTO (efepaibHOr0 OpraHa MCIOTHUTEIBHONW BIACTH B
€MHOM CHCTeME OCYHICCTBISIOTCS B CPOK, HE TPEBBIMIAIONIMN CTa JCCATH pabodyux JHEW cO JHS
HaIpaBJieHUs B JUYHBIA KaOWHET SKCIEPTHOTO YUYPEXKICHUS B €IMHOW CHCTEME COOTBETCTBYIOIIETO
3a/IaHMsl  YTIOJTHOMOYEHHOTO (eIepalbHOrO0 OpraHa WCIIOJHUTEIbHOW BJIACTH W HEOOXOIMMBIX
JIOKyMEHTOB.
(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

Koncynprantlntoc: npumeyanue.

ITo 3asBnenuto, noganHomy B Mun3znpas Poccun 1o 11.04.2022, npu HEBO3MOKHOCTH MPOBEIEHUS
HKCIEPTU3bl KayecTBa JIEKAPCTBEHHBIX CPEACTB B SKCIEPTHOM YUPEXKJIEHUH, JOIYCKAaeTcs ee
MIPOBEJCHNE TOCPEICTBOM JHUCTAHIIMOHHOTO B3aUMOJACHUCTBUS, MOPAIOK M (OPMBI KOTOPOTO
OIpeNeNAIOTCA AKCHEPTHBIM YUPEXKJCHUEM IO coryiacoBaHuio ¢ 3asureasiMu (IlocTtaHoBneHue
[IpaButensctBa PO ot 05.04.2022 N 593).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2. B TedeHue AEBSIHOCTA JHEH CO JHS TMOJyYEHHs YIOJHOMOYEHHBIM (peepanbHbIM OpPraHOM
WCTIOJTHUTENILHON BIACTH YBEJIOMIICHHUS B DJICKTPOHHOU (hOpMe O MONTYYCHHH 3asBHUTEIIEM PEIICHUS O
MIPOBEJICHUH IKCIIEPTHU3, TPETYCMOTPEHHBIX YacThi0 | HACTOSIIEH CTaThH, 3asBUTEIH MPEICTABISCT B
IKCIIEPTHOE YUPEXKICHUE JIJISl MPOBEACHUS IKCIEPTU3Bl KAa4eCcTBa JICKAPCTBEHHOTO CPEJICTBA OOpPAa3IlhI
JICKapCTBCHHOTO TIperapara Uil MEIUIUHCKOTO TNPUMEHEHHS, MPOU3BEICHHOTO B COOTBETCTBUHU C
TPeOOBAaHUSAMH OIBITHO-IIPOMBIIUICHHOTO W (MJIM) IPOMBIIUICHHOTO PErJIaMEHTOB, YTBEPKICHHBIX
PYKOBOJIUTENIEM TPOU3BOAUTEINS JIGKAPCTBEHHBIX CPEICTB, & TAKXKE B COOTBETCTBYIOIIMX CIy4asx
oOpa3iel  (papmarieBTUUECKONW CyOCTaHIIMKM, TECT-IITaMMa MHUKPOOPTAaHU3MOB, KYJIbTYphl KIETOK,
00pasIibl BEIIECTB, IPUMEHSIEMBIX ISl KOHTPOJIS KaueCTBa JICKApPCTBEHHOTO CPEICTBA MTyTEM CPaBHEHUS
C HUMH HCCJICIyeMOro JICKapCTBEHHOTO CpEICTBA, CIeNU(DUUYSCKUE pPeareHThl, HEOOXOJUMBIC IS
MIPOBEJICHUST MCIBITAHUH 00pa3lloB JICKAPCTBCHHBIX IMPENapaTroB, B KOJUYECTBAX, HEOOXOIMMBIX IS
BOCIIPOU3BEICHUS METOI0B KOHTPOJIS Ka4eCTBa.

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

3. Ilpu momy4yeHun oOpa3lOB JIEKAPCTBEHHOTO Mpernapara W (apMaleBTHUECKOW CyOCTaHLIUU
OKCIICPTHOC YUPCIKACHUC HAIIPABJIACT B JINYHBINA KaOHMHET 3asBUTEIA B CI[I/IHOI\/JI CUCTCMC YBCAOMIICHUC,
MOJTBEPIKAAIOIIEe MOTyUeHNE YKa3aHHBIX 00pa3IoB.

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

4. Yka3aHHbIM B 4acTu 2 HAcTOSILEH CTaTbu CPOK JUIs MPEACTaBIECHUS 3asBUTEIEM 00pa3loB
JIEKapCTBEHHOTO Ipemnapara U (hapMaleBTHUECKOW CyOCTaHIIMKM HE BKJIIOYAETCS B CPOK IMPOBEAEHUS
9KCIIEPTU3, IPEAYCMOTPEHHBIX YACThIO | HACTOSIIEN CTaTbH.

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

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

Koncynprantlntoc: npumedanue.

[Tonoxxenus ct. 24 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs MpeIoCTaBIE€HUs TOC. YCIYT IpU
oOpallleHnu JIEKapCTBEHHBIX CPEICTB JUIsl BETEPUHAPHOIO IPHUMEHEHUsS! IOCPEICTBOM EJIMHOTO
noptana, onpumenstores ¢ 01.01.2026.

Ctatba 24. JKcnepTu3a KayecTBa JleKapCTBEHHOro cpeacTtBa M 3KcnepTusa
OTHOLUEHUA OXUAaeMOMW MOJSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUA FeKapCTBEHHOro
npenapara Ans BeTepMHapHOro NnpMMmeHeHus

Koncynbrantlntoc: npuMeyaHue.
C 01.03.2026 B u. 1 ct. 24 BHOCsATCA m3meHeHus (D3 ot 31.07.2025 N 304-D3). Cm. Oyaymryro

PECAAKIINIO.

1. Oxcnepru3a KauecTBa JICKAPCTBEHHOI'O CPEACTBA U HKCIIEPTU3a OTHOLIECHUS OKUIAAEMOM II0JIb3bI
K BO3MOJKHOMY PHCKYy IPHMEHEHHUs JIEKapCTBEHHOIO IpernapaTra IJii BETEPUHAPHOTO NPHMEHEHHS,
COCTABJIICHME KOMMCCHUSIMHU DSKCIEPTOB 3aKIIOYEHUN [0 pE3yJbTaraM YyKa3aHHBIX JKCIEPTU3 U
HaNpaBJICHUE TAaKWX 3aKIIOYEHUH B DJIEKTPOHHOH (hopMe B YMOIHOMOUYEHHBIH (henepanbHblii OopraH
WCIIOJIHUTENIbHOM BJIACTH OCYULIECTBIISIIOTCS B CPOK, HE MPEBBIAIONIUN CTa JeCATH padodyuXx JHEH co
IHS TIOJYYEeHHsI SKCIEPTHBIM YUYPEKICHHEM B JJIEKTPOHHONH ¢opMe 3afaHHsl YHOJTHOMOYEHHOI'O
(benepanbHOro OpraHa MCIOJHHUTEIbHON BJIACTH C JOKYMEHTaMM, YKa3aHHbIMHM B 4acTu 3 craThu 17
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Hacrosiiero denepanrbHOro 3aKoHa.
(B pen. denepanbubix 3akoHOB OT 22.10.2014 N 313-@3, ot 13.07.2015 N 241-®3, ot 30.01.2024 N
1-®3)

2. B TeueHwe TpuAmATH pabOYMX ITHEH €O JHS TOJyYeHHs YIOJIHOMOYEHHBIM (hemeparbHbIM
OpraHOM HCIOJIHUTEIbHOW BIACTH YBEAOMJICHHSI B 3JIEKTPOHHOW (hopMe O MOJyYEHUU 3asgBUTEIIEM
peleHysl O IPOBEICHUH YKa3aHHbIX B yacTU | HACTOAIIEH CTaTbU KCIEPTHU3 3asIBUTEIb MPE/ICTABISET B
HKCHEPTHOE YUPEKIECHUE JUIsI MPOBEAECHUS SKCHEPTU3bl KaueCTBa JICKAPCTBEHHOI'O CPEJICTBA 00pa3Iibl
JIEKapCTBEHHOI'O Ipenapara Jyuisi BETEPUHAPHOIO NPUMEHEHUS, IPOU3BEIEHHOIO B COOTBETCTBUU C
TpeOOBAaHUSAMH TEXHOJIOTUYECKHX PErJIaMEHTOB, YTBEPXKIEHHBIX PYKOBOAUTEIIEM IPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEJCTB, a TAK)KE€ B COOTBETCTBYIOIIMX CIydasX TECT-IITaMMbl MHUKPOOPIaHHU3MOB,
KyJbTYpBl KJIETOK, 00paslbl (papMaleBTUYECKOM cyOCcTaHIMu, 00pa3ibl BEIIECTB, MPUMEHIEMbIE s
KOHTPOJISI KauecTBa JIEKAPCTBEHHOI'O CPE/ICTBA, B KOJMUYECTBAX, HEOOXOAMMBIX JIi BOCIPOMU3BEIECHUS
METOI0B KOHTPOJISI KaUecTBa.

(B pen. @enepanbHbix 3akoHOB 0T 02.08.2019 N 297-®3, ot 30.01.2024 N_1-P3)

3. Ilpu momy4yeHun oOpa3lOB JIEKAPCTBEHHOTO Mpemapara W (apManeBTHUECKOW CyOCTaHIUU
IKCIIEPTHOE YUPEKICHHE B JICHb MOJyYeHHUs 00pa3I[oB HAMPABISET B 3JIEKTPOHHOH (opMe 3asBHTEIIO
yBeZIOMJICHHE, MTOITBEP K IAI0IIee MOTyYeHHE YKa3aHHbIX 00pa31oB.

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

4. Yka3aHHbIM B 4acTu 2 HAcTOSIIEH CTaTbu CPOK JUIs MPEACTaBICHUS 3asBUTENEM 00pa3IoB
JICKapCTBEHHOTO Mpernapara U (apMaleBTHUECKOW CyOCTaHIIMKM HE BKIJIIOYAETCS B CPOK IMPOBEACHUS
9KCIIEPTU3, IPEAYCMOTPEHHBIX YaCThIO | HAaCTOSILEN CTaThbU.

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

5. Yrparun cuity. - @eaepanbHsiil 3akoH ot 30.01.2024 N 1-D3.

CrtaTtbsa 25. [loBTOpHOE NpoBeAeHMe 3KCNepTU3bl NIeKapCTBEHHbIX CPeacTB
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B ciywasx HeZOCTaTOYHOW OOOCHOBAHHOCTHM WJIM HEMOJHOTHI 3aKJIIOUYECHUS] KOMHUCCHUU
9KCIIEPTOB, HAJIUYHS B HEM IPOTHBOPCUYMBBIX JIAHHBIX, (DATBCU(PUKANNN BBIBOJOB DKCIEPTHU3HI
JIEKApCTBEHHOT'O CPEJICTBA, COKPBITHS OT YIMOJHOMOYEHHOTO (eAepajbHOTO OpraHa HCIIOJHUTEIbHON
BIIACTH OCHOBAHHMM [IIs1 OTBOJAA DSKCIepTa BCIEACTBHE €ro 3auHTEPECOBAHHOCTH B pe3ylbTaTax
COOTBETCTBYIOIIECH JKCHEPTU3bI, HAJIW4YWs JAHHBIX O TPSIMOM JIMOO KOCBEHHOM BMEIIATENLCTBE B
MPOLIECC COOTBETCTBYIOIIECH SKCHEPTU3bI JIUI, HE Y4YaCTBYIOIIMX B €€ IMPOBEIACHUHU, HO OKAa3aBIIUX
BIIMSHUE Ha TPOIECC U Pe3yJbTaThl €€ TMPOBEICHHUS, YIOJTHOMOYEHHBIM (enepaibHbIM OpraHOM
WCTIOTHUTEJIPHONW BIIACTH HAa3HAYaeTCsl TIOBTOpPHAs OKCIEpPTHU3a JICKAPCTBEHHOTO CpeAcTBa M (WJIN)
ATUYECKas dKCIIePTH3A.

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

Koncynprantllntoc: npumeuanue.

[Tonoxxenus ct. 25 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeIoCTaBIE€HUs IOC. YCIYT IpU
oOpallleHnu JIEKapCTBEHHBIX CPEJICTB Ui MEOUIMHCKOTO M BETEPUHAPHOTO NPUMEHEHUs
MOCPEACTBOM €AMHOM CUCTEMBI U (W) €AMHOro nopTaia, npumensitores ¢ 01.01.2026.

2. IloBTOpHAs ’KCHEpPTHU3a JEKAPCTBEHHOTO CPEACTBA IMPOBOAUTCS C yUYETOM DPE3YJbTaTOB paHEE
MIPOBEJIEHHOW JKCIEPTU3bl B CPOK, YCTAHOBJIEHHBIH YIOJIHOMOYEHHBIM (hefepaabHbIM OpraHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

WCTIOJHUTENIHON BIIACTU M HE TMPEBHINAIIMNA TpuAaTu pabouux JHEH co [AHA TONydYeHUs
HKCHEPTHBIM YUpPEeXKIEHHUEM B TUUHOM KaOMHETE B €IMHOM cUCTeMe 3aJjaHHs Ha IPOBE/IEHUE TTOBTOPHOM
9KCIIEPTHU3HI JICKAPCTBEHHOTO CPEJICTBA, MOAMMCAHHOTO YCUIICHHOW KBATU(UIIMPOBAHHOMN AIEKTPOHHON
MOATHCHIO.

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

3. ®uHaHCOBOE OOCCIICUYCHHME BBITTOJIHCHHS 3aJaHUs HAa IPOBEACHHE IMOBTOPHOM AKCIIEPTHU3BI
JIEKapCTBEHHOT'O CPEJICTBA HE OCYIIECTBIISIETCS.
(B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynbrantllntoc: npumeuanue.
C 01.01.2026 ct. 26 He pacmpocTpaHseTcss Ha MPABOOTHOILICHHS, BOZHHUKAIOIIUE MPH OOpalieHuH
JIEKapCTBEHHBIX CPEACTB I MeAuHcKkoro npumenenus (@3 ot 30.01.2024 N 1-D3).

CraTtbAa 26. YckopeHHas npoueaypa 3KCnepTusbl NlIeKapCTBEHHbIX CPeaAcTB

1. YckopenHas mpolieaypa SKCHEPTHU3bl JIEKAPCTBEHHBIX CPEJCTB B LENSAX TOCYIapCTBEHHOU
pEerucTpanyy JEKapCTBEHHBIX MPENapaToB MPUMEHSETCS B OTHOIICHHH Op(aHHBIX JIEKApPCTBEHHBIX
MpEnapaToB, MEPBBIX TPEX JICKAPCTBEHHBIX MPENAPATOB, perucTpupyeMbix B Poccuiickoit dexeparuu B
KauecTBE BOCHPOM3BEJCHHBIX JIEKAPCTBEHHBIX MPENapaToB, OYEPEAHOCTh KOTOPBIX OIpeaemseTcs B
COOTBETCTBUM C HOMEPOM M JIaTOM BXOJSAUIMX 3asBICHUH O TOCYJIapCTBEHHOM pErucTparuu
JIEKAPCTBEHHBIX MPENapaToB B paMKax OJHOTO0 MEXIAYHApPOJHOrO0 HEMAaTEHTOBAHHOTO HAMMEHOBAHUS
JIEKApCTBEHHOT'0 TMperapaTta WM TPYyNIUPOBOYHOTO HAWMEHOBAaHHUS JIEKAPCTBEHHOTO TIperapara,
JIEKApCTBEHHBIX TMpEnapaToB JUIsl BETEPUHAPHOTO TMPUMEHEHHMs, MPEIHA3HAYCHHBIX U1 JICUCHUS
JIOMAIITHUX >KHUBOTHBIX, OMpeaeseHHbIx DenepanbHbiM 3akoHOM oT 27 mexadbpst 2018 roma N 498-D3
"O6 OTBETCTBEHHOM OOpalieHMH C JKUBOTHBIMH M O BHECEHHM UW3MEHEHUH B OT/ICJbHbBIE
3aKOHOJIaTeNbHble akThl Poccuiickoit denepannn', 1 3aperucTpUPOBAHHBIX B KAUECTBE JIEKAPCTBEHHBIX
MpenapaTroB Jyuisi MEIULMHCKOTO TNPUMEHEHHs, U JICKaPCTBEHHBIX IpenaparoB, NpeIHa3HAYCHHBIX
HCKJIFOUMTEIIBHO JJISI MPUMEHEHHSI HECOBEPIIIEHHOJIETHUMHU TPakIaHAMH.

(B pen. @enepanbHbIx 3aK0HOB OT 22.12.2014 N _429-®3, ot 13.07.2015 N 241-93, ot 28.04.2023 N
171-®3)

2. yCKOpeHHaH npooeaypa 9SKCICPTHU3bI JICKAPCTBECHHBIX CPEACTB B HCIIAX FOCY,I[EIpCTBCHHOfI
PErucCTpanru JICKAPCTBCHHBIX IMPCIIApaTOB HE IIPUMCHACTCA B OTHOILICHHUU !

1) 6roananoroBeIx (OMOMOIOOHBIX) JIEKAPCTBEHHBIX MpenapaToB (01M0aHAIOTOB);

2) pedepeHTHBIX JEKapCTBEHHBIX INpenapaToB (3a HCKIIOYEHHEM Op(aHHBIX JIEKapCTBEHHBIX
IIpenapaToB);

KoncynprantlIntoc: npumeyanue.

Ho 31.12.2025 poccuiickuM TPOMU3BOJIUTEINISM JICKAPCTBEHHBIX MpenapaToB AJisi BETEPHUHAPHOIO
MPUMEHEHHUs Pa3pelieHo MOJaBaTh PErHCTPAIMOHHOE J0Che MO0 YCKOPEHHOU mporeaype 6e3 yuera
TpeboBanuii . 3 u. 2 ct. 26 (Hoctanosnenue IIpaBurtenscta PO ot 12.03.2022 N 353).

3) BOCHpPOM3BENIEHHBIX JICKAPCTBEHHBIX MpenaparoB (3a HCKIIOYEHHUEM TEPBBIX TpPex
peructpupyembix B Poccuiickoii ®epepanuu B KauyecTBE BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX
MpenapaToB M JICKAPCTBEHHBIX MpENnapaToB, MpPeIHA3HAYCHHBIX HCKIIOUUTEIBHO MJI MPUMEHEHHS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

HECOBEPUICHHOJIETHUMHU TpakKJaHAMH, a TaK)Ke JIEKApCTBEHHBIX IMpenapaToB, MpeaHA3HAYCHHBIX s
JICYCHHUs JIOMAIIHUX >KMUBOTHBIX, OMpeaeneHHbIXx DenepanbHbIM 3akoHOM oT 27 aekabps 2018 roma N
498-®3 "OO OTBETCTBEHHOM OOpAlICHWH C >XMBOTHBIMH M O BHECCHMHM HW3MEHEHHH B OT/EIbHBIC
3aKoHoAaTenabHble akThl Poccuiickoil @enepanyu’, u 3aperucTpUpPOBaHHBIX B KAUECTBE JIEKAPCTBEHHBIX
MPerapaToB ISl MEIUITUHCKOTO IIPUMEHEHUS ),

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

4) HOBBIX KOMOMHAIIMH 3apETUCTPUPOBAHHBIX paHee JEKapCTBEHHBIX MpenapaTos;

5) NeKapCTBEHHBIX NPENapaToB, 3aPETHMCTPUPOBAHHBIX paHEe, HO IPOU3BENEHHBIX B JPYIHUX
JIEKapCTBEHHBIX (JOPMax B COOTBETCTBUU C MEPEUYHEM HAMMEHOBAHUH JIEKApCTBEHHBIX (pOpM M B HOBOH
JO3UPOBKE;

6) JeKapCTBEHHBIX MpENnapaToB Ui MEIUIIMHCKOTO MPUMEHEHHUSI, TOCYIapCTBEHHAsT perucTparus
KOTOPBIX OTMEHEHA, IIPU MX PErUCTPALlMM B KaueCTBE JIEKAPCTBEHHBIX MIPENapaToB JJIsi BETEPUHAPHOTO
IIPUMEHEHHUSI.

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

3. YckopeHHas mporeaypa SKCHEpTU3bl JIEKAPCTBEHHBIX CPEACTB MPOBOJIUTCS IO PEIICHHUIO
COOTBETCTBYIOILIETO YIOJIHOMOUYEHHOTO (pe/iepalibHOTO OpraHa MCIOJIHUTEIbLHOW BIACTH Ha OCHOBAaHUU
3asIBJICHUS 3asBUTENS B CPOK, HE MPEBBIIAIONINI BOChMUAeCITH pabouux aHei. [lpu aToM sxcrnepruza
JOKYMEHTOB, COJEpKAIIUXCS B PETUCTPALIMOHHOM JIOChe Ha JIEKapCTBEHHBIN Mpemapar, MPOBOJUTCS B
CPOK, HE MPEBBIMIAIONINKA JecATH pabouux MHEH, dSKCIepTH3a KayecTBa JICKAPCTBEHHOTO CPEICTBA U
JKCIEepPTH3a OTHOIICHHSI OXHAAEMOU TMOJIb3bl K BO3MOXKHOMY PHCKY HPUMEHEHUS JICKaPCTBEHHOTO
npernapaTa MpoBOJSATCS B CPOK, HE MPEBBIIAOLINI IECTUAECATH PA0OUNX JTHEH.

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

3.1. Yrpatun cuny. - ®enepanbubiii 3akoH oT 30.01.2024 N 1-D3.

4. VYckopeHHas TpoleAypa SKCHEPTU3bl JIEKApPCTBEHHBIX CPEACTB TMPOBOJIUTCS B TMOPSIIKE,
yCTaHOBJIEHHOM cTaThsiMu 17, 19, 20, 23 u 24 nHactosmero deaepaabHOrO 3aKOHA, U HE O3HAYaeT
CHIDKEHHS TpeOOBaHUH K 0€301MacHOCTH, KaueCTBY M 3()()EeKTUBHOCTH JICKAPCTBEHHBIX MPEIIAapaToOB.

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

CraTtbAa 27. PewweHne o rocyaapCTBEHHOW perncrpaumu fieKapcTBEHHOro npenapara

KoncynprantlIntoc: npumeyanue.
C 01.03.2026 B a63. 1 4. 1 c1. 27 BHOCATCS n3MeHeHus (D3 ot 31.07.2025 N 304-D3). Cm. Oyaymryro

PECAAKIINIO.

1. B cpok, He mpeBBIIAONUN JECATH paboYuX THEW CO JHS MOJYyYCHHS 3aKIIOYCHHH KOMUCCHU
9KCIIEPTOB I10 PE3yJIbTaTaM 3KCIEPTU3bI KAYECTBA JIEKAPCTBEHHOTO CPEACTBA U SKCIIEPTU3bI OTHOILICHUS
OKUJAEMOH  IOJIb3Bl K  BO3MOXKHOMY DPHCKYy IIPUMEHEHHMs JIEKapCTBEHHOIO  IIpernapara,
COOTBETCTBYIOLIUI YIIOJTHOMOYEHHBIN (heiepabHbIi OpraH UCIIOJHUTEIBHOM BIACTH:

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

1) ocymiecTBIsA€T OIECHKY 3aKIIOYCHHH KOMHUCCHUHU JKCIIEPTOB I OMPENEICHUS COOTBETCTBUS
3aJIaHUIO Ha MPOBEACHUE ITUX IKCIEPTHU3;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

2) mpUHUMAET pelIeHHe O TOCYJAapPCTBEHHON PETUCTpalliu JEKapCTBEHHOTO Mperapara uiu o0
OTKa3€ B TOCYJJapCTBEHHON perucTpalyu JeKapCcTBEHHOIO IIpenapara;

Koncynprantlntoc: npumeyanue.
C 01.03.2026 B 1. 3 cr. 27 BHOCcsATca u3meHeHus (D3 ot 31.07.2025 N 304-D3). Cm. Oyaymryio

PEAAKIINIO.

Koncynprantlntoc: npumedanue.

[Tonoxxenus ct. 27 (B pea. 3 ot 30.01.2024 N 1-d3), kacaromuecs IpeIoCTaBlIeHUs TOC. YCIYT Mpu
oOpallleHnu JIeKapCTBEHHBIX CPEJICTB Ui MEOUIMHCKOTO M BETEPUHAPHOTO NPUMEHEHUs
MOCPEJCTBOM €IMHOM CUCTEMBI U (MJIK) euHOTro noprajia, npumensitorcs ¢ 01.01.2026.

3) BHOCUT IIpU NPHUHIATUU PELICHUSI O FOCYIapCTBEHHON PEruCTpalvy JIEKapCTBEHHOI O IIpenapara
JAHHbIE O 3aperuCTPUPOBAHHOM JIEKAPCTBEHHOM IIpernapare, B TOM 4HCIEe O (papMaleBTUYECKOH
cyOcTaHIIMM, BXOJALIEW B COCTaB JIEKApCTBEHHOTO IIperapara, B TOCYJapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJICTB M BBIAAECT 3afABUTEII0 PETMCTPALMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOIO
mpernapara IyTeM HaIpaBiICHUs 3asBUTENI0 MOCPEICTBOM €IMHOrO NOpTaja WM B JMYHBIA KaOWHET
3asiBUTENsI B €JMHOW CHCTEME BBIIIUCKU W3 TOCYJapCTBEHHOIO peecTpa JEKapCTBEHHBIX CPENCTB,
MOAMMCAaHHOW  YCWJIGHHOHW  KBaJU(UIUPOBAHHOM  AJIEKTPOHHOW MOANHUCHI0, ¢dopMa KOTOPOM
YTBEpP)KJIAE€TCs YHNOJHOMOYEHHBIM (eiepaibHbIM OpraHOM HCIOJHUTENIBHOW BIIACTH, COIJIACOBAaHHbBIE
HOPMAaTUBHYK)  JOKYMEHTAllMl0, HOPMATHUBHBIM JOKYMEHT, HWHCTPYKLHIO IO IPUMEHEHUIO
JICKApCTBEHHOTO IIpenapaTa M MaKeThl IMEPBHUYHOW YIMAKOBKM M BTOPUYHOHM (MOTPEOUTENBCKOI)
YIAaKOBKHU € YKa3aHMEM HAa HMX HOMEpPA PErUCTPAllMOHHOIO YIOCTOBEPEHHUSI JIEKAPCTBEHHOTO Mpernapara
U JaTbl €ro TOCYyAAapCTBEHHOW perucTpalvy WM B CIy4yae NpPUHATHS pelIeHus o0 OoTka3e B
rOCyJapCTBEHHON PETHCTpalMM JIEKAPCTBEHHOIO IIpenapara HalpasisieT 3asBUTENI0 IIOCPEACTBOM
€IMHOrO TOpTaja WM B JIMYHBIM KaOMHET 3asBUTENsl B €IUHON CUCTEME yBEAOMIIEHHE 00 3TOM ¢
yYKa3aHHEM INPUYMH TaKOTO OTKa3a. 3a BbIAAUy PETHCTPALMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOIO
IpernapaTta B3UMaeTCsl TOCYIapCTBEHHAs IOIUIMHA B COOTBETCTBUM C 3aKOHOIATENILCTBOM Poccuiickoit
deneparyn 0 HaIOTrax U coopax.

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

2. OcHOBaHMEM JUIsl OTKa3a B rOCYJapCTBEHHOM PErucTpaluy JICKAPCTBEHHOTO Mpenapara s
MEIUIIMHCKOTO  TPUMEHEHUs  SBIAETCS  3aKIIOYEHHE COOTBETCTBYIOLIETO  YHOJHOMOYEHHOTO
(denepanbHOrO OpraHa HCIOJMHUTEIBHOW BIACTH O TOM, YTO KadyecTBO U (unu) 3¢(PEeKTUBHOCTH
PEruCTpUPYEMOTrO JIEKapCTBEHHOI'O MperapaTta Juisi MEIUIUMHCKOrO0 MPUMEHEHHUS HE IOJTBEPIKICHbI
MOJIYYEHHBIMH JIAaHHBIMU WJIM YTO PUCK MPUYMHEHHS BpEla 3/I0POBBIO YEIOBEKA BCIEJACTBUE MpHEMa
JIEKApCTBEHHOTO TIpernapara id MEAUIIMHCKOTO TPUMEHEHHUs TMpeBbIaeT 3()PEKTUBHOCTD €ro
MIPUMEHEHHUS.

(dactp 2 B pen. DenepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3. IloBTOpHOE mpeAcTaBIeHHE B COOTBETCTBYIOIIMM YMOTHOMOYEHHBIH (enepaabHbli OpraH
WCIIOJTHUTENIbHOW BJIACTU JIEKAPCTBEHHOT'O Iperapara, B OTHOIIEHHMH KOTOPOTO IMOJY4YeH OTKa3 B
rOCYJJapCTBEHHOM PETUCTPAIlMU U KOTOPBIA BIOCIIEICTBUU MOBEPICS M3MEHEHUIO B YaCTH €r0 COCTaBa,
paccMmaTpuBaeTcsi Kak MpEeJCTaBICHWE HOBOTO JIEKAPCTBEHHOI'O Ipenapara Ha €ro rocy/lapCTBEHHYIO
perucTpalmio He3aBUCUMO OT COXPAHEHHsI €0 MEPBUYHOI0 HAMMEHOBAHUS.

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

( T 23.07.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

4. Tlpu mpenoCTaBICHUU 3asBUTEIEM B COCTAaBE PErMCTPAIIMOHHOTO JOChE HA JIEKApCTBEHHBIH
npernapar Juisi BETepUHAPHOTO PUMEHEHHUSI KOTIUU PEIeHHs YIIOJTHOMOYEHHOTO (eiepabHOIO OpraHa
WCTIOJTHUTENILHOW BJIACTH O MPOBEIECHUH HMHCIEKTHUPOBAHMS IMPOU3BOAUTEINS JICKAPCTBEHHBIX CPEJICTB
CPOK TIPHHATHS pEIIeHHs O TOCYIJapCTBEHHOW pErHCcTpaluy JIEKapCTBEHHOTO IIperapara JUis
BETEPUHAPHOTO MTPUMEHEHHS TPUOCTAHABIMBACTCS CO JTHS TIOTYYCHHUS 3aKITFOUCHUH, YKa3aHHBIX B YaCTH
| Hacrosimie# craTbu, A0 AHS NMPUHATHS YIOJIHOMOYEHHBIM (hefepaibHBIM OPraHOM HCIIOJHUTEIBHON
BJIACTH PEIICHUS O BhIJaue WM 00 OTKa3e B BbIJaue 3aKIIOYCHUS O COOTBETCTBUHU IPOU3BOIUTEIS
JICKapCTBEHHBIX CPEJCTB TPEOOBAaHMSIM MpaBWJ HaJAJEKaIleld MPOU3BOJCTBEHHON NpPAaKTUKU, HO HE
OoJiee 4eM Ha CTO BOCEMBAECAT PabOUUX JHEH.

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

5. OcHOBaHMEM I OTKa3a B IOCYJApCTBEHHOM PETMCTpalMy JIEKapCTBEHHOIO Iperapara Juis
BETEPUHAPHOIO IPUMEHEHMs SIBJIAETCS 3aK/IIOUEHHE YIOJIHOMOYEHHOro (QelepanibHOro opraHa
UCTIOJHUTEIBHOM BJIacTH O TOM, YTO KauecTBO M (wiM) 3(PQPEeKTUBHOCTh PETUCTPUPYEMOTO
JIEKapCTBEHHOI'O IIpernapaTa A BETEPUHAPHOIO IPUMEHEHUS HE TNOATBEPKIACHBI IOJyYEHHBIMU
JAHHBIMH WIH YTO PUCK IIPUYMHEHHUs BpEla 310POBbIO )KUBOTHOT'O BCIEACTBUE IIPUEMA JICKAPCTBEHHOTO
npenapaTta JUis BETEpPUHAPHOIO MPUMEHEHHsS MpeBbIIAeT A(P(EKTUBHOCTh €ro NPUMEHEHUs, OTKa3
YIOJHOMOYEHHOTO (ellepalibHOTO OpraHa HUCIHOJHUTENbHOM BJacTM B BblJaue 3aKIOYEHUS O
COOTBETCTBUM IPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMSAM IPaBUI  HaJUIeXkKalleH
IIPOU3BOJCTBEHHOW MPAKTUKM M KaXIOM NPOU3BOACTBEHHOM IUIOIIAJAKH PETUCTPUPYEMOIO
JIEKAPCTBEHHOI'0 IIpernapara Uil BETEPUHApPHOIO IIPUMEHEHHs B Cllydae, €CIM IPOU3BOJCTBO
JIEKapCTBCHHOI'O IIpenapara i BETCPUHAPHOIO IIPUMEHEHHUS OCYILECTBISACTCA 3a IpelIenaMu
Poccuiickoit @eneparuu, Wik OTCYTCTBUE TAKOTO 3aKIFOYCHMUS.

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

KoncynprantlIntoc: mpumeyanue.
O mnopsike U cpokax OIpe/eseHHs] B3aMMO3aMEHSEMOCTH JIEKApCTB JIEKaPCTBEHHBIX MPENaparos,
3apeructpupoBanHbix 10 01.03.2020, cm. ¢1. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3aumo3aMeHsieMOCTb JIeKapCTBEHHbLIX MpenapaTtoB  AnA
MeAULIMHCKOro NpMMeHeHus

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

1. B3auMo3ameHsieMOCTb JIEKAPCTBEHHBIX NPENapaToB Uil MEAUIMHCKOIO INPUMEHEHUS
OIIpeEsAeTCs YIOIHOMOUYEHHBIM (efiepaibHbIM OpraHOM MCIIOJHUTEIBHON BJIACTH, OCYIIECTBISIOLIUM
rOCYyIapCTBEHHYIO PErMCTPAlMI0 JIEKAPCTBEHHBIX IIPENapaToB Ul MEIULUHCKOTO IPUMEHEHUs, B
paMKax OJHOTO MEXJIYHapOAHOTO HEMaTeHTOBAHHOIO (WIM XHMHYECKOr0, WM TIPyNIHUPOBOYHOIO)
HAaUMEHOBAHMsSI Ha OCHOBE 3aKJIIOUEHUS KOMMCCHM DOKCIEPTOB OKCIEPTHOIO YUPEKICHUS O
B3aMMO3aMEHAEMOCTH JICKApPCTBEHHOT'O Ipernapara JUIsi MEIUIIMHCKOTO NMPUMEHEHHs 100 O TOM, 4TO
JIEKAPCTBEHHBIN IIpenapart A1 MEAUIMHCKOTO IPUMEHEHHUs HE SIBJISETCS B3auMo3aMeHseMbIM. Llopanok
ONpEeNEIeHUsT B3aNMO3AMEHSAEMOCTH JIEKAPCTBEHHBIX IPENApaToB Uil MEIWLIMHCKOTO NPUMEHEHHUs U
dopma 3aKIIOYEHHs KOMHUCCHM HKCIEPTOB HKCIEPTHOTO YUPEKICHHUS O B3aUMO3aMEHSIEMOCTH
JICKapCTBEHHBIX MPENapaTroB Ais MEIUIMHCKOIO NPUMEHEHHs MO0 O TOM, 4YTO JIEKapCTBEHHBIN
mpernapaTr s MEIMLMHCKOIO IPUMEHEHHUs HE SBISETCS B3aUMO3aMEHSEMBIM, YCTAHABIMBAIOTCS
(benepanbHBIM OPraHOM HCHOJHHUTENBHOM BIIACTH, OCYIIECTBIISIONMM (QYHKUIMH IO BBIpAOOTKE H
peanu3ali TOCyJIapCTBEHHOM TOJIMTUKA W HOPMATHBHO-NIPAaBOBOMY pETYJIHMPOBAaHHIO B cdepe
3/paBOOXpPAHEHMUs, IO COTJIACOBAHMUIO C (elepalbHBIM OpPraHOM HCIOJHUTENIbHON  BJIACTH,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

OCYLIECTBIISIOIINM (PYHKIIMH TI0 JTMIIEH3UPOBAHUIO TPOM3BOJICTBA JICKAPCTBEHHBIX CPE/ICTB.
(B pen. ®enepanbHoro 3akoHa ot 19.10.2023 N 503-D3)

2. Komuccust 3KCIEpPTOB 3KCHEPTHOIO YUPEXKJIEHUS JAeT 3aKIIOUYEHHE O B3aUMO3aMEHSIEMOCTU
JIEKapCTBEHHOI'0 Tpernapara Al MEIULUHCKOIO NPUMEHEHUs JU00 O TOM, YTO JIEKapCTBEHHBIH
mpermapaTr Juisi MEAMIIMHCKOTO TPUMEHEHHUS He SBISIeTCS B3aMMO3aMEHSEMbIM, Ha OCHOBAaHUU
CJICAYIOUIMX KPUTEPUEB (XapaKTEPUCTHK):

1) oSKkBUBaNEHTHOCTh (MIsi OMOAHAJIOTOBBIX (OHOMOMOOHBIX) JIEKAPCTBEHHBIX MPENapaToB
(buoaHamoroB) -  COMOCTAaBUMOCTh)  KAYeCTBEHHBIX M  KOJIMYECTBEHHBIX  XapaKTEPUCTHK
(hapmareBTHYECKUX CYOCTaHIIMN MM COMOCTAaBMMOCTh aHTHTEHHOTO COCTaBa BakluH. Mcnons3oBaHue
Pa3IUYHBIX COJIeH, 23PUPOB, KOMIUIEKCOB, U30MEPOB, KPUCTAUTHUSCKUX (HOPM U APYTUX MPOU3BOIHBIX
OJTHOTO W TOTO JK€ JCHCTBYIONIETO BEIICCTBA HE SBISETCS TPEMATCTBUEM JIJIS  OINpPEICIICHUS
B3aMMO3aMCHSEMOCTH  JICKAPCTBEHHBIX IPEMapaTtoB, €CIU MpU TMPOBEJACHUU  HCCIICIOBAHUS
OMOSKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  Mpemapara WM  UCCIEAOBAaHHsS  TEPareBTUYCCKOM
SKBHBAJIEHTHOCTH JIEKAPCTBEHHOTO TperapaTa J0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAYUMBIX pa3induii
dapmakokuHeTHKU # (W) AS(G(GEKTUBHOCTH H OE30MACHOCTH JIEKAPCTBEHHOIO IIpemapara  Jils
MEIUIIMHCKOTO TPUMCHCHHS,

2) DKBUBAJICHTHOCTH JIEKapCTBEHHON (opMmbl. [0 SKBUBaJICHTHBIMU JIEKAPCTBEHHBIMU (POpPMAMU
MOHUMAIOTCSI Pa3HbIe JICKApPCTBEHHBIE (DOPMBI, MMEIOUINE OAMHAKOBBIE CIIOCOO BBEIEHHS M CIOCOO
NPUMEHEHHs, OOJaJarolfe CONOCTaBUMBIMH  (apMaKOKWHETUYECKUMH  XapaKTepUCTUKAMH |
(apMakoJIOTHYECKUM  JIeHiCTBHEM U O0ECleYMBAIOLIME TaKKe JIOCTH)KEHHE  HE00XOAUMOTo
KIuHUYecKkoro s¢¢ekra. Pa3nuums nexkapcTBEHHBIX (GOpPM HE SBISIOTCS TMPEMSATCTBUEM IS
OTIpeIeIIeHUs] B3aNMO3aMEHIEMOCTH JIEKAPCTBEHHBIX MPETapaToB, €CIH MPH MPOBEICHUN UCCIIETOBAHUS
OMODKBUBAJIICHTHOCTH  JICKAPCTBEHHOTO  Tpemapara WM  WCCIEAOBAaHHS  TEPareBTHYECKOM
9KBUBAJICHTHOCTH JICKAPCTBEHHOT'O IIpenapara J0Ka3aHO OTCYTCTBUE KIMHHYECKH 3HAYMMBIX Pa3IHuuii
dapmakokuHeTHKH © (W) 3(GGEKTUBHOCTH M O€30MacHOCTH JIEKApCTBEHHOTO IMpemapaTta il
MEIULUHCKOTO MPUMEHEHHUS;

3) PKBUBAJIEHTHOCTh HJIM COMOCTAaBUMOCTBH COCTaBa BCIIOMOTATEIbHBIX BEIIECTB JIEKAPCTBEHHOTO
mpenapara Ui MEIUIIMHCKOTO TpPHUMEHEeHHs. Pa3nmuums cocTaBa BCIIOMOTAaTEIbHBIX —BEIECTB
JICKApCTBEHHOTO TIperapaTa HE SBISIFOTCS MPEMATCTBHEM JUIS ONPEICICHUS B3aWMO3aMEHSIEMOCTH
JICKapCTBEHHbIX  IIpenapaToB, €CIM IpU IPOBEJEHUU MCCIEJOBAHUS  OMOIKBHUBAJIEHTHOCTH
JIEKapCTBEHHOT'O IpernapaTa WIM HCCIEA0BaHHs TEpareBTUUECKOW SKBHUBAJIEHTHOCTH JIEKaPCTBEHHOTO
mpernapara JI0Ka3aHO OTCYTCTBHE KIMHMYECKH 3HAYUMBIX pPa3Iuuuil (apMakOKMHETUKH M (WIIN)
3¢ GEKTUBHOCTH U OE30MACHOCTH JICKAPCTBEHHOTO Iperapara il MEeIUIUHCKOro IpuMeHeHus. [lpu
HAIMYAA KIMHAYECKH 3HAYMMBIX pa3nuiyuid  (apMakOKUHETHKH U (WiK) JPPEKTUBHOCTH U
0€30MacHOCTH JICKAPCTBEHHOTO TIpernapaTa Ui MEAMIWHCKOTO TPHMEHEHHs B3aMMO3aMEHSIEMOCTh
OIIpeIeNIAETCs ¢ yKa3aHUEM Ha UCKJIFOUYEHUE OTENbHBIX IPYI MallUeHTOB;

4) HNICHTHUYHOCTDb crocoda BBCICHUA U crnocoba MMPUMCHCHU A,

5) cooTBETCTBHE NMPOU3BOAMTENS JIEKAPCTBEHHOTO CPEACTBAa TpEOOBAaHMAM HPABUI HaJUIeKallei
IIPOU3BOJCTBEHHOM IIPAKTUKH.

3. be3 HeoOXoaMMOCTH IOKa3aTelIbCTBA OMOPKBHBAJIEHTHOCTH OCYIIECTBISICTCS OIpE/esIeHHe
B3aMMO3aMEHSIEMOCTH BOCIIPOU3BEACHHBIX JIE€KapCTBEHHBIX MTPENapaToB, KOTOPHIE:

1) mpenHazHayeHbl Ui MAPEHTEPAIBHOTO (IOAKOKHOTO, BHYTPHUMBIIIEUHOTO, BHYTPHUBEHHOIO,

HanexHas NpaBoBas MoaAepHKa www.consultant.ru CrpaHuua 58 us 162


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=459973&amp;date=24.10.2025&amp;dst=100110&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=459973&amp;date=24.10.2025&amp;dst=100110&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=191811&amp;date=24.10.2025&amp;dst=100010&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=191811&amp;date=24.10.2025&amp;dst=100010&amp;field=134&amp;demo=2
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BHYTPHUIJIa3HOTO, BHYTPUIIOJOCTHOTO, BHYTPUCYCTAaBHOTO, BHYTPUKOPOHApHOTO) BBEACHUSA U
MIPEJCTABISAIOT cO00M BOAHBIE PACTBOPHI;

2) npencTaBiIsIOT COOON pacTBOPBI AJIs NEPOPATILHOTO PUMEHEHMUS;
3) mpowusBenieHB! B OpPME MOPOLIKOB MIIH JTHO(PUIN3ATOB JUIS IPUTOTOBIICHHUS PACTBOPOB;
4) ABIAIOTCS ra3aMu;

5) SABJIAIOTCS YIIHBIMHA WJIW I'TITA3HBIMU JICKAPCTBCHHBIMU ITPEIiapaTaMu, IIPOU3BCACHHBIMU B (bopMe
BOIOHBIX paCTBOPOB;

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

7) MPeACTaBISAIOT COOOW BOJTHBIC PACTBOPHI IS CIIOIB30BAHUS B ()OPME WHTATAINN ¢ TIOMOIIBIO
HeOyrai3epa WIM B Ka4eCTBE Ha3aJIbHBIX CIIPEEB, MPUMEHSEMBIX C IMOMOIIBIO CXOJHBIX (ITOXOXHX,
AQHAJIOTUYHBIX) YCTPOUCTB (MPpUOOPOB, arnmapaToB).

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

4.  OcoOeHHOCTH OIpeNeNICHUs]  B3aMMO3aMEHIEMOCTH  OMOJIOTMYECKUX  JICKApCTBEHHBIX
IpernapaTroB, KOMOMHHPOBAHHBIX JICKAPCTBEHHBIX IMpEnapaToB (CoaepKamux KOMOWHAIMIO ABYX H
Ooyee JEUCTBYIONIMX BEIIECTB), JICKAPCTBEHHBIX TpPENapaToB IS TAPEHTEPATBHOTO NHTAHUS H
HEJO3UPOBAaHHBIX  JIEKAPCTBEHHBIX  IpenapaToB  yCTaHABIMBAIOTCS  (eaepaqbHbIM  OpraHOM
UCTIOJTHUTENIBHON BJIACTH, OCYIECTBISIIONIMM (PyHKIMHU 1O BEIpaOOTKE M pealn3aliy rocyaapCTBEHHOM
MOJIUTUKN ¥ HOPMaTHBHO-TIPAaBOBOMY PETYJIMPOBAHHIO B Chepe 3paBOOXPAaHEHUS, TI0 COTJIACOBAHHIO C
(benepanbHBIM OPraHOM HCIOJHHUTENIBHOM BIACTH, OCYIIECTBISIOMUM (DYHKIMHM O JIMIEH3UPOBAHUIO
MIPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB.

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

5. OnpegleneHI/Ie B3aMMO3aMCHACMOCTH HE OCYIICCTBIIACTCA B OTHOWICHHWH JICKAPCTBCHHBIX
PaAaCTUTCIIBHBIX IIP€IIapaToB, TOMCONATHYCCKUX JICKAPCTBCHHBIX IIPEIIapaToB.

6. (DOpMI/IpOBaHI/Ie MNEpCUHsS B3aNMMO3aMCHACMBIX JICKAPCTBCHHBIX MPEIapaToB IS MCAUITUHCKOI'O
NPUMCHCHUA OCYHICCTBIIACTCA 3KCICPTHBIM YUPCKACHUEM IMMOCPCACTBOM O6’bC,HI/IHCHI/I$I JICKApCTBCHHBIX
npenapartoB B OTACIbHBIC T'PYHIIbLI, B Ka)I(,HOﬁ N3 KOTOPBIX JICKAPCTBCHHLIC IIpCHapaThbl ABJIAKOTCA
B3aNMMO3aMCHSICMBIMMU.

7. B CJIyda€ BKIIIOYCHHA B HHCTPYKOUIO IO MCIUIOMWMHCKOMY IMIPHUMCEHCHUIO JICKAPCTBECHHOI'O
Inpcliapata Ha OCHOBAHUHU PE3YJIbTATOB COOTBCTCTBYIOIIUX I/ICCJ'IeI[OBaHI/Iﬁ IMOKa3aHui A IIPUMCHCHUA,
KOTOPBIC OTIIMYAKOTCA OT MoKa3aHui AL IPpUMCHCHUA APYTHUX JICKAPCTBCHHBIX IMPCIIAPaTOB U3 I'PYIIIBI
B3aMMO3aMCHACMBIX JICKAPCTBCHHBLIX MPCHIApPaTOB, B TCPCUYHC B3aAMMO3aAMCHACMBIX JICKAPCTBCHHBIX
npemnapaTtoB A MCAUIIUHCKOTI'O IMPUMCHCHUA OOJDKHA OBITH YKa3aHa COOTBCTCTBYIOIIAA HH(i)OpMaI_[I/ISI.

8. IlepeueHb B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX MPENaparoB Il MEIUIMHCKOTO MPUMEHEHUS
pa3Meniaercs yIOJIHOMOYEHHBIM (eiepalibHbIM OPraHOM HCIIOJHUTENIBHOMN BJIACTH, OCYIIECTBISIIOIINM
rOCyJapCTBEHHYIO PErMCTPAlUIO JICKAPCTBEHHBIX IMPENapaTroB Ul MEIULUHCKOIO NPUMEHEHHs, Ha
cBoeM o¢unumansHoM caiite B cetu "HuTepHer". WHdopmanus B nepedyHe B3aUMO3aMEHSEMbIX
JIEKapCTBEHHBIX MpPEnapaToB Il MEIUIIMHCKOTO MPUMEHEHUSI OOHOBIISETCS YKa3aHHBIM (eiepaaIbHbIM
OpraHOM HCIIOJIHUTEIBHOMN BJIACTU C YYETOM HOBBIX 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

I MCOUIUHCKOI'O TPHUMCEHCHUS W BHCECCHHBIX U3MEHEHHUI B AOKYMCHTHBI, COJCpKalIruecsd B
PETUCTPAIUOHHBIX AOOCBC HaA 3apCTUCTPUPOBAHHBIC JICKAPCTBCHHBIC MpPCrapaTbl IJid MCIUIHUHCKOI'O
MIPUMCHCHUA.

9. HO[!FIZ!OK HCIIOJIb30BaHUA I/IH(l)OpMaHI/II/I 0 B3aUMO3aMCHACMBIX JICKAPCTBCHHBIX IpCriaparax Aajid
MCIUIHUHCKOI0O MNPHUMCHCHHA MW TIOPAJOK Jadu paS'I)ﬂCHeHI/Iﬁ IIo BOIIpoCaM B3aUMO3aMCHACMOCTH
JIEKapCTBEHHBIX TIPEMapaToB Ui MEJUIMHCKOTO TPHMEHEHHUS YCTAHABIMBAIOTCA (elepalbHbIM
OpPraHOM HCIIOJHUTEIBHON BIIACTH, OCYIICCTBISIOIIMM (YHKIMM 1O BBIpAOOTKE W peanu3aluu
rOCYJJapCTBEHHOH IMOJIMTUKU 1 HOPMATUBHO-TIPABOBOMY PETYJIMPOBAHUIO B chepe 3ApaBOOXPaHEHUS, 110
COTJIACOBAaHUIO C (efepaTbHBIM OPraHOM MCIIOJHHUTEIBHON BIIACTH, OCYIIECTBISIIOIIUM (YHKIHUU MO
JIMIIEH3UPOBAHUIO TIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB.

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

KoncynprantlIntoc: npumedanue.

Cpoku  JCUCTBUSI  PETUCTPAIMOHHBIX  YIOCTOBEPEHUU  JICKAPCTBEHHBIX  NPEMapaTroB A
MEIUIIMHCKOTO TPUMEHEHUSI, KOTOphie ucTekatoT B 2024 1. npojyieHsl Ha 12 mecsnes, a B 2025 T. -
1o 31.12.2025 (ITocranoBnenue [IpaBurenscta PO ot 12.03.2022 N 353).

CraTtbAa 28. PeructpaumoHHoe yaocToBepeHne nekapcTBEHHOro npenapara

KoncynbrantlIntoc: npumeyanue.

Pazpemaercs oOpamienue B PD 3aperncTpupoBaHHBIX JIEKAPCTBEHHBIX MPENapaToB, CPOK JACHCTBUS
PETUCTPALIMOHHOTO yIOCTOBEPEHUS KOTOPBIX UCTEK B Cllydae, MpeaycMOTpeHHOM 4. 11 ¢T. 4 @3 or
30.01.2024 N 1-®@3.

Koncynpranrllntoc: npumedanwue.
C 01.01.2026 4. 1 - 3 cr. 28 He pacmpoCTPaHAIOTCS Ha MPABOOTHOIIEHHUS, BO3HUKAIOIIME TPHU
oOpallleHnH JIEKapCTBEHHBIX CPEACTB s MeaunuHckoro npumenenus (@3 ot 30.01.2024 N 1-D3).

1. PeructpanmoHHOE yIOCTOBEPEHME JIEKAPCTBEHHOI'O IpenapaTa C YKa3aHUEM JIEKAPCTBEHHBIX
¢bopM M J103UPOBOK BbLIAETCS OECCPOYHO, 33 HCKIIOUEHHEM PErMCTPALMOHHOTO YJIOCTOBEPEHMS
JIEKAPCTBEHHOI'0  IIperapaTra, BbIIaBAEMOIO CO CPOKOM JIEWCTBUS IIATh JIET, Ha BIIEPBbIC
peructpupyemsele B Poccuiickont denepannu J€KapCTBEHHbIE IIPENapaThl.

2. Tlo ucreueHMHn yKa3aHHOTO B 4YacTU | HACTOSIIEH CTaThU CpPOKa BBIAACTCS OECCPOUHOE
PEruCTPallMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOT'O TIperapara MpU YCIOBHUU TOATBEPKICHUS €ro
roCy/AapCTBEHHOW PETUCTPALIUU.

3. B ciyuae BHeceHust B cooTBeTCTBUM cO cTtarthsimMu 30 u 31 HacTosiero denepanbHOro 3akoHa
W3MEHEHUN B COJAEpIKAIIUECS B PErMCTPALMOHHOM JIOCh€ Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBII
npenapar JOKYMEHTBI, 3aTParuBaloIINX CBEJCHUS, OTPAXKEHHBIE B PETUCTPALMOHHOM YJIOCTOBEPEHUHU
JIEKapCTBEHHOTO TIperapaTa, YIOJIHOMOYCHHBIN (eepabHBI OPraH UCIIOJIHUTEIPHON BIACTH BBIAACT
HOBOE PETUCTPALMOHHOE yAO0CTOBEPEHUE JIEKAPCTBEHHOTO Ipenapara, CoepkKallee BHECEHHbIE B HETO
WU3MEHEHUSI.

(uacts 3 BBenena denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)
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Koncynsrantllntoc: npumeuanue.
C 01.01.2026 u. 4 ct. 28 yrpaunBaet cuiy (P3 ot 30.01.2024 N 1-D3).

4. B cnydae yTpaThl WM TOBPEXICHUS PETUCTPALMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOTO
mpermapaTa 1O 3asBICHHUI0O B THUCHbMEHHOW (opMe [epkaTenis WX BIaJelblla PETUCTPAIMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOIO MPENAPATA UM YIIOJHOMOYEHHOIO UMM IPYTrOro IOPHUINYECKOIrO JULa
O BblJaue AyOJIMKaTa  PErUCTPAMOHHOTO  YJAOCTOBEPEHHUS  JIGKAPCTBEHHOTO  Ipemapara
YIOJTHOMOYCHHBIN (peiepalIbHbIi OpraH HCIIOJIHUTEIHHONW BJIACTH B CPOK, HE MPEBBIMIAIONIAA JCCITH
pabouux JAHEH CO JHS MOCTYIUICHUS 3asBIICHUS, BBIJAET AyOJIUKAT PErHCTPAIMOHHOTO yAOCTOBEPEHUS
JIEKapCTBEHHOrO  Mpemapara. 3a  Bblgadyy  AyOnukaTa  PEerMCTPallMOHHOTO  YJOCTOBEPEHHUS
JICKapCTBEHHOI'0  Ipemnapara  B3MMAETCid TIOCYJapCTBEHHas  [OLUIMHA B  COOTBETCTBUM  C
3aKkoHOAaTenbCTBOM Poccuiickoit Deaepanuu o HaJIOrax u coOopax.

(uactp 4 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

Koncynsrantlntoc: npumeyanue.
C 01.01.2026 cr. 29 He pacmpocTpaHseTCd Ha MPABOOTHOIICHUS, BO3HUKAIOIINE MPU OOpaIlleHUU
JIEKapCTBEHHBIX CPeACTB i MeauuHckoro npumenenus (P93 ot 30.01.2024 N 1-D3).

Koncynsrantlntoc: npumevyanue.
Cpok perucrpanyy JeKapcTBEHHOI'O Mpernapara i BETEPUHAPHOTO MPUMEHEHMs, UCTEKAIOUINI B
2025 rony, npoasieH Ha 12 mecsaues ([locranosnenue [Ipasurenscta PO ot 12.03.2022 N 353).

Koncynprantlntoc: npumedanue.

[Tonoxxenus ct. 29 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs Ipe1oCTaBIEHUS TOC. YCIYT IpU
oOpallleHny JICKQpCTBEHHBIX CPEICTB JUIS MEIUIIMHCKOTO W BETCPUHAPHOTO IPUMEHCHUS
MOCPEJICTBOM €IMHON CcucTeMbl MW (WiIM) eauHoro Tmoprana, npumenstores ¢ 01.01.2026.
Perucrparmonsbsie ya0CTOBEPEHUS JIEKAPCTBEHHBIX MPEMApaToOB sl MEAUIIMHCKOTO PUMEHEHHUSI, Ha
OoymaxxaoM Hocutene u gyomukarel ¢ 01.01.2026 He BbIIatOTCS.

Cratba 29. loarBepxAaeHWe rocyAapCTBEHHOW perucrpauvm rieKkapcTBeHHOro
npenapara

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

Koncynprantlntoc: npumeyanue.
C 01.03.2026 B 4. 1 ct. 29 BHOCsTCS m3MeHeHHUs (P3 ot 31.07.2025 N 304-D3). Cm. Oyaymryro

PEAAKIINIO.

1. [ToaTBepkI€HHE TOCYJAPCTBEHHON PErUCTpalK JIEKAPCTBEHHOTO MperapaTa OCyLIECTBISETCS
IpU BbIJIaue OECCPOYHOTO PETUCTPALMOHHOTO YIOCTOBEPEHHS JICKApCTBEHHOTO Iperapara B Ciydae,
YKa3aHHOM B 4acTu 2 cTaThi 28 Hacrosmiero deaepasbHOro 3aK0Ha, B CPOK, HE MIPEBBIIIAOIINN COPOKa
pabounx JHEH co THS HaIpaBJICHUS IMOCPEICTBOM €IMHOT0 MOpTalia B YIIOJIHOMOYEHHBIN (perepanbHblii
OpraH HCIOJHUTEIbLHOW BIIACTH WJIM JIMYHBIA KaOWHET YMOJIHOMOYEHHOro ¢efepaibHOro opraHa
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

WCIIOHUTENbHON BJIacTM B EOUHOM CHUCTEME 3asBIICHHUS O TMOATBEPXKIEHUU TOCYAapCTBEHHON
perucTpanu  JEKapCTBEHHOTO  MperapaTa, [MOAMUCAHHOTO  YCHJICHHON  KBamU(UIIMPOBAHHOM
3JIEKTPOHHOU mojanucbio. He ocymecTBisieTcss MOATBEPkKACHUE TOCYJAapCTBEHHOM perucrpauudd B
OTHOHICHUU J'IeKapCTBCHHOFO npenapaTa JJIA BeTepI/IHapHOFO HpI/IMeHCHI/Iﬂ, HC HaXOAUBIIICTOCSA B
obpamenuun B Poccuiickoit ®dexepannu B TEUYCHHE TpeX M 0OoJjiee JIET, a TakKe B OTHOIICHUH
JIEKApCTBEHHOT'O CPEJICTBA, MPOU3BEACHHOTO C HApYyIICHHEM TPEeOOBaHUS, YCTAHOBIEHHOTO YacThio 3.7
ctatbu 71 HacTosmero denepanbHOro 3aKOHA.

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

2. 3asBlE€HUE O IMOATBEP)KIECHUU TIOCYAAPCTBEHHOW PpErucTpaluyu JEKapCTBEHHOI'O Ipernapara
HaNpaBJSIETCS.  TOCPEACTBOM  €IMHOTO TIOpTajia B  YHNOJHOMOYEHHBIH (hemepaibHBId  OpraH
WCIIOJIHUTENIbHON  BJAcTU WM JIMYHBIA KaOWMHET YIOJHOMOYEHHOro (elnepalbHOTO OpraHa
UCIIOJIHUTEJIBHOW BJIACTU B €IMHOM CHUCTEME HE paHee YeM 3a CTO BOCEMbJECAT JHEH A0 MCTedeHUs
CpOoKa JEWCTBHUsS PErucTPAalMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOrO IIpernapara W He II03]Hee
OKOHYaHUS CPOKA €T0 JIEHCTBUS.

(uactsp 2 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

2.1. Yrpatun cuny. - @enepanbubiii 3akoH ot 30.01.2024 N 1-P3.

3. IloaTBepkAE€HUE TOCYAAPCTBEHHON PErHMCTpalMU JIEKAPCTBEHHOIO IpenapaTa OCYIIECTBIISIETCS
[0 pe3yJjbTaTaM 3KCIEPTHU3bl OTHOLIEHUS OKUAAEMOW I0Jb3bl K BO3MOXKHOMY PHUCKY NPUMEHEHUS
JIEKapCTBEHHOT'O MpernapaTa Ha OCHOBAHUU PEe3yJIbTaTOB MOHUTOPHHIa 3()(HEeKTUBHOCTH M 0€3011aCHOCTH
JIEKapCTBEHHOI'O IIperapaTa, IPOBOAUMOIO JEP)KATEJIEeM WM  BIAJENBLEM PETUCTPALMOHHOIO
yIIOCTOBEpEHHsI JICKQpCTBEHHOTO Ipernapara JHUO0O0 YIOJIHOMOYEHHBIM MMM OPHIMYECKUM JIUIOM, a
TAKKXC COOTBCTCTBYIOIIUM YITOJITHOMOYCHHBIM Ci)eﬂepaﬂbHI)IM OopraHomM WCITIOJTHUTENLHOM BJIACTH B
COOTBETCTBUH € TpeOOBaHUAMU cTaThu 64 HacTosero denepaabHOro 3aKOHA.

4. K 3asBIEHUIO O MOATBEPKACHUU TOCYJApPCTBEHHOM PErucTpalvy JIEKapCTBEHHOIO Mpernapara
JUTSE MEJTUITTHCKOTO IPUMEHEHHSI IPUIIararoTCs:

1) IOKYMEHTBI, coJiepXKallue pe3yJabTaThl MOHUTOPHHTa 3(PQGEKTUBHOCTH U 0€30MacCHOCTH
JIEKapCTBEHHOI'O IIpernapaTa JJjs MEIWLUHCKOIO IPUMEHEHHUs, IPOBEIEHHOIO JEpKaTelieM WIH
BJIAJIENIbLIEM PETUCTPALIMOHHOTO YJIOCTOBEPEHMs JIEKAPCTBEHHOIO Ipenapara Uil MEIULMHCKOTO
MPUMEHEHHUS JHUO0 YIOJIHOMOYEHHBIM WM IOPUAMYECKUM JIUIIOM, MO0 Qopme, yTBEp:KICHHOU
YIOJIHOMOYEHHBIM (e/iepaIbHBIM OPraHOM HCIIOJHUTEIbHOM BIIACTH;

2) cBeleHUs O JaTe MPEIOCTaBICHUS M PETUCTPALMOHHOM HOMEpE JHIIEH3UH Ha MPOH3BOACTBO
JIEKAPCTBEHHBIX CPEACTB, WIM CBEICHUSA O JaTe IPENOCTaBICHUS M PETUCTPALMOHHOM HOMeEpe
3aKJIIQYEHUS O COOTBETCTBUM HPOM3BOAMUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAaHUSAM IIPABUI
Ha/IJIeKaIIeld MPOU3BOJICTBEHHON MPAKTUKH, WM KOMHS cepTU(UKATa COOTBETCTBUS IPOM3BOIUTEIS
JIEKapCTBEHHBIX CPEICTB JUISI MEAMLMHCKOrO TPUMEHEHHs TpeOOBaHUSIM MpaBWJI HaJJIeKallei
MIPOU3BOJACTBEHHON  MpakTUKUM  EBpa3wiicKOro  SKOHOMHYECKOI'O  COK3a,  MPEJOCTABICHHBIX
YIOJHOMOYEHHBIM (heJiepaTbHbIM OPraHOM HMCIIOJIHUTEIHHON BJIACTH B OTHOIICHHH MPOU3BOJCTBEHHON
IUIOUIAIKM  JIEKAPCTBEHHOTO Ipemnapara Uil MEJUIMHCKOrO INPHMEHEHHs, TOCyJapCTBEHHAas
perucTpanys KOTOporo MOATBEPKIAETCS B Cllydae, €CJIM IPOU3BOJACTBO JICKAPCTBEHHOTO IIpenapara s
MEIMIIMHCKOTO TPUMEHEHUs ocyulecTBigeTcs B Poccuiickoit denepanuu;

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

3) KOIINA HpeﬂOCTaBHeHHOﬁ YIOOJHOMOUYCHHBIM OpraHOM CTpaHbl IIPOU3BOAMTECIIA JTUICH3WHU Ha
MPOU3BOACTBO JICKAPCTBCHHOI'O IIpe€riapara IJjid MEAUIUHCKOTO IMPUMCEHCHUA U €€ IIEPCBOJ Ha pYCCKI/Iﬁ
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

S3bIK, 3aBEPCHHBIC B YCTAaHOBJIICHHOM [IOPSJKE, a TAaKXKe KOMUS 3aKIIOYCHUS O COOTBETCTBUHU
MIPOU3BOJIUTENS JICKAPCTBEHHBIX CPEACTB TPEeOOBAHMSAM MPABUI HAJIEXKaIIed MPOU3BOICTBEHHON
NPAaKTUKHU, WIM KOMUS CepTU(UKATA COOTBETCTBHUS IPOM3BOIUTENS JIEKAPCTBEHHBIX CPEICTB IS
MEJHUIMHCKOTO TIPUMEHEHHUS TPEeOOBAHMSAM MPABHI HAJIEKANIeW TMPOU3BOJACTBEHHOW TPAKTHKU
EBpa3uiickoro SKOHOMHYECKOTO COI033a, BBIIAHHBIX YIIOJIHOMOYECHHBIM (elepaabHbIM OpraHOM
UCTIOJTHUTEIFHON BIACTH B OTHOIICHHH MTPOM3BOACTBEHHOM IIIOIIAAKH JIEKAPCTBEHHOTO Tperapara Jls
MEIUIIMHCKOTO TPUMEHEHHs, TOCYIapCTBEHHAsT PETHCTPAIMsi KOTOPOTO MOATBEPIKAACTCS, WM KOIHS
pelieHusl  YIOJHOMOUYEHHOTo (efepalbHOrO OpraHa HCIOJHUTENBHOW BIACTH O MPOBEACHUHU
(dapManeBTHYECKOW HMHCIEKUUH TPOU3BOACTBA JIGKAPCTBEHHBIX CPEICTB JUISI  MEAMIUHCKOTO
NPUMEHEHHUsS Ha COOTBETCTBHE TPEOOBAaHHMSAM TPaBWJI HaJJIKAMIEH MPOU3BOJCTBEHHOW TNPAKTHKU
EBpa3uiickoro SKOHOMHUYECKOTO COI03a B CIydae, €CIM IMPOM3BOICTBO JICKAPCTBEHHOTO Iperapara Jjs
MEIUIMHCKOTO PUMEHEHHUS OCYIIECTBIseTCs 3a mpezenamMu Poccutickoii deneparum.

(m. 3 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

(dactp 4 B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B OTHOIIEHNU OHOJOTUYECKHX JIEKAPCTBEHHBIX MPEMapaToB Uil MEJUIIMHCKOTO IPUMEHEHHUS
3asBUTENb JOMOJHHUTEIBHO TIPEICTABISET PE3yJIbTaThl MEPONPHUSATHH, NPEIYyCMOTPEHHBIX ILIAHOM
VIPaBJICHUSI PUCKAMH, YTBEP)KIACHHBIM YIOJHOMOUYEHHBIM (hefepallbHbIM OpPTraHOM HCITOTHUTEIHHON
BJIACTH TIPH OCYLIECTBICHHM TOCYJapCTBEHHON pErucTpalyy JIEKapcTBEHHOTO IIperaparta Juls
MEIUIIMHCKOTO TIPUMEHEHHSI.

(uactb 4.1 BBennena @exnepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

4.2. K 3asBJIeHUIO O MOATBEPKACHUU I'OCYJapCTBEHHON PErMCTPALMU JIEKAPCTBEHHOIO Mperapara
JUIs. BETEPUHAPHOTO MPUMEHEHUs MPUiIararTcs JOKYMEHTBI, COJEpiKallie pe3ysibTaTbl MOHUTOPUHTA
3¢ (deKTUBHOCTH U 0O€30MaCHOCTH JIEKAPCTBEHHOIO TMpemnapara Uis BETEPUHAPHOTO MNPUMEHEHHS,
IIPOBOJIUMOIO JIepKaTeleM WM BIAJENIbLEM PETrUCTPALIMOHHOTO YIOCTOBEPEHHs JIEKapCTBEHHOTO
npernapara A BeTepUHApHOIO MPUMEHEHHs JIMOO YMOJIHOMOYEHHBIM UM IOPUIMYECKUM JIMIIOM, IO
OopMe, YTBEP)KIACHHOW YIOJHOMOUYEHHBIM (eepanbHbIM OpPraHOM HCIIOJIHUTENBHONW BIIACTH, H
JIOKYMEHTBI, YKa3aHHbIC B MyHKTaxX 1, 2 - 2.2, noanyukrax "a", "6", "k", "n" nynkra 4 yactu 3 crateu 17
Hactosmero @enepanpHOro 3akoHa. B OTHOIIEHMM HMMYHOOHOJOTMYECKHX JIEKApCTBEHHBIX
MpernapaToB JUIsi BETEPUHAPHOTO NMPUMEHEHHS HE TPEJCTABIISIOTCS CBEJICHUS, YKa3aHHbBIE B MOAIYHKTE
"k" mynkrta 4 yactu 3 crarbu 17 HacTtosimero denepaibHOro 3aKOHA. B OTHOIIEHUHU JIEKAPCTBEHHBIX
IpernaparoB ISt BETEPUHAPHOTO PUMEHEHHUS, MOJTyYEHHBIX c pUMEHEHHEM
TCHHO-UH)XEHEPHO-MOIU(UIIMPOBAHHBIX ~ OPraHM3MOB  WJIM  COJAEpXKAIIMX  TaKHe  OpraHu3MBbl,
JIOTIOJIHUTENBHO MPEACTABISAIOTCS CBEJICHUS, yKa3aHHble B yHKTe 13 wactu 3 ctathu 17 HacTosIero
denepanbHOro 3aK0Ha.
(uactp 4.2 BBenena denepanpubiM 3ak0HOM OT 04.06.2018 N 140-D3; B pen. enepalibHOro 3aK0Ha OT
02.08.2019 N 297-®3)

4.3. 3asgBuTEnb BIpaBe NPEACTABUTh C 3aABJICHUEM O TOATBEPKICHUM TI'OCYNapCTBEHHON
perucTpalyy JIEKapCTBEHHOrO IIpenapara pEeKBU3UTHI JOKYMEHTa, IOATBEPKIAOLIErO YyIUIaTy
rOCyJapCTBEHHOM MOLUIMHBI 3a IOATBEPKACHHE TI'OCYJapCTBEHHOM pETrUCTpaluu JIEKapCTBEHHOTO
npernapaTa, a TakKe BblJaBaeMble (MPeAOCTaBiIsIEMble) YIOJIHOMOYEHHBIMU (heepaabHbIMU OpraHaMu
WCIIOJIHUTENIbHOM BJIACTU JOKYMEHTHI (CBEJEHHs), YKa3aHHblEe B MyHKTax 2 U 3 4dacTu 4 HacTrosiuen
cTatbu. B ciyyae ux HenpeincTaBlieHHs YIOJHOMOYEHHBIH (eaepanbHblii OpraH HCHOIHUTENbHOM
BJIACTU 3alpalldBaeT YyKa3aHHblE JOKYMEHTHl (CBEIEHHMs) B TOpPSJKE MEXKBEJOMCTBEHHOTO
MH(POPMALIMOHHOTO B3aUMOICHCTBHSL.

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

5. B Tteuenune nsaTH pabouumx [OHEH €O JHS HaIpaBJIEHUS MOCPEICTBOM E€IUHOIO MopTaja B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

YIIOTHOMOYEHHBIN  (efepabHbIii  OpraH  HCIOJHWUTENBHON  BIACTH WM JIMYHBIA ~ KaOMHET
YIOJIHOMOYEHHOTO (pe/iepabHOr0 OpraHa MCIOJHHUTEIbHON BIIACTH B €IMHOW CUCTEME 3asiBJICHUS O
IIOATBEPKICHUHA TOCYJAAPCTBEHHOM PpETrUCTpaluy JIEKAPCTBEHHOIO IIpenapara U JIOKYMEHTOB,
COJepIKAIINX Pe3yJIbTaThl MOHUTOPUHTA 3(p(PEeKTUBHOCTH M OE30MACHOCTH JIEKAPCTBEHHOTO Ipernapara,
MPOBOAMMOIO Jep)KaTelieM WM BIAAETbLEM PErHCTPAIIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara JIM00 YIOJIHOMOYSHHBIM UMHU IOPUANYECKUM JIMIIOM, YIIOJTHOMOYEHHBIH (heepaibHblil Opra
UCTIOJTHUTEIEHON BIIACTH:

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

1) mpoBOIUT NPOBEPKY MOJIHOTHI CBEACHMM, COAEpPXKAIIMXCS B IPEICTABICHHBIX 3asiBUTEIEM
JNOKYMEHTaXx;

2) MpUHUMAET PEIICHUE O MPOBEIACHUU WIM 00 OTKa3e B MPOBEICHWUU HKCIIEPTHU3BI OTHOIICHUS
0KMJAaE€MOM TMOJIb3bl K BO3MOXXHOMY PHUCKY NMPHUMEHEHHS JIEKapCTBEHHOrO Ipernapara Ha OCHOBAaHHH
pe3yNbTaTOB  MOHUTOpPUHTa J(PQPEKTUBHOCTH U  0€30MacHOCTH  JIEKAPCTBEHHOTO  Mpemapara,
MPOBOAMMOIO JIEP/KATEIIEM WIM BJIAJEIbLUEM PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O
npemapata Ju00 YIMOJHOMOYEHHBIM MMM IOPUAMYECKUM JIMIIOM, a Takxke (eaepanbHbIM OpraHoM
WCTIOTHUTEJIbHOW BJIACTU B COOTBETCTBUHU C TpeOoBaHMsIMHU cTaThu 64 HacTosiero denepaabHOTO
3aKO0HA;

3) HampaBiseT B JUYHBIA KaOMHET 3KCIEPTHOrO YYPEXKJCHUSA B CIMHON CHCTEME IMOIINMCAHHOS
YCUJICHHOW KBaJM(PHUIUPOBAHHON AJIGKTPOHHOW TIOANUCHIO 3aJlaHMe Ha TPOBEICHHE JKCIIEPTH3HI,
MPEeTIyCMOTPEHHONH TYHKTOM 2 HACTOSIIEH 4YacTH, a TaKKe HaMpaBliIeT 3asBUTEIIO MOCPEACTBOM
€IMHOTO TOpTaja WIM B JIMYHBIA KAOWHET 3asBUTENS B €IMHOW CUCTEME MOJIMUCAHHOE YCHICHHOMN
KBUTH()UIIMPOBAHHOHN 3JICKTPOHHON TIOJITUCHIO YBEOMIICHUE O MPUHATOM PEIICHUH O BBIJIAa4e 3a/IaHus
Ha TIPOBEJCHHE YKa3aHHOW HKCIEPTH3bl JHOO 00 OTKa3e B MPOBEICHUM YKa3aHHOW HSKCIEPTH3BI C
yKa3aHHUEM IPUYUH OTKa3a.

(m. 3 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

6. B ciydae BbISIBIEGHMS HEJOCTOBEPHOCTHM M (WJIM) HEJOCTAaTOYHOCTH HWH(OpMaIUH,
coJiepKaleiics B MPeICTaBICHHBIX 3asSBUTENEM IOKYMEHTaX, YIOJHOMOYEHHBIH (eaepalbHbIid OpraH
HCIIOJIHUTENIBHOM BIIACTH HAIPABIISET 3asBUTENIO MOCPEACTBOM €IMHOIO IMOPTAJIA WIM B JIMYHBIA
KaOWHET 3asBUTENS B €UHON CHUCTEME 3alpoc 00 yTOYHEHUH yKa3aHHON MH(OpMaluu, MoIMUCaHHBIN
YCUJIEHHOM KBaJM(HUIIMPOBAHHON 3JIEKTPOHHOH MOAINHUCHIO.

(uacts 6 B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

Koncynprantllntoc: npumeuanue.
C 01.03.2026 B u. 7 ct. 29 BHOCcsTCs m3MmeHeHus: (@3 ot 31.07.2025 N 304-®3). Cm. Oyayuryio

PEAAKIINIO.

7. 3asBurenp 00s3aH HAMPaBUTh IOCPEICTBOM E€IMHOTO TOpTaja B YIOJHOMOYCHHBIN
(benepanbHBI OpraH WCHOTHUTEIBHOW BIACTH WIIH JIMYHBIN KAaOMHET YIOJIHOMOYEHHOTO (hefepaibHOTO
OpraHa MCIOJHUTENIbHOMN BJIACTH B €IMHOW CHUCTEME IMOANUCAHHBIM yCUJIEHHOW KBaJM(ULIHMPOBAHHON
JIEKTPOHHON MOJIMCHIO OTBET HA 3aIPOC YIOJIHOMOYEHHOIO (pe/lepaabHOro OpraHa MCHOJHUTEIbHON
BJIACTH, YKA3aHHOTO B YacTU 6 HACTOSAIIEN CTaThbH, B CPOK, HE MPEBBILIAIOIIUI I€BIHOCTA pa0OUYMX JHEH
CO JIHS MOJIy4EHUs YIOJTHOMOYEHHBIM (heiepabHbIM OpPraHOM HCHOJIHUTENBHOM BIACTH 3JEKTPOHHOTO
YBEAOMJIEHHSI O IOJIyYEHUHU 3asBUTENEM Takoro 3ampoca. Cpok, yKa3aHHBIM B 4acTU 5 HacTosILEH
CTaThH, NPUOCTAHABIMBACTCSA CO JIHS HAIIPABJICHUS 3asBUTEIIO ITOCPEICTBOM €IMHOIO IOpTaja WU B
JUYHBIN KaOWHET 3asfBUTENS] B €QMHOM CHCTEME TAaKOro 3ampoca A0 JHS HalpaBlIEHUS 3asBUTEIEM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MOCPEACTBOM €IMHOTO IOpTajia B YIIOJIHOMOYECHHBIN ()eiepabHbIi OpraH UCIIOJHUTEIFHOM BIACTH HITH
JUYHBIA KaOWHET YMOJIHOMOYEHHOro (heAepalbHOTO OpraHa MWCIOJHHUTEIbHOM BIacTH B €IUHOMN
CHUCTEME OTBETa Ha TAaKOW 3alpoc W HE YUYUTHIBACTCS INPU HCUUCICHUH CpPOKa MOITBEPIKICHHS
rOCYAapCTBEHHOW PEruCTpaliy JICKapCTBEHHOT' O IpernapaTa.

(uactp 7 B pen. ®enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

8. OcHoBaHMEM M1 OTKa3a B IPOBEJCHUM DSKCIIEPTU3bl OTHOLICHMS OXHMIAeMOM IOJb3BI K
BO3MO>XHOMY PHCKY IIPHMMEHEHHs JIEKapCTBEHHOI'O Ipernapara sBIIIETCS NPEICTABICHUE TOKYMEHTOB,
COJIepKAINX Pe3yJIbTaThl MOHUTOPUHTA 3(p(PEeKTUBHOCTH M OE30MACHOCTH JIEKAPCTBEHHOT'O Ipernapara,
u (WIM) B OTHOWICHMHM OWOJOTHYECKUX JIEKAPCTBEHHBIX IPENApaToOB pPE3yJIbTaTOB OCYIIECTBICHUS
MEpPOIPUATHI B COOTBETCTBUM C IUIAHOM YIMPABICHUS PUCKAMH, YTBEP’KICHHBIM YIIOJHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIOJHUTENIBHOM BIACTH MPHU OCYIIECTBIECHUHU FOCYAAPCTBEHHONW perucTpanuu
JIEKapCTBEHHOI'0 IpenapaTa, B HEIOJHOM 00beMe, OTCYTCTBHE MH(pOpPMAaLUH, MOATBEpKAatoIel (akT
yIUIaTBl ~ TOCYJApCTBEHHOM NOLUIMHBI 33  TOATBEP)KICHHE TOCYJAapCTBEHHOM  PETUCTpaLuu
JICKapCTBEHHOTO TpenapaTa, Ju00 HENpeJCTaBICHUE 3asBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha
yKa3aHHBII B dYacTh 6 HACTOSIIEH CTaThu 3alpoc YIOJIHOMOYEHHOTro (enepanbHOro opraHa
WCTIOJTHUTEIEHOW BJIACTH, a TaKXe OTCYTCTBHME B YKa3aHHBIX JIOKYMEHTaxX HH(GOpMAaIMH, KOTOpas
JIOJKHA OBITh B HUX OTpa)KeHa.

Koncynprantllmoc: npuMeyanue.
C 01.03.2026 B 4. 9 ct. 29 BHOCsATCa m3meHeHus (D3 ot 31.07.2025 N 304-D3). Cm. Oyaymryro

PECAAKIINIO.

9. DkcmepTu3a OTHOIICHHS OXHJIAEMOHW TMOJNB3BI K BO3MOXKHOMY PHUCKY NPUMEHEHHS
JIEKapCTBEHHOT'O TNpernapara B IeNsAX MOATBEPKAEHUS roCcy1apCTBEHHONW PEerucTpaluy JeKapCTBEHHOTO
npernapara MpoBOJUTCS KOMHCCHUEH AKCIEPTOB 3KCIEPTHOTO YUPEXKIEHUS B CPOK, HE MPEBBIIIAOIINI
TPUILATH PabOYHX JTHEH.

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

10. B ciryyae HeTOCTaTOYHOCTH NMPEACTABICHHBIX KCIIEPTY MAaTEPUAJIOB JUIsl a4y 3aKJIIOUYCHHUS B
JMYHBIA KaOWMHET 3asBUTENS B €IMHOW CUCTEME HAIpaBIIeTCs 3alpOC O MPEACTaBICHUN HEOOXOAUMBIX
MaTepHalioB, MOJAMMCAHHBIA PYKOBOAUTENEM (YIOJHOMOYEHHBIM JIUIIOM) SKCHEPTHOTO YUPEKICHUS C
WCTOJIb30BAHUEM YCHIICHHON KBAIM(UIIMPOBAHHOM JIEKTPOHHON TOIHCH.

(dactp 10 B pen. @enepanbuoro 3akona ot 30.01.2024 N 1-03)

11. 3asBuTenbp 00s3aH HANpaBUTh B JIMYHBIA KAOMHET 3KCHEPTHOTO YUPEXKACHUS B €IUHOMN
CUCTEME TMOJIUCAHHbIA YCHJIEHHOW KBaJU(UIUPOBAHHON 3JIEKTPOHHOHN MOJANKCHIO OTBET HA 3ampoc
9KCHEPTHOTO YUPEXKJEHHs B CPOK, HE MPEBBIIAIONIUI HIECTUAECATH padounx AHEH CO IHS MOIy4YEHUs
OKCIIEPTHBIM YYPEKIECHUEM DIIEKTPOHHOIO YBEIOMIICHUSA O TIIOJNYyYEHHM 3asBUTEIEM YKa3aHHOTO
3ampoca. Bpemsi co aHs HampaBieHUS B JIMUHBIM KaOWMHET 3asBUTENS B €IMHOM CHUCTeMe 3arpoca
HKCHEPTHOTO YUYPEXKJACHUS JO JHS HANpaBICHUS 3asBUTENIEM B JIMYHBIH KaOMHET O3KCIIEPTHOTO
YUpPEKIECHUS B €IMHOM CHCTEME OTBETA HA YKa3aHHBIN 3aIIPOC HE YUUTHIBACTCS MPU MUCUUCICHUU CPOKa
MIPOBEACHUS SKCIEPTU3bl OTHOIICHMS OXUIAAEMOM II0Jb3bl K BO3MOXHOMY PHUCKY NPHUMEHEHHS
JIEKapCTBEHHOI'O IIpernapara Ha OCHOBAaHMM JOKYMEHTa, COAEPXKALEro pe3yiabTaTbl MOHUTOPUHIA
3G HEKTUBHOCTH U 0€30I1aCHOCTH JIEKAPCTBEHHOTO Ipenapara.

(uactp 11 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

12. B cpok, He MPEeBBIMIAIONIUI MATH pabO4YMX THEH CO JHS HampaBlICHUs B JUYHBIA KaOMHET
YIOJIHOMOYEHHOI0 (peIepaabHOr0 OpraHa MCIOJIHUTENBHOM BJIACTH B €AMHOM CHCTEME 3aKIHOYEHUS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

KOMHCCHH JKCIIEPTOB IO PE3YJIbTaTaM SKCIEPTH3bl OTHOIICHHS OKUAAEMOI IOJIB3bI K BO3MOXXHOMY
PHUCKY NPUMEHEHUs JIEKapCTBEHHOTO MpenapaTa, COOTBETCTBYIOUIMN YIMOJTHOMOYCHHBIN (enepanbHbIit
opran HMCIIOTHUTEILHOM BIACTH:

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

1) OCYHICCTBIACT OUCHKY O3TOr'0 3aKIIOYCHHA JJIA ONPCACICHUA €ro COOTBCTCTBUA 3aaaHUIO Ha
IIPOBCACHUC YKaBaHHOﬁ OKCIICPTHUS3LI;

2) TpUHMMAET pEIICHUE O TMOATBEPKICHUU TOCYAapCTBEHHOW PErHCTPAlUU JIEKaPCTBEHHOTO
mpenapara Wid 00 OTKa3e B MOJTBEPXJICHUH TOCYJApCTBCHHON pErHMCTpaluu JICKApCTBECHHOTO
npernapara;

3) BHOCUT NpU HPUHATUU PEUIEHUS O TMOATBEPKIACHUM TOCYJapCTBEHHOM perucTpanuu
JIEKApCTBEHHOTO TpernapaTta CBEICHHS B TOCYJApCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEICTB M BBIAACT
3asBUTENI0 OECCPOUYHOE PETUCTPALMOHHOE YJIOCTOBEPEHME JIEKApCTBEHHOI'O Ipenaparta MOCPEICTBOM
HampaBJIeHUs Yepe3 eIUHbINA MOpTal WM JUYHBIA KaOMHET 3asBUTENS B €IMHOW CHUCTEME BBIITUCKU M3
TOCYJJapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEICTB, MOANUCAHHON yCHICHHOM KBatM(pUIUPOBAHHON
3JIEKTPOHHOU MOJIHKCHIO.

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

13. OcHOBaHMEM JUIs1 OTKa3a B MOATBEPKACHUM IOCYIapCTBEHHON PETHCTPALUN JIEKAPCTBEHHOIO
npernapara sBJISETCA 3aKIIOYEHHE COOTBETCTBYIOILEIO YIOJIHOMOYEHHOro (heAepalbHOrO oOpraHa
UCTIOJHUTENIBHOW BJIACTH O TOM, YTO PUCK NPUYMHEHHs BpeAa 3I0POBbIO UEJIOBEKA MM >KUBOTHOTO
BCJIEJICTBHE MIPpHUEMa JIEKapCTBEHHOT'O MpenapaTa npeBblmaeT 3 (HeKTUBHOCTh €r0 MPUMEHEHHUS.

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

14. B mnepuon mnpoBeneHUs NPOUEAYpbl MOATBEPKIACHHUS TOCYAapCTBEHHOW perucTpanuu
JIEKapCTBEHHOTO MpernapaTa ero odparmieHue B Poccuiickoit deaepannn He MPUOCTAHABIMBACTCH.

15. JlomyckaeTrcst oOpallleHue JEeKapCTBEHHBIX IIPEenaparoB 10 HCTEUEHHUs CpOKa TOAHOCTH,
IIPOM3BENICHHBIX B TEYEHHWE CTAa BOCBMUACCIATH KAJICHIAPHBIX JHEHW II0CJI€ JaThl NPUHATHUSA
YIOJIHOMOYEHHBIM (heZiepalibHbIM OpPraHOM HCIIOJHUTEIBHON BIIACTH PEIICHUS O IOATBEPXKACHUU
TOCYJapCTBEHHON PETUCTpalli, B COOTBETCTBHM C HH(MOpMAIMEl, COAepKallelcss B JTOKYMEHTax
PEruCTPAallMOHHOTO JOChE HA JIEKAPCTBEHHBIN MTpenapar 10 AaThl IPUHATHSA TaKOTO PEIICHMS.

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

KoncynprantlIntoc: mpumeyanue.
[Tonoxenus ct. 30 (B pen. @3 ot 30.01.2024 N 1-D3), kacarommecs: MPeAOCTABICHUS TOC. YCIyT
MMOCPEJICTBOM €TMHOM CHUCTEMBI U (WJIH) eIuHOTO TopTaia, npuMmenstores ¢ 01.01.2026.

Cratba 30. BHeceHMe u3MeHeHMM B [OOKYMEHTbl, coAepxawmecss B
perncTpauMoHHOM A0Cbe Ha 3aperucTpupoBaHHbLIM JleKapCTBEHHbLIM npenapaTr Ans
MeAUNLMUHCKOro npuMeHeHus

Koncynprantllmoc: npuMeyanue.
C 01.03.2026 B 4. 1 ct. 30 BHOCsATCA M3MeHeHus (D3 ot 31.07.2025 N 304-D3). Cm. Oyaymryro

PECAAKIIHNIO.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1. B nensx BHECEHHs U3MEHEHUH B JOKYMEHTBI, COIEpIKAIMeECs B PErMCTPAMOHHOM JIOChE Ha
3apETrUCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar il MEIULMHCKOIO IPUMEHEHHUs, AepKaTellb WU
BJIaJIENIEl] PETUCTPALMOHHOIO YJOCTOBEPEHUS JIEKAPCTBEHHOIO IIperapara MM YIOJHOMOYEHHOE UM
Jpyroe HOpUIMYECKOE JMIO (Janee B HACTOALIEH cTaThe - 3asBHUTENb) HAIPaBISIET MOCPEACTBOM
€MHOTO MOpTaja B yNOJIHOMOYEHHBIN (hefepaiabHblii OpraH HCIOIHUTEIbHOW BIACTU WM B JIMYHBIN
KaOMHET YHOJHOMOYEHHOIO (hefepaslbHOro oOpraHa MHCIHOJHMUTENbHOM BIacTH B €AMHOM cucTeMe
MOJITMCAHHOE YCUJIEHHON KBaJIM(UIIMPOBAHHOM 3JIEKTPOHHOM MOANMCHIO 3asBJICHUE O BHECEHUH TaKUX
U3MEHeHUH 1o (opMe, YCTAaHOBJIEHHOW YIMOJIHOMOYEHHBIM (heZiepalbHbIM OPraHOM HCIIOJHUTEIbHON
BJIACTH, W IIpUiaraeMble K HEMy U3MEHEHHMS B YKa3aHHbIE JOKYMEHTBI, a TaKXe JOKYMEHTBHI,
MOITBEP K IA0IIUE HEOOXOAUMOCTh BHECEHUS TAKUX U3MEHEHUIA.

(B pen. denepanpHbIX 3aK0OHOB OT 22.12.2014 N 429-03, ot 04.06.2018 N _140-®3, ot 30.01.2024 N
1-®3)

1.1. IIpu He0OXOAUMOCTH BHECEHHSI B JOKYMEHTBHI, COJIepKaIMecs B PETUCTPALIMOHHOM JJOChE Ha
3apETUCTPUPOBAHHBIN JICKAPCTBEHHBIM IIpenapar s MEIULUHCKOrO IPUMEHEHUS, W3MEHEHUI
OTHOCHUTEIIBHO MeECTa IPOM3BOJCTBA JICKAPCTBEHHOI'O IIpemnapara il MEIULHUHCKOrO NPUMEHEHMS,
TpeOyIOUINX MPOBEACHUS 3KCIEPTU3bl KAaueCTBA JIEKAPCTBEHHBIX CPEJCTB, 3asBUTENb JOMOIHUTEIHHO
HaIpaBJIIeT IOCPEACTBOM €IMHOTO TIOpTalia B yIIOJTHOMOUYEHHBIH (peiepanbHblid OpraH UCTIOIHUTEIbHON
BJIACTU WIM JIMYHBIA KaOMHET YyNOJIHOMOYEHHOro (elepajbHOro OpraHa HCIOJIHUTENIBHOM BIIACTH B
€MHOH CHCTEME:!

1) cBeneHusa o JaTe MpPelOCTaBICHUS M PETrUCTPALIMOHHOM HOMEpE JMIEH3UHM Ha MPOU3BOJICTBO
JICKApCTBCHHBIX CPCACTB, a TAKIKC KOIMUIO 3aKJIIOUYCHUA O COOTBCTCTBUU IMPOU3BOAUTCIIA JICKAPCTBCHHBIX
CpCACTB aJid MCAUIHUHCKOI0 IPUMCHCHUA Tp€6OBaHI/I$IM IpaBuJI Haz[nencameﬁ HpOI/ISBOI[CTBeHHOI\/'I
IMPaKTUKH, HIIN KOIIHUIO CepTI/I(l)I/IKaTa COOTBETCTBUA MPOU3ZBOAUTEIA JICKAPCTBCHHBLIX CPEACTB JIA
MEIUIIMHCKOTO TPUMEHEHUs TpeOOBaHMSIM MpaBWJI HaAJEXKalleld MPOU3BOACTBEHHON MPaKTUKU
EBpa3uiickoro SKOHOMHYECKOTO COI03a, BBIJAHHBIX YIOJIHOMOYEHHBIM (hefepaabHbIM OpraHOM
WCTIOJTHUTENILHON BIIACTH B OTHOIIEHUM WM3MEHEHHOW H (WJIM) JOMOJHEHHOW MPOU3BOJCTBEHHON
IUIOIIAJKA JIEKAPCTBEHHOI'O IMpenapara g MEIUUUHCKOrO IPUMEHEHUS, WIM KOIMI PELICHUS
YIIOJITHOMOYEHHOTO (PeIepajIbHOTO OpraHa MCIOJHUTEIHHOM BJIACTH O MPOBEIACHUU (apMalleBTUUECKON
HWHCIICKOWH IPOU3BOJACTBA JICKAPCTBCHHBIX CPECACTB IAJId MCIUIUHCKOI'O0 NPpUMECHCHHA Ha COOTBETCTBUEC
TpeOOBaHUSAM MpaBUJ HAJUICKAIIeH MPOU3BOJICTBEHHOM MpakTUKU EBpasuilckoro SKOHOMHUYECKOTO
CO03a B OTHOIIEHWM UW3MEHEHHOW u (WiM) JOTMOJHEHHOW MPOU3BOJICTBEHHOW IJIOMIAAKU
JICKapCTBEHHOI'0 Ipernapara Juisi MEIULMHCKOrO IPUMEHEHUS B Clly4ae, €CIM MPOU3BOIACTBO
JIEKapCTBEHHOI 0 Ipernapara ocyuiectsisiercs B Poccuiickoit denepanuu;

2) KOMHIO TMPETOCTaBICHHOW YIMOJHOMOYEHHBIM OPTraHOM CTpPaHbl MPOWU3BOAMTENS JUICH3UM Ha
MPOU3BOACTBO JIEKAPCTBEHHOIO TMpenapara g MEAUIMHCKOTO MTPUMEHEHUS U €€ MEePEeBO/l Ha PYCCKUHN
SI3bIK, 3aBEPEHHBbIE B YCTAHOBJICHHOM MOPSAIKE, a TAaKXE KOIMNHUIO 3aKIOYEHUS O COOTBETCTBUU
MIPOM3BOUTENSA JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMSIM TPaBUI HaANEXKalleld MTPOU3BOJICTBEHHON
MPAKTUKU, WIA KOMHUIO CepTH(HUKATA COOTBETCTBHSI MPOW3BOJMUTENS JIGKAPCTBEHHBIX CPEICTB s
MEIUIIMHCKOTO TIPUMEHEHUs TpPeOOBAHMSIM TMPABWI HAISKANEH MPOU3BOJCTBEHHON MPAKTUKU
EBpasuiickoro 3KOHOMHYECKOT'O COI03a, BBIJIAHHBIX YIIOJIHOMOUYEHHBIM (helepaabHbIM OpPraHOM
WCTIOTHUTEIIPHOW BJIACTH B OTHOIICHWHM W3MEHEHHOW W (WJIM) JIOMOJIHEHHOW MPOU3BOACTBEHHOM
IUIOLIA/IKH JIEKAPCTBEHHOTO MpernapaTa, Wi KOMUI0 PEeIIeHUs YIIOJTHOMOUYEHHOTO (eiepallbHOTO OpraHa
WCMIONHUTENBHONM  BIACTH O  TpoBeldeHHH  (apMaleBTHUECKONH  WHCHEKIWH  MPOU3BOJCTBA
JIEKapCTBEHHBIX CPEJCTB ISl MEIUIIMHCKOTO MPHMEHEHHS Ha COOTBETCTBHE TPEOOBAHUSAM IPaBUII
HaJUIe)KAIEed ITPOU3BOACTBEHHON NPAKTUKH EBpPa3sviICKOrO0 SKOHOMHYECKOIO COKO3a B Cilydae, €CIu
MPOU3BOACTBO JIEKAPCTBEHHOIO Mpenapara oCcylecTBisercs 3a npeaenamu Poccuiickoit @eneparuu.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(uacts 1.1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1.2. [Ipr HEOOXOUMOCTH BHECEHHS B IOKYMEHTHI, COJICPIKAIIIUECS B PETUCTPAIIMOHHOM JIOChE Ha
3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar il MEAULUMHCKOTO NPUMEHEHHUS, W3MCHEHUH
OTHOCHUTEJIBHO MOKa3aTeIel KadyecTBa JICKAPCTBEHHOTO Mpernapara il MEIUIMHCKOTO MPUMEHEHUS U
(W) METOMOB KOHTPOJISI KadyecTBa JICKAPCTBEHHOTO Tperapara s MEIUIMHCKOTO MPUMEHEHHS,
TPEOYIOIMX MPOBEACHHS SKCIEPTU3bl KaYeCTBA JICKAPCTBEHHBIX CPEJICTB, 3asBUTENb JIOMOJIHHUTEIBHO
HaMpaBlgeT MOCPEACTBOM €IMHOTO TIOpTalia B yIIOJTHOMOUYCHHBIH (peiepanbHblil OpraH UCTIOTHUTEIHHON
BIIACTH WJIA JIUYHBIA KaOWHET YMOJTHOMOUYEHHOTO (hefepalbHOr0 OpraHa HCIOJIHUTEIBHON BIACTH B
€IUHOH CUCTEME:

1) cBemeHusa o JaTe MPENOCTaBICHUS M PETUCTPAIIMOHHOM HOMEpE JIMIICH3UHM Ha TMPOU3BOJICTBO
JIEKApCTBEHHBIX CPEJCTB WJIM CBEJACHUS O JaTe MPEJAOCTaBICHUS W PErHUCTPAIMOHHOM HOMEpe
3aKIIOYEHUST O COOTBETCTBUM TPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJACTB TPEOOBaHMSIM IIPaBUI
HaJJIexalled MpOU3BOJCTBEHHOW MPAKTUKU WU KOMHUIO CepTH(HKATa COOTBETCTBHUS MPOU3BOIUTENS
JIEKapCTBEHHBIX CPEICTB JUISI MEAUIMHCKOTO TPUMEHEHHs TpeOOBaHMSIM MPAaBHI HaJJIeKaIICH
MIPOU3BOJICTBEHHON MpakTUKU EBpa3zuiickoro sKOHOMUYECKOTO COI03a, BBIAHHBIX (TIPEIOCTaBICHHBIX)
YIOJHOMOYCHHBIM (pelepalIbHbIM OPTraHOM HCTIOJTHUTEIHLHOW BIACTH B OTHOIIECHUH MPOU3BOJICTBEHHOM
IJIOMIAIKK JICKAPCTBEHHOTO TIperapara, B Ciydae, €CIM MPOU3BOJICTBO JIEKAPCTBEHHOIO Mperapara
ocymiecTBisiercs B Poccuiickoit denepanuy;

2) KOMHUIO MPEeAOCTABICHHON YMOJIHOMOYEHHBIM OPTaHOM CTpaHbl NMPOU3BOAMTEINS JIMLEH3UU Ha
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O Mpernapara A MEAUIMHCKOIO IPUMEHEHUS U €€ NIEPEBOJ] Ha PYCCKUM
S3bIK, 3aBEPECHHBIC B YCTAHOBJICHHOM [OPAJKE, a TAKXKE CBEICHUSA O Jare IMpPEJOCTaBICHUSA U
PErMCTPAllMOHHOM HOMEpPE 3aKJIIOYEHUS O COOTBETCTBUM INPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM TMpaBWJI HaJUIeKaIled MPOU3BOACTBEHHON NPAKTHKU, WJIM KOMHUIO cepTu(uKara
COOTBETCTBUS MTPOU3BOAUTEIIS JIEKAPCTBEHHBIX CPEJCTB JJI1 MEJUIIMHCKOTO IPUMEHEHHs TPeOOBaHUIM
IIpaBWJI HAJUIE)KalIeW MPOM3BOACTBEHHON NPAKTUKY EBpa3uiickoro 5KOHOMHYECKOTO COI03a, BBITAaHHBIX
YIOJIHOMOYEHHBIM (pe/iepajIbHbIM OPraHOM UCIIOJIHUTENILHON BJIACTH B OTHOIICHUH MPOU3BOICTBEHHOMN
IJIOIIAJKK JIEKAPCTBEHHOI'O IIperapara, WM CBEIACHUS O AAaTe NPEJOCTaBICHUS U PETMCTPALIOHHOM
HOMEpE pPELIEHUs] YIOJIHOMOUYEHHOTO (elepalibHOT0 OpraHa HCIOJHUTENIBHON BJIACTH O MPOBEACHUU
(apmanieBTUUECKON HMHCIEKIMH TMPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB JUISI MEIULHUHCKOTO
IIPUMEHEHHUsS Ha COOTBETCTBHE TpeOOBaHMSAM MpaBWJI HaJJIeXKALeH MPOU3BOJCTBEHHOM NpPaKTUKU
EBpa3uiickoro  3KOHOMMYECKOIO  COI03a, €CIM  IPOM3BOACTBO  JIEKAPCTBEHHOI'O  IIpernapara
OCyILIeCTBIsIeTCA 3a npeaenamu Poceuiickon @enepannu.

(dactb 1.2 B pen. ®enepansHoro 3akona ot 30.01.2024 N 1-03)

1.3. Ilpunstue pemnieHuss 0 BHECEHWH HM3MEHEHHMM MM 00 OTKa3e BO BHECEHHHM W3MEHEHUU B
JIOKYMEHTBI, COJIepXkalIMecsl B PErUCTPAllMOHHOM JIOCh€ Ha 3apEeTrHCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npemapaTr JUisi METUIMHCKOTO IMPUMEHEHMs, B Cllydae HEOOXOAMMOCTH MPOBEACHUS HKCIEPTU3HI
KauecTBa JICKAPCTBEHHBIX CPEJCTB U (UJIH) SKCIIEPTU3bI OTHOLICHHS 0KHIaeMOM MOJIb3bI K BO3MOKHOMY
PUCKY TIPUMEHEHUS JIEKAPCTBEHHOI'O Iperapara i MEAULUMUHCKOIO MPUMEHEHHS OCYILECTBISETCS B
CPOK, HE TMPEBBIMAINMN MMATHASCATH pabdoYnMX MJHEH, a B OCTAIBHBIX CIIy4asX B CpPOK, HE
MPEBBIIAONINN JlecaTh paboymx MHEH CO [OHsS HampaBleHUs IOCPEICTBOM €IMHOrO IopTaja B
YIIOJITHOMOYCHHBI  (he/lepaibHBIA ~ OpraH  HMCTIOJHUTEIBHOW  BIIACTH WM  JUYHBIA  KaOWHET
YIOJIHOMOYEHHOTO (hefiepaibHOr0 OpraHa MCHOJHUTENbHOM BJIACTH B €IMHOM CHCTEME 3asiBICHUS O
BHECEHUM TAKUX U3MEHEHHUM.

(uactp 1.3 BBenena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. enepaibHOro 3aK0Ha OT
30.01.2024 N 1-®3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1.4. YnonHomoueHHBIN (efepanbHbIi OpraH HCHOJHUTENBHON BIIACTH C YYE€TOM pe3yiIbTaToOB
(hapmakoHaa30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPENICTB, HAXOIAIIUXCA B TPAXKIAHCKOM
000pOTE, YCTAHOBJICHHBIM TPEOOBAHMSIM K MX KAueCTBY B TEUEHHE NECATH pabOYuX IHEH CO IHS
MOCTYIUIEHUSI COOTBETCTBYIOIICH HH(OpManMu pa3meniaeT Ha CBOeM O(QUIMAILHOM CalTe B CETH
"NnTepHer" cBeneHuss 0 HEOOXOJUMOCTH BHECEHHUS B MHCTPYKIMIO 10 MEIULHWHCKOMY MPUMEHEHHIO
JIEKAPCTBEHHOr'0 IIpenapara U3MEHEHUl B OTHOLIECHUU CBEACHUI O IMOKA3aHUAX ISl IPUMEHEHUS U
MPOTUBOMOKA3aHUSAX Ui TMPUMEHEHHS JICKapCTBEHHOTO TMperapara, BBISIBJICHHBIX MOOOYHBIX
JNEUCTBUSX, HEKENATENbHBIX pPEaKIUsAX MPU NMPUMEHEHUH JIEKaPCTBEHHOIO MpernapaTa U HarpaBiseT
MOJNUCAHHOE YCHIICHHOW KBAIH(DHUIIMPOBAHHON 3JIEKTPOHHON TMOIMKCHIO YBEIOMIICHHE B JIMYHBIN
KaOMHET 3asBUTEINISI B €IUHON CHUCTEME, a TaKKe B JIMYHBbIC KAOWHETHI 3asBUTENICH B €IUHOIN CUCTEME,
ABJISIOIINXCS IEP/KATEISIMU WU BIAJEIbIIAMU PETUCTPALIMOHHBIX YIOCTOBEPEHU B3aMMO3aMEHIEMbIX
JIEKapCTBEHHBIX MPENapaToB (WM YIOJIHOMOYEHHBIX MU APYTUX IOPUINYECKUX JIHII).

(uacts 1.4 BBenena denepanbHbiM 3ak0HOM OT 27.12.2019 N 475-D3; B pen. @enepalbHOro 3aK0Ha OT
30.01.2024 N 1-®3)

Koncynprantlntoc: npumeyanue.
C 01.03.2026 B 4. 1.5 c1. 30 BHOCsTCS M3MeHeHus: (P3 ot 31.07.2025 N 304-D3). Cm. Oyayuryto

PEAAKIINIO.

1.5. JlepkaTenb WM BiaJIeel] pErUCTPALIMOHHOIO yIOCTOBEPEHUS JIEKAPCTBEHHOTO IMpernapara, a
TaKKe JIepXKATeNH WIM BIIAAETbIbI PETUCTPAIMOHHBIX YJAOCTOBEPEHUHN JIEKAPCTBEHHBIX MPENapaToB
(WM ynoJTHOMOYEHHBIE UMU JIPYTHE IOPUIUYECKUEC JIUIA), KOTOPHIE SBJISIOTCS B3aWMO3aMEHSIEMBIMH,
00s13aHbI HANPABUTh B JIMYHBI KaOWHET YIOJHOMOYEHHOTO (eaepalbHOr0 OpraHa MCIOJHUTEIbHOMN
BIIACTH TOJANUCAHHBIE YCHJIEHHBIMU KBAJTU(UIMPOBAHHBIMH 3JEKTPOHHBIMU TOJMUCSIMU 3asSBICHUS O
BHECEHMM WM3MEHEHMM B  JIOKYMEHTBI, COJEp)Kallhecs B  PErUCTPALMOHHBIX  JIOCh€  Ha
3apEeTUCTPUPOBAHHBIC JICKAPCTBEHHBIC MpenapaThl Uisi MEIUIMHCKOTO NPUMEHEHHUS, B OTHOIICHUH
CBEJICHUH, YKa3aHHBIX B MHCTPYKIIUU MO MEAUIIMHCKOMY NMPUMEHEHHIO JICKAPCTBEHHBIX IMpenapaToB, B
TEYECHUE COpOKa paboumx JHEH CO JHS TIOJYYCHHUsS YIOJHOMOYECHHBIM (eepaabHbIM OpPraHOM
WCTIOTHUTEIIBHOW BIIACTH AJICKTPOHHOTO YBEIOMJICHHS O TOJYYCHHUM Jep)KaTelieM WJIW BIaeiIbIeM
PETUCTPAIIMOHHOTO YIOCTOBEPEHHsI JICKAPCTBEHHOTO TpernapaTa (MiIu yHNOJHOMOYEHHBIM UM JPYTHM
IOPUIMYECKUM JIMIIOM) MH(pOpMaIuy, ykazaHHoi B yactu 1.4 Hactosmei crateu. [lanHoe TpeGoBaHue
HE pacmpocTpaHseTCs Ha Ccllydal BHECEHHUS B HWHCTPYKIHUIO 10 MEIULIUHCKOMY TPUMEHEHHIO
JIEKApCTBEHHOT'O TIpenapara HW3MEHEHWW B OTHOIICHUH HOBBIX T[IOKAa3aHUW I TPUMEHEHUS
JIEKApCTBEHHOTO MperapaTa Ha OCHOBAHUH PE3YJIbTaTOB COOTBETCTBYIOIIMX MCCIICIOBAHMIA.

(dactp 1.5 BBenena denepabHbIM 3akOHOM OT 27.12.2019 N 475-03; B pen. denepaibHOrO 3aK0HA OT
30.01.2024 N 1-®3)

2. Pemienue o mpoBEIEHUM SKCIEPTH3bl KAYECTBA JICKAPCTBEHHBIX CPEACTB U (WIJIM) HKCHEPTH3BI
OTHOILIEHUS OKHUJAEMOM IOJb3bl K BO3MOKHOMY PUCKY IIPUMEHEHUS JIEKapCTBEHHOI'O Ipernapara it
MEJULUHCKOTO IPUMEHEHUS IPUHUMAETCS B COOTBETCTBUU C YTBEPKIACHHOW YIIOJIHOMOYEHHBIM
dbenepaibHBIM OpPTaHOM HCIIOJTHUTEIBHOM BJIACTH KJaccUbUKAIMEH W3MEHEHWH, BHOCHUMBIX B
JOKYMEHTBI, COAEpPKALIUECS B PETHCTPALMOHHOM JIOChE€ Ha 3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar.

(uactsb 2 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

3. 3agBureib BIIpaBC INPpCACTAaBUTL II0 COOCTBEHHOM HMHUOUATUBE BMECTC C 3as4ABJICHUCM O
BHECCHUU N3MEHEHHUH B AOKYMCHTEI, CoACpKaImurecs B PEruCTpaiuOHHOM J0OChEC Ha
SapeI‘I/ICTpI/IpOBaHHBII\/’I HeKapCTBeHHBIﬁ npemnapar mjid MECOAUIUHCKOIO TNPHUMCHCHUSA, PEKBU3HTHL
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

JOKYMEHTOB, MOJATBEPKAAONIMX YIUIATy TOCYJapCTBEHHOW MOUUIMHBI 33 BHECEHUE B JOKYMEHTBHI,
COZEpKAIIMECA B PETMCTPALMOHHOM JOChE HAa 3aPErMCTPUPOBAHHBINA JIEKAPCTBEHHBINA IIpernapar st
MEIUIIMHCKOTO TIPUMEHEHUS, W3MEHEHUMW, TPEeOYyIOMMX MPOBEACHUS SKCIEPTU3bI JIEKAPCTBEHHBIX
CPEICTB B YaCTH JKCHEPTH3bl KauecTBa JIEKAPCTBEHHOTO CPEACTBA M (MJIM) HKCIEPTU3BI OTHOIICHHS
0XKMJAAEMOM TIONB3bl K BO3MOKHOMY pHCKY NPUMEHEHHMS JIEKQpCTBEHHOrO mpemapara Jist
MEJIMLUHUHCKOr0 NPUMEHEHUS, TOCYJaPCTBEHHOM NOLJIMHBI 32 BHECEHUE B IOKYMEHTBI, COJIEpKaIUECs B
PErUCTPAllMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM mpenapar Ajas MEIUIMHCKOTO
MIPUMEHEHHUS, U3MEHECHUN, He TPEOYIOIUX MPOBEACHHS SKCTIEPTU3HI JICKAPCTBEHHOTO CPEJCTBA, a TAKKE
BbIIaBacMble (TIPEIOCTABIISIEMbIC) YIOJTHOMOYCHHBIMU (DelepabHBIMH OpPTaHaMU HCIIOJTHUTEIHHON
BJIACTH JOKYMEHTHI (CBelEHHUs), yKa3aHHbIe B uacTax 1.1 m 1.2 Hacrosimieit crathu. B ciayuae ux
HETIPECTABICHUS YIIOJTHOMOYEHHBIN (eepanibHblid OpraH HMCIOJHUTEIHPHOW BIACTH 3allpalliBacT
yKa3aHHble  JOKYMEHThl  (CBEICHHs]) B IOpSAIAKE  MEXKBEIOMCTBEHHOIO  HHGOPMAIMOHHOTO
B3aUMO/ICHCTBUSI.

(B pen. @enepanbHbix 3ak0HOB 0T 27.12.2019 N 478-D3, ot 30.01.2024 N _1-D3)

4. B Teuenue nsATH paboumx THEH CO JAHS MOCTYIUICHUS YKAa3aHHOTO B 4acTH | HACTOSIIEH CTaThu
3asiBJICHUS W HEOOXOJWMBIX JOKYMEHTOB YIOJHOMOYCHHBIH (eIepalbHBI OpraH HCIIOJHUTEIHHON
BJIACTH:

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

1) MMPOBOAUT MPOBEPKY MOJHOTBI U TOCTOBECPHOCTU CBCHCHHﬁ, COACPpKAINXCA B MPEACTABICHHBIX
3asABUTCIICM MaTCpUaJIax;

2) mNOpUHUMAET pEIIeHHE O TPOBEICHUM YKa3aHHBIX B YaCTU 2 HACTOALIEH CTaTbU
COOTBETCTBYIOIINX SKCTIEPTU3 JICKAPCTBEHHOTO CPEJICTBA UM 00 OTKa3e B UX NMPOBEJCHUY;

3) HampaBisieT B JMYHBIA KaOMHET 3asBUTENS B €JUHOW CHCTEME MOJNHCAHHOE YCHJICHHOMN
KBAJIM(HULIUPOBAHHON 3JIEKTPOHHOM MOANUCHIO YBEIOMJICHHE O IPHUHATOM DPELICHUHM WIH B Cllydae
NPUHATHUS pelIeHuss o0 OTKa3e B MPOBEIEHUM COOTBETCTBYIOIIEH SKCHEPTU3bl C yKa3aHUEM NPUYUH

TaKOI'0 OTKas3a.
(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N_1-P3)

4.1. B cmyuyae BBISBJICHHS HEIOCTOBEPHOCTH CBEIEHHUH, CONEPKAIIUXCS B MPEICTABICHHBIX
3asBUTEJIEM MaTepHaliaX, yIIOJHOMOYCHHBIN (hefiepallbHbId OpTaH UCTIOTHUTEIBHOM BIIACTH HAIIPABIISET
B JIMYHBIA KaOMHET 3asBUTENS B €IUHOM CHCTEME 3ampoc 00 YTOYHEHHHM YKa3aHHBIX CBEICHUM,
TIOJINTMCAaHHBIN YCHIICHHOW KBAMN(UIMPOBAHHOW SJIEKTPOHHOH MOJIIHCHIO.

(uactb 4.1 B pen. denepanphoro 3akoHa oT 30.01.2024 N 1-D3)

4.2. 3asBuTens 00s3aH HAMPABUTH B JIMYHBIA KaOWHET YIOJHOMOYEHHOTO (perepabHOr0 opraHa
WCIIOJIHUTENIbHOM BJIacTU B €AMHOM CHCTEME MOANKUCAHHBIM YCHWJIEHHOW KBalU(QUIMPOBAHHON
AJIEKTPOHHON MOJAMKUCHI0 OTBET Ha 3alpoC YIMOJIHOMOUYEHHOTO (eiepalbHOr0 OpraHa MCIOJIHUTEIbHON
BJIACTU B CPOK, HE IPEBBIIAIOIIMIN JEBIHOCTA pabO4YMX JHEH cO JHSA MOIYy4EHHUS YIOJHOMOUYEHHBIM
(denepanbHBIM OpPraHOM HCIOJHHUTENbHOM BJIACTH 3JEKTPOHHOTO YBEAOMIJIEHHS O TIOJyYeHHUH
3asiBUTENIEM AaHHOTO 3arpoca. Cpok, yKa3aHHbBIN B 4acTU 4 HACTOSIIEN CTaThbH, IPUOCTAHABIMBAETCS CO
JHS HalpaBJICHUs B JIMYHBIM KaOMHET 3asBUTEN] B €IMHOM cHUCTEME 3alpoca YHIOJHOMOYEHHOI'O
(denepaTbHOTO OpraHa WCHOJHHUTENBHOM BIIACTH JO JHSA HampaBlIeHHWS B JIMYHBIA KaOWHET
YIOJHOMOYEHHOTO (pe/iepalibHOTO OpraHa HCIOJHUTENbHOM BIacTHM B €IWHOM CHCTEME OTBETa Ha
JAHHBIN 3aIPpOC U HE YYUTHIBACTCS IIPU MCUUCICHUH CPOKA IPUHATHS PELICHHUs O BHECEHUN N3MEHECHUN
B JIOKyMEHTBI, COJEpPKALINECs] B PETHCTPALIMOHHOM JIOChE HA 3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIN
npenapar s MEAULUHCKOTO IIPUMEHEHUS.
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(uacts 4.2 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. OcHOBaHuUEM [UIsl OTKa3a B NPOBEJACHUM YKa3aHHBIX B 4acTH 2 HACTOSAILIEH CTaThbU JKCIEPTHU3
ABJBICTCA NPCACTABIICHUC JOKYMCHTOB, ICPCYNCIICHHBIX B HaCTAX 1u3 HaCTOHIHefI CTaThbHu, B HCIIOJTHOM
o0beMe, HENpeJCTaBICHUE 3asBUTEIEM B YCTAaHOBJIEHHBIH CPOK OTBETa Ha yKa3aHHbIA B yacTu 4.1
HACTOSIIEH CTaThU 3alIPOC YIOJHOMOUYEHHOTO ()e1epalIbHOrO OpraHa UCIIOJIHUTENILHON BIACTH, a TAKKe
OTCYTCTBUE€ B  IPEACTaBICHHBIX JOKYMEHTAaX JOCTATOYHBIX CBEICHHUM, IOATBEPKAAOIINX
HE00XO0IMMOCTh BHECEHHS U3MEHEHHH, WM OTCYTCTBHE MH(OpMALUY, TOATBEepKAatoIIel (HakT ymiaThl

roCy/IapCTBEHHBIX MMOIUINH, YKa3aHHBIX B YAaCTH 3 HACTOSAIIEH CTAaThH.
(B pen. @enepanbubix 3aKkoHOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-D3)

6. YKa3aHHbIE B 4YacTH 2 HACTOSIIEH CTaTbU 3KCIEPTU3BI IPOBOIATCS B MOPSAKE, YCTAHOBIEHHOM
cratbeil 23 Hacrosero denepaabHOro 3aKOHa.

7. B cpok, He IMPEBBILIAIOIIMN IATH PabOYMX AHEW CO JHS HaNpaBJIECHUS MOCPEICTBOM €IUHOTO
nopTaja B YNOJHOMOYEHHBIH (eaepanbHblii OpraH HMCIOJHUTEIBHON BIACTH WM JIMYHBIA KaOWHET
YIIOJIHOMOYEHHOTO (pe/IepalbHOr0 OpraHa MCHOJIHUTENBHOM BJIACTH B €IMHOM cHCTEME MOJMHCAHHBIX
YCUJICHHBIMH KBaJU(HUIIMPOBAHHBIMU AJIEKTPOHHBIMH TOANHUCAMH 3aKIIOUYEHUH KOMHUCCHHA SKCIEPTOB
0 pe3yJIbTaTaM YKa3aHHBIX B YaCTH 2 HACTOSIICH CTAaThH SKCIIEPTU3, YIIOJTHOMOUYCHHBIH (eepaabHbIi
OpraH UCHOJIHUTEIBbHOMN BIACTH:

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

1 ) NpUHHUMACT PCHICHUE O BHECCHUU U3MEHEHUI B AOKYMCHTBI, COJACpKallueca B
PErUCTpaluOHHOM JOChC Ha 3apeFHCTpHpOBaHHBIﬁ JICKE[pCTBGHHBIfI npenapar mie MCIUIHUHCKOI'O
MIPUMCHCHUSA, UIIN 00 0TKa3e BO BHCCCHUU TAKHUX HSMGHGHHﬁ;

2) BHOCHT B TOCYJapCTBEHHBIH PEECTp JEKapCTBEHHBIX CPEICTB HAa OCHOBAHWU PELICHUS O
BHECCHUU N3MEHEHUH B JOKYMCHTEI, CoZCpKaImurec, B PEruCTpaiuOHHOM JOChE Ha
3aperHCTPUPOBAHHBIN JIEKAPCTBEHHBIA MperapaT A MEIUIMHCKOTO IMPUMEHEHUs, HEe00XOIUMbIe
U3MEHEHMS;

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

3) BbLIAET 3asBUTENI0 HOBOE PETUCTPALMIOHHOE YAOCTOBEPEHHUE JIEKApCTBEHHOIO IIpernapara B
cllydae M3MEHEHMsI CBEIECHUM, COIAEpKAIMXCS B HEM, ITyTEM HaIpaBJICHUs 3asBUTENIO MOCPEICTBOM
€IMHOT0 MOpTaJia UM B JIMYHBIM KaOWHET 3asBUTENS B €JUHON CHCTEME BBIMUCKH U3 TOCYIapCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEACTB, IOJANUCAHHOM YCHUJIEHHOW KBalIU(UIUPOBAHHON 3IIEKTPOHHOMN
MOJITHUCHIO.

(n. 3 BBenen denepanpHbiM 3akoHOM oT 22.12.2014 N 429-03; B pen. PeaepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

8. OcHoBaHMEM /i1 OTKa3a BO BHECEHMM W3MEHEHHUH B JOKYMEHTBI, COJIEpKalluecsl B
PErMCTPAallMOHHOM JIOChE Ha 3apEerHCTPUPOBAHHBIM JICKAPCTBEHHBIM Ipenapar I MEIUIMHCKOTO
MPUMEHEHHUS, SIBISIETCA 3aKIIOYCHHE YIOJIHOMOUYEHHOro (efepaibHOro OpraHa MCIOJIHUTEIbHON
BIIACTH O BO3MOKHOCTH CHUKEHHsI 0€30MacHOCTH, KauecTBa, 3((HEKTUBHOCTH JIEKAPCTBEHHOTO CPEICTBA
B Clly4ae BHECCHUS TaKUX U3MECHECHUM.

9. Jlonmyckaerca oOpallleHue JIEKapCTBEHHBIX IPENapaToB I MEAMLIMHCKOIO MPUMEHEHUsS [0
HCTEUEHHUs CPOKa TOAHOCTH, MPOU3BECHHBIX B TEUEHHUE CTA BOCBbMUAECATH JHEH MOCie AaThl IPUHATUS
YHOJHOMOYEHHBIM (pe/iepalIbHbIM OPraHOM HCIIOJHUTENIbHOM BJIACTH PEIICHHS O BHECEHUU MU3MEHEHHM
B JOKYMEHTBl, COAEp)KallMecs B PErUCTPALIOHHOM JIOChE, B COOTBETCTBMM C HH(pOpMalueH,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

coiepiKalleiics B JOKyMEHTaX PETrUCTPAllMOHHOTO J0Ch€ Ha JIEKAPCTBEHHBIM Mpenapar 10 JaThl
MIPUHATHUS TAKOTO PEILICHHS.
(dactp 9 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

10. TIlpaBurtensctBo Poccuiickoii @Penepanuu BIpaBe YCTaHOBUTb OCOOEHHOCTH BHECEHUS
W3MEHEHUNM B JOKYMEHTBI, COJEp)KAIUecs B PETUCTPALMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIN
JICKapCTBEHHbIM ImpenapaT s MEAMLUHCKOTO NPUMEHEHUs, B ciydae JeQeKTypbl WIM pHUCKa
BO3HUKHOBEHUS Je(PEKTypbl JIEKAPCTBEHHBIX NpEnapaToB B CBS3U C BBEJCHMEM B OTHOIICHUHU
Poccuiickoii denepanuu OrpaHUYUTENIBHBIX MEP SKOHOMUYECKOIO XapaKTepa.

(uactp 10 BBenena @exnepanbubiM 3akoHOoM OT 08.03.2022 N 46-D3)

Koncynprantlntoc: npumeyanue.
[Tonoxxenus ct. 31 (B pen. @3 or 30.01.2024 N 1-®3), kacaromuecs: NpeaoCTaBICHUS TOC. yCIyT
MOCPEACTBOM €IMHOr0 nopTtaia, npuMmensarTes ¢ 01.01.2026.

Cratba 31. BHeceHMe u3MeHeHMM B [OOKYMEHTbl, cojepxawmuecsa B
perMcTpauMoHHOM [0Cbe Ha 3aperucTpMpoBaHHbIM NeKapCTBEeHHbIM npenapaTt And
BeTePUHAPHOIro NPpUMeHeHuUsA

1. B nensx BHeceHUs M3MEHEHHUH B JOKYMEHTHI, COJEp KaIlhecs B PErHCTPAIMOHHOM JIOChE Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar [jsi BETEPUHAPHOTO NPUMEHEHUs, AEep:KaTeib WU
BJIaJI€JIEl] PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IpernapaTa WIM YHNOJHOMOYEHHOE UM
Jpyroe HOpUIMYECKOE JIMIO (Janee B HACTOALIEH cTaThe - 3asBUTENb) HAIPaBIISIET MOCPEACTBOM
€IMHOI0 IopTaja B YIOJHOMOYEHHBIH (erepalibHblii OpraH HCHOJIHUTEIbHOW BJIACTU MOINHCAHHOE
YCUJICHHOW KBaJM(DUIIMPOBAHHOMN AJIEKTPOHHOMN MOAMKCHIO 3asBJIEHNE O BHECEHUU TaKUX U3MEHEHUM T10
¢dbopMe, YCTaHOBJICHHON YIMOJHOMOYEHHBIM (efepaibHbIM OPraHOM HCIIOJTHUTEIBHOW BIIACTH, U
MpujiaraeMble K HEMy U3MEHEHHS B yKa3aHHbIE JOKYMEHTBI, a TAKKe JOKYMEHTbI, MOJATBEPKAAOIINE
HEOOXOMMOCTh BHECEHHUS Takux u3MeHeHH. Ilpm HEoOXOOMMOCTH BHECEHHsS HM3MEHEHUH B
JIOKYMEHTBI, COJIepKalllecs] B PEruCTPallMOHHOM JO0ChE€ Ha 3apeTrMCTPHUPOBAHHBIN JIEKAPCTBEHHBIN
mpernapar s BETEpPUHAPHOIO MPUMEHEHMs, B Clay4yasX W3MEHeHMss U (WiIM) JOIOJIHEHUs
MIPOM3BOJICTBEHHON IJIOMIAJKHU JEKApCTBEHHOTO CPENICTBA, a TaKKe M3MEHEHUs IMoKa3aTelel KauecTBa
JIEKapCTBEHHOTO Tpemnapara Jisi BETEPUHAPHOTO MpPUMEHEHUS U (WJIM) METOAOB KOHTPOJIS KadyecTBa
JIEKApCTBEHHOT'0 Ipenapara sl BETEpUHAPHOTO NMPUMEHEHHUSI 3asiBUTENb JIONOJHUTEIBHO HAIpPaBIISET
MOCPEACTBOM €IMHOTO IMOpTaja B YIMOJTHOMOYEHHBIH (efepanbHbIi OpraH HCIOJTHUTEIHLHONW BIIACTH
CJIeIYIOIINE JOKYMEHTHI (CBEJICHUS ):

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

1) cBeneHus o jaTe MPeJOCTaBIECHUS U PETHCTPALMOHHOM HOMEpE JIMIEH3MHM Ha MPOMU3BOJCTBO
JICKapCTBEHHBIX CPEJACTB, MPEJOCTaBIEHHONW IPOU3BOAMUTENIO JIEKAPCTBEHHOrO IpemnapaTta Jajs
BETEPUHAPHOT'O NPUMEHEHMS, VISl POCCUHCKUX IIPOU3BOAUTENEH;

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-D3)

2) cBelleHUs O JlaTe MPEIOCTaBJICHUS U PETUCTPAIMIOHHOM HOMEpE JHIICH3UM Ha MPOU3BOJICTBO
JIEKApPCTBEHHBIX CPEJACTB, MPEIOCTABICHHON MPOU3BOAUTENO (hapMalleBTUUECKOW CyOCTaHIINH,
BXOJSIIEH B COCTaB JIEKAPCTBEHHOT'O Tperapara Il BETEPUHAPHOTO MPUMEHEHUs, I POCCHUCKUX
MIPOM3BOIUTENICH;

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-D03)

3) KOImUusd AOOKYMCHTA, BBIJAHHOI'O YIIOJITHOMOYCHHBIM OpPraHOM CTpaHbl TPOU3BOAUTCIIA IJIA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Ka)KJI0M MPOU3BOJCTBEHHOM IJIOIIAIKH JIEKAPCTBEHHOT'O MpernapaTa Jisi BETEpUHAPHOTO IPUMEHEHUS U
MOATBEPKIAOIIETO COOTBETCTBUE IMPOU3BOIUTENS JIEKAPCTBEHHOTO IMpemnapara TpeOOBaHUSAM MPABHII
HaJUICKAIEH IPOU3BOJICTBECHHONW IPAaKTUKHA, M €r0 IEepeBOJ] Ha PYCCKUU A3BbIK, 3aBEPCHHBIE B
YCTaHOBJICHHOM TIOPSIJIKE, a TAKXKE KOMUS 3aKITI0OUYEHHUsI O COOTBETCTBUU MTPOU3BOIUTEIS JIEKAPCTBEHHBIX
CpencTB  TpeOOBaHUSIM  TPaBWJI  HAIJICKAIIEW  MPOW3BOJACTBEHHONW  MPAKTHUKHU,  BBIAAHHOTO
YIOJIHOMOYCHHBIM (heJIepaIbHBIM OPTaHOM HCIIOTHUTEIIBHOW BIACTH IS KaXXIOW MPOU3BOACTBEHHOMN
IUIOMIA/IKK JIEKAPCTBEHHOTO Tpemnapara Ui BETEPUHAPHOTO MPUMEHEHUs, JUOO KOMUS PEHIeHHUS O
MPOBEACHUU MHCIIEKTUPOBAHMS MIPOU3BOUTENS JIEKapCTBEHHBIX CPEACTB, MPUHSATOTO
YIOJTHOMOYEHHBIM (he/iepaTbHbIM OPraHOM HCIIOJIHUTEIHHOW BJIACTH JUJIS KQKIOW MPOU3BOJCTBEHHON
IJIOMIAKK JIEKAPCTBEHHOTO TMperapaTa JJis BETEPUHAPHOTO TPUMEHEHUsS. YKa3aHHBIE JTOKYMEHTHI
MPEACTABISAIOTCS B CIy4ae, €CJIM TPOU3BOJICTBO JICKAPCTBEHHOTO TMperapaTa il BETEPUHAPHOTO
MPUMEHEHHUS OCYLIECTBIIsIETCA 3a peaenamu Poccuiickoit denepanuu;

4) xomusi JIOKyMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOIUTENS
(dapmaneBTHUECKON ~ CyOCTaHIIMM W TMOATBEPKIAIOIIETO COOTBETCTBUE  MPOU3BOJUTENS
(hapmareBTHUECKON CyOCTaHIIUU, BXOJSIICH B COCTAaB JIEKAPCTBEHHOTO IpermapaTa Jijisl BETCpUHAPHOTO
MPUMCHEHHS, TPEOOBAHMSM IPABHWI HAJJICKAIICH MPOU3BOJICTBEHHOW NMPAKTHKH, W €ro TMEpeBO]| Ha
PYCCKHN  S3BIK, 3aBEPEHHbIE B YCTAaHOBJICHHOM TOPSAKE, B Ciydae, €CJIH IPOU3BOJICTBO
(hapMareBTHUECKOM CyOCTaHIIMU OCYIIECTBISAETCS 3a npeaenamu Poccuiickoit denepanuu.

(dacts 1 B pen. @enepanproro 3akoHa oT 04.06.2018 N 140-D3)

Koncynprantllntoc: npumedanue.
C 01.03.2026 B 4. 1.1 ct. 31 BHOCsTCS M3MeHeHus1 (P3 ot 31.07.2025 N 304-D3). Cm. Oyayuryto

PEAAKIIHNIO.

1.1. B ciy4yae u3aMeHeHUs: U (MIU) JOTMOJHEHHUS MPOW3BOJACTBEHHON IJIOMIAJKH JICKAPCTBEHHOTO
CpelncTBa JTIOKYMEHTHI, yKa3aHHbIE B 4acTU | HACTOSIIEW CTaTbM, MPEACTABIISIOTCS 3asgBUTEIEM B
OTHOIIEHWU HU3MEHsAeMOM U (WIM) [OMOJHSAEMOW MPOU3BOJACTBEHHOW IUIOMIAJIKM JIEKaPCTBEHHOIO
cpenctBa. Pemenne o BHECEHUH M3MEHEHUHN B JOKYMEHTBI, COJIEPKAIINECS B PETUCTPAITMOHHOM JIOChE
Ha 3apETHUCTPUPOBAHHBIN JICKAPCTBEHHBIN MpemnapaT JUisl BETEpUHAPHOTO NMPUMEHEHHUs, Wik 00 OTKa3e B
WX BHECEHHHM TMPUHUMAETCS B cly4yae HEOOXOAMMOCTH MPOBEICHHUS HKCIEPTU3Bl JIEKAPCTBEHHOTO
CpEICTBA B CPOK, HE MPEBHIIAIONINN JEBSIHOCTa pabOYMX JHEW, a B OCTAIbHBIX CIydasX B CPOK, HE
MPEBBIIIAIONIMN TPUALIATH PaboYMX JHEW CO JHS HaNpaBlEHUs MOCPEIACTBOM E€IUWHOTO IMOpTajia B
YIOJHOMOYCHHBINH (elepaIbHbI OpraH WCIIOTHUTEIBLHOW BJIACTH 3asiBJICHHUS O BHECCHHUU TaKUX
N3MEHEHUH.

(dactp 1.1 BBenena denepanbapiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepaibHOrO 3aK0HA OT
30.01.2024 N 1-®3)

1.2. B ciayuae peopraHuszanuu Aeprxareis WIM Biajieiblia PErUCTPALIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOI'O IIpernapaTa Ul BETEPUHAPHOIO NPHUMEHEHHUs, pa3padOTUMKa WIM IPOU3BOJIUTEINS
JIEKAPCTBEHHOI'0 IIpernapara JJisl BETEPUHAPHOIO IPUMEHEHUS B 3asBJICHUM O BHECEHUM M3MEHEHUH B
JOKYMEHTBI, COAEpKALIUECS B PETMCTPALMOHHOM JIOChE€ HA 3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN
ImpenapaTr A BETEPUHAPHOIO NPHMEHEHHs, YKa3bIBAIOTCSA JAHHBIE JOKYMEHTA, MOATBEPIKIAIOLIErO
BHECEHHME COOTBETCTBYIOIIMX M3MEHEHUH B ENMHBINA rocynapcTBeHHBIN peecTp I0pUIMUECKUX JUL (A7
OpraHu3alyii, 3aperucTPUPOBAHHBIX Ha TeppuTopun Poccuiickoil @enepanuu), UM HHOTO JIOKYMEHTA,
MOATBEPKIAIOLIETO PEOPTaHU3AIMIO FOPUINYECKOIO JIMLA (sl OpraHu3aluii, He 3aperuCTPUPOBAHHBIX
Ha Tteppuropun Poccuiickoit denepanuu). 3asBieHHME O BHECEHWHM HW3MEHEHUW B JOKYMEHTHI,
coJiepKalMecss B PErMCTPAllMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBINA JIEKAPCTBEHHBIN Ipenapar it
BETEPUHAPHOIO IPUMEHEHMs, W MpUIAraéMple K HEMY JOKYMEHTBHl HaIpaBIAIOTCA IOCPEACTBOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 23.07.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

€IMHOTO TIopTalia B YMOJIHOMOYEHHBIN (peepanbHblii OpraH UCIOTHUTEILHOW BIACTH HE MO3JHEE YeM
yepe3 TpHUALATH, pabouux JHEH cO JHS BHECEHHsS COOTBETCTBYIOIIMX W3MEHEHWH B EnuHbIi
rOCYJJapCTBEHHBIN peecTp IOPUANUECKUX JIHIL (11 OpraHu3alnii, 3apEeruCTPUPOBAHHBIX HA TEPPUTOPUHU
Poccuiickoit @eneparyu) Wik co AHS MPUHITHS COOTBETCTBYIOIIETO JOKYMEHTA, MOATBEP KIAOIIEr0o
peopraHu3aIio IOPUIAYECKOT0 Jula (Ui OpraHu3alui, HE 3aperuCTPUPOBAHHBIX HA TEPPUTOPUU
Poccuiickoit ®denepanun). B cinydae peopraHuzanuy aepkaTeNsi WIM BIAJeiblla PErHCTPAIMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO IpernapaTa il BETEPUHAPHOIO NPUMEHEHUS 3asBJIICHHE O BHECEHUH
W3MEHEHUN B JIOKYMEHTBI, COJEpP)KAIMECS B PETUCTPALMOHHOM JOCh€ Ha 3aperucTPUpPOBAHHBIN
JIEKApCTBEHHBIA Tpenapar il BETEPUHAPHOTO TNPUMEHEHHS, IOJACTCS HOPUAMYECKUM JIUIIOM,
KOTOPOMY B XOJIe peopraHu3aly TMepeAaHo TMPaBO BJIAJACHUS TaKUM PETHCTPALIMOHHBIM
YIIOCTOBEPEHHEM.

(dactp 1.2 BBenena denepabapiM 3akoHOM OT 02.08.2019 N 297-03; B pen. denepaibHOrO 3aK0HA OT
30.01.2024 N 1-®3)

Koncynprantllntoc: npumeuanue.
C 01.03.2026 ct. 31 gononnusercs 4. 1.3 (@3 ot 31.07.2025 N 304-D3). Cm. Oyay1iyro peIakiyo.

2. B cinyyae BHeceHMs] M3MEHEHHUI B JJOKYMEHTHI, COAEpIKAIINECS B PErHCTPAI[MIOHHOM J0ChE Ha
3apEerUCTPUPOBAHHBINA JIEKAPCTBEHHBIM MpernapaTr isi BETEPUHAPHOrO NPUMEHEHUS, B OTHOIICHUHU
CBEJICHUH, yKa3aHHBIX B noamynkrax "e", "x", "k", "n", "u", "c¢", "x" mynkra 7 wactu 3 crartbu 17
HacTosuero denepalbHOr0 3aKOHa, U3MEHEHMs U (WIM) JONOJHEHUsS MPOM3BOACTBEHHOM IIOIAKU
JIEKapCTBEHHOI'O CpEACTBa, a TaKke B cllyyae HM3MEHEHMs IoKa3aTelled KauecTBa JIEKapCTBEHHOIO
mpemnapaTa JJii BETEpUHAPHOTO MPUMEHEHHs] U (WJIM) METOJOB KOHTPOJS KauecTBa JIEKaPCTBEHHOI'O
mpernapaTa JUisi BETepUHAPHOTO MPUMEHEHHUS MPOBOAUTCS DKCIEPTHU3a JIEKaPCTBEHHOT'O CPENCTBA s
BETEPUHAPHOTO TPUMEHEHUs. B ciaydyae HEOOXOAMMOCTH BHECCHHsS] MHBIX M3MEHEHHH B JOKYMEHTHI,
coJiepXalirecss B PEruCTPAllMOHHOM JIOChE€ Ha 3aperMCTPUPOBAHHBIA JICKAPCTBEHHBIN Mpenapar i
BETEPUHAPHOTO MPUMEHEHUS, IKCIIEPTU3A JIEKAPCTBEHHOTO CPEJICTBA /ISl BETEPUHAPHOTO MPUMEHEHHS
HE TIPOBOJIUTCA.

(B pen. PeaepanbHbix 3akoHOB OT 22.10.2014 N 313-P3, o1 22.12.2014 N 429-D3)

3. 3asBuTenb BIpaBe NPEACTaBUTh MO COOCTBEHHON HWHMLIMATHBE BMECTE C 3asiBICHHEM O
BHECCHMM M3MEHEHMM B  JIOKYMEHTBI, COJEpXKallMecs B  PErUCTPAllMOHHOM  JOChE  Ha
3apErUCTPUPOBAHHBINA JICKAPCTBEHHBIM IIpemapar [uisi BETEPUHAPHOIO IPUMEHEHHUs, PEKBU3UTHI
JOKYMEHTOB, IMOJATBEPKAAONIMX YIUIATY T'OCYJApCTBEHHOW IOLNUIMHBI 3a BHECEHHUE B JOKYMEHTBHI,
CoJlepKallvecss B PErMCTPAlMOHHOM JOChE Ha 3apETHCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar st
BETEPUHAPHOTO TNPUMEHEHUs, M3MEHEHMUH, TPeOYIOLIMX IPOBENEHUS 3KCIEPTU3bl JIEKApCTBEHHOTO
CpeACTBa, WM W3MEHEHWH, He TpeOyIOIMX IMPOBEIEHUs SKCIEPTHU3bl JIEKApCTBEHHOIO cpejacTBa. B
cllyyae HEOOXOIMMOCTH M3MEHEHHUsl CBEICHUM, COJEPIKALIMXCS B PETUCTPALMIOHHOM YIOCTOBEPEHHUH
JIEKapCTBEHHOI'O IIpernapaTa JUlsl BETEpUHAPHOIO NPUMEHEHUs, C 3asBJICHHEM, YKa3aHHBIM B ydacTu |
HACTOAIIEH CTaTbd, 3asBUTEIb BIPABE NPEJICTAaBUTh MO COOCTBEHHOW WHUIMATHBE PEKBU3UTHI
JOKYMEHTa, MOATBEPXKAAIOIIEr0 YIUIATy IOCYAAPCTBEHHOW IOLUIMHBI 3a BbIA4y PETHCTPALMOHHOIO
yIIOCTOBEpEHHs JIEKapCTBEHHOI'O IIpernapara. 3asBUTENb BIPaBe IMPEICTABUTh IO COOCTBEHHOMN
MHULMATUBE CBEJCHUS O JULCH3UAX, YKa3aHHbIEC B IyHKTax | m 2 yactu | HacTOALIEH CTaThH, a TaKKe
BbIJIaBaCMbl€ YIIOJHOMOYECHHBIMU (eiepaIbHBIMI OpraHaMU HCIOJHHUTEIbHON BIAcTU JIOKYMEHTHI,
yKa3aHHble B NyHKTe 3 yactu | Hacrosmed cratbu. B ciayuae HempencTaBleHUS YKa3aHHBIX
JOKYMEHTOB  (CBEICHMI) YIOJIHOMOYEHHBIH (efepalbHbIi OpraH  WCIIOJHWUTENIFHOW  BJIACTH
3alpaliBaeT yKa3aHHbIC JTOKYMEHTH! (CBEICHMs) B MOPSAKE MEXBEIOMCTBEHHOIO MH(POPMALMOHHOTO
B3aMMOJCHCTBHS.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 23.07.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

Koncynprantllntoc: npumedanue.
C 01.03.2026 B a03. 1 4. 4 ct1. 31 BHOCsTCS M3MeHeHus (D3 ot 31.07.2025 N 304-D3). Cwm. Oyayuryto

PEAAKIIHNIO.

4. B cpok, HEe IpEeBBIIAOIINN JeCATH pabouuX JHEW cO THS MOCTYIJICHUS YKa3aHHOTO B yacTh |
HACTOSIIEH CTaThbH 3asBJICHUS M HEOOXOIUMBIX JOKYMEHTOB, YIIOJHOMOUYEHHBIN (herepanbHblii opraH
HCIIOJTHUTENIBHON BIIACTH:

1) npoBOIUT IPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEACHMI, COACPKAILMXCS B MPEACTaBIECHHBIX
3asBUTEJIEM JOKYMEHTAX;

2) MNPpUHHUMACT PCIICHHUEC O TPOBCACHUN ISKCICPTU3BI JICKAPCTBECHHOI'O CpPEACTBA IJIA
BCTCPUHAPHOI'O MPUMCHCHUA UJIN 00 OTKa3e B ee IMPOBCACHUH,

3) HampaBusSeT TOCPEICTBOM €IWHOTO IOpTaja 3asABUTENIIO TOANHCAHHOE YCHJICHHON
KBUTM(DUIIMPOBAHHON JJIEKTPOHHON TOINHUCHIO0 YBEJIOMJICHHE O TMPUHSATOM PEIICHHH WM B ClTydae
NPUHITHS pEmIeHUs 00 OTKa3e B TPOBEACHHHM JKCIEPTHU3Bl JICKAPCTBCHHOTO CPEACTBA IS
BETEPUHAPHOTO MPUMEHECHHMS ¢ YKAa3aHUEM IIPUYUH TAKOr0 OTKa3a.

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

4.1. B cnyuae BBISIBJICHUS HEJJOCTOBEPHOCTH U (KJIM) HEAOCTATOYHOCTU CBEACHUH, COEepPKAIINXCS
B MPE/ICTABICHHBIX 3asBUTEIIEM MaTepuallaX, YIOJTHOMOYCHHBIH (eiepabHblil OpraH HUCIOTHUTEIHHON
BJIACTH HAIpPaBJISIET MOCPEJICTBOM €IMHOT0 IOopTajla 3asBUTENI0 3alpoc 00 YTOYHEHUHU YKa3aHHBIX
CBECHMI, OJIMMCAaHHBIA YCUJIEHHON KBaJIM(UIUPOBAHHOMN 3JIEKTPOHHOM MOANHUCHIO.
(dactp 4.1 B pen. DenepanpHoro 3akona ot 30.01.2024 N 1-03)

Koncynprantllntoc: npumeuanue.
C 01.03.2026 B 4. 4.2 ct. 31 BHOCcsaTca m3meHeHus (D3 ot 31.07.2025 N 304-D3). Cm. Oyaymryro

PECAAKIINIO.

4.2. 3asButenp o00sf3aH HaNpaBUTh IOCPEACTBOM €IMHOIO IOpTajla B YIMOJIHOMOYEHHBIN
¢benepanbHBIi OpraH HCHOJHHUTENBHOM BJIACTH TMOAMMUCAHHBIA YCHUJICHHOW KBAIM(UIIMPOBAHHOM
AJIEKTPOHHON TOJIKCHIO OTBET HA 3aIpPOC YHOTHOMOYEHHOTO (ellepaIbHOTO OpraHa MCIOJHUTEIHHON
BJIACTH B CpPOK, HE INPEBBIMIAIONIUI JEBSIHOCTA padoyuX JHEH CO AHS MOIYYEHHs YIOJIHOMOYEHHBIM
(denepanbHbIM OpPraHOM HCIOJHHUTENBHOM BJIACTH 3JEKTPOHHOIO YBEIOMIIEHHS O IOJIyYEHHUH
3asgBUTENIEeM JaHHOro 3ampoca. Cpoku, ykazaHHble B 4acTM 1.1 HacTosdmed CTaThby,
IIPUOCTAaHABIMBAKOTCS €O JHS HAIpPABJICHUS IOCPEICTBOM €IUHOIO IOpTaja 3asBUTENIO 3alpoca
YIOJIHOMOYEHHOTO (helepajIbHOro OpraHa UCIOJHUTEIBHON BIACTU 10 JHS HAIPaBICHUS MOCPEICTBOM
€IMHOTO TopTajla B YIOJHOMOUYEHHBIH (QenepaibHblii OpraH HCIOJHHUTEIBHON BIIACTH OTBETa Ha
JAHHBIN 3aIIPOC U HE YUUTBIBAKOTCS ITPU UCUHMCICHUH CPOKA IIPUHATHUS PEIICHUS O BHECEHUU U3MEHEHUI
B JIOKyMEHTBI, COJEPKALIUECS B PETHCTPALIMOHHOM JIOCHE HA 3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIN
Ipenapar 1jsl BETEpUHAPHOIO IPUMEHEHUS.

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

5. OcHoBaHMEM /s OTKa3a B MPOBEACHHUU OKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA UL
BETEPUHAPHOTO TNPUMEHEHMS SBJIAETCS NPEICTaBICHHUE JOKYMEHTOB, YKa3aHHbIX B 4YacTax 1 u 3
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

HACTOAIICH CTaThH, B HEMOJIHOM 00bEME WIIM OTCYTCTBUE B MPECTABICHHBIX TOKYMEHTaX J0CTATOYHBIX
CBEJICHUH, TMOATBEP)KIAIOIINX HEOOXOJMMOCTh BHECCHHMS HW3MEHEHUH, MO0 HempeIcTaBlIeHUe
3asiBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETAa Ha yKa3aHHbIM B yacTu 4.1 HacTosmed cTaTbu 3ampoc
YIIOJIHOMOYEHHOTO (peIepaIbHOr0 OpraHa UCIOIHUTEIBHON BIACTH.

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

6. DkcriepTusa JEKapCTBEHHOIO CPEICTBA JJIs BETEPHUHAPHOI'O NPUMEHEHHUS B LEJIAX BHECEHUS
U3MEHEHUH B JIOKYMEHTBI, COJEpKaIlMecss B PErUCTPALMOHHOM JIOCh€ Ha 3aperucTpUpOBAaHHBIN
JIEKapCTBEHHBI IIpermapaT i BETEPUHAPHOIO NPHUMEHEHHUS, OCYIIECTBISAETCS B  IOPSIKE,
YCTaHOBJIEHHOM cTaTbel 24 HacTodero denepaibHOro 3aKkoHa.

Koncynprantlntoc: npumeyanue.
C 01.03.2026 B a63. 1 4. 6.1 ct. 31 BHOCcsTCS M3MeHeHus (@3 ot 31.07.2025 N 304-D3). Cwm.

OyIyIIyro peAaKIUI.

6.1. B cpok, He mpeBbIIAIONINN JecaTH pabodyux MHEH CO JHS HampaBleHUsS TOCPEICTBOM
€IMHOI0 TopTajla B YIOJIHOMOYEHHBIN (efepaibHblii OpraH MCHOJHUTENIbHOMN BJIACTH MOIMHCAHHOTO
YCUJIEHHOW KBaTU(UIIMPOBAHHOW 3JIEKTPOHHON MOJMUCHI0 3aKIIOYEHHUS KOMHUCCHH HKCIEPTOB IO
pe3ynbTaTaM yKa3aHHOW B YacTH 2 HACTOSIIEH CTAaThU SKCIEPTH3BI, YIIOIHOMOYEHHBIN (pemepanbHbIii

opra”n HWCIOJIHUTEILHOM BIACTHU:
(B pen. ®enepanbHbix 3aKk0oHOB OT 02.08.2019 N 297-®3, ot 30.01.2024 N _1-P3)

1) npuHHMMaeT penieHHME O BHECEHHHM U3MEHEHUH B JIOKyMEHTBHI, CcoOjAepXKalluecs B
PErMCTPAallMOHHOM JI0OCh€ Ha 3apErMCTPUPOBAHHBIM JIEKAPCTBEHHBIM IpenapaTr il BETEPUHAPHOTO
MIPUMEHEHHUS, WM 00 0TKa3e BO BHECEHUHU TaKUX U3MEHEHMUIA;

2) BHOCUT B TOCYIApCTBEHHBIH pEECTp JEKapCTBEHHBIX CPEJCTB Ha OCHOBAaHMM PELICHUS O
BHCCCHUU N3MEHEHHH B AOKYMCHTHI, CoZACpKaIurec, B PEruCTpaluOHHOM JOCBC Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIA Mperapar il BETEPUHAPHOTO TNPUMEHEHUsS, HEOOXOIUMbIE
M3MEHEHHS,

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

Koncynprantllitoc: npumeuanue.
C 01.03.2026 1. 3 4. 6.1 cr. 31 m3naraercs B HoBoi pepakiuu (D@3 ot 31.07.2025 N 304-D3). Cwm.

OyIylIyI0 pEeIaKlHnIo.

3) BBIIACT 3asABUTEI0 HOBOE PETHUCTPAIMOHHOE YJOCTOBEPCHHE JICKAPCTBEHHOTO Ipernapara Js
BETEPUHAPHOTO MPUMEHEHUS B clydae HEOOXOIMMOCTH U3MEHEHUS CBEICHUH, COAECPIKAIIMXCS B HEM, C
COXpaHEHMEM HOMepa paHee BBLAAHHOTO PErHMCTPALMOHHOTO YJIOCTOBEPEHHS JIEKAPCTBEHHOTO
Ipenapara i BETEPUHAPHOI O IIPUMEHEHUS.

(. 3 BBeneH ®enepanbHbM 3akoHOM OT 02.08.2019 N 297-03)
(dactp 6.1 BBengeHna denepanbHbiM 3akoHOM OT 22.10.2014 N 313-D3)

6.2.B ClIydyac BHCCCHHA W3MCHEHHUH B JOKYMCHTbBI, COACPKAIHUECCA B PCTUCTPALIMOHHOM JIOCBE HaA
3aperHCTpHpOBaHHBIﬁ J'ICKapCTBeHHHﬁ npenapar ajd BCTCPUHAPHOIO MNPUMCHCHHA, B YaCTH,
Kacafomeﬁcsl U3MCHCHHUA H (I/IHI/I) JOIIOJIHCHUA HpOHBBOHCTBeHHOﬁ IJIomaakKu JICKapCTBCHHOI'O
npemnapara, npu NpCACTaBJICHUN 3adBUTCIICM B COOTBCTCTBUHU C ITYHKTOM 3 gactu 1 HaCTOSIH_Ieﬁ CTaTbu
KOIIMKU PCHICHUSA YIOJHOMOYCHHOI'O q)enepam,Horo opraHa HUCIIOJIHUTENLHON BIACTH O IMPOBEACHNN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

WHCIIEKTUPOBAHUS MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHBIA B yacT 6.1 Hacrosien
CTaThU, IPUOCTAHABIMBACTCS CO JHS MOJYUYEHHUs 3aKIIFOUEHHUS] KOMUCCUU SKCIEPTOB 10 JHS MPUHSTHS
YIOJTHOMOYEHHBIM (eiepaibHBIM OpraHOM HUCIIOJIHUTEIBPHON BIACTH PEIICHHSI O BbIaue UM 00 OTKa3e
B BBIJIa4€ 3aKJIFOUYCHUS O COOTBETCTBHH IPOU3BOIUTENS JIGKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM TIPABILT
HaJIeKaIen MPOU3BOACTBEHHON MPAKTUKH, HO HE 00JIee YeM Ha CTO BOCEMBACCAT padounx JHEH.
(dactp 6.2 BBeaeHa DenepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

7. OcHoBaHMEM Il OTKa3a BO BHECEHHMM W3MEHEHMH B JIOKYMEHTHI, COJEpKalluecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN JIEKapCTBEHHBIN Mpemnapar i BETEPUHAPHOTO
PUMEHEHHS, B CIIy4asx, He TPEOYIOUMX MPOBEACHUS IKCIIEPTH3BI JICKAPCTBEHHOTO CPEICTBA, SIBISAETCS
MIPEJCTaBIICHHE JTOKYMEHTOB, YKa3aHHBIX B 4acTAX | W 3 HAcTOSIIEH CTaThbH, B HETIOJHOM O0OBEME MU
OTCYTCTBHUE B NPEJCTABICHHBIX JOKYMEHTaX CBEICHHI, KOTOPHIE JOJDKHBI OBITh B HUX OTPaKEHBI, JTHOO
HETIPe/ICTaBJICHUE 3asBUTENIEM B YCTAHOBJIECHHBII CPOK OTBETa Ha yKa3aHHBIM B yacTu 4.1 HacTosIme
CTaThH 3aIPOC YIOTHOMOYEHHOTO (heiepaIbHOr0 OpraHa UCIIOJHUTEIFHOMN BIACTH.

(dactp 7 B pen. @enepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHoBaHueM 1Jisi OTKa3a BO BHECEHHUM HU3MEHEHH B JIOKYMEHTBI, COJEp)Kalluecs B
pPETUCTPALIMOHHOM JOChE€ Ha 3apErMCTPUPOBAHHBINA JICKAPCTBEHHBIN Mpenapar sl BETEPUHAPHOTO
MIPUMEHEHHUS, B CIy4asX, TPEOYIOMHUX MPOBEACHHS SKCIEPTHU3bI JICKAPCTBEHHOTO CPENICTBA, SBIISICTCS
3aKJIIOYEHUE YITOJTHOMOYEHHOTO (henepaibHOr0 OpraHa HMCIHOJHHUTEIBHON BJIACTH O BO3MOYKHOCTH
CHIDKEHHUS 0€30MacHOCTH, KauecTBa, 3((HEeKTUBHOCTH JIEKAPCTBEHHOTO MpernapaTa BCIEICTBUE BHECEHUS
W3MEHEHHH B  yKa3aHHbIE JOKYMEHTBHI, OTKa3 YIOJHOMOYEHHOro (enepanpHOrO  OpraHa
HCIOJIHUTEIBHOM BJIACTU B BbIJIaU€ 3aKIIOYEHUS O COOTBETCTBHM MPOU3BOJUTENS JIEKAPCTBEHHBIX
CpencTB TpeOOBaHUSIM MPABUII HAJUICKAIIEH TPOU3BOACTBEHHOM MPAKTUKU B CIIydae M3MEHEHUS U (WJTH)
JIONIOJITHEHUS TPOM3BOJICTBEHHOM IUIOMIAJKK JIEKQPCTBEHHOIO Ipenapara, €ciu MPOU3BOACTBO
JICKAPCTBEHHOTO TIpernapara [Jjisi BETEPUHAPHOTO MPUMEHEHUSI OCYILECTBIISICTCS 3a IMpeaeiaaMu
Poccuiickoit denepanuu, Ui OTCYTCTBUE 3TOTO 3aKJIFOYEHUS.

(uactb 7.1 BBennena @exnepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

8. lomyckaeTcst oOpallieHue JIeKapCTBEHHBIX MPENapaToB Jjs BETEPUHAPHOTO MPUMEHEHHS 10
WCTEUCHHS CPOKA TOJJHOCTH, MPOU3BEJICHHBIX B TEYEHUE CTa BOCBMHECSITH JTHEW MOCIIE TaThl TPUHSATHUS
YIOJHOMOYECHHBIM (he/IepabHBIM OpPTraHOM HCIOJHHUTEIBHOM BIACTH PEIICHUS O BHECEHHH M3MEHEHUH
B JIOKYMEHTBI, COJEpKAlIMecsi B PEruCTPAllMOHHOM JI0OCh€ Ha JICKAPCTBEHHBIM Ipemapar, B
COOTBETCTBUHM C HWH(]oOpMammeil, coaepameiicss B JOKYMEHTaX pErMCTPAllMOHHOTO JIOChe Ha
JIeKapCTBEHHBIH Mpenapar A0 1aThl IPUHATHS TAaKOTO PELICHMUS.

(uactp 8 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynprantlntoc: npumeyanue.
O Bo3MOXXHOCTH OOpamieHuss B P® JjieKkapCTBEHHBIX MpPENapaToB IMOCJIE MNPUHATUS pEIICHUs 00

OTMEHE T'OCPErHCTpallii U MCKIIIOUEHHBIX U3 peecTpa (papManeBTHUYEeCKUX cyOcTaHuuil cM. cT. 4 O3
or 30.01.2024 N 1-®3.

Cratbsa 32. OTMeHa rocyfapCTBEHHOM perucrpaumm nekapcTBeHHOro npenapara
Pemenne 06 oTMeHe TrocyapCTBEHHOW PErUCTPAIMK JIGKAPCTBEHHOTO MperapaTa U UCKIIOUYCHUH
JICKAPCTBCHHOTI'O IIpCIiapaTa U3 TOCYAApPCTBCHHOI'0 PECCTpa JICKAPCTBCHHBLIX CPCACTB IIPHUHUMACTCS

YHOJHOMOYCHHBIM (I)C,[[CpaJ'IBHLIM OpraHom HCIIOJIHUTEIbLHOM BIACTH B cjydac:

1) nmpencraBieHHsT — COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  (eiepalibHBIM  OpraHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

WCTIOJTHUTEJIbHOW BJIACTH 3aKIIOYCHUS O PUCKE WIM 00 yrpo3e 3J0pOBBIO, KH3HH 4YeJIOBEKa WU
’KMBOTHOTO TMPH NMPUMEHEHUHU JICKAPCTBCHHOTO Mpernapara, MPEBBIIAIUX ero 3G PeKTHBHOCTD, IO
pe3ysbTaTaM OCYIIECTBISIEMOTO UM MOHUTOPUHTA 0€30MaCHOCTH JICKAPCTBEHHOT'O MperapaTa;

Koncynprantlntoc: npumeyanue.
C 01.03.2026 B m. 2 cr. 32 BHOcsaATca m3meHeHus (D3 ot 31.07.2025 N 304-®3). Cm. Oyaymryio

PEAAKIINIO.

Koncynprantlntoc: npumedanue.

[Tonoxxenus ct. 32 (B pea. 3 ot 30.01.2024 N 1-d3), kacaromuecs MpeIoCTaBlIeHUs TOC. YCIYT Mpu
oOpallleHnu JIeKapCTBEHHBIX CPEJICTB Ui MEOUIMHCKOTO M BETEPUHAPHOTO NPUMEHEHUs
MOCPEJCTBOM €IMHOM CUCTEMBI U (MJIK) euHOTro noprajia, npumensitorcs ¢ 01.01.2026.

2) mojayM Jep;KaTeieM WIM BIAJENblEeM PEeruCTPAlMOHHOTIO YJIOCTOBEPEHUS JIEKapCTBEHHOI'O
mpernapaTa WIM YIOJHOMOYEHHBIM WM JAPYTUM IOPUIMYECKHM JIMLIOM 3asBIIEHUS 00 OTMEHe
FOCYyJJApCTBEHHOW  PErucTpalyy  JIEKapCTBEHHOIO  IIperapara,  IMOAINMCAHHOIO  YCUJIIEHHOM
KBUTU(UIIMPOBAHHON JJIGKTPOHHOW MOAMKUCHI0, IYTEM €ro HaIlpaBJICHUsS TOCPEICTBOM EIMHOTO
rmopraja B YIMOJTHOMOYEHHBIH (enepanbHblii OpraH WCIOJHUTEIBHON BIIACTH WU JIMYHBIA KaOWHET
YHOJHOMOYEHHOTO (eiepaibHOr0 OpraHa UCIOJHUTEIBHOM BIACTH B €IMHOM CUCTEME;

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

Koncynprantllntoc: npumeuanue.
C 01.01.2026 m. 3 - 6 cT. 32 HE pacHpOCTPaHSIOTCS Ha MPABOOTHOIIEHHWS, BO3HUKAIOIIUE TPHU
00palIeHuN JIEKapCTBEHHBIX CPeACTB A1 MeauuuHckoro npumenenus (O3 ot 30.01.2024 N 1-D3).

3) HEMOATBEPKIACHHS TOCYJapCTBEHHOM perucTpaiuy JeKapcTBEHHOTO MpernapaTa 1Mo UCTeUeHUN
CpOKa JIeUCTBUS PETUCTPALMOHHOTO YOCTOBEPEHHUS, BBIJAHHOTO Ha MSTh JIET;

4) wHempencTtaBleHUs 3asBUTENEM HMH(OpMAIUHM, KOTOpas MOXET TIOBJeYb 3a CcoOOM
HEOOXOIMMOCTh BHECEHUS M3MEHEHHH B JIOKYMEHTBI, COJEpIKAIlMecs] B PErHCTPAlMOHHOM JOChE Ha
3aperuCcTpUPOBAaHHBIA JIEKAPCTBEHHBIM Ipernapar, B TEYeHHE TpUIUATH pabouux JHEH co JHSA
HACTYIIJICHUS dTUX U3MCHECHHUI;

5) ocylecTBIE€HUs] TOCYAAPCTBEHHOM PErucTpanyy JIEKapCTBEHHOIO Ipernapara MoJ TOProBbIM
HAaMMEHOBAHMEM 3apETUCTPUPOBAHHOIO paHEe IOJ ITUM TOPrOBbIM HAWUMEHOBAaHUEM JIEKAPCTBEHHOI'O
npemnapara, OTINYaroIerocss Ka4€CTBCHHbBIM COCTAaBOM I[eﬁCTBYIOHlHX BCIICCTB,

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

6) OCyIIECTBIICHHSI TOCYIaPCTBEHHOW PETUCTPAIIMK OJTHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara
B OTHOUICHWW OJHOTO W TOTO K€ JEpKaTellsl WM BIIAJeNblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JICKApCTBEHHOTO Tpernapata B BHIE JBYX H 0oJiee JIGKAPCTBEHHBIX NPENapaToB IO Pa3IHYHBIMU
TOPrOBBIMU HAMMEHOBAHUSIMU;
(n. 6 B pen. ®enepanbuoro 3akona ot 04.06.2018 N 140-D3)

7) BBIHECEHUS CYIOM peUIeHWs O HapylmIeHWH TMpaB MpaBooOiagaTeNis OOBEKTOB
MHTEJUIEKTYyaJIbHOW COOCTBEHHOCTH MPH 00paIlieH!H JIEKapCTBECHHBIX CPE/ICTB;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Koncynsrantllntoc: npumeuanue.
C 01.01.2026 1. 8 ct. 32 He pacpoCTpaHAETCs Ha IPABOOTHOLICHHUS, BOSHUKAIOIIUE MPH 00paIieHNH
JIEKapCTBEHHBIX CPEACTB I MeauMHCKoro npumeHenus (@3 ot 30.01.2024 N 1-D3).

8) OTCyTCTBUS JIEKapCTBEHHOTO Ipenapara B oOpamieHuu B Poccuiickoit dexepauun B TeueHHUe
Tpex u Oolee JeT;
(n. 8 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

O) HeBbINOJMHEHWS JAepXkaTeleM WIM  BIAJeNblieM PEruCTPAlMOHHOTO  yIOCTOBEPEHUS
JIEKapCTBEHHOI'O Mpernapara JI00 yIOoJIHOMOUYEHHBIM UMHU JPYTHM IOPUAMYECKUM JIMLOM MEPOIPHUITHIMA
1o obecrneyeHno O0e30MacHOCTU JICKApCTBEHHBIX IMPENapaToB, YCTAHOBJIEHHBIX YIOJHOMOUYEHHBIM
(benepanbHbIM OPraHOM HCIIOJIHUTENIBHOW BJACTH B COOTBETCTBMM € dYacTsMM 3 u 4 crathbu 64
Hacrosiero deepanbHOro 3aK0Ha, B paMKax OCYLIECTBICHUs (hapMaKOHAI30pa;

(n. 9 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

10) orkaza nepxkaTenss WIM BIAAEIbIA PErHMCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOI'O
npenapaTta Ju00 YHOJHOMOYEHHOIO MMM JPYTrOro HOPHUIMYECKOro JIMIA OT BHECEHHUS W3MEHEHUU B
MHCTPYKLHIO 10 NPUMEHEHUIO JIEKAPCTBEHHOr'O Ipernapara, KacaroIlMXCs HOBBIX IOATBEPKIACHHBIX
JAHHBIX O TOM, YTO PUCK NPUYMHEHHS Bpela 3J0POBbIO UEIOBEKA WM )KMBOTHOTO BCIEACTBHE IIPUEMA
JICKapCTBEHHOTO Mpernapara npeBbiaeT 3pPeKTUBHOCT €r0 IPUMEHEHUS.

(n. 10 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

CraTtba 33. FlocyaapCcTBEHHbIN peecTp fieKapCTBEHHbIX CPeaCcTB

1. T'ocynapcTBEHHBIM pEeCTp JIEKapCTBEHHBIX CPEACTB COJEPKUT IE€PEUYEHBb JIEKAPCTBEHHBIX
NPerapaToB, MPOLIECAIINX FOCYIaPCTBEHHYIO PETUCTPAIIMIO, IEpeYeHb (DapMaleBTHUECKUX CyOCTaHIINH,
BXOJISIIIUX B COCTaB JIEKAPCTBEHHBIX MIPETIAPATOB, U CIEAYIONIYIO HH(pOpMaIuio:

1) B OTHOIIEHNH JIEKAPCTBEHHBIX IIPENapaToOB:

a) HaWMMCHOBAHHWE JICKAPCTBCHHOI'O TIpermapara (MEXIyHapOJHOE HEMAaTeHTOBAaHHOES, WIIN
IPYIIHUPOBOYHOE, MM XUMUYECKOE U TOPrOBOC HAUMEHOBAHHS );
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

0) nexapcTBeHHas GopMa C yKazaHHEM JI03UPOBKHU JICKAPCTBEHHOT'O Mperapara v ero KoJIM4ecTBa
B IOTPEOUTEIHCKON YIIaKOBKE;

B) HAUMEHOBAaHUE JiepKaTelis WK BJIaJeNblia PETUCTPALIMOHHOTO YAOCTOBEPEHHUS JIEKaPCTBEHHOTO
IpenapaTta ¥ CBEJICHUS O PETHCTPAaLMK JePKaTellsd WU BJIAJENblA PETHCTPALIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTI'O Ipenapara A MEJUIMHCKOrO IIPUMEHEHUs B Ka4eCTBE HAJIOrOIJIaTEIbIINKA B CTPaHe
peructpanuu (111 pOCCUMCKUX IOPUINYECKUX JIUI] - HICHTU()HUKALMOHHBIA HOMEp HaJlorornsareabIuKa
(MHH), nns MHOCTpaHHBIX IOPUAMYECKMX JIML - CTpaHa pPEruCTpalliy, HAUMEHOBAaHUE
PErUCTPUPYIOLIETO OPTraHa, PErUCTPALMOHHBIA HOMED, KO HAJIOrOIUIATEIbIIUKA B CTPAHE PETUCTPALUU
(MHKOpIIOpaIK) UJIN €TO aHaJor);

(nm. "B" B pen. @enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

F) HAaWUMCHOBAHHUC U a/IpCC MPOU3BOJUTCIIA JICKAPCTBCHHOT'O IIPCIiapaTa U CBEACHUA O pErucCTpalnun
NPOU3BOAUTEIIAL  JICKAPCTBEHHOI'O  Ipfliapara A MCEOAULIUHCKOIO TPUMCEHCHHSA B  KauCCTBC
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

HaJIOTOIJIaTeNbIlMKa B  CTpaHe perucrpauuud (i pPOCCHUHCKUX  IOPUAMYECKUX — JUI -
UACHTUUKAIIMOHHBI HOoMep Hajororuiatensimka (MHH), m1s mHOCTpaHHBIX IOPHIMYECKHUX JIHIL -
CTpaHa pErucTpalyy, HAaUMEHOBAaHHE PETUCTPUPYIOIIETO0 OpraHa, PETUCTPALMOHHBIA HOMEp, KOJ
HaJIOTOIlIaTeNbIIMKA B CTPAHE perucTpanuy (MHKOPIIOPAlliK) WK €ro aHaJlor);

(nm. "r" B pen. @exaepanbHoro 3akona ot 28.12.2017 N 425-03)

hi) bapmakoTepaneBTHIECKAs rpynmna, KO JIEKapCTBEHHOT'O npernapara o
aHATOMO-TEparneBTHUECKO-XUMUYECKON Kilaccu(UKaluy, peKOMEeHI0BaHHON BecemupHoii opranu3zamueit
3/1paBOOXPAHEHUS,

(nm. "n" B pen. @eaepanbHoro 3akona ot 22.12.2014 N 429-03)
€) MOoKa3aHMsl U MPOTUBOMNOKA3aHUS K IPUMEHEHUIO JIEKapCTBEHHOTO Mpenapara;
) TTOOOYHBIE ICUCTBUS JICKAPCTBEHHOTO MIpernapara;
3) CPOK I'OJTHOCTH JIEKAPCTBEHHOTO Mpenapara;
1) YCJIOBUS XpaHEHUSs JIKAPCTBEHHOTO Mpernapara;
K) YCJIOBUS OTITyCKa JIEKApCTBEHHOI'O IIpenapaTa;

J) HOMep (apmakoneiHHONH CTaThbl WM B CIy4ae €€ OTCYTCTBHSI HOMEp HOPMAaTUBHOU
JOKYMEHTAIH JINOO HOPMAaTUBHOTO TOKYMEHTA;

M) JaTa rOCyJapCTBEHHOW pPETUCTpalliy JIEKApCTBEHHOI'O MpernapaTra W €ro perucTpanvuoHHBIN
HOMEp, JaTa 3aMEHbl PErUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOI'O IpernapaTra Ha OeccpodyHoe
pPErUCTpallMOHHOE YJOCTOBEPEHME JIEKAPCTBEHHOIO IIperapara, JaTa [OJadyd  3asBJIEHUS O
MOATBEPXKIEHUN TOCY/JapCTBEHHONM PETUCTpPAllMM  JIEKAPCTBEHHOI'O IIpenapara, Jara OTMEHBI
roCy/1apCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOTO Ipenapara;

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

H) KaueCTBEHHBIH COCTaB W KOJWYECTBEHHBIH COCTAB JCHCTBYIONIMX BEIIECTB W Ka4eCTBCHHBIN
COCTaB BCIIOMOTaTEIbHBIX BEUIECTB JICKAPCTBEHHOTO Mpenapara;
(nm. "H" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

0) uHpopMalrs 000 BceX pa3pelIeHHBIX BHIaX BTOPHUHON (MOTPEOUTENHCKOM) YITAKOBKH;
(nm. "o" BBegeH denepanbHbiM 3ak0oHOM OT 22.12.2014 N 429-D3)

M) JaTa TNPUHSTHS PEHICHUS O BO3MOXXHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIM Npemapar Mpu
TOCYJapCTBEHHOM pErucTpalii B  KadecTBe Op¢aHHOTO JICKAPCTBEHHOTO Tpemapara (s
JIEKApCTBEHHBIX MPEMApaTOB IS MEIUIIMHCKOTO IPUMEHEHUS );

(nm. "m" BBemen denepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-@3; B pen. denepanbHOro 3akoHa OT
27.12.2019 N 475-®3)

p) HaJM4YUe JIEKAPCTBEHHOTO Iperapara B MEPeYHE >KU3HEHHO HEOOXOJMMBIX M Ba)KHEHIINX
JICKApCTBCHHBIX NPCIIapaToB (I{J’If[ JICKAPCTBCHHBIX MpECIIapaToB 411 MCAUITUHCKOI'O HpI/IMeHeHI/Ifl);
(. "p" BBeneH dexnepanbHbIM 3aK0HOM OT 22.12.2014 N 429-®3; B pen. denepanbHoro 3akoHa OT
27.12.2019 N 475-D3)

C) HAJIMYUC B JICKAPCTBCHHOM IPCNAPATC HAPKOTUUCCKUX CPCACTB, ICUXOTPOIIHBIX BCIICCTB U UX
IPpEKYypCOpOB, noIC)KAIUX  KOHTPOJIIO B Poccuiickoit (De;[epaulm, B COOTBECTCTBHHA C
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3aKkoHOJaTenbCcTBOM  Poccuiickot  denepanmu, MEXKIyHApOAHbIMU  Joroopamu  Poccuiickon
®enepanyy, B ToM uyrciae EqUHON KOHBEHIIMEN O HApKOTHUECKUX cpenctBax 1961 roma m Konsennumein
0 IICUXOTPOIHBIX BemecTBax 1971 roxa;

(nm. "c" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

T) uHOpMaInMsg O TOM, SBISETCS JIM JAaHHBIA JIEKAPCTBEHHBIA TMpemnapaT pedepeHTHBIM
JIEKApCTBEHHBIM IIPENapaToM;
(nm. "1" BBeneH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

y) CBEACHHS O MOJayde 3asBJICHHUS O BHECEHHMM W3MEHEHUH B JIOKYMEHTBI, COJEp)KAILUECS B
pErUCTPallMOHHOM JI0ChE Ha JIEKapCTBEHHBIN IIpenapar;
(nm. "y" BBeneH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

¢) yrpatuia cuny ¢ 1 mapta 2020 rona. - @enepanbhblii 3akoH oT 27.12.2019 N 475-D3;

X) CPOK BBEJCHHS JIGKAPCTBEHHOTO Iperapara sl BETepUHAPHOTO MPUMEHEHHS B I'PaKIaHCKUH
00opoT;
nyn

(mm. "x" BBeneHn denepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03; B pen. PeaepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

) wuHQOpPMAmUs O TOM, SBISETCS JM JaHHBIA JIEKapCTBEHHBIH Tmperapar opdaHHBIM
JIeKapCTBEHHBIM MperapaToM, UMMYHOOHOJIOTHYECKUM JIEKapCTBEHHBIM MperapaToMm,
pamuodapManeBTHYECKUM  JIGKAPCTBCHHBIM — IPEMapaTroM, TOMEONATHYECKUM  JIEKApPCTBEHHBIM
npenaparoM, OMOJIOTHYECKUM JIEKapCTBEHHBIM IIPETapaToM, BHICOKOTEXHOJIOTUYHBIM JIEKApCTBEHHBIM
IpernaparoM, BIIEPBbIE 3apeTUCTPUPOBAaHHBIM B Poccuiickoit denepaninu B COOTBETCTBUM C HACTOSIIIIUM
denepanbHBIM 3aKOHOM WM aKTaMH, COCTaBIIIoMMME 11paBo Coro3a;

(nm. "u" BBeneH denepanbHbiM 3akoHOM oT 30.01.2024 N 1-D3)

2) B OTHOLIEHUHU (hapMalleBTHUECKUX CYOCTaHIIMMA:

a) HauMEHOBaHHME (papMaleBTUYECKON cyOcTaHIMM (MEXIYHapOJHOE HENaTEeHTOBAHHOE, WU
IpYNIUPOBOYHOE, WM XHMHUYECKOE M TOProBO€ HaMMEHOBaHMs), (opMa BBINYCKa (C YKa3aHHEM
J03UPOBKH (IIPU HAJIMUUH), (PACOBKH U YIIAKOBKH);

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

0) HauMEHOBaHHE M aAJpPEC MPOM3BOIUTENS (papManeBTUYECKOH CyOCTaHIUHM (IS POCCHICKHX
IOPUANYECKUX JIMI - WIACHTHU(PUKAIMOHHBIM Homep Hanororviarensimmka (MHH), nias uHOCTpaHHBIX
IOpUAMYECKUX  JMI - CTpaHa  PETUCTpallid, HAaWUMEHOBAaHME  PETUCTPUPYIOIIEIO  OpraHa,
PEerucTpaliiOHHBI HOMEP, KO/ HAJOTOIUIAaTeNbIINKa B CTPaHe PErucTpaluu (MHKOPIOPALUMH) WIH €ro
aHaJjor);

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

B) CPOK TOJHOCTH (hapMaIreBTUIECKON CyOCTaHINY;
T') YCTIOBUS XpaHEeHUsI (papMarieBTHIECKON CyOCTaHIINM;

) HOMep (QapMakoneiHOW cTaTbu WJIM B Cllydae €€ OTCYTCTBHSI HOMEp HOPMaTHBHOMN
JOKYMEHTAIH TNO0 HOPMATUBHOTO TOKYMEHTA;

e) HaJIM4ue (I)apMaI_[eBTI/IqCCKOI\/II Cy6CTaHI_II/II/I B HCPCYHEC HAPKOTHYCCKUX CPCACTB, IMCUXOTPOIIHBIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BELIECTB M UX MPEKYPCOPOB, MOJIEKAIMNUX KOHTpoato B Poccuiickoit denepannn, B COOTBETCTBUH C
3akoHomarenscTBOM  Poccumiickoit  Penepauuu, MeEXAyHapOAHBIMM  JorosopaMu  Poccuiickoit
®enepanyy, B ToM yucie EquHoN KOHBEHIMEN O HapKOTHUECKUX cpenctBax 1961 roxa u Konpennumei
0 TMICUXOTPOIHBIX BemecTBax 1971 roxa.

(nm. "e" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

2. ®apmarneBTHUecKas cyOcTaHIUs, TPOU3BEACHHAs IJIsl peain3allii, MOXET OBbITh BKJIIOYECHA B
rOCy/apCTBEHHBI peecTp JIEKAPCTBEHHBIX CPEACTB HA OCHOBAaHUM 3asBIICHUS pa3paboTuvKa WU
MIPOU3BOUTENS JICKAPCTBEHHOTO CPEJCTBA JIMOO YMOTHOMOYEHHOTO UMH IOPHIMYECKOTO JHUIA TpU
YCIIOBUU TPOBEICHUS B OTHONICHHHM TaKOW (apMaleBTUYECKOW CYOCTAaHIIMM DKCIIEPTH3bI KadyecTBa
(dhapmaneBTHUECKON CyOCTaHIIMU B TMOPSIKE, YCTAaHOBICHHOM CTaThel 34 Hacrosmiero dempepabHOTO
3akoHa. B oTHomeHuMn dapmaneBTUYECKNX CYOCTaHIIMWA, TPOU3BEACHHBIX [UJI pealu3aluu, B
roCy/IapCTBEHHOM peecTpe JIEKAPCTBEHHBIX CPEACTB COACPKUTCA ciaeaytonas nHpopmarus:

1) HauMeHoBaHue (apMaleBTUYECKONH CyOCTaHIMM (MEXIyHapOJHOE HENaTeHTOBAHHOE, WU
IpYNIUPOBOYHOE, WM XHMHUYECKOE M TOProBO€ HaMMEHOBaHMs), (opMma BBIIYCKa (C YKa3aHHEM
JO3UPOBKH (IIPU HAJIMYWH), (PACOBKH U YIIAKOBKH);

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

2) HauMEeHOBaHUe, aJipec MPOU3BOAUTENS (hapMalleBTHUECKON CyOCTaHIMH, a TAK)KE B OTHOIICHUN
JIEKapCTBEHHBIX CPEICTB JUIsI MEJUIMHCKOTO NMPUMEHEHUS CBEIEHHsSI O PErucTpaluy IPOU3BOIUTENS
(dapManeBTUUECKOH CyOCTaHIIMM B KAayeCTBE HAJIOroMjaTesblluka B CTpaHe perucTpanuu (Juis
POCCUICKHMX FOPUAMYECKUX JIMI - HJIECHTH(UKALMOHHBIA HoMep Hanoromiarensiuka (MHH), ans
MHOCTPAHHBIX HOPUIMYECKUX JIMI] - CTpPaHa PETUCTpalliy, HAMMEHOBAaHUE PErHMCTPUPYIOLIETO OpraHa,
pEerucTpalMOHHBI HOMEP, KOJ| HAJIOTOIUIATENbIIMKA B CTpaHE PErucTpaluu (MHKOPIIOpALKu) WIA €ro
aHajor);

(. 2 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

3) cpok rogHOCTH (hapMalleBTUYECKON CyOCTaHIINY;
4) ycnoBus XpaHeHus papMarieBTUYECKON CyOCTaHIINM;

5) nomep ¢apmakomeiHoil craTeu MO0 B CiIy4ae €€ OTCYTCTBHS HOMEpP HOPMAaTHBHOMN
AOKYMCHTAIIUXU UJIKM HOPMATHUBHOI'O JOKYMCHTA,

6) Hanuuue (apMaleBTHUECKON CyOCTaHIIMU B MEpeuHe HAPKOTHUYECKHUX CPEICTB, CUXOTPOMHBIX
BELIECTB M UX IMPEKYypCOPOB, MOJIEKAIIUX KOHTpoao B Poccuiickoit denepannu, B COOTBETCTBUH C
3aKkoHOJaTenbCcTBOM  Poccuiickot  denepanmu, MEXKIyHApOAHbIMU  Jorosopamu  Poccuiickon
®enepanyy, B ToM yrciae EqUHON KOHBEHIIMEN O HApKOTHUECKUX cpencTBax 1961 roma m Konpennuein
0 IICUXOTPOIHBIX BemecTBax 1971 roxa;

7) mata BKJIFOUEHUs PapMareBTHICCKOW CYOCTaHIIMU B TOCYAAPCTBEHHBIA PEECTP JIEKAPCTBEHHBIX
CPEICTB, JaTa BHECEHUSI M3MEHEHHUI B JOKYMEHTHI (hapMaIleBTUUeCKoi CyOCTaHIINM, AaTa UCKITFOUCHHS
(hapMmareBTHUECKOM CyOCTaHITMU M3 TOCYAapCTBEHHOTO peecTpa JICKaPCTBEHHBIX CPE/ICTB.

(uacts 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. HO[!HQOK BCACHUA TOCyHapCTBCHHOI'0 PECCTpa JICKAPCTBCHHBIX CPCACTB IJId MCIAUIHUHCKOI'O
NPpUMCHCHUA W HOPAJOK BCACHUA TOCYHAPCTBCHHOIO pECCTpa JICKAPCTBCHHBIX CpPCACTB IJIA
BE€TCPHUHAPHOI'O MPHUMCEHCHUA YTBCPKAAIOTCA COOTBETCTBYIOIIMUM YIIOJTHOMOYCHHBIM (bCI[epaJ'ILHI)IM
Oopranom HCIIOJIHUTEIHLHOHN BIACTH.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

KoncynprantlIntoc: npumeyanue.

[Tonoxenus ct. 34 (B pea. @3 or 30.01.2024 N 1-®3), kacarommecs IpeI0CTaBICHUS TOC. YCIYT TPH
oOpallleHnu JIeKapCTBEHHBIX CPEJICTB Ui MEOUIIMHCKOTO ¥ BETEPUHAPHOTO NPUMEHEHUs
MOCPEJICTBOM €IMHOM CUCTEMBI U (W) eAuHOTO nopTana, npuMmensitores ¢ 01.01.2026.

Cratbsa 34. BkniovyeHne B rocyfapCTBEHHbIN peecTp NeKapCTBEHHbIX CpeaCcTB U
UCKITIOYeHune m3 rocyaapcTtBeHHOro peecTpa NneKapCTBEHHbIX cpeacrts
c¢hapmaueBTUYECKON CyOCTaHLMKU, NPON3BEeAGHHON ANA peanusauumn
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jlns BrirodeHus (apMamneBTHYECKON CyOCTaHIIMU, TPOM3BEICHHOW MJis peau3aiuu, B
TOCYJaPCTBEHHBIN peecTp JICKApCTBEHHBIX CPEJICTB, MPOBOJIUTCS IKCIIEPTH3a €€ KaueCTBa.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. DkcmepTu3a KayecTBa yKa3aHHOM B dYacTd | Hacrosiied cTatbu (apMareBTHYECKON
CyOCTaHIIMM, COCTaBJICHHE KOMMCCUEH SKCIIEPTOB 3aKIIOYEHUN IO pe3yibTaTaM 3TOM JKCIEPTHU3BI,
MOJANUCAHUE HUX YCWIEHHBIMU KBaJU(UIMPOBAHHBIMU JJIEKTPOHHBIMHM MOJIKUCSAMH, HaIlpaBlICHUE
JAHHBIX 3aKJIIOYEHUH B JIMYHBIN KaOMHET YMOJIHOMOYEHHOro (elepajbHOr0 OpraHa MCIOJHUTEIbHON
BJIACTU B €IMHOW CHUCTEME OCYLIECTBIISIOTCS B CPOK, HE MPEBBIAIONIIMNA TPUALATH pabouyux JHEH co
JIHSI HaIlPaBJICHUS B JIMUHBIA KaOMHET HKCHEPTHOTO YUPEXKICHUS B €IMHONU CUCTEME COOTBETCTBYIOLIETO
3aJJaHus  YIIOJHOMOYEHHOTO (hefepalbHOr0 OpraHa HCIOJHUTENBHOW BIIACTH, TOANMCAHHOTO
YCUJIEHHOW KBaJIM(PUIIMPOBAHHOM 3JIEKTPOHHOM MOANKCHIO, U CIEIYIOMINX JTOKYMEHTOB (CBEACHUN):

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

1) cBeneHusa o Aate NMpPENOCTaBIEHUS U PETUCTPALMOHHOM HOMEpE JMIIEH3MH Ha MPOU3BOICTBO
JIEKAPCTBEHHBIX CPEACTB WM CBEIACHUS O Jare MPEeJOCTaBICHHUS W PErUCTPALlMOHHOM HOMeEpe
3aKJIIOUYEHUST O COOTBETCTBUM TMPOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAaHUSM IPABHI
HaJyIeKalled MPOU3BOJCTBEHHOM NPAKTUKH, BBIIAHHBIX (MIPEAOCTABICHHBIX) YIOIHOMOYEHHBIM
(denepaTbHBIM OPraHOM HCIIOJHUTENFHOW BJIACTH, B CIIydae, €CIIM IMPOU3BOJCTBO JIEKAPCTBEHHOTO
cpeacTBa ocyuiectBisieTcs: B Pocculickoit @enepanuu;

(B pen. Peaepanbubix 3akoHOB 0T 04.06.2018 N _140-D3, ot 27.12.2019 N 478-D3)

2) xomus JOKYMEHTa, BBIJAHHOTO YIOJTHOMOUYEHHBIM OpPraHOM CTpPaHbl IPOU3BOIUTENS
JIEKApPCTBEHHOT'O CPEJICTBA U MOATBEPKIAIOIIETO Pa3pellieHUe MPOU3BOICTBA JIEKAPCTBEHHOI'O CPECTBA,
U €ro MepeBOJ HA PYCCKUH S3bIK, 3aBEPEHHBIC B YCTAHOBJIEHHOM MOPSIKE, a TAK)KE KOMUS 3aKIIFOUCHUS
O COOTBCTCTBUU MTPOU3ZBOAUTECIIA JICKAPCTBCHHBIX CPCACTB TpGGOBaHI/ISIM IpaBu Haz{nexcameﬁ
HpOHSBOHCTBGHHOfI IMIPAKTUKH, BBIAAHHOI'O YIIOJTHOMOYCHHBIM q)eﬂepaJ'IBHI)IM Oopranom HUCIIOTHUTEIbHOHN
BJIACTH, JUOO KOMHS pEeUIeHHs] YIMOJHOMOYEHHOro (eepaabHOro OopraHa HCIOJIHUTEIbHOW BIACTH O
MpoBeIeHUN  (papMalleBTUYECKOM  MHCIEKIMA  MPOU3BOJCTBA  JICKAPCTBEHHBIX  CPEIACTB IS
MEJHUIIMHCKOTO MPUMEHEHHUS Ha COOTBETCTBUE TPeOOBAHMSM MPABUI HaAJNEXKAIEH MPOU3BOJICTBEHHON
NpakTUKu EBpa3uiickoro 3KOHOMHYECKOTO COI03a. YKa3aHHbIE TOKYMEHTHI IPE/ICTABIIAIOTCS B CIydae,
€CIM TPOM3BOACTBO JIEKAPCTBEHHOIO CpEICTBA OCYILIECTBISICTCS 3a mpeaenamu Pocculickoit
®denepanuu;

(B pen. ®eaepanbubix 3akoHOB 0T 04.06.2018 N _140-D3, ot 30.01.2024 N _1-D3)

3) TOKYMEHT, COJEPIKAIINN CISAYIOINE CBEICHH O (DapMalleBTHYECKOW CyOCTaHITUH:

a) HaUMEeHOBaHMe (apMaleBTUUECKON CyOCTaHINH, €€ CTPYKTypa, o0II1e CBOUCTBA,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

6) HAaNMMCHOBAHUC U aApC€C IIPOU3BOJAUTCIIA,

B) TE€XHOJIOTHsSI POM3BOJICTBA C ONMKUCAHUEM CTAJUK MPOU3BOJCTBA U METOJOB KOHTPOJSL Ha BCEX
CTaJusAX MMPOU3BOJCTBA;

T') ONKMCaHKUE pa3pabOTKH Mpoliecca MPOU3BOJICTBA;

1) OINHCaHWE KOHTPOJS KPUTHUUECKHX CTaJUi Ipolecca MNPOU3BOACTBA M IMPOMEKYTOUHOU
MIPONYKLINH;

€) IOKyMEHTaJbHOEe MOITBEPKIeHUE (BaTUAAINS) IPOIECCOB U (MJIN) UX OLICHKA,
’K) CBOMCTBA U CTPYKTYpa JIEHCTBYIOIINX BEIIECTB;

3) XapaKTepUCTHKA MPUMECEH;

1) cnendukanys Ha papManeBTHIECKYIO CyOCTaHIIMIO U ee 000CHOBAHHE;

K) AaHaJIUTHYCCKHE METOJHMKH, WCIOJIb3yeMble TIPU OCYIICCTBICHUHM KOHTPOJS KadecTBa
(hapmareBTHUeCKOU CyOCTaHIINH;

J'I) AOKYMCHTAJIBHOC MMOATBCPIKIACHUC (BaJ'II/II[aI_II/ISI) AHAIIUTUYCCKUX METOIAUK, UCIIOJIB3YEMbIX IMPU
OCYHICCTBJICHUHN KOHTPOJIA Ka4CCTBa (I)apMaHGBTquCKOﬁ Cy6CTaHLII/II/I;

M) pe3yJIbTaThl aHaN3a cepuil (hapMareBTHUECKON CYyOCTaHIINN;

H) IMepeueHb CTaHJApTHBIX OOpPa3OB WJIM BELIECTB, HCIHOJb3YEMBIX IPU OCYILIECTBICHUU
KOHTpOJIS Ka4eCTBa;

0) ONMCaHHUEe XapaKTEPUCTUK M CBOWCTB YIIAKOBOYHBIX MAaTEPHAJIOB M YKYHOPOUHBIX CPEICTB;
) JaHHBIE O CTAOMIIBHOCTH (hapMaleBTHYECKOI CyOCTaHIINY;
P) CPOK FOJTHOCTH;

4) OKYyMEHT, COJIEp)Kallluil CBEACHUS O PETUCTPALUU IPOU3BOJUTENS JEKAPCTBEHHBIX CPENICTB
JUIS MEIUIIMHCKOTO TPUMEHEHMsI B KauecTBE HAJIOrOIUIaTesIbllMKa B CTpaHe perucrpauuu (amnas
POCCUHCKHMX IOPUIWYECKUX JHI - WACHTU(UKAIMOHHBIA Homep Hanoromuiarensiinka (MHH), nns
MHOCTPAHHBIX HOPUIMYECKUX JIMI] - CTPaHAa PETrMCTpalliy, HAMMEHOBAHUE PErMCTPUPYIOLIETO OpraHa,
PEruCTpaliMOHHBI HOMEP, KO/ HAJOTOIUIAaTeNbIINKA B CTPaHe PEerucTpauuu (MHKOPIOPALUKN) WIH €ro
aHajor).
(. 4 BBeneH PenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)
(uactsp 2 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pex. 13.07.2015))

3. Jlug mnpoBeaeHUs HKCOEPTU3bl KadecTBA YKAa3aHHOM B 4YacTW | HACTOSIIEH CTaTbu
(dapmanieBTUUECKON CyOCTaHLIMM 3asBUTENb HANpaBiseT TMOCPEACTBOM €IWHOTO MopTaja B
YIOJHOMOYEHHBIN  (efepaidbHbli  OpraH  HCIOJHUTENbHONW BIACTH WM JIMYHBIA  KaOWHET
YIOJIHOMOYEHHOTO (heZiepaibHOTO OpraHa UCIIOJHUTEIBHOM BIACTH B €IMHOM CUCTEME:!

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Koncynprantllntoc: npumeuanue.
C 01.03.2026 B m. 1 4. 3 ct. 34 BHOCsATCcs u3meHeHust (D3 ot 31.07.2025 N 304-D3). Cm. Oyayuryto

PECAAKIINIO.

1) 3asBieHHEe O BKJIIOUYEHHMM B TOCYJApCTBEHHBIN pPEecTp JEKapCTBEHHBIX CPEACTB JaHHOMN
¢dapmaneBTHUECKOW CyOCTaHIIMM, TMOANMHUCAHHOE YCHUJICHHOW KBAIM(UIIMPOBAHHON 3JIEKTPOHHOM
MOJIIHCHIO;

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

2) PEeKBHU3HTHI JIOKYMEHTA, ITOATBEPK/IAIOIIETO YILIATy TOCYAapCTBEHHOM MOILINHBI 32 BKITFOUCHUE
B TOCYJIapCTBEHHBIN pPeecTp JICKapCTBEHHBIX CPEACTB (hapMalleBTHUSCKON CyOCTaHIMH, POU3BEICHHON
JUIS peanu3alid, JTUO00 MO COOCTBEHHOW WHHIIMATUBE YKA3aHHBIM JOKYMEHT. YIOJHOMOYEHHBIN
(denepanbHBIA OPraH MCHOJHUTENBLHON BIIACTH MPOBEpseT (DaKT yIIAThl TOCYAapCTBEHHON MOIUIMHBI
3asiBUTEIIEM C UCTIOJIh30BAaHUEM MH(POPMAINH 00 yIIaTe roCyJapCTBEHHOM MOIUIMHBI, COIEpIKAIIEHCS B
locynapcTBeHHON HH(POPMAIIMOHHOW CUCTEME O TOCYNApPCTBEHHBIX W MYHHUIIUTIAIBHBIX TUIaTEXaX, Ha
OCHOBAaHWHU TIPCJICTABJIICHHBIX 3asBUTCIIEM PEKBU3WTOB JOKYMEHTA, TIOJTBEPKIAIONICTO YIUIATY
roCyIapCTBEHHON MOIUTHHEI;
(B pen. ®eaepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

3) IOKYMEHTHI, yKa3aHHbIEC B YACTH 2 HACTOSAIIEH CTaThH;
(B pen. ®eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4) 3asBieHUE O BblAaue paspelieHusi Ha BBO3 B Poccuiickyro denepannio KOHKpETHOW MapTuu
HE3apEeTruCTPUPOBAHHOIO JIEKAPCTBEHHOIO CPECTBA, MPEAHA3HAYEHHOTO JUIS MPOBEACHUS YKA3aHHOMN
JKCIEPTU3BI.

(. 4 BBenen dDenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

3.1. B ciydae HempexacTaBi€HMsI C 3asBICHHMEM O BKIIOUEHUU B TOCYJAapCTBEHHBIA peEECTp
JICKApCTBEHHBIX  CPEICTB  (papMalleBTUYECKONH CyOCTaHIIMM  BBIJABaeMbIX  (TIPEIOCTABISEMBIX)
YHOJHOMOYEHHBIMU (heiepaJbHbIMU OpPraHaMU HCIOJHUTEIBHON BIAcTH JOKYMEHTOB (CBEIEHUI),
yYKa3aHHbIX B NMYyHKTax | W 2 4yacTu 2 HacToslled cTaThbH, YNOJIHOMOYEHHBIN (enepanbHblii opra
UCIIOJHUTEJIBHOM ~ BJIACTM  3alpallliBaeT  yKa3aHHbIE JOKYMEHThl (CBEACHHs) B  IOpAIKE
MEXBEJOMCTBEHHOT'0 MH()OPMAIIMIOHHOT'O B3aUMO/IEHCTBUSI.

(uactpb 3.1 BBenena denepasibHbiM 3akoHOM OT 27.12.2019 N 478-D3; B pen. denepaibHOro 3aK0Ha OT
30.01.2024 N 1-®3)

4. B Teuenue nsatu paboumx AHEW CO JTHS NPUHATHSA 3asiBICHUS O BKIOYEHUH YKa3aHHOH B yacTu 1
HacTosAled craThu (papMalEeBTUUYECKOW CYOCTaHLIMM B TOCYAAPCTBEHHBIH pEecTp JEeKapCTBEHHBIX
CPEICTB M JOKyMEHTOB, IIEPEUYHUCICHHBIX B 4YacTH | M myHKTe 2 4acTu 3 HACTOSIIEH CTaTbH,
YIOJIHOMOYEHHBIN (eiepabHbIi OpraH UCIOIHUTENbHOM BIACTH:

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

1) mpoBOAUT MPOBEPKY MOIHOTHI U JTOCTOBEPHOCTU JAHHBIX, COAEPKAIIMUXCS B MPEACTABIECHHBIX
3aABUTCIIEM JOKYMCHTAX,
(B pen. ®exnepanbHoro 3akona ot 25.11.2013 N 317-03)

2) NpUHMMAET peIllIeHHE O HaNpaBJIEHUU B HKCIEPTHOE YUPEKICHUE 3a/laHUsl HA INPOBEJCHHE
HKCHEePTHU3bl KaUeCcTBa yKa3aHHOM B yacTH | HacToswel ctaTby (hapMaleBTHUECKOM cyOcTaHIMU WK 00
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

OTKa3€ B TAKOM HAIIPpaBJICHUU;

3) HampaBisieT B JMYHBIA KaOWHET 3asgBUTENS B €AMHOW CHCTEME MOJMHMCAHHOE YCHJICHHON
KBaJTM(UIIMPOBAHHON 3IIEKTPOHHON MOANHKCHIO YBEIOMJICHHE O IMPHUHATOM DPELICHHHM WIA B CIIydae
0TKa3a ¢ YKa3aHUEM IIPUYUH TaKOTr0 OTKa3a.

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

4.1. B ciydae BbISIBICHHSI HEJOCTOBEPHOCTH U (MJIM) HEOCTaTOYHOCTH CBEJICHHM, COllepKaIuXcs
B MPE/ICTaBICHHBIX 3asBUTENIEM MaTepuallaX, YIOJIHOMOYEHHbIH (enepaabHblil OpraH HCIOJHUTEIbHON
BJIACTU HAMPABIISET 3aABUTEIIO MMOCPEACTBOM €IMHOrO MOpTala WM B JIMYHBIA KaOWHET 3asBUTEINS B
€IMHOW cHUCTeMe 3ampoc 00 YTOYHEHWH YKa3aHHbIX CBEJCHHUH, NOJNHCAHHBIA yCHUICHHOM
KBaJTM(PUIIMPOBAHHON HJIEKTPOHHOH MOAIHUCHIO.
(uacts 4.1 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

Koncynbrantllmoc: npuMeyanue.
C 01.03.2026 B 4. 4.2 cT1. 34 BHOCcsaTcs usmeHeHus (P3 ot 31.07.2025 N 304-D3). Cm. Oyaymryro

PECAAKIINIO.

4.2. 3asButenp o00s3aH HaNpaBUTb IOCPEIACTBOM €IUMHOIO IOpTaja B YINOJIHOMOYEHHBIN
(benepanbHbIi OpraH UCHOJIHUTEIBHOM BIACTH MIIU JIMYHBIN KaOMHET YIOJIHOMOUYEHHOTO (hefiepaibHOro
OpraHa MCIOJHHUTENIbHOIN BIACTH B €IUHON CHUCTEME IOJNMCAHHBIA YCHJICHHON KBaJIM(UIIMPOBAHHOM
JIEKTPOHHOH TMOAIMUCHIO OTBET HA 3aIPOC YIMOJIHOMOYEHHOIO (pefepaqbHOr0 OpraHa MCHOJIHUTEIbHOM
BJIACTH B CpPOK, HE INPEBBIMIAOLIUI IEBSIHOCTA padoyuX JHEH CO AHS MOJIYYEHHs YIOJIHOMOYEHHBIM
(denepanbHbIM OpPraHOM HCIOJHUTEIBHON BJIACTH 3JIEKTPOHHOIO YBEIOMIIEHHS O IOJIyYEHHUH
3asBUTENIEM AAHHOTO 3arpoca. Cpok, yKa3aHHbBIN B 4acTU 4 HACTOSILEH CTaTbH, IPUOCTAHABIMBAECTCS CO
JIHSI HaIlpaBJICHUs 3asBUTEII0 MOCPEICTBOM E€AMHOrO MOpTajla WIM B JIMYHBIA KaOWMHET 3asBUTENS B
€IMHOW CHCTEME 3ampoca YIMOJHOMOUYEHHOTO (hefepalbHOro OpraHa MCIOJHUTENBHOW BJIACTH 0 JHS
HaNpaBJICHUS 3asBUTENIEM IOCPEICTBOM €IMHOTO IMOpTaja B YIOJHOMOYEHHBIN (enepaabHblii opraH
WCIIOJIHUTENIbHOM BJACTU WM JIMYHBIA KaOMHET YIOJHOMOYEHHOro (enepallbHOrO OpraHa
UCIIOJIHUTEIIBHOM BJIACTH B €AMHOM CHCTEME OTBETa Ha JAaHHBIM 3alpoCc U HE YUYUTBIBACTCA IIPU
HCUHCIIEHUU CPOKAa OHKCIEepPTH3bl KadecTBa (papMaleBTUYECKONH CyOCTaHIMM, MNPOU3BEAECHHOW i
pean3anuy.

(uactb 4.2 B pen. denepanphoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHoBaHMEM [JIs OTKa3a B HANPABJICHUU B DKCIEPTHOE YUPEKACHUE 3a/laHUsl HA MPOBEJICHUE
OKCHEepPTH3bl KadyecTBa YKa3aHHOW B dYacTH | HacTosimed craThM (papmaneBTHYECKOH CcyOcTaHIUU
ABJISIETCSI HEINPEACTABICHUE JOKYMEHTOB, YKa3aHHBIX B YacTH 2 HACTOSLIEH CTaTbU, OTCYTCTBHUE
uH(popMalliy, TOATBEpXKIatomle QakT ymiaaTel TOCYJAapCTBEHHOW MONUIMHBI 33 BKJIIOYEHHE
(apmainieBTHUECKON CyOCTaHIMK, MPOW3BEACHHONW [UIsl peaju3alid, B TOCYAapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJICTB, HENPEACTABICHUE 3asIBUTENIEM B YCTAHOBJIEHHBI CPOK OTBETA HA yKa3aHHBIN
B yactu 4.1 HACTOSMICH CTaThH 3alpoC YIIOJHOMOYEHHOrO (eAepaibHOrO OpraHa HCIIOJHUTEIHHON
BJIACTH WJIH NPEACTABIEHUE JOKYMEHTOB, HE COJIEPIKaIMX MCUEPIIBIBAIOLIETO MEPEUHsI HEOOXOIUMBIX
CBEJICHUM.

(dactpb 5 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenme maTHamUATH paboyMX IHEH CO IHS TONYUYEHHUS PEIICHUS YIMOTHOMOUYEHHOTO
(benepanbHOro OpraHa UCIIOTHUTEILHOM BIACTH O HANIPABICHUU B SKCIIEPTHOE YUPEXKICHUE 3aJaHUs HA
MPOBEJICHUE OSKCIEPTU3bl KadecTBa yKa3aHHOW B d4acTh | Hacrosmield cTtathl (hapMarneBTHYECKOU
cyOCTaHIIMM 3asIBUTENH MPEACTABISIET B DKCIIEPTHOE YUPEXKICHUE ISl TIPOBEICHUS TAHHOU DKCIIEPTU3bI
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

00pasubl  (hapMaleBTHUECKOW CYOCTaHIIMM B KOJUYECTBE, HEOOXOIUMOM JUIsI BOCIPOU3BEICHHS
METOJIOB KOHTPOJIS KauecTBa. DKCIIEPTHOE YUPEIKICHHE MPH MOTYYSHUH 00pa3lloB yKa3aHHOH B yacTu 1
HACTOSIIEH CTaThu (papMaIeBTUYECKOW CyOCTAaHIIMM B TOT K€ JICHb HAMpPAaBIIACT B JTUYHBIN KaOWHET
3asBUTENS B €MHON CHCTEME yBEeIOMIICHHE, MTOATBEPKAAOIIee MOTYyYSHNE STUX 00pa3oB. DTH CPOKU
HE BKITIOYAIOTCS B CPOK MIPOBEJICHUS JIAHHOMW SKCIIEPTH3BI.

(B pen. deaepanbHbix 3aK0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N _1-D3)

7. YTpatun cuiy. - ®enepanbubiii 3akoH oT 30.01.2024 N 1-P3.

8. B cpok, He MpeBBIMIAIONINN MATH pabouuX JHEW cO JHS HANPABICHUS MOCPEICTBOM €IMHOTO
rmoprana B YIMOJTHOMOYEHHBIH (heaepanbHblii OpraH WCHOJHUTEIBHON BIIACTH WU JIMYHBIA KaOWHET
YIIOJIHOMOYEHHOTO (heiepaibHOr0 OpraHa HMCIOJHUTEIHLHOM BJIACTH B €IMHON CHCTEME 3aKITIOUYCHUS
KOMHUCCHH SKCIIEPTOB MO pe3yJibTaTaM AKCIEPTU3bl KaUeCTBa YKAa3aHHOW B 4acTH | HACTOSIIEH CTaThbU
(hapmaleBTHUECKOI CyOCTaHIIUHU, YIIOJHOMOUYEHHBIN (hefiepaibHblid OpraH UCIIOJHUTEIBHOMN BIACTH:

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

1) OCYHICCTBJIACT OLCHKY TAaKOI'0 3aKIIFOYCHHUA JIA ONMPCACIICHHA €ro COOTBCTCTBHUA 3aJaHUIO HaA
IIPOBCACHUC JIaHHOM 9KCIICPTUILI;

2) mNOpUHUMaeT pelleHHe O BKIYEHMM YKa3aHHOM B uacTu | HacTrosiued crarbu
(hapmaiieBTHUECKOI CyOCTaHIIMM B TOCYIaPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB WM pelIeHre 00
OTKa3€ B TAKOM BKJIFOUYEHUU;

3) BHOCHT MpH MPUHATHU pEUIeHHs] O BKIIOYEHUM YKa3aHHOW B 4acTu | HacTosmield craTbu
(dapmanieBTHUECKON ~ CyOCTaHIIMM B TOCYAApCTBEHHBIM  peecTp  JIEKAPCTBEHHBIX  CPEICTB
MPEeIyCMOTPEHHYI0 4YacThio 2 crathu 33 Hacrosimero @enepalbHOTO 3aKoHa HWHOOPMALUIO U
HaIpPAaBIIACT 3asBUTEIIO TIOCPEIACTBOM EAMHOTO IMOpTaja WIH B JIMYHBIA KAOWHET 3asSBUTENS B €IUHOU
CHUCTEME BBITIMCKY M3 TOCYIApPCTBEHHOTO PEECTpa JIEKAPCTBEHHBIX CPEJICTB.

(B pen. denepanbHbIX 3aK0HOB OT 22.12.2014 N 429-@3, ot 27.12.2019 N 462-®3, ot 30.01.2024 N
1-@3)

9. OcHoBaHWeM Mg OTKa3a BO BKJIOYEHUU YKa3aHHOM B dYacTh | Hacrosuied CTaThbu
(dapmaneBTHUECKON CYOCTaHIIMM B TOCYJIApPCTBEHHBIN pEecTp JIEKAPCTBEHHBIX CPEICTB SBISETCS
3aKJIFOYEHHE COOTBETCTBYIOIMIETO YITOJIHOMOUYEHHOTO (heJepaIbHOr0 OpraHa MCIOJHUTEIIBHON BIIACTH O
TOM, YTO Ka4yeCTBO (hapMaIleBTUUECKON CyOCTaHIINH HE MOATBEPKICHO TTOJTYYCHHBIMH JIAHHBIMH.

(gactp 9 BBeaeHa denepanbHbiM 3akoHOM OT 22.10.2014 N 313-d3; B pen. DeaepanbHOrO 3aK0HA OT
04.06.2018 N 140-®3)

10. He nomyckaeTrcsi BKIIOYEHHE B TOCYJApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB OJHOMN
(dapmaneBTHUECKON CyOCTaHINK, TIPOU3BEICHHON JJIsi peaI3allid M BBITYCKAEMON OJHHM M TEM XKe
MIPOU3BOIUTEINIEM, B BUJIEC IBYX M 00JI€E PEECTPOBBIX 3aMUCEH.

(uactp 10 BBegena denepanbHbIM 3akK0HOM OT 22.12.2014 N 429-D3)

11. BHeceHne m3MeHeHHH B JIOKYMEHTbI Ha (hapMaleBTHUYECKYIO CyOCTaHLMIO, POU3BEICHHYIO
IUIs pean3alii U BKIIOUEHHYIO B TOCYJapCTBEHHBIN peecTp JeKapCTBEHHBIX CPEJCTB, OCYIIECTBIISIETCS
B Mopsnake, ycraHoBieHHOM crarbsiMu 30 m 31 Hacrosmero denepalpHOro 3aKoHa, C YIJIATON
rOCyJapCTBEHHOM IIOLUIMHBI, NPEIyCMOTPEHHOM 3akoHozartesnbcTBOM Poccuiicko ®Penepauuu o
Hajorax u coopax.
(uactp 11 BBegena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Koncynprantllntoc: npumeuanue.

O BO3MOXHOCTH OOpateHust (GpapMalieBTUYECKONH CyOCTaHIMH, WCKIIOUYEHHOW W3 TOCpPEeecTpa, CM.
taroke @3 o1 30.01.2024 N _1-D3.

12. lomyckaetcst oOpaiieHre ¢GapMaieBTUYECKON CyOCTaHIIMUA IO MCTEYEHHS CpOKa TOJHOCTH,
MPOU3BEJICHHON I pealiu3alid B TEUYEHHE CTa BOCBMUJECATH JHEH TMOCie JAaThbl MNPUHSTHS
YIOJTHOMOYEHHBIM (pe/lepabHbIM OPraHOM HCTIOJTHHUTEIHHOM BIACTH PEIICHUS O BHECCHUH W3MEHECHUN
B JIOKYMEHTHI Ha (DapMarieBTUIECKYI0 CyOCTAHIINIO, B COOTBETCTBUH C WH(OpMAIUEH, ColepKanieics B
JIOKyMEHTaX Ha (papMareBTHYECKYIO CyOCTaHIIMIO 0 JaThl IPUHSATHS TAKOTO PEIICHUSI.

(dactp 12 B pen. @enepanpuoro 3akona ot 30.01.2024 N 1-D3)

13. Pemenune 00 UCKIIOYEHHMM U3 TOCYJapCTBEHHOTO peecTpa JIEKApCTBEHHBIX CPEICTB
(bapManeBTHUECKONW CyOCTaHLIMM, NMPOU3BEACHHON Ml pealn3aluy, NPUHUMACTCS YHOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCTIOJIHUTENFHON BIIACTH B CIIyYae:

1) nmpencraBieHHsT  COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  (eIepalilbHBIM  OpraHOM
WCIIOJIHUTEJIbHOM BJIACTH 3aKJIIOUEHUS] O PUCKE WM 00 yrpo3e >KU3HU WU 3/I0pOBBIO YeNlOBeKa JTMO0
YKUBOTHOT'O TIPY UCIIOJIb30BaHUU JIEKAPCTBEHHOTO CPENICTBA;

Koncynprantllntoc: npumeuanue.
C 01.03.2026 B m. 2 u. 13 ct. 34 BHOCsTCS m3MeHeHUs (D3 ot 31.07.2025 N 304-D3). Cm. Oyaymryto

PECAAKIINIO.

2) HampaBieHHMs — pa3pa0OTYMKOM  JIEKQPCTBEHHOTO  CPEICTBa WM  MPOU3BOJUTENIEM
JICKApCTBEHHOTO CPEJCTBA JIMOO YIMOJTHOMOUYEHHBIM UMHU JPYTUM IOPUAMYECKHM JIUIOM IOCPEICTBOM
€IMHOTO TOpTaJia B YIOJHOMOYCHHBIN (penepalbHblii OpraH WCIOJHUTEIBHON BIIACTH WU JTUYHBIN
KaOMHEeT YNOJHOMOYEHHOIro (QeaepanibHOr0 OpraHa HCHOJHUTENbHOM BIAaCTH B €AMHOM CHCTEME
MOJNKUCAHHOTO YCUJICHHON KBaJM(UUIUPOBAHHOMN 3JIEKTPOHHOMN MOJNUCHIO 3asBICHUS 00 MCKIIOUYEHUU
U3 TOCYJapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CpPEeACTB  (hapMalleBTHUECKONH  CyOCTaHIIUU,
MIPOU3BEACHHON IS PeaIn3aluu;

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

Koncynprantlntoc: npumeyanue.
C 01.01.2026 m. 3 4. 13 ct. 34 He pacnpoCTpaHIETCs HAa MPABOOTHOIICHHS, BO3HHUKAIOIINUE TPU
oOpallleHnH JIEKapCTBEHHBIX CPeACTB A MeauunHckoro npumenenus (@3 or 30.01.2024 N 1-D3).

3) orcyTcTBUS (hapMaIeBTUICCKOM CyOCTaHIIUH, POU3BEACHHOM /ISl pean3aliui, B O0OpaieHIH B
Poccuiickoit @enepanuu B TeueHUE TpeX U OoJiee JeT.
(gactp 13 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

Cratba 35. Ytpatuna cuny ¢ 1 uwona 2015 ropa. - ®epepanbHbIi 3aKOH OT
22.12.2014 N 429-93.

Cratba 36. OOxanoBaHue pelweHnss 06 oOTKase B Bblgaye paspelleHus Ha
npoBeAeHWEe KIIMHMYECKOro MUccrneanoBaHUsA FNeKapCTBEHHOro npenapara, pewweHus o6
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

OTKa3e B rocyp,apCTBeHHoﬁ peructpaumn nekKkapcrtBeHHOro npenaparta, 3aKn4YeHus
KOMUCCUUN IKCNEPTOB IKCMEePTHOro yypexaeHnsa unun 3aknr4eHmnsa coeeta no 3Tuke

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

Perienue cooTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (heIepajIbHOIO OpraHa MCIOJHUTEIbHON BIAaCTH
00 OTKa3ze B BblJaye pa3pelIeHUs Ha NpPOBEIEHHE KIMHUYECKOIO HCCIEeIOBaHUS JIEKAPCTBEHHOTO
npernapara, pelleHHe YKa3aHHOro (elepallbHOrO OpraHa MCIOMHHUTEIbHON BiIacT 00 OTKase B
rOCy/IapCTBEHHOW PETUCTPALMK JIEKAPCTBEHHOI'O IIpernapaTa, 3aKI4YEHHEe KOMHUCCUU JKCIEPTOB
SKCIIEPTHOTO YUPEKJEHUS WIN 3aKJIIOUYEHHUE COBETA IO 3TUKE MOXET ObITh 00KajJOBaHO B MOPSIKE,
YCTAHOBJIEHHOM 3aKOHOJaTenbCcTBOM Poccuiickoit @Penepanuu. 3aKIOYEHHE KOMHCCHHM HKCIIEPTOB
9KCIEPTHOIO YUYPEKACHHUA O B3aMMO3AMEHAEMOCTH JICKaPCTBEHHBIX IIPENapaToB I MEIULUHCKOIO
NPUMEHEHH JINOO O TOM, YTO JICKApCTBEHHBIN Mpenapar Ui MEIUILIMHCKOTO IPUMEHEHHS HE SIBIISIETCS
B3aMMO3aMEHSAEMBIM, MOXET OBbITh 00KaJOBAHO Jep)KaTeleM WM BIAACIbIEM PErHCTPALlMOHHOTO
yIOCTOBEPEHUS JIGKAPCTBEHHOTO Mpemnaparta B YIIOJTHOMOYCHHBIN (DeiepanbHblid OpraH HCIIOJTHUTEIHHON
BJIACTH, KOTOPBIN MPHUBIEKAET K PACCMOTPEHHUIO YKa3aHHOHN >KaI0ObI TTOJJBEIOMCTBEHHBIC €My Hay4YHBIE
OpraHM3allii ¥ 00pa3oBaTeNbHbIE OpraHU3allMd  BbICHIETO O0pa30BaHMs, OCYIIECTBISIONINE
NesITeNbHOCTh B cdepe oOpallleHHs JIEKapCTBEHHBIX CPEACTB. 3aK/IIOUYEHHE KOMHCCHU 3SKCIEPTOB
9KCHEPTHOTO YUpeXkAEHUs, O(GOpPMIEHHOE IO HTOraM MepecMOTpa O0KaJIOBAaHHOTO 3aKIFOUYEHUS
9KCIEepPTa, MOXKET OBITh OCIOPEHO JepKaTeleM WU BIIAJENbIEM PErHCTPAMOHHOTO YA0CTOBEPEHUS
JICKQpCTBEHHOTO TIpernapara JH0O0 YIOJIHOMOYEHHBIM MMM JIMIIOM B TMOPSAKE, YCTaHOBICHHOM
3akoHoaarenbcTBOM Poccuiickoit ®enepaunu. Ilpu oOkanoBaHMM peLIEHUS YHOJHOMOYEHHOI'O
(denepanbHOrO0 OpraHa HCIOJHUTEIBHON BIACTH, 3aKIIOYEHMSI IKCIEpTa WM KOMHUCCHH JKCIEPTOB
9KCIIEPTHOIO YUPEXKICHUS, 3aKIIOUECHUS COBETA 10 3TUKE AeprKaTellb WM BJIaAesel] PErUCTPAMOHHOTO
yIIOCTOBEpEHHsI JIEKAPCTBEHHOI'O Ipernapara JMO0O0 YMOJIHOMOYEHHOE MMH JIMLO BIpaBe NPEACTaBUTh
pe3ysIbTaThl 3KCIEPTU3bl JIEKAPCTBEHHOI'O Ipenapara, MPOTOKOJbl MOJYyYEHHBIX aKKpEAUTOBAHHBIMH
UCTIBITATEIBHBIME Ja00paTOPUAMU (LIEHTPAMH) PE3YIHTATOB UCCIICAOBAHMM, UCTIBITAHUH.
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

Cratba 37. UHdopmauusa, cBfA3aHHaA Cc ocywecTBNeHUWeM rocyaapcTBeHHOWM
peructpauMm WU perucTpauun rneKkapcTBeHHbIX mnpenapaTtoB, WHdoOpmauua o
3aperMcTpMpoBaHHbIX JleKapCTBEHHbIX Npenapatax W neKapCTBEHHbIX npenapartax,
WCKNIOYEHHbIX U3 rocyapCTBEHHOro peecTpa fieKapCTBEHHbIX CPeACTB
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1. CoOTBEeTCTBYIOIIHMA YIOJHOMOYCHHBIM (enepanbHbli OpPraH HCIOTHUTEIBHOW BIIACTH
pa3Memniaer Ha cBoeM OQHIMaTbHOM caiiTe B ceTd 'HMHTepHer" wuHpOpMAIMIO, CBSI3aHHYIO C
OCYIIECTBJICHUEM TOCYAAPCTBEHHOW PErMCTpallid WM PErUCTPALMM JIEKAPCTBEHHBIX IpPENapaToB, B
TOM YHUCJIE MPOBEACHUEM SKCIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB (BKJIOYAs pe3yJbTaThl €€ MPOBEICHNUS),
HH(pOpMAIIMIO O 3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX MperapaTax W JEKApCTBEHHBIX IMpemnaparax,
WCKIIFOYCHHBIX M3 TOCYJApPCTBEHHOTO PEecTpa JIEKAPCTBEHHBIX CPEJCTB, HE TMO3JHEE YeM Uepe3 IITh
pabounx aHEH co IHA MOJy4YeHHUsS YIOJIHOMOYEHHBIM (eiepalibHbIM OpraHOM UCIOJHUTEILHOM BIACTH
COOTBETCTBYIOIIEH HHGOPMAIIUH.

(B pen. denepanbHbix 3aKk0HOB OT 22.12.2014 N 429-03, ot 02.08.2019 N _297-®3, ot 30.01.2024 N
1-D3)

2. Cpoku M TOpSJIOK pa3MeIlleHus yKa3aHHOM B yacTu | Hacrosiued cTtatbu HH(pOpMauuu
YCTaHABJIMBAIOTCSI YIIOJTHOMOYEHHBIM (e/iepalibHbIM OpraHOM HCIOJHUTENbHON BiacTtu. MHopmanus,
yKa3aHHas B 4acTU | HacToOsAILIEH CTaThH, SIBJIAETCS OTKPBITOM M OOLIEAOCTYIHOM M IPENOCTaBISIETCS
3aMHTEPECOBAHHBIM JIMI[aM B COOTBETCTBHUH € 3aKOHOATeNbcTBOM Poccuiickoit denepanuu.
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(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

Mnasa 7. KIIMHWYECKUE UCCINIEAOBAHUA JIEKAPCTBEHHbIX
NMPEMNAPATOB AnA MEAULIMHCKOIo NPUMEHEHUA, AOTOBOP
Ob UX NMPOBEAEHUN, NPABA NALUMEHTOB, YHACTBYIOLLUX
B 3TUX UCCITIEAOBAHUAX

Cratba 38. KnuHuuyeckume wuccnenoBaHMs neKapCTBEHHbIX MNpenapaTtoB AnA
MeaULMUHCKOro NpUMeHeHust

1. Knuandeckue uccieoBaHus JEKapCTBEHHBIX MPEMapaToB Il MEIUIIMHCKOTO IPUMEHEHUS, B
TOM YHCJIE MEXTyHapOIHbIE MHOTOLICHTPOBBIC, MHOTOIIEHTPOBBIC, TTOCTPETUCTPAIMOHHBIE, IPOBOISITCS
B OJIHOM MJTM HECKOJIBKMX MEAUIIMHCKUX OPTaHU3AIMSIX B CIEIYIOMINX IEeIsX:
(B pen. @eaepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

1) ycraHoBieHHE O€30MACHOCTH JIEKAPCTBEHHBIX IMPENApaToB JJs 3JOPOBBIX JTOOPOBOIBIEB U
(W1M) MEepeHOCUMOCTH HX 3J0POBBIMU JOOPOBOJIBIIAMH, 32 HWCKIIOYEHHEM TaKUX HWCCIeA0BaHUI
JICKapCTBEHHBIX MPEMapaToOB, MPOU3BEICHHBIX 3a peaenamu Poccuiickoit deneparmy;

2) l'IOI[60p OIITUMAJIBHBIX JO3UPOBOK JICKAPCTBCHHOI'O IIpC€IiapaTa U Kypca JICUCHUA T IMalluCHTOB
C OHpCACJICHHBIM 3a6OJIeBaHI/ICM, OIITUMAJIBHBIX 403 M CXCM BaKIIMHAIIUH I/IMMYHO6I/IOJ'IOFI/IIIGCKI/IMI/I
JICKApCTBCHHBIMU IIpCTiapaTaM 310POBBIX ,[[OGpOBOHBI_IeB;

3) ycraHoBieHHE O€30IACHOCTH JIEKAPCTBEHHOrO Tmpemapara W ero 3(deKkTuBHOCTH A7
MaleHTOB C OIpEeECTICHHBIM 3a00JIeBaHUEM, pOoPUIAKTUIECKOM 3P PEKTUBHOCTH
MMMYHOOHOJIOTHYECKHUX JIEKAPCTBEHHBIX MIPENapaToB IS 310pPOBbIX JOOPOBOJIBLIEB;

4) wn3ydyeHue BO3MOXKHOCTU DACHIMPEHMs IOKa3aHWM JUIi MEAMLUHCKOrO IpPUMEHEHHUS U
BBISIBJIGHUSI paHee HEU3BECTHBIX IMOOOYHBIX JEHCTBUH 3aperucCTpUpPOBAHHBIX JIEKAPCTBEHHBIX
IIpenapaToB.

1.1. KnuHuyeckue uccieoBaHMsl JEKaPCTBEHHBIX IPENapaToB AJI MEAULUHCKOIO MPUMEHEHUS
MIPOBOASATCS B COOTBETCTBUU C [paBWJIAMU HaAJeXalledl KIMHUYECKOM MPaKTHKH, YTBEP:KICHHBIMU
EBpa3uiickoil 3KOHOMHYECKON KOMUCCUEH.

(dactb 1.1 BBegena denepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

2. B oTHOmEHMH BOCHIPOW3BEACHHBIX JICKAPCTBEHHBIX IPEMapaToB Uil MEAUIIMHCKOTO
NPUMEHEHUS TPOBOJATCS  UCCIEAOBAaHUS  OMOPKBUBAJICHTHOCTH W (WJIM)  TeparneBTUYECKOMH
HKBUBAJICHTHOCTH B [IOPSIKE, YCTAHOBICHHOM aKTaMH, COCTaBJISIOIIMME npaBo Coro3a.

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

3. OpraHnsaumo MMPOBEACHUA KIMHUYCCKHUX I/ICCJ'IG)IOBaHI/Iﬁ JICKAPCTBCHHOT'O IIpf€riapara i
MCIOAUIHUHCKOI'O IIPUMCHCHUS BIIPABC OCYIICCTBIIATD!:

1) p8.3pa6OTLII/IK JICKApPCTBCHHOTO IIpCIlapaTa WK YIIOJTHOMOYCHHOC UM JIMIO;
2) 06pa3OBaT€JIBHLIC opraHu3alvii BBICIICTO 06pa3013aH1/151, opraHu3alivii JOIOJIHUTCIILHOT'O

npodeccnoHaTEHOTO 00pa30BaHus;
(n. 2 B pen. @exnepanbHoro 3akona ot 02.07.2013 N 185-03)
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3) Hay4YHbIE OpraHHU3AIIH.
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

4. KnuHuueckue HCCIEeNOBaHUS JIEKapCTBEHHOI'O IpernapaTta A MEIULUHCKOrO IPUMEHEHUs
MIPOBOJSTCSI HA OCHOBAHMHU pa3pelleHus] Ha MPOBEACHUE KIMHUYECKOTO UCCIEeI0BaHUS JIEKaPCTBEHHOTO
mpenapaTa, BBIJAHHOIO YIOJHOMOYEHHBIM (efepalbHbIM OpPraHOM HCIIOJIHUTEIbHON BIACTH.
VYnonHoMo4yeHHbIH  (enepanbHbli  OpraH HCHOJHUTENBHOM BJIACTM BENET PEEeCTpP BBIAAHHBIX
paspelIieHnii Ha MpoBeJeHUE KIMHUUYECKUX HCCIEI0BaHUN JIEKApCTBEHHOrO Iperapara, cojepKaliuit
yYKa3aHHE Ha UX LI€JIb WIH L€, B YCTAHOBIEHHOM 3THM OPraHOM [OPAJIKE.

(B pen. @enepanbHbix 3aK0HOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-P3)

5. ¥Yrpatun cuny ¢ 1 utons 2015 roma. - @enepanbublii 3akoH oT 22.12.2014 N 429-03.

6. K opranmsanmm npoBeneHUsT KIMHMYECKUX HCCIEJOBAaHUM JIEKAPCTBEHHOIO Ipemnapara s
MEJULMHCKOIO TPUMEHEHUs pa3pabOTYMKOM JIEKApCTBEHHOI'O IIpenapaTa MOTYT IPHUBIIEKATHCS
IOpUIMYECKHE JIMLA JII0OOH OpraHu3allMOHHO-IPAaBOBOM (OpPMBI TMpPU  YCIOBUM OOecredeHus

COOTBETCTBHUS ATUX UCCICIOBAHUI Tpe6OBaHI/I}IM HaCTOAIICTO q)e;[epaanoro 3aKOHa.

7. YTpatun cuny. - @eaepanbubiii 3akon oT 30.01.2024 N 1-03.

8. IlepeueHb MEAMUIMHCKHX OpraHU3alUii, MPOBOMALIMX KIWHUYECKUE HCCIIEJOBAHUS
JIEKapCTBEHHBIX MpEnaparoB i METUIIMHCKOTO MPUMEHEHUS, U PEeecTp BBIJAHHBIX pa3pelieHui Ha
[IPOBEICHUE KIMHMYECKUX MHCCIEJOBAaHUI JIEKAPCTBEHHBIX IIPENapaTroB OIyOJMKOBBIBAIOTCS U
pa3MeIaoTcs YIIOJHOMOUYEHHBIM (eiepabHbIM OPraHOM HMCIIOJHUTEIBHON BIACTH B YCTAHOBJICHHOM
UM [OPAJIKE Ha CBOeM ouinanbHOM caiite B cetu "UHTepHeT".

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

Koncynprantlntoc: npumeyanue.
[Tonoxxenus ct. 39 (B pen. @3 or 30.01.2024 N 1-®3), kacarouuecs: MpeaoCTaBIECHUS TOC. yCIyT
MOCPEJICTBOM €JIMHOM CUCTEMBI U (WJIH) eIUHOTO TopTaia, npuMenstores ¢ 01.01.2026.

Cratba 39. PeweHne o npoBeaeHMUU KITMHNYECKOro uccrnenoBaHuUs fieKapCTBEHHOro
npenapara Ansa MeauUMHCKOro NnpMmMmeHeHus

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

1. KnuHuueckoe ucciieJoOBaHUE JIEKAPCTBEHHOI'O Ipemnapara JUisi MEAMIMHCKOIO IPUMEHEHUS
IIPOBOJUTCA HA OCHOBAHUU pa3pelLICHUs Ha IIPOBEICHUE KIIMHUYECKOIO UCCIIEIOBAHUS JICKAPCTBEHHOTO
mpernapara, BBLIAHHOTO YHOJHOMOYEHHBIM (QelepaabHbIM OpPraHOM HWCHOJTHHUTENBHOW BIIACTH 10
pe3ysibTaTaM 3KCIEePTU3bl JOKYMEHTOB, HEOOXOAMMBIX Ul TOJY4YEHHUS pa3pelleHuss Ha IpOBEICHHE
KIIMHUYECKOTO UCCIIEI0BaHM JIEKAPCTBEHHOTO MpemnapaTa U 3THYECKON IKCIEPTU3BIL.

2. [lna nomydeHHs pa3pellleHUs Ha IPOBEJACHHE KIMHUYECKOTO MCCIEAOBAaHUS JIEKAPCTBEHHOIO
npenapara A MEIUIUHCKOTO IPUMEHEHUS 3asBUTENb HAINPABIISIET MOCPEICTBOM €AMHOIO Ioprajia B
YIIOJIHOMOYEHHBIH  (hefiepasibHblid  OpraH  WCHOJHHUTENbHOM  BJIACTH WM JIMYHBIM  KaOWHET
YIIOJTHOMOYEHHOT 0 (peZiepabHOTO OpraHa UCTIOJIHUTEIBHON BIACTH B €MHOM CHCTEME:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Koncynprantllntoc: npumeuanue.
C 01.03.2026 B . 1 4. 2 ct. 39 BHOCsATCs u3meHeHust (D3 ot 31.07.2025 N 304-D3). Cm. Oyayuryro

PECAAKIINIO.

1) 3asgBieHue O BbIaYe pa3pelleHUs] Ha MPOBEACHHE KIMHUYECKOTO HCCIEOBAaHUS
JEKapCTBEHHOI'O  IIpemapata s  MEAMLMHCKOIO  IPUMEHEHHs, MOJINUCAHHOE  YCHJIEHHOU
KBaJTM(UIIMPOBAHHON 3JIEKTPOHHOH MOAIHUCHIO;

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

2) yrpaTtui cuiy. - @enepanbhbiii 3akoH oT 30.01.2024 N 1-D3;

3) IMPOTOKOJI KIIMHHUYCCKOI'0 HCCICAOBAHHUA JICKAPCTBCHHOI'O IIpfriapara i MCAUIHMHCKOI'O
IIPUMCHCHUS;

4) 6pourtopy uccienoBarens (A 3aperucTPUPOBAHHOTO JIGKAPCTBEHHOIO IpenapaTa JOIyCTUMO
3aMEHUTHh OJOOpPEHHOW OOIIel XapakTepUCTUKON JIEKapCTBEHHOrO TpemnapaTa, €Cld  TaKoH
JIEKapCTBEHHBIN Ipenapar 3aperuCTpUPOBaH B COOTBETCTBUU C aKTaMH, COCTaBIs0IUMU IpaBo Coro3a,
U €ero TIpUMEHEHHE B KIMHUYECKOM MCCIEAOBaHUM HE IPOTUBOPEUUT OJ0OpEeHHOW o0OIen
XapaKTepUCTHUKE JEKApCTBEHHOTO Mpenapara Al MEJUIIMHCKOrO PUMEHEHMS);

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

5) uHGOPMAITMOHHBIN TUCTOK MAlUEHTA;

6) cBeneHust 00 ombITe pabOTHI HCCIENOBATENE MO COOTBETCTBYIOIIUM CIIEHUAIBHOCTAM M HX
OTIBITE PaOOTHI MO MPOBENECHUIO KIIMHUYECKUX UCCIIEIOBaHMIA;

7) - 8) yrpatunu cuiy. - ®enepanpubiii 3aK0H oT 30.01.2024 N 1-D3;

9) KOIIMIO O0roBopa 00513aTEJILHOIO CTpaxOBaHUs, 3aKIIIOUYCHHOTO B COOTBCTCTBUU C TUIIOBLIMU
OpaBuiaMu 00513aTENILHOTO CTpaxoOBaHHd, C YKa3aHUCM npeneanoﬁ YUCJICHHOCTH IIalMCHTOB,
Y4aCcTBYOIUX B KIWMHHUYCCKOM HCCICAOBAHHUU JICKAPCTBCHHOI'O IMpcrapara Iajd MCEAULUHCKOIO
MMPUMCHCHUS,

10) uHpopManuio O cocTaBe JEKapCTBEHHOIO IpemnapaTta JUls MEIULUHCKOrO NMpUMEHEeHMs (3a
UCKITIOYEHHEM OMOJIOTMYECKUX JIEKaPCTBEHHBIX MIPENapaToB);
(B pen. deaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

11) MOKYyMEHT, COCTaBJIEHHBIH MPOM3BOIUTENEM JIEKAPCTBEHHOIO MpernapaTa sl MeIUIMHCKOrO
NPUMEHEHHUS U COJCpXalluil MoKazaTeslu (XapaKTepUCTHUKH), a TaKKe CBEACHUS O JICKapCTBEHHOM
npemnapare ajd MCAUIMHCKOIO HNpPHUMCHCHHA, NPOU3BCACHHOM JIA HNPOBCACHUSA KIIMHUYCCKUX
WCCIIeIOBAaHMH (32 HCKITIOYCHUEM OMOJIOTHYECKUX JIEKApCTBEHHBIX TPENapaToB);

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

11.1) nOKyMEHTBl M CBEIEHHUs, HPEJYCMOTPEHHBbIE IpaBUJIAMK IPOBEICHHUS MCCIEIOBAHUIN
OMOJIOTMYECKUX JIEKAPCTBEHHBIX CPEACTB EBpa3uiickoro 3KOHOMMYECKOI'O COI033a, YTBEP)KICHHBIMH
EBpa3uiickoi 3KOHOMUYECKOU KOMUCCHUEM;

(m. 11.1 BBenen denepanbabiM 3akoHOM 0T 30.01.2024 N 1-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

12) cBepeHus o Aare MpeloCTaBICHUS U PETUCTPALIMOHHOM HOMEpE JHUIICH3UH Ha MPOU3BOACTBO
JIEKApCTBEHHBIX CPEJCTB B CIIy4ae, €CIU MPOU3BOJICTBO JICKAPCTBEHHOTO MpEenapaTa OCyIIECTBISETCS B
Poccuiickoit ®@enepauuu, WM JOKYMEHT, COAEpKAIIMHA CBEACHUS O JaTe NPEAOCTABICHUS U
pPETUCTPALIMOHHOM HOMEPE 3aKIIOYEHHS O COOTBETCTBHM MPOU3BOJWTENS JIEKAPCTBEHHOrO Ipernapara
TpeOOBaHUSAM  TIpaBUJ  HAJUICKAIEH  MPOW3BOJCTBEHHOW  TPAKTUKH,  TPEIOCTABICHHOTO
YIOJIHOMOYEHHBIM OPTraHOM CTPAaHbI IPOU3BOAUTEIIS JIEKAPCTBEHHOIO Iperapara.

(B pen. @enepanbHbix 3akoHOB OT 04.06.2018 N _140-D3, ot 27.12.2019 N 478-®3, ot 30.01.2024 N
1-D3)

2.1. Csenenwus, moAaTBepkaaronme (akT YIUIaThl TOCYJApPCTBEHHON MOILIMHBI 32 NPOBEICHHE
STHYECKOW SKCIEPTU3bI, JKCIEPTH3bl JOKYMEHTOB Ha JICKApPCTBEHHBIH Mpenapar Ui ITOJXyYeHUs
paspemieHuss Ha TPOBEJCHHE KIMHUYECKOTO HCCIEAOBAaHMS JICKAPCTBEHHOTO Tperapara s
MEIUIMHCKOTO MPUMEHEHUs, 32 BBbIAAYy Pa3pelIeHHs HAa MPOBEJCHHE KIMHUYECKOTO HCCIIEeTOBAHUS
JIEKapCTBEHHOTO TIperapara JjIsi MeIUIMHCKOTO MPUMEHEHHS, 33 MPOBEICHHE SKCIEPTH3bI JOKYMEHTOB
Ha JIEKapCTBEHHBIH Tmpemapar s TOJIY4YeHUs pas3pelleHUuss Ha MPOBEJCHHE MEXIYHAPOIAHOTO
MHOTOLIEHTPOBOTO KJIMHUYECKOTO HCCIIEI0BAaHMU JICKAPCTBEHHOTO TNpenapara JUisi METUIIMHCKOTO
NPUMEHEHHs, 3a BbIady pa3pelieHus Ha TPOBEICHHE MEXKIYHAPOIHOTO MHOTOIEHTPOBOTO
KIIMHAYECKOTO WCCIIEIOBaHMs JIGKAPCTBEHHOTO TIperapara JUisi MEAWIUHCKOTO TPUMEHEHHUs, 3a
NPOBEJCHNE STHYECKOH HSKCHEPTU3bI, DKCIEPTU3Bl JOKYMEHTOB Ha JICKAPCTBEHHBIM Npemapar s
MOJYyYEHHs. pa3pelieHHss Ha MPOBEICHHE MOCTPETUCTPALIMOHHOTO KIMHUYECKOTO HCCIIeTOBaHUS
JIEKapCTBEHHOTO TpenapaTa Uil MEAMLIMHCKOTO MPUMEHEHHsI, 32 Bblady pa3pelleHus] Ha MPOBEACHUE
MOCTPETHUCTPALIMOHHOTO KIMHUYECKOTO MCCIIEJOBAHUS JIGKAPCTBEHHOTO IMpernapara Jjsl MEIUIIMHCKOTO
NPUMEHEHHs, a TakKXKe CBEIEHHs O BBIaBaeMbIX (MPENOCTaBISIEMbIX)  YIOJHOMOYEHHBIMHU
(benepaTbHBIMU OpraHaMH MCTIOJIHUTEIFHON BIIACTH JOKYMEHTAaX (CBEICHHSX), YKa3aHHBIX B ITyHKTE 12
YacTH 2 HACTOSIIEH CTaTbd, YMOJHOMOYEHHBIN (henepanbHblii OpraH HCIOJHUTEIFHONH BIACTH
3ampaliuBaeT B MOPSAKE MEKBEIOMCTBEHHOTO SJIESKTPOHHOTO B3aUMOICHCTBHSL.

(uactb 2.1 B pen. denepanbroro 3akoHa oT 30.01.2024 N 1-D3)

3. B cpok, He NpeBBIMAIONINN Tpex pabodmx IHEH CO JTHS HAIMpaBJICHUS B JIMYHBIA KaOWHET
YIOJHOMOYEHHOTO (peiepaIbHOr0 OpraHa MCIOJHUTEIbHON BJIACTU B €IUHOW CHUCTEME YKa3aHHOIO B
MyHKTE |1 4YacTH 2 HACTOSIIEW CTaTbU 3asdBIICHUS M HEOOXOIUMBIX JIOKYMEHTOB, YIOJHOMOYEHHBIN
(benepanbHBIN OPraH UCIOIHUTENBHOM BIIACTH:

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

1) MMPOBOAUT MPOBCPKY MOJIHOTHI U TOCTOBCPHOCTU CBGHGHHﬁ, COACPpKAIINXCA B MPCACTABICHHBIX
3asABUTCIICM JJOKYMCHTAX,

2) IpUHHUMAaET pelIeHHe O MPOBEACHUH IKCIIEPTU3bl JOKYMEHTOB Ul MOJyUYEHUs pa3pelleHus Ha
MIPOBEACHUE  KJIMHUYECKOIO HCCIENOBaHUS JIEKAapCTBEHHOIO IIpernapara il MEIHUIMHCKOTO
IIPUMEHEHHS U 3TUYECKOM SKCIepTU3bl WM 00 OTKa3€e B IMPOBEIEHUH YKa3aHHbBIX IKCIEPTH3;

3) HampaBiIseT 3aABUTENIO MMOCPEICTBOM €IMHOTO MOPTaia WM B JIMYHBIA KaOMHET 3asiBUTEIS B
€IMHOW CHCTeMEe TOJMMCAaHHOE YCWICHHOW KBaJU(HUIMPOBAHHOW  AJIEKTPOHHON  MOJMHCHIO
YBCAOMIICHUC O IIPUHATOM PCUHICHUHN 1100 B CJIydac MMpUHATUA pCHICHUA 00 OTKa3e TaKkxke C YKazaHuem
IIPUYUH TAaKOT'O OTKAa3a,

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

4) HampaBisieT B JIMYHBIA KaOWMHET SKCIEPTHOTO YUPEXKACHUS B €IUHOM CHUCTEME M JIMYHBIN
KaOWHET coBeTa MO JTHKE 33JaHHUi Ha TPOBEIACHHE COOTBETCTBYIOMIMX OJKCHEPTU3, MOJMUCAHHBIC
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" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

YCUJIEHHBIMU KBaJTH(PULIUPOBAHHBIMH 3JIEKTPOHHBIMHU HOAMUCAMHU.
(. 4 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. B ciydae BBISBIICHUSI HETIOJHOTHI M (WJIM) HEJOCTOBEPHOCTH WH(POPMAIIUH, COJEpKaIICCs B
MPEACTABICHHBIX 3asBUTENIEM TOKYMEHTAaX, YIOJIHOMOYECHHBINA (helepaibHbId OpraH MCHOJHUTEIHHOMN
BJIACTH HAMPABIISACT B JTUYHBIA KAOMHET 3asBUTENIS B €AMHOM CHCTEME 3ampoc 00 yTOUYHEHUHN YKa3aHHOM
nH(popMaIuy, MOANMMCAHHBIA YCHUJICHHOM KBaTU(UIIMPOBAHHON JJIEKTPOHHON MOJMUCHIO. 3asiBUTEIh
00s13aH HAIpaBUTh B JIMYHBIA KaOWHET YMOJIHOMOYEHHOTO (elepallbHOTO OpraHa HCIOIHUTEIbHON
BIIACTH B €IMHOM cHCTEME TOJMUCAHHBIA yCUJIEHHOW KBAIU(DUIIMPOBAHHON JIIEKTPOHHON MOIIMHUCHIO
OTBET Ha 3ampocC YIOJHOMOYEHHOro (eaepaabHOro OpraHa HCIOJHUTEIHHONW BIACTH B CPOK, HE
MIPEBBIMIAIONIAA JIEBIHOCTa PAOOYMX JHEH CO JHSA TOJYyYEHHUS YIIOJIHOMOYEHHBIM (eaepaabHbIM
OpraHOM HCIIOJTHUTEIHHOW BIIACTH 3JIEKTPOHHOTO YBEIOMJICHHUS O TOJYYCHHH 3asBHUTEIIEM 3arpoca.
Cpok, yKa3aHHBIA B YaCTH 3 HACTOSIIIECH CTaThH, MIPUOCTAHABIMBACTCS CO JHS HAIPABJICHHUS B JIMYHBIN
KaOWHET 3asBUTENS B EIMHONW CHUCTEeME 3alpoca YIOJIHOMOYEHHOro (enepalbHOTO OpraHa
WCTIOJTHUTENILHON BIACTH A0 JIHS HAMpaBJICHHs B JIMYHBIA KAOMHET YMOIHOMOYEHHOTO (eIeparbHOTrO
opraHa HCIIOJIHUTEJIbHOM BJIACTH B €IMHOM CHUCTEME OTBE€Ta Ha 3almpoC U HE YUYUTHIBACTCS MpPHU
WCYHCIICHUN CPOKa TPUHATUS YIOJTHOMOYECHHBIM (helepaabHbIM OPraHOM HCIIOJHUTEIHLHOW BIIACTH
pelieHusT O TPOBEICHUM OHKCIEPTU3bl JOKYMEHTOB IS TOJYYCHHUS pa3pelieHds Ha TMPOBEICHUE
KJIIMHAYECKOTO MCCIICIOBAHUS JICKAPCTBEHHOTO Mpernapara Jijisi MeIUIIMHCKOTO IPUMEHEHHS.

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

5. OcHOBaHMEM JJIsl OTKa3a B MPOBEACHUU IKCIEPTU3BI IOKYMEHTOB JJISl MOTYYCHUS Pa3pelieHus
Ha TPOBEICHHWE KIMHUYCCKOTO WCCIICOBAHMS JICKQPCTBEHHOTO TIpermapara i MEIUIUHCKOTO
MPUMEHECHHUST W JTHYECKOW DSKCIEPTH3bI SBISETCS TPEACTABICHUE JIOKYMEHTOB, MPEIyCMOTPEHHBIX
9JacThIO 2 HACTOSAIICH CTaThH, B HEIOJIHOM O00BbeMe, HENPECTABICHUE 3asSBUTEIIEM B YCTAaHOBJICHHBIN
CPOK OTBETa Ha YKa3aHHBIA B YacTH 4 HACTOANICH CTaThU 3alpOC YIOJIHOMOYEHHOTO (helepaibHOTO
opraHa MCIOJHUTEIBHON BJIACTH JHOO OTCYTCTBHE B MPEJICTABJICHHBIX JTOKYMEHTAX HCUYCPIBIBAIOIIECTO
nepeuHs: HeoOxoaumoi nHpopManMu UM UHPOPMAIUH, KOTOpas MOJKHA ObITh OTpakeHa B HUX, a
TAaK)KE OTCYTCTBHE CBEJICHUH, KOTOpPbIE B  JAJIBHEWIIEM TOJTBEPKIAIOTCS  MOCPEACTBOM
MEXBEJIOMCTBEHHOTO JJICKTPOHHOTO B3aUMOJICHCTBUSA, O (DaKTe YIIaThl TOCYAapCTBEHHOW MOIUIMHEI 32
MPOBEJICHUE 3TUYCCKOW OSKCIIEPTHU3bI, SKCIEPTH3bI JTOKYMEHTOB Ha JICKAPCTBEHHBIA Ipemapatr s
MIOJTYYCHHS pa3pelieHHs Ha TPOBEICHIE KIMHUYECKOTO UCCIICI0BAHMS JICKAPCTBEHHOTO TIpenapaTa Jjis
MEJIMIIMHCKOTO TPUMEHEHUs, 33 BbIJauy pa3pelieHHss Ha TPOBEICHUE KIMHUYCCKOTO HCCIICIOBaHUS
JIEKapCTBEHHOTO Mpernapara Jijis MeJUIIMHCKOTO IPUMEHEHHs, 32 MPOBEICHUE YKCIIEPTHU3HI TOKYMEHTOB
Ha JICKAPCTBEHHBIN TIperapar Hjs TMOJNyYeHHUs pa3pelieHdss Ha MPOBEICHUE MEXKIyHAPOIHOTO
MHOTOIICHTPOBOTO KJIMHMYECKOTO WCCIICJIOBAHMS JIGKAPCTBEHHOTO Tpernapara Jyuisi MEIUIUHCKOTO
NMPUMEHEHHS, 3a BbIIady pa3pelicHus Ha TMPOBEACHHE MEXKIYHAPOTHOTO MHOTOIIEHTPOBOTO
KIIMHAYECKOTO HCCIICIOBaHMs JIGKAPCTBEHHOTO Tperapara JUisi MEJAWIUHCKOrO TPUMEHEHHUs, 3a
MPOBEJICHUE 3TUYECKON SKCIEPTU3bI, AKCHEPTH3bI JOKYMEHTOB Ha JICKAPCTBEHHBIM Mpenapar s
MONTyYEHHUsI pa3pelleHusl Ha TMPOBEACHUE TMOCTPETUCTPAMOHHOTO KIMHHUYECKOTO HCCIeI0BaHuUs
JIEKapCTBEHHOT'O TperapaTa il MEAUIIMHCKOTO MPUMEHEHWS, 32 BbIIady pa3pelieHus] Ha TPOBEICHHE
MMOCTPETHCTPAIIMOHHOTO KIIMHHYECKOTO MCCIIEAOBAHUS JICKAPCTBEHHOTO Tperapara Il MeIUINHCKOTO
MIPUMCHCHHS.
(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

6. HpOBe,I[eHI/IC OKCIICPTHU3BI NOKYMCHTOB [JIA TIOJNYUCHUA Ppa3pClICHUs Ha IIPOBCACHUC
KIIMHUYCCKOI0 HUCCIICAOBAHUA JICKAPCTBCHHOI'O IIpcrapara ajd MCEAULIUHCKOTO IMPUMCHCHHA U
3TUYECKOM 9KCIICPTU3bI, COCTABJICHUC KOMHCCHEH SKCIICPTOB U COBCTOM IIO 3THKC 3aKJIIOYCHUN O
BO3MOXHOCTH HJIM HEBO3MOXXHOCTH IMPOBCACHHA TAKOI'O KIMHHUYCCKOrO HCCICAOBAHHA, MOAINMMCAHUC
3aKITFOUYCHUM YCUIICHHBIMHU KBaJ'II/I(l)I/IHI/IpOBaHHBIMI/I SJICKTPOHHBIMU MOJANMCAMUA U HAITPABJICHUEC TAHHBIX
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3aKJIIOUYEHUH B JIMYHBIA KaOMHET YHOJHOMOYEHHOTO (efepaibHOr0 OpraHa MCIOIHUTENBHON BIACTH B
€/IMHOW CHCTeME OCYUIECCTBIISIOTCS B CPOK, HE MPEBBIIIAIOIUN ABAIATH NMATH paboyux THEH co IHS
HalpaBJICHUsT B JIMYHBIM KaOMHET OKCIEPTHOIO YUPEXKIEHUS B €AMHOM CHCTEME 3a/laHus
YIOJHOMOYEHHOIO (eAepalbHOIO OpraHa HCHOJHUTENbHON BIIACTH C MPHIOKEHHWEM JOKYMEHTOB,
yKa3zaHHbIX B myHKkTax 3, 4, 10, 11 m 11.1 gactu 2 Hacrosienl CTaTbU, U HAMNPABJICHUS B JIMYHBINA
KaOMHET coBeTa IO STUKE B EIMHOM CHUCTeMe 3aJlaHusl YIOJIHOMOYEHHOro ¢eaepaibHOro OpraHa
WCIIOJTHUTENIBHONW BJIACTH C MPWIOKEHUEM JOKYMEHTOB, yKa3aHHBIX B NMyHKTax 3 - 6 m 9 yactu 2
HACTOSIIEH CTAaThH.

(uactsp 6 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

7. B cpok, HE MpEeBBIAIOIMNUNA TpeX padouMx JHEW CO JHS HANpaBJICHUS B JUYHBIA KaOWHET
YIIOJTHOMOYEHHOTO (eZIepalbHOTO OpraHa HCIOTHUTEIBPHONW BIIACTH B €IMHOW CHUCTEME 3aKITIOUEHUH,
yKa3aHHBIX B 4acTH 6 HACTOSIEH CTaTbH, YHOJHOMOYEHHBIN (efepanbHbIi OpraH HCIOJIHUTEIHHON
BIIACTH:

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

1) OCYHICCTBIIACT OLCHKY MNOCTYIIMBIINX 3aKJII0YCHUN IJi1 OHpCACICHUA HUX COOTBCTCTBUA
3aaHrsAM Ha NPOBCACHUEC COOTBECTCTBYIOIIUX 3KCIICPTU3;

2) mMpUHHMAaeT PEUICHWE O BbIade pa3pelieHus] Ha MPOBEACHUE KIMHHYECKOTO HCCIICTOBAHUS
JIEKapCTBEHHOT'O MpernapaTa AJisi MEIUIIMHCKOTO MPUMEHEHUs, BHOCUT B PEECTpP BBIIAHHBIX pa3pelIeHH
Ha TIPOBEJCHHE KIMHUYECKUX HCCIEIOBAHUIN JIEKAPCTBEHHOTO TMpemnapara COOTBETCTBYIOIIYIO
MHGOPMALIMIO M HAIpPAaBISAET MOCPEJACTBOM €AMHOTO TMOpTala 3asBUTEII0 WJIM B JIMYHBIM KaOWHET
3asgBUTEN B €IUHOM CHUCTEME BBIUCKY M3 peecTpa BBIIAHHBIX pa3pelleHU Ha MpPOBEACHUE
KIMHAYECKNX  HCCIENOBAaHMK  JIGKAPCTBEHHOTO  Mpernaparta, NOJNUCAHHYI0  YCHJICHHOM
KBJIN(UIIMPOBAHHOM 3JIEKTPOHHOM MOAMKCHIO;

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

3) mpuHHMaeT pelnieHHe 00 OTKa3e B BbAaue pa3pellieHuss Ha MPOBEACHHUE KIMHUYECKOTO
HCCIEAOBaHUs JIGKApCTBEHHOrO TMpernapara i MEIUIMHCKOrO IPUMEHEHUS U HaIpaBisieT
MOCPEJCTBOM €IMHOTO TOpTajia 3asBUTEIO WU B JIMYHBIH KaOWHET 3asBUTENSI B €AWHOW CHCTEME
JAHHOE peIICHHe, TIOANMCAHHOE YCHICHHOW KBaTU(UIIMPOBAHHON JJICKTPOHHOW TOJIMKCHIO, C
YKa3aHUEM MPUYUH OTKa3a.

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

8. OcHOBaHMEM AJI OTKa3a B BbIJA4e pa3pellieHUs] Ha MPOBEACHNUE KIMHUYECKOIO UCCIIECIOBAHUS
JIEKApCTBEHHOTIO IIpernapara JJisl MEIULIHUHCKOrO IIPUMEHEHUS SABIICTCA HAIMYUE 3aKIIFOUCHNS] KOMUCCUU
JKCIIEPTOB WJIM 3aKJIIOYEHMS COBETa 0 O3TUKE O HEBO3MOYKHOCTU IIPOBEICHMS KIMHUYECKOTO
HCCIEA0BaHUs JIEKAPCTBEHHOI'O Ipernapara JUisi MEJUIUHCKOrO IPUMEHEHHUS II0 pe3ysbTaTam
MIPOBEACHHBIX IKCIIEPTU3, TPEAYCMOTPEHHBIX YaCThIO 6 HACTOAIIEH CTAaThU.

9. Pemenue 00 0TKa3e B NPOBEAEHUM 3KCIEPTU3bI JOKYMEHTOB JJIS MOJIYYEHUs pa3pellieHus Ha
NIPOBEICHUE KIMHUYECKOTO MCCIEeNOBaHMS JIGKAPCTBEHHOrO Ipemapata Uil MEIUIIMHCKOTO
NIPUMEHEHHUS M OTHUYECKOM HKCHEPTHU3bl M B BbIIAUE Pa3pEUICHMs] HA IPOBEJIEHUE KIMHHUYECKOIO
MCCIIEIOBAaHM JICKAPCTBEHHOTO Iperapara sl MEAULIWHCKOTO MPUMEHEHUSI MOXKET OBITh 00XKalOBaHO
B IIOPSAKE, YCTAHOBIEHHOM 3aKOHOJATENbCTBOM Poccuiickoi @enepannu.

Koncynprantlntoc: npumedanue.
[Tonoxenus ct. 39.1 (B pen. @3 ot 30.01.2024 N 1-®D3), kacaromuecst MpeIOCTaBICHUS TOC. YCIyT
IIOCPEJICTBOM €MHOM cuctemsl, npumensTes ¢ 01.01.2026.
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Cratbsa 39.1. 9Tu4eckasa akcnepTusa
(BBeneHa ®PenepanbHbIM 3aKoHOM OT 22.12.2014 N 429-D3)

1. OTmyeckas OKCIIEPTHU3a IIPOBOAUTCA COBETOM II0 3TUKE, CO3AaHHBIM B IMOPAJIKE, YCTAHOBIICHHOM
YIIOJIHOMOYCHHBIM (benepaanLIM OpraHomM HCITOJIHUTENLHOMN BJIaCTH, B LCJIX BbIAA4YHM 3aKJIIIOUYCHHA 00
3TUYECKON 000CHOBAHHOCTH BO3MOXKHOCTH MMPOBCACHUA KIIMHUYCCKOI'0 UCCICAOBAaHUA JICKAPCTBECHHOI'O
npenapara Jjid MCIUIUHCKOTO IPUMCHCHU .

2. DKcmepraMd COBETa IO AITHKE MOTYT OBITh MPEACTABUTEIH MEIUIIUHCKUX OpTaHU3aINi,
Hay4YHBIX OpTraHM3aluid, oO0pa30oBaTeIbHBIX OpraHW3alMi BBICIIETO OOpa30BaHUS, a TaKXKe
MPEICTaBUTENN OOIIECTBEHHBIX OpraHU3alui, PETUTHO3HBIX OpraHu3aluid M CPEICTB MacCOBOMU
nHpopmanuu. JlaHHBIE OKCIEPTHl HE JODKHBI HAXOIUThCS B KAaKOW-THMOO 3aBHCHUMOCTH  OT
pa3paboTYUKOB JIEKAPCTBEHHBIX NPENapaToB M JPYrHUX JUI, 3aWHTEPECOBAaHHBIX B pe3yJbTaTax
3TUYECKOMN IKCIIEPTU3HI.

3. Omnara yciyr S3KCIEPTOB COBETa IO JTUKE OCYLIECTBISIETCS HAa OCHOBAaHUHM JOrOBOPA,
3aKJIFOUEHHOT0 MEX]Iy YIOJIHOMOYEHHBIM (pe/iepaJbHbIM OPraHOM HCIOJIHUTEIBbHOW BJIACTH, KOTOPBIM
CO3/laH COBET MO JTHKE, M HKCIEPTOM COBETa IO J3THKE, 3a CYeT OIUKETHBIX aCCUTHOBaHUIA,
IIPEYCMOTPEHHBIX YHOJHOMOYEHHOMY (eiepaJbHOMY OpraHy HCIOJIHHUTEIBHOW BJIACTH, KOTOPBIM
CO3[]aH COBET IO 3TUKE, B (peepallbHOM OOJKETe Ha COOTBETCTBYIOUIMH IOJ Ha OOECHEUCHUE €ro
NEesATEIbHOCTH, B pasmMepax, ycraHoBilIeHHbIX [IpaBurensctBoM Poccniickoit denepanun.

4. 9KCHepTI>I COBCTA MO 3THUKEC HECYT OTBCTCTBCHHOCTH B COOTBCTCTBHUH C 3aKOHOAATCIHCTBOM
Poccuiickoit deneparumn.

4.1. Tlpu mpoBeneHUHU STUYECKON DKCHEPTH3bI HE JOMYCKAeTCs HCTPEOOBAaHHME SKCIEPTOM Yy
3asiBUTENs MO0 MHBIX JIMI[ MaTepUajoB, HEOOXOIMMBIX Ui MPOBEIEHUS ATHUECKOW IKCIepTusbl. B
clly4ae HEJIOCTATOYHOCTH MPEACTABICHHBIX JKCIEPTYy MATEpUajOB B JIMYHBIM KaOWHET 3asBUTENs B
€MHOM CHUCTEME YIOJHOMOYEHHBIM JHMIIOM COBETA MO 3THUKE HAIMpPABISETCSA 3alpoc O MPEACTaBICHUU
HEOOXOJUMBIX MAaTEpPHAJIOB, TMOJMMUCAHHBIA PYKOBOIUTENEM (YMOJIHOMOYCHHBIM JIMI[OM) COBETa II0
O9TUKE C UCIOJIb30BAHUEM YCHJICHHOW KBAJIU(DHUIIMPOBAHHONW JJICKTPOHHOM TIOMIMUCH, a TaKXKe
HampaBliAeTCs yBEAOMJIEHHME 00 YKa3aHHOM 3ampoce B JIMYHBIM KaOMHET YHOJHOMOYEHHOI'O
(benepanbHOro OpraHa UCMOJHUTENBHOMN BIACTH B €IMHOMN CHCTEME.

(uacts 4.1 BBenena @enepanbHbiM 3aKkoHOM 0T 30.01.2024 N 1-D3)

4.2. 3agBuTens 00sf3aH HANpaBUTh B JIMYHBIM KaOMHET COBETa MO STHKE B E€AMHOW CHUCTEME
MOJINMCAHHBIA YCHJICHHON KBaTM()PUIMPOBAHHON HIIEKTPOHHOH TOJMHMCHIO OTBET Ha 3ampoc O
MIpPE/ICTaBJICHUH HEOOXOIMMBIX MaTEpHUaJOB COBETY IO ATHKE B CPOK, HE IPEBBIIMIAIOMINNA JEBSIHOCTA
pabouux nHEH co JHSA MOJYYEHHsS COBETOM IO 3THUKE 3JIEKTPOHHOIO YBEAOMJIEHUS O IOJIYy4YEHUHU
3asBUTENIEM yKa3aHHOI'O 3ampoca. Bpems co [aHs HampaBieHHs COBETOM IO THKE B JIMYHBIN KaOWHET
3asBUTEN B €AMHOW CHUCTEME 3ampoca O MPEACTABICHUMM HEOOXOAMMBIX MaTepUanoB 10 JHS
HaTpaBJICHUs 3asBUTENIEM B JIMUHBIM KaOMHET COBETA IO ATUKE B €MHOM CHCTEMEe OTBETA Ha YKa3aHHBIN
3aMpoc HE YUYUTHIBAECTCS TP UCUUCIEHUHU CPOKA IPOBEACHMS STUUECKON IKCIIEPTU3BI.

(uactsp 4.2 BBeieHa PenepanbHbIM 3aKkoHOM 0T 30.01.2024 N 1-03)

5. CocraB coBeTa I10 O9THUKE, HOJIOKCHHE 00 3TOM COBCTEC, HOPAIOK €TI0 ACATCIbHOCTH, T[ze6OBaHI/I$I
K KBaJ'II/I(1)I/IKaI_[I/II/I H OIIBITY pa6OTBI 110 3KCHCpTHOI71 OOCHKE HAYYHBIX, MCAWIHWHCKHX M I3THYCCKUX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

aCIEKTOB KJIMHUYECKUX HUCCIEIOBAaHUM JIEKAPCTBEHHBIX MPENapaTroB JJii MEAUIIMHCKOIO MPUMEHEHMUS,
MPEIBSABISIEMBIE K JKCIIEpPTaM COBETA 10 3THKE, HOPSJIOK OPraHU3alMd U MPOBEICHHUS 3THUYECKOU
JKCIepPTH3bl, (popMa 3aKIIFOUEHHUS COBETA TI0 3TUKE YCTAHABIMBAIOTCS YIOJTHOMOYECHHBIM (hefepaabHbIM
OpPraHOM MCIIOJHUTEIBbHOW BJAcTU. YMCIO MpeAacTaBUTENEd MEIMIMHCKUX OPraHU3aluil HE MOXET
MPEBBIIATH MOJOBUHY OT OOIIEro Yucia SKCIEPTOB COBETA IO ITHKE.

6. Nudopmanus o cocraBe coBeTa IO ITHKE, IUIaHAX €ro paboThl M TEKyIIEH AeATeIbHOCTU
pa3meraercd Ha O(UIUAIBHOM CalTe YIMOJIHOMOYEHHOTO (enepaJbHOro OpraHa HCIOJHUTEIbHON
BJIACTH B ceTH "MIHTepHET" B yCTAaHOBJIEHHOM UM [OPAJIKE.

Koncynbrantllntoc: npumeuanue.
ITonoxxenus ct. 40 (B pen. @3 or 30.01.2024 N 1-®3), kacaromuecs: NpeaoCTaBIECHUs TOC. YCIyT
IIOCPEACTBOM €AMHOM cucTeMbl, pumenstores ¢ 01.01.2026.

Cratbs 40. [NpoBeaeHMe KNMHUYECKOro UCCef0BaHUA NIeKapCTBEHHOro npenapara
Ana MeauLMHCKOro nNnpuMeHeHus

1. PykoBoauTenp MEIMIMHCKON OpraHM3alud, KOTOpas NPOBOJUT KIMHUYECKOE HCCIIEOBAaHUE
JIEKApCTBEHHOr0  Ipemapara Uil  MEIWLIHUHCKOrO IPUMEHEHHUs, Ha3Ha4aeT UCCIeN0BaTeNs,
OTBETCTBEHHOTO 3a MPOBEJICHHE TAaKOTO HCCIEIOBAaHUS U HMMEIOIIEro JIEYEOHYIO CIEeNHaIbHOCTb,
COOTBETCTBYIOIIYIO IPOBOJAMMOMY KIMHUYECKOMY HCCJIEIOBAHUIO JIEKAPCTBEHHOrO Ipenapara, co
CTakeM paboThI IO MPOrpaMMaM KIMHHYECKHUX HCCIICTOBAaHHUH JICKAPCTBEHHBIX IMPENapaToB HE MEHee
YyeM TpU roJa M N0 €ro MNPeIIOKEHUIO Ha3HA4aeT COMCCIENOBATeNeld W3 4Yucia Bpayed STOU
MEIMIIMHCKON OpraHu3alni.

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

2. HccnenoBarens OCYHICCTBIIACT BBI60p MMaguECHTOB, KOTOPBIC IIO MCAWIHMHCKHUM IIOKa3aHUAM
MOTYT OBITh MPUBJICYCHBI K YYACTUIO B KIMHUYCCKOM HCCJICIOBAHUU JICKAPCTBCHHOI'O IIpCliapaTa I
MCIUITUHCKOI'O MPpUMCHCHUS.

3. HccnegoBaTellb M COHCCICAOBATEIN  HOJIKHBI OBITh O3HAKOMJICHBI C pe3yjibTaTaMu
JOKIIMHUYCCKOI'O HUCCIICA0OBaHUA  JICKAPCTBCHHOI'O CpeacTBa, COACPKAIINMHUCA B 6pOHHOpC
HCCIIEA0BATEIA, IPOCKTOM IIPOTOKOJIA KIMHHUYECKOTO HCCIICAOBAHUA JICKAPCTBCHHOI'O IIpe€riapara I
MCAUIUHCKOI'O IIPUMCHCHUA, p8.3pa6OTaHHBIM p33pa6OTLII/IKOM JICKaPCTBCHHOT'O IIpCIiapaTa WJIW HHBIM
OPUINYCCKUM JIMOOM, IIPUBJICKACMBIM K OpraHu3alliyu MPOBCACHUA KIMHHUYCCKOI'O HCCICAOBAHUA
JICKApCTBCHHOT'O mpfnapara M1 MCEAUIUHCKOTO MNPUMCHCHUA, W APYIrUMH MaTCpualaMHd TaKoro
HUCCICIOBaHU.

3.1. PykoBoauTeah MEIULIMHCKON OPraHU3allMy B CPOK, HE MPEBBIIIAIOUINN TpeX pabouux AHEH co
IHS HayaJla MPOBEACHUS KJIMHUYECKOI0 MCCIEN0BaHNUs JIEKAPCTBEHHOTO IIpenapara Al MEIULIUHCKOTO
IPUMEHEHHs, coo0IaeT 00 3TOM B YINOJIHOMOYEHHBIN (hefepanbHblii OpraH MCIOJHUTEIBHON BIIACTH,
BBIJIaBIIMI pa3pellieHue Ha MPOBEICHUE TAKOT0 UCCIIEI0BaHMs, TI0 YCTAaHOBJICHHOW UM (Gopme.
(uactsp 3.1 BBeneHa @enepanbHbIM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYUIECTBIISIOIINE OPraHU3alMI0 MPOBEACHMS KIMHUYECKOIO MCCIIEI0BaHUs
JIEKApCTBEHHOT'O TIpenapara Jisi MEIUIIMHCKOTrO MPUMEHEHHsS W yKa3aHHbIE B 4acTH 3 crartbu 38
Hactosmero denepaibHOro 3aKOHAa, B Cllydae HEOOXOAWMOCTH BHECEHHS W3MEHEHHUH B IMPOTOKOI
KIIMHUYECKOTO MCCIIEIOBaHMs JIEKapCTBEHHOTO Mpernapara il MEAUIIMHCKOTO MPUMEHEHHUs COO0IaoT
00 TOM B yIOJTHOMOUYEHHBIH (peiepanbHblii OpraH UCIIOJHUTEIHHON BIACTH, BBIIABIINN pa3pelieHne Ha
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 23.07.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MIPOBE/ICHUE TAKOTO UCCIIEJOBAHUS, 110 YCTAHOBJIEHHON UM (hopMe.
(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-D3)

4.1. ®opma cooOUIeHHs O BHECEHMHM H3MEHEHHUH B MPOTOKOJI KIMHUYECKOTO HCCIEIOBAHUS
JIEKapCTBEHHOTO TMpernapaTa Uil MEIUIMHCKOTO NPUMEHEHHS MOJDKHA COJEp)KaTh CIeAyIoIIne
CBEJICHHS:

1) HaMMCHOBAaHUC, I/I,Z[eHTI/I(bI/IKaHI/IOHHHﬁ HOMCEpP U aaTa MpOTOKOJIa KIMHUYICCKOro UCCIICAOBAHUA,
2) JaTa BHECEHUS U3MEHEHUH B IMMPOTOKOJ KIIMHUYCCKOT'O UCCIICAOBAHUS,
3) HaMMCHOBAHUC U MCCTO HaAXOXIACHUS 3asABUTCIIA,

4) HaMMEHOBAaHHE OpraHU3AIMH, MPUBJICYCHHOW Pa3zpabOTUMKOM JIEKApPCTBEHHOTO Ipernapara K
OpraHu3alMK MPOBEIEHUS KIMHUYECKOTO UCCIe0BaHus (TIPU HATMYUH);

5) HaAMMCHOBAHUA M MECTa HaAXOXICHHA MCECIHUIITMHCKHX opraHmauHﬁ, B KOTOPBIX IIPOBOAUTCH
KIIMHUYECKOEC NCCICIOBAaHUC,

6) narta BbIJAYM pa3pelIeHUs Ha IPOBEJCHHE KIMHUYECKOTO HCCIEIOBaHUS M HOMEpP 3TOTO
paspelieHus;

7) ©3MEHEHUs, BHOCHMBIE B IPOTOKOJI KIIMHUYECKOTO HCCIICIOBAHMUS.
(uactsp 4.1 BBeneHa @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He mpeBbIIaonuil 1BaaTH BOCbMHU paboumx JHEH cO JTHS MOJIY4YeHHs YKa3aHHOTO B
yacTu 4 HacToslled CTaTbu COOOLICHHUs, YIOJHOMOYEHHBIH (enepanabHblii OpraH HMCIOJHUTEIbHON
BJIACTU PACCMATPUBAET 3TO COOOILIEHHE B YCTAHOBJIEHHOM UM MOPSJIKE W NPUHUMAET pELICHHE O
BHECECHUM HM3MEHEHHMM B IIPOTOKOJ KIMHUYECKOTO HCCIENOBAHMS JIEKaPCTBEHHOIO IIpernapara it
MEIULMHCKOTO PUMEHEHHUSI WM 00 OTKa3e BO BHECEHWU TAKMX M3MEHEHHH, MOAMUCAHHOE YCHICHHON
KBaJTM(UIIMPOBAHHOW DIIEKTPOHHON TOJMKCHI0, TOCPEICTBOM HANPABICHUS COOTBETCTBYIOIIETO
pelieHus B JIMYHBIM KaOWHET 3asBUTENsI B €AWHOW cucTteme. [Ipm paccMoTpeHuM COOOIIEHUS O
HEOO0XO/MMOCTH BHECEHHMs] M3MEHEHHUH B IPOTOKOJI KIMHUYECKOI'O HCCIIEOBAaHUS JIEKapCTBEHHOTO
mpenapara Ui MEIUIMHCKOTO NPHUMEHEHMs B LENAX OLEHKM OOOCHOBAaHHOCTH MpEJIaraeMblxX
U3MEHEHUN U OIpEIEICHUs CTEIEHU PUCKA Ul MAlMEHTOB, IMPUHUMAIOIIUX y4aCTHE B KIMHUYECKUX
WCCIICIOBAHMSX, YIOJIHOMOYEHHBIM (ellepalbHbIM OpPraHOM HCIOJHUTEIbHONH BIACTH MOTYT
MIPUBJIEKATHCSI SKCIIEPTHI COBETA I10 3TUKE U (MJIM) SKCIEPThI IKCIIEPTHOTO YUPEIKICHHUSL.

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

6. Knunuyeckoe wuccieqoBaHuE JIEKAPCTBEHHOrO Ipemnapara i MEAULMHCKOrO NPUMEHEHUs
MOXKET OBITh TPUOCTAHOBIEHO WM MPEKPAIEHO, €CIM B MPOIECCe ero MpoBeAeHUs OOHapyKeHa
ONACHOCTb I JKM3HH, 3J0POBbS MALMEHTOB. B ciydyae BO3HUKHOBEHHS ONACHOCTH JUISl KU3HHU,
3710pOBbsl NALIMEHTA, YYACTBYIOLIETO B KIMHUYECKOM HCCIICIOBAHMU JIEKAPCTBEHHOIO Ipemnapara s
MEJIMIIMHCKOTO TPUMEHEHUs, UCCienoBaTenu o0s3aHbl MpouH(DOPMUPOBATH 00 3TOM PYKOBOIUTEINS
MEIMIIMHCKON OpraHv3alii W OpraHu3alyio, TMOJYYUBIIYI) pPa3pelICHUE YHOJIHOMOYEHHOTO
(denepanbHOrO0 OpraHa HUCHOJHUTENBHOM BIACTH Ha OPraHU3alMI0O IPOBEICHUS KIMHHUYECKOTO
HCCIeAOBaHUs  JIEKAPCTBEHHOIO Ipenapara. PemieHrWe O NPUOCTAHOBICHHM — KIMHUYECKOTO
HCCIIEIOBAHUS JIEKAPCTBEHHOIO IIpenapara Iyl MEIUIIMHCKOrO IPUMEHEHUS IPUHUMAIOT PYKOBOAUTEID
MEJIMLIMHCKOM OpraHu3anuu W (WiIu) OpraHu3aiusi, MOJYyYMBIIAs pa3peuieHUuEe YIOIHOMOYEHHOTO
(denepaabHOrO OpraHa WCHOJHUTEIBLHON BIIACTH HA OPTraHU3AIMIO IPOBEICHUS KIMHHYECKOTO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

HCCIIEI0OBaHMs JIEKapCTBEHHOTO IIpenapaTa il MEAULUHCKOTO IPUMEHEHHUS], PELIEHHE O NMPEKpaIleHuN
TaKOT0 MCCJIeIOBaHUs MPUHUMAET YIOJIHOMOYEHHBIN (peepanbHblii OpraH MCHOJTHUTEIBHONW BIACTH HA
OCHOBAHMU COOOILICHHS B NHCBMEHHOH (opMe PYKOBOAMTENS MEIUIIMHCKON OpraHu3alyd WM
OpraHu3alysi, MOJy4YUBIIas Pa3pelIeHHe YMOJIHOMOUYEHHOro (eAepalbHOr0 OpraHa HCIOJHUTEIbHON
BJIACTM Ha OPraHMU3alUIO0 MPOBEJACHUS KIMHMYECKOTO HMCCIIEIOBAaHUS JIEKAPCTBEHHOIO Ipernapara Ui
MEIUIMHCKOTO IPUMEHECHHS.

7. B cpok, He MpeBBIIAOLINNA MATH paboyux THEH co JHs 3aBEpLICHUs, TPUOCTAHOBICHUS WU
MIPEKPALLEHUS] KJIMHUYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOIO IIpemapara il MEIULUHCKOIO
IIPUMEHEHHUS, COOOLIEHNE 00 ITOM HAINpPABJISETCS OpraHU3alMsIMM, YKa3aHHBIMU B 4acTu 3 craThbu 38
HacTosuero denepaibHOIO 3aKOHA, B YIIOJTHOMOYEHHBIN (eiepalibHbIi OpraH NCIOJHUTENIBHOM BIacTh
10 YCTaHOBJIEHHON UM (opMme.

8. <DopMa COO6HI€HI/I$I O 3aBCPHICHHHU, IMNPUOCTAHOBJICHHMW MWW MIPCKpallCHUHW KIMHUYCCKOI'O
HCCIICAOBaHUA JICKAPCTBCHHOI'O MIpCIiapaTta st MEAULIMHCKOT'O IIPUMCHCHUS NJOJI’)KHA COACPIKATh!:

1) uHpOpMAINIO O MEAUIIMHCKON OpraHU3allui WM MEIUIMHCKUX OPTraHU3allUsiX, MPOBOIUBIINX
JIaHHO€E MCCJIEIOBAHUE;

2) onucaHue JaHHOTO MCCIIECIOBAHNUS,

3) nanubie ucciaenoBaTens (pamuius, UM, OTYECTBO, MECTO PaOOTHI, 3aHUMaeMasl JIOJDKHOCTb,
CHEUUANTBHOCTh, CTaX paboOThl IO TPOrpaMMaM KJIMHUYECKUX HCCIICIOBAHUH JIEKapCTBEHHBIX
MpenaparoB, MEPEYCHb KIMHUYECKUX HCCIICAOBAHUI JICKAPCTBEHHBIX MPENapaTroB, B KOTOPBIX OH
MIPUHUMAN y4acTre (IEPUOIbI YYacTHsI) B KAUECTBE MCCIEA0BATENs UM COMCCIIEIOBATENs);

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

4) pe3ynabTaT MaHHOTO WCCIEAOBAHUS (3aBEpIICHHE, MPUOCTAHOBICHHE WM TPEKpalleHHe
JaHHOTO HCCICAOBAHHA C YKAa3aHUCM HX IMPUYWH W BJIWAHHUA Ha OLCHKY €ro pe3yJbTaToOB, 0611[}’}0
OLICHKY PUCKa W OXXHJIAeMOW MOJB3bI OT MPUMEHEHUS HCCIEIYyeMOTO JIGKAPCTBEHHOTO Iperapara, a
TaKXe Mpe/roiaracMple JaTbHEHIITNE TCHCTBHUS).

8.1. Ilpu BbIsIBIEHHM (eaepaTbHbIM OPraHOM HCIHOJHHUTENBHOM BJIACTH, OCYILECTBIISIOLIIM
(GYHKIMM TIO KOHTPOJIO W HaI30py B cdepe 3ApaBOOXpAHEHHUs, HAPYIICHUH OpPAaBUI HaJUIeKaIeH
KJIMHWUYECKOW IPAKTUKU IIPU NPOBEICHUH KIMHUYECKOTO HMCCIEIO0BAaHMs JIEKAPCTBEHHOI'O Ipernapara,
BIIUSIIOLINX Ha IMOJIHOTY U (WJIM) JOCTOBEPHOCTh JAHHOTO KIMHHUYECKOIO HCCIEeIOBaHUS, YKa3aHHBIN
(benepanbHbIi OpraH MCIOJHUTEIbHON BIACTU NMPHOCTAHABIMBAET IPOBEJCHHUE JAHHOTO KIMHHUYECKOTO
HCCIIEIOBaHMUs U BBIHOCUT MEIMLMHCKON OpraHu3aliy, B KOTOPOH IPOBOAMTCS JAHHOE KIMHUYECKOE
UCClIeIOBaHNEe, TMpeanucaHne o0 yCTpaHeHHWU BbISBIEGHHBIX HapymeHud. Ilpu HeycTpaHeHuu
MEIMLMHCKOW OpraHu3alyedl BBIABICHHBIX HApyLIEHWH B YCTAHOBICHHBIM B IPEIIMCAHUH CPOK
yKa3aHHbI (enepanbHbIi OpraH MCIOJHUTENbHONW BIACTH NPUHUMAET pELIEHHE O MpeKpalieHUH
MPOBEJICHUS] KIIMHUYECKOI0 UCCIIeI0BaHUS JIEKapCTBEHHOTO IperapaTa U HampasiseT B (deaepaibHbIN
OpraH HCIOJIHUTEIBbHOW BJIACTH, OCYHIECTBIAIOMMN (QYHKIMHM 10 BbIpAaOOTKE M peanu3aliuu
rOCYJapCTBEHHOH IMOJIMTUKUA M HOPMATHBHO-TIPABOBOMY DETYJIMPOBAHUIO B cdepe 3ApaBOOXpaHEHUS,
3aKJIFOUYEHHUE O BBISBICHUU NPU IPOBEACHUH JaHHOTO KIIMHUYECKOTO UCCIIEI0BAHUS HAPYIIEHNN IPaBUII
Ha/JIeKaAIIed KIMHUYECKOH TMPaKTHKH JUIS OPUHATHS pelieHuss o0 OTMEeHe pas3peuieHus Ha
OpraHW3alMI0 IMPOBEACHUS HJAaHHOTO KIMHUYECKOIO MCCIECIOBAaHUSA C JaTbl IPUHATUSA PELICHUS O
MIPUOCTAHOBIICHUH NTPOBEIAECHUS KIIMHUYECKOI0 HCCIIENOBaHMUS JIEKaPCTBEHHOTO IIpenapara.

(dactp 8.1 B pen. DenepanpHoro 3akona oT 13.07.2015 N 241-D3)
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8.2. Ilpu mpoBeneHUM KIMHUYECKOTO HCCIENOBAaHUS JIEKApCTBEHHOIO TMpemaparta Juis
MEJIMIIMHCKOTO TPUMEHEHUS B CIIyyae YTOUHEHHUs (M3MEHEHHUsI) TaHHbBIX, COJIEPKAIIUXCS B pa3pelieHun
Ha TMPOBEJICHUE JAHHOTO KIMHUYECKOTO HCCIIEIOBaHMs, HA OCHOBAaHWM HANPABJICHHOTO B JIMYHBIN
KaOMHET YIOJHOMOYEHHOro (enepaabHOro oOpraHa HCIOJHUTEIBHOM BJIACTU B €IUHON CHCTEME
oOpareHust 3asBUTENSA, MOAIMUCAHHOTO YCHUJICHHOW KBATH(UIIMPOBAHHOW AJIEKTPOHHOHN IOIIMHUCKHIO, C
MPUJIOKEHHEM MOTHBHUPOBAHHOTO OOOCHOBAaHUS U JOKYMEHTOB, MOATBEPKAAIOMIUX HEOOXOIMMOCTh
YTOYHEHHs JAHHBIX, YINOJHOMOYEHHBIN (enepanbHblii OpraH MCIOJHUTEIHHONW BIIACTH B CPOK, HE
MIPEBBILIAIONINA JIBaIIIaTH BOCHBMH pa0OYUX HEH CO JHS MOCTYIICHHS TaKOro OOpaiieHUs, BHOCHUT
W3MEHEHUSI B pa3pelieHue Ha MPOBEICHHE KIMHUYECKOTO HMCCIIEIOBAHUS JIEKAPCTBEHHOIrO Iperapara
JUTST. MEMIMHCKOTO TPUMEHEHUSI W PEeCTp BBIJAHHBIX pPA3pEIICHU Ha MPOBEACHUE KIMHUYECKUX
WCCTIEIOBAaHUH JICKAPCTBEHHBIX MPENapaToB, a Tak)Ke HAIpaBiseT B JIMYHBIA KaOWHET 3asBUTENS B
€IMHOM CHUCTEeME BBIIIUCKY M3 peecTpa BBIJAHHBIX pa3pelieHUil Ha MPOBEACHHUE KIMHUYECKUX
WCCIIEIOBAaHUM  JIGKQpPCTBEHHBIX TMPENapaToB, MOJAMUCAHHYIO YCHUJICHHOW KBaTH(QHUIMPOBAHHON
ANEKTPOHHOMN MOANHUCKHI0, THOO MPUHUMAET pelieHrne 00 0TKa3e BO BHECEHUH M3MEHEHUN B pa3pelieHue
Ha TIPOBEJICHHE KIMHUYECKOTO0 HCCICAOBAHUS JIEKAPCTBEHHOrO Ipenapara Jisi MEIUIIMHCKOTO
MPUMECHCHHUST W HANpaBJSICT B JIMYHBIA KaOWHET 3asBUTENI B CIWHOW CHCTEME JTO peIICHHE,
MOAMMCAaHHOE YCUIICHHOW KBaTU()UIIMPOBAHHOMN AJIEKTPOHHOMN MOAMKCHIO, C YKa3aHUEM MPUYUH OTKa3a.
(dactb 8.2 BBegeHa DenepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

9. VYnoiaHOMOYeHHBIH QenepanbHbIi OpraH HCIOJHUTENBHOW BIACTH OIMYOJMKOBBIBAET U
pasmemiaeT Ha cBoeM oduuuanbHOM caiite B cetd "MHTepHer" cooOlieHHe O 3aBepLICHHH,
IIPUOCTAHOBJICHUU WIN MPEKPALIEHUN KIMHUUYECKOIO HCCIIEJOBaHMsI JIEKAPCTBEHHOIO Ipemnapara Ajs
MEIHUIMHCKOTO TIPUMEHEHUS B CPOK, HE MPEBBIIIAIONINI MATH paboynX JHEH CO AHSA €ro MOJy4YeHHs, B
YCTaHOBJICHHOM UM HOPSJIKE.

10. YmonHOMOYeHHBIH (enaepaabHblii OpraH HCHOJHUTEIBLHON BJIACTH OCYIIECTBIISET BEICHHUE
peecTpa  HMcCCIeAOBaTele, NPOBOASIIMX WM  NPOBOJUBLIMX  KIMHUYECKHE  HUCCIIECJOBAHUS
JIEKapCTBEHHBIX NPENApaToB A MEAUIIMHCKOIO IPUMEHEHHS, B COOTBETCTBUU C YTBEPKIACHHBIMU UM
[IpaBUJIAMH M pa3MeUIaeT ero Ha CBoeM OpHIMaIbHOM caiite B ceTn "MHTepHEeT" B yCTAaHOBICHHOM UM
HOpAJKE. YKa3aHHBIM pPEECTp COAEPXKUT HHPOpPMAIUIO, MPEAYCMOTPEHHYIO NYyHKTOM 3 dYactu 8
HACTOSIIEH CTaThU.

11. Ortder o pe3ynapTarax KIMHMYECKOTO WCCICIOBAHUS JIEKAPCTBEHHOTO TIperapara s
MEIUIUMHCKOTO MMPUMEHEHHSI COCTABIISICTCS OpraHU3alnel, YKa3aHHOW B 4aCTH 3 CTaThu 38 HACTOSIIETO
@denepallbHOTO 3aKOHA, M MPEACTABISACTCS B YIOJTHOMOYEHHBIN (eiepabHbII OpTaH UCMOTHUTEIBHON
BIIACTH, BBIIABIIUN pa3pellcHre Ha TPOBEACHHE ITOrO HCCIIECIOBaHHS, B CPOK, HE TPEBBINIAOIINAN
JBEHA/IIATH MECSAILEB CO JIHS €ro 3aBepIICHHUs, MPUOCTAHOBICHUS WM TPEKpAIICHHS, B TOPSIKE,
YCTaHOBJICHHOM YTIOJTHOMOYEHHBIM (peilepalIbHbIM OPraHOM HCITOJTHUTEIBHON BIIACTH.

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

12. Hapymienune npaBusl Haajexamled KIMHUYECKOW MPAKTUKH, (anbCUUKALMS pe3ysbTaToB
KJIIMHUYECKOT0 MCCIIEN0BaHUs JIEKAPCTBEHHOIO Ipenapara JJii MEIUIUHCKOTO IPUMEHEHHUs BIIEKYT 3a
co0Ol OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOATENILCTBOM Poccuiickoit deneparui.

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

13. Tlpm mnpoBeaeHWH KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOIO IMpenapara Jist
MEIHUIIMHCKOTO MPUMEHEHUS JOMycKaeTcsi 3a00p y MalueHTOB OMOJOrMYECKUX MaTepuaioB (00pasiibl
OMOJOTMYECKUX JKUIKOCTEeH, TKaHEW, CEeKpPEeTOB M TPOAYKTOB JKHU3HEIEATEIHHOCTH 4YelIOBEKa,
(DU3HONIOTHYECKUX M TATOJOTHYECKHUX BBIICICHHM, Ma3KOB, COCKOOOB, CMBIBOB, MHUKPOOPTaHHU3MOB,
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OWOTNCUIHBIA MaTepuan) ans ux uszydeHus B Poccwuiickoit @Penepanuu u (Wiu) 3a MpeaenamMu
Poccuiickoit deneparum.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

14. opsanok BBo3a B Poccuiickyro ®@enepanuio u BeIBO3a 3a npeaeinsl Poccuiickoit @enepanuu
OMOJIOTUUECKNX MAaTepUajoB, TOJYYCHHBIX TP TPOBEICHUM KIMHUYECKOTO HCCIICIOBAHMS
JICKApCTBEHHOTO TIpernapara il MEIUIIMHCKOrO NPUMEHEHUs, ycTaHaBiuBaercs lIpaBuTenbCTBOM
Poccuiickoit deneparum.

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

Cratbs 41. [loroBop O nNpoBeAeHNN KIIMHUYECKOro nccriefjoBaHusi NeKapcTBeHHOro
npenapara Ansa MeguuMHCKOro NnpMmMmeHeHus

1. KnuHuyeckoe ucclieoBaHHE JIEKapCTBEHHOIO Mpemnapara [Uisi MEAMIIMHCKOTO MPUMEHEHUS
MPOBOJUTCS B COOTBETCTBMM C JIOTOBOPOM O IMPOBEACHUM KIMHUYECKOTO HCCIEAOBAHMS
JIEKApCTBEHHOr'0 Tpemnapara JJis MEIUIMHCKOrO0 MPUMEHEHUs, 3aKJII0UYaeMbIM MEXy OpraHHu3alueH,
MOJTyYHBIIIEH pa3pelieHue YIOJTHOMOYEHHOTO (eAepaTbHOTO OpraHa HWCIOJHUTEILHOW BIACTH Ha
OpraHMU3alMI0 MPOBEICHHUS TAaKOTO HUCCIIEIOBaHUSA, U MEIUIMHCKOW OPTraHU3aIMed, OCYIECTBISIOMIECH
MIPOBEACHUE TAKOTO MUCCIICIOBAHMUS.

2. I[OI‘OBOp O IMNPOBCACHUU KIMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIp€riapara IJIsd
MCIAUIIUHCKOI'O MPUMCHCHUS JOJIKCH COACPIKATD:

1) ycioBus ¥ CpOKU MPOBEACHUS JAHHOTO HCCIIEIOBAHNUS;

2) ompeneneHue oOIIEH CTOMMOCTH MPOTPAMMBI JAHHOTO HCCIEIOBAHUSI C YKAa3aHUEM CYMMBI,
TIpeHa3HAYAIOIICHCS UTSI BBITUIAT MCCIIEIOBATENSIM, COMCCIICIOBATEIISIM,

3) onpenenenue GopMBbI MPeICTABICHHS Pe3yIbTaTOB JAHHOTO UCCIEIOBAHUS B YIIOJTHOMOYEHHBII
(benepanbHBIN OPraH UCIIOTHUTENBHOM BIIACTH.

Cratbna 42. dunHaHcoBoe obecnevyeHue KNMUHUYECKOoro nccriegoBaHus
neKapCTBEeHHOro npenapara ans MeauLUHCKOro npuMeHeHus

duHaHcOBOe obOecrnedyeHne KIMHUYECKOrO HCCIICAO0BAaHUA JICKAPCTBCHHOI'O IIpe€riapara I
MCOUITUHCKOI'O IPUMCEHCHUS OCYIICCTBIISICTCA 3a CUCT:

1) cpencTs denepanbHOrO OOIKETA;

2) cpeACTB OpraHu3aluid, MOJYYHMBIIMX pa3pelieHue Ha OPraHu3ali0 MPOBEACHHS JIaHHOTO
HCCIIEIOBAHUS, B COOTBETCTBUH C YCIOBUSIMU JOTOBOpA O €ro NMPOBEICHUY;

3) MHBIX HE 3aNPEIIEHHBIX 3aKOHOIaTeNbCTBOM Poccuiickoil denepariin HCTOYHHUKOB.

Cratba 43. NMpaBa nauueHTOB, ydyacTByloOwunx B KIIMHUYECKOM wuccriegoBaHuun
JNNIeKapCTBeHHOro npenapara agnd MmeaunumnHCKoOro npumMmeHeHuns

I. VYyactue manuMeHTOB B KJIMHUYECKOM WCCJEJIOBAHUM JIEKAPCTBEHHOTO TIperapara s
MEUIIMHCKOTO TIPUMEHEHHUS SBJISETCS JOOPOBOJIBHBIM.
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Koncynprantllntoc: npumeuanue.
C 01.01.2026 B a63. 1 4. 2 cT1. 43 BHOCcATCs m3meHeHUs (D3 ot 30.01.2024 N 1-@3). Cwm. Oyayuryto

PECAAKIINIO.

2. TlanueHT WM €ro 3aKOHHBIA MPEICTABUTEIb JOJDKEH OBITh WH(POPMHPOBAH B MHUCHMEHHOU
dopme:

1) 0 JICKAPCTBCHHOM IIpcnapare ajid MCAUIHWHCKOrO MPUMCHCHHUA WM CYHIHOCTH KIIMHHUYCCKOI'O
HCCIICA0BAaHMA 3TOTO JICKAPCTBCHHOI'O IIpCIiapara,

2) o0 6€30MacHOCTH JICKAPCTBEHHOTO TMpernapaTa Jisi MeIUIIMHCKOTO MTPUMEHEHHS, €T0 0KHIaeMOM
3¢ (}HEeKTUBHOCTH U CTENEHU PUCKa I MAIUCHTA;

3) 00 ycnoBHSIX y4yacTHs MallM€HTa B KIMHUYECKOM HCCIEIOBAaHUU JIGKAPCTBEHHOTO IMpernapara
JUIS. METULIMHCKOTO IPUMEHEHU S,

4) 0 IS WM OCIX W MPOAOJLKHUTCIBHOCTH KIIMHUYCCKOI0 HCCIICAOBAHUA JICKAPCTBCHHOIO
npemnapara ajid MCIUIUHCKOIrO IPUMCHCHUA

5) o geicTBUSX NAalMeHTa B Cily4yae HENpeIBUICHHBIX 3()PEKTOB BIUSHUS JIEKAPCTBEHHOTO
rpenapara Iy MEJUIUHCKOrO IPUMEHEHHs Ha COCTOSIHUE €T0 310POBbS;

6) 00 YCIIOBUAX 00513aTENIHLHOTO CTPAaxXOBaHUA KU3HU, 3A0POBbA MMALIUCHTA,

7) 0 TapaHTHAX KOH(l)I/IIleHLII/IaHLHOCTI/I y4dactusa MaluCHTAa B KIMHUYCCKOM HUCCIICAOBAHUN
JICKApCTBCHHOT'O Ipelriaparta JJIis1 MCAUITUHCKOI0 IPpUMCHCHUS.

Koncynprantlntoc: nmpumedanue.
C 01.01.2026 4. 3 ct. 43 u3naraercsa B HoBoM pemakuuu (D3 ot 30.01.2024 N 1-®3). Cm. Oyaymryio

PCAAKIINIO.

3. ,2106p0BOJ'II>HOC coryraCue nmanyveHTa Ha y4aCTHEC B KIIMHUYCCKOM MCCICIJOBAHUUN JICKAPCTBECHHOI'O
npenapara A MCIUIHUHCKOrO IHNPHUMEHCHHUSA HNOATBEPKAACTCA €ro IOANHCHBIO WX IMOAINHUCBIO €TI0
3dKOHHOI'O ITPCACTABUTCIIA HA I/IH(bOpMaI_[I/IOHHOM JJUCTKC IIallKMCHTA.

4, HaI_II/IeHT WIM €ro 3aKOHHBIM MNpEaACTaBUTCIIb HMECT IIPAaBO OTKA3aTbCA OT Y4YaCTUsd B
KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOTI'O MpfcIiapara AJid MCOAUIUMHCKOTO IMPUMCHCHUA Ha 000
CTaauu MMPOBCACHHA TAKOTO UCCICIOBaHM.

KoncynbrantlIntoc: nmpumeyanue.
C 01.01.2026 B 4. 5 ct. 43 BHOcsaTcs u3meHeHus (D3 or 30.01.2024 N 1-®3). Cm. Oyaymryio

PCAAKIINIO.

5. HpOBeI[CHI/Ie KIIMHUYCCKOIro HMCCIICAO0BAHUA JICKAPCTBCHHOI'O Ipfcrapara IAJd MEAUIUHCKOIO
INPUMEHCHUA C YHACTUEM B KAaUCCTBC IMALIMCHTOB ,Z[eTeI\/'I JOITYCKAC€TCA TOJIBKO C COTjIaCHs B MMMCbMEHHOM
(bopMe nux pOI[PITCJ'ICfI, YCBIHOBHTCHGﬁ. HCTI/I MOIr'yT pacCMaTpuBaTLCA B KaUCCTBC IMOTCHIMAJIBbHBIX
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" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

NAIMeHTOB TAKOI'0 MCCIIEOBAaHUS, TOJBKO €CIM €ro IpOBEAEHHE HEOOXOIUMO sl YKpEeIUIeHUs
3I0pOBbsI JIeTel WM MPOQWIAKTUKNA HH(MEKIHMOHHBIX 3a00JE€BaHUN B JIETCKOM BO3pacTe JHOO0 eciu
LIEJIbI0 TAKOTO HUCCIIEI0BAHUS SIBISIETCS MOJIyYEHHUE JAHHBIX O HAWJIY4lled JO3UPOBKE JIEKAPCTBEHHOI'O
mpenapaTta JUisl JedeHus Aered. B aTux ciaywyasx TakoMy HCCIIEJOBAaHMIO JIOJIKHO IPEIIIeCTBOBATH
KIIMHUYECKOE UCCIIEJOBaHUE JIEKapCTBEHHOI'O Tpernapara Ui MEJUIIMHCKOTrO TPUMEHEHHs] Ha
COBEPILEHHOJIIETHUX TpakJaHax, 3a HCKIIOYCHMEM CIIyyaeB, €CJIM HCCIENyeMblI JeKapCTBEHHBIH
npenapar Ui MEAMLMHCKOTO TNPUMEHEHHUs NpeAHa3HayeH MCKIIOYUTENbHO JMJIS HCIOJIb30BaHUS
HECOBEPLIEHHOJIETHUMHU I'PaXKAaHAMH.

(B pen. @enepanbHoro 3akona ot 22.10.2014 N 313-03)

6. 3anpen1aeTCﬂ MMPOBEACHNUEC KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O Iperiapara IJId
MCAUIHUHCKOI'0 IPpUMCHCHUSA C YHAaCTUEM B KAYCCTBEC IMMAlTUCHTOB!

1) neTeli-CUpOT U ACTEH, OCTABIIUXCS O€3 OTICUCHHSI POAUTEIICH;

2) SKeHIIMH B Tepuoa OEpeMEeHHOCTH, >XEHIIWH B TEpPUOJ TPYAHOTO BCKapMJIMBaHHS, 3a
HCKIIIOYEHHEM CITy4aeB, €CJIM MPOBOAMUTCS KIMHMYECKOE HCCIEIOBAHME JIEKAPCTBEHHOIO Mpernapara,
MpeTHA3HAYEHHOTO ISl YKa3aHHBIX JKCHIIUH, TPU YCIIOBUU HEOOXOIMMOCTH TMONydeHUs: WH(OpMALUn
TOJIBKO BO BpeMs IPOBEACHHUS COOTBETCTBYIOIIUX KIMHUYECKUX HCCICIOBAHUN M TPUHATHUS BCEX
HEOOXOMMBIX MEp MO HMCKJIIOYEHHUIO pHUCKA HAHECEHHUs Bpeja JKCHIIWHE B TEpHUO]] OEpPEeMEHHOCTH,
KEHILMHE B IEPUO/I IPYAHOT0 BCKapMIIMBAHUS, TUIOY WM PEOCHKY;

3) BOGHHOCHYXKAIllUX, 3a HCKIIOUEHHEM CIy4yaeB NpPOBEIEHUS KIMHUYECKOTO HCCIIEOBAHUS
JICKapCTBEHHOTO Mpernapara, CIEHUalbHO pa3palOTaHHOrO JUIs NMPUMEHEHHUs B YCIOBHMAX BOECHHBIX
NCUCTBUHM, Ype3BBIYAWHBIX CHUTyaluid, NPOQWIAKTUKM W JIeYeHUs 3a00JCBaHUN U TOpPAXKECHUH,
MOJYYEHHBIX B  pe3yJibTaTe BO3ACUCTBUS  HEONArONMPHUSATHBIX ~ XMUMHUYECKHX, OHOJIOTHMYECKHX,
paananrvoHHbIX (akTopoB. KimHuyeckoe wuccienoBaHHE TAaKOro JIEKapCTBEHHOI'O Iperapara MOXKET
IIPOBOAMTBCS C Y4aCTHEM B  KadyeCTBE IIallMEHTOB BOCHHOCIY)KAIMX, 3a MCKJIIOYECHHUEM
BOCHHOCITY’KAaIllUX, MPOXOAAIIMX BOEHHYIO CIy>KOy IO MpH3bIBY, € coONIofeHueM TpeOoBaHUH,
YCTaHOBJICHHBIX HACTOAIIMUM DeepalbHbIM 3aKOHOM B OTHOLICHUU TPAXAAHCKUX JIMLI,

4) cOTpyIHUKOB ITPaBOOXPAHUTEIILHBIX OPraHOB;

5) nwui, oTOBIBAIONIMX HAKAa3aHWE B MECTaxX JIMIICHHS CBOOOJIBI, & TAKXKE JIUII, HAXOMSIIUXCS TIO]
CTpaxkeil B CIICJACTBCHHBIX N30JISTOPAX.

Koncynperantllnmtoc: npumeuanue.
C 01.01.2026 B 4. 7 ct. 43 BHOCcsATca m3meHeHus (D3 or 30.01.2024 N 1-®3). Cm. Oyaymryro

PECAAKIINIO.

7. JlomyckaeTcsi NpOBEIEHHE KIMHUYECKOTO MCCIEeIOBaHUs JICKapCTBEHHOIO Ipenapara Ajs
MEIULMHCKOTO NPUMEHEHUS, IPEAHAa3HAYeHHOT0 JJIS JIeUeHHsI TICUXUUECKUX 3a00JIeBaHuil, ¢ yyacTuemM
B Ka4y€CTBC MNAallUCHTOB JIHMI C IICUXHUYCCKHUMMU 38.60J1€B3.HI/ISIMI/I, NPHU3HAHHBIX HCI[GGCHOCOGHBIMI/I B
HIOPSJIKE, YCTAaHOBJIIEHHOM 3aKOHOAaTenbCcTBOM Pocculiickoit @enepannu. Knuandeckoe ncciaenoBaHue
JIEKApCTBEHHOTO Tperapara B TOM Cllydae MPOBOIUTCS NMPU HAJIMYWHU COTIACHs B MMUCBMEHHOU (hopme
3aKOHHBIX HpC}ICTaBHTeﬂeﬁ YKa3aHHBIX JIWII.

Ctatba 44. OO6GsAs3aTenbHOe CTpaxoBaHME XU3HW, 300pPOBbA MNaALMUEHTa,
y4yacTBylOLWEro B KNMHMYECKOM WCCNefoBaHMM NeKapCTBEHHOro npenaparta Ans
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

MeaAULUUHCKOIro npuMmeHeHus
(B pen. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

1. Opranuzanus, NOJyYUBIIAs pPa3pelICHHE Ha OPraHU3alyi0 MPOBEICHUS KIMHUYECKOTO
WCCIIEIOBaHMs JIEKapCTBEHHOIO IMpernapaTta [Uisi MEIUIMHCKOrO TNpUMEHEHHs, 00s3aHa B KauecTBe
CTpaxoBaTessl CTPAaxoBaTb PUCK NPUYMHEHHs Bpeda >KU3HU, 3J0POBbI0 MAlMEHTa B pe3yJIbTaTe
MPOBEICHUS  KIMHUYECKOIO HCCIIEIOBAHUS JICGKAPCTBEHHOTO Ipemapara Uil  MEIHUIIMHCKOro
MIPUMEHEHHUS 32 CBOHM CUET IMyTEM 3aKIIFOUSHUS JI0TOBOpa 0053aTeLHOTO CTPaXOBaHUSI.

2. OOBEKTOM O0053aTENFHOTO CTPAaXxOBaHUS SBISIETCS WMYIIECTBEHHBIH WHTEpPEC IalUeHTa,
CBSI3aHHBIN C MPHYMHEHUEM BpE/ia €r0 JKU3HU WM 370POBBIO B PE3YJIbTaTe MPOBEACHUS KIMHIHYECKOTO
MCCIIeIOBaHHS JIGKAPCTBCHHOTO TIperapara il MEJUIMHCKOTO TPUMEHEHUSL.

3. CTanOBBIM CJIydaceM I10 JOroBOpy 00513aTeNILHOTO CTpaxOBaHHUA ABJIACTCA CMCPTH IMALIKMCHTA
W YXYAIICHUEC €ro 3J0pOBbs, B TOM YHCJIC BJICKYIIICC 34 coboit YCTaHOBJICHUC WHBAJIUIHOCTU, IIPHU
HaJIM4Ynuun HpPI‘-IHHHO-CJIGI[CTBGHHOfI CBsA3U MCXKAY HACTYIIJICHUCM 3TOI'O COOBITHS U Y4aCcTUCM IMAllUCHTA
B KIMHUYECKOM HCCJIICAJOBAHUU JICKAPCTBCHHOI'O ITpCIiapara.

4. Tpe6OBaHI/IH 0 BO3MCIICHHMU Bpc€aa, MNPUYMHCHHOI'O JKW3HKW WKW 3J0POBBIO IIAIIMCHTA,
IpCaABABIIAOTCS B TCUCHHUEC CPOKOB HCKOBOM JaBHOCTH, YCTaHOBJICHHBIX IrpaXaaHCKUM
3aKOHOAATCJIbCTBOM.

5. Pa3Mep CTanOBOﬁ BBITIIATHI 110 IOTOBOPY 00513aTEIHLHOTO CTpaxOBaHHA COCTABJIACT:

1) B cimydyae cMepTH MalMeHTa JBa MIWIIMOHA pyOJield Ha KaXkJI0ro MaldeHTa, y4acTBOBABIIETO B
KJIIMHUYECKOM HCCIIEJOBAaHUM JIEKAPCTBEHHOI'O IIperapara;

2) npu yXyALIEHUH 370POBbs MAlIUEHTA!

a) MOBJIEKIIEM 3a COOON YCTaHOBJIEHHWE MHBAJIMIHOCTHU | rpymnmsl, OAMH MWUIMOH MATHCOT THICSY
pyOsielf Ha KaXIOro mHalMeHTa, y4acTBOBABLIETO B KJIMHUYECKOM MCCIEJOBAHUU JIEKAPCTBEHHOTO
npernapara;

0) moBiekmeM 3a co0oi ycTaHOBICHHE WHBATUAHOCTU Il Tpymmbl, oquH MWUIMOH pyOned Ha
Ka)kJ0ro NalKueHTa, y4aCTBOBABIIETO B KJIIMHUYECKOM MCCIIEIOBAHUM JIEKAPCTBEHHOIO Mpenapara;

B) TOBJEKIIEM 3a cO00¥ ycTaHOBIIeHHEe MHBAMHAHOCTH III rpymmel, mATHCOT ThICSY pyOsel Ha
Ka)kJI0r0 MAllMEHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIEA0BAaHUM JIEKAPCTBEHHOT'O Ipenapara;

T') HEe TIOBJICKIIIEM 3a OO0 YCTaHOBIICHHSI HHBAJIHIHOCTH, HE 0OJiee YeM TPUCTa ThICSY pyOsiei Ha
KKJOro TMalMeHTa, Y4aCTBOBABIIETO B KIMHHYECKOM HCCIEIOBAHUU JIEKApPCTBEHHOTO Tpernapara,
UCXOJS W3 HOPMATHBOB, OTPAXKAIOMIMX XapaKTep M CTENEHb TOBPEXKICHUS 30POBBS, a TaKKe
(aKkTUYeCKH TOHECCHHBIX TAI[MCHTOM pacXo/]0B, BBI3BAHHBIX IMOBPEKICHHEM 370POBBS, Ha
MEIUIIMHCKYIO IIOMOIIb, IPUOOPETCHHE JICKAPCTBEHHBIX MIPEIapaToB.

(mm. "r" B pen. denepanpHOro 3akoHa ot 22.12.2014 N 429-03)

6. Ypatun cuny ¢ 1 urons 2015 rona. - denepanbublii 3akoH o1 22.12.2014 N 429-03.

7. CpOK A0TroBopa 00513aTEeILHOTO CTpaxOBaHHAd HEC MOXKCT OBITH MCHEC, UCM CpPOK HPOBCACHUA
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KIIMHUYCCKOI'0 UCCIICAOBAHUA JICKAPCTBECHHOTO IIpCIlapara.

8. VYcnoBus goroBopa 00s3aTENBbHOTO CTPaXxOBaHHMsA, B TOM YHCIE CTPaxOBble TapU(bl IO
00513aTeIbHOMY CTPaXxOBaHHIO, NIepeYeHb HEOOXOAMMBIX TOKYMEHTOB JJIsl OCYILECTBJICHUS CTPAaXOBOM
BBIIIATBI, HOPAAOK YCTAHOBJICHHA CTpPaxoBaTCJIEM HWHIHWBUAYAJIBHOTI'O I/II[GHTI/I(l)I/IKaIII/IOHHOFO KoJga
IIalucHTa, MOPAI0K I/IH(i)OpMI/IpOBaHI/IH CTpaxoBaTciIEM CTpaxoOBIIHUKaA (0] IMPUBJICYCHHBIX K
KJIMHUYECKOMY MCCJIEIOBAaHHMIO JIEKAPCTBEHHOI'O IIpernapara Uil MEAMLUHCKOrO IMPUMEHEHUs
NalyeHTax, MOPsI0K yIUIaThl CTPAaXOBOW MPEMHUH, MOPSIOK pealu3alydu ONpPEETICHHBIX HACTOSIUM
@denepanbHbIM 3aKOHOM M JAPYTMMHU (elepajbHbIMH 3aKOHAMHM TpaB M OOS3aHHOCTEH CTOPOH IO
JIOTOBOpPY 0053aTENBHOTO CTPAaXOBaHUs, a TAaKXKE HOPMATHBBI, OTPAXKAIOUIME XapaKTep M CTENeHb
MOBPECIKACHUA 3J0POBbA, YCTAHABIMBAIOTCA TUIIOBLIMY IIPABUJIAMUA 00s3aTeILHOr0 CTpaxoBaHMUH.

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

9. B cinywyae mnpuuMHEeHHs Bpeda KHU3HU MAIUEHTa, YYacTBOBABIIEIO B KIMHUYECKOM
WCCIIEIOBAaHUH JIEKAPCTBEHHOTO TMperapara, BBIFOJOMPUOOpETaTeNsIMU IO JOTOBOPY O0S3aTENBHOTO
CTpaxOBaHUs SBIAIOTCS TpaKIaHe, HWMEIOIIUME TPaBO Ha BO3MEIICHHWE Bpela B CIydyae CMEpTH
KOPMUJIbIIA B COOTBETCTBUU C TPaXJIAHCKUM 3aKOHOJIATEILCTBOM, MPU OTCYTCTBUM TAKUX TPaXKIaH -
poaMTeNny, CYNpyr, OETH YMEpIIero IMalMeHTa, yYacTBOBABIIETO B KIMHHUYECKOM HCCIEIOBAHUU
JIEKApCTBEHHOTO TIpemapara, B CiIy4ae CMEpPTH TAIMeHTa, YYacTBOBABIIETO B KIWHUYECKOM
HCCIIeIOBaHUH JICKAPCTBEHHOTO IpernapaTa U He UMEBIIEro CaMOCTOSITENILHOTO J0X0/1a, - Tpa)/aaHe, Ha
VOKIMBEHUH KOTOPBIX OH HAXOJMWJICS, B OTHOIIEHUU BO3MEIICHUS PacxXoJ0B Ha morpebeHue marueHra,
y4acTBOBABIIIETO B KIMHUYECKOM HCCIIEJJOBAHUH JICKAPCTBEHHOTO IMpernapara, - JUI0, TIOHeCIIee TaKue
pacxompl.

10. CrpaxoBas BblIIaTa B CYET BO3MEIICHUS BpENa, NPUUYMHEHHOIO >KU3HM NAaIMeHTa,
Y4acTBOBABIIETO0 B KIMHUYECKOM HCCIIEOBAHUM JIEKAPCTBEHHOIO Ipenapara, pacupeneseTcs MexXIy
BBIF0JIONPHOOpETATENIMUA IPOIOPLIMOHATIBHO UX KOJIMYECTBY B PABHBIX JI0JISAX.

11. Ilpu HacTymieHMH CTPAaxOBOTO clly4as MAalHMEHT, YYacTBOBABIIMM B KIMHUYECKOM
WCCIICIOBAaHUHM  JICKQPCTBEHHOTO  Mpemapara,  BHITOAONPHOOpETaTeNlb  BIOpaBe  MPEIbSBUTH
HEMOCPEJACTBEHHO CTPaxXOBIIUKY TpeOOBaHME O BO3MEIICHUU MPUYMHEHHOTO Bpena. CrpaxoBas
BBIIUIATA OCYILIECTBIISIETCA CTPAXOBIIMKOM B TEYEHUE TPUAUATH [IHEH CO JHS MPEACTaBICHUS
HEOOXOIMMBIX TOKyMEHTOB. [larueHT, yuacTBOBAaBIIHM B KIIMHUYECKOM HCCIIEIOBAHUH JICKAPCTBEHHOTO
mpemnapaTta, WIM BBITOJAONpHOOpeTaTeNib 00s3aH COOOIIUTh CTPAXOBLIMKY [UISI OCYIIECTBIICHUS
CTpaxOBOM BBIIUIATHl HMHAWBUIYANbHBIM HISHTU(PUKANMOHHBIA KOJ TAlMeHTa, YCTaHOBJICHHBIN
CTpaxoBaTejieM B COOTBETCTBUHU C THIIOBLIMU MPABUIAMH 00SI3aTEIILHOTO CTPAXOBaHUS.

12. JIo mOJNHOTO OmNpelelieHHus pa3Mepa IOAJIKALNIET0 BO3MEIICHHUIO BpEla CTPAXOBIIMK IO
3asBJICHHMIO TAIMEHTa, YYaCTBOBABIIETO B KJIMHUYECKOM HCCIICAOBAHHM JIEKAPCTBEHHOI'O Iperapara,
WM 3asBJICHURO BI)IFO)IOHpI/IO6peTaTeHH BIIpaBe OCYIICCTBUTH qacCTb CTanOBOI\/'I BBIIJIATHI,
COOTBETCTBYIOIIYIO (DAKTUYECKH OTIPEICIICHHON YaCTH MPUYUHEHHOTO Bpea.

13. CTanOBaH BbIIIaTa B  COOTBCTCTBHUU C JOTOBOPOM 00513aTEILHOIO CTpaxOBaHUA
OCYHICCTBJIIACTCA HC3aBUCUMO OT BBITUIAT, IPUYUTAOIIUXCS 11O APYTHUM BUIaM CTPAXOBaHHA.

14. He JOIMYCKACTCA Yy4YaCcTUC TIIallMCHTAa B HPOBCACHUN KIMHHUYCCKOI'O0 HCCICAOBAHUA
JICKapCTBEHHOTO Mpernapara Mpu OTCYTCTBHHU JIOTOBOPA 0053aTEIILHOTO CTPAaXOBAHUSL.

15. KoHTposib 3a MCIOJTHEHHWEM OpraHHW3alMel, MOJIYYMBIIECH pa3pelIeHUE Ha OpraHU3alUI0
MPOBEJICHUS]  KIMHUYECKOTO HCCIEAOBAaHUS JIGKAPCTBEHHOTO Ipemapara JAisi MEIULUHCKOTO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

NIPUMEHEHHs, YCTAaHOBJIIEHHOW HAcTOSIIEH cTarbell OO0S3aHHOCTH MO 00s3aTEIbHOMY CTPaXOBaHHIO
KU3HHU, 3J0pOBbsl MALMEHTA, Y4YacTBYIOIIETO (y4acTBOBABIIETO0) B KIMHUYECKOM MCCIEAOBAaHUU
JICKApCTBEHHOTO  Tperapara,  OCYIIECTBISETCS  YNOJHOMOYEHHBIM  (elepajbHbIM  OpPraHoM
WCIIOJHUTENIbHOM BJAacTH, BBIAABIIMM pa3pellieHue Ha NPOBEIACHHE KIMHUYECKUX HCCIeA0BaHNUN
JIEKapCTBEHHBIX MPENapaToB JUIsl MEIUIIUHCKOTO MPUMEHEHUSI.

Mnasa 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB

CraTtbsa 45. NMpon3BoOACTBO NeKapCTBEHHbIX CPeaAcTB

Koncynprantlntoc: npumeyanue.
C 01.03.2026 4. 1 ct. 45 m3naraerca B HoBOM pemakiuu (D3 ot 31.07.2025 N 304-D3). Cwm.

OyIyIIyIo PEAaKIIHUIO.

1. TIpou3BOACTBO JEKAPCTBEHHBIX CPEICTB JOKHO COOTBETCTBOBATH TPEOOBAHUSAM IIPABMI
HQ/IJIeKaIIed TPOM3BOJICTBEHHOM MPAKTUKH, YTBEP)KACHHBIM YIOJHOMOYEHHBIM  (enepaabHbIM
OpPraHOM HCIIOJIHUTENBHON BiacTu. OCOOEHHOCTH NEPEX0/ia MPOU3BOJICTBA OTAENIbHBIX JIEKAPCTBEHHBIX
CPEACTB K UX MPOU3BOJCTBY B COOTBETCTBUH C TPEOOBAHUSAMU MPaBUJI Ha/JIeKallel IPOU3BOICTBEHHOM
IIpakTUKN ycraHaBiauBaroTcsi IIpaBurensctBoMm Poccuiickoit ®Penepanuu. Belgaua 3akimtoueHuil o
COOTBETCTBUM IPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMSAM MpPaBUI  HaJyIeXKalleH
IIPOM3BOJICTBEHHOW NPAKTUKH OCYLIECTBIIIETCSA MO pe3ysibTaTaM HHCIEKTHPOBAHMS ITPOU3BOIUTENIEH
JIEKAPCTBEHHBIX CPEIACTB B INOpsAJKe, ycTaHOBIeHHOM IlpaBurensctBoM Pocculickonn ®enepanuu.
Pa3mep miaTel 3a BbIJA4y 3aKIIOYEHHS] O COOTBETCTBUU IMPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUAM IpPaBUJ HaJJeKallel MPOU3BOACTBEHHOM MPAKTUKM yCTaHaBiIuBaeTcs [IpaBuTenbcTBOM
Poccuiickoit ®enepannn. [Hopaaok opraHu3anuy U IPOBEACHHUS WHCIEKTUPOBAHUS ITPOU3BOIUTENIEH
JICKapCTBEHHBIX CPEACTB Ha COOTBETCTBHE TPEOOBAaHMSIM IPAaBWII HaJUIeXkKallel MPOU3BOACTBEHHOMN
IIpaKkTUKU ycraHasiusaeTcs IIpaBurensctBom Poccuiickon @enepanun.

(B pen. denepanpHpIx 3aKk0HOB 0T 25.06.2012 N 93-®3, ot 22.10.2014 N 313-®3, ot 22.12.2014 N
429-D3)

KoncynprantlIntoc: npumeyanue.
C 01.03.2026 ct. 45 nonmomasiercs 4. 1.1 (@3 ot 31.07.2025 N 304-D3). Cm. Oyaymiyro peaakium.

KoncynprantlIntoc: npumeyanue.
C 01.03.2026 4. 2 ct. 45 m3naraerca B HoBoM pemakiuu (D3 ot 31.07.2025 N 304-D3). Cwm.

OyIyIIyro PEAaKIINI.

2. Ilpow3BoacTBO JEKapCTBEHHBIX cpeactB B Poccuiickoit ®enepaunu  OCyHIECTBISETCS
MIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX CPEJICTB, NMEIOIIMMHU JINLIEH3UIO HAa IPOU3BOACTBO JIEKAPCTBEHHBIX
cpenctB. [loaTBep:kneHHe COOTBETCTBUSA JULEH3MAaTa I[paBWJIAM HaJUIeKalled MPOU3BOACTBEHHOMN
MPAKTUKHU OCYLIECTBIIAETCS B paMKax JIMIIEH3UOHHOTO KOHTPOJISI B COOTBETCTBUU C 3aKOHOJIATEJILCTBOM

Poccwuiickoit @eneparuu ¢ yaeToM 0COOCHHOCTEH, YKa3aHHBIX B 4aCTH | HACTOSIIEH CTAThU.
(B pen. @eaepanbubix 3akoHOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

2.1. Jlma neneil MUUEH3MPOBAHMS IMPOM3BOJACTBA JIEKAPCTBEHHBIX CPEICTB ISl MEIMIIMHCKOTO
MPUMEHEHUS M WHCIEKTHPOBAaHUS CyOBEKTOB OOpalleHHs JIEKaPCTBEHHBIX CPEJICTB Ha COOTBETCTBHE
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

TpeOOBaHUSAM  [paBUJ  HaAJEXKalled  MPOU3BOJACTBEHHOW  TMpakTUKU  (eaepaiabHBIA  OpraH
HCIOJIHUTEIBHOM  BJIACTH, OCYLIECTBIIOIIMNA TOCYJApCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX
MPemapaToB JJIsi MEIUIIMHCKOTO MPUMEHEHHUS, MPEAOCTaBISACT (efepaTbHOMy OpraHy HCIIOJHUTEIHHON
BJIACTH, OCYIICCTBIISIIONIEMY (PenepaabHbIi TOCYJapCTBEHHBIN JTUIIEH3MOHHBINH KOHTPOJIb EATETbHOCTH
10 TPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB M1 MEIUIIMHCKOTO MPUMEHEHHUS, 110 €0 3aMpoCy B paMKax
MEXBEJOMCTBEHHOT0 MH(GOPMAIMOHHOTO B3aUMOJICHCTBUS B MOPSJIKE, YCTAHOBIECHHOM (eaepaibHbIM
OpraHOM UCIOJIHUTENIbHOM BJIACTH, OCYILECTBISIONINM JIMIIEH3UPOBAHUE MTPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB Ui MEIUIMHCKOTO MpPHUMEHEHUs, U (QeneparbHbBIM OpPraHOM HCHOJHUTEIHLHON BIACTH,
OCYILIECTBISIOUIMM T'OCYJAPCTBEHHYIO PETHCTPALMIO JIEKAPCTBEHHBIX MpenapaToB ISl MEIUIIMHCKOTO
MIPUMEHEHHUS, CIEAYIOIINE CBEJACHHS O JIEKAPCTBEHHBIX CPEJCTBAX (B TOM YHUCIE B CIIyyae, €CJIM TaKhe
CBEJICHUS COCTABJISIIOT KOMMEPUYECKYIO TalHY):

1) B oTHOmEeHWH ¢dapMaleBTUUECKOW CyOCTaHIMM WKW ¢dapMaleBTUUECKUX CyOCTaHIINM,
BXOJISIIIIUX B COCTaB JIEKAPCTBEHHOTO Tpernapara (3a MCKIYCHHEM (papMaleBTUYeCKUX CyOCTaHIINH,
BKJIFOUEHHBIX B TOCYIApCTBEHHBIA PEeCTp JEKAPCTBEHHBIX CPEJCTB B COOTBETCTBUU CO CTaTheil 34
Hacrosero denepanbHOro 3aKOHA):

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

0) HaMMEHOBAaHUE U aJIpeC MPOU3BOAUTENS;

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

T') onMcaHue pa3paboTKu Mporiecca MPOU3BOJICTBA;

1) OMKMCAHNE KOHTPOJISI KPpUTUUECKUX CTAIUN MPOU3BOJICTBA U TPOMEKYTOUHON MPOTYKIIUU;
€) TOKYMEHTaJIbHOE TIOJITBEPIKIACHUE (BATHMIAIIMSI) IPOIIECCOB U (UJTM) UX OIEHKA;

) CBOMCTBA M CTPYKTypa JICUCTBYIOIINX BEIIECTB;

3) XapaKTepHUCTUKA IPUMECEi;

n) crieurdukanys Ha hapMaleBTHUECKYIO CyOCTaHIINIO U €e 000CHOBAaHUE;

K) aHaJUTHYECKUe METOAMKH, UCIOIb3yeMble TMPU OCYIIECTBICHWH KOHTPOJIS KauecTBa
(hapmaneBTHUECKON CyOCTaHIINY;

J) TOKyMEHTaJbHOE MOATBEpKAeHUE (BaIMIAMSA) AHATUTHUECKUX METOJUK, UCTIOIb3YEMbIX MpHU
OCYILIECTBIIEHMH KOHTPOJIS KauecTBa (papMalnieBTU4ECKOi cyOcTaHIny;

M) pe3yJbTaThl aHaJu3a cepuil (hapMaleBTUUECKON CyOCTaHIINN;

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

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

1) JAaHHBIE O CTAOMIBHOCTH (hapMaleBTHUECKOW CyOCTaHITNH;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

P) CPOK FOJTHOCTH;

2) B OTHOmICHMH (hapMaIleBTUUECKUX CYOCTaHIMA, BXOJSAIIMX B COCTaB JICKAPCTBEHHOTO
rpenapara ¥ BKJIIOUEHHBIX B TOCYAapCTBEHHBIM pEecTp JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU CO
cratbeil 34 Hactosuero PeaepaibHOro 3aKOHa:

a) HauMeHoOBaHue (hapMaIleBTHUECKOM CYyOCTaHINH, €€ CTPYKTypa, 001IHe CBONCTBA,

0) HaMMEHOBAaHUE U a/IpEC MPOU3BOAUTENS;

B) pe3yJbTaThl aHaNu3a cepuil (hapMareBTHUECKON CyOCTaHIINY;

T') CPOK T'OJTHOCTH;

3) B OTHOILIEHUH JIEKAPCTBEHHOTO MperapaTa i MeIUIUHCKOTO MPUMEHEHUS:

a) OIMMCAHUEC U COCTAaB JICKAPCTBCHHOI'O NIp€riapaTta Ajid MEANIUHCKOTO ITPUMCHCHUS

0) ommcanue QapmareBTHIECKON pa3paboTku (00OCHOBaHME BBIOOpA COCTaBa, TMEPBUYHON
YIaKOBKH);

B) TEXHOJIOTHUS MPOU3BOACTBA C OIIMCAHHUEM cTagui IMPOU3BOACTBA U METOJ0B KOHTPOJISI HA BCEX
CTaudgX IMPOU3BOACTBA,

I) OIMCAaHUE KOHTPOJII KPUTUYECKUX CTaJuil Ipolecca MNPOU3BOACTBA MU IMPOMENKYTOUHON
TIPOJTyKIIMH;

J1) HAMMEHOBAHME U aJ[pec MeCTa OCYIIECTBICHUS POU3BOJICTBA JEKAPCTBEHHOI'O Mpernapara Jjis
MEIULMHCKOIO0 NPUMEHEHHs (B Cllyyae HaJIM4yMsl HECKOJIBKMX YYaCTHHKOB IIpoliecca IpPOM3BOJCTBA
YKa3bIBAETCS KaXKIbIH U3 HUX);

e) (hapmarieBTHUECKasi COBMECTUMOCTB;

) MUKPOOHOJIOTHYECKHE XapaKTEPUCTUKH;

3) MaTepuaibHbIN OaaHC ISl MPOU3BOACTBA CEPUH FOTOBOTO MPOJYKTA;

1) ONUCaHKNE XapaKTEePUCTHK U CBOWCTB yIIaKOBOYHBIX MaTEPHAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) IOKyMEHTaJIbHOE NIOATBEPKICHHE (BaJIMAALMs) IPOLECCOB IPOU3BOJICTBA U (WJIM) UX OLICHKA;

J'I) Tpe6OBaHI/I$I K Ka4€CTBY BCIIOMOTI'aTCJIbHBIX BCIICCTB,

M) AHAIIUTUYCCKUC MCTOAUKH, HUCHOJB3YCMBIC IIPpU OCYHICCTBJICHUNW KOHTPOJIA Ka4YCCTBa
BCIIOMOT'aTCIBHBIX BCIICCTB,

H) JIOKyMEHTAJIbHOE MOATBEPXKACHUE (BalIMIalUsl) aHATUTUUYECKUX METOJIUK, UCTIOJIb3YEMBIX MpHU
OCYILECTBJICHUN KOHTPOJIS Ka4eCTBa BCIIOMOTaTEIbHBIX BEILIECTB;

0) I/IH(l)OpMaHI/IH 00 HCIIOJB30BaHUM BCIIOMOI'aTEIbHBIX B€IICCTB YCJIIOBCUYECCKOI'O MU >XHBOTHOI'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MPOUCXOKIACHUA,
H) I/IH(I)OpMaI_[I/IH 00 MCIIOJIb30BAHUU HOBBIX BCIIOMOTaTEIbHBIX BCIICCTB,

p) TpeOoBaHHMS K KadecTBY JIEKAPCTBEHHOTO TIpenapaTta s MEIHIHUHCKOTO TpPUMEHEHHUs
(cepTuduxkar, cnenndukalys Ha JeKapCTBEHHBIH npenapar ¥ uX 000CHOBaHUE);

C) AHAIUTUYCCKUEC MCTOAHUKH, HMCIIOJIB3YCEMBIC IIPU OCYIICCTBIICHHUU KOHTPOJIA KadceCTBa
JICKApCTBEHHOI'O IIperiapara JJId MEAUIUHCKOI'O IIPYUMCHCHUS ;

T) JAOKYMCHTAJIbHOC TIOATBCPIKACHUC (BaJ'II/I,Z[aI_[I/IH) AHAIIUTUYCCKUX METOAUK, HUCIIOJIB3YCMbIX IIPpH
OCYHICCTBJICHUU KOHTPOJIA Ka4Y€CTBA JICKAPCTBCHHOTI'O ITpCTiapaTa i MCIUIUHCKOTIO IPUMCHCHUA

y) pe3yJIbTaThl aHAIM30B CEPUIl JIEKAPCTBEHHOIO IIpernapaTa JUisl MEIULMHCKOTO IPUMEHEHUS;
¢) xapakTepucTuKa NpUMecei;

X) MepevYeHb CTaHIApTHBIX 00pa3loB, HCIOIb3YEMbIX MPU OCYIIECTBICHUU KOHTPOJIS KadyecTBa
JIEKApCTBEHHOTIO IIpernapara Jjis MEIULIUHCKOrO IPUMEHEHNS;

I1) JaHHBIE O CTAOMIILHOCTH JIEKAPCTBEHHOTO TIperapaTa il MeAUIUHCKOTO MTPUMEHEHHSL.
(uactb 2.1 B pen. denepanphoro 3akoHa oT 30.01.2024 N 1-D3)

3. TIpou3BOACTBO JEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIETCS C COONIOACHHWEM TpeOOBaHUM
IIPOMBILIUIEHHOTO ~ PErJIAMEHTa,  KOTOPBIM  yTBEPKAAETCd  PYKOBOAUTEIEM  NPOU3BOIUTENS
JIEKapCTBEHHBIX CPEJCTB U BKIIIOYAET B ce0s epeyeHb UCTIOIb3yeMbIX (hapMalleBTUUECKUX CyOCTaHIIMMA
U BCIIOMOT'aTEJIbHBIX BEILIECTB C YKa3aHUEM KOJIMYECTBA KAXKAOT0 U3 HUX, JaHHbIE 00 MCIIOJIb3yeMOM
000pYyJIOBaHUH, ONHCAHUE TEXHOJOIMYECKOro IIpolecca MW METOJOB KOHTPOJS Ha BCEeX ATamax
IIPOU3BOJCTBA JICKAPCTBEHHBIX CPEICTB.

4. Ilpm 1DpOU3BOACTBE JIEKAPCTBEHHBIX NPENapaToB JUIsl MEIULUHCKOTO IPUMEHEHUs
UCTIONB3YIOTCS (DapManeBTHUECKHE CyOCTaHIIUM, CBEICHHUS O KOTOPBIX COAEPIKATCS B TOCYIAPCTBEHHOM
peecTpe JeKapCTBEHHBIX CPEICTB [UIsl MEIUIUHCKOTO TpHUMEHEHus U (WIM) eIUHOM peecTpe
3apErUCTPUPOBAHHBIX  JICKAPCTBEHHBIX CpeACTB  EBpasuilCKOro 3KOHOMHUYECKOIO  COH03a, 3a
UCKJIIOUYeHHEeM (hapMalleBTHUECKUX CyOCTaHLUM, MPOU3BOAUMBIX JUIsI IPOBEACHUS KIMHUYECKUX
uccleoBaHui 1 (Win) [yt skcnopTa. [Ipu mpou3BOACTBE JIEKaPCTBEHHBIX CPEACTB Ul BETEPUHAPHOTO
NPUMEHEHHUS MCIONB3YIOTCA (papmaneBTHUeCKue CyOCTaHLMHM, CBEICHHS O KOTOPBIX COJEp)KaTcs B
rOCy/IapCTBEHHOM pEecTpe JIEKapCTBEHHBIX CPEACTB JMJIs BETEPUHAPHOTO NpPUMEHEHUus, U (WiIn)
roCy/1apCTBEHHOM PEECTpe JEKApPCTBEHHBIX CPEJCTB JJIS MEIUIMHCKOTO MPUMEHEHUS, U (UIIH) €AMHOM
peecTpe  3aperuCTpUpOBAaHHBIX  BETEPUHAPHBIX  JIEKAPCTBEHHBIX  IIpenaparoB  EBpa3uiicKoro
HSKOHOMHUYECKOTO COI03a, U (WIM) €IUHOM pPEecTpe 3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB
EBpa3uiickoro 3KOHOMHYECKOTO CO03a, 3a MCKIIOYeHHEeM (apMaleBTHUECKUX CyOCTaHIUH,
IIPOM3BOJUMBIX JJIsl MPOBEACHUS KIMHUYECKUX HcciaefoBaHud u (wnM) ans 3kcnopra. K mponeccy
MIPOM3BOJCTBA (papMaleBTUUYECKOW CYOCTaHIIMM OTHOCSITCS JIIOObIE CTaguM TEXHOJIOIMYECKOIO
mpouecca, TO3BOJSIONIME  MOJYyYHUTh TOTOBBIM  MPOAYKT, COOTBETCTBYIOIIMKA  TpeOOBaHUSAM
(bapMakoneiHoi cTatbu, B TOM uucie (QepMeHTalus, OHKCTPAKLUsA, OUUCTKA, BBIJICJICHUE,
NEepeKpUCTANIN3AIMs, BBICYIIMBAHUE, M3MeJIbueHHe. B ciayyae HeoOXOAMMOCTH HCHOJIb30BaHUS
STUJIOBOTO CIIUPTA, B TOM 4HWCle (papMaleBTUYECKONH CyOCTaHIIMM CIHUPTA ATUIOBOTO (3TaHoMa), MPHU
IIPOM3BOJICTBE JIEKAPCTBEHHBIX CPEJICTB B KAueCTBE JACUCTBYIOUIETO M (WMJIM) BCIIOMOTaTEIbHOIO
BEIIECTBA, @ TAaKXK€ B HHBIX TEXHOJOTMYECKUX ILENAX JOJDKHA OBITh MCIOIb30BaHA TOJIBKO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(bapmarieBTHUeCcKas CyOCTaHIUS CIIUPTA TUIIOBOTO (3TAHO).
(B pen. denepanbHbix 3aKk0HOB 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. [lepeueHb JEKAPCTBEHHBIX TMPEMAPATOB I MEIUIIMHCKOTO MPUMEHEHUs, B OTHOIICHUU
KOTOPBIX YCTAaHaBIIMBAIOTCA TpeOOBaHMS K OOBEMY Taphbl, YIMAKOBKE M KOMIUIEKTHOCTH, IEPEUYCHB
JIEKAPCTBEHHBIX  IIPENapaTroB JJsi  BETEPUHAPHOIO IPUMEHEHHs, B  OTHOLIEHWH KOTOPBIX
yCTaHaBIUBAIOTCA TpeOOBaHMUS K OOBEMY Taphl, a Takxke TpeOoBaHHS K 00BEMY Taphl, YIMaKOBKE U
KOMIUIEKTHOCTH JICKAPCTBEHHBIX MPEMapaToB A MEAUIIMHCKOTO MPUMEHEHHS, TpeOOBaHUS K 00beMy
Tapbl  JICKAPCTBEHHBIX  MpenaparoB  JJiE  BETEPUHAPHOTO  IMPUMEHEHHUS]  ONPENEIsIOTCS
COOTBETCTBYIOIIIMUMHU YIIOJHOMOYCHHBIMU (DelepaTbHBIMA OpPTaHaMU HCIIOJIHUTEIIBHON BIACTH B
nopsake, ycranoBieHHOM [IpaButenscTBoM Poccutiickoit @enepanuu.

(dactp 4.1 B pen. denepanpHoro 3akoHa ot 14.12.2015 N 374-D3)

4.2. OpraHuzanuy, OCYHIECTBISIONIME MPOU3BOJCTBO (apMaleBTUYECKOW CyOCTaHIIMU CHUpPTa
STUJIOBOTO (3TaHO’IA) Ui MPOU3BOJCTBA CIHMPTOCOACPKAIIUX JICKAPCTBEHHBIX IPENaparoB, 0Os3aHbI
OCYIIECTBIISITh YYET B MOPSJIKE, YCTAHOBICHHOM CTaThsiMu 8 U 14 denepanbHOr0 3aKoHa OT 22 HOSOps
1995 roma N 171-®3 "O rocyaapCTBEHHOM pETyJIMPOBAHWU TMPOU3BOJICTBA M 000pOTa STUIIOBOTO
CIUpTa, AIKOTOJIBHOW M CHHpTOCOAepk alled NpOAYKIHMH U 00 OrpaHMYEHUU NOTpeOIeHHs (pacuThs)
ankoronpHOM mpoaykiuu". Ilpom3BoAcTBO dapmaneBTUYECKON CyOCTaHIIMM COHpPTa STUIOBOTO
(3TaHONa) JOMyCcKaeTcs TOJBKO OpraHU3aluell, OCYIIECTBISIIONICH MPOU3BOJICTBO PEKTU()HUKOBAHHOTO
STUJIOBOTO CIIUPTA M3 MUIIEBOTO ChIPbS HA OCHOBAHHMM JIMLIEH3UU HA MPOMU3BOJCTBO 3TUIIOBOTO CHHPTA
JUIS. TIPOM3BOJICTBA (hapMaIleBTUYECKON CYOCTaHIIMHM CIHPTa STHIOBOTO (3TaHOIA) B COOTBETCTBUU C
TpeboBanusMu DenepanbHOro 3akoHa ot 22 HosOpa 1995 roma N 171-®3 "O rocyaapcTBEHHOM
pETyJIMpOBaHUH TMPOU3BOJICTBA M 000pOTa ATHIOBOTO CITHPTA, AIKOTOJBHOW M CHHPTOCOIEpIKAIIeH
NPOAYKIMH W 00 OrpaHUYEeHUN MOTpeOsieHusl (pacluThs) aJKOTOJbHONM MPOIYyKIUHU', METOAOM
pa3BelieHUs] BOJIOW OUMIIEHHON TaKOTo THJIOBOTO CIIMPTA, MPOU3BEIECHHOTO JAaHHOW OpTraHM3aluel Mo
MECTY OCYIIECTBIICHHS IPOM3BOJICTBA (papMaleBTHUECKOI cyOCTaHIIMU CIIUPTA ATUIIOBOTO (ITAHOJIA).
(uactpb 4.2 BBenena denepanibubiM 3akoHoM oT 03.07.2016 N 261-D3; B pen. enepaibHOro 3aK0Ha OT
27.12.2019 N 481-D3)

4.3. NaauBuyanbHble NPEANPUHUMATENIN U IOPUINYECKHE JUIA, OCYIIECTBISIIONIME 3aKYNKy W
UCIOJIb30BaHUE (hapMaleBTUUECKONW CyOCTaHIIMU CIIUPTA ITUIIOBOTO (3TAaHOJA), @ TaKXkKe MPOU3BOJCTBO,
u3rotoBieHre M (wnu) oOOpoT (32 HUCKIIOUYEHHUEM PO3HUYHON MPOAAXKH) CIUPTOCOAEPIKAIINX
JICKapCTBEHHBIX IPENapaToB, O0s3aHbl OCYILECTBIIATh HX YYeT U JAEKIapUpOBaHUE B TOpSJIKE,
YCTaHOBJIEHHOM cTathaMu 8 u 14 ®PepepanbHOro 3akoHa ot 22 HosOps 1995 roma N 171-®3 "O
roCy/1JapCTBEHHOM pEryJMpOBaHUM MPOU3BOJCTBA M 000pPOTa STHJIOBOTO CHUPTA, aJKOTOJBHON U
COUpTOCOJepXKaled MNpOAYKIMM W 00 OrpaHWYeHHH MOTpedsieHus (pacnmuTHs) aJIKOTOJIbHOMN
MPOAYKIHH".

(uacts 4.3 BBeieHa DenepanbHbIM 3ak0HOM OT 29.07.2017 N 278-D3)

4.4. Ilpm mnpOU3BOJCTBE JIEKAPCTBEHHBIX IMpENapaToB [JIsi BETEPUHAPHOIO MPUMEHEHUS
JIOMYCKAETCsl HWCIOJB30BAaHUE MPOW3BEICHHBIX JUIS peanu3alu  (apMaieBTUYECKUX CYOCTaHIIHMN,
BKJIFOUEHHBIX B TOCYJAPCTBEHHBIN PEECTp JICKAPCTBEHHBIX CPEICTB YIIOJHOMOYEHHBIM (efepaabHbIM
OpraHOM HCIIOJTHUTEIIbHOW BJIACTH, OCYIICCTBISIONIAM BEACHUE TOCYJAapCTBEHHOTO peecTpa
JIEKAPCTBEHHBIX CPEJICTB IS MEAUIIMHCKOTO TPUMEHEHHS.

(uacts 4.4 BBeena OenepanbHbIM 3akoHOM OT 02.08.2019 N 297-D3)

5. Banpemiaercst MPOU3BOACTBO:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) nexapcTBEHHBIX CPEICTB, CBEIEHHUS O KOTOPBIX HE COJlepKaTcs B IOCYAapCTBEHHOM peecTpe
JICKapCTBEHHBIX CPEJICTB JUII MEIUIIMHCKOTO TPUMEHEHHUs, W (WIM) TOCYIapCTBEHHOM peecTpe
JIEKapCTBEHHbIX CPEACTB JUISl  BETEPUHApPHOIO INPUMEHEHMs, U (WIM) €IAUHOM  peecTpe
3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiickoro SKOHOMHUYECKOT0 COI03a, U (W) EAMHOM
peecTpe  3aperucTpUpOBAaHHBIX  BETEPHUHAPHBIX  JIEKAPCTBEHHBIX  IpernapaTtoB  EBpasuiickoro
KOHOMHUYECKOI'0 COI03a, 32 UCKJIKOYEHUEM JIEKAPCTBEHHBIX CPEACTB, IPOM3BOAUMBIX AJIS MPOBEAECHUS
KIIMHUYECKUX MCCIIeIOBaHUN WU JUIsl 3KCIIOPTa;

(m. 1 B pen. @enepanbHoro 3akona ot 24.07.2023 N 341-D3)

2) danbcuuIMPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB;

3) JeKapCTBEHHBIX CPEJCTB O€3 JUIEH3UH Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB;

KoncynprantlIntoc: mpumeyanue.
C 01.03.2026 1. 4 4. 5 cr1. 45 nuznaraercs B HoBoM pemakiuu (@3 ot 31.07.2025 N 304-D3). Cwm.

OyIyIIyI0 PEAAKIHNIO.

4) nexkapCTBEHHBIX CPEJCTB C HapyIIEHHWEM [PaBWJI OpraHU3alud IPOU3BOJACTBA M KOHTPOJIS
KauecTBa JICKAPCTBEHHBIX CPEJICTB;

5) yrpatuin cuiy. - @enepanbHblil 3akoH oT 27.12.2019 N 481-03;

Koncynprantllntoc: npumedanue.
C 01.03.2026 4. 5 cr. 45 momommsiercst m. 5.1 (@3 ot 31.07.2025 N 304-®3). Cm. Oyaymryro

PEAAKIINIO.

6) cnupToCcOAEpKAIIUX JIEKAPCTBEHHBIX MPENapaToB IO MECTy OCYILIECTBJIEHHS ITPOU3BOJCTBA
(dapmareBTHUECKON CyOCTaHIIMM CHUpPTa 3TUJIOBOTO (dTaHoNa) M (WJIM) MO MECTy OCYIIECTBICHUS
MIPOU3BOJICTBA TUIIOBOTO CITUPTA;

(. 6 BBenen denepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

Koncynprantllmoc: npumeuanue.

®denepanbHbIM 3ak0HOM OT 22.12.2020 N 436-D3 ct. 14.1 @3 ot 22.11.1995 N 171-D3 uznoxeHa B
HOBOW pepakuuu, Hopma O. 1.1 cr. 14.1 crapoii penakuun @3 cooTBeTcTBYET HOpME II. 2 cT. 14.1
HOBOM pEIaKIIMH.

7) dapmaneBTHUECKON CYOCTaHIIMK CIUPTA TUIOBOTO (3TaHONA) W (MIU) CHHPTOCOACPKAIIUX
JIEKapCTBEHHBIX MpENaparoB Ha OCHOBHOM TEXHOJOTHYECKOM OOOPYIOBaHUU JUIsi TPOHU3BOJCTBA
STHJIOBOTO CIHUPTa, YKa3aHHOM B ImyHKTe 1.1 cratem 14.1 ®dexepanpHOro 3akoHa oT 22 Hos0ps 1995
roga N 171-®3 "O rocyaapcTBEHHOM PEryJMPOBAHWUU MPOU3BOACTBA U 000pPOTa ATUIIOBOTO CIHPTA,
QIKOTOJBHOM M CIHUPTOCOJEPXKAIECH MPOAYKIMH M 00 OrpaHHYCHHH TMOTpeOseHus (paciuTHs)
AJIKOT0JIbHOW MpOoyKIuu'.

(. 7 BBenen denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Koncynsrantllntoc: npumeuanue.
C 01.03.2026 u. 6 ct. 45 uznaraercs B HOBOM pemakuuu (P3 ot 31.07.2025 N 304-D3). Cwm.

OyIylIyI0 pEAaKIHUIO.

6. Ilpu BBOAE JNEKApCTBEHHBIX CPEIACTB B TPAXKIAHCKHI OOOPOT YIOJIHOMOYEHHOE JIUIIO
MIPOU3BOUTENS IEKAPCTBEHHBIX CPEACTB OCYIIECTRISIET MOATBEPKACHUE COOTBETCTBUS JIEKAPCTBEHHBIX
CpeICTB TPeOOBaHUSM, YCTAHOBICHHBIM MPU UX TOCYJAAPCTBEHHOW PETHCTpAIlUH, U TapaHTUPYET, YTO
JIEKapCTBCHHBIC CPEACTBA IMPOU3BEACHBI B COOTBETCTBUM C TPEOOBAaHUSAMH IMPABHI HAJICKAIICH
MTPOU3BOJICTBEHHOU MTPAKTUKH.

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

Koncynsrantllntoc: npumeuanue.
C 01.03.2026 ct. 45 pomonusiercs 4. 6.1 (@3 ot 31.07.2025 N 304-D3). Cm. OyayI1yto pedakIHIo.

7. YHOIHOMOYEHHBIM JIMIIOM MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB SIBISETCS €ro pabOTHUK,
aTTECTOBAHHBIN B YCTAHOBJICHHOM YIOJIHOMOYEHHBIM (efiepaibHbIM OpTraHOM HCIIOTHUTEIHHON BIIACTH
MOPSJIKE U UMEIOIIUHI CTaXk padOThI HE MEHEEe YeM TISTh JIET B 00JIACTH IPOU3BOJICTBA U (MITH) KOHTPOJIS
KauecTBa JICKAPCTBEHHBIX CpPEJICTB, BBICIIEE OOpa30BaHME COOTBETCTBEHHO IO OJHOW U3
CrienuagbHOCTe M (WIM) OJHOMY U3 HalpaBJICHUN TMOJATOTOBKH: OWMOJIOTHSA, OHOTEXHOJIOTHS,
BETEpUHApHUS, BETEPUHAPHO-CAHUTApHAs JKCIEpPTH3a, KIMHUYECKas MEIWLMHA, pPaJualOHHas,
XUMHUYecKas W Ouosormueckas 3amura, Qapmanus, ¢yHIaMEHTalbHAs MEAMIMHA, XUMHUYECKas
TEXHOJIOTHSI, XUMHUSL.

(B pen. @enepanbubix 3akoHOB 0T 22.10.2014 N 313-P3, ot 02.08.2019 N 297-03)

8. IIpow3BoaUTENH JEKAPCTBEHHBIX CPEACTB (32 MCKIIOYCHHEM (papMaleBTUICCKOW CyOCTaHIINH
CIIUPTa STUIIOBOTO (3TAaHOJIa) MOTYT OCYIIECTBIISTH MPOAAXKY JICKAPCTBEHHBIX CPEJICTB WIW TIEpeIaBaTh
HX B YCTAaHOBJICHHOM 3aKOHOAATEILCTBOM Poccuiickoit denepanun nopske:

(B pen. deaepanbHoro 3akoHa ot 29.07.2017 N 278-D3)

1) ApyruM mpoU3BOIUTEINSAM JIEKAPCTBEHHBIX CPEJICTB JUISL TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB;

2) opraHu3anusaM ONTOBOW TOPrOBJIM JIEKAPCTBEHHBIMU CPEICTBAMU;

3) anTeyHbIM OpraHMU3alMsIM, BETEPUHAPHBIM AaNTEYHbIM OpraHMU3alMsIM, WHAUBUAYAJIbHBIM
MpeANpPUHUMATENSM, UMEIOIIKUM JIMIIEH3UI0 Ha (PapMaleBTUUECKYIO NESTEIbHOCTh WM JIMLEH3UI0 Ha

MCIUIHNHCKYIO ACATCIIbHOCTD,

4) HayYHBIM OPTaHU3aLUSIM JIJIs1 HAyIHO-UCCIIEI0BATEILCKOW PaOOTHI;
(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

5) MEAMLIMHCKUM OpraHU3alUsAM U BETEpUHAPHBIM OpPraHU3aLUsAM;

6) opraHuzanusM W WHAWNBUAYIBHBIM MPEANPUHUMATEISM, OCYIISCTBIISIONIAM pa3BelIeHUE,
BEIPANIUBAHUE W COJACPKAHHWE JKUBOTHBIX (32 HCKIIOYCHHEM TMPOJaXH WM (hapMareBTUICCKIX
cyOCcTaHIIMI WK WX TIepeadn ),

(. 6 B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

7) WCTBITATENBHBIM JTA0OpaTOpPUSAM (LIEHTPaM), MPOBOJSIINM HCHBITAHUS B OOJACTH KOHTPOJS
KauecTBa JIEKAPCTBEHHBIX CPEJACTB, AKKPEAUTOBAHHBIM B COOTBETCTBUM C 3aKOHOJATENbCTBOM
Poccuiickoit @denepaiiuu 00 akKpeIUTALMKA B HAIIMOHAILHOM CUCTEME aKKPEIUTALIUH.

(n. 7 BBeneH @enepanbHbM 3akoHOM OT 04.08.2023 N 428-D3)

9. IlpomwsBogutenu (QapManeBTUIECKON CyOCTaHIIMKA CIUPTa STWIOBOTO (3TaHOJA) OO0S3aHBI
OCYIIECTBIISITh pealin3aluio (Mepeaayy B yCTAaHOBICHHOM 3aKOHOAATeNbCcTBOM Poccuiickoit denepanuu
nopsake) (apmarneBTHUYECKOW CyOCTaHIIMM  CIOHUPTa JTUIOBOTO  (9TAaHONA) MPOU3BOIUTEINSM
JMEKapCTBEHHBIX  CPEACTB  JUIS  TPOM3BOJACTBA  JIGKAPCTBEHHBIX  CPENCTB,  IMPOU3BOJIUTEISM
(M3rOTOBUTEISAIM) METUITMHCKUX U3IEIIHIA ISl IIPOU3BOJICTBA U M3TOTOBIICHUS MEIUITMHCKUX U3JEIHNA B
eMKOCTsIX o0bemMoM He Oosiee 1 nutpa u (unu) He meree 1000 nuTpoB, a opraHu3anusM, YKa3aHHbIM B
MyHKTax 3 - 5 1 7 9acT § HACTOSIIECH CTaThH, B Tape 00beMoM He Ooree 1 muTpa.

(gactp 9 BBenmeHna deaepanbHbIM 3akoHOM OT 29.07.2017 N 278-D3; B pen. denepalibHbIX 3aKOHOB OT
27.12.2019 N 481-®3, o1 22.12.2020 N 444-03, ot 04.08.2023 N 428-D3)

10. Peanuzanusa (mepenaya B YCTAaHOBJIEHHOM 3akoHojarenbcTBOM Poccuiickoit denepanuu
nopsiake) QgapManeBTHYECKOW CYOCTaHIIMM CHUpPTa 3TUJIOBOTO (ITAaHOJA) OpPraHU3aIUsSM ONTOBOU
TOPIOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMU HE JIOMTYCKAETCA.

(uactp 10 BBegena denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku (hapMareBTHUECKON CyOCTaHIIMM CIIUPTA STUIOBOIO (ITAHOJIA) OCYILECTBIISIOTCS €
cobOmroieHreM TpeOOBaHMM, yCTAaHOBJIEHHBIX a03alleM uYeTBepThiM NyHKTa 3 crathu 9 denepanbHOro
3akoHa OT 22 HosOps 1995 roma N 171-®3 "O rocynapCTBEHHOM peryJiMpOBaHUM IMPOU3BOJACTBA U
0o0opoTa S3THJIOBOTO CIHUPTA, AJKOTOJIBHOM M CHHUPTOCOJEpIKALICH NPOAYKIHMH U 00 OrpaHHYCHUH
noTpeOIeHus (PacTUTHs) AIKOTOIBHOM MPOAYKINH".

(uacte 11 BBegena denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

Cratbs 46. MapkupoBKa NeKapCTBeHHbIX CpeAcTB

1. JlekapcTBeHHBIE Mpenaparhl, NPOLIEAIINE TOCYJaPCTBEHHYIO PErMCTPAlM0 B COOTBETCTBUH C
TpeOoBaHMsAMHU HacTosmero dexeparbHOrO 3aKOHA, 32 HMCKIIOYEHHEM JIEKAPCTBEHHBIX IPEnapaToB,
HU3TrOTOBJIECHHBIX alITCYHbIMU OopraHu3anusaMu, BETCPHUHAPHBIMU aIlITCYHbIMH OopraHu3anusMu,
WHIUBUIYaTbHBIMH  NPEANPHHAMATEISAMH, HWMCIONIMMHU  JIMIEH3WI0 Ha  (papMareBTHYECKYIO
JEATeNLHOCTb, TOJDKHBI TIOCTYIIAaTh B 0OpaIieHue, eCiu:

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

1) Ha uX NEpBUYHONW YNAKOBKE (32 MCKIIOUEHHUEM IIEPBUYHOM YIAKOBKH JIEKAPCTBEHHBIX
PacCTUTENFHBIX MPENapaToB) XOPOIIO YATAEMBIM HIPU(PTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBAHUE
JIEKapCTBEHHOI'0 Mpemnapara (MeXAyHapoJAHOE HEMaTeHTOBAHHOE, WM TPYIIUPOBOYHOE, WIH
XMMHYECKOE, UM TOProBO€ HAMMEHOBAHUE), HOMEP CEpHH, JaTa BhITyCKa (151 MIMMYHOOMOJIOTHYECKUX
JIEKapCTBEHHBIX MpPENapaToB), CPOK TOJHOCTH, JO3MPOBKA WM KOHIEHTpaLus, 00beM, aKTUBHOCTh B
€AMHULIAX IEeHCTBUS WIH KOJIMYECTBO J103;

(B pen. @enepanbubix 3akoHOB 0T 11.10.2010 N 271-D3, ot 22.12.2014 N 429-D3)

2) Ha UX BTOPUYHOH (MOTPEOUTENbCKON) YNAaKOBKE XOPOIIO YMTAEMBIM IIPUPTOM Ha PYCCKOM
A3bIKE yKa3aHbl HAMMEHOBAHME JIEKApCTBEHHOTO Ipernapara (MeXIyHapoJHOE HEMaTeHTOBAaHHOE, WU
IpYNIUPOBOYHOE, MM XMMHUYECKOE M TOProBO€ HAMMEHOBAHMs), HAUMEHOBAaHHE IPOM3BOIUTENS
JIEKapCTBEHHOT'O MpernapaTa, HOMEp CepHH, AaTa BhITycKa (11 UMMYHOOHOJIOIMYECKHX JIEKAPCTBEHHBIX
IpernapaToB), HOMEP PErHMCTPALMOHHOTO YJOCTOBEPEHHUS, CPOK TOJHOCTH, CIIOCOO NpPUMEHEHUS,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JI03MPOBKAa WMJIM KOHLIEHTpAaLMsi, 00beM, aKTUBHOCTh B €IMHHUIAX AEUCTBUS MO0 KOJIMYECTBO 703 B
yIaKOBKe, JIeKapcTBeHHass (opma, YCIOBUS OTIYCKa, YCJIOBUS XpaHEHUs, MpeaylpeIuTeabHbIe
HAJIKUCH.

(B pen. ®enepanbubix 3aKkoHOB 0T 11.10.2010 N 271-®3, ot 22.12.2014 N 429-D3)

2. dapMmanieBTHUECKUE CyOCTAHIIMK JTOJDKHBI TOCTYIATh B OOpalleHHe, €ClId Ha WX TMEPBUYHOU
YIAaKOBKE  XOPOILIO YHUTaeMbIM IIPUPTOM Ha PYCCKOM  s3bIKE  yKa3aHbl HAUMEHOBAaHUE
(bapManeBTHUECKOH CyOCTaHIIMM (MEXIyHapOJHOE HENaTeHTOBAHHOE, WJIM TPYNIUPOBOYHOE, WIH
XMMHUYECKOE W TOProBO€ HAaMMEHOBAHMs), HAUMEHOBaHME IPOU3BOAMTENS (papMalleBTUYECKOM
CYGCTaHLII/H/I, HOMCp CCpHH U JaTa U3IOTOBJICHHA, KOJUYCCTBO B YIIAKOBKC M CAWHUIBI U3MCPCHUA
KOJIMYCCTBA, CPOK T'OJHOCTH U YCJIOBUA XPpaHCHUS.

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

3. HeKapCTBeHHI)Ie cp€acTtBa B KA4YCCTBE€ CBIBOPOTOK MOOJDKHBI IIOCTYIIATh B o6pa1ueHHe C
YKa3aHHuEM JKUBOTHOTI'O, U3 KPOBH, I1JIa3MbI KPOBU, OPraHOB 1 TKaHEU KOTOPOI'0O OHHU ITOJIYYUCHHBI.

4. Ha BTOpHuHYyIO (TIOTPEOUTENBCKYIO) YHAKOBKY JIEKAPCTBEHHBIX CPENCTB, IMOJYyYEHHBIX U3
KpOBH, IJIa3Mbl KPOBHU, OPraHOB M TKaHEH 4YeJIOBEKa, JIOJKHA HAHOCUTHCS HAANKMCh: "AHTHTENa K
BUY-1, BUY-2, k Bupycy renatuta C 1 IOBEpXHOCTHBIN aHTUT'EH BUpyca renatura B otcyTcTByroT".

5. Ha  nmnepBuyHyr0  yHakoBKy U  BTOPUYHYIO  (IOTPEOUTEIBCKYIO)  YHAKOBKY
panunodapmManeBTHYECKUX JICKApCTBEHHBIX CPEACTB JOJDKEH HAHOCUTBHCS 3HAaK paJuallMOHHOMN
OIACHOCTH.

6. Ha BTOopuuHyto (MOTpeOUTEIHCKYI0) YIAKOBKY TOMEOMATUYECKUX JIEKAPCTBEHHBIX MPENapaToB
OJKHA HAHOCUTHCI HAAMUCK: "'["'oMeonaTtuueckuii”.

7. Ha BrOpuuHyt0 (HOTpeOUTENbCKYI0) YMAKOBKY JIEKAPCTBEHHBIX PACTUTENBbHBIX IpEenapaToB
JIOJDKHA HAHOCUTBCS HAaAnucCh: "[Ipoayknus mpouia paanaiioHHbIN KOHTPOIb' .

8. Ha mepBuuHyrO yINakoBKy (€CIM JUIsl ITOTO CYIIECTBYET TEXHHYECKas BO3MOXKHOCTb) H
BTOPUYHYIO (MOTPEOUTENHCKYIO) YMAKOBKY JIEKAPCTBEHHBIX MpENaparoB, MpeAHa3HAUYCHHBIX s
KIMHHYCCKUX UCCIIEAOBAaHUH, JOKHA HAHOCUThLCS HAAMKCh: "I KIMHUYSCKUX UCCICAOBaHUN".

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

9. VYmnakoBka JEKapCTBEHHBIX CpPEICTB, IPEIHA3HAYEHHBIX HCKIIOUUTENIBHO [UIsl AKCIOPTa,
MapKUpPYeTCsl B COOTBETCTBHH C TPEOOBaHUSIMH CTPaHbI-UMIIOPTEPA.

10. Ha tpancmopTHyio Tapy, KOTOpas HE MNpeAHa3HaueHa Uil MOTpeOuTeneld W B KOTOPYIO
MIOMEIIEHO JIEKAPCTBEHHOE CPENCTBO, JOJDKHA HAHOCHTHCS HWH(OpMAlMs O HAMMEHOBAaHHWHU, CEPUH
JICKapCTBEHHOTO CPEJACTBA, JaTe BBIYCKA, KOJWYECTBE BTOPHUYHBIX (MOTPEOUTENIBCKUX) YIIAKOBOK
JIEKapCTBEHHOT'O CPE/ICTBA, NPOU3BOJUTENE JICKAPCTBEHHOI'O CPEACTBA C yKAa3aHUEM HAUMEHOBAHUS U
MECTOHAXOXKICHHSI POU3BOAUTENS JIEKAPCTBEHHOI'O CpeACTBa (aapec, B TOM YHUCIE CTpaHa U (WiIH)
MECTO ITPOU3BO/ICTBA JIEKAPCTBEHHOTO CPEACTBA), @ TAKIKE O CPOKE TOHOCTH JIEKAPCTBEHHOTO CPEACTBA
u 00 YyCIOBUSX €ro XpaHEHUs M IePeBO3KH, HEOOXOAMMBIC MPEAyNpEAUTEIbHbIE HAANUCH |
MaHUMYJISATOPHBIE 3HAKH.

11. Ha mepBHuYHYIO yMaKOBKY M BTOPHYHYIO (HMOTPEOMTEIHCKYIO) YMAKOBKY JIEKapCTBEHHBIX
CPEICTB Ul BETEPUHAPHOIO IPUMEHEHHs JOJDKHA HAHOCUThCA Haamnuch: "Jlyig BeTepuHApHOIO
MpUMeHEeHus".
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

12. Ha BrOopuuHyIO (HIOTpPEeOMTEIBCKYIO) YIAKOBKY JEKApCTBEHHOIO IpenapaTa HaHOCHUTCS
IITPUXOBOH KOJI.

. Tnaea?9. BBO3 NNIEKAPCTBEHHbIX CPEACTB
B POCCUANCKYIO ®EAEPALIUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
n3 POCCUMNCKOU ®PEOEPALUUN
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

CraTtba 47. NopAapok BBO3a nekapCTBeHHbIX cpeacTtB B Poccuinckyro Pepgepaumio m
BbIBO3a JIeKapCTBEHHbIX cpeacTB n3 Poccunckon ®epepauun
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. BB0o3 nekapcTBeHHbIX cpelnctB B Poccuiickyro ®enepanuio OCyIIECTBISIETCS B HOPSIKE,
ycraHoBiieHHOM  [IpaButensctBom  Poccuiickoii  @enepaunr, B  COOTBETCTBUM C  aKTaMH,
coctapsitouMu 1ipaBo Corosa, U (WIK) 3aKoHOaTeNbCTBOM Poccuiickoit denepaiii 0 TaMOXKEHHOM
peryJupoBaHUM.

(B pen. ®enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N_1-D3)

Koncynpranrlntoc: npumedanue.

Ho 31.12.2025 poccUiiCKUM TPOU3BOJUTENSIM Pa3pEIICHO B YBEAOMUTEILHOM MOPSIKE BBO3UTH HE
BHECEHHBIE B peecTp (QapMaleBTUYECKHE CYOCTaHIIMHM I BETEPUHAPHOTO TMPUMEHEHHS s
MIPOU3BOJICTBA 3aPETUCTPUPOBAHHBIX JiekapcTBeHHBIX cpeacTB (IlocranoBnenue [IpaBurenscrea PO
ot 12.03.2022 N 353).

2. BBosumble B Poccuiickyro ®Denepanuio JIEKApCTBEHHBIE CPEICTBA JOJDKHBI COJEPIKATHCS B
rOCyJJapCTBEHHOM pEeCTpe JIEKapCTBEHHBIX CPEICTB, WU €AMHOM PEECTPE 3aperuCTPUPOBAHHBIX
JIEKAPCTBEHHBIX  CpeACTB  EBpa3suiiCKOro 53KOHOMHMYECKOTO  COK3a, WIM €IUHOM peecTpe
3apETUCTPUPOBAHHBIX BETEPUHAPHBIX JICKAPCTBEHHBIX IIpenaparoB EBpa3miicKoro 3KOHOMHYECKOTO
COM03a.

(B pen. @enepanbHbix 3akoHOB OT 06.12.2011 N 409-®3, ot 27.12.2019 N 462-®3, ot 30.01.2024 N
1-@3)

3. Honyckaercst BBo3 B Pocculickyto @enepanyio KOHKPETHON MapTHUH 3aperUCTPUPOBAHHBIX U
(uM)  HE3apeTUCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEICTB, TPEAHA3HAYCHHBIX Ui  pa3pabOTKH
JICKApCTBCHHBIX CPEACTB, NPOBCACHUSA HAYUYHBIX W HHBIX I/ICCHCHOBaHI/Iﬁ, IPOBCACHUA KIIMHUYCCKUX
UCCIIEIOBAaHUM JIEKapCTBEHHBIX IpenapaToB, MPOBEICHHs SKCHEPTU3bl JEKAPCTBEHHBIX CPEACTB AJSA
OCYIIECTBJIEHUS] TOCYIapCTBEHHON PETUCTPAllMM WM PETUCTPALMU JIEKAPCTBEHHBIX IPENapaToB WU
JJIA  OKa3aHUuA MGILHL[HHCKOﬁ IOMOIIM II0 JKU3HCHHBIM IIOKA3aHUAM KOHKPCTHOI'O IIAllMCHTA Ha
OCHOBAaHUHU pa3pClICHUs, BbIAAHHOI'O YIIOJIHOMOYCHHBIM @eﬂepaanHM OopraHomMm HUCIIOTHUTEIbHOHN
BJIACTH 1O 3asIBJICHUSM JIML, YKa3aHHBIX B cTaTthe 48 HacTosmero denepanbHOro 3akoHa. Paccmorpenue
TaKoro 3adBJICHUA W IMPUHATUC PEHICHHUA O BbIJAYC paspCliCcHHdA Ha BBO3 KOHerTHOﬁ napTuun
3apEerUCTPUPOBAHHBIX U (WJIM) HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MPEAHA3HAYEHHBIX
IUIs pa3pabOTKU JIEKapCTBEHHBIX CPEJCTB, MMPOBEACHUS HAYYHBIX M MHBIX UCCIEIOBaHWUNA, MPOBEACHUS
KIIMHHUYCCKHUX I/ICCJIC,Z[OBaHI/Ifl JICKAPCTBCHHLIX IMPCIapaToB, IMPOBCACHHUA SKCICPTU3BI JICKAPCTBCHHBIX
CPEICTB JJIsl OCYIIECTBJIEHHUS TOCYJAapCTBEHHON pEerucTpanuuy WM PEruCTpaluu JIEKAPCTBEHHBIX
npenaparoB WKW I OKa3aHHUsA MCI[I/IIIHHCKOﬁ IMOMOIIM 1O XU3HCHHBIM ITOKa3aHUAM KOHKPETHOI'O
nanueHTa Jnbo 00 0TKase B BblJau€ YKa3aHHOTO Pa3pelIeHus] IPOU3BOIATCS B CPOK, HE MPEBHIIAIOIINN
nATH pabouunx AHe. [InaTa 3a Beljauy yKka3aHHOIO pa3pellieHus He B3UMaeTcs.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(B pen. ®eaepanbHbix 3aK0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)
3.1. ¥Yrparun cuny c¢ | auBaps 2024 roga. - @enepanpHelii 3akoH ot 27.12.2019 N 475-D3.

3.2. lo 31 nexabps 2025 roma nomyckaroTcs BBO3 Ha Teppuropuro Poccuiickoit denepaunu u
oOpamenue B Poccuiickoit denepanuu ¢ yueToM OCOOEHHOCTEH, yCTaHOBJICHHBIX [IpaBUTEIHCTBOM
Poccuiickoit denepaunu, 3aperucTpUpOBAaHHBIX JIEKAPCTBEHHBIX MpENaparoB Ui MEIULUHCKOTO
MPUMEHEHHUS B YIIaKOBKaX, MpeIHa3HauYeHHBIX JJisi 00pallleHrs B HHOCTPAHHBIX FOCYAapCTBaX, B Cllydae
nedeKTypbl JTEKapCTBEHHBIX IPENapaToB WM pPUCKAa €€ BO3HHUKHOBEHHS] B CBSI3U C BBEJCHHEM B
otHomeHnu Poccuiickoit denepannn orpaHUUNUTENBHBIX MEP SKOHOMUUYECKOTO XapaKTepa Mpu yCIOBUU
COOTBETCTBUSI BBO3UMBIX JICKAPCTBEHHBIX IIPEMAapaToB TPeOOBAaHUSAM, YCTAaHOBJICHHBIM TIpH UX
perucTpanyy, 3a UCKIIOUEHHEM TpeOOBaHMA K MEPBHYHON YMAKOBKE, BTOPHYHOU (MTOTPEOUTEITHCKOM)
YHOaKkoBKE, a TakXe MpH HaJIMYUU Ha BTOPUYHOM (IIOTPEOUTENHCKOI) YMaKOBKE JIEKapPCTBEHHBIX
MpernapaToB, HAXOMALIUXCA B OOpallleHWH, CaMOKJIEAIIEHCS ATHKETKH, colepkalieil nHbopManuo o
JIEKApCTBEHHOM IIpernapaTe Ha pyCCKOM SI3bIKE.

(dactp 3.2 BBeneHa denepanbHbIM 3aKk0HOM OT 26.03.2022 N 64-D3; B pen. @enepaibHbIX 3aKOHOB OT
19.12.2022 N 519-@3, ot 26.12.2024 N 494-D3)

3.3. Jlonyckarotcs BBo3 B Poccuiickyro @eneparnuio u obpamienne B Poccuiickoit @enepanun ¢
Y4ETOM 0CcOOEHHOCTE, YCTaHOBJICHHBIX [IpaBuTenscTBOM Poccwniickoit denepanuu,
3aperuCTPUPOBAHHBIX ~ OPUTHHANBHBIX  Op(aHHBIX  JIEKAPCTBEHHBIX  MpemaparoB W (WiIH)
BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX MPENApaTOB [Js MEAUIMHCKOTO TNPHUMEHEHHS B TEYEHHUE
JBEHAJIIaTH MECALEB IOcie JaThl uX perucrpauun B Poccuiickoit ®dexnepanud B YMAaKOBKAaX,
MpeAHa3HAYEHHBIX I oOpalieHuss B HMHOCTPAHHBIX TOCYJapCTBaxX, IMPU YCJIOBHH COOTBETCTBHS
BBO3UMBIX  JICKAPCTBEHHBIX  TNPEMapaTtoB s  MEAMIMHCKOTO  TMPUMEHEHHS  TpPeOOBaHUSIM,
YCTAHOBJICHHBIM TIPM WX PETUCTPAllMM, 3a HUCKIIOUYCHHEM TpeOOBaHWW K TIEPBUYHOM YIIaKOBKE,
BTOPUYHOH (ITOTPEOUTETHCKON) YIIAKOBKE, ¥ TIPU HAIMYUN HA BTOPUYHOU (ITOTPEOUTETHCKON) yITaKOBKE
JIEKapCTBEHHBIX MpEmapaToB Ui MEAMIMHCKOTO TPUMEHEHHUs, HaxOoIsAIIMXcsi B OOpalleHuH,
CaMOKJICAIIEHCS  ATUKETKH, coepxkameid wuHPoOpMaIMiO O JEKapCTBEHHOM Mpemapare il
MEJIMIIMHCKOTO TPUMEHEHUS Ha PYCCKOM SI3bIKE. B OTHOIIEHUH TaHHBIX JIEKAPCTBEHHBIX MpEnapaToB HE
MPUMEHSFOTCS MOJIOKEHU YacTu 7 ctatbu 9 m yacreit | m 2 crarbu 52.1 Hactosimero denepaibHOrO
3aKOHa.

(dactb 3.3 BBeaeHa DenepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

4. B Poccuiickyto ®enepannio MOXHO BBO3UTh JIEKAPCTBEHHBIE CPEICTBA, Ka4eCTBO KOTOPBIX
MOJTBEPKIEHO  CEpTHU(PHUKATOM  MPOU3BOAUTENS  JIEKAPCTBEHHBIX  CPEACTB,  YAOCTOBEPSIIOIIUM
COOTBCTCTBUEC BBO3UMBIX JICKAPCTBCHHBIX CPCACTB Tpe60BaHI/I$IM, YCTAHOBJICHHBIM IIPU UX PETrUCTpallvin
WJIY TIPOBEJICHHUH MIPOLIEAYD, CBA3AHHBIX C PErUCTPALIUEH.

(B pen. ®enepanbHbix 3aK0HOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N _1-D3)

5. 3ampemaercss BB03 B Poccuiickyro ®Deaepannio (parbCHPUIIMPOBAHHBIX JIEKAPCTBEHHBIX
CpEeICTB, HETOOPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-D3)

6. ®anbcu(UIMPOBAHHBIC JIEKAPCTBEHHBIE CPEICTBA, HEIOOPOKAYECTBEHHBIC JIEKAPCTBEHHBIE
CpencTBa MOJUIEKAT H3BATUIO M IOCIHEAYIOIIEMY YHUYTOXKEHUIO WM BbIBO3Yy U3 Poccuiickoit
Oenepanyu, KOHTpadaKkTHBIE JEKApPCTBEHHBIE CPEJCTBA - U3BATHIO U MOCIEAYIOIIEMY YHUUYTOKEHUIO.
VYHuuTOoXeHue win BeiBo3 U3 Poccuiickoit denepanun danbcuuuupoBaHHbIX JIEKAPCTBEHHBIX CPEICTB,
HEI00pOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEJCTB, KOHTPa(aKTHBIX  JIEKAPCTBEHHBIX  CPEJCTB
OCYILIECTBISICTCA 3a CYeT JIMLA, OCYILIECTBUBILNETO HMX BBO3. [IOpANOK YHHUYTOKEHHMS H3BATHIX
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" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(banbcuPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, HEIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPENCTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB ycTaHaBnuBaeTcs [IpaBurensctBoM Poccuiickoit @eneparuu.
(B pen. ®enepanbuoro 3akona ot 06.12.2011 N 409-D3)

7. Jluma, ocymectBistomme BB03 B Poccuiickyto ®enepaunio  (arbCUPUIMPOBAHHBIX
JIEKapCTBEHHBIX ~ CPEJICTB, HEIOOPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTpadaKTHBIX
JIEKAPCTBEHHBIX CPEACTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOAATENILCTBOM Poccuiickoi
denepauuu.

(B pen. ®eaepanbhbix 3akoHOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N _1-D3)

8. BbIBO3 JIeKapcTBEHHBIX cpeacTB U3 Poccuiickoit denepalinn ocyIecTBIsSETCS B COOTBETCTBUU C
aKTamH, cocTaBistomuMu TpaBo Coro3a, W (Wiau) 3aKoHOAATenbcTBOM Poccuiickori dexepanuu o
roCy/1apCTBEHHOM PETyJIMPOBAHNUN BHEITHETOPTOBON JESITENbHOCTH.

(dactp 8 B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

9. BBoa B rpaxkJaHCcKHii 00OpOT JIEKApPCTBEHHBIX MpenapaToB s MEAMLMHCKOTO MPUMEHEHUS,
BBe3eHHBIX B Poccuiickyto @enepanuio, OCYIIECTBIAETCS C  coONoJieHHeM TpeOoBaHUH,
YCTaHOBJIEHHbIX cTaThell 52.1 HacTosmero denepaibHOro 3aKOHa.

(uactp 9 BBeneHa denepanbHbiM 3aK0HOM 0T 28.11.2018 N 449-D3)

KoncynprantlIntoc: nmpumeyanue.
Y. 10 ct. 47 He pacpOCTPAHIETCS HA CEpUU JIEKAPCTB AJI1 BETEPUHAPHOIO IPUMEHEHUS], BBEICHHbBIE

B TpaxkaaHckuii o6opot mo 01.09.2023, koTophie mOAIEKAT MPUMEHECHHUIO IO MCTEYCHUS CPOKa MX
rogHoctH (O3 ot 02.07.2021 N 317-D3).

10. BBozg B rpaxkaaHCcKHii 000pOT JIEKAPCTBEHHBIX MPENapaToB JUIsl BETEPUHAPHOTO MPUMEHEHHUS,
BBE3CHHBIX (mepemenieHHbIX) B Poccuiickyro @enepaiuio, OCYLIECTBISETCS C COOMIOACHUEM
TpeOOBaHUil, yCTAaHOBIEHHBIX CcTaThell 52.2 HacTosmero denepanbHOTO 3aKOHa.

(uactp 10 BBenena @enepanbHbiM 3akoHOoM OT 02.07.2021 N 317-D3)

Cratba 48. HOpuaunyeckme nuua, KOTOpPbIM paspeweH BBO3 JieKapCTBEHHbIX
cpeactB B Poccuinckyro Pegepauuio
(B pen. denepanbroro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBenHnsle cpenctBa B Poccuiickyro deneparuo MOryT BBO3UTD:
(B pen. ®eaepanbuoro 3akoHa ot 06.12.2011 N 409-D3)

1) npou3BOAWTENM JIEKAPCTBEHHBIX CPEACTB JJs  Iejied COOCTBEHHOIO  IPOM3BOJICTBA
JIEKapCTBEHHBIX CPEACTB;

2) WHOCTpaHHbIE pa3pabOTUMKH JIEKAPCTBEHHBIX CPEACTB W HMHOCTPAHHBIE MPOU3BOIUTENN
JICKapCTBEHHBIX CPEACTB WJIM JApYyrde OpUAMYECKHE JMLIA IO TOPYYEHHUIO0 pa3paboTyuka
JICKApCTBCHHOT'O CpCACTBA IJIA pa3pa60TKI/1 JICKApPCTBCHHLIX CPCACTB, MPOBCACHHA HAYYHBIX U HHBIX
WCCIICIOBAaHMM, TIPOBEACHHS KIMHUYECKUX HCCIICIOBAHUHN JICKAPCTBEHHOTO Mpernapara, OCyIIeCTBICHUS
FOCYy/JapCTBEHHOW PErucTpallid WM PErucTpallud  JIGKAPCTBEHHOTO IIpernapara, BKIIOYCHUS
(dapManeBTHYECKOW CyOCTaHIIMM B TOCYNApPCTBEHHBIH PEECTp JICKAPCTBEHHBIX CPEICTB, KOHTPOJIS
KauecTBa JICKAPCTBEHHBIX CPEJCTB MIPU HAJTHMYUU Pa3pelIeHUs YIIOJTHOMOUYEHHOTO (eiepalbHOTO OpraHa
HCIIOJIHUTENILHOM BJIACTU HA BBO3 KOHKPETHOM IIAPTUU JIEKAPCTBEHHBIX CPELCTB;

(B pen. @eaepanvuoro 3akona ot 30.01.2024 N 1-D3)
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3) OopraHu3alun ONTOBOM TOProBJIN JICKAPCTBCHHBIMU CPCACTBAMU;

4) wHayyHble OpraHu3anud, O0OpazoBaTeNbHBIE OpraHW3alMd  BBICHIETO  OOpa30BaHMI,
MIPOU3BOJIUTENN JICKAPCTBEHHBIX CPEICTB Ui pa3paOOTKH, WCCIICAOBAHUM, KOHTpOJA O€30MacHOCTH,
KadecTBa, A(P(EKTHBHOCTH JICKAPCTBEHHBIX CPEACTB MPH HAIWYUHU PA3PEIICHUS YIOJTHOMOYCHHOTO
(benepaTbHOTO OpraHa UCIOTHUTEIBHOMN BIIACTH;

(B pen. deaepanbubix 3akoHOB oT 02.07.2013 N_185-P3, ot 30.01.2024 N _1-D3)

5) METUIIMHCKHE OpTaHU3aIMK, UHBIE YKa3aHHBIC B MTyHKTaX | - 4 HACTOSIIEH CTaThH OpraHU3aluU
JUIS OKa3aHWsl MEAMUIMHCKONW TOMOIIM TO J>KU3HEHHBIM TOKa3aHWSM KOHKPETHOTO TMalueHTa Mpu
HATMYUU PA3PEHICHUS YIIOJTHOMOYEHHOTO (eIepabHOTO OpraHa WCIOJHHUTEIHHONW BIIACTH HAa BBO3
KOHKPETHOW TapTHUW JICKQPCTBEHHOTO Ipernapara, BBIJAHHOTO B YCTAHOBICHHOM MOpsIKe B (dopMme
3NIEKTPOHHOTO JJOKYMEHTA, MOANMCAHHOTO YCUJICHHON KBATU(HUITUPOBAHHOM JICKTPOHHOU TTOIITUCKIO;
(B pen. deaepanpHoro 3akoHa ot 12.03.2014 N 33-03)

6) yrpatui cuity ¢ 1 suBaps 2024 rona. - @enepanbhslii 3akoH ot 27.12.2019 N 475-D3.

7) IpOU3BOAUTENN METULIIMHCKUX U3IECIUM JIJIS 1IeJIe MPOU3BOACTBA METULIMHCKUX U3CIIUMN.
(n. 7 BBenen denepanbubiM 3akoHoM oT 30.01.2024 N 1-03)

Cratba 49. [lokyMeHTbI, npeacTaBnsieMble B TaMOXEeHHble opraHbl Poccuunckomn
dPenepaumnm npu BBO3e NieKapCTBEHHbIX cpeacTB B Poccumnckyro ®eanepauuto
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. Ilpu BBO3e nexkapcTBEHHBIX CpelACTB B Poccuiickyro ®enepanuio B TaMOKEHHBIE OpIaHbI
Poccniickoit denepanuu Hapsay ¢ JOKYMEHTAMHM, MPEACTABICHUE KOTOPBIX MPELYCMOTPEHO AKTaMHU,
coctapsironuMu 1ipaBo Coro3a, U (WIK) 3aKOHOJATENsCTBOM Poccuiickort denepauii 0 TaMOXKXEHHOM
peryJIupoBaHUHU, IPEACTABISIOTCS CIEAYIOUINE JOKYMEHTHI B 3JIEKTPOHHOM (opme:

(B pen. ®enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

Koncynprantllntoc: npumeuanue.
C 01.03.2026 1. 1 u. 1 cr. 49 uznaraercs B HoBoM pepakuuu (P3 ot 31.07.2025 N 304-D3). Cwm.

OyIylIyI0 PEAaKIIHUIO.

1) ceprudukar TmPOU3BOAUTENS JICKAPCTBEHHOTO CPEACTBA MAJIsi BETEPUHAPHOTO MPHUMEHEHUS,
yIIOCTOBEPSIOUINI  COOTBETCTBHE BBO3UMOTO JIGKAPCTBEHHOTO CPEJCTBA JUISI  BETEPUHAPHOTO
MPUMEHEHHS TpeOoBaHUsAM (papMakoNeHONW cTaThW JIMOO B CiIydae €€ OTCYTCTBHUS HOPMATHBHOTO
JTIOKYMEHTA;

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

2) paspelieHHe YMOJIHOMOYEHHOro (hefepaJbHOr0 OpraHa HCHOJHMTENbHOM BIacTH Ha BBO3
KOHKpPETHOH MapTUHU JIEKaPCTBEHHOI'O CPEACTBA B CllydasX, YCTAaHOBJIEHHBIX 4YacTblo 3 crtarbu 47
HacToAuero PeneparbHOrO 3aK0Ha.

2. JlokyMeHTBI, yKa3aHHble B MyHKTax | u 2 yactu | HacTosAledl CTaTbH, MPEACTABIAIOTCS B
TaMokeHHbIe opranbl Poccuiickoii denepannu npu npuoObITHH JIEKapCTBEHHBIX cpeacTB B Poccuiickyto
denepanuio.

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

www.consultant.ru CrpaHvua 118 n3 162
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=479093&amp;date=24.10.2025&amp;dst=101846&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=479093&amp;date=24.10.2025&amp;dst=101846&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=494647&amp;date=24.10.2025&amp;dst=100390&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=494647&amp;date=24.10.2025&amp;dst=100390&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=397815&amp;date=24.10.2025&amp;dst=100013&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=397815&amp;date=24.10.2025&amp;dst=100013&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=201711&amp;date=24.10.2025&amp;dst=100082&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=201711&amp;date=24.10.2025&amp;dst=100082&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470335&amp;date=24.10.2025&amp;dst=100095&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470335&amp;date=24.10.2025&amp;dst=100095&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=494647&amp;date=24.10.2025&amp;dst=100391&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=494647&amp;date=24.10.2025&amp;dst=100391&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454112&amp;date=24.10.2025&amp;dst=100837&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454112&amp;date=24.10.2025&amp;dst=100837&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454112&amp;date=24.10.2025&amp;dst=100838&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454112&amp;date=24.10.2025&amp;dst=100838&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=494647&amp;date=24.10.2025&amp;dst=100394&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=494647&amp;date=24.10.2025&amp;dst=100394&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=511151&amp;date=24.10.2025&amp;dst=101553&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=511151&amp;date=24.10.2025&amp;dst=101553&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=511708&amp;date=24.10.2025&amp;dst=1543&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=511708&amp;date=24.10.2025&amp;dst=1543&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=494647&amp;date=24.10.2025&amp;dst=100395&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=494647&amp;date=24.10.2025&amp;dst=100395&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454112&amp;date=24.10.2025&amp;dst=100839&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454112&amp;date=24.10.2025&amp;dst=100839&amp;field=134&amp;demo=2
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Cratba 50. BBo3 nekapcTBeHHbIX npenapatoB B Poccuinckyro Pepepauuto ans
JINYHOrO UCMONb30BaHUA U MUHbIX HEKOMMEp4YeCKMX Uuenen, a TakKke AnA
MCNOJSIb30BaHUA Ha TePPUTOPUN MEXAYyHAPOAHOro MeAULMHCKOro Kractepa
(B pen. ®enepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, ot 29.06.2015 N_160-D3)

1. JlekapcTBeHHbIE mpemapaTbl MOTYT ObITh BBe3eHbl B Poccuiickyro denepanmio 0e3 yuera
TpeOoBaHUH, NpenycMOTpeHHbIX uacTsMu 1 - 4 crateu 47, crathsimu 48 u 49 HacTOSIIETO
®denepanbHOro 3aKOHA, €CIIM OHU IPEAHAa3HAYEHbI JUIS:

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

1) nuuHOrO WCMONIb30BaHUA (HU3MUECKUMHU JIHMIIaMH, TpUOBIBIIMMU B Poccuiickyro ®exnepanuto.
I[Ipu »>toM BBO3 B Poccuiickyto @Denepannio JEKAPCTBEHHBIX MPENAPATOB, COAEPIKALIUX
CWIBHOACUCTBYIOIME W (WUIM) SAOBHUTHIE BELIECTBA, BKIIOUEHHBIE COOTBETCTBEHHO B CIIHCOK
CUJIBHOJICHCTBYIOIIMX BELIECTB IS LIEJEN YTOJIOBHOTO 3aKOHOAATENbCTBA Poccniickoin Penepanuu u B
CIMCOK SJOBHUTBIX BEIIECTB JUI LieJIed YrOJIOBHOIO 3aKoHojarenbcTBa Poccmiickon denepanum,
yTBepxkacHHbIE [IpaBuTenscTBoM Poccuiickont @enepannn, OCyIEeCTBISIETCS IPU HAIMYNN JOKYMEHTOB
(3aBEpeHHBIX KOMHM JOKYMEHTOB HJIM 3aBEPEHHBIX BBITMCOK W3 HHX), MOATBEPKIAIONINX Ha3HAuUECHUE
¢buznueckoMy JHUIly YKa3aHHBIX JIEKQpPCTBEHHBIX IIpENapaToB (3a HCKIIOYCHHEM JIEKAPCTBEHHBIX
MpemapaToB, 3aperucTpupoBaHHbIX B Poccuiickoit ®enepanuu 1Tud0 3apeTUCTPUPOBAHHBIX B
COOTBETCTBUM C aKTaMHM, COCTaBJsitolMMM npaBo Coro3a, n oTnmyckaemblx B Poccuiickoit @enepanun
0e3 pelienTa Ha JIeKapCTBEHHBIN Tpernapar). [loaTeepkaaronyie TOKyMEeHTHI (UX 3aBEPCHHbBIC KOTIHH HITU
3aBEpEHHBbIC BBIMMCKM M3 HHUX) JOJDKHBI COJIEPXKaTh CBEICHHMS O HAMMEHOBAaHUM M KOJMYECTBE
Ha3HAYEHHOI'0 JIEKapCTBEHHOIo IpemnapaTta. B cimydae, ecin moATBEp)KIAIOLIUME JTOKYMEHTHI (MX
3aBepeHHBbIC KOIMUU WM 3aBEPEHHbIC BBIMHCKU M3 HHUX) COCTaBJICHbI HAa MHOCTPAHHOM f3bIKE, K HUM
MpujiaraeTcs HoTapuallbHO 3aBEPEHHBIN MEPEBOJ HA PYCCKUMN A3BIK;
(B pen. ®eaepanbhbix 3akoHOB 0T 02.06.2016 N _163-D3, ot 30.01.2024 N _1-D3)

2) WUCHONB30BaHUS PA0OTHUKAMU JAWINIOMATHYECKOTO KOpIyca WIA TPEJICTaBUTEISIMU
MEXKIYHApOIHBIX OpraHu3alui, aKKpeIuTOBaHHbIX B Poccuiickoit Denepauny;

3) nmedeHHs TACCAKUPOB W WICHOB JKHIAKEH TPAHCIOPTHBIX CPEJCTB, IMOC3IHBIX OpHraa M
BOJMTENICH TPAaHCTIOPTHBIX CPEICTB, MPHOBIBIIKNX B Poccuiickyro deneparuio;
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

4) neyeHHs y4aCTHUKOB MEKIYHAPOJHBIX KYJIBTYPHBIX, CIOPTUBHBIX MEPOIPUATHIA U Y4aCTHUKOB
MEXTyHapOAHbIX SKCIIEIUIUI;

5) nedeHHss KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300cajax, IHMpPKaX, OKeaHApHUyMaXx,
nenbGUHAPUAX, JICUCHHUS] JUKUX >KUBOTHBIX, TIOCTOSHHO WJIM BPEMEHHO HACEJSIFOIIUX TEPPUTOPHIO
Poccuiickoit denepanun, HaAXOAAMIMXCS B COCTOSSHUM €CTECTBEHHOM CBOOONBI M MPHUHAIJISKAIIUX K
BHUJaM, 3aHeceHHbIM B KpacHyto kHury Poccuiickoit denepanuu u (MIK) KpacHble KHUTH CyOBEKTOB
Poccuiickoit denepannu, a TakkKe KMBOTHBIX, BBO3UMBIX B Poccuiickyro denepanuro s ydyacTus B
CIIOPTUBHBIX U 3PEIIUILIHBIX MEPOIIPUATHSIX;

(B pen. ®enepanbHbix 3aKk0HOB 0T 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) MCITONTF30BaHMS HA TEPPUTOPHH MEXKTYHAPOIHOTO MEAUIIMHCKOTO KlacTepa.
(. 6 BBenen denepanbHbIM 3aK0HOM OT 29.06.2015 N 160-D3)

2. B ciyuasix, mpelyCMOTPEHHBIX 4acThio 1 HacTosIel cTaTbu, AOMycKaeTcs BBO3 B Poccuiickyto
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

denepanuio IEKapCTBEHHBIX MPENApaToOB, HE 3apETHCTPUPOBaHHBIX B Poccuiickoit denepannu mmdo He
3aperUCTPUPOBAHHBIX B COOTBETCTBHHM C aKTaMHU, COCTABISIOMIMMU paBo Coro3a.
(B pen. @enepanbubix 3akoHOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N _1-P3)

3. JlekapcTBEHHbIE IIpenapaThl, IpeJHa3HAYEHHbIE JJI1 TYMaHUTApHON MTOMOUIH (COASHCTBUS) UITU
IIOMOIIM IIpU Ype3BbIYAWHBIX CHUTyalusx, BBo3ATca B Poccuiickyro ®enepanuto B IOPAIKE,
ycraHoBiieHHOM [IpaButensctBoM Poccuiickoii ®depepanuu. 3amnpemaercss BBo3 B Poccuiickyro
@enepalliio  HE3apETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  MPENapaTroB, MpPEIHAa3HAYEHHBIX IS
TYMaHUTapHON MOMOIIH (COAEHCTBHS) WU MIOMOILU IIPU YPE3BBIYAIHBIX CUTYyalHSIX.

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

Cratba 51. CotpyaHuyecTBO (pbeaepanbHOro opraHa MUCMONHUTENIbLHOW BRacTy,
ocyuecTBnsowWwero yHKLUMU NO KOHTPOSIHO U HaA30py B 06nacTu TaMOXEHHOro aena, un
APYrMX yNosTHOMOYeHHbIX heaepanbHbIX OpraHOB UCMOSTHUTENbLHON BNacTu
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

1. VYnomHomoueHHBIE (enepaabHble OpraHbl HCHOJHUTEIBLHON BJIACTH MPEJOCTABISIOT B
pacriopspkeHne  (elepalIbHOTO OpraHa HCIIOJHHUTENBFHON BIIACTH, OCYIIECTBISIOMIETO (DYHKIHH II0
KOHTPOJIIO M HAQ/J30py B OOJAaCTH TaMOXXCHHOTO Jeja, TOCYIapCTBEHHBIH PEecCTp JIEKapCTBEHHBIX
CpeACTB, a TakkKe HWHGOpPMAIMIO O BBIIAHHBIX pPAa3pelICHUSX Ha BBO3 KOHKPETHOM MapTHH
JICKapCTBEHHBIX CPEJCTB B CIIydasX, YCTAHOBJIEHHBIX 4acThio 3 cTaTbu 47 HacTosAuiero denepaabHOro
3aKOHa.

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

2. ®enepaldbHbIii OpraH UCHOJIHUTEIBHOM BIACTH, OCYIIECTBISIOMMA (QYHKIUU MO KOHTPOJIIO U
Ha/J30py B 00JacTH TaMOXXEHHOro Jiesla, MHPOPMHUPYET yKa3aHHble B 4acTM | HacTosIed cTaTbu
YIOJIHOMOYEHHBIE (hefiepalibHble OpTraHbl HCIOIHUTENBHOM BIACTH O BBO3€ JICKAPCTBEHHBIX CPEJCTB B
Poccuiickyro denepaiuio 1 BbIBO3€ JIEKapCTBEHHBIX cpencTB U3 Poccuiickoii @enepanuu no ¢popme u B
Hops/iKe, KoTophie ycraHoBieHsI [IpaBurensctBoM Poccuniickoit denepanuu.

(B pen. @enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N _1-D3)

Masa 10. PAPMALEBTUYECKAA OEATENBbHOCTb
Cratba 52. OcyuwecTBneHue papmaLeBTUHECKON [EATENIbHOCTH

1. ®apmaneBTUyecKass MAESITEIbHOCTh OCYLIECTBIISETCS OpraHMU3alMsIMH ONTOBOW TOPIOBIU
JIEKapCTBEHHBIMU  CPEJCTBAMHU,  AaNTE€YHBIMH  OpraHU3alUsSMH, BETEPUHAPHBIMH  ANTEUYHBIMH
OpraHu3alysMM,  WHAMBUIYaJIbHBIMM  NPEANPUHUMATENSAMH,  MMEIOLMMM  JIMLEH3MIO  Ha
(bapMaleBTUYECKYIO JESITEIbHOCTh, MEIUIMHCKMMU OpTraHU3alMsIMM, HMEIOLMMH JIMLIEH3UI0 Ha
(bapMareBTUYECKYIO JESATEIBbHOCTh, U UX 00OCOOJICHHBIMHU MOAPA3CNCHUSIMHU, PACHOJIOKEHHBIMU B
CEJIbCKMX HACEJIEHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT alITEUHbIE OPraHU3allii, U BETEPUHAPHBIMU
OpTaHU3aIMsIMH, IMEIOIUMH JIMIIEH3UI0 Ha (papManeBTHIECKYIO e TeIbHOCTb.

(B pen. ®enepanbHbix 3aKk0HOB OT 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

Koncynprantlntoc: mpumedyanue.

Y. 2 c1. 52 (B pea. @3 or 28.04.2023 N 149-D3) B yacTu aKKpPEAUTAIMH CIICIIHAIUCTOB C BBICIITHM
WM CPEIHUM BETEPUHAPHBIM 00pa30BaHUEM, OCYIIECTBISIONINX (PapMaIeBTUIECKYIO IeITEeIbHOCTD,
npumensiercs ¢ 01.03.2026. Ceprudukarsl TakuM Juiam BeigatroTes 1o 28.02.2026 u JecTBYIOT He
Oomee 5 ner.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2. ®uspyeckue JHIAa MOTYT OCYHIECTBIATH (apMalleBTUYECKYIO NESATEIbHOCTh MPU HAIWYUU
BBICIIIETO WJIM CpeJHero (apMmameBTHYecKoro oOpa3oBaHUS U CepTU(HKATa CIeuaaucTa Juoo
MPOI/IEHHON aKKpeIUTAIUK CIEHUAINCTa, BBICIIETO MM CPEIHEr0 BETEPUHAPHOTO O0Opa3oBaHUS U
cepTHU(HKaTa CIENUAINCTAa JIMOO TPOUICHHON aKKpPEIUTAIIMK CIICIUAINCTA, a TAK)KE BBICIIETO WIIH
CpPEHET0 MEIUIIMHCKOTO 00pa3oBaHus, cepTHU(HUKaTa clenuaiucTa JIu0o MpoNAeHHON aKKpeIuTaluu
CHELUAINCTa U JONOJIHUTEIBHOIO MPO(eCcCHOHANIBHOrO 00pa30BaHMUs B YaCTH PO3HUYHOW TOPIOBIH
JIEKapCTBEHHBIMM IIperapaTtaMu Uil MEIUIMHCKOIO TNPUMEHEHHUS IpH YCIOBMM HUX paboOThl B
000CO0JICHHBIX MOAPa3ACICHUIX METUIIMHCKUX OpraHU3alni, yKa3aHHBIX B YaCTH | HACTOSIIEH CTaThU.
(uactsp 2 B pen. @enepanbHoro 3akoHa ot 28.04.2023 N 149-D3)

Koncynprantlntoc: npumeyanue.

JlexapcTBeHHbIE MpenapaThl A1 MEAULIMHCKOIO IPUMEHEHNs, BBEJIEHHbIE B IPAXKAAHCKUI 000pOT 10
29.11.2019, nmognexaT XpaHEHHIO, MEPEBO3KE, OTIYCKY, pPealu3aluu, Nepenade, NPUMEHECHHUIO J10
ucredeHus cpoka ux rogHoctd (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxagaHCKuM OOOPOT NeKapCTBEHHbLIX CpeaAcTB Ans
MeaULMNHCKOro NpUMeHeHus
(B pen. Deaepanproro 3axoHa ot 30.01.2024 N 1-D3)

(BBenena denepanbHbIM 3akoHOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOJOM B rpa’kJaHCKUI 00OPOT KaXKJI0M CEpUM WM KaXK10M MapTUX NPOU3BEIECHHOIO B
Poccniickoit  ®enepanuy JIEKApCTBEHHOTO Ipemapara Uil MEIWLIHWHCKOrO IIPUMEHEHHus, 3a
UCKJIIOYEHHEM HMMYHOOMOJIOTHUECKUX JIEKAPCTBEHHBIX IpenapaToB, MPOMU3BOJUTENb  TaKOTO
JIEKapCTBEHHOTO Iperapara MpeACTaBiIsieT B JJIEKTPOHHOM (opMe B  (QenepanbHblil  opraxn
UCTIOJHUTENIBHOM ~ BJIACTH, OCYLIECTBISIOMMN (YHKIMM 10 KOHTPOJIK W HAA30py B cdepe
3/IpaBOOXPAHEHUS, TOKYMEHT MPOU3BOAUTEINS JIEKAPCTBEHHOI'O CPEACTBA, MOATBEP)KIAIOLINI KaueCTBO
JIEKapCTBEHHOI'O  Mpemnapara, W  IOATBEPXACHHE  YIOJHOMOYEHHOIO  JIMIA  I[POU3BOJUTEINS
JIEKapCTBEHHBIX CPEACTB COOTBETCTBUSI JIEKAPCTBEHHOIO MpernapaTa TpeOOBaHUSIM, YCTAHOBICHHBIM ITPH
€r0 pEerucTpanuy.

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

1.1. Ilepen BBOJIOM B Ipa’KAaHCKUN 000POT KaX10i ceprM MM Ka)kJOW MapTUH MPOU3BEICHHON B
Poccuiickoit ®eneparun (apManeBTHUECKOW CyOCTaHIIMM TPOM3BOIUTENh TAKOTO JIEKAPCTBEHHOTO
CpEJICTBA TIPEJACTABIIICT B JJIEKTPOHHOU (opme B (enepalbHbIi OpraH HCIOJHUTEIHHONW BIACTH,
OCYIIECTBISIOMMN (QYHKIMM 10 KOHTPOJIIO U HaA30py B cdepe 3apaBOOXpaHEHMs, JOKYMEHT
MIPOM3BOJUTENS  JIEKAPCTBEHHOI'O  CPEJCTBA, IOATBEPXKIAIOIIMN  KauecTBO  (papMaleBTUYECKON
CyOCTaHIIMM, U JIOKYMEHT, MOATBEPKIAIOIIUI COOTBETCTBUE JIEKAPCTBEHHOTO CPE/ICTBA TPEOOBAHUSM,
YCTQHOBJICHHBIM MIPU €ro TOCYIApCTBEHHOM pErucTpalliyd WM pPErucTpauud, 4 oQpOpMIICHHBIN
YIIOJIJHOMOYEHHBIM JIMIIOM IPOU3BOIUTENS JIEKAPCTBEHHBIX CPECTB.

(uactsp 1.1 BBenena ®@enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

2. Ilepen BBOAOM B Ipa’KJaHCKUN O0OOPOT Ka)JOH CEpUU WM KaKI0M MapTMM BBO3MMOIO B
Poccuiickyro @enepanuio JIGKAPCTBEHHOTO Ipernapara Uit MEIUWIMHCKOrO MPUMEHEHHs, 3a
UCKITIOYCHHEM MMMYHOOMOJOTHYECKHUX JIEKAPCTBEHHBIX MPENapaToB, OpraHU3aIMs, OCYIIECTBISIONIAs
BBO3 JICKApCTBEHHOTr0 npenapara B Poccuiickyto deneparuio, NpeacTaBiseT B JIEKTPOHHON ¢dopme B
(benepanbHBI OpraH UCTIOJIHUTEIBHONM BIACTH, OCYIIECTBIISIONNN (PYHKIMU IO KOHTPOJIIO U HAA30PY B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

chepe 3ApaBOOXpAHEHUS, TOKYMEHT MPOU3BOAUTENS JEKApPCTBEHHOTO CPENCTBA, IMOATBEP KIAIOIIUI
KauecTBO  JICKAPCTBEHHOTO  TMpernapata, W  MOJATBEPXKIACHUE  MPEACTaBUTENS  OpPraHU3alluu,
OCYILECTBJISIIOIIEN BBO3 JIEKAPCTBEHHOIO Ipenapara B Poccuiickyro denepanuio U yrnoJIHOMOYEHHON
WHOCTPAHHBIM MPOU3BOJIUTENIEM JIEKAPCTBEHHBIX CPENICTB, COOTBETCTBUSI BBO3MMOTO JICKAPCTBEHHOTO
npenapara TpeOOBaHUSM, YCTAHOBJICHHBIM IIPH €T0 PETUCTPAITUH.

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

2.1. Tlepen BBOAOM B TpaKIAaHCKUH 000POT KaXKIOW CEpUM WIHM Ka)XJOW MapTUU BBO3UMOU B
Poccuiickyro ®eneparuio (apMareBTHUECKONH CyOCTaHIIMKM OpTraHU3alMsl, OCYIIECTBISIONIAsS BBO3
TaKOT0 JIEKAPCTBEHHOT'O cpeacTBa B Poccuiickyto denepanuio, MpeaCcTaBiseT B dJIEKTPOHHOH (hopme B
(dbenepanbHBIA OpraH UCTIOTHUTEILHOW BIACTH, OCYIISCTBIISIOMNN (DYHKIIUN 110 KOHTPOJIO ¥ HAA30PY B
chepe 3ApaBOOXpaHEHUsI, JOKYMEHT IMPOU3BOAUTENS JICKAPCTBEHHOTO CPEJCTBA, IMOITBEPIKTAFOIIII
KadecTBO (papMaIreBTHIECKON CyOCTaHITHH.

(uacts 2.1 BBenena @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

3. Tlopsimox mpencrtaBieHUss B COOTBETCTBUM ¢ yacTsmu 1, 1.1, 2 u 2.1 Hacrosimieil craTbu
JOKYMEHTOB W CBEACHHH O JIEKAPCTBEHHBIX CPEICTBAX, BBOJUMBIX B TPaXIAHCKUH 0OOpOT,
ycranasnusaercs [IpaBurensctBom Poceniickoit denepanun.

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

4. B OTHOWIEHMHM MEpPBBIX TPEX CEpUN WIM MApPTUH JIEKAPCTBEHHOIO MperapaTra, BIEPBBIC
npousBeneHHOro B Poccuiickoii denepanuu unu Briepsbie BBO3UMOro B Poccuiickyro @eneparuio (6e3
ydeTa JO3MPOBKH) B paMKaxX OJHOTO DPETUCTPAIMOHHOTO YJIOCTOBEpPEHHs, B (elepalibHbIil opraH
WCTIIOJTHUTEIILHON  BIIACTH, OCYIICCTBISIONMI (QYHKIMKM 1O KOHTPOII H HaaA30py B cdepe
3paBOOXPAHEHMUS, JOMOJHUTEIIBHO MPEICTABISAETCA MPOTOKO UCIBITAHUN O COOTBETCTBUU CEPUU WIIU
MapTUM JICKAPCTBEHHOIO Mpemnaparta Uil MEIMIIMHCKOTO TMPUMEHEHUsS] TOKa3aTelsiM KadecTBa,
MPEeTyCMOTPEHHBIM HOPMATUBHOM JIOKyMEHTalMed, WM TpeOOBaHUSM, YCTAaHOBIEHHBIM MpU
perucTpaliii B COOTBETCTBHUM C aKTaMH, cocTaBisiomuMu mpaBo Coroza (majgee - MPOTOKOIN
WCIIBITaHUM), MPOBOJAUMBIX AKKPEIUTOBAHHBIMU B COOTBETCTBUM C 3aKOHOJATENLCTBOM Poccuiickoit
Oeneparii 00  aKKpeAWTAMM B  HAINMOHAIBHOM CHCTEME aKKpeIuTaluu  QeaepaibHBIMU
rOCYJapCTBEHHBIMH OIOPKETHBIMU  YUPEXKACHUSIMHU, TI0JIBEIOMCTBEHHBIMU (PeiepaibHOMy OpraHy
WCTIOTHUTEIIBHOW ~ BJIACTH,  OCYHICCTBIAIONIEMY (QYHKIMM TI0  BBIpAaOOTKE U pealu3ariu
roCcy/1apCTBEHHON MOJUTHKU U HOPMATHUBHO-IIPABOBOMY PETYJIHMPOBAHMIO B cepe 31paBoOXpaHEHUs, U
dbenepanbHOMYy OpraHy HCIOJHUTEIBHONW BIIACTH, OCYIIECTBISIONIEMY (GYHKIMH MO KOHTPOIIO U
Ham30py B cdepe 3ApaBooxpaHeHus. Jlomyckaercs mMpeAcCTaBIEHHUE MPOTOKONA HCIBITAHUM,
MPOBEICHHBIX C MKCIOJIb30BAHUEM CPEJICTB AUCTAHLIMOHHOTO B3auMOJACUCTBUSA. [lOpsioK BblIaYM
YKa3aHHBIMU (hesiepaTbHBIMUA TOCYIAPCTBEHHBIME OFOPKETHBIMH YUPEIKICHUSIMH JAHHOTO MPOTOKOJIA
pasmMep IJIaThl 3a €ro Bbliady ycraHaBiuBaroTces [IpaBurensctBoM Poccuiickoit @enepanum.

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

4.1. IlpencraBieHne NpOTOKOJA MCIBITAHUM JOIYCKAaeTCs TOJbKO B OTHOILIEHUM IIEPBOM CEpuUn
WJIU TIEpBOM MMAPTUHU JIEKAPCTBEHHOIO IIpernapara, BIIepBble IIPOU3BeIeHHOro B Poccuiickon denepanuun
Wi BHepBble BBO3UMOro B Poccuiickyro denepannio (3a UCKIOYEHUEM JIEKAPCTBEHHBIX IPENapaToB,
yKa3aHHbIX B yacTsx 4.2 u 4.3 HacTOsIIEN CTaThH), B ClIydae MPeI0CTaBICHUs CBEICHUI O JaTe BbIa4H
U PETHCTPALlMOHHOM HOMEpE 3aKIKOYEHUS COOTBETCTBUS ITPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUAM [pPaBUI HaJJeKalled IMPOU3BOACTBEHHOM IPAKTUKH, BBIAAHHOTO YIIOJHOMOUYEHHBIM
(denepanbHbIM OPraHOM HCIIOJIHUTENBHONW BJIACTH, WIM CepTU(HUKATa COOTBETCTBUS HPOHM3BOJICTBA
JICKApCTBEHHBIX CPEJICTB TpeOOBaHUSAM MOpaBUJI  HaJUIeXalleil MpPOM3BOJACTBEHHOM MpaKTHUKU
EBpa3suiickoro 5KOHOMHYECKOI0 COI03a, BBIIAHHOI'O YIIOJIHOMOYEHHBIM OPraHOM I'OCYJIapCTBa - 4YICHA
EBpa3uiickoro = SKOHOMHYECKOIO  COK3a, B  OTHOWIEHHWM  IPOU3BOJICTBEHHOW  IUIOIIAJIKH
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(TTPOM3BOACTBEHHBIX ILJIOMIAI0K), OCYIIECTBISIONICH MPOU3BOJICTBO TOTOBOH JICKAPCTBEHHON (OPMBI U
BBINTYCKAIOIINK KOHTPOIb KavyecTBa JIEKAPCTBEHHOTO Tperapara, Mpu yCIOBUU OTCYTCTBUS B TEUCHUE
TpeX JeT, MPEANISCTBYIOINUX JaTe BbIAAYM MPOTOKOJIA HWCHBITAHWN, CIIy4aeB BBISBICHUS
HECOOTBETCTBUSl yYCTAHOBJICHHBIM TPEOOBAHUSAM KayecTBa JICKAPCTBEHHBIX CPEJICTB, MH(MOpMANHUS O
KOTOPBIX OITyOJIMKOBaHa Ha caiiTe ¢enepaabHOTO OpraHa MCIOIHUTEIHHON BIACTH, OCYIIECCTBIISIONMIETO
(GYHKIMHU 110 KOHTPOIIIO U HAJI30py B cepe 3apaBOOXpaHCHHS, B OTHOIICHHH BCEX MPOU3BOJICTBEHHBIX
TUTOIIAJIOK, OCYIISCTBIISIFOIIUX MMPOU3BOJICTBO JIEKAPCTBEHHOTO Iperapara U BhIMTYCKAOIMIUNA KOHTPOJIb
KauecTBa JIEKAPCTBEHHOTO IMpernapara.

(dactb 4.1 BBegena denepanbubiM 3akoHoM 0T 30.01.2024 N 1-D3)

4.2. He TtpeOyeTcsi mpeacTaBieHUE MPOTOKOJIA HUCIBITAaHUHM, yka3zaHHOTO B uactu 4 wunm 4.1
HACTOSIIIEH CTaThW, B OTHOWICHWH Op(QaHHBIX JIEKAPCTBEHHBIX INPENapaToB, BBICOKOTEXHOJIOTHYHBIX
JIEKapCTBEHHBIX MPENapaToB, MOJYYEHHbBIX U3 OMOJIOIMYECKOr0 MaTepuaia ONpeeseHHOro YeloBeKka U
IpeJHa3HAYEHHBIX JJIsl IPUMEHEHUS 3TOMY K€ UYEIOBEKY.

(uactb 4.2 BBenieHa PenepanbHbiM 3aKk0HOM OT 30.01.2024 N 1-D3)

4.3. B oTHOLIEHUM OJHOW CEpPUM WJIM OJHOM MAPTUM BBICOKOTEXHOJIOTMYHOTO JIEKAPCTBEHHOIO
npenapaTa (3a HCKJIIOYEHHEM BBICOKOTEXHOJOTMYHBIX JIEKApPCTBEHHBIX MPENaparoB, MOJYYEHHbIX M3
OMOJIOrMYECKOro MaTepurasa ONpeleJIeHHOrO YeJI0BeKa U MpeJHa3HAUCHHBIX ISl IPUMEHEHHSI 3TOMY e
YeJI0BEeKY), BIEpBble Npous3BeaeHHoro B Poccuiickoil @Penepauuu WiM BHEpBblE BBO3UMOIO B
Poccuiickyro @enepanuro, NpeAcTaBIseTcsl IPOTOKOJ UCIBITAaHUM, MPOBEACHHBIX C HCIOJb30BAHUEM
CPEICTB AMCTAaHLIMOHHOIO B3aMMOJIEMCTBYSI B TEUEHUE MIEPBBIX TPEX JIET M1OCJIE BBOJA TAKOTO Npemnapara
B TPaKJaHCKHUI 000pPOT.

(dactb 4.3 BBegeHa denepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

5. ExeronHo He mo3aHee 1 ampesnst NpOU3BOAUTENM JIEKAPCTBEHHBIX CPEICTB WIIM OpTraHHU3allNH,
OCYLIECTBISIIOIINE BBO3 JIEKAPCTBEHHBIX IpernapaToB B Poccuiickyro ®denepanuto, MpeacTaBisioT B
(benepanbHBIA OpraH UCTIOTHUTENBFHON BIACTH, OCYUIECTBIAIOMUN (PYHKIIUU 110 KOHTPOJIIO U HAA30PY B
chepe 3IpaBOOXpaHEHUS, MPOTOKON HCHBITAHUNA TIOCTYMHBIIETO B TEYEHHE MPEIIICCTBYIOIETO
KaJICHJIApHOTO Tojla B TPakJIaHCKUK 000POT JIEKAPCTBEHHOTO Mpernapara COTJIaCHO PErUCTPALMOHHOMY
YIOCTOBEPEHHUIO (Ha OJHY CEpUI0 TOPTrOBOTO HAUMEHOBAHHS C YYETOM JICKAPCTBEHHOW (POPMBI OJHOMU
JIO3UPOBKHU), TPOBOJMMBIX AKKPEIUTOBAHHBIMH B COOTBETCTBUU C 3aKOHOAATEIBLCTBOM Poccuiickoit
Qenepanit 00 aKKpeAWTAlMM B HAUMOHAJIBHOM CHUCTEME aKKpEOUTAIMH HUCIBITATEIbHBIMU
naboparopusimu (ueHTpamu). [IpencraBieHre mpoToKoiIa UCTIBITAHUH, MPEAYCMOTPEHHOTO HACTOSIIEH
YacThl0, B OTHOUIEHUHU JIEKAPCTBEHHBIX MPENApaTOB, YKAa3aHHbIX B 4YacTh 4.2 HACTOSIIEH CTaThH,
JIOITYCKAETCs OJIMH pa3 B TPH roJia MPH YCIOBUU WX BBOJA B TpaKIaHCKui 00opoT. [Ipu npencrasienun
MIPOTOKOJIA UCTIBITAHUH, MPETyCMOTPEHHOTO YacTsiMu 4 u 4.1 HacTosIIIeH cTaThu, B (peAepalbHbIi OpraH
WCTIOTHUTEIIbHOW BJIACTH, OCYIIECTBISIONIMN (QYHKIIMM TIO KOHTPOJIIO U HaA30py B cdepe
3/1paBOOXPAHEHHUs, IPOTOKOJ UCIIBITAHUMN, PEyCMOTPEHHBIN HACTOSAILEH YacThlO, B YKa3aHHBIA OpraH
HE MPEACTABIISIETCS.

(gacts 5 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

5.1. TlpousBoauTenu JEKApCTBEHHBIX CPEACTB WM OpraHM3allM, OCYLIECTBIIAIOIINE BBO3 B
Poccniickyro @enepanuio BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX IIPENapaToB, BMECTO IPOTOKOJA
UCIBITAaHUH, MPEAYCMOTPEHHOTO YacThi0 5 HACTOSIIEH CTaTbhH, BIIpaBe MPEACTaBUTH B (efepaibHbIN
OpraH MCIOJHUTEIbHON BJACTH, OCYLIECTBISIOIIMNA (YHKLIMU 10 KOHTPOJIO M Haa3opy B cdepe
3paBOOXPAHEHUs, CBEIACHHUS O JaTe M PETUCTPALMOHHOM HOMEPE 3aKJIIOUEHUS O COOTBETCTBUU
MIPOU3BOJIUTENS JICKAPCTBEHHBIX CPEACTB TPEeOOBAHUSAM MPABWI HAJIEXKaIled MPOU3BOJACTBEHHON
NPAaKTUKU WM CEepTH(HKATa COOTBETCTBHSA IPOU3BOACTBA JICKAPCTBEHHBIX CPEACTB TPEeOOBAHUSIM
[IPaBUJ HAJJIEKAIIEH IPOU3BOACTBEHHOM NMPAKTUKN EBpPa3HiiCKOro SKOHOMUYECKOTO CO03a, BBIJAHHOTO
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YIOJIHOMOYEHHBIM OpraHOM TOCyJapcTBa - uieHa EBpa3suMiiCKOro SKOHOMMYECKOIO CO03a, M
MIPOU3BOJICTBEHHOHN IUIOIMIAJKK (IPOM3BOJCTBEHHBIX IJIOUIAJIOK), OCYLIECTBISIOMIEH MPOU3BOACTBO
TOTOBOH JIEKapCTBEHHOHN ()OPMBI M BHIITYCKAIOIIUK KOHTPOJIb Ka4eCTBa JIGKAPCTBEHHOTO MIperapara.
(dactb 5.1 BBegena denepanbubiM 3akoHOM 0T 30.01.2024 N 1-D3)

6. IlpowsBoauTe M JEKApCTBCHHBIX CPEACTB WM OpraHU3alMH, OCYIICCTBISIONINE BBO3
JICKapCTBEHHBIX mpenapatoB B Poccuiickyro denepanuio, He MEHEe YeM 3a OJIMH T'OJl 10 TUIAHUPYEMBIX
MPUOCTAHOBIICHHSI WU TIPEKPAIleHHs] MPOU3BOJCTBA JICKAPCTBEHHBIX IPEMapaToB WIM WX BBO3a B
Poccuiickyro ®enepanuio yBeAOMJISIOT 00 3TOM B JJIEKTpOHHOH (opMme denepanbHblii opraH
WCTIOJIHUTEIIbHON BIIACTH, OCYIICCTBISIONMI (YHKIMKM 1O KOHTPOII © Haa30py B cdepe
3paBoOXpaHeHus U (hefepabHbIi OpraH HCIOJIHUTEIBHOW BIACTH, OCYIIECTBIISIONIMA (DYHKIHH IO
JIMIIEH3UPOBAHUIO TIPOU3BO/ICTBA JIEKAPCTBCHHBIX CPEICTB.

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

7. BBox B rpakJaHCKMii 000OpOT Ka)IOM cepuu WM KaXJIOW MapTUM MMMYHOOHMOJIOTHYECKOTO
JIEKApCTBEHHOI'0 IIperapara, mnpousBeaeHHoro B Poccuiickon ®Penepanuu WM BBO3UMOIO B
Poccuiickyro ®@eznepanuio, OCYIIECTBISETCS Ha OCHOBAHWHU pa3pelICHHs], BBIIAHHOTO (enepaabHbIM
OpPraHOM HCIIOJIHUTENbHON BIJIACTH, OCYIIECTBISIONMM (PYHKLIMH 1O KOHTPOJI M Haa30py B chepe
3/paBOOXpAHEHHUS, Ha OCHOBaHUM BBIJAHHOTO (elepallbHbIMH TOCYJAapPCTBEHHBIMH OIOIKETHBIMU
YUPEKICHUSAMH, YKa3aHHBIMU B 4acTU 4 HACTOALIEH CTAaTbH, 3aKIHOYEHHS O COOTBETCTBUU CEPUM WIIN
NapTUU UMMYHOOHOJIOIMYECKOT0 JEKapCTBEHHOTO MpenapaTta TpeOOBaHUSAM, YCTAaHOBJICHHBIM IPU €T0
rOCyJJapCTBEHHOH peructpanuu. [1opsaaok BbIAaYM pa3pelieHust Ha BBOJ B T'PaKJaHCKH 000pOT cepuu
WIA TapTUd HMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO IIperapara, a TakkKe TMOPSI0K BBIIAYU
YKAa3aHHOTO 3aKJIIOUEHHs M pasMep IUlaThl 3a €ro BbAAYy yCTaHaBiIMBaKOTCs IIpaBHTEnsCcTBOM
Poccuiickoit deneparum.

7.1. ®opma U HOPSIOK MPOBEJACHUS UCIIBITAaHUM, YKa3aHHBIX B 4yacTsax 4, 4.1, 4.3 u 5 Hacrosiein
CTaThH, B TOM YHCJIE C UCMIOJIB30BAHUEM CPEACTB JUCTAHIIMOHHOTO B3aUMOJIEUCTBUS, yCTAaHABINBAIOTCS
IIpaBurensctBoM Pocculickoit deneparuu.

(uactp 7.1 BBeneHa @enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

8. 3a HempencTaBlieHWE WJIM HECBOEBPEMEHHOE IMPEACTaBICHUE JTOKYMEHTOB M CBEICHUH,
NpeycCMOTpeHHbIX Yactsamu 1, 2, 4, 4.1, 43, 5, 5.1 m 6 Hacrosmel CcTaTbu, MNPOU3BOIUTEIU
JICKAPCTBEHHBIX CPEACTB M OpraHu3allid, OCYLIECTBIISIIONINE BBO3 JICKAPCTBEHHBIX IIPENapaToB B
Poccuiickyro @enepanuto, HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOJATENLCTBOM Poccuiickon
denepauuu.

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

9. IlpencraBieHne JOKYMEHTOB M CBEAEHUMN, MPEIYCMOTPEHHBIX dacTaMu 1, 2 u 4 HacTosel
CTaThbW, W TIOJY4YEHUE TMPEAYCMOTPEHHOTO YacThl0 7 HACTOSAIIEH CTAaTbU pas3pelieHduss Ha BBOJ
MMMYHOOHOJIOTHYECKOT0 JICKAPCTBEHHOI'O TIpernapara B TpaxJAaHCKU 000poT He TpeOyroTcs B
OTHOLIEHUU JIEKAPCTBEHHBIX IpENapaToB, MPEJHA3HAUYECHHBIX [JJI MPOBEACHHS KIMHUYECKUX
HCCIEA0OBaHUM JIEKapCTBEHHBIX MpEnapaToB, MPOBEACHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB IS
OCYIIECTBJICHUSI TOCYAAPCTBEHHOM PErvCTpallii JIEKAPCTBEHHBIX IMPENapaTroB, a TaKXKe B OTHOIICHUH
HE3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPEMapaToB, MPeAHA3HAYECHHBIX JJIs OKa3aHUs MEIUIIMHCKOMN
MTOMOIIM TI0 >KMU3HEHHBIM TIOKA3aHHSIM KOHKPETHOTO TAIlMEHTa WM TPYIIHl NMAlMeHTOB, BBOSUMBIX B
Poccuiickyro denepanuio B cOOTBETCTBUM ¢ YacTsMHu 3 U 3.1 cratbu 47 Hacrosmero denepaibHOro
3aKOHa.

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)
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10. Ilpu BBISIBIEHHH B TpakJAaHCKOM O0OpOTE CEepHH WU MapTUU JIEKApCTBEHHOTO Mpernapara,
JIOKYMEHTBI M CBEACHUSI O KOTOPBIX, MPeAyCMOTpeHHbIe uactamu 1, 2, 4, 4.1, 4.3, 5 u 5.1 Hacrosuei
CTaThH, HE TMPEACTaBICHBI B (eAcpalbHBIA OpraH WCIOTHUTEIBHOW BJIACTH, OCYIIECTBISIONIIUI
(YHKIIMU 10 KOHTPOJIO M Han3opy B cdepe 3ApaBOOXpaHEHHUs, JUOO CEpUU WM TapTUU
MMMYHOOHMOJIOTUYECKOTO JICKAPCTBEHHOTO TIperapara, HE WMCIONIMX pa3pelieHrus Ha BBOA B
TPAKIAHCKUN 00O0pOT, MPEAYCMOTPEHHOTO 4YacThiO 7 HACTOSIIEH cTaThu, (QeaepalbHbIi opraH
WCIIOHUTENbHON BIACTH, OCYIIECTBISIOMMI (YHKIMKM 1O KOHTPOIID H Haa30py B cdepe
31paBOOXpaHEHUs, B HopsJike, yctaHOBIeHHOM [IpaBurensctBoM Poccuiickoit @enepannu, npuHUMAET
pelIeHrue O TMPEKPAIEHUH TPAKIAHCKOr0 000pOoTa TaKUX CEPUM WM MAPTUU 1O MPEIACTaBICHUS
YKa3aHHBIX JOKYMEHTOB U CBEJCHUH OO0 MOJIYYSHHS YKA3aHHOTO pa3pelieHusl.

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

KoncynprantlIntoc: npumedanue.
Cr. 52.2 He pacupoCTpaHAETCs Ha CEpUU JEKApPCTB JUIsl BETEPUHAPHOIO MPUMEHEHUS, BBE/ICHHbBIE B

rpaxaanckuii 06opot g0 01.09.2023, xoTopble MOMIEKAT MPUMEHECHHIO 10 MCTEYCHUS CPOKa HMX
rogHocTt (D3 ot 02.07.2021 N 317-D3).

Cratba 52.2. BBoa B rpaxpaaHCKMmM OOOpPOT JieKapCTBEHHbIX MpenapaTtoB AnA
BeTepPUHAPHOro NpMMeHeHuns

(BBenena ®PenepanbHbIM 3akoHOM 0T 02.07.2021 N 317-D3)

1. Tlepen BBOAOM B TpakIaHCKUH OOOPOT KaXIOW CcepuH Npou3BeAeHHOTO B Poccuiickoi
®enepanui  JIEKApCTBEHHOrO TMpenapaTta JJisi BETEPUHAPHOTO TMPHUMEHEHHs, 32 HUCKIIOYEHUEM
MMMYHOOHMOJIOTHYECKOTO  JISKAPCTBEHHOI'O0  Tpemapara Uil ~ BETEPUHAPHOTO  TPUMEHEHUS,
MIPOU3BOAMUTENL TAaKOI0 JIEKAPCTBEHHOrO Ipemnapara IPEACTaBIIIET B YBEIOMUTEIBHOM IOPSIAKE B
(denepanbHBIA OpraH UCIOJHUTEIBHON BIIACTH, OCYIIECTBISIOMUN (DYHKIIUU MO KOHTPOJIO (HAA30py) B
cdepe oOpanieHus JeKapCTBEHHBIX CPEJICTB JJII BETEPHHAPHOTO MPUMEHCHHSI:

1) 1OKYMEHT NpOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB, IOATBEPKAAIOMUNA COOTBETCTBUE
KadecTBa JIEKAPCTBEHHOI'O Ipernapara Uisi BETEpUHAPHOTO NPUMEHEHUS, BBOJAUMOIO B I'PAXKIAHCKHUI
000poT, TpeOOBAaHUSAM, YCTAHOBIEHHBIM IIPH €T0 FOCYAaPCTBEHHON PETUCTPALINU;

2) TMOXATBEPXAECHUE YIOJIHOMOYEHHOIO JIMIAa IPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEJICTB
COOTBETCTBHUS  JICKAPCTBEHHOTO IMperapara Ui BETEPHUHAPHOTO IPHUMEHEHHs TpeOOBaHUSM,
YCTaHOBJICHHBIM IIPU €TI0 TOCYAAPCTBEHHOU PETUCTPALIAH.

2. Tlepex BBOJAOM B TpakJaHCKUH O00OPOT KaXAOW CEpUM BBO3UMOrO (IEpEeMEIIaeMoro) B
Poccuiickyro ®enpepanuio JEKapCTBEHHOrO Ipernapara JJisi BETEPUHAPHOTO NPUMEHEHHs, 3a
UCKJIIOY€HHEM MMMYHOOHOJIOIMUYECKOTr0 JIEKAPCTBEHHOTO Ipenapara Ui BeTepUHAPHOIO MPUMEHEHUS,
OpraHu3alys, OCyLIECTBIAIONIAs BBO3 (MepeMelIeHre) JIeKapCTBEHHOr0 IpenapaTa Al BETepUHApHOTO
npumeHenus B Poccuiickyro denepaiuio, MpeacTaBiIsSeT B YBEAOMHUTEIBHOM MOpPAIKE B (enepaabHbIi
OpraH HWCHOJHUTENBHOW BIIACTH, OCYIICCTBISIIOIIMN (YHKIMKM IO KOHTpONIO (Ham3opy) B cdepe
oOpallieHus JIEKapCTBEHHBIX CPEJCTB /ISl BETEPUHAPHOIO IPUMEHEHUS:

1) NMOKyMEHT TPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJICTB, TOJITBEPKIAAONIUNA COOTBETCTBUE
KadecTBa JICKaPCTBEHHOTO IpernapaTa JUisi BEeTEPUHAPHOTO NMPHUMEHEHHS, BBOJUMOIO B T'PaKIaHCKHI
000poT, TpeOOBAHUSAM, YCTAHOBIEHHBIM IIPH €T0 TOCYAaPCTBEHHON PETUCTPALINU;
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2) moATBepXKJEHHE JIHIA, YIIOJHOMOUYEHHOIO JAEp)KaTelieM MM BIAJENblEeM PEerucTparioOHHOIO
YAOCTOBEPEHUS JIEKapCTBEHHOI'O IIpenapara JUisd BETEPUHAPHOIO IPUMEHEHHUs, COOTBETCTBUS
JICKapCTBEHHOTO TpernapaTa Ui BETEpUHAPHOTO MPUMEHEHHsI TpeOOBaHUSAM, YCTAaHOBJICHHBIM IMIPH €TI0
rOCyJapCTBEHHOMN PErUCTPALUH.

3. Brox B rpaxmanckuii 0060poT BBO3MMOTO (TIepemeniaemoro) B Poccwuiickyto Deneparuro
JICKQpCTBEHHOTO TMperapara i BETEPUHAPHOTO TNPUMECHEHUS OCYIICCTBISCTCS TpU  HATUYUU
3aKIIOYCHUST O COOTBETCTBUM TPOM3BOIUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHMSIM IIPABHII
HaJJIexaIed MpPOU3BOJCTBEHHONW MPAKTUKH, BBIJIAHHOTO YMOJHOMOYEHHBIM (efepaibHbIM OpPraHOM
WCTIOJIHUTEIILHON BJIACTH /Il TPOW3BOACTBCHHON TUIOIIAIKKA JICKQPCTBEHHOTO TMpemnapara s
BETEPUHAPHOTO IPUMEHEHMSI, BBOJUMOTO B IPAXKIAHCKUI 000POT.

4. Jlumo, yTMOJHOMOYEHHOE Jep)KaTeleM WM BIAJCIbIEM PETUCTPAIIHOHHOTO YIOCTOBEPECHUS
JICKQpCTBEHHOTO TMperapara s BETEPUHAPHOTO MPUMEHEHHS, JOJDKHO OBITh AaTTeCTOBAaHO B
YCTaHOBJICHHOM YIIOJIHOMOYEHHBIM (DeJiepaibHbIM OpPraHOM MCIIOJTHHUTEIBHOM BJIACTH MOPSJIKE U UMETh
CTaX paboOThl HE MEHee YeM IATh JIeT B 00JacTh MPOM3BOACTBA M (WJIM) KOHTPOJS KadecTBa
JIEKapCTBCHHBIX CPEACTB JHOO B 00JacCTH MOHHTOpUHTA J(PQPEKTUBHOCTH U OE30MACHOCTH
JIEKaPCTBCHHBIX IMPEMapaToB Ui BETEPHHAPHOTO MPUMEHEHHS, MPOBOJUMOTO JIepKaTelIeM WIIH
BJIQJICNBIIEM PETHCTPAMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO Tperapara JUisli BETEPHHAPHOTO
NPUMEHEHHsST JHOO  YIIOJHOMOYEHHBIM HWMH  IOPWIMYECKHM JIMIIOM, BhICIIee 0Opa3oBaHUE
COOTBETCTBEHHO MO OJHOW W3 CHEUUAIBbHOCTEH W (MJIM) OJHOMY W3 HANpaBJICHUW IOJTOTOBKH:
Ouonorusi, OWOTEXHOJOTHUS, BETEPUHAPHS, BETEPHUHAPHO-CAHUTAPHAS OKCIEPTHU3a, KIMHUYECKas
MEIWIIMHA, PaJUallMOHHAs, XMUMHYECKas W OWoJormueckas 3ammura, (Gapmarusi, (yHIaMEHTAIbHAs
MEIUIIHA, XUMHYECKAast TEXHOIOTHSI, XUMHUSI.

5. IIopsAnoK mpencTaBiIeHHus] B COOTBETCTBUM € 4acTsAMU | M 2 HACTOALIEH CTaTbU JOKYMEHTOB U
CBEICHMH O JICKaPCTBEHHBIX IIpenapaTax Ijsl BETCPUHAPHOIO NMPUMEHEHUS, BBOOAUMBIX B IPAKIAHCKUN
o0opoT, ycranaBnuBaetcs [IpaBurensctBoM Poccuiickoit deneparuu.

6. B oTHOlIEHMHM TEpPBBIX ABYX CEpUN JIEKAPCTBEHHOrO INpemnapara s BETEPUHAPHOTO
IIPUMEHEHHUs, BIEPBBIE IIpou3BeAeHHOro B Poccuiickon @Penepanyu WIM  BIEPBBIE BBO3UMOIO
(mepememaemoro) B Poccuiickyro ®Denepannio, B ¢eaepanbHbIi OpraH HCIOJHUTEIHLHOM BJIACTH,
OCYIIECTBIISIOMMNA (PYHKITUU TI0 KOHTPOJIIO (HAA30py) B chepe oOparieHus IeKapCTBEHHBIX CPEIICTB IS
BETEPUHAPHOI0 NPUMEHEHHMs], HapsAy C TOKYMEHTaMH, IPEeyCMOTPEHHBIMU YacTIMHU | U 2 HacTosuei
CTaTbU, MPEACTABIISIIOTCA MPOTOKOJbl HCHBITAHUA O COOTBETCTBUU JTUX CEPUM JIEKAPCTBEHHOTO
npenapara JAjisi BETEpUHAPHOTO MPUMEHEHHU MOKa3aTessiM KauecTBa, MPelyCMOTPEHHBIM HOPMAaTHUBHBIM
JOKYMEHTOM (Jjajiee - MPOTOKOJI UCIBITAaHUI), MPOBOJUMBIX AKKPEIUTOBAHHBIMH B COOTBETCTBUU C
3aKOHO/AaTenbCTBOM  Poccuiickori  ®dexepanmii 00 aKKpeIWTalldd B  HAIMOHAJIBHOM  CHCTEME
AKKPEIUTAIMH UCTIHITATEIFHBIMY JTA00PATOPHUSIMU (LICHTPAMH).

7. ExxerogHo He mo3aHee 1 deBpais mpou3BOIUTEIN JICKAPCTBEHHBIX CPEJICTB WJIM OPTaHHU3aIlNH,
OCYIIECTBIISIONINE BBO3 (TIepeMeIIeHNE) JIEKapCTBEHHBIX MPEmapaToB AJis BETEPUHAPHOTO MPUMEHEHUS
B Poccuiickyto ®Dexpeparuio, TpenCTaBISIIOT B (enepanbHBIi OpraH HCHOJHUTENBHON BIACTH,
OCYIICCTBIISIONUI (QYHKITHH 110 KOHTPOITIO (HaA30py) B chepe oOpamieHus IeKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO NPUMEHEHUS, MPOTOKOJI HCIBITAHUNM MOCTYMHUBIIETO B T€UEHHE TOJla B TPAKIAHCKHUI
000pOT JIEKapCTBEHHOTO TIperapara Jijisi BETepUHAPHOTO MPUMEHEHUS KOHKPETHOTO MTPOU3BOAUTEINS (HA
OJIHYy CEPHI0 KaXJO0r0 TOPrOBOIO HAWMEHOBAaHMS C YYE€TOM JICKApCTBEHHOH (QOpMBI, a It
JIEKApCTBEHHOTO npenapara TS BETEPUHAPHOTO MIPUMEHEHUS, HE SIBJISIONIETOCS
UMMYHOOMOJIOTHYECKIM, TakKe C Y4YeTOM JO3UPOBKH), TPOBOJAUMBIX aKKPEIUTOBAHHBIMU B
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COOTBETCTBUHM C 3aKOHOHATenbCcTBOM Poccuiickoit denepannu 00 akKpeIuTallMi B HAIMOHAIBHOMN
CUCTEME aKKpeIUTAIIH UCTIBITATeIbHBIMU JTa00paTOpUsIMU (LICHTPaAMH).

8. BBoxg B TrpaxkIaHCKH 00OPOT HMMMYHOOMOJOTHYECKOTO JIEKapCTBEHHOI'O Iperapara Jyis
BETEPUHAPHOIO NPUMEHEHUs, npousBeeHHoro B Poccuiickoir @enepanuy WiIM  BBO3UMOTO
(mepememaemoro) B Poccuiickyto deneparuio, OCyIIECTBISIETCS Ha OCHOBAaHWUHU pPa3pelICHHS,
BBIIAHHOTO (pe/iepajbHbIM OpPraHOM HCIOJHUTENbHON BIACTH, OCYLIECTBISAIOIIMM (QYHKLUUHU 110
KOHTpOJIIO (Haa30py) B cepe oOpalieHus JeKapCTBEHHBIX CPEJCTB JUIsl BETEPUHAPHOTO MPUMEHEHHUS.
VYKka3aHHOe paspelleHHe BbIJACTCS Ha OCHOBAHMU IPOTOKOJIA  MCHBITAaHUM, IPOBOJHMMBIX
AKKPEJIUTOBAHHBIMH B COOTBETCTBHH C 3aKOHOIATENLCTBOM Poccuiickoii denepanuu 00 aKKpeauTaruu
B HAlMOHAIBHOM CHCTEME aKKpPEeIWUTAlUd OpPTaHMW3aLUsSMH, TOABEIOMCTBEHHBIMHU (eaeparTbHOMY
OpraHy HCIOJHUTENIbHON BJIACTH, OCYLIECTBIAIONIEMY (QYHKIMH MO BBIPaOOTKE TOCYJapCTBEHHOMN
MOJUTUKM U HOPMAaTHBHO-IIPABOBOMY PEryJIHMPOBaHUIO B c(epe arponpOoMBIIIICHHOTO KOMIUIEKCa,
BKJIFOYasi oOpallleHue JeKapCTBEHHBIX CPEJICTB Ul BETEPUHAPHOIO MPUMEHEHMs, UK (eaeparbHOMY
OpraHy HCIOJHHMTEIbHON BIIACTH, OCYIIECTBIAIOLIEMY (YHKIMHU MO KOHTpOJIO (Ham3opy) B cdepe
oOpalieHus: JICKapCTBEHHBIX CPEJICTB Ui BETEPUHAPHOTO NPUMEHEHHsS, a TaKXKe JOKYMEHTOB H
CBEECHMI, MPEAyCMOTPEHHBIX YacThio | (JU1s mpenapaToB, npousBeaeHHbIX B Poccuiickoit denepannn)
WIM YacThio 2 (U1 IpenapaToB, BBO3UMBIX (mepemeniaeMbix) B Poccuiickyro denepanuio) HacTosen
CTaTbH.

9. Cpox BbIIauu pa3pelieHus, YKa3aHHOI'O0 B YaCTU 8 HACTOSIIEN CTaTbU, COCTABIAET NATh
pabounx IHEH co JHS MPEICTaBICHHS MPOU3BOIUTENEM JIEKAPCTBEHHBIX CPEICTB WM OpraHH3aIUei,
OCYIIECTBIIAIONIEN BBO3 (IIEpEMEIICHNE) JIEKAPCTBEHHOrO Mpenapara i BETEpUHAPHOTO MPUMEHEHUS
B Poccuiickyto ®enepanuio, B (enepanbHbli OpraH HMCIOJHUTEIBHOM BJIACTH, OCYIIECTBIISIOIINI
GbyHKIEHM TI0 KOHTPOJIIO (HaA30py) B chepe oOpaiieHus JEKapCTBEHHBIX CPENCTB Ui BETEPUHAPHOTO
MPUMEHEHHUS, JOKYMEHTOB, IIPE1yCMOTPEHHBIX YaCThIO 8 HACTOAIIEH CTAaThU.

10. Pa3pemienue, ykazaHHOE B 4acTH 8 HACTOSIIIEH CTAaThbU, BBIIAETCA B OTHOUIEHUHU KaXKIOW U3
NEPBBIX JABYX CEpU HMMYHOOHOJOIMYECKOTO JIEKAPCTBEHHOrO IIpernapara Jjisi BETEPUHAPHOTO
IIPUMEHEHHUs, BIEPBBIE Ipou3BeAeHHOro B Poccuiickon Penepanyv WIM  BIEPBBIE BBO3UMOIO
(mepememaemoro) B Poccuiickyro @eneparnuto. Takoe pa3pelnieHne BHIAACTCS Ha BECh CPOK OOpaIleHHs
CepUM UMMYHOOHMOJIOTMYECKOr0 JIEKapCTBEHHOTO Ipenapara s BETEpUHAPHOIO MPUMEHEHHs, B
OTHOLIEHUU KOTOPOH OHO BBIIAHO. B OTHOWIEHMM TOCIEAYIOUIMX CEpUH OJHOTO TOPrOBOTO
HAaUMEHOBAHMSI IMMYHOOHMOJIOTMUYECKOTO JIEKapCTBEHHOTO TpernapaTa AJisi BEeTepUHAPHOTO MPUMEHEHUS,
npousBeneHHoro B Poccuiickoit ®enepanuu uinum BBO3UMOro (mepememiaeMoro) B Poccuiickyro
denepannio, TaKOE pa3pelieHUe BbIIACTCA CPOKOM Ha TpH rofa. 1lopsAnok Belgauu paspelieHus Ha BBOJ
B TPaXIAHCKHHA OOOPOT MMMYHOOHMOJIOTUYECKOTO JIEKapCTBEHHOTO TIperapara s BETEPHHAPHOTO
IIPUMEHEHHUs, MOPSJIOK BBIJIAYM IMPOTOKOJA WCHBITAHWM, YKa3aHHBIX B YaCTH 8 HACTOAIIEH CTaThH, a
TAaK)K€ METOJIMKA ONpPENESCHUs pa3MEpPOB IUIaThl 32 BbIJAYY YKA3aHHOIO IIPOTOKOJA HUCIBITAHUI
ycranasiusaercs [IpasurensctBom Pocculickoint @enepanuu.

11. MMMyHOOHOJOTMYECKHE JIEKAPCTBEHHBIE TMpernaparbl Ui BETEPUHAPHOTO MPUMEHEHHMS,
BBEJICHHbIE B TPAXJAHCKHI OOOPOT B COOTBETCTBHM C YAacCThiO § HACTOSAMICW CTAaThU, IMOMJIEKAT
XpaHEHUIO, TEepPeBO3Ke, OTIYCKY, pealn3alluy, Iepeaade, NPUMEHEHHI0 J0 MCTEYeHMsI CpOoKa MX
TOJTHOCTH.

12. 3a HempeacTaBiI€HUE WM HECBOEBPEMEHHOE IIPEJICTABICHUE JOKYMEHTOB M CBEICHHI,
MPEeAYCMOTPEHHBIX YacTsMu 1 - 3, 6 u 7 HacTosIel CTaThu, IPOU3BOAUTEINN JIEKAPCTBEHHBIX CPEICTB U
OpraHu3alliy, OCYLIECTBIISIIOLIME BBO3  (MEpeMeIlleHHE) JIEKAPCTBEHHBIX  MPEmapaTtoB IS
BETEPUHAPHOTO NpuMeHeHus B Poccuiickyro denepanuio, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C
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3aKkoHoJaTenbCcTBOM Poccuniickon denepannu.

13. IlpencraBnenne JOKYMEHTOB M CBEACHUMN, IPETYCMOTPEHHBIX YacTsMu 1 - 3, 6 u 7 HacToAEen
CTaThbU, W TMOJyYCHHE pa3pelIeHHs], YKa3aHHOTO B YacTU & HACTOALICH CTaThbd, HE TPeOYIOTCS B
OTHOIIIEHHUHU JIEKaPCTBEHHBIX IpenapaTroB AJii BETEPUHAPHOTO NPUMEHEHUs, NpPeIHa3HAYEHHBIX IS
BbIBO3a M3 Poccuiickoil ®enepanuu, NPOBEACHUS AOKIMHUYECKUX HCCICIOBAHUN JIEKApCTBEHHBIX
CPEICTB, KIIMHUYECKUX MCCIEA0BAaHUN JIEKAPCTBEHHBIX IIPENAapaToB AJIsl BETEPUHAPHOTO IPUMEHEHUS U
BBO3a Ul LIE€J€H, yKa3aHHbIX B IyHKTe 5 dactu | crateu 50 Hactosero denepalbHOrO 3aKoHa, a
TaKke 00pa3IoB JIEKAPCTBEHHBIX MPEMapaToB Ui BETEPUHAPHOTO MPUMEHEHUS, PEIHA3HAYCHHBIX IS
IIPOBEJICHUSI OSKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B LEISAX OCYIIECTBICHHUS TI'OCYAapCTBEHHOMN
perucTpanyy JeKapCTBEHHBIX MPENnapaToB Jjsl BETEPUHAPHOTO MPUMEHEHHS WM BHECEHUS U3MEHEHUM
B PETUCTPALIMOHHOE JOChE Ha JIEKAPCTBEHHBIN Ipenapar Jisi BETEpUHAPHOTO MPUMEHEHUS.

Cratbsa 53. NMpopaxa, nepeaaya NeKkapcTBeHHbIX CPeACTB OpraHM3aumusiMm OoNnToOBOW
TOProBnu neKapcTBeHHbIMU CpeacTBamMm

1. Opranuzanuu onToOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMU MOTYT OCYIIECTBIISTH MPOIAXKY
JIEKApCTBEHHBIX CPEJICTB WJIM TepeaBaTh WX B YCTAHOBJICHHOM 3aKOHOJATEIHCTBOM Poccuiickoi
denepanun mopsake (3a UCKIFOYECHUEM (HapMaleBTHUECKOW CYOCTaHITMU CITUPTA STHJIOBOTO (3TaHOJA) C
y4eToM TpeOoBaHUM YacTu 3 HACTOAIIECH CTaThU:

(B pen. @enepanbHbix 3ak0HOB 0T 27.12.2019 N 481-D3, ot 04.08.2023 N 428-D3)

1) apyrum opraHusanusM ONTOBON TOPrOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;
2) IpOU3BOIUTEISM JIEKAPCTBEHHBIX CPEJICTB AJIS 1IeJIel IPOU3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB;
3) anTeyHbIM OpraHU3aLUsAM U BETEpUHAPHBIM allTe€YHbIM OPraHU3aIIM;

4) Hay4HBIM OpPraHU3alUsIM I HAyYHO-HCCIIeI0BATEIILCKON PabOTHI;
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

5) HHAUBHUAYAJIBHBIM MPCANPUHUMATCIAM, HWMCIOIIMM JIMICH3UIO Ha (bapMaueBTquCKyro
ACATCIIbBHOCTDb UJIN JIMICH3HWIO HA MCIUIUHCKYIO ACATCIIbHOCTD,

6) MEIMLUMHCKUM OpraHM3alusM, B TOM 4HCJIE€ CO3JaHHbIM U 3apETUCTPUPOBAHHBIM B
COOTBETCTBUM C  3aKOHOJATEJICTBOM MHOCTPAHHOIO rocyjaapcrsa - wieHa OpraHuzanuu
9KOHOMHYECKOTO COTPYIHUYECTBA U PA3BUTH MHOCTPAHHBIM IOPUANYECKHUM JINLAM, HHIUBUIYaIbHBIM
IIPEANPUHUMATENSAM, SIBISIFOIIMMCS y4aCTHUKAMHU IIPOEKTa B COOTBETCTBUU ¢ DenepanbHbIM 3aKOHOM OT
29 urons 2015 roga N 160-®3 "O mexnyHapOAHOM MEIUIIMHCKOM KJIacTepe U BHECEHUU U3MEHEHHMH B
OTJIENIbHBIE 3aKOHOIATeNIbHbIE aKThl Poccuiickoit denepauun’, 1 BETEpUHAPHBIM OpraHU3aLUsaM;

(B pen. ®enepanbHbIX 3aKOHOB OT 26.07.2019 N 240-P3, ot 04.08.2023 N 428-D3)

7) opraHM3amUsAM W WHAWBUIYAIBHBIM TIPEANPHHUMATEINSIM, OCYIIECTBISIONIMM pa3BeCHNE,
BBIPALIIIBAHUE W COJCp)KaHHE >KUBOTHBIX (32 MCKIIOYEHHEM TMPOAAXH MM (apMaleBTHUECCKUX
CyOCTaHIIMI UM UX TIepeaayn).

(n. 7 B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpI‘ aHu3alun ONTOBOM TOProBJIM JICKAPCTBCHHBIMU CPCACTBAMU HC BIIPABC OCYUICCTBJIATH
npoiaxy (mepenadyy B YCTAHOBJIEHHOM 3aKOHOJATENhCTBOM Poccuiickoit @Dexepanuu MOpsIKe)
(hapMmarieBTHUECKOM CyOCTaHIIMU CIIUPTA STUIIOBOTO (3TAHOJA).
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(uacts 2 B pen. @enepanbHoro 3akoHa oT 27.12.2019 N 481-D3)

3. Opranuzanuu onTOBOM TOProOBIIM JEKAPCTBEHHBIMU CPEJICTBAMH MOTYT OCYLIECTBIISATH MIPOJAXKY
(mepenauy B yCTaHOBJIIEHHOM 3aKOHOJaTelnbCcTBOM Poccuiickoil denepaunn nopsike) JeKapcTBEHHOIO
npemnapara Ajid MCAUIHUHCKOr0 MPUMEHCHUA C MCKIAYHAPOAHBIM HCIIATCHTOBAHHBIM HAMMCHOBAHUEM
"Oranon":

1) 1opuaMYEeCKUM JIMLIaM, UMEIOIIUM JIMIIEH3UI0 Ha (papMaleBTUUECKYIO NEesATeNIbHOCTh B cepe
oOpallieHus JIEKapCTBEHHBIX CPEJCTB AJIS MEAULIMHCKOTO IPUMEHEHUS;

2) UHAUBUAYATbHBIM MPEANPHHUMATEISIM, HMEIOIIUM JIMIICH3UI0 Ha (apMaleBTHUECKYIO
JeSTENLHOCTH B cpepe oOpaleHus IEKapCTBEHHBIX CPEACTB ISl MEIUIIUHCKOTO TPUMEHEHUS;

3) HHIAWBUAYAJIbHBIM IIPEANTPHUHUMATCIIAM, UMCIOIIUM JIMOCH3UIO HA MCIUITMHCKYIO ACATCIIbHOCTD,
4) OPUINYCCKUM JTUIaM, UMCIOINUM JIULCH3UIO HAa MCAUIIUHCKYIO JCATCIBbHOCTD,

5) MHOCTPAHHBIM IOPUIWYECKUM JIMIAM U WHAUBUAYAIBHBIM MPEANPUHUMATENSIM, CO3JaHHBIM U
3apETUCTPUPOBAHHBIM B COOTBETCTBHM C 3aKOHOAATEIILCTBOM HMHOCTPAHHOIO TOCyAapcTBa - 4ji€Ha
Opranuzanuu >KOHOMUYECKOTO COTPYAHUYECTBA M PA3BUTHS, SBISIOMIMMCS YYaCTHUKAMHU MPOEKTA B
cootBeTcTBUM ¢ PDenepanpHpiM 3akoHOM OT 29 wmroHs 2015 roga N 160-®3 "O mexIyHapoaHOM
MEIMIIMHCKOM KJIACTEPE W BHECEHUM HM3MEHEHUW B OTIECIbHBIC 3aKOHOJATENIbHBbIE aKThl Poccuiickon
®enepanun”;

6) UCHBITaTEIbHBIM JIA0OpATOPHUsM (IICHTPaM), MPOBOSIIMM HCIBITAHUS B 00JIACTH KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEJICTB, AKKPEAMTOBAHHBIM B COOTBETCTBUU C 3aKOHOJATEIbCTBOM
Poccwuiickoit @eneparuu 00 aKKpeAUTAIIMU B HAIIHOHATHHON CUCTEME aKKPEIUTAIIHH.

(dactb 3 BBenena denepanbubiM 3akoHOM OT 04.08.2023 N 428-D3)

Cratbs 54. NpaBuna onToBOM TOProBsiv NIeKAPCTBEHHbLIMU cpeacTBaMu

1. OnroBas TOProBis JIEKapCTBEHHBIMM CPEACTBAMHM OCYILECTBISETCS MPOU3BOAUTEIIMU
JIEKapCTBEHHBIX CPEACTB M OpraHU3alUsMU ONTOBOH TOPrOBIM JIEKAPCTBEHHBIMU CPEICTBAMHU IIO
[IpaBUIaM HaJJIeKalleld TUCTPUObIOTOPCKON MPAKTUKU, YTBEPKAEHHBIM EBpa3uiickoli 3KOHOMUYECKOMH
KOMHCCHEW, W IpaBUJaM XPAHEHHUs JIEKAPCTBEHHBIX CPEICTB, YTBEPKICHHBIM YIIOJTHOMOYEHHBIM
(benepaabHBIM OPraHOM HCTIOIHUTEIBLHOM BIIACTH.

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

2. OpraHu3zanus ONTOBOW TOPrOBJIM JIEKAPCTBEHHBIMU CpEACTBaMHU o0s3aHa COOIIOAATH
npeJenbHble CPOKU OTTPY3KH 3aTpeOOBAHHBIX ANTEYHOW OpraHu3alueill JeKapCTBEHHBIX IMPErnaparoB
JUI. MEAULIMHCKOIO NPUMEHEHUSI U HE BIIpaBE OTKA3bIBaTh allTEYHOM OpraHu3alluu, ¢ KOTOpOH y Hee
3aKJIFOYEH COOTBETCTBYIOLIUM JIOTOBOpP O MOCTaBKaX JIEKAPCTBEHHBIX MPENaparoB A MEIAULUHCKOIO
MIPUMEHEHHUS, B MOCTaBKE JICKAPCTBEHHBIX MPENapaToB JAJIsi MEIUIIMHCKOTO MPUMEHEHUS NPU HaJIUYuu
3aTpe0OBAHHBIX JIEKAPCTBEHHBIX MPENapaToB sl MEIUIMHCKOIO IPUMEHEHHs Y OpraHn3alui ONTOBOM
TOPTOBJIM JIEKAPCTBEHHBIMU CpelcTBaMU. l[IpenenbHble CPOKH OTTPY3KHM 3aTpeOOBaHHBIX aNTEYHOMH
OpraHM3aliedl JEKapCTBEHHBIX IIPENapaTroB A MEIULUHCKOIO INPUMEHEHUS B 3aBUCHUMOCTH OT
pacrojoKEeHUs MecTa OTIPY3KH JIEKapCTBEHHBIX IpPENaparoB Ul MEIWLUHCKOIO IPUMEHEHUS
YCTaHABJIMBAIOTCS YIIOJHOMOYEHHBIM (eiepaibHbIM OPTaHOM HCIIOTHUTEIbHON BIACTH.

(uacts 2 BBeneHa denepanbHbiM 3aK0HOM OT 26.03.2022 N 64-D3)
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Cratbs 55. Mopsaaok po3HUYHOM TOProBnU NekapcTBeHHbLIMU NpenaparaMm

1. Po3Hu4Hasi TOpProwiisd JEKApCTBEHHBIMHM IpenaparaMd B KOJIMYECTBAX, HEOOXOAUMBIX JUIS
BBITIOJIHEHUS] BpaueOHBIX ((eNbIIepcKux) HAa3HAYCHWH WM Ha3HAYCHWH CIEHUAIMCTOB B 001acTH
BETEpUHAPUM, OCYIIECTBISAETCA  ANTEYHBIMU  OPraHU3alUsIMH, BETECPUHAPHBIMH  allTE€YHBIMHU
OpraHM3alysIMM,  WHAMBUAYAJIBHBIMH  INPEANPUHUMATENSAMH,  HMMCIOIMMHU  JIMLIEH3UI0  Ha
(bapMaleBTUUYECKYIO JESITEIbHOCTh, MEIUIMHCKMMU OpTraHU3alMsIMM, HMEIOLMMH JIMLIEH3UI0 Ha
(bapMareBTUYECKYIO JESATEIBbHOCTh, U UX 00O0COOJICHHBIMHU MOAPA3CNCHUSIMHU, PACHOJIOKEHHBIMU B
CEJIbCKUX HACEJICHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€YHbIE OPraHU3allUH, U BETEPUHAPHBIMU
OpTaHU3aIMsIMH, MMEIOIIMMH JIMIICH3UIO Ha (DapMaleBTHUECKYIO JesITeIbHOCTh. Pa3periena posHuyHas
TOProOBJIS TOJBKO JICKAPCTBEHHBIMM IIperapaTaMu, 3aperucTpupoBaHHeiMM B Poccuniickoit @eneparumn
1100 B COOTBETCTBUHU C AKTaMH, COCTaBIIOIMMU IpaBo Coro3a, WIM U3rOTOBJICHHBIMM ANTEYHBIMU
OpraHM3alysIMH, BETEPUHAPHBIMU anTEeYHbIMU OpraHu3aLusIMHy, UHIVBUAYaJIbHBIMU
NpEeINPUHUMATEISMY, HMEIOIUMH JIMIEH3HI0 Ha (apMaleBTUUYECKyI0 IesSTelIbHOCTh. Po3HMUYHAs
TOPrOBJIS JIEKAPCTBEHHBIMU IIPEIapaTaMy OCYLIECTBIISETCA [0 IMPaBWIAM HAJJICKALIEH alTe4yHON
MPAKTUKH, YTBEPKACHHBIM YIIOJTHOMOYEHHBIM (e/IepaIbHbBIM OpPTraHOM HCIIOJTHUTEIHHON BIIACTH.

(B pen. @enepanbHbix 3ak0HOB 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. Po3HuuHas TOProBis JIGKAPCTBEHHBIMU MpenapaTamMM Ui MEAULUHCKOIO MpHUMEHeHHs (3a
UCKJIIOYEHUEM JIEKapCTBEHHBIX MPENapaToB, OTIIYCKA€MBIX 110 PELENTY Ha JIEKAPCTBEHHBIN Mpernapar,
HapKOTUYECKUX JIEKAPCTBEHHBIX IPENapaToB M IMCUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENApPATOB, a TAKKE
CIIUPTOCOEPKAIUX JIEKAPCTBEHHBIX MPENapaToB ¢ O0OBEMHOM 0JIe ATHJIOBOTO CHUPTA CBBIIIE 25
MPOLIEHTOB) MOXET OCYLIECTBIIATHCA aNTEYHBIMU OPTraHU3ALMSIMH JUCTAHIIMOHHBIM CIIOCOOOM.
Po3HNYHYIO  TOproOBIIO  JIGKAPCTBEHHBIMM  IIpernapaTtamMd UId  MEAMLIMHCKOIO  IIPUMEHEHUs
JUCTAHIIMOHHBIM CIOCOOOM MOTYT OCYUIECTBJIATH aNTeYHble OpraHU3allid, UMEIOLIUe JIMIEH3UI0 Ha
(bapMareBTHYECKYI0 JEATENbHOCTh UM COOTBETCTBYIOIIEE paspelieHue (¢eaepaabHOro  opraHa
WCTIOJHUTENIBHOW BJIACTH, OCYIIECTBISIONMIET0 (YHKIMM 10 KOHTPOJII0O W Haa3opy B cdepe
3npaBooxpaHeHusa. [lopsaok Bbemaum  paspemieHuss Ha OCYLIECTBICHUE PO3HUYHOW TOPTOBIH
JIEKapCTBEHHBIMU MpenapaTaMH JUCTAaHIIMOHHBIM CIOCOO0M, TpeOOBaHMS K alTEUHbIM OpPraHU3ALMSIM,
KOTOpBIE MOTYT OCYIIECTBJIATh TAKYIO TOPIOBJIIO, U IMOPAJOK €€ OCYLIECTBIICHUS, a TaKKe IpaBUila
JIOCTAaBKM JIEKAPCTBEHHBIX IPENapaToB IpaxkJaHaM ycraHaBiauBaroTcsi [IpaBurensctBoM Poccuiickoit
®eneparun. MHpopmaiys 06 orutadeHHbIX (OTHYIIEHHBIX) U MOJyYeHHBIX JIEKAPCTBEHHBIX Mperaparax
BHOCUTCSI B CHCTEMY MOHMUTOPHHIA JIBUJKEHUS JIEKApPCTBEHHBIX IIPENapaToB JUIsl MEIULIUHCKOIO
IIPUMEHEHHUS B MOPAIKE, IPELYCMOTPEHHOM 4acThi0 7 cTaThu 67 HacTosmero denepaibHOro 3aKOHaA.
(uacts 1.1 BBenena @enepanbHbM 3akoHOM OT 03.04.2020 N 105-D3)

2. BI/IZ!BI allTCYHBbIX OpFaHH3aHI/Iﬁ N IpaBujia OTIYCKa JICKAPCTBCHHLIX Mpe€rapaToB IJId
MCOUIIUHCKOI'0 MPUMCHCHHA AlITCYHBIMHU OpraHuU3alusIMU, WHAWUBUAYAJIBHBIMU HNPCAIIPUHUMATCIIAMU,
UMCIOIIMMHU  JIMIOCH3HUIO Ha (bapMaL[eBTI/ILIeCKYIO ACATCIIBHOCTb, a TaKXC IIpaBUJia OTIIyCKa
JICKApCTBCHHBIX IIPCriaparoB JId MCIUIOWHCKOIO TMPUMCHCHHA MCIUIHWHCKUMHU OpraHu3alusiMu,
UMCIOIINMH JIMICH3UIO Ha CbapMaHGBTI/I‘ICCKYIO JACATCIIBHOCTD, n ux 000CO0ICHHBIMU
nmoapasaACIICHUAMUA, PaCIlOIOKCHHBIMH B CCIIBCKUX HACCICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT
AIITCUYHBIC OpraHu3allr, YTBCPKAAIOTCA YIIOJTHOMOYCHHBIM (beﬂepaJ'IBHBIM OpraHomM HCIIOJIHUTEILHOMN
BJIaCTH.

(B pen. ®enepanbubix 3aKkoHOB OT 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. IIpaBuia oTrycka HapKOTHUYECKUX CPEJICTB U IICUXOTPOIHBIX BEIIECTB, 3apErUCTPUPOBAHHBIX B
Ka4eCcTBE JIEKapCTBEHHBIX IPENapaToB, JIEKAPCTBEHHBIX IIPENapaTroB, COAECPKAIUX HAPKOTHYECKHUE
CpPEICTBAa M TMCUXOTPOIHBIE BEIECTBA, YTBEPXKAAIOTCS YIOJIHOMOYEHHBIM (pellepaibHbIM OpPraHOM
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UCTIOJTHUTENFHONW BJIACTH IO COTJIACOBAHUIO C (pefepaJbHBIM OPraHOM HCIOJHHUTEIBHOW BIACTH,
YIOJIHOMOYEHHBIM B cpepe BHYTPEHHHX JIeI.
(B pen. @enepanbHoro 3akona ot 03.07.2016 N 305-D3)

4. JlexapcTBeHHBbIE IpemapaThl [UIsl BETEPUHAPHOIO MPUMEHEHHS TMOAJIekKAaT OTIYCKY
BCTCPHUHAPHBIMH AINTCUHBIMU OpraHu3alusaMK, BCTCPUHAPHBIMU OpraHu3aluiaMi, WHAWBUAYAJIIBHBIMU
OPEANPUHUMATENSIME, HMCIOIMMH JIMIEH3UI0 Ha (apMaleBTHYECKYIO JAeATeNbHOCTh. OTIIycK
JIEKapCTBEHHBIX NpENapaTroB Ul BETEPUHAPHOTO INPHMEHEHHUS OCYIIECTBISIETCS B COOTBETCTBHHU C
OpaBUIAMU HaJJIeKaIIed anTeyHOW TMpPaKTHKH JIEKAPCTBEHHBIX IpenapaToB Ui BETEPUHAPHOTO
MPUMEHEHHS, YTBEP>KACHHBIMU YIIOJTHOMOUYEHHBIM (pe/lepaibHbIM OPraHOM UCIIOTHUTEIBHOM BIACTH.

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

5. llepeyeHb MEIUIIMHCKUX OpraHM3alMi, HMEIONIMX JIMIEH3UI0 Ha (QapMaleBTUYECKYIO
NESTeIbHOCTh, M HX O0OCOOJEHHBIX NOJPA3JCIICHUH, PACHOJOXKEHHbIX B CEJIbCKMX HACEIEHHBIX
IIyHKTaX, B KOTOPBIX OTCYTCTBYIOT aIllT€YHbIE OPraHU3allid, a TaK)Ke IMEPEedYeHb JIEKapCTBEHHBIX
[IpenaparoB, IPOAAKa KOTOPBIX MOXKET OCYIUECTBIATHCS YKa3aHHBIMA OpraHM3alUsIMU M UX
000COOJICHHBIMUA TOJPA3CIICHUSIMH, YCTAaHABIUBAIOTCS HCHOJHUTEIBHBIMH OpraHaMH CyOBEKTOB
Poccuiickoit deneparum.

(B pen. @enepanbHbix 3ak0oHOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N_105-®3, ot 08.08.2024 N
232-d3, ot 08.08.2024 N 323-D3)

6. AnreuHsle OpraHM3allM{, WHIWBHUIYAJIbHBIE NPEANPUHUMATENH, HWMEIOIIHE JIMLEH3HI0 Ha
(bapMareBTUYECKYI0  JeSITeIbHOCTh, 00sf3aHbl oOecrneuynBaTh yTBep)KIeHHbIM [IpaBuTenbcTBOM
Poccuiickoit denepanyu 1 GopMHUPYEMBIN B YCTAHOBICHHOM MM HOPSJIKE MUHUMAIBHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MPENapaToB, HEOOXOAUMBIX JJI OKa3aHUs MEAUIIMHCKONW TOMOIIIH.

(uactsp 6 B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnredHsle OpraHW3allM¥, WHAWBUAYaJbHbIC INPEINPHHAMATENN, HMEIOIINE JIMICH3HI0 Ha
(apManeBTHYECKYIO JEATeNIbHOCTh, HapsAy C JIEKapCTBEHHBIMU IIperaparaMd HMEIOT MpaBo
npuobperaTh W NpojAaBaTh, B TOM YHCJIE JUCTAHLMOHHBIM CIIOCOOOM, MEIUIIMHCKHUE W3JeNus,
Ne3uH(UIUPYIONIUE CPEICTBA, MPEAMETHl U CPEACTBA JMYHOW THTHUEHBI, MOCYAY JUIS MEAMIIMHCKHIX
ueneﬁ, npeaMeTel U CpCACTBA, MPCAHA3ZHAYCHHBIC [JIA YyXOJa 3a 6OJ'II)HBIMI/I, HOBOPOXACHHBIMU H
ACTbMH, HC JOCTUTIIHMMHU BO3pacCTa TPEX JICT, OUKOBYIO OIITUKY U CPCACTBA yXO/Ja 3a Heﬁ, MHHCPAJIBHBIC
BOJIBI, IPOJYKTHI JIEYeOHOT0, IETCKOTO M JTUETUYECKOTO MUTAHMs, OMOJIOTHYECKH aKTUBHBIC T00aBKH,
napQpoMepHble 1 KOCMETUYECKUE CPE/ICTBA, MEAUIMHCKUE U CAaHUTAPHO-TIPOCBETUTEIIbHBIC IeYaTHHIC
W3JaHKA, TIpeHa3HaYeHHbIE JJIs TIPOTIaran/ibl 3J0pOBOT0O 00pa3a KU3HHU.

(B pen. @enepanbHbix 3ak0HOB OT 27.07.2010 N_192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-D3)

8. JearenpHOCTh anteuHbIx opranusannii BoopyxeHnbsix Cun Poccuiickonn ®enepanuu, Ipyrux
BOWCK, BOMHCKHX (DOPMUPOBAHHUI M OPraHOB, B KOTOPBIX 3aKOHOAATENbCTBOM Poccuiickoit denepariun
MPEeIyCMOTPEHO MPOXOXKIACHHE BOEHHOW CIyXObl uiu (eaepaabHOW TOCYAapCTBEHHOM CITYKOBI,
CBS3aHHOM C MPaBOOXPAHUTEIBHON JEATEIbHOCTBIO, pErIaMeHTHpyeTcs HacTosmuM @DenepaabHbIM
3aKOHOM U yTBEP)KJICHHBIMH COOTBETCTBYIOIIMMHU (heAepalbHBIMU OpraHaMH HCIIOJHUTEIBHON BIACTH
nosiokeHussMU. KOHTposib 3a coONIoIeHHeM YKa3aHHBIMU aNTEYHBIMU OpPraHM3alUsMHU IOJIOXKEHUN
HacTosuero deaepanbHOr0 3aKOHA OCYIIECTBISETCS COOTBETCTBYIOIIMMHU (peliepabHBIMU OpraHaMu
WCIIOJTHUTEIBHON BJIACTH.

(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 262-03)

9. Yrpatun cuny ¢ 1 suBaps 2021 roga. - @eaepanbhbiii 3akos oT 03.04.2020 N 105-D3.
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KoncynprantlIntoc: npumeyanue.
C 01.03.2026 ct. 55.1 yrpauuBaet cuiy (@3 ot 20.10.2022 N 405-D3).

Cratba 55.1. lNopsagok ocywecTBNeHUss PO3HUYHOU TOProBSIN JIeEKapPCTBEHHbLIMU
npenapatamMm AnNA MeAULUHCKOro MpPUMEHEeHUsl, OTNyCKaeMbiMW MO peuenty Ha
NeKapCcTBEHHbIN Npenapart, AUCTaHLUOHHbIM CNOCOOOM

(BBeneHa denepanbHbiM 3akoHOM OT 20.10.2022 N 405-D3)

1. B nepuon ¢ 1 mapra 2023 roma no 1 mapra 2026 rona B ropoje ¢enepanbHOro 3HaYEHUS
Mockse, B benropoackoit m MoCKOBCKOW 00yacTax (fajiee B HACTOSIIIEH CTaThe - CYOBEKTHI
Poccuiickoit ®eneparnuu) MpeaycMaTpUBaeTCs TMPOBEJACHHWE OKCIIEPUMEHTAa IO OCYIIECTBICHHIO
PO3HUYHOI TOPTOBIH JIEKAPCTBEHHBIMU MpemapaTamMu JIJIsl MEIULIUHCKOTO TPUMEHEHHS, OTITYCKAaeMbIMH
0 PENENTy Ha JIEKApCTBEHHBIN Ipernapar, JUCTAHIIMOHHBIM CIIOCOO0M (J1anee - SKCIIEPUMEHT).

2. B pamMkax sKCIEpHMMEHTa €ro y4acTHUKU BIIpaBe AMCTAHLMOHHBIM CIOCOOOM OCYIIECTBISATH
PO3HUYHYIO  TOPrOBJIIO  JIGKAPCTBEHHBIMU  IpenaparaMud JUIsi  MEAHULMHCKOIO  MPUMEHEHMS,
OTIIyCKa€MBbIMHU IO PEeLENTy Ha JIEKapCTBEHHBIN IpenapaT (B TOM 4ucie chopMUpPOBAaHHOMY B (opme
IEKTPOHHOIO JOKYMEHTa B JIMYHOM KaOWHeTe TIpakJaHMHA Ha €JUHOM MopTrane U (WiM) Ha
PETMOHANBHBIX MOpPTANaX IOCYJAapCTBEHHBIX M MYHHUIMIAJIbHBIX YCIYT) U BKIIOUYEHHBIMU B IIEpEUYEHb
JICKapCTBEHHBIX IMpPErnaparoB M (papMakoTepaneBTHUECKUX TPYMI JIEKAPCTBEHHBIX IPEnapaTos,
paspelieHHbIX K pealu3allud B paMKax »3KCIEpUMEHTa, YTBEP)KICHHBIH YIOJIHOMOUYEHHBIM
(denepanbHbIM OpPraHOM HCIOJHUTEIBHON BIAacTU (32 HCKIIOYEHHEM JIEKAPCTBEHHBIX IPEnaparos,
COJIepKalIuX HapKOTHUYECKHE CPENCTBA, IICUXOTPOIIHBIE BEIECTBA U MX MPEKYPCOPBI, JIEKAPCTBEHHBIX
[IPEenapaToB, COAEPKAIUX CHIBHOJACHCTBYIOIINE BEIIECTBA, pagrodapMaleBTHUECKUX JEKAPCTBEHHBIX
[pernapaTroB, HMMYHOOHOJIOIMYECKHX JIEKAPCTBEHHBIX IPENapaToB, a TaKXKe JIEKapCTBEHHBIX
IIpEenapaToB, sl KOTOPBIX B COOTBETCTBMM C MHCTPYKIHMEH IO NPUMEHEHHUIO JIEKAPCTBEHHOIO
IpernapaTa YCTAHOBJIEH TEMIIEPATypHbI peXuM XpaHeHUss Huwke 15 rpaaycoB llenbcus,
CIIUPTOCOECPIKAIIUX JIEKAPCTBEHHBIX IPENapaToB ¢ O0OBEMHOM OJIEH ATHJIOBOTO CHUPTa CBBIIIE 25
IIPOLIEHTOB M JICKApPCTBEHHBIX IPENapaToB, W3TOTOBJIEHHBIX aNTEUHBIMU OpraHuzanusMu). Kpurepuun
BKJIFOYEHHSI JIEKAPCTBEHHBIX IIpernaparoB M  (apMakoTEeparneBTUUYECKUX TIPYyMI  JIEKAPCTBEHHBIX
[IpenapaToB B YKa3aHHbIM IepedeHb ycraHasBnuBarorcs IlpaBurensctBoM Poccuitickonn denepanuu.
[lonoxxeHns HACTOALIEH CTaTbU HE PACIPOCTPAHSIOTCS HA JIEKAPCTBEHHBIE IMpENapaThl, OTIYCKacMble
OecIulaTHO WM CO CKHJAKOH TpakJaHaM, HMEIOIUM TpaBo Ha oOecreueHHne JeKapCTBEHHBIMH
IpernapaTamMi 3a CHeT CpeACTB OIOKETHBIX ACCUTHOBAHUU (enepasbHOro OroJKeTa U O0HKETOB
cyowsekToB Poccuiickoit deneparun.

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

3. VYyacTHHUKaMH OKCIEPUMEHTa  SBJISIOTCS  YNOJHOMOYEHHBIH  (enepanbHblii  oprax
WCTIOJTHUTENIBHOM BJIACTH, YIOJHOMOYEHHBIE WCIOJHUTENbHBIE OpraHbl CcyOBbekToB Poccuiickoit
®denepanyiv, MEUIIMHCKUE OPTaHU3AlMM U allTeYHble OpraHMU3allM, COOTBETCTBYIOIINE TPEOOBAHUSAM,
YCTAHOBJIEHHBIM B COOTBETCTBHHM C YACTBIO 4 HACTOSIILENU CTAThHU.

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

4. IlonoxeHue o MopsAAKE IMPOBCACHUSA SKCIICPUMCHTA, B TOM YHCJIC Tpe6OBaHI/I${ K MCANITMHCKUM
opraHu3alusaM MW alTCUHbIM OpTraHU3alusaAM, SBJIIIOINUMCA YYaCTHUKAMU OSKCICPHUMCHTA, HOPAAOK
OCYHICCTBJICHUA p03HI/I‘IHOI\/JI TOProBjin  JICKAPCTBCHHBIMU  IIpCriapataMu  JJIsI  MCAUIIUHCKOI'O
MNPUMCHCHUA, OTIIYCKACMBIMU IO PCUCIITY Ha JIeKapCTBCHHBIf/'I npemnapar, TUCTAHIWUOHHBIM CHOCO6OM,
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TpeOOBaHUS K JOCTaBKE TAKUX JIEKAPCTBEHHBIX MPENapaToB IpaxkJaHaM, MpaBUia BbIAAYM Pa3peIieHus
Ha OCYIIECTBICHUE PO3HUYHOM TOPrOBIM JIEKAPCTBEHHBIMM IIperapaTaMy Uil MEIULMHCKOTO
IIPUMEHEHHUS, OTIyCKaeMbIMU 10 PELENTY Ha JIEKApCTBEHHBIM Ipenapar, AUCTaHIUOHHBIM CIIOCOOOM,
ytBep)kaaercs IlpaBurensctBoMm Poccuiickoit denepanuu. TpeOoBaHUs K anTeYHbIM OpPraHU3ALMSIM,
SBIISIOIUMCS] YYaCTHUKAMU SKCIIEPUMEHTA, HE MOTYT OBbITh HUXKe TpeOOBaHMI, YCTAaHOBJICHHBIX K
anTEYHbIM OPraHU3alusIM B COOTBETCTBUU € 4acTbio 1.1 craTeu 55 Hacrosmero denepanbHOro 3aKOHa.

5. YnonHoMoueHHbIH (eliepaibHblil OpraH UCTIOTHUTEIBHON BIACTH:

1) ocymecTBisieT METOAMYECKOE COINPOBOXACHUE OKCIEPUMEHTA, BKIOYAas METOAMUYECKOE
COIIPOBOXKIACHUE IEATEIBHOCTH MEJUIMHCKUX OpPraHU3alui U alTeYHBIX OpraHU3alii, y4acTBYIOLIUX B
SKCIEpUMEHTEe, 10 O(GOPMIIEHUIO, HWCIOJIb30BAHUIO W XPAaHEHHWIO PEIENTOB Ha JIEKapCTBEHHBIN
mpenapart, B TOM uucie chopMUpOBaHHBIX B POPME 3JEKTPOHHBIX JOKYMEHTOB;

2) mpeacraBmsier B IIpaBurenbctBo Poccuiickoit denepanu TpeaBapUTEIbHBIN (B IMEPHOJ
MPOBEJICHUS] KCIIEpUMEHTa, HO HE TO3/IHee YeM 3a JBa Mecslla J0 HCTEYEHHs] CpoKa IMPOBEICHUs
JKCIIEPUMEHTA) U WUTOTOBBIA (IO OKOHYAHHWM JKCIIEPUMEHTA, HO HE MO3JHEE YeM dYepe3 JIBa Mecslla
MOCJIE HCTEUEHHUsT CpOKa TMPOBEJCHUS DJKCIEPUMEHTA) JOKJIaAbl O pe3ysibTaTax MPOBEACHUS
SKCIIEPUMEHTA M TPEUIOKEHUS O BHECEHMM W3MEHEHHM B 3aKOHOJATENBCTBO 00 oOparieHun
JIEKapCTBEHHBIX CPEJICTB.

6. YIIOJTHOMOYEHHBIH UCIIOITHUTEIBHBIN OpraH cyobekTa Poccuiickoit denepanuu:
(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

1) BIIpaBC YCTAHOBUTD 0COOEHHOCTHU IMPOBCACHUS SKCIICPUMCHTA,

2) yTBep)KJIaeT MOpAJOK OTOOpa MEIMLMHCKUX OpraHU3alUil M anTe4yHbIX OpraHMu3aluil ass
y4acTus B SKCIIEPUMEHTE, a TaKKe IMPOBOAUT TAKOW OTOOpP M YTBEP)KIACT NEpeyeHb METUIMHCKUX
OpraHM3allil U epeyeHb anTeuHbIX OPraHU3alfi, COOTBETCTBYIOIIUX TPEOOBAHUSM, YCTAHOBICHHBIM B
COOTBETCTBHUHM C YaCTbIO 4 HACTOALICH CTAThH, U ABJIAIOIINXCS Y4ACTHUKAMHU SKCIIEPUMEHTA;

3) OCYHICCTBISAACT MOHHUTOPHUHIT IIPOBCACHUA SKCIICPUMCEHTA WU IMPEACTABIISICT €TI0 PE3YyJIbTAThHI B
yrIOJ'IHOMO‘-IeHHHﬁ (I)C)Iepa.]lLHHﬁ opran HUCIIOJIHUTEIbHOMN BJIaCTH,

4) obecrnieunBaeT WHGOPMALMOHHO-TEXHUYECKOE OOECIeYeHne TPOBEICHHUS SKCIECPUMEHTA
MOCPEJICTBOM  HCIIONB30BaHUS ~ TOCYAAPCTBEHHOW  MH(POPMAIMOHHOW  CHCTEMBI B cdepe
3paBooxpaHeHus cyobekTa Poccuiickoit denepanuu u (WIn) MEAULIUHCKUX WH(GOPMALIMOHHBIX CUCTEM
MEJULMHCKUX OpraHu3ali, SBJIAIOIMXCA YYaCTHUKAMHM SKCHEPUMEHTa, MU UX B3aUMOJCHCTBUA C
€IMHOW TOCYJapCTBEHHOM HH(OPMAIIMOHHON cUCTEMOH B chepe 31paBOOXpaHEHHS.

7. MeauIIMHCKAE OpraHU3allMM W aNnTEeYHbIe OpraHu3alliy BIPABE OTKA3aThCA OT Y4YacTus B
SKCIIEPUMEHTE, T10/1aB B YIIOJHOMOUYEHHBIN UCTIOIHUTENBHBINA opraH cyobekTa Poccuiickoit deneparumn
COOTBETCTBYIOIIEEe OOpaIeHne B MUCbMEHHOH opMme.

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

8. AnrTeuHnie opraHu3alru, SABJIIIOINHUECA yYaCTHHKaMHM SKCIIEPHUMCEHTA, 00s13aHbI IIpu Ipoaaxe
AUCTAaHIIMOHHBIM crmocobom JICKApCTBCHHOT'O  Ipfrapara [  MEAULUHCKOIO MMPUMCHCHUA,
OTITYCKAaCMOTI'o IO pCUCIITY Ha J'IeKapCTBCHHHﬁ npemnapar, 00eCIeYnTh pu OCYHICCTBJICHUU NOCTAaBKU
I/II[GHTI/I(bI/IKaL[I/IIO JIMYHOCTHU TpaXJaHWHA, IOJYYarolmicro Takoi HeKapCTBeHHBIfI npemnapar, B HCIAX
YCTAHOBJICHHA COOTBCTCTBHA C€r0 JIMYHOCTH W JIMIA, YKAa3aHHOTO B PCEHCIITC Ha JIeKapCTBeHHBIf'I
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npenapar (€ro 3aKOHHOTO NpEeACTaBUTENs), JUOO JIMIA, YINOJIHOMOYEHHOIO JIMIIOM, YKa3aHHBbIM B
peuenTte Ha JIEKapCTBEHHbIM Ipernapar (€ro 3aKkOHHBIM IPEJICTaBUTENIEM), Ha IOJIy4YEHHE
JEKapCTBEHHOIO Ipenapara (fajee B HACTOALICH CTaThe - JIMIO, YKa3aHHOE B peuente (3aKOHHBII
IIPEJCTaBUTEIIb, YIIOJTHOMOUYEHHOE JIULIO).

9. JIumo, ocCymecTBIAIOIIEE [OOCTaBKy JICKaPCTBEHHOIO IIpernapara JUuisi MEIUIUHCKOTO
IIPUMEHEHHs, OTIIyCKAaEMOro II0 peLenTy Ha JEKapCTBEHHbIM Ipenapar, o0s3aHO MOTpeOOBaTh Yy
IpaXJaHWHA, I[OJYYalOLIEro  TaKOM  JIEKapCTBEHHBIM  mpenapar, MpPEeabsSBUTH  JOKYMEHT,
yIIOCTOBEPSIOUINNA €ro JIUYHOCTh, U1 UACHTU(UKAMHN JTUYHOCTU ATOTO TPaKIaHWHA M YCTAHOBJICHUS
COOTBETCTBUSl €r0 JMYHOCTM U JIMLA, YKAa3aHHOIO B pELENTe (3aKOHHOIO IPEICTaBUTENS,
YIOJHOMOYEHHOTI'O JIMla). B ciyyae BBISIBIEHHS HECOBMAJEHUS JIMYHOCTU T'PakaHUHA, MTOJIy4aroIIero
JIEKapCTBEHHbI TMpemnapar, M JHIa, YKa3aHHOro B penente (3aKOHHOTO  IpeICTaBUTEINs,
YIOJIHOMOYEHHOI0 JIMIa), a TakXke B Cilydae OTKa3za Ipa)<JIaHUHA, I0JIyYaloIlero JIeKapCTBEHHBIN
Ipenapar, IpeabsIBUTh JOKYMEHT, yIOCTOBEPSIOIIUI €ro JUYHOCTb, JINLIO, OCYLIECTBISIONIEE JOCTABKY
JIEKAPCTBEHHOI'0 IIpernapara Uil MEAULUHCKOrO IPUMEHEHHUs, OTIIyCKaeMOro II0 pELenTy Ha
JIEKapCTBEHHbIN IpenapaT, oO0sf3aHO BEPHYTh TaKOM JIEKQpCTBEHHBIM Ipernapar B alTE4YHYIO
OpraHM3ALMIO.

10. TlonTBepkaeHueMm (QakTa Tmepegadyd JeKapcTBEHHOIO IIpernaparta JUisi MEIULHUHCKOTO
IIPUMEHEHHUs, OTIIyCKaeMOI'0 10 PELENTy Ha JIEKapCTBEHHBIN IIpenapat, JIMIy, YKa3aHHOMY B pelLenTe
(3aKOHHOMY NPEICTABUTEIIO, YIOJIHOMOYEHHOMY JIUILY), SIBISIOTCS KacCOBBIM Y€K M IMOJANUCH JIMIa,
IIOJIyYUBIIErO TAKOM JIEKAPCTBEHHBIN IIpernapar, Ha JOKYMEHTE O IOJIy4YEeHUH TaKOro JISKAPCTBEHHOTO
npenapara mo ¢opme, yTBEp)KIaeMOl YHNOJHOMOYEHHBIM (peaepaibHbIM OPraHOM HCIIOJHUTEIHHON
Bractu. [locime mepenaum JIekapCTBEHHOrO IIpemnapaTa JMIly, yKa3aHHOMY B perenrte (3aKOHHOMY
MPEICTaBUTENI0, YIOJHOMOYEHHOMY JIUIy), 3TOT JAOKYMEHT MepeAaeTcs JHUIIOM, OCYIIECTBUBIIUM
JIOCTAaBKy TaKOIro JIEKAPCTBEHHOI'O IIpernapara, B alTEYHYH OPraHU3aldio, OCYIIECTBUBIIYIO OTILYCK
JIEKapCTBEHHOI'O IIpemnapaTa. B cilydae BBIABICHMS NpU Iepeade Jully, yKa3aHHOMY B peELEnTe
(3aKOHHOMY TPEACTAaBUTENIO, YMOJHOMOYEHHOMY JIMIly), JIEKAPCTBEHHOro Ipenapara (akToB
MEXaHUYECKOIO IIOBPEXKICHHUS €ro WM €ro YIAKOBKM TaKOW JIEKapCTBEHHBIM Ipenapar JIALOM,
yKa3aHHBIM B pelenTe (3aKOHHBIM IPEJCTaBUTENIEM, YIOJIHOMOYEHHBIM JIULIOM), HE NMPUHUMAETCS U
BO3Bpalaercs 0e3 ero OIulaThl JIMIY, OCYLIECTBHUBIIEMY JIOCTAaBKY JIEKAPCTBEHHOI'O Ipernapara
o0ecreynBaroIeMy €ro BO3BpaT B aITEUHYIO OPraHU3aLHIo.

11. 3a Hapymenus 3akoHonarenbcTBa Poccuiickoit denepaniv, COBEPILICHHbIE NPU MPOBEAECHUU
JKCIIEPUMEHTA, €ro YYacTHUKH HECYT OTBETCTBEHHOCTb, YCTAHOBJIEHHYIO 3aKOHOJATEIbCTBOM
Poccuiickoit deneparum.

12. KoHTponab 3a WHCIOJIHEHHWEM TpeOOBaHUM, CBSI3aHHBIX C IPOBEJCHHEM HKCIIEPUMEHTA,
ocyuiecTBisieTcsl (peepaqbHBIM OPraHOM HCIIOJIHUTENBHON BIIACTH, OCYIIECTBISIONUM (PYHKIHU IO
KOHTPOJIIO M Ha/J30py B chepe 3ApaBOOXpaHEHUs, B MOPAJKE, ycTaHOBIEHHOM (DenepalbHbIM 3aKOHOM
or 31 monsa 2020 roga N 248-03 "O rocygapCTBEHHOM KOHTpoJie (HAA30pe) U MYHHIMIIAIBHOM
koHTpose B Poccuiickoit ®denepanun’.

CraTtba 56. U3roToBneHue n oTNycCK fieKapcTBEHHbIX NpenapaToB

1. M3rortoBineHWe JIEKapCTBEHHBIX IPENApaTOB AalTEYHbIMH OpPraHU3alUsMH, BETCPUHAPHBIMU
anTEeYHbBIMM OpPraHU3ALMUSAMH, HUMEIOIUMH JIMIEH3UI0 Ha (DapMaleBTHUECKYIO JeSTEeIbHOCTb,
OCYIIECTBIISICTCSI 1O pELenTaM Ha JEKapCTBEHHbIE Ipernaparbl, M0 TPeOOBAaHUSIM MEIUIIMHCKUX
OpraHM3aliii, BETEpUHAPHBIX OpraHU3alMi WIK OpraHu3alui (MHAUBUAYAIbHBIX IPEIPUHUMATENEH),
OCYILECTBISIOIINX Pa3BEICHNE, BBIPAILIMBAHUE U COJIEPKAHUE )KUBOTHBIX, B COOTBETCTBUU C IIPABUIIAMH
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W3rOTOBJIICHUS ¥ OTIIyCKa JICKAPCTBEHHBIX IPENapaToB, YTBEPKACHHBIMH  YIIOJTHOMOYEHHBIM
(benepanbHBIM OPraHOM HCTIOJIHUTENFHON BIIACTH.
(B pen. @enepanbubix 3akoHOB OT 05.12.2022 N 502-P3, ot 30.12.2021 N 463-D3)

2. HpI/I H3TOTOBJICHUU JICKAPCTBCHHLBIX IMPENApaTOB alITCUHBIMU OpraHu3aliuiaMi, BETCPUHAPHBIMU
AIlITCUHBIMU  OpraHu3aluiaMH, HUMCIOIIUMH JIMOCH3WIO Ha (bapMaHeBTI/I‘-ICCKYIO JCATCIIbHOCTD,
UCTIONIB3YIOTCSl JIEKApPCTBEHHBIE Tpernaparsl W (Wiam) ¢apManeBTHYECKHe CyOCTaHIWH, BKIIOYECHHBIC
COOTBETCTBEHHO B FOCYJJAPCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPECTB ISl MEUIIMHCKOTO IPUMEHEHUS,
TOCYJJapCTBEHHBII peecTp JIEKApCTBEHHBIX CPEJCTB JUIsl BETEPUHAPHOIO MPUMEHEHHMS, €AMHBIH peecTp
3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiickoro S5KOHOMHUYECKOTO CO03a, EAMHBIA peecTp
3apErUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IpenaparoB EBpasuicKOro 3KOHOMHUYECKOTO
COI03a B YCTAaHOBJICHHOM ToOpsinke. He momyckaercss M3rOTOBICHHE AalTEUYHBIMH OpPTaHU3ALUSMH,
BETCPHHAPHBIMU aNTEYHBIMH OpPraHU3alMsAMH, HWMEIONIMMHU JIMIECH3UI0 Ha (papMareBTHYECKyIO
JeATeNIbHOCTD, JIEKAPCTBEHHBIX MPENapaToB, 3aperHcTpUpoBaHHbIX B Poccuiickoit @eneparmu 1160 B
COOTBETCTBHUH C aKTaMHM, COCTaBIIsIOIIMMHU IIpaBo Coro3a.

(B pen. @enepanbbix 3akoHOB OT 05.12.2022 N 502-P3, ot 30.01.2024 N _1-P3)

3. MapkupoBKa JIEKapCTBEHHBIX IIPENapaToB, H3TOTOBJICHHBIX AaNTEYHBIMU OpraHU3aLUsIMU,
BETEPUHAPHBIMU aNTEYHbIMU OPraHM3alMsSIMH, HMEIOIMMHU JIMIEH3UI0 Ha (apMaleBTUYECKYIO
NesITeIbHOCTh, U OQPOPMIICHHE TAKUX MPEnapaToB JOJKHBI COOTBETCTBOBATh IpPaBUIaM, YKAa3aHHBIM B
yacTu | HacTosel cTaTbH.

(B pen. ®enepanbHoro 3akona ot 05.12.2022 N 502-P3)

4. AnteuHble OpraHU3allMM, BETEPUHAPHBIC aNTEUYHbIC OpPraHU3AIMHU, MUMEIOLIUE JIMIICH3UIO Ha
(hapMareBTHYECKYIO e TEIIbHOCTh, HECYT OTBETCTBEHHOCTH 32 HECOOIIOICHIE TIPABHUII U3TOTOBJICHUS U
OTIYCKa JICKAPCTBEHHBIX MPEMAPATOB B COOTBETCTBUU C 3aKOHOAATEIBCTBOM Poccuiickoi denepanuu.
(B pen. deaepanbHoro 3akoHa ot 05.12.2022 N 502-D3)

Cratbsa 57. 3anpellueHune Npoaaxu oTAerNbHbIX NIeKapCTBEHHbIX CpeaAcTB
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 292-03)

1. 3anpeniaercs npojaxa banbcuGpUIMPOBaAaHHBIX JIeKapCTBEHHBIX CPEICTB,
HeZ0OPOKaYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPEJICTB.

2. 3anpeniaercs nIpojaxa:

1) nexkapcTBEHHBIX MpenapaTroB s MEAULMHCKOIO IPHUMEHEHUS, B OTHOLIEHUM KOTOPBIX B
CUCTEME MOHUTOPHMHIA JBIKCHUS JICKAPCTBEHHBIX IPENAapaToB Uil MEIUIMHCKOrO INPUMEHEHMS
OTCYTCTBYIOT CBEJICHUSI O HAHECEHUU CpEICTB HACHTU(UKanMu U (WIM) CBEIEHUS O BBOJE B
rpak1aHCKH 000poT;

2) JEeKapCTBEHHBIX NpENnapaToB Uil MEIUIIMHCKOTO TNPUMEHEHHUS, B OTHOIICHUH KOTOPBIX
OCYIIIECTBIICHA OJOKMPOBKA BHECCHHUSI B CUCTEMY MOHUTOPHHTA JBM)KCHHS JICKAPCTBEHHBIX MPENapaToB
JUIST MEIUIMHCKOTO TMPUMEHECHHsI CBEACHHWH O BBOJIE B TPaKIaHCKHU 000poT, 00 000OpoTe Wi O
MpeKpaIieHuu 000poTa;

3) JICKApCTBCHHBIX IpE€rapaTroB A MCIUIHUHCKOrO IMPUMCEHCHUA, NPHUMECHCHHUE KOTOPBIX
IIPHUOCTAaHOBJICHO MO0 PECIICHUIO YIIOJTHOMOYCHHOI'O (bez[epaanoro OpraHa HCIIOJIHUTEIHLHOMN BJIACTH,
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4) nekapCTBEHHBIX INPENapaToB JUIsl MEAULIUHCKOIO MPUMEHEHUS, IPaXIaHCKUI 000pOT KOTOPBIX
IIPEKPAILLEH;

5) JICKAPCTBCHHBIX NPCapaToB AJIA MCAUIIUHCKOI'O IPUMCHCHUS, CPOK TOAHOCTHU KOTOPBIX UCTCK;

6) JEeKapCTBEHHBIX MPENapaToB Jis MEIUIMHCKOTO MPUMEHEHHUs, B OTHOUIEHHWU KOTOPHIX HE
coOroieHbI TpeOOBaHMsl, ONpeIeTICHHbIE Ha OCHOBAHUM YacTH 5 cTaThu 67 HacTosuiero depepaibHOro
3aKOHa.

3. HeﬁCTBHe MOJIOKEHUH YJacTh 2 HacCTOSIIEeH CTaTbU HE pacnpoCTPaAHACTCA Ha JICKapCTBCHHBIC
npenaparnbl, YKa3aHHBIC B YaCTHU 7.1 cratbu 67 HaCTOAIICTO qbeﬂepam,Horo 3aKOHa.

4. IlopanoK NpUMEHEHHUs MOJOXKEHUM 4acTu 2 HACTOSIIEH CTaThU U CPOKU NPUMEHEHHUS TaKoro
nopsiaka ycranasnusarorces [IpasurensctBom Poceniickoit denepanun.

CtaTtbsa 58. XpaHeHuMe neKkapCTBEHHbIX CpeacTB

1. XpaHeHue JEKapCTBEHHBIX CPEACTB OCYIIECTBISETCS MPOU3BOIUTEISMH JIEKAPCTBEHHBIX
CPEICTB, OpraHW3alMsIMU ONTOBOH TOPTOBIM  JICKAPCTBCHHBIMU  CPEJICTBAMH,  AlTCYHBIMU
OpTaHHU3AIHSIMH, BETEPHHAPHBIMH aNTCUYHBIMH OpTraHHU3aIUsIMH, WHIUBUTYTBHBIMU
P ANPUHUMATEIIIMHU, UMEIONTUMH JIMIICH3WIO Ha (DapMaIieBTUYECKYIO JIeITeILHOCTD HITU JIUIICH3UIO Ha
MEJIUIUHCKYI0 JIeATEIIbHOCTh, MEJIUIUHCKUMH OpraHW3alMsIMU, BETCPUHAPHBIMU OpPTaHU3ALUSAMHU U
WHBIMU OpraHW3alMsIMHU, OCYIIECTBISIONIMMU OOpaIlleHue JIEKAPCTBEHHBIX CPEICTB. XpaHCHUE
JIEKapCTBEHHBIX CPEICTB JJII BETEPUHAPHOTO MPUMEHEHHUS OPTaHW3alUsIMH W WHIAWBHUIYATbHBIMH
MPEANPUHUMATETIIMUA B CIIy4asiX, €CJIH OHHU WCIOJB3YIOTCS WCKIIOYHTEIBLHO TPU pPa3BEACHUU,
BBIPANTUBAHUY, COJICPKAHUHU U JICYCHUH KHBOTHBIX, MOJKET OCYIIECTBISIThCS 0€3 MOTy9IeHUs JTNIIEH3UN
Ha (apMaIeBTHYECKYIO JICITCILHOCTb.

(B pen. deaepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

2. HpaBI/ma XpaHCHUA JICKAPCTBCHHBIX CpeaAcCTB YTBCPIKAAOTCA COOTBETCTBYHOLIUM
YIOJHOMOYCHHBIM (I)e;[epaanLIM OpraHom HCIIOJIHUTEILHOM BIACTH.

3. XpaHeHHEe HapKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX CPE/CTB,
paano@apMaueBaneCKHx JICKApCTBCHHBIX CpCaAcCTB OCYHICCTBJIACTCA B COOTBETCTBHUU C
3aKoHo/1aTenbcTBOM Poccuiickon deneparum.

Crtatba 58.1. MpeaMeTHO-KONMUYECTBEHHbIN Yy4YeT NeKapCTBeHHbIX CpeacTB Ans
MeOULMNHCKOro NpuMeHeHus

(BBeneHa PenepanbHbIM 3aK0HOM OT 25.12.2012 N 262-D3)

1. He[zequb JEKApCTBEHHBIX CpEACTB I MCIULOHWMHCKOrO IMPUMCHCHHUA, TOMICKAIIHUX
NpeAMETHO-KOJIMYECCTBECHHOMY Y4YCTy, YTBCPIKAACTCA YIOJHOMOYCHHBIM Q)eﬂepaJ'IBHLIM OpraHomMm
HCIIOJIHUTEIbHOMN BIACTH.

2. HO[!HQ!OK BKJIFOUCHUA JICKAPCTBCHHLBIX CPCACTB JJII MCAWIIMHCKOTO NPHUMCHCHHA B INCPCUCHDb
JICKApPCTBCHHBIX CPCACTB AJId MCAUIUHCKOTO MPUMEHCHUA, IMMOMIC)KAIUX TPECAMETHO-KOJINYCCTBCHHOMY
YU€Ty, YCTAaHABJIMBACTCA YIIOJIHOMOYCHHBIM (i)ellepaHBHI)IM opraHomMm HCIIOJIHUTEILHON BIACcTH IIO
COrjIaCOBaHHUIO C (bel[epa.]'IBHbIM OpraHomM HCITOJIHUTEILHOMN BJIaCTH, VYIIOJJHOMOYCHHBIM B cq)epe
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BHYTPEHHHX JIEJI.
(B pen. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-D3)

3. IIpeaMeTHO-KOIMYECTBEHHBIN yUeT JIEKAPCTBEHHBIX CPEACTB Ul MEIMIIMHCKOTO MPUMEHEHUS
BEIYT IMPOW3BOANUTENN JIEKAPCTBEHHBIX CPEICTB, OpPraHW3aIlMHd ONTOBOH TOPTOBIM JIEKAPCTBEHHBIMHU
CpeACTBaMU, aNTEeYHbIE OPTaHW3alMU, WHAWBUIAYAIbHBIC TPEANPHHUMATEIN, UMEIOIINE JTUIICH3UI0 Ha
(bapManeBTHYECKYIO IESTENbHOCTh WM JIMIEH3UI0 HA MEAUIMHCKYIO JEATeNBHOCTh, U MEIUINHCKHE
OpraHM3alliM, OCYIICCTBISIOIIME OOpalleHHe JIEKApCTBEHHBIX CPEACTB Ui MEAWIIMHCKOTO
NPUMEHEHMS, IyTeM pPErHCTpalluu JIIOOBIX CBS3aHHBIX C HUX OOpalleHHeM OmNepaiuif, mpu KOTOPBIX
M3MEHSETCSA UX KOJIMYECTBO U (MITM) COCTOSIHUE, B CIICIIMATIBHBIX XKYypHAJIaxX ydeTa Onepauuii, CBI3aHHBIX
c oOpameHneM JIeKapCTBEHHBIX CPEACTB JJIS MEAMIMHCKOTO TPUMEHEHHUs (hajiee - CIelHatbHbIC
KYpHAJIbI).

4. llpaBuya perucTpanyu OINepaluii, CBI3aHHBIX C OOpaIIeHHWEM JIEKapCTBEHHBIX CPEICTB IJIs
MEIULUHCKOIO IIPUMEHEHUS, BKIIOYEHHBIX B IEPEUYEHb JIEKAPCTBEHHBIX CPEACTB JII MEIHULIMHCKOTO
IIPUMEHEHUs, [TOJIEKAUX [IPEIMETHO-KOJIMYECTBEHHOMY YUeTy, B CIELUAIbHBIX )KypHalaxX U [IpaBuia
BEJCHUS W XPaHEHHs CIHEIHAJIbHBIX KYPHAJIOB YTBEPKIAIOTCA YIOJIHOMOYEHHBIM (enepaabHbIM
OpPraHOM MCIOJHUTEIBHOM BIACTH.

5. KoHtponb 3a coOiroJieHHeM MpaBUI PETUCTpAIlMU OIEpalnid, CBSI3aHHBIX C OOpalieHueM
JIEKAPCTBEHHBIX CPEJACTB JJII MEIULMHCKOrO MPUMEHEHHUs, BKIFOUEHHBIX B IEPEUYEHb JIEKAPCTBEHHBIX
CPEeACTB il MEIULUMHCKOTO NPUMEHEHUS, NOAJeXallUX MPEeAMETHO-KOJIUYECTBEHHOMY YYeTy, B
CHeIHabHBIX JKypHalaX, a TakKe 3a COOJIF0JICHMEM MpaBUI BEJCHUS M XPaHEHHUS CHEIHMaTbHBIX
KYPHAJIOB BO3JIaracTcsi Ha YIOJTHOMOYCHHBIC (enepanbHble OpraHbl HCIOTHUTEIBHOW BIACTH U
WCIIOTHUTENIbHBIE OpraHbl CcyOBeKkToB Poccuiickoit denepanuu, OCYIIECTBISIONINE JIMIIEH3UPOBAHUE
MPOM3BOJICTBA  JIEKAPCTBEHHBIX CPENCTB, (PapMaleBTUUECKON JACSATENIBPHOCTH W MEIUIIMHCKOMN
NESATEIbHOCTH, U OCYIIECTBIIAETCS B paMKaX JIMIEH3MOHHOTO KOHTPOJIS.

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

Mnaea 11. YHUHTOXEHUE NEKAPCTBEHHbIX CPEACTB
CraTtba 59. OcHOBaHMA U NOPAAOK YHUUTOXEHUS NIeKapCTBEHHbLIX CPeaAcTB

1. HenoGpokadecTBeHHbIE JIEKAPCTBEHHBIE CPENCTBa, (albCUUIMPOBAHHBIE JIEKAPCTBEHHbBIE
CpeACTBa TMOMJIEKAT W3BATUIO M3 OOpalIeHHs M YHUYTOXKEHUIO B [OPSAAKE, YCTAaHOBJICHHOM
[IpaButensctBoM Poccuiickoit @enepanuu. OCHOBaHUEM ISl YHUUTO)KEHUS JIEKAPCTBEHHBIX CPEICTB
SBJSIETCS.  pELIEHWE  BIAJENbLa  JICKAPCTBEHHBIX  CPEICTB,  PEIICHHE  COOTBETCTBYIOLIETO
YIOJHOMOYEHHOTO (eiepaibHOro OpraHa UCIOJHUTENBHOM BIACTH WK PELIeHUE cya.

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

2. KoHtpadakxTHble JIeKapCTBEHHbIE CPEICTBA MOMAIEKAT UIBATUIO U3 00pAIleHHUsI U YHUUITOXKEHUIO
no pemieHuto cynaa. llopsAloKk  yHHUYTOXEHHMS  KOHTPa(aKTHBIX  JIGKAPCTBEHHBIX  CPEJCTB
ycranasinusaercs [IpasurensctBom Poccniickoit denepanun.

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

3. Pacxompl, cCBSi3aHHbIE C YHHMYTOKEHHEM KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CpEICTB,
HEI00pOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (haabCU(PUUUPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB,

BO3MCIIAOTCA UX BJIaACIIBICM.

4, Brnanenen JICKApCTBCHHBIX CPCACTB HNOJDKCH MPCACTABUTL B YHOJ'IHOMO‘-IGHHLII\/'I q)eﬂepaHBHBIﬁ
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 23.07.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Oopran HWCHOJHUTEIBHON BJIACTH JAOKYMCHT HJIM 3aBCPCHHYHO B YCTAHOBJICHHOM HOPAJAKE €TI0 KOIINIO,
MOATBCPIKAAOIINC q)aKT YHHUYTOKCHHA JICKAPCTBCHHBIX CPCIACTB.

5. CoOTBETCTBYIOIIMK YIOJHOMOYEHHBIH (enepanbHblii OpraH HCIOJHUTENFHOW BJIACTH,
NPUHSBIIMKA penieHre 00 YHHUYTOKEHHUHU JIEKaPCTBEHHBIX CPEICTB, OCYIIECTBISET KOHTPOJIb 3a MX
YHUYTOKEHHUEM.

6. VYHUYTOXKEHHE JIEKAPCTBEHHBIX CPEICTB MPOU3BOAUTCA OpraHU3alUsSMH, HMEIOLIUMU
COOTBETCTBYIOIYIO JUIEH3UIO, Ha CIEUUaTbHO OOOPYJOBAHHBIX IUIOIIAIKAX, MOJUTOHAX H B
CHelHranbHO OOOPYJOBAaHHBIX TIOMEHICHHUSIX C COOMIoJeHHeM TpeOoBaHMT B 00JacTH OXpPaHbI
OKpY>KarollIeu Cpelibl B COOTBETCTBUH C 3aKOHO1aTeNIbcTBOM Poccuiickoit deneparum.

7. HapkoTuyeckue JEKapCTBEHHBIE CPEACTBA, TIICUXOTPOIIHBIE JIEKAPCTBEHHBIE CPEICTBA,
pamuodapMarieBTUIECKUE  JICKAPCTBEHHBIE  CPEACTBA  YHUYTOXAIOTCSI B COOTBETCTBHH  C
3aKoHoNaTenbcTBOM Poccuiickoit denepannu.

Mnasa 12. TOCYOAPCTBEHHOE PETYJINPOBAHUE LIEH
HA NNEKAPCTBEHHbBIE NMPEMAPATbI AJ1A MEANLUWHCKOIO NPUMEHEHWUA

CraTtbsa 60. locyaapcTBeHHOe perynuMpoBaHue LeH Ha NeKapCTBEeHHbIe npenaparbl
ANns MeAULMHCKOro NnpMMeHeHus

1. TocynapcTBeHHOE peryJMpoBaHHE II€H Ha JIEKAPCTBEHHBIE Ipenaparhl JUIsl METUIIMHCKOTO
MIPUMEHEHHS OCYIECTBIISICTCS TOCPEICTBOM:
(B pen. @enepanbHoro 3akona ot 26.03.2020 N 67-D3)

1) yrBepxnenus [IpaBurensctBoM Poccuiickoit denepanuu nepeyHs >KU3HEHHO HEOOXOIUMBIX U
BaXHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, KOTOPbIA (OPMHUpYETCS U HE peXe OJHOrO0 pasza B IoOJ
IIEPECMATPUBAETCSI B YCTAHOBJIEHHOM MM IOPSAIKE HAa OCHOBE KOMIUIEKCHOM OLIEHKU JIEKapCTBEHHBIX
NpernaparoB, BKIOYas aHAIU3 CBEICHUH O CPaBHUTENBHOM KIMHMYECKOW HPPEKTUBHOCTH U
0€30MacHOCTH  JICKapCTBEHHOTO CPEJCTBA, OLCHKY OSKOHOMHYECKUX TIOCIEACTBUNA IMPUMEHEHHS
JIEKAPCTBEHHOI'0 CPEACTBA M M3YyYEHHE IONOJIHUTENBHBIX MOCIEACTBUN NPUMEHEHUS JICKAPCTBEHHOTO
CPENICTBa;

(B pen. deaepanbHbiX 3aKk0HOB 0T 22.12.2014 N 429-03, ot 13.07.2020 N 206-D3)

2) yTBEpXKAEHUS METOJIMKU pacueTa MpelesbHbIX OTIYCKHBIX I€H Mpou3BoauTeNeil Ha
JICKapCTBEHHbIE Tperaparbl, BKIIOYEHHbIE B MEPEUYEeHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEHUIIMX
JICKapCTBEHHBIX MPEMNapaToB, a TAKXKE BHEAPCHHUS MEXaHU3MOB (POPMHPOBAHUS CUCTEMBI peepeHTHBIX
LCH;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 06.06.2019 N _134-D3)

3) TOCYHapCTBEHHOW DETHCTPAllMM MpPEJEIbHBIX OTHMYCKHBIX II€H NPOM3BOAWTENCH Ha
JIeKapCTBEHHbIC Npernaparbl, BKIIOYCHHBIE B MEpEUYeHb >XM3HEHHO HEOOXOIUMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX MpEnapaToB;

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

4) BeleHUs TOCYJIAapCTBEHHOIO peecTpa MpeAeNbHBIX OTIYCKHBIX I€H MpPOU3BOAMUTENEH Ha
JIEKapCTBEHHbIE IIperaparbl, BKIIOYEHHbIE B MEpPEeYeHb >KU3HEHHO HEOOXOOUMBIX U BaKHEHMIIUX
JIEKapCTBEHHBIX IIPENAPATOB;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

5) yTBEpXK/IEeHUSI METOJIMKH YCTAHOBJICHHUS MCIIOJIHUTEILHBIMU OpraHaMu cyObeKTOB Poccuiickoi
®denepanyu NpeesIbHBIX pa3MEepPOB ONTOBBIX HA0ABOK U MPeAeIbHBIX Pa3MEPOB PO3HUYHBIX HAI0aBOK
K (aKTUYECKUM OTITYCKHBIM I[€HaM, YCTaHOBJICHHBIM MPOU3BOJIUTEIISIMU JICKAPCTBEHHBIX IPENapaToB,
Ha JICKAPCTBEHHBIC IMpEMapaThl, BKIIOUYCHHBIC B TEPEUCHb >KH3HECHHO HEOOXOIUMBIX M BaKHEHIIIHX
JICKapCTBCHHBIX MPETIapaTOR;

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

6) YCTaHOBJIEHUS NPEebHBIX pa3MEPOB ONTOBBIX HAI0aBOK U MPEJEIIbHBIX pa3MEPOB PO3HUUHBIX
Ha/10aBOK K (DaKTHUECKUM OTIIYCKHBIM II€HaM, YCTaHOBJIGHHBIM HPOM3BOJIUTENSIMH JIEKapCTBEHHBIX
IpernaparoB, Ha JEKAapCTBEHHbIC MpENapaThl, BKIIOUEHHBIE B MEPEYEHb >KU3HEHHO HEOOXOTUMBIX U
BAKHEWIIINX JICKAPCTBEHHBIX IIPENapaToB;

6.1) ompenenenus IlpaButensctBoM Poccuiickoit ®denepanuu mnopsaka HEeHOOOpa3OBaHUS Ha
HE3aperuCTPUPOBAHHBIE JIEKAPCTBEHHbIE IIpenaparbl Uil MEAMLMHCKOTO IMPUMEHEHHs, KOTOpble
BBe3eHbI B Poccuiickyro deaepanuio i okazaHUs MEAULIMHCKONW MOMOIIH 10 KU3HEHHBIM ITOKa3aHUSIM
KOHKPETHOIO0 MAallMEeHTa W MEXKAYHAapOJHbIE HENAaTEHTOBAHHBIE, WJINM TPYNIUPOBOYHBIE, WIN
XMMHAYECKHE HAaMMEHOBAHUS KOTOPBIX COAEPIKATCS B MEPEYHE KU3HEHHO HEOOXOAMMBIX M BaKHEUIIMX
JIEKapCTBEHHBIX NPENapaToB;

(. 6.1 BBenen denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7) yTBEepKACHHS TIOpsAJKA BBIIAYM MPEANUCAHUN HUCIOJHHUTEIBHBIM OpraHaM CyOBEKTOB
Poccuiickoit denepanuu 0 IpUBEACHUN B COOTBETCTBHUE € 3aKOHOAATeNnbCcTBOM Poccuiickont deneparuu
pemieHnid 00 YCTaHOBIEHUM IMPEAeTbHBIX pPa3MEpPOB OMNTOBBIX HAJ0ABOK W MpPENEIbHBIX pPa3MepoB
PO3HUYHBIX HAA0aBOK K (PAaKTUYECKHUM OTIYCKHBIM I[I€HAM, YCTAaHOBIICHHBIM IPOU3BOIUTEIISIMH
JICKapCTBEHHBIX IPENapaToB, Ha JICKAPCTBEHHBIE MpernapaThl, BKIOUYCHHBbIE B [EPEYEHb >KU3HEHHO
HEOOXOAMMBIX W BaXHEUIUX JIEKAPCTBEHHBIX NPEMapaToB, €CIM OHU TPHUHATHI C HAPYIICHHEM
3akoHojaTenbeTBa Poccuiickoit denepanuu, B MOpsake, ycTaHOBIeHHOM [IpaButenscTBoM Poccuiickoi
Odenepauny;

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

8) HampaBieHUS YIOJIHOMOYEHHBIM (elepaJbHbIM OpPraHOM  HCIOJHUTEIBHOW  BIIACTH
HCIIOJIHUTENIbHBIM oOpraHaM cyOwbekToB Poccuiickoit ®denepauuy mnpennucaHuii O NpPHUBEIECHUU B
COOTBETCTBHE C 3aKOHOAATENbCTBOM Poccuiickoit @Penepanuv NOPUHATBIX € HAPYLICHHEM
3akoHojarenbcTBa Poccuiickoil denepanuu pemeHuil 00 yCTaHOBJIEHUM IPEAETIbHBIX pa3MepoB
ONTOBBIX HaJ0AaBOK M MpPEIENIbHBIX pa3MepOB PO3HUYHBIX HAJ0AaBOK K L€HAM Ha JIeKapCTBEHHbIE
npernaparsl, BKIIOYEHHBIE B IEPEYCHb >XU3HEHHO HEOOXOAMMBIX M BaXXHEHMIIMX JIEKapCTBEHHBIX
IIpenaparos;

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

9) ocymectBieHus (emeparbHOTO TOCYAApCTBEHHOrO Ham3opa B chepe oOpareHus
JIEKapCTBEHHBIX CPEACTB M PErHOHAIBHOIO TOCYAAPCTBEHHOTO KOHTPOJS 3a NMPUMEHEHHEM IIeH Ha
JIEKapCTBEHHbIE Mpenapartbl COOTBETCTBEHHO  YIMOJHOMOYEHHBIMH  (peepalbHBIMM  OpraHaAMH
WCTIOJTHUTENILHOM BJIACTH M MCTIOIHUTEIHHBIMU OpraHaMu cyOnekToB Poccuiickoit denepanuu coriacHO
MX KOMIIETEHLIMU B MOPSAKE, ycTaHOBIEHHOM [IpaBuTtenscTBoM Poccuiickoinn @enepanuu;

(B pen. ®enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-D3, ot 08.08.2024 N 232-D3)

10) mnpuMeHeHus TNPeayCMOTPEHHBIX 3aKOHONATeNbCcTBOM Poccuiickoit denepauuu  mep
OTBETCTBEHHOCTU 3a HapylIEHHWE IIOpsKa LI€HOOOpa30BaHMs HA JIEKApCTBEHHbIE Ipenaparsl,
BKJIFOYEHHBIE B [IEPEUYEHb )KU3HEHHO HEOOXOUMBIX U BaKHEHINNX JEKapCTBEHHBIX MpenapaToB.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

2. B ycioBusix upe3BbIlYaiHOW CUTyallMu M (WIM) IPU BOZHUKHOBEHUHU YIPO3bl PACIPOCTPAHEHUS
3a00JsieBaHMs, MPEJCTABISIONIETO ONACHOCTh Al OKPY’KAIOIUX, a TaKKe B CIydae, €CIM B TEUCHUE
TpUALATH KaJeHIapHbIX JHeW nocne npuHsaTus [IpaBurensctBoM Poccuiickonn denepanuu pemeHus o
IIPOBEJICHUM MOHMTOPMHIA PO3HUYHBIX I[I€H Ha JIEKapCTBEHHBIE IpENapaThl, HE BKJIIOUYEHHBIE B
[ePEYCHb >KU3HEHHO HEOOXOIMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX IpENnapaTtoB, Ha TEPPUTOPUAX
cyobekToB Poccuiickoil @enepanuu BBISBIEH POCT PO3HMYHBIX IIEH Ha yKa3aHHbIC JEKapCTBEHHbIE
npenaparsl Ha TpUALATh HpoleHToB U Oonee, [IpaBurensbctBo Poccuiickoit dexepanmu Brpase
YCTaHOBUTB IIPENIEIIbHBIE OTITYCKHBIC LIEHBI IIPOU3BOAUTEIICH HA YKa3aHHBIC JIEKAPCTBEHHBIE IIpENaparsl,
npeaenbHble  pa3Mephl ONTOBBIX HAA0AaBOK U TpeAeNbHBIE pa3Mephl PO3HUYHBIX HAT0aBOK K
(akTUYeCKUM OTIYCKHBIM II€HaM IIPOU3BOJUTENEH Ha YyKa3aHHbIE JIEKAPCTBEHHBIC IpernapaThl.
IlepeyeHp NeKapCTBEHHBIX MpPENapaToB, HE BKIIOYEHHBIX B IEPEUYEHb MKHU3HEHHO HEOOXOIUMBIX U
BAOXHEHUIIMX JIEKApPCTBEHHBIX IpernaparoB, W MOPAIOK ero (OpMHUPOBAHUS  ONPEIEIAIOTCS
IIpaBurensctBoM Pocculickoit denepanumn.

(uactsp 2 BBeneHa denepanbHpiM 3aK0HOM 0T 26.03.2020 N 67-D3)

3. B Teuenue neBsiHOCTA KaJeHAApHBIX JHEH co qHS yTBepxkaeHus [IpaButenbctBoM Poccuiickoit
denepanny NepeyHs, yKa3aHHOTO B YaCTH 2 HACTOAIEH CTaTbH, HE JIONYCKAKTCS pean3amus U OTIIyCK
BKJIIOUEHHBIX B HETO JICKAPCTBEHHBIX MIPEMAPATOB I10 LIEHAM, IPEBBIIIAIOIINUM IIPEIEIbHbBIE OTIIyCKHBIE
LIEHBl ITPOM3BOJMUTENIEH Ha YKa3aHHbBIE JICKAPCTBEHHBIE IIPENapaTsl, MPEICIIbHBIE pa3Mepbl ONTOBBIX
Haj0aBOK U IMpelesibHbIe pa3Mepbl PO3HUYHBIX HAJ0aBOK K (DaKTUUYECKUM OTIYCKHBIM II€HaM
IPOU3BOAUTENCH Ha YKa3aHHbIE JICKAPCTBEHHbIE IIperapaTbhl C y4eTOM Hajora Ha [J00aBICHHYIO
CTOUMOCTb.

(uactp 3 BBeneHa denepanbHbiM 3aK0HOM OT 26.03.2020 N 67-D3)

KoncynprantlIntoc: mpumeyanue.
[Tonoxenus ct. 61 (B pen. @3 ot 30.01.2024 N 1-D3), kacarommecs: MPEAOCTABICHHUS TOC. YCIyT
MMOCPEJICTBOM €IMHOM CHUCTEMBI U (WJIH) eIUHOTO TIopTaia, npuMmenstores ¢ 01.01.2026.

Cratba 61. locypapcTBeHHas perucTtpauvs U nepeperucrpauus npegesibHbIX
OTMYCKHbIX LUEeH npou3BoAUTENieM Ha feKapCTBeHHble npenapaTbl, BKMIOYEHHble B
nepeyveHb XXU3HEHHO HEOOXOAMMbIX N BaXXHEULLUUX FieKapCTBEHHbIX NpenapaToB

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

1. IlpenenbHast OTHyCKHasl II€HA MPOU3BOJUTEINS HA JIEKAPCTBEHHBIM Npenapar, BKIOYEHHbIH B
[IEpPEYEHb IKU3HEHHO HEOOXOAMMBIX M BAKHEUWIIMX JIEKAPCTBEHHBIX IMPENapaTroB, MOAJIEKUT
roCyJJapCTBEHHOM perucTpaiuu B nopsjake, ycranosiieHHOM [IpaBurensctBoM Poccuiickoit denepanuu,
Ha OCHOBAaHMHU HAIPABIEHHOIO IOCPEICTBOM EAMHOTO IMOpTajla B YIOJHOMOYEHHBIN (enepaabHbIit
OpraH HCIOJHUTEIBHOW BIACTH WIM JUYHBIA KaOMHET YIOJIHOMOYEHHOro (eaepansbHOro opraHa
WCTIOJTHUTENILHOW BIIACTM B €JMHOM CHCTEMe, MOJIMUCAHHOTO YCHJIECHHON KBaTH(pUIMPOBAHHON
AJIEKTPOHHON MOJIUCKHIO 3asiBICHUS JEpKaTesid WM BIAJeNblia PErHCTPALlMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO MpernapaTa (yIoJTHOMOYSHHOTO MM JIUIIA).

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

2. 3aperucTpupoBaHHas IpeJciibHas OTIYCKHAs II€Ha IIPOU3BOJIUTENS Ha JIEKAPCTBEHHBIN
npernapar, BKIIOYEHHBIH B IepeueHb KU3HEHHO HEOOXOIMMBIX W BAKHEHIIUX JIEKapCTBEHHBIX
IIPEnapaToB, MOXKET OBITh MEPEPETUCTPUPOBAHA B CTOPOHY YBEIUYEHUS OJUH pa3 B KAJICHAAPHOM TOAY
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 23.07.2025) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Ha OCHOBAHMHU HANpABICHHOTo 10 1 OKTAOpS KaXIoro roja MOCPEICTBOM €IMHOTO MopTajia B
YIIOJIHOMOYEHHBIH  (efiepasibHbld  OpraH  WCHOJHUTENbHOM  BJIACTH WM JIMYHBIM  KaOWHET
YIIOJIHOMOYEHHOTO (heIepabHOr0 OpraHa MCHOJHUTENBHON BJIACTU B €MHON CHUCTEME, IOANMCAHHOTO
YCWJIEHHON KBaJU(UIUPOBAHHOM 53JEKTPOHHOM NOANUCHIO 3asBICHUS Jep)KaTeisl WIM BIaJesiblia
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpenapara (yrnoJHOMOYEHHOTO UM JIMLA).

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

3. 3apeructpupoBaHHas MpelelibHas OTIYCKHas I€Ha NPOM3BOJUTENS Ha JIEKapCTBEHHBIN
npernapar, BKIIOYEHHBIH B IepeueHb KU3HEHHO HEOOXOIMMBIX W BaKHEHIIUX JIEKapCTBEHHBIX
MpEernapaToB, MOXKET OBITh MEPEPErUCTPUPOBAHA B CTOPOHY CHIDKEHHSI HAa OCHOBAHWU HAIPABICHHOTO
MIOCPENICTBOM €MHOTO MOpTaJia B YIIOJIHOMOYEHHBIN (eiepaibHbIi OpTraH MCIIOJHUTELHON BIACTH HITH
JUYHBI KaOMHET YNOJIHOMOYEHHOTO (eepaibHOT0 OpraHa HCIHOJHUTENbHOM BIACTH B €IMHOM
cHCTeMe, NOANUCAHHOTO YCHJICHHON KBaTM(UIMPOBAHHOW OSJEKTPOHHOM TMOAMMUCHIO 3asiBICHUS
AepkaTedsl WM BJIajeNblla PETHCTPAlMOHHOTO  YJOCTOBEPEHUS JICKApCTBEHHOTo Iperapara
(YNOJTHOMOYEHHOTO UM JIMLIA).

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

4. JlepaTenb WJIM BIAJENEll PETUCTPAIIMIOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO IIperapara
(YIOTHOMOYEHHOE UM JIMI0) 00s3aH HAMPABHUTh MOCPEACTBOM E€IUHOTO MOPTaJia B YIMOJTHOMOUYEHHBIN
(benepabHBI OpraH UCTIOJTHUTEIBHOM BIIACTH WU JIMYHBIH KAOMHET YIOJIHOMOYEHHOTO (hefepaibHOTo
OpraHa WCIOJIHUTEILHON BJIACTH B €IMHOW CHUCTEME MOJIHCAHHOC YCHJICHHOW KBAIM(UIIMPOBAHHOM
ANEKTPOHHON TOIMUCHIO 3asBICHHUE O MEPEPErHCTPAINK 3apETUCTPUPOBAHHON TIPEIEIbHON OTITYCKHON
[[EHbl TPOW3BOJUTENS] Ha JICKAPCTBEHHBIA TMpemnapar, BKIIOUEHHBIM B TEPEYCHb IKU3HCHHO
HEOOXOJUMBIX W BaXXHEHINNX JIGKAPCTBEHHBIX MPEMApaToB, B CTOPOHY CHIDKEHUS B CICIYIOIINX
CITydasx:

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

1) cHwKeHMEe IIeHbl B MHOCTPAaHHOM BaJIOTe Ha JIEKAPCTBEHHBIM IpemapaT B CTpaHe
NIPOU3BOIUTENS U (WIIM) B CTpaHaxX, B KOTOPBIX JIEKAPCTBEHHBIN MpenapaT 3aperucTpupoBaH U (WIn) B
KOTOpBIE [TOCTABJIAETCS IPOU3BOAUTEIIEM;

2) cHIWKEeHHE IIeH Ha peepeHTHBIE JIEKAPCTBEHHBIE MpEnapaThl B COOTBETCTBUU C IYHKTOM |
HacTosleld 4YacTh (AJi1 COOTBETCTBYIOIIMX BOCHPOU3BE/IEHHBIX, OMOAHAJIOTOBBIX (OMOIMOIOOHBIX)
JIEKapCTBEHHbIX IPENapaToB);

3) mpeBbIlIEHHE MPEeNbHON OTIYCKHOM IIEHBI Ha MEPBBIN BOCIPOM3BEICHHBINA, OMOAHATOTOBBII
(6romoO00HBI) TEKapCTBEHHBIN MpemapaT WHOCTPAHHOTO MPOU3BOJICTBA HAJ MPEISIbHON OTITYCKHOMN
[IEHOW TPOU3BOJUTENI HAa BTOPOM  BOCHPOU3BEICHHBIM, OWOAHANOTOBBIA  (OMOTOIOOHBII)
JICKapCTBEHHBIN  Mpenapar, pacCUUTAaHHOM B COOTBETCTBUU C METOJMKOH, YTBEPKICHHOU
[IpaBurenscTBOM Poccuiickont @enepanuu;

4) mpeBBIIICHUE MPEEIbHON OTITYCKHOM IIEHBI Ha TIEPBBIA BOCTIPOU3BEACHHBINM, OMOaHATOTOBBIN
(Ouomomo0HBIM) NEeKapCTBEHHBIN MpemapaT MPOU3BOAUTENs TrocydapcTBa - wieHa EBpasuiickoro
SKOHOMHMYECKOTO COK3a HaJ TMPEIeIbHOM OTIYCKHOM ILIEHOM MPOU3BOIAUTENI HAa BTOPOM
BOCITIPOM3BE/ICHHBIN, OHOaHaNOroBhIi (OMONOJOOHBIN) JEKAapCTBEHHBIM Ipenapar MpOU3BOIUTENS
rocygapcrsa - wieHa EBpa3suMiCKOro SKOHOMHYECKOTO COK3d, PACCUMTAHHOM B COOTBETCTBUU C
METOAMKOM, yTBepkaeHHOM [IpaButenscTtBoMm Poccniickoint denepanun.

Koncynprantllitoc: npumeuanue.
C 01.03.2026 ct. 61 nomonusiercs 4. 4.1 (P3 ot 31.07.2025 N 304-D3). Cm. Oyayinyro peaakium.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

5. llopAnok  mepeperucTpauuy  3apeTMCTPUPOBAHHBIX — IIPEAEIBHBIX  OTIYCKHBIX  LI€H
MIPOM3BOIUTEINIEH HA JIEKApPCTBEHHBIE MIPENapaThl, BKIIOUEHHbIE B NIepeYeHb KU3HEHHO HEOOXOIUMBIX U
BAKHEHIINX JICKAPCTBEHHBIX IPENapaToB, B CIy4asX, MPEIyCMOTPEHHBIX 4YacTAMHU 2 - 4 HacTosIen
craThH, ycraHasiusaetcs IIpaBurensctBoM Poccuiickon denepannu.

6. DKOHOMMUYECKUN aHAIU3 NPEJEIIbHON OTIYCKHOM ILIEHBI IPOU3BOJUTEINS Ha JIEKAPCTBEHHBIN
npernapar, BKIIOYCHHBIH B TepeueHb >KU3HEHHO HEOOXOJAWMBIX W BaKHEHIINX JIEKAPCTBEHHBIX
IIpenapaTroB, MpPH €€ TOCYAapCTBEHHOM pErucTpaluuy WM IEePEPETHCTpAlMi  OCYIIECTBIISIETCS
(denepanbHbIM OpPraHOM MCIOJIHUTEIBHOM BJIACTH, OCYLIECTBISIOMIUM (QYHKIMH 1O TNPUHSATHIO
HOPMAaTHUBHBIX IPaBOBBIX AaKTOB W KOHTPOIIO 3a COONIONEHMEM 3aKOHOJATelIbcTBA B cdepe
rOCyJJapCTBEHHOTO pEryJIMpoBaHusl LieH (TapruoB) Ha TOBaphl (YCIyIrH).

7. Pacder mpenenpHbIX OTIYCKHBIX II€H, YKa3aHHBIX B YacTsIX | U 2 HacTosAled CTaTbH, MPU HX
rOCYIapCTBEHHOW PETHCTPALMU WM MEPEPETUCTPALIMU OCYLIECTBIISIETCA B COOTBETCTBUU C METOJIMKOM,
yTBep:xkaeHHoM [IpaBurensctBoM Poccuiickoit denepaiiny u yYuTHIBAIOIIEH B TOM YUCIIE:

1) cobmronenune OanaHca UHTEPECOB MOTPEOUTENEN JIEKaPCTBEHHBIX MpPENnaparoB, BKIIOYEHHBIX B
NepeueHb KU3HEHHO HEOOXOJMMBIX M BaKHEHIINX JICKAPCTBEHHBIX MPENapaTtoB, W MPOM3BOAMUTEINCH
JIEKapCTBEHHBIX TMpENnapaToB, BKJIIOYEHHBIX B MEPEeYeHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEHUIIMX
JIEKapCTBEHHBIX MPENapaToB;

2) dakTUYecKyr OTIMYCKHYIO IIeHY Ha JIeKapCTBEHHBIC npemnapatsl B Poccuiickoit denepanuu,
LIEHY BBO3a JIEKAPCTBEHHBIX IpernapatoB B Pocculickyro denepanuio, a Takke IEHbI HA aHAJIOTUYHBIE
JIEKapCTBEHHBIC TIpenaparThl, Haxo smuecs: B oopamniennu B Poccutickoit denepanumy;

3) 3aTpaTbl IMPOU3IBOAUTEIIA JICKAPCTBCHHOI'O IIpC€IliapaTa Ha IIPOHU3BOACTBO W PCAJIMU3AIUIO
JICKApCTBCHHOT'O IIpCIiapara,

4) ueHy Ha JIEKapCTBEHHBIN IIpenapart, ero LeHy B CTPaHe IPOU3BOJIUTEINS U B CTpaHaX, B KOTOPBIX
JIEKapCTBEHHBIN Mpenapar 3aperucTpUpoBaH U (WIKM) B KOTOPBIE TOCTABIISAETCS IPON3BOAUTEIIEM.

8. He nomyckarorcs peanusanus ¥ OTIYCK JIEKAPCTBEHHBIX MPENapaToB, BKIIOUEHHBIX B MIEPEUYCHb
KU3HEHHO HEOOXOJMMBIX M BaKHEMIIUX JIEKAPCTBEHHBIX IMPENapaToB, Ha KOTOPHIE MPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX IIPEMApaTOB HE 3aperuCTpUpOBaHa IIPENElbHAas OTIYCKHAas LEeHa, pealn3anus
IIPOU3BOJUTENSAMH JIEKAPCTBEHHBIX MPENAapaToB IO LE€HAM, MPEBBIIIAIONINM 3apErUCTPUPOBAHHBIE WU
IIEPEPETUCTPUPOBAHHBIC IIPEJEIIbHBIE OTIIYCKHbIE LIEHBl Ha JIEKAPCTBEHHBIC IIpEnaparbl C Y4E€TOM
HaJIora Ha J0OABJIEHHYIO CTOMMOCTb.

9.  Oco0EHHOCTH  TOCYJAapCTBEHHOI'O  PEryJHpPOBaHMsI  NPENCNIbHBIX  OTHYCKHBIX  L€H
MIPOU3BOINTEINICH HA JICKAPCTBEHHBIC NIPENapaThl, BKIIFOUYCHHBIC B MEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BaXHEHUIIMX JIEKAapCTBEHHBIX IPENapaToB, B 3aBUCUMOCTH OT 3KOHOMUYECKHMX U (WJIM) COLMAIBHBIX
KpUTEepHeB (M3MEHEHUE YCJIOBHUM, MOpPsKa U CTOMMOCTH MPOM3BOJCTBA JIEKAPCTBEHHBIX IPENaparos,
UCIOJb30BAHUE HOBBIX (OPM, METOJOB U CIIOCOOOB TOCYNAapPCTBEHHOI'O PETyJIMPOBAaHHUS IEH Ha
JIEKapCTBEHHBIE MpenapaTsl, B TOM YHWCJIE Ha OCHOBE MEXaHHM3Ma pe(EepeHTHOro IEeHOOOpa30BaHMA,
W3MEHEHWH MOpSJIKa OKa3aHWs METUIIMHCKON IMOMOINM, W3MEHEHHE Kypca WHOCTPAHHOW BAIOTHI U
MHBbIE U3MEHEHUs) ycTaHaBiauBatoTcs [IpaBurenscTtBoM Poccuiickoit denepanuu.

(B pen. deaepanbHoro 3akoHa ot 08.03.2022 N 46-D3)
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Cratba 62. T[ocypapCTBeHHbIU peecTp npeAeribHbIX  OTNYCKHbIX  LeH
npousBoauUTenen Ha neKkapcTBeHHble npenaparbl, BKIIIOYEHHbIe B NepevyeHb XXU3HEHHO
HeobGXxoAUMbIX U BaXXHEULUMX NleKapCTBEHHbIX NpenapaToB

1. 3aperucTtpupoBaHHBIE WM II€PEPETHCTPUPOBAHHBIC IpPECIbHBIE OTITYCKHBIE  IICHBI
MPOM3BOANTENCH Ha JISKApCTBEHHBIE NPENapaThl, BKIOYEHHbBIE B IEPEYeHb )KU3HEHHO HEOOXOANMBIX H
BOXHEUIIMX JIEKAPCTBEHHBIX IMPENaparoB, IOAJECKAT BKIIOYCHHIO B TOCYIAPCTBEHHBIH peecTp
NpCAC/IbHBIX OTIIYCKHBIX IICH HpOI/I3BO[[I/ITeHeI71 Ha JICKAPpCTBCHHBLIC IIpCiapaThbl, BKJIIOUYCHHLIC B
NEPCUYCHDb ) KU3HCHHO HGO6XOI[I/IMLIX 7 BaKHEHTIINX JICKAPCTBCHHLIX IPCIIapaToB.

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

2. T'ocyaapcTBeHHBINH peecTp MPeaebHBIX OTIYCKHBIX IIEH MPOU3BOIUTENCH Ha JIEKaPCTBEHHBIC
npernaparbl, BKJIIOYCHHBIE B TMEPCUCHb JKU3HEHHO HEOOXOIMMBIX W BAXKHEHIINX JIEKAPCTBEHHBIX
MIpernapaToB, COACPKUT B cede CIeAYIONTYI0 HH(OPMAIIHIO:

1) HauMeHOBaHME JIEPIKATEIS WU BIIAJIENbIIA PETHCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO
mperapaTa, HaUMEHOBAHHME IPOU3BOJIUTEIS JICKQPCTBEHHOTO IMpemnapara, CBEICHUS O PETUCTPAlUN
JepIKaTeIIs WK BJIAJICNIbIIa PETUCTPANMOHHOTO YAOCTOBEPEHUS JICKApPCTBEHHOTO TIperapara, CBEACHHS O
pEerHCTpaIMK TPOU3BOIUTENIS JICKAPCTBEHHOTO MpernapaTa JUisi MEIUIIMHCKOTrO0 MIPUMEHEHHUS B Ka4eCTBE
HAJIOTOIUIATEbIMKA B CTpaHe perucTpanmud  (Iis  POCCHUHCKUX  FOPUAMYSCKUX  JUI -
UAeHTU(PHUKAIIMOHHBIN HOMep Hanororiarensimuka (MHH), mist MHOCTpaHHBIX IOPHUIAWYECKUX JIHIL -
CTpaHa pETUCTpAIllii, HAaWUMEHOBAHHWE PETUCTPHUPYIOIIETO OpraHa, PETUCTPAMOHHBIA HOMEp, KOJ
HAJIOTOIIATEIBINAKA B CTPAHE PErHCTparui (MHKOPIOPAIMH) WM €r0 aHaJor), MECTO HaXOKJICHUS
MTPOU3BOJICTBEHHBIX TUIOIIAIOK, YIACTBYIONINX B MPOIIECCE MPOM3BOJICTBA JICKAPCTBEHHOTO TIperapara,
C YKa3aHUEM CTaJUH MpoIiecca MPOU3BOICTRA;

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

2) HaUMEHOBAHME JIEKAPCTBEHHOIO Ipenapara (MEXAyHapOJHOE HEMAaTeHTOBAaHHOE, WU
IPYyIIIMPOBOYHOE, MM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS);
(B pen. ®exnepanbHoro 3akona ot 22.12.2014 N 429-03)

3) HOMep PErHCTPAMOHHOTO YA0CTOBEPEHNUS JIEKapCTBEHHOTO TIperapara;

4) nexapcTBeHHas (opMma C ykazaHHUEM JIO3MPOBKH JIEKAPCTBEHHOTO Ipernapara U €ro KOJIM4ecTBa
BO BTOPUYHOM (MOTPEOUTENHCKOMN) YIIAKOBKE, a TAK)KE KOMITJIEKTHOCTB;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5) 3aperucTpupoBaHHas MpeJieNIbHAs OTIYCKHAs IIeHa Ha JEKapCTBEHHBIN Mpemnapar B pyOIisx;
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

6) maTa ¥ HOMEp TpHKa3a YHOJTHOMOUYCHHOTO (hpefepaIbHOTO OpraHa MCIIOJHHUTEIBHON BIACTH O
TOCYAapCTBEHHOM PpETUCTpalliMl WJIM HEepeperucTpaliil  MPENeNbHOW  OTIYCKHOW I[IEHBl Ha
JIEKapCTBEHHBIM TIpernapaTr, BKIIOYCHHBIH B IEPEYCHb >KM3HEHHO HEOOXOJMMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX MpEnapaToB;

(B pen. @enepanbHbiX 3aK0HOB OT 22.12.2014 N 429-®3, ot 06.06.2019 N _134-P3)

6.1) naTa BCTYIUIEHHS B CUJTY MIPHKa3a yIOJIHOMOYEHHOTO (peIepalbHOr0 OpraHa UCIOJHUTEIbHON
BJIACTU O TOCYAAPCTBEHHOW PpEruCTPAlMM WIH TEePEePEruCcTPAalii IPEAEIbHON OTIyCKHOM IIE€HBI
IIPOM3BOJIUTENS HA JIEKAPCTBEHHBIM IpenapaT, BKIIOYEHHbIH B [E€pEYEHb JKU3HEHHO HEOOXOOUMBIX U
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Ba)KHEHIINX JIEKAPCTBEHHBIX MPETapaToB;
(m. 6.1 BBenen ®PenepanbHbIM 3aK0HOM OT 06.06.2019 N 134-D3)

7) ITPUXOBOM KOJI, HAHECCHHBIN Ha BTOPUYHYIO (TIOTPEOUTENHCKYI0) YIAKOBKY JICKAPCTBEHHOTO
npenapara;
(. 7 BBeneH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

8) KOJ JIEKapCTBEHHOIO IIpernapara IO aHaTOMO-TEepaneBTUYECKO-XUMHUUECKOW Kilaccudukauuuy,
PEKOMEHI0BaHHOU BceMupHOM OpraHu3anueit 34paBoOXpaHEHUs.
(n. 8 BBenen denepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

3. T'ocynapcTBeHHass pErucTpalus WIM Iepeperucrpanusi IMpeAeIbHbIX OTIYCKHBIX LIEH Ha
JIEKapCTBEHHbIE IIpernaparbl, BKIIOYEHHbIE B MEPEYeHb >KU3HEHHO HEOOXOOUMBIX U BaKHEHMIIUX
JIEKapCTBEHHBIX TpENapaTroB, BeJEHHE TOCYJapCTBEHHOTO peecTpa MpeIesIbHbIX OTHYCKHBIX IIeH
IIPOU3BOIUTENEH Ha JIeKapCTBEHHbIE IIPenapaThl, BKIIIOUCHHbIE B NI€PEUCHb KU3HEHHO HEOOXOIUMBIX U
BAKHEHIINX  JIEKAPCTBEHHBIX  IPEMApaTOB, OCYLIECTBIAIOTCA B TOPSAKE, YCTAHOBICHHOM
IIpaBurensctBoM Pocculickoit deneparnumn.

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

Cratbsa 63. YcTaHOBNEHME UCMNONMHUTENbHLIMU OopraHamu cyb6bekToB Poccuinckon
®depepaumun npeaenbHbIX pa3MepoB OMTOBbIX HaAbaBOK U npeAenbHbIX pa3mMepoB
PO3HMYHbIX HaabaBoOK K (aKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM
npov3BOAUTENSAMU JeKapCTBEHHbIX rMpenapaTtoB, Ha JreKapcTBeHHble Mpenaparthbl,
BK/IOYEHHbIe B NepeyeHb XU3HEHHO HEOOXOAMMBLIX U BaXHEWULWMX NeKapCTBEHHbIX
npenaparoB
(B pen. ®enepanbHbIX 3aKOHOB OT 27.12.2019 N 475-®3, ot 08.08.2024 N 232-D3)

1. McnonuutenbHble opranel cyobekToB Poccuiickoit dexepanuy ycTaHaBIMBAIOT NpeAebHbIE
pa3Mepbl ONTOBBIX HAN0ABOK U TIpelesibHbIe pa3Mepbl PO3HMYHBIX HAl0aBOK K (DaKTHUECKUM
OTIyCKHBIM 1eHaM (0e3 yuera Hajora Ha JI0OaBICHHYIO CTOMMOCTB), YCTAHOBJICHHBIM
MIPOM3BOJIUTENIIMUA JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKApCTBEHHBbIE Ipenaparbl, BKIIOYEHHbIE B
[IEpPEeUYEHb JKU3HEHHO HEOOXOJAMMBIX M Ba)KHEWIIUX JIEKApCTBEHHBIX MPENapaTroB, B COOTBETCTBHM C
YTBEPKJICHHOW B HOpske, ycTraHOBIeHHOM [IpaBurenbctBoM Poccuiickoit @enepanuu, METOIMKOU
YCTQHOBJICHHMsI HCIIOJIHUTENBHBIMU OpraHaMu cyObekToB Poccuiickoil @enepanuu MpeaesibHbIX
pa3MepoB ONTOBBIX HAJ0ABOK M TMpeNeNbHBIX pPa3MEpPOB PO3HUYHBIX HAJ0aBOK K (DaKTHUECKUM
OTIIyCKHBIM  II€HaM, YCTAHOBJICHHBIM  IIPOU3BOJUTENIIMU  JIEKAPCTBEHHBIX  IpenaparoB, Ha
JIEKapCTBEHHbIE IIpernaparbl, BKIIOYEHHbIE B MEPEYeHb >KU3HEHHO HEOOXOOUMBIX U BaKHEHUIIUX
JIEKapCTBEHHBIX MpenapatoB. [IpoekThl pemeHuil HUCIOMHUTEIbHBIX OpraHoB cyObeKkToB Poccuiickoii
@enepan 00 YCTaHOBJIEHUM W (WJIM) HW3MEHEHMM IPEAEIbHBIX Pa3MEPOB OINTOBBIX HAT0ABOK U
NPEJeNbHBIX pa3MepOB PO3HUYHBIX HAI0aBOK K (DaKTHUECKUM OTITYCKHBIM II€HaM, YCTaHOBIJIEHHBIM
IIPOU3BOJUTENISAMUA JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKApCTBEHHBbIE IpEnaparbl, BKIIOYECHHBIE B
NEPEeYCHb JKMU3HEHHO HEOOXOMUMBIX M BAXHEMIIMX JICKAPCTBEHHBIX MPENaparoB, IOMJIEKAT
COTJIACOBAaHWIO C  YIOJIHOMOYEHHBIM  (efepaibHIM  OpPraHOM  HCIIOJIHUTENBHOW  BIIACTH,
OCYHIECTBISAIOMUM (QYHKUMU [0 NPUHATHIO HOPMATUBHBIX IIPAaBOBBIX AaKTOB M KOHTPOJIO 3a
COOJIFOJICHUEM 3aKOHOJATEIbCTBA B c(epe rocyAapCTBEHHOIO peryjiupoBaHMs LeH (TapudoB) Ha
TOBaphlI (YCIIyTH), B MOpsijike, ycTaHoBIeHHOM [IpaBurensctBoM Poccuiickoit deneparuu.

(B pen. denepanbHbix 3akoHOB OT 13.07.2015 N 241-@3, ot 27.12.2019 N _475-®3, ot 08.08.2024 N
232-P3)

2. OpraHmamm OIITOBOI1 TOProBJIM JICKAPCTBCHHBIMU CpCACTBAMHU, aAlITCYHBLIC OpraHU3alluu,
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UHAUBUJyalbHbIE NpPEANPUHUMATENN, UMEIOIUE JMIEH3UI0 Ha (apMalleBTUYECKYIO eATEeNIbHOCTD,
MEIMLMHCKUE OpraHMu3allid, MMEIOIIMe JIMLIEH3UI0 Ha (apMaleBTUUECKYIO JeATeNIbHOCTh, M HX
000c00JIeHHBIE TOAPA3/ICNCHHs], PACHOJI0KECHHBIE B CEIbCKHX HACEIIEHHBIX IYHKTaX, B KOTOPBIX
OTCYTCTBYIOT AaNTE€YHbIE OPraHU3ALMH, OCYLIECTBIISAIOT PEATU3alHI0 JICKAPCTBEHHBIX IPENapaTos,
BKJIFOUEHHBIX B [EPEYECHb >XKM3HEHHO HEOOXOJMMBIX M BaKHEWIIUX JIEKAPCTBEHHBIX IPENapaToB, IO
LIEHaM, KOTOpble (OPMHUPYIOTCS B COOTBETCTBUM C IOPAIKOM, YCTAHOBJICHHBIM IIpaBUTENBCTBOM
Poccuiickoit denepanyu, n ypoBeHb KOTOpHIX (0e3 ydera Hajora Ha JO0aBJIEHHYIO CTOMMOCTH) HE
JOJDKEH TPEBBINIATh CYMMY (DAaKTHYeCKOM OTHYCKHOM II€HBbl, YCTaHOBJIEHHOW MPOU3BOJUTENIEM
JIEKAPCTBEHHOI'0 IIpernapara, He MPEBBILIANIIECH 3aperuCTPUPOBAHHON WM IEPEPEruCTPUPOBAHHOU
MpeleabHON OTIYCKHOM IIeHbl MPOW3BOAUTENS (HAa JAaTy peaju3aluy JIEKapCTBEHHOrO Ipernapara
MPOM3BOJUTENIEM), W pa3Mepa ONTOBOW HaaA0aBKW u (WJIM) pa3Mepa PO3HUYHON Hag0aBKH, HE
IIPEBBIIIAIONINX COOTBETCTBEHHO pa3Mepa IpeleNbHOM ONnToBOW Hax0aBku M (MIM) pa3Mepa
npeeabHON PO3ZHUYHOM HaZ0aBKH, YCTAaHOBIEHHBIX B cyObekTe Poccuiickoit deneparuu.

(B pen. @eaepanbHbix 3ak0HOB 0T 27.12.2019 N 475-D3, ot 08.08.2024 N 323-03)

3. Ucnonaurensueie opranbl cyobekToB Poccuiickoit deneparnmu pazmemaiot B cetd "MuTepHer”
MH(OPMALIMI0O O 3apErUCTPUPOBAHHBIX MPEAENBHBIX OTIYCKHBIX II€HAaX [pOW3BOJAUTENIEH Ha
JIEKapCTBEHHbIE INIperaparbl, BKIIOYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOJUMBIX U BaKHEMIIUX
JIEKapCTBEHHBIX IpernapaTroB, o0 yCTaHOBJIEHHbIX B cyOwbekTe Poccuiickoil ®denepaunu npenesibHbIX
pa3Mmepax OINTOBBIX HaJ0ABOK M (MJIM) MpeAETIbHBIX pa3Mepax PO3HUYHBIX HAJ0ABOK K YCTaHOBIIEHHBIM
MIPOU3BOIUTENISIMU JICKAPCTBEHHBIX MpenapaTtoB (PakTUYECKUM OTIYCKHBIM LIEHaM Ha JIEKapCTBEHHBIE
npernaparel, BKJIIOYEHHBIE B IE€pPEYCHb JKU3HEHHO HEOOXOIMMBIX M BAXKHEHIINX JIEKAPCTBEHHBIX
MIpenapaToB, a TaKXkKe O CYMME 3apEeTrUCTPUPOBAHHBIX MPEIENIbHBIX OTIYCKHBIX LIEH IPOU3BOIUTENIEH Ha
JIEKapCTBEHHbIE TIperaparbl, BKIIOYEHHbIE B MEpPEeYeHb >KU3HEHHO HEOOXOMUMBIX U Ba)KHEHMIIUX
JICKapCTBEHHBIX IIpPEenapaToB, YCTaHOBJIEHHBIX B cyObekTe Poccuiickoit ®Denepanuu IpeaesbHbIX
pa3MepoB ONTOBBIX HaA0aBOK W NpEAENbHBIX pa3MEpOB PpO3HUYHBIX HAJ0aBOK M Hajora Ha
n00aBlIeHHYI0 cTOUMOCTh. MH(pOpManus, npeaycMoTpeHHas: HaCTOSIIIEH YacThio, JTOJKHA HAXOAUTHCS
TaKKE€ B AaNTEYHbIX OpPraHM3aLMUSAX B JOCTYHNHOH /s BCEX 3aMHTEPECOBAHHBIX JHI (opMe U
OOHOBIIATbCS TI0 MeEpe €€ pa3MEeUIeHMs] MCIOIHUTEIbHBIMU oOpraHamMu cyObekToB Poccuiickoit
®enepannu B cetr "MHTEpHET".

(B pen. deaepanbHbix 3ak0HOB 0T 27.12.2019 N 475-D3, ot 08.08.2024 N 232-D3)

4. Yrpatun cuity ¢ 1 mapra 2020 rona. - ®enepanbubiii 3akoH oT 27.12.2019 N 475-D3.

nasa 13. MOHUTOPUHI 3PDPEKTUBHOCTU U BE3OINMACHOCTHU
NEKAPCTBEHHbIX NMPENMAPATOB, HAXOOALINXCA B OBPALLEHUNA
B POCCUNCKOU ®EAOEPALIUUN
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratbsa 64. ®apmakoHaasop
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIC ITpenapaThl, HaXosecs B oopamennn B Poccuiickoit deaepanum, mojiexar
MOHHUTOPHUHTY 3((EKTUBHOCTH M OE30MACHOCTH B IENSIX BBISBICHUS BO3MOXHBIX HETaTUBHBIX
MOCJEICTBUI MX MPUMEHEHUs, UHAUBUIYAIbHOW HENEPEHOCUMOCTH, MPEAYNPEKACHUS MEAUIIMHCKUX
pabOTHUKOB, CIEIUAINCTOB B OOJIACTH BETEPUHAPUHU, MALMEHTOB WJIHM BIIAJICIBIICB XUBOTHBIX M HUX
3aIUTHI OT MPUMEHEHUSI TAKUX JIEKAPCTBEHHBIX MIPEMapaToB.

(B pen. ®exnepanbHoro 3akona ot 02.08.2019 N 297-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2. ®apMakoHaa30p OCYIIECTBISIETCS COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM (heaepaibHbIM
OpPraHOM HCIIOJHHUTEIBbHOM BJIACTH B YCTAHOBJICHHOM MM IOPSJKE C YYETOM TpeOOBaHHMI HACTOSIIETO
@denepalIbHOTO 3aKOHA M aKTOB, cOCTaBisAoUMX npaBo Coro3a, MyTeM aHaiu3a IPeroCTaBIIAEMON
cyObekTaMu  OOpamieHHus JIeKapCTBEHHBIX CpeACcTB HMH(OpMamuu O TOOOYHBIX JEHCTBHUSAX,
HEXKeJIaTeJIbHBIX PEaKIMsIX, CEPbE3HBIX HEXKENATENbHbIX PEaKlUiX, HENPEIBUICHHBIX HEeXeTaTelbHbIX
peakuusx Mpu MPUMEHEHUH JIeKapCTBEHHBIX IMpenaparoB, 00 HHIWBUIYaTbHOW HENEPEHOCHUMOCTH,
oTCyTCTBUH S((PEKTHBHOCTH JIEKAPCTBEHHBIX TMpenaparoB, a Takke o0 uHbIX (akTax u
00CTOSITENLCTBAX, MPEACTABISIOMINX YIPO3y JKU3HU WM 3/I0pPOBBIO YeNOBEKa JIMOO KHUBOTHOTO IPH
IIPUMEHEHUH JIEKApCTBEHHBIX IPENapaToB U BBIABICHHBIX HA BCEX 3Tanax oOpallleHus JeKapCTBEHHBIX
npenaparoB B Poccuiickoii denepanuiv U APyrux rocyJapcTBax.

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

3. CyObexTsl 00paleHus JEeKapCTBEHHBIX CPEJICTB B NOPSI/IKE, YCTAHOBICHHOM YIIOJHOMOUYEHHBIM
¢denepanbHBIM  OPraHOM MCIIOJHHUTEIBHOM BIACTH, 00s3aHBI COOOLIATh B  YHOJHOMOYEHHBIH
(benepanbHBIl OpraH HCIOJHUTEIBHON BIACTH O MOOOYHBIX JCHCTBUSAX, HEXKEJIATEIBHBIX PEAKIIUAX,
CEPBE3HBIX HEKEIATEIbHBIX PEAKLUAX, HEIIPEIABUICHHBIX HE)KEJIATEIbHbIX PEAKIUAX IIPU PUMEHECHUN
JIEKApCTBEHHBIX IPENapaToB, 00 WHIWBUAYAIbHOW HENEPEHOCHMOCTH, OTCYTCTBHH 3()()EKTHBHOCTH
JIEKapCTBEHHBIX MPENapaToB, a Takke 00 MHBIX (akTax U OOCTOSTENbCTBAX, MPEACTABISIOUINX yTPO3Y
AKHU3HU WM 370POBBIO YeJIOBEKa JINOO KMBOTHOI'O IPU NMPUMEHEHHM JICKapCTBEHHBIX IPENnapaTtoB U
BBISIBJIGHHBIX Ha BCEX ATamax oOpalleHHs JeKapCTBEHHbIX IpemnapatoB B Poccuiickoit denepauuu u
JIPYTUX roCy1apCTBax.

4. JlepxaTenu WM BIIAJENIbLIbI PETUCTPALIMOHHBIX YAOCTOBEPEHUH JIEKAPCTBEHHBIX IIPENapaToB,
IOpUAMYECKHUE JIMIa, Ha HMS KOTOPBIX BBLAAHBI pa3pelIeHHs] Ha MPOBEACHUE KIMHUYECKUX
uccnenoBanuii B Poccuiickoit denepannu, 1100 yrnoJlHOMOYEHHbIE UMH JIpYTHE IOPUINYECKUE U B
pamkax oOecriedeHus: 0€30MacHOCTH JIEKAPCTBEHHBIX IIPENaparoB B MOPSJKE, YCTAaHOBJICHHOM
COOTBETCTBYIOIIUM YHOJHOMOYEHHBIM (peepanbHbIM OpPraHOM MCIIOJHUTEIBHON BJIACTH, OOS3aHBI
OCYILECTBIIAATh MPHEM, Y4eT, 00pabOTKy, aHaJIU3 M XpaHEHHE MOCTYIAIOMIUX B UX ajjpec OT CyOBbEKTOB
oOpaleHusl JEKapCTBEHHBIX CPEJCTB M OPraHOB T'OCYJApCTBEHHOM BIIACTH COOOIIEHUH O MOOOYHBIX
NEUCTBUSX, HEXKEJIaTeNbHBIX  pPEaKLUMsSX, CEpPhE3HbIX  HEXKENATeNbHbIX UM  HENpPEeABHIECHHBIX
HEeXKeJIaTeJIbHBIX pPEeaKIMsIX NpU TNPUMEHEHHM JIEKapCTBEHHBIX IpenaparoB, 00 OCOOEHHOCTIX WX
B3aUMOJICHCTBUS C JPYIMMHU JIEKAPCTBEHHBIMU IpenapaTaMH, UHIUBUAYaJbHOW HENEepeHOCHUMOCTH, a
TaKke 00 MHBIX (PaKTax U 0OCTOATENLCTBAX, MNPECTABISAIOIINX YIPO3Y JKU3HU WIM 370POBBIO YellOBEeKa
7100 )KUBOTHOTO MJIM BIUSIOMIMX Ha U3MEHEHHUE OTHOLICHUS 0XKUIAEMOM MOJIBb3bI K BO3MOKHOMY PHUCKY
IIPUMEHEHHUS JIEKaPCTBEHHBIX ITPENAPATOB.

5. Ilpu BbIsIBIEHNH HHGOPMAIMH O CEPHE3HBIX HEXKENATEIbHBIX PEaKIHUsIX M HEMpPeIBUICHHBIX
HEXKeJIaTeJIbHBIX PEeaKIMsIX NpU TNPUMEHEHHM JIEKapCTBEHHBIX IpenaparoB, 00 OCOOEHHOCTIX WX
B3aUMOJICHCTBUS C JAPYIMMHU JIEKAPCTBEHHBIMU IpenapaTaMH, UHIUBUAYaJbHOW HENEepeHOCHUMOCTH, a
TaKke 00 MHBIX (PaKTax U 00CTOSITENbCTBAX, BIUAIOIINX Ha U3MEHEHNE OTHOLLIEHHS 0XKUAeMOM MOJIb3bI
K BO3MOXHOMY pHCKY HpPHUMEHEHHs JIEKapCTBEHHBIX IpEenapaToB, JAEp)KaTeld WM BIAAEIbIIbI
PETUCTPAIIMOHHBIX YJJOCTOBEPEHUN JICKAPCTBEHHBIX MPENapaToB, OPUANIECKUE JTUIA, HA UM KOTOPBIX
BBIJIAHBI pa3pelleHus Ha MpPOBEACHME KIMHUYECKUX uccienoBaHuil B Poccuiickoit denepanuu, audo
VIOJTHOMOYCHHbIE WMHU JApYTHE IOPUIMYECKUE IJMIa O0sM3aHbl MPHUHATH MEphl, HAIpPaBICHHBIC Ha
YCTpaHEHUE HETaTHBHbIX IIOCIECACTBUI  IPUMEHEHUS TaKuX JIEKapCTBEHHBIX  IPernaparos,
NpenypexaeHue TPUIMHEHUS Bpela KU3HU WM 3/I0pPOBbIO YeJI0BeKa JIMOO KUBOTHOI'O, 3aIUTy UX OT
NPUMEHEHHUS TaKUX JIEKAPCTBEHHBIX IpenapaToB, Ha JONOJHHUTENbHBIM cOOp JaHHBIX 00
3G PEKTUBHOCTH U 6€30MAaCHOCTH TaKUX JIEKAPCTBEHHBIX MPETIapaToB.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

6. 3a HecooOIleHHWEe WM COKpBITHE WH(OpPMALUU, TPETYCMOTPEHHOM YacThio 3 HacTOALIEH
CTaThH, JEPXKATENN WA BIAJENbIbl PErUCTPALIMOHHBIX YAOCTOBEPEHUN JEKAPCTBEHHBIX IPENapaTos,
IOpUJIMYECKUE JIMIA, HAa HMMS KOTOPBIX BbIJAHbl Ppa3pelICHUs Ha NPOBEICHUE KIMHUYECKUX
uccnenoanuii B Poccuiickoit denepanuu, 100 yroTHOMOYEHHBIE UMH IPYTUE IOPUANYECKHUE JIUIIA, a
TaKKe JIOJHDKHOCTHBIE JIUIA, KOTOPBIM 3Ta HHGOPMAITUS CcTajda U3BECTHA 0 POAY UX MPOo(EeCCHOHATBHON
NEATEIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHMM C 3aKOHOJATEIbCTBOM Poccuiickoit
denepauuu.

7. Ilpu monmy4yeHUH YIOJTHOMOYEHHBIM (pesiepabHbIM OpraHOM HCIIOJIHUTENFHON BJIACTH B paMKax
OCyILIECTBJIEHUS UM (apMaKoHa30pa 10Ka3aTeJbCTB O HECOOTBETCTBHU JIEKAPCTBEHHOI'O IperapaTa
YCTaHOBJICHHBIM TPEOOBaHMSIM WM MPH TMOJIYYEeHHMH HH(POpPMAlMU O HECOOTBETCTBHM JaHHBIX 00
3G GEKTUBHOCTH U O 0€30IIaCHOCTH JIEKAPCTBEHHOIO IpenapaTa JaHHbIM O JIEKapCTBEHHOM IIpenapare,
CoJiepKALUMCS B UHCTPYKIMH 110 €r0 IPUMEHEHHIO (B TOM YHUCJIE BBISIBICHHBIX B XOJI€ OCYILECTBICHHS
(apMakoHa30pa KOHTPOJIBHO-HAA30PHBIMH OpraHaMU MHOCTPAHHBIX TOCYAApCTB), YHOIHOMOYEHHBIH
(benepanbHBIN OpraH UCHOJIHUTEIBHOM BIACTH B YCTAHOBJICHHOM MM IIOPSJIKE PacCMaTpUBAET BOIIPOC O
IIPUOCTAHOBJIEHUYU IIPUMEHEHUS TAKOT0 JIEKAPCTBEHHOI'O IIperapara.

Koncynprantlntoc: npumeyanue.
C 01.01.2026 nanmenoBanue ct. 65 uznaraercs B HoBoi peaakuuu (P3 ot 30.01.2024 N 1-D3). Cwm.

OyIylIyIo PEAaKIIHUI.

Cratbsa 65. NMpunoctaHoBNeHne NpUMeHeHUA NeKapCTBEHHOro npenapara

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

Koncynprantlntoc: npumeyanue.
C 01.01.2026 B 4. 1 ct. 65 BHOCcsATca m3meHeHus (D3 or 30.01.2024 N 1-®3). Cm. Oyaymryio

PEAAKITNIO.

1. Ilpu nonyyeHun uHGOpPMALIMU O HEXKEJIATEIbHBIX PEAKIUAX PU MPUMEHEHUH JIEKaPCTBEHHOTO
rpenapara, He yYKa3aHHbIX B MHCTPYKIUHU I0 MPHUMEHEHHUIO JICKAPCTBEHHOTO IIperapara, Cepbe3HbIX
HEXXEJATeNbHbIX PEaKLUUsAX, 00 OCOOEHHOCTAX €ro B3aUMOJEHCTBHS C JPYTUMH JIEKapCTBEHHBIMHU
npernaparamu, KOTOpble MOTYT IPEJCTaBIATh YIPO3Y XKH3HH WU 370POBBIO YelloBeKa JINOO KUBOTHOTO,
a TaK)Ke 0 HECOOTBETCTBUHU JTAaHHBIX 00 3((PEKTUBHOCTH U O OE30MACHOCTH JIEKAPCTBEHHOTO IpenapaTa
JAHHBIM O JIEKAPCTBEHHOM IIperapare, COACPKAUMCs B MHCTPYKLHMH II0 €r0 NPUMEHEHHUIO, B TOM
Yyclie OT YHOJHOMOYEHHBIX OPraHOB MHOCTPAaHHBIX I'OCYJapCTB, OOMEH KOTOPOM OCYIIECTBISETCS B
COOTBETCTBUM C COTJIAIICHUSAMU MEXAY YIOJIHOMOYEHHBIM (heepaqbHbIM OpraHOM HCIOJHUTEIBHON
BJIACTU U YIIOJHOMOUYEHHBIMU OPraHaMU MHOCTPAHHBIX IOCYJApCTB, YIOJIHOMOYEHHBIH (enepanbHbIi
OpraH MCIOJHMUTENBHOM BIACTH paccMaTpUBaeT BOIPOC O BO3MOXKHOCTH NMPUOCTAHOBJICHUS 0OpallieHHsI
TaKOro JICKAPCTBEHHOTO IIpernapara B MOPSJIKE, YCTAaHOBJICHHOM YIIOJHOMOYEHHBIM (enepaabHbIM
OpPraHOM MCIOJHUTEIbHOU BIACTH.

KoncynprantlIntoc: nmpumeyanue.
C 01.01.2026 4. 2 ct1. 65 uznaraercsa B HoBoM pemakuuu (D3 ot 30.01.2024 N 1-®3). Cm. Oyaymryto

PEAAKIINIO.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2. Ilpn HeEuCnolHEHMM WM HEHAIJICKAUIEM HCIOJHEHUM JEp)KATeNsIMU WM BiaJelbliaMU
PErUCTPALIMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX IPENaparoB, IOPUIAWYECKUMM JIMLIAMH, HA UM
KOTOPBIX BbIJaHbI pa3pelICHUs Ha IPOBEACHNUE KIMHUYECKUX ucciaenoBannii B Poccuiickoit denepanuu,
WIK YHOJHOMOYEHHBIMH MMM JPYTMMH IOPUIUYECKHUMM JIUIAMH O0S3aHHOCTEH, YCTaHOBIJIEHHBIX
yactsMu 3 U 4 crarbu 64 Hacrosimero denepalbHOTO 3aKOHa, JMOO B CiydasX MpEICTaBIICHUS
COOTBETCTBYIOIIIUM YIOJHOMOYEHHBIM (heJiepaabHbIM OPraHOM HCTIOJHUTEIBHOM BIACTH 3aKIIOUYEHHUS O
HEJJOCTOBEPHOCTH PE3YyJbTAaTOB KJIMHUYECKOTO HCCIEJOBaHUsl JIEKApCTBEHHOrO Ipemnapara i
MEIULMHCKOIO IIPUMEHEHUS, KOTOPOE€ OCHOBAaHO Ha pe3yabTrarax IPOBEPKH MEIULIMHCKON
OpraHu3alyy, I[POBOJUBIIEH YKAa3aHHOEC KIMHUYECKOE HCCIEJOBAaHUE C HApPYIICHUWEM IIPaBUI
HaJuIexalleld KIMHUYECKON MPAaKTUKU, U MPUBEJIO K MOJYyUYEHUIO0 HETOCTOBEPHBIX PE3ysIbTaToB, TUOO B
Cllydae HEBBINOJHEHMs] TPEANHUCAHUS, BBIJIAHHOTO YIOJHOMOYEHHBIM (elepalbHbIM OpPraHOM
WCIIOJHUTENIIBHOM  BJIACTH IO HWTOraM  OCYIIECTBICHHUS BBIOOPOYHOIO KOHTPOJS  KadecTBa
JIEKapCTBEHHOTO TMperapaTa, YHNOJHOMOYEHHBIN ¢eaepanbHbli OpraH HWCIOJHUTENBHON BIAcTH B
YCTaHOBJICHHOM MM IOPAJKE pacCMaTpuBaeT BOIPOC O IPUOCTAHOBICHUM IIPUMEHEHUS TAaKOTO
JIEKApCTBEHHOTIO IIpernapara.

Koncynprantlntoc: npumeyanue.
C 01.01.2026 4. 4 cT. 65 yrpaunBaet cuwry (D@3 ot 30.01.2024 N 1-D3).

3. YnonHOMOYeHHBIH (eaepanbHblii OpraH HCIOJHUTENBHONW BIIACTH TPHU MPEICTABICHHH €My
CBEICHMM O HECOOTBETCTBUU IPOMU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TpPEOOBAHMAM [PABUI
Ha/JIeKalleld MPOU3BOACTBEHHOM MPAaKTHMKM M (WJIM) O HapyLIEHHWU JIMIEH3UOHHBIX TpeOOBaHUH,
KOTOpbIE€ OBbUIM BBISIBJIEHBl B XOJl€ NMPOBEAECHUS WHCIEKTUPOBAHUS MNPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYLIECTBICHMS JHMIIEH3MOHHOTO KOHTPOJIs B cdepe NpOM3BOJCTBA JIEKAPCTBEHHBIX
CPEACTB M IIPUBEIM WIM MOIYT IPUBECTH K IIPOM3BOJCTBY JIEKAPCTBEHHBIX IIPENapaToB [yl
MEIULUHCKOTO MPUMEHEHUs, MPUYNHUBIINX WM CHOCOOHBIX MPUYMHUTH BPEJl KU3HU WM 3I0POBBIO
IPaXKJaH, pacCMaTpUBAET BOIIPOC O NMPUOCTAHOBICHUM NPUMEHEHHUs JIEKaPCTBEHHBIX IMPENapaToB Ui
MEIUIMHCKOTO IPUMEHEHHS B YCTAHOBICHHOM UM [OPAJKE B CICAYIOIINX CIydasx:

1) coctaB M (MIM) TEXHOJIOTHS MPOM3BOACTBA JICKAPCTBEHHOrO IperapaTa i MEIUIHUHCKOIO
MPUMEHEHHS (C ONMUCAHUEM CTaJIUi MPOU3BOJICTBA) OTIIMYAKOTCS OT 3asBICHHBIX B PETUCTPAIIMOHHOM
JIOCBE;

2) nexapCTBEHHbIN IpenapaTr A1 MEAUIMHCKOTO IPUMEHEHHS IPOU3BEIEH HAa IPOU3BOICTBEHHON
IJIOIIAJIKE, HE YKa3aHHOW B PErUCTPALIMOHHOM JIOChE;

3) y mnpousBoAMTENs JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JIOKYMEHTBI, MOATBEP)KIArOIINE
COOTBETCTBUE KayecTBa JIEKAPCTBEHHOrO IpenapaTa A MEAULUHCKOrO NMPUMEHEHHs, BBOJUMOIO B
rpak1aHCKHI 000poT, TpeOOBaHUSIM, YCTAHOBJICHHBIM IIPU €0 rOCy1apCTBEHHON PEerucTpaluy;

4) TOpoM3BOAMUTENEM JIEKAPCTBEHHBIX CPEIACTB B COIVIACOBAHHBIM C COOTBETCTBYIOILUM
YIIOJIHOMOYEHHBIM (pe/iepaibHbIM OPTaHOM HCIIOJHUTEIBHON BIACTH CPOK HE YCTPaHEHBI HAPYIICHUS
TpeOoOBaHUI MpaBUJl HaAJEXKaleHd MPOU3BOACTBEHHON MPAKTUKKU U (WJIM) JUIEH3UOHHBIX TpeOOBaHUI,
KOTOpbIE OBbUIM BBISIBJIEHBl B XOJI€ IPOBEAECHUS HHCIEKTUPOBAHUS IPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYILIECTBICHHS JMIIEH3MOHHOTO KOHTPOJIsl B cdepe NpOM3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB M MpPHUBEIM WIA MOTYT NPHUBECTH K IPOU3BOACTBY JIEKAPCTBEHHBIX IpPENaparoB Ul
MEJIULMHCKOTO NMPUMEHEHUs], MPUUYNHUBIINX WM CHOCOOHBIX NPUYMHUTH BpEJl KU3HU WU 3]I0POBbBIO
rpaXKaaH.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(uacts 3 BBenena denepanbubiM 3aKoHOM 0T 04.06.2018 N 140-D3)

4. YnomHOMOUYEHHBIH (enepanbHblii OpraH HCHOJHUTENBHOM BJIACTH NPU HAIUYUU y HETO
CBEJCHMM O HECOOTBETCTBUU IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IPABUI
HaJuIexalled MpPOU3BOACTBEHHON MpakTUKW M (WIM) O HapyLIEHUH JHUIEH3MOHHBIX TpPeOOBAHUM,
KOTOpble ObUIM BBISBIEHBI B XOJ€ MPOBEICHUS WHCIEKTUPOBAHHUS IMPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYILIECTBICHHS JHMIIEH3MOHHOTO KOHTPOJIsSl B cdepe IpOM3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB M MpPHUBEINM WIA MOTYT IPHUBECTH K IPOU3BOACTBY JIEKAPCTBEHHBIX IpPENaparoB Ul
BETEPUHAPHOTO MPUMEHEHHsI, IPUYMHHUBIIUX WIM CIIOCOOHBIX MPUYMHUTH BPE]] )KU3HU WM 3]I0POBBIO
KUBOTHBIX, pacCMaTpUBAET BOIPOC O MPUOCTAHOBICHUU PEATU3aLUU U IPUMEHEHHUS JIEKapCTBEHHBIX
[IpenapaToB JUIsl BETEPUHAPHOTO IPUMEHEHUS B YCTAHOBJIIEHHOM MM [IOPSJIKE B CIEAYIOIINX CIydasiX:

1) coctaB M (WJIM) TEXHOJIOTHUS MPOU3BOJACTBA JIEKAPCTBEHHOI'O Ipemnapara JUis BEeTEepUHAPHOTO
IIPUMEHEHH (C ONMCAHUEM CTaJuil MPOU3BOJCTBA) OTIMYAIOTCA OT 3asBJIEHHBIX B PETUCTPALIMOHHOM
JI0ChE;

2) neKapCTBEHHBIN Mpenapar /il BETEpUHAPHOTO MPUMEHEHHS IPOU3BECH Ha MPOU3BOICTBEHHOM
IUIOLIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM J0ChE;

3) y npou3BOAUTENS JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTBHI, IMOJTBEP:KIAOLINE
COOTBETCTBUE KayecTBa JIEKAPCTBEHHOrO Mpemnapara Juisi BETEPUHAPHOIO MPUMEHEHHs, BBOJUMOTO B
IpaXXIaHCKHUI 000pOT, TPeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €r0 rOCYJapCTBEHHOM perucTpaluy;

4) Tpou3BOAMTENEM JIEKAPCTBEHHBIX CpPEJACTB B COIVIACOBAHHBIA C COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (heJiepadbHbIM OPTaHOM HCIIOIHUTENBHON BIACTH CPOK HE YCTPAaHEHBI HAPYIIICHUS
TpeOOBaHMI MPaBUII HAJUICKAIICH MPOU3BOJICTBEHHOW MPAKTUKH U (WJIM) JIMIIEH3MOHHBIX TPEOOBAHUIA,
KOTOpbIE OBUIM BBISIBIICHBI B XOJIe MPOBEACHUS WHCIIEKTHPOBAHUS TPOM3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB WJIM OCYIIECTBICHHS JMIIEH3HOHHOTO KOHTpOJiI B cdepe MNpOM3BOACTBA JIEKAPCTBEHHBIX
CPEICTB M TMpPUBEIM WIM MOIYT MPUBECTH K IPOU3BOJCTBY JIEKAPCTBEHHBIX IIPENapaTroB IS
BETEPUHAPHOTO MPUMEHEHUS, TPUYNHUBIINX WM CIIOCOOHBIX MPUUYUHUTH BPE KU3HU WM 370POBBIO
KUBOTHBIX.

(uactp 4 BBeneHa denepanbHbiM 3aK0HOM 0T 04.06.2018 N 140-D3)

7. B nmopsizike, mpeayCMOTPEHHOM YacThi0 4 HACTOSIICH CTaThH, YIIOJTHOMOUYCHHBINA (eepaTbHbBIN
OpraH MHCIIOJIHUTEIBHOW BIACTH paccMaTpUBAaeT BOIPOC O MPHUOCTAHOBICHUM peaju3alud U
IIPUMEHEHHs JICKapCTBEHHOI'O Ipernapara il BETEPUHAPHOIO NPUMEHEHMs B CIy4yac BBIABICHUS B
IpaXJaHCKOM 000pOTe€ Cepuu JIEKapCTBEHHOIo MpemapaTra Uil BETEPUHAPHOTO IMPUMEHEHUS,
JOKYMEHTBI U CBEIEHUS O KOTOPOW, MPEAyCMOTpeHHbIe YacTaMu | - 3 u 6 ctatbu 52.2 HACTOSAILIETO
@denepalIbHOTO 3aKOHA, HE INPEACTaBIEHbl B YKa3aHHBIA OpraH, JIMOO CEpUHM MMMYHOOMOJIOIMYECKOIO
JIEKapCTBEHHOI'O IpermapaTa Jjsi BETEPUHAPHOIO IPUMEHEHMs, HE HUMEIoLeH pa3penieHus,
MIPEAYCMOTPEHHOr0 4acTeio 8 cratbu 52.2 Hacrosmero denepanbHOro 3akoHa. B ykazaHHOM ciydae
YIOJIHOMOYEHHBIH  (pefiepanbHblii  OpraH HUCIOJHUTEIBHOW BJIACTH NPUHUMAET pEUIeHHe O
IIPUOCTAHOBJICHUY PeaIN3alyi U IPUMEHEHMS] TAKMX CEPUN JI0 MIPEICTABICHNS YKa3aHHbBIX JOKYMEHTOB
U CBeJICHH 100 710 MOTY4YEeHHUS YKa3aHHOTO pa3peIIeHusl.

(uactp 7 BBeneHa denepanbHpiM 3aKkoHOM oT 02.07.2021 N 317-D3)

CraTtbsa 66. UHpopmauma o pesynbtaTtax hapmakoHagsopa

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

VYHonHOMOYEeHHBIH  (efepaibHbli  OpraH  MCIOJHUTENBHOW  BIAcTH,  OCYLIECTBISIOIIMN
(apMakoHa30p, MO €ro pe3ysibTaTaM pa3MellaeT Ha cBoeM oduIMaIbHOM caiite B cetu "HHTepHer"
MHPOPMALIUIO O:

1) BBbISABJICHUMW HOBBIX IOATBCPKACHHLIX JaHHBIX O MOOOYHBIX I[GflCTBI/I?IX, HEXCIIaTCIbHBIX
pC€aKknuaXx, CECPbLE3HBIX HEKCIATCIBbHBIX PEAKIUAX, HCIPECABUACHHBIX HCKCIATCIbHBIX PCAKIUAX ITPU
IIPUMEHCHUU JICKAPCTBECHHOI'O IIp€IiapaTra, B TOM YUCJIE BIMAOINX HAa OTHOHICHUEC OX(HHaeMOﬁ IT1OJIB3BI
K BOBMOKHOMY PUCKY IPUMCEHCHUS JaHHOT'O JICKAPCTBCHHOT'O IIPCIIapara,

2) IMMPUHATLIX PCHICHUAX O BHCCCHUU U3MEHEHHH B HHCTPYKIHUIO IO NPUMCHCHUIO JICKAPCTBCHHOI'O
npemnapara, 0 MpUOCTAHOBJICHUU IMPUMCHCHUA JICKAPCTBCHHOI'O IIpCliapara, 00 U3BIATHU U3 O6paH_I€HI/I$I
JICKApCTBCHHOT'O ITpCriapaTta Uinu o BO300HOBJICHHU MMPUMCHCHUS JICKAPCTBCHHOI'O Mpcriapara.

naea 14. UH®OPMALUA O NIEKAPCTBEHHbIX NMPEMAPATAX. CUCTEMA
MOHUTOPWUHIA OBUXEHUA NNIEKAPCTBEHHbIX NMPEMNAPATOB
anAa MEQUUMHCKOIo NPUMEHEHUA
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. UHdopmauus o nekapcTBeHHbIX npenapatax. Cuctema MOHUTOPUHra
ABWXEHUS NieKapCcTBEHHbIX NpenapaToB AN MeAULUHCKOro NpUMeHeHus
(B pen. ®enepanbHoro 3akona ot 28.12.2017 N 425-03)

1. Madopmanuss 0 JeKapCTBEHHBIX IMpenaparax, OTIYCKAEMBIX IO PELEenTy Ha JIeKapCTBEHHBIN
Ipenapar, JO0JKHA COAEpXKAaThbCsl TOJIbKO B CIELMAIM3MPOBAHHBIX M3JAHUAX, NPEIHA3HAYEHHBIX IS
MEJUIMHCKHUX, (papMaleBTUYECKHX paOOTHUKOB, CIIEIHAIIMCTOB B 00siacTu BetepuHapuu. MHpopmanus
O JIEKapCTBEHHBIX IpenapaTax Ajs CIEUUATIUCTOB B 00JIACTH OOpallleHHs JIEKapCTBEHHBIX CPEICTB
MOJKET COJepXKaTbCsi B MOHOrpadusx, cipaBOYHMKAX, HAYYHBIX CTaThsX, B JOKJIaJaX Ha KOHIpeccax,
KOH(EepeHIMAX, CUMIO3UyMax, HAy4yHBIX COBETaX, a TaKXe B HWHCTPYKIMAX [0 NPUMEHEHHIO
JIEKapCTBEHHBIX IIPENApPATOB.

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

2. Undopmanus o JeKapcTBEHHBIX IpernapaTax, OTIyCKaeMbIX 0e3 pelenTta Ha JIeKapCTBEHHBIN
mpernapaT, MOXET COJEp)KaThCs B MyOJIMKAMSIX U OOBABICHUSX CPEICTB MaccoBOW HH(OpMAaLNU,
CHEIHATM3UPOBAHHBIX M OOIIMX MEYATHBIX U3IaHUSAX, HHCTPYKIUAX MO MPUMEHEHUIO JIEKAPCTBEHHBIX
MpernapaToB, UHBIX U3JIaHUAX CyOBEKTOB OOpallleHHsl JIeKapCTBEHHBIX CPeCTB. PekiiaMHble MaTepuabl
0 JIEKapCTBEHHOM IIpenapare, OTIycKaeMOM O€3 pelnenTta Ha JIEKApCTBEHHBIM Ipenapar, JOKHBI
COOTBETCTBOBATh MHCTPYKILIHUU MO MPUMEHEHUIO JIEKAPCTBEHHOIO MIpernapara.

3. JlomyckaeTcs HCHOJb30BaHUE JTIOOBIX MaTepUaIbHBIX HOCHUTEJEH, MO3BOJIAIONIUX XPaHUTH,
nepeaaBaTh U UCIOIb30BaTh MHPOPMALIMIO O JIEKApCTBEHHBIX MpernapaTax 0e3 ee HCKaXeHHUs.

4. JIna ueneil uaeHTU(UKALUU YIMAKOBOK JICKAPCTBEHHBIX IpenapaToB Ais MEAMLIUHCKOTO
IIPUMEHEHHUs MPOU3BOJUTEIN JIEKAPCTBEHHBIX CPEIACTB B IOpPSJKE, YCTaHOBICHHOM lIpaBurenscTtBOoM
Poccuiickoit ®Penepanuu, HAHOCAT Ha [EPBUYHYIO YIAKOBKY (B OTHOIIEHMH JIEKApPCTBEHHBIX
[IpenapaToB JUIsl MEAULIMHCKOTO MPUMEHEHNS, AJI1 KOTOPBIX HE MPEyCMOTpEHa BTOpUYHasl YIIaKOBKa) U
BTOPUYHYIO (IIOTPEOUTENBCKYIO) YIMAaKOBKY JIEKAPCTBEHHBIX IMpenapaToB ISl MEAULUHCKOIO
IPUMEHEHHUs CpEeACTBa HACHTHU(PUKALMM, 3a HCKIOYEHUEM JIeKapCTBEHHBIX IpenapaToB Jjs
MEIULMHCKOTO IPUMEHEHUS, TPOU3BOIUMBIX JUIS IPOBEAEHUS KIMHUYECKUX UCCIEAOBAHNMN, JKCIIOPTA,
JIEKapCTBEHHBIX IIPENapaToB A MEIULMHCKOTO NMPUMEHEHHMs, YKa3aHHBIX B YacTsAx 5 u 8 crateu 13
Hacrosmero dexepanbHOro  3aKoHa, paano(apMaleBTUUECKHX JIEKAPCTBEHHBIX  IIPENaparos,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BBICOKOTEXHOJIOTHYHBIX JIEKAPCTBEHHBIX IMPEMapaToB, KOTOpbIE MPOU3BEICHBI MAIBIMU CEPUSMU,
COCTOST M3 OJHOW WJIM HECKOJBKUX J103 BBICOKOTEXHOJOTMYHOIO JIEKAPCTBEHHOIO IIpernapara,
IIpeIHAa3HAaYeHbl Ul KOHKPETHOrO IallM€HTa, HMMEIOT KOPOTKMM CpPOK TOJHOCTH (IO JEBSHOCTA
KaJIeHJAApHBIX AHEW) W (WIKM) TeMmmepaTypHBI PEeXUM XPAaHEHUS U TPaHCIOPTUPOBaHMUS MHHYC 60
rpagycoB llenbcus wiaM HuXKe, NMUABOK MEIUIIMHCKUX W Ta30B MEIUIMHCKUX. JlJi JeKapCTBEHHBIX
[pernapaToB C  MEXIyHapOJHBIM  HENAaTeHTOBAaHHBIM  HaWMMEHOBaHHEM "OJTaHoa"  CpPeAcTBO
UACHTU(PHUKAIIMN HAHOCUTCS HA BTOPUYHYIO (MOTPEOMTENBCKYI0) YMAaKOBKY B CiIydae, €CIM Takas
yIaKOBKa  SIBJSIETCS ~ MHAMBUAYQJIbHOW  BTOPUYHOM  (MOTPEOMTENbCKOM)  YHAKOBKOW  3TOTO
JICKapCTBEHHOTO Iperapara, a B cily4yae OTCYTCTBHsSI BTOPHYHOU (MOTPEOUTENBCKOW) YMAKOBKH MU
HaJIM4Yusl YHaKOBKH, B KOTOPOM HaxoJUTCs Oosee OJHOW €IUHUIIBI YKa3aHHOI'O JIEKapCTBEHHOI'O
npernapaTa B IEpBUYHON YIIaKOBKE, CPEACTBO UACHTU(UKAIIMA HAHOCUTCS HA MEPBUYHYIO YIIAKOBKY.
(dactpb 4 BBeneHa DepepanbHbIM 3akoHOM OT 28.12.2017 N 425-®3 (pen. 27.12.2019); B pen.
®enepanbHbix 3ak0HOB 0T 04.08.2023 N 428-D3, ot 30.01.2024 N 1-D3)

5. XapakTepuUCTHKHM CpeICTBa WACHTH(HKAINU, I[OPAIOK €ro HaHeceHHWs M TpeOOoBaHUS K
CTpyKType U (popmary MHPOpPMALUU, KOTOPYIO COJEPKHUT CPEACTBO HICHTH(HUKALNU, OMPEACIISIOTCS
[IpaBurenscTBOM Poccuiickoit deneparum.

(dactpb 5 BBenena denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

6. llopsnok co3naHus, pa3BUTHs, BBOJA B OKCIUIyaTalUIO, JKCILIyaTallid M BbIBOJA W3
JKCIUTyaTallud CHCTEMbl MOHUTOPWHIA JIBU)KEHMSI JIEKAPCTBEHHBIX IPENapaToB ISl MEIUIIMHCKOTO
NPUMEHEHMS, HOPSJIOK NpeAOoCTaBleHUsT HMH(GOpMAIMM, CoJepiKalieiics B CHUCTEeME MOHUTOPHHIA
JIBUOKEHMSI JIEKAPCTBEHHBIX IPENapaToB JJIs MEAMIMHCKOIO IPUMEHEHHUS, U NOPAIOK B3aUMOJEHCTBUS
YKa3aHHOW CHCTeMBl C WHBIMH TOCYJapCTBEHHBIMH  HWH(GOPMAIIMOHHBIMH  CHCTEMaMH U
MH(OPMALIMOHHBIMU ~ CHCTEMaMHU IOPUIMYECKUX JIMIl W HWHAWBUIYaAJIbHBIX MpeAIpUHUMATENEH,
yKa3aHHbIX B 4YacTsAx 7 W 10 Hacrosmel crtaTebu, ycranaBiauBaroTcs [IpaButensctBoM Poccuiickoi
@enepaunn. OnepaTopaMyd CUCTEMbI MOHUTOPUHIA JIBH)KEHMSI JIEKAPCTBEHHBIX IpENapaToB IS
MEIULMHCKOTO TPUMEHEHUS SBISIOTCS (elepalbHbIl OpraH MCIOJHHUTENIbHON BiacTH W (WIN)
opranuzanus, ynonsoModeHusle [IpasurensctBom Poccniickoit denepanun.

(uactp 6 BBeneHa denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-D3)

7. Opuanueckue Juma 1 MHANBUIYJIbHBIE TTPEANMPUHUMATENN, OCYIIECTBISIONINE TPOU3BOJICTBO,
XxpaHeHnue, BBo3 B Poccuiickyto ®enepainuio, OTIYCK, pealu3aluio, IepeAady, HpPUMEHEHUEe u
YHUUTOKEHHUE JICKapPCTBEHHBIX MPENapaToB A METUIIMHCKOTO MPUMEHEHUs, 00ECIIeUNBAIOT B MOPSIKE
U B cOCTaBe, KOTopble ycTaHoBieHbl IIpaButenbctBom Poccuiickoit ®denepanuu ¢ ydeToMm BHUIA
OCYIICCTBIIIEMO WMHU JEATEIHHOCTH, BHECEHHE WH(POpPMAIMU O JICKAPCTBEHHBIX Tpernaparax s
MEJIUIIMHCKOTO TPUMEHEHUsI B CHCTEMY MOHUTOPHUHTA JIBIKCHUS JICKAPCTBEHHBIX MPENapaToB IS
MEIUIIMHCKOTO TIPUMECHCHHUS.

(dactp 7 BBenena denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHBIE Npenaparbl Uisi MEAULIMHCKOIO IIPUMEHEHUs, IpeIHa3HAYeHHbIEC U
obecrieyeHust NI, OOJNBHBIX TeMO(UINeH, MyKOBHCUUA030M, TMIO(U3APHBIM HAHU3MOM, OOJIE3HBIO
lomie, 3710KaueCTBEHHBIMH HOBOOOpPA30BaHUSAMHU JIMM(POUIHON, KPOBETBOPHOW M POACTBEHHBIX UM
TKaHEW, pacCessHHBIM CKJIEpO30M, JIMI[ [OCJ€ TpPAHCIJIAaHTAlUK OpraHoB M (WMJM) TKaHew,
npou3BeneHubie a0 31 gexabps 2019 roma, a Takke WHBIE JICKAPCTBEHHBIC TMpenapaThl IS
MEIUIMHCKOTO IPUMEHEHUs, mpousBeacHHble 10 1 uronst 2020 ropa, mojuiexaT XpaHEHUIO, IIEPEBO3KE,
OTIIYyCKY, pealu3aluu, nepeaaye, NpUMEHEHUI0 0e3 HaHEeCEHUs CPeACTB UICHTU(DUKALMYU 10 UCTEUCHUS
cpoka ux rogHocTu. IIpaButensctBo Poccuiickoit denepanyu BpaBe YCTAaHOBUTh OCOOCHHOCTH BBOJA
B IpaKJaHCKUI 000POT JIEKapCTBEHHBIX NPENapaToB AJIsi MEAULUHCKOTO IPUMEHEHUS, IPOU3BEIEHHBIX
B nepuoxa ¢ 1 wmrons 2020 roma mo 1 okradps 2020 roma. B mensx BBoga B TpakTaHCKHA 000POT
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JIEKapCTBEHHbIE Mpernaparbl s MEIUIMHCKOTO NPUMEHEHHUs, 3a MCKIIOYEHHEM JIEKapCTBEHHBIX
NpernaparoB, MpeAHAa3HAYCHHBIX JUIsl OOeCHeueHHs JHL, OOJBHBIX TeMO(HINEH, MYyKOBHUCIIHIO30M,
runogu3apHbIM HAHU3MOM, Oo0Jie3HbIO [ ole, 3710Kka4eCTBEHHBIMH HOBOOOPA30BaHUSAMH JIMM(POUTHOH,
KPOBETBOPHOM M POJICTBEHHBIX MM TKaHEH, PAacCESIHHBIM CKJIEPO30M, JHI] TOCI€ TpaHCIUIaHTaLUU
OpraHoB W (WJHM) TKaHEW, MPOU3BEJCHHbIE 3a mpezenaMu Tepputopun Poccuiickoit @enepanun 1o 1
okTs10ps 2020 roma, moryT ObITh BBe3eHbl B Poccuiickyto ®eneparuio g0 1 suBaps 2021 roma B
nopsiake, ycraHoBieHHoM [IpaBurensctBom Poccuiickoit @enepanuyn, O0e3 HaHECEHHs CPEICTB
UICHTU()UKAIIH.

(B pen. @enepanbHbix 3aK0HOB 0T 27.12.2019 N 462-P3, ot 13.07.2020 N 206-P3)

8. Opranmzanus WHOOPMAMOHHOTO B3aUMOJICHCTBUS CHUCTEMBl MOHHUTOPHHTA JBUKCHHS
JICKApCTBEHHBIX TPEMapaToB Uil MEIWIIMHCKOTO TPHUMEHEHHUs C WHBIMH TOCYJapCTBEHHBIMHU
MH(OPMALIMOHHBIMU CHCTEMaMHU 00ecleyrBaeTcsl B TOM 4YHCIIE IOCPEICTBOM HHGPACTPYKTYPHI,
obOecrnieunBaromield MHPOPMAIIMOHHO-TEXHOJIOTHYECKOe B3aUMOJICHCTBHE WH(GOPMAIMOHHBIX CHCTEM,
WCTONIB3YEMBIX I TPEIOCTABICHUS TOCYJIAPCTBEHHBIX W MYHHIIMIAIBHBIX YCIYT M HCIOJHEHUS
rOCYJapCTBEHHBIX M MyHHIUTIAIBHBIX (QYHKIUI B 3JIEKTPOHHOU opme.

(uactp 8 BBeneHa denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-D3)

9. Undopmanus, coaepxaiiascs B CUICTEME MOHUTOPUHTA JIBUKEHUS JIEKApCTBEHHBIX MPENapaToB
IUI MEJIMLIMHCKOTO IIPUMEHEHUs, ABJseTCs HH(popMalMeld OrpaHUYeHHOT0 JOCTyIIa B COOTBETCTBUHU CO
cratbeii 9 @enmepanbHoro 3akoHa ot 27 wmrong 2006 roma N 149-®3 "O6 wunbopmanuu,
MH(POPMALIMOHHBIX TEXHOJOTHSX W O 3amuTe HHpopManuu"', 3a HCKIIOYCHHEM HWH(OpMalUHy,
HEIOMYCTUMOCTh OTPaHUYEHUs JOCTyIa K KOTOPOil ycTaHOBIEHA (enepaabHbIMH 3aKOHAMH, a TAKKe
nHpopmanuu, otHeceHHON [IpaBurensctBoMm Poccuiickoit @enepanii B COOTBETCTBUU C HACTOSIILIUM
@denepallbHBIM ~ 3aKOHOM K oOmienoctynHod — uHpopmaruu. OOmenoctynHas — uHGOpManus,
coJiepKallasicsi B CUCTEME MOHMTOPHMHIA JBM)KECHUS JICKaPCTBEHHBIX NMPENApPaTOB Ul MEIAULIUHCKOIO
NPUMEHEHMs, pa3MelnaeTcs B HHGPOPMalMOHHO-TEIEKOMMYHUKAMOHHOW cetu "MHTepHer" (B TOM
yruciae B (opMe OTKpBITBIX [aHHBIX) B MOpAJIKe, ycTraHOBIeHHOM IlpaButensctBoM Poccuiickoit
denepauuu.
(uactp 9 B pen. @enepanpHoro 3akoHa oT 04.08.2023 N 474-D3)

9.1. Hoctyn x uH(bOpMaIuu, CoAepKalIehcs B CUICTEME MOHUTOPHHTA ABUKEHUS JICKAPCTBEHHBIX
MpernapaToB i MEAULMUHCKOIO MPUMEHEHHs, 00ecCleyrBaeTcsl OnepaTopoM CUCTEMbl MOHUTOPHHTA
JBUYKEHUS JIEKAPCTBEHHBIX IMPENaparoB JUisi MEIULUHCKOTO NMPUMEHEHHS B MOPSAKE, YCTAaHOBJIEHHOM
[IpaButensctBoM Poccuiickoit dPenepauuu, B COOTBETCTBUHM C 3aKOHOJATEIbCTBOM Poccuiickon
Oeneparit - 00  wHPOpMANUKM, HHOOPMAIMOHHBIX TEXHOJOTHSX W O 3amure WH()OpMAINH,
3aKoHOaTenbCcTBOM Poccuiickoni @enepauuu O TOCYJAapCTBEHHOM TalHE, 3aKOHOJATENbCTBOM
Poccniickoit denepanuy 0 KOMMEPYECKON M HHOM OXPaHAEMOW 3aKOHOM TalHE U C YYETOM IOJIOKEHUI
Hactosimieit cratbu. [IpaBurenbctBo Poccuiickoii ®enepanuu BpaBe yCTaHABIMBATh IMEPEUYCHB
JIEKapCTBEHHBIX TMpEenapaTroB AN MEAWIMHCKOTO TMpPUMEHEeHHs U (WIM) TPYyNn JeKapCTBEHHBIX
MpemapaToB AN MEAWIIMHCKOTO MPUMEHEHUS U OCOOCHHOCTH JOCTyNma K HWHGPOpPMAIUU O TaKUX
JIEKApCTBEHHBIX IIpernaparax, CcojJepiKalleiicss B CHCTEME€ MOHUTOPHHIA JIBHXKEHUS JIEKApCTBEHHBIX
MpenapaToB Il MEAUIIUHCKOTO IPUMEHEHHUS.

(uactp 9.1 BBeneHa ®enepanbHbIM 3akoHOM OT 04.08.2023 N 474-D3)

9.2. Tlonb3oBarenn CHUCTEMbl MOHUTOPUHIA JIBMOKEHUSA JICKAPCTBEHHBIX IIPENapaTtoB it
MEIHUIIMHCKOTO TMPUMEHEHHs O0NaJaloT MpaBOM OCTyna K WHGOpMalWu, COJAepKallelcs B cucTeMe
MOHHUTOpPHHIA JBHKECHUS JIEKAPCTBEHHBIX MPENaparoB I MEIUIMHCKOrO NPUMEHEHHS, C YYETOM
OTpaHMYEHUI JOCTymna K yKa3aHHOW WHGPOpPMAIMU U €€ TOocIeayromeil 00paboTke, yCTaHOBIECHHBIX
HactosiM  DenepaibHBIM 3aKOHOM W MHBIMA HOPMAaTHMBHBIMU MPABOBBIMHU aKTamMu Poccuiickon
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 23.07.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.10.2025
06 obpalLeHn nekapCTBEHHbIX CPeACTB

denepauuu.
(uactpb 9.2 BBenneHa MenepanbHbiM 3ak0HOM OT 04.08.2023 N 474-03)

9.3. ®expepanpHble OpraHbl UCIIOJHUTEIBLHOW BIACTH M HCIOJHUTEIbHBIE OpPraHbl CyOBEKTOB
Poccniickoit @enepannu B 1ensax, onpeneneHHelx llpasurensctBom Poccniickoit denepanuu, UMEOT
MpaBo JOCTyINa K UHOpMaMU O cyObeKTax OOpalleHHs JeKapCTBEHHBIX CPEICTB, O JIEKapCTBEHHBIX
npemnaparax U 06 000poTe TAKMX JEKapCTBEHHBIX MIPENapaToB, HEOOXOAUMOM AJIs BBINOJIHEHUS 33134 U
OCYILECTBIICHUS] (DYHKIMI, BO3J0KEHHBIX Ha (enepalbHble OpraHbl HCIOJHUTEIBHOW BJIACTH H
UCTIOJIHUTENIbHBIE Opranel cyOBbekToB Poccuiickoit ®Penepanuu, cTraTHCTHYECKOH HHMOpMAIMHM O
JIEKapCTBEHHBIX MpenapaTtax u o0 ux obopore, a Takke K odmenoctynuoil napopmanuu. CoctaB 3TOH
WHPOPMALIUN OTNPEEIIETCS COTJIANICHUAMH 00 WH(POPMAIMOHHOM B3aMMOJCHCTBHH, 3aKIFOUYCHHBIMHU
OIepaToOpOM CHUCTEMbl MOHMUTOPUHIA JIBWKEHHUS JIEKAPCTBEHHBIX IpEnaparoB s MEIULUHCKOTO
IIPUMEHEHU ¢ (efepabHbIMU OpraHaMM HUCIOJHUTENbHOM BJIACTH WM UCIOJIHUTENBHBIMU OpraHaMu
cyorekTtoB  Poccuiickoit  ®enepanuu W QenepalbHBIM  OPraHOM — HCIIOJHUTENBHOW  BJACTH,
OCYWIECTBISIONIMM (YHKIMM TIO BBIpa0OTKE U pealn3allid TOCyJAapCTBEHHON TOJUTHUKU H
HOPMAaTHUBHO-IIPABOBOMY PETyJIMPOBAHUIO B chepe 31paBOOXpaHEHHS.

(uactp 9.3 BBeneHa denepanbHbiM 3ak0HOM OT 04.08.2023 N 474-D3; B pen. @enepalbHOr0 3aK0HA OT
08.08.2024 N 232-®3)

9.4. CyObekT oOpalieHHs JIGKAPCTBEHHBIX CPEICTB MMEET MpaBO JOCTyna K HHpopManmu o0
OTEpalUAX C JICKAPCTBEHHBIMHU TIpenapaTaMy Ui MEIUIIMHCKOTO TPUMEHEHHS, COBEPIICHHBIX STHM
CyOBEKTOM OOpaIIeHHs JIEKaPCTBEHHBIX CPEJICTB, a TAKKE K 0OIIEAOCTYMHON HHPOPMAITHIH.

(dactp 9.4 BBenena denepanbubiM 3akoHoM 0T 04.08.2023 N 474-D3)

9.5. OnepaTop CUCTCMbI MOHUTOPUHTA ABUXXCHUA JICKAPCTBCHHBIX MPCIIapaToB JJIsI MCAUITHUHCKOI'O
MpUMEHEHHs o00JlaZlaeT MpaBOM JOCTyNa K HH(oOpMmanuu, cojepkauieiicss B CUCTEME MOHUTOpPHHTA
JIBYDKEHUS JICKAPCTBEHHBIX IPEMapaToB ISl MEJUIIMHCKOTO TNPHUMEHEHUs, BKIIIOYas HH(OPMAIIHIO
OTPaHUYEHHOIO JIOCTYIA, C BO3MOXKHOCTHIO €€ OOpa0OTKH, B TOM YHCJIE €€ NPEIOCTABICHUS H
pacnpocTpaHeHusi, obecriedeHus JAOCTyNa K Hed M OKa3aHUs YCIyr C €€ HCIIOJIb30BaHHEM (Janee -
00paboTKa).

(dactpb 9.5 BBenena denepanbHbiM 3akoHOM 0T 04.08.2023 N 474-D3)

9.6. OnepaTop cUCTEMbl MOHUTOPUHTA JIBHKCHHUS JICKAPCTBEHHBIX TPEMAPaTOB /ISl METUIIHHCKOTO
NPUMEHEHHS MOXKET OCYILIECTBIATH 00pabOTKy MH(POPMAIMK OTPaHUYEHHOTO JOCTYIIA, COAepIKAIICHCS
B CUCTEME MOHHMTOPHHTIA JBIKCHHS JIEKAPCTBEHHBIX MPENapaToB sl MEAUIIUHCKOTO IPUMEHEHUS, TIPH
YCIOBUM O00s3aTE€ILHOTO 00€3MMYMBAaHUS TAaKOM WH(POpPMALMU B COOTBETCTBUH C YTBEPXKIAEMBIMHU
(benepanbHBIM OPraHOM HCHOJHHUTEIBHOM BIIACTH, OCYIIECTBIISIONMM (QYHKIUH TO BBIPAOOTKE H
peanu3ali TOCYNapCTBEHHOM TIOJIMTUKA W HOPMAaTHBHO-NIPAaBOBOMY pETYJIHMPOBAaHHIO B cdepe
3IpaBOOXPAaHEHMS, 110 COTJIACOBAHMIO C (enepanbHbIM OPraHOM  HCIIOJHHUTENBHOM  BIIACTH,
OCYIIECTBIISIOIMINM (YHKIMU TI0 KOHTPOJIIO U Ha30py B cepe NHPOPMAIIMOHHBIX TEXHOJIOTUH U CBSI3H,
U (QenepalbHBIM OPraHOM HCIIOJIHUTENBHOW BIAacTH B oOmacTh oOecriedyeHHs Oe30MacHOCTH
TpeOOBaHUAMHM K OOC3JIMYMBAHUIO TakKoil WHPOpPMALMKM W METOJaMH OOE3IMYMBAHMUSA TaKOH
uHpopmanuu. O6e3nuueHHas WHPOpMaNMs, IOJNyuYeHHAas B pe3yJbTaTe yKa3aHHOW o0paboTKu u
coJiepKamasics B CUCTEME MOHUTOPHHTA JBW)KEHUS JIEKaPCTBEHHBIX IPENapaToB JUIsi MEAMIIMHCKOTO
MPUMEHEHHS, SBISIETCS] HHPOpMaIuei orpaHndeHHOro noctyna. O0e3nmueHHass HHPOPMAIHs, JOCTYI K
KOTOpOW OBUT 00ECIIeUeH OMepaTopoM CHCTEMbl MOHHUTOPUHTA JBM)KEHHS JICKAPCTBEHHBIX IPEIapaToB
IUTSL METUIIMHCKOTO MIPUMEHEHHS B IIEIISIX OKa3aHUs yCIyT C €€ UCIOJIb30BAHUEM, MOUICKUT XPAHESHHIO
B CHCTEME MOHHMTOPUHIA JIBUKECHHUS JICKAPCTBEHHBIX INPENapaToB Ui MEAUIMHCKOTO MPUMEHEHUsS He
MEHee MATHU JIET C JAaThl MPEJOCTABICHHUSA JOCTyNa K 00e3MMueHHONW WH(pOpMalMu, U Ha Hee He
pacrpocTpaHsoTcs: TpeOoBaHUs K MHPOPMALUU OTPAaHHYEHHOTO JIOCTYTIA, YCTAaHOBJICHHBIE HACTOSIIEH
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CTaTheN.
(uactb 9.6 BBenneHa MexnepanbHbiM 3aKk0HOM OT 04.08.2023 N 474-03)

9.7. OnepaTop CUCTCMblI MOHUTOPUHT'A ABUXKXCHU A JICKAPCTBCHHBIX MPCIIapaTOB JJIs1 MCAUITUHCKOI'O
MIPUMEHEHHS MOXKET OCYIIECTBISATh 00pabOTKy MHPOPMAITUN OTPAaHUICHHOTO JIOCTYIIA, COACpKAIIeHcs
B CHUCTEMC MOHHMTOpPHHI'a ABWXXCHUSA JICKAPCTBCHHLIX MHp€HapaTtoB I MCIUIHUHCKOIO INMPHUMCHCHUA,
MOJIy4eHHOM OT cyOBbeKTa oOpalleHHsl JeKapCTBEHHBIX CPEICTB, 3apETHCTPUPOBAHHOIO B CHCTEME
MOHHUTOPHHTA JBWXXEHHS JIEKQPCTBEHHBIX MpenaparoB [Uisi MEAMIMHCKOTO TMPUMEHEHUS U
MPEJICTABUBIIETO B HEE CBEJCHHUS, B HMHTEpecax M IO TMOPYYEHHIO TAaKoro cyObekTa oOparieHus
JIEKapCTBEHHBIX CPEJICTB 0e3 o0e3nuunBanus HH(GpOpMAIIMKU OTPAaHUYEHHOTO JTOCTYTIA.

(dactp 9.7 BBeneHa denepanbHbiM 3akoHOM 0T 04.08.2023 N 474-D3)

9.8. Onepatop cucTeMbl MOHUTOPHHTA ABM>KEHHUS JI€KaPCTBEHHBIX MPENapaToB sl METUIITHCKOTO
IIPUMEHEHUs BIpPABE OKAa3blBaTh HAa HEAUCKPUMUHALMOHHON OCHOBE YCIYTH C HCIOJIb30BAHUEM
o0e3nu4ueHHoN uH(OpMalMu, CcoAepKalieiics B CUCTEME MOHHTOPHHTA JIBIKEHUS JIEKAPCTBEHHBIX
IpernapaToB s MEIUIMHCKOIO NpPUMEHEHHs, CyObeKTaM oOpalleHHs JEeKapCTBEHHBIX CPEJICTB,
MOPAIOK U CTOMMOCTb OKa3aHUsl KOTOPBIX OIPEIEISIIOTCS OIEpaTOpPOM CUCTEMBl MOHUTOPHHIA
JBUKEHMSI JIEKApCTBEHHBIX MpPENnaparoB A MEIULIUHCKOTO MPUMEHEHMs, C Y4€TOM OIpaHHYEHUN
JOCTyTIa K 00€3TMYeHHON MH(POpPMAIUH, YCTAaHOBJICHHBIX HACTOSIIEH CTaThel. YKa3zaHHBIE MOPSIIOK U
CTOMMOCTh OKa3aHHs TAKUX YCIyT pa3MEIIAITCS ONEpPaTOPOM CHUCTEMbl MOHUTOPHHIA JIBHXKECHMS
JIEKAPCTBEHHBIX NPENapaTtoB [UIsi MEAUIMHCKOIO IMPUMEHEHHs Ha CaillTe CHUCTEeMbl MOHUTOpPHHIA
JBUKEHUS JIEKAPCTBEHHBIX MpenaparoB JUTSt MEIUIIUHCKOTO MIPUMEHEHUS B
MH(POPMALMOHHO-TEIIEKOMMYHUKAITMOHHON ceTH "VHTepHeT" 1 moJyiexar KOHTPOIIO B COOTBETCTBUH C
AHTHUMOHOIOJBHBIM 3aKOHOJATENbCTBOM Poccuiickoi @enepanuu. YKazaHHbIE MOPAIOK U CTOUMOCTh
OKa3aHUs TaKUX YCIYT JOJIKHBI ObITh €IMHBIMU JIJISl BCEX JIMLI, OOpAIIAIOIIMXCs 32 OKa3aHUEM YCIYTH B
OTHOIIICHWU OJMHAKOBBIX BHJA, 00beMa M cocTaBa mpenocrabisieMoil uHpopmanuu. CyObexTam
oOpallleHusi JeKapCTBEHHBIX CPEJICTB 3alpeliaeTcs MpeloCTaBIsTh U PacHpOCTPaHATh WHGOPMAIIHUIO,
MIOJIyYEHHYI0 B COOTBETCTBUH C HACTOALIEH YaCThIO.

(dactpb 9.8 BBegeHa denepanbubiM 3akoHoM 0T 04.08.2023 N 474-D3)

10. IlpousBoauTenb JIEKAPCTBEHHBIX CPENICTB, J€pKaTenb JIMOO BiaJeNel] PEerucTpaliOHHOIO
YIOCTOBEpPEHHUsl JIEKapCTBEHHOI'O IIpernapara WM IpPeACTaBUTEIbCTBO HHOCTPAHHOM OpraHMU3allvu,
SBJIAIOIEHCS JIep)KaTeneM JIMOO BiIalenblleM PETUCTPALMOHHOTO YIOCTOBEPEHHUS JIEKapCTBEHHOIO
npenapara, Ha Teppuropuu Poccuiickoit @enepannu, 3aperucCTpUPOBAHHBIE B CUCTEME MOHUTOPUHIA
JBUKEHUS JIEKQpCTBEHHBIX MpEenapaToB AJI MEAMIIMHCKOTO NPUMEHEHHsS U TPEACTABUBIINE B HeEe
CBEJICHUS] O HAHECEHUU CPEACTB MACHTHU(HUKAIIMKA Ha YIAKOBKH JIEKApCTBEHHBIX IpenapaToB, HApsAy C
nH(popMalel, yka3aHHOM B uacTu 9.4 HacTosied CcTaThbU, MOJY4YaeT COJAEPXKAIIYIOCS B CHCTEME
MOHHUTOPHHTA JBUKEHHSI JIEKAPCTBEHHBIX MPENapaToB i MEIULIUHCKOTO MPUMEHEHUS MHPOpMAIIIO
OTPaHUYEHHOr0 JIOCTYIMAa O CEepUsAX U MapTUAX ATHX JIEKAPCTBEHHBIX IMpenapatoB 0€3BO3ME3IHO U
BIIpaBE OCYIIECTBISATh CAMOCTOSITEIbHO WM MOpy4aTh 0OpabOTKYy Takol HH(OpPMAlHUUA TOIBKO B
coOcTBeHHBIX MHTepecax. Ilpu 3TomM nmoctynm k Takoil mHopManuu WM pe3yibTataM ee oOpaboTKH
MUMEEeT TOJIbKO JaHHBIA CyOBEKT 0OpaIieHus JIEeKapCTBEHHBIX CPEACTB MIIH JIUIO, KOTOPOMY OH HOPYUHI
o0pabotky. CocTaB TpeaoCTaBisieMOM B COOTBETCTBHMHM C HACTOSIIEH YacThio HHGOpMAIIN
onpeaenserca [IpaBurensctBom Poccuiickoit denepann.

(gactp 10 B pen. @enepanproro 3akona ot 04.08.2023 N 474-D3)

11. 3a MMPOU3BOACTBO UJIN NPOJAAXKY JICKAPCTBCHHBIX IPCIIAPATOB AJId MCIUIIUHCKOI'O ITPUMCHCHU
0e3 HaHeceHUs CpCACTB I/II[GHTI/I(I)I/IKaI_[I/II/I, C HApYIICHHUECM YCTAHOBJICHHOTO IOPsAJKa UX HAHCCCHUSA, a
TAaKXXC 3a HECBOCBPCMCHHOC BHCCCHUC INAHHBIX B CHUCTCMY MOHHUTOPUHIA JABHKCHHA JICKAPCTBCHHBIX
npemaparoB A MCEAULOMUHCKOTO IMPUMCHCHUA WM BHCCCHUC B HEC HCAOCTOBCPHBIX JaHHBIX
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IOpUMYECKHE JIUIa U WHAWBUAyaJbHbIC MpPEANPUHUMATENH, yKa3aHHbIe B 4YacTsaX 4 W 7 HacTOsILEH
CTaThH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHO/AATeNIbCTBOM Poccuiickoi deneparui.
(uactp 11 BBenena @enepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

12. IlpaBurensctBo Poccuiickoit ®enepanuu BOpaBe YCTAHOBUTh OCOOEHHOCTH BHEAPEHUS
CHUCTEMBbl MOHUTOpPWHIA JBHUKEHUS JIEKAPCTBEHHBIX IPENapaToB I MEAUIMHCKOIO NPHUMEHEHMS,
BKJIIOYAsl CPOKH €€ BHEAPEHUs, B OTHOIICHUM JIEKAPCTBEHHBIX IPENapaTroB s MEIULUHCKOIO
NPUMEHEHMS, BKJIIOUYEHHBIX B IEPEYeHb XU3HEHHO HEOOXOAMMBIX M Ba)KHEHMIIMX JIEKAPCTBEHHBIX
NpernaparoB, JIEKAPCTBEHHBIX IpEMapaToB, IpelHa3HAUYEHHBIX [UId oOOecCleYeHHus JHL, OOJBHBIX
reMopuiIneii, MyKOBUCIUIO30M, TUMO(HU3apHBIM HAHU3MOM, Oose3Hpto ['omre, 370KadecTBEHHBIMHU
HOBOOOpa30BaHUSAMU JUM(POHUIHON, KPOBETBOPHOM U POJCTBEHHBIX KM TKaHEW, paccessHHbIM
CKJIEpO30M, JIMI[ [0CJIe TPaHCIUIAaHTAIlMK OPTaHOB W (WJIM) TKaHEW, WHBIX JIEKAPCTBEHHBIX MpEnapaTroB
JUIS. MEJULIMHCKOTO IPUMEHECHHS.

(uacts 12 BBegena deaepanbHbIM 3akoHOM OT 28.12.2017 N 425-D3)

Mnasa 14.1. OrPAHUYEHUA, HANNATAEMbIE
HA OPTAHU3ALUN, OCYLLECTBNAIOLWUE AEATENNBHOCTDb
NO OBPALLEHUIO NNIEKAPCTBEHHbLIX CPEACTB

(BBenena denepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

Cratba 67.1. OrpaHu4eHus, Hanaraembleé NpU OCYLUECTBNEHUN AOeATEeNbHOCTU B
ccepe obpaLleHUs nekapcTBeHHbIX CpeacTB

1. Opranuzanuy, 3aHUMaroIMecs pa3paOOTKOW, NPOM3BOACTBOM M (WIM) peanu3anueit
JIEKapCTBEHHBIX MPENapaToB Ui MEIUIIMHCKOTO MPUMEHEHHUs, OpraHu3aIiui, 00Iagaroniie mpaBaMu Ha
WCIIOIb30BAaHUE TOPrOBOIO HAMMEHOBAHUS JIEKAPCTBEHHOIO Ipenapara g  MEIUIMHCKOTO
IIPUMEHEHHUS, OPTaHU3alMK ONTOBOM TOPrOBJIN JIEKAPCTBEHHBIMU CPEJICTBAMH, allTEYHbIE OpPraHU3alUU
(MX mpencTaBUTENH, UHBIE (PU3UYECKHE U IOPUIUYECKHE JIUIA, OCYIIECTBIISIONINE CBOIO JIEATEIbHOCTh
OT HWMEHM OJOTHUX OpraHu3aluil) B OTHOIICHWH MEAMIMHCKMX pPAaOOTHUKOB M PYKOBOAMUTENEH
MEJIMLIMHCKUX OPraHU3aluii HE BIIPaBe:

1) BpyuaTh nmojapku, BBIIUIAYMBATH JEHEXKHBIE CPEJCTBA (32 UCKIOYEHUEM BO3HATPAaXIAEHUH MO
JIOTOBOpaM TNpU  NPOBEJACHUM KIMHUYECKUX HCCIIEIOBAaHUI JIEKAPCTBEHHBIX IpPENaparoB AJs
MEJUIMHCKOTO TNPUMEHEHMS, BO3HArpaXkKICHUM, CBSA3AHHBIX C OCYIIECTBICHUEM MEIULIUHCKUM
pabOTHUKOM IeIarorn4eckor U (WiKM) Hay4dHOH AESITeNbHOCTH), B TOM YHCJIE OIJIauuBaTh Pa3BIICUEHMUS,
OTJIBIX, MPOE3] K MECTY OT/IbIXa, a TAaKXKEe MPUBJIEKATh K yYaCTUIO B Pa3BJICKATEIbHBIX MEPOIPHUATHIX,
IIPOBOJIUMBIX 32 CUET CBOUX CPEJICTB;

2) 3aK/II049aTh COTJIAICHUA O HA3HAYCHUU WM PEKOMCHIAAIIUNW ITaIUCHTaM JICKAPCTBCHHBIX
npemnaparoB I MCAUIUHCKOIO MPHUMCHCHUA (33. HUCKIIIOYCHHUECM JIOTOBOPOB O MPOBCACHUHA
KIIMHUYCCKUX I/ICCJIGIIOBaHI/Iﬁ JICKAPCTBCHHLIX MPCIIapaToB AJIs1 MCAUITUHCKOI'O HpI/IMeHeHI/ISI);

3) nmpeaocTaBisATh 0Opa3Lbl JICKAPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO TPUMEHEHUS B IIEIIAX
BpyUYCHUS TIAIIMCHTaM (3a WCKIIFOYCHHWEM CIyYaeB, CBS3aHHBIX C TIPOBEACHHEM KIMHUYCCKHUX
WCCIIeIOBAaHHI JICKAPCTBEHHBIX MPENapaToB ISl METUIIMHCKOTO PUMEHEHHUS);

4) mpenocTaBiATh HEAOCTOBEPHYIO M (WJIM) HEMOJHYI HMH(OpMaIUio O JEeKapCTBEHHbIX
npernaparax A MEIUIIMHCKOTO IPUMEHEHHUS;
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5) nocemats ux B pabouee BpeMsi Ha pabOUYMX MecTaX, 32 UCKIIOUYEHUEM CIy4aeB, CBA3AHHBIX C
IIPOBEJICHUEM KIIMHUYECKUX HCCIIEJOBAHMM JIEKapCTBEHHBIX IIPENaparoB s MEIULUHCKOIO
IIPUMEHEHHUS, C YYaCTUEM B IOPSJIKE, YCTAHOBICHHOM PYKOBOJUTEIEM MEAULMHCKOW OpraHu3aluu, B
cOOpaHMsSIX MEAMIMHCKUX PaOOTHUKOB M HMHBIX MEPOINPUSATHUSAX, HAIMPABICHHBIX HA IOBBIIIEHHE WX
npoheccHoHaNbHOTO YPOBHS WM Ha IpeaocTaBiieHHe MHGOpPMalluu, CBA3aHHON C OCYIIECTBICHHEM
MOHHUTOPHHTa 0€30MaCHOCTH JIEKaPCTBEHHBIX IIPENapaTos;

6) HO6y>KI[aTL K BBIIIUCBIBAHUIO JICKAPCTBCHHBIX IIPCIIAPAaTOB JII MECAULIUMHCKOTO IPUMCHCHHA Ha
6J'IaHKaX, COACPpIKaAIINX I/IH(I)OpMaI_II/IIO PCKIIAMHOI'0 XapaKTEpa, a TAKKC Ha PCHCIITYPHBIX 6J'IaHKaX, Ha
KOTOPBIX 3apaHCC HalCYaTaHO HAWMCHOBAHHUC JICKAPCTBCHHOI'O IIpfriapara M MCEAULUHCKOIO
MIPUMCHCHUA.

2. OpraHuzanuu, ykasaHHble B a03alle epBoM 4acTi | HacTosIIeN cTaThb, U UX MPEACTaBUTEIHN B
OTHOILIEHUHU (apMaleBTUUECKUX PAOOTHUKOB U PyKOBOAMTENEH allTeYHbIX OPraHU3alMii He BIIpaBe:

1) Bpy4aTh NOAAPKH, BBIIIJIAYUBATH JCHCKHBIC CPEACTBA, B TOM YHCJIC OIUIAYMBATL PA3BJICUCHUA,
OTABIX, MPOC3a K MCCTY OTAbIXa, U IIPUBJIICKATH K YYACTUIO B PA3BJICKATCIIbHBIX MCPOIIPUATHAX,
MMPOBOAMMEBIX 3a CHCT CBOUX CPCACTB,

2) mpenocTaBisATh 00pa3libl JIEKAPCTBEHHBIX IMPENapaToB Ui MEIULUHCKOIO MPUMEHEHMs AJIs
BPYYEHMS HACEJICHHIO;

3) 3aKJIF0OYaTh COIVIAalICHHA O IPCAJTOKCHUN HACCIICHHUIO OIPEACICHHBIX JICKAPCTBCHHBIX
npenapaTroB AJIst MCAUIIUHCKOT'O IIPUMCEHCHU A,

4) mpenocTaBiATh HEAOCTOBEPHYIO M (WIM) HEMOJHYI0 HH(QOPMAIUI0 O JIeKapCTBEHHBIX
npenapaTtax Uil MEIUIMHCKOrO NPUMEHEHMS, B TOM UYHCJIE MMEIOIIHUX OJUHAKOBOE MEXITYHapOIHOE
HENaTeHTOBaHHOE HaMEHOBAaHHUE.

CraTtbAa 67.2. TpeboBaHUA K opraHM3aumMm U NPoBeAEHUIO Hay4YHbIX MEpPONpUATUN,
MHbIX MEpONnpUATUX, HanpaBrieHHbIX Ha MOBbIWeHUe NpPodPecCUOHANbLHOIo YPOBHSA
MeOULUMHCKMX paboOTHUKOB WNM Ha npefocrtaBrieHMe WHGopmMaumu, CBA3AaHHOW C
oCyLLecCTBIEHUEM MOHUTOPUHra 6e3o0nacHOCTM NeKapCTBEHHbIX NpenapaTos

1. Ilpn npoBeleHNN HAYYHBIX MEPONPUATUI, UHBIX MEPOIPUATUM, HAIIPABICHHBIX HA MOBBIILICHUE
Ipo(eCCUOHATLHOIO YPOBHS MEJUIMHCKAX PpAaOOTHUKOB WM Ha IPEJOCTaBIECHUE CBSI3aHHOM C
OCYILIECTBJICHUEM  MOHHUTOpPHMHIa  0€30MacHOCTH  JIEKApCTBEHHBIX IpemnapaToB  HH(oOpmMauw,
OpraHM3yEMbIX OpraHu3alUsAMHU, yKa3aHHbIMU B a03ane nepBoM yacTu | crateu 67.1 HacTosiero
denepanbHOTO 3aKOHA, WX MPEACTaBUTENAMU M (WiM) (UHAHCUPYEMBIX 3a CYET CpEACTB ITUX
OpraHu3allMii M HX [PEACTABUTENICH, 3alpeliaeTcss NPENsITCTBOBATh YYACTHIO B YKa3aHHBIX
MEpONPHUATHUAX MHBIX OPraHU3alNid, KOTOPbIE IPOU3BOAAT WIH PEANTU3YIOT JEKAPCTBEHHBIE IPEnapaThl
U1l MEIUIMHCKOTO IMPUMEHEHHMsI CO CXOKUM MEXaHU3MOM (hapMaKoJIOTMYecKoro neicTBus, Jubo
CO3/1aBaTh AMCKPUMHHALIMOHHBIE YCJIOBUSA JJIs OIHMX YYacTHHKOB IIO CPAaBHEHHMIO C JIPYTUMHU
y4aCTHUKaMH, a UMEHHO:

1) npe1ocTaBIATh PA3IMYHOE KOJIMUECTBO BPEMEHU JJISl BBICTYIUIEHUH YUYAaCTHUKOB, PA3JIUYHbIE 110
pasMmepy 3aHMMaeMOH IUIOIAAXM MecTa Ul AEMOHCTpAaLUU 00pa3lioB JIEKAPCTBEHHBIX MIPENApaTOB A
MEJUIMHCKOTO TPUMEHEHMs] MM PEKJIaMHBIX MaTepuajoB O JIEKApCTBEHHBIX Ipernaparax s
MEJULMHCKOrO MPUMEHEHHsI Ha SKCIIO3ULIUAX, CTEHIaX, 32 UCKIIOUEHUEM CIIy4aeB, €CJIM TaKUe YCIOBUS
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3aKPCIUICHBI B COIVIAIICHUAX 3THX OpraHHSaHHﬁ, ux npenCTaBnTeneﬁ (6] (1)I/IHaHCI/IpOBaHI/II/I YKa3aHHBIX
MepoanﬁTHﬁ n O6yCJ'IOBJ'I€HBI Pa3JINYHBbIMHU 3aTpaTaMH YUACTHUKOB Ha UX OpTraHU3alluIo,

2) ycraHaBiIMBaTh pa3Mep B3HOCA ISl YYACTHUKOB MEpPONPUATUMN, YKa3aHHBIX B a03alle IEpBOM
HACTOSIIEN 4YacTH, NPEBBIIAOIMMN CyMMY 3aTpaT Ha OPraHHU3alUI0 YKa3aHHBIX MEPONPUATHA M
BeIyIIMI K HEOOOCHOBAaHHOMY OTPAaHUYEHUIO YHCIIA UX YYACTHUKOB.

2. Opranuzanuu, ykasaHHble B a03arie rnepBoM ydactu 1 crateu 67.1 Hacrosmero deaepaibHOTO
3aKOHA, X MPEJCTaBUTENH, OCYIIECTBISIONINE OPraHu3aluio U (Hin) GUHAHCUPOBAHUE MEPONPUITUH,
yKa3aHHBIX B 4acTH | HacTosel cTaThy, 00s13aHbI 00ECTIeYUBATh JOCTYT K HHPOPMAIUH O JaTe, MECTe
U BpPEMEHU IMPOBEACHUS YKa3aHHBIX MEPONPHUATHHM, IUIaHAX, NpOorpaMmax IPOBEACHUS YKa3aHHBIX
MEPOTPUITHI U TeMaX, IJIAHUPYEMBIX ISl PACCMOTPEHHUSI, COCTaBE WX YYACTHUKOB IyTEM Pa3MEIICHHS
COOTBETCTBYIOIIEH MH(POpPMAIMK Ha CBOMX O(UIIMaIbHBIX caiiTax B ceTu "HMHTepHeT" He mo3aHee ABYX
MECSIIEB /10 Hayajia MPOBEICHUS YKa3aHHBIX MEPOTIPUATHM.

3. Nudopmarus 0 mpoBeeHUH MEPONPUNTHI, YKa3aHHBIX B 4acTh | HACTOAIIEH CTaThH, B CPOK,
YCTaHOBJICHHBI YacThi0 2 HACTOAIICH CTaThH, NOJDKHA OBITH HampaBieHa B (eaepanbHBIA OpraH
WCTIOJIHUTEIILHON BIIACTH, OCYIICCTBISIONMI (YHKIMKM 1O KOHTPOIK H HaaA30py B cdepe
3/IpaBOOXPAHEHUS, JJIsl MTOCIEAYIOIEro pa3MelleHtsl ee Ha Oo(pulMaIbHOM caiTe 3TOro OpraHa B CETU
"UuTepuer".

Mmaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKOU ®EOEPALIUA MNMPU OBPALLEHUN NEKAPCTBEHHbLIX CPEACTB
M BOSMELWEHUE BPEOA, NPUYUHEHHOIO 3A00POBbLIO NPAXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHoaaTenbcTBa Poccuunckomn
depepaumu npu obpaLeHUmn NeKapcTBEeHHbIX CPeacTB

1. Hapymenue 3akoHonatenbctBa Poccuiickoin ®Denepauuu npu oOpallleHUH JIEKAPCTBEHHBIX
CPEICTB BJIEYET 3a COOOW OTBETCTBEHHOCTh B COOTBETCTBHMU C 3aKOHOJATEILCTBOM Poccuiickoit
denepanuu.

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

2. 3a HempeCTaBICHNE WM HECBOEBPEMEHHOE TpeicTaBlIeHHe HHpopMau U (UIH) JOKYyMEHTOB
nub0 TpeACTaBlICHHWE HEIOCTOBEPHBIX HHGOpManmuu W (WIH) JOKYMEHTOB, MPEIyCMOTPEHHBIX
HactosmuM  DenepalbHBIM  3aKOHOM, CYOBEKThI OOpalleHUs JICKApCTBEHHBIX CPEICTB HECYT
OTBETCTBEHHOCTh B COOTBETCTBHU C 3aKOHOAATEILCTBOM Pocculickoit denepanuu.

(gactp 2 BBeaeHa denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-@3; B pen. DeaepanbHOTO 3aK0HA OT
04.06.2018 N 140-D3)

Cratba 69. BoameweHne Bpena, NpMYMHEHHOro 340pPOBLIO rpaxapaH BcneacrBue
NPUMEeHEeHNA NeKapCTBEHHbIX NpenapaToB

1. Ilpou3BoauTtenb JEKapCTBEHHOIO Ipemapara o00si3aH BO3MECTUTh Bpeld, NPUUYMHEHHBIN
3JI0POBBIO I'PaX</IaH BCIIEACTBUE IPUMEHEHU JICKapCTBEHHOI'O Mpenapara, €ciid J0Ka3aHo, YTo:

1) nexapcTBeHHBIN TpenapaT MPUMEHSUICS MO HAa3HAYEHHWIO B COOTBETCTBUU C WHCTPYKIMEH IO
MPUMEHCHHIO JIEKAPCTBEHHOT'O Mperapara W MPUYMHON Bpela SBWICS BBOJ B TPaXKTAHCKHA 00OPOT
HeJ100pOKaYECTBEHHOTO JIGKAPCTBEHHOTO Mpernapara;
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2) Bpen 370pOBBIO TMPUYMHEH BCIEICTBHUE HEIOCTOBEPHON HH(OpManMu, coieprkaiiencs B
WHCTPYKIIMA 1O TNPUMEHEHHMIO JIEKQpCTBEHHOrO  Mpernapara, M3JaHHOM  MPOU3BOJIUTEIEM
JIEKaApCTBEHHOIO Mpernapara.

2. B cirydae, eciu Bpes 3I0POBBIO TPaXKIaH MPUIMHEH BCIICICTBUE MPUMEHEHUS JICKAPCTBEHHOTO
nperapara, IPHIIEANIETO B HETOIHOCTh B Pe3y/IbTaTe HApYIICHUS TNPABHJ XPAHCHHS JICKapCTBEHHBIX
CPEICTB, MPaBUJI ONTOBOM TOPrOBIIM JIEKAPCTBEHHBIMH IperapaTaMy, IPaBU OTITYCKa JIEKAPCTBEHHBIX
MpernapaToB, OpPaBUI HW3TOTOBIEHUS W OTIYyCKa JIEKApCTBEHHBIX MpEnapaTroB, BO3MEIIECHHE Bpenaa
OCYIIECTBIISIETCS. COOTBETCTBEHHO OpraHU3allMell OMTOBOM TOPTOBIH JIEKAPCTBEHHBIMU CPEICTBAMU,
anTeYyHOW OpraHwW3aleil, WHAWBHIYAIbHBIM NPEINPHHUMATEICM, WMCIOINIMMH JIMIEH3UIO Ha
(hapMareBTHYECKYIO JEATSIBHOCTh WIM JIUIEH3UI0O HA MEIUIUHCKYIO JeSTSIBHOCTh, MEIUIINHCKON
OpraHu3amyeil, WMEINIeH JHUICH3UI0 Ha (apMaleBTHUECKYIO EATeIbHOCTh (ee 000COO0JEeHHBIM
Mo/Ipa3/ieJIeHueM, PacIiOIOKEHHBIM B CEJIbCKOM HACEJIEHHOM IIYHKTE, B KOTOPOM OTCYTCTBYET anTeuHas
OpraHm3alys), A0MyCTUBIINMHU MPOAAXKY WU OTITYCK TAKOTO JIEKAPCTBEHHOT'O IIperapara.

(B pen. @eaepanbhbix 3akoHOB oT 25.11.2013 N 317-P3, ot 08.08.2024 N 323-D3)

3. Bo3Mmemienue Bpena, NPUUMHEHHOTO 3J0POBBIO TpaXJaH BCIEACTBUE NPUMEHEHUS
JIEKAPCTBEHHBIX TPENapaToB WU COBEPIIECHUS MPOTHUBOIMPABHBIX ACHCTBUU CyOBEKTamMH OOparieHus
JICKAPCTBEHHBIX CPEJACTB, OCYIIECTBIAETCS B COOTBETCTBMHM C 3aKOHOAATEILCTBOM Poccuiickoi
denepanuu.

Mnasa 16. 3AKITFOYUTEJIbHBIE NMOJIOXXKEHUA

Cratba 70. O npu3HaHMM yTpaTUBLUUMMU CUNY OTAENbHbLIX 3aKOHOAATENbHbLIX aKTOB
(nonoxeHun 3akoHoAaTesNbHbIX akToB) Poccunckon Pepepaumm

[Tpu3HaTh yTPaTUBIIUMU CUITY:

1) ®enepanbubiii 3akoH OT 22 wutoHsA 1998 roma N 86-03 "O nexapCTBEHHBIX cpeAcTBax'
(Cobpanue 3akononarenscTBa Poccuiickoit @enepammu, 1998, N 26, cr. 3006);

2) ®enepanbhbiii 3akoH OoT 2 saBaps 2000 roxa N 5-O3 "O BHeceHUU U3MEHEHUS U JOTOJTHEHUH B
Oenepanpubiii 3akoH "O nekapcTBeHHBIX cpenctBax” (CoOpaHue 3akoHOAATeNbCTBA Poccuiickoit
®denepanun, 2000, N 2, cT. 126);

3) crarbio 40 denepansHoro 3akoHa oT 10 ssHBapst 2003 rona N 15-®3 "O BHeceHUH U3MEHEHUN U
JIOTIOTHEHUH B HEKOTOpBIE 3aKOHOJAaTelIbHBbIE akThl Poccuiickoit denepanuu B CBSI3U ¢ TMPUHATHEM
@enepanbHoro 3akoHa "O  JIMIEH3UPOBAHMM OTACNBHBIX BUAOB jestensHocTH (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2003, N 2, ct. 167);

4) crateio 31 denepanpHoro 3akoHa oT 30 utonst 2003 roga N 86-D3 "O BHeCEHUN W3MEHEHUHN U
JIOTIOJIHEHUH B HEKOTOpbIe 3aKOHOaTeNIbHbIe akThl Poccuiickoit denepannu, mpu3HaHUM YTPATUBILIUMU
CHIIy OTIENbHBIX 3aKOHOJATENbHBIX akTOB Poccuiickoii Depepaiuu, MPEAOCTaBICHUU OTAEIHHBIX
rapaHTUil COTpYJIHUKAM OPTaHOB BHYTPEHHHUX JI€J, OPTaHOB MO0 KOHTPOIIO 32 000POTOM HAPKOTHUECKUX
CpCACTB MU INCHUXOTPONHLIX BCHICCTB U YHPA3AHACMBIX (benepanLHHx OpraHoB HAJIOrOBOH IOJIMIIUU B
CBSI3M C OCYIICCTBIICHUEM MEp IO COBEPIICHCTBOBAHMIO rocyaapcTBeHHoro ymnpabieHus" (CoOpanue
3akoHoatenscTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crateio 101 DepepanpHoro 3akona ot 22 asrycra 2004 roma N 122-®3 "O BHeceHuU
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W3MEHEHUN B 3aKOHOJaTelbHble akThl Poccuiickoit denepauvd W OPU3HAHUU YTPATUBLIUMHU CHITY
HEKOTOPBIX 3aKOHOJATEeNbHBIX akToB Poccuiickoit dexepanuul B CBA3M C MPUHATHEM (enepalbHbIX
3akoHOB "O BHECEHMH H3MEHEHWH W JonoinHeHud B DenepanbHblil 3akoH "OO 0OMMX MPUHIUIIAX
OpraHu3alMK 3aKOHOAATENbHBIX (MIPEACTABUTEIBHBIX) U HCIIOTHUTEIBHBIX OPTaHOB TOCYJApPCTBEHHOM
Bractu cyOwrekToB Poccmiickoit ®enepammu” u "OO oOmUX TPUHIIMIAX OPraHU3AIMMH MECTHOTO
camoymnpabnenus B Poccutickoit denepanun" (Cobpanue 3akoHoaarenbctBa Poccuiickoit deneparum,
2004, N 35, ct. 3607);

6) crarpio 28 denepanbHoro 3akoHa oT 18 nexabps 2006 roma N 231-®3 "O BBeneHuH B
neiictBue uactu 4eTrBeprodl ['paxnmanckoro komekca Poccuiickoit ®enepauuun" (CoOpanue
3akoHoarenscTBa Poccuiickoit ®eneparuu, 2006, N 52, ct. 5497).

CraTtba 71. BctynneHue B cuny HacTtosiwero PeagepanbHOro 3akoHa
1. Hacrosiuit ®denepanbHblii 3aKOH BCTymaeT B cuity ¢ 1 centsaops 2010 rona.

2. JlekapcTBEHHBIE CpPEACTBa, 3apErUCTPUPOBAHHBIC 1O JHS BCTYIUICHUS B CHIJIYy HACTOSIIEIO
®denepaabHOrO 3aK0HA, MOJJIEKAT BKIFOUEHUIO B TOCYJAPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPEJCTB C
BHECCHHEM YKa3aHHBIX B 4acTH | crarbu 33 Hactosimiero demepaabHOTO 3aKOHA CBEACHUN 00 ATHUX
JIEKApCTBEHHBIX CPEJCTBAaX 0e€3 IMPOXOXKICHHsS BHOBBH IMPOIEAYPhl TOCYAAPCTBEHHOW pPETUCTpAIlUU
JIEKaApCTBEHHBIX MPENapaToB.

3. l'ocynapcTBeHHasi perucTpaIus JeKapCTBEHHBIX MPENapaToB, 3a UCKIIOYECHUEM JIGKAPCTBEHHBIX
MpemapaToB Ui MEAUIIMHCKOTO TPUMEHEHUS, MPEICTABICHHBIX HA YKAa3aHHYIO PETUCTPAIUIO JO JTHS
BCTYIUICHUS B CHITy HacTosmiero denepanbHOro 3aK0Ha, OCYIIIECTBIISIETCS B COOTBETCTBUY C HACTOSIIIIAM
®denepalibHBIM 3aKOHOM Ha OCHOBAHHH JIOKYMEHTOB M JIAHHBIX, MPEJICTABICHHBIX J0 JTHS BCTYIUICHHUS B
cuty Hacrosiero deaepaibHOro 3aKOHa.

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

3.1. TocymapcTBeHHass perucTpanus JIEKapCTBEHHbIX INpenapaToB IS  MEIUIIMHCKOTO
NPUMEHEHHS, MPEJCTABICHHbIX HA TOCYIAPCTBEHHYIO PETHCTPALMIO 10 THS BCTYIUIGHUS B CHITY
HacTosuero deaepaibHOro 3aK0Ha, ¥ FOCYAapCTBEHHAs] PETUCTPALUs JIEKAPCTBEHHBIX MPErnapaToB AJs
MEJIHUIMHCKOTO TPHUMEHEHHs, TPEACTABICHHBIX Ha OJKCIEPTH3Y JIEKAPCTBEHHBIX CPEICTB JIO [HS
BCTYIUIEHUSI B CUIy HacTosiiero denepaabHOro 3aKoHa B LENAX UX MOCIEAYIOIIEeH rocyIapCTBEHHON
perucTpanyy, OCYLIECTBISIOTCS Ha OCHOBAaHMM JOKYMEHTOB M JaHHBIX, IMPEICTABIECHHBIX A0 HS
BCTYIUICHUSI B CcHily Hacrtosmero denepanbHOro 3aKOHA, a TaKXKe 3asBICHUS O TOCYJapCTBEHHOMN
perucTpalMy JIEKapCTBEHHOI'O IIpernapaTa, IPEeACTaBICHHOIO IPOU3BOJIUTENEM JIEKAPCTBEHHBIX
MperapaToB WM YIOJTHOMOUYEHHBIM MM JIMIIOM B COOTBETCTBHH C HACTOSIINM DenepaibHbIM 3aKOHOM B
YIOJHOMOYEHHbIN (efepanbHbli OpraH HCMIONHUTEIbHOW BiactH a0 1 mapra 2011 roma, ©Oes
TpeOOBaHUs yIIAThl FOCY1aPCTBEHHOM MOIUIMHBL, PEAyCMOTPEHHON 3aKOHO1aTeIbCTBOM Poccuiickoit
deneparun 0 HaIoOrax u coopax.

(uactb 3.1 B pen. denepanbroro 3akoHa ot 29.11.2010 N 313-D3)

3.2. TlonrBepxaeHUE TOCYIApPCTBEHHOW PETHCTpAllMU JICKAPCTBEHHBIX IpenapaToB s
MEJIMIIMHCKOTO TPUMEHEHUS, IPEACTaBICHHBIX VISl TOATBEPKIECHUS TOCYIapCTBEHHON PETUCTPALIUU 10
JHA BCTYIUICHHUSI B CWIy HacTtosimiero denepaibHOTO 3aKOHAa, W IMOJTBEP)KICHHE TOCYJIapCTBEHHON
perucTpaumu JEKapCTBEHHBIX MpenapaToB Mg MEIUIMHCKOTO IMPUMEHEHHUs, MPEICTaBICHHBIX Ha
JKCMEPTU3Y JEKAPCTBEHHBIX CPEACTB /10 JHS BCTYIUIEHUs B CUily HacTosero denepanbHOro 3akoHa B
LEesAX TMOCIAEAYIOIIEr0 MOATBEPKACHUS HMX TOCYJAapCTBEHHOM pErucTpalvy, OCYIIECTBIAIOTCS Ha
OCHOBaHMM JIOKYMEHTOB M JIaHHBIX, MPEACTABJICHHBIX JIO JHS BCTYIUICHHUS B CHJIy HaCTOSILETO
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denepanbHOrO 3aKOHA, a TaKXKe 3asABJICHUS O MOATBEPXKIEHHUHM TOCYAapCTBEHHOW pErucCTpaIiu
JIEKapCTBEHHOI'O IIpernapara, NpPEACTaBICHHOTO IPOM3BOJUTENEM JIEKaPCTBEHHBIX IPENapaToB WIH
YIOJIHOMOYEHHBIM KM JIMLIOM B COOTBETCTBUM ¢ HactosmuMm @DenepanbHbIM  3aKOHOM B
YIOJTHOMOYEHHBI (efepallbHblid OpraH HCIONHUTEeNbHOW Biactu no 1 wmapra 2011 roma, 6e3
TpeOOBaHUS YIUIaThl TOCYIaPCTBEHHON MOIUIMHBI, PEYyCMOTPEHHOM 3aKOHOAAaTEeILCTBOM Poccuiickoit
®enepanyn 0 Hanorax u coopax.

(uacts 3.2 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.3. llpunArne pemeHUs O BHECEHMM UW3MEHEHUH B JOKYMEHTBI, COJAEpXKalluecs B
PEruCTPAallMOHHOM JIOChE Ha 3aperHMCTPUPOBAHHBIA JICKAPCTBEHHBIM IIpernapar sl MEIULIMHCKOTO
MNPUMCHCHUA W NPCACTABJICHHLIC 0 OHA BCTYIUICHUA B CHUIIY HACTOAILICTO (DeﬂepaJ'IBHOFO 3aK0OHa, U
IMPUHATHE PCIICHUA O BHCCCHUU N3MEHEHUH B JOKYMCHTBI, COACPKAIMUECA B PETUCTPAIUOHHOM JOCHE
Ha  3aperUCTPUPOBAHHBIN  JIEKAapCTBEHHBIM mpenapaT [uid  MEIUIMHCKOIO  INPUMEHEHHs |
NIPEJCTAaBICHHbIE Ha AKCIEPTH3Y JIEKAPCTBEHHBIX CPEACTB 10 IHS BCTYIUIEHHS B CHJIy HACTOSILIETO
@denepallbHOTO 3aKOHA, OCYLIECTBIISIIOTCS HA OCHOBAaHUM JOKYMEHTOB M JAHHBIX, NPEACTABICHHBIX 10
JHS BCTYIUIEHHA B cuily Hactosiero @enepaqpHOro 3akOoHa, a TakKe 3asiBICHHUS O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEpP/KAIUECs B PETrUCTPALMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
HeKapCTBeHHBIﬁ npenapar A MEAUIUHCKOTO IMPUMCEHCHUA, MNPCACTABJICHHOIO IMPOHU3BOAUTCIEM
JICKapCTBEHHBIX MPENapaToB WM YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHUM C HACTOSILUM
denepanbHbIM 3aKOHOM B YIIOJIHOMOUEHHBIH (heiepalibHbli OpraH UCTIIOJIHUTENIBHON BiIacTu o 1 MapTa
2011 roma, ©Oe3 TpeOOBaHMS  YIUIaThl  TIOCYJApPCTBEHHOM  TMOIUIMHBI,  INPEeIyCMOTPEHHOMN
3aKoHOJaTeabcTBOM Poccuiickoit denepanuu o Hasorax u coopax.

(uacts 3.3 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.4. Bpigaua pazpenieHuidi Ha TMPOBEICHUE KIMHUYECKUX MCCIEAOBAHUM JIEKAPCTBEHHBIX
[penaparoB JJi1 MEAUIIMHCKOIO MPUMEHEHHS 10 3asBICHUSAM, MOJAAHHBIM J0 JIHA BCTYIUICHHS B CHIIY
Hacrosiuiero deaepanbHOro 3aK0HA, a TAKXKE 110 3asIBJICHUSAM, [TOAAHHBIM MOCIE JHS BCTYIUIEHUS B CHITY
Hacrosiniero denepanbHOr0 3aKOHa Ha OCHOBAHMM HKCIIEPTU3, MPOBEICHHBIX 1O AHS BCTYILICHUS B
cuny Hacrosmero ®enepanbHOro 3akoHa, OCYHIECTBISETCS B COOTBETCTBHM C  HACTOSIIMM
®denepanbHBIM 3aKOHOM HAa OCHOBAHHMH JIOKYMEHTOB U JIAHHBIX, MPEJCTABICHHBIX WM MOJYYEHHBIX J10
THS BCTYIUIGHHUS B cwmily Hacrosimero ®enmepanpbHOro 3akoHa, a Takke Ha OCHOBAaHWUU KOTHH
MIPEIBAPUTENILHOTO I0rOBOpa 003aTeNIbHOTO CTPaXOBaHUs )KU3HH, 3/10POBbS MMALMEHTOB, YYaCTBYIOIINX
B KJIMHUYECKOM MCCIIEIOBAHUU JIEKAPCTBEHHOTO IpernapaTa il MEIULIMHCKOTO NPUMEHEHHMsS, WU
KOMUU JIOTOBOpA O0O0sI3aTENILHOTO CTPaxOBaHUS JKU3HU, 3[0POBBSl TAIMEHTOB, YYacCTBYIOIIUX B
KIIMHUYECKOM HCCIICIOBAHUU JICKAPCTBEHHOTO IMpemaparta i MEIUIIMHCKOTO MPUMEHEHHUs, Tu00
MPEACTABICHHOM KOIMWU JIOTOBOpa 00S3aTENbHOTO CTPaxOBaHUsA, 3aKJIIOUEHHOTO B COOTBETCTBHH C
TUIIOBLIMHU _TIPAaBUJIAMHU 00s3aTE€ILHOTO CTPAxOBaHWs, C YKa3aHUEM TMPEASIbHON YHUCIEHHOCTH
MAallUCHTOB, YYaCTBYIOIIMX B KIMHWYECKOM MCCIEIOBAHUU JIEKAPCTBEHHOIO Ipenapara i
MEIUIIMHCKOTO IPUMEHEeHHs1, 0e3 TpeOOBaHUs YIIaThl TOCYJAPCTBEHHOM MOIIIMHBI, IPEAYCMOTPEHHON
3aKoHOAaTenbCTBOM Poccuiickoit deaeparuu o0 HaJIOTrax u cOopax.

(uactp 3.4 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-P3)

3.5. 3apeructpupoBaHHbIE B MHOCTPAHHOM BalIOTe A0 JHS BCTYIUIEHUS B CHJIy HACTOSIIETO
@denepanbHOrO  3aKOHA TpENENbHBIE OTIYCKHBIE II€HBl HWHOCTPAaHHBIX IPOM3BOJAUTENEH Ha
JICKapCTBEHHbIE IIpenaparbl, BKIIOYEHHbIE B [EPEYEHb >KU3HEHHO HEOOXOAUMBIX M BaXKHEHIIMX
JIEKapCTBEHHBIX MPenaparoB, MoJyuIekar Imepecyery B pybomu mno kypey LlenTpanbHoro OaHka
Poccuiickoit ®@enepauuu Ha Aary, ycraHoBieHHyI0 IlpaButensctBoM Poccuiickoit @eneparuu, 6e3
IIPEACTABICHUS 3asBJIICHUSI O IIEpecuyeTe LEHbl C BHECEHUEM COOTBETCTBYIOIIMX HW3MECHEHUH B
TOCYJAPCTBEHHBIM PEECTp MPENEIbHBIX OTIYCKHBIX LI€H IPOU3BOJMUTENEH HA JIEKaPCTBEHHBIE
mpenapaThl, BKIIOYEHHbIE B MEpPEeUeHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX
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IIpernapaTosB.
(uactb 3.5 BBenneHa MexnepanbHbiM 3ak0HOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHBIC JI0 JHS BCTYIUICHHS B CUJIy HacTosiero deaepanbHOro 3aKoHa
Ipe/eiabHble OTIYCKHbIE II€Hbl POCCUICKUX TMPOM3BOAMTENECH Ha JIEKApCTBEHHBIE IpenapaThl,
BKJIIOUEHHBIE B TIE€pPEUYEHb >KU3HEHHO HEOOXOJMMBIX M BaKHEHIIMX JIEKapCTBEHHBIX IIPENaparos,
nojiexkar wHaekcanuu ¢ 1 HosOps 2010 roma wmcxoas M3 MPOTHO3HPYEMOTO YPOBHS HHQISAINH,
ycraHoBiieHHOro ®PenepanbHbiM 3akoHOM oT 2 naekadbps 2009 roma N 308-03 "O denepanbHOM
oromkete Ha 2010 ron u Ha manoBeIi nepuon 2011 u 2012 rogos" Ha 2011 rog.

(uactsp 3.6 BBeneHa PenepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 rona He gomycKaroTCs POU3BOJACTBO U BBO3 B Poccuiickyro denepannio
JICKApCTBCHHBIX IMPEIApaToOB B YIIAKOBKAX C MapKHpOBKOﬁ, KOTOpas ObliIa HaHeceHa A0 JHA BCTYIUICHUA
B cwity Hacrosimero dexepanpHoro 3akoHa. I1o ncTeyeHnn yka3aHHOTO CPOKa JaHHBIC JICKAPCTBEHHbIC
npenaparbl MOTYT OTIYCKaThCsl, PEaM30BBIBATHCS, MEPEAaBaThbCs U MPUMEHSTHCS 10 UCTEUYEHHS WX
CpOKa T'OIHOCTH.

(B pen. @enepanbubix 3aKkoHOB 0T 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3)

4. Co nmHs BCTyIUIeHUs1 B cuily Hacrtosiuero @eaepanpHoro 3akona u no 30 ampens 2011 roma
BKIIFOYUTCIIBHO  JIOIYCKACTCA IMPOBCACHHUE OKCICPTU3BI JICKAPCTBCHHBIX CPEACTB OKCIIEpTaMU
OKCHEPTHOTO YUYPEXKICHHUS [0 TPOXOXKICHHS WMH aTTeCTallil B TMOPSAAKE, YCTaHOBICHHOM
YIIOJIHOMOYEHHBIM (he/iepalibHBIM OPraHOM HCIIOJIHUTEIILHON BIIACTH.

5. Co nHs BCTyIuleHUs B cuily Hactosimero ®enepanbHoro 3akoHa u no 31 mekabps 2013 rona
BKJIFOUUTENBHO OCYIIECTBIISIETCS MEPEX0]] K IPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUHU C
IpaBWJIaMU OpraHU3allMy MIPOU3BOJCTBA U KOHTPOJISI KaUeCcTBa JIEKAPCTBEHHBIX CPEJICTB, YKA3aHHBIMU B
gacth | crareu 45 Hacrosmero denepanbHOTO 3aKoHA, B TOJMHOM oObeme. Cpoku Tmepexojaa
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB K HUX MPOU3BOACTBY B COOTBETCTBHMM C KOHKPETHBIMHU
TpeOOBaHUAMM JAHHBIX IMpPaBWJI, BKJIIOYas CPOKU ATTECTALMU YHOJIHOMOYEHHBIX JIUIl, YKAa3aHHBIX B
gacTax 6 m 7 crarbu 45 Hacrosuiero denepalbHOrO 3aKOHA, ycTaHaBiauBaroTcs lIpaBurenbcTBoM
Poccuiickoit ®eneparum.

6. JIumeH3un Ha MPOUM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, BbIOaHHbIE 1m0 1 siHBaps 2014 rona,
nercTByroT nocie 1 auBaps 2014 roma 10 UCTEUYEHHS CpPOKA MX JEHCTBHS MPU YCIOBHUM COOTBETCTBHS
JULEH3MaTa MpaBWIaM OPraHM3AlMKM IIPOU3BOJICTBA U KOHTPOJIS KadyeCTBA JIEKAPCTBEHHBIX CPEACTB,
YKa3aHHBIM B yacTH 1 crateu 45 HacTosmero denepanbHOro 3akoHa.

7. ®dopmupoBaHHE TOCYJAapCTBEHHOTO 3a/JaHMsI HA MPOBEJCHUE SKCIEPTU3bl JIEKAPCTBEHHBIX
cpencTB (eneparTbHOMY TOCYJapCTBEHHOMY OFOJDKETHOMY YUPEKICHHUIO 1O MPOBEICHUIO IKCIIEPTU3HI
JIEKApCTBEHHBIX CPENICTB U (PMHAHCOBOE OOECTICUCHHE BBIMOJIHEHUSI ATOTO 3aJaHUsl OCYIIECTBISIOTCS B
MopsiiKe, yCTaHOBIEHHOM enepasibHbIM 3akoHOM oOT 12 sguBaps 1996 roma N 7-@3 "O
HEKOMMEPUYECKUX OpraHu3anusx".

(uacts 7 BBenena denepanbubiM 3aKoHOM 0T 29.11.2010 N 313-03)

IIpe3unent
Poccuiickoit @enepann
JAMEJBEJEB
Mocksa, Kpemib
12 anpensa 2010 roga
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