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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

Cratba 1. NMpeameT perynupoBaHus HacTosiwero PeanepanbHOro 3akoHa

1. Hacrosmmii ®enepajibHbIil 3aKOH PpEryJUpyeT OTHOLIEHMs, BO3HUKAIOIIME B CBSA3M C
oOpaiieHueM - pa3pabdOTKON, MOKIMHMUYECKUMHU HCCIEAOBAHUSAMHU, KIMHUYECKUMHU HCCIEAOBAHUIMU,
3KCIEPTU30M, FTOCYTAPCTBEHHOW PErMCTPalMEl B COOTBETCTBUU C HAcTOSAIUM DenepaibHbIM 3aKOHOM
(manee - rocyaapCTBEHHasi pErucTpaiusi) WIH PErucTpalnureid B COOTBETCTBUU C MEXAYHAPOIHBIMU
JIOTOBOpaMM U aKTaMH, COCTaBJIIOIIMMHU IMpaBo EBpa3uiickoro 3KOHOMHYECKOIO CoOo3a (naiee -
peructpauusi), CO CTaHIapTU3alMel M C KOHTPOJIEM KauecTBa, IPOU3BOJCTBOM, H3TOTOBIICHUEM,
XpaHEHHUEM, IEepeBO3KoM, BBO30M B Poccuiickyro ®denepaunto, BbiBo3oM u3 Poccuiickoit denepaunu,
pEeKJIaMOM, OTIIyCKOM, pealu3aluei, nepenaded, NPUMEHEHHEM, YHUYTOKEHUEM JIEKapCTBEHHBIX
CPEICTB.

(B pen. deaepanbubix 3akoHOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

2. Hacrosimumii denepanbHplil 3aKOH yCTaHABIMBAET IPUOPUTET FOCYAAPCTBEHHOTO PETYJIMPOBAHUS
0e301acHOCTH, KauecTBa U 3 (HEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB IIPU UX OOpaIleHUH.
(B pen. @enepanbHoro 3akona ot 25.06.2012 N 93-d3)

CraTtba 2. Cdepa npumeHeHus HacToswero PenepanbHOro 3akoHa

Hacrosiuit ®enepanpHplii 3aKOH IPUMEHSAETCS K OTHOIIECHHSM, BO3HUKAIOLIUM IMPU OOpalEHUH
JICKApCTBEHHBIX CPEJCTB Ha TeppuTopuun Poccuiickoit Oenepamnuu.

CraTtbsa 3. 3akoHoAaTeNnbLCTBO 06 OOpaLleHUn NeKapCTBEHHbIX CPeACcTB

1. 3akoHonaTenbCcTBO 00 OOpalIeHWH JIEKAPCTBEHHBIX CPEACTB COCTOMT W3 HACTOSIIETO
@denepallbHOTO 3aKOHA, APYTUX (QeAepalbHbIX 3aKOHOB M HMHBIX HOPMATUBHBIX IIPAaBOBBIX aKTOB
Poccutickoii denepanumu.

1.1. 3akoHO1aTENBCTBO 00 OOpAIllEHNH JIEKApPCTBEHHBIX CPEJICTB B OTHOLIEHUH FOPUINYECKHX JIUIL U
UHIVBUAYAIbHBIX  NPEANPUHUMATENEH,  OCYLIECTBIIIOIIMX  JEATEIBHOCTh  HAa  TEPPUTOPHUU
MEXIYHApOJAHOIO MEIUIIMHCKOrO KjacTepa, MPUMEHSETCSl C y4eTOM OCOOEHHOCTEH, yCTaHOBJIEHHBIX
®DenepanbHbIM 3ak0HOM 0T 29 uroHs 2015 roga N 160-®3 "O MexayHapoJHOM MEIULIUHCKOM KIJIACTEPE
Y BHECEHHH U3MEHEHUI B OT/ENIbHBIC 3aKOHOIaTebHbIe akThl Poccuiickoit deneparun'.

(actp 1.1 BBeaena denepanbHbiM 3ak0HOM OT 29.06.2015 N 160-®3; B pen. @enepanbHOro 3aKkoHa OT
04.08.2023 N 428-D3)

2. JletictBue Hactosmiero denepalbHOTO 3aKOHA paclpocTpaHseTcsl Ha oOpalieHne HapKOTUYECKUX
JIEKAPCTBEHHBIX CPEJICTB M TCHUXOTPOINHBIX JIEKAPCTBEHHBIX CPEACTB C YYETOM OCOOCHHOCTEH,
YCTaHOBJICHHBIX  3aKOHOJATeNbCTBOM  Poccuiickoii  ®enepanuu 0 HAPKOTUYECKHX  CPEACTBAX,
TICUXOTPOIHBIX BEIIECTBAX U 00 WX MPEKypcopax.

3. JeilictBue Hacrosimero @enepanrbHOrO 3aKOHA  pacHpoCTpaHseTcs Ha  oOpalieHue
paguodapMareBTHIECKUX JICKAPCTBEHHBIX CPEACTB C yYeTOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3akoHoAarenscTBOM Poccuiickoit deneparnu B o0nactu obecreueHus paaualioHHON 0€30MacHOCTH.

4. Ecnm MexayHapoaHbIM JoroBopoM Pocculickoit @enepanuu, MeXIyHapOJHBIMHU JIOTOBOpaMU U
aKTaMM, COCTABIIAIOUIMMHU MpaBo EBpa3uiickoro sKOHOMHYECKOTO COr03a (Jajiee - aKThl, COCTABIISIOIINE
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

npaBo Coro3a), yCTaHOBJICHBI WHBIC IMpaBWiIa, Ye€M T, KOTOPbIE MPEAYCMOTPEHBI HACTOSIIUM
®denepalibHBIM 3aKOHOM, TPUMEHSIFOTCS MPaBUJIa MEKYHAPOTHOTO JIOTOBOPA, IIPAaBHUIIA, COACPKAIIUECS B
aKTax, cocTtapistomux rnpaso Coro3a.

(dactb 4 B pen. Peaepanbuoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. PemeHuss MEXKroCyJIapCTBEHHbIX OpPraHoB, MPUHATHIE HAa OCHOBAaHUM  IOJIOKEHHM
MEXIYHApOAHBIX J0roBopoB Poccuiickonn ®enepauun B HUX HCTOJKOBAaHUHU, IMPOTUBOPEYAIIEM
Konctutynuu Poccuiickoit @enepaunu, He mojjiexaT ucnoiaHeHuto B Poccuiickoit @enepanuu. Takoe
MIPOTUBOPEUYNE MOXKET OBITh YCTAHOBJICHO B TIOPSIAKE, OMPEICICHHOM ()eIepaTbHBIM KOHCTUTYIIHOHHBIM
3aKOHOM.

(uactsb 4.1 BBeneHa @enepasbHbIM 3akoHOM OT 08.12.2020 N 429-03)

5. B Poccuiickoit @enepanun B COOTBETCTBUU C MEXIYHAapOJIHBIMU JoroBopamu Poccuiickoit
Oenepauu W (WIKM) HA OCHOBE MPHUHIMUIIA B3aUMHOCTH TPHU3HAIOTCS PE3YyJIbTaThl KIMHUYECKUX
HCCIICIOBAHUN JIEKQPCTBEHHBIX IIPENapaTroB Uil MEIMIIMHCKOTO TIPUMEHEHHUs, IMPOBEICHHBIX 3a
npeaenaMu reppuropun Poccuiickon denepanuu.

Crtatbs 4. OCHOBHbIe NOHATUS, UCNOSNb3yeMble B HacTosiweM PeaepanbHOM 3aKOHe

Jns ueneit nactosiniero denepanbHOro 3aK0HA UCIIOIB3YOTCS CJICTYIOIINE OCHOBHBIE TOHATHS:

1) nekapcTBEHHBIE CpEJCTBa - BEIIECTBA MJIM MX KOMOWHAIIMM, BCTYNAIOUIME B KOHTAKT C
OpraHM3MOM 4YEJIOBEKa HJIM XUBOTHOI'O, IPOHUKAIOLIME B OpPraHbl, TKAaHW OpPraHM3Ma YEJIOBEKA HIIU
KUBOTHOTO, TPUMEHSEMbIC IS MPOQPHIAKTUKH, TUATHOCTHKHU (32 HMCKIIOUYEHHWEM BEIIECTB WU HX
KOMOMHAIMM, HE KOHTAaKTUPYIOLIUX C OPraHU3MOM YeJIOBEKa WM KHUBOTHOTIO), JeUueHUs: 3a0oJjieBaHus,
peadwiInTaluy, Al COXpaHEHMs, IPEeIOTBPAIllEHHs] WU NpepbIBaHUs OEpEMEHHOCTH M IMOJIyYeHHbIE U3
KpOBH, IIa3Mbl KPOBH, U3 OPraHOB, TKAHEW OpraHU3Ma YEJI0BEKA WIH )KMBOTHOT'O, PACTEHHI, MUHEPAJIOB
METOAAMU CHUHTE3a WIM C IMPUMEHEHHEM OHMOJOrHyeckux TexHosoruil. K jexapcTBEeHHBIM cpeacTBam
OTHOCSTCS (papMalleBTUYECKUE CYOCTaHLIMU U JIEKAPCTBEHHBIE IIPETIapaThl;

1.1) cTpaTermyeckd 3HaYMMble JICKApPCTBEHHBIE CpEICTBA - JIEKAPCTBEHHbIE CpEeACTBa s
MEAUIMHCKOTO MPUMEHEHHUS, KOTOpble 00ECIeUnBalOT IPUOPUTETHBIE TOTPEOHOCTH 3APAaBOOXPAHEHMUS B
HeNnax NPOPUIAKTUKU M JIedeHus 3a00JeBaHMN, B TOM 4HCJIE MNPeoONaaloluX B CTPYKType
3aboneBaemocTu B Poccuiickoit deneparuu, ¥ MPOU3BOJICTBO KOTOPHIX JIOJDKHO OBITH OOECIIEYEHO Ha
teppuropun Poccuiickoit ®enepannn. [lepeuensb cTparernyecku 3HaYMMBIX JIEKAPCTBEHHBIX CPEICTB, a
TaKKe NOpSAJOK M Kputepun ero GopmupoBanus yrBepkaatorcs IIpaBurensctBom Poccuiickoit
denepauny;

(m. 1.1 BBenen denepanbHbIM 3aKk0HOM 0T 23.07.2025 N 268-D3)

2) ¢apmarieBTHUECKasi CyOCTaHIUS - JIGKAPCTBEHHOE CPEJCTBO B BHJE OJHOTO MIJIM HECKOJIBKUX
oOnanaromux GapMakoIoriueckoi akTHBHOCTBIO JEMCTBYIOIUX BEIIECTB BHE 3aBUCMOCTH OT MPUPOIBI
IIPOUCXOXACHUS, KOTOPOE TNPEeJHA3HAYeHO JJIi IPOU3BOJCTBA, W3TFOTOBIEHUS JIEKAPCTBEHHBIX
MpenaparoB U onpeaenser ux 3pHEeKTUBHOCTE;

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

3) BCIIOMOTaTCJIbHBIC BCIIICCTBA - BCIICCTBa HCOPTraHN4YCCKOro NI OpraHu4eCcKoOro
MPOUCXOKACHUSA, UCIIOJIB3YCMbIC B IIPOLCCCC IMMPOU3BOACTBA, U3TOTOBJICHUS JICKAPCTBCHHBIX IMPCIIApaTOB
AJIg IpUuaaHuAa UM HeO6X0)II/IMI)IX (1)I/I3I/IKO-XI/IMI/I‘-IeCKI/IX CBOI)IICTB;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

4) nexkapcTBEHHBbIE IIperaparbl - JIEKAPCTBEHHBbIE CpPEACTBA B BHUJAE JIEKAPCTBEHHBIX (OpM,
MpUMEHsIeMbIe ISl MPO(HIAKTUKY, JUATHOCTUKH, JICUeHUs 3a00JeBaHMs, pPEaOWIHTALAN, IS
COXpPaHEHUs, IPEIOTBPAIICHHs] WU MPEepbIBaHUs OEPEMEHHOCTH;

5) nekapctBeHHas (hopMma - COCTOSIHME JICKAPCTBEHHOTO IIperapara, COOTBETCTBYIOIIEE CHOCOOaM
€ro BBEJICHHS U IPUMEHECHHUS U 00ecIieunBaroliee JOCTIKEHIE He00X0auMoro jieueOHoro dddekra;

5.1) no3upoOBKa - COJEPKAHUE OJTHOTO UM HECKOJIBKHUX JCHCTBYIOLINX BEIIECTB B KOJIMYECTBEHHOM
BBIDQ)KEHUU Ha €IUHUIy J03bl, WIM €AUHULY Oo0beMa, WIM E€AMHUIy MacChbl B COOTBETCTBHM C
JeKapCcTBEHHOH ¢opmoit MO0 IS  HEKOTOPbIX BHJOB JICKAPCTBEHHBIX (OPM  KOJIMYECTBO
BBICBOO0KJIA€MOI'0 U3 JIEKAPCTBEHHON (POPMBI AEHCTBYIOLIETO BELIECTBA 3a €IUHUILY BPEMEHH;

(m. 5.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

6) nepeyeHb KMU3HEHHO HEOOXOJMMBIX U BKHEHUIINX JICKAPCTBEHHBIX MPENApaTOB - YTBEPIKIACMBII
[IpaBurensctBoM Poccuiickont @enepanyy nepedeHpb JICKapCTBEHHBIX INPENapaToB I MEAUIMHCKOIO
IIPUMEHEHHMs, 00eCIIeYNBAIOIUX IPUOPUTETHBIE IOTPEOHOCTH 3[]PaBOOXPAHEHNUS B LEIIX NPOPHIAKTUKI
U JieyeHHus 3a00JIeBaHMil, B TOM 4HUCIEe IpeodsiajaloliuX B CTPYyKType 3aboneBaeMoctu B Poccuiickoii
®eneparuu;

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

6.1) opdaHHBIC JEKapCTBEHHBIC Ipernaparbl - JICKAPCTBEHHBIC Iperaparbl, MpeaHa3HaYCHHBIC
HCKITIOYUTEIIEHO JIJISl JUATHOCTUKH, STHOMATOTCHETHIECKOTO HITH TAaTOTCHETHUYECKOTO JICUCHHMS (JICUCHUS,
HaIlpaBJICHHOTO HAa MEXaHU3M pPa3BUTHS 3a00yieBaHus) peakuX (opdaHHBIX) 3a00JICBaHHIA;

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

6.2) Ouojorumyeckue JEKapCTBEHHbIE Ipernaparbl - JIEKapCTBEHHBIE IIperaparhbl, JEHCTBYIOIIEE
BEIIECTBO KOTOPBIX MPOW3BENCHO WM BBIIEICHO W3 OMONOTMYECKOTO MCTOYHWKA WU JUISI OMpPEIeICHUS
CBOMCTB M KadyecTBa KOTOPHIX HEOOXOJWMa KOMOWHAIUS OMOJIOTMYECKHMX M (PU3UKO-XUMHUYECKHUX
MeTonoB. K Oumonmormdyeckum JEKapCTBEHHBIM IpenaparaM OTHOCSTCS HMMYHOOMOJOTHYECKHE
JIEKApCTBEHHBIC TpernapaThl, JIEKAPCTBEHHBIC TMpENapaThl, MOJYyYEHHbIE W3 KPOBHU, IJIA3Mbl KPOBH
YeloBeKa M JKMBOTHBIX (32 HCKIIOUEHHEM IENbHONH KpOBHU), OMOTEXHOJNOTWYECKUE JIEKapCTBEHHBIE
npenaparbl, TeHOTEpPaNeBTUYECKUE JICKAPCTBEHHBIE MpEMapaThl, JEKApCTBEHHBIE IpernapaThl Ha OCHOBE
COMAaTHYECKUX KIIETOK;

(m. 6.2 BBemen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanpbHOro 3akoHa ot
04.08.2023 N 466-D3)

6.3) BBICOKOTEXHOJIOTUYHBIA JIEKAPCTBEHHBIN TpernapaTr - reHOTepaneBTHUYECKUN JIeKapCTBEHHBIN
nmpenapar il MEAMLMHCKOTO IPUMEHEHHUs, WIHA JIEKapCTBEHHBIM IIpernapaT Ha OCHOBE COMAaTUYECKHUX
KJIETOK JJI1 MEJUIIMHCKOTO MPUMEHEHHSs, WM TKaHEHHXEHEPHBIN JIeKapCTBEHHBIN MpenapaT (mpemnapaT
TKaHEBOW MH)KEHEPHH);

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

7) I/IMMyHO6I/IOJIOF NYCCKUC JICKApCTBCHHBIC npenaparTsl - JICKApCTBCHHBIC npenaparkl,
MNpe€aAHa3HAUYCHHBIC JId q)OpMI/IPOBaHI/IH AKTUBHOI'O HMJIM ITAaCCMBHOTO HMMMYHUTCTA 00 JUArHOCTUKH
HaIn4us HUMMYHUTCTA nimn JAUarHOCTUKH CHCI_II/I(I)I/HICCKOF (O) HpHOGpeTCHHOFO U3MCHCHUA
HMMYHOJIOTHYECKOT'O OTBETa Ha AJUICPrU3upyronme BCIICCTBA. K I/IMMyH06I/IOJ'IOFI/I‘—IeCKI/IM
JICKApCTBCHHBIM npenaparam OTHOCATCA BaKIIWHBbI, AHAaTOKCHHBEI, TOKCHHBI, CBIBOPOTKH,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

MMMYHOIJIOOYJIMHBI U aJUIEPIeHBI;
(n. 7 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7.1) 6GMOTEXHOJIOTUYECKHE JIEKAPCTBEHHbIE TPEeraparhl - JIEKApCTBEHHBIE MIPpernapaTsl, IPOU3BOICTBO
KOTOPBIX OCYIIECTBIISICTCS C UCIIOJIb30BAHUEM OMOTEXHOJOTHYECKUX MPOIIECCOB U METOJIOB (B TOM UHUCIIE
JIHK-pekoMOMHAHTHON TEXHOJOTHH, TEXHOJIOTUH KOHTPOJUPYEMOW SKCIPECCHUU T'€HOB, KOJIUPYIOLIUX
OMOJIOTMYECKH aKTUBHBIE OCNKH B MPOKAPHOTaX W JYKAPUOTAX, BKIOYAs H3MECHECHHBIC KIICTKH
MJIEKOMUTAOIINX ), THOPUIOMHOTO METO/1a U METOa MOHOKJIOHAJIbHBIX aHTUTEIL;

(n. 7.1 BBegeH ®enepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

7.2) TreHoTepalleBTUYECKUE JIEKAPCTBEHHBbIE IMpernaparbl - JIEKapCTBEHHbIE Ipenaparsl,
(dapmarieBTHuecKass CyOCTaHIUSI KOTOPBIX SIBISETCS PEKOMOWHAHTHON HYKJIGHHOBOW KHCIOTOH WIIN
BKJIIOYaeT B ce0sd pPEKOMOWHAHTHYI HYKJICHMHOBYIO KHCIOTY, T[O3BOJISIONIYIO OCYLIECTBIIATH
peryiupoBaHue, penapaluio, 3aMeHy, J00aBIeHHEe WK YIaJeHHe TeHETHUECKOW MOCIeI0BATEILHOCTH;
(m. 7.2 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

8) HapKOTHYECKHE JIEKapCTBEHHBIE CPENICTBA - JIGKAPCTBEHHBIC NpenapaThl M (papManeBTHUYEeCKHe
CyOCTaHIIMM, COJAEpIKalllle HApKOTUYECKHE CpEeJICTBAa M BKIIOYEHHble B IlepeueHb HApKOTUYECKHUX
CPEICTB, IICUXOTPOIHBIX BEUIECTB M HUX IMPEKypCcOpOB, MOJUIEKAIIUX KOHTpoito B Poccuiickoit
@Denepanyy, B COOTBETCTBUM C 3aKoHojaTenbcTBOM Poccuiickoit Penepauyu, MeEKIyHApOIHBIMU
norosopamu Pocculickon @enepanuu, B TOM 4ucie ENMHONW KOHBEHIMEN O HAPKOTHYECKUX CPEACTBAaX
1961 rona;

9) MCUXOTPOIHBIE JICKAPCTBEHHBIE CPEJICTBA - JICKAPCTBEHHBIC MperapaThl U (hapManeBTHUECKUE
CyOCTaHIIMH, COJeprKallhe MCUXOTPOMHBIE BellecTBa W BKIOUeHHble B [lepedueHb HAPKOTHYECKHX
CPEACTB, IICUXOTPOIHBIX BEIIECTB W HX MPEKypCOpPOB, MOIJIEKAIUX KOHTpod B Poccuiickoii
®enepany, B COOTBETCTBUHU € 3aKoHoAATenbCcTBOM Poccuiickoit denepauuu, MexIyHApPOIHBIMU
noroBopamu Poccuiickoit ®denepanuu, B ToM unciae KoHBeHIMEW O MCHUXOTPOMHBIX BemiecTBax 1971
roja;

10) pamuodapmanieBTHUECKHE JICKAPCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIE CPEACTBA, KOTOPHIE
COJZIep>KaT B TOTOBOM ISl MCIOJIb30BaHUSA (hOpME OJUH PAAMOHYKIM]I WM HECKOIBKO PaTHOHYKIHIOB
(paaMOaKTHBHBIX U30TOIOB);

10.1) opurvHanbHBIM JEKapCTBEHHBIM Mpemapar - JEKapCTBEHHbBIM Ipermapar ¢ HOBBIM
JEUCTBYIOIIMM BEIIECTBOM, KOTOPBIM NEPBBIM 3apeructpupoBaH B Poccuiickoi ®Pexepanunu Wiu B
MHOCTPaHHBIX TOCYIapCTBAX HA OCHOBAHUU PE3YJIbTATOB JOKIMHUUYECKUX MCCIEA0BaHUN JIEKAPCTBEHHBIX
CPEICTB U KIMHUYECKHX HCCIEI0OBAaHUI JIEKapCTBEHHBIX MPenapaToB, MOATBEPKAAIOIIUX €ro KayecTBo,
3¢ (HeKTHBHOCTH U 0€30MaCHOCTE;

(. 10.1 BBenen PenepasibHbIM 3aKk0HOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBIN eKapCTBEHHBIN Mpenapar - JIEKapCTBEHHBIN MpemapaT, KOTOPhIH UCTOIb3yeTCs
JJ1s1 OLIEHKN OMOPKBUBAJIEHTHOCTH WU TepaHeBTquCKOﬁ O9KBHUBAJICHTHOCTH, Ka4CCTBA, B(i)(l)eKTI/IBHOCTI/I n
0€30MacHOCTH BOCIPOM3BEIEHHOTO JIEKAPCTBEHHOIO MpermapaTa Ui O0uoaHalIoroBoro (0uomomo0HOTO)
JIEKapCTBEHHOTO Tipenapara (6uoananora). B xauecTBe pedepeHTHOro JEKapCTBEHHOTO TIpemnapara Jis
MEAUIIMHCKOTO TPUMEHEHHsI HCIONB3yeTCsS OpPUTHMHAIBHBIN JIEKapCTBEHHBIA MpemapaTr Iu0o, eclu
OpUTHHAJIbHBIA JIEKApPCTBEHHBIM Mpernapar He 3aperucTpUpOBaH WJIM HE HAXOJUTCA B 000poTE B
Poccuiickoit @enepanuu 1 He HAXOIUTCS B 000pOTE B MHOCTPAHHBIX TOCYIapPCTBAX, BOCIIPOU3BEICHHBIIH
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

JIEKapCTBEHHBIN MperapaT Wi 0MoaHaIOroBbIA (OMOMOA00HBIN) JIEKapCTBEHHBIN ITpenapar (OnoaHaior),
KOTOPBIA TMEPBBIM 3aperucTpUpPOBAH W3 UMCIa Haxojsaumxcs B obopore B Poccuiickoit denepanuu,
OMOPKBUBAJIGCHTHOCTh WJIM  TEpaleBTUYECKas HKBUBAJIEHTHOCTb, KadyecTBO, JS()PEeKTUBHOCTH U
0€30MacHOCTh KOTOPOTO OI[EHUBAIKCH 110 OTHOIICHHIO K OPUTMHAIBHOMY JICKApCTBEHHOMY IIpernapary, a
TaKkke KadyecTBO, 3(PPEKTUBHOCTL U OE30MACHOCTh KOTOPOTO MOATBEPKAAIOTCS pe3ysibTaTaMu
(apMakoHaa30pa U MPOBEPOK COOTBETCTBUA JIEKAPCTBEHHBIX CPEACTB, HAXOMAALIMXCS B T'PAaXIAHCKOM
000pOTe, YCTAaHOBJIEHHBIM TpeOOBaHMSIM K MX KadecTBy. B kauecTBe pedepeHTHOro JEeKapCTBEHHOI'O
mpemapata JUisi  BETEPUHAPHOTO IMPUMEHEHHSI HCIIOJIb3YeTCS  JICKAPCTBEHHBIM  Mpemapar  Jyis
BETEPUHAPHOTO TPUMEHEHUs, 3apeructpupoBaHHbli B Poccuiickoii @enepauuu Ha OCHOBaHHUH
PE3YJIbTATOB JOKIMHUYECKUX HUCCIICIOBAHHI JICKAPCTBEHHBIX CPEACTB W KIMHUYECKUX HCCIICTOBAHHMA
JIEKapCTBEHHBIX MPENapaToB, MOATBEPKAAIOIINX €T0 KauecTBO, 3P (HEKTUBHOCTH U O€30M1aCHOCTD;

(m. 11 B pen. denepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

12) Bocpou3BeICHHBII JIEKAPCTBEHHBIN Mpenapar - JeKapCTBEHHbIN MpenapaT sl MEAUIIHHCKOTO
MPUMEHEHHUSI, KOTOPBIH HMMEET JKBUBAJICHTHBIM pedepeHTHOMY JICKapCTBEHHOMY Ipemnapary
KaueCTBEHHBbIM COCTaB U KOJMYECTBEHHBIM COCTAaB JCHCTBYIOLIMX BEIIECTB B 3KBUBAJIECHTHOMU
JIEKapCTBCHHON (opMe, MO0 JCKApCTBEHHBIN Mpenapar A BETCPUHAPHOTO TPUMEHEHUS, KOTOPBIN
UMEeT TaKue JKe, 4YTO M pedepeHTHbI JIeKapCTBEHHBIA IMpermapaT, KaueCTBEHHBIM COCTaB H
KOJIMYECTBEHHBI  COCTaB  JEHMCTBYIOIIMX BEIIECTB B TaKOM K€ JIEKApCTBEHHOM  ¢opme,
OMOPKBHBAJIGHTHOCTh ~ WJIM  TepameBTUYecKas JKBHUBAJIEHTHOCTh KOTOPHIX  COOTBETCTBYIOILIEMY
pedepeHTHOMY JICKapCTBEHHOMY IpernapaTy MOATBEPKIeHA COOTBETCTBYIOIIUMH UCCIICIOBAHHSIMH,

(m. 12 B pen. denepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

121) TCPANICBTUYCCKAA SKBUBAJICHTHOCTD JICKAPCTBCHHBIX IMPENApaTOB - JOCTUIKCHHUE KIIMHUYCCKU
COIIOCTAaBUMBIX TepaneBTU4YecKoro s¢dexra M mnokaszarened 3((HEeKTUBHOCTH U OE30MaCHOCTU IpH
MNPUMCHCHUN JICKAPCTBCHHBIX IMpPCIaparoB 4 MCEAULIUHCKOTO MNPUMCHCHHA, HMCIOOIUX OJHO
MEX/JIYHapOJAHOE HEMaTeHTOBaHHOEe (WIM XHMHUYECKOe, MM TpYyNIHPOBOYHOE) HAMMEHOBaHME, B
OKBHUBAJICHTHBIX AJO3HMPOBKAax 110 OJHUM M TEM XKC IMMOKa3aHUAM K NPUMCHCHHIO W IIPU OJWHAKOBOM
crioco0e BBEJICHHs Y OAHOM U TOM k€ TPYIIbI OONBHBIX;

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

12.2) 6uoananorosblii (0MOMOAOOHBIN) JIEKapCTBEHHBINM MpemnapaT (0MoaHanor) - OHOJOTHYECKHI
JICKapCTBCHHBIN TIperapar, CXOXHH M0 TapaMerpaM KadecTBa, 3(PQPEKTHUBHOCTH W O€30MacHOCTH C
pedepeHTHBIM OHOJOTHYECKUM JICKAPCTBEHHBIM MpErapaToM B TaKOM e JIeKapCTBEHHOH (opme u
AMEIONINH HIEHTUYHBINA cII0cO0 BBEICHUS;

(n. 12.2 BBenen denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-D3)

12.3) B3ammo3aMeHsieMblil JIEKapCTBEHHBIN IpernapaT - JEKapCTBEHHbIN IMpernapaT ¢ JOKa3aHHOU
TEpareBTUUECKOW HKBUBAJIEHTHOCTHIO WM OHOIKBHUBAJEHTHOCTBIO B OTHOLIEHUH pPe(EepeHTHOro
JIEKAPCTBEHHOT'O MpENapaTa, UMEIIINN YKBUBAJICHTHBIE €My KaY€CTBEHHBIM COCTAaB M KOJIMYECTBEHHBIN
COCTaB JIEUCTBYIOIIUX BEIIECTB, COCTAB BCIIOMOTATENIbHBIX BELIECTB, JEKApCTBEHHYIO (hOpMY H CIIOCOO
BBEJICHUS;

(n. 12.3 BBenen denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-D3)

12.4) OWODKBUBAJEHTHOCTh JIEKAPCTBEHHBIX IMpEMapaToB - JIOCTH)KEHHWE COMOCTaBUMBIX
[IOKa3aTeJIe CKOPOCTU BCAChIBAaHUsA, CTEIIEHU IIOCTYIUICHUS K MECTY JEUCTBUSA U CKOPOCTU BBIBEICHUS
OJIHOTO WJIM HECKOJBKHUX OO0JIaarouux (hapMakoJIOrHuecKoil akTUBHOCTBIO JIEHCTBYIOIIMUX BEIIECTB MPH
IIPUMEHEHUN JIEKapCTBEHHBIX IIpEnaparoB I MEAMIUHCKOIO IPUMEHEHMs, HUMEIIIUX OJHO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

MEXYHApOJAHOE HEMATCHTOBAaHHOE (WJIM XHMHUYECKOE, WM TPYNIHPOBOYHOE) HAMMEHOBAaHHE, B
SKBHBAJICHTHBIX JIO3UPOBKAX U MIPH OJMHAKOBOM CIIOCOOE BBEIICHUS;
(. 12.4 BBenen denepanbHbiM 3aKk0HOM 0T 27.12.2019 N 475-D3)

13) nexapcTBEHHOE PaCTUTEIBHOE CHIPhE - CBEKHME WM BBICYIICHHBIC PACTEHUS JIMOO WX YaCTH,
UCTIOJNIb3yeMbIC JUIS TPOM3BOJICTBA JICKAPCTBEHHBIX CPEJCTB OpPraHMU3AlUSMHU - IPOU3BOAMUTEIISIMU
JIEKaPCTBCHHBIX CPEJICTB WJIM U3TOTOBJICHHS JICKAPCTBEHHBIX MPEMAapaToB aNTeUHBIMH OpPraHU3aIUsMHU,
BETCPUHAPHBIMU aNTEYHBIMH OpPTaHU3ALUSAMHU, WHIWBHUIYAJTbHBIMU TMPEANPHHAMATEISIMHI, UMEIOIIUMU
JMIICH3UIO HA (papMareBTUYECKYIO AEATEIbHOCTD;

14) nexapCTBEHHBIH PACTUTEIBHBIM Ipermapar - JIGKApCTBEHHBIM MperapaT, MPOU3BEICHHBIN WIIH
M3TOTOBJICHHBIA U3 OJHOTO BUJIA JICKAPCTBEHHOTO PACTUTEIBLHOTO CHIPhS WJIM HECKOJIBKUX BHJIOB TaKOTO
CBIPBS M pean3yeMblil B pac)acOBAaHHOM BUJIE BO BTOPUYHOM (IOTPEOUTEIHCKOM) YITaKOBKE;

15) romeonaruyeckuil JeKapCTBEHHBIN Mpenapar - JeKapCTBEHHbIN Ipenapar, IPOU3BEICHHbIN WIH
U3TOTOBJICHHBI U3  (papMaleBTHYECKOM cyOcTaHIMM WM  (papMaleBTUUECKUX CyOCTaHIMi B
COOTBETCTBHH C TPeOOBaHMAMH OOHIMX (papMaKONEHHBIX CTaTeld K TOMEONaTHYECKHM JIEKapCTBEHHBIM
mpernapataM WIM B COOTBETCTBUU C TpeOOBaHMSAMM (apMakolen CTpaHbl MPOU3BOAUTEINS TaKOTO
JIEKApCTBEHHOIO Mperapara;

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

16) MexTyHApOIHOE HEMMATEHTOBAHHOEC HAUMEHOBAHUE JICKAPCTBEHHOTO CPEJCTBA - HAUMEHOBAHUE
NCHCTBYIOIIErO  BellecTBa  (papMaleBTUYECKOW  CcyOCTaHIIMHM, peKOMeHJoBaHHOe BcemmupHoii
OpraHu3aIyei 3JpaBoOXpaHCHHUS;

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

17) ToproBoe HaMMEHOBAHHE JIEKAPCTBEHHOTO CpEACTBA - HAUMEHOBAHUE JIEKAPCTBEHHOTO
CpeICTBa, NPHUCBOEGHHOE €ro pa3padOTYMKOM, JAepKaTeleM WIH BIaJeiblleM pPETUCTPAIMOHHOTO
YI0CTOBEpPEHUS JIEKAPCTBEHHOTO Mpernapara;

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

17.1) rpynnupoBOYHOE HAMMEHOBAaHUE JIEKAPCTBEHHOI'O  Ipernapara - HaWMEHOBaHHE
JIEKAPCTBEHHOI'O IIperapara, HE UMEIOLIEro MEKIyHapOJHOIO HENAaTeHTOBAHHOIO HAMMEHOBAHUSA, WIH
KOMOMHAIMM JIEKapCTBEHHBIX IMPENapaTroB, HCHOJIb3yeMO€ B IeNAX OOBEAMHEHUS WX B TPYNIy IOA
€VHBIM HAMMEHOBAHUEM UCXO/ U3 OJUHAKOBOIO COCTaBa JACHCTBYIOIIUX BEILIECTB;

(n. 17.1 BBenen denepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-D3)

18) obmas dapmakoneitHas cTaThs - JOKYMEHT, YTBEPKICHHBIA YIIOTHOMOUYEHHBIM (heiepambHbIM
OpraHOM HCTIOJHUTEIBLHON BIACTH M COJEPKAIIUN MEepedeHb TMOoKaszaTesied KauecTBa W (WMJIM) METOJIOB
KOHTPOJISI KadyecTBa KOHKPETHOW JIEKapCTBEHHOW (OPMBI, JIEKAPCTBEHHOTO PACTHUTEIBHOTO CHIPbS,
BCIIOMOTATENIbHBIX BEIIECTB, ONMHUCAHUA OWOJOTHYECKUX, OMOXMMHUYECKHX, MHUKPOOHOJIOTHIECKUX,
(U3UKO-XUMHUYECKUX, (PU3MUECKUX, XUMHUUECKHUX U JPYTUX METOJOB aHAIHM3a JEKAPCTBEHHOTO CPE/ICTBA,
a Takke TpeOOBaHUS K MCIIOIB3YEMBIM B IIEJIAX MPOBEACHUS TAHHOTO aHAIM3a PEaKTHBAaM, THTPOBAHHBIM
pacTBOpam, MHIUKATOPaM;

(B pen. deaepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

19) dapmakoneiiHas cTaThsi - JOKYMEHT, YTBEPXJECHHBIH YIMOJHOMOYEHHBIM (heaepanbHbIM
OpPraHOM HCHOJHHUTEBHOM BJIACTH M COZEp AN IepeueHb MoKa3zaTenel KauecTBa U METOJJ0B KOHTPOJIS
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

KayecTBa JICKAPCTBEHHOTO CPENICTBA, JIGKAPCTBEHHOTO PACTUTEIBHOTO CHIPhS, BCIOMOTATEIBHBIX
BEIIIECTB;
(B pen. deaepanbubix 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

19.1) crangapTHbIe 00pa3Ilbl - BEIIECTBA, MOCPEACTBOM CPABHEHUS C KOTOPBHIMU OCYIIECTBIISICTCS
KOHTPOJIb KayecTBa HCCIIEIYEMbIX JIEKAPCTBEHHBIX CPEICTB C MOMOMIbIO (PU3UKO-XUMUYECKUX U
OMOJIOTMYECKUX METO/OB B LIEJSIX MOATBEPIKICHHSI COOTBETCTBUS JIEKAPCTBECHHBIX CPEJICTB TPEOOBAHUSIM
HOPMAaTUBHOI JTOKyMEHTAllU{, YCTAHOBJIICHHBIM MPU OCYIIECTBIECHUU TOCYJapCTBEHHON perucTpanuu, u
KOTOpBhIE TPHUMEHSIOTCS IS KaTuOpPOBKU CTAHIAPTHBIX O0Opa3OB MPOU3BOJUTENS JICKAPCTBEHHBIX
CPEICTB, HCIIOJIb3YEMbIX MJIsi KOHTPOJSL KauecTBa M HHBIX IleJied Mpu OOpalleHUH JIeKapCTBEHHBIX
CpPEACTB;

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

19.2) dapmakoneiiHplii cTaHIAPTHBIM OOpa3er] - CTaHAAPTHBIA O0pasell, MPOW3BEIACHHBIA B
COOTBETCTBHUH C (papmMaKomneitHON CTaThel;
(m. 19.2 BBenen PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

20) HOpMAaTUBHAaA AOOKYMCHTaLUs - JOKYMCHT, conepmamnﬁ MNEpEUCHb OIPCACIICMBIX 110
pe3yjibTaTaM COOTBCTCTBYIOIIUX OKCIICPTU3 IMOKa3aTejie KadecTBa JICKAPCTBCHHOI'O CPEACTBa MJIA
MCAULHUHCKOI'O IPUMCHCHU S, MECTOJOB KOHTPOJIA €T0 Ka4CCTBA U YCTaHOBHeHHLIﬁ €TI0 IIPOU3BOAUTCIICM;

21) HOpMATUBHBIN TOKYMEHT - JOKYMEHT, COepKallluii IepeYeHb ONpEeIsieMbIX 0 pe3ybTaTam
COOTBETCTBYIOIIMX JKCIEPTHU3 TOKa3aTeleld KauecTBa U (WJIM) METOJOB KOHTPOJSI KadyecTBa
JIEKApCTBEHHOU (hOPMBI, OMHUCAHUSI OUOJOTHYECKUX, OMOXUMUUYECKHX, MUKPOOHUOIOTHYECKUX, (HU3HKO-
XMUMHUYECKHUX, (PU3NYECKHX, XMMHUYECKMX M JPYIMX METOJOB aHalu3a JICKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TMPUMEHEHMsI, TPeOOBAaHUS K HCIHOJB3YEMBbIM B LEISIX MPOBENCHHUS JaHHOTO aHalu3a
peakTuBaM, THTPOBAHHBIM PAaCTBOPaM, MHAUKATOPAM U YCTaHOBJIEHHBIN €0 IPOU3BOANUTENIEM;

21.1) oOummii TEXHUYECKUH TOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTe€pUalIOB, COCTOSILUN W3
HECKOJIBKMX  pas3felioB -  JOKYMEHTalUuu  aJIMHUHHMCTPATUBHOIO  XapaKTepa,  XHMHWYECKOW,
(dapMmareBTUUEeCKOM W OHOJOTUYECKOW JOKYMEHTAIMH, (PapMaKoJIOTMuecKOol, TOKCHKOJIOTUYECKON
JOKYMEHTAlUU, KIMHUYECKOW JIOKYMEHTALMM U IPEACTABISEMBIM OJHOBPEMEHHO C 3asABICHUEM O
roCy/1apCTBEHHON PETUCTPallMH JIEKApCTBEHHOTO Mpenapara i MEJUIMHCKOTo IPUMEHEHHS B opMmarTe,
YCTQHOBJICHHOM YIIOJTHOMOYEHHBIM (heiepalibHbIM OpraHOM HUCIOJIHUTENBHOM BIIACTH;

(m. 21.1 BBenen denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-D3)

22) Ka4ecTBO JIEKAPCTBEHHOT'O CPECTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CPEJCTBA TPEOOBAHHIM
(apmakomnelHol cTaTby MO0 B Cllydae €e OTCYTCTBUS HOPMATUBHON JOKYMEHTAIlMU WJIM HOPMATUBHOTO
JOKYMEHTA,;

23) 0e30macHOCTh JIEKAPCTBEHHOTO CPEJCTBA - XapaKTePHCTHKA JIEKApPCTBEHHOIO CpPECTBa,
OCHOBaHHAas Ha CPaBHUTEIILHOM aHaIu3e ero 3pGEKTUBHOCTH U PUCKA TIPUIUHEHHSI BPEia 37J0POBBIO;

24) 3(h}eKTUBHOCTD JIEKApPCTBEHHOTO Ipernapara - XapaKTepUCTHKa CTENEHU IOJIOKHUTEIbHOTO
BIMSIHUS JIEKAPCTBEHHOI'O IIpernapara Ha TEYeHHEe, MPOAODKUTENBHOCTh 3a00J€BaHUs MM €ro
IIPEJOTBpAIEHHE, peaONINTAIUI0, HA COXPaHEHUE, TPEeJOTBpAllleHIe WK IIPepbIBaHNE OEPEMEHHOCTH;

25) cepus JICKAPCTBCHHOI'0 CPCACTBA - KOJMYCCTBO JICKAPCTBCHHOI'O CPEACTBA, NPOU3BCACHHOC B
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

PE3YIBTATC OAHOT'O TCXHOJOI'MYCCKOr'o HUKJIa €TI0 IMPOU3BOANUTEIICM,

26) perucTpanMoHHOE YJOCTOBEPEHUE JIEKAPCTBEHHOT'O Mperapara - 3aluch B rOCYJapCTBEHHOM
peecTpe  JIEKapCTBEHHBIX  CPEICTB, TMOATBEpXKIaromias (GakT TOCYIJapCTBEHHOW  perucTpamuu
JICKapCTBEHHOTO Tpenapara, ¥ (Win) JOKYMEHT, TOATBEPKIAIOIINI (haKT rocy1apcTBEHHON PEruCTpaluu
(perucTparum) JIeKapCTBEHHOTO Mperapara;

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

26.1) nepskaTesb WM BIafeliel] PErUCTPAllMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOrO Iperapara -
pa3paboTYMK JICKApPCTBEHHOTO CPEJICTBA, IPOU3BOJUTENH JICKAPCTBEHHBIX CPEJICTB WM HHOE
IOpUANYECKOe JIMIO, OOJajaroliee MpaBOM BIIAJEHUS PETUCTPAILMOHHBIM YIOCTOBEPEHHUEM, KOTOphIE
HECYT OTBETCTBEHHOCTh 32 KauecTBO, 3(h(heKTUBHOCTH M O€301MaCHOCTH JIEKAPCTBEHHOTO TIpenapaTa;

(. 26.1 BBenen @enepalibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

27) perucTpaliOHHBII HOMEp - KOJOBOE 0003HAUYEHHUE, IPHCBOCHHOE JICKAPCTBEHHOMY IperapaTy
IIPU €T0 TOCYNAPCTBEHHOW PErucTpanyy i PErUCTpalny;
(B pen. ®enepanphoro 3akoHa ot 30.01.2024 N 1-D3)

28) oOpaiieHue JEKapCTBEHHBIX CPEACTB - pa3paboTKa, JOKIMHHYECKHE HCCIEIOBaHMS,
KIIMHUYECKUC HccCijIe10BaHusd, 9KCIICpTHU3Aa, TroCydapCTBCHHad  pCrucrpanuid HiIn  perucTrpanmsd,
CTaHJIapTH3alMsl U KOHTPOJIb KayecTBa, MPOU3BOJCTBO, M3TOTOBJICHHE, XpPaHEHHE, MEPEBO3Ka, BBO3 B
Poccuiickyro ®@enepanuro, BbiB03 U3 Poccuiickoit denepanuu, pexiiamMa, OTIyCK, peann3aius, nepeaaya,
MPUMEHEHHE, YHUYTOKEHHUE JIEKAPCTBEHHBIX CPEICTB;

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

29) CY6’LCKT]':>I O6paH_IeHI/I$I JICKApCTBCHHBIX CPEACTB - (I)I/ISI/ILICCKI/IG Juiga, B TOM YHCIIC
HHAWBUAYAJIBHBIC NPCANPUHUMATCIIN, W HOPHIWYCCKUC JIHIA, OCYIICCTBIIAOIINC ACATCIBHOCTL IIPpU
O6paH_IeHI/II/I JICKAPCTBCHHBIX CPCIACTB,

30) pa3paboTuuK JIEKApCTBEHHOTO CPEACTBA - OpraHu3aIlus, 00Jiaarias npaBaMu Ha pe3yJIbTaThbl
JNOKIIMHUYECKUX  MCCIENOBAaHUN  JIGKAPCTBEHHOTO  CPEJCTBA,  KIMHUYECKUX  HCCIETOBAHHM
JIEKapCTBEHHOTO TIperapaTa u (WIH) Ha TEXHOJOTHIO TTPOU3BOJICTBA JIEKAPCTBEHHOTO CPEJICTBA;

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

31) mpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB - NEATEIBHOCTh MO TMPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEACTB OPraHU3ALUSAMU - IPOU3BOAUTEISAMHU JIEKAPCTBEHHBIX CPEACTB HA OJHOM CTaIWU, HECKOJIBKHX
WA BCEX CTAJUAX TEXHOJOTMYECKOTO IMPOIECCa, a TAKKE MO XPAHCHUIO U pealu3allud MPOU3BEICHHbBIX
JIEKapCTBEHHBIX CPE/ICTB;

31.1) mpou3BoACTBEHHAs TIJIOMIAKA - TEPPUTOPUATIBHO 000COOJICHHBIM KOMIUIEKC MPOU3BOIUTENS
JIEKAPCTBEHHBIX CPEACTB, MpPEIHA3HAUYECHHBIM JJI1 BBIIOJHEHHMS BCEro IMpolecca IMPOU3BOJICTBA
JIEKApCTBEHHBIX CPEJICTB WJIM €r0 OMPEIeIICHHON CTa/INH;

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

32) mpou3BOAMUTENH JEKAPCTBEHHBIX CPEACTB - OpPraHM3alMsl, OCYIIECTBIISIONIAs MPOU3BOICTBO
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUH € TPeOOBaHUAMHM HacTos1iero denepanbHOro 3aKOHa;

33) ¢dapmaneBTHueckas AESITEIbHOCTb - JESTENbHOCTb, BKIIOYAIOIasi B ce0s ONTOBYIO TOPTOBIIIO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

JEKapCTBEHHBIMU  CPEICTBAaMH, MX XpaHEHHE, IIEepeBO3KY M (WIM) PO3HUYHYIO TOPTOBIIIO
JICKApCTBCHHBIMU IpCriapaTaMu, B TOM YHUCIC IAUCTAHIIMOHHBIM CHOCO6OM, HUX OTIIYCK, XpaHCHHUC,
NePEBO3KY, N3TOTOBJICHHUE JIEKAPCTBEHHBIX MPETapaToB;
(B pen. @enepanbHoro 3akoHa ot 03.04.2020 N 105-D3)

34) opraHuzanUs ONTOBOM TOPrOBJIM  JIGKAPCTBEHHBIMU CpPEIACTBAMH -  OpTaHU3allus,
OCYIIECTBJISIIOIIAs ONTOBYIO TOPTOBIIO JIEKAPCTBEHHBIMM CPEACTBAMHU, HUX XpaHEHUE, IEPEBO3KY B
COOTBETCTBHUH ¢ TpeOoBaHUSAMU HacTosiero deaepaabHOro 3aK0HA;

35) anTeyHas opraHu3anMs - OpraHU3alus, CTPYKTYPHOE IIOJPA3JCICHUE MEIUIMHCKOW
OpraHU3aluK, OCYIIECTBISIONIME PO3HHYHYIO TOPTOBIIO JICKAPCTBEHHBIMHU MperapaTaMi, B TOM YHCIIE
JHMCTAaHIMOHHBIM CIIOCOOOM, XpaHEHHE, IEPEBO3KY, U3TOTOBJICHHE U OTITYCK JICKAPCTBEHHBIX MPENapaToB
JJIsI METUIIMHCKOTO IIPUMEHEHHUS B COOTBETCTBUH € TPeOOBaHUSIMU HacTosiiero deaepaipHOro 3aKoHa;
(B pen. enepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

36) BeTepuHapHas anTe4yHas OpraHM3alys - OpraHu3alys, CTPYKTYpHOE IOApa3/eieHHe
BCTCpI/IHapHOf/'I OopraHu3alnyu, OCYHICCTBIIAOIINEC POSHUYHYIO TOPTOBJIIO JICKAPCTBCHHBIMU ITPCIIapaTaMu,
B TOM YHCJIE JUCTAaHIMOHHBIM CIIOCOOOM, XpaHEHHE, H3TOTOBJICHHE W OTIYCK JIEKaPCTBEHHBIX
npemnaparoB [jiA BCETCPUHAPHOI'O0 HNPHUMCHCHHUA B COOTBCTCTBHH C TpC6OBaHI/I$IMI/I HaCTOsAIICTO
denepanbHOTO 3aKOHA;

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

37) panbcupuIMpoBaHHOE JIEKAPCTBEHHOE CPEIICTBO - JIKAPCTBEHHOE CPEJICTBO, COMPOBOKIAEMOC
JIO’)KHOM MH(OpMaIHe 0 ero cocTaBe u (WIN) TIPOU3BOIUTEIIE;

38) HemoOpoKayecTBEHHOE JIEKApCTBEHHOE CpPEICTBO - JIEKAPCTBEHHOE CpPEACTBO, HE
COOTBETCTBYIOIIEE TpeOOBaHUSIM (hapMaKOIEHHON CTaThu JIMOO B Cllydae €€ OTCYTCTBHS TPEOOBaHUSIM
HOPMaTHUBHOM JOKYMEHTALIMHM UM HOPMATUBHOTO IOKYMEHTA;

39) koHTpadakTHOE JEKAPCTBEHHOE CPEJICTBO - JICKAPCTBEHHOE CPEACTBO, HAXOAIIEECs B 000pOTE
C HapyIIEHUEM TPakJaHCKOTO 3aKOHO/1aTebCTBA,

40)  JOKIMHUYECKOE  MCCIECIOBAaHWE  JIEKAPCTBEHHOTO  CpPEACTBA -  OHMOJOTUYECKHE,
MUKpPOOUOIOTHYECKHNE, MMMYHOJIOTHYECKHEe, TOKCHKOJIOTUYECKHE, (apMakoIorudyeckue, (Qundeckue,
XUMHUYCCKUEC U JAPYTru€ UCCICAOBAHUA JICKAPCTBECHHOT'O CPEACTBA IIYTEM MMPUMCHCHWA HAYUYHBIX METOA0B
OLICHOK B LIEJISIX TOMYUYEHUs JOKa3aTeNbCTB O€30MacHOCTH, KadecTBa U () (PEKTUBHOCTH JIEKaPCTBEHHOTO
CpeACTBa;

4]) KIMHUYECKOE HCCIIEOBaHUE JIEKAPCTBEHHOIO IIpenapara - HW3Y4eHHE IUarHOCTHYECKHX,
ne4eOHbIX, MPoPUIaKTUIECKUX, (PapMaKOJIOTHYECKIX CBOWCTB JIEKAPCTBEHHOTO IpernapaTa B Ipolecce
€ro NPUMEHEHHUs Yy 4YEJIOBEKa, >KMBOTHOIO, B TOM YHCIIE IIPOLIECCOB BCACBIBAHUS, PaCIpelEIcHMs,
HU3MCHCHUA W BBIBCACHHUA, IIYTEM IMPHMCHCHUA HAYYHBIX METOJ0B OICHOK B MHCIAX IMOJYUYCHUA
JI0Ka3aTeNbCcTB OE30MacHOCTH, KadecTBa M I(P(EKTUBHOCTH JICKApCTBEHHOTO IpemnapaTa, JaHHBIX O
HCXKCIATCIIbHBIX PCaKIUAX OpraHudMa UYCJIOBCKA, XWUBOTHOIO Ha IMNPHUMCHCHHE JICKAPCTBECHHOI'O
npernapata U 00 3¢¢exre ero B3aUMOJCHCTBUSA C APYTUMH JIEKapCTBEHHBIMHM IpenapaTtamu U (W)
MUIICBBIMHA IIPOAYKTAMH, KOpMaMU,

42) MHOT'OIICHTPOBOC KIIMHUYCCKOC HNCCICAOBAHUC JICKAPCTBCHHOT'O IMpeTiapara IJjid MCAUITUHCKOT'O
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

IIPUMEHEHUs - KIMHUYECKOE UCCICAOBAHME JIEKApCTBEHHOIO Ipemnapara JUisd MEIULMHCKOIO
NPUMEHEHHS, TPOBOJAUMOE pa3pabOTYMKOM JIEKaPCTBEHHOI'O Ipernapara B JAByX M 0ojee MEIUIIMHCKUX
OpraHu3alnysX 110 €eAMHOMY IIPOTOKOJY KIMHUYECKOI0 UCCIIEI0BaHUs JIEKAPCTBEHHOIO IIperapara;

43) MCKAYHAPOAHOC MHOI'OLICHTPOBOC KIIMHHUYCCKOC HCCICIOBAHHC JICKAPCTBCHHOI'O IIpCIiapara
Aad MEAUIUHCKOIO IIPUMCHCHHA - KIMHHUYCECKOC MCCICIOBAHUE JICKAPCTBCHHOI'O IIpfriapara I
MCIUIHUHCKOI'0 MPUMCHCHUA, MPOBOANMOC p33pa6OT‘-II/IKOM JICKAPCTBCHHOI'O IIpfriapata B Pa3JIMYHbIX
CTpaHax 110 €AMHOMY IIPOTOKOJIY KIIMHUYCCKOI'O UCCIICAOBaHMA JICKAPCTBECHHOTI'O IIPEIiapara;

44) TOCTPEruCTPAIMOHHOE KJIMHUYECKOE MCCIEIOBAaHUE JIEKApCTBEHHOTO Mperapara  Juis
MEIULMHCKOrO NPUMEHEHUS - KIMHUYECKOE MCCIIEJOBAaHUE JIEKApCTBEHHOIO Ipenapara s
MEIUIIMHCKOTO MPUMEHEHHUS, MPOBOAMMOE IPOU3BOAUTENIEM JIEKAPCTBEHHOTO Tpernapara, rpak1aHCKui
000pOT KOTOPOTO OCYIIECTBIISIETCSl MOCTE TOCYJAPCTBEHHON pPErucTpaluy WIA PEruCTpalid, B LENsIX
JIOTIOJTHATEIHFHOTO cOOpa JaHHBIX O €ro 0e30macHOCTH U 3(P(HEKTHUBHOCTH, PACHIMPEHUS MOKa3aHWUU K
MIPUMEHEHUIO JIaHHOI'O JIEKAPCTBEHHOI'O IIperapaTa, a TaKXKe BbISBICHUS HEXKEIaTeNIbHBIX pPEaKUUl
MaIEeHTOB Ha €ro JICHCTBHUE;

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

45) wuccnenoBaHue OHWOIKBHUBAJIEHTHOCTU JIEKApCTBEHHOIO IIpernapara - BHUJA KIMHUYECKOTO
HCCIIEIOBaHMsl JICKApCTBEHHOI'O IpenapaTa, MPOBEJAEHUE KOTOPOro OCYIIECTBIISETCS M OIpeesIeHUs
CKOPOCTH BCAChIBaHHMSI W BBIBEJICHHS OJHOTO WJIM HECKOJBKHX 00Jamarommx (HapMaKkoIorHIecKoi
aKTUBHOCTBIO JICHCTBYIOIIMX BEILIECTB, KOJUYECTBA JIEKAPCTBEHHOI'O IIpernapara, JIOCTUTAIOLIEro
CHCTEMHOTO KpPOBOTOKA, W PE3YyJbTaThl KOTOPOTO IO3BOJIAIOT CIENaTh BBIBOJ O OMOAKBHUBAICHTHOCTH
BOCIIPOU3BE/ICHHOI'O JIEKAPCTBEHHOI'O Mpernapara B ONpeIesIEHHbIX JeKapCTBEHHOH (opMe U 103UpOBKeE,
COOTBETCTBYIOIINX (hOpME U JO3UPOBKE pehpepeHTHOTO JIEKAPCTBEHHOTO MPETapara;

(. 45 B pen. denepanpHOro 3aKoHa oT 22.12.2014 N 429-D3)

46) wuccnenoBaHHE TEpPANEBTUYECKONM HSKBUBAJIEHTHOCTU JIEKAPCTBEHHBIX IpPENapaTroB - BHUJ
KJIMHUYECKOTI'O MCCIIeI0BaHMs JIEKapCTBEHHBIX MpenapaToB, MPOBEJCHUE KOTOPOTO OCYLIECTBISIETCS AT
BBISIBIICHUS OJTMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MPENapaToB ONpeAeIeHHOMN JIEeKapCTBEHHOW (POPMEI, a
TaKKe HaJM4Yus OJMHAKOBBIX TOKa3zarened Oe30macHOCTH U 3(P(GEKTUBHOCTH JIEKApPCTBEHHBIX
MIPEerapaToB, OJJUHAKOBBIX KIMHUYECKHX 3(P(PEKTOB MpH X MPHUMEHEHNH;

47) mpOoTOKOJ KIMHUYECKOTO MCCIIEOBAHUS JICKApCTBEHHOI'O Ipernapara - JOKYMEHT, B KOTOPOM
OTpeAeNsoTCs 1enu, (GOpMbl OpraHU3aluyd U METOAOJOTHS MPOBEIEHUS KIMHUYECKOTO HCCIeI0BaHuS,
CTaTUCTHYECKHE METO/bl 00pabOTKM pe3ysbTaTOB TaKOro HCCIENOBaHMS M Mephbl MO 00eCHeueHHIO
0e30macHOCTH (PU3MUECKHUX JIML, YYAacTBYIOIIUX B KIMHUYECKOM HCCIEIOBAaHUM JIEKAPCTBEHHOIO
npernapara;

48) Opomurtopa Hccaea0BaTeNs - CBOAHOE U3JI0KEHUE PE3yIbTaTOB JOKIMHUYECKOTO HCCIIEIOBAaHUS
JIEKAPCTBEHHOTO  CPEJICTBA M  KIMHUYECKOTO MCCIEIOBAaHUS JIEKApCTBEHHOTO IMpenapara s
MEIUITMHCKOTO MPUMEHCHUS;

49) uaopMaOHHBIHN JIMCTOK MAIMEHTA - JOKYMEHT, KOTOPBIi opopMiIsieTcs B BUe JOKYMEHTa Ha
OyMa)XHOM HOCHTENe, TOJIMUCAHHOIO MalMeHTOM WM €ro 3aKOHHBIM THpeJcTaBUTeNeM, JH0O
dopmupyercss B (opMe 3IEKTPOHHOTO JIOKYMEHTA, MOAMHMCAHHOTO MAlMEHTOM MM €ro 3aKOHHBIM
MIPE/ICTaBUTENIEM C HCIOJB30BAaHUEM YCHUJICHHONW KBaJU(UUMPOBAHHON 3JEKTPOHHOM MOAMKMCH, WIH
YCUJICHHOM HEKBaIM(PHUIMPOBAHHON HIEKTPOHHON MOANHUCH, WM TMPOCTONH BIIEKTPOHHOM MOAMHUCH
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

MOCPEIICTBOM TNPUMEHEHUSI CIUHON CHUCTeMbl WACHTU(QHUKAIMM M ayTeHTH()HUKAIUU, U B KOTOPOM
COJIepKaTcsl B JIOCTYIHOUW (popme cBeneHMs, Kacaroluecs MPOBOJAMMOrO KIMHHYECKOTO HCCIEAOBAHUS
JICKApCTBEHHOTO TIpernapaTa, U BRIpaKEHHOE B TUCbMEHHOU (hopMe T0OPOBOJIEHOE COTIIACUE TMAallMeHTa Ha
y4acTue B KJIMHUYECKOM HCCIEIOBAHWUU JICKAPCTBEHHOTO Mperapara Jjisi MEAMIIMHCKOTO MPUMEHEHUS
MoCjIe O3HAKOMIJICHHSI MAIMeHTa WM €r0 3aKOHHOTO IPEICTABHTENSI ¢ OCOOCHHOCTSMHU KIMHUYECKOTO
WCCJICTOBAHMSI, UMCIOIUMU 3HAYCHHE JUTS BRIPAKEHUS TAKOTO COTIIACHS;

(1. 49 B pen. @enepanpHoro 3akona ot 28.12.2025 N 504-D3)

50) nobouyHoe [neHcTBUE - pEaKUusl OpraHu3Ma, BO3HHUKIIAs B CBA3M C IPUMEHEHUEM
JICKaPCTBCHHOI'O TIperapara B J03aX, PEKOMEHAYEMBbIX B HHCTPYKIHH [0 €ro NPUMEHEHHIO, JUIS
npoUIaKTUKH, AMATHOCTUKH, JICUCHUS 3a00JICBAaHUS WIH I PeaOuINTALNN;

50.1) HexenarenpHas peaklMsl - HEMpeJHAMEpeHHas HeOmarompusiTHas peakius OpraHu3Ma,
KOTOpasi MOKET OBITh CBsI3aHA C IPUMEHEHUEM JIEKAPCTBEHHOTO Mperapara;
(m. 50.1 BBenen @enepasibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

51) cepre3Has HexenareiabHas pPEaKIUs - HEXKeJaTelbHAas peaklus OpraHu3Ma, CBSI3aHHas C
MPUMEHEHHEM JIEKApCTBEHHOTO IIpermapaTa, MpHUBeAlas K CMEpPTH, BPOXKICHHBIM aHOMAIHSIM WIH
MOpOKaM Pa3BUTHUS JIMOO MPENCTaBIAONIas COOOW Yrpo3y >KM3HH, TpeOyromas TOCHUTATU3AINHA N
MpUBE/IIAs K CTOUKON yTpaTe TPYJ0CIOCOOHOCTHU U (MITH) UHBATUAHOCTH;

52) HCMPCABUACHHAA HECKCIATCIbHAA PCAKIUA - HEXKCIATCIbHAA PCAKLUA OpPraHu3Ma, KOTopas
CBsi3aHA C TPUMCHCHHEM JICKApPCTBEHHOTO Ipernapara B Ji03aX, PEKOMEHIYEMBIX B IMPOTOKOJE €ro
KIMHAYECKOTO HCCIIEOBAaHMs, OpoIIope HCCIenoBareis, Wi C NPUMEHEHHEM JIEKapCTBEHHOTO
mpemapaTa B 033X, PEKOMEHAYEMbIX B HHCTPYKIHMH IO €ro NPUMEHEHHUIO0 ISl MPOQHIAKTUKH,
JAUArdHOCTUKH, JICUCHUA 3a00JIeBaHUS MIIU MGHHHHHCKOﬁ p€a6I/IJ'II/ITaIII/II/I NnanueHTa, U CyYHOCTb, TAXKCCTh
WM UCXOJ KOTOPOH HE COOTBETCTBYET MH(OpPMAlMKU O JEKApCTBEHHOM IIperapare, cojaepKaileics B
MPOTOKOJIE €ro KIMHWYECKOTO WCCIEeIOBaHUs, OpOIIIOpe HCCIEAOoBaTeNsl WIA B WHCTPYKIHH TI0
MPUMEHEHUIO JIEKAPCTBEHHOT'O MIperapara;

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

52.1) dapmakoHang30p - BUA JEATEIBHOCTH MO MOHUTOPUHTY 3(PPEeKTUBHOCTH U 0€30MacHOCTH
JIEKApCTBEHHBIX  TPEMapaToB, HANpPaBJICHHBIM Ha BBISIBIEHHWE, OICHKY ¢  MPEIOTBPAIICHUE
HEeXeNaTelbHbIX MOCIEACTBUN TPUMEHEHUS JIEKapCTBEHHBIX IIPENapaToB;

(m. 52.1 BBenen denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-D3)

52.2) mnaH ynpaBieHUs PUCKaMHU - MOAPOOHOE ONMUCAaHHE MEPONpUATHH 1Mo (papMakoHaA30py,
HaIpaBJIEHHBIX Ha BBISBJICHUE, OLEHKY M MPEAOTBPALEHUE WM MUHHUMH3AIUIO PUCKOB, CBSI3aHHBIX C
JIeKapCTBEHHBIMHU ITperapaTaMy, BKIII04ast OLIEHKY 3(p(PEeKTUBHOCTH JaHHBIX MEPOIPUSATHII;

(. 52.2 BBeneH PenepasibHBIM 3aK0HOM OT 22.12.2014 N 429-03)

53) penent Ha JEKapCTBEHHBIM Npemapar - MEIUIMHCKANA JOKYMEHT YCTaHOBJIEHHOW (OpMBI,
coJlepKalllMii Ha3HA4YeHHE JIEKApCTBEHHOrO Ipenapara Uil MEAMIIMHCKOIO IPUMEHEHUs, BBIIAHHBIN
MEIUIUHCKUM pabOTHHKOM B LIEISIX OTIYCKa JIGKAPCTBEHHOTO Mperapara WM €ro M3rOTOBJICHUS U
OTITyCKa Ha OyMa)KHOM HOCHUTEJIE UJTU C COTJIaCcHs MAallMeHTa UM €ro 3aKOHHOTO IpecTaBuTeNs B hopme
AJIEKTPOHHOTO JOKYMEHTA, IOJANUCAHHOTO C HCHOJb30BAHUEM YCWJIEHHOW KBaIH(PUIMPOBAHHON
ANIEKTPOHHOW TMOAMMCH MEIWLUHCKOrO pabOTHUKA, JUOO JIOKYMEHT YCTAaHOBJIEHHOM (HOpMBlI,
CoJiepKalllMii Ha3HA4YEeHME JIEKAPCTBEHHOTO Ipenapara Juisi BETEPUHAPHOIO NPUMEHEHUS, BbIIAHHBIN
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

CIECIUAIUCTOM B OO0JAaCTH BETEPHHAPHHM B LENAX OTIYCKa JIGKAPCTBEHHOrO IIperapara WId €ro
W3TOTOBJICHHS M OTITyCKa Ha OyMa)KHOM HOCHUTEIIE I C COTJIacHsI BJIJIENbIIa )KHBOTHOTO MM 3aKOHHOTO
MPEJCTaBUTEISl BIIAJICIbIIa JKUBOTHOTO, O(GOPMIICHHBIH B JJIEKTPOHHOW (opMe ¢ HCHOIb30BAHUEM
benepanbHON TOCYIaPCTBEHHONH MH(POPMAITMOHHON CHCTEMBI B 00JIACTH BETCPUHAPHH,

(B pen. @eaepanbHbiX 3akoHOB OT 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3, ot 30.12.2021 N 463-
®3)

54) TtpebGoBaHMEe MEIULMHCKOW OpraHU3allid, BETEPUHAPHOM OpraHM3allMd MWIM OpraHu3aluu
(MHIMBUIYaNbHOTO  INpEANPUHUMATENS),  OCYLIECTBIAIOIIEH  (OCYIIECTBISIOLIET0)  pa3BElCHHUE,
BBIPAlIMBAHUE U COJCP)KAHUE >KUBOTHBIX, - JOKYMEHT YCTAHOBJIEHHOW (DOpPMBI, KOTOPBIM BBIMHCAH
MEIULIUHCKUM PaOOTHUKOM WM CIICIUAIUCTOM B 00JacTH BETepUHAPUH, UMEIOIIMMU Ha 3TO IMPaBO, U
CONICP’)KUT B MHUCBMEHHOM (QopMe yKa3zaHUE AanTeyHOW OpraHu3allii WM BETEPUHAPHON aNTEeyHOU
opranuzan 00 OTIyCKE JIGKAPCTBEHHOT'O Mperapara WM O €ro M3TOTOBICHHH W 00 OTIyCKEe IS
o0ecrniedeHus Je4yeOHOro mpolecca B MEIULMWHCKON OpraHu3aliy, BETEpUHAPHOW OpraHHU3allMd WU B
opraHuzanu  (MHIAUBUAYAJIbHBIM TMPEINPUHUMATEIEM), OCYIIECTBISIOMENH  (OCYIIECTBIISIOIINM )
pa3Be/icHUE, BbIPAIIMBAHUE U COJEPKAHUE )KUBOTHBIX;

(. 54 B pen. ®enepanpuoro 3akona ot 30.12.2021 N 463-D3)

55) KOMIUIGKCHas OIleHKa JIEKQpCTBEHHOTO TMperapara - OIEHKa 3aperucTpUPOBAHHOTO
JIEKApCTBEHHOTO TIpernapara, BKJIoJaromnas B ce0st anaau3 nHGpopMaum o CpaBHUTEIHLHON KIIMHUYECKOU
3¢ (hHeKTUBHOCTH U 0€30MaCHOCTH JIEKAPCTBEHHOTO MpernapaTa, OlEeHKY SJKOHOMUYECKUX TOCIEICTBUN €T
MIPUMEHEHHUSI, W3YUYCHUE JIOMOJHHUTEIbHBIX IOCICACTBUI TPUMEHEHUs JICKAPCTBEHHOTO IIperapara B
LEIAX TPUHATHS PEIICHWH O BO3MOXXHOCTH BKJIIOUYEHHUS JICKApCTBEHHOI'O IIpenapara B IepeueHb
KU3HEHHO HEOOXOJIMMBIX M BaXKHEHIINX JIEKAPCTBEHHBIX MPENapaToB, HOPMATUBHBIE MTPABOBBIC aKThl U
WHBIE IOKYMEHTBHI, ONPEAEIIAIONINe MOPSIAOK OKa3aHUs MEIUIIMHCKON MOMOIIIM, UM UCKIIOYEHUS €ro U3
YKa3aHHBIX MEPEYHSs, aKTOB U JIOKYMEHTOB;

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

56) cucTeMa MOHHMTOPHHTA JBIOKECHHS JICKAPCTBEHHBIX MPEMapaTroB I MEIUIIMHCKOTO
npuUMeHeHus - (enepanpHas rocyJapcTBeHHas HHQPOpPMAIMOHHAs CHCTEMa MOHUTOPUHTA JBUKCHUS
JIEKApPCTBEHHBIX TMpEenapaToB UIsi MEIUIMHCKOTO TPUMEHEHUS OT NPOU3ZBOAMTENS JO KOHEYHOTO
MOTPEOUTENSI C HCIONB30BAHUEM B OTHOIIEHWU JIEKApPCTBEHHBIX MPENapaToB s METUIIHTHCKOTO
MIPUMEHEHHUSI CPEJICTB UIACHTU(UKAIUY;

(m. 56 BBeneH denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

57) KO MapKUpPOBKM - YHHUKallbHas IOCJEI0BaTeIbHOCTh CHUMBOJIOB, COCTOAIIAs M3 KoJa
UACHTUDUKAIIMM U KOAA MPOBEPKH, ONpEAETAeMbIX B COOTBETCTBUU ¢ DenepanbHbIM 3aKOHOM OT 28
nekabpsa 2009 roga N 381-®3 "O6 ocHOBax rocyIapCTBEHHOI'O PEryJIMPOBaHUS TOPrOBOM JNESATEIbHOCTH
B Poccuiickoit denepanun'.

(. 57 BBenen denepanbHbIM 3aK0HOM OT 28.12.2025 N 514-03)

Mnaea 2. NTONHOMOYUA ®EQEPAJTIbHbIX OPFTAHOB UCMNONTHUTENBHONU
BINTACTU, UCMOJNTHUTENbHbIX OPFAHOB CYBBEKTOB POCCUUCKOW
PEAEPALIMU NMPU OBPALLEHUU NEKAPCTBEHHbLIX CPEACTB
(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

Cratba 5. lNMonHomounsa Cbenepa.l'lebIX opraHoB MUCNOJIHUTENbHON BIacTu npu
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

obpalleHnn nekapCcTBEHHbIX CpeacTB

K nomHomounsM (bez[epanLHHx OpraHoOB HCITOJIHUTEILHOMN BIACTH Ipu 06paH_[eHI/II/I JICKApCTBCHHBIX
CpCACTB OTHOCATCH:

1) mpoBenenne B Poccuiickoit denepaniuu €IUHON TOCYJIapCTBEHHON TOJUTUKH B OO0JACTH
obecrieueHus JIeKapCTBEHHBIMU MpenaparaMu rpaxaan B Poccuiickoii @enepanuu;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2) yrBepxkaeHue oOmMX (apmakoneiHbIX ~cTaTei, (¢apMaKONEeWHBIX CTaTed, W3JaHHUE
rOCy/IapCTBEHHOM (hapMaKoIleH, CO3aHue U BeJCHNE peecTpa (papMaKomneiHbIX CTaHAapPTHBIX 00pa3IoB;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) ocymuiecTBiieHue (eAepaibHOTO TOCYJAapCTBEHHOTO KOHTPOJs (Ham3opa) B cdepe oOpamieHHs
JICKapCTBCHHBIX CPEJICTB;
(B pen. deaepanbhbIx 3aKk0HOB OT 25.06.2012 N 93-D3, ot 11.06.2021 N 170-D3)

4) JMIEH3WpPOBAHWE TPOU3BOJCTBA JICKAPCTBEHHBIX CPEACTB, B TOM 4HCIE (eneparbHbIi
rOCYJJapCTBCHHBIN JIUIICH3MOHHBIA KOHTPOJIb JIESITEILHOCTH 0 MPOU3BOICTBY JIEKAPCTBEHHBIX CPEJICTB,
MEPUOINIECKOE TOJTBEPKICHNE COOTBETCTBUS JIMIICH3MATA, MMEIOIIETO JIMIEH3UIO0 Ha NPOU3BOJICTBO
JICKApCTBEHHBIX CPEICTB, U (DapMaleBTUYECKON NEATEILHOCTH B COOTBETCTBUHM C 3aKOHOIATEIBCTBOM
Poccuiickoit denepanuu;

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

5) opraHu3aius SKCIEPTH3bI JIEKAPCTBEHHBIX CPEJCTB, ITHYECKOH DKCIIEPTH3bI BO3MOXKHOCTHU
MIPOBEJICHUS KIIMHUYECKOTO HCCIEI0BaHUs IEKapCTBEHHOTO Mpemnapara A MEAUIIMHCKOTO MPUMEHEHUS,
OKCIIEPTH3BI  JOKYMEHTOB, TPEACTABICHHBIX JUIS ONPEICIICHUS BO3MOXXHOCTH pPacCMaTPHBATh
JIEKapCTBEHHBIN Tpernapar Ui MEIUIIMHCKOTO NMPUMEHEHHS B KadyecTBe Op(aHHOTO JIEKapCTBEHHOTO
nperapara;

(B pen. DenepanbHbIX 3aKk0HOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

5.1) opraHuzanMsi TpOBEACHMS] KOMIUIEKCHOW OIEHKH JIEKAPCTBEHHOI'O Ipenapara B LENIX
IPUHATHS PEIIEHUH O BO3MOXKHOCTH BKJIIOUEHMs JIEKAPCTBEHHOI'O Ipernapara B IEPEYeHb JKU3HEHHO
HEOOXOJUMBIX M BaXKHEMIIMX JIEKapCTBEHHBIX IpErnaparoB, HOPMATHBHbBIE IPaBOBBIE AKThl M HHBIE
JOKYMEHTBI, OINpPEACIAIONINE INOPANOK OKa3aHWsd MEAMIMHCKOM IOMOIUM WJIM WCKIIOYEHUS €ro u3
YKa3aHHbIX [1€PEUHs, aKTOB U JJOKYMEHTOB;

(n. 5.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6) BbIIaua pa3pelieHuii Ha TPOBEICHUE KIIMHUYECKUX MCCIIEIOBAaHUM JIEKAPCTBEHHBIX MPENapaTos,
BEJICHUE PEECTpa BBIJIAHHBIX PA3pELICHUN Ha MPOBEICHUE KIMHUYECKUX MCCIENOBAHUN JIEKAPCTBEHHBIX
IIpenaparos;

7) rocyaapcTBEHHasi pErucTpanus JEKAPCTBEHHBIX MPENapaToB, BEIACHUE TOCYAapCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPE/CTB;

7.1) perucrtpauusi, MOATBEP)KACHUE PErucTpaluy (NepeperucTpaius), BHECEHHE H3MEHEHHH B
PETUCTPALIMOHHOE JIOChE, a TAKXKe MPOBEICHUE MPOIIEAYp, CBI3aHHBIX C pErUCcTpalueil, B COOTBETCTBHUHU C
YTBEPXKACHHBIMU EBpa3suilckoll dKOHOMMYECKONM KOMHCCHEW NpaBUIaMH PETHMCTPAllMU U 3KCIEPTU3bI
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

JIEKapCTBEHHBIX CPEJICTB JAJSl MEIULMHCKOrO MPUMEHEHUS W IpaBUIaMU DPETYJIUPOBaHUSA OOpalleHus
BETEPUHAPHBIX JICKAPCTBEHHBIX CPEACTB HAa TAMOXKEHHOW TeppUTOpuu EBpa3zuiickoro 3KOHOMHUYECKOTO
COI03a;

(n. 7.1 BBegen ®enepanbubiM 3akoHoM oT 30.01.2024 N 1-D3)

7.2)  mpeincrtaBieHHMe — MHPOPMALMM O  PETUCTpallMM,  IOATBEPXKAECHUU  PErUCTpaluu
(mepeperucTpainun), BHECEHMM W3MEHEHHUH B PETUCTPALIMOHHOE JI0ChE, a TakXkKe O Ipoleaypax,
CBA3aHHBIX C perucrpauued, B EBpa3suiiCKyl0 HSKOHOMHMYECKYI0 KOMMCCHIO C HCIOJIBb30BaHUEM
MHTETPUPOBAHHON MH(POPMALMOHHON cucTeMbl EBpa3niickoro 3KOHOMHUYECKOTO COI03a B COOTBETCTBUHU C
yTBEpKJIEeHHbIMI EBpazuiickoil 3KOHOMMYECKOW KOMHUCCHEHW NOpsAKOM (OPMUPOBaHMS U BEICHUS
€IMHOI0 peecTpa 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3suiCKOro 3KOHOMUYECKOT0 COX03a
U IpaBUJIAMU PETyIUpPOBaHUs OOpallleHHs] BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB HAa TaMOXKEHHOMH
TeppuTOpur EBpazuiicCKOro 3KOHOMHUYECKOT0O COK03a;

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

7.3) yTBEpKIECHHE TIOpsiIKA MPUOCTAHOBJICHUS JIEUCTBHUS PErHUCTPALMOHHOTIO YJIOCTOBEPEHHS
JIEKapCTBEHHOTO Ipemnaparta WIM OrpaHUYeHHs MPUMEHEHHUs JIEKapCTBEHHOIO TMpemnapara Juis
MEIUIIMHCKOTO TPUMEHEHHMs] B  CIydasX, MPEIyCMOTPEHHBIX yTBEPXKIEHHbIMU EBpazuiickoii
HSKOHOMMYECKON KOMHCCHEW TMpaBWIAMU PETUCTPAlMM U SKCIEPTH3bl JICKAPCTBEHHBIX CPENCTB IS
MEJIUIIMHCKOTO TPUMEHEHHUS, M BO30OHOBJICHUS JIEUCTBHUS PETUCTPAIMOHHOTO YJIOCTOBEPECHHS
JIEKapCTBEHHOT'O TperapaTa WM CHSTHUS OTPAaHUYEHUS MPUMEHEHHs JICKapCTBEHHOIO Iperapara Jyis
MEJIUIIMHCKOTO MPUMEHEHHS;

(m. 7.3 BBenen deaepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

8) opranuzaiusi U (UJIU) TPOBEICHHE MHCIEKTUPOBAHUSA CYOBEKTOB OOpAIlCHUs JIEKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBHUE YTBEpPKIACHHBIM EBpa3zuiicKOl SKOHOMHUYECKOHM KOMMCCHEH MpaBHiiaM
HaJyIeKalend J1abopaToOpHOM TPAKTUKH, TpaBUjIaM HaJJIeKalled KIWHUYECKOW TMPaKTHKU, MpaBHIIaM
HaJJIexalenl TUCTPUOBIOTOPCKON MPaKTUKU, MpaBWIaM HaJJIeKallell mpakTHku (apmakoHaa3opa, a
TaKK€ YTBEPXKJEHHBIM YIIOJHOMOYEHHBIMH (eepaIbHBIMA OpraHaMH HCIIOJTHUTEIHLHON BIACTH
MpaBujaM HaJUIeKallel anTeYHOW MPAaKTUKHU, IPABUIIAM XPaHEHUs JIEKapCTBEHHBIX CPEJCTB;

(n. 8 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

8.1) opraHmszauus M (MIM) TpoBeAeHHE (apMaleBTUYECKMX MHCHEKIUH MpOM3BOJCTBA
JIEKapCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOIO MPUMEHEHMsS Ha COOTBETCTBHE TPEeOOBAaHUSAM IIPABUI
HaJUIeXkKallled MPOU3BOJICTBEHHOM TNPAaKTUKM EBpa3suiicKOro 3KOHOMHYECKOIO COK03a, BbIJAya,
[IPUOCTAHOBIIEHUE, BO300HOBIIEHWE WIM MpeKpalleHue JeHUCTBUSA CcepTU(PUKATOB (3aKIIIOUEHUH)
COOTBETCTBHS MPOM3BOJCTBA JICKAPCTBEHHBIX CPEJCTB JJISI BETEPUHAPHOIO NPUMEHEHHUs TPeOOBaHUSIM
MpaBUJI HAJUIE)KAEHd MPOU3BOACTBEHHOM NMPAKTUKA EBpPa3suMICKOro KOHOMHUYECKOI'O CO03a, BHECEHUE
M3MEHEHHH B TaKHe CepTUPHUKATHI (3aKIIOUCHHUS);

(m. 8.1 B pen. ®enepanpHoro 3akona ot 31.07.2025 N 304-D3)

8.1-1) opranmszauus u (Wwid) npoBeneHUE (HapMaleBTUYECKHX WHCIEKIMA MPOU3BOJICTBA
JICKApCTBCHHBIX CPEACTB JId MCIUIHUHCKOIO IPUMCEHCHUA Ha COOTBETCTBUEC Tpe6OBaHI/I$IM ImpaBUI
HaJUIeKAllled IMPOU3BOJCTBEHHOM IIPaKkTUKM EBpasviiCKOro 53KOHOMHMYECKOrO COK3a, BbLAAYA,
MIPUOCTAHOBIIEHUE, BO300HOBJIEHME WM MpeKpalleHue AeMCTBUS CepTU(UKATOB COOTBETCTBUSA
MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJACTB IS MEAMIMHCKOTO TPUMEHEHUs TpeOOBaHMAM IpaBUII
HaJUIeKalled MPOM3BOJACTBEHHOW NPAKTUKM EBpa3MiiCKOr0 SKOHOMHYECKOI'O COKO3da, BHECEHHUE
U3MEHEHHH B TaKHe CepTUDHUKATHI;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

(. 8.1-1 BBenen deaepanbabIM 3aKk0HOM OT 31.07.2025 N 304-D3)

8.2) ycTaHOBIEHHE TOpsAKA BEACHUS U BelIEHHE TOCYJapCTBEHHOTO peecTpa cepTH(HUKaTOB
(3aK/IrOUeHM) COOTBETCTBUS IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM IIPABUJI HaAJIeKallen
IIPOU3BOJCTBEHHOM NIPAKTUKH EBPa3suiickoro 5JKOHOMHUYECKOIO COI03a;

(n. 8.2 BBemen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanpbHOro 3akoHa ot
31.07.2025 N 304-03)

9) rocymapcTBEHHas pETUCTpalMsi MPEICNbHBIX  OTIIYCKHBIX II€H IPOW3BOJMTEIICH Ha
JICKApCTBCHHBIC IIpCHapaTtbl, BKIIOYCHHLBIC B TICPCUYCHL JXU3HCHHO H€O6XOZ[I/IMBIX A BaXHEHUIIHUX
JICKApCTBEHHBIX MPENapaToB, W BEIACHUE TOCYJApCTBEHHOTO peecTpa MPEACIbHBIX OTIYCKHBIX IIEH
HpOI/I3BOI[I/ITeJI€I71 Ha JICKApPCTBCHHBIC NpCHapaThbl, BKIOUYCHHLIC B IICPCUYCHDL KU3HCHHO H€O6XOI[I/IMI)IX n
Ba)XHCHUIIINX JICKAPCTBEHHBIX MIPENIApaToB;

(B pen. @enepanbuoro 3akoHa ot 06.06.2019 N 134-D3)

9.1) cornmacoBaHMe IPOEKTOB PELICHUH HCIOIHUTENIBHBIX OpraHoB CcyObeKkToB Poccuiickoit
@enepau 00 yCTAaHOBIEHMM M (WJIM) U3MEHEHUU IIPElEiIbHBIX PAa3MEPOB ONTOBBIX HAaJI0aBOK U
IpEeJeNbHBIX PAa3MEPOB PO3HUYHBIX HAJ0aBOK K (PAKTHMUECKUM OTIIYCKHBIM II€HAM, YCTAHOBJIEHHBIM
IIPOM3BOJUTENSAMH JIEKAPCTBEHHBIX IIPENapaTroB, Ha JIEKAPCTBEHHbIE IIpernapaThl, BKIIOUEHHBIE B
NepevYeHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHUIIMX JIEKAPCTBEHHBIX IIPENapaTos.;

(n. 9.1 BBenmen denepanpHbiM 3akoHOM OT 13.07.2015 N 241-®3; B pen. denepanbHOoro 3akoHa ot
08.08.2024 N 232-03)

10) Bblaya, YCTAHOBJIEHHWE TMOpsAKAa BbIIAYM pPa3pelieHUs Ha BBO3 KOHKPETHOW MapTHH
JIeKapCTBEeHHOTO cpencTBa B Poccuiickyro deaepariuio;
(m. 10 B pen. ®enepanpuoro 3akona ot 02.08.2019 N 297-D3)

10.1) BeITaua, ycTaHOBIEHHE TOPSIIKA BhIAAYU U (POPMBI JOKYMEHTA, KOTOPbIM MOATBEPKIAET, UTO
MIPOM3BOJICTBO JIEKAPCTBEHHOI'O Ipenapara s MEIUIUHCKOTO TPUMEHEHHsS] OCYILIECTBIEHO B
COOTBETCTBMM C TpeOOBAHMSAMHU TNpaBWI HajJIeXalled MPOM3BOACTBEHHOM NPAKTUKU WM 4YTO
JIEKApCTBEHHBINA TIpenapar Jjisi BETEPUHAPHOTO NMPUMEHEHHS JOMNyIIeH K oOpamieHuto B Poccuiickoii
denepanyy, U MOAJESKUT NPEACTABICHUIO IO TPeOOBAHHIO YIOJHOMOYEHHOI'O OpraHa CTPaHbl, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN MIpernapar;

(m. 10.1 BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. PenepalbHOrO 3aKOHa OT
02.08.2019 N 297-®3)

10.2) BpImaya, yCTaHOBJICHHE MOPsAKA BbIAAUYM U (HOPMBI JTOKYMEHTA, COJEPKAIIEero CBEIEHUS O
CTaAMSIX TEXHOJOTHYECKOTO IpoIlecca MPOU3BOJICTBA JICKAPCTBEHHOTO CPENCTBA ISl MEIUIIMHCKOTO
MIPUMEHEHUSI, OCYILIECTBIIIEMbIX Ha TeppUTOpUU EBpazniickoro 53KOHOMHUYECKOTO COI03a;

(m. 10.2 BBenen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03, B pen. denepaqbHOr0 3aKOHA OT
13.07.2015 N 241-®3)

11) co3ganue COBETOB IO BOIIPOCAM, CBSI3aHHBIM C OOpaIlieHueM JICKapCTBEHHBIX CPEJICTB;
12) arrecTamus u cepTU(UKAIUS CICIIHATUCTOB;

13) yrpatun cuny ¢ 1 centsops 2013 rona. - @enepanbsbiii 3akoH ot 02.07.2013 N 185-D3;

www.consultant.ru Crpannua 17 n3 161
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=523521&date=03.04.2026&dst=101497&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=454370&date=03.04.2026&dst=100015&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=03.04.2026&dst=100069&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=523521&date=03.04.2026&dst=101499&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=522588&date=03.04.2026&dst=100026&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=326252&date=03.04.2026&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=182628&date=03.04.2026&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=501392&date=03.04.2026&dst=101287&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=03.04.2026&dst=100019&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=03.04.2026&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=03.04.2026&dst=100072&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=03.04.2026&dst=100021&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=282956&date=03.04.2026&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=282956&date=03.04.2026&dst=101030&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=03.04.2026&dst=100074&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=182628&date=03.04.2026&dst=100014&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=518131&date=03.04.2026&dst=101841&field=134

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

14) ocymecTBiieHue GpapmMakoHaa30pa;
(n. 14 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-®3)

15) yyactue B MeXIyHapOAHOM COTPYIHUYECTBE;

16) mony4yeHue Mo 3arnpocaM yrmoJTHOMOYECHHOTO (efepaibHOr0 OpraHa HCIOTHUTEILHOMN BIACTH OT
UCTIOJIHUTENIBHBIX OpPraHoB cyOBbekToB Poccuiickoit ®enepanuu, a Takke OT CyOBEKTOB OOpalieHUs
JICKApCTBCHHBIX CPCACTB IJId MCAUIMWHCKOTO NPUMCHCHUSA I/IH(I)OpMaI_II/II/I 10 BOIIpOCaM YCTAaHOBJICHHA U
MIPUMEHEHHS [ISH Ha JIEKaPCTBEHHBIE MPerapaThl 1 HaJ10aBOK K HUM;

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

17) npumeHeHe Mep OTBETCTBEHHOCTH 3a HapyllIeHHEe 3aKoHoAaTenbcTBa Poccuiickoit denepannu;

18) yTBep:keHuEe MpaBWil HAJUIEKAIIEH anTeYyHOW MPaKTUKU, NPABWII XPaHEHUS JIEKapCTBEHHBIX
CPEJICTB;
(n. 18 B pen. ®enepanbuoro 3akona ot 30.01.2024 N 1-D3)

19) ycranoBnenue nopsiaka GOpMUPOBAHUS PETUCTPALIMOHHOTO JI0ChE HA JICKAPCTBEHHBIH Mpenapar
JUTSL BETEPUHAPHOTO MPUMEHEHHS B TPEOOBAaHUH K JIOKYMEHTaM B €T0 COCTaBE;
(n. 19 BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepalbHOro 3akoHa OT
30.01.2024 N 1-®3)

20) - 21) yrpatuiau cuiy. - Denepanbhblil 3akoH ot 30.01.2024 N 1-03;
22) yrpatun cuity ¢ 1 mapta 2020 rona. - @enepanbHblii 3akoH oT 27.12.2019 N 475-03;

23) yTBepxkaeHHe TpeOOBaHMN K MHCTPYKIHMH 10 BETEPUHAPHOMY MPUMEHEHMIO JIEKapCTBEHHBIX
[IpenapaTos;
(m. 23 BBegen ®PepepanbHbIM 3akoHOM 0T 22.12.2014 N 429-03; B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-03)

24) npuHATHE PEUICHUH, SBISIOIUXCA OCHOBAaHMSMHU JUI BKIIIOYEHMS JOMEHHBIX MMEH U (MJIH)
yKazaTesiell CTpaHuI] CaiTOB B MH(OPMAIMOHHO-TEIEKOMMYHUKAIIMOHHONW ceTn "MHTepHeT", a Takxke
CeTEeBbIX aJPECcOB B EAMHYI0 aBTOMAaTH3HPOBAHHYI HH(POpPMalMOHHYIO cucteMy "EnuHblii peectp
JIOMEHHBIX HMEH, YyKa3aTesled CTpaHull CalTOB B HWH(OPMALMOHHO-TEIEKOMMYHHUKALMOHHON CETH
"MHTepHeT" M CeTeBBIX aJpEecoB, MO3BOJSIOMUX HJIECHTU(GUIUPOBATh CallThl B HH(OPMAIMOHHO-
TEJIeKOMMYHUKalIMOHHON ceTn "WHTepHeT", coneprkamue MH(OpMAINIO, paclpocTpaHEeHHEe KOTOpPOMl B
Poccuiickoit denepanuu 3amnpemieHo", B OTHOLIEHUHM HH(GOpPMAIMU, COAEpXKAlled NpeasokeHne o
PO3HUYHOI TOProOBj€ JIEKApCTBEHHBIMHM IpenaparaMyd, B TOM YHCJIE JAUCTAHIMOHHBIM CIOCOOOM,
pO3HMYHAs TOPIOBIS KOTOPHIMM OIpaHMYEHAa WJIM 3alpelleHa B COOTBETCTBUM C HACTOSIIUM
denepanbHbBIM 3aKOHOM, W (WIHM) WH(POPMALMH, COACPIKAIIEH TPEIJIOKEHHE O PO3HUYHOM TOPTOBIIE
JIEKapCTBEHHBIMH IIpernapaTaMi, B TOM YHUCIE AMCTAHIMOHHBIM CIIOCOOOM, JMIIAMU, HE HWMEIOIIUMU
JUIEH3UU M pa3pelieHHus Ha OCYIIECTBIIEHHE TAaKOW MEeATENbHOCTH, €CIM IOJy4YeHHE JHUIEH3UU U
paspelieHns IpeayCMOTPEHO 3aKOHOIATeNECTBOM 00 00pallleH!H JIeKapCTBEHHbBIX CPE/ICTB;

(1. 24 B pen. denepanbHoro 3akoHa ot 03.04.2020 N 105-D3)

25) BeIaua pa3peuieHuid Ha BBOJ] B TPaXKAAHCKUN 000pOT MMMYHOOHOJIOTMYECKHUX JIEKApCTBEHHBIX
MpenapaTos;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

(. 25 BBeneH PenepanbHbM 3ak0HOM OT 28.11.2018 N 449-03)

26) peryJupoBaHHE BOMPOCOB, CBSI3aHHBIX C B3aWMO3aMEHSEMOCTHIO JICKAPCTBEHHBIX MpPENapaToB
IS METUITUHCKOTO TIPUMECHEHUS;
(. 26 BBenen @enepanbHbiM 3akoHOM OT 19.10.2023 N 503-03)

27) yTBepKIIeHHE TOPsIKA aTTeCTalluK (papMaleBTUIeCKUX HHCIICKTOPOB.
(n. 27 BBenen @enepanbubiM 3akoHOM OT 31.07.2025 N 304-D3)

Cratba 5.1. [lepemava ocywecTBNeHUsi MNOsIHOMo4Yun deaepanbHbIX OpPraHoB
MUCNOSTHUTENbHOW BNacTyU Npu o6palleHUn NeKapCTBEHHbIX CPeACTB UCMONMHUTENbHbLIM
opraHam cy6bekToB Poccumnckon Pepgepaumm

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

[TorHOMOYMS (henepaabHBIX OPTaHOB WMCIIOJHHUTEIHHOW BJIACTH MPH OOpAIEHUH JICKApPCTBEHHBIX
CPEICTB, MPEAyCMOTPEHHbIE HacTosmMM dDenepaibHbIM  3aKOHOM, MOTYT IepefaBaTbCs s
OCYIIECTBJICHUSI MCIIOJHUTEIBHBIM oOpraHam cyobekToB Poccuiickoii denepanuu MOCTaHOBICHUSMU
[IpaButensctBa Poccuiickoir @enepaunu B mopsiake, ycraHoBlieHHOM dDenepanbHbIM 3aKOHOM OT 21
nexabpst 2021 roga N 414-®3 "OO6 o0muX NpUHOMIIAX OpPraHU3alHMU ITyOJIMYHOW BIACTH B CyOBEKTax
Poccuiickoit denepanun'.

Cratban 6. [lonHOMOYMA WMCROSMHUTENbHLIX oOpraHoB cyb6bekTa Poccunckon
®depepaumm npu odpaLleHUn NneKapcTBeHHbIX CpeacTB
(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

K nmonHOMoOuMsAM HCHOJHUTENBbHBIX OpraHoB cyObekTa Poccuiickoit @enepanuu mnpu oOpaiieHUN
JIEKapCTBEHHBIX CPEJICTB OTHOCATCS:
(B pen. deaepanbhoro 3akoHa ot 08.08.2024 N 232-03)

1) pa3paboTka 1 peanuzanys perHOHAIBHBIX MPOTrpaMM OOECIICUEHUs HaceJeHUs JIEKapCTBEHHBIMU
npernaparamu;

2) yCTaHOBJIEHHE IPEJEIbHBIX Pa3MEPOB ONTOBBIX HAa/J0aBOK M MPEAEIbHBIX Pa3MEPOB PO3HUYHBIX
Ha/10aBOK K (aKTHUECKUM OTIYCKHBIM I[€HaM, YCTaHOBJEHHBIM IPOU3BOAUTENISIMU JIEKAPCTBEHHBIX
[IpernapaToB, Ha JIEKAPCTBEHHBIE Npenaparbl, BKIIOUEHHBIE B IEpPEUeHb >KU3HEHHO HEOOXOIUMBIX H
BAKHEUIIINX JICKAPCTBEHHBIX IIPENapaToB;

3) OCyIIeCTBIEHHE PETHOHAIBHOTO TOCYAapCTBEHHOTO KOHTPOJS 3a IpPHMEHEHWEeM IIeH Ha
JIEKapCTBEHHBIE TMpenaparhl, BKIIOUYEHHBIE B TMEpPEUeHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIHUX
JICKaPCTBCHHBIX IPEMapaToB, OPTaHU3ANHUSIMH OITOBOW TOPTOBIHM JICKAPCTBEHHBIMH CPEJICTBAMH,
anTeUYHbIMH OpTaHU3alMSAMH, HWHIWBUIYATbHBIMU MPEANPUHUMATEISIMH, HMEIOIIMMH JIUIECH3UIO Ha
(dapMaIreBTHYECKYIO JACSITEIbHOCTh, MEAUIIMHCKUMH OPTaHWU3AlUSIMH, WMCIONIMMH JIUICH3UIO Ha
(hapMaleBTUUECKYIO ACSATENbHOCTh, U WX OO0OCOONEHHBIMU TMOAPA3JICICHUSIMH, PACIIOIOXKEHHBIMU B
CEJIbCKMX HACEJIEHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT allTCUHbIC OpraHU3aIiH;

(B pen. @enepanbHbix 3akoHOB OT 25.06.2012 N 93-D3, ot 27.12.2019 N 475-D3, ot 08.08.2024 N 323-
®3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

4) mpuHsATHE pelIeHHs 00 HMCIOJIb30BaHWU Ha TeppuTopum cyOwnekta Poccuiickoit deneparumn
HapsAIy C pelenTaMy Ha JIEKapCTBEHHBIE IpenapaThl, 0(OPMIEHHBIMU Ha OYMa)KHOM HOCHUTEJIE, PELENTOB
Ha JIEKApCTBEHHBIE MIpernapaTsl, CPOPMUPOBAHHBIX B (hOpME AIIEKTPOHHBIX JOKYMEHTOB.

(. 4 BBeneH PenepanbHbIM 3ak0HOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYOAPCTBEHHAA ®APMAKOIEA

Cratba 7. PaspaboTka u usgaHue rocyaapcTtBeHHou hapmakoneu, pasmelleHue
AaHHbIX O HEH

1. ITox rocymapcTBeHHOM (hapMakolieeld MOHMMAETCs CBOJ OOHMX (DapMaKONEHHBIX CTaTed M
(hapMaKoOIEeHHBIX CTaTCH.

2. PazpaboTtka o0mux ¢dapmakomnelHbIX cTrareil U QapMakoONeHHBIX CcTaTeil, B TOM 4HCIe
dapmakoneHbIX cTareii Ha (QapMakolelHbIe CTaHTApTHBIE OOpa3ibl, W BKIOYCHHE UX B
roCy/IapCTBeHHYI0 (hapMaKoIled OCYIIECTBISIOTCS B TMOPSIKE, YCTAaHOBJIEHHOM YIOJIHOMOYEHHBIM
denepanbHBIM OPraHOM UCTIOTHUTEILHOM BIIACTH.

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

3. Pa3pabotka papmakoneiiHol cTaTbu Ha peEepEeHTHBIN JIEKapCTBEHHBIN IpenapaT U BKIIOUYEHUE
ee B TOCYJapCTBEHHYIO (apMaKoOIel0 B TEUCHHE CPOKa JCHCTBHUS 3aIUTHl MCKIIOYHTEIHLHOTO MpaBa,
YIOCTOBEPEHHOT'O MAaTEHTOM Ha pedepeHTHBIN JIEKApCTBEHHBIN MpPEenapaT, OCYIIECTBISIIOTCS C COTJIACHUs
ero pazpadoT4uKa.

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

4. TocynapctBeHHas (¢apmakornes U3JaeTCsl yMOJIHOMOYEHHBIM (eaepaibHbIM  OpPraHOM
WCTIOJTHUTEIIEHOM BJIACTH 3a CYET CPEACTB (pelepaibHOro OI0pKeTa M MOJUICKHT TIEPEH3IaHusIM HE Peke
4eM OJIMH pa3 B MATh JIeT, B MEPUOJA MEXKIY KOTOPBIMU H3JIAI0TCA MPUIOKEHHS K TOCYJapCTBEHHOM
dapmakoriee, coxaepxamiue oOmme ¢apmakornelnple cTaThbu W (Win) (apMakoIlelHble CTaThH,
YTBEPKACHHBIE TTOCIIE U3/IaHUs WM MIepen3aHus TOCy1apCTBEHHON (hapMaKoTeH.

5. YnonmHomMoueHHBIH (enepanbHBI OpraH HWCIOJIHUTEIBHOW BJIACTH pa3MeniaeT JgaHHBIE O
rocyapCTBeHHOHU (hapmakoree U MPHIOKEHHUSIX K Hell Ha cBoeM ouIlManbHOM caiite B cetu "MHTepHeT"
B YCTAHOBJIEHHOM UM MOPSJIKE.

Mnasa 4. IMLUEH3NPOBAHUE NMPOU3BOAOCTBA JIEKAPCTBEHHbIX CPEACTB
N ®APMALIEEBTUYECKOWU OEATENIbHOCTU, TOCYOAPCTBEHHbLIW KOHTPOIb
(HAO3O0P) B COEPE OBPALLEHUA NEKAPCTBEHHbIX CPEACTB
(B pen. denepanbHoro 3akona ot 11.06.2021 N 170-D3)

Cratba 8. JluueH3MpoBaHMe MNpPOM3BOACTBA JIEKAPCTBEHHbIX CpPeaAcTB W
chapmMaueBTUYECKOMN AeATEeNbHOCTH

1. JIuuensupoBaHue MPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB U (apMaleBTUYECKOW AESITeTbHOCTU
OCYILIECTBISIETCS B COOTBETCTBHHM € 3aKOHOAATENbCTBOM Poccuiickoit denepanun.

2. O6s13aTeabHBIM YCIOBUEM MPEAOCTaBICHUS IMIEH3UN Ha IPOM3BOICTBO JIEKAPCTBEHHBIX CPEJICTB
ABJISICTCA yKa3aHUE CBEJACHUHN O JIEKapCTBEHHBIX (hopMax U (WiIM) BUAAX (papMaleBTUYECKUX CyOCTaHIIHH,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

KOTOPBIE MMPOU3BONTEIND JICKAPCTBEHHBIX CPEJICTB HAMEPEH MPOM3BOJINTH, B 3asBJICHUU, HAIIPABICHHOM
nmocpeAcTBoM  (enepalbHON  TOoCynapcTBeHHONH uHGOpManuoHHOW cucteMbl "EquHbld  mopran
TrOCyJapCTBEHHBIX U MyHUITUIIATBHBIX YCIyT (PYyHKIUN)" (anee - euHbIN mopTan).

(B pen. @enepanbHoro 3akoHa ot 31.07.2025 N 304-D3)

3. B ciriyuae HEOOXOJMMOCTH pacIIMpPEHUs MPOU3BOCTBA JIGKAPCTBEHHBIX CPEJICTB 3a CUET HOBBIX
JIEKapCTBCHHBIX (OpM U BHUAOB (PapMaleBTUYECKUX CYOCTaHIIUNA TMPOU3BOJUTENH JIEKAPCTBEHHBIX
CPEACTB JOJDKEH I0/aTh B JIMICH3UPYIOIIUI OpraH 3asBICHHE O BHECCHMHM W3MEHCHHU B peecTp
JTUIEH3WH Ha MPOU3BOJICTBO JIEKAPCTBECHHBIX CPE/ICTB.

(B pen. deaepanbubix 3akoHOB 0T 02.08.2019 N 297-03, ot 11.06.2021 N 170-D3)

4. JIuueH3us Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPeNCTB ((hapmaneBTHUECKOH CyOCTaHIIMK CIHPTA
STUJIOBOTO (3TAaHOJIA) BbIIAETCS HPU YCIOBUM HAJIMYUS Yy OpraHu3alMM Ha IpaBe COOCTBEHHOCTH,
XO3SIIICTBEHHOI'O BECHUS WM ONEPATUBHOIO YIIPABJIEHUS OCHOBHOT'O TEXHOJIOTMUYECKOTO 000PY0BAHUS
IUI1 TIPOU3BOJACTBA STHJIOBOIO CIHUPTA, 3apETMCTPUPOBAHHOTO B COOTBETCTBUM €O cTaTthed 14.1
@enepanbHOoro 3akoHa oT 22 HOs0ps 1995 roma N 171-®3 "O rocyqapCTBEHHOM pETYyJIHPOBAHUHU
IIPOM3BOJICTBA U 00OpOTa STHJIOBOIO CIHUPTA, AJKOTOJbHOM M CHMpTOCOJEpXkaliedl MpoayKuud U o
OrpaHUYEHUU NOTPeOIeHUs (PACIIUTHUS) AJIKOTOJIbHOU MPOIYKIMH'".

(uacTb 4 BBenena denepanbubiM 3aKk0HOM 0T 27.12.2019 N 481-D3)

Cratba 8.1. OcCOOGEHHOCTM F§nMULEH3UPOBaHUA MPOU3BOACTBA JIEKaAPCTBEHHbIX
cpeactB (hapmaueBTUYECKOM CyOGCTaHLMM cnupTa 3TUNOBOIO (3TaHonNa)

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

1. JlelicTBue JMIIEH3MM Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB ((hapmareBTHUECKON
CyOCTaHIIMM CIHPTa STHJIOBOTO (3TaHOJA) MPHOCTAHABIMBAETCS B YacTW IpaBa Ha MPOU3BOJCTBO
(apmaleBTUUECKON CyOCTaHIIMM CHMpPTA ATHIIOBOTO (3TaHOJA) JIMLEH3UPYIOMIUM OPraHoM B CilydasX,
onpeneneHHbIX cratbeil 20 @enepanbHoro 3akoHa ot 4 mas 2011 roma N 99-®3 "O nuneH3upoBaHuU
OTJENbHBIX BHJIOB JAEATEIBHOCTU", a TakKe Ha CpPOK IPUOCTAHOBJICHMS JEWUCTBUS JIMIIEH3UM Ha
MIPOU3BOJICTBO 3THJIOBOT'O CIHMPTA JJIsl IPOU3BOJCTBA (papMalleBTUUECKOM CyOCTaHIIMM CIIUPTA ATUIIOBOTO
(pTaHona), BBIIAHHON B COOTBETCTBHH ¢ DeepanbHbIM 3aKOHOM OT 22 Hos0ps 1995 roma N 171-d3 "O
rOCYJapCTBEHHOM pEryJMpOBaHUM TPOU3BOACTBA W 00OpOTa HTUJIOBOTO CIHUPTA, AIKOTOJBHOW U
CHUPTOCOJEpIKAIIEH MPOAYKIIMK U 00 OrpaHUYEHUH NOTpeOIeHHs (PacUTHs) AJIKOTOJIbHOU MPOTYKITHH'".

2. JleiicTBUe JHIIEH3MM Ha TPOU3BOJCTBO JIEKAPCTBEHHBIX CpeAcTB ((apmareBTHUECKON
CyOCTaHIIMM CIHUpTa STUJIOBOrO (3TaHONA) B YacTH IpaBa Ha MPOU3BOJICTBO (apMalleBTUUECKOU
CyOCTaHIIMM CIHMpTa ATUIOBOTO (dTaHOJA) MPEKpAIlaeTCcs JHUIICH3UPYIONIMM OpPraHOM B CIyYasX,
onpenaeneHHbix cratbeil 20 denepanbHoro 3akoHa oT 4 mag 2011 roga N 99-®3 "O nuneH3upoBaHUN
OTJENBbHBIX BHJIOB JEATEIHHOCTH", a TaKXke C JaThl NPEKpalleHUS WM aHHYJIUPOBaHUS JCHCTBUA
JUIEH3UU Ha MPOU3BOJCTBO 3TUJIOBOrO CIUPTA ISl MPOM3BOJACTBA (hapMaleBTUUYECKON CyOCTaHIINU
CIUpTa ITUIOBOTO (3TAHOJNA), BBIJAHHOW B COOTBETCTBUU ¢ DepepanbHBIM 3aKOHOM OT 22 Hos0pst 1995
roma N 171-®3 "O rocymapCTBEHHOM pETYJIMPOBAHUM MPOU3BOJICTBA M 000pPOTAa ATHIOBOTO CIHPTA,
aJIKOTOJIBHOM M CIHUPTOCOZEpKalled MNpONYyKIMH M 00 OrpaHHYEHUH TNOTpeOsieHus (pacriuTus)
AJIKOTOJIbHOM MPOAYKIUH".

Cratbsa 8.2. OcobeHHOCTU NUUEH3npoBaHUA (hpapmaLeBTUYECKON AEATENbHOCTU B
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

YacTu ocyulecrtBneHus OonTOBOM TOoproBinu rnekapCctBeHHbIMU cpeacTBamMum
(BBenena denepanbHbM 3aKk0HOM OT 04.08.2023 N 428-D3)

1. JleiicTBue nHIIEH3UU HA (PapMaleBTUUECKYIO JESATEIIbHOCTh B YACTH OCYILECTBICHHSI ONTOBOMN
TOPrOBJIM  JIEKAPCTBEHHBIMU  CPEICTBAMH Ui  MEIUIMHCKOTO INPHUMEHEHHUs  IpeKpauaercs
JIMIICH3UPYIOIIMM OpPraHOM B ClIy4asix, onpeeiaeHHbix ctatbeil 20 denepanbHoro 3akona ot 4 masa 2011
rora N 99-®3 "O nuUeH3UpOBaHUU OTHENIBHBIX BHJIOB JAEATEIBHOCTU", a TaKKe IO PEIICHUIO
JUIEH3UPYIOLEro OpraHa, NIpUHITOMY B COOTBETCTBHH C HACTOSIIEH 4acThio. B ciyuae BbISBICHUS MpU
OCYIIECTBICHUHN (eACpaATbHOIO TOCYJAapCTBEHHOTO0 KOHTpoJs (Ham3opa) B cdepe obOparieHus
JIEKapCTBEHHBIX CPEJICTB HapYILICHUS OpraHu3alieldl ONTOBOIl TOProBJIM JIEKAPCTBEHHBIMH CpPEACTBAMHU
TpeboBanuii yacteir 1 - 3 cratem 53 Hactosmero denepanbHOr0 3akoHa ACWCTBUE JIMIICH3WH HA
(bapMaleBTUUECKYIO0 AESITENbHOCTh B YACTH OCYIIECTBICHHUS ONTOBOW TOPTOBIHM JIEKAPCTBEHHBIMU
CPEICTBaMH ISl MEIUIIMHCKOTO MPUMEHEHUS PUOCTAHABIMBACTCS B TEUEHHUE AECITH pabouux JHEH co
JHS BBISIBJICHMSI YKa3aHHOTO HapyiieHus. [leiicTBue nuieH3nn Ha GapMalieBTHUECKYIO eSTeIbHOCTh B
4acTU OCYUIECTBJICHUS ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU CPEICTBAMHU JJI  MEIUIIMHCKOTO
MIPUMEHEHUS IPUOCTAHABIMBAECTCS Ha CPOK, KOTOPBIM OMpenesieTcs JIUIEH3UPYIOIUM OpraHoM (HO He
MEHee 4YeM Ha OJMH Mecdll), IO HCTEYEHUM KOTOPOro JCHCTBHE JaHHOW JMLEH3UU IIOUIEKUT
MIPEKPAILEHUIO HA OCHOBAHUHU PEIICHHUS JTUIICH3UPYIOLIEr0 OpraHa, 3a UCKJIIOUYEHUEM Ciydasi, yKa3aHHOTO
B YaCTH 2 HACTOSAIIEH CTaThU.

2. JleficTBHe NMLIEH3UU HA (AapMALEBTHUUYECKYIO JESATEIbHOCTh B YACTU OCYLIECTBIEHUS ONTOBOM
TOProBJin JICKAPCTBCHHBIMHU CpPEACTBAMU JIA MCIUIHUHCKOrO IMPUMCHCHUA, I[CflCTBI/IG KOTOpOfI
MIPUOCTAHOBIIEHO B COOTBETCTBUHU C 4YacThiO | HacTosmIell cTaTby, MOJISKUT BO3OOHOBIEHUIO B CIIy4ae,
€CJIn B ICPUOJ MPHUOCTAHOBJICHUA I[CI\/'ICTBI/ISI I[aHHOﬁ JIMICH3WU B paMKax I[OCYI[€6HOI‘O o0KaIoBaHus
peleHre KOHTPOJIBHOTO (Hal30pHOr0) OpraHa B YacTH BBISIBIIEHHOI'O HapyIlleHUs TpeboBaHuii yacTei 1 -
3 crateu 53 HacTosmero PeaepanbHOro 3aKOHa OTMEHEHO. B yka3aHHOM cilydae AeiCTBUE JIMLIEH3UU Ha
(bapMareBTUYECKYIO JESITEeIbHOCTh B YacTH OCYLIECTBJICHHS OINTOBOM TOPIOBIM JIEKAPCTBEHHBIMU
CpEICTBaMH JUIsl MEAUIIMHCKOTIO MPUMEHEHHUs] BO3OOHOBIISIETCS] HE MO3/JHEE OJITHOTO paboyero JHS CO JIHS
OTMEHBI PEeIIeHUs] KOHTPOJIBHOTO (HaA30pHOT0) OpraHa.

Cratba 9. [ocymapcTBeHHbIW KOHTponb (Hag3op) B cdepe obGpaweHus
NneKapcTBEHHbIX CPpeacTB

(B pea. @enepanbHoro 3akoHa ot 11.06.2021 N 170-03)

1. TocymapcTBeHHBINi KOHTpOJIb (Ham30p) B cdepe oOpamieHus JEKapCTBEHHBIX CPENCTB
OCYIIECTBIISICTCS TOCPEACTBOM (peepanibHOTO TOCYJapCTBEHHOTO KOHTpoJsi (Haa3opa) B cdepe
oOpallleHusl JEeKapCTBEHHBIX CPEICTB U (peepabHOTO TOCYJApPCTBEHHOI'O JHUIIEH3MOHHOIO KOHTPOJIS
JeSTeIbHOCTH IO MPOU3BOACTBY JIEKAPCTBEHHBIX CPENICTB, OCYLIECTBISEMbIX (hefepanibHbIMU OpraHaMu
WCIIOJTHUTENIBHON BIIACTH, YIIOJTHOMOYEHHbIMU [IpaButensctBoM Poccuiickoit @enepannn.

2. IlpeameroMm (hemepanbHOrO ToCyNAapCTBEHHOrO KOHTpOJs (Haa3opa) B chepe oOpaiieHHs
JIEKapCTBEHHBIX CPEJICTB SBISIOTCS:

1) coOmonenne o0s3aTeNbHBIX TpeOOBaHUH B cdepe oOpalieHHs JIEKapCTBEHHBIX CPEICTB, B TOM
qucIe:
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

a) TpeOOBaHMN K JOKIMHHUYECKUM HCCIICOBAHUSIM JIEKAPCTBEHHBIX CPEJICTB, KIMHHUYECKUM
WCCIICIOBAHUSAM JICKAPCTBEHHBIX MPENapaTroB, W3rOTOBICHUIO, XPaHEHUIO, IIEPEBO3KE, BBO3Y B
Poccuiickyto @enepanuio, OTIYCKy, peanu3aluM, Iepeaade, MpoAake JEKapCTBEHHBIX CpEJICTB,
MIPUMEHEHHUIO JIEKAPCTBEHHBIX MPENapaToB, YHUYTOXEHHUIO JIEKAPCTBEHHBIX CPEJICTB, YCTAaHOBJICHHUIO
MIPOU3BOJIUTENIIMUA JIEKAPCTBEHHBIX IMPENapaToB LEH Ha JIEKApCTBEHHBIE Mpernaparbl, BKIOYCHHBIC B
nepeyeHb )KU3HEHHO HEOOXOMMBIX M BOKHEHIIIHNX JICKAPCTBEHHBIX MPEapaTos;

0) TpeOOBaHWUN K COOTBETCTBHIO JICKAPCTBEHHBIX CPEJCTB, HAXOMAIIUXCS B OOpaIICHUH,
MOKa3aTessiM KauecTBa, 3(HEeKTUBHOCTH M 0€30IIaCHOCTH, YCTAHOBICHHBIM B COOTBETCTBUU C HACTOSIIIHM
denepalibHBIM 3aKOHOM;

B) TpeOOBaHMI K COOJIOACHUIO CyOBEKTaMH OOpAIICHHUs JEKAPCTBEHHBIX CPEICTB, YKa3aHHBIX B
yactu | crarbu 67.1 Hacrosmero denepanbHOro 3aKkoHa, OrpaHUYCHUMN, HalaraéMeiX crarbsiMu 67.1 u
67.2 nacrosmero deneparbHOTO 3aKOHA;

2) cobnrofieHre JUICH3UOHHBIX TPeOOBaHMH K OCYIIECTBICHUIO (papMalieBTUYECKON eI TeIbHOCTH;

3) coOumoieHne TpebOBaHU K MPEAOCTABICHUIO CyObeKTaMU OOpaIeHUs JIEKAPCTBEHHBIX CPEIICTB
uHpOpMAIMK O JICKAPCTBEHHBIX CpEACTBAaX W (MJIM) JICKAPCTBEHHBIX IIpernaparax, MperyCMOTPEHHON
cratbsimu 9.1, 52.1, 52.2 u 64 nacrosmero denepaabHOro 3aK0HA;

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

4) yrpatun cuiy ¢ 1 mapra 2026 roga. - @enepanbhblil 3akoH ot 20.10.2022 N 405-D3.

2.1. B mensax oOecneueHHs ToOCyIapCTBEHHOIO KOHTpois (Hax3opa) B cdepe oOpamieHus
JIEKapCTBEHHBIX  CPEICTB  (elepalbHBIi OpraH HCIOJHUTEIBHONM  BJIACTH, OCYIIECTBIISIOIINI
TOCYJJapCTBEHHYIO PETUCTPALMIO JIEKApCTBEHHBIX IPErnapaTroB, MpelocTaBiseT (eaepanrbHOMY OpraHy
UCTIOJIHUTENBHONW BJACTH, OCYIIECTBIIAIONIEMY (YHKIMM [0 KOHTPOIIO M Haa30py B cdepe
3JIpaBOOXPAHEHMs, TI0 €r0 3alpocy B paMKax MEXBEJOMCTBEHHOI0 MH()OPMAIIMOHHOTO B3aUMOAEHCTBUS
B TIOps/IKe, YCTAHOBIICHHOM YKa3aHHBIMH (elepalbHbIMH OpraHaMH HWCIOJHHUTENBHOW BIACTH,
CIIEAyIOIIME CBEIEHUS O JIEKAPCTBEHHBIX CPEJCTBaX, B TOM YHCIE B CIydae, €CIM TaKue CBEICHMS
COCTaBJIIOT KOMMEPUYECKYIO TalHY:

1) cBenenust o papMaleBTUUECKOM CyOCTaHIINU:

a) HauMeHOBaHue (hapMalleBTHYECKOM CyOCTaHIIH, €€ CTPYKTypa, OOIIH1e CBOWCTBA;
0) HauMEHOBAHHE U a/IPEC MPOU3BOAUTEIS;

B) CBOIMCTBA U CTPYKTypa JACHCTBYIONIUX BEIIECCTB;

T') XapaKTepUCTHKA TpUMECei;

1) cnerudukaius Ha GapMaIeBTUIECKYI0 CyOCTaHIIUIO B €€ 000CHOBAHWE;

€) AaHaTUTUYECKUE METOJMKH, HWCIOJIb3yEMbIE TMPU OCYUIECTBICHUM KOHTPOJISI KauecTBa
(dhapmareBTUIeCKON CyOCTaHITNH;

) pe3ybTaThl aHATU30B cepuil hapMalieBTUUECKON CyOCTaHINH;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

3) mepevyeHb CTaHAapPTHBIX 00pa3lIOB WM BEIECTB, UCIOIb3YEMBIX MPHU OCYIIECTBICHUHU KOHTPOJIS
KauecTBa (papMaleBTUIECKON CyOCTaHINY;

1) OTHCAaHUE XaPAKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MAaTEPHAJIOB U YKYIIOPOYHBIX CPE/ICTB;
K) JaHHBIE O CTAOUIBLHOCTH (hapMaIleBTHUECKON CyOCTaHIINN;

J) CPOK TOJTHOCTH;

2) cBeZieHHS O JICKAPCTBEHHOM Ipernapare i MEAUIIMHCKOTO TPUMECHCHUS

a) OMKMCaHUE U COCTAB JICKAPCTBEHHOT'O Mpernapara ik MEIUIIUMHCKOTO IIPUMECHCHUS;

0) omumcanue (apmareBTHUECKOH pa3paboTku (00OCHOBaHME BBIOOpA COCTaBa, IEPBUIHON
YIaKOBKH);

B) HAaMMEHOBAHME M aJPEC MECTa OCYLIECTBJIEHUS MPOM3BOJACTBA JIEKAPCTBEHHOrO Ipernapara Ajs
MEIULUHCKOTO NpPUMEHEHHUs (B Cllyyae HaJIW4Msl HECKOJbKUX YYaCTHHUKOB IIpoliecca IpPOM3BOJCTBA
HE00X0IMMO yKa3aTh HAMMEHOBAHHE U aJIpec KaXKI0To U3 HUX);

I') MUKPOOHOJIOTUYECKHE XapAKTEPUCTUKH;

1) OIIMCaHHE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MATEPHAJIOB U YKYIIOPOUHBIX CPEJCTB;

e) Tpe6OBaHI/I${ K Ka49€CTBY BCIIOMOI'aTCJIbHBIX BCIICCTB,

}K) AHATIUTUYCCKUEC MCTOJAUKH, HUCIHOJIB3YEMBIC IIPHU OCYLICCTBICHHU KOHTPOJIA KadeCTBa
BCIIOMOTaTCIBbHBIX BCIICCTB,

3) CBCIACHUS 00 HCIIOJB30BAaHHHM BCIOMOIaTEIbHBIX BC€IICCTB YCJIOBCUYCCKOIO M JKHBOTHOI'O
MMPOUCXOKIACHUS

I/I) CBCIACHUA 00 HCIIOJIb30BAaHUM HOBBIX BCITOMOTaTeIbHBIX BCIIICCTB,

K) TpeOOBaHMS K KadyecTBY JIEKAPCTBEHHOIO TMpernapara JUisi MEIUIUHCKOrO MpUMEHEHHs
(cepTudukar, cnenndukays Ha JEKapCTBEHHbIHN Mpenapar u uX 000CHOBaHUE);

J'I) AHAIIUTUYCCKUEC MCTOAWKH, HUCIIOJIB3YEMbBIC IIPU OCYHICCTBJICHUHU KOHTPOJIA KadeCTBa
JICKApCTBCHHOTO ITperiapara JJIisd MCIUITUHCKOIO MPUMEHCHU S ;

M) pe3yJIbTaThl AaHAJTU30B CEPUI JIEKAPCTBEHHOTO Npenapara sl MEAULIMHCKOIO IPUMEHEHNUS;
H) XapaKTepUCTHKa IpUMeceH;

0) NEepCUCHL CTAHAAPTHBIX O6p8.3LIOB, HCIIOJIB3YCMbBIX MPHU OCYLICCTBIICHHU KOHTPOJIA KadeCTBa
JICKApCTBCHHOTO Iperiapara JJIsd MCIUITUHCKOI'O MIPUMECHCHU S

H) JaHHBIC O CTaOUIIBHOCTH JICKApCTBCHHOTO IIperiapara JJIs1 MCAUITUHCKOI'O MIPUMCHCHU A

3) OTYCTHI O AOKIIHMHUYCCKUX UCCIICAOBAHUAX,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

4) OTYETHI O KIMHUYECKHUX UCCIICIOBAHUSIX;
5) macrtep-daiin cuctemsl hapMaKoHAI30pa;

6) IUTaH yHpaBJICHHUS PUCKAMH.
(uactsb 2.1 BBeneHa @enepasbHbIM 3akoHOM 0T 30.01.2024 N 1-D3)

3. Ilpu ocymectBiaeHnn (enepaabHOro ToOCyIapCTBEHHOIO KOHTposs (Ham3opa) B cdepe
oOpareHusi JIGKAPCTBEHHBIX CPEJICTB MPOBOASTCS CICIYIONIME BUILI KOHTPOJIBHBIX (HAI30PHBIX)
MEpOIPHUATHIA:

1) nokyMeHTapHas IpOBEPKa;

2) Bble3HAsI IPOBEPKa;

3) BEIOOPOUHBII KOHTPOJIb KaYeCTBa;
4) KOHTPOJIbHAS 3aKYIIKA;

5) MHCTIEKITMOHHBIN BU3UT;

6) HaOMOJCHHE 3a COOMIOJCHUEM O0s3aTeNbHBIX TpeOOBaHWK (MOHHMTOPHUHI OE€301aCHOCTH)
(bapmakonagzop).

4. Opranu3zanys 1 OCyllecTBIeHUE (eaepabHOI0 rocy1apcTBEHHOIO KOHTPOJIs (Haa30pa) B chepe
oOparnieHust JEKapCTBEHHBIX CpenicTB perynupytorcs denepanpabiv 3akoHoM oT 31 utonst 2020 roma N
248-®3 "O rocynapCTBEHHOM KOHTpoJie (Haa30pe) M MYHUIMNAIBLHOM KOHTposne B Poccuiickoit
Oenepanun".

5. BuennaHoBBIH BBIOOPOUYHBIM KOHTPOJIb KadyecTBa IMPOBOJUTCS B TOM 4YHCIE€ Ha OCHOBAHUHU
IIPOTrpaMMBbI IIPOBEPOK.

6. I1nanoBeIi BBI60pO‘lHLIfI KOHTPOJIb Ka4€CTBa HE ITPOBOJAUTCA.

7. Tlo pesynbpTaTaMm (enepaibHOTO TOCYAapCTBEHHOTO KOHTpOJIS (Ham3opa) B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEACTB Hapsly C pelIeHUsIMH, NMpeaycMoTpeHHbIMH DenepaibHbIM 3aKOHOM OT 31
utonst 2020 rona N 248-®3 "O rocynapcTBEHHOM KOHTpoJie (HAaJI30pe) U MyHUIUMIAIBHOM KOHTpOJIE B
Poccuiickoit denepanyn”, dpenepaabHbIMU OpraHaMH HCIIOJHUTEIBHON BIACTH, YIOJIHOMOYEHHBIMU Ha
ocyliecTBiIeHHe (eaepalbHOro TrocyJapCTBEHHOTO KOHTposisi (Hagzopa) B cdepe oOparieHus
JIEKapCTBEHHBIX CPEACTB, IPUHUMAIOTCS CIEAYIOLINE PEIICHHS:

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

1) 0 JaJbHeHuIIeM rpax1aHCKOM 060pOTC CCpUH, NMAPTHUU COOTBCTCTBYIOLICTO JICKAPCTBECHHOT'O
Cp€acTBa B CiIydac MOATBECPKACHUA IO PE3YJIbTaTaM IPOBCIACHHBIX HCIIBITAaHUN COOTBETCTBHS KadeCTBa
JICKApCTBCHHOT'O CPCACTBA YCTAHOBJICHHBIM TpC6OBaHI/I}IM;

2) 00 U3BATHH U3 TPaXJaHCKOro 00OpOTa CEpHUM, MAPTUU COOTBETCTBYIOLIETO JIEKAPCTBEHHOIO
CPEICTBA B CIy4yae BBIABICHHUS IO pe3yjbTaTaM IPOBEAECHHBIX HCIIBITAHWNH HECOOTBETCTBUS KadyecTBa
JIEKapCTBEHHOI'O CPEJICTBA YCTAHOBJIEHHBIM TPEOOBaHUSM;
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"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

3) o mepeBoje JEKAPCTBEHHOTO CPEJACTBA HA MOCEPHUUHBIA BHIOOPOYHBIH KOHTPOJIb KauyecTBa
JIEKapCTBCHHBIX CPEJCTB B CIydyae MOBTOPHOTO BBHISBJICHHS HECOOTBETCTBHUSI KAa4eCTBA JIEKAPCTBEHHOTO
CpelICTBa YCTAaHOBJICHHBIM TPeOOBaHUSAM M (IMPU HEOOXOJMMOCTH) O IMPOBEpPKE CyOBbeKTa oOparieHus
JIEKapCTBCHHBIX CPEJCTB. Pacxoipl, CBsI3aHHBIC C MPOBEJACHUEM MOCEPUHHOTO BHIOOPOYHOTO KOHTPOJIS,
OILJTAYUBAIOTCS MPOU3BOJUTEIIEM JIEKAPCTBEHHOI'O CpEACTBAa JIMOO Jep)KaTesieM W BIIaJeIbIEM
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO MTPEerapara;

4) o CHATUM IIEKapCTBEHHOTO CPEJICTBa C IOCEPUHHOrO BBHIOOPOYHOTO KOHTPOJS KayecTBa
JICKApCTBEHHBIX CPEJICTB Ha OCHOBAHWUU TMOJOXHUTEIBHBIX OSKCIEPTHBIX 3aKIIOYEHUH, BBIJAHHBIX
(denepabHBIM TOCYIApCTBEHHBIM OIO/DKETHBIM yUPEXKJICHHUEM, MOJBEIOMCTBEHHBIM (elepalbHOMY
OpraHy HCIIOJHHUTEIBHON BIIACTH, OCYHIECTBISAIOMIEMY (YHKLIMH O KOHTPOJIO M HAA30py B chepe
3paBOOXpaHEeHUs, WK (heaepaIbHOMY OpraHy MCHOJHUTEIbHOH BIACTH, OCYLIECTBIIIONIEMY (DYyHKIUU
10 KOHTPOJTIO U HaJ30py B chepe oOparieHust IeKapCTBEHHBIX CPEJICTB JIJIsl BETEPHHAPHOTO IPUMEHEHUS,
Ha OCHOBaHMHU MPOTOKOJIA UCIIBITAHUH JIEKAPCTBEHHOTO CPEJCTBA, MPOBEACHHBIX 10 BCEM IOKa3aTeIsIM
YTBEPKJICHHOH HOPMATHBHOM JOKyMEHTAIlMM (HOPMAaTHBHOTO IOKYMEHTa) B OTHOIICHWH TPEX Cepuit
JIEKapCTBEHHOTO CPEACTBA.

(. 4 BBeneH ®enepanbHbiM 3ak0HOM OT 30.01.2024 N 1-D3)

8. denepanpHBll rOCYIapCTBEHHBIN JIMLIEH3MOHHBIM KOHTPOJIb JEATEIBHOCTH IO IPOU3BOACTBY
JIEKAPCTBEHHBIX CPEACTB OCYILECTBIISIETCS B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickoit
®Denepanuu.

Cratbsa 9.1. lporpamma npoBepokK
(BBenena denepanbHbM 3akoHOM OT 11.06.2021 N 170-D3)

1. B nensx opranu3anuu BBIOOPOYHOTO KOHTPOJIS KayecTBa JEKapCTBEHHBIX CPEACTB (GOpMHUpYeETCs
IporpaMma poBepoK.

2. lnsg uened peanu3alM MPOTpaMMBbl MPOBEPOK MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEIACTB M
OpraHM3allfii, OCYLIECTBIISIIOIIAE BBO3 JIEKAPCTBEHHBIX cpenctB B Poccuiickyro deneparuto,
MPEAOCTABIAIOT B OTHOLIEHWH JIEKAPCTBEHHBIX CPEACTB [JII MEIUIMHCKOTO TPUMEHEHHUS B
YIIOJITHOMOYECHHBIN (eepalibHbId OpraH HWCIOJIHUTEIBHOW BJIACTH, OCYIIECTBISIOMUNA (YHKIUHA TIO
KOHTPOJIO W Haa30py B cdepe 3apaBOOXpaHEHHS, B OTHOLIEHUW JEKApPCTBEHHBIX CPEACTB JUIA
BETEPUHAPHOTO TPUMEHEHUS B YIOJHOMOYCHHBIA (eaepaabHblil OpraH HWCIOIHUTEIBHOW BIIACTH,
OCYIIECTBISIONINH (DYHKIIMU 110 KOHTPOJIIO U Haa30py B cepe oOpaleHusl JeKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHUS, CBEICHUS O CEpUSX, MAPTUSIX JEKAPCTBEHHBIX CPEACTB, MOCTYMHAIOIINX B
rpaxaanckuii 06opot B Poccuiickoit ®exepanuu, B TOpSAIKE, COCTaBe U O0BEME, YCTaHOBIECHHBIX
yKa3aHHBIMU (penepanbHbIMH OpraHaMHU MCTIOJTHUTEIHHOM BIACTH B OTHOIICHHH JICKAPCTBEHHBIX CPEICTB
JUIST MEIUUMHCKOTO MPUMEHEHHS W B OTHOLIEHUHU JIEKAPCTBEHHBIX CPEACTB IS BETEPUHAPHOIO
MPUMEHEHUSI COOTBETCTBEHHO.

3. Ilporpamma mnpoBepok (opMHUpyeTcs Ha KaJeHIapHbld rog B cpok a0 30 mekalps roxa,
MIPEIIIECTBYIOIEr0 TOAY MPOBEAEHUS BEBIOOPOUHOTO KOHTPOJIA.

4. B ciydae HacTymjieHHs COOBITHH, yKa3aHHbIX B mojmyHkrax "O" m "B" myHkTa 2 uactu 6
HacToAlIeH cTaThH, (elepaibHbIM OPraHOM HCHOJHUTENBHON BIAcTH, OCYLIECTBISIIOIIMM (YHKIUHU IO
KOHTPOJIIO M HAJI30py B cdepe 3apaBooXpaHeHUs, (eaepalbHbIM OpPraHOM MCIOJHHUTEIbHON BiacTH,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

OCYIIECTBISIONUM (DYHKIUHU [0 KOHTPOJIIO ¥ HAA30py B chepe oOpalleHus JeKapCTBEHHBIX CPEACTB AJIs
BETEPUHAPHOTO TMPUMEHEHMs, TpPU HEOOXOJAMMOCTH BHOCSTCS COOTBETCTBYIOIIME W3MEHEHUS B
MIPOrpaMMy MPOBEPOK.

5. B nporpammy mpoBEpOK MOTYT BKJIFOYATHCSI MEPOIIPUATHS C YU€TOM HAPYIICHUM, BBISIBICHHBIX B
paMKax KOHTPOJBHBIX (HaJ30PHBIX) MEPONPUITUIN 32 MIPEAbIAYIINNA KaJleHAapHBINA TO/I.

6. [IporpaMmma pOBEPOK COACPIKHT:

1) mepeueHb JIEKapCTBEHHBIX CPEICTB, OTOOP 00pa31ioB KOTOPBIX OyNIET OCYIIECTBISATHCA B paMKax
BBIOOPOYHOTO KOHTPOJISI, (POPMHUPYEMBI C YUETOM PE3yJIbTaTOB TOCYAAPCTBEHHOTO KOHTPOJIS (HAA30pa)
B cpepe oOparieHust JeKapCTBEHHBIX CPEJICTB 3a KaJCHJApHbII IO, NPEAIeCTBYIOMINI roy IPOBEICHUS
BBIOOPOYHOT'O KOHTPOJIS;

2) ykazaHue Ha COOBITHE, HACTYIUICHHE KOTOPOTO SBIISCTCS OCHOBAaHHEM ISl OCYIIECTBIICHHS
BBIOOPOYHOTO KOHTPOJIS:

a) MOJy4YeHHE CBEJICHUMN, MPECTABIIEMbIX B COCTaBE U 00BbEME, YCTAaHOBIEHHBIX (elepaibHbIM
OpPraHOM HCHOJHUTEIILHON BJIACTH, OCYIICCTBISIOMUM (YHKIIMU TI0 KOHTPOJII W HAA30py B cdepe
3/IpaBoOXpaHeHus], deepalbHbIM OPraHOM HCIOJHUTENBHON BJIACTH, OCYHIECTBISAIOMUM (DYHKLIUHU IO
KOHTPOJIIO U HA/J30pY B cepe oOpaleHus JeKapCTBCHHBIX CPEJCTB M1l BETCPUHAPHOTO MPUMEHEHHS, O
CepusX, MApTUSAX JIEKAPCTBEHHBIX CPEICTB, IMOCTYMAIOMIMX B TpakIaHCKuii o0opoT B Poccuiickoit
@denepanun, yKa3aHHBIX B TMYHKTE | HacTosAmed dYacTH, OPraHU3alUsIMH, OCYIICCTBIISIONIUMU
MIPOM3BOJICTBO JICKAPCTBEHHBIX cpeAcTB B Poccuiickoit denepanyu U BBO3 JEKAPCTBEHHBIX CPEICTB B
Poccuiickyro @enepanmio, 3a UCKIOYEHUEM CEpUI WIIM NTApTUH JIEKAPCTBEHHBIX IIPENapaToB, YKa3aHHBIX
B yacTtu 4 cratbu 52.1 n yactu 6 crateu 52.2 HacTosmero denepanbHOro 3aKoHa;

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

0) mosyyeHHe MOCTYMaIoUIe B MOPsAIKE, YCTAHOBIEHHOM cTaThel 64 Hacrosiero denepanbHOro
3aKOHa, MH(OpPMAaLMK O MOOOYHBIX NEHCTBUSAX, HEXKEJIATEIbHBIX PEaKIMIX, CEPbE3HBIX HEXKETaTeNIbHbBIX
peaKuusx, HEMPEABUICHHBIX HEKEIATEIbHbBIX PEAKIUAX ITPU NPUMEHEHUH JIEKAPCTBEHHBIX MIPENapaTos,
00 MHIMBHUIYalbHOM HENEpPEeHOCHUMOCTH, OTCYTCTBUU 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX IMpPENaparoB, a
Takke 00 MHBIX (paKTax U OOCTOATENILCTBAX, MPEACTABIAIONIMX YIPO3y KU3HU MIIM 3/10pPOBBIO UEIOBEKa
JM00 JKUBOTHOTO IPH NPHUMEHEHUU JIEKApCTBEHHBIX IpENapaToB W BBIBICHHBIX Ha BCEX 3Tamax
oOpalleHus JIeKapCTBEHHBIX NpenapaTtoB B Poccuiickoit denepanuy u Apyrux rocy1apcTpax;

B) moiyuyeHue B coorBercTBUU ¢ DenepanbHbiM 3axkoHOM oT 31 urons 2020 roma N 248-03 "O
rOCyJapCTBEHHOM KOHTpoJie (Haa3ope) M MyHULIMNAIbHOM KoOHTpose B Poccuiickoit deneparn”
CBEIEHUI O NMPUYMHEHWH Bpenaa WiM o0 yrpo3e NMPUYMHEHHUS Bpela >KU3HH, 30POBBIO TPAKIAH HIIH
KUBOTHBIX.

Cratba 9.2. TlocypapCTBeHHbIM KOHTpoOnb (Hag3op) 3a  peanusauuen
UCNoNHUTENbHbIMU opraHamm cy6bektoB Poccumnckon depepaumm NOIHOMOYMM B
cdepe obpalieHUs nekapCcTBEHHbIX CPeACTB AN MeAULIMHCKOro NpuMeHeHus
(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

(BBeneHa @enepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

1. l'ocynapcTBeHHBINH KOHTPOJIb (HAI30p) 3a peaau3anueil HCIOTHUTEIbHBIMU OpraHaMu CyOBbEeKTOB
Poccwuiickoit @enepannu noaTHOMOuHid B chepe oOpaleHus JIeKapCTBEHHBIX CPEICTB ISl MEAUIIHHCKOTO
MIPUMEHEHHUsI OCYLIECTBIsAETC ynoiaHoMoueHHbIM [IpaBurensctBoM Poccuiickont denepanuu opranom
WCIOJIHUTEIIbHOU BJIACTH.

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

2. IlpenmmeToM TOCYJapCTBEHHOTO KOHTpOJS (Hag30pa) 3a peainu3aluell HCHOTHUTEIbHBIMU
opranamu cyOwbekToB Poccuiickoit @Denepanuu monHOMOYHM B cdepe oOpalieHus: JIeKapCTBEHHBIX
CPEICTB JJII METUITTHCKOTO TIPUMEHEHUS SIBIISIETCS COOJIOICHHUE YITOJTHOMOYCHHBIMU UCTIOTHUTEIILHBIMH
opranamu cy0bekTOB Poccuiickoii denepanui METOIMKN YCTaHOBJICHUS TIPEACTBHBIX Pa3MEPOB ONTOBBIX
HaA0aBOK W TMPEAETbHBIX pa3MEpPOB PO3HUYHBIX HAN0aBOK K (DAKTUYECKUM OTIYCKHBIM IICHAM,
YCTAHOBJICHHBIM TPOW3BOJIUTEIISIMU JIGKAPCTBEHHBIX IPEIapaToB, Ha JIEKAPCTBEHHBIC TpenapaThl,
BKIJIFOUCHHBIC B ITEPEUCHB )KHU3HEHHO HEOOXOIUMBIX M BOKHEHIIIMX JICKAPCTBEHHBIX TIPEIIapaToB.

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

3. Ilpum ocymecTBIeHHMM TOCYAapCTBEHHOrO  KOHTposisi  (Haa3opa) 3a  peanu3arueit
UCTIOJIHUTEJIEHBIMUA OpraHaMu cyObekToB Poccuiickoit denepanmu mosHoMounii B chepe oOpalneHus
JIEKaPCTBCHHBIX CPEJICTB JUISI METUITUHCKOTO MPUMEHECHHSI IIPOBOJISATCS CIICTYFOIINE BUIBI MEPOTIPHSITHIA:
(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

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

4. Opranuzanusi U OCYIIECTBIECHHE TOCYJapCTBEHHOTO KOHTpOJS (HAA30pa) 3a peanu3arueit
UCTIOJHUTENIbHBIMUA OpraHaMu cyO0bekToB Poccuiickoit @exepanyu nonHoMounit B chepe oOparieHus
JIEKApCTBEHHBIX CPEJICTB JIJIsl MEAUIIMHCKOTO TIPUMEHEHUS perynupytoTcst denepanbHbIM 3aKOHOM OT 21
nexabpst 2021 roga N 414-®3 "OO6 o0mux NpUHIMIIAX OpraHU3alMy MyOIMYHOU BIACTH B CyOBEKTax
Poccuiickoit ®eneparun’.

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

5. TlonmokeHne O TrOCyIapCTBEHHOM KOHTpoOJie (Haa30pe) 3a peanu3alueil HCTOTHUTEIbHBIMHU
opraHamu cyowsekToB Poccuiickoit @enepanun mnoiaHoMouMid B cdepe oOpalieHus: JIeKapCTBEHHBIX
CPEICTB JUIsl MEAUIIMHCKOTrO pUMEHeHMs yTBepxkaaercs lIpasurensctBoM Pocculickont denepanumn.

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

Cratbsa 9.3. PermoHanbHbIX rocyaapCcTBEHHbIA KOHTPONb (Hag3op) 3a NpUMeHeHUueM
LeH Ha NeKapCcTBeHHbIe npenapartbl, BKIIOYEHHbIEe B NepeYyeHb XXU3HEHHO Heob6XoaAuMbIX
M BaXXHEMULLUUX JfleKapCTBEHHbIX NpenapaToB

(BBenena denepanbHbM 3ak0oHOM OT 11.06.2021 N 170-D3)

1. PerroHanbHbIN TOCYIapCTBEHHBIN KOHTPOJIb (HaI30p) 3a MPUMEHEHUEM LIEH Ha JIEKAPCTBEHHbBIE
npernapaTsl, BKJIIOYEHHbIE B IE€PEYEHb KU3HEHHO HEOOXOOUMBIX M BaXXHEHIIMX JIEKapCTBEHHBIX
NpernapaToB, OCYLIECTBISETCS HCHOJIHHUTENbHBIM oOpraHoM cyOwbekTa Poccuiickoit ®enepanmu,
YIOJHOMOYEHHBIM BBICIIUM HCIIOTHUTEIbHBIM OpraHoM cyObekTa Poccuiickoit @enepanuu.

(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

2. IlpeamMeToM PETrHOHAIBHOTO TOCYIAPCTBEHHOTO KOHTpPOJIA (Haa30pa) 3a MPUMEHEHHEM IIeH Ha
JICKApCTBCHHBIC TIIpCHapaTbl, BKIOYCHHBIC B ICPCUCHbL KHU3HCHHO H€O6XOZ[I/IMBIX A BaXHEHUIIHUX
JICKApCTBEHHBIX  IPEMapaTroB, SBISETCS  COOJNIOJIGHUE  OpraHU3alMsIMH  ONTOBOM  TOPrOBIU
JICKAPpCTBCHHBIMU CPCACTBAMM, AIITCUHHLBIMH OPraHU3alluAMH, WHAUBHUAYAJIbHBIMUA MMPCANIPUHUMATCIISIMUA,
UMCIOIMMHU  JIMICH3UIO Ha (apMaIeBTHYECKYI0 JCSTEIbHOCTh, MEIWUIIMHCKHUMU OpPTaHU3AIMSIMH,
HUMCHOIIINMU JIMIICH3UIO Ha (l)apMaI_IeBTI/I‘ICCKYIO ACATCIIBHOCTDh, U UX 06OCO6H€HHBIMI/I noapasaACIICHUAMMU,
PacIIOIOKEHHBIMHU B CEIIbCKUX HACENICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTCUHbIC OpraHHU3aIlly,
IpU pealn3aluu JIEKApCTBEHHBIX IPENapaToB TPeOOBAaHMWN K MPUMEHEHUIO IIEH, YPOBEHb KOTOPBIX HE
JOJDKEH TPEBBINIATE CyMMY (DAKTHYECKOW OTITYCKHOW IICHBI, YCTAHOBJICHHOH IPOU3BOIUTEIIEM
JICKApPCTBCHHBIX MPCIIapaToB, U KOTOPBIC HEC NPCBLIIIAIOT 3apCrUCTPUPOBAHHBIX NPCACIBbHBIX OTITYCKHBIX
IIEH, U Pa3MEpOB ONTOBBIX HAT0ABOK W (WMJIHM) Pa3MEpPOB PO3HUYHBIX HAJA0aBOK, HE MPEBBIMIAOIIAX
COOTBETCTBEHHO Pa3MEPOB MPECIIbHBIX ONTOBbIX HaJ0aBOK U (MJIM) pa3MEpOB MPEAEIbHBIX POSHUYHBIX
Ha/10aBOK, YCTAaHOBJICHHBIX B cyObekTe Poccuiickoit denepanmu.

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

3. Opranuzanusi ¥ OCYIIECTBICHHE PErMOHAIBHOIO TOCYAApCTBEHHOTO KOHTpOIs (Haa3opa) 3a
IIPUMEHEHHUEM 1IEH Ha JIEKAPCTBEHHBIE NPENapaThl, BKJIOYEHHbIE B IEPEUYEHb KUZHEHHO HEOOXOAUMBIX U
BAKHEUILIMX JICKAPCTBEHHBIX MPENapaToB, perynupytorcs denepanbHpiM 3akoHoM oT 31 urons 2020 roga
N 248-®3 "O rocynapCTBEHHOM KOHTpOJ€ (HAa30pe) M MYHUIUNIAIBHOM KOHTpoje B Poccuiickoii
denepanuu".

4. TlonoxeHNEe O PErMOHAIBHOM TOCYIApCTBEHHOM KOHTpOJE (HAA30pe) 3a MPUMEHEHUEM IIeH Ha
JIEKapCTBEHHbIE TMpenaparbl, BKJIIOYEHHbIE B IEpPEUeHb >KU3HEHHO HEOOXOIMMBIX M BaKHEHIIHUX
JIEKapCTBEHHBIX TPENapaToB, YTBEPKIACTCS BBICIINM HCIIOJHUTEIHHBIM OpraHoM cyObekTa Poccuiickoit
denepanuu.

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

Cratba 9.4. ®PepgepanbHbil roCcyfapCTBEHHbIA  JIMLEH3UOHHbLIA  KOHTPOIb
AeATeNbHOCTU NO NPOU3BOACTBY JIeKapCTBEHHbIX CPeAcTB

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

1. ®enepanbHblii TOCYJAPCTBEHHBIM JIMIEH3UOHHBI KOHTPOJIb JEATEIBHOCTH IO IMPOU3BOACTBY
JIEKApCTBEHHBIX CPEJCTB OCYIIECTBIsACTCS (PeepadbHBIMU OpraHaMd HUCIIOJIHUTEIbHOW BJIACTH,
ynonHomoueHHbIMU [IpaBuTtenscTBoM Poccuiickoint denepanuu.

2. denepalbHBIA TOCYJAPCTBEHHBIN JIMIIEH3UOHHBIA KOHTPOJIb JEATEIBHOCTH IO IPOU3BOICTBY
JIEKapCTBEHHBIX CPEACTB OCYILECTBIISIETCS B COOTBETCTBUU ¢ DenepanbHbIM 3akoHOM OT 4 mast 2011 roga
N 99-®3 "O nmureH3upOBaHUH OTICIBHBIX BHJIOB JAesATebHOCTH B DeepallbHbIM 3aKOHOM OT 31 uroJist
2020 roma N 248-®@3 "O rocyaapCTBEHHOM KOHTpoje (Haa30pe) M MYHHUIHMIAJIBLHOM KOHTpOJIE B
Poccuiickoit ®enepannu". B pamkax ¢demepanipbHOr0 TOCYJapCTBEHHOTO JIMIICH3MOHHOTO KOHTPOJISI
JESTeIbHOCTH IO TPOU3BOJACTBY JIEKAPCTBEHHBIX CPEJACTB IUJIAHOBBIE KOHTPOJbHbIE (HAI30pHBIE)
MEpPOIPUATHS HE MPOBOIATCS, MPU STOM IPOBOAUTCSA MEPUOJUYECKOE MOJATBEP)KIEHUE COOTBETCTBHUSA
JIMIIEH3UATOB JIMLIEH3UOHHBIM TpeOOBaHUAM B COOTBeTCTBUH ¢ DexepanbHbIM 3akoHOM OT 4 mas 2011
roaa N 99-@3 "O nuneH3upoBaHUM OTIEIbHBIX BUIOB JIECSTEILHOCTH' .

nasa 5. PASPABOTKA, AOKITMHUYECKUE UCCIIEAOBAHUA
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUWYECKUE UCCITIEOOBAHUA
NEKAPCTBEHHbIX NMPENAPATOB ANnA BETEPUHAPHOIO NPUMEHEHUA

Cratbsa 10. Pa3paboTka nekapCTBeHHbIX CpeacTB

1. Pa3paboTka JNeKapCTBEHHBIX CPEACTB BKJIIOYAeT B Ce0S TMOUCK HOBBIX (DapMaKOJIOTHUYECKU
aKTHBHBIX BEIIECTB, IIOCIEIYIONIee M3Y4YeHHE MX JICKAPCTBEHHBIX CBOMCTB, JIOKIMHUYECKHE
UCCIIEIOBAaHMS, Pa3pabOTKy TEXHOJIOTUH MPOU3BOJACTBA (hapMaleBTHUECKUX CyOCTaHLUH, pa3paboTKy
COCTaBOB U TEXHOJIOTHI IIPOU3BOJICTBA JIEKAPCTBEHHBIX MIPENapaToB.

2. @uHaHcoBOE obecnieueHne pa3padOTKU JIEKAPCTBEHHBIX CPEJICTB OCYLIECTBISETCS 3a CUET:
1) cpenctB deaeparbHOTO OKOIKETA;
2) cpeAcTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEICTB;

3) cpencTtB  NIpPOM3BOJIUTENECH  JICKAPCTBEHHBIX  CPEJACTB  IPH  BBIIOJIHEHUH  HAYYHO-
UCCIIEIOBATEIbCKUX PabOT 1O JOroBOpY MEXAy pa3padOTUMKOM JIEKAPCTBEHHBIX CPEIACTB U
IIPOM3BOIUTEIIEM JIEKAPCTBEHHBIX CPE/ICTB;

4) MHBIX HE 3aIpEeLEeHHBIX 3aKOHO1aTesIbecTBOM Poccuiickoi denepannu HCTOYHUKOB.

3. HpaBa pa3pa60TqI/H<a JICKAPCTBCHHOT'O CPCACTBA OXPAHAIOTCA I'PAXKIAAHCKUM 3aKOHOAATCILCTBOM.

Cratba 11. [JOKNUHMYECKOe wUccrefoBaHUe JleKapCTBEHHOro cpeacTtBa AnA
MeaULMUHCKOro NpUMeHeHus

1. JIoKkTMHWYECKOe WCCIIeIOBaHUE JIEKAPCTBEHHOTO CPEJCTBA JUIS METUITUMHCKOTO TMPUMCHCHHUS
MPOBOAMUTCS IMyTeM TMPUMEHEHHS HAYYHBIX METOJOB OIICHOK B IEJSIX TMOJY4YEeHUS JOKa3aTellbCTB
0e30macHOCTH, KauecTBa M 2P(HEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA.

2. JIOKIMHMYECKOE MCCIIEIOBaHNE JIEKApCTBEHHOI'O CPEACTBAa IS MEAMIMHCKOTO MpPUMEHEHUs
IIPOBOAMUTCS B COOTBETCTBUU C MpaBUIaMM HaJyIexkalleld 1a00opaTOpHOM NMpaKTUKU, YTBEPKIECHHBIMU
EBpasuiickoil 5JKOHOMHUYECKON KOMUCCUEN.

(B pen. deaepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

3. Jlns opraHu3aiy ¥ MPOBEJAEHUS JOKIMHUYECKOT0 MCCIEJOBAHUS JIEKAPCTBEHHOTO CPEeICTBA TS
MCIUIHUHCKOI'0 IMPUMCHCHUA pa3pa60anKM JICKApPCTBCHHBIX CPEACTB BIPAaBE IIPUBJICKATH HAYYHBIC
opraHu3aiuu, o0pa3oBaTelbHbIE OPraHU3AIMK BHICIIET0 00pa30BaHMs W MHBIE OpPraHU3aIH, UMEIOIINe
HEOOXOUMYI0  MaTepUaJbHO-TEXHHUECKYI0 0a3y U  KBaJM(UIMPOBAHHBIX  CIEHUAINCTOB B
COOTBETCTBYIOLIEH 00aCTH MCCIIeI0OBAHUS.

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

4. JIOKJIMHUYECKOE HCCIIEOBAHUE JIEKAPCTBEHHOI'O CPENCTBA ISl MEIULUHCKOTO INPUMEHEHUS
MIPOBOAUTCS MO YTBEPKIACHHOMY pa3pabOTUYMKOM JIEKAPCTBEHHOTO CpEJICTBa IUIaHYy C BEICHHEM
IIPOTOKOJIA 3TOTO MCCIEAOBAHUSA M COCTAaBICHHEM OTYETA, B KOTOPOM COZEPXKATCsS PE3yJbTaTbl 3TOTO
UCCIIEIOBAaHUSI M 3aKJIIOYCHHE O BO3MOXHOCTH IPOBEACHUS  KIMHUYECKOIO  HCCIIEAOBaHUS
JIEKapCTBEHHOI'O IIpernapara Juisi MEJUIMHCKOTO IPUMEHEHUS.
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5. [IpoBenenue nmpoBepok COOMIOACHUS MPABUJ HaAIeXKaIIEeH J1abopaTOPHON MPAKTUKU U MIPABOBBIX
HOPM HCIIOJIb30BaHUsI YKMBOTHBIX MPH IPOBEICHUU JOKIMHUYECKHX WCCICAOBAHUN JICKAPCTBEHHBIX
CPEICTB JJIsi MEIULMHCKOTO IMPUMEHEHHUs OCYIIECTBISETCS YIOJIHOMOYEHHBIM (hefepaibHbIM OpraHOM
WCIOJIHUTEIIbHOU BJIACTH.

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

6. Pe3ynpTaThl JOKIMHUYECKOTO HCCIEIOBAaHMS JIGKAPCTBEHHOTO CPEACTBA JUIS MEIUIIMHCKOTO
MPUMEHEHHST MOTYT OBITh MPEJCTABICHBI B YIOJHOMOYCHHBIH (efepalibHbIi OpraH HCIIOJHUTEIHHON
BJIACTH B YCTAHOBJICHHOM TOPSIKE B IEJSIX PETUCTPALIUU JICKAPCTBEHHOTO Tperapara.

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

Cratba 12. [oknuHu4Yeckoe wuccriefqoBaHUe JeKapCTBEHHOro cpeacTtBa M
KNMUHMYECKOe uccreaoBaHUe JeKapCTBEHHOro npenapata Ans  BeTepUHapHOro
npUMeHeHuns

1. HOKHHHH‘ICCKO@ HCCIICAOBAHUC JICKAPCTBCHHOI'O CpPCACTBA JJIA BCTCPUHAPHOI'O IPHMCHCHUSA
MMPpOBOAUTCA IIYTCM HNPUMCHCHHA HAYUYHBIX MCETOJOB OICHOK B MHCIIAX IOJYYCHHUS OOKa3aTCIILCTB
6630HaCHOCTI/I, Ka4ycCTBa U 3(1)(1)6KTI/IBHOCTI/I JICKAPCTBCHHOTI'O CPpEACTBA, B TOM YHUCIJIC OIIPCACIICHUA CPOKa
€ro BbIBCACHUA U3 OpPraHM3Ma >XMBOTHOI'O, B LECIIAX obecneueHust 0€301aCHOCTH IpoaAYKIHU KMUBOTHOI'O
MPOUCXOKACHUA MTOCJIC TPUMEHCHNUA COOTBCTCTBYIOLICTO JICKAPCTBCHHOI'O IIpCIlapara.

2. JIOKIMHHMYECKOE HCCIECJOBAaHHE JIEKAPCTBEHHOIO CPEICTBA M KIMHMYECKOE HCCIEJOBaHHE
JIEKapCTBEHHOTO IIperapaTa Uil BETEPHHAPHOTO NPUMEHEHHs, HCCIEeJOBaHHE OHMOIKBHBAJIEHTHOCTH
YKa3aHHOTO JICKAPCTBEHHOTO TMIperapara MpOBOISATCS B COOTBETCTBHHM C TpaBoM EBpasmiickoro
HKOHOMHUYECKOTO COH3a.

(B pen. @enepanbHoro 3akoHa ot 31.07.2025 N 304-03)

3. JIOKJIIMHMYECKOE HCCIIENOBAHUE JIEKAPCTBEHHOIO CPEACTBA M KJIMHMYECKOE MCCIEI0BAHNE
JIEKAPCTBEHHOI'0 Mperapara Uil BETEPUHAPHOIO IPUMEHEHMS TMPOBOAATCA 10 YTBEPKIACHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOI'O CpEACTBA IUIAHY C BEJIEHHEM MPOTOKOJIOB 3TUX HCCIEI0BaHUNA U
COCTABJICHHEM OTYETOB, B KOTOPBIX COAEPKATCSA PE3YIbTaThl 3TUX UCCIIEIOBAHNMN.

4. Jlng opraHu3aluy U NPOBENCHUS JTOKIMHUYECKOIO HCCIEI0BAaHUS JIEKAPCTBEHHOI'O CPENCTBA U
KJIIMHUYECKOT0 UCCIIEI0OBAHMS JIEKAPCTBEHHOTO MpenapaTa Jijlsl BETepUHAPHOIO IPUMEHEHHUS pa3paboTuuK
JIEKapCTBEHHOT'O CPEACTBA MOXKET NPUBJIEKaTh OpraHU3allid, UMEIIUe HEOOXOIUMYI0 MaTepuallbHO-
TEXHUUYECKYIO 0a3y U KBaAIM(ULIMPOBAHHBIX CIEIUAIINCTOB B COOTBETCTBYIOLIEH 00IaCTH UCCIIEJOBAHMSL.

5. Knuawmueckue HUCCIICAOBAaHUA JICKAPCTBCHHBIX IIPEMIapaTOB JIA BETCPUHAPHOTO HNPHUMCHCHUSA
MMpOBOAATCA B BETCPUHAPHBIX OpraHU3alusgaXx W B OpraHHU3alusaXx, OCYIICCTBIIAIOIINX PAa3BCIACHHC,
BbIpalllUBaHUEC U COACPKAHNC  KUBOTHBIX, B LCIIAX:

1) ycraHOBIIEHUS IEPEHOCUMOCTH JIEKAPCTBEHHBIX MPENapaToB 310POBBIMH KUBOTHBIMU;

2) mombopa ONTUMATBHBIX JO3MPOBOK JIGKAPCTBEHHBIX TIperapatoB W Kypca JICUCHHsS Ha
KOHKPETHOMU TPYTITIE )KUBOTHBIX C ONPEIEICHHBIM 3a00JI€BaHNEM;

3) ycraHoBieHus 6e30macHOCTH U AG(GEKTUBHOCTH JIEKAPCTBEHHOTO Mpemnapara, mpeaHa3HauYeHHOTO
JUTS ISYCHUS OTIPEICICHHBIX 3a00JIEBAHUI KUBOTHBIX, WK 3()(PEKTUBHOCTH JICKAPCTBEHHOTO TIperapara
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JJIA HpO(bI/IJ'IaKTI/IKI/I 3a00J1eBaHUI 300POBEBIX ) KUBOTHBIX,

4) u3ydyeHHs BO3MOXHOCTEM pacHIMpeHus MOKa3aHUM K MPUMEHEHUIO 3apEruCTPUPOBAHHOTO
JIEKapCTBEHHOI'O IIperaparTa 1 BbISBICHUS paHee HEU3BECTHBIX MOOOYHBIX JEHCTBUI.

6. KiuHuueckoe ucciieJoBaHME JIEKaPCTBEHHOI'O IIpernapara Jyulsli BETEPUHAPHOIO IPUMEHEHHUS
OCYILECTBIISICTCA 33 CUET CPEICTB pa3pabOTUMKa JIEKAPCTBEHHOT'O CPECTBA.

7. Otuerbl O pe3ynbraTax MOKIMHUYECKOIO MCCIEJOBAaHUS JIEKAPCTBEHHOIO CPEACTBA U
KJIMHUYECKOIO  HUCCIENOBaHMs  JIEKapCTBEHHOIO Ipermapara i BETEPUHAPHOIO  MPUMEHEHUs
COCTABIJIIIOTCS  Pa3pabOTUYMKOM JIEKAPCTBEHHOIO CPEICTBA C YYETOM 3aK/IIOYEHUH OpraHu3alui,
IPUHUMABILIUX YYaCTHE B OPraHU3ALMK U IPOBEJCHUN ITUX UCCIIEOBAHUI.

8. KoHTposp 3a mnpoBeneHHEM JOKIMHUYECKUX MCCIEIOBAaHUM JIEKAPCTBEHHBIX CPEICTB U
KJIMHUYECKMX  MCCIEIOBAaHUN  JIEKAPCTBEHHBIX IpenapaToB s BETEPUHAPHOIO MPUMEHEHUS
OCYIIECTBIISIETCS YIIOJTHOMOYEHHBIM (heIepabHbIM OPTaHOM HCTIOTHUTEIILHON BIACTH.

Masa 6. OCYWECTBNEHUE rOCYOAPCTBEHHOW PETUCTPALIMM,
PETMCTPALUUUN NEKAPCTBEHHbIX NMPEMAPATOB
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

KoncynprantlIntoc: npumevanue.

[lo 3asBnenusiM, nomanHbiM g0 01.01.2021, nexkapcTBeHHblE mpenaparbl A MEAULIMHCKOIO
MIPUMEHEHUS PETUCTPUPYIOTCA B COOTBETCTBUU C TpeOoBaHUsMHU, AeiicTtBoBaBmuMu 10 30.01.2024. O
MpUBEAECHNUN B cOOTBETCTBUE ¢ akTamMu EADC Takux M paHee 3aperucCTpUPOBAHHBIX MpPENapaToB CM.
@3 ot 30.01.2024 N 1-D3.

Cratba 13. [locypapcTBeHHas perucrpauus, perucTtpaumsi JneKapCTBEHHbIX
npenapatoB
(B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

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

1. B Poccuiickoit ®enepanuiu I0MyCKAlOTCS MPOU3BOACTBO, XpaHEHUE, MEPEBO3Ka, BBO3 B
Poccuiickyro denepanuto, BeiBo3 U3 Poccuiickont denepanuu, pexiiaMma, OTIIyCK, pealu3anus, rnepeaaya,
IIPUMEHEHHE JIEKapCTBEHHBIX IMPENaparoB, €CIW OHHM  3apErUCTPUPOBAHBI  YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJHUTENBHON BIACTH B COOTBETCTBHHM C HacToAIMM DeepalbHbIM 3aKOHOM
100 B COOTBETCTBUH C aKTaMHU, COCTaBIAIOIUME paBo Coro3a.

(B pen. deaepanbHbix 3akoHOB OT 13.07.2015 N 241-D3, ot 30.01.2024 N 1-D3)

2. 'ocygapCTBEHHOM perucTpaiy NoJIexKar:

1) Bce nexapCTBEHHBIE Mpenaparhl, BIEPBBIC MOJICKAIINEe BBOAY B oOpamieHue B Poccuiickoi
denepanuu;

2) IneKapCTBEHHBIE IIpenaparhl, 3apeTMCTPUPOBAHHBIE DPAaHEE, HO IPOU3BEACHHBIE B JIPYIHX
JIEKapCTBEHHBIX (DOPMAax B COOTBETCTBUU C MEPEYHEM HAMMEHOBAHUU JIEKApPCTBEHHBIX (OpPM, B HOBOM
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J03UPOBKE IIPU J0KA3aTEIbCTBE €€ KIMHUYECKON 3HAUUMOCTH U 3P PEKTUBHOCTH;
3) HOBBIE KOMOMHAIIMHY 3aPETHCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPENapaToB.

3. T'ocynapcTBeHHasi perucTpaius JeKapCTBEeHHbIX MPErnapaToB OCYIIECTBISETCS MO pe3ysbTaTraM
AKCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB.
(dactb 3 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. 'ocymapcTBEeHHAsl perUCTpalHs JISKAPCTBEHHOTO ITPEapara OCyIIeCTBISIETCS COOTBETCTBYFOLINM
YIIOJTHOMOYCHHBIM (peiepalbHbIM OPraHOM HCIIOJHUTEIBHON BJIACTH B CPOK, HE NPEBBIMIAIONINN CTa
HIECTHICCATH pabouux JHEW CO JHsA TPHHATHA 3asBJICHHS O TOCYAapCTBEHHOW pErucTpanuu
JIEKapCTBEHHOTO Tpernapara JUisi MEAUIMHCKOrO IPHUMEHEHHS, U B CPOK, HE MPEBBIILAIONINN CTa BOCBMU
pabo4mMx JHEH CcO JHS MNPUHATHSA 3asABJICHUS O TOCYJApCTBEHHOM PpErMCTpaluu JICKapCTBEHHOIO
npernapara Juisi BETePUHAPHOTO MPUMEHEHHUs. B yKa3aHHBIN CPOK BKIIIOYACTCS BPEMsl, HEOOXOAUMOE JJIst
MOBTOPHOTO TIPOBEJCHUS IKCIEPTU3bI JIGKAPCTBEHHOI'O CPEJCTBA B COOTBETCTBHUHM CO cTaTbed 25
Hacrosmiero ®enepansHoro 3akoHa. CpoK TOCYAapCTBEHHOW PETMCTPALlMK JIGKapPCTBEHHOTO IpernapaTa
UCUUCISICTCS. CO JIHS TPUHATUS COOTBETCTBYIOIIMM  YIIOJIHOMOYCHHBIM (pefepajbHbIM OpPraHoM
UCIIOJIHUTEIBHON  BJIACTH  COOTBETCTBYIOIIErO  3asBJCHHS O TOCYJapCTBCHHOH  perucrpaiuu
JICKApCTBEHHOTO TMperapara ¢ MPHIOKECHHEM HEOOXOMUMBIX JOKYMEHTOB 1O [CHb BBIIAYU
PErHCTPALMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOT'O Ipenapara. Bpemst, HeoOXoquMoe JUist HarpaBJIeHUs
YIIOJIHOMOYCHHBIM ~ (peliepalIbHbIM OPraHOM HCIIOJIHUTEIBHOW BJIACTH 3ampoca O MpPEACTaBICHUN
HEOOXOIMMBIX MaTCPHAJIOB U MPEACTABIICHHS 3asBUTEIEM OTBETa HA JaHHbII 3alpOC B COOTBETCTBUH CO
cratbsiMu 16, 19 u 23 nHactosimero ®denepanbHOr0 3aKOHA, HE YYUTHIBACTCS MPH MCUYUCICHUH CPOKa
roCyIapCTBEHHON PErHCTpaLuy JIEKapCTBEHHOTO Mperapara.

(B pen. enepanbhbix 3akoHoB 0T 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

5. 'ocynapcTBEeHHOM pErucTpanu HE IMOIEXKAT:

1) nexkapcTBEHHBIE MpenapaThl, M3TOTOBJICHHBIC ANTEYHBIMH OpPTaHU3AIMIMHU, BETEPUHAPHBIMU
anTEeYHbIMU OpPraHU3ALMSIMH, UHIUBUIYAIbHBIMA MPEINPUHUMATEISAMU, KOTOPbIE UMEIOT JIMIEH3UIO Ha
(hapMareBTUUECKYI0 JESITeIIbHOCTh, IO pEeleNnTaM Ha JIEKapCTBEHHBIC IMpenaparsl W TpPeOOBAHHUSIM
MEIUIIMHCKUX OpraHu3aluii, BETEpUHAPHBIX OpraHW3alUil WM OpraHu3aluii (MHIAUBUAYAIbHBIX
MpeANpPUHUMATEIIEH ), OCYIIECTBISIONINX Pa3BeIeHNE, BEIPAIIUBAHUE U COJIEP)KAHHUE )KUBOTHBIX,

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

2) nexapCTBEHHBIE MpernapaThl, TPHOOpeTeHHBIE (PU3UIECKUMHU JIMIIAMU 3a npeaenamu Poccuiickoit
®enepanuu U npeaHa3HAYEHHBIE JIJIS TMYHOTO UCIIOIb30BAHMUS;

3) nmekapcTBeHHBIE TIpemapathl, BBo3uMbIe B Poccuiickyto deneparuio Ajig oka3aHusi METUITMHCKON
IOMOIIM 1O KU3HEHHBIM ITOKA3aHUSM KOHKPETHOTO NAlKMEHTa HAa OCHOBAHUM PA3PELIEHUs, BBIJAHHOIO
YIIOJITHOMOYEHHBIM (PeiepaaIbHbIM OPTaHOM HUCTIOTHUTEIHHOM BIIACTH;

4) JICKApCTBCHHBIC CPCACTBA, BBO3UMBLIC B POCCHﬁCKym dDeI[epaLu/Ho Ha OCHOBAaHHWHU BBIAAHHOI'O
YIOOJIHOMOYECHHBIM q)ellepaJ'II)HI)IM Oopranom HCIIOJIHUTEILHON BIIACTH pasp€liCHud U MPCIHA3HAUYCHHBIC
AJIL OPOBCACHUSA KIMHUYCCKHUX I/ICCJ'ICI[OBaHI/Iﬁ JICKApCTBCHHBIX MPCHIaparoB " (I/IJ'II/I) IIPOBCACHUA
OKCIICPTUIBI JICKApCTBCHHBIX CpC€aCTB JIIA OCYHIECTBJICHUA FOCy,HapCTBeHHOI\/II perucTpanvn
JICKApCTBCHHBIX IPCIIapaTOB;

www.consultant.ru Crpannua 33 n3 161
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=523261&date=03.04.2026&dst=100088&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=319062&date=03.04.2026&dst=100537&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=523261&date=03.04.2026&dst=100090&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=523521&date=03.04.2026&dst=101504&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=436453&date=03.04.2026&dst=100029&field=134

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
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5) dbapmanieBTHUECKHE CyOCTaHIINM;

6) pamuodapManeBTUYECKUE JICKAPCTBEHHBIC Mpenaparhl, M3TOTOBICHHBIC HEMOCPEIACTBCHHO B
MEAUIMHCKUX OpPraHu3alUsaX B IMOPSAIKE, YCTAaHOBIEHHOM YIOJHOMOYEHHBIM (elepallbHbIM OpPraHoM
HCIOJIHUTEIBHOM BIIACTH;

7) nekapCTBEHHBIE MIpenapaThl, IPOU3BOAUMBIC IJISl IKCIIOPTA;

8) OMOTEXHOJIOTMUYECKUE JIEKApPCTBEHHBIE IIpenaparbl, IPEJAHAa3HAUYEHHBIE JUIsl NPUMEHEHUS B
COOTBETCTBUHM C WHAMBUAYAIbHBIM MEIUIIMHCKUM Ha3HAYCHHEM M CHElHalbHO HM3TOTOBJICHHBIE IS
KOHKPETHOI'0 MallMeHTa HEMOCPEICTBEHHO B MEAUIIMHCKON OpraHu3aliuu, B KOTOPOU MPUMEHSIETCS TaKOn
OMOTEXHOJIOTMUECKUN JIEKAPCTBEHHBIN IpernapaT, HUMEIOIIMe B CBOEM COCTaBe COEAMHEHUS,
CUHTE3UPOBAaHHBIE 110 pe3ybTaTaM F€HETUYECKUX UCCIIEI0BAaHUI MaTepuaa, HOJyuYeHHOr0 OT NalUeHTa,
JUIS  KOTOPOTO HW3TOTOBJIEH TaKoOi OMOTEXHOJNOTHYECKHIl JeKapcTBeHHbIN mpenapar. llepedens
MEIWIIMHCKUX OPTaHU3alUN, UMCIOIIUX PABO M3TOTABJIMBATH M MIPUMEHATh TaAKUE OMOTEXHOJIOTHUSCKUC
JIeKapCTBEHHbIE MpemnapaTsl, yrBepxaaercs [IpaButensctBoM Poccuiickoit ®enepanuu. Pa3pemenue Ha
MPUMCHCHHE TAaKUX OMOTEXHOJIOTHMYECKHX JICKAPCTBEHHBIX IPEMApaTOB BBIAACTCS YIIOJTHOMOYCHHBIM
denepanbHBIM OpPraHOM HCIIOJHUTEIBHOW BJIACTU B TMOPSAJKE, yCTaHaBiIuBaeMoM lIpaBUTEnbCTBOM
Poccmiickoit ®enepanuu. [lopsimok  oOpameHuss TakuX OHWOTEXHOJOTHYCCKUX — JIEKAPCTBEHHBIX
MIpernapaToB, BKIIOYAs MOPSIOK WX M3TOTOBIICHUS, TPOBEACHUS IKCIEPTU3bI, OCYIIECTBICHHUS KOHTPOJIS
KauecTBa TakKMX OMOTEXHOJIOTMYECKUX JICKAPCTBEHHBIX TMPENapaToB, MPUMEHEHHS, XpaHEHUS,
TPAHCIOPTUPOBKM M YTHIIM3ALMU TaKUX OMOTEXHOJOTHYECKHX JIEKAPCTBEHHBIX IMPENaparoB, a Takke
TpeOOBaHUST K TAaKUM OHOTEXHOJOTUYECKMM JICKAPCTBCHHBIM IpernapataM H  MEJAUIIMHCKUM
OpraHm3alusM, HX M3TOTABIMBAIOIIUM M TPUMEHSIONIUM, YycTaHaBlnuBaioTcs [IpaBuTenbcTBOM
Poccuiickoit ®epepanuu.

(n. 8 BBenneH PenepanbHbiM 3aKk0HOM 0T 30.01.2024 N 1-D3)

5.1. 3asBneHue O PETUCTPALlMM BOCHPOM3BEICHHOIO JIEKapCTBEHHOIO Mpemnapara s
MEIULUHCKOTO TPUMEHEHUS] MOXeT ObIThb TIOJaHO B YIOJIHOMOYEHHBIH QenepanbHblii oprax
WCIIOJIHUTEJIBHON  BJIACTH, OCYIIECTBIISIIOIIMM  TOCYJapCTBEHHYIO PErucTpaluio  JIeKapCTBEHHbIX
IIPENapaToB, MO HCTEYEHHM YETBIPEX JIET C JAThl FOCYAAPCTBEHHOM PETHCTpPAllMM WM PETHCTPaLMH
pedepeHTHOTO JIeKapCTBEHHOTO TIpenapara Jijisi MEAUIIMHCKOTo MpuMeHeHust B Poccuiickoit depepanuu.
(dactb 5.1 BBenena denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5.2. 3asBneHHe O perucTpauuu OHoaHaIoroBoro (OMOMOAOOHOr0) JIEKapCTBEHHOTO Ipemnapara
(Omoananora) /Ui MEIUIIMHCKOTO MPUMEHEHUSI MOKET OBITh MOAAHO B YIOJHOMOUYEHHBIN (peepanbHbIii
OpraH HCIOJIHUTENBHON BIIACTH, OCYIIECTBISIOUINI TOCYJapCTBEHHYIO PErHMCTpAIUIO JIEKapCTBEHHBIX
IIPENapaToB s MEAULMHCKOTO INPUMEHEHMs, 10 HCTEYEHHH TpeX JET C JaThl TOoCyJapCTBEHHOU
PErUCTpalK WK PETUCTpaIuy pedepeHTHOTO JIEKapCTBEHHOTO mpernapata B Poccutickoii deneparum.
(uacts 5.2 BBeneHa PenepanbHbIM 3akoHOM 0T 30.01.2024 N 1-D3)

5.3. He nomyckaercs HUCHOJIB30BaHUE B KOMMEPUECKHMX MLENsAX HHGOpManmuu o pe3ysibTaTax
JOKJIIMHUYECKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX CPEJICTB U KIMHUYECKUX UCCIIEN0BAaHUN JIEKAPCTBEHHBIX
npemaparoB Ajid MCIUIHUHCKOIO IMPUMCHCHUA, Hpe)ICTaBHeHHOﬁ 3asBUTCIIEM [JIA FOCy}IapCTBeHHOfI
perucTpanyy Wik perucTpaliy JIEKapCTBEHHOTO Mpernapara, 0e3 ero corjiacusi B TeUeHUE IIECTH JIeT ¢
JaThl TOCYAAapCTBEHHOW pEerucTpanui WM perucrpanuu pedepeHTHOro JEKapCTBEHHOIO Mpenapara B
Poccuiickoit denepanuu.

(dactb 5.3 BBeaeHa denepanpubimM 3akoHoM OT 30.01.2024 N 1-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

6. He nomyckaercs rocyiapcTBeHHasi perucTparus:

1) 7nexapcTBEHHBIX IpeNapaToB, OTIMYAIOLIUXCA JpPYr OT Jpyra KaueCTBEHHBIM COCTaBOM
JEUCTBYIOIUX BEIIECTB, 0] OJUHAKOBBIM TOPrOBBIM HANMEHOBAHUEM;

2) OJHOTO JIEKAapCTBEHHOT'O IpenapaTa, IpPEeACTaBICHHOIO Ha IOCYJapCTBEHHYIO PETMCTpAlMIO B
OTHOIICHHH OJHOTO W TOTO K€ JepXKareyis WM BIAJENbLA PErHCTPAlMOHHOTO YIOCTOBEPEHHUS
JICKApCTBCHHOT'O IIpfliapaTta B BHUAC [IBYX U boiee JICKAPCTBCHHBIX IIPCIiapaToB II0A pa3IMYHbIMU
TOPTrOBBIMHA HAUMEHOBAHHUSAMH.

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

7. Ilo 3ampocy B D3JeKTpPOHHOM Qopme cyObekTa oOpalieHust JEKapCTBEHHBIX CPENCTB
COOTBETCTBYIOIIUM  YIIOJIHOMOYEHHBIM  (p€I€pAJIbHBIM  OpPraHOM  HMCIOJHHUTEIBbHOM  BJAcCTH,
OCYILECTBISIOUIMM T'OCYJJApPCTBEHHYIO PETUCTPALIMIO JIEKAPCTBEHHBIX MPENaparoB, B YCTAHOBICHHOM UM
MOPSAJIKE OCYILECTBIISIETCS HAyYHOE KOHCYJIBTHPOBAHHME 110 BOIPOCAM, CBSI3AHHBIM C IIPOBEICHHEM
JOKJIMHUYECKUX UCCIIE0BAaHUM, KIMHUYECKUX MCCIEOBAHUN JIEKAPCTBEHHBIX MpenapaToB, 3KCIEPTU3bI
KayecTBa JIGKAPCTBEHHBIX CPEACTB, A(PQPEKTUBHOCTH ©  0O€30MacCHOCTH, C  OCYIIECTBICHHUEM
rOCYJJapCTBEHHOIN pEerucTpaluyu JIEKapCTBEHHBIX INpenapaToB. KOHCYIbTUpOBaHME OCYILECTBIISAETCS C
npuBlicYeHHEM (elepalbHbIX TOCYJApCTBEHHBIX OO/DKETHBIX — YUPEXKIACHUH, TOJBEIOMCTBEHHBIX
JaHHOMY (enepasibHOMY OpraHy HCIOJHUTEIBHOW BJIACTM M HE YYACTBYIOIIMX B OpPraHU3aLUHU
IIPOBEJICHUSI  OKCIIEPTH3bl KayecTBa JIEKAPCTBEHHBIX CPEACTB B  ILEJIAX OCYILIECTBIECHUS HX
rOCYJJapCTBEHHOH perucTpanyy B COOTBETCTBMM CO cTaTheil 16 Hacrosimero depepaabHOro 3aKoHa, B
BUJIE OTBETA B MUCbMEHHON (hOpME YNOJHOMOYEHHOIO (pe/iepajJbHOr0 OpraHa MCIOJHUTEIBHON BlIacTU
Ha 3arpoc. Pa3mep B3umaeMoil ¢ 3asBUTEINS IJIAThl ONPEAEISIeTCs B COOTBETCTBUM C 3aKOHOIATEIILCTBOM
Poccuiickoit ®eneparuu 00 opraHu3aliu MpeaoCTaBICHUs TOCYAAPCTBEHHBIX U MYHUIIMITAIBHBIX YCITYT.
Wudopmanus 00 OCYIIECTBIEHUH HAYYHOTO KOHCYJIbTHUPOBAaHMS, B TOM 4YHCIE CTaTbU, OO30pHI,
CIpaBOYHbIE MaTepHalibl U HWHas HH(opmanus o0 OCYIIECTBICHHMH HAyYHOTO KOHCYJIBTHPOBAHUS,
pa3meniaercs Ha OQUIMAIBLHOM CalTe YINOJHOMOYEHHOTO (heAepalbHOrO OpraHa HCIOJHUTEIbHON
BiracTu B ceTu "MHTepHeT" ¢ COOJIO/IEHMEM OrpaHWYEeHMH, YCTAHOBJIEHHBIX 3aKOHOJATEIbCTBOM O
NEePCOHAIBbHBIX JAHHBIX, KOMMEpPUYECKOH U (M) roCyJapCTBEHHOM TaliHe.

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

8. T'ocynapcTBeHHass perucTpaius JEKapCTBEHHBIX IPENnaparoB, KOTOpPbIE MpeAHa3HAYEeHbI IS
IIPUMEHEHHsI B YCIOBHUAX BOCHHBIX JECWCTBUM, 4YpPE3BBIYAMHBIX CHUTyallUd, MNPEIyNpeKICHUS
Ype3BbIUAHBIX CUTYyalMi, TPOPUIAKTHKN U JIEYeHUs 3a00JIeBaHU, MPEICTaBISAIOIINX OMACHOCTh JJIs
OKpY KaroIMX, 3a00J€BaHUI U NMOPAKEHUH, MOITYYEHHBIX B pe3yJbTaTe BO3ACHCTBUS HEOIAronpUsTHBIX
XMUMHUYECKHX, OMOJIOIMYECKUX, PaJUallMOHHBIX (aKTOPOB, U KOTOpbIE pa3pabOTaHbl B TOM YHCIE IO
3alaHuI0 (enepaabHbIX OPraHoOB MCIOJMHUTEIbHOW BJIACTH, YMOJIHOMOYEHHBIX B 00JacTh OOOPOHBI
CTpaHbl U 0E€30MaCHOCTH TOCYJapCTBa, a TAKXKE JICKAPCTBEHHBIX CPENICTB B cliyyae UX JIE(PEKTYphbl UIIH
pUCKa BO3HHMKHOBEHHUs Je(EeKTypbl B CBS3M C BBeJAeHHEM B oOTHomeHuWu Poccuiickoit denepanun
OTPaHUYUTENIBHBIX MEpP SKOHOMHYECKOIO XapaKTepa OCYILECTBIAECTCS B IOPSAKE, YCTAHOBIEHHOM
[TpaBuTenscTBOM Poccuiickoit denepanum.

(B pen. @enepanbpix 3akoHoB 0T 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

Cratbs 14. anHLl,I/IﬂbI JKCNepTu3bl NNeKapCTtBeHHbIX cpeacTB

(B pen. denepanbHOro 3akoHa ot 22.12.2014 N 429-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

1. 3KCHepTI/ISa JICKAPCTBCHHLIX CPCACTB OCHOBBLIBACTCS HA NPUHIMUIIAX 3aKOHHOCTH, CO6HIOII€HI/ISI
npaB H CB060,Z[ YCJIOBCKa M TIpaXJaHHHaA, IIPpaB HOPUAWYCCKOro JiKMla, HE3aBUCHUMOCTH OKCIIEPTa,
O6’beKTI/IBHOCTI/I, BCCCTOPOHHOCTU U IMOJIHOTLL HCCHGHOBaHHﬁ, IMPOBOAMMEBIX C HCIIOJIB30BAHUCM
COBPCMEHHBIX ,Z[OCTI/I)KeHI/Iﬁ HAayKM WM TEXHUKH, OTBETCTBCHHOCTHU (benepanLHoro rocyaapCTBEHHOI'O
6IOZ[)KCTHOI‘O YUPCKACHUA 110 IMPOBCACHUIO OSKCHICPTU3BI JICKAPCTBCHHBIX CPEACTB M DOKCICPTOB 34
IIPOBCACHUEC U KAYECTBO SKCIICPTUIEI.

2. DKcnepTu3a JeKapCTBEHHBIX MIPENapaToB sl MEAULIMHCKOTO IPUMEHEHHS BKIIIOYAET B ceOsl:

1) skcnepTH3y JOKYMEHTOB, HPEACTABICHHBIX Ul ONpPEAETICHUS BO3MOXKHOCTH pPacCMaTpHBATh
HCKapCTBeHHBIﬁ npemnapar ajd MCAULUHCKOIO IPUMCHCHHSA B KadCCTBC Op(I)aHHOFO JICKAPCTBCHHOT'O
npenapara;

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

2) SKCIepTU3y MPEIJIOKESHHBIX METOJOB KOHTPOJS KauecTBa JIGKAPCTBEHHOT'O CPeACTBA M (WIIN)
Ka4ecTBa IPE/ICTABICHHBIX OOPa3LOB JIEKAPCTBEHHOI'O CPEACTBA C HCIOIB30BAHHEM ITHX METO/OB
(manee - sKCHEpTH3a Ka4ECTBA JIEKAPCTBEHHOTO CPE/ICTBA);

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

3) o9KcmepTH3y OTHOIICHHS OXXHIAeMOW TOJIb3bI K BO3MOXXKHOMY pHUCKY TPUMCHCHUS
JICKapCTBEHHOTO Iperapara;

4) SKCHEepTU3y PErUCTPALMOHHOTO JOChE Ha JIEKApPCTBEHHBIM Mpernapar B LEISIX OIMpeleieHUs
B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX MTPEMapaToB ISl MEAUIIMHCKOTO TPUMEHEHUS.
(. 4 BBenneH PenepanbHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

3. DkcnepTr3a JIEKapCTBEHHBIX IpPENapaToB JJsi BETEPUHAPHOTO NMPUMEHEHUs BKIIOYaeT B cels
JKCIIEPTU3Yy KadecTBa JIEKAPCTBEHHOI'O CPEACTBA M DKCIEPTU3y OTHOLICHUS OXKUIAEMOM IOJIb3bl K
BO3MOKHOMY PHUCKY IIPUMEHEHHSI JIEKapCTBEHHOTO Iperapara.

Cratba 15. ®depepanbHoe rocyAapCTBEHHOE OlMKeTHOe yupexaeHue no
npoBeAeHNI0 IKCNEepPTU3bl IeKapCTBEHHbIX CPeACcTB

DKcIepTu3a JIEKapCTBEHHBIX CPEACTB MPOBOAMUTCS (peepanbHbIM TOCYAAPCTBEHHBIM OFOKETHBIM
YUPEKIACHUEM COOTBETCTBYIOIIETO YIOIHOMOYEHHOTO (hefepabHOTO OpraHa MCIIOJHUTENFHOW BIIACTH,
CO3JIaHHBIM JUIsl OOECleueHUs] HCIOJHEHHsI IOJIHOMOYMH 3TOro (eaepanbHOrO OpraHa IO Bblaaye
paspelieHnii Ha MPOBEACHHE KIMHUYECKUX HCCIIECIOBAHUN JIEKAPCTBEHHBIX IMpenapaToB U (WIM) IO
rOCYJapCTBEHHON perucTpanuu (perucTpanun) JIeKapcTBEHHBIX IpernaparoB (fajee - HKCHEPTHOE
YUpEKICHUE).

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

CraTtbsa 16. OpraHmsaums npoBeAeHUs 3KCNEepPTU3bl JIeKAPCTBEHHbIX CPeAcTB
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

l. DOkcreptusza JIEKApCTBEHHBIX CPEICTB IPOBOJUTCS KOMHMCCHEH JKCIIEPTOB 3KCIEPTHOTO
YUpEXKACHUSA, Ha3HAYEHHOU €ro PyKOBOJMTEIEM, Ha OCHOBAaHUU 3aJaHUS Ha IPOBEIACHUE JKCIIEPTU3BI
JIEKapCTBEHHOI'O CPEJCTBA, BBIIAHHOTO YIOJHOMOYEHHBIM (eepalbHbIM OpraHOM HCIHOJHUTENbHOM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

BJAacTU. PykoBoIUTENb 3KCIEPTHOTO YUPEKICHHUS 00ECIeunBaeT HaAJIexKallee IPOBEAECHUE IKCIIEPTU3bI
JICKApCTBEHHBIX CPEICTB B COOTBETCTBHM C 33/JaHUEM, BBIIAHHBIM YIOJHOMOYEHHBIM (eaeparbHbIM
OpPraHOM HCIIOJIHUTENIBHOM BJIACTH, U OPraHU3yeT MOArOTOBKY CBOJHOIO 3aKIHOYEHHs 3TOM KoMuccuu. B
COCTaB 3TOM KOMHUCCHUH TI0 PEIICHUIO PYKOBOIHUTENS SKCIIEPTHOTO YUPEKIEHUS MOTYT OBITh BKIIIOUEHBI B
Ka4yecTBE KCIIEPTOB JIMIIA, HE paboTarolue B JAHHOM HKCIEPTHOM YUPEKICHUH, €CIIU UX CIIELHaIbHbIE
3HAaHUS HEOOXOIMMBI JUIsl TPOBEICHUS OKCHEPTH3bl M TaKHE HKCHEPThl OTCYTCTBYIOT B JaHHOM
JKCIIEPTHOM YUPEXKICHHUH.

2. DKCHepToOM IO IMPOBENEHUIO IKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB SIBISIETCS aTTECTOBAHHBIN
pabOTHUK SKCIEPTHOIO YUPEXKICHHsI, KOTOPBIH HMEET BbICIIEE MEAMLUHCKOE, (hapMaleBTHUECKOE,
OMO0JIOTHYECKOE, BETEpUHAPHOE MIIM XUMHUYECKOEe 00pa30BaHUE U MPOBOAMT IKCIEPTHU3Y JIEKAPCTBEHHBIX
CPEZACTB B MOPSIIKE UCTIOIHEHUS CBOMX JOJDKHOCTHBIX 003aHHOCTEH (Jaiee - SKCIepT).

3. HpI/I IMPOBCACHUH SKCIICPTU3LI JICKAPCTBCHHBIX CPEACTB SKCIICPT HC MOKET HAXOAUTHCA B KaKou-
100 3aBUCUMOCTH OT Jinna, Ha3HA4YMBHICTO 3Ty SKCIICPTU3Y, pa3pa60TqI/IKa JICKApCTBCHHOI'O CPpCACTBA
WM APYTUX 3aMHTCPECOBAHHBIX B PE3YJIbTaTaX SKCIICPTHU3bI JIUII.

4. Tlpu mnpoBeNeHWH O3KCIEPTH3bl JICKAPCTBEHHBIX CPEACTB HE JOIMYCKAeTCs HCTpeOOBaHUE
OKCIICPTOM Yy 3adABUTCIIA 00 HHBIX JIML MaTepuruaioB, HGO6XOIII/IMBIX AJI IIPOBCACHHA 3KCIICPTU3LI. B
Cllyyae HEIOCTATOYHOCTH IIPEJICTABICHHBIX JKCIIEPTY MATCPUAIOB B JIMYHBIA KAOWHET 3asBHUTENS B
eIWHOW TOCYyAapCTBEHHOW HH(OpPMAIMOHHOW cucTeMe B cdepe 3ApaBOOXpaHeHHUs (nanee - eauHas
CHCTEMa) OKCICPTHBIM YUYPESIKIACHUEM HANpPaBIseTCS 3ampoc O MPEICTaBICHHH HEOOXOIUMBIX
MaTEepUajIoB, MOJNUCAHHBIA PYKOBOJIUTENIEM (YHNOJHOMOYEHHBIM JIMIIOM) 3KCIEPTHOTO YUPEXKJEHUS C
UCIIOJIb30BAHUEM YCHIICHHON KBATH(DUIIUPOBAHHOMN JICKTPOHHOM MOIIHCH.

(dactb 4 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. 3asBuTenb 0053aH HANIPABUTh B JTMUHBIA KaOMHET SKCIEPTHOIO YUPEXKJICHHS B €IUHOM cHCTEME
MO/NMCAHHBIA YCUJIEHHON KBaJTU(HUIIMPOBAHHON 3JIEKTPOHHOM MOAMKUCHIO OTBET HA 3aIPOC SKCIIEPTHOIO
YUPEX/IEHUS B CPOK, HE IMPEBBIMAIONIMNA JEeBIHOCTa pabouYMX IHEW CO JHS IMOJyYeHHs] HKCHEPTHBIM
YUPEKIACHUEM DJIEKTPOHHOIO YBEJOMIICHHMS O IIOJY4YEHMHM 3asBUTENIEM 3ampoca. Bpems co 1HA
HampaBJIeHUs] SKCIEPTHBIM YUPEKJACHUEM B JIMUHBIM KaOWHET 3asBUTENs B €IUHON CHUCTEME 3arpoca o
MIPE/ICTAaBICHUH JOMOJHUTEIBHBIX MaTepUaoB 0 JHS HANpPAaBJICHUS 3asBUTENIEM B JIMYHBIM KaOMHET
AKCIIEPTHOTO YUPEXKIECHUS B €IMHON CUCTEME OTBETA HA 3alpOC HE YUUTHIBAETCS NIPU UCUUCIEHUHU CPOKa
MIPOBEACHUS IKCIIEPTU3HI JIEKAPCTBEHHOT'O CPEJICTBA.

(uactb 4.1 B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

4.2. Ecnu 3asBHUTENIEM B COOTBETCTBMM ¢ 4acThio 1.1 crarbum 30 wim yactero 2 crateu 34
Hacrosero @enepaabHOro 3aKOHA MPEACTaBICHAa KOMUS PELICHUs YIOJIHOMOYEHHOro (enepaibHOro
OpraHa UCHOJHUTENIbHOM BIAaCTHM O MPOBEIEHUU (PapMaleBTUYECKOM WHCHEKIUU IPOU3BOJICTBA
JICKApCTBEHHBIX CPEJCTB S MEIUIUHCKOIO MPUMEHEHHMs Ha COOTBETCTBUE TPEOOBAaHUSAM MpPaBUII
HaJUIeKAlled IMPOU3BOJICTBEHHOW NPAKTUKA EBPAasMiCKOr0o 3»KOHOMHYECKOTO COH03a, JKCIEpPTy MO0
oopmiIeHHsT pe3yIbTaTOB HKCIEPTU3BI JIEKAPCTBEHHOT'O CPEJICTBA MPEACTABISIETCS KOMUS 3aKIIOYSHUs O
COOTBETCTBUM  IPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMSM MpPaBHJ  Hajulexalien
MIPOU3BO/ICTBEHHOMN MPaKTHKH, BBIIAHHOTO YIIOJHOMOUYEHHBIM (pe/iepaibHbIM OpPraHOM HMCIIOJHUTEIbHON
BJIACTH, WJIM KOIUS cepTU(dUKaTa COOTBETCTBUS MPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEJICTB JUIA
MEIUIUHCKOTO TIPUMEHEHHUS TpeOOBAaHUSAM TMpaBMI HAIJIEXKaIed MPOU3BOJCTBEHHOW MPAKTHKU
EBpa3niickoro 5KOHOMHU4ECKOr0 COK3a.

(uactsb 4.2 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

www.consultant.ru Crpannua 37 n3 161
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=523261&date=03.04.2026&dst=100102&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=523261&date=03.04.2026&dst=100102&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=454370&date=03.04.2026&dst=100015&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=374285&date=03.04.2026&dst=100140&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=523261&date=03.04.2026&dst=100105&field=134

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

4.3. 3agButens 00s3aH HANPABUTH B JIMUHBIN KAOMHET SKCIIEPTHOTO YUPEKICHUS B €MHON CUCTEME
KOIHUIO 3aKJTIOYCHHSI WIIM KOMHUIO cepTU(UKaTa, YKa3aHHBIX B 4acTu 4.2 HACTOSIICH CTAaThU, B CPOK, HE
MPEBBIIIAIONIMI CTa BOCBMHAECATH pPAOOUMX JHEW CO JIHSA MOJIy4EeHHUS HKCIEPTHBIM YUYPEKICHHEM
AJIEKTPOHHOTO  YBEIOMJICHHSI O  MOJYYEHUU  3asBUTEIEM  MOJIMUCAHHOTO  PYKOBOJUTENEM
(YNOJIHOMOYEHHBIM ~ JIMIIOM)  DKCIEPTHOTO  YUYPEeKICHUS  C  HCIOJb30BAaHHEM  YCHUJICHHOU
KBUTM(DUIIUPOBAHHON AJIEKTPOHHON TMOIMKMCH 3ampoca O MPEIOCTaBICHUU JTOKyMeHTa. Bpems co mHs
HAIpPAaBIICHUSI SKCIIEPTHBIM YUPEXKJACHUEM 3alpoca B JUYHBIN KaOMHET 3asgBUTENS B €AMHON CHCTEME J0
JTHS. HATPaBJICHUS 3asBUTEIEM B JIMYHBIA KaOMHET SKCIEPTHOTO YUPEKICHUS B CIUHOU CUCTEME KOTHH
3aKJIIOUEHUS WM KOIMUHU cepTU(HUKaATa, yKa3aHHBIX B yacTh 4.2 HACTOSIIEH CTaThU, HE YUUTHIBACTCS MIPU
HCYHUCJICHUH CPOKa MPOBEJAECHUS IKCIIEPTU3BI JIEKAPCTBEHHOT'O CPE/CTBA.

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

5. Dkcnepr Npu MPOBEIECHUU IOPYYEHHOH €My pPYKOBOAMUTEIEM OHKCHEPTHOTO YUPEXKJIEHUS
HKCHEPTHU3bI JIEKAPCTBEHHOT'O CPEJCTBA 00s3aH:

1) mpoBecTM TIOJHOE WCCIEIOBaHUE TMPEACTABIECHHBIX €My OOBEKTOB, MaTepualioB, JAaTh
O00OCHOBaHHOE U OOBEKTUBHOE 3aK/IIOUYEHHE [0 IIOCTaBJIEHHBIM Iepe]l HHUM BONpOCaM WM
MOTHBUPOBAHHOE 3aKJIIOYEHHE O HEBO3MOXXHOCTU TIPOBEAECHUS WM SKCIEPTU3bl JIEKAPCTBEHHOI'O
CpEZCTBAa, €CJIU MTOCTABJIEHHbIE BOIIPOCH! BHIXOJAT 3a MpeAesbl CHEIHAIbHBIX 3HAHUN SKCIepTa, 0ObEKThI
UCCIIEIOBAaHUM M MaTepHualibl HEMPUTOJIHbl WJIM HEJOCTATOYHBI JUIsl IPOBEJACHUS MCCIEIOBAaHUN U Jauu
3aKJIIOYEHHUs JIMOO COBPEMEHHBIN YpOBEHb PAa3BUTHUSA HAyKU HE MO3BOJISET OTBETUTh HA IOCTaBJICHHBIE
BOIIPOCHI;

2) He pa3riamarh CBEJEHMS, KOTOPbIC CTAaJIM €My U3BECTHBI B CBS3U C IPOBEACHUEM KCIEPTHU3BI
JIEKapCTBEHHOT'O CPEJCTBA, @ TAKXKE CBEIEHUS, COCTABIIIOLINE IOCYAapCTBEHHYI0, KOMMEPUYECKYIO HIIU
UHYI0 OXPaHAEMYI0 3aKOHOM TaliHy;

3) obecreunTh COXpPaHHOCTH MPEACTABICHHBIX 00BEKTOB MCCIIEOBAaHUN U MAaTEPHAIIOB.
6. DKcIepT He BIIpaBe:

1) mIpoBOOUTH SKCHEPTU3Y JIEKAPCTBEHHOI'O CPEACTBA MO OOPALEHHIO HEMOCPEICTBEHHO K HEMY
OpraHu3anuii Wi GU3NIECKUX JIHII;

2) caMOCTOSITEIFHO COOMPATh MAaTepUAIbI JIJIsl IPOBEICHUSI SKCIIEPTHU3bI JIEKAPCTBEHHOTO CPEJICTBA,
3) IpOBOAUTH IKCIIEPTU3Y JIEKAPCTBEHHOTO CPEACTBA B KAU€CTBE HETOCYIaPCTBEHHOTO IKCIIEPTa.

7. B ciaydae HeoOXOAMMOCTHM OSKCHEPT BIpPaBE XOAATAHCTBOBAaTh IIEpEe] PYKOBOIUTENIEM
9KCIIEPTHOIO YUPEKAEHHS O IPUBJICYEHUH K IIPOBEIEHUIO SKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEJCTBA APYTUX
HKCIEPTOB.

8. Kaxnaplii sKcrepT, BXOASAMIMI B COCTaB KOMUCCUU 3KCIEPTOB, KOTOPOM MOPYUYEHO MPOBEJCHUE
AKCIIEPTHU3BI JIEKAPCTBEHHOTO CPEACTBA, HE3aBUCUMO U CAMOCTOATEIBHO MPOBOAMUT HCCIIEIOBAHUSA,
OILICHUBAET PE3yJIbTaThl, MONyYEHHbIE MM JUYHO U APYTHMH JKCHepTaMHu, U (OPMYITUPYET BBIBOJBI
OTHOCHUTEIFHO TIOCTABJICHHBIX BOTIPOCOB B TIPEJIesiaXx CBOMX CIICIIMATbHBIX 3HAHUH.

0. PCSy.HBTaTBI OKCIICPTU3BI JICKAPCTBCHHOI'O0 CpCACTBA O(I)OpMJ'I}IIOTCSI 3aKJIFOYCHUECM KOMMHCCHUH
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JKCIIEPTOB. B 3aKkiloyeHHH KOMMCCHUU DJKCIIEPTOB YKa3blBAIOTCA IE€pPEUYeHb HCCIIEeNOBaHUM, 00beM
MIPOBEJICHHBIX KAXKIBIM IKCIIEPTOM HCCIICIOBAaHHM, YCTAHOBICHHBIC KAXK/BIM U3 HUX (DAKTHI U CICIIaHHBIC
B pe3yJbTaTe UCCIeA0BaHUN BBIBOJBI. DKCIEPT, MHEHUE KOTOPOTO HE COBMAAAET C PEHICHUEM KOMHCCHU
9KCIIEPTOB, BIIPaBE BBIPA3UTh CBOE MHCHHE B MUCEMEHHOU (popMe, KOTOPOE MPUOOIIAETCS K 3aKIIFOUSHUIO
KOMHUCCHH 3KCIIEPTOB.

10. DOkcnepThl, BXOJAIIME B COCTaB KOMMCCHM, IPEAYHNPEXKIAOTCI 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKoHojaTesnbcTBOM Poccuiickoir denepanuu 3a nady 3aKiIrOUEHUs, COJEPXKALIEro
HEO0OOCHOBaHHBIE WIN (aIbCU(PUIIMPOBAHHBIC BBIBOABI, O YEM OHH JAIOT MOJIHUCKY.

11. Onpenenenve ypoBHs MpodeccnoHalbHON MOArOTOBKU SKCIEPTOB M aTTECTallMs UX Ha MPaBo
IIPOBEJCHUS IKCIEPTU3Bl JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBISIOTCS 3KCIEPTHO-KBATH(PUKATUOHHBIMHU
KOMHUCCHUSIMU B TIOPSZIKE, YCTAHOBICHHOM COOTBETCTBYIOIIMM YIOJIHOMOUYEHHBIM (efepaibHbIM OPraHOM
WCTIOJTHUTENBHOM BJIACTH. YPOBEHb MPO(ECCHOHAIBHOM MOATOTOBKH 3KCIIEPTOB MOJUICKHUT MEPECMOTPY
YKa3aHHBIMH KOMUCCHUSIMU HE PEKE UEM OJIMH pa3 B MSATh JIET.

12. IlpaBmia TpOBENEHUS SKCIEPTH3BI JICKAPCTBEHHBIX CPEICTB U OCOOCHHOCTH AKCIECPTH3BI
OTIENbHBIX BUJOB JIEKAPCTBEHHBIX MpemnapaToB (pedepeHTHBIX JIEKAPCTBEHHBIX MPENapaTos,
BOCIIPOU3BE/ICHHBIX JICKAPCTBCHHBIX IPEIapaToB, OHOJIOTHYECKHX JICKAPCTBEHHBIX IPEIapaToB,
OMOaHAIOTOBBIX  (OMOMOJOOHBIX) JICKAPCTBEHHBIX IpenapatoB (OMOAHAIOTOB), TOMEONATHYECKUX
JICKapCTBCHHBIX MPETapaToB, JEKAPCTBCHHBIX PACTHTEIBHBIX MPENapaToB, KOMOWHAIUI JIEKapCTBEHHBIX
npemnapaToB), (GOpMbI 3aKIIOYEHUH KOMHUCCHHM OKCIEPTOB YCTaHABIMBAIOTCS COOTBETCTBYIOIIMM
YIOJHOMOYCHHBIM ()eIepaTbHBIM OPTaHOM HCIIOJTHUTEILHOW BIIACTH.

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

KoncynprantlIntoc: npumedanue.

Ho 31.12.2027 nna npemapatoB, MNpPOU3BEICHHBIX B P® B 1emsX HUMIOPTO3aMEIICHHUS,
YCTaHABIIMBAETCS PEXKUM  YCKOPEHHOM MpOLEIypbl TOCPETHCTpPAllMM B  COOTBETCTBUU C
[ToctanoBnenuem IlpaButensctBa PO ot 12.03.2022 N 353.

Cratba 17. Nopgava u paccMoTpeHMe 3asiBNeHUA O rocyAapCTBEHHOW perncrpauum
NleKapCTBEHHOro npenapara Ans BeTepMHapPHOro NpuMeHeHus

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

KoncynprantlIntoc: mpumevanue.

[Tonoxenns cr. 17 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs NpeaoCTaBIEHUS rOC. YCIyT TIpU
oOpallleHuu JIeKapCTBEHHBIX CPEACTB JJIi BETEPUHAPHOIO MPUMEHEHMs] IOCPEICTBOM EIHMHOIO
nopraina, npumenstores ¢ 01.01.2026.

1. Jlns TOoCyIapCTBEHHOM perucTpanuy JEKapcTBEHHOIO Ipernapara Ui BETEpUHAPHOTO
IPUMEHEHHUsS pPa3pabOTUYMK TaKOro JIEKAPCTBEHHOTO IIpernapara WM YHOJIHOMOYEHHOE UM JIpyroe
IOpUANYECKOe JIUMIO (Jajee B HACTOSIIEH CTAaTbe - 3asBUTENb) HANpPAaBIsSET MOCPEICTBOM E€IUHOTO
nopraja B YHNOJHOMOYEHHBbIM (elepalbHbli OpraH HCIOJHUTENBHOW BJIACTH  3asBICHUE O
rOCy/IJapCTBEHHOM pPETrUCTpallud JIEKAapCTBEHHOIO IMperapaTa Jjs BETEpPUHAPHOTO TNPUMEHEHMS,
MOJIMMCAHHOE YCHUJICHHOM KBaJM(UIMPOBAHHOW 3JIEKTPOHHOW MOJMMCHIO, a TaKXKe JIOKYMEHTHI, W3

www.consultant.ru Crpannua 39 n3 161
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=529683&date=03.04.2026&dst=384&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=03.04.2026&dst=100140&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=523735&date=03.04.2026&dst=136&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=03.04.2026&dst=100142&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=523261&date=03.04.2026&dst=100107&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=523261&date=03.04.2026&dst=100472&field=134

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

KOTOPBIX (OPMHUPYETCSI PETUCTPAllMOHHOE JOChE Ha JIEKApCTBEHHBIN Ipernapar [uis BETEpUHAPHOIO
npuMeHeHus. B ciaydae, eciu OT UMEHHM 3asgBHUTENS JIEHCTBYET €ro MpelcTaBUTENb ((hU3NYecKoe JIUID),
YIOJIHOMOYEHHBIH [eiCTBOBaTh OT MMEHHU 3asBUTENII HA OCHOBAHUU JOBEPEHHOCTH B 3JIEKTPOHHOH
¢dbopmMe B MAIIMHOYUTAEMOM BHUJE, 3asABJICHHE O TOCYJAPCTBEHHOM PEruCTpaluy JIEKapCTBEHHOTO
npernapara JUisi BETEpUHAPHOTO MPUMEHEHUSI MOKET ObITh MOJANUCAHO YCHJIEHHON KBalM(DPULIUPOBAaHHOMN
3JIEKTPOHHOHN MOAMUCHIO JINOO0 YCUIICHHOW HEeKBATH(PUIMPOBAHHOHN 3JEKTPOHHOM MOIIHUCHIO, CEPTUDHUKAT
KJIIO4Ya IPOBEPKH KOTOPOM CO3aH U HCIHOJb3yeTca B HMHQpacTpykType, oOecreuuBaroiiei
MH(POPMALIMOHHO-TEXHOJIOTHYECKOE B3aUMOJICHiCTBHE HMH()OPMAIIMOHHBIX CHCTEM, HCIIOJIb3YEMBIX IS
IIPEJOCTABIICHUS TOCYJapPCTBEHHBIX M MYHULUIAIBHBIX YCIYyT B 3JIEKTPOHHOM (hopMe, B yCTAaHOBIECHHOM
IIpaBurensctBoM Poccuiickoin denepauuu NOpAIKE U IPU YCIOBUM OpPraHU3alMU B3aWMOJICHCTBUSA
(GuU3M4ecKoro JMLa ¢ TakoH MHPPACTPYKTYPOH ¢ MPUMEHEHUEM IPOILEAIINX B YCTAHOBICHHOM HOPSIKE
IpoIenypy OIEHKH COOTBETCTBHSL  CPEICTB  3aIIMTH  MHPOpPMaUWU  (gajmee -  yCHUIJICHHAs
HEKBaTM(PULUPOBAHHAS HJIEKTPOHHAS ITOJIHUCH).

(B pen. Denepanbhbix 3akoHoB 0T 30.01.2024 N 1-03, ot 31.07.2025 N 304-D3)

2. B 3asBiIeHUH O rOCyJapCTBEHHOW PETMCTpalluy JIEKAPCTBEHHOIO IIpenapara AJisi BETEpUHAPHOIO
IIPUMEHEHHUs] YKA3bIBAIOTCA:

1) HauMeHOBaHME U aJpec 3asBUTEIIS, pa3padOTUUKa U MPOU3BOJUTENS JIGKAPCTBEHHOIO MIpenapara
JUIs BETEPUHAPHOTO MPUMEHEHUS U aJ[peC MecCTa OCYILIECTBJIEHUSI IPOU3BOJICTBA JIEKAPCTBEHHOTO
npernapara Juis BEeTEepUHApHOIO NMPUMEHEHUs (B Cllyyae HaJIW4Msl HECKOJBKHUX YYAaCTHHMKOB Ipoliecca
IIPOM3BOJICTBA HEOOXOAMMO yKa3aTh KaXJA0I0 U3 HUX);

2) HaMMEHOBaHHE JIEKAPCTBEHHOIO Mpernapara AJisi BETEPUHAPHOTO MPUMEHEHHS (MEXKIYHapOTHOE
HETMaTeHTOBAHHOE, WIH IPYIIUPOBOYHOE, WIH XUMHUYECKOE U TOPIrOBOE€ HAUMEHOBAHUS );

3) MEpCUCHDb HeﬁCTBYIOIHHX N BCIIOMOTaTCJIbHBIX BCHICCTB, BXOAALIUX B COCTAB JICKAPCTBECHHOI'O
npemnapara Ajid BETCPUHAPHOI0 IPUMEHCHUS, C YKa3aHUEM KOJIMYCCTBA KAXKI0I'0 U3 HUX,

4) JICKApCTBCHHAA (I)OpMa, AO3UPOBKa, CITOCOOBI BBCACHHUA U IMPUMCHCHHS, CPOK TOOHOCTHU
JICKApCTBCHHOTO Iperiapara JJIs1 BETCPUHAPHOT'O MPUMCHCHU A,

5) papmakoTrepaneBTHUECKas TPpyNIa;

6) He0OOXOIMMOCTh NMPUMEHEHHUsI YCKOPEHHOH MpOLEAYphl 3KCIEPTU3bI JEKAPCTBEHHBIX CPEACTB B
LEJIAX IOCYIapCTBEHHON PETUCTPALMU JIEKapCTBEHHOIO MIpenapara;

7) KOIUH TOKyMEHTOB, OATBEPKIAAIOIINX YIIJIATy TOCYIapCTBEHHOMN MOUUINHBI:

a) 3a MPOBEACHUE DKCIEPTHU3bl KAUECTBA JIEKAPCTBEHHOTO CPENCTBA U SKCIEPTU3bl OTHOLICHMS
0KHJ]aeMOH TO0JIb3bI K BO3MOKHOMY PUCKY MIPUMEHEHHUS JIEKAPCTBEHHOTO Mpenapara s BETepUHAPHOTO
IIPUMEHEHHUS [IPH €T0 FOCYyAAPCTBEHHON PETUCTPALINN;

0) 3a BbIAAYy PETUCTPALIMIOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOT0 Mpenapara;

8) HamuuMe CoINachs, NPEIyCMOTPEHHOIO YacTbl0 7 HACTOSILENH CTaTbM, €CIM C MOMEHTa
peructpauuu peQepeHTHOro JEKapCTBEHHOIO IMpernapara A BETEpPUHAPHOTO MPUMEHEHHs MPOILIO
MEHEE YeM IIECTb JIET.
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(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

3. PeructpanuoHHOe 10che B LESX IKCIEPTU3BI JEKAPCTBEHHOTO IpenapaTa [Uis BETEPHHAPHOIO
npUMeHEHHs (OPMUPYETCS U3 CIEAYIOMNX JOKYMEHTOB U CBEJCHUI:
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

1) cBeneHust 0 Aare MPENOCTAaBICHHS M PETUCTPAlMOHHOM HOMEpE JMIICH3WH Ha MPOHM3BOACTBO
JICKApCTBEHHBIX CPEJCTB, MPEJOCTABICHHONW MPOU3BOAUTENIO PErHCTPUPYEMOTO JIEKapCTBEHHOTO
npenapara Juis BETEpHHAPHOTO IPUMEHEHHUS, UI POCCUICKHUX ITPOM3BOIUTEICH;

(B pen. @enepanbbix 3akoHOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2) cBeleHUsl O Jare MPEAOCTABICHUS M PETHCTPAIMOHHOM HOMEpE JIMIIEH3UMH Ha MPOU3BOICTBO
JICKApCTBEHHBIX CPEICTB, IPEIOCTABICHHOW IPOW3BOAUTENIO  (PapMaleBTUUECKOH  CyOCTaHIIHH,
BXOJIAICH B COCTaB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpenapara JJisi BETepUHAPHOTO MPUMEHEHHUSI, IS
POCCUMCKHX IIPOU3BOAUTEIIECH;

(B pen. deaepanbubix 3akoHOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2.1) xomus NOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOAUTEINS IS
KOKIOW  MPOU3BOJICTBEHHOM  IJIOMIAAKU  PETUCTPUPYEMOrO  JIGKAPCTBEHHOrO  Mpemapara  Juis
BETEPUHAPHOTO NPUMEHEHUS U TOJITBEPKIAIOMIETO COOTBETCTBUE MPOU3BOAMUTENS JIEKAPCTBEHHOTO
npemnapaTa TpeOOBaHUAM MPaBUI HAIEKAIEH MPON3BOACTBEHHON MPAKTUKH, U €T0 MEPEBOJI Ha PYCCKUIA
SI3bIK, 3aBEPCHHBIC B YCTAHOBJICHHOM TMIOPSJKE, a TaKKe KOMUSA 3aKJIIOYEHHS O COOTBETCTBUHU
MIPOM3BOUTENSI JICKAPCTBEHHBIX CPEJICTB TpeOOBaHUSAM TIpaBWJ HAJUICKAIIEH IPOU3BOJICTBEHHON
MIPAKTUKH, BBIJAHHOTO YIIOJHOMOYCHHBIM (peIepalIbHBIM OPTraHOM HCIIOJHHUTEIBHON BIACTH IS KaXKIOH
MIPOU3BOJCTBEHHON IUIOIIAJIKM PETHCTPUPYEMOTrO JIEKAPCTBEHHOIO Mpernapara il BETEPUHAPHOIO
MIPUMEHEHHUSI, JTHOO KOMHS PElIeHUs O MPOBEJACHUN MHCIIEKTUPOBAHUS MPOU3BOJIUTENS JIEKAPCTBEHHBIX
CPEICTB, MPUHSATOTO YMOJTHOMOYEHHBIM (pelepalbHBIM OPraHOM HCHOJHUTENBHON BIIACTH IS KaXKIOM
MIPOU3BOJICTBEHHON IUIOMIAJIKM PETHUCTPUPYEMOTO JICKAPCTBEHHOTO TMperapara [jisi BETEPUHAPHOTO
MIPUMEHEHHUs. YKa3aHHbIE TOKYMEHTbI PEACTABISIIOTCA B CIIy4yae, €ClIM MPOU3BOACTBO JIEKAPCTBEHHOTO
Mpernapara ocyulecTBigeTcs 3a npeaenamu Poccuiickoit denepanuu;

(n. 2.1 BBeneH ®enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

2.2) xomusi JOKYMEHTAa, BBIJJAHHOTO YIIOJIHOMOYEHHBIM OPIraHOM CTpPaHbl IPOU3BOJUTENS
(bapmarieBTHYECKOM cyOcTaHun U MIOATBEP>KTAOILETO COOTBETCTBUE IIPOU3BOIUTEIIS
(apmaleBTUUECKOI CyOCTaHIINM, BXOASIIEH B COCTaB PETUCTPUPYEMOTO JIEKapCTBEHHOI'O Ipenapara AJis
BETEPUHAPHOTO NMPUMEHEHUs, TPEOOBAaHUIM MpaBUJI HaJUIeXKalled MPOU3BOJCTBEHHONW NMPAKTHUKHU, U €ro
MEepeBOJ] Ha PYCCKHUH $3bIK, 3aBEPEHHbIC B YCTAHOBJIIEHHOM IIOpPSZIKE, B CIIy4ae, €ClId IPOU3BOICTBO
(apmarieBTHYECKON CyOCTaHIIMM OCYIIECTBIIIeTCS 3a npenenamu Poccuiickoit deneparum;

(m. 2.2 BBeneH denepanbHbiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

3) IPOCKT HOPMATUBHOI'O JOKYMCHTA Ha HCKapCTBCHHBIﬁ npemnapar s BETCPUHAPHOTO
MMPUMCHCHUS,;

4) NOKYyMEHT, coJepxaluil cieayrouryo MHPpOpMaluo o (apMmaneBTHYeCKOi CyOCTaHLIUU WM
(apMaleBTUUECKUX CYOCTaHIMSIX, BXOJSAIIUX B COCTaB JIEKAPCTBEHHOI'O IpernapaTa Jilsi BETepPUHAPHOIO

MMPUMCHCHUS:

a) HauMeHOBaHHE (apMalleBTUYECKON CcyOCcTaHIMM, €€ CTpyKTypa, oOuue cBoicTBa (Tpu

www.consultant.ru Crpannua 41 n3 161
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=182628&date=03.04.2026&dst=100018&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=456009&date=03.04.2026&dst=100017&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470146&date=03.04.2026&dst=100185&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470142&date=03.04.2026&dst=100015&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470146&date=03.04.2026&dst=100186&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470142&date=03.04.2026&dst=100017&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470146&date=03.04.2026&dst=100187&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=03.04.2026&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=374285&date=03.04.2026&dst=100140&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470142&date=03.04.2026&dst=100018&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470142&date=03.04.2026&dst=100020&field=134

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

TOCYIapCTBCHHOW  PETUCTPAlMM  MMMYHOOMOJOTMYECKMX  JICKAPCTBEHHBIX  IPErapaToB Ui
BCTCPUHAPHOI'O NPUMCHCHHUA MNPCACTABIAIOTCA CBCACHHUA O MITaMMC, BKJIIO4HYasd €TI0 HAMMCHOBAHUC,
UH(OPMAIIHIO O IPOUCXOKACHUH, €TO CBOMNCTBAX, XapaKTEPHUCTUKAX M MECTE JICTIOHUPOBAHHMSA);

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

0) HauMEHOBAHUE U a/IPEC MPOU3BOAUTEIS;

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMCAHUCM CTa,ZII/Iﬁ MMPOU3BOACTBA U MCTOAOB KOHTPOJISA Ha BCCX
CTaguiaX IMPOU3BOACTBA,

r) uHpoOpMamus O TmpuMecsix (He TNPEACTABIseTCSs TPU TOCYNApPCTBEHHON PETUCTpaAIliH
UMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MTPENapaToB Uil BETEPUHAPHOTO IPUMEHEHUS );
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) crienuduKanys Ha papMareBTHIeCKy0 CyOCTaHIMIO (HE IPECTABISCTCS MPH TOCYAapCTBEHHOM
perucTpanui UMMYyHOOUOJIOTHIECKUX JICKAPCTBEHHBIX MTPEIapaToB Il BETCPUHAPHOTO IPUMCHEHUS );
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

€) OIMCcaHle METO/IMK KOHTPOJISl Ka4ecTBa;

) pe3ynbTaTbl aHanuM3a Ccepuil (GapManeBTUYECKOW cyOCTaHUIUHM (HE TPENCTABISIOTCS NpU
I‘OCYI{&pCTBGHHOﬁ perucTpanmun I/IMMYHO6I/IOJ'IOFI/I‘I€CKI/IX JICKAPCTBCHHBIX npemnaparon JJIsA
BETEPHHAPHOTO IIPUMEHEHUS );

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

3) IepeyYeHb CTAaHAAPTHBIX 00pPa3IOB WM BEIIECTB, UCTIOIB3YEMBIX MPHU OCYIIECTBICHUHN KOHTPOJIS
Ka4yecTBa,

I/I) OINMHMCAHUC XAPAKTCPUCTUK U CBOICTB YIaKOBOYHBIX MATECPHUATIOB U YKYIIOPOYHBIX CPCACTB,

K) JaHHble O CTaOuIbHOCTH (HE TPEACTaBISAIOTCA MpPU TOCYAAPCTBEHHOM perucrpanuu
MMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPENapaToB JJsl BETEPUHAPHOTO IPUMEHEHHUS);
(B pen. @exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

J) CPOK TOTHOCTH, YCIIOBHSI XpaHEHMUS;

Koncynsrantllntoc: npumeyanue.

IIpu yckOpeHHOH mpouLeaype perucTpaluy  BOCIPOU3BEICHHOIO Ipernapara  JOIyCKaeTcs
HEIPEJICTAaBICHUE ONMCAaHUS METOJOB U MX JOKYMEHTAJIBHOTO IMOATBEPKACHMS, IIPU IMUCbMEHHOM
00s3aTeNbCTBE UX MpEACTaBUTh B TeueHHe 12 wmecsueB co aHs peructpauuu (IlocranoBnenue
IIpaButensctBa PO ot 12.03.2022 N 353).

5) oTtduer o pe3yabTaTax JOKIMHUYECKOTO WCCIEAOBAHUS JICKAPCTBEHHOTO CPEACTBA IS
BETEPUHAPHOTO MPUMEHEHUS, BKIIOYAIOMIMI OMMCAaHUE METOAOB OINpPEACNIEHUS] OCTATOUYHBIX KOJIUYECTB
JIEHCTBYIONIETO BEMIECTBA (JACHCTBYIONIMX BEIIECTB), JOCTUTAIONIETO (JOCTUTAIONIUX) CHUCTEMHOTO
KPOBOTOKA, B MPOAYKIHMH >XHUBOTHOTO MPOUCXOXKIACHHUS IMOCIE MPUMEHEHMS] TaKOro JIEKapCTBEHHOIO
CPEJIICTBa, a TAK)KE TOKYMEHTAJIbHOE MOATBEPKACHHUE (BAIUIAIINS ) YKa3aHHBIX METOJIOB;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

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

6) oTdyer O pe3yabTarax KIMHUYECKOIO MCCIEA0BaHUS JIEKAPCTBEHHOIO IIpernapara s
BETEPUHAPHOI0O IIPUMEHEHHUS y KaKI0T0 BUAA KUBOTHBIX, YKa3aHHBIX B MHCTPYKLHUH 110 BETEPUHAPHOMY
IIPUMEHEHHUIO;

7) IPOEKT MHCTPYKLUHU IO BETEPUHAPHOMY IPUMEHEHHUIO JIEKAPCTBEHHOIO MIperapaTa, cojepxKalien
CJIEYIOIINE CBEACHMUS:

a) HaMMEHOBaHUE JICKApPCTBEHHOTO Ipernapara Jjisi BETEpUHAPHOTO NMPUMEHEHHs (MEXIYHapOIHOE
HEIMaTeHTOBAHHOE, WIH IPYNIHUPOBOYHOE, WIH XUMHUYECKOE U TOPIrOBOE€ HAUMEHOBAHUS );

6) JICKApCTBCHHAsA Q)opMa C YKa3aHUCM HaMEHOBAHMI U KOJMUYECTBEHHOI'0 COCTaBa HeﬁCTBYIOHIHX
BC€IICCTB U KAYECTBCHHOI'O COCTaBa BCIIOMOI'aTCIIbHBIX BCUICCTB,

B) OIMMCAHUEC BHCITHECTO BUJIAa JICKAPCTBCHHOI'O IIpCiapaTa AJIsI BETCPUHAPHOI'O IIPUMCHCHU S

r) (hapMakoTepaneBTUUECKas TPyIINa JEKapCTBEHHOTO Mperapara Jijisi BETEPUHAPHOTO TPUMEHEHUS
WJIM yKa3aHHe "TOMEONaTUYeCKUi JIEKapCTBEHHBIN ITpenapar';

n)  (dapmakomuHaMuKa W (apMaKOKMHETHKAa (32  HMCKIOYEeHHEM  (papMaKOKHHETHUKH
TOMEOMATUYECKUX JIGKAPCTBEHHBIX IPENapaToB U PACTUTEIbHBIX JIEKAPCTBEHHBIX IPENapaToB) WIH
OMHUCaHUE UMMYHOOHOJIOTHYECKUX CBOMCTB JICKAPCTBEHHOTO IIPemnapara;

e) MOoKa3aHud JIs1 MIPUMCHCHUS
}K) IMPOTHUBOIIOKA3aAHUS JIA TPUMCHCHU A,
3) MEPBI NPEAOCTOPOKHOCTH IPU IPUMCHCHUH

1) YKa3aHHe BO3MOXXHOCTU U OCOOEHHOCTEH MPUMEHEHUS Y OEpPEMEHHBIX JKUBOTHBIX, Y )KUBOTHBIX B
[IEPUOJ JTAKTALUH, Y IOTOMCTBA KUBOTHBIX;

K) PEKUM JO3UpPOBaHUs, COCO0 BBEACHHUS U NPUMEHEHMs], NPU HEOOXOAMMOCTH BpeMs IpuemMa
JIEKApCTBEHHOTIO IIperapaTa JJisi BETEpUHAPHOTO IIPUMEHEHNUs, ITPOIOJIKUTEIBHOCTD JICUCHHUS,

J'I) BO3MOJKHEIE ITOOOYHBIE I[CflCTBI/ISI, HCXKECJIATCIbHBIC PCAKIIMU ITPHU IIPUMCHCHHUU JICKAPCTBEHHOT'O
npemnapara JJjid BETCPUHAPHOT'O IPUMCHCHU A ;

M) CUMIITOMBI IEPEIO3UPOBKH, MEPHI IO OKA3aHUIO MIOMOIIY TIPU EPETO3UPOBKE;
H) B3aUMOJICHCTBUE C IPYTMMHU JIEKAPCTBEHHBIMU IpeNiapaTaMy U (WJIn) KOpMaMu;
0) (hopMBbI BBIITyCKa JIEKAPCTBEHHOTO Mpenapara JJisi BETepUHApHOTO IPUMEHEHUS,

n) ykasaHue (IMpH HEOOXOIUMOCTH) OCOOCHHOCTEW MIEHCTBHs JIEKAPCTBEHHOTO Mpernapara s
BETEPUHAPHOTO IPUMEHEHHUSI TIPH MIEPBOM MPUEME HIIN TIPU €r0 OTMEHE;

p) OIIMCAaHHUEC (HpI/I HeO6XOZ[I/IMOCTI/I) JeNCTBUI cHeluaincTa B obmactu BCTCPUHAPUH, BJIaJACI/IbLA
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

KHBOTHOTO TPH TMPOIYCKE IpHEMa OJHOW WM HECKOJBKHX /03 JICKApCTBEHHOTO Npernapara s
BETEPUHAPHOTO MPUMEHEHHS;
(B pen. @enepansHoro 3akoHa ot 02.08.2019 N 297-D3)

C) CpPOK TOJHOCTM M YyKa3aHHWE Ha 3alpeT IPUMEHEHMs JIEKApCTBEHHOrO Ipenapara majis
BETEPUHAPHOTO IPUMEHEHHUS 110 UCTEYEHNUHU CPOKa FOJJHOCTH;

T) YCJIOBUS XpaHEHUS;

y) yKa3aHue Ha HEOOXOAMMOCTh XpaHEHWs JICKapCTBEHHOI'O Ipernapara Uil BETEPHUHAPHOTO
MIPUMEHEHHUSI B MECTaX, HEJOCTYIHBIX JIJISl ACTEH;

¢) ykazanuwe (mpu HEOOXOIMMOCTH) CHEIHAIBHBIX MEp MPEIOCTOPOKHOCTU MPH YHUYTOXKEHUU
HEHUCIIOIb30BaHHBIX JICKAPCTBEHHBIX MPEMapaToB sl BETEPUHAPHOTO IPUMEHEHUS;

X) CPOKH BO3MOKHOT'O HCIIOJIb30BAHUS MPOAYKLUHU >KUBOTHOTO IPOMCXOXKIEHUS IOCIE BBEICHUS
YKUBOTHOMY JIEKAPCTBEHHOTO IIperapara il BETepUHAPHOTO IPUMEHEHUS;

I1) YCJIOBHSI OTITYCKa;

'-I) HaMMCHOBaHUA MW aJpeCa MNPOU3BOACTBCHHBLIX IIJIOMIAAOK IIPOU3BOAUTEIA JICKAPCTBECHHOI'O
npceriaparta 4Jjisi BETCPUHAPHOI'O IIPUMCHCHU A,

II) HAaMMEHOBAaHWE, aJpec OpraHu3aluM, YIOJHOMOUYEHHOM JepxaTeleM WIN BIAAEIbLEM
PETUCTPALIMOHHOIO  yIOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpernapara Ha MPUHATHE MPETEH3UH OT
MOTpeOUTENs;

8) MPOeKThl MaKETOB NEPBUYHON YIAKOBKH M BTOPUUHON YMaKOBKH JIEKapCTBEHHOTO Mpernapara Jjs
BETEPUHAPHOTO MPUMEHEHMUS;

9) cnenyromue cBeIeHHs O JIEKapCTBEHHOM Mpenapare il BETepUHAPHOT0 IPUMEHEHUS:
a) OTHMCaHMEe U COCTAB JICKAPCTBEHHOTO TIpenapaTa Jyisi BETepUHAPHOTO IPUMEHEHHUS;
0) onucanue (papMaleBTHUECKON pa3paboOTKy;

B) OIMCAHME MPOIECCa MPOU3BOJICTBA U €T0 KOHTPOJIS, OJIMCAHHOE B TIOPSJIKE, YCTAHOBJICHHOM B
COOTBETCTBHUH C 4aCThIO | HacTosIIEH cTaThH;
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

I) ONHCaHWE KOHTPOJII KPUTUYECKUX CTaJHi MPOM3BOJACTBA M MPOMEKYTOYHOH NPOIYKIUH,
MOATIMCAHHOC B IMOPAJAKE, YCTAHOBJICHHOM B COOTBETCTBUU C YaCTbHIO 1 HaCTOS[HIefI CTaThu,
(B pen. denepanbhoro 3akona ot 02.08.2019 N 297-03)

) HaUMEHOBaHMA M ajpeca pa3paboTuMKa, JAep)KaTeis WM BIaJeNblla PEruCTPALMOHHOTO
YIOCTOBEPEHUSI  JIEKAPCTBEHHOI'O  Ipenapara, IPOU3BOACTBEHHBIX  IUIOIIAJOK  MPOU3BOAUTENS
JIEKapCTBEHHOI'O Tpernapara JJisi BEeTepUHAPHOIO0 MPUMEHEHHUs C yKa3aHMEM CTaJIui TEXHOJOTHYECKOTO
IIpoLecca, OCYLIECTBISEMBIX Ha IPOU3BOJCTBEHHBIX IUIOMIAAKAX IPOU3BOJUTENS JIEKAPCTBEHHOTO
npernaparta Jijisi BETepUHAPHOIO IPUMEHEHUS;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

(B pen. deaepanbhbix 3aKkoHOB OT 13.07.2015 N 241-03, ot 02.08.2019 N 297-D3)
e) apmarieBTHYECKasi COBMECTUMOCTb;
) MUKPOOHOJIOTHYECKHIE XapaKTCPUCTHUKH,
3) MaTepUaIbHBIA OallaHC JIJIsl IPOU3BOCTBA CEPHH TOTOBOTO MPOIYKTA;

1) OMUCaHNe XapaKTePUCTUK U CBOWCTB yIIAKOBOYHBIX MaTEPHAIIOB M YKYIIOPOUHBIX CPECTB;

Koncynerantllntoc: npumeuanue.
[Ipu perucrtpauuu 1O YCKOPEHHOM MpOLEAYpEe [OIYCKAETCs HENpEeACTaBIEHUEe JIOKyMEHTOB,
n_..n

npenycMoTpeHHbix nm. "k" m. 9 4. 3 cr. 17, mpu ycnoBHM NHCHbMEHHOTO 00s3aTENbCTBA HMX

IIpeoCTaBUTh B TeueHue 12 mecsuen co ans peructpauuu (Ilocranosnenue IlpaBurenscta PO ot
12.03.2022 N 353).

K) JOKYMEHTaJIbHOE MOATBEPKACHUE (BAIMJAIMS) IPOLIECCOB U (MJIM) UX OLICHKA;

J) TpeOoBaHMsI K KayeCTBY BCIOMOTAaTEIbHBIX BelIeCTB (cepTudukar, coenudukanus Ha
BCIIOMOTaTEIIbHBIC BEIIECTBA M UX OOOCHOBAHUE);

Koncynprantlntoc: npumedanue.
[Ipu peructpamuu 1O YCKOPEHHOH MpOIEAype MAOMYCKAeTCsl HEMpPEeICTaBIeHne JOKYMEHTOB,
npenycMoTpeHHbIX mm. "M" m. 9 4. 3 cr. 17, mpu ycnoBHM HHUCHBMEHHOTO O00s53aTENbCTBA HX

MpeoCcTaBUTh B TeueHue 12 mecsnen co aHs peructpauuu (Ilocranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

M) AHAIIUTUYCCKUC MCECTOJAUKH, HUCIOJIB3YEMBIC TIIpH OCYHICCTBJICHHUN KOHTPOJIA KadeCTBa
BCIIOMOTAaTCIBbHBIX BCIICCTB,

Koncynpsrantlntoc: npumedanue.
[Ipu peructpanuu 1O YCKOPEHHOM TpOIEAYpe JMAOIMYCKAeTCsl HEMpPEeICTaBlIeHne JOKYMEHTOB,
npenycMoTpeHHbIX mmn. "H" m. 9 4. 3 cr. 17, mpu ycIOBHMM MHCBMEHHOTO 00s3aTENbCTBA HX

MpeloCTaBUTh B TeueHue 12 mecsnen co aHs peructpauuu (Ilocranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

H) JOKYMCHTAJIBHOC ITOATBCPIKICHUC (BaJ'II/IlIaHI/ISI) AHAIINTUYCCKUX METOJUK, HCIIOJIB3YCMBIX IIpH
OCYHICCTBJICHUU KOHTPOJI Ka4€CTBA BCIIOMOT'aTCIIbHBIX BCIICCTB,

0) I/IH(bOpMaIII/ISI 00 HCITOJB30BAaHUM BCIIOMOTraTebHBIX BCIICCTB YCJIIOBCYCCKOT'O U XHUBOTHOI'O
MMPOUCXOKIACHUS,

n) yrpatui cuiy. - ®enepanbabiii 3akoH ot 02.08.2019 N 297-03;

p) TpeboBaHMS K KayecTBY JIEKAPCTBEHHOrO IIpernapara s BeTepUHAPHOTO IPUMEHEHHS
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

(ceprudukar, cnenudukaiys Ha JEKapCTBEHHBIN IIpenapar U X 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOAWKH, HCIIOJB3YCMBIC TIpH OCYHICCTBJICHUMW KOHTPOJIA Ka4CCTBaA
JICKApCTBCHHOT'O ITpfriapara AJis1 BETCPUHAPHOI'O IPUMEHCHU A,

KoncynprantlInroc: npumedanue.
[Ipn perucrpauum 10 YCKOPEHHOM MHpOLEAype MAOIYCKAeTCs HENPEICTaBICHUE JOKYMEHTOB,
n_.n

npeaycMoTpeHHbix nm. "t m. 9 4. 3 cr. 17, mpu ycCIOBHM NHCBMEHHOTO 00s3aTeNbCTBA HX

IIpeloCTaBUTh B TeueHue 12 mecsues co aHs peructpauuu (Ilocranosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

T) JOKYMEHTAJIbHOE MOATBEPXKACHHUE (BaluJalvs) aHAIUTUYECKUX METOJMK, HUCIIOJIb3YEMBIX IpH
OCYLIECTBJICHUU KOHTPOJIA Ka4eCTBa JIEKapCTBEHHOIO IIpenapara Ui BETCPUHAPHOIO IPUMEHEHNS;

y) JOKYMEHT, MOATBEPXAAIOIINNA KayecTBO JIEKAPCTBEHHOI'O Ipenapara TpeX HMPOMBIIIICHHBIX
cepuil (MPOTOKOJ aHaNM3a WK cepTU(UKAT aHAIN3a), OJTHA CEpUsl KOTOPOTO J0JKHA COBMAIaTh C cepuei
o0pasia JIeKapCTBEHHOTO Tpernapara, MoJaHHOTO Ha PETHUCTPAIINIO;

() XapaKkTepucTUKa IPUMECEH;

X) TepeveHb CTaHAAPTHBIX OOPAa3IOB, MCIOJIB3YEMBIX NPH OCYLIECTBICHHHM KOHTPOJS KadecTBa
JIEKapCTBEHHOTIO IIperapara JJis BETEpUHAPHOTO IPUMEHEHUS;

KoncynprantlIntoc: mpumedanue.

[Ipu yckopeHHOH mpoleaype perucTpaldd BOCHPOU3BEACHHOTO Ipenapara JOIyCKaeTcs
HEMPE/ICTABICHUE CBEACHUN, NPEAYCMOTpEeHHbIX ni. "m" m. 9 4. 3 cr. 17, Opy NHUCbMEHHOM
00s13aTeNbCTBE UX MPEAOCTaBUTh B TeueHue 12 wmecsmeB co aHs peructpanuu (IlocranoBnenue
[IpaButensctBa PO ot 12.03.2022 N 353).

I_I) JaHHBIC O CTaOUIIBHOCTH JICKApPCTBCHHOTO IIpCIiapaTta AJisk BETCPUHAPHOTO IIPUMCHCHUS,

10) xomus IDOKyMEHTa, COJIEpKalero WH(POpMAIUIO O HAIUYMH WX 00 OTCYTCTBUH (DaKTOB
pErucTpalny JEKapCTBEHHOTO MpernapaTa Uisi BETEpUHAPHOrO MPUMEHEHHU 3a npeaenamu Poccuiickoit
denepanuu;

11) cormacue B MUCHbMEHHOM (hopMme, MPeTyCMOTPEHHOE YacThbi0 7 HACTOSAMIEH CTAaThU, B CiIydae
pETHCTpPAIK BOCIIPOU3BECHHOTO JIEKAPCTBEHHOTO TPeTapara;
(B pen. denepanbhoro 3akona ot 13.07.2015 N 241-03)

12) xomusg JOKyMEHTa Ha pPYCCKOM SI3bIK€, 3aBEpPEHHOr0 B YCTAHOBJICHHOM TMOpPSAKE U
MTOATBEPKIAIOLIETO IIPABOMOYHOCTh 3asBJICHMS O TOCYJAapPCTBEHHOM PpErHMCTpaly JIEKApCTBEHHOTO
npernaparta Jiisl BETEpUHAPHOTO IPUMEHEHUs (JIOBEPEHHOCT);

KoncynprantlIntoc: mpumevanue.
o 31.12.2030 poccuiickUM IMPOU3BOAUTEISAM Pa3pelIEeHO HE NMPEACTABIATh CBEEHUS B COOTBETCTBUU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

¢ n. 13 u. 3 cr. 17 npu perucrpauuu HMMYHOOMOJIOTMYECKUX JIEKAPCTBEHHBIX IPENapaToB
(ITocranoBnenwue [IpaButenserea PO ot 12.03.2022 N 353).

13) cBemeHMss O TOCYZApCTBEHHOM pPETHCTpPAallMd T'e€HHO-HMHXEHEPHO-MOIH(PHIMPOBAHHBIX
OpPraHu3MOB, IPEJAHA3HAYEHHBIX [UI1 BBITYCKA B OKPYXAWOIyl0 cpeay (IpH TIoCyJapCTBEHHOM
perucTpani  JICKapCTBEHHBIX MPENapaToB Ui BETEPUHAPHOTO TPUMEHEHHUS, MOJYYEHHBIX C
IPUMEHEHUEM TIEHHO-MHKEHEPHO-MOJU(PULMPOBAHHBIX  OPraHU3MOB WM  COAEPXKAIIMX  Takue
OpPIraHU3MBI).

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

4. Tlpu mnpoBeneHUU YCKOPEHHOW MPOLEIYphl SKCIIEPTU3BI JICKApPCTBEHHOTO IIperapara s
BETCPUHAPHOTO TIPUMEHEHHUs (32 MCKIIFOUCHHEM JIEKAPCTBEHHOTO TIpenapara i BETEPHHAPHOTO
MIPUMCHCHHS, YKA3aHHOTO B 4acTh 4.1 HACTOSMICH CTaThh) B IENIAX €r0 TOCYIapCTBEHHOW PETHCTpaIiH
BMECTO OTYETa Pa3paboOTUYMKa O pe3yJIbTaTax JOKIMHHYECKOTO MCCIICIOBAHMUS JIEKAPCTBEHHOI'O CPEIICTBA
JUIS. BETCPUHAPHOTO MPUMEHCHHSI MOXET OBITh IMPEICTaBICH 0030p HAYYHBIX pabOT O pe3ysibraTax
JOKITMHHYECKOTO HCCICIOBaHUs pPe(EepPEeHTHOrO JIEKapCTBEHHOIO Tpernapara i BETEPHHAPHOTO
MIPUMECHEHHS, 2 BMECTO OTYETa O Pe3yJbTaTaX KIMHHYECKOTO HCCIICIOBAHUS JIEKAPCTBEHHOTO Tperapara
JUIE  BETEPUHAPHOTO TMPUMEHEHUS OTYET O pe3ysbTaTax HCCIeJ0BaHUi OWOIKBHBAJICHTHOCTH
BOCIIPOU3BEICHHOTO JIEKAPCTBECHHOTO TIperapara Jyisi BETePUHAPHOTO IPUMEHEHUSI.

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

4.1. Tlpm mpoBeneHMHM YCKOPEHHOHW MPOLEAYphl SKCIEPTU3bI JIEKAPCTBEHHOTO Mperapara Juls
BETEPHHAPHOTO NPUMEHEHHS, NPEIHA3HAYEHHOTO JUIS JICYCHHs JOMAIIHUX JXHBOTHBIX, ONPEICIICHHBIX
@enepanbHbIM 3akoHOM OT 27 paexadps 2018 roma N 498-®3 "OO OTBETCTBEHHOM OOpallleHUU C
KMBOTHBIMU U O BHECEHUU M3MEHEHM B OT/EJIbHbIE 3aKOHOJATeNbHbIe akThl Poccuiickoit denepanun",
M 3apETUCTPUPOBAHHOTO B Ka4yeCTBE JICKAPCTBEHHOTO Iperapara Ui METUIIMHCKOTO MPHMEHEHUs, B
LEeJIAX €0 TOCYJapCTBEHHOM PEerucTpalii BMECTO OTUETa pa3padoTyuKa O pe3ysbTaTax JOKIMHUYECKOTO
WCCIIEIOBAHMS JIEKAPCTBEHHOT'O CPEJCTBA IS BETEPHHAPHOTO MPUMEHEHHS MOTYT OBITh MPEICTABICHBI
pe3yabTaThl JOKIMHUYECKOT'O MCCIEOBAHUS COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO CpeACTBa JJIs
MEIUIMHCKOTO TIPUMEHEHHUS, a BMECTO OT4eTa O pe3yjibTaraX KIMHUYECKOTO HCCIICIOBAaHUS
JIEKapCTBEHHOT'O Ipernapara Jjs BETEPUHAPHOIO MPUMEHEHHUs - 0030p HayyHbIX paboT O pe3yibTarax
KIMHAYECKNX WCCICOBAHNHN JIEKapCTBEHHOTO Iperapara JJjisi MEAWIMHCKOTO TMPUMEHEHHs Ha BUAAX
KMBOTHBIX, KOTOPBIM IIpeIHA3HAYAETCS UCCIIEAYyEMbIH JIEKapCTBEHHBIHN Mpenapar.

(vactp 4.1 BBeneHa PenepanbHbiM 3ak0HOM OT 28.04.2023 N 171-D3)

5. Ha skcriepTu3y pa3siMuHBIX JEKapCTBEHHBIX ()OPM OJTHOTO M TOTO K€ JIEKapCTBEHHOTO Mpernapara
AJIe BETCPUHAPHOI'O NMPUMCHCHHA 3asdBUTCIIb MPEACTABIIACT OTACIBHBIC 3aABJICHUSA W PETUCTPALIMOHHBIC
J0ChE Ha KaXKAYIO JIeKapcTBeHHYIO popMmy. [Ipu ycinoBrH 01HOBpEeMEHHOM MOAa4YH HAa SKCIIEPTH3Y OJTHON
JIEKApCTBEHHOU (POPMBI C Pa3TUIHBIMH JIO3UPOBKOM, KOHIICHTPAIMEH, 00HEMOM 3assBUTENh MTPEICTABIIACT
OJTHO 3asIBJICHUE W PETUCTPAIIMOHHOE I0ChE C PUIIOKEHUEM MAKETOB MIEPBUYHON YITAKOBKU U BTOPUYHON
ynakoBku. Ha MakeTax nmepBHYHON YITAaKOBKM M BTOPUYHOM YIAKOBKHM YKa3bIBAIOTCS BCE MTPOU3BOIUMBIE
JTO3UPOBKH, KOHIIEHTpAIMU, O0BEMBI M KOJMYECTBO 1103 B YMAKOBKE JIEKAPCTBEHHOTO Iperapara Juls
BETEPUHAPHOI'O IPUMEHEHHUS.
(B pen. denepanbhoro 3akona ot 02.08.2019 N 297-03)

6. B cimydae HemnpeacTaBieHUs C 3aABJICHHEM O TOCYJAPCTBEHHOW PErMCTPALMM JIEKAPCTBEHHOIO
Ipenapara Jyuisi BETEpUHApPHOTO IPUMEHEHNUs JOKYMEHTOB, MTOATBEPKAAIOIIUX YIUIATy FOCYAapCTBEHHOM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

MOIIMHBI U YKa3aHHBIX B MYHKTE 7 YacTU 2 HACTOSIICH CTaThH, CBEJCHUU O JIMIICH3UAX, YKa3aHHBIX B
nyHkrax | w 2 wuactu 3 Hacrosmied CTaThd, a TakKe BBIJIABAEMBIX (TPEIOCTaBISIEMBbIX)
YIIOJITHOMOYEHHBIMH ~ (he/IepaJIbHBIMA  OpraHaM{ HMCIOJHUTEILHON BIIACTH JIOKYMEHTOB (CBEICHUI),
yKa3aHHBIX B MyHKTe 2.1 bactu 3 HacTosIIeW CTaThd, YHNOJHOMOYEHHBIN (efepanbHbIi OpraH
WCIIOTHUTEIIPHOW  BJIACTH  3allpallliBaeT  yYKa3aHHbIE  JIOKYMEHTBl  (CBEICHHS) B  IOPSIKE
MEXBEJIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMOICHCTBHSI.

(dactb 6 B pen. DeaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

7. He nomyckaeTcss HCIIOJNIb30BaHHE B KOMMEPYECKHX IIeNsax WHpopMamuu O pe3yiabTaTax
JOKJIIMHUYECKUX MCCIIEAOBAHUN JIEKAPCTBEHHBIX CPEJICTB U KIMHUYECKUX HUCCIIEeI0OBAaHUI JIeKapCTBEHHBIX
MPENapaToB JJisi BETEPUHAPHOTO IPUMEHEHUS, MPEACTABICHHOW 3asBUTEIEM JUI TOCYAapCTBEHHOU
perucTpanuy JIEKapCTBEHHBIX IpernaparoB, 0e3 ero corjacus B TEUEHHUE MIeCTH JIeT C JaThl
rOCyIapCTBEHHON PEerUCcTpanuu pedepeHTHOro JEeKapCTBEHHOTO npemnapara B Poccuiickoit deneparuu.

8. llepxaTenb WU BIaJENEl] PETUCTPALMOHHOTO YAOCTOBEPEHHUs JIEKAPCTBEHHOTO Mpernapara st
BETEPUHAPHOTO0 MPUMEHEHUS NPEJCTABISIET B YIIOJIHOMOYEHHBIN (peiepaabHblii OpraH UCHOIHUTEIbHOU
BJIACTH OTYET IO pe3yJsibTaTaM (papMakoHaA30pa OJUH pa3 B LIECTh MECALIEB B TEUCHUE ABYX JIET MOCTE
rOCyIapCTBEHHOM PETUCTPALMK JIEKapCTBEHHOIO Tpernapara B Poccuiickoit @enepannu, 3aTe€M €KEroaHo
B T€UEHHE MOCIEAYIOIUX TPEX JIeT U B AalbHEHIIIeM OJIMH pa3 B TP Tofa.

(uactp 8 BBenena denepanbHbiM 3aKk0HOM OT 02.08.2019 N 297-D3)

Cratba 18. YTpatnna cuny ¢ 1 ceHtab6pa 2024 ropa. - ®epepanbHbIA 3aKOH OT
30.01.2024 N 1-®3.

Crtatbsa 19. MpuHATHE pelleHUs O BblAaye IKCMEPTHOMY YUPEXAEHUI0 3afaHus Ha
npoBeAeHne 3KCNepTU3bl NeKkapcTBeHHOro cpeacTBa

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

1. B TeueHue uyeThlpex pabOUYMX JHEH €O JHS TNPUHATUS 3asBJICHHUS O TOCYAapCTBEHHOM
pEerucTpanyy JIEKapCTBEHHOI'O Ipelrapara WU 3asBICHUA O IPU3HAHUU JIEKAPCTBEHHOIO IIpemnapara
ophaHHBIM JIEKAPCTBEHHBIM IMPENapaToM COOTBETCTBYIOUIMI YIOJTHOMOUYEHHBIH (enepalbHbIil opra
MCTIOJHUTEJILHOW BIIACTU MPOBOJUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH U MPABUIBLHOCTH O(OpPMIIEHUS
MIPEACTABJICHHBIX JIOKYMEHTOB PETHCTPALlMOHHOTO JI0ChE Ha JIEKApPCTBEHHBIM Ipernapar U MNPUHUMAET
pelieHue O BbIIaYe 3aJaHus Ha IIPOBEICHUE:

(B pen. deaepanbubix 3akoHOB 0T 30.01.2024 N 1-D3, ot 31.07.2025 N 304-D3)

1) sKcmepTH3bl TOKYMEHTOB, NMPEACTABICHHBIX UIS ONpPENETIeHUsT BO3MOXXKHOCTH pPacCMaTpHBAaTh
HeKapCTBeHHBIﬁ npemnapar i MCOAUIUHCKOI0 IMPHUMCEHCHUSA B KadYC€CTBE Op(i)aHHOFO JICKApCTBEHHOT'O
npernapara;

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

2 - 3) yrpatunu cuiy ¢ 1 saBaps 2026 roaa. - @enepanbhblii 3akon o1 30.01.2024 N 1-D3;

4) DSKCIepTU3bl JIEKAPCTBEHHOTO CPEACTBAa B OTHOIIEHWH JIEKAPCTBEHHOTO TIpermapara s
BETEPUHAPHOTO TPUMEHEHUSI.

2. YTHomHOMOYEHHbIN (enepanbHblii OpraH HCHOJHUTENIBHON BIIACTH HAIpaBisSeT B JIMYHBIN
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

KaOMHET 3KCIEPTHOrO YYPEKICHUS B €IMHOM cucTeMe MOANMCAHHOE YCUIEHHOM KBalnu(UIUpPOBaHHON
AJIEKTPOHHOM IMOANMCHIO 33JjaHHE Ha MPOBEACHHME KCIEPTHU3, MPEAYCMOTPEHHBIX YacThio | HacTosuien
CTaTbd, B JIMYHbIM KaOWHET 3asBUTENs] B €IUHOM CHCTEME - [IOANMCAaHHOE YCWJIEHHOMH
KBaJIM(UIIMPOBAHHON 3JIEKTPOHHOU MOJMHUCHIO YBEAOMIIEHHE O NMPHUHATOM PEIICHUH O BbLIAaYe 3aJaHUs
Ha MPOBEJICHUE IKCIEPTU3, IPEAYCMOTPEHHBIX YacThi0 | HAcTOsIEH CTaThy, U B CIy4ae HEOOXOAUMOCTH
0 BblIaue paspemieHus Ha BB03 B Poccuiickyro ®@enepanuio KOHKPETHOW NAapTUH, CEpUU
3apETUCTPUPOBAHHBIX U (MJIM) HE3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WIM 00 OTKase B
IIPOBEACHUM TaKUX JKCIIEPTU3 C YKa3aHUEM IIPUYMH OTKa3a.

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

3. B cnyuae BBHISBICHHS OTCYTCTBHSI WJIM HEIOCTOBEPHOCTH HH(OPMAIMH, COJACpIKAIICHCS B
MPEJCTABJICHHBIX 3asABUTEIEM JIOKYMEHTaX, YIIOJHOMOYCHHBIH (eliepaibHbIil OpraH HCIIOJHUTEIBLHON
BJIACTH HATPABIISET 3asBUTEIIO TOCPEIACTBOM €IUHOTO TOPTAJla MU B €0 JMYHBIM KaOWHET B €IUHOU
cucTeMe 3amnpoc 00 YTOYHEHHMH ATOM HMH(GOpMAIMH, TOANMUCAHHBIN YCHICHHONH KBAIM(DUIIMPOBAHHOM
AJIEKTPOHHON TMOJIKCHIO (Jajiee - 3ampoc yMOJIHOMOYEHHOTO (peepaibHOTO OpraHa HMCIOJHUTEIHHON
BJIACTH).

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

4. 3asButenb 00s3aH HAPABUTh IOCPEACTBOM €AMHOTO IOpTaIa B YIIOJHOMOUYEHHBIH (esiepanbHblii
OpraH HWCHOJHHUTEIBHOW BIACTH WJIM B JIMYHBIH KaOMHET YHOJIHOMOYEHHOTO (helepallbHOTO OpraHa
UCTIOJHUTEIIBHOM BJACTH B €AMHOM CHCTEME IOJANMUCAHHBIM YCHJIEHHOW KBaIM(pULUPOBAHHOMN
AJIEKTPOHHON TOAMMCHIO OTBET HA 3aIpPOC YIMOJIHOMOYEHHOTO (heAepalbHOTO OpraHa HMCIOJHUTEIHHON
BJACTU B CPOK, HE NPEBBIMIAIOIIMN IEBSHOCTA PabOYMX THEH CO JTHS MOJYYCHMs YIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM MCIIOJHUTEIBHON BJIACTH 3JIEKTPOHHOTO YBEJAOMIICHHUS O MOJIYYEHUHU 3asiBUTENIEM
na"HHoro 3ampoca. Cpok, yKa3aHHBII B 4YacTH | HacTosALIEW CTaTbU, NPUOCTAHABIMBAETCS CO JIHSA
HaIpaBJIEHUsl MOCPEICTBOM €IMHOIO IMopTaja WIM B JIMYHBIA KaOMHET 3asBUTENd B €AUHOM CHUCTEME
3ampoca YIMOJHOMOUYEHHOTo (efepalbHOTO OpraHa HCHOJIHUTENBbHOM BIACTH 1O JIHS HalpaBlIeHUsS
3asiBUTENIEM MOCPEACTBOM €IUHOr0 MOopTajla WM B JIMYHBIM KaOMHET YHNOJHOMOYEHHOIO (henepaabHOro
OpraHa MHCIIOJIHUTEIbHOM BJIACTM B €AWHOM CUCTEME OTBeTa. B ciywae, eciu OT MMEHH 3asBUTEIN
JIENUCTBYET €ro MmpeacTaBuTelNb ((pu3nyeckoe JUI0), YIIOJIHOMOYCHHBIN 1eMCTBOBAaTh OT UMEHU 3asBUTEIIS
Ha OCHOBaHMHU JIOBEPEHHOCTH B HJIEKTPOHHOM (hopMe B MAIIMHOYUTAEMOM BHUJE, OTBET Ha 3alpOC MOXKET
ObITh TOJNMUCAH YCHUJICHHONW KBAJIM(UIMPOBAHHOM HJIEKTPOHHOM NOJNUCHIO JHMOO yCHUIIEHHOU
HEKBaTU(PULIUPOBAHHOH 3JEKTPOHHOM MOJIHUCHIO.

(B pen. Denepanbhbix 3akoHoB 0T 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

5. OcHoBaHUEM AJi1 OTKa3a B OpraHU3alluu 3KCHEPTHU3, NMPETYCMOTPEHHBIX 4acThio | Hacrosuien
CTaThH, SIBISIETCA TIPEACTABICHUE HEOOXOMWMBIX [IJIi TPOBEACHHUS TPEIYCMOTPEHHBIX OJKCIEPTH3
JOKYMEHTOB B HETIOJIHOM 00beMe WIIM HEeTpeCTaBlICHNE 3asBUTEIIEM B YCTAHOBJICHHBIN CPOK OTBETa HA
3arnpoc yMoJIHOMOYEHHOTO (erepalibHOr0 OpraHa HCIOJIHUTEIbHOM BIACTH, a TaKKe IpeJCTaBICHHE
JIOKYMEHTOB, HE COJIEPKaINX UCUEPIBIBAIOIIETO MePeUHs HEOOXOUMBIX CBEICHUN.

6. Ilpn oTkaze B OpraHU3alMM SKCIEPTU3bI, IPEIyCMOTPEHHOM NMYHKTOM 4 yacTu | Hacrosumien
CTaThH, JOKYMEHTBI, BXOJAILIME B COCTaB PETMCTPALIMOHHOIO JOChE HA JIEKAPCTBEHHBIM Ipenapar s
BETEPUHAPHOTO TPUMEHEHMs, MOTYT OBbIThb BO3BpALICHbl 3asABUTEII0 HAa OCHOBAaHHM €ro 3ampoca,
MOJIMMCAHHOTO  YCHWJIGHHOW  KBaJU(UIIMPOBAHHOW DJIEKTPOHHOM TMOAMMCHIO M HANPaBIECHHOTO
MOCPEACTBOM €IMHOI0 MOpTajia B YIOJIHOMOYEHHBIN (efiepanbHblii OpraH UCIOJIHUTEIbHOW BIACTH WM
JMYHBIA KaOMHET YIOJIHOMOYEHHOTO (pesiepalbHOro opraHa UCIIOJTHUTEIBHOM BIACTH B €IMHON CUCTEME,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

B TEUEHHE TpUAUaTH pabouux OHEH CO AHS MPUHATHS YHOJHOMOYEHHBIM (elepalibHbIM OPraHoM
WCTIOJHUTENIBHOW BJIACTH pelIeHUss 00 OTKa3e B OpPraHM3ALMU TaKOW SKCIEPTU3bI. YIOJIHOMOYCHHBIN
benepanbHBI OpraH UCIIOJHUTEIBHON BJIACTH BO3BPAIIAET 3aBUTEIIO YKA3aHHbIC IOKYMEHTHI B TEUEHUE
necsiti paboumx JHEW CO JHs MOJIyYeHUsS COOTBETCTBYIOIIETO 3ampoca 3asButeis. B cioydae, ecnu oT
HMMEHHU 3asiBUTENIS JEHCTBYET €ro MpeacTaButTeb (PU3NYecKoe JUI0), IIOTHOMOYEHHBIH 1eHCTBOBAThH OT
MMEHU 3asBUTENI Ha OCHOBAHWU JIOBEPEHHOCTH B JJIEKTPOHHOW (hOpMe B MAIIMHOYUTAEMOM BUJIC,
3arpoc MOXET ObITh MOANKUCAH YCHJICHHOM KBaTU(UIUPOBAHHOM 3JIEKTPOHHON MOAMKUCHIO JHOO
YCWJICHHOUN HEKBATH(DHUIIMPOBAHHON 3JIEKTPOHHOH MOKCHIO.

(dactp 6 BBenmeHna denepanbHbiM 3akoHOM 0T 02.08.2019 N 297-03; B pen. deaepanbHbIX 3aKOHOB OT
30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

Ctratba 20. O3KkcnepTusa [OOKYMEHTOB, MpeAcCTaBlfieHHbIX [nONs onpegeneHus
BO3MOXHOCTW paccMaTpuBaTb JieKapCTBEeHHbIM npenapaTr Anag  MeAULMHCKOro
npuMeHeHUs B KayecTBe opd)aHHOro NekapcTBEHHOro npenapara

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

1. Ilpounenypa ompeneiaeHusi BO3MOXKHOCTH paccMaTpuBaTh JIEKApCTBEHHBIM IpemnapaTr Juisd
MEIULMHCKOTO0 MPUMEHEHHs B KayecTBe Op(aHHOIO JIEKAPCTBEHHOr'O Iperapara MOXET MPOBOAUTHCS
KaK B OTHOIICHHMH JIEKAPCTBEHHOT'O Iperapara, 3aperuCTPUPOBAHHOIO B COOTBETCTBHM C HACTOSIIUM
@enepanbHbIM 3aKOHOM JMOO B COOTBETCTBMM C aKTaMM, COCTaBioliMMU npaBo Coro3a, Tak U B
OTHOIIEHWU HE3aperuCTPUPOBAHHOIO  JIEKAPCTBEHHOIO  Ipernapara. OJKCHepTHu3a  JOKYMEHTOB,
IIPEJICTABICHHBIX NIl ONpPEACIICHUS BO3MOXKHOCTH pPAacCMaTpHUBaTh JIEKAPCTBEHHBIM IIpenapar i
MEIUIMHCKOTO TPUMEHEHHMs] B KadecTBe Op(aHHOIrO JIEKapCTBEHHOIO IIpernapara, COCTaBJIEeHUE
KOMHUCCHEM DKCIIEPTOB  3aKIIOYEHUS O BO3MOXKHOCTH WM  HEBO3MOXXHOCTHM  paccMaTpUBaTh
JIEKapCTBEHHBIN Mpernapar uid MEIUIIMHCKOTrO NPUMEHEHHUs B KauyecTBE Op(aHHOTO JIEKApPCTBEHHOTO
mpernapata M HampaBlieHME B JIMYHbIM KaOWMHET yHOJHOMOYEHHOTO (enepalibHOrO0  OpraHa
WCIIOJIHUTEJILHOM BJIAacTU B €JUHOW CHCTEME JaHHOTO 3aKJIIOUEHUS B (pOpMe 3JIEKTPOHHOIO JIOKYMEHTA,
MOJIMMCAHHOTO YCUJIEHHOW KBAJU(HUIMPOBAHHON 3JIEKTPOHHOM MOJAMUCHIO, OCYIIECTBIAIOTCSA B CPOK, HE
MPEBBILIAIOIIMM TpUALATH paboYMX [HEH CO [HSA HalpaBl€HHUS B JIMYHBIM KaOMHET 3KCHEePTHOTrO
YUPEX/IE€HUS B €IUHOM CUCTeMe 3aJJaHHs YHNOJHOMOYEHHOTO (eAepabHOIO OpraHa HMCIOJHUTEIbHON
BJIACTH U CJIIEAYIOIINX JOKYMEHTOB U CBEJICHMIA:

1) 3asBieHHe O MPHU3HAHUH JICKAPCTBEHHOTO Tpernapara oppaHHBIM JIEKaPCTBEHHBIM IpernapaToM,
COCTaBJICHHOE TI0 (popMe, YTBEP>KIEHHON YIOTHOMOYEHHBIM (heepaibHbIM OpPraHOM HCIOJHUTEIbHON
BIIACTH, TOJIMHCAHHOE YCHIIEHHOW KBaTU(UIIMPOBAHHOW HIIEKTPOHHON MOJMIMUCHI0 YIIOJIHOMOUYEHHOTO
MIPEACTABUTEINS FOPUINYECKOTO JIUIA, TEUCTBYIOMIETO B COOCTBEHHBIX MHTEPECAX WM YIOJIHOMOUYEHHOTO
MPEJCTABIISITE UHTEPECHI APYTOro FOPUAUYECKOTO JINLA;

2) Komusg JOKyMEHTa Ha PYCCKOM S3bIK€, 3aBEPEHHOr0 B YCTAHOBJIEHHOM TMOpSAIKE U
MIOATBEPKIAOLIETO TPAaBOMOYHOCTD 3asiBUTEJN I10/1aBaTh 3asBJIEHUE O IPU3HAHUU JIEKAPCTBEHHOTO
npernapaTa oppaHHbIM JIEKApCTBEHHBIM MpenapaToM (Ip1 HEOOXOIUMOCTH);

3) obocHoBaHue Op(haHHOCTH 3a00JieBaHMs, HE OTHECEHHOTO B COOTBETCTBUU C DenepaiabHBIM
3akoHOM OT 21 Hos6ps 2011 roga N 323-@3 "OO6 ocHOBax oxpaHbl 370pOBbs IpaxaaH B Poccuiickoii
@enepanuu” k penkuM (opdaHHBIM) 3a00J€BaHUSAM, B TOM 4YHCIE MOApoOHas HHpopManus o
IMAarHOCTHKE, MPOPUITAKTHKE WK JICYCHUU TaKOTO 3a00JIeBaHMS,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

4) yTBep)KIIeHHAs WHCTPYKLUMS MO MEIUIMHCKOMY IPUMEHEHHIO JIeKapCTBEHHOTO IIperapara,
3apErHCTPUPOBAHHOTO B COOTBETCTBHHM C HacTosiuM DenepanbHBIM  3aKOHOM, WJIH  OOIIas
XapaKTepUCTHKA JICKapCTBEHHOI'O Ipernapara, 3aperucCTPUpPOBAHHOTO B COOTBETCTBUU C aKTamH,
coctapisirouMu mpaBo Coro3a (Mpu HaTUYKH);

5) MHCTPYKLUSA IO MEAWLIMHCKOMY NPHUMEHEHHUIO WM KpaTKas XapaKTepPUCTHKA JIEKAPCTBEHHOTO
Ipenapara, yTBEpKIACHHbIE B CTPAHE POU3BOAUTENS (IIPU HATUYMH);

6) KONMM JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM MOPSAKE U TMOATBEPKIAIOMIMX (aKT
perucTpanyy JIeKapCTBEHHOTO IIpenapaTa B MHOCTPAHHBIX TOCYAAapCTBax B KadyecTBE OpQaHHOTrO
JIEKapCTBEHHOT'0 Ipernaparta (Ipyu HaJIUuuuu);

7) HNPOEKT XapaKTEPUCTHKU HE3apEerMCTPUPOBAHHOIO JIEKAPCTBEHHOIO IIpenapara, COAEpIKallero
CIIEQYIOIINE MHUHUMAJbHBIE CBEACHHA O HE3apErMCTPUPOBAHHOM JIEKAPCTBEHHOM  IIpernapare
(momyckaeTcs IpeNCTaBICHUE IPOEKTa XapaKTEPUCTUKU HE3apErMCTPUPOBAHHOIO JIEKAPCTBEHHOTO
Ipenapara, COCTaBJICHHOIO B COOTBETCTBHM C JOCTYIIHBIMH JAHHBIMH IO IIPOBEIEHHBIM KIMHUYECKUM
UCCIIEIOBAaHUSM JIEKAPCTBEHHOIO TIpernapara W JOKIMHUYECKUM HCCIIEJOBAHUSIM JIEKAPCTBEHHOTO
CpeAcTBa Ha MOMEHT IOJAayd 3asdBJICHMS O MPU3HAHUM JIEKAPCTBEHHOro Ipenapata opgaHHbIM
JIEKapCTBEHHBIM IIPErapaToM):

a) HaMMEHOBAHME JIEKAPCTBEHHOIO Ipenapara (MeXAyHapoJHOE HENaTeHTOBaHHOE, WU
IPyIIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

6) JICKApCTBCHHAsA Q)opMa C YKa3aHUCM HaMEHOBAHMI U KOJMYECTBEHHOI'O COCTaBa HeﬁCTBYIOHIHX
BCIICCTB U KAYCCTBCHHOT'O COCTaBa BCIIOMOI'aTCIIbHBIX BCIICCTB (HpI/I H€06XOZ[I/IMOCTI/I KOJIMYCCTBEHHOI'O
COoCTaBa BCIIOMOI'aTCIIbHBIX BCH_ICCTB);

B) (papMaKoJuHAMHKa U (papMaKOKHHETHKA,
I') IOKa3aHMs JUIl IPUMEHEHNUS;
1) TPOTHUBOIIOKA3aHUs AJIs1 IPUMEHEHUS;

e) BO3MOXKHEIC ITOOOYHBIC JEHUCTBUSA U HEXEJIaTCIbHBIC peaKknuuu 1npu NpuUMEHCHHUHU JICKAPCTBECHHOI'O
npemnapara Jjid MEIUIUHCKOTI'O IIPUMCHCHU,

’K) HAUMEHOBAaHUS W ajpeca MPOHM3BOJCTBEHHBIX IUIOMIAJOK IPOM3BOJUTENS JIEKAPCTBEHHOTO
nperapara;

3) cCBeAeHHS O pa3paboTdMKe JIEKapCTBEHHOTO CpeAcTBa (AepxaTelie PerucTparioHHOTO
YIOCTOBEPEHU);

8) cBeseHUs O TEKYIIEM CTaTyce pa3padOTKH HEe3aperHCTPUPOBAHHOTO JIGKAPCTBEHHOTO Ipernapara,
a TaKkKe IUIaH ero pa3padoTKu;

9) O630pBI JOKJIMHAYECKUX HCCISIOBaHUMN JICKAPCTBCHHBIX CPCACTB U KIIMHUYCCKUX HCCIIeI0BaHUM
HE3ApCTUCTPUPOBAHHOTO JICKAPCTBCHHOI'O ITpCTiapara, JO0CTYIIHBIC Ha ACHb ITOAa4YU1 3asABJICHU A,

10) OTUCTBI O MPOBCACHHBIX HOOKJIMHHUYCCKUX MUCCICAOBAHUAX JICKAPCTBCHHOI'O CpCACTBA U
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KJIMHUYECKUX UCCIIeI0BAaHUAX HE3apETUCTPUPOBAHHOTO JICKAPCTBEHHOI'O Mpernapara (Ipy HaTudum);
11) pexBU3UTHI JOKYMEHTA, IOATBEPHKAAIOIIETO YIIATy FOCYAapCTBEHHON NOLIIUHBI.

2. B cimydae HEIOCTaTOYHOCTH MPEACTABICHHBIX MAaTEPUAJIOB B LIEJSAX IPOBENCHUS IKCIIEPTU3BI IS
ONpPEACIICHUSI BO3MOXKHOCTH PaCCMaTpUBaTh JIEKAPCTBEHHBIN Mpenapar s MEIUIMHCKOTO TPUMEHEHUS
B KayecTBe Op(aHHOrO JIEKAPCTBEHHOTO MperapaTa SKCIEPTHOE YUPEKJACHHE HANpaBIsSeT B JIMYHBIH
KaOMHET 3asBUTEIS B GHHHOfI CUCTCMC 3aIllpoC O IMpCACTABJICHHUU HCO6XOI[I/IMBIX MaTcpuraioB,
MOANUCAHHBIM  pyKoBoAHUTENeM  (YIOJIHOMOYEHHBIM  JIMIIOM)  JKCHEPTHOTO  YUPEXKICHHUS  C
UCTOJB30BAHUEM YCHJIGHHOW KBaJHM(HIMPOBAHHOW AIIEKTPOHHOM TOAMMUCH. 3asBUTENb 00s3aH
HAMpPaBUTh B JIMYHBINA KaOMHET SKCIIEPTHOIO YUPEKICHUS B €AMHON CHCTEME MOJIMMCAHHBIN yCUICHHOM
KBaJTM(UIIMPOBAHHON AIIEKTPOHHOH MOANKMCHIO OTBET HA 3alIPOC B CPOK, HE MPEBBIIAIONINNA IECTUACCATH
pabounx JHEH CO THS MONYYEeHUS SKCIEPTHBIM YUPEKICHUEM AIEKTPOHHOTO YBEIOMIICHHS O MOIYYCHHUH
3asiBUTeNeM 3ampoca. Cpok, yka3aHHBIM B 4yacTh | HacTosIel cTaTbu, MPUOCTAHABIMBACTCS CO JIHS
HAIpPaBIICHUs 3asBUTENIO B €r0 JUYHbBIN KaOMHET B €IMHOI CHCTEME 3allpoca IKCHEPTHOTO YUPEKACHHUS
A0 OHA HAIIpaBJICHUA 3aABUTCIIEM B JIMYHBIM KaOWHET OKCHICPTHOI'0 YYPCKIACHUA B CHHHOfI CHUCTEMCEC
OTBETa Ha 3alpOC U HE YUYUTHIBAECTCA NPH MCUHMCICHUHM CPOKA MPOBEICHUS IKCIEPTU3BI JOKYMEHTOB,
MNPpEACTABJICHHBIX I OHNPCACIICHUA BO3MOXHOCTH pacCMaTpruBaTb JIeKapCTBeHHI)If/i npemnapar ajd
MEAHUIIMHCKOTO MPUMEHEHHS B KauecTBe OphaHHOTO JIEKaPCTBEHHOTO IIperapara.

3. B cpok, He mpeBbIIAIMUNA NATH pabOYMX IHEH cO JHA HampaBlIeHUs B JIMYHBIM KaOWHET
YIOJIHOMOYEHHOTr0 (heAepabHOIO OpraHa HCIOJHMUTEIbHON BIACTH B €IUHOW CHCTEME 3aKJIIOUYCHMS,
YKa3aHHOTO B YacTH | HACTOAIIEH CTaThH, YIMOJTHOMOUYEHHBIN (hefepalbHBId OpraH HCIIOJIHUTEIHHON
BJIACTH OCYILECTBJISET OLEHKY 3aKIIOYEHUs [UIsl OIPENEICHHMs €ro COOTBETCTBUS 3aJaHUI0 Ha
MIPOBEJICHUE SKCIEPTU3bl U HAIPABIISIET B JIMYHBIA KaOWHET 3asBUTENS B €MHONW CUCTEME IMOANHUCAHHOE
YCUJIEHHOM KBalU(UIIMPOBAHHON 3JIEKTPOHHOM IMOANUCHIO YBEJOMJIEHHE O pe3ysbTaTax MpPOBEICHHOMN
AKCIIEPTU3BI C MPUIIOKEHUEM KOIMU IKCIIEPTHOTO 3aKIH0YEHUs (C COXpaHEHUEM KOH(UICHIHATIbHOCTU
MHpOpMAllUd O COCTaBE KOMHUCCHM 3KCIIEPTOB) MU BO3MOKHOCTH WJIM HEBO3MOXXHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIN Mpernapar uid MEJUIIMHCKOTrO NPUMEHEHHs B KauecTBe Op(aHHOTO JIEKApPCTBEHHOTO
rpenapara.

Cratba 21. YTpatuna cuny ¢ 1 ceHtab6psa 2024 ropa. - PeaepanbHbIA 3aKOH OT
30.01.2024 N 1-®3.

Cratbsa 22. YTpatuna cuny ¢ 1 nronsa 2015 ropa. - PepgepanbHbiv 3aKOoH oT 22.12.2014
N 429-®3.

Cratba 23. JKcnepTu3a KayecTBa JieKapCTBEHHOro cpeacTtBa M 3KcnepTusa
OTHOLUEHUA OXMAAeMOM NOSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS JNIeKapCTBEHHOro
npenapara Ans MeaULUUHCKOro NpuMeHeHUsA

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

1. 3KCHCpTI/I3a KaueCTBa JICKAPCTBCHHOT'O CPCACTBA U SKCIICPTHU3a OTHOUICHUA O)I(I/I,HaCMOﬁ IIOJIB3bI
K BO3MOXHOMY PHUCKY HNPUMCHCHHA JICKAPCTBCHHOI'O IIpfriapara ajJdd MCECIUIHWUHCKOro IPHUMCHCHUA,
COCTaBJICHUC KOMHCCHUAMU DOKCIICPTOB 3aKJIIOYCHUN 110 pe3yjibTaTaM MPOBCACHHBIX J3KCICPTU3 U
HAIpaBJICHHUE DOTUX 33KJ’II—O'—I€HI/II>1, MOANMMCAHHBIX YCHUJICHHBIMU KBaJ'II/I(bI/II_[I/IpOBaHHBIMI/I SJICKTPOHHBIMHU
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(c u3m. n pgon., BCTyM....

HOJIUCSMH, B JIMYHBIA KaOMHET YNOJIHOMOYEHHOTO (eepalbHOr0 OpraHa MCIIOJHHUTEIBHON BIIACTH B
€IMHOW CHUCTEME OCYLIECTBISIIOTCS B CPOK, HE NPEBBIMIAIOIIMNA CTa AECATH PadO4YMX IHEH co AHA
HANpaBJeHUsl B JIMYHBI KaOMHET SKCIEPTHOTO YYPEXKAEHHS B E€IUHON CHUCTEME COOTBETCTBYIOLIETO
3aJJaHus  YIOJHOMOYEHHOTO (hefepaibHOr0 OpraHa MCIOJHUTENBHOW BIACTH M HEOOXOIUMBIX
JTOKYMEHTOB.

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

Koncynprantlntoc: npumeyanue.

[To 3asBnenuto, noganHomy B Munznapa Poccun no 11.04.2022, npu HEBO3MOKHOCTH MPOBEICHUS
SKCMEPTU3bl KauecTBa JIEKAPCTBEHHBIX CPEJCTB B OKCIEPTHOM YUPEXKICHHH, JOMYCKAETCs €€
MIPOBEJICHUE TOCPEICTBOM JIMCTAHIMOHHOTO B3aUMOJEUCTBUSA, MOPSAAOK U (HOPMBI KOTOPOTO
OIpEAEISAIOTCA AKCIEPTHBIM YUpeXJAeHHEeM Io corjacoBaHuio c¢ 3assurensiMu (IlocranoBnenue
[IpaButensctBa P® ot 05.04.2022 N 593).

2. B TedeHue aeBsHOCTAa AHEW CO THS TIOJXYYEHHUS YIOJTHOMOUYEHHBIM (perepaabHbIM OpPTraHOM
UCTIOJIHUTEIBHON BJIACTH YBEAOMJICHHS B DJICKTPOHHOH (OpME O MOIYyYEHHH 3asBUTEIEM pEIICHHS O
IMPOBCACHUHN SKCICPTU3, MMPEAYCMOTPCHHBIX YaCTbIO 1 HaCTOEHIGf/'I CTaTbu, 3asABUTCIIb MMPCACTABIISICT B
IKCIIEPTHOE YUPEXKICHUE JJIsI TIPOBEACHUS SKCIEPTH3bl KaueCTBa JICKAPCTBEHHOTO CPENCTBAa OOpa3IibI
JICKAPCTBCHHOT'O IIpfliapara AJd MEAWLIUHCKOIO MPUMCHCHHA, HNPOU3BCACHHOIO B COOTBETCTBUH C
TpeOOBaHMUSMH ONBITHO-NPOMBIIUIEHHOTO W (WIM) TNPOMBIIIICHHOTO PErjIaMeHTOB, YTBEPKICHHBIX
PYKOBOOUTCIICM MPOU3SBOJUTECIIA JICKAPCTBCHHBIX CPCIACTB, a4 TAKXKC B COOTBCTCTBYIOIIMX ClIydasix
o0pa3isl papMaleBTHYECKON CyOCTaHIIMM, TECT-IITAMMa MUKPOOPTAHH3MOB, KYJIBTYPBI KJIIETOK, 00pas3Iibl
BCIICCTB, MPUMCHACMBIX JIsI KOHTPOJIA Ka4eCTBa JICKAPCTBCHHOI'0 CPEACTBA IYTEM CPAaBHCHUSA C HUMU
HCCIIETyeMOI0 JIEKAPCTBEHHOT'O CPENICTBA, CIEIU(PUUECKUEe peareHThl, HeOOXOIUMbIe IS MPOBEIECHUS
UCOBITAaHUNH  OOpa3lOB  JIEKApCTBEHHBIX  IIPENapaTroB, B  KOJWYECTBaX, HEOOXOAMMBIX  JJIf
BOCIIPOU3BE/ICHHS] METOJJOB KOHTPOJISI KauecTBa.

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

3. Ilpu momydeHun oOpa3LOB JIEKApPCTBEHHOTO Ipernapara U (apMaleBTHYeCKOH cyOcTaHIH
OKCIICPTHOC YUYPCIKIACHUC HAIIPABIISACT B JIMYHBIN KaOWMHET 3asgBUTEIS B CI[I/IHOﬁ CUCTCMEC YBCIOMIICHUC,
MOJITBEpPKIAtoIIee MOTyYeHNEe YKa3aHHbBIX 00pa3LoB.

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

4. Yka3aHHBI B 4YacTH 2 HACTOSANIEH CTaThU CPOK JUIsl MPEACTABICHUS 3asBUTENEM OOpPas3IoB
JICKapCTBCHHOTO Tpernapata ¥ (apMaleBTHYECKON CYOCTaHIIMM HE BKIIOYACTCS B CPOK IPOBEICHUS
AKCIIEPTH3, MPEAYCMOTPEHHBIX YaCThI0 | HACTOSIIEH CTaThH.

(dactp 4 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

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

KoncynprantlIntoc: mpumevanue.

[Tonoxenns ct. 24 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs npeaoCTaBIEHUS rOC. YCIyT IIpU
oOpallleHuu JIeKapCTBEHHBIX CPEACTB JJIsi BETEPUHAPHOIO MPUMEHEHHS IOCPEICTBOM €IMHOTO
nopraina, npumensitores ¢ 01.01.2026.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

Ctatbsn 24. JKcnepTu3a KayecTBa JIeKapCTBEHHOro cpeacTtBa W 3KcnepTusa
OTHOLUEHUSA OXUAaeMOMW MNOoSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUs1 FeKapCTBEHHOro
npenapara Ansa BeTepMHapHOro NnpMMeHeHus

1. DkcnepTu3a KauecTBa JIEKapCTBEHHOIO CPEICTBA U DKCIIEPTU3a OTHOLIECHUS OXKHUIAAEMOM IOJIb3bI
K BO3MOXXHOMY PHCKY IIPUMEHEHMS JIEKapCTBEHHOIO IIpenapara s BETEPUHAPHOIO IIPUMEHEHHS,
COCTaBJICHME KOMMCCHAMM DSKCIIEPTOB 3aKIIOUEHUH II0 pe3yibTaTaM yKa3aHHBIX JKCIEPTH3 U
HaNpaBJICHUE TAKUX 3aKJIIOYCHHH B 3JEKTPOHHOW (opMe B YIMOJHOMOYCHHBIN (enepaiabHbIi OpraH
UCIIOJHUTEJIBHOM BJIACTH OCYIIECTBISIOTCS B CPOK, HE IPEBBILAIONIMNA cTa pabouux IHEH co JHS
MOJyYeHHUS OKCHEPTHBIM  YUPEXKICHHEM B JJIEKTPOHHOW (opMmMe 3aiaHus  YHOJTHOMOYEHHOTO
(benepanbHOro OpraHa MCIOJHUTEIbHOM BIACTU C JOKYMEHTAMH, YKa3aHHbIMM B 4YacTu 3 craThu 17
Hacrosuero PeaepasbHOro 3aKOHa.
(B pen. denepanpHbIX 3ak0HOB OT 22.10.2014 N 313-®3, ot 13.07.2015 N 241-®3, ot 30.01.2024 N 1-
@3, or 31.07.2025 N 304-D3)

2. B Tedenue Tpuamatd pabouyuX IHEH CO JHS IOJIyYEHHS YIOJHOMOYEHHBIM (herepaibHbIM
OpPraHOM HCIIOJIHUTEIHHOW BJIACTH YBEIOMIICHUS B DJICKTPOHHOH (QopME O TOJNYYCHUU 3asBUTEICM
pelleH sl O TIPOBE/ICHUH YKAa3aHHBIX B YacTH | HACTOSIIEH CTaTbU SKCIIEPTU3 3asBUTEIb MPEICTABISCT B
AKCIIEPTHOE YUPESKICHUE JUISI TPOBEACHHS IKCIEPTHU3Bl KAa4eCTBa JICKAPCTBEHHOT'O CPEACTBA 0Opa3Ilhl
JICKapCTBCHHOI'O IperapaTra JJjisi BETCPHUHAPHOTO NPUMEHEHHS, IPOU3BEICHHOTO B COOTBETCTBUH C
TpeOOBAaHUSMHU TEXHOJOTHYECKHX PETJIaMEHTOB, YTBEP)KIECHHBIX PYKOBOJIUTEIIEM IPOW3BOIUTEIS
JICKQpPCTBEHHBIX CPEJICTB, & TAaK)KE B COOTBETCTBYIOLIMX CIy4asX TECT-IITAMMbI MHKPOOPTaHU3MOB,
KyJIbTYPBl KJICTOK, 00pa3ibl (hapMameBTHUECKON CyOCTaHIIMU, OOpaslbl BEIISCTB, MPUMEHSEMBIC IS
KOHTPOJISI KayecTBa JIEKAPCTBEHHOTO CPEJCTBA, B KOIUYECTBAX, HEOOXOTUMBIX IS BOCIPOU3BEACHHUS
METOJIOB KOHTPOJIS KaueCTRa.

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

3. Ilpu momyueHun o0Opa3IOB JICKAPCTBEHHOTO TNpemapara U (papMaleBTUUECKON CyOCTaHIIMH
HKCHEPTHOE YUPEKJEHHE B JCHb MOIy4YEHHUs 0Opa3lOB HampaBiigeT B AJIEKTPOHHOH (hopMe 3asiBUTENIO
yYBEZOMJICHHE, TOITBEPIKIAIOIIEE MTOTYYeHHE YKAa3aHHbBIX 00pa3LoB.

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

4. Vka3aHHBIM B 4YacCTH 2 HACTOSALIEH CTaThU CPOK JUIsl MPEACTABIECHUS 3asgBUTENEM OOpPa3IOB
JIEKapCTBEHHOTO TpenapaTta U (hapMaleBTHUECKOM CyOCTaHIIMM HE BKJIIOYAETCS B CPOK IPOBEICHUS
JKCIIEPTHU3, PEYCMOTPEHHBIX YaCThIO | HACTOSIIEN CTAThH.

(uactsb 4 B pen. denepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

5. Yrparun cuiy. - @eaepanbubiil 3akoH oT 30.01.2024 N 1-®3.

CraTtbs 25. [loBTOpHOE NpoBeAeHUe IKCNepTU3bl JIeKapCTBEeHHbIX CPeACcTB
(B pen. denepanbHoro 3akona ot 22.12.2014 N 429-03)

1.B ClIyvasax HEJ0CTaTOYHOM 000CHOBAHHOCTH WJIM HEITOJIHOTHI 3aKIFOUYCHHUS KOMHCCUU OKCIICPTOB,
HaJIM4Ynud B HEM IMPOTHUBOPCUMBLIX JaHHBIX, q)a.]'H)CI/ICbI/IKaHI/II/I BBIBOJIOB JKCIIEPTU3BI JICKAPCTBCHHOTI'O
CpeACTBA, COKPLITUA OT YIIOJIHOMOYCHHOI'O (be;[epam,Horo opraHa HCIIOJIHUTEILHON BJIaCTH OCHOBAaHUM
AJg  OTBOJIa OKCIIEpTa BCICACTBHEC €TI0 3aWHTCPECOBAHHOCTH B PE3yJibTaTax COOTBeTCTBYIOIHeﬁ
OKCIICPTU3bI, HAJIUYUA JAaHHBIX O IIpPAMOM 1100 KOCBEHHOM BMEIIATEILCTBE B nponecc
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

COOTBETCTBYIOLIEH SKCHEPTU3bI JIMI, HE YYacTBYIOUIMX B €€ MPOBEIEHHM, HO OKa3aBIIUX BIUSHHUE Ha
MPOLIECC U PEe3yJIbTAThl €€ MPOBEACHUS, YIOJIHOMOYCHHBIM (eepallbHbIM OpPraHOM HWCTOTHUTEIHLHOM
BJIACTU HAa3HAYAETCs IIOBTOPHAsI SKCIIEPTU3a JIEKAPCTBEHHOT'O CPEJCTBA U (UJIM) ITUYECKAs HIKCIEPTHU3a.

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

2. TloBTOpHasT dKCIEPTH3a JCKAPCTBEHHOI'O CPEJICTBA MPOBOIMTCS C YYCTOM PE3yJIbTaTOB PaHEe
MPOBEJICHHOW JKCIEPTH3bl B CPOK, YCTAHOBJICHHBIH YIOJHOMOYECHHBIM (elIepalibHBIM OpPraHoM
MCIIOJIHUTEIIBHON BJIACTH M HE MPEBBIMIAIONINN TPUIIATH PA00YNX JHEH CO JTHS IMOJTYYCHHS IKCIEPTHBIM
YUpEeXKICHHUEM B JINYHOM KaOWHETE B €IMHOM CHCTEME 3a/J1aHUs Ha TIPOBEJCHUE MOBTOPHOW IKCIICPTH3BI
JICKaPCTBEHHOT'O CPEJICTBA, MOAIMMCAHHOIO YCHJICHHONW KBAIM()UIIMPOBAHHOM 3JICKTPOHHOM MOAIMKCHIO.

(B pen. deaepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

3. ®wuHaHCOBOE OOCCIICYCHUE BBHIMOJIHEHUS 33JaHUs HA NPOBEICHUE IOBTOPHOW SKCIEPTU3BI
JIEKApCTBEHHOTO CPEJICTBA HE OCYIIECTBIISETCS.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Koncynprantlntoc: npumedanue.
C 01.01.2026 crt. 26 He pacmpoCTpaHSETCS Ha IMPABOOTHONIICHUS, BO3HUKAIOUIUE MPU OOpaIicHUH
JIEKapCTBEHHBIX CpeACTB it MeauiuHckoro npumeHenus (@3 ot 30.01.2024 N 1-D3).

Cratbs 26. YCKOpeHHaH npoueaypa 3KCnepTusbl NIeKapCTBeHHbIX cpeacTB

1. YckopeHHass mpouegypa 3KCHEpPTH3bl JIEKApCTBEHHBIX CPEJICTB B LEISAX TOCYAAapCTBEHHOH
perucTpalnmy JIEKapCTBEHHBIX MPENapaToB NPUMEHSETCS B OTHOLIEHUH Op(aHHBIX JIEKApCTBEHHBIX
IIPENapaToB, MEPBBIX TPEX JIEKApCTBEHHBIX MpENapaToB, perucrpupyemslx B Poccuiickoit denepaunu B
KauecTBE BOCIPOM3BEIECHHBIX JIEKAPCTBEHHBIX IIPENapaTroB, OUYEPEIHOCTb KOTOPHIX OIpENeNseTcs B
COOTBETCTBMM C HOMEPOM U JaTOH BXOIALIMX 3asBICHUM O TOCYJAapCTBEHHOW pETUCTpaLMH
JIEKapCTBEHHBIX IPENaparoB B paMKax OJHOIO MEXIYHapOJHOIO HEMaTeHTOBAHHOIO HAaWMEHOBAHMSI
JIEKapCTBEHHOI'O IIpernapara WM TIPyNNUPOBOYHOIO HAWMEHOBAHMS JIEKAPCTBEHHOIO IIpemnapara,
JIEKapCTBEHHBIX MPENapaTtoB Ui BETEPUHAPHOIO MPUMEHEHMs], NpPEAHA3HAUYEHHBIX [Js JeUeHUs
JIOMAIlIHUX >KUBOTHBIX, onpezeneHHbIX PenepaabHbIM 3akoHOM OT 27 nexadps 2018 rona N 498-03 "O6
OTBETCTBEHHOM OOpAIlleHUH C JKUBOTHBIMU M O BHECEHHM M3MEHEHUH B OT/EIbHBIE 3aKOHOJATENbHbIE
akTel Poccuiickoit ®enepannn”, U 3aperucTpUpPOBAaHHBIX B KayeCTBE JIEKAPCTBEHHBIX NPENaparoB AJIs
MEIUIIMHCKOTO NMPUMEHEHUs, U JIEKApCTBEHHBIX IpPENapaToB, MpPeIHAa3HAYCHHBIX HCKIIOYUTENBHO IJIf
IIPUMEHEHHNS] HECOBEPLICHHOJIETHUMHU I'PaXK1aHaMHU.

(B pen. denepanbHbIX 3aKk0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-®3, ot 28.04.2023 N 171-
D3)

2. YckopeHHas Tpoleaypa AKCIEPTU3bl JICKAPCTBEHHBIX CPEICTB B IEIAX TOCYIApPCTBEHHOM
pEerucTpalny JIEKapCTBEHHBIX IPENapaToB HE MPUMEHSETCSA B OTHOIICHHH:

1) 6roananoroBbix (6MOMOI0O0HBIX) JIEKAPCTBEHHBIX MpenapaToB (01oaHaIOTOB);

2) pedepeHTHBIX JIEKAapCTBEHHBIX IIPErnaparoB (3a MCKIOYEHHEM Op(aHHBIX JIEKapCTBEHHBIX
MpernapaToB);
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

Koncynprantlntoc: npumeyanue.

Ho 31.12.2027 poCCUHCKHMM MPOU3BOAUTEISAM JIEKQPCTBEHHBIX MPENapaToB Uil BETEPUHAPHOTO
IIPUMEHEHUSI pa3peIICHO M0JaBaTh PETMCTPALMOHHOE JO0ChE IO YCKOPEHHOH mporenype 0e3 ydera
TpeboBanwmii 1. 3 4. 2 cT. 26 ([Toctanornenue [paButensctBa PO ot 12.03.2022 N 353).

3) BOCHPOM3BEACHHBIX JIEKAPCTBEHHBIX IPEMapaTtoB (3a HCKIIOYEHHEM TEPBBIX  TPexX
peructpupyembix B Poccuiickoil @Penepauuum B KauecTBE BOCHPOM3BEAECHHBIX JIEKapCTBEHHBIX
NpernapaToB M JIGKAPCTBEHHBIX IIPENaparoB, IMpeIHAa3HAUYCHHBIX HCKIIOUUTENBHO MJISi TMPUMEHEHUS
HECOBEPLICHHOJIETHUMH Tpa)KJaHaMH, a TaK)Ke JIEKapCTBEHHBIX IPENaparoB, MpEeIHA3HAYEHHBIX IS
JICYEHHUs JOMAalLIHUX *XUBOTHBIX, omnpenencHHbIx PenepanbHbIM 3akoHOM OT 27 nekadbps 2018 roma N
498-®3 "OO6 OTBETCTBEHHOM OOpaIICHUU C >KMBOTHBIMH M O BHECCHMHM HW3MCHCHHH B OT/ICIbHBIC
3aKoHoAaTenabHble akThl Poccuiickoli denepanuu', U 3aperucTpUPOBAHHBIX B KaueCTBE JIEKApPCTBEHHBIX
IIPEnapaToB Uil MEAULUHCKOTO IPUMEHEHNUS);

(B pen. @enepanbHoro 3akoHa ot 28.04.2023 N 171-03)

4) HOBBIX KOMOMHALIUN 3apETUCTPUPOBAHHBIX paHEe JIEKAPCTBEHHBIX MPENapaToB;

5) JleKapCTBEHHBIX IpPENaparoB, 3aperMCTPUPOBAHHBIX paHEe, HO MPOU3BEIACHHBIX B JPYIHX
JIEKapCTBEHHbIX (hopMax B COOTBETCTBUM C MEPEYHEM HAMMEHOBAHUU JIEKAPCTBEHHBIX (OPM U B HOBOM
J03UPOBKE;

6) JIeKapCTBEHHBIX MPENaparoB A MEAUIUHCKOTO MPUMEHEHHUS, TOCYIapCTBEHHAs PETrUCTpalus
KOTOPBIX OTMEHEHA, MIPH UX PETHUCTPAIlMU B KayeCTBE JIEKAPCTBEHHBIX IMPENapaToB JJisi BETEPUHAPHOTO
MIPUMEHEHUS.

(. 6 BBennen denepanbHbIM 3aK0HOM OT 28.04.2023 N 171-D3)
(uactsb 2 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3. YckopeHHas mporeaypa 3KCIEPTU3bl JICKAPCTBEHHBIX CPEACTB MPOBOJIUTCS IO PEIICHHUIO
COOTBETCTBYIOIIETO YIMOJTHOMOUYEHHOTO (peiepalbHOTO OpraHa MCIOJIHUTEIbHOM BIACTH HA OCHOBAHHH
3asBJICHUS 3asBUTEISA B CPOK, HE MPEBBIMIAIONINN BOCKMUECATH pabounx maHel. [Ipu sTom skcrepTusa
JOKYMEHTOB, COJEPKALIMXCS B PETHMCTPALIMOHHOM JI0ChE Ha JIEKAPCTBEHHBIN Mpenapar, IPOBOJUTCS B
CPOK, HE TPEBBIMIAIONINN ACCATH pabouMx IHEH, SKCIepTH3a KadecTBa JIEKAPCTBEHHOTO CPEICTBA W
JKCMEpPTH3a OTHOLIECHUS OKUJAEMOH IMOJb3bl K BO3MOXKHOMY PHUCKY IPUMEHEHHs JEKapCTBEHHOTO
rpenapara nmpoBOISTCS B CPOK, HE MPEBHIIAIONTUN MIECTHACCITH pabounx JHEH.

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

3.1. YTparun cuny. - ®enepanbusiii 3akoH ot 30.01.2024 N 1-03.

4. VYckopeHHas Ipoleaypa 3KCIEpPTU3bl JIEKAPCTBEHHBIX CPEICTB MPOBOAUTCS B MOPSIKE,
yctanoBiaeHHOM ctatbsimu 17, 19, 20, 23 u 24 wnacrosmero denepaibHOTO 3aKOHA, U HE O3HAYACT
CHIDKEeHUS TpeOoBaHUH K 0€30MacHOCTH, Ka4ecTBY U 2(PPEKTUBHOCTH JICKAPCTBEHHBIX MPEmapaToB.

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

CrtaTbAa 27. PewueHne o rocyaapCTBEHHOW perncTpauum rnekapcTBeHHoro npenapara

1. B cpok, He TPEeBBIMIAOIINI YeThIpeX pabodux THEW CO JHS MOJTYyYEHHUs 3aKITI0UYEHUH KOMUCCHH
AKCIEPTOB 110 PE3YJIbTAaTaM KCIIEPTU3bl KAUE€CTBA JEKAPCTBEHHOIO CPEICTBA U AKCIEPTU3bl OTHOLIEHUS
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

OKUJAEMOH IOJIB3BI K BOBMOXKHOMY PUCKY IPUMEHEHUS JIEKapCTBEHHOI'O IIpenapara, COOTBETCTBY FOILUAN
YIOJIHOMOYEHHBIH (hefepanbHbIi OpTraH UCIIOTHUTEIHHON BIACTH:
(B pen. deaepanbhbix 3aKk0HOB OT 22.12.2014 N 429-03, ot 31.07.2025 N 304-D3)

1) ocymiecTBISIET OICHKY 3aKIIOUEHHH KOMHMCCHUH JKCIEPTOB JUIsl OINpPENEIICHUS COOTBETCTBUS
3aJaHUIO HA MPOBE/ICHHUE YTUX IKCIIEPTHU3;
(n. 1 B pen. @enepanbroro 3akoHa ot 30.01.2024 N 1-D3)

2) mpUHMMAaeT peUIeHHEe O TOCYJapCTBEHHOM perucTpalnuu JeKapCTBEHHOTO Mpemnapara wid o0
OTKa3e B TOCYJJapCTBEHHOI perucTpanuy JEKapcTBEHHOIO IIpenapara;

3) BHOCHUT NpH NPUHATUU PELICHUs O FOCYNAapCTBEHHOW PEruCTpalvy JEKapCTBEHHOrO Ipernapara
JaHHBIE O 3apErMCTPHUPOBAHHOM JIEKAPCTBEHHOM IIpenapare, B TOM 4YHuclie O (apmaneBTHYeCKOi
cyOcTaHIIMM, BXOJflIeH B COCTaB JICKApCTBEHHOrO IIperapara, B TOCYIApCTBEHHBIM peecTp
JIEKapCTBEHHBIX CPEICTB U BBIIAET 3asBUTENIO PETUCTPALIMOHHOE YJIOCTOBEPEHUE JIEKAPCTBEHHOTO
npernapara MyTeM HalpaBiCHUs 3asBUTEII0 MOCPEICTBOM €IUHOIO MOpTaja WM B JIMYHBIA KaOWHET
3asBUTENI B €IMHOM CHUCTEME BBIIMCKM M3 TOCYIapCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPEJACTB,
MOJITMCAHHON YCUJICHHOM KBaJM(UIIMPOBAHHON 3JIEKTPOHHON NOJAMMCHIO, (hopMa KOTOPOH yTBEPIKIAeTCs
YIOJHOMOYEHHBIM (pe/lepabHbIM OPraHOM HCIOJIHUTEIbHOM BIIACTH, COIVIACOBAHHBIE HOPMAaTHBHYIO
JOKYMEHTAIUI0, HOPMaTUBHBIM JOKYMEHT, MHCTPYKLHUIO 110 IPUMEHEHUIO JICKApCTBEHHOI'O Mpernapara u
MaKeThl IEPBUYHON YIIAKOBKH U BTOPUYHOHU (MOTPEOUTETHCKOW) YITAKOBKH C yKa3aHHEM Ha HHX HOMEpa
3aIlMCH B FOCYJIapCTBEHHOM peecTpe JeKapCTBEHHbBIX CPEACTB U J1aThl €r0 rocy1apCTBEHHON perucTpanuu
WIM B clydyae MPUHATHS pelleHUus 00 OTKa3ze B TOCYJAapCTBEHHOM PETrUCTpalMM JIEKApCTBEHHOTO
Ipernapara HalpasisieT 3asBUTEI0 OCPEICTBOM €IMHOTO MopTajia Wi B JUYHBIA KaOUHET 3asBUTEIIS B
€IMHOM CcHCTeME YyBEAOMJIEHME 00 OSTOM ¢ YyKa3aHWEeM [pPUYMH Takoro OTKa3a. 3a BblIady
PETUCTPALIMOHHOIO YOCTOBEPEHHUS JIEKAPCTBEHHOI'O MTpernapaTa B3MMAETCsl TOCyAapCTBEHHAs NOLUIMHA B
COOTBETCTBHH € 3aKoHOJaTenbcTBOM Poccuiickoit denepannu o Hajorax u coopax.

(B pen. denepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-®3, ot 31.07.2025 N 304-
®3)

2. OcHoBaHMEM JUIsl OTKa3a B IOCYAAPCTBEHHOM PETUCTPALIMM JIEKAPCTBEHHOIO Ipenapara ajis
MEAUIMHCKOTO  NPUMEHEHUsS  SBISETCS  3aKIIOYEHHE  COOTBETCTBYIOILETO  YIOJIHOMOYEHHOTO
(denepambHOrO OpraHa HCIOJHUTENBHON BJIACTH O TOM, YTO KayecTBO U (WiaH) 3(PPEKTUBHOCTD
PETUCTPUPYEMOTO JIEKAPCTBEHHOTO IIperapara Qg MEOUIMHCKOIO IPUMEHEHUS HE ITOATBEPIKICHBI
IIOJIyYEHHBIMHM JAaHHBIMM WJINM YTO PUCK NPUYMHEHUS BpeJa 3J0POBBIO0 UEJIOBEKA BCIEJACTBHE IpPHEMa
JIEKapCTBEHHOI'0 Ipernapara il MEIUIUHCKOrO NPHUMEHEHHUs TMpeBbIIaeT 3(PQPEKTUBHOCTh €ro
IIPUMEHEHHS.

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

3. TloBTOpHOE TmpeacTaBIeHHE B COOTBETCTBYIOIIMN YIOJTHOMOYEHHBIH (QenepalbHblii opraH
HWCIIOTHUTENbHON BJIACTH JICKAPCTBCHHOT'O IIpfriapara, B OTHOIICHHWH KOTOPOro IOJY4Y€H OTKa3 B
roCyJapCTBEHHOM PErucTpalii U KOTOPBIA BIOCIEACTBUU MOJABEPICs U3MEHEHHUIO B YaCTH €r0 COCTaBa,
paccMaTpuBaeTcsl Kak IpeiCTaBiIeHHE HOBOTO JIEKAPCTBEHHOrO IpernapaTa Ha €ro rocylapCTBEHHYIO
PErUCTPALIMIO HE3aBUCUMO OT COXPAHEHUs €ro MePBUYHOIO HAMMEHOBAHMSL.

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

4. Ilpn npenocTaBlI€HHUU 3asBUTEJIEM B COCTaBE€ PETUCTPALMOHHOIO JI0ChE Ha JIEKAPCTBEHHBIN
npenapar Juisi BETEpUHAPHOIO MPUMEHEHUS! KOMHU pPEelIeHHs YIIOJTHOMOUYEHHOro (heepaabHOro OpraHa
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

WCTIOJIHUTEJIBHOW BJIACTU O TPOBEJICHUM WHCIICKTHPOBAHUS TPOM3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB
CPOK TIPUHATHS pEHICHWs O TOCYIapCTBEHHOW pErHCTpal JICKQpCTBEHHOTO IMpemapara Jyis
BETEPUHAPHOTO TIPUMEHEHUS IPHUOCTAHABIMBACTCS CO JHSI MOJTYUYCHHUS 3aKITIOUCHHH, YKa3aHHBIX B 4acTH
1 Hacrosimed cTaThH, MO AHS TPUHATHS YIOJTHOMOYEHHBIM (eepabHBIM OPTaHOM HCIOJHUTEIBHON
BJIACTH pEIICHUS O BbIade WM 00 OTKa3e B BbIJaye 3aKIIOYCHUS O COOTBETCTBHH IPOM3BOIUTEIS
JIEKapCTBEHHBIX CPECTB TPEOOBAHMAM MPABHII HAJICKAIICH MPON3BOACTBEHHON MTPAKTHUKH, HO HE Ooliee
9YeM Ha CTO BOCEMBJIECST PabOUYMX JHEH.

(uactb 4 BBeneHa OenepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

5. OcHOBaHMEM IJis1 OTKa3a B TOCYJAPCTBEHHOW PErucTpalMM JIEKApCTBEHHOrO Mperapara AJis
BETEPUHAPHOTO TPHUMEHEHHs SIBJISETCS 3aKJIIOYEHUE YINOJHOMOYEHHOTO (elepaabHOro opraHa
UCIOJHUTENBHOM BJIACTH O TOM, 4YTO KadecTBO H (W) 3(PGEeKTUBHOCTh PErHCTPUPYEMOrO
JIEKapCTBEHHOI'0 IIpernapara JUisi BETEPUHAPHOIO IPUMEHEHHS HE IOJITBEP)KIEHBl I0JyYEHHBIMU
JAHHBIMHU WJIM YTO PUCK NMPUUYMHEHUS Bpela 30POBbIO )KMBOTHOT'O BCIEACTBUE IpHEMa JIEKAPCTBEHHOTO
mpernapara s BETEPUHAPHOTO MPHUMEHEHHs MpeBbIaeT 3()(PEeKTHBHOCTh €ro MPHUMEHEHHs, OTKa3
YIOJHOMOYEHHOTO (efepaibHOr0 OpraHa HUCHOJHUTENbHON BJacTH B BbIJaue 3aKIIOYEHHS O
COOTBETCTBUM  IPOU3BOAMUTENS JICKAPCTBEHHBIX CPEACTB  TpeOOBaHUSAM MpaBWJI  HaJyIexkKallen
MIPOU3BOJCTBEHHON MPAaKTUKA JUIS KaXJIOH MPOU3BOJCTBEHHOW IUIOLIAAKA PETUCTPUPYEMOIO
JIEKapCTBEHHOI'0 Ipenapara Jyuisi BETEPUHAPHOINO NPUMEHEHHS B Cilydae, €Cld IPOU3BOJCTBO
JIEKApCTBEHHOr'0 Ipenapara il BETEPUHAPHOIO IPUMEHEHHs OCYIIECTBISIETCS 3a Ipeaenamu
Poccuiickoit denepanuy, WK OTCYTCTBUE TAKOTO 3AKIHOYECHUS.

(uactb 5 BBenena denepanbubiM 3aKk0oHOM 0T 04.06.2018 N 140-D3)

KoncynprantlIntoc: npumevanue.
O mnopsiike M CpoKax OINPEICICHUs] B3aUMO3aMEHSEMOCTH JIEKapCTB JIEKAPCTBEHHBIX IpENnapaTos,
3apeructpupoBanHbix 10 01.03.2020, cm. ct. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3aMmo3ameHSieMOCTb JeKapCTBEHHbIX nMpenapatoB  AnA
MeaULMUHCKOro NpUMeHeHus

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

1. B3anMo3aMeHsSieMOCTb JIEKAPCTBEHHBIX IMpenapaToB s MEIUIUHCKOTO IPUMEHEHUS
OIpeJIeNIAETCs] YIIOJIHOMOYEHHBIM (heZiepaibHbIM OpraHOM HCIIOJIHUTENBHONW BJIACTH, OCYIIECTBIISIOIIUM
rOCy/IapCTBEHHYIO PEruCTpalfio JIEKApCTBEHHBIX IIPErnapaTroB Ui MEIUIMHCKOTO TNPUMEHEHHs, B
paMKax OJIHOTO MEXIYHapOJHOTO HEMaTeHTOBAHHOTO (MM XMMHUYECKOIro, WJIM TPyNIHPOBOYHOTO)
HAaUMEHOBAHMSI Ha OCHOBE 3aK/IIOYEHHUS KOMHUCCHHM JKCIIEPTOB JKCHEPTHOTO YUPEXKACHUS O
B3aMMO3aMEHSAEMOCTH JIEKAPCTBEHHOr'O Ipernapara Uil MEJUIIMHCKOTO MPUMEHEHHUs JU00 O TOM, 4YTO
JIEKapCTBEHHBIN Mpernapar Uisi MEJUIIMHCKOTO NIPUMEHEHHs He sIBIsieTcsl B3auMo3aMeHseMbIM. [lopsiiok
OIIpEeENIEHUs] B3aMMO3AMEHAEMOCTH JIEKAPCTBEHHBIX IPENapaToB A MEAMIMHCKOTO NPUMEHEHMS U
dbopMa 3aKIIOYEHUS KOMHCCHUU DKCIEPTOB OSKCIIEPTHOTO YUPEKICHHS O B3aUMO3aMEHSEMOCTHU
JIEKapCTBEHHBIX MPENapaToB /Ul MEIUIIMHCKOTO IPUMEHEHHUS JIMO0 O TOM, UTO JIEKapCTBEHHBIH Mpernapar
JUIS MEAMIMHCKOTO MPUMEHEHHUs He SIBIISETCS B3aMMO3aMEHSEMBIM, yCTaHABIMBalOTCA (eaepaabHbIM
OpPraHOM HCIHOJHHUTEIbHOM BIIACTH, OCYIIECTBIISIONIMM (QYHKUIMU IO BBIpAOOTKE M pean3aliu
roCy/1apCTBEHHON MOJUTHKU U HOPMAaTUBHO-TIPAaBOBOMY PETYJIMPOBAHUIO B cepe 3paBOOXPaHEHHUS], MO
COTJIACOBAaHUIO C (peepanbHbIM OPraHOM MCIOJHHUTEIBHON BIIACTH, OCYIIECTBISIOUIMM (YHKIHH IO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

JMLIEH3UPOBAHUIO ITPOU3BOCTBA JIEKAPCTBEHHBIX CPEJICTB.
(B pen. @enepanbHoro 3akoHa ot 19.10.2023 N 503-03)

2. Komuccus 3KcIepToB 3KCIEPTHOTO YUPEXKIEHHUS JaeT 3aKIYEeHHE O B3aMMO3aMEHSIEMOCTH
JIEKapCTBEHHOTO TpenapaTa JUisi MEJUIIMHCKOTO IIPUMEHEHHUs JTM00 O TOM, YTO JIEKapCTBEHHBIN IpenapaT
V11 MEQUIMHCKOIO IPUMEHEHMsI He SBISETCS B3aUMO3AMEHSEMbIM, Ha OCHOBAaHUM CIEIYOLIMX
KpUTEPUEB (XapaKTEPUCTHUK):

1) »SKBUBaJEHTHOCTh (I OMOAHAIOTOBBHIX (OMOMOJOOHBIX) JICKAPCTBEHHBIX IpenapaToB
(OnoanamoroB) -  CONOCTaBUMOCTb)  KAa4ECTBEHHBIX M KOJMYECTBEHHBIX  XapaKTEPUCTHUK
(bapMareBTHYECKIX CYOCTaHIIMI MM COIOCTAaBUMOCTh aHTHTCHHOTO COCTaBa BakIWH. Vcmosb3oBaHue
Pa3NUYHBIX COJel, 3()UPOB, KOMIUIEKCOB, H30MEPOB, KPUCTAIHYECKUX (HOPM U APYTHX MPOU3BOIHBIX
OJTHOTO M TOTO JK€ JICHCTBYIOIIETO BEIISCTBA HE SBJISACTCS MPEMATCTBHEM JUIS  ONPEICIICHUS
B3aMMO3aMEHSAEMOCTH  JICKAPCTBEHHBIX  IPEMapaTroB, €CIM MNpPH TMPOBEJACHUU  HCCIEIOBAHUS
OMOAPKBUBAJICHTHOCTH  JICKQPCTBEHHOTO  Tpenapara  HJIM  HUCCICIOBAaHHS  TEPaleBTUYCCKOM
SKBHUBAJICHTHOCTH JICKAPCTBEHHOT'O TIpernapaTa J0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAYUMBIX pPa3IIHUnil
(dapmakokuHeTHkH u (W) A(PPEeKTHBHOCTH W 0€30MacHOCTH JICKApCTBEHHOrO IperapaTta s
MEUIIMHCKOTO TPUMECHCHHS,

2) SKBHUBAJICHTHOCTH JIeKapcTBEHHOI (hopmbl. [1o7 SKBUBaICHTHBIMH JIEKAPCTBEHHBIMU (popMamu
MOHUMAIOTCSI Pa3HbIe JIEKAPCTBEHHBIE (DOPMBI, MMEIOILINE OJMHAKOBBIE CIIOCOO BBEACHUS M CIIOCO0
NPUMEHEHHs, O0JaJaloIlie  COMOCTAaBHUMBIMH  (PAapMAKOKMHETUYECKHMMHU  XapaKTEePUCTUKAMU |
(hapMakoIIOTHIECKUM JEHCTBHEM U 00ECTIEUMBAIOIINE TAKXKE TOCTHKEHUE HEOOXO0AUMOTO KIIMHUIECKOTO
apdexra. Pasnmuums aekapcTBEHHBIX (OPM HE SBISIOTCA MPEMATCTBUEM JUIS  ONpEACICHUS
B3aMMO3aMEHSEMOCTH  JICKAPCTBEHHBIX  IPENapaTroB, €CId TNpH  TPOBEICHHH  HCCIECJOBAHUS
OMOSKBUBAJIEHTHOCTH  JICKQPCTBEHHOTO  Ipemapata  WJIM  HUCCIEIOBaHMA  TEpareBTHYECKOi
HKBUBAJICHTHOCTH JIEKAPCTBEHHOTO TIpernapaTa JI0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAYUMBIX pPa3IIHInil
bapMakokuHeTHKH M (Miau) d3(@eKTUBHOCTH M 0€30IacCHOCTH JIEKapCTBEHHOro IpenapaTta s
MEIUIUHCKOTO TPUMEHEHHUS;

3) SKBUBAJIEHTHOCTh MJIHM COIMOCTABMMOCTb COCTaBa BCIOMOTAaTENbHBIX BEILIECTB JIEKAPCTBEHHOTO
mpernapata Ui MEAMIMHCKOrO TpuUMeHeHus. Pa3nuuus coctaBa BCIIOMOTATENbHBIX —BEIIECTB
JIEKapCTBEHHOI'O IIpernapaTa HE SBISAIOTCS MNPENATCTBUEM Ui ONPENCIICHUS B3aUMO3aMEHIEMOCTH
JIEKapCTBEHHBIX  IpenapaToB, €CIM MpU TMPOBEACHUU  HUCCIEIOBaHHUS  OMO3KBUBAJIEHTHOCTH
JIEKapCTBEHHOI'O IIpernapaTa WM HUCCIEIOBAHUS TEPaleBTHUECKON SKBHUBAJEHTHOCTH JIEKAPCTBEHHOTO
npernapaTa JOKa3aHO OTCYTCTBHE KIMHMYECKHM 3HAYMMbBIX pa3auuuil (apMakOKMHETUKH U (MJIN)
3G PEKTUBHOCTH U 0€30MaCHOCTH JIEKapCTBEHHOTO Mpernapara A MEIUIMHCKOTo MmpuMeHeHus. [lpu
HaJIMYUU KIMHUYECKH 3HAUMMBbIX pa3Induil papMakoKMHETUKH U (1K) 3P(PEeKTUBHOCTH U OE30MMaCHOCTH
JIEKapCTBEHHOI'O Ipenapara JUisi MEAMIMHCKOTO NPHUMEHEHHs B3aUMO3aMEHSEMOCTb OIPENEISETCS C
yKa3aHHEM Ha UCKJIIOYEHHE OTIEIbHBIX TPYIII NAllUEHTOB;

4) UIACHTUYHOCTD criocoba BBCACHUA U crocoba MMPUMCHCHUS ;

5) cooTBETCTBUE MPOU3BOAUTEINS JIEKAPCTBEHHOI'O CPEICTBA TPeOOBAaHUSAM IpaBUJ HaJJIeXKaIIeH
IIPOU3BOJICTBEHHOU MTPAKTHKHU.

3. be3 HeEoOXOaUMOCTH JOKa3aTenbCTBA OWOAKBHUBAICHTHOCTH OCYIIECTBIISIETCS OIPEISICHUE
B3aMMO3aMEHIEMOCTH BOCIIPOU3BEACHHBIX JIEKAPCTBEHHBIX MPENapaToB, KOTOPHIE:
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

1) mpenHazHayeHbl Ui MapEHTEPAIBHOrO (TOJKOXKHOIO, BHYTPUMBIIIEYHOTO, BHYTPUBEHHOTO,
BHYTPUIJIA3HOIO,  BHYTPHIIOJIOCTHOIO, BHYTPUCYCTaBHOTO, BHYTPUKOPOHAapHOI'O) BBEAEHUS W
MIPEJICTaBISAIOT CO00i BOAHBIE PACTBOPHI;

2) npeICcTaBISIIOT COOOH PacTBOPHI AJIsl NEPOPATILHOTO IPUMEHEHMUS;
3) npou3sBeneHsl B OpME HOPOLIKOB MM JHMO(DUIN3ATOB Ul IPUTOTOBICHUS PACTBOPOB;
4) SIBASIOTCS ra3aMu;

5) SBJSIFOTCS YIIHBIMU WJTU TJIa3HBIMU JIEKAPCTBEHHBIMH IIperapaTamMu, IPOU3BeICHHBIMU B hopMe
BOJIHBIX PaCTBOPOB;

6) mpeaHa3HAuEHBI JJII MECTHOTO W (WJIM) HApPY>KHOTO MPUMEHEHHUS M IPUTOTOBJICHBI B (hopme
BOJIHBIX PaCTBOPOB;

7) mpeAcTaBNIAIOT cO0O0W BOJHBIC PACTBOPHI LIS UCIOJIB30BAHUS B (POPME MHTAISIMIA C TIOMOIIBIO
HeOynaii3epa WM B Ka4yeCTBE HA3aIbHBIX CIIPECB, MPUMEHSEMBIX C IMOMOIIBI0 CXOIHBIX (IIOXOXKHUX,
aHAJIOTUYHBIX ) YCTPOMCTB (MIprOOPOB, anmapaTos.).

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

4. OcoOCHHOCTH OMpE/IEICHUS B3aUMO3aMEHIEMOCTH OHMOJIOTMYECKUX JICKAPCTBEHHBIX MPEIapaToB,
KOMOMHHPOBAHHBIX JICKAPCTBEHHBIX IpENapaTroB (CoaepiKamux KOMOWHAIMIO JBYX H OoJjee
NEHCTBYIOIIMX  BEIIECTB), JICKAPCTBEHHBIX IMpEMapaToB I  MAapeHTepaIbHOrO0 MUTAHUS H
HEJIO3UPOBAHHBIX  JIEKAPCTBEHHBIX  MPENapaToB  YCTAHABIMBAIOTCS  (eepaibHbIM  OPraHOM
WCIIOJTHUTENBHON BJIACTH, OCYIIECTBIAIOMNUM (DYHKIMU MO BBIPAOOTKE U pealln3allui roCyAapCTBEHHOM
MOJINTUKYA ¥ HOPMATHUBHO-TIPABOBOMY DPETYJIMPOBAHUIO B cepe 3paBOOXpPaHEHHUS, MO COTJIACOBAHHIO C
denepanbHBIM OPraHOM HCIIOJHUTENBHON BIIACTH, OCYIIECTBISIOMIUM (PYHKIMHM TO JIHIIEH3UPOBAHHUIO
MIPOU3BO/ICTBA JICKAPCTBEHHBIX CPEJICTB.

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

5. OnpeneneHHe B3aUMO3aMCHACMOCTH HEC OCYLICCTBIIKICTCA B OTHOIICHHU JICKAPCTBCHHBIX
PaCTUTCIIBHBIX IPCIIapaTOB, TOMCOIIATUYICCKUX JICKAPCTBCHHBIX ITPCIIApaTOB.

6. q)OpMI/IpOBaHI/Ie NEPCUYHA B3aMMO3aMCHACMBIX JICKAPCTBCHHBLIX IMPENapaToB I MCAUIHUHCKOI'O
MNPUMCHCHUS OCYIICCTBIISICTCS 3KCIICPTHBIM YUPCKIACHUCM IMMOCPECIACTBOM 06LG,Z[I/IHCHI/I$I JICKApCTBCHHBIX
npemnaparoB B OTACIBHBIC TPYIINbI, B Kﬁ)K)IOﬁ U3 KOTOPBIX JICKAPCTBCHHBIC IMPCIapaThbl ABJIAIOTCA
B3aMMO3aMCHIACMBIMU.

7. B cmydae BKIIOYEHUS B HMHCTPYKIHMIO IO MEIUWLIHUHCKOMY IPUMEHEHHUIO JIEKapCTBEHHOIO
rpenapara Ha OCHOBAHMM PE3YJIbTaTOB COOTBETCTBYIOLIUX UCCIIEIOBAHUN MOKA3aHUW NI IPUMEHEHUs,
KOTOPBIE OTJIMYAOTCS OT MOKA3aHUM ISl IPUMEHEHUs JIPYTUX JIEKAPCTBEHHBIX MPENapaToB U3 TPYIIIbI
B3aMMO3aMEHIEMBIX JIEKAPCTBEHHBIX IIPENAparoB, B IIEpEYHE B3aMMO3AMEHSIEMBIX JIEKAPCTBEHHBIX
MpernapaToB JUIsl MEAUIIUHCKOTO MPUMEHEHHS 10JKHA ObITh YKa3aHa COOTBETCTBYIOIIAst HH(pOpMaIHs.

8. IlepeueHbp B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX MPEMAPATOB i MEAUIMHCKOTO MPUMEHEHUS
pa3MernaeTcs yrnoJIHOMOYCHHBIM (peiepadbHbIM OpraHOM HMCTIOJHUTEIBLHOW BJIACTH, OCYIIECTBIISIOIINM
FOCYJIApCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX IPENApaToB Uil MEAULUMHCKOIO NPUMEHEHMS, Ha
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

cBoeM odurmansHoM caiite B cetu "MHTepHer". MHbopmarus B mepedyHe B3aMMO3aMEHSIEMBIX
JIEKapCTBEHHBIX IPEMapaToB ISl MEIUIIMHCKOTO MPUMEHEHHS OOHOBISICTCS YKa3aHHBIM (eIepaibHbIM
OpPraHOM HCIIOJIHUTENBHON BJIACTH C YYETOM HOBBIX 3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpENapaToB
JUISL MEAUIMHCKOTO TPUMEHEHUS W BHECEHHBIX HW3MEHEHUHW B JIOKYMEHTBHI, COJEpXkallhecs B
PETUCTPALIMOHHBIX JIOChE Ha 3aperMCTPUPOBAHHBIC JIEKAPCTBEHHBIE Mpenaparbl A MEIUIUHCKOTO
MIPUMEHECHUS.

9. IlopsnoKk MCIIOIB30BaHMS HHPOPMAIIMK O B3aUMO3aMEHSEMBIX JIGKaPCTBEHHBIX IperapaTax s
MEIUIMHCKOTO TPUMEHEHUS M TOPSIOK Jaud pPa3biACHEHWH 10 BOMPOCAM B3aWMO3aMEHSEMOCTH
JIEKapCTBEHHBIX MPENaparoB JUIsi MEAUIIMHCKOTO MPUMEHEHHUS YCTaHABINBAIOTCS (heIepaibHbIM OPTaHOM
WCTIOJTHUTENIBHOW BJIACTH, OCYIIECTBISIONIMM (DYHKIIMH 1O BBIPAOOTKE M pealu3alMy I'OCyAapCTBEHHON
MOJIUTUKY ¥ HOPMAaTUBHO-TIPABOBOMY PETYJIHMPOBAHHIO B chepe 31paBOOXpaHEHHS, IO COTJIACOBAHUIO C
q)eﬂepaJII)HI)IM OpraHomMm HWCIIOTHUTEIbHOMN BJIAaCTH, OCYHICCTBJIAIOIIUM q)YHKIII/II/I o JIMOCH3UPOBAHUTIO
IPOM3BOCTBA JEKAPCTBEHHBIX CPE/CTB.

(B pen. @enepanbHoro 3akoHa ot 19.10.2023 N 503-03)

KoncynbsrantlInroc: mpumevanue.

Cpoxu AeiCTBUS PETUCTPAIMOHHBIX YOCTOBEPEHUM JEKAPCTBEHHBIX MPENapaToB I MEIUIIUHCKOTO
MpUMEHEHUsI, KOTOpble ucTekaroT B 2024 r. npojyieHsl Ha 12 mecsues, a B 2025 1. - mo 31.12.2025
(ITocranonenue [IpaBurenscrBa PO ot 12.03.2022 N 353).

CraTtbAa 28. PeructpaunmoHHoe yaoCcTOBepeHUe fieKapCTBEHHOro npenapara

KoncynprantlIntoc: mpumedanue.

Pazpemaercsa oOpamenne B P® 3aperucTpupoBaHHBIX JIEKAPCTBEHHBIX IMPENapaToB, CPOK ACUCTBUS
PErUCTPAIMOHHOTO YJIOCTOBEPEHMSI KOTOPBIX UCTEK B ciydyae, IpeaycMOoTpeHHoM 4. 11 cT. 4 @3 ot
30.01.2024 N 1-93.

KoncynprantlIntoc: mpumedanue.
C 01.01.2026 4. 1 - 3 cT. 28 He pacHpOCTPaHSAIOTCA HA MPABOOTHOIICHHS, BO3HHUKAIOIIUE MPHU
oOparieHuu JIEKapCTBEHHBIX CPEACTB i MeauuuHckoro npumeHeHus (O3 ot 30.01.2024 N 1-D3).

1. PerucrpanmoHHOE yJOCTOBEPEHHE JIEKapCTBEHHOI'O IIpenapara ¢ yKa3aHHEM JIEKapCTBEHHBIX
GbopM U JO3MPOBOK BBIAAETCS OECCPOYHO, 3a MCKIIOYEHHEM PETHUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKApCTBEHHOI0 IIpernapara, BbIIaBaeMOro ¢O CPOKOM JEHCTBHUS IISATh JIET, HA BIIEPBBIE PETUCTPUPYEMBIE
B Poccniickoit denepanuu JeKkapCTBEHHBIE PENApaThI.

2. Tlo ucTeyeHMM YKa3aHHOTO B 4YacTh | HacTosIIed cTaTbM CpoKa BbIgaeTcs OeccpouHoe
PETUCTPALIMOHHOE YAOCTOBEpEHHE JIEKApCTBEHHOTO Ipernapara IpU YCIOBHUHM TMOATBEPKIACHUS €Tro
roCy/1apCTBEHHON PETUCTPALINH.

3. B cnyyae BHeceHus B cooTBeTcTBUU co craThsaimu 30 u 31 Hacrosmero denepaibHOro 3aKoHA
U3MEHEHUH B COZAEpXKallluecs B PETHCTPAllMOHHOM JOChE€ Ha 3aperMCTPUPOBAHHBIN JIEKapCTBEHHBIN
npemnapat AOKYMCEHTBI, 3aTparuBarOlIUX CBCIACHUA, OTPAKCHHBIC B PETHCTPALMOHHOM YAOCTOBCPCHHUU
JIEKapCTBEHHOTO Ipernapara, YIOJHOMOUYEHHBbIH (peepanbHblii OpraH UCIOJHUTENBHOW BIACTH BBIAAET
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

HOBOE PETUCTPALMOHHOE YIOCTOBEpEHHUE JIEKAPCTBEHHOr'O MperapaTa, coJepskaliee BHECEHHBIE B HETO
M3MEHEHUSI.
(gacts 3 BBencHa denepanabHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. Yrparun cuiy ¢ 1 saBaps 2026 roga. - @enepanbhsiii 3akoH ot 30.01.2024 N 1-D3.

Koncynprantllintoc: npumedanue.
C 01.01.2026 ct. 29 He pacmpocTpaHseTCs Ha MPABOOTHOIIEHUS, BO3ZHHMKAIOIIME IMPH OOpaIlICeHUU
JIEKApCTBEHHBIX CPeNCTB M1 MeauimHckoro nmpumenenus (O3 ot 30.01.2024 N 1-D3).

Koncynprantlntoc: npumedanue.
Cpok perucrpanuu JIEKapCTBEHHOTO MperapaTa Ui BETEpPUHAPHOTO NMPUMEHEHHUs, MCTEKAIOMUNA B
2025 roxy, mpomsen Ha 12 mecsiues ([ToctanoBnenue [pasutenscta PO ot 12.03.2022 N 353).

Koncynprantlntoc: npumedanue.

Perucrpanuonssie y10CTOBEpEHHUsI JIE€KAPCTBEHHBIX MPENApaToB Il MEIUIMHCKOTO NPUMEHEHHUs Ha
OyMaXHOM HOcuTele, 1yOIrKaThl YJOCTOBEPEHUN ISl MEAUIIMHCKOTO U BETEPUHAPHOTO MPUMEHEHUS
¢ 01.01.2026 ne Boimatorcst (P3 ot 30.01.2024 N 1-D3).

Cratba 29. [MoaTBepXxaeHMe rocyfapCTBEHHOW peructpauum JneKkapcTBeHHOro
npenapara

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

1. IloaTBepkeHHE TOCYJapCTBEHHON PETUCTpalMU JICKAPCTBEHHOTO Mpernapara OCYIECTBISAETCA
MpU BbIIaue OECCPOYHOTO PETUCTPAIMOHHOTO YAOCTOBEPEHHUs JIEKapCTBEHHOIO Ipernapara B cliydae,
YKa3aHHOM B 4acTH 2 cTtatbu 28 HacTtosmero denepanbHOro 3aKk0Ha, B CPOK, HE MPEBBIILIAIOIINN COpOKa
pabouux JHEHW cOo JAHS HAIPaBJICHHUS MOCPEICTBOM €IMHOTO TOopTaia B YIOJTHOMOYEHHBIN (eaepanbHbIil
OpraH HCIIOJIHUTEIBHONW BIACTH WU JIMYHBIA KaOWHET YIOJTHOMOYEHHOro (QelepalbHOTO OpraHa
WCMOJIHUTEIbHOM BJIACTH B €IUHOW CHUCTEME 3asBJICHHS O TMOATBEPKICHUU TOCYAapCTBEHHOU
pErucTpalyu JEKAPCTBEHHOIO IIpenapara sl MEAULMHCKOIO IPUMEHEHHUS, U B CPOK, HE MPEBBIIIAOLINI
TPUAIATH TpeX pabouyux JHEH CO JHS TPHUHATHSA 3aiBJICHHS O TOCYJApPCTBEHHON pErucTpaiuu
JICKapCTBEHHOI'0  Ipemapara Juisi  BETEPUHAPHOIO  NPUMEHEHHS, IOANKMCAHHOIO  YCWJICHHOM
KBATHU(HUITUPOBAHHOMN AJIEKTPOHHOW MOANHUCKHI0. He ocyIecTBiaseTcs MoaATBEPKACHUE TOCYAapCTBEHHOM
perucTpauv B OTHOLIEHWH JIEKAPCTBEHHOIO IIpenapara Uil BETEPUHAPHOTO MPUMEHEHUs, HE
HaxoJuBIIEeTOCs B oOpameHun B Poccuiickoii denepaniuu B TeUYEHHE TpeX W Oojee JIeT, a TaKkKe B
OTHOIICHUHU JIEKAPCTBEHHOT'O CPECTBA, MPOU3BEICHHOTO C HapyIIeHHEeM TpeOOBaHUs, YCTAHOBIECHHOTO
yacteto 3.7 crateu 71 Hacrodmero denepasbHOTO 3akoHA. 3agBICHUE O TMOJATBEPKICHUU
rOCy/IapCTBEHHOW perucTpanuy JeKapCTBEHHOTO IIpermapaTa MOXET OBITh TMONHCAHO YCHIJICHHOM
KBJIM(ULIMPOBAHHON 3JIEKTPOHHOM MOJAMHUCKHI0 MO0 YCHIJIEHHOM HEKBaTU(PHUIMPOBAHHON 3JIEKTPOHHOM
MOJINKCHI0 B cllyyae, €ClIM OT MMEHH 3asBHUTENsl JIEHCTBYET €ro MpeacTaBuTeNb ((U3NYECKOE JIHIIO),
YIIOJJTHOMOYEHHBIN JI€MCTBOBATH OT MMEHU 3asABUTENII HA OCHOBAaHWU JOBEPEHHOCTH B 3JIEKTPOHHOMN
¢dbopMe B MaIIMHOYUTAEMOM BH/JIC.
(B pen. Denepanbhbix 3akoHOB 0T 30.01.2024 N 1-D3, ot 31.07.2025 N 304-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

2. 3asBieHUE O MOJATBEPKICHUH TOCYJapCTBEHHOW pErucTpalnuy JEeKapCTBEHHOro IMpernapaTa
HAmpaBIIICTCS  TIOCPEACTBOM  €IMHOTO TOpTajlia B YIOJNHOMOYCHHBIM  (enepanbHBIi  Opraf
UCIIOJHUTEIPHON  BJIACTH WJIM JIMYHBIM KaOMHET yMOJIHOMOYEHHOro (enepalibHOro  OpraHa
HCIIOJIHUTEJILHOM BJIACTU B €IMHON CUCTEME HE PAHEE YEM 3a CTO BOCEMBJAECAT JIHEN J0 UCTEUYEHNUS CpOKa
NEHCTBUSL PErMCTPALMOHHOIO YIOCTOBEPEHHS JIEKAPCTBEHHOrO Tperapara U He IMO3JHee OKOHYAHUS
CpPOKa €ro JIeMCTBHUS.

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

2.1. Yrpartun cuiy. - @enepanbhblil 3akoH oT 30.01.2024 N 1-®3.

3. IonTBepkeHUE rOCYIapCTBEHHOM perucTpaliuy JeKapcTBEHHOIO Iperapara OCyILIeCTBIISETCS
M0 pe3yJibTaTaM JKCIEPTU3bl OTHOLICHUS OXHIAeMOW TMOJIb3bI K BO3MOKHOMY PHUCKY HPUMEHEHUS
JIEKapCTBEHHOT'O Tperapara Ha OCHOBAaHHUH PE3yJIbTaTOB MOHUTOPUHTA A(P(HEKTUBHOCTH U OE30MacHOCTH
JIEKapCTBEHHOI'0  IIperapara, IPOBOAUMOIO JIEp)KaTeleM WM BIAJENbLEM PErUuCTPallMOHHOTO
yIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara JIn00 yHOoJTHOMOYEHHBIM HMH IOPUIUYECKUM JTUIIOM, a TaKXKe
COOTBETCTBYIOIINM yIOJHOMOUYEHHBIM (PeiepaibHbIM OpPraHOM HCIIOJIHUTEIILHON BJIACTU B COOTBETCTBUU
¢ TpeboBaHusAMHU cTaThil 64 HacTosero deneparbHOTO 3aKOHA.

4. K 3asB1€HHIO O OATBEPKIEHUH IOCYJapCTBEHHOM perucrpaiuy JeKapcTBEHHOI 0 IIpenapara Jyist
MEIULMHCKOIO IPUMEHEHUS IIPUIIAraroTCs:

1) IMOKyMEHTBI, coJepXKaliie pe3ylbTaThl MOHHUTOpUHTAa 3(PPEeKTHBHOCTH H OE30MaCHOCTH
JICKapCTBEHHOI'0 Ipernapara Uil MEAMLUHCKOTO IPUMEHEHHs, IPOBEICHHOIO JepiKaTeleM WU
BJIAJIEJIBLIEM PETUCTPALIMOHHOIO YyJIOCTOBEPEHMs JIEKAPCTBEHHOrO Ipernapara Uil MEIULMHCKOIO
OPUMEHEHHUs JMOO YHNOJHOMOYEHHBIM UM IOPUAMYECKHM JIMLOM, MO (opMme, yTBEpKIAeHHOU
YIOJHOMOYEHHBIM (eiepabHbIM OPIaHOM HCIIOTHUTEIBbHOM BIIACTH;

2) cBejeHUs O JaTe MPEAOCTABICHUS U PETUCTPALMOHHOM HOMEpE JHMIIEH3MM Ha MPOU3BOJICTBO
JIEKAPCTBEHHBIX CPEJCTB, WM CBEIACHUS O Jare IPEAOCTaBICHUS M PEruCTPAllMOHHOM HOMEpE
3aKJIIOYEHHUsT O COOTBETCTBUHM IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBaHMSM IPaBHI
HaJJIeXkalleld MpOU3BOJCTBEHHOW MPAKTUKHU, WM KOMHUS cepTU(UKaTa COOTBETCTBUS IMPOU3BOJIUTEIS
JIEKapCTBEHHBIX CPEJACTB JUIsI MEIUIMHCKOTO TPUMEHEHHUs TpeOOBaHUSAM MpaBWJl HajaJexalei
MPOU3BOACTBEHHOM  MNpPAaKTUKKM  EBpa3sMiCKOr0  SKOHOMHUYECKOTO  COK3a,  NPEAOCTAaBIECHHBIX
YIOJIHOMOYEHHBIM (peJiepalbHbIM OPraHOM MCIIOJHUTEIBHOM BJIACTH B OTHOLIEHWU MPOU3BOICTBEHHOMN
IIJIOIIAIKH JIEKAPCTBEHHOTO Ipernapara Juisi MEJUIUHCKOTO IPUMEHEHUS, TOCYJapCTBEHHAsl pETUCTpaLus
KOTOPOro IOATBEPKIAETCA B Clly4ae, €CIU IPOU3BOACTBO JICKAPCTBEHHOIO IIpemapara s
MEIUIIMHCKOT0 IPUMEHEHUs ocylecTBisieTcs B Poccuiickoit denepanuu;

(B pen. deaepanbHbIX 3aKk0HOB OT 27.12.2019 N 478-03, ot 30.01.2024 N 1-D3)

3) xomusi MpPeNOCTaBICHHOW YIMOJTHOMOYEHHBIM OPraHOM CTpaHbl IMPOW3BOAMUTENS JIMIIEH3UH Ha
IIPOU3BOJCTBO JIEKAPCTBEHHOI'O IIpelapara Uil MEIULMHCKOIO IPUMEHEHHS U €€ NEPEBOJ Ha PYCCKUU
S3bIK, 3aBEPEHHBIE B YCTAHOBICHHOM MOpPSJKE, a TAKXKE KOMNHS 3aKJIIOYEHHS O COOTBETCTBHH
MPOU3BOJIUTENSL JIEKAPCTBEHHBIX CPEACTB TPeOOBAHUSAM MpPaBUJ HaJUIeKAIlleH MPOU3BOACTBEHHON
MPaKTUKW, WIM KOMUs cepTU(UKATa COOTBETCTBUS IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEICTB JUIA
MEIUIUHCKOTO TPUMEHEHUs] TpeOOBAaHUSAM TMpaBUJ HaJJIeXKalled MPOU3BOJACTBEHHOW MPAKTHUKU
EBpa3uiickoro 3KOHOMHYECKOIO COI03a, BBIJIAHHBIX YIOJIHOMOYEHHBIM (enepaqbHbIM  OpraHOM
VCIIOJIHUTEJIBHON BJIACTH B OTHOLIEHUU IPOU3BOJACTBEHHOM IIIOIIAIKH JISKAPCTBEHHOI'O IIpernapara s
MEIULUHCKOTO NPUMEHEHUS, TOCyJapCTBEHHAsl PEruCTpalysl KOTOPOTO IMOATBEPKIAETCSA, WU KOIHS
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

pelieHus]  YIMOJIHOMOYEHHOTO (eAepalbHOTO OpraHa HCIOJIHUTEIBHOW BIACTH O IPOBEICHUH
(hapMaIreBTHYECKON HHCTICKITUH MPOU3BOJICTBA JICKAPCTBEHHBIX CPENICTB JUISl METUITUHCKOTO IPUMEHEHUS
Ha COOTBETCTBHE TpeOOBaHMSIM IIPaBUJ HaJJICXKAIICH IPOU3BOIACTBEHHON MpakTHKW EBpasuiickoro
SKOHOMHUYECKOI'0 COK03a B CiIy4ae, €CJIM IMPOU3BOJCTBO JICKAPCTBEHHOTO Ipenapara AJii MEAUIIMHCKOTO
MPUMEHEHUSI OCYLIECTBIIsIETCA 3a peAenamu Poccuiickoit deneparum.

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

(dactp 4 B pen. DeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOIIEHNU OMOJOTUYECKHUX JICKAPCTBEHHBIX MPENapaTroB ISl MEAUIUHCKOTO MPUMCHCHHUS
3asiBUTENb JOMOJIHUTEIBHO MPEJCTaBIsIeT pPEe3yJbTaThl MEPOINPUSTHI, MPEAYCMOTPEHHBIX IUIAHOM
YVOpPaBICHUSI PUCKAMH, YTBEPIKICHHBIM YIOJHOMOYECHHBIM (elIepallbHBIM OPraHOM HCIOJHUTEIBHON
BJIACTH TMPH OCYUIECTBIEHUU TOCYJApPCTBEHHOM pPETrUCTpalUy JIGKApCTBEHHOTO TpermapaTra Juis
MEIUIIMHCKOTO MPUMEHECHHUS.

(uacts 4.1 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. K 3a8BI€HUIO O MOATBEPKICHUM T'OCYJapCTBEHHON PETUCTpPALlMU JEKApCTBEHHOIO Iperapara
JUIl BETEPUHAPHOI'O NPUMEHEHUS IMPHJIAraloTCsi JOKYMEHTBI, COJepXalllue pe3ybTaTbl MOHHUTOPHHIA
3G GEeKTUBHOCTH U OE30MaCHOCTH JICKAPCTBEHHOTO TIIperapara il BETEPHHAPHOTO IPUMEHEHUS,
IIPOBOJIUMOIO JIepKaTelleM WIM BIIAJENbLEM PETUCTPALlMOHHOIO YAOCTOBEPEHUS JICKapCTBEHHOI'O
npenapaTta Jyisi BETEPUHAPHOIO MPUMEHEHUs JMOO YIOJIHOMOYEHHBIM UM IOPUAMYECKUM JIUIIOM, IIO
dopme, YTBEpKAECHHOW YINOJHOMOUYEHHBIM (hefiepaibHbIM OpPraHOM HCIHOJHMUTENbHOM BIACTH, MU
JIOKYMEHTHI, YKa3aHHbIE B MMyHKTax 1, 2 - 2.2, moanynkrax "a", "6", "k", "n" mynkra 4 gactu 3 crateu 17
Hacrosero denepaabHOro 3aKkoHa. B oTHOIIEHMM UMMYHOOHOIOIHYECKHUX JIEKApCTBEHHBIX MPENapaToB
JUIs BETEPUHAPHOTO NMPUMEHEHUSI HE MPEACTABIAIOTCS CBEJCHUS, YKa3aHHbIE B MOoANyHKTe "K" myHKTa 4
gactu 3 crateu 17 Hacrosmero denepanbHOro 3aKOHA. B OTHOIIEHMH JIEKapCTBEHHBIX IIPENApaToB IS
BETEPUHAPHOTO TPUMEHEHMS], IMOJYYEHHBIX C NPUMEHEHHUEM TI'€HHO-WHXEHEPHO-MOAU(PHUIIMPOBAHHBIX
OpPraHM3MOB WM COAEpXKAIUX TaKHE€ OpPraHU3MBbl, JONOJHUTEIBHO MPEACTABIAIOTCA CBEICHMS,
yKasaHHbIe B IyHKTe 13 gactu 3 crateu 17 Hacrosmero @eaepasbHOro 3aK0Ha.
(uactp 4.2 BBeneHa @enepanbHbIM 3akoHOM 0T 04.06.2018 N 140-®3; B pen. denepanbHOro 3aK0Ha OT
02.08.2019 N 297-®3)

4.3. 3asgBuTenp BIpaBe MPEACTAaBUTh C 3aABICHUEM O MOATBEPXKACHUU TIOCYJapCTBEHHOM
perucTpaliMy JIEKApCTBEHHOI'O Ipernapara pEeKBU3UTHI JOKYMEHTA, ITOATBEPKAAIOIIETO  YILIATy
rOCyJapCTBEHHOM MOLUIMHBI 3a MOATBEPXKACHUE TIOCYIapCTBEHHONM PETUCTpPALMU JIEKapCTBEHHOI'O
IpenapaTa, a TakXe BblAaBaeMble (IIPEIOCTABIISIEMbIE) YIIOJIHOMOUYEHHBIMU (eepallbHBIMU OpraHaMH
MCTIOJIHUTEJIBHOW BJIACTH JOKYMEHTHI (CBEACHHUS), YKa3aHHblEe B NMyHKTax 2 W 3 yactu 4 Hacrosiuel
cTaTthi. B citydae ux HempeacTaBiIeHUs YIIOJTHOMOUYEHHBIH (eiepaibHbII OpraH HCIOJHUTENIBHOM BIacTH
3alpalIBaeT yKa3aHHbIE JOKYMEHTHI (CBEICHUS) B IMOPSAIKE MEXBEIOMCTBEHHOTO WMH(pOPMAIMOHHOTO
B3aUMO/ICHCTBUS.

(B pen. deaepanibHbIX 3aK0HOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)

5. B teuenme nsatu paboumx AHEW cO AHS HANpaBi€HUs] IMOCPEJICTBOM €IMHOTO TMopTajla B
YIOJIHOMOYEHHBIH  (efepalbHBId  OpraH  HUCIOJHMUTENBHOM  BIACTM WIM  JMYHBIA ~ KaOMHET
YHOJHOMOYEHHOTO (heiepaibHOr0 OpraHa HCIOJIHUTEIbHONW BJIAcTH B €AMHOM CHCTEME 3asBIICHUS O
MOATBEPXKIEHUN TOCYAapCTBEHHOW pErucTpalyy JIEKapCTBEHHOIO IIpernapara M JOKYMEHTOB,
coJiepKaluX Pe3yJbTaTbl MOHUTOPUHTA 3(PPEKTUBHOCTH W 0€30MaCHOCTH JIEKAPCTBEHHOTO Tpemnapara,
IIPOBOAMMOIO JAEpXkKaTelleM WIN BIAJEIbIEM PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

npernapaTa Ju00 YIOJIHOMOYEHHBIM UMH IOPUINYECKUM JIUIIOM, YIIOJTHOMOUYEHHBIN (efepaibHblii Opran
HCIIOJIHUTEIbHOM BIACTHU:
(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

1) mpoBOOUT NPOBEPKY IOJHOTHI CBEIACHMM, COAEpXkAIIMXCS B IPEACTABJICHHBIX 3asBUTEIEM
JOKYMEHTaX;

2) MpUHMMAET pEIICeHHWE O TPOBEICHHH MU 00 OTKa3e B NMPOBEICHUU SKCIEPTU3bl OTHOLICHHS
0’KHMJIa€MOM IOJIb3bl K BO3MOKHOMY PHUCKY IPUMEHEHHUs JIEKAPCTBEHHOI'O IMpernapaTra Ha OCHOBAaHUU
pe3yabTaTOB MOHUTOPUHTA 3()(PEeKTUBHOCTH M GE30MACHOCTH JIEKAPCTBEHHOTO Iperapara, MpoBOJAUMOTO
JepKaTesieM WM BIAAENbIEM PEruCTPAllMOHHOTO YJIOCTOBEPEHMs JIEKApCTBEHHOrO IMperapaTta Jubo
YIOJHOMOYEHHBIM UMH IOPUIMYECKUM JIMIIOM, a TaKXKe (eepaTIbHbIM OPraHOM UCTIOTHUTEIILHON BIACTH
B COOTBETCTBUU C TpeOOBaHUAMHU cTaThu 64 HacTosero OenepaibHOro 3aKOHa;

3) HampaBisIeT B JMYHBIM KaOWHET DKCIEPTHOTO YYPESKICHUS B CIMHON CHUCTEME MOJIMCAHHOE
YCUJICHHOW KBaIM(DUIIUPOBAHHON DIIEKTPOHHON MOMIKMCHIO 33JlaHue Ha TPOBEICHUE JKCIIEPTH3HI,
MIPETyCMOTPEHHON MTyHKTOM 2 HACTOSIICH YacTH, a TAK)KE HAMIPABIISCT 3asIBUTEIIO MOCPEICTBOM €TUHOTO
noprajja WIA B JIMYHBIA KaOWHET 3asBUTENs B CIUHOH CHUCTEME MOJIMCAHHOC YCHIICHHON
KBUTH(DUIIUPOBAHHON AJICKTPOHHON IMOJANUCHI0 YBEIOMIICHUE O MPUHSATOM PEIICHUU O BbIIA4e 3aaHws
Ha TPOBEJCHUE YKa3aHHOW SKCHEPTU3bl JIMOO 00 OTKa3e B IMPOBEIACHUU YKa3aHHOW SKCIEPTU3BI C
yYKa3aHHEeM MPUYMH OTKa3a.

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

6. B ciyuae BbISIBIEHHS HETOCTOBEPHOCTH U (MJIM) HEIOCTATOYHOCTH UH(POPMAIIMH, CoAepIKallencs
B IIPEJCTABICHHBIX 3asBUTEIEM JOKYMEHTaX, YIOJIHOMOUYEHHBIN (elrepaibHbIil OpraH MCIOJIHUTEIbHON
BJIACTH HAIpPABJISET 3asSBUTENI0 MOCPEACTBOM E€IMHOIO IMOpTaja WM B JMYHBIM KaOMHET 3asBUTENS B
eIMHOW cucteMe 3ampoc 00 YTOYHEHUHM YKa3aHHOW MHGOpMaIMM, MOJMUCAHHBIA YCHICHHOM
KBaJIN(ULIMPOBAHHOM 3JIEKTPOHHOM MOANUCHIO.
(uactb 6 B pen. PenepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

7. 3asgBUTENb 00s3aH HAIIPaBUTh MOCPEICTBOM €IMHOTO MOPTajia B YIIOJIHOMOYEHHBIN (henepaibHbIi
OpraH HCIOJIHUTENbHOW BJIACTH MM JIMYHBIA KaOMHET YIOJHOMOYEHHOro (¢elepaabHOro opraHa
UCIIOJIHUTENIBHON BJIAaCTM B €IMHOM cHUCTeME€ TOJIUCAaHHBbIM YCHUJIEHHOM KBaJU(UIUPOBAHHOM
3JIEKTPOHHON TOAMUCHI0 OTBET Ha 3alpoC YMOJIHOMOYEHHOTO (heAepalbHOTO OpraHa HMCIOJHUTEIbHON
BJIACTH, YKa3aHHOT'O B YacTU 6 HACTOSIIEH CTaThbH, B CPOK, HE MPEBBIIIAIONINN JIEBIHOCTa padoUnX JHEH
CO JTHS MOJYyYEHMs YNOJHOMOYEHHBIM (peiepabHbIM OPraHOM HCIIOJIHUTENBbHON BIIACTH 3JEKTPOHHOTO
YBEJIOMIJICHHS O TIOJTyYEHHUH 3asiBUTENIEM Takoro 3amnpoca. Cpok, yKa3aHHBIN B YACTH 5 HACTOAILIEH CTaThH,
IIPUOCTAHABIIMBAETCSA CO JHS HAIPABJICHUS 3asABUTENIO IOCPEACTBOM €IMHOIO IOpTaja WIM B JIMYHBIN
KaOWHeT 3asBUTENS B €AMHON CHUCTEME TaKOro 3ampoca JI0 JHs HalpaBJICHUs 3asBUTEIEM MOCPEICTBOM
€IMHOTO TOpTajla B YNOJHOMOYEHHBIN (enepanbHblii OpraH HCHOJIHUTEIBHOM BIIACTH WIIM JIMYHBIHN
KaOMHET YNOJIHOMOUYEHHOTO (eIepaIbHOr0 OpraHa HCIOJIHUTEIbHOW BJIACTH B €MHOW CHCTEME OTBETa
Ha TakOM 3alpoCc U HE YYUTHIBACTCS IPU HUCYUCIEHUM CpPOKa IOATBEPKICHUSA TOCYNApCTBEHHOMN
perucTpanuy JIEKapCTBEHHOIO Ipenapara. B cioydae, eciauM OT HMMEHM 3asBUTENs JIEWCTBYET €ro
IpeJCTaBUTEND ((PU3UYECKOE JIUIO), YIIOJIHOMOYEHHBIN EHCTBOBATh OT UMEHHU 3asiBUTENS] HA OCHOBAHUHU
JIOBEPEHHOCTU B JJIEKTPOHHOM (QopMe B MAIIMHOYMTAEMOM BHUJE, OTBET Ha 3ampoCc MOXKET ObITh
NOJNMCAaH  YCHWJIEHHOM  KBaJU(UIMPOBAHHOM  BJEKTPOHHOM  MOANKMCHIO  JHOO  YCHIJIEHHOMH
HEKBaJIM(PULIUPOBAHHOMN 3JIEKTPOHHOM MOANHUCHIO.

(B pen. deaepanbhbix 3akoHOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

8. OcHOBaHMEM /JJs OTKa3a B IPOBEICHUU SKCHEPTU3bl OTHOLIEHUS OXXHUIAEMOM MOJb3bl K
BO3MOXXHOMY PHUCKY IPUMEHEHHUs JIEKAPCTBEHHOI'O Iperapara SIBISETCS INPENCTaBICHUE JIOKYMEHTOB,
COJIEp KALINX Pe3yIbTaThl MOHUTOPUHIA 3()(HEKTUBHOCTH U OE3011aCHOCTH JIEKAPCTBEHHOI'O IIpenapara, 1
(M) B OTHOLIEHMM OMOJOTMYECKHX JIEKAPCTBEHHBIX IIPENapaToB pe3ysbTaTOB OCYLIECTBIICHUS
MEpONPUATHA B COOTBETCTBUM C IUIAHOM YIPABJICHUS PHUCKaMM, YTBEP)KICHHBIM YIIOJIHOMOUYEHHBIM
(benepanbHBIM OPraHOM HCIIOJHUTEIBFHON BIIACTU MPH OCYIIECTBICHHH TOCYAapCTBEHHOW PETUCTpAIUH
JIEKapCTBEHHOI'0 Ipernapara, B HENOJHOM 00beMe, OTCYTCTBUE MH(OpMaIUM, NOATBEpXKIAroIeld (akT
yIUIaTbl ~ TOCYJApCTBEHHOM  IOLLIMHBI 32  IOATBEPXKAECHHWE TOCYAAPCTBEHHOW  perucrpanuu
JIEKapCTBEHHOI'0 Ipernapara, JuOO0 HENpeICTaBICHUE 3asBUTENIEM B YCTAHOBIIEHHBIH CpPOK OTBETa Ha
yKa3aHHBIH B 4YacTH O HACTOSIIEH CTaThU 3ampoc YIOJIHOMOYEHHOro (eaepanbHOro oprana
UCIIOJIHUTEJIBHOM BJIACTH, a TAK)KE OTCYTCTBUE B YKa3aHHBIX JOKYMEHTaX MH(pOpMalMU, KOTOpas JOJKHA
OBITh B HUX OTPa)KCHA.

9. DkcrepTu3a OTHOUICHUS OKMAAEMOM TMOJNB3bI K BO3MOXKHOMY DPHUCKY HIPUMEHEHHS
JICKapCTBEHHOTO Tpernapara B IESX MOATBEP)KICHUS TOCYJapCTBEHHON PEruCTpaliy JICKapCTBEHHOTO
npernapaTra MPOBOJUTCS KOMUCCHEH IKCIEPTOB KCIEPTHOTO YUPEXKICHHS B CPOK, HE IPEBBIIIAIOLINIL
TPUALATH pabouux IHEW, NpPU MOATBEPKICHUH TOCYJAPCTBCHHOW PETHCTPAllMH JICKAPCTBEHHOTO
npernapara Jyisi MEAMIIMHCKOTO MPUMEHEHHUS M B CPOK, HE MPEBBIIAIOIIHIA IBAANATA TPEX pad0vnX AHEH,
IpU TOATBEPXKICHUN TOCYJApCTBEHHON PErMCTpaliy JICKAPCTBEHHOT'O Ipernapara s BETePUHAPHOTO
OPUMCHCHUSL.

(B pen. Denepanbhbix 3akoHoB 0T 30.01.2024 N 1-03, ot 31.07.2025 N 304-D3)

10. B cioyuyae HEZOCTAaTOYHOCTH IIPENCTABICHHBIX KCIEPTY MATEPUANIOB Ul Jlaud 3aKJIIOUYEHUS B
JMYHBIN KaOMHET 3asBUTEJIA B €IMHOM CHCTEME HaIlpaBIISIETCS 3alpoc O MPEACTAaBICHUN HEOOXOAMMBIX
MaTepHaloB, MOANUCAHHBIN PyKOBOAUTENEM (YHOJIHOMOYEHHBIM JIMLIOM) 3KCIEPTHOTO YUYPEXKJIEHHUS C
HCIOJIb30BaHNEM YCUJICHHON KBaJM(UIIMPOBAHHOMN 3J€KTPOHHOM MOAIHUCH.

(uactb 10 B pen. @eaepanpHoro 3akona ot 30.01.2024 N 1-03)

11. 3assBuTens 00s13aH HaIPaBUTh B JIUYHBIN KAOMHET SKCIEPTHOTO YUPEKJIEHUS B €IMHOI CUCTEME
MOJIMMCAHHBIA YCHUIIEHHON KBaJIM(UIIMPOBAHHON 3JIEKTPOHHOM MOINKMCHIO OTBET HA 3apOC 3KCIEPTHOTO
YUpEXKJIEHUS B CPOK, HE IMPEBBIIIAIOMINN IECTUACCATH padOYuX JHEH CO THS MOIY4YEHMs IKCIEPTHBIM
YUPEKACHUEM DIIEKTPOHHOTO YBEIOMIICHUS O IOJIYYEHUU 3asgBUTEIIEM YKa3aHHOIO 3ampoca. Bpems co
JTHSI HalpaBJICHUs B JINYHBIA KaOMHET 3asBUTENS B €IUHON CHCTEME 3aIpoca SKCHEPTHOTO YUPEKACHUS
70 JTHS HampaBJeHUs 3asBUTEJEM B JIMUHBIA KaOWHET HKCHEPTHOIO YUpEKACHUS B €AMHOM cHucreme
OTBETAa HA YKA3aHHBIM 3allpOC HE YYMUTHIBACTCS IIPM HCUUCICHUM CPOKA IPOBEACHMS DKCIIEPTU3BI
OTHOLLIEHUS O0XKMJAeMOM IOJIb3bI K BO3MOXXHOMY DPHUCKY NPHUMEHEHHS JIEKapCTBEHHOI'O Iperapara Ha
OCHOBAaHUHU JOKYMEHTA, COJEpXallero pe3yibTaTbl MOHHUTOpUHTa 3(PGEKTUBHOCTH M O€30MacHOCTU
JIEKapCTBEHHOTIO IIpernapara.

(uactb 11 B pen. @eaepanbHoro 3akona ot 30.01.2024 N 1-03)

12. B cpok, He NpPEeBBIMIAONINN MATH pabouux AHEH CO JHA HAMpaBICHHUS B JMYHBIA KaOUHET
YIIOJIHOMOYEHHOTO ()eIepabHOTO OpraHa HWCIIOJHHUTENBHONW BIIACTH B €IMHON CHCTEME 3aKITIOYCHUS
KOMHCCHHU 3KCIIEPTOB IO pe3yJbTaTaM 3KCIEPTHU3bl OTHOIICHUS OXHJAeMOIl IMOJIb3bI K BO3MOKHOMY
PUCKY TIPUMEHEHUS JICKapCTBEHHOTO MperapaTa, COOTBETCTBYIONIMN YIOTHOMOYEHHBIN (enepanbHbIil
OpraH HCIIOJHUTEIbHOMN BIIACTH:

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

1) OCYHICCTBJIACT OLCHKY J3TOr'0 3aKJIFOUCHUS IUIA OMPCACIICHUA €ro COOTBCTCTBUA 3aJaHUIO Ha
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

IIPOBCACHUEC YKa3aHHOI71 OKCIICPTHU3BI;

2) NPUHUMAET PEUICHHE O MOATBEPKIECHUU TOCYJApCTBEHHOM pErucTpaluu JIEKapCTBEHHOTO
mpermapata wWid 00 OTKa3e B TMOATBEPKICHUM TOCYIAapCTBEHHOM PETUCTpallMH JIEKApCTBEHHOTO
npenapara;

3) BHOCHT TIpH TIPUHSATHHA pPEIICHUS O TOATBEPKICHUN TOCYJIapCTBEHHOH pETrUCTpaIfu
JIEKapCTBEHHOTO TperapaTa CBEICHUs B TOCYAapCTBEHHBIM PEeCTp JIGKAPCTBEHHBIX CPEJCTB M BBITACT
3asBUTENI0 OECCPOYHOE PETUCTPAIMOHHOE YIOCTOBEPEHHE JICKAPCTBEHHOTO IMperapara MOCPeICTBOM
HANpaBIICHUs Yepe3 eIUHBIA TOPTAl WU JTUYHBINH KaOWHET 3asBUTENS B €IUHOW CHUCTEME BBIMHCKH U3
rOCYJJApCTBEHHOTO PEeCcTpa JIEKAPCTBEHHBIX CPEACTB, MOANMCAHHON YCHJICHHOW KBaJHU(HIIMPOBAHHOU
3JIEKTPOHHOU MOJIUCHIO.

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

13. OcHoBaHuEM ISl OTKa3a B MOATBEP)KJIECHUU IOCYAAPCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOTO
npernapara SBISETCS 3aKIIOUYCHHE COOTBETCTBYIOIETO YIMOJHOMOYEHHOTO (ellepallbHOTO OpraHa
WCTIOJTHUTEIEHOW BJIACTH O TOM, YTO PHCK NMPUYMHEHHUS BpEAa 3AO0POBBIO UEIOBEKA WM YKMBOTHOTO
BCJIC/ICTBHE NIPUEMa JIEKAPCTBEHHOTO Tpernapara npepbimaet 3G )eKTHBHOCTh ero NpUMEHEHHS.

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

14. B mepuon mpoBeleHUs MPOIENypbl MOATBEPKIEHUS TOCYIJapCTBEHHON perucTpanuu
JIEKapCTBEHHOTO MperapaTa ero odpamienue B Poccuiickoii deneparum He MpUOCTaHABIUBACTCS.

15. Jomyckaercsi oOpalieHHe JIEKapCTBEHHBIX IPENapaToB JO MCTEYCHUS CpPOKAa TOJHOCTH,
MNPOU3BCACHHBLIX B TCUCHUC CTa BOCBMUACCATH KAJICHIAAPHBIX )IHCI\/JI ImocJIC JaTbl TIPHUHATHA
YIOJIHOMOYEHHBIM (eiepalibHbIM OpPraHOM HCIOJHMUTENBHOM BIACTH pELIEHHS O TMOATBEP)KICHUU
roCy/1apCTBEHHOM pEerucTpanuy, B COOTBETCTBHUM C HH(pOpMAaIMel, coiepkamieiics B JOKyMEHTax
PETrUCTPAIIMOHHOIO 1I0Che Ha JIKapCTBEHHBIH Mpenapar A0 AaThl IPUHATHS TAaKOTO PEILICHHMS.

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

Koncynprantlntoc: npumevanue.

Jo 01.01.2027 nmomyckaercs oOpailleHHe MpernapaToB, B OTHOIMIEHHMH KOTOpPhIX 1m0 31.12.2025 He
MOJIaHbl 3asBJICHUS O MPHUBEACHUU J10Che B cooTBeTCTBUE ¢ akTamu EADC, ecnu Ha 01.12.2025 onm
BBEJICHBI B 000pOT HE MeHee 3 mocneanux kaneHaapHsix jeT ([loctanoBnenue IIpaButenscrBa PO ot
12.03.2022 N 353).

Cratba 30. BHeceHue wu3MeHeHMM B [OOKYMEHTbl, coaepxawuecss B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA JleKapCTBEHHbIA npenapaTt Ans
MeAULMHCKOro NpUMeHeHus

l. B memsx BHECEHMS W3MEHEHUN B JOKYMEHTBI, COACPIKAIIUECS B PETHCTPALlMOHHOM JOChE Ha
3apErUCTPUPOBAHHBIN JICKAPCTBEHHBIM IMpernapar sl MEIUIMHCKOTO INPUMEHEHHMS, AeprKaTelnb WIH
BJIQJIEJIC]] PETUCTPALMOHHOTO YJIOCTOBEPEHHMS JIEKAPCTBEHHOI'O Ipenapara WIM YINOJIHOMOYEHHOE UM
Jpyroe IpUANYECKOE JIMLO (Aajee B HACTOSILEN CTaThe - 3asiBUTEIb) HANPABISAET OCPEACTBOM €JUHOTO
mopTajia B yHMOJHOMOYCHHBIH (pepepaibHbIii OpraH HUCIOTHUTEIHHOW BIACTH WM B JIMYHBIN KaOWHET
YIOJIHOMOYEHHOTO (eiepajJbHOr0 OpraHa MCIOJHUTEIbHON BIACTH B €IMHOW CHCTEME MOANHCAHHOE
YCUJICHHOW KBaTU(UIIMPOBAHHOMN JIEKTPOHHOU MOMUCHIO 3asBJIEHHE O BHECCHUH TaKUX MU3MEHEHUHU 1O
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

(dopme, yCTAaHOBJIEHHOH YIIOJHOMOYEHHBIM (elepajbHbIM OpPraHOM HCIOJIHUTENBHOW BIAcTH, MU
IIpyjlaraéMble K HEMY M3MEHEHUS B YKa3aHHBIE JIOKYMEHTBI, a TAKXE JOKYMEHTBI, IOATBEPKIAIOIINE
HEOOXOJMMOCTh BHECEHHUs TaKMX H3MEHEeHuH. B cimyuae, ecim OoT UMEHH 3asBUTENs JEUCTBYET €ro
IpeCcTaBUTEND ((hU3UYECKOE JIUIIO), YIIOJIHOMOYECHHBIN EHCTBOBATh OT MMEHHU 3asiBUTENS] HA OCHOBAHUHU
JIOBEPEHHOCTH B IEKTPOHHOU (popMe B MAIIMHOYUTAEMOM BHJIE, 3asIBJICHUE O BHECEHHM M3MEHEHUIl B
JOKYMEHTBI, COACPIKALIUECS B PETUCTPALMOHHOM JIOCBE Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar Ui MEIULMHCKOTO IPUMEHEHMsI, MOXKET OBITh MOJANUCAHO YCHUJIEHHOM KBalM(ULIUPOBAaHHOMN
3JIEKTPOHHOHN MOAMHUCHIO JIN0O0 YCUIICHHOW HEKBANIU(DUIIUPOBAHHOM IEKTPOHHON TOIHCHIO.

(B pen. denepanpHbIX 3aK0HOB OT 22.12.2014 N 429-®3, ot 04.06.2018 N 140-®3, ot 30.01.2024 N 1-
@3, or 31.07.2025 N 304-D3)

1.1. Ilpu HeoOXOIUMOCTH BHECEHUS B JOKYMEHTBI, COJEpKAIINecs B PETUCTPALIMOHHOM JOChE Ha
3apErUCTPUPOBAHHBIA  JICKAPCTBEHHBIM Ipenapar Mg MEOUUHMHCKOrO NPUMEHEHUS, HW3MEHEHUU
OTHOCUTEJIBHO MeECTa IPOM3BOACTBA JIEKAPCTBEHHOIO Ipenapara i MEIULMHCKOIO INPUMEHEHHS,
TpeOYIONINX TPOBEICHUS SKCIIEPTU3bI KAuecTBa JIEKAPCTBEHHBIX CPEJCTB, 3aSBUTEIb JIOTOJHUTEIHHO
HaMpaBIIeT MOCPEICTBOM €IUHOrO MOpTaia B YIOJTHOMOUYEHHBIH (heepaabHblii OpraH UCHOTHUTEIHHOM
BJIACTU WJIM JIMYHBIA KaOWHET YIOJIHOMOYEHHOTO (elepayibHOTO OpraHa HWCIIOJTHUTEIBHOW BIIACTU B
€ANHON cUCTEeME:

1) cBeneHus o jare MPENOCTaBIECHUS U PErMCTPALMOHHOM HOMEpE JIMLIEH3MM Ha IPOU3BOICTBO
JIEKAPCTBEHHBIX CPEJCTB, @ TAKXKE KOMUIO 3aKIOYEHUS O COOTBETCTBUU IMPOU3BOAUTENIS JIEKAPCTBEHHBIX
CPEICTB JJIsi MEAMIMHCKOrO IMPUMEHEHHUs TpeOOBaHUSAM IIpaBWJI HaJUIeXkKalled IPOU3BOJICTBEHHOM
MPAKTUKW, WM KOMHIO cepTUHUKAaTa COOTBETCTBHS MPOM3BOAUTENS JIEKAPCTBEHHBIX CPEACTB IS
MEJIUIIMHCKOTO TIPUMEHEHHS TpeOOBaHUSAM TMPABWJI HaJJIeKalled MPOU3BOJACTBEHHON MPAKTUKU
EBpa3uiickoro 3KOHOMHYECKOTO COI03a, BBIJAHHBIX YIOJTHOMOYEHHBIM (eaepaTbHbIM  OpraHOM
WCTIOTHUTEIPHOW BJIACTH B OTHOIICHMH W3MEHEHHOW H (WJIM) JOTOJHEHHON MPOU3BOJICTBEHHOMN
IUIOIIAZIKA JIEKAPCTBEHHOI'O Ipenapara Jisi MEIULMHCKOrO IPUMEHEHUs, WA KOIMIO pPELICHUs
YIOJHOMOYEHHOTO (peIepalIbHOr0 OpraHa MCIIOJIHUTEIbHON BJIACTH O MPOBENEHUHU (apMalleBTUYECKOU
MHCIEKIIMU TTPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB ISl MEAULMHCKOIO NMPUMEHEHUS] HAa COOTBETCTBUE
TpeOOBaHUSAM NPaBUJ HaAJeXallell NPOU3BOACTBEHHON NpakTUKU EBpa3uiickoro »KOHOMHUYECKOTO
CO032 B OTHOIICHHH U3MEHEHHOMN U (WJIN) AOTMOJIHEHHOM MPOU3BOICTBEHHOM MIIOMIAKU JIEKAPCTBEHHOTO
npenapara il MEAMIIMHCKOIO NPUMEHEHMS B Cllydae, €CJIM MPOU3BOJCTBO JIEKAPCTBEHHOTO IIpernapara
ocyuectsisercs B Pocecuiickoit denepanuu;

2) KONMIO MPEIOCTABICHHON YMOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOW3BOAMTENS JIMIEH3UU Ha
MIPOU3BOJICTBO JIEKAPCTBEHHOI'O Mperapara /sl MEIUIMHCKOTO MPUMEHEHHS U €€ NEPEBOJ Ha PYCCKUM
SA3BIK, 3aBCPCHHBIC B YCTAHOBJICHHOM TIOPAAKE, a TaKXE KOIHWIO 3aKJIHUYCHUA O COOTBETCTBUHU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEIACTB TpeOOBaHWSAM TPAaBHI HaJIekKalleld MPOU3BOICTBEHHOM
IMPAaKTUKH, HIIM KOIIHUIO CepTI/I(bI/IKaTa COOTBECTCTBUA TMPOU3ZBOAUTEIA JICKAPCTBCHHBIX CPEACTB JJIA
MEIWIIMHCKOTO TPUMEHEHUs TpeOOBaHMSIM TMpaBWI HaJJIekalled MPOU3BOACTBEHHON MPAKTUKU
EBpasuiickoro SKOHOMHYECKOTO COI03a, BBIJIAHHBIX YIOJTHOMOYEHHBIM (eepalbHbIM  OpPTaHOM
WCIIOJTHUTEIbHOM BJIACTM B OTHOIIEHHMM W3MEHEHHONM M (WJIM) JOMOJHEHHOM MpPOU3BOJCTBEHHOM
IUIOLIA/IKM JIEKAPCTBEHHOT'O Mpernapara, WId KOIMUIO PEelIeHHs YIIOJIHOMOUYEHHOTro (heepaabHOro opraHa
WCIIOJTHUTENLHOM BJIACTH O MPOBeNEeHUHU (apMalleBTUUECKON HMHCIIEKIIMH MPOU3BOJICTBA JEKAPCTBEHHBIX
CpC€ACTB aJid MCEAULOMWHCKOTO IPHUMECHCHHA Ha COOTBETCTBUC Tpe6OBaHI/I$IM ImpaBuJI Hannemameﬁ
MIPOU3BOJICTBEHHON NpPakTUKK EBpa3suiicKOro SKOHOMHUYECKOTO COK03a B Clydae, €ClId IPOU3BOJCTBO
JIEKapCTBEHHOTO TIpernaparta OCylIeCTBIAETCS 3a npenenamu Poccuiickon denepanum.

www.consultant.ru CrpaHnua 68 n3 161
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=309382&date=03.04.2026&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=03.04.2026&dst=100466&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470142&date=03.04.2026&dst=100042&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=523261&date=03.04.2026&dst=100202&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=523261&date=03.04.2026&dst=100202&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=523521&date=03.04.2026&dst=101519&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=03.04.2026&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=454370&date=03.04.2026&dst=100015&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=527098&date=03.04.2026&dst=100365&field=134

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

(dactp 1.1 B pen. denepanpHoro 3akona ot 30.01.2024 N 1-03)

1.2. Tlpu HEOOXOIUMOCTH BHECEHUS B JIOKYMEHTBI, COJIEPKAIINECS B PETUCTPAIIMOHHOM JIOChE Ha
3apETUCTPUPOBAHHBIA JICKAPCTBEHHBIM TMpenapar s MEIUIMHCKOTO TPUMEHEHUs, HW3MEHEHUN
OTHOCUTEJNILHO TOKa3aTelied KayecTBa JIEKAPCTBEHHOTO Ipemnapara Jjis MEAUIIMHCKOrO MPUMEHEHHUS U
(WIM) METONOB KOHTPOJS KayecTBa JICKAPCTBEHHOTO Mperapara i MEAWIIMHCKOTO IPUMEHEHUS,
TpeOYIONIMX TPOBEICHUS SKCIEPTU3bI KAuecTBa JIEKAPCTBEHHBIX CPEJICTB, 3asIBUTEIb JOTOJHUTEIHHO
HaIpaBJIsieT TOCPEACTBOM €IMHOTO MOPTaJia B YIOJHOMOYCHHBIN (eepaibHbIid OpraH MCIIOJTHUTEIHHON
BIIACTH WJIM JIMYHBIA KaOWHET YIOJTHOMOYEHHOTO (eIepallbHOrO OpraHa HCIIOJHUTEIHHOW BIACTH B
€IUHOI CUCTEME:

1) CBCACHUA O OaTC IMPEAOCTABJIICHHUA W PCrUCTPAIHMOHHOM HOMEPC JIMICH3MM Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CPEACTB WM CBEICHMS O JaTe MPEAOCTaBICHHUs M PEruCTPalMOHHOM HOMEpPE
3aK/IIIOYCHHUA O COOTBCTCTBUM IIPOU3BOJUTCIIA JICKAPCTBCHHBIX CPCACTB Tp€6OBaHI/I$IM ImpaBuUJI
Ha/IIeKallell IpOU3BOJICTBEHHOM MPAKTUKM WM KOIHUIO CepTHU(HKATa COOTBETCTBUS MPOU3BOJUTEIS
JICKApCTBCHHBIX CpCACTB I MCAULMUHCKOIO IIPHUMCHCHUSA Tp€6OBaHI/I$[M IpaBujI Haﬂnemameﬁ
IIPOM3BOJICTBEHHON NpakTHUKU EBpa3zuiickoro 3KOHOMHYECKOT0 COH03a, BBIJAHHBIX (IPEAOCTABICHHBIX)
YIOOJIHOMOYCHHBIM q)eﬂepaanmM OopraHomM HCITIOJTHUTEILHON BJIACTH B OTHOIIICHHH HpOHSBOI{CTBeHHOfI
IUIOLIA/IKK JIEKAPCTBEHHOI'O IIpelrapara, B Ciydae, €CJIM IPOU3BOJCTBO JIEKAPCTBEHHOIO IIpenapara
ocymectsisercs B Poccniickont @enepanuu;

2) KOMHIO MPEAOCTABICHHON YHNOJHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOAMUTENS JUIEH3UU HA
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O IIperapara JUisl MEIUIMHCKOIO IPUMEHEHHS U €€ NEPEBOJ Ha PYCCKUU
SI3bIK, 3aBEPEHHBIE B YCTAaHOBJIEHHOM IIOPSAKE, a TaKKe CBEIEHUS O JlaTe NpPeloCTaBICHUS U
PErMCTPallMOHHOM HOMEpPE 3aKJIIOYEHUs O COOTBETCTBHM IPOM3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB
TpeOOBaHUAM TPAaBWII HAAJEKaAIIed MNPOM3BOJICTBEHHOM MpakTHKH, WIM KONHMIO cepTudukara
COOTBETCTBHS MPOU3BOJIUTEINSI JIEKAPCTBEHHBIX CPEACTB I MEAMIMHCKOIO MPUMEHEHUs! TpeOOBaHUSAM
IIpaBWJI HaJUIeKaIled MPOU3BOACTBEHHOM NMPAaKTUKU EBpa3suiicKOro 3KOHOMHYECKOIO COH033a, BBIAAHHBIX
YIOJHOMOYEHHBIM (pe/iepaJbHbIM OPraHOM HCIIOJIHUTENBHON BJIACTH B OTHOIIEHUHU NPOM3BOJICTBEHHOM
IUIOUIA/IKK JIEKAPCTBEHHOI'O Ipenapara, WM CBEIECHHA O JaTe IPENOCTaBIEHUS M PETUCTPALUOHHOM
HOMEpE pEeUIeHHs] YINOJHOMOYEHHOIro (e[epaibHOr0 OpraHa HCIOJHUTENIbHON BIIACTU O MPOBEICHHUU
(bapMarieBTHUECKON MHCTIEKIIMU IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB JUI MEAULIMHCKOTO TPUMEHEHHUS
Ha COOTBETCTBUE TpeOOBaHUSAM IMpaBWJI HaAJeXallell NPOM3BOJACTBEHHOW MNpakTUKH EBpasuiickoro
SKOHOMHUYECKOI'O COX03a, €CIIU TPOU3BOIACTBO JIEKAPCTBEHHOT'O IIpenapara OCyLEeCTBIAETCA 3a IIpeaeiaMu
Poccuiickoit ®enepanuu.

(uactp 1.2 B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1.3. IlpunsaTue pemnieHUss O BHECEHWM W3MEHEHWW WM 00 OTKa3e BO BHECEHHH HW3MCHEHHWH B
JOKYMEHTBI, COJIEp)Kallecs] B PETUCTPALlMOHHOM JOChE Ha 3apErMCTPUPOBAHHBIA JIEKapCTBEHHBIN
npernapar A MEAUIIMHCKOTO MPUMEHEHHUS], B ClIyyae HE0OXOJUMOCTH MPOBEACHUS SKCIIEPTU3bl KayecTBa
JIEKapCTBEHHBIX CPEACTB U (WJIM) DKCIEPTHU3bl OTHOLIEHUS OXKUAAeMOU MOJb3bl K BO3MOXXHOMY PHCKY
MIPUMEHEHHUS JIEKAPCTBEHHOTO Mpenapara Jyuisi MEAULUHCKOTO MPUMEHEHHSI OCYILIECTBISETCS B CPOK, HE
MPEBBIMAIOIINN TATUICCATH pabounX JHEW, a B OCTAJIBHBIX CIIy4asX B CPOK, HE NMPEBBIIIAIONINN JecaTH
pabounx AHEW co THS HampaBJCHUs IMOCPEICTBOM €IUHOTrO MopTajia B YHOJTHOMOYEHHBIN (enepabHbIi
OpraH HCIOJHUTENbHON BJIACTH WM JUYHBIA KaOMHET YIOJHOMOUYEHHOro (QenepaabHOro opraHa
WCIIOJIHUTEJILHOM BJIACTH B €IMHOM CHCTEME 3asBJIEHUSI O BHECEHUHU TaKUX U3MEHEHUH.

(uactp 1.3 BBenena @enepanbHbiM 3akoHOM 0T 04.06.2018 N 140-®3; B pen. deaepanbHOro 3aK0Ha OT
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

30.01.2024 N 1-®3)

1.4. YnonnomoueHHBIH (penepanbHblii OpraH WCHOJIHUTEIBHOM BJIACTH C YYETOM pe3yJIbTaToB
(bapMakoHaa30pa U MPOBEPOK COOTBETCTBUA JIEKAPCTBEHHBIX CPEACTB, HAXOMAALIMXCS B I'PaXJIaHCKOM
000poTe, YCTAaHOBJICHHBIM TpPEOOBaHMAM K HX KA4eCTBY B TEUCHHE JAECATH pPabOYMX ITHEH cO IHS
MOCTYIJICHUS. COOTBETCTBYIOIEH HH(POpPMALMU pa3MeIlaeT Ha CBOEM O(QHMIMAIbHOM CalTe B CETH
"NHTepHer" cBeneHUs O HEOOXOIMMOCTH BHECEHMSI B MHCTPYKIMIO 110 MEIUIMHCKOMY NPUMEHEHUIO
JIEKapCTBEHHOI'O IIpernapara M3MEHEHMM B OTHOLIEHUHU CBEACHUH O IOKA3aHWAX UId NPUMECHEHUS H
MPOTHBOMOKA3aHUAX I IPUMEHEHHUS JIGKAPCTBEHHOTO IpenapaTa, BhISABICHHBIX TOOOYHBIX JAEHCTBHSIX,
HEXXEJIATEJIBHBIX PEAKUUAX IPU MPHUMEHEHUH JIEKAPCTBEHHOIO IIpernapara W HaIpasiisieT MOANHMCAHHOE
YCWJICHHOU KBaTU(PUIIMPOBAHHON IEKTPOHHON MOJIMUCHI0 YBEAOMIICHHE B TUYHBIN KaOMHET 3asIBUTENS B
€IMHOW CcHCTeMe, a TakKe B JIMYHble KaOWHEThl 3asBUTENCH B €IUHOM cHCTeMe, SBISIOIIUXCS
JepXKaTelssMd  WIA  BJaJelbllaMM  PETUCTPALMOHHBIX  yJOCTOBEPEHHH  B3aMMO3aMEHSIEMbIX
JIEKapCTBEHHbIX IpenapaToB (MM YIOJIHOMOYEHHBIX UMM JPYTUX IOPUINYECKUX JIHII).

(actp 1.4 BBeaena denepanbHbiM 3akoHOM OT 27.12.2019 N 475-®3; B pen. denepaibHOro 3aK0HA OT
30.01.2024 N 1-93)

1.5. Jlepkatensb WM BIaJAEJIeI] PETUCTPAMOHHOTO YIAOCTOBEPEHUS JIEKAPCTBEHHOTO Tperapara, a
TAKXKe JICPIKATEII WIH BJIJCIbIBI PETUCTPAIIMOHHBIX YIOCTOBEPCHUH JICKApCTBEHHBIX MpenapaToB (Win
YIOJHOMOYCHHBIE UMU JAPYTHE IOPUANUSCKUE JUIA), KOTOPBIC SIBISTFOTCS] B3aUMO3aMEHSIEMbIMH, 00sI3aHBI
HANpPaBUTh B JIMYHBIA KaOWHET YIOJHOMOYEHHOTO (elepaabHOr0 OpraHa HUCIIOJHUTEIILHOW BIIACTH
MOJIMMCAHHBIC YCHJICHHBIMUA KBATU(DUIIMPOBAHHBIMY 3JICKTPOHHBIMHE ITOIUCSIME 3asBICHHUS O BHECCHHUH
WU3MCHCHHH B JOKYMEHTBI, COJCpKallhecs B PETUCTPAIMOHHBIX JOChE Ha 3apErHCTPUPOBAaHHBIC
JICKapCTBCHHBIE TpeTapaThl I MEIUIIMHCKOTO TMPHMEHEHUsS, B OTHOIICHWW CBEJICHUH, yKa3aHHBIX B
WHCTPYKIUU IO MEIUIIMHCKOMY MPUMEHEHUIO JIeKapCTBEHHBIX MPENapaToB, B TEYCHHE COPOKa pabounx
JTHEH €O JHS TOJYYCHHS YIOJHOMOYCHHBIM (enepabHbIM OpraHOM HCIOJHUTEILHON BIACTH
ANEKTPOHHOTO YBEAOMJICHHMSI O TIOMYYEHUH JIepKaTeleM WM BIAJeNbIleM pPEeTrUCTPAlMOHHOTO
YJIOCTOBEPEHUS JICKAPCTBEHHOTO Tpernapara (I YIIOJTHOMOYEHHBIM UM JPYTHM IOPUIUICCKAM JTUIIOM)
nH(popMaluy, ykazanHoi B yactu 1.4 Hactosmeit crateu. JlanHoe TpeboBaHUE HE pacIpOCTpaHsIeTCs Ha
CIy4ad BHECEHUS B WHCTPYKIHUIO IO MEIUIIMHCKOMY NPHMEHEHHUIO JICKapCTBEHHOTO TIperapara
W3MEHEHUH B OTHOIICHUU HOBBIX TIOKAa3aHU JIJIsl MPUMEHEHUS JIGKapCTBEHHOTO MpernapaTa Ha OCHOBaHUH
pPEe3yJIbTaTOB COOTBETCTBYIOIIMX HWCCIICIOBaHWK. B ciydae, eciy OT MMEHH 3asBUTENS JICUCTBYET €ro
MpeIcTaBUTeNb (PU3ndeckoe TUI0), YIOTHOMOYECHHBIN AeCTBOBATh OT UMEHU 3asBUTENSI HA OCHOBAHHUH
JIOBEPEHHOCTH B 3JIEKTPOHHOHN (hOopMe B MAITMHOYUTAEMOM BHJIC, 3aSIBJICHHE O BHECEHWH W3MCHCHUU B
JOKYMEHTBI, COJIEpKalllfecss B PETUCTPALMOHHOM JOCh€ Ha 3aperuCTPUpPOBAHHBINA JIEKapCTBEHHBIH
mpermapar Juisi MEJAMIIMHCKOTO TIPUMEHEHUS, MOKET OBITh IMOJIIMUCAHO YCHJICHHOW KBAaTHU(UITUPOBAHHOM
ANEKTPOHHOU MOJIMUCKIO JTHOO0 YCUICHHON HEeKBATH(PUIIMPOBAHHON AJIEKTPOHHOMN MOITHUCHIO.

(uacth 1.5 BBeneHa denepanbabiM 3akoHOM OT 27.12.2019 N 475-D3; B pen. denepanbHbIX 3aKOHOB OT
30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

2. Pemenne o mpoBeNEHUM SKCHEPTU3bl KAUeCTBA JIEKAPCTBEHHBIX CPEACTB U (MIJIM) IKCIEPTU3BI
OTHOIICHHS OXKHUJAEMOM IOJIb3bI K BO3MOXXHOMY PHCKY NMPHMEHEHMs JICKapCTBEHHOTO IpemnapaTa JUls
MCIUIHUHCKOI0O IMPUMCHCHUA MPHUHHUMACTCA B COOTBETCTBUHU C YTBep)KHeHHOﬁ YIOJIHOMOYCHHBIM
denepambHBIM  OpPraHOM MCIONHHUTEIBHOM BIAacTH KiaccupUKanMed W3MEHEHHWH, BHOCHMBIX B
JTOKYMEHTHI, COZIEp)Kallhecss B PETUCTPAIIMOHHOM J0Che Ha 3aperHCTPUPOBAHHBINA JIEKapCTBEHHBIN
npernapar.

(uactsb 2 B pen. denepanproro 3akona ot 30.01.2024 N 1-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

3. 3asBUTENb BIIPaBe MPEACTaBUTH 110 COOCTBEHHON MHUIIMATUBE BMECTE C 3asBJICHUEM O BHECCHHU
M3MEHEHHH B JOKYMEHTBI, COAEp)KalllMecs B PETHUCTPAIIMOHHOM JOChE Ha 3aperucTpUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar Ui MEIUIMHCKOTO PUMEHEHHS, PEKBU3UTHI JOKYMEHTOB, ITOATBEPIKIAIOIINX
yIUIaTy TOCYJapCTBEHHOM TMOILIMHBI 32 BHECEHUE B JIOKYMEHTBI, COZIEpIKALIHECS B PETUCTPALIHOHHOM
J0ChE Ha 3aPEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT A1 MEJUIMHCKOTO IPUMEHEHNs, H3MEHEHHUH,
TpeOYIOIMX TPOBEJCHUS OSKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B YACTH OSKCIEPTU3Bl KavyecTBa
JIEKapCTBEHHOTO CPEJCTBA M (MJIM) SKCHEPTHU3bI OTHOILCHUS OXKHJIAEMOW MOJb3bl K BO3SMOKHOMY PHCKY
MPUMEHEHHS JIEKAPCTBEHHOTO TpenapaTa A MEJUIIMHCKOTO MPUMEHEHHS, TOCY1apCTBEHHON MOIUINHBI
3a BHECEHHE B JOKYMEHTBI, COJEpXAlIHecsi B PETHUCTPAMOHHOM JO0Ch€ Ha 3aperHCTPUPOBAHHBIN
JICKapCTBEHHBIM Mpemnapar Ui MEAWLUHCKOTO MPUMEHEHHs, U3MEHEHUH, HEe TPeOYIOIMX MPOBEACHUS
9KCIIEPTU3BI JICKAPCTBEHHOT'O CPEJICTBA, a TAK)Ke BbIJaBaeMble (TIPEIOCTABIISICMbIC) YIIOJTHOMOYESHHBIMH
(benepanbHBIMU OpraHaMU MCIIOJIHUTEIILHOW BIIACTH JOKYMEHTHI (CBEICHHUS), yKa3aHHbIE B YacTax 1.1 u
1.2 wnacrosmeil crateu. B cimydae WX HempeacTaBlIeHHS YHNOJIHOMOYEHHBIH (enepanbHblii OpraH
WCTIOJIHATENIBHOM  BJIACTH  3alpallliBaeT  yKa3aHHbIE  JOKYMEHTHI  (CBEIEHHs) B  TOpPSIKE
MEKBEIOMCTBEHHOTO MH()OPMALIMOHHOTO B3aHMOJICHCTBUSL.

(B pen. DenepanbHbix 3aKoHOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

4. B Teyenue nATH paboOYMX JHEH CO JHS MOCTYIICHUS YKa3aHHOTO B YacTW | HACTOSIIEH CTaTbu
3asBJICHUS U HEOOXOIUMBIX JOKYMEHTOB YIIOJIHOMOYEHHBIH (heepanbHblii OpraH HCIOJHUTEIbHOU
BJIACTH:

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

1) MMpOBOAUT MPOBEPKY HOJIHOTHI U JOCTOBEPHOCTHU CBeHeHHﬁ, COACPIKAMXCA B IIPCACTABIICHHBIX
3asABUTCIIEM MaTCpUuajiax,

2) mpUHUMAET pellIeHUE O MPOBEICHUH YKa3aHHBIX B YaCTH 2 HACTOSIIEH CTaThU COOTBETCTBYIOIINX
AKCIIEPTU3 JIEKAPCTBEHHOTO CPE/ICTBA WIIM 00 OTKAa3€ B UX MPOBEICHUU;

3) HampaBiseT B IMYHBIA KaOWHET 3asBUTENs B €IWHOW CHCTeMe MOAMHCAHHOE YCHUICHHOU
KBUTH(DUIIMPOBAHHON 3JICKTPOHHOW TMOMAIMKUCHI0 YBEJIOMIICHHE O TPHHITOM pENICHHH WM B CIIy4ae
MPUHATHUST pelIeHrs 00 OTKa3e B MPOBEICHHHM COOTBETCTBYIOIICH HSKCIEPTH3bI C yKa3aHUEM MPUYHH
TaKOIo OTKa3a.

(B pen. DenepanbHbIX 3aKk0HOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

4.1. B CJIydya€ BBIABICHHA HCAOCTOBCPHOCTH CBGI[GHI/II\/'I, COACpKAINXCA B MPEACTABICHHBIX
3asBUTENIEM MaTepHajax, yoJHOMOUYEHHbIH (enepanbHblii OpraH HCIOJIHUTEIBHOM BIACTH HANpaBJIsieT B
JUYHBIA KaOWHET 3asBUTENs] B €IUHOW CHUCTeMe 3ampoc 00 YTOYHEHHWH YKa3aHHBIX CBEJIECHUH,
MOJIMMCAHHBIA YCUIEHHON KBATU(PUIIMPOBAHHOMN 3JIEKTPOHHOM MOIMHUCHIO.

(uactsb 4.1 B pea. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

4.2. 3asButenb 00s3aH HANpaBUTh B JIMYHBIM KaOMHET YIOJHOMOUYEHHOro (Qe/iepaibHOro OpraHa
WCIIOJIHUTENIBHOM BJIAaCTH B €IMHOM cHUcTeMe TOJIUCAaHHBIA YCHUJIEHHOM KBaTU(UIUPOBAHHOM
3JIEKTPOHHON TOAMUCHI0 OTBET Ha 3alpOC YIMOJIHOMOYEHHOTrO (heAepalbHOTO OpraHa MCIOJHUTEIbHON
BJIACTH B CPOK, HE TMPEBBIMAIONIUN JIeBIHOCTa pabouMX THEH €O JHS MOJIy4EHUs YTOJTHOMOYEHHBIM
(benepaabHBIM OPraHOM MCIIOTHUTEIBHOM BIACTH 3JEKTPOHHOTO YBEJIOMIICHUS O MOJIyYE€HUH 3asiBUTEIEM
naHHOro 3ampoca. Cpok, yKa3aHHBIM B 4acTu 4 HACTOAIIEH CTaTbW, NPUOCTAHABIMBAETCS CO JIHSA
HamnpaBjIeHUsT B JIMYHBIA KaOMHET 3asfBUTENS B €JUHONH CHCTEME 3ampoca YHOJIHOMOYEHHOI'O
denepanbHOro oOpraHa MCHOJIHUTENBHOM BJIACTH JO JHS HaNpaBleHUS B JIMYHBIM KaOWHET
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

YHOJHOMOYEHHOTO (heiepabHOr0 OpraHa UCIOJHUTENBHON BIACTH B €IMHOM CHCTEME OTBETa Ha IaHHBII
3alMpoc U HE YYMTHIBACTCS MPU HCUYUCICHUM CPOKa MPUHATHUS PEIICHHS O BHECEHUM W3MEHEHUU B
JOKYMEHTBI, COJIepKallfecss B PETrMCTPAllMOHHOM JOCh€ Ha 3aperuCTPUpPOBAHHBIA JIEKapCTBEHHBIH
npenapar Jijist MeJUIMHCKOTO IPUMEHECHHS.

(dactp 4.2 B pen. GenepanpHoro 3akona ot 30.01.2024 N 1-03)

5. OcHoBaHMEM JUIsl OTKa3a B MPOBEJCHUM yKA3aHHBIX B YaCTH 2 HACTOSIICH CTAaThU IKCIEPTHU3
SIBIISICTCS TIPE/ICTABICHUE JJOKYMEHTOB, IEPEYHCICHHBIX B YacTsaX | M 3 HACTOAIICH CTaThU, B HEITOJIHOM
o0BeMe, HETPE/ICTaBICHUE 3asBUTEICM B YCTAHOBJICHHBI CPOK OTBETa HAa yKa3aHHBIH B uacTu 4.1
HACTOSIIIEH CTAaThH 3aMpOC YIMOITHOMOUEHHOTO (eIepaibHOTO OpraHa UCIIOJHUTEIILHOW BJIACTH, & TaKKe
OTCYTCTBHE€ B  MPEACTaBICHHBIX JOKYMEHTaX JIOCTATOYHBIX  CBEICHUW, IMOATBEPIKIAIONIUX
HEOOXOIMMOCTh BHECCHHUSI U3MEHECHUH, MM OTCYTCTBHE WH(POPMAIINH, MMOATBEPKAAONMICH (PaKT yruiaTel
rOCy/IapCTBEHHBIX IMONUINH, YKa3aHHBIX B YaCTH 3 HACTOSIICH CTAThU.

(B pen. deaepanbhbix 3ak0HOB OT 25.11.2013 N 317-03, o1 22.12.2014 N 429-D3)

6. Yka3aHHbIE B 4acTU 2 HACTOSIIEH CTAaThbU 3KCIEPTU3bI IPOBOJASTCS B MOPSIKE, YCTAHOBICHHOM
crarbel 23 HacTosAwero denepagbHOTO 3aKOHa.

7. B cpok, HE MPEBBIIAIOIMNUNA AT PadOYUX JTHEW CO JIHS HAMPABIICHUS MOCPEACTBOM €IUHOTO
nopraia B YHOJHOMOYEHHBIN (pelepanbHblii OpraH HCIOJTHUTEIBHOW BIIACTU WM JIUYHBIA KaOWHET
YIIOJIHOMOYEHHOTO (he/IepaIbHOTO OpraHa WCIIOJTHUTEIBHOW BJIACTH B €IWHON CHUCTEME TMOJIMHUCAHHBIX
YCUJIEHHBIMU KBaJU(UIHUPOBAHHBIMU AJIEKTPOHHBIMU MOJMUCIMH 3aKIIOUEHUNH KOMUCCHI KCIIEPTOB MO
pe3ysibTaTaM YKa3aHHBIX B YacTH 2 HACTOSIICH CTaThbM SKCIIEPTH3, YIMOJHOMOYCHHBIH (eaepabHbBIN
OpraH UCHOJIHUTEIbHOMN BIACTH:

(B pen. deaepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

1) mpuHUMAaeT peleHre O BHECEHUH U3MEHEHHH B TOKYMEHTHI, COACPKAIINECS B PETUCTPALIMOHHOM
JIOChE Ha 3apEeTUCTPUPOBAHHBIA JICKAPCTBEHHBIN Mperapar AJis MEIUIUHCKOTO MPUMEHEHHS, WU 00
OTKa3€ BO BHECEHUU TAKUX U3MEHEHUM;

2) BHOCHUT B TOCYJIapCTBEHHBI pEeCTp JIEKapCTBEHHBIX CPEACTB HAa OCHOBAHWUU pEIICHUS O
BHECEHUHM H3MEHEHMH B  JIOKyMEHTBI, COJEp)Kallhecs B  PEruCTPAllMOHHOM  JIOChé  Ha
3&p€FHCTpI/IpOB&HHBII>i HeKapCTBeHHBIi/JI npemnapar aiad MCAUIHUHCKOro IMPUMCHCHUA, HCO6XOI[I/IMI)IC
M3MEHEHMS,;

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

3) BbIIAET 3asABUTENI0O HOBOE PErHCTPALMOHHOE YAOCTOBEPEHHE JEKapCTBEHHOIO Ipernapara B
cj1ydya€ M3MCHCHUA CBGJIGHI/II\/’I, CoACpKAIMUXCA B HEM, IMYTEM HaAIIPABJICHUA 3aABUTCIIIO IMOCPECIACTBOM
€IMHOTO TOpTaja WX B JIMYHBIN KaOMHET 3asiBUTENS B €IUHON CHCTEME BBIITMCKU U3 TOCYIApCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEJACTB, TMOJNUCAHHONW YCUJIEHHON KBaIM(QHUIMPOBAHHOM AJIEKTPOHHON
MIOAIHUCBHIO.

(n. 3 BBeneH PenepanbHbIM 3akoHOM oT 22.12.2014 N 429-03; B pen. denepaqbHOro 3akoHa OT
30.01.2024 N 1-03)

8. OcHoBaHMEM Ui OTKa3a BO BHECEHMM M3MEHEHUH B JOKYMEHTHI, cojepxaliuecs B
PETUCTPALIMOHHOM JIOCh€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipemapar M MEJUIMHCKOTO
MIPUMEHEHHUS, BJISETCS 3aK/II0UEHUE YIOJIHOMOYEHHOTO (eZiepalbHOr0 OpraHa UCHOJHUTENbHON BIACTH
O BO3MOYKHOCTH CHH)KEHHUSI O0€30MacHOCTH, KauecTBa, 3(PQPEKTUBHOCTH JEKApCTBEHHOTO CpEJCTBAa B
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

ClIydya€ BHCCCHUA TaKHUX H3MEHCHHH.

9. Homyckaercsi oOpalleHHe JEeKapCTBEHHBIX IPENapaTroB s MEAULIMHCKOTO TNPHUMEHEHHUS 10
HCTEYEHHsI CPOKa TOJHOCTH, IPOU3BEACHHBIX B TCUCHHE CTAa BOCBMUJIECITH JHEH TOCIE JaThl HIPUHITUSL
YIOJIHOMOYEHHBIM (pe/iepaTbHbBIM OPTaHOM MCIIOJHUTEIBHOMN BIACTH PELICHHUS O BHECCHUH U3MEHEHUH B
JIOKYMEHTBI, COJEp)Kalluecs B PETHCTPAllMOHHOM JIOCh€, B COOTBETCTBUH C HH(OpMAIHEH,
cofiepkamieiics B JOKYMEHTaX pPETHUCTPAllMOHHOTO JIOChe Ha JICKapCTBEHHBIM Mpemapar 10 JaThl
NPUHSATHS TAKOTO PELICHUS.

(uactb 9 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

10. TIIpaButenscTtBo Poccuiickoii @Denepanuu BOpaBe YCTAaHOBUTh OCOOCHHOCTH BHECEHUS
W3MEHEHUH B JOKYMEHTBI, COJIEpKAIlUeCs] B PErUCTPAIMOHHOM JI0OCh€ Ha 3aperucTPUPOBAHHBIN
JIEKapCTBEHHBIN TMpermapaTr Ais MEIUIIMHCKOTO TpPUMEHEHUs, B chydae JAeQeKTyphl WM pHCKa
BO3HUKHOBEHHUS Je(EKTypbl JICKAPCTBEHHBIX IIPEMapaToB B CBSI3W C BBEJICHUEM B OTHOIICHHH
Poccuiickoit @deaepanuu OrpaHUYUTENBHBIX MEP YKOHOMUYECKOTO XapakTepa.

(uactp 10 BBenena denepanbubiM 3akoHOM OT 08.03.2022 N 46-D3)

Koncynpsrantllintoc: npumedanue.
[Tonoxenus ct. 31 (B pen. @3 ot 30.01.2024 N 1-®3), xacarommuecss IpeIOCTaBICHUS T'OC. YCIYyT
MOCPEJCTBOM €IMHOTO nopTaia, mpumensitores ¢ 01.01.2026.

Cratba 31. BHeceHMe Wu3MeHEeHMW B [OKYMEeHTbl, cogepxawmecsa B
perncTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIA JeKapCTBEeHHbIA npenapar And
BeTEPUHAPHOro NpMMeHeHuns

I. B uensix BHECEHHS] W3MEHEHUH B JOKYMEHTBI, COJIEPKAIMECS B PETHCTPAIMOHHOM JIOChE Ha
3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM MpemnapaTr Uisi BETEPUHAPHOIO IPUMEHEHHUsS, JIEpKATeNlb WU
BJIQJIEJICL] PETUCTPALMOHHOTO YJIOCTOBEPEHHMS JIEKAPCTBEHHOI'O IMpErnapara Wid YIOJTHOMOYEHHOE UM
Jpyroe IpUANYecKoe JHIIO (Aajiee B HACTOSIIEH CTaThe - 3asiBUTENb) HAMPaBIsSET MOCPEACTBOM €UHOTO
rmopTajia B yIOJHOMOUYEHHBIN (efiepalbHbIii OpraH MCIOJHUTEIHHOM BIIACTH MOANMMCAHHOE YCHJICHHOU
KBTM(UIIMPOBAHHON SJIEKTPOHHOW MOJMUCHIO 3asBICHHE O BHECEHHWH TaKMX H3MEHEHHWil mo Qopme,
YCTAaHOBJICHHOW YITOJIHOMOYEHHBIM (hellepaibHBIM OPraHOM HCIIOJIHUTEIbHOW BJIACTH, W MpHUJIaraeMble K
HEMy HM3MEHEHHS B yKa3aHHBbIE JIOKYMEHTBI, a TaKKe JOKYMEHTHI, MOATBEPXKAAI0IINEe HE0OXOIUMOCTh
BHECEHHS TaKuX U3MeHeHuH. [Ipn HeoOXOAMMOCTH BHECEHUSI M3MEHEHUH B JOKYMEHTBI, COJIEpIKAIIUECS B
PETUCTPAlMOHHOM JIOChE Ha 3apEerMCTPUPOBAHHBIM JIEKAPCTBEHHBIM Mpenapar s BETEPUHAPHOTO
MPUMEHEHHUs, B CIy4asX U3MEHeHUss © (WIM) JONOJHEHUS IPOW3BOJCTBEHHONW TUIOIIAJKH
JIEKaPCTBEHHOI'0 CPEACTBA, a TAKXKE M3MEHEHMS IOKa3aTelell KauecTBa JICKAPCTBEHHOTO Mpenapara it
BETEPUHAPHOTO TPUMEHEHUS W (WJIM) METOJOB KOHTPOJS KadecTBa JICKAPCTBEHHOTO IMpemapara Jist
BETEPUHAPHOTO NPUMEHEHUS 3asBUTEIb JONOJHUTEIBHO HAIPABIBIET IMOCPEACTBOM €IMHOIrO IMopTaia B
YIIOJTHOMOYECHHBIN (peiepanbHbIi OpTaH UCTIOTHUTEIIBHON BIIACTH CIISAYIOIINE JOKYMEHTHI (CBEICHNUS ):

(B pen. deaepanibHbIX 3aK0HOB OT 27.12.2019 N 478-03, ot 30.01.2024 N 1-D3)

1) cBeneHus o jJare MPENOCTABICHUS M PErMCTPALMOHHOM HOMEpE JIMIIEH3MH Ha MPOU3BOICTBO
JIEKapCTBEHHBIX CPEJCTB, IPEJOCTABICHHOW IPOM3BOAMUTENIO JIEKAPCTBEHHOIO Ipemapara Ul
BETEPUHAPHOTO MPUMEHEHHUSI, ISl POCCUMCKUX TIPOU3BOIUTENEH;

(B pen. deaepanbHoro 3akona ot 27.12.2019 N 478-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

2) cBeneHUsl O JaTe MPEAOCTABICHUS U PErHMCTPAIMOHHOM HOMEpE JIMIIEH3UMH Ha MPOU3BOACTBO
JIEKapCTBCHHBIX  CPEICTB, MPEIOCTABICHHOW MPOM3BOAMUTENIO (papMmarieBTHUECKOH CyOCTaHIuH,
BXOJIALIEH B COCTAaB JIEKAPCTBEHHOr'O IperapaTa [l BETEPUHAPHOIO NPUMEHEHUs, IJS POCCHICKUX
MIPOU3BOAUTENEH;

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

3) KOIIKUA AOKYMCHTA, BBIAAHHOT'O YIIOJJHOMOYCHHBIM OPraHOM CTPAaHbI IIPOU3BOAUTCIIA JIA Ka)KHOﬁ
MIPOM3BOJICTBEHHON IUIOMIAJIKK JIEKAPCTBEHHOTO Ipenapara Jjs BETEPUHAPHOIO MPUMEHEHUs H
MOATBEPK/IAIOIIETO COOTBETCTBUE IMPOU3BOJIUTEINS JEKAPCTBEHHOIO Mperapata TPeOOBaHUSM IPaBUII
HaJJIeXalled MPOU3BOACTBEHHON TPAKTUKH, W €ro IepeBOJ] Ha PYCCKHH S3bIK, 3aBEpEHHBIC B
YCTAaHOBJICHHOM TOPSKE, a TAKKE KOMUS 3aKIIOYSHHUS O COOTBETCTBUU MPOU3BOAUTEIIS JIEKAPCTBEHHBIX
cpeacTB  TpeOOBaHWSM  MpaBUI  HaJUIeXkKalled  MpPOM3BOACTBEHHOM  MPaKTUKU,  BBIJAHHOTO
YIIOJIHOMOYEHHBIM (he/lepalIbHbIM OPTraHOM HCIIOTHUTEIBHOM BIACTH IS KaXJAOW IPOU3BOJACTBEHHOM
IUIOUIA/IKK JIEKAPCTBEHHOTO Tperapara i BETePUHAPHOTO MPUMEHEHHs, JUOO0 KOMHS PEIIeHUs O
MPOBCACHUHN MHCIICKTUPOBAHUS IMPOU3BOAUTEIIA JICKAPCTBCHHBLIX CPCACTB, IPUHATOIO YIIOJHOMOYCHHBIM
denepanbHBIM OpPraHOM HCIIOJHUTENBHONM BIACTH JUISl K&XJIOM MPOU3BOJCTBEHHOW IUIOIIAIKU
JICKApCTBCHHOT'O ITpfriapara i1 BETCPUHAPHOI'O MPUMCHCHUS. VYka3anHable JOKYMCHTHBI IIPCACTABIAIOTCSA
B cCllydyae, €CIM TPOU3BOJCTBO JIGKAPCTBEHHOrO Tperapara /s BETEPUHAPHOTO IPUMEHEHHUS
ocyllecTBiIseTcs 3a npeaenamu Poccuiickoit @enepanuu;

4) xomusi JIOKyMEHTa, BBIJAHHOTO YIIOJIHOMOYEHHBIM OPraHoOM CTPaHbl I[POU3BOAUTEIS
(bapmaneBTHYECKOM cyOcTaHImn u MTOATBEPIKIAOIIIETO COOTBETCTBHUE MIPOU3BOIUTEIS
(dapmalleBTHUECKOI CyOCTaHIIMU, BXOASIIEH B COCTAaB JICKAPCTBEHHOIO Mperapara Jjisi BETEPUHAPHOTO
MPUMEHEHUsI, TpeOOBaHUAM TIPaBUJI HaJJIeKalled MPOWU3BOJCTBEHHOM NPAKTUKH, M €ro TNEepeBo] Ha
PYCCKHI  5I3bIK, 3aBEpPEHHbIE B YCTAHOBJICHHOM TIOpSAJIKE, B Ciy4yae, €cld IPOU3BOACTBO
(hapmareBTUUECKOM CyOCTaHIIMU OCYIIECTBIsETCS 3a npeaenamu Poccuiickoit deaepanum.

(uactb 1 B pen. denepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B cinyyae u3meHeHuss u (WIM) JTOMOJHEHUS] TTPOU3BOACTBEHHOM TUIOMIAJKU JIEKAPCTBEHHOTO
CpelcTBa JOKYMEHTHI, YKa3aHHbIE B 4YacTH | HAcCTOsIIEW CTaThbu, NPEACTABISIOTCA 3asABUTEIEM B
OTHOIICHWH M3MEHSeMOM U (MJIM) JOMOJIHAEMON MpPOU3BOJACTBEHHOM IUIOUIAIKK JIEKaPCTBEHHOTO
cpeacTsa. PemieHrue 0 BHECEHUM U3MEHEHHUM B IOKYMEHTBI, COJIEPKALIMECS B PETUCTPALIMOHHOM JIOChE Ha
3apeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN TIpenapar Jjisi BETEpUHAPHOTO MPUMEHEHHMs], WM 00 OTKa3e B MX
BHECEHUU MPUHUMAETCS B Cllydae HEOOXOIMMOCTH MPOBEACHUS SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEJICTBA B
CPOK, HE TMPEBBIMIAIONINN IIECTUIECATH TSATH padOUYMX JHEW, a B OCTAJIbHBIX CIIy4dasX B CpPOK, HE
MPEBBIIIAIONINKA BagaTH pabo4YMX IHEW cO JHS HaIlpaBJICHUS MOCPEACTBOM EAMHOTO MOopTana B
YIIOJITHOMOYCHHBIM (peiepaibHBI  OpraH HMCHOJHUTEIBHON BJIACTH 3asABIEHUS O BHECEHUU TaKUX
W3MEHEHUM.

(dactp 1.1 BBenmena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepaibHBIX 3aKOHOB OT
30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

1.2. B cnydae peopraHuzalMu JAepiKaTels WIM BIAJAEIbIa PErHCTPALMOHHOIO YJOCTOBEPEHHUS
JICKApCTBEHHOTO Tpernapara Jjsi BETEPUHAPHOTO MPHUMEHEHHs, pa3paboTyMKa WM MPOU3BOIAMTEINS
JIEKapCTBEHHOI'0 MperapaTa JUIsl BETEpUHAPHOIO MPUMEHEHHUS B 3asBJICHUU O BHECEHMM HM3MEHEHHUU B
JOKYMEHTBI, COJIEp)Kalllecs] B PETUCTPALIMOHHOM JOChE Ha 3apEerMCTPUPOBAHHBIA JIEKapCTBEHHBIN
npemnapaTr Il BETEpMHAPHOIO NPUMEHEHHS, YKa3bIBaIOTCS JaHHbIE JOKYMEHTA, MOJTBEPKIAOLIETO
BHECEHUE COOTBETCTBYIOIIMX M3MEHEHUN B ENuHBIN rocyaapCTBEHHBIH pEECTpP IOPUAMYECKHUX JIHILL (IS
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

OpraHu3alyii, 3aperucTpUpoOBaHHbIX Ha Tepputopuu Poccuiickoit Penepanuu), Ui UHOTO JOKYMEHTA,
MIOITBEPKIAIOLLETO PEOPraHU3AlMI0 IOPUINUECKOT0O Juua (A1 OpraHu3aluid, He 3aperucTpUpPOBAaHHBIX
Ha Ttepputopun Poccuiickori ®enepanuun). 3asBiIeHHE O BHECEHWM HW3MCHEHHH B JOKYMEHTHI,
CoJIepKaIMECs] B PETUCTPALlMOHHOM JOChE Ha 3apEerMCTPUPOBAHHBIA JICKAPCTBEHHBIM IIpernapar s
BETEPUHAPHOIO0 IIPUMEHEHUS, U IIPUIaracMble K HEMY JTOKYMEHTBI HAIIPABIIAIOTCS TOCPEICTBOM €IUHOTO
nopTaja B YIOJIHOMOYEHHBIA (enepaiabHbIii OpraH HCIOJIHUTEIBHONW BJIACTH HE TO3JHEE YeM depes
TpUILATh PabOUYMX JHEH cO JHS BHECEHMsI COOTBETCTBYIOIIMX M3MEHEHMH B ENUHBIN rocynapcTBeHHbIN
peecTp IOpUAMYECKUX JIML (UIsI OpraHM3alUii, 3aperucTpUpOBaHHBIX Ha Teppuropun Poccuiickoit
denepanun) UM co AHS NPUHATUS COOTBETCTBYIOILETO JOKYMEHTA, IOATBEPKIAIOIIEr0 PEOpraHu3altio
IOpUANYECKOr0 JMLa (A8 OpraHu3alMii, HE 3aperuCTpPUpPOBAHHBIX Ha Tepputopun Poccuiickoit
@enepanun). B ciaydyae peopranuzanuu epkaress WIK BiaJelblia peruCTPAMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOI'O IpernapaTta AJii BETEPUHAPHOTO NPUMEHEHHUs 3asBJICHHE O BHECEHUU H3MEHEHUU B
JOKYMEHTBI, COJEp)Kallhecss B PETUCTPALIMOHHOM JOChE Ha 3apErMCTPUPOBAHHBIA JIEKApCTBEHHBIN
npernapaTr s BETEPUHAPHOTO IPUMEHEHUS, IMOJAeTCs HOPUIUYECKUM JIMIIOM, KOTOPOMY B XOE
pEOpraHu3alyy NepelaHo MpaBo BIALCHNS TAKMM PETUCTPALIMOHHBIM YAOCTOBEPEHUEM.

(uactp 1.2 BBeaena denepanbubiM 3akoHOM OT 02.08.2019 N 297-D3; B pen. denepaibHOrO 3aKOHA OT
30.01.2024 N 1-93)

1.3. 3asBneHus, ykasaHHble B dacTsx | - 1.2 Hacrosmield cTaThbd, MOTYT OBITH IOJMUACAHBI
YCUJIEHHOW KBaTU(UIIMPOBAHHONW 3JIEKTPOHHOM MOJNUCHI0 JTHUOO YCHIIEHHON HEKBaTU(UIIUPOBAHHOM
ANIEKTPOHHOW TIOJIMUCHI0 B CIIy4ae, €CIIM OT HWMEHHU 3asBHUTEIS JICHCTBYET €ro NpeaCTaBUTEIb
(pu3nyeckoe NHII0), YIOTHOMOYEHHBIN NEHCTBOBATH OT UMEHU 3asBUTENSI HA OCHOBAaHUH JJOBEPEHHOCTHU
B JICKTPOHHOH (hOpMe B MAIIMHOYUTAEMOM BH/IC.

(uactp 1.3 BBegena denepanbHbiM 3akoHOM OT 31.07.2025 N 304-D3)

2. B cinydyae BHeceHUsI U3BMEHEHUHN B JOKYMEHTHI, COJEP)KAIIUECS B PETUCTPAIIMOHHOM J0ChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Tpenapar i BETEPUHAPHOTO MPHUMEHEHUS, B OTHOIICHHH
CBEJIEHUH, yKa3aHHBIX B mojamyHkrax "e", "x", "k", "n", "H", "c¢", "x" nmynkra 7 uwactu 3 crareu 17
Hactosmero denepanbHOro 3aKoHa, M3MEHEHUS W (WIIM) TOTOJHEHHs MPOU3BOJICTBEHHOW TIUIOIIAIKH
JIEKApCTBEHHOTO CPEJICTBA, a TAaKXKE B CIlydae HM3MEHEHHS IOKa3aTelied KadecTBa JIEKapCTBEHHOTO
mpemapaTa A BETEPUHAPHOTO MPUMEHEHUS M (UJIM) METOJOB KOHTPOJS KadecTBa JIEKapCTBEHHOTO
npenapara Jyisi BETEPUHAPHOTO MPUMEHEHHUs MPOBOJUTCS IKCIEPTU3a JIEKAPCTBEHHOTO CPEACTBa IS
BETEPUHAPHOTO MpUMEHEeHHs. B ciayyae HEOOXOIMMOCTH BHECEHHS WHBIX H3MEHEHHIl B JOKYMEHTHI,
coJiepKallrecs B PETUCTPAIlMOHHOM JI0OCh€ Ha 3apeTMCTPUPOBAHHBIN JIGKAPCTBEHHBIM Tpemnapar s
BETEPUHAPHOT0 IPUMEHEHUS, FKCIIEPTU3A JIEKAPCTBEHHOT'O CPEACTBA AJI1 BETEPUHAPHOIO IPUMEHEHUS HE
MIPOBOJIUTCA.

(B pen. deaepanbHbIx 3ak0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3asgBuUTENb BIpPaBE NPEACTABUTH IO COOCTBEHHON MHUIIMATUBE BMECTE C 3asBJICHUEM O BHECEHUU
U3MEHEHUH B JIOKYMEHTBI, COJAEp)KALUECS B PETUCTPALIMOHHOM JOChE€ Ha 3aperMCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpernapar sl BETEpUHAPHOTO MPUMEHEHUS], PEKBU3UTHI JOKYMEHTOB, MTOITBEP:KIAI0IIUX
yIUIaTy TOCYJapCTBEHHOM MOLUIMHBI 32 BHECEHUE B JOKYMEHTBI, COJAEP)KALIUECS B PETUCTPALMOHHOM
JI0Ch€ Ha 3aperuCTPUPOBAHHBIN JIEKApPCTBEHHBIN Mpenapart A1 BETEpUHAPHOTO PUMEHEHUS], U3MEHEHUH,
TpeOYyIOIMX NPOBEIEHHUs] IKCHEPTU3bl JEKAPCTBEHHOTO CPEJCTBA, WM HM3MEHEHHH, He TpeOyIommx
MIPOBEJICHUS DKCIEPTU3HI JIEKAPCTBEHHOI'O CpeAcTBa. B ciyyae HEOOXOIMMOCTH U3MEHEHUs CBEICHH,
COJZIEPIKAIIMXCS B PETUCTPALlMOHHOM YAOCTOBEPEHUH JIEKAPCTBEHHOI'O IpernapaTta AJii BETEpUHAPHOIO
MIPUMEHEHHUS, C 3asBJIEHUEM, YKa3aHHBIM B 4acTu | HacTosIel CTaTbH, 3asiBUTEINb BIIPaBe MPEICTABUTH
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

Mo COOCTBEHHON WHHIIMATHBE PEKBU3HUTHI JTOKYMEHTA, MOJTBEPKIAIONICTO YIUIATY TOCYIapCTBEHHOMN
MOIIJTMHBI 32 BBIJAYy PETUCTPALMOHHOTO YIAOCTOBEPEHUS JICKAPCTBEHHOTO IIperapaTa. 3asBUTEb BIIPABE
MPEJCTaBUTh 10 COOCTBEHHOW MHUIIMATUBE CBEICHUS O JIMIICH3UAX, YKa3aHHbIE B MMyHKTax | u 2 vactu 1
HACTOSAIIEH CTaThW, a TakXKe BbBIJABACMbIC YIIOJIHOMOYEHHBIMU  ()eiepalIbHBIMH  OpraHaMH
WCTIOJTHUTEJIEHOW BIIACTH JOKYMEHTHI, yKa3aHHbIC B IyHKTe 3 4acTtu | HacTosmied cratbu. B ciydae
HEMPEJCTABICHUS yKa3aHHBIX JIOKYMEHTOB (CBEIEHHWI) YIOJHOMOYCHHBINH (enepalbHblii Opra
UCTIOJIHATEIGHOM ~ BJIACTH  3alpallliBacT  yYKa3aHHbIE  JOKYMEHTHl  (CBEICHHS) B  IOPSIKE
MEXBEJIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMOICHCTBUS.

(B pen. deaepanbubIx 3aKkoHOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)

4. B cpok, HE MPEBBIIAIOUINA NATH paboYMX JHEH cO IHS MOCTYIJICHHS YKAa3aHHOTO B 4acTu |
HACTOSIILEH CTaTbU 3asiBIICHUS] U HEOOXOAMMBIX JOKYMEHTOB, YINOJHOMOYEHHBIM (enepaiabHbIi opraH
VICIIOJTHUTEJIBHON BIIACTH:

(B pen. @enepanbHoro 3akona ot 31.07.2025 N 304-03)

1) mpoBOAUT MPOBEPKY IMOJHOTHI U JOCTOBEPHOCTU CBEJIEHUH, COAEPKAILUXCS B MPEJICTaBICHHbBIX
3asBUTEJIEM JOKYMEHTAX;

2) NIpUHUMAET pELIEHUE O IPOBEACHUH IKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA JJil BETEPUHAPHOIO
IIPUMEHEHMs WK 00 OTKa3e B €€ IPOBE/ICHUMY;

3) HampaBiseT MOCPEACTBOM E€IMHOTO IOpTaja 3asBUTENIO  IOJIMCAHHOE YCHJICHHOU
KBTM(UIIMPOBAHHOW 3JIEKTPOHHON MOANMCHIO YBEJOMIJIEHHE O IPHHSATOM pELICHWH HIM B CiIydae
MPUHATHUS PEHIeHUs] 00 OTKa3€ B MPOBEACHUHN AKCIIEPTH3HI JIEKAPCTBEHHOTO CPEJNICTBA ISl BETEPHHAPHOTO
INPUMEHEHMS C YKa3aHUEM ITPUUYUH TaKOTo 0TKa3a.

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

4.1. B cinyuae BBISBIEHUS HEIOCTOBEPHOCTH M (WJIM) HEJOCTATOYHOCTH CBEACHUH, COIEpKAIUXCS B
MIPE/ICTABICHHBIX 3asBUTEIIEM MaTepuaax, YINOJIHOMOUYEHHBIM (enepalbHbIi OpraH HCHOJHUTEIbHOM
BJIACTU HAIPABISET MOCPEICTBOM €IUHOIO IMOpTana 3asiBUTENI0 3ampoc 00 YTOYHEHHUH YKa3aHHBIX
CBEICHUI, OAMMCAaHHBIA YCUJIEHHOW KBAJIM(ULIPOBAHHOMN 3JIEKTPOHHOM MOANKCHIO.

(uactb 4.1 B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

4.2. 3agButenp o00s3aH HaNpaBUTh MOCPEACTBOM €IUHOTO TMOpTaja B YNOJIHOMOYEHHBII
denepanbHBIl  OpraH HCHOJHUTENBHOM BIACTH TMOIMMCAHHBIA YCHJICHHOW KBaIM(PUIUPOBAHHOMN
JIEKTPOHHON MOANKCHI0 OTBET Ha 3aIpOC YIMOJIHOMOYEHHOrO (heAepalbHOrO0 OpraHa HMCIOJHUTEIbHON
BJIACTU B CPOK, HE NPEBBIMIAIOIINN NEBSIHOCTA PabO4YMX JHEH CO THS MOJY4YEHHS YIMOJTHOMOYEHHBIM
(benepanbHBIM OpPraHOM MCIIOHUTEIBHON BJIACTH 3JIEKTPOHHOTO YBEAOMIIEHHS O MOJIYUYEHHH 3asSBUTEIEM
na"HHoro 3anpoca. Cpoku, ykasaHHble B yacTu 1.1 Hacrosmield craTbd, MPUOCTAaHABIMBAKOTCS CO JIHA
HalpaBJIeHUsl MOCPEICTBOM €IUHOr0 IOopTaja 3asBUTENIO 3alpoca YIMOJHOMOUYEHHOIO (enepaabHOro
OopraHa WCIOJHUTEIbHOM BJIACTH 1O [JHSA HaIpaBlICHUSA IIOCPEACTBOM €IMHOrO IOpTajia B
YIOJHOMOYEHHbIN (enepalbHblii OpraH HCIOJHUTENBHON BIIACTH OTBETa Ha JAHHBIM 3ampoc U He
YUUTBIBAKOTCS IPU UCYUCIICHWM CpPOKa IPHUHATHUS PELICHUS O BHECEHUHM U3MEHEHUH B JOKYMEHTHI,
CoJlepKalllMecs B PETUCTPAlMOHHOM JIOCh€ Ha 3apEerMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar s
BETEPUHAPHOI0 INIpUMEHEHMs. B ciyuae, ecam OT MMEHH 3asBUTENS JEUCTBYET €ro IpeACTaBUTEIb
(pu3nyeckoe nHI110), YIOTHOMOYEHHBIN NEHCTBOBATh OT UMEHH 3asBUTENSI HA OCHOBAaHUM JJOBEPEHHOCTHU
B QJIEKTPOHHOU (hopME B MALIMHOYUTAEMOM BHJE, OTBET Ha 3alPOC MOXKET OBbITh MOINUCAH YCHUIEHHON
KBIM(ULIMPOBAHHON 3JIEKTPOHHOM MOANKCHI0 JHO0 YCHIIEHHON HEKBAIM(DUIMPOBAHHON 3JIEKTPOHHOM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

HOAIHUCHIO.
(B pen. @enepanbhbix 3akoHoB 0T 30.01.2024 N 1-03, ot 31.07.2025 N 304-D3)

5. OcHoBaHMeM JUIsi OTKa3a B TPOBEICHUHM OKCHEPTU3bl JIEKAPCTBEHHOTO CpPEACTBA IS
BETEPUHAPHOTO TPHUMEHEHUsS SIBISICTCS TPEICTABICHUE JOKYMEHTOB, YKa3aHHBIX B dacTsax | u 3
HACTOSIIEH CTaThH, B HETIOJIHOM 00bEME MM OTCYTCTBUE B MPE/ICTABICHHBIX JOKYMEHTAX JOCTATOYHBIX
CBEJICHMIA, TIOATBEPKIAIOMINX HEOOXOAMMOCTh BHECEHHS W3MCHCHHH, JMOO HEIMPEICTaBICHHE
3asBHUTEJIEM B YCTAaHOBJICHHBI CPOK OTBETa HAa YKa3aHHBIA B 4acTu 4.1 HacTOSIIEH cTaThbH 3arpoc
YIOJIHOMOYEHHOTO (pesiepalibHOro OpraHa UCTIOJIHUTEIbHON BIIACTH.

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

6. DKcrepTu3a JIEKapCTBEHHOIO CPEACTBA Ul BETEPUHAPHOIO NPUMEHEHMS] B LIEISX BHECEHUS
U3MEHEHUH B JIOKYMEHTBI, COJAEp)KallMecs B PETUCTPAllMOHHOM JOCh€ Ha 3aperucTpUpOBAaHHBIN
JIEKapCTBEHHbI IIpernapar Uil BETEPUHAPHOIO IPUMEHEHHS, OCYLIECTBISIETCS B  HOpPSAKE,
YCTAHOBJICHHOM cTaThel 24 HacTtosero deaepaibHOro 3aKoHa.

6.1. B cpok, He MpeBHIIAIONIUN SATH padounX JHEH CO JAHS HAIMPaBJICHUS MOCPEACTBOM €IMHOTO
nopTajia B YIOJIHOMOYEHHBIN (hefiepaabHblii OpraH UCHOJHUTEIbHOM BIACTH MOJIUCAHHOTO YCHIIEHHOM
KBUTM(DUIIUPOBAHHON JJICKTPOHHOW IOANMMCHIO 3aKIIOUEHUS KOMHCCHHM JKCIEPTOB IO pPe3yJbTaTaMm
yKa3aHHOM B 4YacTW 2 HACTOSIIEH CTaTbH OAKCIEPTHU3bl, YIMOIHOMOYECHHBIH (QenepalbHblil opran
WCIOJIHUTEIbHOM BIACTHU:

(B pen. ®enepanpabix 3akoHOB OT 02.08.2019 N 297-®3, ot 30.01.2024 N 1-d3, ot 31.07.2025 N 304-
®3)

1) npuHUMaeT pelieHne O BHECEHUU U3MEHEHUH B TOKYMEHTBHI, COJIep Kallliecs] B pEruCTPalliOHHOM
JI0Cb€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM IMpenapar Jjs BETEPUHAPHOTO MPUMEHEHHUs, WU 00
OTKa3€ BO BHECEHUM TAKUX U3MEHEHHUI;

2) BHOCHUT B TOCYJIapCTBEHHBI pEEeCTp JIEKapCTBEHHBIX CPEACTB HAa OCHOBAHUU pEIICHUS O
BHECEHUH H3MEHEHMH B  JIOKyMEHTBI, COJEp)Kallhecs B  PEruCTPAllMOHHOM  JIOChé  Ha
3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar JUisli BETEPUHAPHOTO MPUMEHEHHs, HEO0OXOIUMbIe
M3MEHECHHUS;

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

3) BHOCUT B TOCYJapCTBEHHBIN peecTp JEeKapCTBEHHBIX CpPEACTB B cCllyyae HEO0OXOAMMOCTHU
M3MEHEHHS C COXPAaHEHHWEM TEKYIIEro HOMepa 3aliCH B TOCYAapCTBEHHOM pEecTpe JIeKapCTBEHHBIX
CPEACTB M HaIpaBJsieT 3asBUTENIO0 MOCPEICTBOM €IMHOrO MOpTaja WIM B JIMYHBIM KaOMHET 3asBUTENS B
€IWHOW CHUCTEME BBITUCKY W3 TOCYJApCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPENCTB, IMOIIMTUCAHHYIO
YCUJICHHOM KBaJTU(UIIMPOBAHHON AJIEKTPOHHOM MOAIHUCHIO.

(. 3 B pea. @exnepanbHoro 3akoHa ot 31.07.2025 N 304-03)
(uactb 6.1 BBeneHa PenepanbHbIM 3aKk0HOM OT 22.10.2014 N 313-D3)

6.2. B ciydae BHECEHUs U3MEHEHUN B JIOKYMEHTBI, COJIEpKAIINAECS B PETHCTPALIMOHHOM J0ChE Ha
3apETrUCTPUPOBAHHBINA  JICKAPCTBEHHBIM IIpernapar Uil BETEPUHAPHOIO IPUMEHEHHUs, B YaCTH,
Kacarolleicss W3MEHEHUsT U (WiIu) JIOTNOJHEHUS IPOU3BOJCTBEHHOW IUJIOMIAAKH JIEKAPCTBEHHOTO
npernapara, pu MPeICTaBICHUH 3aSBUTEIEM B COOTBETCTBUM C ITyHKTOM 3 4yacTH 1 HacTosed cTaTbu
KOIUU PEIIEeHUs YIOJHOMOYEHHOIO (eIepaibHOr0 OpraHa HCIHOJHUTEIbHON BIACTH O MPOBEICHHUU
MHCIEKTUPOBAHUS NIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEICTB CPOK, yKa3aHHbIM B yacTu 6.1 HacTtosmen
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

CTaThH, NMPUOCTAHABJIMBACTCS CO JIHS TOJYYCHUS 3aKIIFOUCHHS KOMHCCUHM DKCIEPTOB JIO JHSI TPUHSTHSI
YIOJHOMOYCHHBIM (heZepaTbHBIM OPraHOM UCTIOTHUTEIILHOM BJIACTH PELICHUS O BbIIaue WM 00 OTKa3e B
BbIJIa4€ 3aKJIIOUCHHSI O COOTBETCTBHU IPOW3BOJAUTEINS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSM TPABUI
HaJJIeXkKaIeld TPOU3BOJICTBEHHON IPAKTHKH, HO HE 00Jiee 4eM Ha CTO BOCEMbJIECAT pabouuX THEH.

(dactp 6.2 BBeaeHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHoBaHuMeM JUIsi OTKa3a BO BHECEHHMM W3MEHEHUW B JOKYMEHTBHI, COJEp)Kalluecs B
PETUCTPALIMOHHOM JIOCb€ Ha 3apeTrUCTPUPOBAHHBIN JIEKAPCTBEHHBIA IMpernapar i BETEPUHAPHOTO
MIPUMEHEHHUSI, B CITy4dasiX, HE TPEOYIOIIUX MPOBEICHUS SKCIEPTU3BI JIEKAPCTBEHHOI'O CPEJICTBA, SIBIISETCS
MIpe/ICTaBJICHUE TOKYMEHTOB, YKa3aHHBIX B 4acTax | u 3 HACTOSIIeH CTaThbU, B HEMOJIHOM O0BEME WIH
OTCYTCTBHE B MPEACTABICHHBIX TOKYMEHTAX CBEJCHUN, KOTOPHIC JOKHBI OBITh B HUX OTPa’KEHBI, JTHO0
HEMpPEeJICTaBICHUE 3asBUTENIEM B YCTAaHOBIICHHBIM CPOK OTBETa Ha yKa3aHHBIM B yacTu 4.1 HacTosuleH
CTaThH 3aIPOC YIIOJIHOMOYEHHOTO (heepabHOTO OPTraHa UCIIOJHUTEIHHON BIIACTH.

(uactb 7 B pen. denepanbuoro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHWeM i1 OTKa3a BO BHECEHMHM HM3MEHEHUH B JIOKYMEHTBI, COJEp)Kalluecs B
PETUCTPAllMOHHOM J0Ch€ Ha 3apeTrMCTPUPOBAHHBIA JICKAPCTBEHHBIH TIpermapar il BETECPHHAPHOIO
MPUMCHCHHS, B CIydasx, TPEOYIOMMX MPOBEACHHS SKCIIEPTH3BI JICKAPCTBEHHOTO CPENICTBA, SIBISICTCS
3aKJIIOUYEHHE YIOJHOMOYEHHOTO (enepaqbHOr0 OpraHa HCIOJIHUTEIbHOW BIIACTH O BO3MOXKHOCTH
CHIDKCHHUS 0€30TIaCHOCTH, KauecTBa, d(PPEKTUBHOCTH JICKAPCTBEHHOTO Tperapara BCISJACTBUE BHECSHUS
M3MEHEHUN B yKa3aHHbIE JOKYMEHTHI, OTKa3 YIOJIHOMOYEHHOTO (peepaabHOro opraHa UCHOIHUTEIbHOM
BJIACTH B BBIJa4e 3aKIIOYCHHSI O COOTBETCTBUU IPOU3BOJUTEIS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM
MpaBWJI HaJJIeKallell MPOU3BOJICTBEHHOW MPAaKTUKH B clydyae HW3MEHEHHs U (WIH) JOMOJIHEHUS
MPOUW3BOJICTBEHHON TUJIOMIAJKA JIEKAPCTBEHHOTO TIpernapara, €Cld MPOU3BOJCTBO JIEKAPCTBEHHOTO
npenapara Juisi BETEpUHAPHOTO NPUMEHEHUsI OCYLIECTBIseTCs 3a npeaenamMu Poccuiickoin Denepannu,
WJTU OTCYTCTBHE 3TOTO 3aKITFOYCHUSI.

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

8. Jlomyckaercs oOpaiieHue JeKapCTBEHHBIX IMPENapaToB JUIsi BETEPHHAPHOTO TPUMEHEHHUS [0
HCTEUEHHS CPOKA FOJHOCTH, IPOU3BEIECHHBIX B TEUEHHE CTa BOCBMUIECATH JIHEH Mocie JaThl MPUHATUS
YIOOJIHOMOYCHHBIM q)ejlepaHBHI)IM OopraHom HWCIIOTHUTETBHON BJIACTH PEIICHNA O BHCCCHHUU N3MEHEHHUH B
JOKYMEHTBI, CO/IEPIKAIINECs] B PETUCTPALMIOHHOM JIOChE Ha JIEKapCTBEHHBIH MpenapaT, B COOTBETCTBUU C
uH(popmMalren, coaepkamiencs B JOKyMEHTaX PErUCTPallMOHHOIO JOChE Ha JIEKapCTBEHHBIHM Mpenapar 10
JaThl IPUHATHUS TAKOTO PEIIEHUS.

(uactb 8 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynprantlntoc: npumedanue.

O Bo3MOXHOCTH oOpatieHusi B PO iekapcTBEHHBIX MPENapaToB MOCIE NPUHATUS PEIlIeHUs: 00 OTMEHe
TOCPErHCTPallMd M MCKIIOYEHHBIX M3 peecTpa (apMaleBTUYecKux cyOcrtaHiuii cMm. cr. 4 ®3 ot
30.01.2024 N 1-®3.

CraTtbsa 32. OTMeHa rocyaapCTBEHHOW perncTpaumm fieKapcTBeHHOro npenapara

Pemenue 00 oTMeHe I‘OC}’I{&pCTBCHHOﬁ perucTpanu JCKApCTBCHHOTO IpeliapaTa U MCKIHOUYCHUN
JICKApCTBCHHOT'O IIpfriapata M3 TOCYAAapCTBCHHOI'0 peeCTpa JICKAPCTBCHHBIX CPEACTB IMPUHHUMACTCA
YIOJHOMOYCHHBIM (bCIICpaJ'ILHLIM OopraHomM HUCIIOJHUTEIBLHON BIACTH B clIyvac:
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

1) mpencraBieHHs] COOTBETCTBYIOIIUM YIIOJTHOMOUYEHHBIM (pe/iepalibHbIM OPTaHOM MCHOIHUTENBHOM
BIIACTH 3aKIIIOUEHUSI O PHCKE WM 00 yrpo3e 3I0pOBBIO, JKM3HH YEJIOBEKa WM >KHBOTHOTO MPH
MPUMEHEHUH JIEKQpCTBEHHOrO IIpernapara, MPEBBIIAINMX €ero 3(QQeKTUBHOCTb, MO pe3yjbTaTam
OCYIIECTBIISIEMOT0 UM MOHUTOPUHTA O€30MaCHOCTH JIEKAPCTBEHHOTO MTPEernapara;

2) mojmauM JeprkaTelieM WIM BiaJeiblleM PEruCTPAllMOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOIO
mpernapara WiId  YHOJHOMOYEHHBIM UM JIDYTHM IOPUAWYECKMM JIMLOM 3asBJIEHUS 00 OTMEHe
rOCy/IapCTBEHHOM  pEerucTpaluud  JIEKapCTBEHHOIO  Mpernapara,  MOAMHCAHHOTO  YCHJIGHHOM
KBaJTM(UIIMPOBAHHON 3JIEKTPOHHON MOAIMUCHIO, IIyTEM €r0 HalpaBJIeHUs OCPEICTBOM EAHMHOTO MopTaja
B YINOJHOMOYEHHBIN (enepanbHblii OpraH HCIHOJIHUTEIBHOW BIACTH WM JIMYHBIA KaOWHET
YIOJIHOMOYEHHOTO (peepanbHOr0 OpraHa MCIOJIHUTENIBHOM BIACTU B eIWHON cucteMe. B ciydae, ecnu
OT MMEHHU JeprKaTelld WU BiaJeiblla PEerUCTPAIMOHHOTO yJOCTOBEPEHHS JIEKApCTBEHHOrO Mperapara
JEWCTBYET €ro MPeICTaBUTENb ((PU3NIECKOE JIUIIO), YIIOJIHOMOYEHHBIN IEHCTBOBATH OT MIMEHU JIepKaTels
WIM BIIAJENblla PETUCTPALMOHHOTO YAOCTOBEPEHHUS JIGKAPCTBEHHOTO Ipenapara Ha OCHOBAHHH
JIOBEPEHHOCTH B JJEKTPOHHOW (opMe B MAIIMHOYUTAEMOM BHUIE, 3asiBJICHHE OO0 OTMEHE
rOCy/IapCTBEHHOW perucTpanuy JEeKapCTBEHHOrO IMpermapaTa MOKET OBITh TMOJIMMCAHO YCUJICHHOMN
HEKBaTH(PUIIMPOBAHHOH IEKTPOHHON MOIHCHIO;

(B pen. denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-d3, ot 31.07.2025 N 304-
®3)

Koncynprantlntoc: npumedanue.
C 01.01.2026 n. 3 - 6 cTt. 32 He pacHpOCTPaHAIOTCA Ha MPABOOTHOIICHHUS, BO3HUKAIOIIUE MPHU
oOpaIieHuu JIEKapCTBEHHBIX CPeACTB i MeauuuHckoro npumeHeHus (O3 ot 30.01.2024 N 1-D3).

3) HCIIOATBCPIKACHUA FOCYI[apCTBeHHOI\/'I perucTpanu JICKapCTBECHHOI'O IIpCrapara Imo UCTCUCHUHN
CpoOKa HeﬁCTBHﬂ PETUCTPAIUOHHOTO YAOCTOBECPCHU A, BBIAAHHOTO HA IIATH JICT,

4) HCMIPCACTABJICHUS 3asABUTCIIEM I/IH(l)OpMaI_II/II/I, KOTOpast MOXKCET ITOBJICYDb 34 co0oii HCO6XO,Z[I/IMOCTL
BHECCHHS U3MCHCHUM B JOKYMCEHTBI, COACPIKAIIHUECA B PCTUCTPAIIMOHHOM OOCHEC HA 3apeFHCTpHpOBaHHLIﬁ
J'ICKapCTBeHHHﬁ npenapar, B TCHCHUEC TPUALATH pa60111/1x JHEW co IHSA HACTYIUJICHUS OTUX I/I3MeHeHI/II71;

5) ocCylIecTBICHHsS] TOCYJapCTBEHHOW pPETHUCTpaliy JIEKAPCTBEHHOTO TNperapara I0J] TOPTOBBIM
HaVMEHOBAHHEM 3apEeTUCTPUPOBAHHOIO PaHEE IMOJA ATUM TOPIOBHIM HAMMEHOBAHUEM JIEKAPCTBEHHOIO
npenapara, OTJIMYAIOIIETroCs] KaYeCTBEHHBIM COCTaBOM JICMCTBYIOIINX BEIIECTB;

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

6) OCYIIECTBIICHHS TOCYJAPCTBEHHON PErUCTPaIliK OJHOTO U TOTO K€ JIEKApCTBEHHOTO Iperapara B
OTHONIICHUHM OJHOTO W TOTO K€ JepiKaTels WM BIAJENblla PETUCTPAIMOHHOTO YJOCTOBEPEHUS
JISKapCTBCHHOTO TIperapaTa B BHUAC JBYX M 0OoJiee JIGKAPCTBEHHBIX TNPENapaToB IOJ Pa3THIHBIMH
TOPrOBBIMH HAMMEHOBAHUSIMU;

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

7) BBIHECEHHMS CY/IOM pEIICHHUsI 0 HapYLIEHWHU IpaB MpaBooOagaTesst 00beKTOB HHTEIUIEKTYaIbHON
COOCTBEHHOCTHU IIPU 0OpaIlleHNH JIEKapCTBEHHBIX CPECTB;

Koncynprantlntoc: npumedanue.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

C 01.01.2026 1. 8 ct. 32 He pacpoCTpaHsIeTCs Ha MPABOOTHOILIECHHS, BOSHUKAIOIINE IPU 0OpalieHun
JIEKAPCTBEHHBIX CPeNCTB M1l MeauimHckoro nmpumenenus (O3 ot 30.01.2024 N 1-D3).

8) OTCYTCTBHS JIEKApPCTBEHHOIr'O Mpemapara B oOpamieHuu B Poccuiickoit denepannu B TeueHUE
Tpex u OoJee JieT;
(. 8 BBeeH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

O) HeBBINOJTHEHWS  JAepXkareleM WIM  BJaJeiblleM pPETUCTPAMOHHOTO  YIAOCTOBEPEHHUS
JIEKapCTBEHHOTO Tpernapara Ju00 yMOJTHOMOYECHHBIM UMU JAPYTHM FOPHIAYCCKUM JIMIIOM MEPOIPHUSTHIA
no ooOecrneyeHno Oe30MacHOCTH JIEKAPCTBEHHBIX IMPEnapaToB, YCTAHOBJICHHBIX YIOJIHOMOYEHHBIM
denepanbHBIM OPraHOM HCIIOJHUTEIIBHONH BIIACTH B COOTBETCTBUU € dYacTsmMu 3 U 4 crateu 64
Hactosiero ®enepanbHOro 3aK0Ha, B paMKax OCYIIECTBICHUs (papMaKkoHaA30pa;

(. 9 BBeien DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

10) orkaza JnepkaTens WIM BiaJeiblla PETUCTPAMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOIO
npenapara JMOO YHNOJIHOMOYEHHOTO HMH JIPYroro IOPUIWYECKOrO JIMIA OT BHECEHUsS H3MEHEHHUH B
MHCTPYKILHIO 0 TPUMEHEHHUIO0 JIEKapCTBEHHOIO IIperapaTa, KacarolIMXCS HOBBIX MOITBEPKIEHHBIX
JTAHHBIX O TOM, YTO PUCK NMPUYUHEHUS BpeJa 3J0POBBIO UEIOBEKA WJIM KUBOTHOTO BCIEACTBUE MpUEMaA
JIEKapCTBEHHOT'O Ipernapara npeBbiaeT 3)PeKTUBHOCTD €ro IPUMEHEHHS.

(. 10 BBenen @enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

Cratbsa 33. locyaapCTBEHHbIN peecTp NieKapCTBEeHHbIX CPeacTB

1. TocymapcTBeHHBI peecTp JEKAPCTBEHHBIX CPEJCTB COJEPKHUT TEPEUYCeHb JIEKaPCTBEHHBIX
MpernapaToB, MPOIIEANINX TOCYJAPCTBEHHYIO PETUCTPAIINIO, MepeueHb (hapMaleBTHUECKUX CyOCTaHIIHH,
BXOJISIIIIMX B COCTaB JICKAPCTBEHHBIX MPETAPaTOB, U CICAYIONIYI0 HHPOPMAIIHIO:

1) B OTHOHICHUU JICKAPCTBCHHBIX IPCIIAPATOB:

a) HaMMEHOBAaHME JIEKAPCTBEHHOrO Tpemnapara (MEXIyHapoJHOE HEMaTeHTOBAaHHOE, WIIH
IpYNIHMPOBOYHOE, MM XUMHUYECKOE U TOPIrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) nexapcTBeHHas (opMa ¢ yKazaHHUEM JI03UPOBKHU JIEKApPCTBEHHOTO IpenapaTa 1 ero KoJu4ecTBa B
MOTPEOUTENHCKOI YIIaKOBKE;

B) HAaMMEHOBaHUE JIepXKaTessl UM BIa/Ieblla PErUCTPAlMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
mpernapara U CBEJCHHSI O PETHCTPAllMU JIeprKaTelsl WM BIIaJelblla PETUCTPAIIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO Ipernapara JJisl MEJUIIMHCKOTO MPUMEHEHHs B KaUyecTBE HAJIOroIIaTeNbIiKa B CTpaHe
peructpanyu (11 POCCUHCKUX IOPUANIECKHUX JIUI - UACHTU(UKAIMOHHBIA HOMEpP HAJIOTOIIATEIIbIINKA
(MHH), n1st ”HOCTpaHHBIX IOPUAMYECKHX JIMIL - CTPaHa PErHCTPallii, HAUMEHOBAHUE PETUCTPUPYIOLIETO
opraHa, perMCTpPAIlMOHHBIA HOMEp, KOJ HAaJOTOIUIATENBIINKA B CTPAaHE PETUCTpAIH (MHKOPIOPAIINN)
WJIH €Tr0 aHaJor);

(mm. "B" B pen. denepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1") HAaMMCHOBAHUC U aJIpC€C MPOU3BOAUTCIIA JICKAPCTBCHHOI'O MpCIapaTa U CBCACHUA O pECrucTpanunu
IMPOU3BOJUTEIIA  JICKAPCTBEHHOI'O nmpemapara A  MCAUIUHCKOI'O MMPUMCHCHU A B Ka4eCTBEC
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

HAJIOTOIUIATEeNbIIMKA B  CTpaHe  perucrpanuuu (s  pOCCUMCKHX  IOPUIMYECKHX  JIMI -
UICHTH(UKAIIMOHHBI HOMep Hanoromuatenbiuka (MHH), mis WHOCTpaHHBIX FOPUIUYECKHX JIUI -
CTpaHa PErucTpalyuy, HAWUMEHOBAHWE PErUCTPUPYIOLIErO0 OpraHa, PErucTPALlMOHHBIA HOMED, KOJ
HaJIOTrOIlJIaTEbIIMKA B CTPAHE pEerucTpaluy (MHKOPIIOPALMN) WK €r0 aHaJIor);

(mm. "r" B pen. ®enepanpHoro 3akona ot 28.12.2017 N 425-D3)

n) (apmakoTepaneBTHUYECKas Tpymnmna, KOJA JICKapCTBEHHOTO IpemapaTa IO  aHaTOMO-
TEPaneBTHUECKO-XUMUYCCKOH  KiIaccH(UKalMKM, PEKOMEHIOBaHHON  BcemupHOll — opraHmu3anmei
3/IpaBOOXPAHECHHUS;

(mm. "n" B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-03)

€) MOKa3aHMsl ¥ MPOTHUBOIIOKA3aHUS K IPUMEHEHUIO JIEKapCTBEHHOTO IIpernapaTa;
) MOOOYHBIE ICWCTBUS JIEKAPCTBEHHOT'O TIperapara;

3) CPOK T'OJTHOCTH JIEKapCTBEHHOTO IIpernapara;

1) YCJIOBUS XpaHEHUSs JICKApCTBEHHOTO Mpenapara;

K) YCJIOBHS OTITYCKa JIEKAPCTBEHHOTO MIperapara;

7a) HoMmep ¢apMakomnelHOil cTaTbu WM B CclIy4yae €€ OTCYTCTBHS HOMEP HOPMAaTHUBHOM
JOKYMEHTAIMU JTM00 HOPMAaTUBHOTO IOKYMEHTA,

M) JaTa TOCYJapCTBEHHOH perucTpaluu JEeKapCTBEHHOIo IpenapaTa M €ro perucTpaldOHHBINA
HOMEp, JaTa 3aMEHBl PETUCTPALMOHHOTIO YJOCTOBEPEHMS JICKApCTBEHHOTO Nperapara Ha OeccpodHoe
pEeruCTpallMOHHOE  YIOCTOBEpPEHUE JIEKapCTBEHHOI'O IpenapaTa, Jara IOAayd  3asBICHUS O
IMMOATBCPKACHUN FOCYI[apCTBeHHOﬁ peructpanmuu JICKApCTBECHHOT'O npemnapara, Jarta OTMECHBI
rOCYJJapCTBEHHOI perucTpaiyu JeKapCTBEHHOT'O Mpenapara;

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

H) KAueCTBEHHBI COCTAaB U KOJIWYECTBEHHBIN COCTaB JEHCTBYIOIIMX BEIIECTB UM KAaY€CTBEHHBIN
COCTaB BCIIOMOTATEIbHBIX BEIIECTB JIEKAPCTBEHHOTO Mperapara;
(nm. "H" BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

0) uHpopmannsg 000 BCeX pa3pelICHHbIX BUIaX BTOPUUYHOH (TOTPEOUTENHCKOMN) YIAaKOBKH;
(mm. "o" BBeaeH DenepanbHbIM 3aKoHOM OT 22.12.2014 N 429-D3)

1) JaTa TPUHSATHS pENIEHUsS O BO3MOXKHOCTH paccMaTpHWBaTh JIEKAPCTBEHHBIM MperapaTr MpHu
rOCy/IapCTBEHHON PETUCTPAILUU B KauecTBE Op(haHHOTO JIEKApCTBEHHOTO Mpemnapara (s JeKapCTBEHHBIX
MpenapaToB JJIsi MEAUITUHCKOTO MPUMEHEHHS ),

(mn. "n" BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. PenepanbHOro 3aKOHa OT
27.12.2019 N 475-03)

p) HaIWYMe JIEKapCTBEHHOTO IpemnapaTa B IEpeYHE >XU3HEHHO HEOOXOMUMBIX M BaXHEUIIMX
JIEKapCTBEHHBIX MPEeNapaToB (U1 JIEKaPCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO MPUMEHEHN );
(mm. "p" BBenen denepanbHbIM 3aKoHOM OT 22.12.2014 N 429-®3; B pen. PenepallbHOrO 3aKOHA OT
27.12.2019 N 475-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

C) HaJW4Ke B JICKAPCTBEHHOM IIpernapare HapKOTHYECKHX CPENICTB, TICUXOTPOITHBIX BEIIECTB M UX
MPEKYypCOpPOB, NOMJICKAIMX KOHTpodto B  Poccuiicko  @Penepauuu, B  COOTBETCTBUH  C
3akoHoJaTenbcTBOM Poccuiickoit denepannu, MexayHapoaHbiMu qoroBopamu Poccuiickoit deneparuu,
B TOM uucie EnuHoil KoHBeHIMEW o HapkoTruueckux cpeacrBax 1961 roma m Kossenuueil o
MCUXOTPONHBIX BeniecTBax 1971 roxa;

(nm. "c¢" BBenen deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

T) uH@OpMalMsl O TOM, SIBISETCA JM JaHHBIA JIGKApPCTBEHHBIM mpenapar pedepeHTHBIM
JIEKAPCTBEHHBIM IIPENapaToM;
(. "1" BBeneH deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

}’) CBCACHUA O II0Ja4y€ 3asBJICHUSA O BHCCCHUU W3MCHCHHUM B AOKYMCHTBI, COACpIKAIIHUECS B
PETUCTPAIMOHHOM JOCHE Ha HeKapCTBeHHLII;’I npcIiapar,

ne,n

(mm. "y" BBenen ®enepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-D3)
&) yrpatun cuny ¢ 1 mapta 2020 rona. - @enepanbubiii 3akoH o1 27.12.2019 N 475-03;

X) CPOK BBEACHHS JICKAPCTBEHHOTO Mpernapara Jyuisi BETEPUHAPHOTO MPUMEHEHHUS B TPaXIaHCKUN
000poT;
(mm. "x" BBemen deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

11) “HGOpPMAITUS O TOM, SIBIISIETCA JIU JAHHBINA JIEKAPCTBEHHBIN MIpenapat oppaHHbIM JIEKAPCTBEHHBIM
npemapaToM, HMMYHOOHOJIOTUYECKUM  JIGKAPCTBEHHBIM  IpenaparoM, paanodapMareBTHUeCKUM
JIEKApCTBEHHBIM ~ TIPEMapaToM, TOMEONAaTUYECKUM JIEKAPCTBEHHBIM MpENapaToM, OHOJIOTHUYECKUM
JICKapCTBEHHBIM  IIPENapaToM, BBICOKOTEXHOJIOTUYHBIM  JIEKAPCTBEHHBIM IIPENApPaTOM, BIIEPBBIE
3aperucTpupoBaHHbIM B Poccuiickoit denepannii B COOTBETCTBUHU C HACTOSIIUM DefepaibHbIM 3aKOHOM
WJIU aKTaMH, COCTaBJISAIOIKUMHU 1paBo Coro3a;

(. "u" BBenen denepanbHbiM 3aKk0oHOM OT 30.01.2024 N 1-03)

2) B OTHOULIEHUHU (hapMalleBTUYECKUX CYOCTaHIIHIA:

a) HaMMeHOBaHME (hapMaleBTUUECKOW CyOCTaHIMM (MEXIyHApOJHOE HEMAaTeHTOBAaHHOE, WU
TPYNIUPOBOYHOE, WIM XUMHYECKOE M TOProBoe HamMeHOBaHWs), ¢opMa BHIMyCKa (C yKa3aHHEM
JO3UPOBKHU (IIpU HAIUYUH), (HACOBKU U YIIAKOBKH);

(B pen. DenepanbHbIX 3aKk0HOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

0) HaMMEHOBAaHHWE W aJIpeC MPOM3BOIUTENS (PapMaIeBTUUECKON CyOCTaHIIMU (1711 POCCHUHCKHUX
IOPUANYECKUX JUI - HICHTU(UKAIMOHHBIA HOMep Hanororuarensiuka (MHH), ams wHOCTpaHHBIX
IOPUANYECKUX JIUIL - CTpaHa PETUCTPALli, HANMEHOBAHUE PETUCTPUPYIOIIETO OpraHa, perucTpalOHHbINH
HOMeEp, KOJI HAIOTOIJIATEebIINKA B CTPaHe PEruCTpaliy (MHKOPIOPALUK) HIIA €T0 aHAJIOT);

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

B) CPOK TOAHOCTH (hapMalleBTUYECKON CyOCTaHINY;
T') YCJIOBHS XpaHEeHUsI (papMarieBTUYECKON CyOCTaHIIN;

1) HoMep ¢apMakomeWHOW CTaTbu WM B Cilydae €€ OTCYTCTBUSI HOMEpP HOPMaTHBHOM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

AOKYMECHTAllUU h11%(s10) HOPMATHUBHOI'O JOKYMCHTA,

€) Hanuue (papMareBTUYECKONH CyOCTaHIIMU B MEPEUYHE HAPKOTHYECKHX CPEICTB, TICHXOTPOITHBIX
BELIECTB U UX IPEKYpPCOPOB, MOJUISKAIIMX KOHTpOd B Poccuiickoit dexepaiy, B COOTBETCTBUU C
3aKkoHoarenscTBOM Poccuiickon denepanuu, MexxyHapoaHeIMu gorosopamu Poccuniickoit @enepanuu,
B TOM uyucie EauHONl KOHBEHIMEH O HapKoThueckux cpenacrBax 1961 rogma um KonBeHuuein o
IICUXOTPOIHBIX BemecTBax 1971 roaa.
(. "e" BBenmeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

2. dapmareBTHUECKass CYOCTaHIIMS, MPOU3BEACHHAS IS peaau3allid, MOXKET OBITh BKIIIOUYCHA B
TOCYJApPCTBEHHBIN peecTp JICKApCTBEHHBIX CPEJICTB HAa OCHOBAHWW 3asBJICHUS pPa3pabOTUMKa WU
MIPOU3BOJIUTEINS JICKAPCTBEHHOTO CPEACTBA JHOO YITOJIHOMOYEHHOTO WMHU FOPHIMYECKOrO JIMIA MPH
YCJIOBUU TIPOBENICHUS B OTHOIICHWH TaKOH (papManeBTUYECKOW CyOCTaHIIMU 3KCIIEPTH3bl KadyecTBa
(dapmaleBTHUECKON CyOCTaHIIMU B MOPSIJIKE, YCTAaHOBJIEHHOM cTaTheil 34 Hacrosimero denepanbHOro
3akoHa. B oTHomieHWM (apmaneBTUYECKUX CyOCTaHIMK, TNPOU3BEIACHHBIX [UIS peaju3alii, B
TOCYJapCTBEHHOM peecTpe JEKapCTBEHHBIX CPEICTB COJACPKHUTCS CIIeAyIoNas HHPOPMAIIHS:

1) HaumMeHOBaHWE (apMaIleBTHYCCKONW CyOCTaHIMM (MEXIyHapOJAHOE HENATCHTOBAHHOE, WIIH
IPYNIIMPOBOYHOE, WM XHMHUYECKOE M TOPrOBOE€ HAWMEHOBaHUS), (opMma BBITyCKa (C YyKa3aHHEM
JO3UPOBKHU (TIpU HATMYUH), (PACOBKU U YIIAKOBKH);

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

2) HaMMEHOBaHUe, aJpec MPOU3BOAUTENS (papMaLeBTUUECKOM CyOCTaHLIMM, a TAK)KE B OTHOLIEHUU
JIEKAPCTBEHHBIX CPEJICTB I MEIULMHCKOIO IPUMEHEHHUS CBEICHUS O PETUCTPAlUUU ITPOU3BOIAUTEIIS
¢dapmarieBTHUeCKOH CyOCTaHIIMM B KayecTBE HAJIOTOIIAaTENbIIMKAa B CTpaHe perucrpauuu (s
POCCHUHCKHMX HOPUIMYECKUX JIMIL - WIACHTUPUKAIMOHHBIM Homep Hanoromnatenbiiuka (MHH), nus
WHOCTPAHHBIX IOPUIUYECKHUX JIMIl - CTpaHa PETUCTPALMH, HANMEHOBAHUE PETMCTPUPYIOLIETO OpraHa,
pPEruCTpallMOHHBIM HOMEp, KOJI HAJOroIuUlaTeblIiKa B CTpaHe pPEerucTpanuu (MHKOPIIOpALUU) WU €ro
aHaJjor);

(. 2 B pea. @exnepanbHoro 3akona ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMareBTHUECKON CyOCTaHITHH;
4) ycnoBus XpaHeHusl papMarieBTUIECKON CyOCTaHIINM,

5) Homep (apmakoneiHON cTaTh JMOO B clyyae €€ OTCYTCTBUS HOMEp HOPMaTHBHOMN
JOKYMEHTAIlMU WJIM HOPMaTUBHOTO JOKYMEHTA;

6) Hannuue QapMaleBTUYECKOW CYyOCTaHIIMM B MEPEYHE HAPKOTHUYECKHUX CPENICTB, MCUXOTPOITHBIX
BEIIECTB M HMX NPEKYPCOPOB, MOJUIEKAIIUX KOHTPOJO B Poccuiickoit denepannu, B COOTBETCTBUU C
3aKkoHoarenbecTBOM Poccuiickon denepanuu, MexxyHapoJHbIMU JoroBopamu Pocculickoit @enepannu,
B TOM uyucie EauHON KOHBEHIMENW O HapKoTHueckux cpenacrBax 1961 rogma m KosBeHumen o
MICUXOTPONHBIX BemecTBax 1971 roaa;

7) nata BKJIIOYEHMs (apMalleBTUUECKON CyOCTaHIIMHM B TOCYJapCTBEHHBIN peecTp JIEKapCTBEHHBIX
CpEeACTB, JaTa BHECEHUS M3MEHEHHH B JTOKYMEHTHI (hapMaleBTHUECKOW CyOCTaHIIMM, JaTa WCKIFOUYEHUS
(bapMareBTHUECKON CyOCTaHIIMM U3 TOCYJapCTBEHHOT'O PEECTPa JIEKAPCTBEHHBIX CPECTB.

(uactp 2 B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

3. HOpHI[OK BCACHUA TOCYyAapCTBCHHOI'0 pPEECTpa JICKAPCTBEHHBLIX CPEACTB IS MCEIHUIHMHCKOI'O
NPpUMCHCHUA W TOPAJOK BCACHUA TIOCYHAPCTBCHHOI'O pEeCTpa JICKAPCTBCHHBLIX CPCACTB  IJIA
BCTCPUHAPHOI'O IMPUMCHCHHA YTBEPKAAOTCA COOTBETCTBYIOIIHMM YIIOJJHOMOYCHHBIM (benepaanHM
OopraHom HCIIOJIHUTEILHOM BIACTH.

Cratba 34. BknroyeHMe B rocyfapCTBEHHbIN peecTp NeKapCTBEHHbIX CpeacTB U
UCKIoYeHue u3 rocyaapcTBeHHOro peecTtpa NeKapCTBEHHbIX cpeacTB
c¢hapmaueBTUYECKON CyO6CTaHLMK, NPOU3BEAEHHON ANA peanu3auum
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Jns Brato4eHUs ¢apMaleBTUYECKONH CyOCTaHIIMU, TPOU3BEICHHON JUIsI pealu3aliu, B
TOCYIapCTBEHHBIN PEeeCTp JIEKAPCTBECHHBIX CPEJICTB, IPOBOJAUTCS IKCIIEPTH3A €€ KauecTRa.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. DKcrepTH3a KauecTBa YKa3aHHOW B 4acTH | HacTosmeil craTbu hapMarieBTHYECKON CyOCTaHIINY,
COCTaBJICHHE KOMMCCHEH JKCIIEPTOB 3aKJIIOYEHHMM IO pe3yJsibTaTaM 3TOM JKCIEPTHU3bl, NOANUCAHUE UX
YCHJICHHBIMH KBaJTU(HUIIMPOBAHHBIMHU 3JICKTPOHHBIMU TOJIHMCSMH, HAIIPABICHNUE JTaHHBIX 3aKIIFOUYCHUN B
JMYHBIA KaOMHET YIOJHOMOUYEHHOTo (hefiepanbHOro OpraHa NCHOIHUTEIBHOM BIACTH B €IUHON CUCTEME
OCYIIECTBISIIOTCS. B CPOK, HE MPEBBINAIONIMNA TPUAATA PaOOYUX JHEW CO THS HAlpaBJICHUS B JIMYHBIHA
KaOMHET HKCHEPTHOIO YUPEXAECHUS B €AMHOM CHCTEME COOTBETCTBYIOLIETO 3aJaHHs YIOJIHOMOUYEHHOIO
(benepanbHOrO OpraHa HCHOJHUTEIHHON BJIACTH, NOAMHMCAHHOTO YCHJICHHOH KBaTH(PUIMPOBAHHOMN
3JIEKTPOHHOMN MOANMUCHIO, U CIEAYIOUUX JOKYMEHTOB (CBEIEHUIN):

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

1) cBemeHust 0 Jare MPENOCTABICHUS M PETMCTPAIMOHHOM HOMEpE JIMIIEH3MH Ha TPOU3BOACTBO
JICKaPCTBCHHBIX CPEJACTB WM CBEJACHHUS O JaTe TPEJAOCTaBICHHUS ¥ PETHCTPAI[MOHHOM HOMeEpe
3aKJIIOUYEHUST O COOTBETCTBHM TPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM TPaBUII
HaJJIeXKalleld MMPOW3BOJCTBEHHON TMPAKTUKW, BBIAAHHBIX (TIPEJOCTABICHHBIX) YIIOJTHOMOUYEHHBIM
dbenepanbHBIM OPraHOM HCIOJIHUTENIBHOM BJIACTH, B Clydae, €CJIM MPOM3BOACTBO JIEKAPCTBEHHOTO
cpeacTBa ocyulecTBisieTcs: B Poccuiickoit @enepanuu;

(B pen. DenepanbHbix 3akoHOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2) KOImugd JOKYMCHTA, BBIJJAHHOTO YIIOJHOMOYCHHBIM OpraHoM CTpaHbl IIPOMU3BOJAUTEIIA
JIEKapCTBEHHOT'O CPEJICTBA M MOJTBEPXKIAIOLIETO pa3pelleHne MPOU3BOJCTBA JIEKAPCTBEHHOTO CPECTBA,
" €T0 IICpEBO/ HA pYCCKI/IfI SA3BIK, 3aBCPCHHBIC B YCTAHOBJICHHOM IOPSAAKE, a TAKIKEC KOIIHA 3aKJIHOYCHUA O
COOTBETCTBUM  INPOU3BOAMTENS  JICKAPCTBEHHBIX CPEACTB TpeOOBaHMSAM MpaBWJl  HajJexxaluei
HpOHSBOJICTBGHHOfI IMMPAKTHUKHU, BBIJJAHHOT'O YIIOJTHOMOYCHHBIM q)ellepaHBHBIM opraHomM ACIIOTHUTETbHOHN
BJIACTH, JUOO KOMMS DPEHICHUS YHNOJHOMOYEHHOTO (hefepallbHOrO OpraHa HCIOJHHUTEIbHOH BIacTu O
IMPOBCACHUHN q)apMaHeBTquCKOﬁ HUHCIICKIUHA ITPOU3BOACTBA JICKAPCTBCHHBIX CPEACTB JJIA MECAUIIMHCKOT'O
IPUMEHEHHs Ha COOTBETCTBHE TpPEeOOBAaHUSAM MpPaBUJ HaJUIeKallell NPOM3BOJICTBEHHON NpPaKTUKU
EBpa3suiickoro 3KOHOMHYECKOTO COI03a. YKa3aHHBIE IOKYMEHTHI IPEJICTABIAIOTCS B CiIydae, eCllu
MIPOU3BOJICTBO JIEKAPCTBEHHOTO CPEJICTBA OCYIIECTBIsIETCS 3a npeaenaMu Poccuiickoit deneparum;

(B pen. DenepanbHbix 3akoHOB 0T 04.06.2018 N 140-D3, ot 30.01.2024 N 1-D3)

3) TOKYMEHT, coJiepKaluil cieyromue cBeJeHus 0 (papMaleBTHIeCKO cyOcTaHIINu:

a) HauMeHoBaHue (hapMaleBTHYECKOW CyOCTaHIINH, €€ CTPYKTypa, OOIIHE CBOMCTBA;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

0) HauMEHOBAHUE U a/IPEC MPOU3BOAUTEIS;

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMCAHUCM CTa,HI/Iﬁ IMPOU3BOACTBA U MCTOAOB KOHTPOJISA Ha BCCX
CTaguiaX IIPOU3BOACTBA,

T') onUcaHue pa3pabOTKy Mmporecca Mpor3BO/ICTBA;

J1) OINHCAHWE KOHTPOJIS KPUTUYECKUX CTaJAMK Tporecca MPOU3BOACTBA M IPOMEKYTOUYHOM
MPOAYKLINH;

€) TOKYMEHTaJIbHOE TTOATBEPIKACHUE (BaHMIAIIN) POIECCOB U (MJIN) UX OIECHKA;
’K) CBOMCTBA U CTPYKTypa JACUCTBYIOIINX BEIIECTB;

3) XapaKTepHCTHUKa MPUMECEH;

1) cnenudukanys Ha papMaleBTHUECKYIO CyOCTaHIINIO U ee 000CHOBAHHME;

K) aHaJUTHYECKWE METOJUKH, WCIOIb3yeMble TPH OCYIIECTBICHHH KOHTPOJSI KadecTBa
(dhapmaIreBTHIECKOM CyOCTaHIINY;

Jq) JOKyMEHTalbHOE MOJATBEPXKAECHUE (BaIMJAlMsl) aHATUTUYECKUX METOAUK, UCIONb3YEeMbIX IMPH
OCYIIECTBICHHH KOHTPOJIS KauecTBa (hapMaleBTHIECKO CyOCTaHIINY;

M) pe3yJbTaThl aHajIM3a cepuil (hapMaleBTUUECKO CyOCTaHIINN;

H) MEPCUCHb CTaHAAPTHBIX O6p33HOB HJIM BEIICCTB, UCIIOJIB3YCEMBIX P OCYHICCTBJICHUN KOHTPOJIA
Ka4dyCCTBa,

0) OITMCaHME XapaKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MaTEPHAJIOB U YKYIIOPOYHBIX CPE/ICTB;
) JaHHbIE O CTAaOUIIBHOCTH (hapMalleBTHUECKOM CyOCTaHIINY;
P) CpPOK T'OJTHOCTH;

4) TOKyMEHT, COJIEp>KaIlINii CBEACHUS O PErHCTPAIMN TPOU3BOJUTENS IEKAPCTBEHHBIX CPEJCTB IS
MEUIIMHCKOTO TIPUMEHEHUSI B KA4eCTBE HAJIOTOIUIATENIBIIUKA B CTPAaHE PETUCTPANUU (IUISI POCCHICKUX
IOPUANYECKUX T - HICHTU(UKAIUOHHBIA HOMep Hanororuarensimmka (MHH), nns wHOCTpaHHBIX
FOPUMYECKHX JIHIT - CTPaHa PETUCTPAIlU, HANMEHOBAHUE PETUCTPUPYIOIIETO OpraHa, perHCTPAIHOHHBIH
HOMeEp, KOJI HAIOTOIJIATEbIINKA B CTPaHe pErucTpaliy (MHKOPIOPALUY) HIIA €r0 aHaJlor).

(1. 4 BBeneH DenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)
(uactsb 2 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-@3 (pex. 13.07.2015))

3. Jns mnpoBemeHHWs HJKCHEPTU3bl KadyecTBA YKA3aHHOM B 4YacTW | HacTosimed CraTbu
dapmalleBTUUECKON CcyOCTaHIIMM  3asBUTEIh HAIMpPaBISIET TMOCPEACTBOM EIMHOTO TopTala B
YIIOJITHOMOYCHHBIM  (eiepasibHBIA  OpraH  WCIOJHWUTEIBHOM  BIIACTH  WJIM  JIMYHBIA ~ KaOWHET
YIOJTHOMOYEHHOTO (eIepalIbHOTO OpraHa UCTIOTHUTENLHOM BIIACTH B €IMHOM CHUCTEME:

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

www.consultant.ru Crpannua 85 n3 161
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=470143&date=03.04.2026&dst=100020&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=03.04.2026&dst=100549&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=523261&date=03.04.2026&dst=100255&field=134

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

1) 3asBiIeHME O BKJIIOUYEHHMM B TOCYAAPCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEICTB AAHHOU
¢dapmarieBTHYeCKOH CyOCTaHIMM, MOJMUCAHHOE YCHJIEHHOW KBaJIM(UIIMPOBAHHOW DJIEKTPOHHOM
IOJIIHMCHIO 3asIBUTENS, a B ClIydae, €CIM OT UMEHH 3asiBUTENS IEUCTBYET ero npeacraBuTenb (puznyeckoe
JUI0), YIOJHOMOYEHHBIN [JEHCTBOBaTb OT HUMEHHM 3asBUTENII Ha OCHOBAHWU JOBEPEHHOCTH B
JIEKTPOHHON (OopMe B MAIIMHOYUTAEMOM BHJE, MOJMMCAHHOE €ro YCHWJIEHHOW KBalM(UIUPOBAHHOMN
AJIEKTPOHHON TOAMHUCHIO I YCHIICHHON HEKBAIM(UIIMPOBAHHO 3JIEKTPOHHON TOIHCHIO;

(B pen. deaepanbubix 3akoHOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

2) pEeKBU3UTHI JOKYMEHTA, MOJITBEPKAAIOUIETO YIUIATy TOCYAapCTBEHHON MOLUIMHEI 32 BKIIOUYEHUE
B IOCYJIapCTBEHHBIN PEECTp JEKapCTBEHHBIX CPEIACTB (hapMalleBTUYECKON CyOCTaHLMU, MPOU3BEICHHON
U peanu3aluu, JU00 1O COOCTBEHHON WHHMIIMATHBE YKA3aHHBIM JOKYMEHT. YTIOJIHOMOYEHHBIN
(benepanbHbIl OpraH HCIOJHUTEIbHON BJIACTU MpoBepsieT (akT yIUIAThl FOCYNApPCTBEHHOM IOIUIMHBI
3asBHUTEJIEM C UCIIOJIb30BaHUEM MH(pOpMAINU 00 yIiaTe TOCYAapCTBEHHOM MOIUIMHBI, COACPIKAIICHCS B
I'ocynapcTBeHHOM MH()OPMAIIMOHHONW CHUCTEME O T'OCYAAPCTBEHHBIX M MYHMIMNAIBHBIX IUIATEXXaX, Ha
OCHOBAHMM IIPEACTABJIICHHBIX 3asBUTEIEM PEKBU3UTOB JOKYMEHTa, ITOATBEPKIAIOIIETO YIUIATy
roCy1apCTBEHHON NOLUIHHBI;
(B pen. deaepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

3) 1OKYMEHTBI, YKa3aHHbIE B UaCTH 2 HACTOALIEH CTaTbU;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4) 3asBIeHHE O BbIJaye paspelicHuss Ha BBO3 B Poccuiickyio degepannio KOHKPETHOW MapTHU
HE3apEerUCTPUPOBAHHOTO JIEKAPCTBEHHOT'O CPEICTBA, IPEIHA3HAYEHHOI'O JUIsl IPOBEIACHHS YKa3aHHOU
AKCIIEPTU3BIL.

(1. 4 BBennen denepanbHbBIM 3aKOHOM OT 22.12.2014 N 429-D3)

3.1. B ciywyae HempencTaBI€HMsI C 3asABJICHUEM O BKJIIOYEHMM B TOCYJIAapCTBEHHBIN PpEECTp
JIEKapCTBEHHBIX  CPEICTB  (papMalleBTUYECKOM  CyOCTaHIIMM  BbAaBaeMbIX  (TPEJOCTaBISEMBIX)
YIOJIHOMOYEHHBIMU  (heZiepalibHBIMU  OpraHaMU  HUCIIOJHUTENBHOW BIACTH JOKYMEHTOB (CBeleHH),
yKa3aHHbIX B NMyHKTaX | W 2 4YacTu 2 HAcTOSAUIEM CTAaThH, YHOJHOMOYEHHBIN (enepanbHbI Opra
UCTIOJHUTENIBHOM  BJIACTM  3alpallliBaeT  yYKa3aHHble  JOKYMEHTbl  (CBEJeHMA) B  IOpsAIKe
MEXXBEJIOMCTBEHHOT0 MH(POPMAIIMOHHOTO B3aUMO/IEHCTBUS.

(uactp 3.1 BBeaeHa denepanbHbiM 3akoHOM OT 27.12.2019 N 478-D3; B pen. @enepaibHOro 3aK0Ha OT
30.01.2024 N 1-®3)

4. B TeueHue NATH pabOUUX AHEH CO THS MPUHSATHS 3asBICHUS O BKIIOUEHUHU YKa3aHHOM B "acTu 1
HACTOSIIEH cTaThu (hapMarieBTHUECKON CYOCTaHIIMH B TOCYAPCTBEHHBIA PeecTp JICKaPCTBEHHBIX CPECTB
U TOKyMEHTOB, TIEPEUUCIICHHBIX B YacTU | W MyHKTe 2 4acTU 3 HACTOSINEH CTAaThH, YIOTHOMOYEHHBIH
(benepabHBINA OpraH UCIIOJIHUTEIILHON BIIACTH:

(B pen. deaepanibHbIX 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

1) mpoBOAMUT MPOBEPKY MOTHOTHI U JOCTOBEPHOCTH JAaHHBIX, COJEPXKAIIMUXCS B IPEICTaBICHHBIX
3asBUTENIEM JIOKyMEHTAaX;
(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) mpUHUMAET pEIICHUE O HaIpPaBJIE€HUU B HSKCHEPTHOE YUPEKJIEHUE 3aJaHusl Ha IPOBEICHHE
IKCTIEPTU3BI KAUeCTBA YKA3aHHOW B YacTH | HacToAMEH cTaThi (papMarieBTUIECKON CyOCTaHIIMU WA 00
OTKa3€ B TAKOM HaIIPABJICHUU;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

3) HampaBJIseT B JIMYHBIA KaOWHET 3asBUTENII B €IWHOM CHCTEME IOANMCAHHOE YCHJICHHOU
KBTM(DUIIUPOBAHHOM AJIEKTPOHHOH MOIMUCHIO YBEIOMIICHHE O TIPUHSATOM PEIICHUH WUJIH B CIIy4ae 0TKa3a
C YKa3aHUEM MPUYHMH TaKOT'O OTKa3a.

(B pen. deaepanbHbIX 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

4.1. B cinyuae BbISBIEHUS HEJOCTOBEPHOCTH U (WJIN) HEJOCTATOYHOCTH CBEACHUH, COIEpKAILNXCS B
MPEJCTABIICHHBIX 3asBUTENIEM MaTepuanax, YINOJIHOMOYECHHBIH (efepalbHbli OpraH HCIOJIHUTEIbHON
BJIACTU HAIpaBJIAET 3asABUTENIO MOCPEICTBOM E€AMHOrO MOpTaja WIM B JIMYHBIA KaOWHET 3asBUTENS B
eIMHOW CHCTeMEe 3ampoc 00 YTOYHEHMH YKA3aHHBIX CBEJICHHUH, MOJIMUCAHHBIA  yCHJICHHOU
KBAJM(ULUPOBAHHON HJIEKTPOHHOM MOAIHUCHIO.

(uactsb 4.1 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. 3agButenp 00s3aH HaNpPaBUThb I[OCPEACTBOM €IMHOTO TOpTajla B YHOJHOMOYEHHBIN
denepanbHBIA OpraH WCIOJHUTEIHLHONW BIIACTH WJIM JIMYHBIA KaOWHET YIOJTHOMOYEHHOTO (eAepaibHOTO
OpraHa HMCHOJHHUTENbHOW BJIacTU B €IUHOW CHUCTEME MOJNUCAHHBIA YCHJICHHON KBaMU()HUIIMPOBAHHON
AJIEKTPOHHON TOJITUCHI0 OTBET Ha 3alpoC YIMOJIHOMOYEHHOTO (pelepaibHOTO OpraHa MCIOTHUTEILHOM
BJIACTH B CPOK, HE MPEBBIMAIONINN JIEBIHOCTa PabOUMX THEH CO JHS MOJYYECHUS YIOJTHOMOYEHHBIM
deaepanbHBIM OPraHOM HCIIOJTHUTEIHLHON BIIACTH 3JIEKTPOHHOTO YBEJIOMIICHHS O MOJIYICHUN 3asIBUTCIIEM
nanHoro 3ampoca. Cpok, yKa3aHHBIH B 4YacTH 4 HACTOSUICH CTaThbU, MPUOCTAHABIUBACTCS CO JHA
HaIlpaBJICHUs 3aSBUTEIIO TTOCPECTBOM €IMHOTO MOpTaJia WA B JUYHBIA KAaOMHET 3asiBUTENS B €IUHOU
CHUCTEME 3ampoca YMOJHOMOYEHHOro (enepaqbHOr0 OpraHa HWCHOJHUTENBHON BJIacTU 1O JIHS
HaIPaBIICHUSI 3asSBUTENIEM IOCPEICTBOM CIMHOTO IMOPTajia B YIOJHOMOYEHHBINH (henepaabHbIi OpraH
UCIONHUTENLHOM  BJIACTH WM JUYHBIM KaOMHET yMOJIHOMOYEHHOro (enepalibHOrO  OpraHa
WCTIOTHUTEIPHOW BJIACTU B E€IMHOM CHCTEME OTBETa Ha JIaHHBIM 3alpoC W HE YUYUTHIBAETCS MpHU
HCYHCIICHUU CpPOKa OJKCHEepTU3bl KadecTBa (hapMalleBTHUECKOH CyOCTaHIIMHM, MPOU3BEIACHHOW s
peanu3anuu. B ciydae, eciiy OT UMEHM 3asiBUTENS JEHCTBYET €ro MpeAcTaBuTeNb ((pusnyeckoe JuIo),
YIOJHOMOYEHHBIA [I€CTBOBATh OT MMEHHU 3asBUTENs HA OCHOBAHMM JOBEPEHHOCTHU B AJIEKTPOHHOMU
dbopMe B MAaIIMHOYMTAEMOM BHJE, OTBET Ha JAHHBIM 3alpoCc MOXKET OBbITh MOAMHCAH YCHJICHHOU
KBTU(UIIUPOBAHHON SJIEKTPOHHOM MOAMUCHI0 JHOO YCHUICHHON HEeKBAIU(DUIIMPOBAHHON SIEKTPOHHOM
MTOMHCHIO.

(B pen. PenepanbHbix 3akoHOB 0T 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

5. OcHoBaHMEM JJis OTKa3a B HAIPaBICHUU B DKCIEPTHOE YUpEXKJEHUE 3aJaHMsI HA MPOBEACHUE
HKCHEepPTH3bl KauecTBa yKa3aHHOM B uacTu 1 HacTosmed craTbM (apMaleBTUYeCKOH CcyOCTaHIMU
SBJISIETCS. HENPEJICTABICHUE JIOKYMEHTOB, YKa3aHHBIX B YacTH 2 HACTOSIIEH CTAaTbH, OTCYTCTBHE
uHboOpMaluY, TMOATBEpXKAAOWEH (akT ymiaaTel TOCYJAapCTBEHHOM MOIUIMHBI 3@  BKJIIOYEHHE
(dapmaineBTUUECKO CyOCTaHIIMM, TPOU3BEACHHON Uil pealu3allid, B TOCYIapCTBEHHBIM peecTp
JIEKAPCTBEHHBIX CPEACTB, HEIPEACTABICHUE 3asIBUTEIIEM B YCTAHOBIICHHBIN CPOK OTBETA HA YKAa3aHHBIN B
yacTy 4.1 HacTOsIIEH CTaThyU 3alpOC YIOJHOMOYEHHOIO (heZiepalIbHOro OpraHa UCIOJIHUTEIbHON BIACTH
WM TIPE/ICTaBJICHUE IOKyMEHTOB, HE COJIEpKAIllUX NCUEPIIBIBAIOIIETO MepeuHsl HEOOXOIUMBIX CBEACHUH.
(uactsb 5 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenme nsATHagUATH pPabOYMX JHEH CO JHSA TOJYYEHHUS PEIIEHUS YIOJIHOMOYEHHOTO
(benepanbHOro opraHa UCIOJHUTEIBHON BJIACTU O HAIPABIIEHUU B DKCIEPTHOE YUpeKJIEHUE 3aJaHMs Ha
MPOBE/IEHUE HKCIEepPTH3bl KauecTBa YKa3aHHOM B yacTu | Hacrosimied craTbM (apMalieBTUYECKOH
CyOCTaHIIMM 3asBUTEJNb MPEACTABISET B SKCIEPTHOE YUPEXKACHUE Ui NMPOBEICHUS JaHHOW SKCIEPTU3BI
00pa3ibl (hapMaleBTHUECKOW CyOCTaHIIMHM B KOJMUYECTBE, HEOOXOMMOM Ul BOCIIPOU3BEICHUS METOJIOB
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

KOHTPOJISl KauecTBa. ODKCHEPTHOE YYPESKICHHE IPU IOJyYeHHH OOpa3lloB yKa3aHHOW B uacth |
HACTOAIIEH cTaThu (apManeBTUYECKONW CYOCTaHIIMM B TOT JK€ JICHb HAMPABJISCT B JIMYHBIA KaOWHET
3asBUTENS B CIUHON CHCTEME YBEIOMIICHHUE, MMOATBEPKIAIOIIEE MOIYICHUE 3TUX 00pa3oB. DTH CPOKHU
HE BKITFOYAIOTCSI B CPOK MIPOBECHUS TAHHOM SKCIIEPTHU3HI.

(B pen. deaepanbubix 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

7. YTpatun cuny. - @eaepanbubiii 3akon oT 30.01.2024 N 1-03.

8. B cpok, He MpeBbIIAIONINI MATH paboYuX JTHEH CO JHS HalpaBlIEHUs MOCPEACTBOM €IUHOTO
rmoprajia B YHNOJTHOMOYCHHBIN (eepanbHblli OpraH HCIOJHUTEIHHONW BIACTH WM JIMYHBIA KaOWHET
YHOJHOMOYEHHOTO (pe/iepaJIbHOrO0 OpraHa HCIOJHUTEIBHON BJIACTU B €IMHON CHCTEME 3aKIIOYEeHUS
KOMHUCCHH 3KCIIEPTOB IO pe3yibTaTaM 3KCIEPTHU3bl KaueCcTBa yKa3aHHOW B yacTH | HacTosAled cTaTbu
(dapmaleBTHUECKOI CyOCTaHIINU, YIIOJTHOMOUYEHHBIN (heepaabHblid OpraH UCIIOJHUTEIbHON BIACTH:

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

1) ocymiecTBisieT OLIEHKY TAaKOTrO 3aKJIIOUEHHs Ul ONPEAETCHUs €ro COOTBETCTBUS 3aJaHMUI0 Ha
IIPOBEACHUE TAHHOW IKCIIEPTU3BI;

2) mpUHUMAET pellieHre O BKIIOUYEHUHU YKa3aHHOU B yacTu | HacTosmen ctaThu (hapMaleBTUYECKOM
CyOCTaHIIMM B TOCYJApCTBEHHBIN peecTp JCKAPCTBCHHBIX CPEICTB HIIM PEIICHHEe 00 OTKa3e B TaKOM
BKJIFOUEHUU;

3) BHOCUT INpH NPHUHITUM PELICHUS O BKJIIOYEHUM YKa3aHHOM B yacTU | HacTosmedl craTbu
¢dapmanieBTHUeCKOH ~ CyOCTaHLMM B TOCYHAPCTBEHHBIM  peecTp  JIEKapCTBEHHBIX  CPEICTB
MIPEeyCMOTPEHHYIO YacThlo 2 cTaThi 33 Hactosuiero denepanbHOro 3akoHa HH(OPMALIMIO U HANPaBJISIET
3asBUTENIO TOCPEACTBOM €IUHOIO MopTaja WIM B JHMYHBIA KaOMHET 3asBUTEN B €JUHON cHcTeMme
BBIIICKY U3 FOCYJapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEJCTB.

(B pen. denepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 27.12.2019 N 462-®3, ot 30.01.2024 N 1-
®3)

9. OcHoBaHmeM [Uisi OTKa3a BO BKJIIOUEHUM YKa3aHHOM B dYacTh 1 HacTosleld CTaTbu
(dapmalleBTUUECKO CyOCTaHIIMM B TOCYJApCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEJACTB SIBIISETCSA
3aKJIFOYEHHE COOTBETCTBYIOIIETO YIOJHOMOUYEHHOTO (peiepanbHOro opraHa MCHOJHUTENIbHOM BIacTH O
TOM, YTO Ka4ecTBO (papMalieBTUUECKON CyOCTaHIIMHM HE MOITBEPKIEHO MOJYYEHHBIMH TaHHBIMH.

(uactp 9 BBeneHa denepanpHpiM 3akoHOM oT 22.10.2014 N 313-@3; B pen. PenepanbHOro 3aKkoHa OT
04.06.2018 N 140-®3)

10. He nomyckaercs BKJIIOYEHHE B TOCYAAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPENCTB OJHOU
(hapmareBTHUeCKO CyOCTaHIIMU, TTPOU3BEICHHON JUIsl peau3alliid M BBIITYCKAEMOW OJHHM U TEM XKeE
MIPOU3BOIUTEINIEM, B BUJIE JIBYX U 00JI€€ PEeCTPOBBIX 3aMUCEH.

(uactb 10 BBeaena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

11. BHecenue n3MeHEeHUH B JOKYMEHTHI Ha (DapMalleBTHUECKYIO CyOCTaHIIUIO, IIPOU3BEICHHYIO IS
peaiM3allii U BKIIIOUYEHHYIO B TOCYAApCTBEHHBIM peecTp JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBISIETCS B
nopsiike, ycraHoBleHHOM crtaThsiMu 30 u 31 Hactosmero @enepanbHOrO 3aKOHA, C YIUIATON
roCy/IapCTBEHHOM MOIJIMHBI, TPEAYCMOTPEHHOMN 3aKoHOAATENLCTBOM Poccuiickoi denepanyivi 0 HaJIorax
u cbopax.

(uacth 11 BBegena PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

Koncynprantlntoc: npumeyanue.
O BO3MOXHOCTU oOOpamieHus (apMaleBTUUECKOW CyOCTaHLMHU, UCKIOYEHHOW U3 TocpeecTpa, CM.
taxke O3 ot 30.01.2024 N 1-3.

12. Jlonyckaercs oOpaiueHue (apMaleBTHUECKON CyOCTaHIIMM O HCTEYEHHUs CpPOKa TOJIHOCTH,
IIPOM3BEACHHON JJI peaju3allMd B TEUYEHUE CTa BOCBMHUJAECATH [JHEH Iocie JaTbl HPUHSITHS
YIOJHOMOYEHHBIM (he/iepaabHBIM OPraHOM HCIOJHUTEIBHOMN BIACTH PEUICHUS O BHECEHUU M3MEHEHUH B
JOKYMEHTHI Ha (hapMarleBTHUECKYIO0 CyOCTaHIMIO, B COOTBETCTBHM ¢ WH(pOpMaIUeH, cojepKaliencs B
JOKYMEHTaX Ha (hapMalleBTUUECKYI0 CyOCTaHIIUIO 10 1aThl IPUHATHS TAKOTO PEILICHUSI.

(uactb 12 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

13. Pemienue 00 UCKIIOYEHHUH U3 TOCYAApCTBEHHOIO peecTpa JIEKApCTBEHHBIX CPEICTB
(dhapMaIreBTHUECKON CyOCTaHIMK, MPOW3BEACHHON I peaM3aliy, MPUHUMACTCS YIIOJIHOMOYSHHBIM
benepanbHBIM OPraHOM UCTIOTHUTENBHOM BIACTH B CIyYae:

1) npeacTaBiIeHNsI COOTBETCTBYIOIIUM YITOJTHOMOUYEHHBIM (e/IepaTbHbBIM OPraHOM UCTIOHUTEIIbHON
BJIACTH 3aKJIIOYEHUS O PUCKE WM 00 yrpo3e >KU3HU WIN 3]I0POBbIO UYeIOBEKa JMOO JKUBOTHOTO NP
UCI0JIb30BAHUU JICKAPCTBEHHOI'O CPENICTBA;

2) HanpaBJCHHS Pa3pabOTUNKOM JIEKAPCTBEHHOI'O CPEACTBA MIIM IIPOM3BOIUTEIIEM JICKAPCTBCHHOTO
CpeICcTBa MO0 YIIOJIHOMOYEHHBIM UMH JIPYTHM IOPUIANYESCKUM JIMIIOM ITOCPEICTBOM EAMHOTO TopTayia B
YIIOJIHOMOYCHHBIA  (hefiepalibHBId ~ OpraH  UCIIOJIHUTEIILHOW  BJIACTH  WJIM  JIMYHBIA  KaOWHET
YIOJHOMOYECHHOTO (heJIepaIbHOr0 OpraHa HCIIOJIHUTEIBHONW BIACTH B €AWHOW CHUCTEME IMOJIMHACAHHOTO
YCUJIEHHOW  KBATM(UIMPOBAHHOW AJNEKTPOHHOW TMOAMUCHIO 3asBICHHs 00 HCKIIOYEHUU U3
rOCy/IapCTBEHHOT'O peecTpa JICKaPCTBEHHBIX CPEJCTB (apMaleBTUYCCKOW CyOCTaHIUH, TTPOU3BEICHHOM
Uis  peanu3zanuu. B ciydae, ecnu OT UMEHHM pa3pabdOTyMKa JIEKapCTBEHHOTO CpEACTBA WM
MIPOU3BOJIUTEINS  JICKAPCTBEHHOTO CPEJCTBA JICWCTBYET €ro MpeACTaBHTENh ((PU3NIECKOe JIHI0),
YIOJTHOMOYEHHBIHN JefCTBOBAaTh OT UMEHHU pa3paboTyrKa JEKapCTBEHHOTO CPEICTBA UITU MPOU3BOAUTEINS
JICKaPCTBCHHOTO CPEJICTBA HA OCHOBAHWH JOBEPEHHOCTH B 3JIEKTPOHHOW (OpMe B MAIIMHOYHUTAEMOM
BUJE, 3asgBiIeHHE OO0 UCKIIYEHHWH U3 TOCYJapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEJICTB
(dhapmaleBTHUECKOM CyOCTaHIIUU, TPOU3BEICHHON IS peaTn3aIlii, MOKET ObITh TOJIITUCAHO YCUIICHHON
KBATU(UIIUPOBAHHON DIEKTPOHHOM MOAMUCHI0 JHOO YCHUICHHON HEKBAMU(DUIIMPOBAHHON SIEKTPOHHOM
IIOIIHUCEIO;

(B pen. PenepanbHbix 3akoH0B 0T 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

KoncynprantlIntoc: mpumevanue.
C 01.01.2026 n. 3 4. 13 cr. 34 He pacmpocTpaHseTcs Ha NPAaBOOTHOILICHHs, BO3HUKAIOIIUE NpU
oOparieHuu JIEKapCTBEHHBIX CPEACTB i MeauinHcKoro nmpumeHeHus (D3 ot 30.01.2024 N 1-D3).

3) oTcyTcTBUA (hapMalleBTHUECKON CyOCTaHIIMHU, MPOU3BEACHHON sl pealin3alii, B 0OpaIieHuu B
Poccutiickoit deneparuu B TeUeHUE TpeX U O0Iee JIeT.
(uacth 13 BBegena PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

Cratbsa 35. YTpatuna cuny ¢ 1 nronsa 2015 ropa. - PepgepanbHbIvi 3aKOH oT 22.12.2014
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

N 429-P3.

Cratba 36. OOGxanoBaHuMe peweHus 06 oOTKaze B BblAaye paspeleHuss Ha
npoBeAeHne KIUHUYECKOro MCCrefOoBaHUsA JleKapCTBEHHOro npenapara, peweHusa ob
OTKasze B roCyAapCTBEHHOW perucrpauuu nekapcTBEHHOro npenapara, 3aK/o4eHus
KOMMCCUUN IKCNIePTOB 3KCNEPTHONO YUYPEeXAEHUs UMM 3aKno4YeHUs coBeTa No 3TUKe

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

Pemienne cOOTBETCTBYIOMIETO YHOTHOMOYEHHOTO (hefepaibHOTO OpraHa MCHOJIHUTEIBHOW BIIACTH
00 oOTKa3e B BbAaye pa3peIleHUs] Ha MPOBEAECHUE KIMHUYECKOI'O HCCIIEAOBAHUS JIEKapCTBEHHOTO
mpernapara, peHieHHe YyKa3aHHOTO (enepanbHOro oOpraHa WCIOJHUTENBHOW BIIACTH 00 OTKa3e B
rOCYJapCTBEHHON perucTpanuu JICKapCTBEHHOIO IpernapaTa, 3akJIl04YeHHE KOMHUCCHHM 3SKCIEpTOB
OKCIICPTHOI'0 YUYPCKACHUSA HJIM 3aKIOUYCHHEC COBCTA IIO I3TUKC MOKET ObLITH O6)I(aJIOBaHO B MOpsAAKE,
YCTAHOBJICHHOM 3aKOHOAATeNnbcTBOM Poccuiickoit ®denepanuu. 3akioueHHE KOMHUCCHHM 3KCIEPTOB
OKCIICPTHOI'0 YUYPCKIACHHUA O B3aUMO3aMCHACMOCTH JICKAPCTBCHHLBIX IIPCIIapaToB JII MCAUIIMHCKOI'O
IPUMEHEHMsI MO0 O TOM, YTO JIEKapCTBEHHBIM Mpenapar A MEIUIUHCKOIO IPUMEHEHHUs HE SIBIISETCS
B3aMMO3aMEHSAEMBIM, MOXXET OBITh OO0KaJIOBAaHO JEp)KaTeNieM WM BIIAJCIBIEM PETUCTPAIIMOHHOTO
yJIOCTOBEpEHHMsI JIEKApCTBEHHOT'O Ipernapara B YIOJIHOMOUYEHHbIH (eaepanbHblii OpraH UCIIOJIHUTEIbHON
BJIaCTH, KOTOpI:Iﬁ ITPUBJICKACT K paCCMOTPCHUTIO YKaSaHHOﬁ JKaI00bI MMOABECAOMCTBCHHBIC €MY HAY4YHBIC
OpraHu3anMi M 0o0pa3oBaTelbHbIC OpPraHU3alMM  BBICIIETO  00pa30BaHUA, OCYILECTBISAIOLINE
NEeSTEIbHOCTh B cdepe oOpamieHusi JEeKapCTBEHHBIX CPEACTB. 3aKIIOUYEHHWE KOMHCCHHU DKCIIEPTOB
HKCHEPTHOIO YyUYpexaAeHusi, O(OpMIEHHOE II0 HUTOraM IepecMoTpa OO0KaJIOBAaHHOIO 3aKJIFOUEHUS
9KCIepTa, MOXKET OBITH OCHOPEHO JAepKaTelieM WJIM BIAJICIbIIEM DPETHCTPAMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOT0 Ipernapara Ju00 YMOJIHOMOYEHHbIM MMM JIMLOM B TOpPSJIKE, YCTaHOBJIEHHOM
3akoHoAarenscTBOM Poccuiickoit @enepanuu. Ilpu oOxaloBaHUM peElIEHHS YNOJTHOMOYEHHOTO
(benepanbHOro OpraHa HCIOJHUTENBHON BIIACTH, 3aKJIIOUEHMs SKCIepTa HWIM KOMUCCHHM SKCIEPTOB
AKCIEPTHOTO YUPEKIEHUS, 3aKIIFOUCHHS COBETA TI0 ITHKE JIepKaTelb WIH BIaJeNel] PerucTPaliOHHOTO
yJIOCTOBEpEHHsI JICKapCTBEHHOIO IMpenapaTa 00 YHOJIHOMOYEHHOE HMMH JIMIO BIIPaBE MpPEJCTaBUTh
PE3YIbTATHI JKCIICPTU3BI JICKAPCTBCHHOI'O IIpf€riapara, MPOTOKOJbI IMOJTYYCHHBIX AKKPCAUTOBAHHBIMU
UCTBITATEIbHBIMU JA00paTOPUAMH (LIEHTPAMH) PE3YIbTATOB UCCIIEOBAHU, HCTIBITAHUM.
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

Cratba 37. WHdopmaums, cBA3aHHaA C OCYLECTBIIEHUEM T[OCyAapCTBEHHOWM
perucTpauMm uWnuM perucTpauum JeKkapcTBeHHbIX npenapaTtoB, WHopmMauuva o
3aperMcTpMpoBaHHbIX JIeKapCTBEHHbIX Mpenapatax W JeKapCTBEHHbIX npenaparax,
MCKITIOYEHHbIX U3 rocyapCTBEHHOro peecTpa fiekapCTBEeHHbIX CpeAcTB
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1. CooTBeTCTBYIOLIUI YIIOJIHOMOUYEHHBIN (heiepaabHblii OpraH UCIIOTHUTEIBHON BIACTH pa3MellaeT
Ha cBoeM oduimaabHoM caiite B cetn "VHTepHer" uH(pOpManMio, CBA3aHHYIO C OCYIIECTBICHHEM
TrOCyJapCTBEHHOM pETUCTpaluy WM PETHCTPAallMM JIEKAPCTBEHHBIX IIPENapaTroB, B TOM YHCIIE
MPOBEIEHUEM DKCIEPTH3bl JIEKAPCTBEHHBIX CpPEACTB  (BKIIOYas pe3yibTaThl €€ IPOBEICHHS),
MH(OPMALIMIO O 3apETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIperapaTax W JIEKapCTBEHHBIX Ipenaparax,
HCKIIFOYEHHBIX M3 T'OCYJapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEICTB, HE II0O3JHEE YE€M 4Yepe3 IIATh
pabounx JHEH cO JHS MOTY4YeHHs YIIOJTHOMOYEHHBIM (e/iepalibHbIM OPraHOM HCIIOJIHUTENBHON BIAcTH
COOTBETCTBYIOLIEH HH(pOpMALIHH.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

(B pen. denepanpHbIX 3aKk0HOB OT 22.12.2014 N 429-®3, ot 02.08.2019 N 297-®3, ot 30.01.2024 N 1-
®3)

2. Cpokd W TOPSAAOK pa3MEIICHUsS YyKa3aHHOW B dYacTh | HacTosmed cratbu WHOOpMAIUU
YCTaHABIIMBAIOTCS YIOJHOMOYECHHBIM (eIepaIbHBIM OPTaHOM HCIIONHUTENBHON Biactu. MHpopmarus,
yKa3aHHas B 4acTH | HACTOALIEH CTaThbu, SBISETCS OTKPBHITOM M OOIIEAOCTYMHONW U MPEAOCTaBISETCS
3aMHTEPECOBAHHBIM JIMLIAM B COOTBETCTBHHM C 3aKOHOAATENLCTBOM Poccuiickon denepanuu.

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

Mnasa 7. KMMHUWYECKUE UCCIJIEAOBAHUA JIEKAPCTBEHHbIX
NPEMAPATOB ONA MEANLUWHCKOIO NPUMEHEHUA, OrOBOP
Ob UX NMPOBEAEHUU, NPABA NAUUEHTOB, YYHACTBYIOLLUX
B 3TUX UCCIIEAOBAHUAX

Cratba 38. KnuHuuyeckme wuccnenoBaHMA neKapCTBEHHbLIX npenapaTtoB AnNA
MeAULMHCKOro NpUMeHeHuns

1. Kimuauveckue McciaeIoBaHUs JIGKAPCTBEHHBIX MPENapaToB I MEIAMIIMHCKOrO NMPHUMEHEHHS, B
TOM YHCJIE MEXIyHAPOIHBIE MHOTOIICHTPOBBIE, MHOTOIICHTPOBBIE, TTOCTPETUCTPALIMOHHBIC, IPOBOIATCS B
OJTHOW MJTM HECKOJIbKMX MEIUIIMHCKUX OPTraHU3alUAX B CICIYIOMIUX IEIIsAX:
(B pen. deaepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

1) ycranoBneHue 06e30MacHOCTH JIEKaPCTBEHHBIX MPENapaToB sl 30POBBIX JOOPOBOIIBLIEB U (HJIIH)
MEPEHOCUMOCTH MX 3I0POBBIMU JTOOPOBOJIBIIAMH, 332 UCKIIFOYCHUEM TaKUX UCCIICIOBAHUM JIEKAPCTBEHHBIX
IpenaparoB, IPOU3BEICHHBIX 3a penenamu Poccuiickoit denepanumy;

2) noad0p ONTUMAJIBHBIX JO3UPOBOK JIEKAPCTBEHHOI'O Iperapara U Kypca JeueHus JIsl MalueHTOB
C OIpeJesIeHHbIM 3a00JIeBaHUEM, ONTUMAIBHBIX /103 U CXEeM BaKIMHALMU HUMMYHOOHOJIOTMYECKUMHU
JIEKapCTBEHHBIMU IperapaTaMy 310pOBbIX JOOPOBOJIBLIEB;

3) ycraHoBNIeHHE 0€30MaCHOCTH JIEKApCTBEHHOT0 MpenapaTa 1 ero 3pQeKTUBHOCTH I MalUeHTOB
C ompeaeneHHbIM 3a0oneBaHueM, MpodumakTuyecko dPPEeKTUBHOCTH HUMMYHOOMOIOTHYECKUX
JIEKapCTBEHHBIX MPENnapaToB AJIs 37J0POBBIX 100POBOJIBIIEB;

4) uzyueHue BO3MOKHOCTH PACUIMPEHUs MOKa3aHUN JIJIsl MEAUIIMHCKOTO IPUMEHEHMSI M BBISIBICHUS
paHee HEU3BECTHBIX MMOOOYHBIX IEHCTBUI 3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB.

1.1. KnuHudeckue ucClieJOBaHMs JIEKApPCTBEHHBIX MPENnaparoB Uil MEIUIIMHCKOTO MPUMEHEHUs
IIPOBOJSATCS. B COOTBETCTBMM C IpaBWJIAMM HAAJIEKAIEH KIMHUYECKOW NPAKTUKH, YTBEPKACHHBIMHU
EBpa3niickoii 53KOHOMHYECKON KOMUCCUEHN.

(uacts 1.1 BBenena @enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

2. B orHOmeHnn BOCITPOHU3BCACHHBIX JICKAPCTBCHHLIX NIPE€apaToB AJId MEAUIIMHCKOT'O IPUMCHCHUS
MIPOBOJIATCSL HCCIIEAOBAHUS OMOIKBUBAJIEHTHOCTH M (MJIM) TEpaneBTUYECKONM SKBUBAJECHTHOCTH B
HOPSIJIKE, YCTAHOBJIEHHOM aKTaMH, COCTaBIIIOMNMHE 1TpaBo Coro3a.

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

3. OpraHuzanuio TPOBEACHHUS KIMHUYCCKUX HCCIICIOBAaHUN JIGKAPCTBEHHOTO Ipernapara s
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

MEIUIIMHCKOTO IIPUMEHEHUS BIIPaBe OCYIIECTBIISATh:
1) pa3paboTuuk J€KapCTBEHHOI'O Ipernapara Wik yIoJHOMOYEHHOE UM JIULO;

2) oOpa3oBaTenbHBIE OpraHW3allMd BhICHIETO0 O00pa30BaHUs, OpPTaHU3ALUU JOTIOJHHUTEIBHOTO
npodeccuoHaTEHOTO 00pa30BaHUS;
(n. 2 B pen. @enepanpHoro 3akoHa ot 02.07.2013 N 185-D3)

3) Hay4yHbIE OpraHU3ALUH.
(B pen. @enepanproro 3akoHa ot 30.01.2024 N 1-D3)

4. KivHWYECKHE WCCIICIOBAaHUS JICKApPCTBEHHOTO Tperapara Ui MEIMIIMHCKOTO MPUMEHCHHS
IIPOBOATCS HAa OCHOBAHUH PA3pPEIICHHS Ha MPOBEACHHUE KIMHUYCCKOTO MCCICIOBAHMS JIEKAPCTBEHHOTO
mpermapaTra, BBIJAHHOTO  YIOJHOMOYCHHBIM  (hefiepadbHbIM OPraHOM  HCIIOJIHUTEIHHOW  BIIACTH.
Y1IoTHOMOYEHHBIH (heiepaIbHBI OpraH MCIIOJHUTEIHPHOW BJIACTH BEACT PEECTP BBIIAHHBIX pa3pelIeHU
Ha MPOBEJICHUE KIMHUYECKUX MCCIICIOBAHUHN JICKAPCTBCHHOTO Tperapara, CoAepKalliil yKa3aHue Ha UX
1eJIb WM 1IeJTH, B YCTAHOBJICHHOM 3THM OPT'aHOM ITOPSIIKE.

(B pen. deaepanbHbIx 3aK0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

5. Yrpartun cuny c 1 utons 2015 roxaa. - @enepanbHbiii 3akoH oT 22.12.2014 N 429-03.

6. K opranuszanuu mnpoBeNeHHUs KIMHUYECKUX HCCIIEIOBaHUM JIEKapCTBEHHOI'O Ipernapara ajs
MEIULUHCKOTO TPUMEHEHUsl pa3pabOTYMKOM JIEKAPCTBEHHOIO IpenapaTa MOTYT IPHUBIIEKATHCS
IOpUIMYECKHE JIMIa JI000H  OpraHM3allMOHHO-TIPABOBOM  (OpMBI  TpH  yCIOBHM  OOECIICUYEHUS
COOTBETCTBHS 3TUX UCCIIEI0OBaHUN TpeOoBaHUAM HacTosero denepanbHOro 3aKoHa.

7. YTpatun cuny. - @eaepanbubiit 3akoH oT 30.01.2024 N 1-D3.

8. IlepeueHb MEOUIMHCKUX  OpraHU3alMid, MPOBOAIIMX  KIMHUYECKUE  MCCIIEOBAHUS
JICKApPCTBCHHBIX IIpCHapaTtoB I MCAUIUHCKOTO MPUMCHCHHA, W PECCTP BbBIAAHHBIX paspemeHHﬁ Ha
IPOBEICHUE KIMHUYECKHX MCCIIEOBAaHUIN JIEKAPCTBEHHBIX IIPENapaTroB OMyOJMKOBBIBAIOTCS U
pasMEearoTCs YIIOJIHOMOYCHHBIM @eﬂepaﬂBHBIM OopraHomM HUCITIOTHUTETLHON BIIACTH B YCTaHOBJICHHOM UM
nopsiIke Ha cBoeM o(UIMaIbHOM caiite B ceTH "HTepHer".

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

Cratbsa 39. PewweHne o npoBeAeHUN KITMHUYECKOro UCCNeaoBaHUA NeKapCTBEHHOro
npenapara ansa MeguuMHCKOro NnpMMeHeHus

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

1. Kauawmueckoe HCCIICAOBAHUEC JICKAPCTBCHHOI'O Iip€riapara I MCEAUIUHCKOrO IPHUMCHCHUA
IMPOBOAWUTCA Ha OCHOBAaHHWM PA3pCUICHUA Ha MPOBCACHHUE KIMHUYCCKOr0 MCCICAOBAHHUA JICKAPCTBEHHOI'O
npemnapara, BbIAAHHOI'O YIIOJIHOMOYCHHBIM (I)e,[[epaHBHLIM OpraHomM HCIIOJIHUTENbLHON BIIACTH 110
pe3yjibTaTaM OJSKCIIEPTU3bI ATOKYMCEHTOB, HGO6XO)II/IMBIX AJI TOJYUCHHUA pPaspClICHHA Ha ITPOBCIACHUC
KIIMHUYCCKOT'O UCCIICAOBAHUA JICKAPCTBCHHOT'O IIPLCIiapaTa 1 3THUYECKOM OKCIICPTHU3BI.

2. Jns monydeHHsl pa3pelieHds Ha TMPOBEACHUE KIMHUYECKOTO HCCIIEIOBAHHS JICKAPCTBEHHOTO
npenapara s MEIULUMUHCKOTO NMPUMEHEHUsl 3asBUTEIb HAIpaBiseT MOCPEJICTBOM E€IUHOTO MopTaia B
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

VIOJIHOMOYCHHBIH  (pefiepalibHblii  OpraH  WCIOJHHUTENBHOW  BIACTH WM  JMYHBIA ~ KaOWHET
YIOJIHOMOYEHHOTO (hesiepalibHOTrO OpraHa UCIIOJIHUTEILHON BIIACTH B €MHOMN CUCTEME:
(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

1) 3asiBIIeHHE O BbIJaue pa3pelicHus Ha MPOBEICHHE KIMHUYECKOTO UCCIICIOBAHHS JICKAPCTBEHHOTO
npernapata Uil MEIWIMHCKOrO IPHMEHEHHs, MOANUCAHHOC YCHJICHHOH KBaTU(pUIMPOBAHHOI
ANIEKTPOHHOM TOAMUCHIO 3asSBUTEIS, @ B Cllydae, €CJIH OT MIMEHH 3asBUTEIIS ICHCTBYET €ro MPeICTaBUTEb
(pm3uueckoe JUII0), YIIOTHOMOYCHHBIH JICHCTBOBATh OT MMEHHU 3asBUTEINSI HA OCHOBAaHUH JOBEPEHHOCTH
B 3JICKTPOHHOM (hopMe B MAIIMHOYMTAEMOM BHUJE, MOANMCAHHOE €r0 YCUJICHHOW KBaTH(PHUIMPOBAHHON
AIIEKTPOHHOU MOIHCHIO WM YCUIICHHON HEeKBATH()UIIMPOBAHHOM IIEKTPOHHOM MOITUCHIO;

(B pen. @enepanbhbix 3akoHoB 0T 30.01.2024 N 1-03, ot 31.07.2025 N 304-D3)

2) yrpatuiu cuiy. - @enepanbubiit 3akoH oT 30.01.2024 N 1-D3;

3) IMPOTOKOJ KIIMHHUYCCKOI'O HCCICAOBAHHA JICKAPCTBCHHOT'O IIpelapara rjid MCEAUIMUHCKOIO
IMPUMCHCHH,

4) Opomurropy mccnemaoBatens (I 3apeTUCTPUPOBAHHOTO JICKAPCTBEHHOTO Tperapara J0MyCTHMO
3aMEHUTh OJNOOPEHHOW OOIIeHd XapaKTepPHCTHUKOW JIGKAPCTBEHHOTO Mperapara, €cClid  TaKou
JICKapCTBCHHBIN Tpernapar 3aperucTPUpPOBaH B COOTBETCTBUU C aKTaMHM, COCTaBISIOMMME mpaBo Coro3a,
M ero NPUMEHCHHE B KIMHUYECKOM HCCICAOBAaHUM HE NPOTHBOPEYHT OJOOPEHHOW oOIIei
XapaKTePUCTHKE JIKAPCTBEHHOTO Mpernapata Jjisi MEIUIIUHCKOTO TPUMECHEHHS );

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

5) nHGOpPMaIIMOHHBIH JIMCTOK MAlUEHTA;

6) CBCACHUA 00 ormbITe pa60TBI I/ICCJ'IG,Z[OBaTCJ'ICI\/‘I MO0 COOTBCTCTBYIOIIHM CIICIUAJIBHOCTAM U HUX
OIIBITC pa6OTI>I 110 IPOBCACHUTIO KIIMHUYCCKUX HCCHC}IOB&HHﬁ;

7) - 8) yrpatunu cuiy. - Genepanbhsiii 3akon ot 30.01.2024 N 1-D3;

9) xomuio JOroBopa OO0S3aTEIBHOTO CTPAXOBaHWUS, 3aKIIOYEHHOTO B COOTBETCTBHHU C THITOBBIMHU
MpaBWJIaMd  O0S3aTENBHOTO CTPAXOBAaHMs, C YKa3aHUEM TMPENeTbHON YHCIEHHOCTH TMallueHTOB,
YHaCTBYIOIIUX B KIMHUYCCKOM HCCICAOBAHUU JICKAPCTBCHHOI'0 IMpfrnapara ajdd MCIUIHUHCKOIo
MIPUMEHEHUS;

10) mndopmarmo 0 cocraBe JIEKApCTBEHHOTO IIperapara Juisi MEAWIMHCKOTO NMpUMEHEHUs (3a
UCKJTIOUE€HUEM OMOJIOrMYEeCKHX JIEKAPCTBEHHBIX MPENapaToB);
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

11) 1OKYyMEHT, COCTaBIEHHBII MPOM3BOAUTEIEM JIEKAPCTBEHHOTO Mpernapara Ais MEAULUHCKOTO
MPUMEHEHUSI U COJEpKaIlllMi IMOKazaTeidu (XapaKTepUCTUKH), a TaKKe CBEACHHS O JIEKAPCTBEHHOM
npenapare JUis  MEAWLUMHCKOTO TPHUMEHEHMs, TPOU3BEIEHHOM ISl MPOBEACHUS KIMHUYECKUX
WCCIIEIOBAHMH (32 HCKITIOYCHUEM OMOJIOTHYECKUX JIEKAPCTBEHHBIX TPENapaToB);

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

11.1) nOKyMeHTHl UM CBEACHHMs, NPEAYCMOTPEHHBbIE TpaBUIaMH MPOBEIACHUS HCCIIEOBAaHUN
OMOJIOTUYECKUX JIEKAPCTBEHHBIX CPEACTB EBpa3uiickoro SKOHOMHYECKOTO COI03a, YTBEP:KIECHHBIMHU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

EBpa3uiickoii 5KOHOMHUYECKOH KOMHUCCHEH;
(m. 11.1 BBenen denepanbubiM 3akoHoM 0T 30.01.2024 N 1-D3)

12) cBeaeHust 0 JaTe MPEIOCTABICHHUS M PETHMCTPAIIMOHHOM HOMEpE JIMIICH3UHM Ha TPOU3BOACTBO
JIEKAPCTBEHHBIX CPEJICTB B ClIy4ae, €CJIM MPOU3BOACTBO JIEKAPCTBEHHOT'O IperapaTa OCYIIECTBISACTCS B
Poccuiickoit ®epepanuu, WM JTOKYMEHT, COJACpPKAIIMK CBEICHUS O JaTe€ MNpeaoCTaBICHUS U
PEruCTPallMOHHOM HOMEpE 3aKJIIOYEHUSI O COOTBETCTBUU IPOU3BOAMTEIIS JEKAPCTBEHHOIO Ipernapara
TpeOOBaHUSIM IpaBUII HamJIeKaIen MTPOM3BOICTBEHHOM MIPaKTUKH, MPEAO0CTaBICHHOTO
YIIOJIHOMOYEHHBIM OPTaHOM CTPaHbI IPOU3BOIUTEIIS JIEKAPCTBEHHOTO Mperapara.

(B pen. ®enepanpHbix 3akoHOB OT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-®3, ot 30.01.2024 N 1-
D®3)

2.1. Csegnenus, moaTBepkAaromue (akT ymiaaTel IOCYJapCTBEHHOH MOIUIMHBI 3a IPOBEIEHUE
OTUYECKOM OKCIEPTHU3Bl, SKCIEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM Ipenapar il IOJIy4eHUs
paspellleHuss Ha INPOBEACHHME KIMHUYECKOIO MCCIENOBAaHUS JIEKapCTBEHHOIO Ipenapara Juisd
MEJIULUHCKOTO IIPUMEHEHHUs, 3a BbIJAa4y PpAa3pelICHHs HAa IPOBEICHHE KIMHUYECKOIO MCCIIEIOBAHUS
JIEKapCTBEHHOI'O Ipenapara il MEIULUHCKOTO IIPUMEHEHHUs, 3a IPOBEICHUE 3KCIIEPTU3bl JOKYMEHTOB
Ha JICKAPCTBEHHBIM IIpenapar I T[OJYYEHHs] pa3pellieHHss Ha IPOBEICHHE MEXKIyHApPOIHOIO
MHOTOLICHTPOBOTO KJIMHMYECKOTO HCCJIEJOBaHMs JIEKapCTBEHHOIO IIpernapara i MEJUIMHCKOrO
IIPUMEHEHHUsI, 3a BbIJAYy pa3pelIeHUs] Ha IPOBEACHUE MEKIyHApPOJHOIO MHOIOLICHTPOBOIO
KJIIMHUYECKOIO0 HCCIIEJOBaHMs JIEKAPCTBEHHOI'O IIpernapara Uil MEOULMHCKOrO IPUMEHEHMs, 3a
IIPOBEACHUE 3TUYECKOW OKCIEPTHU3bl, JKCIEPTHU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM Ipemnapar it
IIOJIyYE€HUsI Pa3pelICHMs] Ha MPOBEACHHUE IOCTPETUCTPALMOHHOIO KIMHUYECKOIO HCCIIEIOBAHUS
JIEKAPCTBEHHOIO Ipernapara Uil MEIULIUHCKOrO0 NPUMEHEHHMs, 3a BbIJady pa3pelieHus] Ha IPOBEICHUE
IIOCTPETUCTPALIMOHHOTO KIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOIO Ipernapara A MEAULMHCKOTO
MIPUMEHEHHUS, @ TAK)KE CBEJICHUS O BbIIABAEMBbIX (IIPEIOCTABIISIEMbIX) YIIOJTHOMOUYEHHBIMU (pesiepabHbBIMU
OpraHamMM HCIIOJIHUTENIbHOW BIIACTH JIOKYMEHTax (CBelIEHMsX), YKa3aHHbIX B NyHKTe 12 wuactu 2
HACTOAIIEH CTaThbH, YIOJIHOMOYEHHBIH (erepalbHblii OpraH MCIOJHUTEIbHONW BJIACTH 3allpallliBaeT B
MOPSAKE MEXKBEJOMCTBEHHOI'O 3JIEKTPOHHOTI'O B3aUMOJCHCTBUSA.

(dactb 2.1 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

3. B cpok, He mpeBBIIAIOMIMA Tpex pabouuMx AHEW CO JHS HANpaBlIeHUS B JIMYHBIA KaOWHET
YIIOJITHOMOYEHHOTO (he/lepalIbHOTO OpraHa WCIOIHUTEIBHOW BJIACTH B €IUHOW CHCTEME YKa3aHHOTO B
nyHkTe | dYacTu 2 HaAcTOAlIEH CTaThbW 3asBIEHUS U HEOOXOIMMBIX TOKYMEHTOB, YIMOJTHOMOYEHHBIH
(dbenepaibHBINA OpraH UCIIOJIHUTEIIBHON BIIACTH:

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

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEJEHUH, COAEpKAIIUXCS B MPECTaBICHHbBIX
3asiBUTEJIEM JOKYMEHTAX;

2) NpUHUMAET pelIeHHe O MPOBEJECHUU SKCIEPTU3bl TOKYMEHTOB ISl MOJYyUEHUsl pa3pelleHus Ha
MIPOBEACHUE KIMHUYECKOrO MCCIIEIOBAHU JICKAPCTBEHHOIO IIpenapara Juisi MEIUIMHCKOTO IPUMEHEHUS
Y ATUYECKOM 3KCIEePTU3bl UM 00 OTKa3e B MPOBEACHUN YKa3aHHBIX AKCIEPTHU3;

3) HampaBseT 3asABUTENIO TMOCPEICTBOM €IWHOTO MOpTaja WU B JIMYHBIA KaOMHET 3asiBUTENS B
€IMHON CHCTeMe TIONMMCAHHOE YCUJIEHHON KBaTU(UIIMPOBAHHOMN JIEKTPOHHOU MOAMKCHIO YBEIOMIICHUE
O TIPUHATOM pPEILIEHUH OO0 B Cy4yae MPUHSITHS PEIIeHHs] 00 0TKa3e TaKKe ¢ yKazaHUEM MPUYUH TAaKOTO
OTKa3a;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

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

4) HampaBJsIeT B TUYHBIN KAOMHET SKCIIEPTHOTO YUPEIKICHUS B €IMHON CHCTEME U JINYHBIA KaOUHET
COBETa 10 ITHUKE 3aJlaHMsl Ha MPOBEJCHUE COOTBETCTBYIOUIMX AIKCIEPTU3, MOIMHMCAHHBIC YCHUICHHBIMU
KBTH(DUIIUPOBAHHBIMU 3JICKTPOHHBIMH MOAMUCIMHU.

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

4. B cny4ae BBISBJICHHUS HETOJHOTHI M (WJIM) HEJOCTOBEPHOCTH HMH(MOpMAIMM, COAEpIKalIeics B
MPEJICTaBIICHHBIX 3asABUTENIEM JIOKYMEHTaX, YIIOJHOMOYEHHBIH (elepaibHbIil OpraH HCIIOJHUTEIBLHON
BJIACTU HAIPABISET B JIMYHBIN KaOWHET 3asBUTEIIS B €OUHON CHCTEME 3alpoc 00 YyTOUHEHHH yKa3aHHOU
WHGpOpPMAIINY, TOANMCAHHBIN YCHJICHHON KBATM(MUIIMPOBAHHOW JIIEKTPOHHOW IOAINKUCHIO. 3asBUTEIh
00s13aH HANpPaBUTh B JIMYHBIA KAaOWHET YMOJIHOMOYEHHOTO (eaepabHOr0 OpraHa HCIOJHHUTEIBHOM
BJIACTU B CJAMHOM CUCTEME IOJANUCAHHBIN YCHJICHHON KBAJTU(HUIIMPOBAHHOW 3JICKTPOHHOW MOJIMHUCKHIO
OTBET Ha 3alpoc YIOJIHOMOYEHHOTrO (eaepanibHOr0 OpraHa WCIIONHUTENLHOW BIIACTH B CpPOK, HE
MIPEBBIMIAIOIINN EBIHOCTA pab0YMX JHEH CO JHS MOTYYCHUs YIIOJHOMOYEHHBIM (heiepalibHbIM OpraHOM
WCTIOJTHATEIEHOW BJIACTH 3JEKTPOHHOTO YBEIOMIICHHS O IOJNydeHHH 3asBuTesieM 3ampoca. Cpok,
yKa3aHHBIN B 4acTU 3 HACTOSIICH CTAThH, IPUOCTAHABIMBACTCS CO JIHS HANPABJICHUS B JIMYHBIA KaOWHET
3asBUTENS B €IMHOW CHCTEME 3arpoca YHOJIHOMOYEHHOTO (heepasbHOr0 OpraHa HCIOJHUTEIBHON
BJACTH JO JHS HAalpaBJICHHS B JIMYHBIH KaOWHET YIOJHOMOYCHHOTO (elepaIbHOro OpraHa
HUCIIOJIHUTEILHOU BJIACTU B eI[HHOI>'I CUCTCMC OTBCTA HA 3aIlIpOC U HEC YYHUTBIBACTCA IIPU UCUHUCIICHUU CPOKa
MPUHATUS YIOJIHOMOYCHHBIM (heZiepalibHbIM OPTaHOM UCIIOJIHUTEIILHOW BJIACTH PEIICHHS O MPOBEACHUU
OKCIICPTU3BI AOKYMCHTOB JIA IMOJYYCHHA PaspClICHHA Ha IPOBCACHUC KIIMHUYCCKOI'O HUCCICAOBAHUA
JICKApCTBEHHOTO Mperapara Jjisi METUIIMHCKOTO IIPUMECHEHUSI.

(dactb 4 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHOBaHMEM i OTKa3a B MPOBEACHUM DKCIEPTU3bI JOKYMEHTOB JJIS MOJIyYEHHUs pa3peIleHUs
Ha TPOBEJICHUE KIMHUYECKOTO MWCCIECIOBAaHNS JIEKAPCTBEHHOIO Mpernapara Uil MEIHIMHCKOTO
IIPUMEHEHHUST U DJTUYECKOM DKCIEPTU3Bl SBJISETCS IPEICTaBICHHE JOKYMEHTOB, IIPEIyCMOTPEHHBIX
YacTbi0 2 HACTOSILEH CTaTbH, B HEMOJHOM OOBEME, HENpPE/ICTaBICHHE 3asBUTEIEM B YCTaHOBJIEHHBIN
CpPOK OTBETa Ha yKa3aHHBIH B 4acTH 4 HACTOALIeW CTAaThbU 3alpoC YMOJHOMOYEHHOIo (eaepanbHOro
OpraHa UCIHOJHHUTENIbHOM BJIACTH JMOO OTCYTCTBHE B MPEJCTABICHHBIX JOKYMEHTAaX HCUEPIBIBAIOLIEIO
nepevyHs HeoOxoaumoil HMHpopManuu Wi WHGOpPMAlMU, KOTOpas AOJKHA ObITh OTpakeHa B HHUX, a
TaKke  OTCYTCTBHE  CBEACHMH, KOTOpbIE B  JAJIbHEWIIEM  IOATBEPKIAKOTCA  MOCPENCTBOM
ME)XBEJJOMCTBEHHOI'O 3JIEKTPOHHOI'O B3aWMOJIEHCTBUA, O (aKkTe yIUIaThl TOCYJapCTBEHHOM MOLUIMHBI 3a
MIPOBEACHUE 3TUYECKOW OKCHEPTHU3Bl, DKCIEPTU3bl JOKYMEHTOB Ha JIEKApCTBEHHBIM Ipenapar s
IIOJIy4YEHHUsl pa3pellieHUs] Ha MIPOBEIECHUE KIMHUYECKOIO UCCIIEI0BAaHUS JIEKAPCTBEHHOIO Ipenapara s
MEIUIMHCKOrO IMPUMEHEHHUs, 3a BbIJA4Yy Ppa3pelICHHs] Ha IMPOBEIACHUE KIMHUYECKOTO HCCIEHOBaHUS
JIEKApCTBEHHOI'O IIpernapara Uil MEIULMHCKOTO IIPUMEHEHHs, 3a NIPOBEACHUE DKCIIEPTU3Bl JOKYMEHTOB
Ha JIEKAPCTBEHHBIM IpenapaTr g T[OJYyYEHMs pAa3pellieHHs Ha MPOBEACHUE MEXAYHAPOJIHOTO
MHOT'OLICHTPOBOTO KJIMHUYECKOIO HCCIEAOBAHUSA JIEKAPCTBEHHOI'O IIpernapara il MEAUIMHCKOIO
NIPUMEHEHHUsI, 3a BbIJAYy pa3pelIeHHs] Ha MPOBEACHUE MEXKIyHApOJHOTO MHOTOLIEHTPOBOTO
KJIIMHUYECKOTO HCCIIEJOBaHMUS JIEKAPCTBEHHOI'O IIpernapara Juisi MEJUIUHCKOTO TPUMEHEHus, 3a
MIPOBEACHUE 3THUYECKOW SKCHEPTHU3Bl, SKCIEPTU3bl JOKYMEHTOB Ha JIEKApCTBEHHBIM Ipenapar s
MOJIyYEHUsI PAa3pelleHuss Ha IPOBEIACHUE IOCTPErMCTPALMOHHOIO KIMHHUYECKOrO HCCIENOBaHUS
JIEKApCTBEHHOTO Tpernapara il MEJUIUHCKOrO IPUMEHEHHMs, 3a BblJIayy pa3pelIeHHs] HAa MPOBEACHUE
IIOCTPETUCTPALMOHHOIO KIMHUYECKOIO MCCIENOBaHUsS JIEKAPCTBEHHOIO Ipernapara Uil MEAULMHCKOIO
MIPUMEHEHHUS.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

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

6. IlpoBenaeHume OSKCHEPTH3BI JOKYMEHTOB JUIS TIONYYEHHUS pa3pelicHus Ha IPOBEICHUC
KIIMHUYECKOT0 MCCIICAOBAHHUS JICKAPCTBEHHOTO Tperapara Jijisi MeIUIIMHCKOr0 IPUMEHEHHUS B 3THYCCKOM
AKCIIEPTHU3BI, COCTABIICHNE KOMUCCUEH IKCIIEPTOB M COBETOM IO THKE 3aKJIFOUYCHUN O BOZMOXHOCTH WJIH
HEBO3MOXXHOCTH IPOBEJACHUS TAKOro KIMHUYECKOTO HCCICAOBAHMS, TOJIUCAHHE 3aKIIOYCHHM
YCWJICHHBIMH KBATH(PUIIMPOBAHHBIMHU JICKTPOHHBIMU TIOITUCSIMH ¥ HAMPABICHUE JaHHBIX 3aKITIOYCHHIA B
JUYHBIA KaOWHET YIOJTHOMOYEHHOTO (heiepaibHOTO OpraHa MCIIOJIHUTEIPHON BJIACTH B €IMHON CHCTEME
OCYIIECTBISIOTCS B CPOK, HE MPEBBINIAOIINN JBaIIaTH TATH paboduMx THEH CO JHS HAMpaBJiCHHS B
JUYHBIA KaOMHET OSKCIEPTHOrO VYPEXKICHUS B CIWHON CHCTEME 3aJaHds  YIOJIHOMOYECHHOTO
(denepanbHOrO OpraHa UCIOTHUTEILHON BIACTH C MPHJIOKEHUEM JIOKYMEHTOB, YKa3aHHBIX B ITyHKTaX 3,
4,10, 11 u 11.1 vyactu 2 HacTOAIICH CTAaThbU, U HANPABJICHHUS B JIMYHBIA KAaOMHET COBETA IO ITHKE B
CIMHON CHCTEME 3aJaHHs YIOJTHOMOYEHHOTO (enepabHOTO OpraHa HWCIIOJHUTEIBPHONH BJIACTH C
MPUIIOKCHUEM JIOKYMEHTOB, YKa3aHHBIX B IIYHKTaX 3 - 6 1 9 yacTu 2 HACTOSIIEH CTaThU.

(dactb 6 B pen. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

7. B cpok, He mpeBBIIAIONIMA Tpex pabouuMx AHEW CO JHS HANpaBlIEHUS B JIMYHBIA KaOWHET
YIOJHOMOYCHHOTO ()eJepaTbHOTO OpraHa WCIOJHUTEIHLHON BIIACTH B €IUHOW CHCTEME 3aKIIIOUCHUH,
yKa3aHHBIX B YacTW 6 HACTOAIIEH CTaThU, YIOJIHOMOYEHHBIH (efepanbHbIi OpraH UCHOTHUTEIBHOU
BJIACTH:

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

1) OCYHICCTBIACT OUCHKY NOCTYIIMBIINX 3aKJIFOUYCHUM AJIg opeACIICHUA UX COOTBCTCTBHA 3aJaHHUAM
Ha IPOBCACHUC COOTBCTCTBYIOIIUX DKCIICPTU3;

2) TmpUHUMAET pPEIICHHE O BbIJaue Pa3pelIeHUs] Ha MPOBEJACHUE KIMHUYECKOTO HCCIICIOBAHUS
JIEKApCTBEHHOTO TperapaTa il MEIULUUHCKOTO IPUMEHEHUS, BHOCUT B PEECTP BBIIAHHBIX Pa3peIICHUMA
Ha TPOBEJACHUE KIMHUYECKUX HKCCIICIOBAHUN JIEKAPCTBEHHOTO TIperapara COOTBETCTBYIOIILYIO
nH(OPMAIIMI0O U HAMpaBisSeT MOCPEICTBOM €IUWHOTO MOpTajia 3asBUTEII0 WIM B JIMYHBIA KaOWHET
3asBUTENS B €IMHOM CUCTEME BBIMTUCKY M3 peecTpa BbIIAHHBIX Pa3peIIeHU Ha MPOBEICHNE KIMHUYECKUX
WCCIIEIOBAaHUM  JIKQpPCTBEHHOTO  Tpenapara, TMOAMNHCAHHYI0  YCWICHHOM  KBamu(UIIMPOBAHHOM
3JIEKTPOHHOU MOJIHCHIO;

(m. 2 B pea. @enepanbrHoro 3akoHa ot 30.01.2024 N 1-D3)

3) npuHMMaeT pelieHHe 00 OTKa3e B BblJaye pa3pelleHHs] Ha MPOBEIEHUE KIMHHUYECKOIO
UCCIIEIOBaHM JIEKapCTBEHHOTO IpenapaTa il MEIULNHCKOTO IPUMEHEHHS M HAIIPABIIET MTOCPEICTBOM
€IMHOT0 TMopTaja 3asBUTEI0 WU B JIMYHBIA KaOMHET 3asBUTENS B €IUHOW CHCTEME JJaHHOE pElIeHHE,
MOJIMMCAHHOE YCUJICHHOW KBaJTM(HIIMPOBAHHON 3IIEKTPOHHOM MOAIKUCHIO, C YKa3aHUEM MPUYHUH OTKa3a.
(. 3 B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

8. OcHoBaHuEM AJI1 OTKa3a B BbIAAYUC PA3PCIICHUA Ha IMPOBCACHHUC KIMHUYCCKOI'0 HUCCICAOBAHUA
JICKApCTBCHHOTO IMpfriapara i MCIUITHUHCKOI0O NPpUMEHCHUA ABJIACTCA HAJIMYUC 3AKIIOYCHHA KOMUCCHU
OKCIICPTOB MJIM 3aKJIOYCHHUA COBETA IO J3THKE O HCBO3MOXXHOCTHU IMPOBCACHUA KIMHHUYCCKOTO
HCCIICOOBAaHUA JICKAPCTBCHHOI'O IIpe€riapata Jd MCAUOWHCKOrO IIPUMCHCHUA 110 pE3yJibTaTaM
MPOBCACHHBIX SKCIICPTU3, TPCAYCMOTPCHHBIX YaCTbIO 6 HaCTOHH_Ieﬁ CTaThbMU.

9. Pemienne 00 oTka3ze B MPOBEACHUM SKCIEPTHU3bl JOKYMEHTOB JJISl MOJIYYEHHs pa3pelieHus Ha
IIPOBEACHUE KIMHUYECKOT0 MCCIIEIOBAHU JIEKAPCTBEHHOIO IIpernapara I MEAULUHCKOrO IPUMEHEHHUs
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

W OTUYECKOM DKCIEPTU3bl W B BBIJAY€ pa3pelieHUs Ha MPOBEJACHUE KIMHUYECKOTO HCCISAOBaHUS
JIEKapCTBEHHOTO TIperapaTta sl MEAWIIMHCKOTO MPUMEHEHHUS MOXKET OBITh 00XAJIOBAaHO B TOPSIKE,
YCTaHOBJICHHOM 3aKOHOJaTeabCcTBOM Poccuiickoit denepanumu.

CtaTtba 39.1. 3TYecKas aKkcnepTusa
(BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

1. DTdueckas OKCIICPTH3a IMPOBOAUTCA COBETOM IIO 3THKE, CO3JaHHBIM B MOPAAKE, YCTaAHOBJICHHOM
YHOOJIHOMOYCHHBIM q)enepaanblM OopraHom HCIIOJIHUTEILHOM BJIaCTH, B LICIAX BblAa4M 3aKIHOYCHUSA 00
9THYECKOH 000CHOBAHHOCTH BO3MOYKHOCTH IMPOBEACHHUA KIIMHUYCCKOI'O HMCCIICAOBAHUSA JICKAPCTBEHHOI'O
npenapara 1jid MCIUIUHCKOTrO NPpUMCHCHH .

2. DKcrnepTaMu COBETa MO STUKE MOTYT OBITh MPEICTABUTEIN MEIUIIMHCKUX OpraHU3aluil, HAyYHbIX
OpraHusanuii, o0pa30BaTENbHBIX OpraHMU3alMi BbICHIETO OOpa3oBaHMs, a TaKXKe IPeICTaBUTENN
OOIIECTBEHHBIX OpPTraHU3allUi, PEIIUTHO3HBIX OPraHU3alMi U CPeJCTB MaccoBOoi uMHpopmanuu. /JaHHbIE
OKCHEpPTHl HE JOJDKHBI HAXOIUTHCS B KAaKOW-THMOO 3aBUCHMOCTH OT Pa3pabOTUYMKOB JIEKApCTBEHHBIX
MIpernapaToB U APYTUX JIUIl, 3aNHTEPECOBAHHBIX B PE3YJIbTaTaX STUYECKON IKCIIEPTHU3HL.

3. Omata yciyr SKCIEPTOB COBETa IO JTHKE OCYIIECTBISETCS HAa OCHOBAaHHH JIOTOBOPA,
3aKIIFOYCHHOTO MEXy YIOJHOMOYCHHBIM (peliepalbHbIM OPraHOM HCIIOJIHUTEIBLHOW BIIACTH, KOTOPBIM
CO3JIaH COBET IO J3TUKE, M OKCIEPTOM COBETa MO JTHKE, 32 CYET OIOKETHBIX aCCHUTHOBAHHIA,
MPEYCMOTPCHHBIX YIOJHOMOUYCHHOMY (eiepaJbHOMY OpraHy HWCIOJHUTEIBHOW BJIACTH, KOTOPBIM
CO37IaH COBET MO J3THKE, B (pepeparbHOM OIOKETe Ha COOTBETCTBYIOIIMHN TOJ Ha OOECreYeHHe ero
NesTeNbHOCTH, B pa3Mepax, ycTaHoBIeHHBIX [IpaBurensctBoM Poccuiickoii @eneparuu.

4. DkcnepThl coBeTa MO ATHKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJIATEIbCTBOM
Poccutickoii denepanuu.

4.1. Tlpu TpOBEACHUM OSTUYECKOM ODKCHEPTH3bl HE JIOMYCKAaeTCS HUCTPEOOBAHHME HKCIEPTOM Y
3asiBUTENsl JIMOO WHBIX JUI[ MAaTepHaOB, HEOOXOIUMBIX NJSl MPOBEACHUS ITHUECKON SKcmepTu3sl. B
CIydae HEIOCTaTOYHOCTH TMPEACTABICHHBIX JKCIEPTY MAaTepUaIOB B JUYHBIA KaOWHET 3asBUTENS B
€MHON CHCTEME YIIOJHOMOYEHHBIM JIMIIOM COBETA I0 3TUKE HAMPABJIAETCS 3alpoC O IMPEICTABICHUU
HEOOXOIMMBIX MAaTepUAJIOB, TTOAMUCAHHBIA PYKOBOAUTENEM (YIIOTHOMOYEHHBIM JIMIIOM) COBETA IO ITHKE
C HCIIOJIb30BAaHMEM YCHUJICHHOW KBaTU(UIIMPOBAHHON SIEKTPOHHOW MOMMUCH, a TaKXKE HaIpaBisieTcs
yBeZOMJIEHHE 00 YKa3aHHOM 3alpoce B JIMYHBI KaOMHET YHOJHOMOYEHHOTO (eaepantbHOro opraHa
HCIIOJIHUTEJIbHOM BJIACTU B €IMHON CUCTEME.

(dactb 4.1 BBeneHa denepanpabimM 3akoHoM OT 30.01.2024 N 1-D3)

4.2. 3asBurenp 00s3aH HANpPaBUTh B JIMYHBIA KaOWHET cOBeTa IO JTHKE B €IWHOW cCHCTEMe
MOJNUCAHHBIA  YCUJIEHHOM KBaTU(UUIUPOBAHHOM 3JIEKTPOHHOM MOJMNKMCHIO OTBET Ha 3amlpoc O
NPEJCTaBICHUN HEOOXOJMMBIX MaTE€pPHUalOB COBETY IO ITHKE B CpPOK, HE MPEBBIIIAIOIINN JIEBSHOCTA
pabounx AHEH cOo AHS TONY4YeHHMs] COBETOM II0 ATHKE DJIEKTPOHHOTO YBEIOMJIEHUS O TIOIY4YEHHH
3asBUTENIEM YKa3aHHOTO 3ampoca. BpeMsi co JHS HampaBlI€HHs COBETOM IO 3TUKE B JIMUHBIA KaOWHET
3asBUTENII B €IUMHOM cHcTeMe 3ampoca O TPEJCTaBICHUH HEOOXOJUMBIX MaTepuaioB 0 JHS
HaNpaBJICHUs 3asBUTEIEM B JIMYHBIN KaOMHET COBETa IO ATHKE B €AMHON CHCcTeMe OTBETa Ha yKa3aHHbBIN
3aMpoc He YYUTHIBAETCS MIPU UCUUCIIEHUU CPOKA MPOBEACHUS STUUECKON AKCIEPTU3BI.

(uacts 4.2 BBenneHa PenepanbHbIM 3akoHOM 0T 30.01.2024 N 1-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

5. CocTaB coBeTa 10 3TUKE, [OJI0KEHHE 00 3TOM COBETE, MOPSI0K €ro AesTeIbHOCTH, TPEOOBAHUS K
KBTM(DHUKAIIMH U OIBITY PAa0OTHI MO SKCIEPTHOUN OIEHKE HAYYHBIX, MEIUIIMHCKUX H 3TUYCCKUX ACTIEKTOB
KIIMHUYECKUX  MCCIIEJOBAaHUW JIEKAPCTBEHHBIX IMpenaparoB Uil MEIULIMHCKOIO  IMPUMEHEHHS,
MPEIBABISIEMBIE K JKCIEPTAM COBETA MO 3THKE, MOPSJOK OPraHu3allMu W MPOBEICHUS STUYECKOUN
SKCIIEePTU3bL, (hOpMa 3aKITIOUYEHUS COBETAa MO STUKE YCTAHABIMBAIOTCA YIOJIHOMOYEHHBIM (helepaabHbIM
OpPraHOM MCIOJIHUTEIBbHOM BJIACTH. YMCIIO MpencTaBUTENCH MEAUUMHCKUX OPraHU3aluil HE MOXKET
MIPEBBIIATH MMOJOBUHY OT OOIIETO YHCIIa SIKCIIEPTOB COBETA MO ITUKE.

6. Nudopmanus o cocraBe coBeTa IO 3TUKE, IJIAHAX €ro paboTbl M TEKyLIeH HEATeIbHOCTH
pasmerniaercs Ha OQUIMAIBLHOM CalTe YIOJHOMOYEHHOIO (heAepalbHOTO OpraHa HCIOJIHUTEIbHON
BJIAcTH B ceTu "VIHTepHET" B yCTAaHOBJIIEHHOM UM IOPSIJIKE.

Cratbsa 40. lNpoBeaeHne KNUMHUYECKOro UCCrenoBaHUA NeKapCTBEHHOro npenapara
ANnA MeAULMHCKOro npuMeHeHus

1. PykoBoauTenb MEAMIMHCKON OpraHM3alliH, KOTOpas MPOBOAUT KIMHUYECKOE HCCIEJOBAHHE
JIEKApCTBEHHOTO0  TIpermapara s  MEIUIMHCKOTO  TNPUMEHEHHs, Ha3HauaeT  MCCIeqoBaTes,
OTBETCTBEHHOTO 3a MPOBEJCHHWE TAaKOrO HCCICIOBAHUS U HMEIOLIEro Je4eOHYI0 CHEeHalbHOCTD,
COOTBETCTBYIONIYIO MPOBOJAMMOMY KIMHUYECKOMY HCCJIEIOBAHUIO JICKAPCTBEHHOTO Iperapara, co
CTakeM PabOThI MO MporpaMMaM KIMHUYECKHUX HCCIICIOBAHHMM JICKAPCTBEHHBIX IpErapaToB HE MEHEE
YyeM TpU roja M IO €ro MNPEIOKEHUIO0 HA3HAYaeT COMCCIENOBATENIC W3 4YHWclia Bpayed 3Tou
MEIUIIMHCKOW OpTraHU3aIiu.

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

2. HccnenoBarenn OCYHICCTBJIACT BBI60p MNanueHTOB, KOTOPBIC IO MCAUIHWHCKUM IIOKA3aHUAM
MOTYT OBITH MOPHUBJICYCHBI K YYaCTHUIO B KIIMHUYCCKOM HMCCICAOBAHUU JICKAPCTBCHHOTO Ipfrapara IJId
MCIUITUHCKOI'O IPUMCHCHUS.

3. UccnemoBarens ©W  COMCCIIEAOBATSIIN JOJIXKHBI OBITh O3HAKOMJIEHEI C pe3yibTaTaMu
JAOKIIMHUYCCKOI'O HUCCICI0BaHUA JICKApCTBECHHOI'O cpeacTna, COJACpKaAlIUMHUCA B 6p01u10pe
HCCIICO0BATCIIA, INPOCKTOM IMPOTOKOJA KIIMHUYCCKOI0 HCCICAOBAHHA JICKAPCTBCHHOI'O IIperiapara IJId
MCIUIHUHCKOI'0O NMPHUMCHCHUA, pa3pa6OTaHHLIM pa3pa6OT‘lI/IKOM JICKAPCTBCHHOI'O IpfriapaTta HJIIM HWHBIM
OPUINYCCKUM JIMIIOM, IIPHUBJICKACMBIM K OpraHu3alliid MIPOBCACHHA KIMHUYCCKOTO HCCICAOBAHUA
JICKApCTBCHHOT'O TIIp€riaparta I MCEAULIUHCKOTO IMPUMEHCHUSA, U APYIUMH MaTCpUalaMHd TaKOIro
HUCCICIOBaHUs.

3.1. PykoBoauTens MEAMIIMHCKOW OpraHU3alMy B CPOK, HE MPEBBIIAIONIUI TpeX pabouux THEH co
JTHSI Havajia MPOBEIEHUS KIMHUYECKOTO HCCIEA0BAaHUS JIEKAPCTBEHHOTO Mpernapara Jiisi MEAUIIMHCKOTO
IpPUMEHEHHs, coolIaeT o0 3TOM B YHNOJHOMOYEHHBIM (eaepanbHblii OpraH MCHOJIHUTENBHOM BIAcTH,
BBIIABILINHI pa3pelieHre Ha TPOBEJeHHE TaAKOr0 UCCIIEJOBaHMsl, 10 YCTaHOBIEHHOW UM (hopMme.
(uacts 3.1 BBeneHa @enepanbHbIM 3ak0HOM OT 29.11.2010 N 313-D3)

4. Opranusanuy, OCYIIECTBIIIOIINAE OPTraHU3ALMI0 IPOBEACHUS KIMHUYECKOIO HCCIEIOBAHUS
JIEKapCTBEHHOI'O IIpenapaTta JUlsi MEIUWLUHCKOIO NPUMEHEHUs M yKa3aHHble B 4YacTu 3 craThu 38
Hacrosimero denepanbHOrO 3aKOHA, B Cllydae HEOOXOJUMOCTH BHECEHHS M3MEHEHUH B IPOTOKOJ
KJIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOI'O Iperapara Jiisi MEJAULMHCKOTO MPUMEHEHHUSI COOOIIA0T
00 3TOM B YNIOJIHOMOUYEHHBIN (efiepanbHbIil OpraH UCIOJHUTENBHON BIIACTH, BbIIABIIUIN pa3pellieHue Ha
MIPOBE/ICHUE TAKOTO UCCIIEJOBAHUS, 10 YCTAHOBJIEHHON UM (hopme.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

(B pen. @enepanbHoro 3akoHa ot 11.10.2010 N 271-D3)

4.1. ®opma cooOmEeHUs] O BHECEHWH HW3MEHEHHH B MPOTOKOJN KIMHUYECKOTO HCCIEIOBAHMUS
JIEKapCTBEHHOTO Ipenapara Jjisi MeIUIIMHCKOTO IPUMEHEHHUS T0JDKHA COJIEPKATh CICIYIOIINE CBEACHUS:

1) HaumeHOBaHUe, NICHTU(UKAIIMOHHBI HOMEP U J1aTa MPOTOKOJIa KIIMHUYECKOTO UCCIICIOBAHUS;
2) nata BHECEHHsI K3MEHEHUM B MPOTOKOJI KIIMHUYECKOTO UCCIEA0BAHUS;
3) HaMMEHOBaHUE U MECTO HaXOXKJICHUS 3asIBUTEIIA,

4) HauMEHOBaHWE OpraHU3allMU, MPHUBICYCHHON pa3pabOTUMKOM JIEKapCTBEHHOIO Ipenapara K
OpraHu3aIyy MPOBEICHUS KIMHUYECKOTO UCCIe0BaHus (TIPH HATMYHUN);

5) HaAauMMCHOBAHUA KM MECTa HAXOXACHHA MCAHMIMHCKHX 0pFaHH3aHHfI, B KOTOPBIX ITPOBOAUTCA
KIMHUYCCKOC NCCICIJOBAHUC,

6) nara BbIJAYM pas3pelIeHHs Ha IPOBEACHHE KIMHUYECKOTO WCCIENOBAaHHS W HOMEp 3TOrO
pa3penIeHus;

7) U3MEHEHUs, BHOCUMBIE B TIPOTOKOJI KJIMHUYECKOTO MCCIICOBAHUS.
(uactb 4.1 BBenena @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He MpeBbIIAONINI IBaALaTH BOCBMHU pabo4MX JHEH cO JHS MOJY4YeHHs YKa3aHHOIO B
yacTu 4 Hacrosiued cTaTbu COOOLIEHMs, YHNOJHOMOYEHHBIN (QenepalibHbIil OpraH HCHOJHUTEIbHOU
BJIACTU paccMaTpUBaeT 3TO COOOIIEHHWE B YCTAHOBJICHHOM WM IOpSJIKE M NPUHUMAET pelIeHue o
BHECEHMM WM3MEHEHHHM B IIPOTOKOJ KIMHUYECKOTO MCCIEIOBAaHUS JIEKAPCTBEHHOrO IIpenapara Juls
MEIULMHCKOTO NMPUMEHEHHs WM 00 OTKa3e BO BHECEHMM TAKMX M3MEHEHUH, NOJNMCAHHOE YCHJICHHOM
KBAIN(UIMPOBAHHON 3JEKTPOHHOM TMOJMUCHIO, IOCPEJCTBOM HANpPaBIEHUS COOTBETCTBYIOLIETO
pelieHuss B JMYHBIA KaOWHET 3asBUTENs B eAMHOM cucreme. Ilpu paccMoTpeHuH cooOulIeHus o
HEOOXOJUMOCTH BHECEHMsS] W3MEHEHHH B MPOTOKOJ KIMHUYECKOIO MCCIIEI0BaHUS JIEKAPCTBEHHOTO
mpenapara A8 MEAWLUHCKOrO MPUMEHEHWs B IEeNAX OLEHKM OOOCHOBAHHOCTH MpEJIaraeMbIx
W3MEHEHUN U ONpPENENICHUs CTENEHW PHUCKA JUIsl NAUUEHTOB, IPUHUMAIOIINX y4acTHE B KIMHUYECKHUX
HCCIIEIOBAHMSIX, YIOJIHOMOYEHHBIM (elepalbHbIM OpPraHOM  HCIIOJHUTENBHOW BIACTH  MOTYT
MIPUBJIEKATHCS SKCIIEPTHI COBETA IO 3TUKE U (MJIN) KCHEPTHI SKCIIEPTHOIO YUPEKICHHUS.

(B pen. DenepanbHbIX 3aKk0HOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

6. KimHuyeckoe ucciaeqoBaHWE JIEKApPCTBEHHOrO IMpernapara isi MEAUIUHCKOTO MPUMEHEHUS
MOXKET OBITh MPHOCTAHOBIEHO WM MPEKpAIeHO, €CIM B MPOIecce €ro MpOoBEIACHHS OOHapyKeHa
OMACHOCTh JIJIS JKU3HHU, 3J0POBbS MAIMEHTOB. B Cilydyae BO3HMKHOBEHUS OMACHOCTH JJIS )KU3HU, 3JI0POBbSI
MAlMEHTa, YYAaCTBYIOIIETO B KJIMHAYECKOM MCCIEAOBAHMM JIEKAPCTBEHHOIO Ipemnapara st
MEIUIIMHCKOTO TPUMEHEHHS, HCCIIeNOBaTeIN 00s3aHbl MPOMH(OPMHUPOBATE 00 3TOM PYKOBOJUTEIS
MEIMIMHCKOM OpraHu3allid W  OpraHU3alyio, I[OJYYHMBUIYK0 Ppa3pelieHUuE  YIOJIHOMOYEHHOIO
(dbenepalbHOTO OpraHa WCIOJHHUTEIBHOW BJIACTH HAa OPTraHMU3aIUI0 TPOBEACHUS KIMHUYECKOTO
HCCIIEIOBAHUS JIEKAPCTBEHHOTIO Ipernapara. Pelenre o npuoCTaHOBIEHUH KIMHUYECKOTO HCCIIEI0BAHUS
JIEKapCTBEHHOTO Mpernapara s MEAUIUHCKOTO MPUMEHEHUS! IPUHUMAIOT PYKOBOAUTEIL MEIUIIMHCKON
OpraHu3alyy 1 (WJI1) OpraHu3aIus, MOTyYHBIIas pa3pelieHne YIOTHOMOYEHHOTO (heepaasHOro oprana
WCTIOJIHUTEJIbHON BJIACTH HAa OPraHU3alMI0 MPOBEACHUS KIMHUYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOIO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

mpernapara Ui MEAMLIHMHCKOIO IIPUMEHEHUS, PEIIEHUWE O MPEKpallleHUHd TaKoro MCCIEeIOBaHMs
NPUHUMAET YIOJHOMOYCHHBIN (eiepaabHblii OpraH UCIOTHUTEIBHOIN BIACTH HA OCHOBAaHUU COOOIECHUS
B IMCbMEHHOH (opMe PYKOBOAUTENS MEIMIMHCKONM OpraHu3alMd WIM OpraHu3alys, MOJy4yHBILIAs
paspelieHre yHoJIHOMOYEHHOTo (heaepaqbHOr0 OpraHa HCIOJHUTEIBHOW BIIACTH HAa OPTaHHU3AIMIO
IIPOBEJEHUS KIMHUYECKOT0 UCCIEA0BaHUs JIEKapCTBEHHOTO IIpenapara Uil MEAULMHCKOrO IPUMEHECHHS.

7. B cpok, HE TPEBHINAIIUNA TATH pado4YnX AHEH CO JIHS 3aBEPIICHHS, MTPHUOCTAHOBICHUS WU
IIPEKPAILEHUS]  KJIMHUYECKOTO  HMCCIEJOBAHMs JIEKApCTBEHHOIO IIpemnapara Uil MEIHUIIMHCKOIO
NpPUMEHEHHs, COOOIIeHne 00 ITOM HANpaBIIETCS OpraHU3alMsSIMHU, YKa3aHHBIMH B YacTH 3 cTaTbu 38
Hacrosero denepaibHOro 3aKoHa, B YIIOJIHOMOUYEHHBIN (eliepaibHblil OpraH UCIOJIHUTEIBHOW BIACTH
10 YCTAHOBJICHHON UM (hopMe.

8. d)opMa COO6H.[€HI/IH O 3aBCpHICHHMHU, IPHUOCTAHOBJIICHHMHU WJIK IPCKpAIICHUN KIMHHUYCCKOI'O
HCCIICA0BaHMA JICKAPCTBCHHOI'O Ipcriapara AJjid MEAUIUHCKOTO IPUMCHCHUA JOJIKHA COACPKATDh:

1) uadOpMaIIO O MEAUIIMHCKOW OpPraHU3allMd WJIM METUIIMHCKUX OpraHU3alMsIX, MPOBOIUBIINX
JIaHHO€E MCCIIEIOBAHUE;

2) OIMHUCaHUEC JaHHOI'O UCCIICAOBAHMA,

3) nmanHbIe MccienoBarens ((haMuiaus, UMs, OTYECTBO, MECTO PabOTHI, 3aHMMaeMasi JTOJDKHOCTb,
CIECIUAIBHOCTh, CTaX padOThl MO MporpaMMmaM KIMHHYECKHX HCCICIOBAHUN JIEKAPCTBEHHBIX
MpernaparoB, IepedyeHb KIMHUYECKUX HCCICIOBAHUIN JICKApCTBEHHBIX NPENapaTroB, B KOTOPHIX OH
NPUHUMAI ydacTue (MIEPUOJIbl YUaCTHsI) B KAUECTBE UCCIICI0BATEIIS WM COUCCIIEIOBATENS);

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

4) pe3ynbpTaT JAaHHOTO MCCIEAOBaHUS (3aBepIleHNe, IPUOCTAHOBICHNE WU MPEKpaIIeHHe JaHHOTO
HUCCIICOOBAHUSA C YKaSaHI/IGM nux HpI/I‘II/IH 1 BJIUSIHUA HaA OHGHKy ero pCSyJ'II)TaTOB, O6HIYIO OIIGHKy pI/ICKa 158
0)KMJAEMOM TMOJIb3bl OT IPUMEHEHHUS HCCIEAYEeMOro JIEKapCTBEHHOIO Ipemnapara, a TakKkKe
npeArnoaraeMbie JaabHEHIITNE T1eUCTBUS).

8.1. Ilpu BeIABIEHUM (elepalbHbIM OpPraHOM HCIOJIHUTENBHOW BIACTH, OCYIIECTBIISIOIIUM
GYHKIMU 10 KOHTPOJIIO M Haa30py B cdepe 31paBOOXpaHEHUs, HapYLIEHUH NpaBUJ HaaJexallei
KJIIMHUYECKOW NPAKTUKU NPU NPOBEICHUM KIMHUYECKOIO HCCIIENOBaHMs JIEKAPCTBEHHOIO IIpenapara,
BIUSIOLUIMX HAa TOJHOTY U (WIM) JOCTOBEPHOCTh JAHHOTIO KIMHHYECKOIO HCCIIEAOBAHUS, yKa3aHHBIN
(benepanbHBI OpraH MCHOJHUTEIBHOM BIACTH MPUOCTAHABIMBAET MPOBEIECHUE JAHHOTO KIMHUYECKOTO
UCCJIEIOBaHMsI M BBIHOCUT MEIMLMHCKON OpraHu3allM, B KOTOPOH HPOBOAUTCA JAHHOE KIMHUYECKOE
UCCIIeIOBaHNe, TMpeanucaHue o0 YCTpaHEHUHM BBIABICHHbIX HapymieHuil. [Ipu HeycTpaHeHuu
MEIUIMHCKOM OpraHW3alMeil BBIABICHHBIX HApYyIICEHWH B YCTAHOBIEHHBIM B NPEANHCAHUH CPOK
yKa3aHHbIH (enepanbHblii OpraH MCIOJHUTEIBHOM BIIACTH NPUHUMAET peIleHHEe O IpeKpalleHuu
MIPOBEJICHUS] KJIMHUYECKOTO HCCIIEJIOBAaHMS JIEKAPCTBEHHOIO IpernapaTa M HampaBisieT B (enepalbHbIi
OpraH HCIIOJIHUTEIbHON BIIACTH, OCYLIECTBISIONMKA (YHKIMM TO BBIPpAaOOTKE U  pealu3aluu
roCy/1apCTBEHHONW MOJUTHUKA U HOPMATHBHO-IIPABOBOMY PETYJIHMPOBAHHUIO B cdepe 3/paBOOXpaHEHUS,
3aKJIFOYEHUE O BBISBJICHUU MPU MPOBEACHUN AAHHOTO KIMHUYECKOTO UCCIIEI0BAHUS HAPYIIEHUN MpaBUIl
HaJuIexalleld KIMHUYECKON MPAaKTUKHU JUIsl IPUHATHS pelieHHs] 00 OTMEHE pa3peleHus] Ha OpraHu3aluio
IIPOBEJIEHUS JTAHHOTO KIMHMYECKOTO HCCIEIOBAaHUS C JaThl NPUHATUS PELIEHHUS O MPUOCTAHOBICHHUH
MPOBEICHUS KJIMHUYECKOT0 HCCIe0BaHUS JIEKapCTBEHHOI O IIpernapara.

(uactsb 8.1 B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

8.2. Ilpm mpoBeneHNMH KIMHUYECKOTO HCCIICAOBAaHMS JIGKAPCTBEHHOrO Tpenapara s
MEIUIIMHCKOTO MPUMEHEHHSI B CITydae YTOYHCHHUs (M3MEHEHUs) NaHHBIX, COACPKAIMUXCS B pa3pelICHUH
Ha TPOBEJCHHE ITAHHOTO KIMHUYECKOTO HWCCIICOBAaHUS, Ha OCHOBAHWU HAINPABJICHHOTO B JIMYHBIN
KaOWHET YIOJHOMOYEHHOTO (enepaqbHOr0 OpraHa HUCHOJHUTEILHON BIACTH B €IWHOW CHCTEME
oOpalieHusl 3asBUTEINS, MOJIMHCAHHOTO YCHJICHHON KBaJH(HUIIMPOBAHHON JIIEKTPOHHON TMOIIHCKHIO, C
MPUJIOKCHUEM MOTHBUPOBAHHOTO OOOCHOBaHUS W JOKYMEHTOB, MOJTBEPKAAOIIMX HEO0OXOIUMOCTh
YTOYHEHUS JIaHHBIX, YIOJHOMOYCHHBIA (efepaibHblii OpraH WCIONHUTEIBHON BIACTH B CPOK, HE
MPEBBIIIAOIINA JBAANATH BOCHBMH pabOYMX MHEW €O JHS TOCTYIUICHUS TaKOTO OOpaIleHHs, BHOCHUT
W3MEHECHHS B pa3pellieHre Ha IPOBEICHUE KIIMHUYECKOTO MCCIIeIOBAaHHS JICKAPCTBEHHOTO TIpernapara Jijis
MEIWIIMHCKOTO TPUMEHEHHSI W PEeCTP BBIAAHHBIX pa3pelICHUid Ha TPOBEACHHE KIMHUYSCKUX
WCCIIC/IOBAaHMI JIEKAPCTBEHHBIX TPENapaToB, a TAKXKE HANpaBJIICT B JMYHBIA KaOWHET 3asBUTEIS B
€MHOH CHCTEME BBIMHCKY W3 peecTpa BBIJIAHHBIX pa3pelICeHUid Ha MPOBEICHUE KIMHUYCCKUX
UCCIIC/IOBAHUI  JICKAPCTBEHHBIX  MPENapaToB, IOJANUCAHHYK  YCHJICHHOH  KBaJIH(HUIMPOBAHHON
AIEKTPOHHON TOIHUCHIO, TUOO MPUHUMAET pelIeHne 00 0TKa3e BO BHECEHUW M3MCHCHHI B Pa3peIICHHE
Ha TIPOBEICHHE KIMHUYECKOTO WCCIICIOBaHUs JICKAPCTBCHHOTO Tpernapara Ui METUIIMHCKOTO
MIPUMECHCHHS U HATIPABIISCT B JIMYHBIA KAOWHET 3asSBUTEIIS B €IMHOM CUCTEME 3TO PEIICHHE, MTOAIMMCAHHOE
YCUJICHHOM KBAJTM(UIIMPOBAHHOW AJICKTPOHHOU TIOMMKCHIO, C YKa3aHUEM MTPUYHH OTKa3a.

(uactb 8.2 BBegeHa denepanbubimM 3akonoM oT 30.01.2024 N 1-D3)

9. VnonHoMmMo4eHHBIH (enepanbHbli OpraH MCIOJHUTEIBHON BJIACTH OIMyOJIMKOBBIBAET U
pa3MeniaeT Ha CBOeM oOQuIUalbHOM caiite B ceru "HMHrepHer" cooOlieHne o 3aBeplleHuH,
NPUOCTAHOBIICHUN WM TPEKPAICHHH KIMHUYECKOTO HCCIIEIOBAHUS JICKAPCTBEHHOTO Ipernapara Juls
MCIUIHUHCKOI'0 NMPUMCHCHUA B CPOK, HEC HpCBI)IHIaIOHII/Iﬁ IIAATH pa60q1/1x I[Hefl CO JHA €T0 IOJYy4YCHUA, B
YCTQHOBJICHHOM UM TOPSIJIKE.

10. YmomHoMo4eHHBINH (enepanbHbIi OpraH MCIOIHUTEIHHOM BJIACTH OCYIIECTBIISIET BEIACHHUE
peecTpa ucciaenoBareiel, TPOBOAAIIMX WK IPOBOJAUBIIMX KIMHUYECKUE UCCIIEN0BAaHUs JIEKAPCTBEHHBIX
MPENnaparoB i MEIUIMHCKOTO MPUMEHEHUS, B COOTBETCTBUU C YTBEPKICHHBIMH MM IpaBUIAMU U
pa3Melniaer ero Ha cBoeM oduiuanbHOM caiite B cetn "HHTepHET" B YCTAaHOBIEHHOM UM TMOPSJIKE.
VYkazaHHBIN peecTp CONEePKUT HHPOPMAITUIO, TPETYCMOTPEHHYIO ITYHKTOM 3 YacTH 8 HACTOSIIEH CTaThH.

11. Oryer o pe3ynpTaTax KIMHUYECKOTO MHCCIENOBAHUS JIEKAPCTBEHHOIO IIpernapara s
MEJIULUHCKOTO MPUMEHEHUS COCTABIISIETCS OpraHU3alMel, YKa3aHHOW B 4acTH 3 CTaThbu 38 HACTOSIIETO
denepanbHOrO 3aKOHA, U NPEACTABISIETCS B YHOJIHOMOYEHHBIH (hefiepaibHblii OpraH MCIOJHUTEIbHON
BJIACTH, BBIJABUIMI pa3pellieHue Ha IPOBEIEHUE STOr0 HCCIEJOBAHMS, B CPOK, HE IPEBBILIAIONINM
JBEHAILIATH MECSLEB CO [JHSA €ro 3aBEpIICHHs, IPHOCTAHOBJIEHUS WIN IPEKPALEHUs, B IOPSIKE,
YCTaHOBJIEHHOM YTOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HUCIIOJIHUTEIbHON BIACTH.

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

12. Hapymienue npaBusl Hajuiexalieid KIMHUYECKOW MpakTUKH, (anbcu@UKalUs pe3yIbTaToB
KJIMHUYECKOTO MCCIIEIOBAHUS JIEKQPCTBEHHOTO Mpernapara Uisi MEAUIIMHCKOTO NMPUMEHEHHs BJIEKYT 3a
co00l OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOJATENHCTBOM Poccuiickoit denepanun.

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

13. IIpu npoBeeHNH KIMHUYECKOTO UCCIEN0BAHMS JIEKAPCTBEHHOTO IIpenapara sl MEJUIUHCKOTO
INPUMEHEHHS JOMyCKaeTcsl 3a00p y MalMeHTOB OMOJIOTMYECKUX MaTepuasioB (00pa3libl OMOJIOTHYECKUX
KHUJKOCTEH, TKaHEW, CEKPEeTOB M MPOAYKTOB >KU3HENEATEIbHOCTH 4YeIOBeKa, (U3HOJIOTHMYECKUX H
MATOJIOTMYECKUX BbIIEICHUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPT'aHU3MOB, OMOIICUHHBIA MaTepHua)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

U1t uX n3ydeHus B Poccuiickoit @enepanuu u (wim) 3a npeaenamu Poccuiickoit denepanuu.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

14. Tlopsmok BBo3a B Poccuiickyro Denepannio U BbIBO3a 3a mpeneibl Poccuiickoit denepanuu
OMOJOTMYECKNX  MaTepUaloB, TOJYYEHHBIX TIPU MPOBEICHUM  KJIMHUYECKOTO  HCCIIEIOBaHUS
JIEKApCTBEHHOT'0 TperapaTta Jjisi MEIUIIMHCKOrO0 TPUMEHEHHMs, ycTaHaBiuBaeTcs [IpaBUTENbCTBOM
Poccuiickoit ®enepanuu.

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

Cratbs 41. [loroBop O npoBeAeHUU KITMHMYECKOro uccrnenoBaHUA JfleKapCTBEHHOro
npenapara ans MeauLUHCKOro NnpuMeHeHus

1. Knunuyeckoe ucciaeqoBaHUE JIEKAapCTBEHHOIO Mperapara Uit MEIUIMHCKOTO TMPUMEHEHUS
MIPOBOAMTCS B COOTBETCTBUU C JIOTOBOPOM O MPOBEIECHUU KIIMHUYECKOTO MCCIEA0BAHUS JIEKAPCTBEHHOTO
npenapara Juisi MEIUWIHUHCKOTO TNPUMEHEHHMsS, 3aKII0YaeMbIM MEXIy OpraHu3aluei, IMOoTy4YrBIICH
paspeleHrue yrnoJIHOMOYEHHOro ¢eAepalbHOr0 OpraHa HCHOJHUTENbHOM BIACTH HA OPraHU3alUIo
MPOBEACHUSI TAKOTO KCCIIECIOBAHUSA, U MEAMIIMHCKONW OpraHu3aluei, OCYIIECTBISIONIECH MPOBEICHHE
TaKOT0 UCCIICIOBAHMUS.

2. I[OI‘OBOp O IMPOBCACHUHU KIWMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOI'O Ipfrapara i
MCAUIHUHCKOI'O IIPUMCHCHUS JOJIKCH COACPIKATD:

1) ycnoBHs ¥ CPOKH MPOBEAEHUS JAHHOTO UCCIIEIOBAHMS;

2) OIIpCACIICHUC O6H_ICI>'I CTOUMOCTHU MNpOrpamMmbl JAHHOI'O HCCICAOBAHHA C YKA3dHUCM CYMMBI,
npezmamaqammeﬁca JJI BBITIJIAT UCCIICAO0BATEIAM, COMCCIICA0BATCIISAM,

3) ompenenenue (Gopmbl MpeACTaBICHUS Pe3yIbTaTOB JAHHOTO HCCIEAOBAaHUS B YIIOJIHOMOYEHHBIN
(dbenepabHBINA OpraH UCIIOJIHUTEIIBHON BIIACTH.

Crtatbna 42. duHaHcoBoOe obecnevyeHue KINMMHUYECKOoro nccnenoBaHus
NeKapCTBEHHOro npenaparta ans MeauLuUMHCKOro NnpuMeHeHus

®duHaHcoBoe oOecreYeHUE KIMHUYECKOTO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIpCliapaTra I
MCIUIHUHCKOI'0 IPUMCHCHUS OCYIICCTBIIACTCA 3a CUCT:

1) cpencTB ¢enepanbHOTro OOIKETA;

2) cpeuncTB oOpraHu3aIuii, TMOJTYYUBIIUX pa3pelicHHe Ha OpPraHU3AIMI0 MPOBEICHUS JTAaHHOTO
HCCIIEIOBAHUS, B COOTBETCTBUHM C YCIOBUSIMU JOTOBOPA O €r0 MPOBEICHUY;

3) MHBIX HE 3aMpelIeHHbIX 3aKOHOAaTeIbCTBOM Poccuiickoil denepaniu HCTOYHUKOB.

Cratba 43. lpaBa nauveHTOB, Yy4YaCTBYHOLWMUX B KIIMHUYECKOM MUCCneaoBaHUU
NleKapCTBEHHOro npenapara aAns MeaULUHCKOro NpuMeHeHus

1. VYwuactue ManuceHTOB B KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOI'O IIpfcliapara I
MCIUIHUHCKOI'O IPUMCHCHUS ABJISACTCSA )106pOBOJ'II)HI)IM.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

2. [TanMeHT UM ero 3aKOHHBIH MPEICTABUTENb JODKEH ObITh MHPOPMHUPOBAH B MUCbMEHHOH (popme
B BUJIE IOKYMEHTA Ha OyMa)XHOM HOCHTEJIE TN00 B (hOpPME IEKTPOHHOTO TOKYMEHTA!
(B pen. @enepanbHoro 3akoHa ot 28.12.2025 N 504-D3)

1) 0 JICKapCTBCHHOM IIpfriapare Ijid MCIAUIHUHCKOIO IMPUMCHCHUA W CYIIHOCTH KIIMHHYCECKOI'O
HCCIIEO0BAaHMU 3TOT'O JICKaAPCTBCHHOI'O IIpCIiapara,

2) o 6e30MacHOCTH JIEKAPCTBEHHOTO TpermapaTa Il MEIUIIMHCKOTO MTPUMEHEHUS, €ro 0KUIaeMOn
3¢ (HEeKTUBHOCTH U CTENIEHU PUCKA Ui MAlUEHTa;

3) 00 YCIIOBUAX YUACTUA MALIUCHTA B KIIMHUYCCKOM HCCICAOBAHNUU JICKAPCTBCHHOI'O IIpCIiapaTra i
MCAULTUHCKOI'O IIPUMCHCHUS

4) 0 OCIM WM HCIAX WM MOPOAOJDKUTCIIBHOCTHU KIMHHUYCCKOIO HMCCICAOBAHUA JICKAPCTBECHHOI'O
npceraparta 11 MCAUIUHCKOI'O IIPUMCHCHU,

5) o JeHCTBUSAX NAUMEHTa B CIydyae HENPEIBUAECHHBIX 3()QEKTOB BIUSHUS JIEKAPCTBEHHOTO
rpenapara s MEAULUHCKOrO IIPUMEHEHKS Ha COCTOSIHUE €0 310POBbS;

6) 00 ycnoBHsIX 003aTEIBHOTO CTPaXOBaHUS )KU3HH, 310pPOBbS MTALIUCHTA;

7) 0 TapaHTHUAX KOH(I)I/I,ZLCHI_II/IEUILHOCTI/I ydactusa IMalueHTa B KIMHHUYCCKOM HCCICAOBAHUU
JICKApCTBCHHOTO Iperiapara JJIis1 MCAUIUHCKOTO IPUMCHCHM.

3. Z[O6pOBOJ'ILHOC COrJIaCuC IMalluCHTAa HAa YYAaCTUC B KIMHHUYCCKOM HCCICIOBAHUU JICKAPCTBECHHOI'O
npemapara Mjs1 MCIUIHUHCKOrO IMPHUMEHCHUS MOATBCPKAACTCA €TI0 IMOANMUCBIO HWIIM IMOAINUCBIO €T0
3aKOHHOT'O TPCACTABUTCIIA Ha I/IHq)OpMaI_II/IOHHOM JIUCTKE IMalluCHTA.

4. HaHI/IeHT WIN €ro 3aKOHHBII MNpEaACTAaBUTCIIb HMMCECT IIpaBO OTKAa3aTbCA OT YYaCTUsA B
KIIMHUYCCKOM HCCIICAOBAHUUN JICKAPCTBCHHOTO IIpCliapaTa AJII MCAUIUHCKOI'O IMPUMCHCHUA Ha 000
CTaguu MPOBCACHU TaKOI'0 UCCICAOBAHMA.

5. IlpoBengeHne KIMHUYECKOIO HCCIAEAOBAHMUS JIEKAPCTBEHHOIO Ipenapara A MEIULIHUHCKOro
MPUMEHEHUSI C YyYacTHeM B KaueCTBE MAIlMEHTOB JETeH JOMyCKaeTCs TOJBKO TIPH HAIWYUHU
JTOOPOBOJIBHOTO COTJIACHs HAa y4acThe B KIMHMYECKOM HCCIEIOBAaHUU JIEKAPCTBEHHOTO MperapaTa Juis
MEIUIIMHCKOTO TPUMEHEHUS B MH(POPMAIMOHHOM JIMCTKE TAIMEHTa, MOJANMUCAHHOM HUX POAUTEIISMH,
YCBIHOBUTENSAMHU. JleTh MOTryT paccMaTpuBaThCsi B KauyeCTBE MOTEHIMATIBHBIX MAIMEHTOB TaKOIo
WCCTIEIOBAHMS, TOJBKO €CIM €ro IPOBEICHHE HEOOXOIWMO MJI YKPEIUJICHUS 3I0pPOBbS ACTEH WU
npounakTuku WHQPEKIUOHHBIX 3a00JeBaHUN B JETCKOM BO3pacTe IUOO €Cld IIeNbI0  TaKoro
WCCTICIOBAHUS SIBJISICTCS TIOJIyYeHHE JAaHHBIX O HaWJIydllled TO3WPOBKE JIGKAPCTBEHHOTO Tpemapara s
nedyeHus: Jered. B aTHX ciydasx TakoMy HCCIEJOBAaHUIO AOJKHO MPEAlIeCTBOBATh KIMHUYECKOE
WCCTIEIOBAaHUE JIEKAPCTBEHHOTO TMpenapara Jyisi MEIUIMHCKOTO MPUMEHEHHS Ha COBEPIICHHOJETHUX
rpakJaHaxX, 3a HCKJIIOYEHUEM CIIy4aeB, €CJIM HUCCIAEAYEeMbld JIEKapCTBEHHBIM mpenapaTr s
MEIUIUHCKOTO MIPUMEHEHUS MpeHa3HAYCH HCKIIIOYUTEILHO TUTSt HCITOJIb30BaHUS

HECOBEPUICHHOJIETHUMH I'PaX1aHaMHU.
(B pen. DenepanbHbIx 3akoHOB 0T 22.10.2014 N 313-D3, ot 28.12.2025 N 504-D3)

6. 3anpeluaeTc51 MMPOBCACHUC KIIMHHUYCCKOIO0 MCCICIOBAHUA JICKAPCTBCHHOI'O IIpeliapara JId
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

MEIUIIMHCKOTO MPUMEHEHHSI C yUaCTHEM B KaUe€CTBE MAIUEHTOB:
1) nerel-cupoT u JIeTei, OCTaBIIUXCS 0€3 MONEUYCeHUs POUTEIICH;

2) JKEHIIMH B TMepuoJ OEepeMEHHOCTH, JKEHIIMH B NEPUOJ TPYAHOIO BCKapMIIMBAaHHUA, 3a
UCKJIIOUYEHUEM CIIy4aeB, €CJIM IPOBOJUTCS KIMHUYECKOE HCCIEIO0BAaHUE JIEKAPCTBEHHOI'O Ipenapara,
MpeIHa3HAYEHHOTO JUIsl YKa3aHHbBIX JKEHIIMH, IPU YCIOBUU HEOOXOAMMOCTH MOJY4YeHHs MH(POpMAINH
TOJIBKO BO BpEMsl IPOBEIEHUS COOTBETCTBYIOUIMX KIMHUYECKUX MCCIEAOBAaHUN U MPHUHATHS BCEX
HEOOXOJUMBIX MEp IO HCKIIOYEHHUIO pUCKA HAHECEHUs Bpela >KEHIIMHE B Iepuoja OepeMEeHHOCTH,
KEHIIMHE B TIEPUO]] TPYAHOTO BCKAPMIIMBAHUS, IJIOAY WU PEOCHKY;

3) BOGHHOCHY’)KallMX, 3a HUCKIIOYCHHEM CIIy4aeB MPOBEACHHUS KIMHUYECKOTO HCCIEI0BaHUS
JIEKApCTBEHHOT'0 TIpernapara, CIEeNHAIbHO pa3padOTaHHOTO i MPUMEHEHHUS B YCIOBUAX BOEHHBIX
NCHCTBUM, 4Ype3BBIYANHBIX CHUTyalMii, MNpOQUIAKTUKM U JiedyeHUs 3a00JeBaHUl M MOpaXKECHHI,
MOJIYYEHHBIX B  pe3yJibTaTe BO3JCUCTBHUS  HEONArONPHUATHBIX  XUMHUYECKHX, OHOJIOTHYECKHUX,
paauanroHHbIX (akTopoB. KimHHYeckoe HuCClIeJOBaHHE TaKOIO JIEKAPCTBEHHOTO Ipernapara MOXKET
MIPOBOJIUTHCS C YYACTHEM B KQUECTBE MAIMEHTOB BOEHHOCITYXAIIMX, 38 UCKIIOUYEHNEM BOCHHOCTY KaIUX,
MIPOXOJISIINX BOCHHYIO CIY>KO0Y MO MPU3BIBY, C COOMIOICHUEM TPeOOBaHHM, YCTAHOBJICHHBIX HACTOSIIUM
®denepanbHBIM 3aKOHOM B OTHOIICHHUH TPaKIaHCKUX JIUIL;

4) cOTpyIHUKOB MIPABOOXPAHUTEILHBIX OPTaHOB;

5) JIMII, OT6I)IB8,IOHII/IX HaKa3aHUC B MCCTax JIMIICHUA CBO6OI[BI, a TaKXKEC JIMIL, HAXOOAIIUXCA I101
CTpa)Keﬁ B CJICACTBCHHBIX HU30JIATOpAX.

7. Jlomyckaercs NpPOBENECHHE KIMHUYECKOTO WCCIEIOBAaHUS JICKAPCTBEHHOTO IMpenapara ist
MEIHUIIMHCKOTO MPUMEHEHUS, TPEeTHA3HAYCHHOTO IS JISYCHUS TICUXUYECKUX 3a00JIeBaHmil, C y4acTHeM B
KauyeCTBE MAIMEHTOB JIUI] C TICUXHYECKUMU 3a00JI€BaHUSMH, TPU3HAHHBIX HEJICECTIOCOOHBIMH B TIOPSIJIKE,
YCTAaHOBJICHHOM  3akoHojaarenbcTBOM  Poccuiickoit  ®enepanuu. KiamHudeckoe — HcclieloBaHUE
JIEKApCTBEHHOT'O TperapaTa B 3TOM CJydae MPOBOJUTCS MPU HATHMYUHU JOOPOBOJBHOTO COTJIACHUSI HA
y4acTHE B KJIMHUYECKOM HCCIEAOBAHUM JIEKAPCTBEHHOTO Mpenapara sl MEJUIUHCKOrO MPUMEHEHUS B
MH(POPMAIIMOHHOM JIUCTKE MAIlUEHTA, MOMMCAHHOM 3aKOHHBIMU MPEACTABUTEISIMU YKa3aHHBIX JIUII.

(B pen. @enepanbHOro 3akona ot 28.12.2025 N 504-03)

Cratbsn 44. 0OO6sAszaTenbHOe CTpaxoBaHMEe XXU3HU, 300pPOBbS  MNaUMEHTa,
yyacTBywLWEero B KINMHUYECKOM MUCCNefoBaHUM JeKapCTBEHHOro npenapara Ans
MeAULMHCKOro NnpuMeHeHus

(B pen. denepanbHoro 3akoHa ot 29.11.2010 N 313-03)

1. OpPaHI/IBaHI/IH, noJiyuyuBlIass pa3pCliCHUC Ha OpraHu3alrdio MPOBCACHUA KIMHUYCCKOTO
HCCIICOOBAaHUA JICKAPCTBCHHOI'O Ipfrapara IajJd MCIUWIHUHCKOIO MNPHUMCHCHUA, 00s3aHa B KayecTBE
CTpaxoBaTCJIsl CTPaxoBaTb PHUCK IMMPUYUHCHUA BpCAa KU3HU, 3I0POBBIO IMAllMCHTA B PE3YJIbTATC
MPOBCACHUA KIMHUYCCKOTO HMCCICAOBAHUS JICKAPCTBCHHOI'O IMperiapaTta Ajsd MEAUIUHCKOTO IMTPUMCHCHU A
3a CBOM cUeT IMyTCM 3aKIIFOYCHHA JOTOBOpa 00513aTENBHOTO CTpaxOBaHUA.

2. OOBexkToM 0053aTeTbHOTO CTPAaXOBAaHUS SIBISIETCS MMYIIECTBEHHbI HWHTEpEC IMalleHTa,
CBA3aHHBIM C IPUYMHEHUEM BPENA €0 KU3HU WIH 30POBBIO B PE3YJILTATE MPOBEACHUS KIMHUYECKOTO
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

HCCICA0BAaHU JICKAPCTBCHHOI'O IIp€riapaTta ajisd MEAUIUHCKOI'O ITIPUMCHCHUS.

3. CTpaxoBbIM CITy4aeM 1O JIOTOBOPY 00s3aTeNLHOTO CTPAXOBAHUS SIBISICTCS CMEPTh MAIlUEHTA WIIN
YXyAIICHUE €Tr0 37I0POBbs, B TOM YHCJIE BJIEKYIIee 32 COOOW yCTaHOBIICHHE HHBAJIHIHOCTH, IPH HAJTMYUU
MPUYMHHO-CIICJICTBEHHON CBSI3M MEXAY HACTYIUICHHEM 3TOTO COOBITUS M y4YacTHEM TNaIleHTa B
KIIMHHYECKOM HCCIICIOBAaHUH JIGKAPCTBEHHOTO TIpenapara.

4, Tp€6OBaHI/ISI 0 BO3MCHICHHMM BpCld, NPUYXMHCHHOI'O JKWU3HHW MWW 3J0POBBIO ITallUCHTA,
NpCaABABIIAOTCA B TCUCHHUEC CPOKOB HCKOBOI1 JaBHOCTH, YCTAaHOBJICHHBIX I'paXaaHCKUM
3aKOHOJAaTCJIIbCTBOM.

5. PasMep CTanOBOﬁ BBITIJIATHI 110 JOT'OBOPY 00513aTEJILHOIO CTpaxoBaHUs COCTABJIACT:

1) B ciy4yae cMepTH MalMeHTa JBAa MUJUIMOHA pyOJiel Ha Ka)J0ro MalueHTa, y4YacTBOBABILErO B
KIIMHUYECKOM HCCIIEOBAaHUU JICKAPCTBEHHOTI'O IIpenapara;

2) npu yXyAILIEHUH 3J0POBbs MallUEHTA!

a) TIOBJIEKIIIEM 3a COOOM yCTaHOBJICHHE MHBAIUTHOCTU | rpymnmbl, OAMH MULIHOH MSATHCOT ThHICSY
pyOieil Ha KaXIOro MalueHTa, yYacTBOBABIICTO B KIMHUYECKOM HCCIEAOBAHUN JICKAPCTBEHHOTO
npernapara;

0) moBieKkiieM 3a COO0OM YCTaHOBJIEHHE HMHBIMIHOCTU Il Tpymmbl, oguH MWUTMOH pyOJjel Ha
KaXXJIOTO MAaIllMeHTa, YYaCTBOBABILETO B KIMHUYECKOM HCCIICI0OBAaHUH JICKAPCTBEHHOT'O Mperapara;

B) MOBJEKIIEM 3a co0oil ycraHoBieHue HHBaWAHOCTU III rpynmsl, mSATbcOT ThICSU pyOneill Ha
Ka)KJI0T0 MalMeHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIIEOBAHUY JIEKAPCTBEHHOT'O IIpErapara;

I') HE TIOBJIEKIIEM 32 COOOHM YCTaHOBJIEHUS WHBAJIMIHOCTH, HE OOJIee YeM TpHUCTa ThICSY pyOsel Ha
Ka)XJIOTO TMAalMEHTa, y4YaCTBOBABIIETO B KIMHUYECKOM HCCIEJOBAaHUU JIEKapCTBEHHOIO Ipenapara,
HCXOJII W3 HOPMATHBOB, OTpaXalOUIUX XapakTep M CTEMEHb MOBPEXKICHUS 3J0pPOBbs, a TakKkKe
(aKTUYECKH TIOHECEHHBIX TMAIlMeHTOM pPAcXOJI0B, BBI3BAHHBIX IOBPEKICHUEM 3JI0pPOBBS, Ha
MEIUIIMHCKYIO TTOMOIIb, TPHOOPETEHHUE JIEKAPCTBEHHBIX MTPENapaToB.

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

6. Yrpatun cuny ¢ 1 utonst 2015 rona. - @enepanbublii 3akon ot 22.12.2014 N 429-D3.

7. CpOK A0roBopa 00s13aTeIIbHOTO CTpaxOBaHUAd HEC MOIKET OBITh MCHCC, UCM CPOK ITPOBCACHUA
KIIMHUYCCKOI'0 UCCIICAOBAHUA JICKAPCTBECHHOT'O ITpEriapara.

8. YcnoBus J0roBopa 0O0S3aTENBHOTO CTPAXOBAaHUS, B TOM YHCIIE CTPaxoBble Tapudbl 1o
00s13aTeIbHOMY CTPaxOBaHUIO, MEpeueHb HEOOXOAMMBIX JOKYMEHTOB JUIS OCYIIECTBIEHHS CTPaxoBOM
BBIIJIATHI, TOPSJIOK YCTAaHOBJEHUS CTPAaxOBaTEIeM WHAWBUIYAIbHOTO HAEHTH(PHUKAIMOHHOTO KOJAa
ManueHTa, NopsAA0K HH(OOPMUPOBAHUS CTPAXOBATENIEM CTPAXOBIIMKA O MPUBJICUEHHBIX K KIMHUYECKOMY
UCCJIEIOBAaHHUIO JIEKAPCTBEHHOI'O Ipenapara Uil MEAULMHCKOrO IPUMEHEHUs IallueHTaX, MOPsI0K
YIUIaThl CTPAXOBOM MPEMUHU, MOPSAIOK PeATU3aliU ONPEeNIEHHBIX HacTOoSIIUM DeepabHbIM 3aKOHOM U
ApyrumMu  (elepalbHbIMU 3aKOHAMHM IpaB U OOS3aHHOCTEH CTOPOH MO JIOTOBOpPY O00s3aTEIHHOTO
CTpaxOBaHHs, a TaKK€ HOPMATUBBI, OTpPa)KalOUIMEe XapaKTep M CTENEHb MOBPEXACHUS 310pOBbS,

www.consultant.ru Crpannua 105 mn3 161
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=508490&date=03.04.2026&dst=101077&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=03.04.2026&dst=100650&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=03.04.2026&dst=100652&field=134

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

YCTaHaBJIMBAIOTCS TUIIOBBIMU IPaBUIIAMU 00s3aTEILHOIO CTPaXOBAHHUS.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

9. B ciyuyae npuyrHEeHHs Bpea *KU3HU MallMEHTa, YYaCTBOBABILETO B KIIMHUYECKOM HCCIIEI0BAaH U
JIEKapCTBEHHOTO Tpernapara, BBITOJONPUOOPETATEISIMI 110 JOTOBOPY 00S3aTEIBHOTO CTPAaXOBAHHS
SBIIAIOTCS TpakJaHe, HMMEIOIIME MpaBO Ha BO3MEIICHHE Bpela B Cllydae CMEpPTH KOpMUIbIAa B
COOTBETCTBUH C TPAXKIAHCKUM 3aKOHOJATEIbCTBOM, NPH OTCYTCTBUM TaKUX TpaxiaH - POIUTEIIH,
CYINpYT, AETU YMEPIIEro MalueHTa, Y4acTBOBABILIEIO B KIMHUYECKOM HCCIEAOBAHUU JIEKAPCTBEHHOIO
npenapara, B cllydae CMEpPTH [alUEeHTa, YYacTBOBABIIEr0 B KJIMHUYECKOM HCCIEIOBAaHUU
JIEKapCTBEHHOI'O Ipenapara U HE HMMEBILEro CaMOCTOSATEIbHOIO JI0XOJa, - TpakJaHe, Ha M)KJIWBEHUU
KOTOPHIX OH HAaXOAWJCS, B OTHOIICHWH BO3MEIICHHUS pAcCXOJOB Ha TMOTpeOCHHE TMAaIUeHTa,
y4acTBOBABIIETO B KIIMHUYECKOM HCCIIEJOBAHUM JIEKAPCTBEHHOTO Tperapara, - JIMI0, TOHEeCIIee TaKue
pacxopbl.

10. CrpaxoBas BbIIIaATA B CYET BO3MELICHHS Bpeaa, NPUUYMHEHHOIO JKU3HU IallMEHTa,
Y4acTBOBABIIETO0 B KIMHUYECKOM HCCIEIOBAHUU JIEKAPCTBEHHOIO Ipernapara, pacupefesieTcs Mex1y
BBIFOJIONIPHOOpETaTENIMUA IPONOPLIMOHATIBHO UX KOJIMYECTBY B PABHBIX JI0JISAX.

11. Ilpm HacTymjaeHUHM CTPAXOBOIO Ciy4as [MalMEHT, YYacTBOBABIIUM B KIMHHUYECKOM
HCCIICIOBAaHUH JICKApCTBEHHOTO npenapara, BBITOJIONIPHOOPETATEID BITpaBe MPEeAbIBUTH
HEMOCPEJCTBCHHO CTPAXOBIIMKY TPeOOBaHHME O BO3MEIICHUN MPUIMHEHHOTO Bpeaa. CTpaxoBas BhITLIATA
OCYIIECTBIISICTCS CTPAXOBIIMKOM B TEUEHUE TPHUALIATH JHEH CO JHS MPEACTaBICHUS HEOOXOAUMBIX
JOKYMEHTOB. [lalieHT, y4acTBOBaBIIMI B KIIMHUYECKOM HUCCIIEIOBAHUH JIEKAPCTBEHHOTO IIperapara, uin
BBITOIONIPHOOpETaTENh 005S3aH COOOLIUTh CTPAXOBIINMKY JJISI OCYIIECTBICHHS CTPaXOBOMl BBHIILIATHI
WHJUBUIYATHHBIA UIEHTU(DUKAITMOHHBIN KOJI TTAlIUeHTa, YCTAHOBJICHHBIA CTPaxoBaTeeM B COOTBETCTBUHU
C TUMOBBIMH MPaBUIAMH 00S13aTEILHOTO CTPAXOBaHUS.

12. Jlo TONHOrO OMNpeleNieHHs pa3Mepa MOJJISKAIIET0 BO3MEIICHHIO Bpeda CTPaxOBIIUK IO
3asIBJICHHIO TAIMEHTA, YYaCTBOBABIIIETO B KJIMHUYECKOM UCCIIEIOBAaHHUH JICKAPCTBEHHOTO perapara, Hiu
3asABJICHUIO BI)IFOI[OHpI/IO6pCTaTGJ'I${ BITpaB€ OCYIICCTBUTDH 4aCTb CTanOBOfI BBITIJIATBI, COOTBECTCTBYIOIIYTO
(haKTHUYECKHU OTNPEeICHHON YaCTH MPUYMHEHHOTO Bpe/a.

13. CrpaxoBas BbILIaTA B COOTBETCTBUM C JOIOBOPOM 00A3aTEIBHOIO CTPaxOBAaHHUs
OCYILECTBISIETCS HE3aBUCUMO OT BBIILIAT, IPUYUTAIOIIUXCS O APYTUM BHJaM CTPAXOBaHUS.

14. He AOIMYCKACTCA y4acTUC TMalUMCHTAa B MPOBCACHHUHU KIMHHUYECKOTO HCCICIOBAaHHA
JICKApCTBCHHOTO ITpeIiapaTa npu OTCYTCTBUU AOTOBOpaA 00s13aTeNIBLHOTO CTpaxOBaHUH.

15. KoHTposp 3a HCIOJIHEHWEM OpraHU3alMel, IOJIY4YMBIICH pa3pelieHue Ha OPTraHU3aLUIo
IIPOBEJEHUS KIIMHUYECKOIO MCCIIEN0BaHNUs JIEKAPCTBEHHOIO Mpenapara Juisi MEAULIUHCKOTO IPUMEHEHMS],
YCTaHOBJICHHOW HACTOALIEH cTaThel OO0S3aHHOCTH IO 00S3aTeNbHOMY CTPaXOBAaHUIO KH3HH, 3/0pPOBbS
NaIMeHTa, YYacTBYIOIIEro (y4acTBOBABILIEro) B KIMHUYECKOM HCCIEIOBAaHMU JIEKAPCTBEHHOI'O
npernapaTa, OCYIIECTBIISIETCS YMOJHOMOYEHHBIM (elepaabHbIM OpPraHOM MCIOJHUTEIBHOW BIIACTH,
BBIIABIIMM pa3pellieHUE Ha MPOBEIECHUE KIMHUYECKUX HMCCIEN0BAHUMN JIEKAPCTBEHHBIX MPENaparoB IS
MCIUIHUHCKOI'O IPpUMCHCHUA.

Mnasa 8. MIPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
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(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

CraTtba 45. Npon3BoaCcTBO fleKapCTBEHHbLIX CPEeACTB

Koncynprantlntoc: npumevanue.

3aKII0YEHHUsT O COOTBETCTBUHM IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM IPABUI
Ha/JIeKaIIed MPOM3BOJICTBEHHOM MpPAaKTUKH, BbIOaHHbIE B (opme nokymentoB no 01.03.2026,
JCHCTBUTEIBHBI 10 OKOHUaHHs cpoka aercTus (O3 or 31.07.2025 N 304-D3).

1. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOTO IPUMEHEHUS  JOJIKHO
COOTBETCTBOBATh TPEOOBaHMSM IIPAaBUJI HaJIeXalled IPOM3BOJICTBEHHON mpakTuku EBpasuiickoro
SKOHOMHYECKOTO Coro3a. Bbigaua ceprudukaToB (3aKIIOYCHHI) COOTBETCTBUS — IPOM3BOJICTBA
JIEKapCTBEHHBIX CPEACTB JJIi BETEPUHAPHOIO IPUMEHEHUs TpeOOBaHMSIM MPaBUI HaJJexXallen
IIPOU3BOJCTBEHHOM IIPaKTUKU EBPa3suiiCKOro 3KOHOMHMYECKOI0 COK03a OCYILECTBIIAECTCS MO pe3ybTaTaM
bapMarieBTUUECKMX HMHCHEKIUi. Pa3Mep muiaTel 3a Bblady yKa3aHHBIX CEpTH(QHUKATOB (3aKJIIOYECHUN)
ycranasinuaercs IIpaBurenscrBom Poccuiickonn @epepannu. [lopsaok opraHusanuu v NPOBEACHUS
(bapManeBTUYECKMX MHCHEKIUH HPOM3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB Ul  BETEPUHAPHOIO
NPUMEHEHHST Ha COOTBETCTBHE TPEOOBAaHUSM NPABWI HaJUIekKAlle NPOM3BOJICTBEHHON MPAKTHUKU
EBpa3suiickoro SKOHOMHYECKOIO COI03a YCTAHABIIMBAETCA IPaBOM EBpPasuiiCKOr0 3KOHOMHUYECKOIO
COM03a.

(uactb 1 B pen. denepanbuoro 3akoHa ot 31.07.2025 N 304-D3)

1.1. TIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB AJI MEIUIIMHCKOrO mnpuMeHeHus B Poccuiickoit
Denepanyy OCYLIECTBIIAECTCA IPOU3BOIUTEISAMU JIEKaPCTBEHHBIX CPEICTB B COOTBETCTBUM C IPAaBUIIAMU
HaJyleKalen MPOU3BOACTBEHHOM IPAKTUKY EBPAa3suiicKOro 5JKOHOMUYECKOIO CO03a.

(uactp 1.1 BBegena denepanbHbiM 3akoHOM OT 31.07.2025 N 304-D3)

2. IIpou3BOACTBO JIEKApCTBEHHBIX CPEJICTB MJIsi BETEpUHApPHOrO NpHMeHeHus B Poccuiickoit
@Denepan OCYLIECTBIISIETCS NPOU3BOJUTENSAMU JIEKAPCTBEHHBIX CPEJCTB, MMEIOIIMMU JIMLEH3UIO Ha
MIPOM3BOJICTBO JIEKAPCTBEHHBIX cpeAcTB. lloaTBepikaeHHEe COOTBETCTBUS JIMLEH3MATa IpaBUIaM
HaJUIeXkalleld MPOU3BOACTBEHHON MPAaKTUKU EBpa3smiicKOoro 3KOHOMHYECKOI'O COI03a OCYILECTBIISIETCS B
pamKax JHUIEH3UPOBaHUS, B TOM YHCIIE MIEPUONYECKOTO MOATBEPIKICHUS COOTBETCTBHS MPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEJICTB JIMIEH3MOHHBIM TpeOOBAaHUSAM, B COOTBETCTBHM C 3aKOHOJATEIHCTBOM
Poccuiickoit ®eneparuu. [Ipou3BOACTBO JEKAPCTBEHHBIX CPEACTB JII MEIHUIIMHCKOTO MPUMEHEHUS
OCYILIECTBISIETCS. NPOU3BOAUTEISIMU  JIEKAPCTBEHHBIX CPEIACTB JUISI MEIUIMHCKOTO IPUMEHEHHS,
MMEIOLIUMH JIMLIEH3UI0 Ha MPOM3BOJICTBO JIEKAPCTBEHHBIX cpeAcTB. lloATBep»aeHHE COOTBETCTBUSA
IIpaBWJIaM  HaJUIeKallel NPOW3BOACTBEHHOM IPAKTUKA EBpa3uiickoro 3KOHOMHMYECKOIO COHO3a
OCYIIECTBISIETCS. B paMKax JIMIEH3UPOBaHMUS, B TOM YHCIE NEPUOAUYECKOrO MOJITBEPKICHUS
COOTBETCTBHS JIMIIEH3MATa JIMIEH3UOHHBIM TPeOOBAHUSAM, B COOTBETCTBHHM C 3aKOHOJATEIHCTBOM
Poccutiickoit @enepanuu ¢ yueToM 0COOCHHOCTEH, yKa3aHHBIX B yacTu 1.1 HacTosmen cratbi. B pamkax
OCYILIECTBICHUS JIMLEH3UPOBAHUS IPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB IS  MEIULUHCKOTO
MIPUMEHEHHUS, B TOM YHCJIE€ MIEPUOINYECKOTO MOATBEPKICHUS COOTBETCTBUS JIUIIEH3UATa JIUIIEH3HOHHBIM
TpeOOBaHUAM, IPU MOATBEPKACHUU COOTBETCTBUS IMPOU3BOICTBA JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUAM
MpaBUJl  HAJIeXalled NPOU3BOACTBEHHOM MpPAaKTHUKKM  EBPAa3suMHCKOrO 3IKOHOMHYECKOTO  CO3a
MIPOU3BOJIUTEINIO JIEKAPCTBEHHBIX CPEICTB JJS MEIMIIMHCKOTO TNpPHUMEHEHHs BBIAeTCs cepTuduKar
COOTBETCTBUSI ~ NPOU3BOJICTBA  JIEKAPCTBEHHBIX CPEJICTB  TpPEOOBAaHUSAM  TpPaBUI  HaJyIexkalen
IIPOU3BOJCTBEHHOM IIPAKTUKY EBPa3suiCcKOro 5KOHOMUYECKOIO COHO3a.

(gacTs 2 B pen. Denepanbroro 3akoHa ot 31.07.2025 N 304-D3)
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2.1. Jlna uenedl JMIEH3UPOBAHUS IPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB I MEIULMHCKOIO
MPUMECHEHHUSI U WHCIEKTUPOBAHUS CyOBEKTOB OOpaIleHUsl JICKAPCTBEHHBIX CPEJCTB HAa COOTBETCTBHE
TpeOOBaHUSAM IIPABIJI HaJUIeXkKalllel MPOU3BOJICTBEHHOM NMPAKTUKU (eiepalibHbIN OpraH NCIOJHUTEIBHOM
BJIACTH, OCYIUECTBIJISIIOIIMI TOCYJAapCTBEHHYIO PETMCTPALMIO0 JIEKAPCTBEHHBIX IPENApaTOB A
MEAMIMHCKOTO TMPUMEHEHMs], MpeAocTaBisieT (eaepaabHOMy OpraHy HUCIHOJHUTENBHOM BIACTH,
OCYIIECTBISIONIEMY (eAepanbHblii TOCYAAPCTBEHHBINM JIMIIEH3UOHHBIA KOHTPOIb JEATCILHOCTH TIO
MIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB MJIsi MEJULMHCKOrO MPUMEHEHHs, IO €ro 3ampocy B pamKax
MEXXBEJIOMCTBEHHOTO MH(GOPMAIMOHHOTO B3aUMOJICHCTBUSL B TOPSIKE, YCTAHOBICHHOM (eiepaibHbIM
OpraHOM HCIIOJIHUTEJIbHOM BJIACTH, OCYIIECTBIISAIOIINM JIUIEH3UPOBAHNE MIPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEICTB JJisi MEAWIIMHCKOTO TMpUMEHEHHs, U (eaepalbHbIM OpPraHoOM HCIIOJHUTEIBLHOW BJIACTH,
OCYLIECTBJISIOIUM TOCY/IapCTBEHHYIO PErUCTPALMIO JEKAPCTBEHHBIX MPENapaToB IsI MEAUIIMHCKOIO
MIPUMEHEHHUSI, CJIEIYIOIUE CBEJACHHS O JIEKAPCTBEHHBIX CPEACTBaxX (B TOM 4MCIIE B Clydyae, €Clid Takue
CBEICHUS COCTABIISIIOT KOMMEPUECKYIO TaliHy):

1) B oTHOIIEHNH (hapMaIleBTUIECKON CyOCTaHIIUH MU (hapMaleBTHUECKUX CyOCTaHIINHN, BXOISIINX
B COCTaB JIEKAPCTBEHHOTO IIpernapara (3a UCKIYeHueM (papMaleBTHYeCKUX CyOCTaHIIMM, BKIFOUEHHBIX B
rOCy/IapCTBEHHBI PEECTp JIEKApCTBEHHBIX CPEJICTB B COOTBETCTBUU CO CTaTbeil 34 HacTOSIIEro
denepanbHOro 3aK0HA):

a) HaMMeHOBaHMEe PapMaIeBTUICCKOM CyOCTaHIIUH, €e CTPYKTypa, OOIIHe CBONCTRBA;
0) HAaMMEHOBAHUE U AJPEC MPOU3BOUTEIS,;

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMCAHUEM CTaIII/Iﬁ IMPOMU3BOACTBA U MCTOAOB KOHTPOJISI Ha BCCX
CTagudgXx IMPOU3BOACTBA,

T') ONMCaHKEe Pa3pabOTKH MpoIiecca MPOU3BO/ICTBA;

1) OTMCAaHUE KOHTPOJIS KPUTHUECKUX CTaJAUN MPOU3BOJCTBA U MPOMEKYTOUHON MPOTYKIINH;
€) TOKYMEHTaJIbHOE TTOATBEPIKICHUE (BATH/IAIIMS) POIECCOB U (MJIN) UX OIEHKA;

) CBOMCTBA U CTPYKTYpa JEHCTBYIOIIUX BELIECTB;

3) XapaKTepUCTUKA IPUMECEIA;

1) cnenudukanus Ha papMaleBTHUECKYI0 CyOCTaHIIMIO U ee 000CHOBaHUE;

K) aHATUTHYECKHE METOJIUKH, WCIOJIb3YEMbIE TIPM OCYIIECTBICHHH KOHTPOJII KadecTBa
(bapmMarieBTHUECKON CyOCTaHIIUH;

J) TOKYMEHTAJIbHOE TOATBEpXKIACHUE (BaTHMIANNS) aHATUTUYECKHX METOIMK, MCIOJIB3yEMBIX MPH
OCYIIECTBICHUH KOHTPOIIS KauecTBa (papMarieBTUIecKoi CyOCTaHInY;

M) pe3yJIbTaThl aHAIKM3a CEPHil (hapMaIleBTUUECKON CyOCTaHITNH;

H) TIepeueHb CTaHJAPTHBIX 00PA3IOB WM BEIIECTB, UCIOIb3yEMbIX MPU OCYIIECTBICHUH KOHTPOJIS
Ka4yecTBa,
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0) OMKCAHNE XaPAKTEPUCTUK U CBOMCTB YIIAaKOBOUYHBIX MAaTEPUAJIOB U YKYTIOPOUYHBIX CPE/ICTB;

1) IaHHBIC O CTA0MIBHOCTH (papMareBTUIECKON CyOCTaHINH;

P) CPOK r'OJIHOCTH;

2) B OTHOIICHUU (PapMaIleBTUICCKUX CYOCTAHIINNA, BXOASAIIUX B COCTAB JICKAPCTBEHHOTO Tperapara
U BKJIIOYEHHBIX B TOCYJApCTBEHHBIH pPEECTp JEKAPCTBEHHBIX CPEACTB B COOTBETCTBUHU CO CTaThell 34
HacToswero denepanbHOro 3aKoHa:

a) HauMeHOBaHue (papMaleBTUYECKOM CyOCcTaHIIuH, €€ CTPYKTypa, OOIIH1e CBOICTBA;

0) HAaMMEHOBaHUE U a/Ipec IPOU3BOIUTEIIS,

B) pe3yJbTaThl aHANU3a cepuil hapmarieBTHUECKON CyOCTaHIINM;

') CPOK T'OJIHOCTH;

3) B OTHOIIICHUH JIEKAPCTBEHHOTO Mpenapara s MEAUIIMHCKOTO TPUMEHEHHUS

a) OIMHUCAaHUC U COCTaB JICKAPCTBCHHOT'O IIpCriapara JJI1 MCAUIUHCKOTIO IPUMCHCHUA

0) omnmcanue dapmareBTUYECKOH pa3paboTku (0O0OCHOBaHWE BBIOOpPA COCTaBa, IEPBUYHOMN
YIaKOBKH);

B) TEXHOJIOTHS MPOU3BOJCTBA C OMHMCAHUEM CTaauil MPOU3BOJCTBA M METOJOB KOHTPOJS Ha BCEX
CTaJusAX MPOU3BOJCTBA;

I') ONUCaHHE KOHTPOJS KPUTHUYECKUX CTaJui TMpolecca MPOU3BOACTBA M IMPOMEXKYTOUHOM
MPOYKIIVH;

1) HAUMEHOBAaHHE M aJIpEC MECTa OCYIIECTBIECHUS MPOU3BOJICTBA JIEKAPCTBEHHOIO Mpemnapara st
MEJUIIMHCKOTO TPUMEHEHHS (B Clydae HalW4us HECKOJbKHX YYaCTHMKOB TIpoliecca IMPOM3BOACTBA
YKa3bIBACTCS KaXK/IbIM U3 HUX);

e) ¢apmareBTUIeCKasi COBMECTUMOCTb;

’K) MUKPOOHOJIOTHYECKHE XapaKTePUCTUKH;

3) MaTepuaTbHBIN OaJaHC I MPOU3BOJICTBA CEPUU TOTOBOTO MIPOIYKTA;

1) OMHMCAHUE XapaKTEPUCTUK U CBOMCTB YIIAKOBOUYHBIX MATEPUAJIOB M YKYTIOPOUYHBIX CPE/CTB;

K) TOKyMEHTAIbHOE MOATBEPKICHNE (BaTUIAINs) TIPOIIECCOB IMTPOU3BOICTBA U (MJIN) UX OICHKA;

J'I) TpC6OBaHI/IH K Ka4YC€CTBY BCIIOMOT'aTCJIbHBIX BCIICCTB,

M) AHAIIUTUYCCKUEC MCETOJUKH, HCIOJIB3YEMBIC TIIpH OCYHICCTBICHHUN KOHTPOJIA KadeCTBa
BCIIOMOTaTCIBbHBIX BCIICCTB,
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H) JAOKYMCHTAJIbHOC ITOATBCPIKICHUC (BaJ’II/I,Z[aI_[I/IH) AHAIIUTUYCCKUX METOJUK, HCIIOJIB3YEMBIX IIPU
OCYIICCTBJICHUHN KOHTPOJIA Ka4€CTBAa BCIIOMOTI'aTCJIbHBIX BCIICCTB,

O) I/IH(l)OpMaI_[I/IH 00 HCIIOJB30BAaHUM BCIIOMOTaTEIbLHBIX BCIICCTB YCJIIOBCYCCKOI'O U XKHUBOTHOI'O
IMPOUCXOKIACHUSA,

H) I/IH(l)OpMaHI/IH 00 MCNOJIb30BAaHUH HOBBIX BCIIOMOTaTEIbLHBIX BCIICCTB,

p) TpeOoBaHWsI K KadecTBY JIEKAPCTBEHHOTO TIperapara i MEIUIUHCKOTO MPUMEHCHHS
(ceprudukar, cnenudukanys Ha JEKapCTBEHHBIN IIpemnapar U uX 000CHOBaHHE);

C) AHAIIMUTUYCCKUC MCTOAWKH, HCIIOJB3YEMBIC TIIPpH OCYHICCTBJICHUMW KOHTPOJIA Ka4dCCTBa
JICKaApCTBCHHOI'O IIpfIiaparta AJid MCIAUIUHCKOI'O IIPUMCHCHU A

T) JOKYMEHTAJIBHOE MOJTBEP)KACHHUE (BAIMUIALMS) aHATUTUYECKUX METOAMK, MCIOJIB3YEMBIX IMPH
OCYILIECTBJIEHUH KOHTPOJISI Ka4eCTBa JIEKAPCTBEHHOIO Mpenapara AJjisi MEJULUHCKOIO IPUMEHEHHUS;

y) pe3yJIbTaThl aHATM30B CEPHl JIEKAPCTBEHHOTO MperapaTa Il MeIUINHCKOTO TPUMCHCHUS;
() XapaKkTepucTUKa IPUMECEH;

X) TepeveHb CTaHAAPTHBIX OOPAa3IOB, MCIOJIB3YEMBIX NPH OCYLIECTBICHHHM KOHTPOJS KadecTBa
JIEKapCTBEHHOTIO IIperapara i1 MEAULIHUHCKOTO IIPUMEHEHUS;

11) JaHHBIEC O CTAOUIILHOCTH JICKAPCTBEHHOTO TIpenapara sk MEIUIIMHCKOTO TPUMEHEHHS.
(uactp 2.1 B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

3. TIpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISIETCA C COOJIOJIeHHEeM TpeOOoBaHMIA
IPOMBIIIJICHHOTO PETJIaMeHTa, KOTOPBIA YTBEPHKAAaeTCsl PyKOBOJUTEIEM MPOU3BOJUTENS JIE€KAPCTBEHHBIX
CPEICTB M BKIIOYaeT B ce0s TMepedeHb MCMNOIb3yeMbIX (apMalleBTUYECKUX CYOCTaHIMH U
BCIIOMOTATENbHBIX BELIECTB C yKa3aHHMEM KOJIMYEeCTBAa KaXJOro M3 HUX, JaHHbE 00 HCIOJIb3yeMOM
00OpYJOBaHWH, ONHMCAHHE TEXHOJIOTUYECKOTO TMpOIecCa W METONOB KOHTPOJS Ha BCEX JTamax
IIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

4. HpI/I MMPOMU3BOACTBE JICKAPCTBCHHLIX MPCIapaToB I MEAUIIUMHCKOTO MMPUMCHCHUA UCIIOJIB3YIOTCA
dapmalieBTHUECKHE CYOCTaHIIMHM, CBEIEHUS O KOTOPBIX COJIEpXKaTcsi B TOCYIJapCTBEHHOM peecTpe
JICKApCTBCHHBIX CpCaACTB JJIsA MEAUIITMHCKOI'O MMPUMCHCHUA u (I/IJ'II/I) C€ANHOM peecTpe
3apEerUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpazuiickoro 5KOHOMHUYECKOTO CO03a, 32 UCKIIOYEHUEM
(dhapmareBTHUeCKuX CyOCTaHIIHMM, TPOU3BOAUMBIX JIJISi TIPOBEICHUS KIMHUYECKUX MCCIICTOBAHUN U (UJTH)
st skcnopta. I[lpm  TpoOM3BOACTBE JIEKAPCTBEHHBIX CPEACTB JJisi BETEPUHAPHOTO MPUMEHEHUS
HCIIONB3YIOTCS (hapMarieBTUYECKUE CYyOCTaHIIMU, CBEJICHUS O KOTOPBIX COJEPKATCS B TOCYIapCTBEHHOM
peecTpe JIeKapCTBEHHBIX CPEJICTB U BETEPUHAPHOTO MPUMEHEHHUs, U (WIIK) TOCYJapCTBEHHOM peecTpe
JIEKapCTBEHHBIX  CPEACTB M  MEAMIMHCKOIO  MpUMEHEeHHs, U  (WIM) eAUHOM  peecTpe
3apETUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX NpenaparoB EBpa3uiickoro 3KOHOMUYECKOTO
coro3a, W (WIM) €IMHOM PEEeCTpe 3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeAcTB EBpaswmiickoro
SKOHOMHYECKOTO COI03a, 3a HCKIIOYeHHeM (apMalleBTUUECKUX CyOCTaHIUH, MPOU3BOJUMBIX IS
MPOBEACHUS KJIMHUYECKUX HccheqoBaHui W (Wam) i dkcnopra. K mporeccy Mpou3BOJCTBA
(hapmaleBTUUECKOI CyOCTaHITUM OTHOCSITCS JIFOObIE CTaIuK TEXHOJOTHYECKOTO MPoIlecca, MO3BOJISIONINE
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HOJYYUTh TOTOBBIA MPOJYKT, COOTBETCTBYIOIIMI TpeOoBaHMAM (papMaKOIEHHOH cTaTbu, B TOM YHCIE
(bepMeHTanus, SKCTPAKIHS, OYUCTKA, BBIZCTICHHE, IEPEKPUCTAITU3AIM, BEICYIIIMBaHUE, U3MeTIbueHue. B
cilydyae HEOOXOJMMOCTH WCIIOJIb30BaHUSI ATWIOBOTO CIIMPTA, B TOM 4Hcie (hapManeBTHYeCKOit
CyOCTaHIIMM CIHPTa 3THWIOBOTO (3TAHOJIA), NMPH MPOMU3BOJCTBE JIEKAPCTBEHHBIX CPEACTB B KAdyeCTBE
JEHCTBYIOIIETO M (MJIM) BCIOMOTATEIFHOTO BEIIECTBA, a TAKXKE B MHBIX TEXHOJOTHMYECKUX LENAX JTOJDKHA
OBITh MCIIOJIH30BAaHA TOJIBKO (hapMareBTHUYECKasi CyOCTaHIIMS CIMPTA STHIIOBOTO (3TAHOM).

(B pen. @eaepanbHbIX 3akOHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-D3, o1 27.12.2019 N 481-
@3, o1 24.07.2023 N 341-D3)

4.1. TlepeueHb JIEKApCTBEHHBIX IPEMapaToB Jii MEIUIMHCKOIO IMPUMEHEHHs, B OTHOILICHUU
KOTOPBIX YCTAaHaBIHMBAIOTCA TpeOOBaHMA K OOBEMY Taphl, yNMAaKOBKE M KOMIUIEKTHOCTH, IEpeYeHb
JIEKapCTBEHHBIX MPENapaToB ISl BETEPUHAPHOTO IPUMEHEHHS, B OTHOILIEHUU KOTOPBIX YCTaHABIUBAIOTCS
TpeOOBaHUSI K O0BEMY Taphl, a TaKkKe TpeOOBaHUS K 0OBEMY Tapbl, YHMaKOBKE W KOMIUIEKTHOCTH
JIEKapCTBEHHBIX MpEenaparoB MJig MEIUIIMHCKOTO TMpPUMEHEHHs, TpeOoBaHUI K 0O0BEMYy Tapbl
JIEKapCTBEHHBIX IPENapaToB JUIsl BETEPUHAPHOTO IMPUMEHEHHS ONPEIENISIOTCS COOTBETCTBYIOLIMMHU
YIOJHOMOYEHHBIMH (pe/iepalibHbIMH OpraHaMu HCTHOJHUTENBbHOM BIIACTH B MOPSIKE, YCTAaHOBJICHHOM
[IpaBurensctBoM Poccuiickoit denepanun.

(uacts 4.1 B pen. @enepanbHoro 3akona ot 14.12.2015 N 374-03)

4.2. OpraHuzaiyy, OCYIIECTBIISIONINE IMPOU3BOACTBO (apMaIeBTUYECKONW CYOCTaHIIMU CIIHPTA
STUJIOBOTO (3TaHONA) JAJs MPOU3BOJCTBA CHUPTOCOAEPKAILMX JICKAPCTBEHHBIX IPENapaToB, 00s3aHbI
OCYIIECTBJISITh YUET B MOPSIKE, YCTAHOBICHHOM cTaThsiMu 8§ U 14 ®denepaibHOrO 3aKOHA OT 22 HOSIOps
1995 roga N 171-®3 "O rocynapcTBEHHOM PeryJIupOBaHUN MIPOU3BOJICTBA K 000OPOTa ATHIIOBOTO CIIUPTA,
QJIKOTOJIBHOM U CIIUPTOCOJEpKallel MpOAyKIMM U 00 OrpaHMYeHUM MOTpedsieHus (paciuTus)
askorosibHOM nmpoaykuuu". Ilpon3BocTBO (hapMarieBTHUECKOW CyOCTaHIIMU CIUPTA STUIIOBOTO (3TaHOJIA)
JIOTTYCKAeTCsl TOJIbKO OpraHu3anuel, OCYLIECTBIIAIONIENH MPOU3BOACTBO PEKTU(UKOBAHHOIO ATHIIOBOTO
CIMpTa W3 IHILEBOTO CBHIpbS HAa OCHOBAHMM JIMLEH3MHM Ha IPOU3BOJICTBO JTHIOBOrO CIIMpTAa IS
MIPOM3BOJICTBA (apMaleBTUYECKOW CYOCTaHIIMM CHOUpPTAa 3TUIOBOrO (3TaHOJIa) B COOTBETCTBUHU C
TpeboBanusmMu denepanbHoro 3akoHa oT 22 Hos0ps 1995 roma N 171-®3 "O rocyaapcTBEHHOM
pEryJIMpOBaHUM TPOU3BOJICTBA M 000pPOTa ATHIOBOTO CIHPTA, AIKOTOJBHONM M CIHMPTOCOAEp Kallein
OPOAYKUMU M 00 OrpaHMYeHMHM MOTpeOsieHus (pacnMTus) ajJKOTOJBHOW MPOAYKUUHU'", METOA0M
pa3BeeHUs BOJIOM OYMILEHHON TAKOTO 3THUJIOBOTO CIIMPTA, MPOU3BEICHHOIO JAHHOW OpraHU3alHued 1o
MECTY OCYULIECTBJIEHUS IPOU3BOICTBA (papMaleBTHYECKON CyOCTaHIIMK CIIMPTA STUIIOBOTO (3TAaHOJA).
(dactpb 4.2 BBeaeHa denepanbubiM 3akoHOM OT 03.07.2016 N 261-D3; B pen. denepaibHOro 3aK0HA OT
27.12.2019 N 481-03)

4.3. apuBuayanbHble TPEANPHHUMATENN W IOPUAMYECKHE JIMIA, OCYIIECTBISIONINE 3aKyNKy H
UCMOJIb30BaHUE (hapMalleBTUYECKON CYOCTaHIIMM CIIHUPTA STHIOBOTO (3TAaHOMIA), a TaKKe MPOU3BOJCTBO,
U3rOTOBJIEHHE M (WiIM) o000poT (32 HCKIIOYEHHUEM PO3HUYHOW MPOJaXu) CIHPTOCOAEpKAIIUX
JICKapCTBEHHBIX NPEnapaToB, OO0S3aHbl OCYWIECTBIATh HMX Y4YeT U JIeKJIapUpOBaHHE B TIOPSIKE,
yCTaHOBJIEHHOM cTaThsiMu 8 u 14 ®enepanpHoro 3akoHa ot 22 Hos0ps 1995 roma N 171-®@3 "O
rOCYJapCTBEHHOM PpEryJMpOBaHUM IPOU3BOACTBA M 00OpPOTa H3TUIIOBOTO CIUPTA, AalKOTOJBHOM U
CIIUPTOCOEPIKAIEH TPOTYKIIMA U 00 OTpaHUYCHUN TTOTPEOIeHUs (PACTTUTHS) aIKOTOJIBHOW MTPOTIYKIIUH'".
(uactsb 4.3 BBeneHa PenepalibHbIM 3aKk0HOM OT 29.07.2017 N 278-D3)

4.4. Ilpm npoM3BOACTBE JIEKAPCTBEHHBIX IIPENApaTroB JUIsl BETEPUHAPHOTO NPUMEHEHUS
JIOMyCKAeTCsl MCIIOJIb30BAaHUE TPOU3BEJACHHBIX Ui peajau3anud  (apMaleBTHUECKUX CyOCTaHIIUH,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

BKJIIOUYCHHBIX B TOCYIApCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEJCTB YIOJIHOMOYEHHBIM (elepalbHbIM
OpPraHOM  HUCIIOJIHUTEIbHOW BJIACTH, OCYILECTBISIIOIIUM  BEAEHHE TIOCYAAapCTBEHHOIO  peecTpa
JIEKapCTBEHHBIX CPEJCTB IJISI MEAUIIUHCKOTO TPUMEHCHHS.

(uactb 4.4 BBeneHa PenepasbHbIM 3akoHOM 0T 02.08.2019 N 297-03)

5. 3amnpemaercsi IpOU3BOJICTBO:

1) nmexapCTBEHHBIX CPEICTB, CBEIACHHS O KOTOPBIX HE COAEPIKATCS B TOCYAapCTBEHHOM pEecTpe
JICKQpCTBEHHBIX CPEJCTB ISl MEIUIIMHCKOTO TpPUMEHEHHs, W (MJIM) TOCYJapCTBEHHOM peecTpe
JIEKapCTBCHHBIX  CPEICTB IS  BETEPHUHAPHOTO MPUMEHEHHs, W  (MIU) eIUHOM  peecTpe
3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBPa3Hiickoro SKOHOMUYECKOTO COK03a, U (WIN) SIHHOM
peecTpe  3aperUCTPUPOBAHHBIX  BETEPUHAPHBIX  JICKAPCTBEHHBIX  NIperaparoB  EBpa3wiickoro
HYKOHOMHYECKOTO COI03a, 32 MCKIIOYCHHUEM JIEKAPCTBEHHBIX CPEJICTB, MPOU3BOJUMBIX Ui MPOBEACHUS
KIIMHUYECKUX UCCIICIOBAHMH M JIJISl SKCTIOPTA;

(m. 1 B pea. @enepanbHoro 3akona ot 24.07.2023 N 341-03)

2) danbcuuIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) nexkapcTBEHHBIX CPEJACTB 0€3 JIMLEH3UN Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJICTB;

4) JICKApCTBCHHBIX CPCACTB A BECTCPUHAPHOTO IMPUMCHCHHA HE B COOTBCTCTBHMU C IIpaBUJIaMU
HaJIJIeKAIIeH TPOU3BOJCTBCHHOM MPAKTUKKU EBPa3uiickoro SKOHOMHUYECKOTO COK3a;
(. 4 B pen. @enepanbuoro 3akoHa ot 31.07.2025 N 304-D3)

5) yrpatui cuity. - @enepanbHblil 3aKoH 0T 27.12.2019 N 481-D3;

5.1) mexkapCTBEHHBIX CPENCTB ISl MEAMIIMHCKOTO MPUMEHEHUsS HE B COOTBETCTBUHU C IIPaBUIAMHU
HaJUJIeXKaIEl MPOU3BOACTBEHHON IPAaKTUKUA EBpa3niickoro 3JKOHOMUYECKOT0 COK03a;
(m. 5.1 BBegen ®enepanbubiM 3akoHOM OT 31.07.2025 N 304-D3)

6) cInupTOCOAEPXKAIMX JICKAPCTBEHHBIX IpEnapaToB MO MECTy OCYIIECTBJIEHHUS INPOU3BOJCTBA
(apmaleBTUUECKON CyOCTaHIMM CIHUpTa 3TUIOBOrO (dTaHONa) U (WIM) MO MECTYy OCYIIECTBIICHUS
MIPOM3BO/ICTBA 3TUIIOBOTO CIIUPTA;

(. 6 BBennen denepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

KoncynprantlIntoc: mpumedanue.

®enepanbHbIM 3akOHOM OT 22.12.2020 N 436-®3 cr. 14.1 @3 ot 22.11.1995 N 171-®3 uznoxeHa B
HOBOM penakuuu, Hopma 1. 1.1 ct. 14.1 crapon penakumu @3 coorBercTBYeT HOpME m. 2 cT. 14.1
HOBOH pEIaKIUU.

7) ¢dapmaineBTHUECKON CyOCTaHIIMM CHHMpPTA 3TUIIOBOrO (3TaHojda) U (WJIM) CHUPTOCOIEPKAIINX
JICKapCTBEHHBIX IIPENapaToB Ha OCHOBHOM TEXHOJOTHYECKOM OOOpYyIOBaHMM JJIsi TPOU3BOJACTBA
ATHJIOBOTO CIHPTA, ykazaHHOM B nyHkTe 1.1 crateu 14.1 @enepanbHoro 3akoHa ot 22 Hos0ps 1995 rona
N 171-®3 "O rocyaapCTBEHHOM pETYJIHMpPOBAHWU MPOU3BOJICTBA M 00OpPOTa ATUIIOBOTO CIHPTA,
QJIKOTOJIFHOM W CIUPTOCOJEpKallel MpOAyKIMH U 00 OrpaHM4eHud mnoTpelsneHust (pacmuTus)
AJIIKOTOJIbHOM MPOAYKITUH".

(. 7 BBeneH @enepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

6. Ilpu BBOJE JIEKAPCTBEHHBIX CPEICTB JUII BETEPMHAPHOTO NMPHMEHEHUS B TPaKAAHCKUH 000pOT
YIOJIHOMOYEHHOE JIMIO TPOM3BOIUTENS JIEKAPCTBEHHBIX CPEJACTB JIsi BETEPUHAPHOTO MPUMEHEHHS
OCYIIECTBIISICT IOATBEPIKICHUE COOTBETCTBUS JIEKAPCTBEHHBIX CPEJCTB Ul BETEPHHAPHOTO IPUMEHEHHS
TpeOOBAHUSAM, YCTAHOBIICHHBIM INPH WX TOCYJAPCTBEHHON PETHUCTpAIlMM WM PErHCTPAaldd B PaMKax
EBpasuiickoro SKOHOMHYECKOTO CO03a, M TapaHTHPYeT, YTO JIEKapCTBEHHBIC CPEACTBA IS
BETEPUHAPHOTO TPUMEHEHUS TNPOU3BEJCHBI B COOTBETCTBHM C TpPEOOBAaHUSAMH IPAaBUJ HaAJeKalei
IPOU3BOACTBECHHON MPAKTUKN EBpa3suiickoro 3KOHOMHYECKOTO COI03a.

(uactsb 6 B pen. enepanbroro 3akoHa ot 31.07.2025 N 304-D3)

6.1. [Ipu BBOZE JIEKaPCTBEHHBIX CPEACTB Ul MEIUIMHCKOTO MPUMEHEHUs B TPaXIaHCKUN 000poT
YIOJIHOMOYEHHOE JIMIO IMPOU3BOAUTENS JICKAPCTBEHHBIX CPEICTB JIi MEAMIMHCKOTO MPUMEHEHUS
OCYUIECTBIISICT TIOATBEPKICHHE COOTBETCTBHS JICKAPCTBEHHBIX CPEJCTB JJIsI MEJUIIMHCKOTO TPUMEHEHHS
TpeOOBAaHUSAM, YCTAaHOBIICHHBIM IPH WX TOCYJAPCTBEHHON PETUCTpPAIlMM WM PErHCTPAlUd B PaMKax
EBpasuiickoro SKOHOMHYECKOTO0 CO03a, M TapaHTHUPYeT, 4YTO JICKapCTBEHHBIC CpEICTBA I
MCIUIUHCKOI0O HNPHUMCHCHHA IIPOU3BCACHLI B COOTBETCTBUHU C Tp€60BaHI/I$IMI/I IpaBuJI Haﬂnemameﬁ
IPOM3BOACTBECHHOW MPaKTUKK EBpa3uiickoro 3KOHOMHYECKOTO COr03a.

(uactb 6.1 BBeneHa @enepasibHbIM 3ak0HOM OT 31.07.2025 N 304-D3)

7. YHOJIHOMOYEHHBIM JIMIOM MPOM3BOAUTENS JICKAPCTBEHHBIX CPEICTB SIBISETCS €ro PabOTHHK,
aTTECTOBAHHBIN B YCTAHOBJICHHOM YIIOJHOMOYCHHBIM (peiepabHbIM OPraHOM HCIIOJHUTEIBHON BIIACTH
HOPSAKEe M UMEIOLIMIT CTaXX padOThl HE MEHEEe YeM ISTh JIeT B 00JIaCTH MPOU3BOJCTBA M (WJIM) KOHTPOJIS
KadecTBa JICKAPCTBEHHBIX CPEJICTB, BBICIIEE 00Pa30BaHUE COOTBETCTBEHHO I10 OJHOI M3 CIEIHaIbHOCTEH
U (WIKM) OJHOMY W3 HAINPABJICHHU MMOJrOTOBKU: OMOJIOIHUs, OMOTEXHOIOI WS, BETePHHAPHS, BETCPHHAPHO-
CaHUTApHAs OSKCIEPTH3a, KIMHUYECKAas MENUIMHA, paJualldOHHAs, XUMHYECKas M OHOJIOrHYecKas
3amuTa, papmanus, GyHIaMeHTaIbHas MEANIIHA, XUMUYECKask TEXHOJIOTHsI, XMHUSI.

(B pen. DenepanbHbix 3akoHOB 0T 22.10.2014 N 313-D3, ot 02.08.2019 N 297-D3)

8. Ilpou3BoauTenu JEKapCTBEHHBIX CPEICTB (3a HCKIIOUEHHEM (apMaleBTUYeCKON CyOCTaHLUU
CTIHPTa 3TUJIOBOTO (3TAHOJIA) MOTYT OCYIIECTBIISATH MPOAAXKY JICKAPCTBEHHBIX CPEJICTB WM TIEPE/aBaTh
UX B YCTAaHOBJICHHOM 3aKOHO1aTeNnbCcTBOM Poccuiickoit deneparun nopsake:

(B pen. @enepanbHoro 3akoHa ot 29.07.2017 N 278-03)

1) ApyruM mpou3BOAUTENSAM JIEKAPCTBEHHBIX CPEJICTB JUISI TPOM3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB;
2) opraHu3anusaM ONTOBOW TOPTOBIIHU JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) AllTCUHBIM OpraHu3allvusAM, BCTCPUHAPHBIM aIITCUHBIM OpraHu3aluiaM, WHAWUBUAYAJIIbHBIM
nNpeaApUHUMATEIAM, UMCIOIIUM JIMIOCH3UIO Ha q)apMaHeBTI/I'-IeCKYIO JCATCIIBHOCTh HWJIM JIMIICH3WIO Ha
MCIUTHUHCKYIO NCATCIIbHOCTD;

4) Hay4HBIM OpraHU3alUAM Ul HAy4YHO-UCCIIeI0BaTENbCKONW paboThI;
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

5) MCIUIMHCKUM OpraHu3alvsiM U BETCPHUHAPHBIM OPraHU3aIlusaM;

6) opraHuzalnUsIM W UHIUBUAYATbHBIM TPEANPUHUMATENSIM, OCYIIECTBISIONINM pa3BeacHHE,
BEIpANIUBAaHUE W COJICP)KAHWE JKUBOTHBIX (32 WCKIIOYCHHEM TMPOJaXKH UM (hapMareBTUICCKUX
CyOCTaHIIMI WU UX TIepeayun);
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

(. 6 B pen. @enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

7) UCHBITATENBHBIM JIA0OPATOPUSM (LIEHTPaM), MPOBOISIIAM HCIBITAHUS B OOJACTH KOHTPOJIS
KauecTBa JICKAPCTBEHHBIX CPEJCTB, AaKKPEIAWTOBAaHHBIM B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
Poccuiickoit deneparuu 00 akKpeAUTALIMU B HAIIMOHAJILHON CUCTEME aKKpEAUTAIUH.

(n. 7 BBenen denepanbabiM 3aKk0HOM OT 04.08.2023 N 428-D3)

9. TlpoumsBoaurenu QapManeBTUIECKOW CYOCTaHIIMM CHUpPTa 3TUJIOBOTO (dTaHOJA) OOs3aHbBI
OCYIIECTBIIATh peau3aluio (1mepeaady B YCTaHOBICHHOM 3aKoHojAaTenbcTBoM Poccuiickoit denepanuu
nopsiake)  (apManeBTHYECKOW — CyOCTaHIIMM  CIHPTa  ATHIIOBOTO  (3TAaHONA)  MPOU3BOIUTEISIM
JIEKapCTBEHHBIX CPEICTB JIJIsl IPOU3BOJICTBA JIEKAPCTBEHHBIX CPECTB, MPOU3BOAUTENSAM (M3TOTOBUTEISIM)
MEIUIIMHCKUX U3ICIUH JIJIsl TPOU3BOJICTBA M M3TOTOBJICHUS MEIUITMHCKUX U3/ICTTUI B EMKOCTIX 00bEMOM
He 6onee 1 nutpa u (wnn) He MeHnee 1000 nuUTpOB, a opraHu3alUsaM, YKa3aHHBIM B MyHKTax 3 - 5 u 7
4acTH 8 HACTOSIIEH CTaThH, B Tape 00beMoM He Ooiiee 1 nutpa.

(gactp 9 BBenmena denepanbHbiM 3aK0HOM OT 29.07.2017 N 278-D3; B pen. deaepalbHbIX 3aKOHOB OT
27.12.2019 N 481-®3, o1 22.12.2020 N 444-D3, ot 04.08.2023 N 428-D3)

10. Peanmuzanusi (mepemada B YCTaHOBIICHHOM 3aKOHOJATENLCTBOM Poccuiickoit ®Deneparuu
nopsike) (papMareBTHYECKOW CYOCTaHIIMM CHHPTa STWIOBOTO (3TaHONA) OPTraHU3AlHSIM OITOBOU
TOPTOBJIH JICKAPCTBCHHBIMH CPEJCTBAMHU HE JIOMyCKAETCSI.

(dactpb 10 BBenena denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku (apmarieBTHUECKONH CyOCTaHLMU CIMPTA 3TUIIOBOrO (3TaHOJA) OCYIIECTBISIIOTCA C
coOmonenneM TpeOOBaHMM, yCTAaHOBICHHBIX a03alleM 4YeTBEpThIM MyHKTa 3 crathu 9 DenepaabHOTO
3akoHa OT 22 Hos0ps 1995 roga N 171-®3 "O rocynapcTBEHHOM pEeryJMpOBaHUM MPOU3BOJCTBA U
0o0opoTa 3TUJIOBOTO CHMPTA, AJIKOTOJBHOM M CHUPTOCOJEpKalled NpOoAYKIMM M 00 OrpaHUYeHUU
noTpebneHus (pacuTHs) aTKOTOJIBHON MPOoayKIuu" .

(dactb 11 BBenena denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapknpoBKa nekapCTBeHHbIX CpeacTB

1. JlekapcTBeHHBIE Mpenaparhl, NPOMIEAININE TOCYAAPCTBEHHYIO PETUCTPALMIO B COOTBETCTBUHU C
TpeOoBaHusAMHU HacTosmero denepaqbHOr0 3aKOHA, 32 HCKIIOYEHUEM JIEKapCTBEHHBIX MpPENnapaTos,
HU3TrOTOBJICHHBIX alITCYHbIMU OopraHu3alnusaMu, BCTCPUHAPHBIMU alITCYHbIMU opraHm3anusimu,
WH/IMBUYaIbHBIMU MIPEANPUHUMATENSIMHU, UMEIOLIUMHU JIULIEH3UI0 Ha (papMalleBTHUECKYIO 1A TENIbHOCTD,
JOJKHBI IOCTYNAaTh B 00OpalieHue, ecilu:

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

1) Ha uX NEepBUYHOM yMakoBKE (3a MCKJIIOUYEHHWEM IEpBUYHOM YMAKOBKU JIE€KapCTBEHHBIX
PacTUTENBHBIX MPEnapaToB) XOPOIIO YUTAEMbIM IIPU(PTOM Ha PYyCCKOM S3bIKE yKa3aHbl HAaMMEHOBAaHUE
JIEKapCTBEHHOI0 Mpemnapara (MeXAyHapoJAHOE HEMaTeHTOBAHHOE, WJIM TPYNIHUPOBOYHOE, WIH
XMMHYECKOE, WIM TOPrOBOE€ HAUMEHOBAaHUE), HOMEP CEpHUH, JaTa BhITycKa (A1 IMMYHOOHOJIOTHYECKUX
JIEKapCTBEHHBIX MPENapaToB), CPOK TOJHOCTH, JO3MPOBKA HMJIM KOHIIEHTpalus, o0beM, aKTUBHOCTh B
€IMHHLIAX IEeHCTBUS WIM KOJIMYECTBO J103;

(B pen. Denepanbhbix 3akoHOB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-D3)

2) Ha WX BTOPUYHOHN (MOTPEOUTETHCKOM) YMAaKOBKE XOPOIIO YHUTAEMBIM MIPHPTOM HA PYCCKOM
SI3bIKE yKa3aHbhl HAaUMEHOBAHHWE JICKAPCTBEHHOTO Tperapara (MEeXIyHapOJHOE HEMaTeHTOBAHHOE, WIIH
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

IPYNIUPOBOYHOE, WJIM XHMHYECKOC W TOProBO€ HAMMCHOBAHHWS), HAWMMEHOBAaHUC IPOU3BOIUTEIIS
JIEKapCTBEHHOT'O TIperapara, HOMEp CepuH, J1aTa BBITYCKa (I IMMYHOOUOJIOTHUECKUX JIEKAPCTBECHHBIX
IpernapaToB), HOMEpP PErMCTPAIMOHHOTO YJOCTOBEPEHHS, CPOK TOJHOCTH, CIIOCO0 IPUMCHCHMS,
JO3UPOBKA WJIM KOHIIEHTpAlus, 00bEM, aKTHBHOCTh B CJMHHIIAX JCUCTBUS JIMOO KOJIUYECTBO /103 B
yIaKOBKe, JIeKapCcTBEHHAs (hopMa, YCIOBHS OTITYCKa, YCIOBHUS XPAHCHHS, ITPEIyIPEIUTEIIbHBIC HAITHCH.
(B pen. deaepanbhbix 3akoHOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2. ®dapManeBTHUECKUE CYyOCTaHIIMU JOJDKHBI TIOCTyNaTh B OOpalleHHe, €M Ha MX IMEePBHYHOU
YIaKOBKE XOPOIIIO YHUTAEMbIM MIPU(TOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBaHHE (apMalleBTUYECKOM
cyOctaHK (MEXIyHApOIHOE HEMAaTEHTOBAHHOE, WM TPYIITUPOBOYHOE, WIM XUMHUYECKOE U TOPrOBOC
HAaUMEHOBAHMSI), HAMMEHOBAHUE MTPOU3BOIUTENS (papMaIeBTUUECKON CyOCTaHIIMU, HOMEP CEpUU U Jara
W3TOTOBIICHHSI, KOJIMYECTBO B YIIAKOBKE M €IMHUIIBI U3MEPEHUS KOJMYECTBA, CPOK TOMHOCTH U YCIIOBUS
XpaHEHUSI.

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

3. JlekapCTBEHHBIE CPECTBA B KAYECTBE CHIBOPOTOK JIOJKHBI IIOCTYNATh B OOpaIieHne ¢ yKa3aHHuEeM
’KMBOTHOI'0, U3 KPOBH, IIa3Mbl KPOBH, OPI'aHOB U TKAHEW KOTOPOI'O OHU IOJIyYEHbI.

4. Ha BTOpHuHYIO (IIOTPEOUTEIBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEACTB, MOJIYUYEHHBIX U3 KPOBH,
IJ1Ia3Mbl KPOBHU, OPraHOB M TKaHEH 4esloBeKa, JOJIKHA HAHOCUThCA Haanuch: "AnTtutena k BUYU-1, BUY-
2, k Bupycy renaruta C 1 NOBEpXHOCTHBIN aHTUIEH BUpyca renatuta B orcyrcrByror".

5. Ha  nepBuYyHyl0  yHakoBKy M  BTOPUYHYI  (HOTPEOMTENbCKYIO)  YIAKOBKY
pannodapmManeBTHIECKUX JIEKAPCTBEHHBIX CPEACTB JOKEH HAHOCUTHCS 3HAK PAJUAIlMOHHON OMTACHOCTH.

6. Ha BTOpHuHYyI0 (OTPEOUTENHCKYI0) YIAKOBKY TOMEOMAaTHYECKHX JIEKAPCTBEHHBIX MpPErapaToB
JIOJDKHA HAHOCUTHCS Haamuch: "'['oMeonaruueckuii”.

7. Ha BTOpHYHYIO (HOTpEOMTENbCKYIO) YIAKOBKY JIEKAPCTBEHHBIX PACTUTENBHBIX IpenapaToB
JOJKHA HAHOCUThCA Haamuch: "[Ipoaykius npomuuia paaualioHHbIA KOHTPOJIb' .

8. Ha mnepBuuHyro ymakoBKy (€ciu JUIsl 3TOrO CYIIECTBYET TEXHUYECKass BO3MOXHOCTb) M
BTOPUYHYIO (ITOTPEOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX IIpenaparoB, MpeJHa3HAYEHHbIX JJIf
KIIMHUYECKUX UCCIIeI0BaHUM, T0JKHA HAHOCUTBCS HaJIMUCh: " J{J1s1 KIIMHUYECKUX UCCleToBaHMM" .

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

9. VYmnakoBka JEKapCTBEHHBIX CpEACTB, INPEJHA3HAYCHHBIX MCKIYUTEIBHO MJIs JKCIIOPTa,
MapKUpPYeTCsl B COOTBETCTBHH C TPEOOBaHUSIMH CTPaHbI-UMIIOPTEPA.

10. Ha TpancnopTHylo Tapy, KOTOpas He MpeJHa3HaueHa JUIsl MOoTpeduTened W B KOTOPYIO
MOMEIIEHO JIEKapCTBEHHOE CpPEJCTBO, JODKHA HAHOCUTHCS HH(OpManus O HAaUMEHOBAHUHU, CEPHUH
JICKApCTBEHHOTO CPEJICTBA, JIaT€ BBIMYCKA, KOJUYECTBE BTOPUYHBIX (TMOTPEOMTENHCKHX) YHIAKOBOK
JIEKapCTBEHHOTO CPEICTBA, NMPOU3BOAUTEINE JEKAPCTBEHHOTO CPEACTBA C yKa3aHUEM HAMMEHOBAaHUS U
MECTOHAXO0XKICHMSI IPOU3BOAUTENS JIEKAPCTBEHHOI'O CPEACTBA (aApeC, B TOM YHCIIE CTpaHa U (M) MECTO
IIPOU3BOJICTBA JIEKAPCTBEHHOI'O CPE/CTBA), a TAKXKE O CPOKE T'OAHOCTH JIEKAPCTBEHHOI'O CPEACTBA M 00
YCIIOBUSAX €0 XpPaHEHUs U MEPEeBO3KU, HEOOXOAUMBIE MTPEaYIIpeIUTeNbHbIE HAAIUCH U MaHUITYJIATOPHBIE
3HAKHU.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

11. Ha nepBuuHyi0 ynakoBKY M BTOPUYHYIO (TOTPEOUTENHCKYIO) YIAKOBKY JEKapCTBEHHBIX
CPEICTB Jisi BETEPUHAPHOIO MPUMEHEHMs JODKHA HAHOCUThCS HaAanuck: "Jljis BeTepuUHApHOrO
MpUMEHEHHUS".

12. Ha BropuuHylo (MOTpeOHMTENHbCKYIO) YIAKOBKY JIEKAPCTBEHHOI'O IIpernapara HaHOCHTCS
ITPUXOBOH KOJI.

Nnasa 9. BBO3 JIEKAPCTBEHHbLIX CPEAOCTB
B POCCUNCKYIO ®EOEPALMIO U BbIBO3 JIEKAPCTBEHHbIX CPECTB
U3 POCCUNCKON ®EQEPALIUMN
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 47. Nopsanok BBO3a nekapcTBeHHbIX cpeacTtB B Poccunckyro Penepauunio m
BbIBO3a JIeKapCTBEHHbIX cpeacTB U3 Poccumnckon ®epepauumn
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBo3 nekapctBeHHbIX cpenctB B Poccuiickyro ®enepannio OCyLIECTBISETCS B IOPSIIKE,
ycraHoBiieHHOM [IpaButensctBoM Poccuiickoit deneparuu, B COOTBETCTBUU C aKTaMH, COCTABIISIOIINMU
npaso Coro3a, 1 (W1n) 3akoHoiaTesIbeTBOM Poccuiickoit @enepanyiv 0 TaAMOKEHHOM PETYJIUPOBaHUU.

(B pen. deaepanbubix 3akoHOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

Kouncynprantlntoc: npumevanue.

Jo 31.12.2027 poccuilckuM NpPOU3BOAUTEISM Pa3pelIeHO B YBEIOMHUTEIBHOM IOPSIKE BBO3UTH HE
BHECEHHBIE B peecTp (¢apMaleBTUYECKUE CYOCTaHIIMM [UIsi BETEPUHAPHOTO MPUMEHEHUs s
MIPOM3BOJICTBA 3apETUCTPUPOBAHHBIX JiekapcTBeHHBIX cpeAcTB (Ilocranosnenne IlpaButennctBa PO
ot 12.03.2022 N 353).

2. BBo3umble B Poccuiickyto denepannio jeKkapcTBEHHbBIE CPENICTBAa JOJKHBI COJAEPKAThCS B
rOCy/JapCTBEHHOM PpEECTpE JIEKapCTBEHHBIX CpPEACTB, WIM €AMHOM pEECTpE 3aperuCTPUPOBAHHBIX
JIEKAPCTBEHHBIX  CpPeACTB  EBpasMiICKOrO  SKOHOMHYECKOIO  COK03a, WM  €JUHOM  peecTpe
3apETUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IIpenapaToB EBpa3suilcKOro »KOHOMHUYECKOTO
COH03a.

(B pen. @enepanbubix 3akoHOB OT 06.12.2011 N 409-®3, ot 27.12.2019 N 462-®3, ot 30.01.2024 N 1-
®3)

3. Jomyckaercs BBO3 B Poccuiickyro ®denepanuio KOHKPETHON MAPTHH 3apETUCTPUPOBAHHBIX U
(uM)  He3aperuCTPUPOBAHHBIX  JIEKAPCTBEHHBIX CPEACTB, MpEIHA3HAYEHHBIX [UIsl  pa3paboTKu
JIEKapCTBEHHBIX CPEJCTB, NMPOBEIEHUS HAYYHBIX M HHBIX MCCIEIOBAaHUM, MPOBEIEHUS KIMHUYECKUX
UCCIIEIOBAaHUM JIEKapCTBEHHBIX IpenapaToB, MPOBEICHUS SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB JUIS
OCYIIIECTBIIEHUS FOCYAAPCTBEHHONW PErMCTPallii WIM PErMCTPaliH JIEKapCTBEHHBIX NPENapaToB WK AJIs
OKa3aHusl MEAMIIMHCKON TMOMOIIM IO KU3HEHHBIM IOKa3aHMSIM KOHKPETHOTO IMalMeHTa Ha OCHOBAaHUU
paspelieHns, BBIAAHHOTO YIOJIHOMOYEHHBIM (hefepalbHbIM OpPraHOM HCHOJHHUTENbHOM BIAcTH IO
3asBJICHUSAM JIUI, YKa3aHHbIX B cTaThe 48 Hacrosimero denepanbHOro 3akoHa. PaccMoTpeHue Takoro
3asBJIEHUS W TPHUHATHE PEIIEHUs O BbIJAY€ pa3pellleHuss Ha BBO3 KOHKPETHOW MapTHH
3apErUCTPUPOBAHHBIX U (WJIN) HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPECTB, IPEIHA3HAUEHHBIX JUIS
pa3paboTKH JIEKAPCTBEHHBIX CPEJICTB, IMPOBEACHUS HAYYHBIX U HMHBIX HCCIIEJOBAHUM, MNPOBEACHUS
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

KJIMHUYECKUX HCCIEIOBAaHUH JICKAPCTBEHHBIX IPENaparoB, MPOBEICHHUS SKCHEPTHU3bI JIEKAPCTBEHHBIX
CPeACTB JJsl OCYUIECTBJICHHS TOCYAAPCTBEHHOW pPETHCTpPAllMM WM PETUCTPAIMH JIEKAPCTBEHHBIX
IpenaparoB WM Uil OKa3aHWsS MEAMIUHCKOM IOMOIIM IO JKU3HEHHBIM IIOKAa3aHUSAM KOHKPETHOTO
naruenTa Ju0o o0 OTKa3e B BbIJaue yKa3aHHOI'O pa3pelIeHHs MPOU3BOIATCS B CPOK, HE MPEBBIIIAOIINI
ATy pabounx aneil. [lnata 3a Beauy yKa3aHHOTO pa3penieHns: He B3UMAeTCsl.

(B pen. @enepanbhbix 3akoHoB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

3.1. Yrparun cuny c 1 saBapsa 2024 roxga. - ®enepanbubiii 3aKoH oT 27.12.2019 N 475-D3.

3.2. o 31 nexabps 2027 roma nomyckaroTcst BBO3 Ha Teppuropuio Poccuiickoit denepanyu u
obOpamenue B Poccuiickoit denepanuu ¢ y4eToM OCOOCHHOCTEH, yCTaHOBJIEHHBIX IIpaBUTETHCTBOM
Poccuiickoit ®epepannn, 3aperuCTpUPOBAHHBIX JIEKAPCTBEHHBIX MPEMAPATOB JJIi MEIAUIIMHCKOTO
MPUMEHEHUS B yIIaKOBKaX, MPeIHA3HAYCHHBIX I 00pallleHus B MHOCTPAHHBIX FOCYAapcTBaX, B Cllydae
neeKTypbl JIEKapCTBEHHBIX IMPENaparoB WIM pPHUCKa €€ BO3HUKHOBEHUS B CBS3UM C BBEICHHUEM B
otHomeHuu Poccuiickoii Depepaluy OrpaHUYUTEIBHBIX MEP SKOHOMHUYECKOTO XapakTepa MpH YCIOBUU
COOTBETCTBUSl BBO3MMBIX JIGKAPCTBEHHBIX IIPEMapaToB TpeOOBAaHUSAM, YCTAHOBJICHHBIM TIPH HUX
perucTpanuu, 3a UCKIIOYCHHEM TpeOOBAaHUN K IMEPBUYHON YHAKOBKE, BTOPUYHOU (IMOTPEOUTENIHCKON)
YIAaKOBKE, a TaKXe IMPU HAIWYUU HAa BTOPUYHON (TOTPEOUTENIHCKOM) YMaKOBKE JIEKAPCTBEHHBIX
MpernapaToB, HaXOIAIIMXCA B OOpalleHUH, CaMOKJIESINENHCcs STHUKETKU, COoJepKalledl HH(pOpMaIHUio o
JIEKApCTBEHHOM IIpernapaTe Ha PyCCKOM SI3bIKE.

(gactp 3.2 BBenmeHna denepasibHbIM 3akOHOM OT 26.03.2022 N 64-D3; B pen. denepaibHBIX 3aKOHOB OT
19.12.2022 N 519-®3, ot 26.12.2024 N 494-®3, ot 15.12.2025 N 483-D3)

3.3. Jomyckatotcs BBo3 B Poccuiickyro @enepanuto u obpamienue B Poccuiickoit denepannu c
y4eToM 0COOEHHOCTEH, YCTaHOBJICHHBIX IIpaBuTenscTBOM Poccuiickoit denepannu,
3apErMCTPUPOBAHHBIX ~ OPUTHHAIBHBIX  OppaHHBIX  JIGKAPCTBEHHBIX  MpemapatoB u  (WJIHN)
BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX MPENapaToB Il MEIUIMHCKOTO TPUMEHEHUS B TEUCHUE
JNBEHAJIaTH MeECSIeB IMocie Aarbl ux perucrpauun B Poccuiickoit ®enepanuu B ymnakoBKax,
MpeAHa3HAaYeHHBbIX Il OOpalleHusi B HMHOCTPAHHBIX TOCYJIapCTBaxX, IPU YCIOBUU COOTBETCTBUSA
BBO3HMMBIX JICKAPCTBEHHBIX MPENapaToB Ui MEAULMHCKOTO IPUMEHEHHS TPEOOBAHUSM, YCTaHOBIEHHBIM
IpU UX perucTpanuu, 3a UCKIIOYEHHUEM TpeOOBaHMM K TEPBUYHOM YHAKOBKE, BTOPUYHOU
(moTpebuTeNbCKO) ymakoBKe, M TPH HAIMYMM HA BTOPUYHOM (MOTPEOUTENLCKOM) yHakoBKe
JIEKApPCTBEHHBIX MPEMapaToB JJisi MEIUIIMHCKOTO TPUMEHEHHUS, HaXOAIUXCS B OOpalleHHH,
CaMOKJIESIeICS] AITUKETKH, CoJlepsKaliel HGOpMaIUIO O TEKapCTBEHHOM IpernapaTe A MEIUIIUHCKOTO
MIPUMEHEHHUSI Ha PYCCKOM sI3bIKe. B OTHOIIIEHWHU JaHHBIX JIEKAPCTBEHHBIX MPEMapaToB HE MPUMEHSIOTCS
MOJIOXKEHUs yacTu 7 cratbu 9 m yacred 1 u 2 crateu 52.1 HacTosmero denepanbHOro 3aKoHa.

(dactp 3.3 BBeaeHa denepanpabiM 3akoHOM OT 30.01.2024 N 1-D3)

4. B Poccuiickyro @enepariirto MOKHO BBO3UTH JIEKAPCTBEHHBIE CPENICTBA, KAYECTBO KOTOPBIX
MOJATBEPKICHO  CEPTU(PUKATOM  IPOM3BOJMUTENS  JIGKAPCTBEHHBIX  CPEICTB,  YIOCTOBEPSIFOIIHM
COOTBETCTBHE BBO3UMBIX JICKAPCTBEHHBIX CPEJICTB TPEOOBAHMSAM, YCTAHOBIECHHBIM MPH MX PETUCTPALIUU
WJTH TIPOBEJICHUH TIPOIIEAYP, CBA3AHHBIX C PETUCTPAIUEH.

(B pen. deaepanbHbix 3akoHOB OT 06.12.2011 N 409-03, ot 30.01.2024 N 1-D3)

5. 3anpemraercsa BBo3 B Poccuiickyto denepanuio panbcupuinpoBaHHBIX JIEKAPCTBEHHBIX CPEJICTB,
HE100pOKAaYECTBEHHBIX JIEKAPCTBEHHBIX CPECTB, KOHTPA(PaKTHBIX JIEKAPCTBEHHBIX CPEJICTB.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

6. danbcuduuupoBaHHbIE JEKApCTBEHHbIE CPEICTBA, HEIOOPOKAYECTBEHHBIE JIEKAPCTBEHHbBIE
CPEACTBA MOMJIEKAT UIBATHIO U MOCIIEAYIOIIEMY YHUUTOKEHUIO WIN BbIBO3Y M3 Pocculickoit @enepaunu,
KOHTpa(aKTHbIE JICKAPCTBEHHBIE CPEJICTBA - U3BATHIO M MOCIEAYIOIIEMY YHUUYTOXKECHUIO. Y HUUTO)XKEHUE
wii BbBO3 U3 Poccuiickoit ®enepanyu  QanbCHPUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJICTB,
HEI00pOKAYECTBEHHBIX ~ JIGKAPCTBEHHBIX  CPEACTB, KOHTpa(aKTHBIX  JIEKApCTBEHHBIX  CPEICTB
OCYLIECTBJISICTCA 3a CYeT JIMLA, OCYILIECTBUBIIEIO HX BBO3. [IOpANOK YHHMUYTOXKEHUS W3BATHIX
¢banbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HEI0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB,
KOHTpagaKTHBIX JEKapCTBEHHBIX CPEICTB ycTaHaBnuBaercs [IpaButensctBoM Poccuiickoii @eneparnuu.
(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

7. Jluma, ocymectBasiomme BBo3 B Poccuiickyto  @enepanuio  GanbCUBUIMPOBAHHBIX
JICKapCTBEHHBIX  CPEJACTB, HEJOOPOKAUYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEACTB, KOHTPa(aKTHBIX
JICKapCTBEHHBIX CPEICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOJATEIHCTBOM Poccuiickoit
®Oenepanuu.

(B pen. deaepanbhbix 3akoHOB OT 06.12.2011 N 409-03, ot 30.01.2024 N 1-D3)

8. BbIBO3 nieKapCTBEHHBIX cpecTB U3 Poccuiickoit denepanui OCyIIEeCTBISETCS B COOTBETCTBUH C
aKTamH, cocTtaBisomumMu npaBo Coro3za, u (WiM) 3akoHOJATeNbCTBOM Poccuiickoit ®denepanuu o
rOCYJJAPCTBEHHOM PETyJMPOBAHUH BHEIIHETOPTOBOM JICATEIILHOCTH.

(dactb 8 B pen. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

9. BBox B rpaxkaaHCKuii 00OpOT JIGKAPCTBEHHBIX IMPENapaToB A MEIUIMHCKOTO MPUMEHEHHUS,
BBe3eHHBIX B Poccuiickyro deneparuio, oCymecTBIsSETCs C COONMIOACHUEM TPeOOBaHUM, YCTAHOBIEHHBIX
cratbeit 52.1 nacrosiero @eaepaibHOTO 3aKOHA.

(dactb 9 BBeneHa MenepanbHbIM 3aK0HOM OT 28.11.2018 N 449-D3)

KoncynprantlIntoc: mpumedanue.

Y. 10 ct. 47 He pacnpocTpaHsETCA Ha CEPUU JIEKAPCTB /1JIsi BETEPUHAPHOTO MPUMEHEHHUSI, BBEJICHHBIE B
rpaxaanckuii oobopotr mo 01.09.2023, koTopsie MOIIEKAT NMPUMEHEHHIO O HMCTEUEHUS CPOKa HX
rogHoct (D3 ot 02.07.2021 N 317-D3).

10. BBoa B rpakIaHCKHil 000OpPOT JIEKAPCTBEHHBIX IMPENapaToB JIsi BETEPUHAPHOTO MPUMEHEHHUS,
BBE3CHHBIX (mepememieHHbIX) B Poccuiickyto ®enepainio, OCYIIECTBISIETCS C  COOMIOJACHHEM
TpeOOBaHUM, YCTAaHOBJIEHHBIX cTaThel 52.2 HacTosero denepalbHOTO 3aKOHA.

(uacth 10 BBegena PexnepanbHbiM 3akoHOM OT 02.07.2021 N 317-D3)

Cratbs 48. lOpuanyeckue nuua, KOTOpbIM pa3pelleH BBO3 JIeKapCTBEHHbIX CpeAcTB
B Poccumnckyro ®egepauuio
(B pen. deaepanbhoro 3akona ot 06.12.2011 N 409-03)

JlexapcTtBeHHble cpencTBa B Poccuiickyro denepalinio MOTyT BBO3UTh:
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1 ) MNPOU3BOJAUTCIIN  JICKAPCTBCHHBIX  CPCACTB  JJIA eiaeun COOCTBEHHOTO MMPpONU3BOACTBA
JICKApCTBCHHBIX CPCIACTB;

2) HHOCTpPAHHBIC pa3pa60T‘-II/IKI/I JICKApCTBCHHBIX CpPCACTB W HWHOCTPAHHLIC IIPOU3BOAUTCIINU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

JIEKapCTBEHHBIX CPEJICTB WM JPyTUe IOPUANYECKHUE JIMIA 0 HOPYYEHHIO pa3paboTyrKa JIeKapCTBEHHOTO
CpencTBa Ui pa3pabOTKH JICKAPCTBEHHBIX CPEACTB, MPOBEACHHS HAYYHBIX M WHBIX HCCIICIOBAHHIA,
NPOBEJCHUS  KIMHWYECKUX  MCCIICJOBAHMI  JIGKAPCTBEHHOTO  Iperapara,  OCYIIECTBICHUS
FOCYJIapCTBEHHOM  PErucTpaldd WIM PETUCTPALlMM  JIEKAPCTBEHHOI'O  Ipenapara, BKIKOYEHUS
(dapmaneBTHYECKO CyOCTaHIIMM B TOCYAApPCTBEHHBIH pEECTp JIEKAPCTBEHHBIX CPEACTB, KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHBIX CPEJCTB MPHU HAIMYHUU PA3PELICHHs YIOJIHOMOYEHHOTO (eiepaaIbHOro opraHa
UCTIOJIHUTEIBHON BJIACTH HA BBO3 KOHKPETHOW MAPTHUH JIEKAPCTBEHHBIX CPEJICTB;

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

3) opraHu3anyu ONTOBOM TOPrOBIIM JIEKAPCTBEHHBIMH CPEICTBAMU;

4) nay4yHble OpraHU3aIK, 00pa30BaTEIbHBIC OPraHU3AlMU BBICIIETO0 00pa30BaHus, TPOU3BOIUTEIH
JICKapCTBEHHBIX CPEICTB Ui pPa3pabOTKH, HCCIENOBAHUM, KOHTpOJI O€30IIacHOCTH, KauecTsa,
3G HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB MPU HAIWYHH PA3pElICHUsS YIOJTHOMOYEHHOTO (erepaibHOro
OpraHa MCIIOJHUTEIILHOH BIIacTH;

(B pen. Denepanbhbix 3akoHoB o1 02.07.2013 N 185-®3, ot 30.01.2024 N 1-D3)

5) MeOUIMHCKNE OpraHu3alliy, UHbIC YKa3aHHbIe B IyHKTax | - 4 HacTOAIIEH CTaThH OpPraHU3aINH
JJIs1 OKa3aHUus MGILHHHHCKOﬁ IMOMOIIH ITO )KMU3HCHHBIM IMOKA3aHUSAM KOHKPECTHOI'O MalkeHTa P HAJTMYUU
pa3peleHns YyIoJIHOMOYEHHOTo (eaepaabHOro opraHa MCIOJHUTEIBHONW BIACTH Ha BBO3 KOHKPETHOM
[apTUU JIEKAPCTBEHHOI'O IIperapara, BbIJAHHOTO B YCTAHOBJIEHHOM IIOpsIKE B (pOpME 3JIEKTPOHHOTO
JTOKYyMEHTA, TTOIMHCAaHHOTO YCUICHHON KBaJH(DUIIMPOBAHHOH JIEKTPOHHON OAIHUCHIO;
(B pen. @enepanbHoro 3akona ot 12.03.2014 N 33-d3)

6) yrpatui cuity ¢ 1 suBaps 2024 rona. - deaepanbhslii 3akoH ot 27.12.2019 N 475-03.

7) IpOU3BOIUTENN METUIIMHCKUX M3EIHUM JIJIS TIEJIeH MPOU3BO/ICTBA METUIIMHCKUX H3IICIIHMA.
(. 7 BBeneH PenepanbHbM 3ak0HOM OT 30.01.2024 N 1-D3)

Cratba 49. [loKyMeHTbl, npeAcTaBnsieMble B TaMOXeHHble opraHbl Poccuuckowm
denepaumm npu BBO3€E NeKapCTBEeHHbIX cpeacTB B Poccumnckyo deagepauymtio
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. Ilpu BBO3e nekapcTBeHHbIX cpeAcTB B Poccuiickyro denepannio B TaMOXKEHHBIE OpraHbl
Poccuiickoit @enepanuu Hapsay ¢ JOKYMEHTaMH, INPEACTaBICHUE KOTOPBIX IPETYCMOTPEHO aKTaMH,
cocTaBisitouuMu paBo Coro3a, n (WiM) 3akoHojaTenbcTBoM Poccuiickoil @enepaliun 0 TaMOXKEHHOM
PEryJIUpOBaHUHU, IPEACTABISIOTCS CIEAYIOINE JOKYMEHTHI B AJIEKTPOHHON opMe:

(B pen. deaepanbHbix 3akoHOB OT 06.12.2011 N 409-03, ot 30.01.2024 N 1-D3)

1) ceprudukar (3aKIOYEHHE) COOTBETCTBUS IPOM3BOJACTBA JIEKAPCTBEHHBIX CPEACTB s
BETEPUHAPHOTO MPHUMEHEHHUs] TpeOOBaHUSIM TMpaBWJI HAMJIEXKaAIIed MPOU3BOACTBEHHONM MPAKTUKU
EBpa3niickoro 5KOHOMHUYECKOTO COK03a;

(m. 1 B pen. @enepanbHoro 3akona ot 31.07.2025 N 304-D3)

2) paspelleHHe YIOJHOMOYEHHOTO (helepalbHOr0 OpraHa HCIOJIHMUTENBHOM BJIACTH Ha BBO3
KOHKPETHOH MapTHM JIEKAPCTBEHHOI'O CPEACTBAa B CIIydasX, YCTAHOBJIIEHHBIX YacTbl0 3 cTarbu 47
Hacrosiero denepaibHOro 3aKoHa.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

2. JIokyMeHTBI, yKa3aHHble B NyHKTax | M 2 yactu | HacTosIIedl CTaTbu, MPEACTABISAIOTCA B
TaMOXEHHbIe opranbl Poccuiickoit @enepanuu npu NpUOBITUN JEKAapCTBEHHBIX CpeAcTB B Poccuiickyto
denepanuio.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 50. BBo3 nekapcTBeHHbIX npenapatoB B Poccumckyro ®Pepepauuio ans
JINYHOrO UCNOJSIb30BaHUA U UHbIX HEKOMMEPYECKUX Lerneun, a Takke Ansi MCNoNb30BaHUA
Ha TeppUTOPUN MeXAYHapPOAHOro MeAULIMHCKOro Krnacrtepa
(B pen. deaepanbhbix 3akoHOB 0T 06.12.2011 N 409-03, ot 29.06.2015 N 160-D3)

1. JlekapcTBeHHBIC TmpemnapaThl MOTYT OBITH BBe3eHbI B Poccuiickyro ®Denepanuio 0e3 ydera
TpeOOBaHUH, IPEyCMOTPEHHBIX YacTsMu | - 4 crateu 47, ctathsimu 48 u 49 Hactosmero denepabHOTO
3aKOHa, €CIIM OHU TPeIHA3HAYCHBI JJIA:

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) nuyHOrO MCHONB30BaHUS (PU3MYECKUMH nullamu, npuOsBImIMMU B Poccuiickyro denepanuio.
IIpu »stom BBO3 B Poccuiickyro @Denepanuio JIEKAPCTBEHHBIX  IPENAPATOB,  COAECPIKAIIUX
CIWIIbHOACHCTBYIOIME U (WIKM) SJOBUTHIC BELIECTBA, BKIIOYCHHBIE COOTBETCTBEHHO B CITMCOK
CHWJIBHOJICUCTBYIOIIMX BEIIECTB JUIA LIeJIeH YrOJOBHOTO 3aKoHonarenbcTBa Poccniickon @enepannu U B
CIMCOK SIIOBUTBIX BEILIECTB s LeJIed YroJIOBHOIO 3akoHojaTenbcTBa Poccuiickoit ®denepauuu,
yrBepxkaAcHHbIe [IpaBurenscTBoM Poccniickont @enepanny, OCyIECTBISAECTCS IPU HAIMYUU JTOKYMEHTOB
(3aBEepeHHBIX KOIMUN JOKYMEHTOB HIIM 3aBEPEHHBIX BBIMHCOK W3 HUX), MOATBEPIKIAIOIIUX Ha3HAUCHUE
¢u3nvYecKkoMy JHIy YKa3aHHBIX JIEKAPCTBEHHBIX TMIPEMapaToB (3a WCKIIOYCHUEM JIEKapCTBEHHBIX
IpernapaToB, 3aperucTpupoBaHHbIX B Poccuiickoit @enepauuu MO0 3aperucTpUpPOBAHHBIX B
COOTBETCTBHH C aKTaMH, cocTaBJstomuMu ipaBo Coro3a, u oTiyckaeMbix B Poccuiickoit denepamuu 6e3
pelienTa Ha JeKapcTBeHHbIM mpemnapat). [loaTBepkaaromue JOKYMEHTHI (MX 3aBEpEHHbIE KOMHMM HIIU
3aBEpEHHBbIE BBINUCKM M3 HHUX) JODKHBI COJEP)KAaTh CBENECHHS O HAUMEHOBAaHMM U KOJUYECTBE
HA3HAUYEHHOI'0 JIEKapCTBEHHOIO TIpenapaTta. B cioywae, ecinu MOATBEpXAaoLIMe JOKYMEHTHl (MX
3aBepEHHbIE KOMHWM WM 3aBEPEHHbIC BBIMHCKU W3 HUX) COCTABJIEHbl HA MHOCTPAHHOM SI3bIKE, K HUM
IIpUJIaraeTcs HOTApUAJIBbHO 3aBEPEHHBIN NIEPEBO] HA PYCCKUH SI3BIK;
(B pen. Denepanbhbix 3akoH0B 0T 02.06.2016 N 163-D3, ot 30.01.2024 N 1-D3)

2) UCHONb30BaHUS Ppa0OTHUKAMHM JUIUIOMATHYECKOTO KOpIyca WM  MPEACTaBUTEISIMHU
MEKIYHAPOAHBIX OpraHu3aluii, akKpeIuToBaHHbIX B Poccuiickor denepannu;

3) 5edeHuss MAcCaXXMpPOB M WIEHOB SKUIAXeW TPaHCHOPTHBIX CPEACTB, MOE3IHBIX Opuraa u
BOAMTENEH TPAaHCHIOPTHBIX CPEICTB, NpUOBIBIIKX B Poccuiickyto denepanuio;
(B pen. denepanbhoro 3akona ot 06.12.2011 N 409-03)

4) nedeHus: y4aCTHUKOB MEXKIYHAPOJHBIX KYJIbTYPHBIX, CHOPTUBHBIX MEPONPUATUN U YYACTHUKOB
MEXIYHAPOAHBIX DKCIICIULINN;

5) IeyeHUs KOHKPETHBIX JKMUBOTHBIX B 300MapKax, 300cajgaxX, IMpPKax, OKEaHapUyMax,
nenbGpuHApUAK, JEYCHUS TUKUX >KUBOTHBIX, MOCTOSHHO WM BPEMEHHO HACEISIONUX TEPPUTOPUIO
Poccutiickoit deneparuu, HaAXOIANUXCS B COCTOSIHUM E€CTECTBEHHOW CBOOOJBI M TPHUHAIICKANIUX K
BUJaM, 3aHeceHHbIM B KpacHyro kuury Poccuiickoit @enepanuu u (W) KpacHble KHUTH CYOBEKTOB
Poccuiickoit denepanuuy, a Takke KUBOTHBIX, BBO3MMBIX B Poccuiickyto denepanuio Ui y4acTus B
CIIOPTUBHBIX U 3PEJIUIIHBIX MEPONIPUATHSIX;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

(B pen. deaepanbhbix 3akoHOB 0T 06.12.2011 N 409-03, ot 02.08.2019 N 297-D3)

6) UCTIOJIB30BAHUS HA TEPPUTOPUHU MEXKTYHAPOIHOTO MEIUITUHCKOTO KIacTepa.
(. 6 BBennen denepanbHBIM 3aKOHOM OT 29.06.2015 N 160-D3)

2. B ciayuasx, npelyCMOTPEHHbBIX YacTblO | HacTosIIEH CTaThbU, AOIyCKaeTcsl BBO3 B Poccuiickyro
®enepanuio JIEKapCTBEHHBIX MIPENapaToB, HE 3aperucTpupoBaHHbIX B Poccuiickoil denepanun nmmubo He
3apEruCTPUPOBAHHBIX B COOTBETCTBUM C aKTaMH, COCTaBIISIFOIIMMH ITpaBo Coro3a.

(B pen. deaepanbubix 3akoHOB 0T 06.12.2011 N 409-03, ot 30.01.2024 N 1-D3)

3. JlekapcTBEeHHBIE TIpenaparhbl, MpeAHa3HAYCHHBIC 711 TYMAHUTApPHOU MOMOIIM (COACHCTBUSA) WU
MOMOIIM TPU Ype3BbIUAWHBIX CUTyalMsX, BBoO3sTca B Poccuiickyro @enepanuio B MHOpSIKE,
ycranoBieHHOM [IpaButensctBoM Poccuiickoit ®epepaumu. 3ampemiaercss BBO3 B Poccuiickyro
Qdenepalliio  HE3aPETUCTPUPOBAHHBIX  JICKAPCTBEHHBIX  MpENaparoB,  NpeJHA3HAYCHHBIX IS
TYMaHUTApPHON OMOIIH (COIEHCTBHS) MM TTOMOIIU MIPU YPE3BbIUANHBIX CUTYAIIUSIX.

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

Cratba 51. CotpyaHudecTBO ¢heaeparbHOro opraHa WCMONMHUTENIbHOW BRacTy,
ocywecTBnsAOwWero oyHKLUMM No KOHTPOSIO U Haa3opy B 06nacTM TaMOXEHHOro aena, u
APYrMXx ynofTHOMOYeHHbIX heaepanbHbIX OpraHOB UCNONTHUTESIBHON BriacTu
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

1. VYnomHoMmoueHHbIE (enepaTbHble OpraHbl HCIOJHUTEIFHOW BIACTH TPENOCTABISIOT B
pacriopsbkeHue (efepaJbHOr0 OpraHa MCIOJIHUTENbHONW BJIACTH, OCYIIECTBIISIOIIETO (QYHKLUUHU I10
KOHTPOJIIO ¥ HA/130py B 00JIaCTU TaMOKEHHOTO JieJia, TOCYAapCTBEHHBIN peecTp JeKapCTBEHHBIX CPE/ICTB,
a TaKke MH(OPMAIIMIO O BBIIAHHBIX pa3pelIeHUsIX Ha BBO3 KOHKPETHOM MapTHUH JIEKApCTBEHHBIX CPEJICTB
B CIIy4asx, YCTAHOBJIEHHBIX 4acThi0 3 craTbu 47 Hactosmero GenepasbHOro 3aK0Ha.

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

2. ®denepanbHbId OpraH UCHOJHUTEIBHOM BIIACTH, OCYIIECTBISIONMN (DYHKIMU MO KOHTPOIIO U
Ha/J30py B 00JacTH TaMOXKEHHOTO Jiena, MH(OpPMUpPYET yKa3aHHble B YacTu | HacToslled cTaTbu
YIOJHOMOYEHHbIE (e/iepalibHble OpraHbl MCIOJHUTEIBHON BJIACTH O BBO3€ JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro ®@enepaiuio 1 BbIBO3€ JIEKapCTBEHHBIX CpeAcTB U3 Poccuiickoit Penepanuu mno ¢popme u B
nopsiike, KoTopble ycranoBieHsl [IpasurensctBom Poccniickoit denepanun.

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

Maea 10. PAPMALEBTUYECKAA OEATENIbHOCTb
CraTtba 52. OcywecTBneHue papMaLeBTUYECKON AeATENIbHOCTU

1. q)apMaLICBTI/ILICCKa}I ACATCIIBHOCTE OCYHICCTBIIACTCA OpPraHu3aluiaIMnu OIITOBOI TOProBJIN
JICKApCTBECHHBIMU cpeacrBamMu, AIlITCYHbIMH opraHusanusimu, BETCPUHAPHBIMU alITCYHbBIMU
opraHnu3anusimu, HHIAUBUYAJIbHBIMU MpEaANIpUHUMATCIISAMU, UMCIOIITUMHU JIMICH3UIO Ha
CbapMaI_[eBTI/IIIeCKYIO ACATCIBbHOCTh, MCIUIMHCKUMH OpraHu3anuiaMi, HMCIOMIUMH JIMOCH3UIO Ha
(bapMaL[CBTI/ILICCKyIO ACATCIIbHOCTb, U HX 000C0O0ICHHBIMH noapa3aCiiICHUAMMA, PACIIOJIOKCHHBIMA B
CCIIbCKUX HACCIICHHBIX IMTYHKTAX, B KOTOPBIX OTCYTCTBYIOT AIITCUHLIC OpraHH3alvuN, U BECTCPUHAPHBIMU
opraHu3anusaiMu, UMCIOIIUMUA JIMOCH3UTO HA (I)apMaI_ICBTI/I‘-ICCKyIO ACATCIIBHOCTD.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

(B pen. deaepanbubix 3aKkoHOB OT 25.11.2013 N 317-D3, ot 08.08.2024 N 323-D3)

2. Owu3MyYecKue JMIAa MOTYT OCYHIECTBIATH (DapMaleBTHUECKYIO JAEATEIbHOCTh MPU HAIWYUU
BBICILIETO WJIM CpeaHero (apmaleBTHUEeCKOro o0pa3oBaHus U cepTHdHUKaTa cHenuanucra Jubo
NPOMIEHHON aKKpeAMTAI[MH CIEIUAINCTA, BBICIIETO WJIM CPEIHEro BETEpHUHAPHOrO oOpa3oBaHus (B
LEeJSIX OCYIIECTBICHUS (papMaleBTUUECKON AeATeIbHOCTH B cpepe oOpalieHs JIEKapCTBEHHBIX CPE/ICTB
IUIE BETEPUHAPHOTO TNPHUMEHEHUs), a TaKXKe BBICIIET0 WIM CPEAHEr0 MEIUIIMHCKOrO 00pa3oBaHMA,
ceprudukara crenuanucra JuOO TMPOUIEHHOW aKKpeOuTAalMH CIEeUUAINCTa U JAOMOJHUTEIBHOTO
npoeCCHOHATBLHOTO 00pa30BaHMs B YAaCTH PO3HUYHON TOPTOBIM JIEKAPCTBEHHBIMHU INpenapaTaMu s
MEAHUIIMHCKOTO MPUMEHEHHUS MIPH YCIOBUU UX pabOThl B 000COOICHHBIX MOAPA3CICHUAX MEIUIUHCKUX
OpraHM3alMii, yKa3aHHbIX B 4acTU | HaCTOSILEN CTaTbHU.

(B pen. deaepanbubix 3akoHOB OT 28.04.2023 N 149-03, ot 29.12.2025 N 549-D3)

Koncynprantlntoc: npumedanue.

JlexkapcTBEHHBIE MIpenapaThl Al MEAULIMHCKOTO MPUMEHEHUS, BBEICHHbIE B TPaXKIaHCKUN 000pOT 10
29.11.2019, noanexaT XpaHEHHIO, NEPEBO3KE, OTIIYCKY, peald3alluu, INepenaye, MPUMEHEHHUIO 10
ucTeueHus cpoka ux rognoctu (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxaaHCKMM OOOpPOT neKapCTBeHHbIX CpeacTB Ans
MeAULMHCKOro NpMMeHeHuns
(B pen. denepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

(BBeneHa @enepanbHbIM 3ak0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOAOM B rpa’kJaHCKUN OOOpPOT KaXK/10M Cepuy WM KaKJOW MapTUU MPOU3BEACHHOIO B
Poccuiickoit ®@enepannn J€KapCcTBEHHOIO Mpenapara Juisi MEIULUHCKOTO IPUMEHEHMS], 38 UCKIIOYEHUEM
MMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX IpEenapaToB, MPOU3BOJUTENb TaKOrO JIEKAPCTBEHHOTO
mpemnapara IMpeJCTaBiIseT B AJIEKTPOHHOM (opMe B (elepanbHblii OpraH HCIOJHUTENBHON BIIACTH,
OCYIIECTBISIONMN (QYHKIMHM 10 KOHTPOJI W Haa30py B cdepe 3ApaBOOXPAHEHHUS, JIOKYMEHT
IIPOU3BOJUTEIIS JIEKAPCTBEHHOIO CPENICTBA, MOATBEPKIAIOIINI KauyecTBO JIEKAPCTBEHHOI'O Ipenapara, U
MOATBEP)K/IEHNUE YIIOJIHOMOYEHHOTO JIMIa TPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB COOTBETCTBUS
JIEKapCTBEHHOTO Npenapara TpeOOBaHUSIM, YCTaHOBJICHHBIM MIPU €r0 PEeruCTpPaIiH.

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

1.1. Ilepen BBOJIOM B Ipa’kAaHCKUNA OOOPOT KaXK10H CepUU MM KaXJA0M MapTUU MPOU3BEACHHON B
Poccuiickoit ®eneparun  dapmareBTHYECKOH CyOCTaHIIMM TPOU3BOJUTENh TAKOTO JIEKAPCTBEHHOTO
CpeAcTBa IMpEJCTaBIsieT B JJEKTPOHHOW Qopme B (enepalbHbIi OpraH MCIOJHUTEIBHON BIIACTH,
OCYIIECTBISIONMN (QYHKIMKM 1O KOHTPOJI W Haa30py B cdepe 3ApaBOOXPAHEHHUS, JIOKYMEHT
MPOU3BOJIUTENSL  JIGKAPCTBEHHOI'O  CPEACTBA,  IOATBEPXKIAIOMMI  KayecTBO  (papMaleBTUYECKOMH
CyOCTaHIIMM, U JIOKYMEHT, MOATBEPkAAIOIMINNA COOTBETCTBUE JIEKAPCTBEHHOI'O CPEACTBAa TPEOOBAHUSM,
YCTQHOBJICHHBIM TP €ro TOCYJapCTBEHHON pErucTpallid WIM PErucTpanud, U OoQpOpMIICHHBIN
YIIOJITHOMOYEHHBIM JIMIIOM IIPOU3BOAUTENS JIEKAPCTBEHHBIX CPECTB.

(uacts 1.1 BBenena @enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

2. Tlepen BBOAOM B TpaXIaHCKUH OOOPOT KKIOM CEpPUM WM KaXKJION MapTHU BBO3UMOTO B
Poccuiickyto ®enepanuio JIEKapCTBEHHOTO Ipenapata sl MEIUIMHCKOTO TMPUMEHEHHs, 3a
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

UCKITIOYEHMEM HMMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX IPEnapaToB, OpraHU3aIsi, OCYIIECTBIISIIOIIAS
BBO3 JIEKapCTBEHHOIO MpenapaTta B Poccuiickyto denepanuio, MpeacTaBiseT B 3JIEKTPOHHOH (opme B
(benepanbHBI OPraH MCIOJHUTENBHON BJIACTH, OCYIIECTBISIONINN (QYHKIIMH 110 KOHTPOJIO U HAJ30pY B
cepe 3apaBOOXpAaHEHHS, JOKYMEHT IPOU3ZBOAMTENS JIEKAPCTBEHHOT'O CPEJCTBA, IOITBEPKIAIOLIHIA
KauecTBO  JIGKAPCTBEHHOrO0  Tpernapara, U  TMOATBEPXKACHHUE  MPEACTABUTEISl  OpraHHU3aluH,
OCYILECTBJISIONIEN BBO3 JIEKAPCTBEHHOTO mpemnapara B Poccuiickyro denepannio M ynoJHOMOYEHHOU
MHOCTPAHHBIM TPOU3BOJIUTENIEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBUSI BBO3UMOIO JIEKAPCTBEHHOTO
npenapaTta TpeOOBaHUSAM, YCTAaHOBJIEHHBIM IIPU €70 PETUCTPALUH.

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

2.1. Tlepen BBOJAOM B TpaXkJAaHCKUKA OOOPOT KaXJOW CEpPUM WIM KaxJOW MapTUU BBO3UMOUN B
Poccuiickyro denepanuio GpapmaneBTHIECKON CyOCTaHIIMU OpraHU3alysl, OCyILECTBIIAOIas BBO3 TAKOIO
JIeKapCcTBEHHOro cpeactsa B Poccuiickyro @Denepauuio, NpeaCcTaBiseT B 3JIEKTPOHHON (opme B
(benepanbHbIil OpraH UCHOJHUTENbHOM BIACTH, OCYLIECTBISAIOMINN (YHKIHHU 110 KOHTPOJIIO U HAJA30py B
cepe 3apaBOOXpAaHEHHS, JOKYMEHT IPOU3BOJUTENS JIEKAPCTBEHHOTO CPENICTBA, ITOATBEPKIAFOIINI
Ka4yecTBO (papmalieBTU4eCcKoil cyOcTaHIuu.

(uactsb 2.1 BBeneHa @enepanbHbM 3akoHOM 0T 30.01.2024 N 1-D3)

3. Tlopsimok mpencTaBieHUss B COOTBETCTBHMM ¢ yacTsamu 1, 1.1, 2 m 2.1 Hacrosmiedl cratbu
JOKYMEHTOB U CBEICHHA O JICKAPCTBCHHBIX CPEACTBAX, BBOJAMMBIX B TPAXTAHCKUH 000pOT,
ycranaBiuBaercs [IpasurensctBom Poccuiickoit denepanumn.

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

4. B OTHOUIEHHHM TMEpBbIX TpPeX CEpPUl WIM MapTHil JIEKApCTBEHHOrO TMpernapara, BIIEPBBIC
npousBeneHHoro B Poccuiickoit denepanuu unu Brnepsble BBO3UMOro B Poccuiickyro @enepanmio (6e3
ydeTa JIO3UPOBKH) B paMKaxX OJIHOTO PETUCTPAIOHHOTO YAOCTOBEpeHHUs, B (enepanbHbIii Opran
UCIIOJIHUTEJIBHON  BJAacTH, OCYLIECTBIAOIIMNA (YHKIMM 1O KOHTPOJIIO M Haa3opy B cdepe
3/1paBOOXPAHEHHUs, JOMOJIHUTEIBHO MPEICTABIAETCS MPOTOKOJ HUCIBITAHUNA O COOTBETCTBUHM CEPUU HIIU
mapTu JICKApCTBCHHOI'O Ipf€riapara ajdd MCIAUWIUHCKOI0 MNPHUMCHCHUSA IIOKa3aTejsiM KadCCTBa,
MPEeIyCMOTPEHHBIM HOPMATUBHOM  JOKYMEHTAalMeW, WM TpPeOOBAaHUSAM, YCTAaHOBIEHHBIM TMIPH
perucTpalnmy B COOTBETCTBUH C aKTaMH, cOcTaBistonMMu npaBo Coro3a (J1ajnee - MpoTOKOJ UCTIBITaHUH ),
MPOBOAMMBIX aKKpPEAUTOBAaHHBIMU B COOTBETCTBHM C 3aKOHOAATenbCTBOM Poccuiickoit denepanuu 06
AKKpeauTanyun B HaHHOHaJIBHOfI CUCTCMC  aKKpEAUTauIHuUn q)ellepaJ'IBHI)IMI/I TroCy1apCTBECHHBIMU
OIO/PKETHBIMU YUPEKICHHUSIMH, TIOJIBEJOMCTBEHHBIMH (heJiepaTibHOMY OpraHy MCTHOJHUTENHHOUW BIACTH,
OCYIIECTBJISIONIEMY (DYHKITMU 1O BHIPAOOTKE U pean3allii rOCy/1apCTBEHHON MOJUTHKA U HOPMAaTUBHO-
MIPaBOBOMY PETYJIMpPOBaHUI0 B cdepe 3ApaBoOXpaHeHUs, U ¢eAepalbHOMy OpPraHy HCHOTHUTEIbHOM
BJIACTH, OCYLIECTBIIAIOIIEMY (YHKIIUH 110 KOHTPOJIIO U Haa30py B cdepe 31paBooxpaneHus. Jlonyckaercs
MPEACTABICHUE MPOTOKOJA HCHBITAHWM, MPOBEAEHHBIX C MCIOJIB30BAHHEM CPEJCTB JUCTAHIIMOHHOIO
B3aumojeiicTBus. [lopsok BblAauu yka3aHHBIMH (enepagbHbIMU TOCYJapCTBEHHBIMH OIOIKETHBIMU
YUpEXACHUSIMHU JTaHHOTO MPOTOKOJIa U pa3Mep IUIATHI 3a €ro Bblaauy ycTaHaBinuBatoTcs [IpaButenbcTBoM
Poccuiickoit ®enepanuu.

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

4.1. IlpencraBneHre NpOTOKOJIA UCIIBITAHUM JOIYCKAETCS TOJIBKO B OTHOLIEHUH MEPBOW CEPUH WIH
IIEpBOW MapTHH JIEKAPCTBEHHOIO Ipernapara, BIEPBbIE IPOU3BeNeHHOr0 B Poccuiickoit denepanun wim
BriepBble BBO3MMOTO B Poccuiickyro ®eneparnuio (3a HCKIIOYCHHEM JIEKAPCTBEHHBIX IPEMapaToB,
yKa3aHHbBIX B yacTsax 4.2 u 4.3 HacTOAIIEH cTaThU), B CIydae MPeJOCTaBICHUsS CBEICHUI O JaTe BbIIauu U
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

PETUCTPALIMOHHOM HOMEpE 3aKJIIOYEeHHs] COOTBETCTBHSI IMPOM3BOJACTBA JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUSM TIPaBUJ HAJUICKAIICH TPOU3BOJICTBCHHONW TPAKTUKH, BBIIAHHOTO YIOJHOMOYECHHBIM
denepanbHbIM OpPraHOM HCIOJHUTENBHOM BIIACTH, WM cepTU(UKATa COOTBETCTBHS IMPOU3BOJCTBA
JIEKapCTBCHHBIX ~ CPEICTB  TPEOOBAHMSM TMPABWI  HAAJEKANICH MPOU3BOJICTBEHHOW  MPAKTHKU
EBpa3uiickoro 3KOHOMHUYECKOI0 COI03a, BBIIAHHOTO YIOJIHOMOYEHHBIM OPraHOM TrOCyAapcTBa - WieHa
EBpasuiickoro = SKOHOMHYECKOIO  COK03a, B  OTHONICHHWH  MPOU3BOJCTBEHHOW  IUIOIIAJIKH
(MIpOU3BOACTBEHHBIX IUIOMIAJIOK), OCYIIECTBIIAIONICH MPOU3BOJICTBO FOTOBOM JIEKAPCTBEHHON (OPMBI U
BBIITYCKAIOIIMI KOHTPOJIb KauecTBa JICKAPCTBEHHOTO Ipernapara, MpU YCIOBUU OTCYTCTBHUS B TE€UEHUE
TpeX JIeT, IPEIIIeCTBYIOIUX JAaTe BbIJaul MPOTOKOJA UCIIBITAHUI, CIIy4aeB BbISIBICHHS HECOOTBETCTBUS
YCTAaHOBJICHHBIM TpPEOOBAHMSM KadecTBa JICKAPCTBEHHBIX CPEIACTB, HHPOpPMAIMS O KOTOPBIX
oIny0JIMKOBaHa Ha caiiTe (enepalbHOTO OpraHa HCIOJHUTEIbHON BJIACTH, OCYHIECTBISIONIErO (QYHKINUN
10 KOHTPOJIIO ¥ HAJ30py B cepe 3ApaBOOXPAHCHHUS, B OTHONICHUH BCEX MPOU3BOJCTBECHHBIX IUIOIIAJIOK,
OCYIIECTBISIONIMX MPOU3BOJCTBO JIEKAPCTBEHHOTO IMperapara M BBIMYCKAIOIIMA KOHTPOIb KadecTBa
JIEKapCTBEHHOI'O IIpernapara.

(uacts 4.1 BBenena @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

4.2. He tpeOyercs mpeAcTaBieHHE NPOTOKOJA HUCHBITAaHUHM, yKa3aHHoro B yactu 4 wumu 4.1
HACTOSIIEH CTaThbM, B OTHOIICHUM OP(AHHBIX JICKAPCTBEHHBIX MPENapaToB, BBICOKOTEXHOJOTHYHBIX
JICKApCTBEHHBIX IPENapaToB, MOIYYEHHBIX U3 OMOJIOTMYECKOr0 MaTepHalia ONPEIeIeHHOTO YeIOBeKa U
npeIHa3HAuYCHHBIX I IPUMEHEHUS 3TOMY )K€ YCIIOBEKY.

(uacTb 4.2 BBeeHa PenepanbHbIM 3akoHOM 0T 30.01.2024 N 1-D3)

4.3. B OTHOLIEHMH OJHOM CEpUU WM OJHOM MAPTUU BBICOKOTEXHOJOTMYHOTO JIEKAPCTBEHHOT'O
npenapara (3a HCKIIOUYEHHEM BBICOKOTEXHOJOTUYHBIX JIEKAPCTBEHHBIX MPENapaToB, IMOITYYEHHBIX U3
OMOJIOTMYECKOr0 MaTepuaia ONnpeaeIeHHOrO YeIOBeKa U MpeIHa3HAYEHHBIX ISl IPUMEHEHHS TOMY Ke
YeJIOBEKY), BIEpBbIE TMpou3BeneHHOro B Poccuiickoit ®enepanuu win BIEpPBbIE BBO3UMOTO B
Poccuitickyro ®enepannio, MpeacTaBiseTcs MPOTOKOJ HMCIBITAaHUK, MPOBEICHHBIX C HUCIOJIb30BaHUEM
CPEACTB AUCTAHIIMOHHOTO B3aMMOJICHCTBUS B TEUEHUE MEPBBIX TPEX JIET MOCIIE BBOJA TAKOTO Ipernapara
B IPa)/IaHCKHI 000pOT.

(dactb 4.3 BBegeHa denepanbubiM 3akoHoM OT 30.01.2024 N 1-D3)

5. ExxeronHo He mosgHee 1 ampens NMpOM3BOAMTENM JIEKAPCTBEHHBIX CPEACTB WMIIM OpPraHU3ALMH,
OCYLIECTBJISIOIINAE BBO3 JIEKAPCTBEHHBIX IpenaparoB B Poccuiickyro denepanuro, MpEeACTABISIIOT B
(benepanbHBI OpraH UCHOJHUTENBHOM BIACTH, OCYLIECTBISAIOMNN (YHKIHU 110 KOHTPOJIIO U HAaJI30py B
chepe 3IpaBOOXpPAHEHMS, IPOTOKOJ MCIHBITAHUN MOCTYNHUBIIETO0 B TEUYEHHE MPEALIECTBYIOIIErO
KaJIeHJapHOr0 To/la B TPaXJAaHCKUM 00OPOT JIEKapCTBEHHOTO Iperapara COTJIacHO PErHCTPalliOHHOMY
YAOCTOBEPEHUIO (Ha OJHY CEpHUI0 TOPrOBOTO HAWMEHOBAHHS C Y4YETOM JIEKAPCTBEHHOW (hOpMBI OTHOM
JI03UPOBKH), TPOBOAMMBIX AKKPEIUTOBAHHBIMH B COOTBETCTBUM C 3aKOHOJATEILCTBOM Poccuiickoit
Qenepanu 00 aKKpeAWTAallMd B  HAIMOHAJIbHOW CHCTEME AaKKpPEAWTAallUd HCHbITATeIbHBIMU
nabopatopusmu (1ieHTpamu). IIpencraBieHue MpoOTOKOJA UCHBITAHUH, NMPETyCMOTPEHHOIO HACTOSIEH
4acThlO, B OTHOLIEHWUHM JIEKAPCTBEHHBIX IPENAapaToB, YKA3aHHbIX B 4acTu 4.2 HACTOALIEH CTaThH,
JIOMyCKAeTCsl OJIMH pa3 B TPH rojia Ipu YCIOBHM MX BBOJA B rpaxaaHCcKuil o0opot. [Ipu npeacraBieHun
MPOTOKOJIAa UCTIBITAHUN, TIPETyCMOTPEeHHOTO0 YacTsiMu 4 u 4.1 Hacrosiieit cratbu, B deaepalbHbIi OpraH
UCTIOJHUTEIBHOW  BIIACTH, OCYIIECTBISIONIMNA (YHKIMM IO KOHTPOJIIO U Haa3opy B cdepe
3/IpaBOOXPAHEHHUs, IIPOTOKOJI UCIBITAHUM, TPEAYCMOTPEHHBIA HACTOSIIEH YacThiO, B yKa3aHHBIM OpraH
HE IIPEACTABIISICTCS.

(uactsb 5 B pen. denepanproro 3akoHa ot 30.01.2024 N 1-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

5.1. IlpousBoauTenu JEKapCTBEHHBIX CPEACTB WJIM OpPraHu3alliM, OCYLIECTBIISIIOIINE BBO3 B
Poccuiickyro ®epepaiuio BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX MPENapaTroB, BMECTO IPOTOKOJIA
WCIIBITAaHUH, MPEIYCMOTPEHHOTO YacThIO 5 HACTOAIIEH CTaThH, BIPaBE NMPEACTaBUTh B (henepanbHbIiA
OpraH WCIOJHUTEIBHOM BJIACTH, OCYHISCTBISIOMUN (QYHKIMH TIO KOHTPOJIO W Haa30py B chepe
3paBOOXPAHEHMS, CBEIACHUS O JaT€ W PErUCTPALlMOHHOM HOMEpPE 3aKJIIOYEHHSI O COOTBETCTBHH
MIPOU3BOJIUTEINS JICKAPCTBEHHBIX CPEJCTB TPEeOOBAHMSAM TMPABWII HAJJICKAIICH MPOU3BOJICTBEHHOMN
MPAKTUKHU WK cepTH(HUKATa COOTBETCTBHS ITPOU3BOICTBA JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM ITPABHUIT
HaJJIe)Kaleld MpPOU3BOJCTBEHHOM TMPAKTUKU EBpasuiiCKOro 3KOHOMHUYECKOTO COK03d, BBIIAHHOIO
YIIOJJHOMOYEHHBIM OpraHoM TocyJapcTBa - wWieHa EBpa3uilckoro SKOHOMHUYECKOrO COr3a, s
MPOU3BOJICTBEHHON TUIOMIAAKUA (IIPOU3BOJCTBEHHBIX IUIOMIAJ0K), OCYIIECTBISIONIEH MPOU3BOICTBO
TOTOBOH JICKapCTBEHHOM (hOPMBI U BBITYCKAIOIIWA KOHTPOJIb Ka4eCTBa JICKAPCTBEHHOTO Tperapara.
(dactb 5.1 BBegena denepanbubim 3akonoM oT 30.01.2024 N 1-D3)

6. IlpomsBogmTenu JEKApCTBEHHBIX CPEACTB WM OpraHM3aliM, OCYIISCTBIAIONINE BBO3
JIEKapCTBEHHBIX IpenaparoB B Pocculickyro denepanuio, HE MEHEE YEM 3a OJIMH T'OJ 10 IUIAHUPYEMBbIX
NPUOCTAHOBIICHHUS WM TPEKPALICHUS IMPOM3BOJCTBA JICKAPCTBEHHBIX IIPENapaToB I WX BBO3a B
Poccuiickyro ®enepanuio yBeJOMISIIOT 00 53TOM B DJJEKTPOHHOH (opme QenepaiabHbIi opraH
UCIIOJIHUTENIBHONW BJIACTH, OCYIIECTBISIIOIIMKA (YHKIMM IO KOHTPOJNIO M Haa30py B cdepe
3IpaBOOXpaHEHUST M (elepallbHbIii OpraH WCIOJTHUTEIBLHOW BIIACTH, OCYHISCTBISIOMNNA (DYHKIUU TIO
JIMLIEH3UPOBAHUIO ITPOM3BOCTBA JIEKAPCTBEHHBIX CPEJICTB.

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

7. BBoa B rpakJaHCKUH OOOPOT KaXAOH Cepuu MM KaXI0W HapTUM MMMYHOOHOJIOIMYECKOIro
JIEKApCTBEHHOI0 IIpenapara, npous3BeeHHoro B Pocculickonn ®denepanny wiv BBO3UMOro B Poccuiickyro
denepanyio, OCYLIECTBISETCS HAa OCHOBAHUM pa3pellieHUs,, BBIJAHHOTO (eAepalbHbIM OpraHOM
UCIIOJIHUTEJIBHON  BJACTH, OCYLIECTBISAIOMMM (YHKUMM TI0 KOHTPOJIK U HaA30py B cdepe
3/IpaBOOXPAaHEHMs, HAa OCHOBAHUHU BBIJAHHOTO (elepalbHbBIMU TOCYIAapPCTBEHHBIMU OOJKETHBIMU
YUPEKIACHUSIMH, YKAa3aHHBIMU B 4acTH 4 HACTOSIIEW CTAaTbH, 3aKIIOYEHUS O COOTBETCTBHM CEPUU WIIHU
NapTUUd UMMYHOOHMOJIOTHYECKOTO JIEKAPCTBEHHOTO Ipernapara TpeOOBaHUSAM, YCTAaHOBJIEHHBIM HPU €ro
rocy/1apcTBeHHON peructpauuu. [lopsiok Bbiauu paspeuieHusl Ha BBOJ B IPaKAaHCKUI 000pOT cepuu
WJIN NApTUU UMMYHOOHOJIOTHYECKOTO JIEKAaPCTBEHHOIO Ipernapara, a Takke MOps/10K BblJIaul yKa3aHHOTO
3aKJIIOYEHUs W pasMep IUIaTel 3a €ro BblAady YycraHaBiuBaroTcs [IpaBurensctBoM Pocculickon
denepanuu.

7.1. ®opma u MOPSIOK MPOBEACHUS HCIBITAHUN, yKa3aHHBIX B dacTsx 4, 4.1, 4.3 u 5 Hacrosmiei
CTaTbH, B TOM YHUCIIE C UCIOJIb30BAHUEM CPEICTB JUCTAHIIMOHHOIO B3aUMOJEHUCTBUS, YCTaHABIUBAIOTCS
[TpaBuTenscTBOM Poccuiickoit @enepanum.

(uactb 7.1 BBenena @enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

8. 3a HempenacTaBJIeHHE WM HECBOEBPEMEHHOE IpPEACTaBIEHUE JOKYMEHTOB M CBEJICHUH,
npenycMoTpeHHbIX wactsmu 1, 2, 4, 4.1, 43, 5, 51 u 6 Hacrosmiedl craTbu, MPOU3BOAUTEIH
JIEKapCTBEHHBIX CPEACTB M OpraHU3allid, OCYILECTBISIONINE BBO3 JIEKAPCTBEHHBIX IIPENapaToB B
Poccuiickyro @enepanuio, HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickoit
denepanuu.

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

9. IlpeacraBneHue MOKYMEHTOB M CBEIACHMM, MPEAyCMOTPEHHBIX yacTsaMu 1, 2 u 4 Hacrosen
CTaTbd, M TMOJY4YEHHE NPEIyCMOTPEHHOIO YacTblO 7 HACTOSILEH CTAaTbU pA3PELIEHUs] Ha BBOJ
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

MMMYHOOHMOJIOTUYECKOTO JICKAPCTBEHHOTO TMperapaTa B TpaxJAaHCKU o0opoT He TpeOyroTcs B
OTHOIIEHUU JICKAPCTBEHHBIX IpENapaToB, MPEJHA3HAUYCHHBIX I MPOBEACHUS  KIMHUYECKUX
WCCIICIOBAHUI JIGKQPCTBEHHBIX IPENapaToB, IMPOBEACHHUS JKCIEPTU3Bl JICKAPCTBEHHBIX CPEACTB IS
OCYIIECTBJICHUSI TOCYJapPCTBEHHOW PETUCTpallMU JIEKAPCTBEHHBIX IpEnapaToB, a TaKKe B OTHOLICHUU
HE3apeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX MPEMApaToB, NMPeAHA3HAYEHHBIX JJIs OKa3aHUS MEAUIIUHCKON
MOMOIIIM TIO0 XKU3HEHHBIM MOKA3aHMUSIM KOHKPETHOrO0 MAlMEHTa WJIA TPYIIbI MallUeHTOB, BBO3UMBIX B
Poccuiickyro ®@enepanno B cOOTBETCTBUU € yacTsiMu 3 u 3.1 ctateu 47 Hactosimero deaepajibHOTO
3aKOHa.

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

10. Ilpu BbIsIBIEHUM B Ipa)JIaHCKOM OOOpOTE CEpUM WIM NApTUU JIEKAPCTBEHHOI'O IIperapara,
JOKYMEHTHI U CBEIEHHUS O KOTOPBIX, MpeaycMOTpeHHble yacTsamu 1, 2, 4, 4.1, 4.3, 5 u 5.1 nacrosmei
CTaThH, HE TIPEJICTABIICHBI B (peIepalIbHBIN OpraH MUCTIOIHUTEIHLHOW BIIACTH, OCYIICCTBISIOMUN (QyHKIINN
10 KOHTPOJIIO M HAJ30pY B cepe 31paBooXpaHeHHs, JTUOO0 CEPUU MM MAPTUU UMMYHOOHOJIOTHYECKOTO
JIEKapCTBCHHOTO Iperapara, HE WMCIOMIMX pa3pelieHuss Ha BBOJ B TPAKIAHCKUH 000poT,
MPEYCMOTPEHHOTO 4YacThl0 7 HACTOSIIEH CTaTbd, (eaepayibHbli OpraH HCIOJHUTEIBLHONW BIACTH,
OCYIICCTBISIONNH (YHKIIMK 10 KOHTPOJIO M Haa30py B cdepe 3apaBOOXpaHCHHS, B IOPSIIKE,
ycraHoBlieHHOM [IpaButensctBoM Poccuiickoit deneparuu, NMPUHUMACT PEHICHUE O MPEKPANICHUU
IPaXTaHCKOTO0 000pOTa TAaKMX CEPUU WM TAPTUU 1O TPEACTABICHUS YKa3aHHBIX JIOKYMEHTOB H
CBEIICHUI TMOO MOJTyYeHHS YKa3aHHOTO Pa3peIICHUsI.

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

Koncynpsrantllntoc: npumedanue.

Cr. 52.2 He pacnpoCTpaAHSIETCS HA CEPUM JIEKapCTB Ul BETEPUHAPHOIO NPUMEHEHUS, BBEJICHHBIE B
rpaxaanckuii o6opotr mo 01.09.2023, xoTopble MOANEKAT MPUMEHEHHUIO 10 HCTEUEHHUS CpPOKa HUX
rogHoctu (O3 ot 02.07.2021 N 317-D3).

Cratba 52.2. BBoa B rpaxpaHCKMmM OOOpPOT neKapCTBEHHbIX MpenapaTtoB AnA
BETEPUHAPHOro NpUMeHeHus

(BBeneHa @enepanbHbIM 3akoHOM OT 02.07.2021 N 317-D3)

1. Ilepen BBOZOM B TpaxXAaHCKUM OOOPOT KaxJAOW cepuu TmpousBeneHHOTO B Poccuiickoit
@Denepany  JIEKAPCTBEHHOIO IIpemapara s BETEPUHAPHOTO MPUMEHEHMs, 3a HCKIIOYCHHEM
MMMYHOOHOJIOTUYECKOTO JIEKaPCTBEHHOI'O Tperapara il BETEpUHAPHOTO MPUMEHEHUS], TPOU3BOIUTEND
TaKOro JIEKApCTBEHHOT'0 IpernapaTta MpeJCTaBIseT B YBEJAOMHUTEIBHOM MOpsAKe B QelrepaibHblil opraxn
WCIIOJIHUTEJIPHOM BJIACTH, OCYLIECTBISIOMMNA (YHKIMH 1O KOHTpOIIO (Haa3opy) B cdepe obOparieHus
JIEKapCTBEHHBIX CPENCTB JUIsl BETEPUHAPHOTO IPUMEHEHUS:

1) 1OKyMEHT MPOU3BOAUTEINSI JIEKAPCTBEHHBIX CPEJICTB, MOATBEPKAAIOIINNA COOTBETCTBUE KauecTBa
JIEKapCTBEHHOTO IMperapara Uil BETEPHUHAPHOTO INPHUMEHEHHs, BBOAMMOIO B Tpa)IaHCKUM 000poT,
TpeOOBaHUSAM, YCTAaHOBIIEHHBIM IIPH €T0 FOCYAAPCTBEHHOW PETUCTPALINN;

2) MNOATBCPXKACHUC  YIIOJIHOMOYCHHOI'O  JIMId TPOU3BOAUTCIIA  JICKAPCTBCHHBIX CpCACTB
COOTBETCTBHA JICKApCTBEHHOT'O nmpemapara A BCTCPUHAPHOI'O IPHUMCHCHUSA Tpe60BaHI/I$IM,
YCTAHOBJICHHBIM IIpH €0 FOC}’,[[&pCTBCHHOﬁ pPEerucTpanuu.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

2. Ilepen BBOZOM B TIpaXTaHCKMH 00OpOT KaXIOW Cepur BBO3UMOro (MepeMeniaeMoro) B
Poccuiickyro @enepanmio JEKapCTBEHHOIO IIpenapara Uil BETEPUHApPHOIO INPUMEHEHUS, 3a
UCKJIFOUEHUEM MMMYHOOHOJIOIMUYECKOro JIEKAPCTBEHHOrO Ipernapara Ajsl BETEPUHAPHOTO NMPUMEHEHMS,
OpraHu3anis, OCyLIECTBIAIOIAs BBO3 (IIEPEMEILECHUE) JIEKAPCTBEHHOIO Mpernapara il BETEPUHAPHOIO
npuMeHeHus B Poccuiickyro denepanuio, npeacTaBisieT B yBEIOMUTEIBHOM HOpSAAKE B (enepabHbIi
OpraH UCIIOJIHUTEIBHON BIJIACTH, OCYILECTBISIOMMI (yHKUMH 1O KOHTpoimo (Ham3opy) B cdepe
oOpallleHus JIEKAPCTBEHHBIX CPENICTB ISl BETEPUHAPHOTO IPUMEHEHUS:

1) 1OKyMEHT NPOU3BOAUTEINSI JIEKAPCTBEHHBIX CPEJCTB, MOATBEPKAAIOIINNA COOTBETCTBUE KaueCcTBa
JIEKapCTBEHHOI'0 IIpenapara [yl BETEPUHAPHOIO INPHUMEHEHHs, BBOJMMOIO B I'pa)XJaHCKUH 000poT,
TpeOOBaHUSAM, YCTAHOBIICHHBIM IIPH €T0 TOCYIapCTBEHHOM PETUCTpalHH;

2) NOATBEp)KJEHHE JMLA, YHOJIHOMOYEHHOIO JepXKaTejleM WIM BIaJelblieM PerucTpaluoHHOrO
YIAOCTOBEPEHHUsl JIEKAPCTBEHHOI'O Ipernapara s BETEPUHAPHOIO IIPUMEHEHUs, COOTBETCTBHS
JIEKapCTBEHHOT'0 Ipenapara Jjsl BETEPUHAPHOTO NMPUMEHEHHs TpeOOBAHUSAM, YCTAHOBJIECHHBIM IIPH €ro
roCyJapCTBEHHOM pPErucTparuy.

3. BBox B rpaxmaHckuii ob6opoT BBO3uMoOro (mepemerniaemoro) B Poccuiickyro ®eneparuio
JIEKapCTBEHHOI'O IIpernapara Juisi BETEPUHAPHOTO IMPUMEHEHHUS OCYILECTBISETCS IpU  HAJIUYUU
3aKJIIOUYEHUS O COOTBETCTBUM IPOU3ZBOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM TPaBUII
Ha/IJISKAIIeHd TPOW3BOJICTBEHHON IPAKTHKH, BBIJAHHOTO YIIOJHOMOYEHHBIM (elepaTbHbBIM OpraHOM
WCIIOJIHUTENIBHOW BJIACTUM Ul NPOM3BOJCTBEHHOW IUIOLIAJAKHA JIEKAPCTBEHHOIO Ipenapara s
BETEPUHAPHOTO MPUMEHEHMS], BBOJUMOTO B IPa’KJaHCKUN 000pOT.

4. JIuno, ynoJHOMOYEHHOE JAepXaTeleM WIM BIAJIEIbLEM PErHMCTPAMOHHOTO YAOCTOBEPEHUS
JIEKApCTBEHHOT'O0 TMpernapaTa JJjisi BETEPUHAPHOTO TPUMEHEHHS, JIOJDKHO OBITh aTTECTOBAaHO B
YCTaHOBJICHHOM YTMOJHOMOUYEHHBIM (peIepaIbHBIM OPTaHOM HCIIOJIHUTEIBHON BIACTHU MOPSAKE U UMETh
CTaX pabOThl HE MEHEe YeM IIITh JIET B OOJacTH MPOU3BOACTBA M (WJIM) KOHTPOJIA KadyecTBa
JIEKapCTBEHHBIX CPEACTB JMOO B 00NacTH MOHUTOpUHTA dI(PPEKTUBHOCTH U  OE30MACHOCTH
JIEKApPCTBEHHBIX TMPENapaToB JJsi BETEPUHAPHOTO MPUMEHEHHUs, IPOBOJMMOIO JepKaTejIeM WIH
BJIQJIENIBIIEM PETHCTPALMOHHOTO YAOCTOBEPEHHUsl JIEKAPCTBEHHOIO IIpernapara [ajisi BETEPUHAPHOTO
MIPUMEHEHHUS JIN0O YIOJTHOMOYEHHBIM UMHU FOPUIMYECKUM JIUIIOM, BBICIIEE 00pa30BaHUE COOTBETCTBEHHO
M0 OJTHOW U3 CIIEUANBHOCTEH U (WJIM) OTHOMY W3 HaIlpaBJICHUN MOATOTOBKU: OMONIOTHS, OMOTEXHOIOTHSI,
BETEpUHApUsS, BETEPUHAPHO-CAHUTApPHAS OJKCIEPTH3a, KIWHUYECKAas MEIWIIMHA, paJHallloOHHAs,
XUMHUYecCKass W Ouonoruueckas 3amuta, Gapmanus, (QyHIaMEeHTadbHas MEIUIMHA, XUMHUYEcKas
TEXHOJIOTHUS, XUMHUSI.

5. Tlopsaok TpeaCcTaBIeHUs B COOTBETCTBHU C YacTsAMU | M 2 HACTOAIIEH CTaThU JOKYMEHTOB U
CBEJICHUH O JIEKAPCTBEHHBIX Mpenaparax s BETEPUHAPHOTO MPUMEHEHUS, BBOJUMBIX B T'PaKIaHCKUN
obopoT, ycranaBnuBaetcs [IpaBurenscTBoM Poccuiickoit denepanuu.

6. B oTHomeHuMM mNEpBBIX JABYX CEpUM JIEKAPCTBEHHOIO IIpemapara Juisi BETEPUHAPHOIO
IIPUMEHEHHUs, BIIEpBbIE Npou3BeneHHOro B Poccuiickoin ®enepaunn wiIM BIEPBbIE BBO3MMOIO
(mepememaemoro) B Poccuiickyto ®eneparnuio, B ¢eaepanbHbIii OpraH HWCIOJTHUTEIBHONW BIIACTH,
OCYIIECTBISIONIMNA (QYHKIUHU [0 KOHTPOJIO (HaI30py) B chepe oOpalieHus JeKapCTBEHHBIX CPEICTB JUIs
BETEPUHAPHOTO MPUMEHEHUS, HApSALY C TOKyMEHTaMH, MIPEeTyCMOTPEHHBIMHU YacTsIMHu | U 2 HacTosulei
CTaTbM, NPEICTABIISIIOTCS IPOTOKOJIBI MCIBITAHUM O COOTBETCTBUM 3THUX CEPHIl JIEKAPCTBEHHOI'O
npernapara JijIsl BETepUHAPHOIO MPUMEHEHUsI IT0Ka3aTessiM KadecTBa, MPe1yCMOTPEHHBIM HOPMAaTHUBHBIM
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JOKYMEHTOM (Jajiee - MPOTOKOJ HCHBITAHUI), NMPOBOAMMBIX AKKPEIUTOBAHHBIMU B COOTBETCTBUU C
3akoHOJaTenbcTBOM  Poccuiickoit  ®enepanumu 00 akKpeIuTalmMd B HAIMOHAJIBHOM  CHCTEME
aKKpeIUTallUY UCTIBITATEIbHBIMU J1a00paTopusMu (LIEHTpaMH).

7. Exxerogno He mosnHee 1 (eBpans mpou3BOAUTENH JIEKAPCTBEHHBIX CPEICTB MM OpraHU3aLUH,
OCYILECTBIISIONINE BBO3 (IIEpEeMEILEHHE) JIEKapCTBEHHBIX MIPENapaToB sl BETEPUHAPHOIO IPUMEHEHHUS B
Poccuiickyto ®epepanmio, TpPEACTAaBISAIOT B (eaepanbHbIi  OpraH HWCHOJIHUTEIBHOW  BJIACTH,
OCYILECTBISIONIMNA (YHKLNHU 110 KOHTPOJIIO (Hax30py) B chepe oOpalleHus JeKapCTBEHHbIX CPEICTB AJIs
BCTCPUHAPHOI'O HNPUMCHCHUA, IMPOTOKOJI HCHIBITAaHUH MNOCTYNMBUICTO B TCUCHUC I0Jla B Fpa)KI[aHCKI/Iﬁ
000pOT JIEKAPCTBEHHOTO Ipernapara sl BETEPUHAPHOTO NPUMEHEHUSI KOHKPETHOTO MPOU3BOAMTENS (Ha
OJHY CEpUI0 KaXJOT0 TOProBOr0 HAWMEHOBAaHUS C YYEeTOM JIeKapCTBEHHOM (opMbl, a s
JIEKapCTBEHHOT'O npernapara IS BETEPUHAPHOTO IPUMEHEHHUS, HE SBJISIOIIETOCS
UMMYHOOMOJIOTHYECKUM, TaKXe€ C YYeTOM JIO3UPOBKH), MPOBOJUMBIX aAKKPEIAWTOBAHHBIMU B
COOTBETCTBUM C 3aKoHonaTenbCcTBOM Poccuiickoit ®dexepauun 00 akKpeAUTalMM B HAlMOHAIBbHOM
CHCTEME aKKPEIUTAUU UCIBITATEIbHBIMU JIJA00PATOPHAMH (LICHTPAMHU).

8. BBox B rpaxaaHcKkuii 00OpOT HMMMYHOOHOJOIMUYECKOrO JIEKapCTBEHHOIO mpenapara ajis
BETEPUHAPHOIO INPUMEHEHUs, MnpousBeAcHHOro B Poccuiickon @enepauuu WM BBO3UMOI'O
(nepemeriaemoro) B Poccuiickyto @eneparuio, OCyiecTBISETCS Ha OCHOBAaHUM pa3pelleHts, BbIJaHHOTO
(benepaabHBIM OPraHOM UCTIOJHUTENFHOW BJIACTH, OCYIIECTBISIIOIIUM (DYHKIIHH 110 KOHTPOIIO (HAA30DY)
B c(hepe oOpalleHus JIEKapCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOTIO IPUMEHEHUS. YKa3aHHOE pa3pelieHne
BBIJIACTCSI HA OCHOBAaHHWM IIPOTOKOJIA MCIBITAHWM, IPOBOJAMMBIX AKKPEIUTOBAHHBIMU B COOTBETCTBHUM C
3akoHojaTtenbcTBOM  Poccuiickoit  denepanuu 00 akkpeiuTalMM B HAllMOHAJIBHOM  CHCTEME
aKKpeIUTallud OpraHU3alUsIMU, I10ABEIOMCTBEHHBIMU (he/iepalbHOMY OpPraHy MCIOJIHUTEIbHOU BIACTH,
OCYILIECTBISIONIEMY (YHKIMU IO BBIPAOOTKE TOCYJapCTBEHHON MOJUTUKM M HOPMATHUBHO-IIPABOBOMY
pEryIMpOBaHUI0 B cdepe arpornpoMBIIIJIEHHOr0 KOMIUIEKCA, BKJIOYas oOpallleHHue JIEKapCTBEHHBIX
CPeACTB JJsl BETEPUHAPHOTO MpPHUMEHEHMs, WM (eepalbHOMYy OpraHy HCHOJHUTENIbHON BiacTH,
OCYIIECTBJIsIFOIIEMY (DYHKITUU IO KOHTPOITIO (Haa30py) B chepe oOpaleHus JeKapCTBEHHBIX CPEJICTB ISt
BETEpPUHAPHOTO NPHUMEHEHHUs, a TaKXkKe JIOKYMEHTOB M CBEIEHUH, MpPedyCMOTPEHHBIX 4acTbio 1 (s
npernapaToB, IpousBeneHHbIX B Pocculickoit denepannn) winm 4yactbio 2 (JUIsl MpenapaToB, BBOSUMBIX
(nepememaeMsbix) B Poccniickyro @enepanuio) HaCTOAIIEH CTaThH.

9. Cpok BblAauu pa3pelieHus, yKka3aHHOr0 B YacTHU 8 HACTOSIIEH CTaThbH, COCTABIISIET MATh paboYnX
OHEH €O [JHSA TPEACTaBICHUS IPOM3BOAMUTENEM JIEKAPCTBEHHBIX CPEICTB WM OpraHu3alueH,
OCYIIECTBIISIONIEH BBO3 (IIEpeMENIEHHE) JIEKApCTBEHHOTO Mpernapara Jjisi BETEpUHAPHOTO IPUMEHEHUS B
Poccuiickyro ®enepanmio, B peaepanbHblil OpraH UCIIOTHUTEIBHOMN BIACTH, OCYIIECTBISIOMUN (QYHKINU
10 KOHTPOJIIO (Haa30py) B chepe oOpalneHust JeKapCTBEHHBIX CPEJICTB JIJIsi BETEPUHAPHOTO MPUMEHEHHSI,
JOKYMEHTOB, IIPEAYCMOTPEHHBIX YaCThIO 8 HACTOSIIEH CTaThHU.

10. Pa3pemienue, yka3aHHOE B 4acTH 8 HACTOAIIECH CTaThH, BBIAAETCS B OTHOIICHUM KaXIOM W3
MEPBBIX JIBYX CEpUHl HMMYHOOHMOJIOTMYECKOTO JIEKAPCTBEHHOTO TMpemnapara s BETEPHUHAPHOTO
IIPUMEHEHHUsI, BIEpPBBIE MpOM3BeNeHHOro B Poccuiickoi @Penepanvy WIA BIEPBbIE BBO3UMOIO
(mepememaemoro) B Poccuiickyto @eneparuio. Takoe pa3pelieHue BbIIAETCS HA BECh CPOK OOpalieHus
CepHM HMMMYHOOHOJIOTHYECKOTO JICKApCTBEHHOTO TIpermapara JUisi BETEPUHAPHOTO TPUMEHEHHUsS, B
OTHOLIIEHUM KOTOPOM OHO BbIAAHO. B OTHOLIEHMH MOCIEAYIOIMX CEPUA OAHOTO TOPrOBOIO
HaWMEHOBAaHHS WMMYHOOHOJOTHUYECKOTO JICKAPCTBEHHOTO Tpernapara sl BETePUHAPHOTO NMPUMEHEHHS,
npousBeieHHOTO B Poccmiickoit ®enepanmu wim BBO3UMOro (mepememniaemoro) B Poccuiickyro
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®enepalnio, Takoe pa3pelieHre BbIAACTCS CPOKOM Ha Tpu rofa. [lopanok Bel1aun pa3pelieHus Ha BBOJI B
IPaXJTaHCKU 000pPOT HMMMYHOOHMOJIOTHYECKOrO JIGKAPCTBEHHOTO TMpemnapara i BETEPHUHAPHOTO
MPUMEHEHHUs, TIOPSA0K BBIJAYM MPOTOKOJA HCIBITAHWN, YKa3aHHBIX B 4YacTH 8 HACTOALICH cTaThu, a
TaKKe METOJIUKA OMpENEICHUs pa3MepoB IUIaThl 3a BbIAAUy YKa3aHHOTO MPOTOKOJA HUCHBITAaHUMI
ycranaBiuaetcs [IpaButensctBom Poccuiickoi denepanuu.

11. MMMyHOOMOJOTHYECKHE JIEKAPCTBEHHBIC TpenapaTsl Ui BETEPUHAPHOTO TMPHUMEHEHHUS,
BBEJICHHbIE B TPaXJAaHCKHH OOOpPOT B COOTBETCTBUM C YACThIO 8 HACTOALIEH CTaThH, MOAJIEKAT
XPaHEHMIO, IIEPEBO3KE, OTIYCKYy, pealu3aluH, Iepenade, INPUMEHEHHIO 10 MCTEYEHHs CpOKa HX
TOJHOCTH.

12. 3a HenpenCcTaBl€HUWE WM HECBOEBPEMEHHOE IIPEJCTaBICHUE JIOKYMEHTOB M CBEACHUH,
IPESYCMOTPEHHBIX yacTaMu 1 - 3, 6 u 7 HacTosIIel cTaThbH, MPOU3BOJUTENIN JIEKAPCTBEHHBIX CPEICTB U
OpTaHU3aIH, OCYIIECTBISIONINE BBO3 (TIEpEMEIICHHE) JIEKAPCTBEHHBIX MPENapaToB /sl BETEPUHAPHOTO
npuMeHeHus B Poccuiickyto denepanuio, HECyT OTBETCTBEHHOCTh B COOTBETCTBHH € 3aKOHOJIATEILCTBOM
Poccuiickoit ®enepanuu.

13. [IpencraBieHue JOKYMEHTOB U CBEICHUMN, MPEAYCMOTPEHHBIX yacTsimu 1 - 3, 6 u 7 HacTosmie
CTaThbW, W TMOJY4YEHHE pa3pelieHus, YKa3aHHOTO B 4YacTH 8§ HACTOSIIEW CTaTbH, HE TPeOyroTCs B
OTHOIIICHUHU JICKAPCTBEHHBIX MpenapaToB [Jisd BETEPUHAPHOIO IMPUMEHEHHUS, MNpPEeAHA3HAYCHHBIX s
BbIBO3a U3 Poccuiickoii dPenepanuu, MNPOBEACHUS TOKIMHUYECKHX MCCIEIOBAaHUN JIEKAPCTBEHHBIX
CPEACTB, KJIMHUYECKUX MCCIICIOBAHUMN JICKAPCTBEHHBIX IMPENapaToB /Jisi BETEPUHAPHOTO MPUMEHEHUS U
BBO3a IS 1I€JIeH, YKa3aHHBIX B TyHKTE S5 yactu | cratbu 50 HacTosimiero deaepanbHOro 3aK0Ha, a TAaKKe
00pasmoB JICKAPCTBEHHBIX IpernapaToB I BETEPUHAPHOIO IPUMEHEHHUS, IPEIHA3HAYCHHBIX IS
MPOBEJICHUSI JKCIEPTHU3bl JICKAPCTBEHHBIX CPEICTB B LEJSIX OCYIIECTBICHHS TOCYJapCTBEHHOM
pErucTpalyu JEKaApCTBEHHBIX MPENapaToB JJIsl BETEPUHAPHOIO IPUMEHEHUS WIM BHECEHUSI U3MEHEHHM B
PETrUCTPAlMOHHOE I0ChE Ha JICKAPCTBEHHBIN IIpenapar sl BETEPUHAPHOTO TPUMEHEHUS.

Cratbsa 53. lNpopaxa, nepenavya nNekapcTBeHHbIX CPeACTB OpraHu3auuMsiMm onNToBOM
TOProBnu NeKapcTBeHHbLIMU cpeaAcTBaMun

1. Opranuzanuy ONTOBOM TOPTOBIH JIEKAPCTBEHHBIMH CPEICTBAMU MOTYT OCYIIECTBIATH MPOJAXKY
JICKaPCTBCHHBIX CPEJICTB WM TIEepellaBaTh MX B YCTAaHOBIIGHHOM 3aKOHOJATEILCTBOM Poccuiickoit
Ddenepanuu nopsake (3a UCKIOUEHUEM (hapMarieBTHUEeCKON CyOCTaHIIMK CIHPTA 3TUIIOBOTO (3TaHOMA) C
y4eToOM TpeOOBaHUM YacTu 3 HACTOSIIIEN CTaThU:

(B pen. DenepanbHbIX 3aK0HOB 0T 27.12.2019 N 481-D3, ot 04.08.2023 N 428-D3)

1) apyrumM opraHu3aiysiM ONTOBON TOPTOBIIH JIEKAPCTBEHHBIMU CPEJCTBAMU;
2) IpOU3BOIUTEIISIM JIEKAPCTBEHHBIX CPEJCTB JJIS LEJIEeH TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB;
3) anTeyHbIM OpraHU3alUsAM U BETEPUHAPHBIM alTE€YHbIM OpraHU3aUsIM;

4) Hay4YHBIM OpraHMU3aLMsAM JJIs1 HAyYHO-UCCIIEI0BATENbCKOM padoTHI;
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

5) WHIUBUAYAJIBbHBIM HOPCANPUHUMATCIIAM, HWMCHOIIUM JIMIOCH3UIO Ha (I)apMaI_[eBTI/I‘-ICCKyIO
ACATCIIBHOCTD WJIN JIMICH3HUIO HA MEIUINHCKYIO JCATCIbHOCTD,
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6) MEAUIIMHCKUM OpPTraHU3alMsIM, B TOM YHCIIE CO3/IaHHBIM U 3apPETUCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOJATEJIbCTBOM HWHOCTPAHHOrO TocyAapcTBa - uiaeHa OpraHu3alud  SKOHOMUYECKOTO
COTpyAHMYECTBA M  DPa3BUTHS  MHOCTPAHHBIM  IOPUIWYECKHM  JIMIAM,  WHAUBUAYAJIbHBIM
MpeANPUHUMATEISIM, SBIISIFOIIMMCS YYaCTHUKAMU MPOEKTa B COOTBETCTBUU ¢ DenepalibHbIM 3aKOHOM OT
29 utons 2015 roma N 160-®3 "O mexayHapOIHOM MEAMIMHCKOM KJacTepe U BHECEHUU W3MEHEHUH B
OTJIeNIbHBIE 3aKOHOIATENIbHbIE aKThl Poccuiickoil @enepanun'", 1 BETEpUHAPHBIM OPraHU3aLNsM;
(B pen. deaepanbhbix 3aKk0HOB OT 26.07.2019 N 240-D3, ot 04.08.2023 N 428-D3)

7) opraHuzanusM W WHANBUAYATBHBIM MPEANPUHUMATEISAM, OCYIIECTBISIIOIINM pPa3BEACHUE,
BBIpAIIMBaHUE W COJEP)KAHHE >KUBOTHBIX (32 WCKIIOUCHHEM TMPOJAKH MM (PapMalleBTUYCCKUX
CyOCTaHIIMI UM UX TIepeadn).

(m. 7 B pea. @enepanbuoro 3akona ot 02.08.2019 N 297-03)

2. Opranuzainuy ONTOBOM TOPTOBJIM JICKAPCTBEHHBIMH CPEICTBAMH HE BIIPABE OCYIIECTBIIATH
npojaxy (mepenadyy B YCTaHOBJICHHOM 3aKOHOJATeNbCcTBOM Poccuiickoit denepanuu mopsiake)
(hapmaIreBTHIECKOIN CyOCTAaHIIMK CITUPTA ATHIIOBOTO (ITAHOJA).

(uacts 2 B pen. denepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

3. Opranu3zanuu ONTOBOW TOPIOBJIM JIEKAPCTBEHHBIMU CPEACTBAMU MOTYT OCYILIECTBIIATH MPOJAXKY
(mepemgauy B YCTAHOBJIGHHOM 3aKOHOJATENbCTBOM Poccuiickoit Denepaiiy mopsijake) JEeKapCTBEHHOTO
npenapaTta JUisi MEIWLMHCKOIO HNPUMEHEHHUs C MEXJIyHapOJHbIM HENAaTEeHTOBAaHHBIM HaWMEHOBAHHEM
H9 "n.

TaHon'":

1) ropUIMYeCKUM JHIaM, UMCIOIIMM JIMIICH3WI0 Ha (papMaIneBTUYECKYIO ACSITENLHOCTh B cdepe
oOpallleHus JIEKapCTBEHHBIX CPEJCTB AJISl MEAUIIMHCKOTO TPUMEHEHUS;

2) UVHOUBUAYaJIbHBIM MpENNPUHUMATENSM, HMMEIOIIUM JIMIEH3UI0 Ha (apMaleBTHUECKYIO
JeSTeNbHOCTD B cepe 0OpallieHus JIEKapCTBEHHBIX CPEJCTB I MEAULIMHCKOTO TPUMEHEHHUS;

3) HHIUWBUYAJIbHBIM MMPECANTPHUHUMATEIIAM, UMCIOIIUM JIMOCH3UIO HA MCIUITUHCKYIO ACATCIIBHOCTD,
4) HOPUINYICCKUM JIMIlaM, UMCIOIHUM JIMICH3UIO Ha MCAUIIMHCKYIO JCATCIIBHOCTD,

5) UHOCTpaHHBIM IOPUIMYECKUM JIUIAM U HUHAUBUIAYAJTBHBIM TMPEANPUHUMATENSM, CO3JaHHBIM U
3apETUCTPUPOBAHHBIM B COOTBETCTBMU C 3aKOHOJATEIBCTBOM HWHOCTPAHHOIO TOCyAapcTBa - YJeHa
Opranuzaiuu SKOHOMHYECKOTO COTPY/IHHUYECTBA W PA3BUTHUSA, SBISIONMIMMCS YYaCTHUKAMH IMPOEKTa B
cootBeTcTBUU ¢ DenepanbHbIM 3akoHOM OT 29 wmroHs 2015 roma N 160-®3 "O mexayHapoaHOM
MEIMIIMHCKOM KJIaCTepE€ M BHECEHUM W3MEHEHUN B OTJIEJbHBIE 3aKOHOJATENIbHbIE aKThl Poccuiickoi
Oenepanun";

6) HCHBITaTEeIbHBIM JIA0OpaTopusiM (ILIEHTpaM), MPOBOJSAILIUM HCIBITaHUS B OOJACTH KOHTPOJIS
KauecTBa JICKAPCTBEHHBIX CPEJCTB, AaKKPEAWTOBAaHHBIM B COOTBETCTBUHM C 3aKOHOAATEILCTBOM
Poccutiickoit deneparuu 00 akKpeIUTAIMH B HAITMOHAILHON CUCTEME aKKPEIUTAIIHH.

(uactp 3 BBeneHa DenepanbHbIM 3aKk0HOM OT 04.08.2023 N 428-D3)

Cratbs 54. I'Ipanma OnNTOBOWM TOProBJ/in neKkapcrtBeHHbIMU cpeacTtBamMmu

1. OmnroBas TOProBJid JICKAPCTBCHHBIMHU CpCACTBAMU  OCYIICCTBIISICTCA TPOU3BOIUTCIIAMU
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(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
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JIEKapCTBEHHBIX CPEICTB W OPraHMU3alMsIMM ONTOBOM TOPIOBIM JIEKAPCTBECHHBIMU CPEIACTBAMH 110
IpaBUjIaM HaJJeKallell TUCTPUOBIOTOPCKON MPAKTUKU, YTBEPXKACHHBIM EBpasuiickoll 35KOHOMHUYECKOMH
KOMHUCCHEH, W TMpaBUIaM XpPAaHEHUS JIEKAPCTBEHHBIX CPEICTB, YTBEP)KICHHBIM YIOJIHOMOYEHHBIM
dbenepanbHBIM OPraHOM HCTIOJIHUTEBHON BIIACTH.

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

2. OpraHum3anusi ONTOBOW TOPTOBIM JICKAPCTBEHHBIMH CpEACTBaMH 00si3aHa COOIIOAAThH
npeJeNbHbIe CPOKH OTIPY3KH 3aTpeOOBaHHBIX allTEYHON OpraHW3aIlUeH JIGKAPCTBEHHBIX MPENapaToB s
MEIWIIMHCKOTO TMPUMEHEHHsSI W HE BIIpaBE OTKA3bIBATh alTEYHOW OpraHM3allK, C KOTOPOH y Hee
3aKIIIOYCH COOTBETCTBYIOUIHMI JIOTOBOP O TOCTaBKaX JICKAPCTBEHHBIX IMPENapaToB Uil MEIUIIMHCKOTO
MIPUMEHEHHS, B TIOCTABKE JICKAPCTBEHHBIX IMPEMApPATOB ISl MEIUIIMHCKOTO MPUMEHEHUS MPU HATUIHH
3aTpeOOBAaHHBIX JICKAPCTBEHHBIX MPEMAPATOB JUISI MEIUIIMHCKOTO IPUMEHECHHUSI Y OpPraHU3allii ONTOBOMN
TOPTOBIIM JIGKAPCTBEHHBIMU CpeAcTBamMH. [IpenenpHbIE CPOKM OTIpy3KH 3aTpeOOBAaHHBIX aIlTECYHON
OpraHu3ainyeil JICKapCTBEHHBIX IPEMapaToB i MEJAMIMHCKOTO TPUMECHECHUS B 3aBUCHMOCTH OT
pacCTOJIOKEHUST MeCTa OTIPY3KH JIGKAPCTBEHHBIX MPEMapaToB JUISI MEAWIIMHCKOTO IMPUMCHCHHSI
YCTaHABJIMBAIOTCS YIIOJTHOMOYCHHBIM (heiepalibHbIM OPTaHOM UCTIOJTHUTEIILHOM BIIACTH.

(dactp 2 BBeneHa deaepanbHbIM 3aKOHOM OT 26.03.2022 N 64-D3)

CraTtba 55. MopsaaoK poO3HMYHOM TOProBIM NeKapCTBEHHbIMU NpenaparaMmu

1. Po3HuuHasg TOProBis JIEKAPCTBEHHBIMU IpenaparaMd B KOJUYECTBAX, HEOOXOIMMBIX s
BBINOJIHEHUS] BpaueOHbIX ((enbanepckux) Ha3HaYeHWH WM HA3HAYEHUH CHEelMaIMCTOB B OOJIACTH
BETEPUHAPUM,  OCYIIECTBIISIETCS  AlT€YHbIMM  OPraHHU3alUsMM, BETEPUHAPHBIMH  aNTCYHBIMH
OpraHM3alysIMH, WHAWBHUYaJIbHBIMU IIPEANPUHUMATEIIAMY, UMEIOIIMMHU  JIMIEH3UI0O  Ha
(bapMaleBTUUECKYI0 JAESITENbHOCTh, MEIUIMHCKUMH OpTraHU3alMSIMH, HUMEIOUIMMH JIMIEH3UI0 Ha
(bapMaIeBTUYECKYIO JESTeIbHOCTh, U MX O00OCOOJEHHBIMH MO/Apa3AEiICHUsSIMH, PACIONI0KEHHBIMU B
CEJIbCKUX HACEJICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT AlTEYHBIE OPraHU3alWH, U BETEPUHAPHBIMU
OpraHu3alMsIMM, UMEIOIIMMH JIMIIEH3UI0 Ha (papMalleBTUUECKYI0 JesITeIbHOCTh. Pa3pelieHa po3HUYHAs
TOPrOBJISL TOJBKO JIEKAPCTBEHHBIMH IIperapaTaMu, 3aperucrpupoBaHHbIMU B Poccuiickoit ®@enepanuun
1100 B COOTBETCTBUU C aKTaMH, COCTaBiomUMH HpaBo Coro3a, WIM HM3TOTOBIEHHBIMH AaNTEYHBIMU
OpraHu3alMsIMH, BETEPUHAPHBIMU anTEeYHbIMU OpraHu3aIusIMu, WH/MBHlyaIbHBIMH
NpEeINpUHUMATEISIMY, HMEIOIUMH JIMIEH3UI0 Ha (DapMaleBTHUECKYI0 JesTeIbHOCTh. Po3HMYHas
TOPrOBJIsl JIEKAPCTBEHHBIMHM IIpENapaTaMyd OCYLIECTBIISETCS I10 IpPaBWJIAM HaJIEeXKalle anTeyHOU
MPAKTUKH, YTBEPKACHHBIM YIIOJIHOMOYEHHBIM (e/iepaIbHbIM OPraHOM MCIIOJHUTEIbHOMN BIACTH.

(B pen. ®enepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-®3, ot 30.01.2024 N 1-
@3, ot 08.08.2024 N 323-D3)

1.1. Po3HuyHas TOPromisl JIEKapCTBEHHBIMU MpenaparaMy i MEAUIIMHCKOTO MpUMEHEeHHs (3a
UCKJIIOUEHUEM JIEKAPCTBEHHBIX IIPENApaToB, OTIYCKAEMBIX MO PELENTY Ha JEKApCTBEHHBIN Ipernapar,
HAapKOTUYECKHUX JIEKAPCTBEHHBIX IPENapaToB M ICHUXOTPOIHBIX JEKAPCTBEHHBIX IPENapaToB, a TaKKe
CIUPTOCOJIEPKAIUX JIEKAPCTBEHHBIX MpPENaparoB ¢ OOBEMHON J0JNeld ATUIOBOTO CIHPTa CBbImE 25
MIPOLIEHTOB) MOXET OCYLIECTBISATHCA ANTEUYHBIMU OPTraHU3alMsIMH  JTUCTAHIIMOHHBIM  CIIOCOOOM.
Po3HNYHYIO  TOpProOBIIO  JIEKApCTBEHHBIMM  IIpemapaTamMM  JUIsl  MEQUIMHCKOTO  NPUMEHEHHUS
JUCTAHIIMOHHBIM CIIOCOOOM MOTYT OCYIIECTBISTH ANTEeUHble OpPraHU3all{, UMEIOIINE JUIEH3UI0 Ha
(bapMarieBTUYECKYI0  JCATENbHOCTh M  COOTBETCTBYIOIIEE paspelieHne (eaepaJbHOro  opraHa
WCIIOJIHUTENIbHON  BJIACTH, OCYLIECTBIISIIOIIET0 (YHKIMM 1O KOHTPOJIK M Haa30py B cdepe
3napaBooxpaHeHusd. Ilopsmok  Belmauum  paspelleHuss Ha  OCYLIECTBICHHUE PO3HUYHOM TOPIOBIIH
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

JIEKapCTBEHHBIMU MperapaTaMH JTMCTAHIIMOHHBIM CIIOCOOOM, TpeOOBaHUS K alTEYHbIM OpraHU3aIUsIM,
KOTOpBbIE MOTYT OCYILIECTBJISITH TaKyl0 TOPIOBJIIO, M IOPSJIOK €€ OCYIIECTBICHMs, a TaKXe IpaBuia
JOCTaBKHM JIEKaPCTBEHHBIX MpernapaToB rpaxkaaHaMm ycraHaBhnuBaiorcs [IpaBurensctBoMm Poccuiickoii
@enepanun. Madopmanus o0 orradyeHHbIX (OTHYIICHHBIX) U HMOJYYECHHBIX JIEKAPCTBEHHBIX Iperaparax
BHOCUTCSI B CHUCTEMY MOHUTOPHHIA JABW)KCHUS JIEKApPCTBEHHBIX MPENnapaToB Ui MEIUIIMHCKOTO
IIPUMEHEHHUS B ITOPAJIKE, IPEYCMOTPEHHOM 4acThio 7 craTthu 67 HacTosuiero denepaibHOro 3aKOHa.
(dactp 1.1 BBegena ®enepanbubiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Buapl anTeyHBIX OpraHU3alliii M TpaBWIa OTHyCKa JIEKAPCTBEHHBIX NIPEMapaTtoB s
MEIUIUHCKOTO TIPUMEHEHHUSI alTEeYHbIMH OpTaHU3AlMsIMU, WHIUBHIYaIbHBIMH MPEIIPUHUMATEISMY,
UMEIOIIUMH JIMIEH3UIO Ha (hapMarleBTHUECKYIO ACSITEILHOCTD, & TAKXKE MPaBUiIa OTIyCKa JIEKAPCTBEHHBIX
MperapaToB JJisi MEIUIIMHCKOTO MPUMEHEHHSI MEIUIUHCKUMH OpPTraHU3aIMsIMUA, UMEIONIMMU JIUIICH3HIO
Ha (apMaleBTUYECKYIO JCATEIHHOCTh, M MX 000COOJECHHBIMU IMOJAPA3CIICHUSIMHU, PACIOIIOKCHHBIMH B
CEIIbCKUX HACEJICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTCUHbIC OpraHW3allMH, YTBEPXKIAIOTCS
YIOJHOMOYCHHBIM ()eIepaTbHBIM OPTaHOM HCIIOJTHUTEILHOW BIIACTH.

(B pen. deaepanbubix 3akoHOB OT 25.11.2013 N 317-03, ot 08.08.2024 N 323-D3)

3. IIpaBmia oTmycka HAPKOTUIECKUX CPEIICTB M MCUXOTPOITHBIX BEIIECTB, 3aPETHCTPUPOBAHHBIX B
Ka4yeCTBE JIGKAPCTBEHHBIX IPEMapaToB, JICKAPCTBEHHBIX IMPENapaToB, COJCPKAIUX HAPKOTHUECKUE
CpeICTBa W TICUXOTPOIHBIC BEIIECTBA, YTBEPKIAIOTCS YIOTHOMOYCHHBIM (eaepaabHbIM OpraHOM
WCTIOJTHUTEJIBHOM BIIACTH IO COTJIACOBAHHMIO C (pemepasbHbIM OpraHOM HCIIOJIHUTEIILHOW BIIACTH,
YIOJTHOMOYCHHBIM B Chepe BHYTPEHHUX JIEI.

(B pen. @enepanbHoro 3akona ot 03.07.2016 N 305-03)

4. JlexapcTBeHHblE TpemapaTbl JJii BETEPUHAPHOTO TMPUMEHEHHUS TOJUIeKaT  OTIYCKY
BETEPHHAPHBIMU aNTEYHBIMU OpPTaHU3alMsIMH, BETEPHHAPHBIMH OpPTraHU3AIMSIMH, WHIMBHIYAIbHBIMH
npeaApuHUMaTCIIMM, HWMCIOIIMMU  JIMICH3WIO Ha q)apMaHeBTI/I'-ICCKy}O JACATCIIBbHOCTB. OTHYCK
JIEKapCTBEHHBIX TIPETapaToB Uil BETEPUHAPHOTO TNPHUMEHEHHUS OCYIIECTBISETCS B COOTBETCTBUH C
ImpaBUJIaMn Haﬂnemameﬁ anTeyHOM IMPAKTUKHU JICKAPCTBCHHBLIX IIPEMapaTroB IJisI BETCPHUHAPHOIO
NPUMEHEHHS, YTBEP)KJICHHBIMH YIIOJIHOMOYEHHBIM (peJiepaibHBIM OPTaHOM HCIIOJTHUTEIHHOM BIACTH.

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

5. TlepeueHb MEAMIIMHCKHX OpTraHW3allUi, WMEIOIIUX JHIEH3UI0 Ha (apMaleBTUYECKYIO
JEeSTEILHOCTD, H UX 000COOJICHHBIX MOIPa3/ICICHN, PACIIONIOKCHHBIX B CEIbCKUX HACEIICHHBIX ITyHKTaX,
B KOTOPBIX OTCYTCTBYIOT anTEYHbIE OpraHH3allH, a TakKe IepeueHb JIEKAPCTBEHHBIX IPEMaparos,
MpoJiaka KOTOPBIX MOXKET OCYIIECTBISIThCS YKa3aHHBIMH OPraHU3alUsAMH U WX 000COOJICHHBIMH
MOJIpa3JeICHUs MU,  YCTaHABIMBAIOTCS  WCIIOMHUTENBHBIMU  OpraHamu  cyOwnekToB  Poccuiickoii
denepanuu.

(B pen. @enepanpHbix 3akoHOB OT 25.11.2013 N 317-03, ot 03.04.2020 N 105-®3, ot 08.08.2024 N 232-
@3, ot 08.08.2024 N 323-D3)

6. AnreuyHsle OpraHu3allid, WHAUBUAYAJIbHBIE MPEANPUHUMATENN, HMEIOIIME JIMLEH3UI0 Ha
(dapMalleBTUUECKYIO0  JeSTeIbHOCTh, O0sf3aHbl o0ecreurMBaTh yTBepXkJeHHBbIH IIpaBuTEnbCTBOM
Poccuiickoit @enepannu 1 GOpMHUPYEMBIN B YCTAaHOBIEHHOM MM TOPSJIKE MUHUMAJIbHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MPENapaToB, HEOOXOIUMBIX JI OKa3aHUS MEAUIIMHCKONW MTOMOIIIH.

(uactp 6 B pen. denepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTtedHble opraHu3alvi, HWHIAWBUAYAJIbHBIC MPCANIPUHUMATCIN, HWMCIOOIUC JIMICH3UIO Ha
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

(bapMaIeBTHYECKYI0 JICATEIILHOCTh, HapsIy C JIGKAPCTBEHHBIMU IIperaparaMd HWMEIT IpaBo
npuoOperaTh W TPoAaBaTh, B TOM YHCIE JUCTAHIIMOHHBIM CIOCOOOM, MEIUIIMHCKUAC W3JIEIHS,
NC3UH(PHUIMPYIONINE CPEJCTBA, MPEAMEThl M CPEICTBA JIMYHON TUTHEHBI, TOCYIy UISI MEIUIIMHCKHX
I[eJICeH, TPeIMEThI U CPEICTBA, MIPEIHA3HAUCHHBIC [T YX0/1a 32 OOJILHBIMH, HOBOPOXKICHHBIMU U JIETHMH,
HE JOCTHTIIMMHU BO3pacTa TpeX JIET, OYKOBYIO ONTHUKY U CPEICTBA yXOJa 3a HEl, MUHEPAIbHbIC BOIbI,
MPOJIYKTHl JI€UYEOHOro, AETCKOTO0 W JUETHYECKOTO NHUTAHHs, OUOJOTHYECKH AaKTUBHBIC T00aBKH,
nap@roMepHble ¥ KOCMETUYECKHE CPEIICTBA, MEIUIIMHCKAE W CAaHUTAPHO-TIPOCBETUTEIBHBIC IEYaTHBIC
W3JIaHusl, TpeJHa3HAYCHHBIC [Tl POTIaraHabl 3J0POBOr0 00pa3a )KU3HU.

(B pen. ®eaepanbHbix 3akoHOB OT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-D3, ot 03.04.2020 N 105-
®3)

8. llesTtenbHOCTh anTeuyHbIX opraHu3zanuil Boopyxennbix Cun Poccuiickoii denepanuu, Apyrux
BOMCK, BOWHCKUX (POPMHUPOBAHUI M OpPraHOB, B KOTOPBIX 3aKOHOZATENbCTBOM Poccuiickoit denepanuu
MPEyCMOTPEHO MPOXOXKIACHHE BOEHHOHM CIy:kObl unu ¢eaepanbHOH TOCyAapCTBEHHOW CIYyXOBbl,
CBSI3aHHOM C NPAaBOOXPAHUTEIBHOW AESATEIbHOCTBIO, PErJaMEHTHUPYETCs HacTosuuM PenepaibHbIM
3aKOHOM U YTBEP:KJIEHHBIMH COOTBETCTBYIOUIMMH (eepalbHbIMU OpraHaMU HCIIOJIHUTENBHON BIAaCcTU
nosioxxeHusMu. KOHTposb 3a COOJIIOJCHHEM YKa3aHHBIMH alTEYHBIMH OpPTaHU3AIMIMHU TOJOXKEHUN
HacTosmero denepanbHOrO 3aKOHA OCYIIECTBISIETCS COOTBETCTBYHIOIIMMH (eAepalbHbIMU OpraHaMH
HCIIOJIHUTEILHOMN BIACTH.

(B pen. @enepanbHoro 3akona ot 13.07.2015 N 262-03)

9. Yrpartun cuny c 1 suBaps 2021 roxa. - @eaepanpabiii 3akoH ot 03.04.2020 N 105-03.

Cratba 55.1. Y1tpatuna cuny ¢ 1 mapta 2026 ropa. - PepepanbHbii 3aKOH OT
20.10.2022 N 405-93.

CrtaTtbsa 56. U3roToBneHune n oTnyck feKkapCTBEeHHbIX NpenapaToB

1. M3rortoBneHHe JIEKapCTBEHHBIX IPENApaToB AaNTEUYHbIMM OPraHU3alUsMH, BETEPUHAPHBIMU
anTeUYHbIMM OpraHU3alMsSM{, UMEIOIIMMHM JIMIEH3UI0 Ha  (apMaleBTUYECKYI0 JESITEIbHOCTb,
OCYILIECTBIISICTCS 10 pelentaM Ha JEeKapCTBEHHbIE Ipernaparbl, MO TPeOOBaHUSAM METUIIMHCKUX
OpraHM3alyii, BEeTepUHAPHBIX OpraHU3alUil WIM OpraHu3aluil (MHIMBUIYaJbHBIX MpeANpUHUMATENei),
OCYLIECTBIIAIOIINX Pa3BEICHUE, BBIPALIUBAHUE U COJIEPKAHUE KUBOTHBIX, B COOTBETCTBUU C IPaBUIIaMU
WU3TOTOBJIEHUS M OTIIyCKAa JIEKAPCTBEHHBIX IIPENapaToB, YTBEPKJICHHBIMU  YIIOJIHOMOYEHHBIM
¢benepaabHBIM OPraHOM HCIIOJIHUTENbHON BIACTH.

(B pen. Denepanbbix 3akoHOB 0T 05.12.2022 N 502-®3, ot 30.12.2021 N 463-D3)

2. Ilpy M3roTOBIEHUM JIEKAPCTBEHHBIX IPENApPATOB allTE€YHbIMU OPraHU3allUsMHU, BETEPUHAPHBIMU
anTeYHbIMM OpraHU3alMsSMU, UMEIOUIMMH JUIEH3UWI0 Ha  (apMaleBTHUUECKyl0 JIeATEIbHOCTb,
UCMOJB3YIOTCS JIEKApCTBEHHBbIE Mpenapartel U (Win) QapMmaleBTUYecKre CyOCTaHIIMH, BKJIIOUYEHHBIE
COOTBETCTBEHHO B I'OCYJIapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB JJISI MEAUIIMHCKOTO IPUMEHEHUS,
rOCYJapCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEICTB I BETEPUHAPHOIO IIPUMEHEHMs, €IAUHBIA PEECTp
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpPa3suiicKOro 3KOHOMHYECKOTO COK03a, €IUHBIN PEECTp
3apETUCTPUPOBAHHBIX BETEPUHAPHBIX JICKAPCTBEHHBIX IIpenaparoB EBpa3niicKOro >KOHOMHUYECKOIO
COI03a B YCTAaHOBJIEHHOM Tnopsake. He gomyckaercs H3roTOBIEHHE AaNTEYHBIMH OpTraHU3alHsIMMU,
BETEpPUHAPHBIMU  ANTEYHBIMH OpPTraHU3ALMAMM, UMEIOIIMMHU JIMLIEH3UI0 Ha (apMaleBTHUECKYIO
NesITeNIbHOCTD, JIEKAPCTBEHHBIX IPENapaTroB, 3aperucTpupoBaHHbIX B Poccuiickoit ®enepauuu nubo B
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

COOTBETCTBHUH C aKTaMH, COCTaBIsIonMMH 1paBo Corosa.
(B pen. @enepanbHbix 3akoHoB 0T 05.12.2022 N 502-®3, ot 30.01.2024 N 1-D3)

3. MapkupoBKa JIEKapCTBEHHBIX MPENapaToB, H3TOTOBJIEHHBIX AaNTEUYHBIMH OPraHU3ALUIMU,
BETEPUHAPHBIMHU ANTEYHBIMU OPTAaHU3ANMSIMH, WMCIOIIMMHU JIMIEH3WI0 Ha (apMaleBTHUECKYIO
JesITeNIbHOCTh, U O(OpPMIIEHHE TaKUX MPENnaparoB JOJKHBI COOTBETCTBOBATH IPaBHJIaM, YKa3aHHBIM B
yacTu | HacTosmIeil cTaTbu.

(B pen. @enepanbHoro 3akoHa ot 05.12.2022 N 502-D3)

4. AnrteuHble OpraHu3alliy, BETEPUHAPHBIC ANTEYHbIC OpPraHU3AIMH, HWMEIOIIME JHULEH3UI0 Ha
(bapmMaleBTUUECKYIO JESTeNIbHOCTh, HECYT OTBETCTBEHHOCTh 3a HECOOIOCHIE MPaBU U3TOTOBICHUS U
OTIyCKa JICKAPCTBEHHBIX MPEMAPATOB B COOTBETCTBUHU C 3aKOHOIATeNIbCTBOM Poccuiickoit denepanum.

(B pen. @exnepanbHoro 3akona ot 05.12.2022 N 502-03)

CraTtbsa 57. 3anpeu.|eHMe npoaaxu otaesribHbIX NeKapCcTBeHHbIX cpeaAcTB
(B pen. @enepanbHoro 3akona ot 08.08.2024 N 292-03)

1. 3anpemaetcs npoaaxka (GanbCcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HETOOPOKAYECTBEHHBIX
JIEKAPCTBEHHBIX CPEJICTB, KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPEJICTB.

2. 3anpermaercs nmpoaaxa:

1) nexapcTBEHHBIX MIPENapaTOB ISl MEIULIMHCKOTO IIPUMEHEHUS, B OTHOILIEHUU KOTOPBIX B CUCTEME
MOHMTOPHHIA JIBUKEHUS JIEKAPCTBEHHBIX IPENApaTOB Ui MEAUIMHCKOTO NPUMEHEHHS OTCYTCTBYIOT
CBE/ICHUSI O HAHECEHUU CPEJCTB UIECHTU(UKALINU U (UJIM) CBEJIEHUS O BBOJIE B IPaKJaHCKUI 000pOT;

2) JeKapCTBEHHBIX IMpenapaToB s MEAMIIMHCKOTO TPHUMEHEHHs, B OTHOIICHHH KOTOPBIX
OCyIIeCTBIICHa OJIOKUPOBKA BHECCHHSI B CHCTEMY MOHHTOPHWHTA JBWKCHUS JICKAPCTBCHHBIX MPENapaToB
JUIS MEIUIIMHCKOTO TMPUMEHEHHS CBEIEHUH O BBOJE B TpakJaHCKUU 000poT, 006 obopoTe wid o
npeKpanieHuu o00poTa;

3) neKapCTBEHHBIX MpemnapaToB s MEIUIUHCKOTO MPUMEHEHHs, TNPUMEHEHHE KOTOPBIX
MIPUOCTAHOBIIEHO T10 PEUICHHUIO YIIOJIHOMOUYEHHOTO (he/iepaIbHOr0 OpraHa UCIIOJHUTEIbHON BIACTH;

4) nekapCTBEHHBIX MPENaparoB ISl MEAUIIMHCKOTO MPUMEHEHHUS, TPaKIAHCKUNH 000pPOT KOTOPBIX
MIPEKpAILEH;

5) JICKAPCTBCHHBIX NPCapaToB JJIA MCAUIUHCKOTI'O IPUMCHCHH A, CPOK TOAHOCTHU KOTOPBIX UCTCK;
6) JICKAPCTBCHHEBIX Mp€IapaTtoB A MCEIHUUOMWMHCKOrO IMNMPUMCHCHHA, B OTHOIICHHU KOTOPBIX HE
CO6.HIO,Z[CHBI TpC6OBaHI/IH, OMpCACIICHHBIC HAa OCHOBAHWUN YaCTU 5 cratbpu 67 HaCTOAIICTO @euepaHLHoro

3aKOHa.

3. [leiicTBHE NOJIOKEHUN 4YacTH 2 HACTOSIIEW CTaTbU HE PACHpOCTPAHAETCS HA JIEKAPCTBEHHBIE
npenaparsl, yKa3aHHble B yacTu 7.1 ctateu 67 HacTosmiero denepaibHOro 3aKOHA.

4. HOpH,ZLOK IIPUMCHCHU MOJIOKCHUM JacTu 2 HACTOSAIIEH CTaTbU M CpOKH NMPUMCHCHUA TAKOI'O
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(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

nopsiaka ycranasnupatorcs [IpaBurensctBoM Poccuiickoit @enepanuu.
CtaTtbAa 58. XpaHeHMe neKkapCTBEHHbIX CpeacTB

1. XpaHeHWE JIEKapCTBEHHBIX CPEACTB OCYLICCTBISICTCS IPOU3BOAUTEISMU JICKAPCTBEHHBIX
CPEICTB, OpraHW3alUsMU  ONTOBOM  TOPrOBIM  JICKAPCTBEHHBIMH  CPEACTBAMH,  ANTEYHBIMU
OpTaHU3aIsIMH, BETCPUHAPHBIMU anTeYHBIMU OpraHu3alUsIMH, WH/IMBUTY ATbHBIMA
MPEeANPUHUMATEIISIMU, UMCIOIIIUMHU JTUICH3UIO0 Ha (DapMarleBTHUECKYIO JESATEIbHOCTh WIH JUICH3UIO Ha
MEJIUIUHCKYIO JIeATEIIbHOCTh, MEIUIUHCKUMH OpraHU3alMsMH, BETEPUHAPHBIMU OpPTaHU3ALMUSAMHU U
WHBIMH OPraHU3alUsIMU, OCYIICCTBISIONMMU OOpallleHue JIeKapCTBEHHBIX CPEJICTB. XpaHCHHE
JICKApPCTBEHHBIX CPEJCTB JUISI BETEPUHAPHOTO TNPUMCHEHUS OpraHW3alMsIMd W WHIUBUAYATIbHBIMU
MPEANPUHUMATEIIIMA B CITydasX, €CIM OHU WCIOJB3YIOTCS HWCKIIOYUTEILHO TIPU  Pa3BEIICHUH,
BBIpAIIMBAaHUM, COJICPYKAHUH U JICYCHUU KUBOTHBIX, MOXKET OCYIICCTBISIThCA 0€3 TOJIYYCHUS JIMICH3UU
Ha (apMaleBTUYCCKYIO ICATEIHHOCTb.

(B pen. @enepanbHoro 3akona ot 22.10.2014 N 313-03)

2. IlpaBuia  XpaHeHMs  JIEKAPCTBEHHBIX  CPEJICTB  YTBEPXKAAIOTCS  COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (heiepabHbIM OPraHOM HCIIOJIHUTENIBHON BIACTH.

3. XpaHeHHe HAapKOTUYCCKUX JICKAPCTBCHHBIX CPCACTB, IICUXOTPOIIHBIX JICKAPCTBCHHBIX CPCIACTB,
panuodapmManeBTHYECKUX  JIGKAPCTBEHHBIX  CPEJCTB  OCYIIECTBISETCS B COOTBETCTBUM  C
3aKkoHoarenscTBOM Pocculickont denepanuu.

Cratba 58.1. lpeamMeTHO-KONMMYECTBEHHbIN Y4YeT JleKapCTBeHHbIX CpeacTB Ans
MeAULMHCKOro NpUMeHeHuUs

(BBeneHa denepanbHBIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. IlepedeHpb JTeKapCTBEHHBIX CPEACTB ISl METUIIUHCKOTO MPUMEHEHHS, MOAIEKATNX TPEeIMETHO-
KOJIMYECTBEHHOMY YUeTy, YTBEPKIAETCs YIOITHOMOYEHHBIM (ellepaibHbIM OPraHOM HCIOJHUTEIbHOU
BJIACTH.

2. HOpHI{OK BKIIFOYCHUS JICKAPCTBCHHLIX CPCACTB AJId MCIUIOWHCKOrO IMPUMCHCHUA B ICPCUCHDb
JIEKApCTBEHHBIX CPEJCTB JUIS MEAMLMHCKOTO NMPUMEHEHHs, MMOIeKAIIUX MPEeIMETHO-KOJINYECTBEHHOMY
y4eTy, YCTaHABJIMBACTCS YMOJIHOMOYEHHBIM (eJepalbHbIM OpPraHOM MCIIOJIHUTEIBHOW BIJIACTH IIO
COIJIaCOBaHUIO ¢ (enepalbHbIM OpraHOM HCIOJHHUTEIbHOM BIAcTH, YHOJIHOMOYEHHBIM B cdepe
BHYTPEHHUX J€EIL.

(B pen. denepanbhoro 3akona ot 03.07.2016 N 305-03)

3. IIpenMeTHO-KONMYECTBEHHBIM YUYEeT JIEKAPCTBEHHBIX CPEJICTB I MEAMIIMHCKOIO NPUMEHEHHS
BEIyT IPOU3BOJUTEIN JIEKAPCTBEHHBIX CPEICTB, OPraHU3allMM OITOBOW TOPIOBJIM JIEKAPCTBEHHBIMU
CPElICTBAMHM, allT€YHblE€ OPraHW3allii, WHJMBHIyalbHbIE NPEANPUHUMATENN, UMEIOLIUE JINLIEH3UIO Ha
(bapMarieBTUYECKYIO0 JAEATENbHOCTh WM JIMIEH3UI0 Ha METUIMHCKYIO JIESTeIbHOCTh, U MEAULUHCKHE
OpraHM3alliy, OCYIIECTBISIONINE 00palleHre JIEKapCTBEHHBIX CPEJICTB Il METUIIMHCKOTO MPUMEHEHUS,
MyTEeM PErHCTpally JIOOBIX CBA3aHHBIX C UX OOpallleHHeM OMNepaiyii, Mpu KOTOPbIX HM3MEHSETCA HX
KOJIMYECTBO U (MJIM) COCTOSIHHE, B CIIEHUANbHBIX )KypHaJlaX yueTa omnepanui, CBSI3aHHBIX ¢ OOpalleHreM
JIEKapCTBEHHBIX CPEACTB I MEIUIIUHCKOTO IPUMEHEHUS (J1ajiee - CreliMaibHbIe )KypHAIIbI).
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(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

4. TlpaBuna peructpanuu orepaiuii, CBI3aHHBIX C OOpalleHHeM JICKapCTBEHHBIX CPEICTB IJif
MEAUIMHCKOTO IMPUMEHEHHUs, BKIIIOUEHHBIX B IEPEUYEHb JIEKAPCTBEHHBIX CPEACTB I MEAUIIMHCKOTO
MIPUMEHEHHUSI, TOJIEKAIINX TPEAMETHO-KOJINYECTBEHHOMY YYETY, B CIIEHUAIbHbIX KypHajlaxX U MpaBuja
BEJCHUS M XPAaHCHHUS CIELUAIBHBIX J>KYpHAJOB YTBEPXKIAIOTCS YIOJIHOMOYEHHBIM (enepaabHbIM
OpraHOM HMCHOJHUTEIbHOMN BIACTH.

5. Kontpons 3a coOmofeHHEM IpaBHJ PETUCTPAlMK ONepalyif, CBA3aHHBIX C OOpalieHHeM
JIEKapCTBEHHBIX CPEICTB AJIS MEAULMHCKOTO NPUMEHEHUs, BKIIOUEHHBIX B IEpPEUeHb JIEKAPCTBEHHBIX
CpCACTB IJid MCIHULMUHCKOTO NPHUMCHCHUA, IMMOICKAINNX HNPCAMECTHO-KOJIUMYCCTBCHHOMY YUCTY, B
CIELMANBHBIX KYypHajax, a Takke 3a COOIIOJIEHUEM IPaBUJI BEICHHS M XPAHEHUS CIELUaIbHBIX
KYpPHAJIOB BO3JIaraeTcs Ha YIOJHOMOUYEHHBIE (hefepasbHble OpraHbl HCIOJHHUTEIBHON BIACTH U
UCIIOJHUTENIbHBIE Opranel cyOBbekToB Poccuiickoit ®enepannu, OCYLIECTBISIOIIUE JIMLIEH3UPOBAHUE
MPOU3BOJICTBA  JIEKAPCTBEHHBIX  CPENCTB, (apMalleBTUYECKON  JEATEIBHOCTH M MEIUIIMHCKOU
JeSTeIbHOCTH, ¥ OCYIIECTBIISIETCS B paMKaX JIMLEH3UOHHOTO KOHTPOJIS.

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

Maea 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEOCTB
Crtatbf 59. OCHOBaHUA U NOPAAOK YHUUTOXEHUA NeKapCTBEeHHbIX CPeacTB

1. HemoOpokadecTBEHHBIE JIEKAPCTBEHHBIE CPENCTBa, (aIbCU(UIIMPOBAHHBIC JIEKAPCTBEHHBIC
CpeAcTBa IMOJUIEKAT M3BIATUI0O U3 OOpalleHUus U YHUYTOXKEHUIO B TOPSJKE, YCTAaHOBJICHHOM
[IpaButensctBoM Poccuiickoit @enepanuu. OcHOBaHUEM [UIsl YHUUTOKEHUS JIEKAPCTBEHHBIX CPECTB
ABJIACTCS ~ pEIIEHHWE  BJIAJENblla  JIEKAPCTBEHHBIX  CPEICTB,  PEIIEHUE  COOTBETCTBYIOLIETO
YIOJHOMOYEHHOTO (heiepalbHOr0 OpraHa HCIOJHUTENBHOMN BIACTH WM PEIICHUE CY/a.

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

2. KontpadakTHbie JTeKapCTBEHHBIE CPENICTBA MOJICKAT U3BATUIO U3 OOpAIIeHHs] U YHUUITOKEHHUIO
Mo pemieHuro cyaa. [lopsaaok YHUUYTOXKEHUST KOHTpadaKTHBIX JIEKApPCTBEHHBIX CPEJCTB YCTAaHABIMBACTCS
[IpaBurensctBoM Poccuiickoit denepanun.
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3. Pacxoapl, CBsI3aHHBIE C YHUYTOXKEHMEM KOHTPAa(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB,
HEI00pOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, (anbCU(UIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB,
BO3MEUIAKOTCS UX BIAJEIbLEM.

4, BJ'IaI[CJ'ICI_[ JICKApPCTBCHHBIX CPCACTB HNOJDKCH NPCACTABUTHL B ynOJ'IHOMO‘-ICHHLIﬁ (bez[epanLan‘/'I
opra” HUCIIOJIHUTEILHON BIIACTH JOKYMCHT HWJIM 3aBCPCHHYIO B YCTAHOBJICHHOM IOPAAKE €ro KOIIHIO,
MOATBCPIKAAOIINC (I)aKT YHUYTOKCHUS JICKAPCTBCHHBIX CPEACTB.

5. CoOTBEeTCTBYIOIIMN YHOJHOMOYEHHbINH (efepanbHBIi OpraH HCHOJHUTENbHON BJacTu,
NPUHSABIIMKA pelieHre 00 YHHUYTOXKEHUHM JIEKapCTBEHHBIX CPEICTB, OCYIIECTBISAET KOHTPOJIb 3a HX
YHUYTO)KEHHUEM.

6. VYHUYTOXKEHUE JIEKapCTBEHHBIX CpPEJICTB MPOU3BOAUTCS OpPTraHU3aLUAMH, HUMEIOIUMHU
COOTBETCTBYIONIYIO JINIICH3HMIO, HA CIIEIUAIEHO 000PYI0OBAaHHBIX IIJIOMIAIKAX, TOJIUTOHAX U B CIICIIHAIBHO
000pYy/IOBaHHBIX MOMEIIEHUSAX C COONIOIeHHEeM TpeOOBaHUIN B 0OJIACTH OXPaHBI OKPYXKAIOIIEH Cpebl B
COOTBETCTBHUHU C 3aKOHOJATENLCTBOM Poccuiickoit denepannm.
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(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

7. HapkoTtuueckue JE€KapCTBEHHBIC CPEACTBA, IICUXOTPOMHBIC JICKAPCTBEHHBIE CPEICTBA,
paguodapMalieBTHUECKUE  JICKAPCTBEHHBIE  CPEICTBA  YHHYTOXKAIOTCA B COOTBETCTBHHM  C
3akoHojiaTesbecTBOM Poccuiickoit deneparum.

Mnasa 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA NIEKAPCTBEHHbBIE NMPENAPATbI ANnA MEAULUUHCKOIO NPUMEHEHWA

Cratba 60. NlocynapcTBeHHOe perynupoBaHue LieH Ha NeKapCTBEeHHble npenaparbl
AnA MeaAULUHCKOro npuMeHeHus

1. TocynapcTBeHHOE pEryJIMpPOBAaHWE IICH Ha JIEKAPCTBEHHBIC NpenapaThl IS MEIUIITHCKOTO
MIPUMEHECHHS OCYIIECTBIIICTCS TIOCPEICTBOM:
(B pen. @enepanbHOro 3akona ot 26.03.2020 N 67-D3)

1) yrBepxknenus IlpaBurensctBom Poccuiickoit denepannn nepeyHsi )KU3HEHHO HEOOXOIUMBIX U
BOXHEHIIMX JICKAPCTBEHHBIX IPENapaToB, KOTOPBIH (OPMHUpPYETCs M HE pexe OAHOr0 paza B TIoJ
[IEPECMATPUBACTC B YCTAHOBICEHHOM MM IIOPSJKE HA OCHOBE KOMIUIEKCHOW OLICHKH JIEKaPCTBEHHBIX
[IpernaparoB, BKJIOYas AaHaIM3 CBEICHUH O CPABHUTEIBHOM KIMHUYECKOH 3((EKTUBHOCTH U
0€30MacHOCTH  JIEKaPCTBEHHOTO CPEJCTBA, OICHKY OSKOHOMHYECKHX TIOCIEACTBUN IMPUMEHEHHS
JIEKapCTBEHHOI'O CPEACTBA U M3Y4YEHHUE JOIOJHUTEIBHBIX IOCIEACTBUM NPUMEHEHHUS JIEKAPCTBEHHOIO
CPEICTBa;

(B pen. deaepanbhbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 13.07.2020 N 206-D3)

2) yTBepXKIEHUS METOAMKH pacdyera TMpeaeNbHBIX OTIYCKHBIX IIEH TPOM3BOJHUTENCH Ha
JIEKapCTBEHHbIE MPEnaparhbl, BKIIOUEHHBbIE B IMEPEYEeHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEWIIMX
JIEKaQpCTBEHHBIX IPENapaToB, a TaKKe BHEAPEHHS MEXaHH3MOB (POPMUPOBAaHUS CHCTEMBI pedepeHTHBIX
[CH,

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

3) TrocygapCTBEHHOW pEerucTpalMi TpPENeNbHBIX OTIYCKHBIX II€H MPOU3BOJUTENEH Ha
JICKApCTBCHHBIC TIIpCHapaTthbl, BKIIOYCHHBIC B TICPCUCHL KHU3HCHHO HGO6XOI[I/IMI)IX U BaXHeHIHUX
JIEKapCTBEHHBIX MMPENapaToB;

(B pen. @enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

4) BCACHUA TOCYAApPCTBCHHOI'O peeCTpa MPEACIIbHBIX OTIYCKHBIX IICH HpOHSBOI[HTCJ'ICﬁ Ha
JICKApCTBCHHBIC TIIpCHapaTthbl, BKIIOYCHHBIC B TMECPCUCHL KHU3HCHHO HGO6XOI[I/IMI)IX U Ba)XKHEHUIIUX
JICKApCTBCHHBIX NPCIIAPATOB;

5) yTBEpKIE€HUS METOJIWKH YCTAHOBJIEHUS WCIIOJIHUTEIBHBIMUA OopraHaMu cyObnekToB Poccuiickoit
®denepanun npeAeTbHBIX Pa3MEPOB ONTOBBIX HA0ABOK U MPEIEIbHBIX Pa3MEPOB PO3HUYHBIX HAI0ABOK K
(baKkTUYECKUM OTIYCKHBIM I1I€HaM, YCTAaHOBJIECHHBIM MPOU3BOAUTENISIMU JIEKAPCTBEHHBIX MpEnaparoB, Ha
JIEKapCTBEHHBIE TMpenaparhl, BKIIOUYEHHBIE B TMEpPEUeHb JKU3HEHHO HEOOXOAMMBIX U BaKHEUIIHUX
JIEKAPCTBEHHBIX MPEMAPATOB;

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

6) ycTaHOBIIEHUS MPEACIbHBIX pa3MEPOB ONTOBBIX HAA0AaBOK M MPEAEIbHBIX Pa3MEPOB PO3HUUHBIX
Han0aBOK K (hAaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOIUTENSIMU JIEKApPCTBEHHBIX
MpenapaTroB, Ha JIEKAPCTBEHHBIC TMpEMapaThl, BKIOYEHHBIE B TEPEUCHb KXU3HCHHO HEOOXOIUMBIX U

www.consultant.ru Crpannua 137 n3 161
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=500697&date=03.04.2026&dst=143&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=348583&date=03.04.2026&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=348583&date=03.04.2026&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=522588&date=03.04.2026&dst=100026&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=518753&date=03.04.2026&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=03.04.2026&dst=100674&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=451861&date=03.04.2026&dst=100020&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=506750&date=03.04.2026&dst=100005&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=470144&date=03.04.2026&dst=100676&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=326252&date=03.04.2026&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=502830&date=03.04.2026&dst=100016&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=326252&date=03.04.2026&dst=100013&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=502830&date=03.04.2026&dst=100258&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=526196&date=03.04.2026&dst=100011&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=501392&date=03.04.2026&dst=101312&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=502830&date=03.04.2026&dst=100433&field=134

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

BayKHEHIITNX JICKApCTBCHHEIX IIPCIIapaToB;

6.1) omnpenenenust IlpaBurensctBom Poccuiickoii denepanuu mopsiaka IEHOOOPa30BaHUS Ha
HE3aperucTpUpPOBAHHBIE JIEKAPCTBEHHbIE IpenapaThl Uil MEAULMHCKOTO IPUMEHEHUS, KOTOPbIE BBE3EHbI
B Poccuiickyro @enepaunio g OKa3aHUS MEIULMHCKOW ITOMOIIM M0 >KM3HEHHBIM IMOKa3aHUSIM
KOHKPETHOTO MAallMEeHTa U MEXyHapOJHbIC HEMAaTEHTOBAHHBIE, UM I'PYNIIUPOBOYHBIC, MIIM XUMUYECKUE
HAaMEHOBAHMUA KOTOPBIX COJEpXKarcsi B IepeYyHe JKU3HEHHO HEOOXOIMMBIX M BaXKHEHIIMX
JIEKapCTBEHHBIX IPENapaToB;

(m. 6.1 BBenen denepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

7) yTBepKIeHUs TOpsAAKa BbIIAYM MPEANUCAHUN HCIOJIHUTEIBHBIM OpraHaM CyObeKTOB
Poccuiickoit denepanuu 0 NpUBEAECHUHA B COOTBETCTBUE C 3aKOHOJATENbCTBOM Poccuiickon denepanuu
pemieHni 00 YCTAaHOBJIIGHHMU TMPEAENBHBIX Pa3MEpPOB OMNTOBBIX HAA0ABOK M MPEIENIbHBIX PpPa3MepoB
PO3HUYHBIX HaA0aBOK K (DAKTHUECKUM OTIYCKHBIM II€HaM, YCTAaHOBJICHHBIM IIPOU3BOIUTEIISIMU
JIEKapCTBEHHBIX MpENapaTroB, Ha JIEKApPCTBEHHBIC Ipenaparhl, BKIOYCHHBIE B IEpPEYCHb >KU3HEHHO
HEOOXOMUMBIX M BAXHECWIIUX JICKAPCTBEHHBIX IPENaparoB, €CIIM OHU TPHUHATHI C HaPYIICHHEM
3akoHoAarenscTBa Poccuiickoit @eneparuu, B nopsiake, ycraHoBieHHOM [IpaBurensctBom Poccuiickoit
®denepauuu;

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

8) HampaBieHUS  YIOJHOMOYEHHBIM  (eAepalbHBIM OpPraHOM  HCIIOJHHUTEIBHON  BIAcTH
UCTIOJHUTENIbHBIM oOpraHam cyO0bekToB Poccuiickoit ®exnepauuu mnpeanucaHuil o MPUBEICHUM B
COOTBETCTBUE C  3aKOHojarensCcTBOM  Poccumiickoii @enepanuy NPUHATBIX C  HapyLIEHUEM
3akoHoJaTenbcTBa Poccuiickoit denepannu perieHnit 00 yCTaHOBIEHUH MPEAEIbHBIX Pa3MEPOB ONTOBBIX
Ha216a1301< U TOpCACIbHBIX PAasMEPOB PO3HUYHBIX Haﬂ6aBOK K OCHaM Ha JICKAapPCTBCHHBLIC IIpCIaparhl,
BKJIFOYEHHBIE B IIepeUEHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX MIPENapaTos;

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

9) ocymectBieHus (heepanbHOro rocy1apcTBEHHOr0 Ha/130pa B cepe oOpaleHus JeKapCTBEHHbIX
CPEICTB M PErHOHAIBHOIO TI'OCYJIapCTBEHHOI'O KOHTPOJISI 3a IPUMEHEHUWEM LIEH Ha JIEKapCTBEHHBIC
IpernapaTbl COOTBETCTBEHHO YIOJHOMOUYEHHBIMH (e/lepabHbIMH OpraHaMM HMCIIOJHUTEIBHON BIACTH U
WCTIOTHUTENIbHBIMA OpraHamMu cyOobekToB Poccuiickoii denepanyd COrJIaCHO HUX KOMIIETCHIIMH B
nopsake, ycranosieHHoM IIpasutensctBom Poccuiickon @enepannu;

(B pen. enepanbHbIX 3aKoHOB 0T 25.06.2012 N 93-D3, ot 08.08.2024 N 232-D3)

10) mnpumMeHeHUS NPEAYCMOTPEHHBIX 3aKoHoAaTenbcTBOM Poccuiickoit  ®Penepauuu  mep
OTBCTCTBCHHOCTH 3a HApPYHMICHUE IIOpsAAKa HeHOO6pa3OBaHI/I$I Ha JICKApCTBCHHBLIC IIPCIIapaThl,
BKJIIOYEHHBIE B IIepeUeHb )KU3HEHHO HEOOXOIMMBIX U BXKHEHIIINX JICKAPCTBEHHBIX MPENapaToB.

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

2. B ycrnoBusx 4pe3BbIYAHON cUTyalu M (WJIK) TMPU BO3HUKHOBEHUHU YTPO3bI PACIPOCTPaHEHUS
3a0071€BaHUs, MPEACTABISIONIETO OMACHOCTh IS OKPYXKAIOIIMX, a TaKXe B Clydae, €ClId B TEUCHUE
TPUJLIATH KaJEHJIApHBbIX IHEW mnociie npuHsaTus IIpaBurensctBom Poccuiickont denepanuu pemieHus o
MPOBEJICHUM MOHUTOPHHIA PO3HUYHBIX IIEH HA JIEKAPCTBEHHBIC MIPENapaThl, HE BKIIOUYECHHBIE B MEPEUYCHb
KU3HEHHO HEOOXOJMMBIX W BaXHEHUIINWX JIEKAPCTBEHHBIX IMPENapaTroB, Ha TEPPUTOPUIX CYOBEKTOB
Poccuiickoit @enepanny BBISBIEH POCT PO3HUYHBIX IIEH HA YKa3aHHBIC JIEKAPCTBEHHBIC MpENapaThl Ha
TPUALIATH TIPOIIeHTOB U Oonee, [IpaBuTtenbcTBo Poccuiickoii denepaliiiu BipaBe yCTAaHOBUTH MPEIEIbHbBIC
OTIYCKHBIE LEHBI MPOU3BOJIUTENICH Ha YKa3aHHBIE JIEKAPCTBEHHBIE MMPENApaThl, MPENEIbHBIE Pa3MeEpPhI
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

OITOBBIX HAJ0ABOK U IpEJesIbHbIE pa3Mepbl PO3HUYHBIX HAa/l0aBOK K (PAaKTUYECKUM OTIIYCKHBIM Li€HaM
IIPOM3BOJIUTENIEH HAa YKa3aHHbIE JIEKAPCTBEHHbIE Mpenapathl. [lepeueHp JieKapCTBEHHBIX MPENapaToB, HE
BKJIIOYEHHBIX B II€pEYEHb JKU3HEHHO HEOOXOIMMBIX M Ba)KHEHIINX JIEKAPCTBEHHBIX IIPENapaTroB, U
nopsiioK ero popmupoBanus onpenenstorcs [IpasurenscrBom Poccuiickoit denepanmu.

(dactp 2 BBeneHa deaepanbHbIM 3aK0HOM OT 26.03.2020 N 67-D3)

3. B Teuenue aeBsiHOCTa KalleHAApHbIX JHEN co nHs yTBepxkiaeHus [IpaButenbctBoM Poccuiickoii
@Denepauyy nepeyHs, yKa3aHHOTO B YacTH 2 HACTOALIECH CTaTbH, HE OIYCKAIOTCS pealn3alus U OTILYCK
BKJIFOUEHHBIX B HErO JIEKAPCTBEHHBIX IIPENApaTOB IO LIEHAM, IPEBBIIIAIOIINUM MPECIIbHBIE OTIYCKHBIE
LIEHbl IPOM3BOJUTENICH HA YKa3aHHBbIE JICKAPCTBEHHBIE IIPENaparhbl, NPEAEIbHBIE Pa3MEpPbl ONTOBBIX
Ha/J0aBOK M Tpe/eibHbIE pa3Mepbl PO3HUYHBIX HaJ0aBOK K (PaKTHUECKUM OTIYCKHBIM IIEHaM
IIPOM3BO/UTENEHl Ha YyKa3aHHbIE JIEKAapCTBEHHbIE Npenaparbl C Y4YeTOM Hajora Ha J100aBJICHHYIO
CTOMMOCTb.

(uactb 3 BBenena denepanbubiM 3aKk0HOM 0T 26.03.2020 N 67-D3)

Cratba 61. Focyp,apCTBeHHaﬂ pernctpaumnsa " nepeperncrTtpauunsa npegenibHbIX
OTNYCKHbIX UeH npousBo,qMTeneﬁ Ha rIneKapcTBeHHble npenapaTtbl, BKIH4YeHHbIE B
nepeyeHb XXM3HeHHO Heob6XoaUMbIX U BaXKHEULLUMX JIeKapCTBeHHbIX npenapartoB

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

1. IlpenenbHast OTIYCKHAas LIEHAa IPOU3BOAMUTEINS HA JICKAPCTBEHHBIN Ipenapar, BKIOYEHHBIN B
MepevYeHb KUZHEHHO HEOOXOIMMBIX U BAXKHEWIIMX JICKAPCTBEHHBIX IMPEMaparoB, IOJICKUT
rOCyJIapCTBEHHOM PErMCTpalUM B MOpsAIKE, ycraHOoBIEHHOM [IpaButensctBom Poccuiickon ®denepanuy,
Ha OCHOBAHWHU HAMPABIEHHOTO MOCPEACTBOM €AMHOTO TOpTajia B YIIOJTHOMOYEHHBIN (eiepabHbIN OpraH
UCTIIONHUTENBHON BJIACTH WJIM JUYHBIM KaOWHET yMOJTHOMOYEHHOro (enepalbHOTO  OpraHa
UCIIOJIHUTENIBHOM BJacTW B €IMHOM cHCTeMe, NOJIMUCAHHOIO YCHJICHHON KBalu(UIUPOBAHHOM
JJIEKTPOHHOW MOJINMKCBHIO 3asBJICHUS JEpP)KATeNsl WIM BIAJEIbLA PETUCTPALIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO TMperapaTa (YyIoJIHOMOYEHHOTO UM JIUIIA).

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

2. 3aperucTpupoBaHHas TIpeAeibHas OTHYCKHas Il€eHa MPOU3BOAMTENSl Ha JIEKapCTBEHHBIN
npernapar, BKIIOYEHHBIH B TepeueHb KHU3HEHHO HEOOXOAWMBIX UM BaXHEUIIMX JIEKapCTBEHHBIX
[IpernapaToB, MOKET OBITh MEPEPErMCTPUPOBAHA B CTOPOHY YBEJIWYEHHS OJUH pa3 B KaJICHIAPHOM TOAY
Ha OCHOBAaHMM HANpaBICHHOro 70 1 OKTAOpS KaXJ0ro roja IOCPEACTBOM €AMHOTO IopTajla B
YIIOJIHOMOYEHHBIM  (efiepalibHBIA  OpraH  WCIOJIHUTEIBHOM  BJIACTM  WJIM  JIMYHBIA ~ KaOWHET
YIOJIHOMOYEHHOTO (pe/IepaIbHOr0 OpraHa MCIOJHUTEIbHON BJIAcTU B €IMHOM CHCTEME, MOANHUCAHHOTO
YCWJIEHHON KBaTU(UIMPOBAHHOW >3JEKTPOHHOM TMOJIMKMCHIO 3asdBIICHUS JepKaTeliss WM Biajeiblia
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO Ipernapara (yIoJIHOMOYEHHOTO UM JIULA).

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

3. 3apeructpupoBaHHas IpeneibHas OTIYCKHAs I€HAa IPOM3BOAMTENS Ha JIEKApCTBEHHBIN
npernapaT, BKIIOUEHHBIH B TIE€peuYeHb JKU3HEHHO HEOOXOJMMBIX M BaXXHEHIIHMX JIEKapCTBEHHBIX
IPEenapaToB, MOKET ObITh MEpPEeperucTpUpoBaHa B CTOPOHY CHIDKEHHMS Ha OCHOBAHMM HAIPABICHHOIO
MOCPEACTBOM €IMHOI0 MOpTaja B YHOJHOMOYEHHBIN (eiepalibHbIil OpraH UCIOJIHUTEIbHOW BIACTH WM
JMYHBIA KaOMHET YIOJIHOMOYEHHOTO (pesiepalbHOro opraHa UCIIOJTHUTEIBHOM BIACTH B €IMHON CUCTEME,
MOJNUCAHHOTO YCUJIEHHOW KBaTU(UIIMPOBAHHOW 3JIEKTPOHHOMN MOANUCHIO 3asBIICHUS JIEpKaTeNsl WU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

BJIAJIENIblIa PETUCTPAIIHOHHOTO YIOCTOBEPEHHUsI JIEKAPCTBEHHOrO Tipenapara (YHOJIHOMOYEHHOTO WM
uua).
(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

4. Jlepxarenb WU BiaJelNel] PEruCTPAlMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOTO Ipernapara
(YNOJTHOMOYEHHOE MM JIUII0) O0s3aH HANpaBUTh MOCPEACTBOM EIMHOTO TOPTaja B YHMOJTHOMOUYCHHBIH
(denepanbHBIA OpraH WCIOJHUTEIHLHONW BIACTH WM JIMYHBIA KaOMHET YIMOJTHOMOYEHHOTO (eAepaibHOrO
OopraHa HCIOJHHUTEIbHON BIIACTH B €JIMHOW CHCTEME IOJANMCAHHOE YCHICHHON KBAIM(MUIIMPOBAHHOM
ANEKTPOHHOU TOIHUCHIO 3asBICHHUE O TIEPEPETUCTPALNH 3aPETUCTPUPOBAHHON MPEACTHHOM OTITYCKHOM
IIEHBI TPOU3BOIUTEIIS HA JICKAPCTBEHHBIN MpenapaT, BKIOYCHHBIA B TIEpEUYCHb KU3HEHHO HEOOXOIUMBIX
Y BOXKHEHUIIINX JIEKAPCTBCHHBIX MPEMAPATOB, B CTOPOHY CHUKCHHUS B CICIYIONINX CITyYasiX:

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

1) cH>KEeHHE 1IEHbl B MTHOCTPAHHOM BAJIIOTE HA JIGKAPCTBEHHBIN MpemapaTr B CTpaHe MPOU3BOIUTES
u (W) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIA IMpemapaT 3aperucTpupoBaH U (WJIM) B KOTOpHIE
IIOCTAaBJISAETCS IPOU3BOAUTETIEM;

2) cHWXKeHUE IIeH Ha pedepeHTHbIE JIEKApCTBEHHBIE MpernapaTbl B COOTBETCTBHH C IMyHKTOM |
HacTosimel dYacTu (IS COOTBETCTBYIOIIMX BOCIPOU3BEACHHBIX, OHMOAHAIOTOBHIX (OHOIMOJOOHBIX)
JIEKapCTBEHHBIX MIPENapaToB);

3) mpeBbllIEHUE IPENEIbHON OTIIYCKHOM II€Hbl Ha MEpBbIM BOCIPOU3BEIECHHBIN, OMOaHAIOrOBBIN
(Onomo00HBI) JTEeKapCTBEHHBIN MpernapaT WHOCTPAHHOTO MPOW3BOJCTBA HAJA MPEAENbHOM OTIYCKHOU
LIEHOM MTPOU3BOIUTEISI HA BTOPOM BOCTIPOU3BEICHHBIN, OMOaHAIOTOBBIN (OMOTO100HBIN) JIEKAPCTBEHHBIN
Ipernapar, pacCYMTaHHOW B COOTBETCTBUM C METOJIUKOM, yTBepkaeHHOU I[IpaBurenscTBom Poccuiickon
denepanuu;

4) mpeBblllIEHHE MPEISIbHON OTIYCKHOM IIEHbI Ha MEpBBbIH BOCIPOM3BEICHHBIN, OMOaHAIOTOBBIH
(6uomogOOHBI) JIEKAPCTBEHHBIM TIpernapar MpPOU3BOJAUTENST TocyaapcTBa - uieHa EBpaswuiickoro
SKOHOMHYECKOTO COK03a HAJ MPEAEIbHOM  OTIYCKHOM [IEHOM IPOU3BOJAUTENSE Ha BTOpPOH
BOCIIPOU3BE/ICHHBIN, OHOaHaIoroBbl (OMOMONOOHBIN) JIEKAPCTBEHHBIM IpenapaT MPOU3BOJUTEINS
rocyiapcrea - wieHa EBpa3miiCKOro 3KOHOMHMYECKOIO COI03da, PAaCCUMTAHHONM B COOTBETCTBHM C
METOAMKOH, yTBepKaeHHOM [IpaButensctBoM Poccuiickon @enepannn.

4.1. B cnydae, ecnm OT MMEHM JepKaTelld WM BJaJeNblia PErMCTPAllMOHHOIO YAOCTOBEPEHUS
JIEKApCTBEHHOT'0 TIpernapara JAEUCTBYET €ro MpeAcTaBuTeNb ((HU3UYECKOEe JHI0), YIOJTHOMOYCHHBIN
JIeCTBOBAaTh Ha OCHOBAHUU JIOBEPEHHOCTH B DJIEKTPOHHOU (popMe B MAIIMHOYUTAEMOM BUJIE, 3asBICHMUS,
yKa3aHHbIE B 4acTsX | - 4 HACTOSMICH CTaThH, MOTYT OBITh MOAMMCAHBI YCUJIEHHON KBATH(PUIIUPOBAHHOM
ANEKTPOHHON MOJMUCKHIO MO0 YCUICHHON HEeKBATU(DHUIIMPOBAHHON AIIEKTPOHHOM MOMHCHIO.

(uacTsb 4.1 BBenena @enepanbHbIM 3ak0HOM OT 31.07.2025 N 304-D3)

5. Ilopsiiok mepeperucTpaiy 3aperucTpupPOBAHHBIX MPEIETbHBIX OTITYCKHBIX 1I€H MPOU3BOUTENCH
Ha JIEKapCTBEHHbIE Mpenaparbl, BKIIOUYEHHBIE B MEPEUYCHb XU3HEHHO HEOOXOIUMBIX U Ba)KHEMIIUX
JIEKapCTBEHHBIX IIPENapaToB, B CIy4asX, NPEJYyCMOTPEHHBIX dYacTaMM 2 - 4 HacToAIEH CTaThby,
ycranaBnusaercs [IpasurensctBom Poccniickoit denepanun.

6. DKOHOMHYECKHI aHAalIN3 HpCHCHBHOﬁ OTHyCKHOﬁ HOCHBI MPOU3BOAUTCIIA Ha HeKapCTBCHHBIﬁ
nmpemnapar, BKJIIOYCHHBIN B NEPECUCHb JKU3HCHHO HGO6XO]II/IMI)IX U BaXHEHIIHNX JICKApPCTBCHHBIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

IpernapaTroB, HpPU €€ TOCyJapCTBEHHONW pErucTpaluyd WM [EepPeperucTpaniy  OCYIIECTBIIAETCS
benepanbHBIM  OPraHOM HCIOJHHUTENBHOM BIIACTH, OCYIIECTBISAIOUIMM (YHKIUH 1O MPUHATHIO
HOPMATHUBHBIX IIPaBOBBIX AaKTOB W KOHTPOJIIO 3a COONIOJIEHHMEM 3aKOHOJATeNbCTBA B  cdepe
rOCYJapCTBEHHOTO PETYJINPOBaHU 1ieH (TapudoB) HA TOBAPHI (YCIYTH).

7. Pacuer mpenenbHbIX OTIYCKHBIX 1I€H, YKa3aHHBIX B 4acTsaX | M 2 HacTOsIeW CTaTbH, MPU HX
roCyJapCTBEHHOM PEerucTpanuy WId NepeperucTpalui OCYUIECTBISETCS B COOTBETCTBUU C METOIMKOM,
yTBepkIeHHoM [IpaButenbcTBoM Poccuiickoit denepaiiny v yYUTHIBAIOIICH B TOM YHUCIIE:

1) cobmonenne 6anaHca MHTEPECOB MOTPEOUTENEH JEKapCTBEHHBIX MpEnapaToB, BKIIOUYEHHBIX B
IepeueHb XM3HEHHO HEOOXOAMMBIX M BAKHEHIINX JIEKAPCTBEHHBIX IPENapaToB, W MPOHM3BOAMTEINCH
JICKApCTBCHHBIX MPCIapaToB, BKJIIOYCHHBLIX B IICPCUCHL KU3HCHHO HCO6XOI[I/IMI>IX A BaXHEHITHX
JIEKapCTBEHHBIX MPETapaToB;

2) (hakTHYECKYIO OTITYCKHYIO LIEHY Ha JIEKapCTBEHHBIE Mpenapatsl B Poccuiickoit @eneparum, neHy
BBO3a JIEKAPCTBEHHBIX mpenapaTtoB B Poccuiickyro ®enepanuio, a TakKe LEHbBl Ha aHAJIOTMYHBIC
JIEKapCTBEHHBIE MIpenapaThl, Haxosiuecs B oopamenun B Poccuiickoit denepanuu;

3) 3aTpaThl NPOM3BOIUTENS JIEKAPCTBEHHOIO TIperapara Ha MPOM3BOJACTBO U  pealln3alluio
JICKapCTBEHHOTO ITperapara;

4) ueHy Ha JIEKapCTBEHHBIH Mpenapar, ero IeHy B CTpaHe NPOU3BOAMTENS U B CTPAaHaX, B KOTOPBIX
JIEKapCTBEHHBIN Mpernapar 3aperucTpupoBaH U (W) B KOTOPBIE TOCTABIISETCS IPOU3BOJUTEIIEM.

8. He momyckaroTcst peanusanusi U OTIIYCK JIEKAPCTBEHHBIX MPEMapaToB, BKIIOUEHHBIX B MEPEUYCHb
KNU3HCHHO HCO6X0)II/IMI)IX U BaXHEUIINX JICKApPCTBCHHLBIX IIPp€IIapaToB, Ha KOTOPBIC MPOU3BOJUTCIIAMU
JIEKapCTBEHHBIX IMpemapaToB HE 3aperiucTpupoBaHa MpefeNbHas OTIMyCKHAs I1IeHa, pealn3alus
MPOU3BOJUTCIISIMU JICKAPCTBCHHBIX INPCIAapaToB MO HEHAM, MPCBBIMIAIOIIUM 3apCTUCTPUPOBAHHBIC HIIN
MepeperucTpUpoOBaHHbIC TPEeNIbHBIE OTITYCKHBIE IIEHBI Ha JIEKApCTBEHHBIE MpemnapaThl ¢ y4eTOM Hallora
Ha J00aBJIEHHYIO CTOUMOCTb.

9. OcobGeHHOCTH IOCyTapCTBEHHOTO PETYJIMPOBAHUS MPEACIBHBIX OTIYCKHBIX IIEH MPOU3BOAUTENEH
Ha JIEKapCTBEHHbIEC Ipenaparbl, BKIIOUEHHBIE B IMEPEUYECHb >KU3HEHHO HEOOXOMUMBIX M BaKHEMIINX
JIEKapCTBEHHBIX MpPENapaToB, B 3aBUCHUMOCTH OT 3KOHOMHUYECKMX M (MJIM) COLMANBHBIX KPUTEpUEB
(U3MeHeHHe yCIOBUM, OPsAKA U CTOMMOCTH IIPOU3BOICTBA JIEKAPCTBEHHBIX MPENapaToB, UCIIOIb30BAHHE
HOBBIX (POpPM, METOZOB M CHOCOOOB TOCYAApPCTBEHHOTO pPEryJUpOBaHMs II€H Ha JIeKapCTBEHHbIE
npenapaTsl, B TOM 4HCJI€ Ha OCHOBE MEXaHM3Ma pedepeHTHOro 1eHO0Opa3oBaHusl, U3MEHEHUI HopsiaKa
OKa3aHUsl MEIULUHCKON IIOMOIIY, W3MEHEHHE Kypca HMHOCTPAHHOM BaJlOThl M HHBIE H3MEHEHUS)
ycraHaBinuBaroTcs [IpaBurenscTBoM Poccutickoit @enepanuu.
(B pen. @enepanpHoro 3akona ot 08.03.2022 N 46-D3)

Cratba 62. [ocypnapCTBeHHbIU peecTp npeAenibHbIX  OTMNYCKHbIX  LeH
npousBoauTenen Ha nekapcTBeHHble npenapartbl, BKNOYEHHbIe B NepeyeHb XXU3HEeHHO
Heob6XoAUMbIX U BaXXHEULLUX NeKapCTBEHHbIX NpenapaToB

1. 3aper HUCTPUPOBAHHELIC nin NEpCPEruCTpupOBaHHBIC OpCaACIIbHBIC OTITYCKHBIC IOCHBI
HpOHSBOI{HTGJ’IGﬁ Ha JICKApCTBCHHBIC IpC€rapaThl, BKIIOUYCHHLIC B ICPECUCHL KU3HCHHO HeO6XO)II/IMBIX n
BaXKHEHUIITUX JICKAPCTBCHHBIX IIPCIapaToB, IMOAJICIKAT BKIOUYCHUIO B FOCY,Z[apCTBCHHLIfI peecTp
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

MPEJeNbHBIX OTITYCKHBIX [IEH MPOU3BOIUTEIICH Ha JIGKAPCTBEHHBIC MPETapaThl, BKIIOUECHHBIC B TIEPEUCHb
KU3HEHHO HEOOXOIMMBIX ¥ BaXKHEUIITNX JICKAPCTBEHHBIX MPEIapaToB.
(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

2. T'ocynapcTBeHHBIN peecTp MpeeNbHBIX OTIYCKHBIX LIEH MPOU3BOAUTENCH Ha JIeKapCTBEHHBIE
npernaparbl, BKIIOYEHHBIC B IEpeYeHb >KU3HEHHO HEOOXOAMMBIX M BaKHCHIIHMX JIEKAPCTBEHHBIX
MpermapaToB, COEPIKUT B ceOE CIenyIONTyI0 HHPOPMAIIHIO:

1) HauMeHOBaHUE AepKaTells WIH BIaJeNblia PEerUCTPAlMOHHOIO yIOCTOBEPEHUS JIEKAPCTBEHHOTO
Mpernapara, HAMMEHOBAHUE ITPOM3BOJMUTENS JIEKAPCTBEHHOI'O IMIpPENapara, CBEAEHUS O PErucTpauuu
JepKaTessl WIK BIIAJIEbla PETUCTPAMOHHOTO YOCTOBEPEHHUS JIEKAPCTBEHHOTO IMpernapara, CBEIEHHs O
perucTpauuy MpoU3BOAUTENS JIEKAPCTBEHHOIO Iperapara JJisi MEAUIMHCKOIO IPUMEHEHUS B KA4€CTBE
HAJIOTOIIATEeNbIINKA B  CTpaHe  perucrpanuu (A  POCCUMCKHX  IOPUIMYECKUX  JIMI -
UICHTH(UKAITMOHHBI HOMep Hanoromatenbiuka (MHH), mis WHOCTpaHHBIX HOPUIUYECKHX JIUI -
CTpaHa pErucTpalud, HAWUMEHOBAHHME PErUCTPUPYIOLIErO0 OpraHa, PpPEruCTPalMOHHBIA HOMEpP, KOJ
HAJIOTOIUIATEIbIIMKA B CTPAaHE PErucTpaluy (MHKOPIIOpAIMU) WM €ro aHaJIor), MECTO HaXOXKICHUS
MIPOU3BOJICTBEHHBIX IIJIOLIAJ0K, YYACTBYIOUIUX B MPOLIECCE MTPOU3BOJCTBA JIEKAPCTBEHHOT'O Mpernapara, ¢
yYKa3aHUEM CTaJuu IIpouecca IpOu3BOCTBA;

(m. 1 B pea. @exnepanbHoro 3akona ot 28.12.2017 N 425-03)

2) HauMMEHOBAaHME JIEKApPCTBEHHOrO Ipemnapara (MEXAyHapOoJHOE HEMaTeHTOBAaHHOE, WU
IpyNIHUPOBOYHOE, MM XUMUUYECKOE U TOPIrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HOMep PerucTpalMoOHHOTO yI0CTOBEPEHHs JICKApCTBEHHOTO Npenapara;

4) nexapcTBeHHas GopMa ¢ yKazaHHEM JO3UPOBKHU JIEKAPCTBEHHOTO Tperapara U ero KOJW4ecTBa
BO BTOPUYHOH (MMOTPEOUTENHCKOM) YIIAaKOBKE, a TAK)KE€ KOMIUJIEKTHOCTB;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5) 3apeructpupoBaHHas MpeJiebHas OTITYCKHAs [IeHa Ha JIKapCTBEHHBI Mpenapar B pyOsx;
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

6) mata U HOMeEp MpHKa3a YHOJTHOMOYEHHOTO (hefepaibHOro0 OpraHa HCIOJIHHTEIBHOM BIIACTH O
rOCY/IapCTBEHHOW PETrUCTPALMM WIN MTEPEPErUCTPallii MPEAEIbHON OTIYCKHOW IIEHBI Ha JIEKapCTBEHHBIN
mpemapaT, BKIIOUEHHBIH B TMEpeuYeHb JKU3HEHHO HEOOXOAMMBIX M BaXXHEHIIUX JIEKapCTBEHHBIX
MpPENapaToB.;

(B pen. deaepaybHbIX 3aKOHOB OT 22.12.2014 N 429-03, ot 06.06.2019 N 134-D3)

6.1) naTa BCTYIUIEHUS B CHIIy IIpHKa3a yIOJIHOMOYEHHOro ()eepaJbHOr0 OpraHa UCIOJIHUTEIbHON
BJACTM O TOCYIAAPCTBEHHON pErucTpalvy WIM MEpPEeperucTpalyy IMpeaeibHOW OTIYCKHOM LEHBI
IMPOU3BOJUTEIISL HA HeKapCTBeHHBIﬁ npemnapar, BKJIIOUEHHBIA B NEPCUCHb XHU3HCHHO HGO6XOJII/IMI)IX n
BAXHEHIIINX JIEKAPCTBEHHBIX MPENAPATOB;

(m. 6.1 BBenen denepanbHbiM 3aK0HOM 0T 06.06.2019 N 134-03)

7) WTPUXOBOM KOJ, HAHECEHHBI HA BTOPUYHYIO (MOTPEOUTENHCKYI0) YIMAKOBKY JIEKaPCTBEHHOTO
npenapara;
(n. 7 BBenen denepanibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

8) KOJ JIEKapCTBEHHOIrO IIpernapara IO aHaTOMO-TepaleBTHMUYECKO-XMMHUYECKOH KiIacCU(pUKaIH,
PEKOMEHI0BaHHOM BceMupHON opraHusanueit 34paBoOXpaHEeHMs.
(n. 8 BBennen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

3. TocynmapcTBeHHass perucrpanus WM IEpeperucTpanusi INpeneibHbIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHbIE IpEenaparbl, BKJIIOUYEHHBIE B IMEpPEUeHb JKU3HEHHO HEOOXOAMMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX IIPENaparoB, BEACHHUE TIOCYJAPCTBEHHOIO pEeecTpa IPEAeIbHBIX OTIYCKHBIX LE€H
MIPOU3BOJIUTENICH Ha JIEKAPCTBEHHBIE IMpErapaThl, BKIIIOUEHHBIE B MEPEYeHb KU3HEHHO HEOOXOAUMBIX U
BOXHEHIIMX  JIEKAPCTBEHHBIX  IIPENapaToB, OCYLIECTBISAIOTCA B IOPSAAKE, YCTaHOBIECHHOM
[IpaBuTenscTBoM Poccuiickoit denepanuu.

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

Cratba 63. YcTaHOBNEHWe MUCNONHUTENbHbLIMU OpraHaMmm cy6bLekToB Poccumckom
depepaumn npenenbHbIX pa3MepoB ONTOBLIX HaAb6aBOK WM npeAenbHbLIX pa3MepoB
PO3HMYHbIX HaAGaABOK K (PaKTUYECKMM  OTMYCKHbIM LieHaM, YCTaHOBJI€HHbIM
npou3BOAUTENSAAMU JeKapCTBEHHbIX MpenapaTtoB, Ha JleKapCTBeHHble npenaparhbl,
BKJIIOYEHHble B NepeYeHb XWU3HEHHO HeoOXOAUMbIX U BaXHEeMWMUX NeKapCTBEHHbIX
npenaparoB
(B pen. enepanbHbIX 3aKoHOB 0T 27.12.2019 N 475-D3, ot 08.08.2024 N 232-D3)

1. UcnonnutenbHble opranbl cyObekToB Poccuiickoit denepauuy yCTaHABIMBAIOT IPEAEIbHBIC
pa3Mephl ONTOBBIX Ha/10aBOK M MpeAeIbHbIE pa3Mepbl PO3HUYHBIX Ha/10aBOK K (PaKTUYECKHUM OTITYCKHBIM
neHam (0e3 yuera Hajora Ha J100aBIE€HHYIO CTOMMOCTb), YCTAHOBJEHHBIM IPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX IIPENapaTroB, Ha JICKAPCTBEHHBIC IIPENaparbl, BKIIOYEHHBIE B IIEPEYEHb JKU3HEHHO
HEOOXOUMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX MPENapaToB, B COOTBETCTBUU C YTBEPKACHHOMN B MOPSIKE,
YCTaHOBJIEHHOM IIpaBuUTEIECTBOM Poccutickoii ®enepannuy, METOANKON YCTaHOBJICHUS
WCIIOJIHUTENIbHBIMU OpraHamMu cyObekToB Poccuiickoit ®denepanuu mpeAebHbIX pPa3MEPOB ONTOBBIX
Ha/J0aBOK M MpPENeNbHBIX pPa3MEpPOB PO3HUUYHBIX HAN0aBOK K (PAKTUYECKHMM OTIYCKHBIM II€HaM,
YCTAHOBJICHHBIM TPOW3BOJUTEISIMHA JIEKAPCTBEHHBIX IPENaparoB, Ha JIEKApCTBEHHBIE IIpENapaTsl,
BKJIIOYEHHbIE B I€peUeHb J>KU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKaPCTBEHHBIX IpenapaToB.
[IpoekTh! perieHnii NCIOIHUTENBHBIX OpraHoB cyObekToB Poccuiickoit Penepanin 06 yCTaHOBIEHUHU U
(M) M3MEHEHWM TMpeNieNIbHbIX Pa3MEepPOB ONTOBBIX HaJ0aBOK M IpPENENbHBIX Pa3MEpOB PO3HUYHBIX
Ha70aBOK K (PAaKTUYECKUM OTIYCKHBIM II€HAM, YCTAHOBJIEHHBIM IPOU3BOIUTENSIMHU JIEKAPCTBEHHBIX
IpernapaToB, Ha JIEKApCTBEHHbIC MpenapaThl, BKIIOYEHHbIE B IEpEUYeHb XU3HEHHO HEOOXOIUMBIX U
BaXHEHININX JIEKAPCTBEHHBIX MPENapaToB, MOAJIEKAT COTJIACOBAHUIO C YIIOJIHOMOUYEHHBIM (heiepaabHbIM
OpPraHOM HCIIOJHHUTEIbHOM BIACTH, OCYLIECTBISIOMNM (DYHKIMH 110 IPUHATHIO HOPMATUBHBIX MTPABOBBIX
aKTOB M KOHTPOJIIO 32 COOJIIO/IEHUEM 3aKOHOAATENBCTBA B c(hepe rocyAapCTBEHHOIO PEryJIMpOBaHUs LIEH
(TapudoB) Ha TOBapkI (yCcIyrH), B mopsike, yctanoBieHHoM [IpaButensctBoM Poccuiickoit deneparui.
(B pen. ®enepanbHbix 3akoHOB OT 13.07.2015 N 241-03, ot 27.12.2019 N 475-®3, ot 08.08.2024 N 232-
D3)

2. OpraHmaum/I OIITOBOM TOProBJIW JICKAPCTBCHHBIMU CpCACTBAMH, allTCYHBIC OpPraHu3alunu,
HHAUBUAYAJIBHBIC MTPCAINPUHUMATCIIM, HUMCIOIINC JIMOCH3WIKO Ha (bapMaI_ICBTI/I‘{CCKYIO ACATCIIBHOCTD,
MCIUIHUHCKUC OpraHu3alvi, HWMCIOIIHUEC JHUICH3UIO Ha Q)apMaueBaneCKy}o JACATCIIBHOCTh, MW HX
000C00JICHHEIE nmoApa3acCiiCHUus, PACIIOJIOKCHHBIC B CCJIBCKUX HACCIICHHBIX IIYHKTAX, B KOTOPBIX
OTCYTCTBYIOT QaIITCUHBIC OpraHu3allviv, OCYIICCTBIIAIOT pealn3allluio JICKaAPCTBCHHBIX IIPEIIaparTos,
BKJIFOYCHHBIX B TICPCUCHL KU3HCHHO HCO6XOI[I/IMLIX U BaKHEUIIMX JICKAPCTBCHHLIX MpCIaparoB, II0
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

LIEeHaM, KOTOpble (OPMHUPYIOTCS B COOTBETCTBUM C IOPSAKOM, YCTaHOBJIEHHBIM IlpaBUTEnbcTBOM
Poccuiickoit ®@enepauuu, U ypoBeHb KOTOpPbIX (0e3 yyera Hajora Ha J00aBICHHYIO CTOMMOCTB) HE
JOJDKEH TPEeBBIIATh CyMMY (DAaKTUYECKOM OTIYCKHOW II€HbI, YCTAHOBJIEHHOH IPOU3BOAUTENIEM
JIEKAPCTBEHHOI'0 IIperapara, He IIPEBBIIIAIOIICH 3aperuCTPUPOBAHHON WM IEPEPErUCTPUPOBAHHOM
IpeJeNbHON OTIYCKHOM LeHbl Npou3BOAMTENs (HAa JaTy peaau3aluM JIEKapCTBEHHOro Ipernapara
NPOU3BOUTENIEM), M pa3Mepa ONTOBOW Han0aBKM H (WJIM) pa3Mepa pO3HUYHOW Han0aBKH, HE
IIPEBBIIIAIOIINX COOTBETCTBEHHO pa3Mepa IpeesIbHOM ONTOBOM Hal0aBKu U (MJIM) pa3Mepa IpeaeabHOn
PO3HUYHOI HaI0aBKH, YCTAaHOBJICHHBIX B CyOBeKkTe Poccuiickoit denepanmu.

(B pen. deaepanbhbIx 3aKk0HOB OT 27.12.2019 N 475-03, ot 08.08.2024 N 323-D3)

3. UcnonnuTensHble opraubl cyobekToB Poccuiickoit deneparnuu pazmemaiot B cetd "MuTepHer”
UH(OPMALIUI0O O 3apEerHCTPUPOBAHHBIX MPEAETbHBIX OTIYCKHBIX LI€HAaX TMPOU3BOAMTENCH Ha
JIEKapCTBEHHbIE Ipenaparbl, BKJIIOUYEHHbIE B IE€PEUYEHb HKU3HEHHO HEOOXOJUMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX IIperaparoB, 00 YCTaHOBIEHHBIX B cyObekTe Poccuiickoit denepanuu npeaenbHbIX
pa3Mepax ONTOBBIX HAM0ABOK M (WJIM) MPEAEIbHBIX pa3Mepax PO3HUYHBIX HA/I0ABOK K YCTAHOBJIECHHBIM
MIPOU3BOJIUTENSAMU JIEKAPCTBEHHBIX MpenaparoB (aKTUYECKUM OTIYCKHBIM II€HAM Ha JIEKapCTBEHHBIE
npernapaTrel, BKJIIOYEHHBIE B TIEPEUYCHb JKU3HEHHO HEOOXOAWMBIX W BAKHEHIIUX JIEKAPCTBEHHBIX
MIpPernapaToB, a TAaKkKEe O CyMME 3apEeTUCTPUPOBAHHBIX MPEAETbHBIX OTIYCKHBIX IIEH MPOU3BOAMUTENCH Ha
JIEKapCTBEHHbIE IpEnaparbl, BKJIIOUYEHHbIE B I[E€PEUEHb JKU3HEHHO HEOOXOAMMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX IIpPernapaToB, YCTAaHOBJIECHHBIX B cyObekTe Poccuiickoit ®enepanuu mpeneabHbIX
pa3MepoB ONTOBBIX Ha/I0ABOK M MPEIEIbHBIX Pa3MEPOB POSHUYHBIX HA0AaBOK M HAJIOTa HA J00AaBICHHYIO
CTOMMOCTh. MH(popmanus, NpeaycMOTpEeHHAas HACTOSIIEH 4YacTbio, JO/DKHA HaXOJUThCS Takke B
aNTEeYHBIX OPTaHMU3ALMUAX B JIOCTYITHOM JJISl BCEX 3aMHTEPECOBAHHBIX JIUI] (hOpME B OOHOBIIATHCS MO MEpe
ee pa3MelleHHs] HCIIOJTHUTENbHBIMU opraHnamMu cyowsexToB Poccuiickoit @enepanuu B cetn "UHTepHeT".
(B pen. enepanbHbIX 3aKoHOB 0T 27.12.2019 N 475-D3, ot 08.08.2024 N 232-D3)

4. Yrpatun cuity ¢ 1 mapra 2020 rona. - ®@enepanbubiii 3akoH o1 27.12.2019 N 475-03.

Masa 13. MOHUTOPUHI 9PPEKTUBHOCTU U BE3OINMACHOCTHU
NEKAPCTBEHHbIX NMPEMNAPATOB, HAXOOALWKUXCA B OBPALLEHUU
B POCCUUCKOWU ®EOEPALIMU
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

CraTtbsa 64. ®apmakoHagsop
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIE MpeTapaThl, HaxosAIurecs B oopamennn B Poccuiickoit denepanuu, moanexar
MOHHUTOPHUHTY A(P(GEKTUBHOCTH U O€30MacHOCTH B IIENIAX BBISBICHUS BO3MOXKHBIX HETaTHBHBIX
MOCTEJACTBUI WX NPUMEHEHUS, WHIUBUAYAIbHON HEMEPEHOCHUMOCTH, MPEAYNPEKICHUS MEIUIIMHCKUX
pabOTHUKOB, CHENMATUCTOB B O0JIACTH BETEPUHAPUH, MAIMEHTOB WM BIAACNbIIEB JXUBOTHBIX M HX
3aIIUTHI OT IPUMEHEHHUSI TAKUX JIEKAPCTBEHHBIX IIPENapaToB.

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

2. ®dapMakoHAJ30p OCYIIECTBISETCS COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM (heepasbHbIM
OpPraHOM HCIIOJIHUTENILHOW BJIACTH B YCTAHOBJIEHHOM MM IOPSAKE C y4eToM TpeOOBaHHUN HACTOSIIETO
®denepalbHOrO 3aKOHA M aKTOB, COCTaBIAOMMX MpaBo Coro3a, MyTeM aHaIM3a NPEAOCTaBIAEMOU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

cyObekTamMu  OOpalleHHus JIEKapCTBEHHBIX CpPEeACTB UHGpoOpMalMM O HOOOYHBIX  JIEHCTBMSIX,
HEXKEJIATeNbHBIX PEAKIMAX, CEPhE3HBIX HEKENIATebHBIX PEAKLHUAX, HEMPEABUIACHHBIX HEXKEIATeIbHBIX
peakuMsIX IpU HPUMEHEHHMH JIEKapCTBEHHBIX IpenaparoB, 00 MHAMBHUIYaIbHOW HEMEPEHOCHUMOCTH,
OTCYTCTBUH 3(PPEKTUBHOCTHU JIEKAPCTBEHHBIX MPENApaTOB, a TAKXKE 00 MHBIX (paKkTax M 0OCTOATEIHCTBAX,
IPEJCTABIAIOIINX Yrpo3y >KU3HM WM 3[J0pPOBBIO UelOBeKa JHOO KMBOTHOIO IPU MPUMEHEHUU
JICKapCTBEHHBIX IPENapaToB W BBIABICHHBIX HA BCEX dTalax OOpalleHUs JIEKAPCTBEHHBIX MPENapaToB B
Poccuiickoit denepanyu u Apyrux rocy1apcrnax.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

3. CyOBexTsl 0OpallleHus JIEKapCTBEHHBIX CPEJCTB B MOPAJIKE, YCTAHOBIEHHOM YIIOJHOMOYEHHBIM
benepanbHBIM  OPTaHOM  HCHOJHHUTENBHOM BIAcTH, 00sf3aHBI COOOWIATh B  YMOJHOMOYEHHBIH
(benepanbHBIl OpraH HMCHOJHUTENBHOM BIACTH O MOOOYHBIX JEHCTBUSAX, HEXKEIAaTeIbHBIX pPEaKLUsX,
CEPbE3HBIX HEKEIATENbHBIX PEAKLUAX, HEIPEABUICHHBIX HEKEIATECIbHBIX PEAKIUAX IPU IPUMEHEHUU
JIEKapCTBEHHBIX IpenapaTtoB, 00 WHAMBUAYAJIbHOW HENEPEHOCUMOCTH, OTCYTCTBMM 3()(eKTHBHOCTH
JIEKapCTBEHHBIX IIPENapaToB, a Takke 00 MHBIX (PakTax M OOCTOSTENbCTBAX, MPEICTABISIONINX YIPO3y
KHU3HU WIM 3[0POBBIO YEJIOBEKA JMOO XKMBOTHOI'O NPU NPUMEHEHUM JIEKApCTBEHHBIX IpenapaToB U
BBISIBIICHHBIX Ha BCEX JTamax OOpalleHus JeKapCTBEHHBIX mpernapatoB B Poccuiickoit Deneparmuu u
IPYTHX TOCYapCTBaXx.

4. JlepKaTenu WU BIAJAEIbLbl PETUCTPALMOHHBIX YIOCTOBEPEHHUH JIEKAapCTBEHHBIX MPENaparos,
IOPUANYECKHE JINLA, HA UMs KOTOPBIX BbIJaHbl pa3pellieHUsl Ha IPOBEACHUE KIMHUYECKUX UCCIICJOBAHUN
B Poccuiickoii ®enepanuu, au00 YIOJIHOMOYEHHBIE MMM JpYyrHe€ IOpUAMYECKHE JIMIIA B pPaMKax
obecrieyeHus: 6€30MaCHOCTH JIEKApCTBEHHBIX IIPENAapaToB B MOPS/IKE, YCTAHOBIEHHOM COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIM (he/lepaJbHBIM OpPraHOM HCIOJHUTENIBHON BIACTH, O0S3aHbI OCYIIECTBISTH IMPHEM,
yueT, oOpaboTKy, aHalu3 U XpaHEHHe IMOCTYNAIIIMX B HUX aApec OT CYObEeKTOB o0OpalleHus
JIEKAPCTBEHHBIX CPEJICTB M OPraHOB TOCYJAApPCTBEHHOM BIACTH COOOIIEHHH O MOOOYHBIX JEUCTBUSX,
HEXENATENIbHBIX PEAKLHUAX, CEPhE3HBIX HEXENNATEIbHbIX U HENPEABUICHHBIX HEXKEIATEIbHBIX PEaKIUAX
[Py TPUMEHEHHM JIEKapCTBEHHBIX IIpenapaToB, 00 OCOOEHHOCTAX MX B3aUMOACHUCTBUS C APYTHMMHU
JIEKapCTBEHHBIMM TpenapaTaMy, WHAMBHIYaJbHON HEMEpeHOCMMOCTH, a Takke 00 MHBIX (akTax u
00CTOSITENLCTBAX, IMPEICTABISAIONIMX YIPO3y JKU3HM WM 3[0POBBIO0 YeNOBEKa JHMOO >KMBOTHOTO HIIH
BIMAIOIIMX HA M3MEHEHHE OTHOLICHUSA OXHUAAEMOW IOJb3bI K BO3MOXXHOMY PHUCKY IIPUMEHEHUS
JIEKAPCTBEHHBIX IIPENapaToB.

5. Ilpu BbIsSBIEHUU HMH(OPMAIMM O CEPbE3HBIX HEXeNaTeJIbHBIX PEAKIMAX U HeNpeIBUICHHBIX
HEXKENaTeJIbHBIX peaklMsX I[P NPUMEHEHUU JIEKapCTBEHHBIX IpenapaTtoB, 00 OCOOEHHOCTIX HUX
B3aUMOJICHCTBUS C JIPYTMMH JIEKapCTBEHHBIMHU IIperapaTtaMy, WHAWBUIYAIbHOM HEMEpeHOCHUMOCTH, a
Takke 00 UHBIX aKTax U 0OCTOSITENHCTBAX, BAUSIOUIMX HA U3MEHEHNE OTHOLIEHUS 0KUAAEMOI MOIb3bI K
BO3MOXXHOMY PpHUCKY TIPUMEHEHHUS JIEKapCTBEHHBIX IIPENapaToB, JAepXKaTelud WIM  BIJIAJENbLbI
PETUCTPALIMOHHBIX yJIOCTOBEPEHUH JIEKApPCTBEHHBIX MPENapaToB, IOPUINYECKUE JIMIIA, HA UMSI KOTOPBIX
BBIJIaHBl pa3pelleHrs Ha NMPOBEJCHHE KIMHUYECKUX HuccienoBaHuil B Poccuiickoit deneparyu, aubo
YIOJHOMOYEHHbIE MMM JIpyTHe HOpUIUYECKHe JuIa OO0sf3aHbl NPUHATH MEpbI, HampaBiIeHHbIE Ha
yCTpaHEHUE  HETaTHBHBIX  IOCIEACTBUI  NPUMEHEHHs  TaKuUX  JIEKAPCTBEHHBIX  IpEnaparos,
MpeynpexaeHue MPUUMHEHUS Bpela KU3HU WIN 3/I0pPOBBIO YEJIOBEKa JMO0 KMBOTHOTO, 3aIIUTy UX OT
NPUMEHEHMS TaKUX JIEKAPCTBEHHBIX MpenapaToB, Ha JONOIHUTENbHBIN cOop AaHHBIX 00 3¢ddeKkTuBHOCTH
1 6€30MaCHOCTH TaKUX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HecoOOIIIeHNE WM COKPBITHE UH(OPMAIINH, TPETyCMOTPEHHOM YacThio 3 HACTOAIIECH CTAaThH,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

JepKaTeld WM BJIaAeiblbl PErHCTPAlMOHHBIX YJOCTOBEPEHHI JIEKApCTBEHHBIX IPENaparos,
IOpUANYECKHE JINIA, HA UMs KOTOPBIX BbIJaHbl pa3pellieHUs] Ha IPOBEACHUE KIMHUYECKUX UCCIIEOBaHUN
B Poccuiickoit ®enepauuu, a100 YNOTHOMOUYEHHBIE WMHU JPYrHe HOPUIUMYECKHE JIMIA, a TaKxke
JOJDKHOCTHBIC JTUIA, KOTOPHIM 3Ta HMH(OpMAIUs CTajJa HM3BECTHA IO POy HUX NpodecchoHaTbHOU
NesITeNIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHO1aTeNbcTBOM Poccuiickoit denepaiui.

7. Ilpu mony4eHur yHOJTHOMOYEHHBIM (hefepabHbIM OPraHOM HCIIOJIHUTENLHON BIIACTH B paMKax
OCYILIECTBICHUsI UM (hapMaKoHa/A30pa J0Ka3aTeIbCTB O HECOOTBETCTBMM JIEKApPCTBEHHOIO IIpenapara
YCTaHOBJICHHBIM TpPEOOBAaHUSAM WM MpPHU TOJyYEeHHH HH(POpPMAIMK O HECOOTBETCTBUHM JAHHBIX 00
3G GEKTUBHOCTH M 0 0€30IaCHOCTHU JICKapCTBEHHOI'O Ipernapara JaHHBIM O JIEKAPCTBEHHOM IIperapare,
COJIEpIKAIMMCS B MHCTPYKLUHU 1O €r0 MPUMEHEHUIO (B TOM UYHMCIIE BBISBICHHBIX B XOJ€ OCYILIECTBICHUS
(bapMakoHa 30pa KOHTPOJIbHO-HAJ30pPHBIMU OpraHaMM HWHOCTPAHHBIX T'OCYAApCTB), YHOJHOMOYEHHBIN
(benepanbHBI OpraH MCIOJHUTEIHHON BIACTH B YCTAaHOBICHHOM MM IOPSIAKE pACCMaTPUBAET BOIIPOC O
IIPUOCTAHOBJICHUH IIPUMEHEHHUs TAKOI'0 JISKAPCTBEHHOT'O IIpenapara.

Cratba 65. [lpuocTaHoBneHWe nNpUMEHEHUS neKapCTBEHHOro npenapaTta Ans
BeTepPUHAPHOIro NPUMeHeHuUsA
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

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

1. ITpu nmosmyuenuu uH(poOpMALMU O HEXKEJIATENIBHBIX PEaKUUAX MPH NPUMEHEHUH JIEKapCTBEHHOIO
npenapaTa, HE yKa3aHHbIX B MHCTPYKLUUHU IO MPUMEHEHUIO JIEKapCTBEHHOI'O IIpernapara, CEepbe3HbIX
HEXXEJATeNbHbIX peakUusX, 00 OCOOCHHOCTAX €ro B3aUMOJCHCTBHUA C JPYTMMH JIeKapCTBEHHBIMHU
npernapaTamMy, KOTOPblE MOTYT MNPEACTaBIATh Yrpo3y KU3HU WIHM 3JI0POBBIO KUBOTHOIO, a TaKXke O
HECOOTBETCTBHM JaHHBIX 00 3((PEKTUBHOCTH U O 0€30MACHOCTH JIEKAPCTBEHHOTO IMpernapara JaHHBIM O
JIEKapCTBEHHOM IIpernapare, COJAEp)KalUMCSi B MHCTPYKLUUHU IO €ro NPUMEHEHHIO, B TOM 4YHCIE OT
YIOJIHOMOYEHHBIX OPTaHOB MHOCTPAHHBIX TOCYJapCTB, OOMEH KOTOPOM OCYIIECTBIISETCS B COOTBETCTBUU
C COMIALIEHUSIMHU MEXAYy YIOJHOMOYEHHBIM (elepaibHbIM OPraHOM HCIOJHUTEIbHOM BIIACTH U
YIOJIHOMOYEHHBIMU OpraHaMH HWHOCTPAHHBIX TOCYJIapCTB, YIIOJHOMOYEHHBIH (eaepanbHblii OpraH
HCIIOJIHUTEJIBHOM BJIACTH pacCMaTpUBAET BOIPOC O BO3ZMOKHOCTH MPUOCTAHOBJIEHUs 00pallleHus: TaKoro
JIEKapCTBEHHOT'0 IMpernapara B IOpPsJIKE, YCTAHOBJIEHHOM YHOJHOMOYEHHBIM (efepabHbIM OpraHOM
VICIIOJTHUTEIBHON BIJIACTH.

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

2. Ilpm HEWCHONHEHWH WJIM HEHAJUIeKAIEM HCIOJHEHUH Jep)KaTelsiMd WIH BIajeibllaMu
PErUCTPALIMOHHBIX YJIOCTOBEPEHUM JIEKapCTBEHHBIX IMpEnapaToB MJii BETEPUHAPHOIO IMPUMEHEHUS,
IOpUJIMYECKUMH  JIUI[AMH, HAa WMS KOTOPBIX BBIAHBI Pa3pelICHHs] Ha TPOBEICHHE KIMHUYECKHUX
uccnenaoBanuii B Poccuiickoii ®enepannu, WIM YNOJTHOMOYEHHBIMU UMHU APYTUMHU IOPUIUYECKUMU
JTUIaMHA 00sI3aHHOCTEH, YCTAaHOBJIEHHBIX dacTsaMu 3 U 4 ctathu 64 HacTosmero denepaibHOTO 3aKOHA,
nub0 B Ciy4yae HEBBIMONHEHUS MPEINHCAHMS, BBIJAHHOTO YIIOJTHOMOUYEHHBIM (efepaibHbIM OPraHOM
WCTIOTHUTEJIPHON BJIACTH IO UTOTAM OCYIIECTBICHHUS BHIOOPOYHOTO KOHTPOJISI Ka4eCTBA JICKAPCTBEHHOTO
mpernapaTa, YIOJHOMOUYEHHBINH (eepalbHbIii OpraH UCHOTHUTENHHOW BJIACTH B YCTAaHOBICHHOM WM
MOPSAJIKE paccMaTpPUBAET BOMPOC O MPUOCTAHOBICHUU MPUMEHEHHS TAKOTO JIEKAPCTBEHHOIO Ipenapara
JUTsl BETEPUHAPHOTO IPUMEHEHHUS.

(uactsb 2 B pen. denepanproro 3akona ot 30.01.2024 N 1-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

3. Yrparun cuity ¢ 1 ssuBapst 2026 roga. - @eaepanbubiii 3akoH oT 30.01.2024 N 1-D3.

4. YIIOTHOMOYEHHBIH (heaepabHbIA OpTraH UCIIOJHUTEIBHON BIACTH MTPH HAIMYUU Y HETO CBEJCHHUM
O HECOOTBETCTBHM IPOU3BOJAUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBAaHUAM IpaBWJ HaJuIekKallei
MIPOU3BOJICTBEHHON MPaKTHKK W (WIM) O HApyIICHWM JIMLIEH3UOHHBIX TPEeOOBAaHUM, KOTOpBIE OBLIH
BBIBJICHBl B XOJAC IIPOBEICHMS WHCIEKTUPOBAHUS IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB WIH
OCYIIECTBICHHSI JTUIICH3HOHHOTO KOHTPOJIS B cpepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U IPUBEIH
WIM MOTYT IIPUBECTU K IPOU3BOJCTBY JIEKAPCTBEHHBIX NPENaparoB AJI BETEPHUHAPHOTO NPUMEHECHMS,
IIPUYMHUBIINX WIM CIIOCOOHBIX HPUYMHUTH BPEJ >KU3HU WIIM 30POBBIO0 JKMBOTHBIX, PAacCCMaTPUBAET
BOIIPOC O TIPUOCTAHOBJICHMM pEAIN3ALAA M IPUMEHEHMs JICKAPCTBEHHBIX IIPENApaToB Ul
BETEPUHAPHOI0 IPUMEHEHUS B YCTAHOBJICHHOM UM IIOPSAKE B CIEAYIOIIMX CIydasx:

1) coctaB u (WiM) TEXHOJOTHsS MPOU3BOJCTBA JIEKAPCTBEHHOIO MperapaTa JUisl BETEPUHAPHOTO
MpUMEHEHHUsI (C OMHCAHWEM CTaJuil MPOM3BOJICTBA) OTIMYAIOTCS OT 3afBJICHHBIX B PETUCTPALIOHHOM
J0ChE;

2) eKapCTBEHHBIN Ipenapar Juis BETEpUHAPHOTO MPUMEHEHUSI IIPOU3BEIEH Ha MIPOU3BOICTBEHHON
IUIOLIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JI0ChE;

3) y HOpou3BOAMTENS JEKApPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTHI, IMOATBEPXKAAIOIINE
COOTBETCTBUE KayeCTBA JIEKAPCTBEHHOI'O IIpernapara Ul BETEPUHAPHOIO NPUMEHEHMs, BBOAUMOIO B
Ipa)IaHCKUI 000pOT, TpeOOBAHUAM, YCTAHOBJIEHHBIM IIPU €TI0 TOCYJapCTBEHHOM perucrpanmy;

4) TpOW3BOAMTENIEM JICKAPCTBEHHBIX CPEACTB B  COTJIACOBAaHHBIH C  COOTBETCTBYIOLIMM
YIOJHOMOYCHHBIM (De/IepaTbHbIM OPTaHOM HUCIOJHUTEILHOW BJIACTH CPOK HE yCTPAHEHBI HAPYIICHHS
TpeOOBaHUY MpaBU HaJIekKalled MPOU3BOJCTBEHHONW MPAKTUKU U (WJIM) JTUIEH3MOHHBIX TpeOOBaHUIA,
KOTOpbIe OBUTM BBHISBICHBI B XOJI¢ TPOBEJACHUS HWHCIICKTHPOBAHUS IPOU3BOJUTEINS JICKAPCTBECHHBIX
CPEICTB WJIM OCYIIECTBICHHUS JIMIIEH3MOHHOTO KOHTPOJIS B chepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB
W TPHUBEIM WIA MOTYT NPUBECTH K TMPOU3BOJCTBY JICKAPCTBCHHBIX IPEMApPATOB JJIsi BETCPUHAPHOTO
MPUMEHEHUS, TPUYNHUBIIHNX WIA CIOCOOHBIX MPUYUHUTE BPE )KU3HU WIIH 3/I0POBBIO )KUBOTHBIX.

(dactb 4 BBeneHa OenepanbHbM 3aKk0HOM OT 04.06.2018 N 140-D3)

7. B nmopsiake, npexycMOTPEHHOM YacThio 4 HACTOALIEH CTaTbH, YIOJIHOMOYEHHBIN (heaepaibHbIN
OpraH MCHOJHUTEIbHON BJIACTU pacCMaTpUBAET BOIIPOC O MPUOCTAHOBJICHUN pean3allii U NPUMEHEHUs
JIEKapCTBEHHOI'O IIpernapara Uil BETEPUHApPHOIO NPUMEHEHHs B CIy4yae BBIABICHUS B TPakJaHCKOM
000poTe cepuu JIEKapCTBEHHOTO Mpernapara Jijisi BETEpPUHAPHOTO TPUMEHEHUS, IOKYMEHTHI U CBEACHUS O
KOTOPOH, NpexycMOTpeHHble yacTaMu | - 3 u 6 crathu 52.2 Hactosmero denepaabHOro 3aKOHa, HE
MIpe/ICTaBJICHbl B YKa3aHHBIA Opras, JU0OO ceprur MMMYHOOHOJIOTHYECKOTO JIEKaPCTBEHHOI'O Mpernapara
JUI BETEPUHAPHOIO NIPUMEHEHUS, HE UMEIOIEN pa3pelieHus], IPEAYCMOTPEHHOIO YacTbio 8 craTeu 52.2
HacTosmero @denepalbHOro 3akoHa. B yka3aHHOM cilydae yHOJTHOMOYEHHBIN (enepanbHbI Opra
WCIIOJIHUTENILHON BJIACTH IMPHUHUMAET PEIIEHUE O MPHUOCTAHOBICHUU pEean3allud M IPUMEHEHUs TaKMX
cepm71 A0 MPEACTABJIICHHA YKAa3aHHBIX JOKYMCHTOB U CBC}IGHI/If/i 160 J0 TIOJIYYCHHUS YKa3aHHOI'o
paspeleHus.

(dactp 7 BBeneHa deaepanbHpiM 3aKkoHOM OT 02.07.2021 N 317-D3)

CraTtbsa 66. UHopmaumnsa o pesynbTatax hapmakoHagsopa

(B pea. @enepanbHoro 3akona ot 27.12.2019 N 475-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

YIOIHOMOYEHHBI  (eiepalIbHbIil  OpraH  WCHOJHUTEIBHOH  BIACTH,  OCYIIECTBIISIONTUI
(hapMakoHa30p, MO €ro pe3yJbTaraM pa3MellaeT Ha cBoeM oduiuanbHOM caiite B ceTu "HMHTepHeT"
UH(POPMALIHUIO O:

1) BBIABICHMM HOBBIX HOJTBEPXKIEHHBIX JTaHHBIX O MOOOYHBIX JEHCTBUAX, HEXEIAaTeNIbHbIX
peaKknusax, CEpbe3HbIX HEKEIATENbHBIX pEaKLUsAX, HENPEIBUICHHBIX HEKEIATENbHBIX peakUusiX IpH
IIPUMEHEHUH JIEKapCTBEHHOTO MpernapaTa, B TOM YUCIIE BIMSIOIUX Ha OTHOILIEHUE 0XKUJAaeMOH MOJIb3bl K
BO3MO>XHOMY PUCKY IPUMEHEHUS IaHHOTO JIEKAPCTBEHHOTO IIpenapara;

2) IIPUHATBEIX PCIICHUAX O BHCCCHUHN W3MCHEHHH B HHCTPYKIHIO IO MPUMCHCHHUIO JICKAPCTBEHHOI'O
npemnapara, 0 NpUOCTAHOBJICHUN IMPUMCHCHH JICKAPCTBCHHOI'O IIpCriapara, 00 UBBATHH U3 O6paIII€HI/I$I
JICKapCTBCHHOI'O IIpCIlapaTa Ujin O BO300HOBJIEHUH MMPUMCHCHUA JICKAPCTBCHHOI'O IIpCIiapara.

nasa 14. U(H®OPMALUA O JIEKAPCTBEHHbIX MPENAPATAX. CACTEMA
MOHUTOPWUHIA OBUWXXEHUA NEKAPCTBEHHbIX NMPEMNAPATOB
ansda MEAUUUHCKOI o NPUMEHEHUA
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. UHdopmauma o nekapCcTBeHHbIX npenapartax. Cucrema MOHMTOpPUHra
ABWXEHUS NeKapCcTBEHHbIX NpenapaTtoB AN MeAULUHCKOro NpUMeHeHus
(B pen. denepanbhoro 3akona ot 28.12.2017 N 425-03)

1. NUudopmaniust o JeKapCTBEHHBIX Mpenaparax, OTIIYCKAaeMbIX IO PEIEeNnTy Ha JIeKapCTBEHHBIM
npenapar, J0JKHA COJIEPKAaThCsl TOJIBKO B CIEHHMATM3UPOBAHHBIX W3/IAHUSX, NMPEAHA3HAYEHHBIX IS
MEJUIIUHCKUX, (PapMalleBTHYECKUX paOOTHUKOB, CIICIMAIMCTOB B 00y1acTu BeTepuHapuu. Madopmarus o
JIEKapCTBEHHBIX MpemnapaTtax JUisl CIeNHUaIiNCcTOB B 00JacTH OOpalleHus TeKapCTBEHHBIX CPEICTB MOXKET
colepkaTbCsi B MOHOrpadusx, CIPaBOYHMKAX, HAYYHBIX CTaTbsX, B JIOKJIAgaX Ha KOHTpPeccax,
KOH(MEpeHIMsIX, CHUMIIO3UyMaX, HAYYHBIX COBETaX, a TaKkKe B HHCTPYKIUSAX IO MPUMEHEHHIO
JIEKapCTBEHHBIX MIPEMapaToB.

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

2. Nudopmarius o JeKapCTBEHHBIX Ipemaparax, OTIYCKaeMbIX 0Oe3 perenTta Ha JIeKapCTBEHHBIN
mpemapaTr, MOXKET COAepKaTbcs B IMyONUKAMSIX U OOBSIBICHUSX CPEICTB MaccoBOM HHGoOpMaInH,
CHEIUATU3UPOBAHHBIX M OOIIMX IMEUYATHBIX HU3AAHUSIX, MHCTPYKUIUSIX MO MPUMEHEHUIO JIEKAPCTBEHHBIX
MpernapaToB, MHBIX U3JAHUSIX CYOBEKTOB OOpaIlleHHs JIEKApCTBEHHBIX CPECTB. PexiiaMHble MaTepuaibl O
JIEKApCTBEHHOM TIperapaTre, OTIyCKaeMOM Oe3 pelenrta Ha JIEKapCTBEHHBIM Tpemapar, JOJKHBI
COOTBETCTBOBAaTh MHCTPYKIMU IO MPUMEHEHHUIO JIEKapCTBEHHOTO IIpenapara.

3. Jlomyckaercss HCIONBb30BaHHE JIOOBIX MaTepUANbHBIX HOCHUTENEH, IMO3BOJSIOUIMX XPaHUTb,
nepeaaBaTh U UCMOIb30BaTh HH(POPMALIMIO O JIEKApCTBEHHBIX MpernapaTax 0e3 ee HCKaXeHHUs.

4. Jlna ueneil uASHTHUPHUKAIUU YHAKOBOK JIEKApPCTBEHHBIX MpEnaparoB UIsi MEAUIIMHCKOTO
IIPUMEHEHHUs] NPOM3BOJUTENN JIEKAPCTBEHHBIX CPEACTB B IOPSAKE, YCTAaHOBIEHHOM IIpaBHUTENBCTBOM
Poccuiickoit @enepanny, HAHOCAT HA MEPBUYHYIO YIIAKOBKY (B OTHOIIIEHUU JIEKAPCTBEHHBIX IPENapaToB
JUISL MEAUIIMHCKOTO MTPUMEHEHHUS, I KOTOPBIX HE MPELyCMOTPEHA BTOPUYHAS YIIAKOBKA) U BTOPUYHYIO
(MOTpeOUTENbCKYI0) YIIaKOBKY JIEKapPCTBEHHBIX MpEenapaTroB A MEIULMHCKOTO MPUMEHEHHS CpelCcTBa
UACHTUDUKAIMY, 32 HUCKIIOUYEHHEM JIEKapCTBEHHBIX MPEnapaToB s MEAWLUHCKOTO NPUMEHEHHUS,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

IIPOU3BOJUMBIX ISl MPOBENCHUSA KIMHUYECKUX HMCCIEAOBAaHUM, 3KCIIOPTA, JIEKApCTBEHHBIX IPENapaToB
JUIE MEIMIUHCKOTO IPUMEHEHHUs, YKa3aHHbIX B 4acTAx 5 u 8 crarteu 13 Hacrosmero denepanbHOro
3aKOHa, paJnodapMaleBTUYECKUX JEKapCTBEHHBIX MIPENapaToB, BHICOKOTEXHOJOIMUHBIX JIEKAPCTBEHHBIX
IIPENnapaToB, KOTOPbIE IPOU3BEACHBI MaJbIMU CEPHUSIMH, COCTOST W3 OJHOM WJIM HECKOJIbKUX 103
BBICOKOTEXHOJIOTMYHOTO JIEKAPCTBEHHOI'O IIpenapara, INpeAHAa3HA4YeHbl Il KOHKPETHOIO IIallMEHTA,
HUMEIOT KOPOTKHUI CPOK TOAHOCTH (0 AEBSHOCTA KAJECHJAPHbIX AHEW) U (WIM) TEMIIEpaTypHBIA pEXUM
XpaHEHUs U TPaHCIOPTUPOBaHUA MUHYC 60 rpanycos Llenbcns uinm HuXKe, MUABOK MEIULIMHCKUX U Fa30B
MEAULMHCKUX. )1 IeKapCTBEHHBIX MPENapaToB ¢ MEXyHAPOIHBIM HEMATEHTOBAHHBIM HAUMEHOBAHUEM
"OraHon" cpeaCcTBO UACHTU(HUKALIMA HAHOCUTCS Ha BTOPUYHYIO (IIOTPEOUTENIbCKYI0) YIIAKOBKY B Cllyyae,
€CITM Takasl YNaKOBKa SIBISETCS WHIMBHIYaJbHONW BTOPUYHOM (IMOTPEOUTENBCKOM) YIMAKOBKOH 3TOTO
JIEKapCTBEHHOI'0 IIpenapaTa, a B ClIy4ae OTCYTCTBUS BTOPHUYHOM (IOTPEOMTENbCKON) YNAKOBKU WU
HAIMYHAS YIAaKOBKH, B KOTOPOW HAXOAWUTCS Oojiee OJHOW EAMHHUIBI YKAa3aHHOTO JICKApPCTBEHHOTO
npernapara B IEpBUYHON YIIaKOBKE, CPEJICTBO UACHTU(DHUKALIMY HAHOCUTCS Ha IEPBUYHYIO YIIaKOBKY.
(uactp 4 BBegena denepanbHbiM 3akoHOM oT 28.12.2017 N 425-®3 (pen. 27.12.2019); B pen.
denepanbHbix 3aKk0HOB 0T 04.08.2023 N 428-D3, ot 30.01.2024 N 1-D3)

5. XapakTepuCTHKH CpeICTBa HASHTU(DHUKALINY, TIOPSIOK €r0 HAaHECEHUS M TPEOOBAHUS K CTPYKTYpe
u ¢dopmary wuHbOpMAIUU, KOTOPYIO COJCPKUT CPEACTBO HJICHTU(UKALUU, OMNPEAeNAIoTCs
[IpaBurensctBoM Poccuiickoit denepanun.
(uactb 5 BBenena denepanbHbiM 3aKk0HOM OT 28.12.2017 N 425-03)

Koncynprantlintoc: npumedanue.
Y. 6 cr. 67 (B pen. ®3 or 28.12.2025 N 514-®3) pacnpocTpaHseTcsi Ha COIJIAICHUS O
roCyIapCTBEHHO-YaCTHOM (MyHHUIIMIATLHO-YACTHOM) TAPTHEPCTBE, 3aKiIF0ueHHbIe 10 28.12.2025.

6. Co3nanue, pa3BUTHE W SKCIUIyaTallus CUCTEMbl MOHUTOPUHIA JABM)KEHUS JIEKapCTBEHHBIX
[penaparoB Uil MEAULUHCKOIO IIPUMEHEHHs OCYILECTBIIAIOTCA Ha OCHOBAHMM COIVIAILIECHHUS O
roCyJapCTBEHHO-YAaCTHOM IAapTHEPCTBE, 3aKJIIOUYEHHOI'O0 MEXKIY POCCHUHCKMM HOPUAWNYECKUM JIULOM H
Poccuiickoit denepanueii, OT UMEHH KOTOPOH BhICTYyMaeT (eiepaabHbIi OpraH UCTIOJIHUTEIBHON BIACTH,
OCYIIECTBISIONMI (YHKUIMU IO BbIPAOOTKE TOCYJapCTBEHHON NOJUTHKHM W HOPMATHBHO-IIPABOBOMY
peryIupoBaHUIO B cepe BHYTPEHHEH TOProBiu. YKa3aHHOE COTJIAIIEHUE 3aKJII0YaeTCs B COOTBETCTBUU C
®enepanbHbIM 3ak0HOM OT 13 mtons 2015 rona N 224-@3 "O rocynapcTBEHHO-4YaCTHOM MapTHEPCTBE,
MYHULHUIIAJIbHO-YaCTHOM napTHEpCTBe B Poccuiickoit denepanyii 1 BHECCHUU U3MEHEHHUM B OTIEIbHBIC
3aKoHoAarenbHble akThl Poccuiickoit denepauuu" c yuyeToM ycTaHaBiIMBaeMbIX lIpaBuTenbcTBOM
Poccutickoii denepanuu nopsaka Co3AaHus, pa3BUTHUSA, BBOJA B DKCILIYaTALMIO, SKCILTyaTalluid U BEIBOAA
13 DKCILTyaTalliM CUCTEMbl MOHUTOPWHIA JBUKEHUS JICKAPCTBEHHBIX IPENapaToB I MEAMIIMHCKOIO
NPUMEHEHHs, TOpsaKa MpeJoCTaBIeHUsT HHPOPMAIUKM, COJEepKalleicss B CHCTEME MOHMTOpPUHTA
JBWKEHUS JIEKAPCTBEHHBIX MPENApPaToOB UIsI MEAUIMHCKOTO NPUMEHEHUS, U NOPs/IKa B3aMMOJEHCTBHS
yKa3aHHOH  CHCTeMBl C  HMHBIMH  TOCYIapCTBEHHBIMM  HMH()OPMAIMOHHBIMH  CHUCTEMaMH U
MH(OPMALIMOHHBIMU CUCTEMAMHU IOPUINYECKHX JIUI U MHAUBUIYAIbHBIX MTPEIIPUHUMATENCH, YKa3aHHbBIX
B yacTsax 7 u 10 nacrosimeit crarbu. Poccuiickoe opuanyeckoe JIMIO0, YKa3aHHOE B HACTOSIIEH 4acTH,
OCYIIECTBISET (PYHKIMH OllepaTopa CUCTEMbl MOHUTOPUHTA BUKEHUS JIEKAPCTBEHHBIX MPENapaToB is
MeauuuHCKoro npumenenus. [Ipunarue IpasurensctBom Poccuiickoit denepanuy peleHuld 0 3aMeHe
YKa3aHHOT'O OIepaTropa WM MPEKpaIleHuH OCYIIECTBICHUS UM (YHKLUI oreparopa He JOMyCKaeTcs B
TEUEHUE CPOKa JICUCTBUS COTJIAIICHUS, YKa3aHHOTO B HACTOSIIEN YACTH.

(uactp 6 B pen. PenepanbHoro 3akoHa ot 28.12.2025 N 514-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

Koncynprantlntoc: npumeyanue.
Y. 6.1 cr. 67 pacnpocTpaHseTcss Ha COMIALIEHHUs O TOCYJapCTBEHHO-YAaCTHOM (MYHHULMIAIBHO-
YaCTHOM) MIAPTHEPCTBE, 3aKiIoueHHbIe 10 28.12.2025 (D3 ot 28.12.2025 N 514-D3).

6.1. Oneparop cUCTEeMbl MOHUTOPUHTA JBUKEHHSI JI€KAPCTBEHHBIX MPENapaToB AJis MEIULIUHCKOTO
MPUMEHECHHS IICHTPAIM30BAaHHO obecreunBaeT ¢GopMupoBaHue (TEHEpaIuio) KoJaa TPOBEPKU C
UCIIOJIb30BAHUEM TEXHUYECKUX CpeAcTB (OPMUPOBAHMS KOJa MPOBEPKH U OKa3blBae€T YCIYyTH IO
MPEJOCTABICHUIO KOJIOB MAapKUPOBKU, HEOOXOMUMBIX I (DOPMUPOBAHHS CPENCTB HACHTH(PHKALNUU U
o0ecrieueHrss MOHUTOPUHTA JIBH)KEHUSI JICKAPCTBEHHBIX MPENaparoB [UIsi MEAULHUHCKOTO MPUMEHEHHS.
PasMep 1uriaTel 3a OKa3zaHME TAaKMX YCIYT M TOPSIOK €€ B3UMAaHHWs YCTaHABIMBAIOTCS HOPMAaTHUBHBIM
npaBoBbiM akToM [IpaButennbctBa Poccuiickoit ®epepanuu, NpUHUMaeMbIM Ha OCHOBAaHUU uacTu 4
crarbr 20.1 @enepanbroro 3akona ot 28 aexadbps 2009 roma N 381-D3 "O06 ocHOBaxX rocyaapCcTBEHHOTO
peryinupoBaHusi TOproBou aestenbHocTH B Poccuiickoit @enepauun". M3meHeHne pazmepa yKazaHHOM
IUTaThl B TEYCHUE CPOKA JICHCTBHSI COTJIAIICHHUS O TOCYIapPCTBEHHO-YaCTHOM IAPTHEPCTBE, YKA3aHHOTO B
yacTu 6 HACTOsIIEN CTaThH, HE JOMYCKAeTCS.

(uacTb 6.1 BBeneHa @enepasibHbIM 3ak0HOM OT 28.12.2025 N 514-03)

Koncynprantlltoc: mpumeuanue.
Y. 6.2 cr. 67 pacnpocTpaHsieTCs Ha COIVIAIIEHUS O TOCYJApPCTBEHHO-YaCTHOM (MYHHUIIMIIAIBHO-
YaCTHOM) IMAPTHEPCTBE, 3aKiIroueHHbIe 10 28.12.2025 (D3 ot 28.12.2025 N 514-03).

6.2. Oneparop cucTeMbl MOHUTOPUHTA JIBHXKEHHS JIEKAPCTBEHHBIX MPENApPaTOB JJIsi MEAUITUHCKOTO
MPUMEHEHUS OCYIIECTBISAET CBOM (DYHKIIMM B COOTBETCTBHHM C HacToSIIUM DenepalbHBIM 3aKOHOM,
®enepanbHbIM 3ak0HOM OT 13 mtons 2015 rona N 224-@3 "O rocynapcTBEHHO-4YaCTHOM MapTHEPCTBE,
MYHULHUIIAJBbHO-YaCTHOM NapTHepcTBe B Poccuiickoit denepanny 1 BHECEHUM U3MEHEHUM B OTIENIbHbBIE
3aKOHO/aTeNnbHbIe akThl Poccuiickoit deaepanuu" M COralleHUeM, YKa3aHHBIM B 4acTH 6 HACTOSIIEH
ctathu. [Ipu 3TOM B TeueHue cpoka IeUCTBUS TAKOTO COTJIAIIEHUS HE IOMYCKAOTCS:

1) u3MeHEeHHE CYIIECTBEHHBIX YCJIOBHI TaKOro COTJIAIIEHHS B YacTH YMEHBIICHHUS CpPOKa €ro
JIEUCTBUS U W3MEHEHUs oO0beMa (PMHAHCOBBIX O00S3aTENBCTB €0 CTOPOH, 33 MCKIIIOUEHUEM Ciydas,
yKa3zaHHOTo B noanyHkTe | mynkra 2 crateu 450 ['paxxanckoro koaekca Pocculickoit @enepanuu;

2) W3MEHEeHHE INPOIEHTa OOILIEro KOJMYECTBA TOJOCOB, MPHUXOIAIIMXCS Ha JOJIM, KOTOpbIE
COCTaBJISIIOT YCTaBHBIM KamUTall ONeparopa U B OTHOLIEHHHM KOTOPbIX Poccuiickas ®enepanus u (Win)
rocyJapCTBEHHasl KOPIOPALKs UMEIOT IIPaBO MPSAMOIO U KOCBEHHOI'O PACIIOPSIKEHUS.

(uacTsb 6.2 BBeeHa DenepalibHbIM 3aK0HOM OT 28.12.2025 N 514-03)

7. FOpuanueckue nuna U MHAUBUAYAIbHBIE IPEIPUHUMATENH, OCYLIECTBIIAIOIINE TPOU3BOJCTBO,
XpaHeHue, BBO3 B Poccuiickyro ®enepanuro, OTIYCK, peanu3alMio, Iepeaady, IPUMEHEHHE H
YHUYTOKEHHUE JIEKAPCTBEHHBIX MTPETApaToB ISk MEAULIMHCKOTO MPUMEHEHHUs, 00eCTIeYUBAIOT B MOPSAKE U
B COCTaBe, KOTopble ycTaHOBJeHbl IIpaBurenbctBoM Poccuiickoini @Penepanuu ¢ yd4eToM BHAA
OCYILIECTBIISIEMOH MMHU JESATEIBHOCTH, BHECEHHE HH(POPMALUU O JEKAPCTBEHHBIX IMpernaparax Juls
MEIUIIMHCKOTO TMPUMEHEHHUs] B CHCTEMY MOHUTOpPUHIA JIBU)KEHUS JIEKAPCTBEHHBIX NpernapaTroB JUis
MEAUIIMHCKOTO TPUMEHEHHUS.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

(dactpb 7 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHbIE MpemapaTbl JUIsi MEIULIMHCKOTO TPUMEHEHHMs, MpeAHa3HAYCHHBIC IS
oOecrniedyeHus UL, OOJBHBIX TreModuiIueil, MyKOBHCIHIO30M, TUMO(PHU3APHBIM HAHU3MOM, OOJIE3HBIO
['ome, 37m0Ka4eCTBEHHBIMH HOBOOOpPA30BaHUSAMHU JMM(OUIHON, KPOBETBOPHOW UM POJICTBEHHBIX WM
TKaHEeH, pacCesTHHbIM CKJIEPO30M, JIUI] [TOCJIe TPAHCIUIAHTAIIMM OPTaHOB U (UJIM) TKaHEH, MPOU3BEICHHBIC
1o 31 nexabpst 2019 roga, a Takke MHbIE JEKAPCTBEHHBIE MPENapaThl JJIsi MEAULIMHCKOTO MPUMEHEHHUS,
npousBeneHHble A0 1 wumronss 2020 roma, mojuiexaT XpaHEHHIO, MEPEBO3KE, OTIIYCKY, pealu3allui,
nepenave, MPUMEHCHHIO 0e3 HAHECEHUs CPEICTB MACHTH()HKAIMKM IO MUCTCUCHHUS CPOKa WX TOJIHOCTH.
[IpaButenscTBo Poccuiickoit denepaniuu BIpaBe YCTAHOBUTh OCOOCHHOCTH BBOJIAa B TPaXKIaHCKHM
000pOT JIEKAPCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO MPUMEHEHHsI, IPOU3BEACHHBIX B mepuoj ¢ 1
urosig 2020 roga mo 1 oktsa6ps 2020 roma. B mensx BBoga B TrpakaaHCKUM OOOPOT JIEKApCTBEHHBIC
npenaparbl Il MEIWIMHCKOTO TPUMEHEHHUS, 34 HWCKIIOYEHUEM JIEKApCTBEHHBIX IIpEnaparos,
MpeHa3HAYeHHBIX sl oOecreyeHus Juil, OOJbHBIX TeMO(UINeil, MyKOBUCIHI030M, THIO(U3apHBIM
HaHU3MOM, OoJie3HbI0 ['oIIle, 3710Ka4eCTBEHHBIME HOBOOOPA30BaHUSIMH JIMM(OUTHON, KPOBETBOPHOH H
POJICTBEHHBIX UM TKaHEH, paCCeTHHBIM CKJIEPO30M, JIUI] MOCJIe TPAHCIUIAHTAIIMN OPTraHOB U (WJIM) TKaHEeH,
MIPOM3BEJICHHBIC 3a Tpenenamu Tepputopuu Poccuiickoit @enepanun 10 1 oxtsaops 2020 roma, Moryt
ObiTh BBe3eHBbl B Poccuiickyto @enepanuio a0 1 saBaps 2021 roma B mopsiike, YCTaHOBIECHHOM
[TpaButenscTBOoM Poccuiickoit @enepanuu, 6€3 HAHECEHHUS CPECTB UIACHTU(DUKAITUH.

(B pen. deaepanbhbix 3aKk0HOB OT 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. Opranuzanus HWHOOPMANMOHHOTO B3aUMOJICHCTBUS CHUCTEMBI MOHUTOPWHTA  JIBHKECHUS
JIEKapCTBEHHBIX MpermapaToB Ui MEAMIMHCKOTO TPUMEHEHUS C UHBIMH TOCYJapCTBEHHBIMU
WHPOPMAIIMOHHBIMA CHUCTEMaMHU OOECIIEYMBACTCS B TOM YHCIE TOCPEICTBOM HWHQPPACTPYKTYPHI,
obecrieunBaronieil MH(MOPMAIIMOHHO-TEXHOJIOITMYECKOE B3aUMOACHCTBUE HMH(OPMAIIMOHHBIX CHCTEM,
UCTIOJNB3YEMBIX JUIS TIPEJIOCTABICHHUS TOCYIAPCTBEHHBIX M MYHHUIMIIATBHBIX YCIYT M HWCIOJTHEHUS
rOCyapCTBEHHBIX U MyHHUIIUTIATBHBIX (DYHKIUI B 2JIEKTPOHHOM popme.

(uactb 8 BBenieHa denepanbHbiM 3aKk0HOM OT 28.12.2017 N 425-03)

9. Uudopmarnus, copeprkaiiasics B CUICTEME MOHUTOPUHIA JIBH)KEHUS JIEKAPCTBEHHBIX MPENapaToB
JUI. METUIUHCKOTO PUMEHEHUs, sBJseTcsl nHpopMalueil orpaHMuYeHHOro JI0CTyna B COOTBETCTBUU CO
cratbeit 9 @enmepanbHOro 3akoHa oT 27 wuronsgs 2006 toma N 149-03 "O6 wunHpoOpMmammy,
MH(OPMALIMOHHBIX TEXHOJOTUAX M O 3aluTe HHPopManuu', 3a HCKIIOYEHUEM HHpOpMaIH,
HE/IOMYCTUMOCTbh OIpaHMYEHMs JIOCTyNa K KOTOPOHM yCTaHOBJIEHa (elepajJbHbIMH 3aKOHAMH, a TaKKe
uHdopmanuu, otHeceHHou I[IpaButenscTBoM Poccuiickoit denepaiii B COOTBETCTBUU C HACTOSIIUM
denepanbHbIM 3aKOHOM K 00111e10CcTYTHOM nHpopManuu. O0mmenocTynHas HHpopMalys, coaepxanascs
B CHUCTEME MOHMTOPHMHIA JBHM)KEHHUS JIEKAPCTBEHHBIX IMpENaparoB s MEIUIUHCKOTO MPUMEHEHUS,
pa3meniaercs B MHGOPMAIMOHHO-TEJIEKOMMYHUKAaMOHHOW cetu "MHTepHer" (B TOM umcie B (opme
OTKPBITBIX JJAHHBIX) B MOpsi/ike, ycTaHoBIeHHOM [IpaBurensctBoM Poccuiickoit denepanun.
(uactp 9 B pen. @enepanbHoro 3akoHa oT 04.08.2023 N 474-D3)

9.1. Noctyn k mH(popmaIuu, cofepKaieincss B CUCTEME MOHUTOPHHTA JBM)KCHUS JIEKAPCTBEHHBIX
MpermapaToB sl MEIUIIMHCKOTO MPUMEHEHHs, O0ECIeUnBaeTCsl OMEPaTOpPOM CHUCTEMBl MOHUTOPHHTA
JBH)KEHUS JIEKAPCTBEHHBIX IMPENapaToB IJIsi MEIUIMHCKOrO MPUMEHEHHUS B TOPAJIKE, YCTAHOBJICHHOM
[IpaBuTensctBoM Poccuiickonn @Penepanuu, B COOTBETCTBUM C 3aKOHOJATENBLCTBOM Poccuiickoi
Oenepaniun - 060 wHOpManuu, WHOOPMAIMOHHBIX TEXHOJOTHSIX W O 3amuTe WH(popMaiuu,
3akoHOJarenbCcTBOM  Poccuiickoii  ®Penepaunu O TOCYAapCTBEHHOW TailHE, 3aKOHOAATEIbCTBOM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

Poccuiickoit denepanyii 0 KOMMEPUYECKOW U MHOW OXPaHSIEMOM 3aKOHOM TalHE U C YYE€TOM IOJOKEHUN
Hacrosimien crarbu. [IpaBurensctBo Poccuiickoir ®Penepanuu  BIpaBe YCTAaHABIMBATL II€PEUYCHB
JIEKapCTBEHHBIX IMpEenapaToB [UIsi MEIUIMHCKOTO TpUMEHEHUs u (WIM) TPy JIEKapCTBEHHBIX
IpernapaToB Ui MEIUIIMHCKOTO TMPHUMEHEHHs W OCOOCHHOCTH JOCTyna K HWHPOPMAaLUU O TaKUX
JIEKAPCTBEHHBIX IIpernaparax, COJAEp)Kalllelcsi B CUCTEME MOHUTOPHHIA JABUKEHUS JIEKAPCTBEHHBIX
IIpenapaToB JUIsl MEAULIMHCKOTO IPUMEHEHUS.

(dactp 9.1 BBeaeHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.2. Tlonb3oBaTenu CHUCTEMbl MOHMTOPUHTA JBHKCHHUS JICKAPCTBEHHBIX MPEMapaTroB Ui
MEJIUIIMHCKOTO MPUMEHEHHS O00JaJaf0T MPaBOM JOCTyNa K WHGOPMAIMH, COICpPKAIIEHCS B CHCTEME
MOHHUTOPUHIA JBUKEHHS JICKAPCTBEHHBIX MPENapaToB I MEIHUIMHCKOrO NPUMEHEHHS, C Y4YETOM
OTpaHMYEHUI JOCTyNMa K yKa3aHHOW HHQpOpMAIMM M €€ MOCIenyrole o0padoTke, YCTaHOBIEHHBIX
HactosgmmM DenepanbHbIM 3aKOHOM M WHBIMA HOPMATHMBHBIMHU TNIPaBOBBIMH akTamMu Poccuiickoit
®Oenepanuu.

(uacTb 9.2 BBeneHa PenepanibHbIM 3akoHOM 0T 04.08.2023 N 474-D3)

9.3. ®enepanbHble OpraHbl HCHOJHUTENBHOM BIIACTM M MCIOJHUTENbHbIE OpraHbl CyOBEKTOB
Poccuiickoit @enepannn B nensx, onpeneneHHbeix lIpaBurensctBom Poccuniickoit @enepannu, UMEOT
IIpaBo JocTyna K MH(opManuu o cyObekTax oOpallleHHs JIEKapCTBEHHBIX CPEJCTB, O JIEKAPCTBEHHBIX
npemapaTax u 00 000poTe TaKUX JIGKAPCTBEHHBIX MPENapaToB, HECOOXOAUMOU JIJIsi BBITIOJHEHHS 3a/1a4 U
oCylIecTBICHUs] (YHKIMHA, BO3JIOKEHHBIX Ha (eaepalbHble OpraHbl MCIOJHUTEIBHOM BIAcTU MU
WCIIOTHUTENIbHBIE Opranbl cyOBekToB Poccuiickoit @enepannu, CTaTUCTHUECKOW HHGPOPMALMH O
JIEKapCTBEHHBIX Ipernaparax U 00 ux obopore, a Takxke K oOmenoctynHoi nHpopmanuu. Cocta 3Toi
nH(pOpMaLIUK OTpeAeNseTcsl COrJIalleHUs MU 00 HMH(OPMAaIlMOHHOM B3aUMOJECHCTBUH, 3aKIIOYEHHBIMU
OIEpaTOPOM CHUCTEMBI MOHUTOPUHIA JBWXKCHMS JIEKAPCTBEHHBIX IIPENaparoB I MEAMIMHCKOIO
IIPUMEHEHUs ¢ (efepalbHbIMU OpraHaMU HCHOJIHUTEIbHOW BIACTH WJIM HUCIIOJHUTEIbHBIMH OpraHamMH
cyobektoB  Poccuiickoit @enepamun U derepasbHBIM  OpraHOM — MCIIOJHUTEIBHOM  BJAcCTH,
OCYIIECTBISIONUM (YHKIIMH IO BHIPA0OOTKE M peaau3alii ToCyJapCTBEHHON MOJIUTUKH U HOPMaTHUBHO-
IIPaBOBOMY PETYJIMPOBAHUIO B chepe 31paBOOXpaHEHHUs.

(uactb 9.3 BBeneHa @enepanbHbM 3akoHOM OT 04.08.2023 N 474-D3; B pen. deaepanbHOro 3aK0Ha OT
08.08.2024 N 232-03)

9.4. CyObekt oOpalieHusl JeKapCTBEHHBIX CpPEACTB MMEET IpaBO JocTyna K uHpopManuu o0
OIlepalusAX C JIEKAPCTBEHHBIMM MpernapaTtamMH Uil MEAMLIHUHCKOTO MPUMEHEHMs, COBEPILIEHHBIX 3THM
CyOBEeKTOM 0oOparieHusl JIeKapCTBEHHBIX CPEACTB, a TAKXKe K 00IIe0CTYTHON HH(DOpMAITIH.

(dactp 9.4 BBeneHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

9.5. OnepaTop CUCTEMBbI MOHHUTOPHHI'a ABVKCHUSA JICKAPCTBECHHBIX MPCIapaToB AJId MEAUIUHCKOT'O
MpPUMEHEHHUsS 00JalaeT MPaBOM JOCTyNa K HHQPOpPMAIHH, COAEpIKAIIEHCS B CHUCTEME MOHUTOPHHTA
ABWIXKCHUSA JICKAPCTBCHHBIX IMPCIapaToB I MEAUIMUHCKOTO TPHUMCHCHUS, BKIIOYad I/IH(l)OpMaHI/IIO
OTPAaHUYEHHOTO JOCTyMa, C BO3MOXKHOCTBIO €€ OOpabOoTKH, B TOM 4YHCIE €€ MPEAOCTaBICHHS U
pacrpocTpaHeHHs, OOeCIiedeHnsT AOCTyNa K Hed M OKa3aHUs YCIyT C €€ HCIOJNb30BaHUeM (jajee -
00paboTKa).

(dactp 9.5 BBeaeHa denepanbuabiM 3akoHOM OT 04.08.2023 N 474-D3)

9.6. Oneparop cucTeMbl MOHUTOPUHTA JIBUXKEHUS JIEKAPCTBEHHBIX MPENAapaToB AJisi MEAUIIUHCKOTO
MIPUMEHEHHUSI MOXKET OCYIIECTBIIATh 00pabOTKY HH(POPMAIIMKH OTPAHUYECHHOTO JIOCTYIIA, COJAEPKAIIEHCs B
CUCTEME MOHUTOPHHIA JIBH)KEHHS JIEKapCTBEHHBIX NpPENaparoB Il MEIUWLMUHCKOTO MPUMEHEHUs, MpHU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

YCIIOBUU 00s3aTENIBHOTO 00€31IMYMBaHusl TakoW HMH(OpPMAIMM B COOTBETCTBUU C YTBEP)KIa€MBIMU
(denepanbHBIM OpPraHOM HWCIOJHUTEIBHON BJIACTH, OCYIICCTBISIONIMM (YHKIMH [0 BBIPAOOTKE U
peaiv3allil TOCYJapCTBEHHOM TMOJMTUKM M HOPMATUBHO-IIPABOBOMY peryjHpoBaHHI0 B cdepe
3paBOOXpPAHEHUsS, TIO0 COTJAacOBaHHUIO ¢ (emepanbHBIM OpPraHOM HCIOJTHHUTEIBLHOW  BIACTH,
OCYIIECTBISIONUM (PYHKIIMH MO KOHTPOJIIO M HAA30py B cepe HHPOPMAIIMOHHBIX TEXHOJIOTUN U CBSI3H,
u (denepadbHBIM OPraHOM HCIIOJTHHUTEIBHOW BIACTH B oOnactu oOecreueHus: Oe30MacHOCTH
TpeOOBaHUSAMU K 00€3TMUMBAHUIO TaKOW HHPOPMALIMKM U METOJaMH 00€3TMUYUBaHUS TaKOW HH(OPMALIUH.
Ob6e3nmuuenHas wHpOpMAIUs, TMOJYYCHHAs B pPe3yJbTaTe yKa3aHHOW OOpaOOTKH W CoJepiKamiascs B
CHUCTEeME€ MOHUTOPUHIA JBI)KEHUS JIEKAPCTBEHHBIX IPENapaToB Ui MEIULUHCKOTO IMPUMEHEHMUS,
SBIIICTCS MHPOPMAIUEH orpaHrndeHHOro noctyna. O6e3nnueHHas uHGopmanus, JOCTYN K KOTOPOU ObLT
o0ecrieyeH OmMepaTopoM CHUCTEMbl MOHUTOPUHIA JABM)KCHUS JIGKAPCTBEHHBIX IMpenapaToB Jis
MEJIUIIMHCKOTO MPUMEHEHUSI B IIEJIAX OKa3aHUs YCIYr C €€ MCIOJIb30BAHUEM, MOIJICKUT XPAHCHHUIO B
CHUCTEeME€ MOHHUTOPWHIA JBIKEHUS JIEKapCTBEHHBIX IPErapaTtoB ISl MEIUIIMHCKOTO MpPHUMEHEHUs He
MEHEe IMSATH JIET C JaThl MPEIOCTaBICHHUS JOCTyIla K oOe3nueHHON uH(popMmaluu, U Ha Hee He
pacipocTpaHstoTCsa TpeOOBaHUS K MH(POPMAIUU OrPAHUYEHHOTO JOCTYIA, YCTAaHOBIIEHHBIE HACTOAIIECH
CTaTbEM.

(uacTb 9.6 BBenena @enepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.7. Oneparop cUCTEeMbl MOHUTOPUHIA ABUKEHUS JIEKAPCTBEHHBIX IPENapaToB AJisi MEAULIUHCKOIO
IIPUMEHEHHS MOXKET OCYIIECTBIATh 00paboTKy MH(OpMaIMK OrpaHUYEHHOT0 JOCTYIIA, coAepxKalleiics B
CUCTEME MOHUTOpPUHIA JBI)KEHUS JIEKAPCTBEHHBIX IIPENapaToB s MEIUIUHCKOTO IPUMEHEHUS,
IOJyYeHHOH OT cyObekTa oOpallleHHsl JIEKapCTBEHHBIX CPEACTB, 3apETMCTPUPOBAHHOIO B CHCTEME
MOHUTOPHHIA JBUKEHMSI JIEKAPCTBEHHBIX IpenapaToB JJii MEIULUMHCKOIO MPUMEHEHUS W
IPEJCTaBUBLIETO B HEE CBEJEHHs, B HMHTEpecax M IO IOPYYEHHIO TaKOro cyOBbeKkTa oOpalieHus
JIEKapCTBEHHBIX CPeACTB 03 00e3nnurBaHus MH(POpMALIMY OTPAaHUYEHHOTO I0CTYIIA.

(uactp 9.7 BBengeHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.8. Oneparop cucTeMbl MOHUTOPUHTA JIBHXKEHHS JIEKAPCTBEHHBIX MPENApaToB IJIsi MEAUITUHCKOTO
IPUMEHEHUsI BIIPABE OKa3blBaTh HAa HEAUCKPUMUHALMOHHOM OCHOBE YCIYTH C MCIOJIb30BaHUEM
o0e3nueHHON WHGOPMAIINK, COIEpKAIEHCs B CHUCTEME MOHHUTOPWHIA JIBMDKCHHS JIEKApCTBEHHBIX
MIpernapaToB s MEAUIIMHCKOTO MPUMEHEHUs, CyObeKTaM oOpalleHus JeKapCTBEHHBIX CPEICTB, MOPSIIO0K
U CTOMMOCTb OKAa3aHHSI KOTOPBIX OMNPEAENSIOTCS OINEepaTopoOM CHUCTEMbl MOHUTOPHUHIA JIBUKEHUS
JICKapCTBEHHBIX MpenaparoB Uil MEIMIMHCKOTO INPUMEHEHHS, C YYETOM OIPAaHUYEHUM J0OCTyla K
o0e3nueHHON MHGOPMAIUU, YCTAaHOBJICHHBIX HACTOSIIEH CTaTbei. YKa3zaHHBIC MOPSIOK M CTOMMOCTh
OKa3aHUs TaKUX YCIyr Pa3MEIIAIOTCS ONEPATOPOM CHUCTEMBI MOHUTOPMHIA JBUKEHUS JIEKAPCTBEHHBIX
MpEenaparoB Uil MEIUWIHMHCKOTO TPUMEHEHUST Ha CalTe CHCTEMbl MOHHUTOPUHIA JIBUKEHUS
JIEKapCTBEHHBIX MpEnapaTroB TS MEJIHUIMHCKOTO MIPUMEHEHUS B nH(OPMAIMOHHO-
TEJICKOMMYHHUKAallMOHHOW  cet  "MHTepHeT" ©  mojajexarT KOHTPOJK B COOTBETCTBUU  C
AHTUMOHOIIOJIBHBIM 3aKOHOJATeNbCTBOM Poccuiickon Penepauuu. YKazaHHbIE MOPAIOK U CTOMMOCTH
OKa3aHMs TaKWUX YCIYT JODKHBI OBITh €TUHBIMH JIJISl BCEX JIMII, OOpaIaronIuXcsi 3a OKa3aHUEeM YCIIYTH B
OTHOIICHUM OJIMHAKOBBIX BHJA, O0BEMa W coOcCTaBa NpeaoctaBisieMoil uHpopMmanuu. CyObekTam
oOparieHusi JEKapCTBEHHBIX CPEJCTB 3alpemiaeTcs MPeJOCTaBISITh U PACTIPOCTPAHITH WH(OOPMAITHIO,
MOJYYEHHYIO B COOTBETCTBUM C HACTOSLIEN YACThIO.

(dactp 9.8 BBegeHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

10. IIpousBomuTenb IEKapCTBEHHBIX CPEICTB, AEpkKarelnb OO0 BIaAeNel] PEeruCTPaluOHHOTO
YIOCTOBEPEHHUs JICKAapCTBEHHOTO TIpenapara WiId TPEICTaBUTEIbCTBO HWHOCTPAHHOW OpTraHU3AIINH,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

SABIIAIOIICHCS Jiep)kaTesieM JIMOO BialeblleM PETUCTPALMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara, Ha teppuropun Pocculiickoir Penepanuu, 3aperuCTpUPOBAHHBIE B CUCTEME MOHUTOPHHIA
JBUKEHUS JIEKAPCTBEHHBIX IPENapaToB Il MEIUIUHCKOTO NPUMEHEHHUS M TMpEeACTaBUBIINE B Hee
CBEICHUS] O HAHECEHHH CPEACTB MICHTU(HMKALMU HA YIIAKOBKH JIEKAPCTBEHHBIX IPENapaToB, HAPSIY C
nHpopManuen, ykazaHHOW B YacTu 9.4 HacTosIIeH CTaThbU, IMOJY4YaeT COJEPIKAIIYIOCS B CHCTEME
MOHHUTOPHUHTA JABIKEHHS JICKAPCTBEHHBIX IPEMapaToB IS MEAULIUHCKOTO MPUMEHEHHS HH(OpPMAIUIO
OTPaHUYEHHOTO JIOCTYIIAa O CEPUSAX U MAPTHUSIX 3TUX JEKAPCTBEHHBIX MpenapaTtoB 0€3BO3ME3/IHO U BIIpaBe
OCYIIECTBIISTH CAMOCTOSITEIPHO MU MOPYydYaTh 00pabOTKy Takod MH(OPMAIMK TOJBKO B COOCTBEHHBIX
untepecax. Ilpu sTom mocTynm Kk Takoil MHGoOpMAIMM WIKM pe3yibTraraM ee 0O0pabOTKH MMEET TOJIBbKO
TaHHBIA CyOBEKT OOpallleHHs JeKapCTBEHHBIX CPEICTB WM JIMIIO, KOTOPOMY OH MOpYydYms oOpaboTKy.
CoctaB mpenocTaBisieMOd B COOTBETCTBHHM C HACTOSALIEH 4YacTbio HMH(POpPMALUH  ONpPEIeseTcs
[IpaBurensctBoM Poccuiickoit denepanun.

(uactb 10 B pen. @eaepanbHoro 3akona ot 04.08.2023 N 474-03)

11. 3a mpOM3BOJACTBO MJIM MPOAAXKY JICKAPCTBCHHBIX MPENAPATOB JJIsi MEIUIIMHCKOTO MTPHUMCHECHUS
0e3 HaHECCHHUs CPEICTB HMICHTU(UKALMHU, C HAPYIICHHEM YCTAHOBJICHHOTO TOPSIKA WX HAHECCHWUs, a
TaK)Ke€ 32 HECBOCBPEMCHHOEC BHECCHHE JAHHBIX B CHCTEMY MOHUTOPWHTA JBUKCHHS JIEKAPCTBEHHBIX
NpernapaToB Ui MEIUIUHCKOTO TIPUMEHECHUS WM BHECEHHE B HEE HEJIOCTOBEPHBIX JIAHHBIX
IOPUMYECKHEC JINIA ¥ WHIUBHUIYyAIbHBIC TPEINPUHUMATEIN, YKa3aHHbIC B YacTAX 4 W 7 HACTOAIICH
CTaThH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOATEIbCTBOM Poccuiickoit denepanuu.
(dactb 11 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

12. TIpaBurenbctBo Poccuiickoit ®Denepanuu BIpaBe YCTAaHOBUTh OCOOCHHOCTH BHEAPEHHS
CHUCTEMBl MOHHTOpPWHTA JIBFDKEHUS JICKQpPCTBEHHBIX IMPEMmapaToB JUIS MEIUIMHCKOTO TPHUMEHCHUS,
BKIJIIOUasi CPOKM €€ BHEAPEHUs, B OTHOIICHWU JIEKAPCTBEHHBIX IMPENapaToB i MEAUIIMHCKOTO
MPUMCHCHHS, BKIIOYCHHBIX B IEPEUCHb >KU3HECHHO HEOOXOIAMMBIX M BaXKHEUINIUX JICKAPCTBEHHBIX
MpernapaToB, JEKApCTBEHHBIX MpemapaToB, MpeIHA3HAYEHHBIX [UIsi OOecredyeHusl Il OOJNbHBIX
reMo(uiIueii, MYKOBHUCIIUI030M, THUIOGU3APHBIM HAHU3MOM, OO0JIe3HBIO [olle, 370Ka4eCTBEHHBIMH
HOBOOOpa3oBaHUAMU TUMGOUIHOMN, KPOBETBOPHON M POACTBEHHBIX UM TKaHEH, pacCeIHHBIM CKIEPO30M,
JUI] TIOCJIE TPAHCIUIAHTAIIMM OPTaHOB W (MJIM) TKaHEH, WHBIX JICKQPCTBEHHBIX IPENapaTroB IS
MEIUIIMTHCKOTO TPUMEHEHHS.

(dactb 12 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

Mnaea 14.1. OrPAHUYEHUA, HANNATAEMbIE
HA OPTAHU3ALIUN, OCYLLECTBNAOLWWE OEATENIBHOCTb
NO OBPALLEHUIO IEKAPCTBEHHbLIX CPELCTB

(BBeneHa PenepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

Cratbsa 67.1. OrpaHuyeHusi, Hanaraemble MpPU OCYLUECTBNEHUU AEATEeNbHOCTU B
cepe o6paLleHUs NeKapCTBEHHbIX CPeacTB

1. Opranuzanuy, 3aHUMaroUIMecs pa3paOOTKOH, NPOM3BOJACTBOM U (WIM) peanu3ainuen
JIEKapCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO NMPUMEHEHHs, OpraHu3aluu, o0Iajalolue npaBaMu Ha
HCII0JIb30BaHNE TOPrOBOI0 HAMMEHOBAHUS JIEKAPCTBEHHOI'O NpenapaTa JJisl MEAULUHCKOTO IPUMEHEHMS,
OpraHM3ali ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU CpEJICTBAMH, aNTeuHble oOpraHu3auuu (Ux
NPEJCTaBUTENN, UHbIE (U3NYECKHE U IOPUANYECKHE JIMIA, OCYIIECTBIISIONIME CBOIO JESATEIBHOCTH OT
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

MMEHM 3THUX OpPraHM3alMi) B OTHOLUIEHUH MEIUIMHCKUX PAOOTHUKOB U PYKOBOAMTENEH MEIUIMHCKHUX
OpraHu3alyii He BIIPABE:

1) BpyuaTh MOJapKH, BBHIIIAYMBATH JCHEKHBIE CPEACTBA (32 MCKIIOYEHHEM BO3HArPaKICHHUI 1O
JIOTOBOpaM TP NPOBEACHUM KIMHUYECKMX HCCIICJOBAHMM JIEKAPCTBEHHBIX IIPENapaToB  JUIs
MEIULHUHCKOrO MPUMEHEHHUs, BO3HAarPAXKICHUN, CBS3aHHBIX C OCYLIECTBICHHUEM MEIULIMHCKUM
pabOTHHUKOM IEAAroruuecKoi M (WiIM) HAy49HOH JEATENbHOCTH), B TOM YHCIIE OIJIAYMBATh Pa3BICUCHHUS,
OTIIbIX, IIPOE€3J] K MECTY OT/bIXa, @ TAKKE€ IMPHUBJIEKATh K YYAaCTUIO B PA3BIEKATEIbHBIX MEPONPHUATHSIX,
IIPOBOJAMMBIX 3@ CUET CBOUX CPE/CTB;

2) 3aKJII04YaTh COTJIaICHHUA O Ha3SHA4YCHUKW WK PEKOMCHIAAIWMHW ITalMECHTaAM JICKapCTBCHHBIX
npenaparoB AJid MECAUIUHCKOIO IMPpUMCHCHUS (33. HCKIIIOYCHUEM OOT'0OBOPOB O NPOBCACHUN KIIMHUYCCKUX
I/ICCJ'ICI[OBaHI/Iﬁ JICKAPCTBCHHLIX IIPCIIapaToB 111 MCAULIMHCKOI'O HpI/IMeHeHI/IH);

3) mpenocTaBisATh 00pa3ilbl JIEKAPCTBEHHBIX MPENapaToB Il MEAUIIMHCKOTO MTPUMEHEHHUS B LEJISX
BPYYCHHUsI TMalMeHTaM (32 HWCKJIIOYECHUEM CIIyyacB, CBS3aHHBIX C TPOBEICHHEM KIMHUYECKUX
WCCJICIOBAHMH JIEKAPCTBCHHBIX MPENapaTOB JIJIs MEIUIIMHCKOTO IPUMEHEHUS );

4) npeoCTaBIATh HEJOCTOBEPHYIO U (WIJIM) HEMOTHYIO HHPOPMAIIUIO O JIEKAPCTBEHHBIX MpernapaTax
JUTSL MEIMITTHCKOTO IPUMEHEHNS;

5) mocemate X B pabouyee BpeMs Ha pabOuMX MeCTaX, 3a UCKIIOUEHHEM CIIy4yaeB, CBA3AHHBIX C
IIPOBEACHUEM  KIMHUYECKUX MCCIECNOBAHMM  JIEKAPCTBEHHBIX IIPENaparoB JUIsl  MEAUIMHCKOIO
IIPUMEHEHHUs, C Yy4aCTHUEM B MOPSAAKE, YCTAHOBJICHHOM PYKOBOAMTEIIEM MEIMLIMHCKOM OpraHu3aluu, B
COOpaHMSIX MEIULMHCKUX PAaOOTHUKOB M MHBIX MEPONPUSTHUSX, HAIMPABICHHBIX Ha IOBBIIIEHUE HUX
npo¢eCCHOHATBHOTO YPOBHSA WJIM Ha NPEeAOCTaBIeHHE HH(GOpMAllUU, CBSI3aHHOM C OCYIIECTBICHUEM
MOHHUTOPHHTra O€30M1aCHOCTHU JIE€KApPCTBEHHBIX MIPENapaTos;

6) no0y>/1aTh K BBIMTUCHIBAHUIO JIEKAPCTBEHHBIX MpPENapaToB JUIsl MEIUIIMHCKOIO MPUMEHEHUs Ha
OnaHKax, COAEpKAIUX MH(OPMALUIO PEKIAMHOIO XapaKTepa, a TaKKe Ha peleNnTypHbIX OJlaHKax, Ha
KOTOpBIX 3apaHee HaledyaTaHO HAaWMEHOBAaHUE JIEKApPCTBEHHOIO IIpenapara Juisli MEAMIIMHCKOIO
MIPUMEHEHHUS.

2. Opranu3zanuy, ykasaHHble B a03alie mepBoM yacTH | HacTosued cTaTbH, U UX NPEICTaBUTENN B
OTHOIIEHUH (hapMalleBTUUECKUX pAaOOTHUKOB U PYKOBOJIUTENEH aTeUHbIX OpraHU3aliil He BIIpaBe:

1) Bpy4aThb IMOAApKH, BbIIUIAYUBATH ACHCKHBIC CPCACTBA, B TOM YUCIIC OIUIAYUBATL PA3BJICUYCHUA,
OTAbIX, MPOE3a K MECTY OTAbIXa, W IIPHUBJICKATH K YYAaCTUIO B Pa3BJICKATCIBbHBIX MCPOIPHUATUAX,
MMPOBOAUMEBIX 3a CHCT CBOUX CPCACTB;

2) mpenocTaBiIATh O0pa3lbl JEKAPCTBEHHBIX IMPENapaToB s MEIUIIMHCKOTO MPUMEHEHHUsS IJis
BpY4YEHMs HACEIICHUIO;

3) 3aKJII04YaTh COrJIal€HUA O MPCAIIOKCHHUN HACCICHUIO ONPCACICHHBIX JICKAPCTBCHHBIX
npenapaTroB AJisI MCAUIIUHCKOI'O IPUMCHCHU A,

4) npeoCTaBNIATh HEJOCTOBEPHYIO U (MIJIM) HEMOJIHYIO HHPOPMAIIUIO O JIEKaPCTBEHHBIX MpernapaTax
JUIA  MEOULUHCKOTO IPUMEHEHUs, B TOM YHCIE MMEIOIIHUX OJMHAKOBOE MEKIYHAPOJHOE
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HEIMMaTCHTOBAHHOC HAUMCHOBAHHUC.

Cratbsa 67.2. TpeboBaHMA K OpraHM3auum U NPoBeAEHUIO Hay4YHbIX MEepOonpuUATUN,
MHbIX MepONpPUATUNA, HanpaBfieHHbIX Ha MOBbIWEHUe NnpPoPecCUOHaANbLHOro YpPOBHSA
MeOULUMHCKMX paboOTHUMKOB WM Ha npepgocTtaBneHne wHcgpopmauuu, CBA3aHHOW C
oCyLLeCTBIEHUEM MOHUTOPUHra 6e3onacHOCTU NeKapCTBEHHbIX NpenapaTos

1. Ilpu npoBeneHNMN HayYHBIX MEPONPUATUMN, UHBIX MEPOIPUITHHI, HAIIPABJICHHBIX Ha IOBBIILICHUE
Ipo(ECCUOHATBHOIO YPOBHA MEAMLUMHCKUX PAaOOTHUKOB WM Ha IPEAOCTABICHHE CBS3aHHOW C
OCYIIECTBIICHHEM  MOHUTOpPMHra  O€30IacHOCTH  JIGKAPCTBEHHBIX  IpenapaToB  HHQPOpPMALUH,
OpraHU3yeMbIX OpraHM3alMsAMHU, yKa3aHHbIMU B a03aue nepBoM uactu | crateu 67.1 Hacrosiuero
@denepalibHOTO 3aKOHA, MX MPEACTaBUTENSIMU U (WiIM) (UHAHCHUPYEMBIX 3a CUET CPEACTB ATUX
OpraHu3alMii M MX NpeACTaBUTENIed, 3amlperlaeTcss MpPensTCTBOBaTh YYAacTHUI0 B  YKa3aHHBIX
MEpPOIPUATUIX MHBIX OpraHu3alui, KOTOPbIE MPOU3BOJAT WM PEANTMU3YyIOT JEKApCTBEHHbIE MpenapaThl
V1. MEIMIMHCKOTO NPUMEHEHHUS CO CXOKUM MEXaHU3MOM (apMaKoJOrHUECKOro JAeHCTBHs, JHOO
CO3/1aBaTh JIUCKPUMHUHAIIMOHHBIE YCJIOBMSI JJIi OJHMX YYaCTHUKOB II0 CpPaBHEHHUIO C JAPYTUMHU
YYaCTHUKAMH, & UMEHHO:

1) npenocTaBiIsATh pa3IMuHOE KOJIMUYECTBO BPEMEHHU I BHICTYIUIEHUN YYaCTHUKOB, pPa3JIMYHbIE 110
pasMmepy 3aHUMaeMoill IUIOIIAAM MecTa JAJs JEMOHCTpPAlK 0Opa3loB JIEKAPCTBEHHBIX IMPENapaToB JUIs
MEIULHMHCKOIO TNPHUMEHEHUS WIM pPEKIAMHBIX MAaTepUajJoB O JIEKAPCTBEHHBIX Ipernaparax s
MEIULUHCKOrO IPUMEHEHMS HA DKCIO3ULUAX, CTEHIaX, 34 UCKIIOYEHUEM CIIy4acB, €CIIM TAaKUE YCIOBUSA
3aKpEIJICHbl B COIVIALIEHMSIX 3TUX OpraHu3alui, UX NpEeACTaBUTENCH O (PMHAHCUPOBAHUM YKa3aHHBIX
MEpONPUATHIA U 00YCIIOBIEHBI PA3TMYHBIMU 3aTPaTaMH YYaCTHUKOB Ha UX OPraHU3ALHUIO;

2) ycTaHaBJIMBAaTh pa3Mep B3HOCA JJI1 YYaCTHUKOB MEpOINpPUSATUHM, yYKa3aHHBIX B al3alle MepBOM
HACTOAIIEH YacTH, IPEBBIIAIOIIMN CYMMY 3aTpaT Ha OpPraHU3alMI0 YKa3aHHBIX MEPONPUATUN U BEAYILINN
K HEOOOCHOBAaHHOMY OTPaHMYEHHUIO YUCJIa UX YUaCTHUKOB.

2. OpraHuzanuy, yka3zaHHble B a03aue mepBoM dactu | ctarbu 67.1 Hactosmiero denepanbHOTO
3aKOHA, UX IMPEACTABUTENH, OCYIIECTBISIONINE OpraHu3auio U (iu) (MHAHCUPOBAHUE MEPOIPHUATHI,
yKa3aHHbBIX B 4acTH | HacTosIIeH cTaTby, 00s3aHbl 00eCcTIeYnBaTh JOCTYI K MHPOPMALIMH O 1aTe, MECTe U
BPEMEHM NPOBEJCHUS YKa3aHHBIX MEpONpUATUHN, IIJJaHaX, IporpaMmax IpPOBEIEHUs YKa3aHHBIX
MEPOIPUATHHA U TeMax, IIAaHUPYEMBIX JUISI pACCMOTPEHUS, COCTABE UX YYAaCTHUKOB ITyTEM pa3MELICHUS
COOTBETCTBYIOIIEH MH(OPMallMK Ha CBOMX OQUIMAIbHBIX caiiTax B cetu "VIHTepHeT" He mo3aHee IBYX
MECSLEB 0 Havaja MPOBEACHUS YKa3aHHBIX MEPOIIPUATHI.

3. Undopmanust o mpoBeA€HUN MEPOINPUATUH, YKa3aHHBIX B 4acTU | HaAcToAIIEeH CTaThbH, B CPOK,
YCTAQHOBJICHHBIM 4acTbi0 2 HACTOSALIEW CTaThbu, JOJDKHA OBITh HampaBieHa B (eaepalbHbId OpraH
UCTIOJIHATEJIBHOM ~ BIIACTH, OCYWIECTBISIOMMKA (YHKIMM IO KOHTPOJIIO U Haa3opy B cdepe
3/IPaBOOXPAHEHMS, JJIS MOCIEAYIOIIEro pa3MeIleHusl ee Ha O(pUIMANIbHOM caifiTe 3TOro opraHa B CETH
"NuTtepHer".

nmasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EQEPALUN NPU OBPALLEHNU NEKAPCTBEHHbIX CPE[ICTB
N BOSMELWEHUWE BPEOA, NPUYNHEHHOIO 30OPOBbLIO NPAXXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbBIX NMPEMAPATOB
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Cratba 68. OTBeTCTBEHHOCTb 3a HapyleHue 3akoHoaaTenbcTBa Poccumnckomn
denepaumm npm obpalieHMn NeKapcTBeHHbIX CpeacTB

1. Hapymenue 3akoHomatenbcTBa Poccuiickoii denmepanuu mpu OOpalleHUH JIEKAPCTBEHHBIX
CpeACTB BJEUYET 3a €000 OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHOAATENbCTBOM Poccuiickoii
denepanuu.

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

2. 3a HempeaCTaBJICHHE WM HECBOEBPEMEHHOE MpeACTaBlieHue HHPOpMAIK U (HIK) TOKyMEHTOB
b0 TpEeACTaBICHHWE HEIOCTOBEPHBIX WHGOpManmu u (WIKM) JOKYMEHTOB, MPEIyCMOTPEHHBIX
HactoamuM DenepanbHbIM  3aKOHOM, CYOBEKTHl OOpallleHUs JIEKAPCTBEHHBIX CPEACTB HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickoi denepanuu.

(gactp 2 BBeneHa DenepaibHbIM 3aK0HOM OT 22.12.2014 N 429-03; B pen. denepaabHOrO 3aKOHA OT
04.06.2018 N 140-D3)

Cratba 69. Bo3ameweHue Bpeaa, NPUYUHEHHOrO 340POBbLIO rpaxaaH BcneacTBuve
NPUMeHeHUs fieKapCTBEHHbIX npenapaTtos

1. HpOI/ISBO,I[I/ITeJ'IB JICKAPCTBCHHOI'O IIpCIiapara 00s13aH BO3MECTUTH Bpca, HpI/I‘{I/IHCHHHﬁ 300POBbBIO
rpaxziad BCJICACTBHUEC IPUMCHCHU A JICKAPCTBCHHOI'O IIpcriapara, €CJin J0Ka3aHo, 4YTO:

1) nexapcTBEHHBIM IpenapaT NPUMEHSUICA 110 Ha3HAUYEHHIO B COOTBETCTBUU C HMHCTPYKLHUEH IO
MIPUMEHEHUIO JIEKAPCTBEHHOIO IpernapaTa M NMPUYMHON Bpeda SIBUJICS BBOJ B TIPa)IaHCKHUI 000poT
HEe100pOKauYeCTBEHHOTO JIEKapCTBEHHOTO Mpernapara;

2) Bpea 3I0pOBBIO MPHUUYUHEH BCIEACTBHE HEIOCTOBEPHOUW WH(MOpPMAIUKU, COACpKaIleics B
MHCTPYKIUHU N0 MPUMEHEHHUIO JIEKAPCTBEHHOTO Mpenapara, U31aHHOW MPOU3BOAUTENIEM JIEKAPCTBEHHOIO
npernapara.

2. B cnydae, eciu Bpell 3[0pOBbIO TPaKJIaH MPUUUHEH BCIIEICTBUE MPUMEHEHHUS JIEKapCTBEHHOTO
mperapara, MPUIISANIET0 B HETOJHOCTh B Pe3yJIbTaTe HAPYIICHHS TPABUJ XPaHEHUS JICKAPCTBEHHBIX
CPE/ICTB, MPaBWJI ONTOBOM TOPTOBIH JIEKAPCTBEHHBIMH IpemnapaTamMH, MPaBHII OTIYCKa JEKAPCTBEHHBIX
MpermapaToB, MPaBUJI HM3TOTOBJICHHUS W OTIyCKa JIGKAPCTBEHHBIX IMPEIapaToB, BO3MEIICHUE Bpeaa
OCYIIECTBISIETCS COOTBETCTBEHHO OpraHU3alliedl OMTOBOM TOPTOBJIH JIEKAPCTBEHHBIMU CPEICTBAMU,
anTeYHOW  OpraHwW3aliei, WHAUBHIYyAIbHBIM TPEIINPUHUMATEICM, WMCIONIMMH JIMICH3WIO Ha
(hapMaleBTUUECKYIO JESATENbHOCTh WM JHUICH3UI0 Ha MEIUIMHCKYIO AEATeIbHOCTh, MEAHIIMHCKOU
OpraHu3anueil, WMEIIeld JHIEeH3WI0 Ha (PapMaleBTHYECKYIO0 NEATeIbHOCTh (€€ 000CO0IeHHBIM
MO/Ipa3IeIieHueM, PaCIONIOKEHHBIM B CEILCKOM HACEIEHHOM MYyHKTE, B KOTOPOM OTCYTCTBYET alTeYHas
OpraHM3aIys), J0MyCTHBIIUMHI TIPOJAAXY W OTITYCK TAKOTO JICKAPCTBEHHOTO TIperapara.

(B pen. deaepanbHbIx 3ak0HOB OT 25.11.2013 N 317-D3, ot 08.08.2024 N 323-D3)

3. BosMemnienwe Bpeaa, NPUYMHEHHOTO 30POBBIO TpaxJaH BCJEICTBUE MPHUMEHEHUs
JIEKapCTBEHHBIX TPENapaToB WU COBEPIICHHUS MPOTHUBONPABHBIX ACHCTBUI CyOBEKTaMH OOpalieHus
JIEKapCTBEHHBIX CPENICTB, OCYIIECTBISAECTCS B COOTBETCTBHM C 3aKOHOJATEIbCTBOM Poccuiickoit
denepanuu.

Mnasa 16. 3AKITIOYUTEJIbHbLIE NMOJIOXEHUA
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Cratbs 70. O npu3HaHMM YTPaTUBLLUMM CUNY OTAESIbHbIX 3aKOHOAAaTe IbHbIX aKTOB
(nonoxeHun 3akoHoAaTeNbHbIX akToB) Poccunckon Pepepaumm

[Tpu3HaTh yTPaTUBILIUMU CHITY:

1) ®enepanbubiii 3akon ot 22 wuroHA 1998 roma N 86-®3 "O nexkapcTBeHHBIX cpeacTBax”
(Cobpanue 3akonomarenscTBa Poccuiickoit @eneparuu, 1998, N 26, cr. 3006);

2) ®enepanbhblil 3akoH oT 2 stHBaps 2000 roga N 5-®3 "O BHeCeHUH U3MEHEHUS U JTOTIOJHEHUN B

O®enepanpubiii 3akoH "O nekapcTBeHHBIX cpeacTBax" (CoOpaHue 3akoHonmarenbcTBa Poccuiickoi
®enepanun, 2000, N 2, cT. 126);

3) crateio 40 deaepanbroro 3akona ot 10 suBapst 2003 roga N 15-®3 "O BHeceHHHM U3MEHEHUH U
JIOTIOJIHEHUH B HEKOTOpBIE 3aKOHOJATeNbHbIE akThl Poccuiickoil Penepanuy B CBSI3M C IPUHATUEM
OdenepanpHoro 3akoHa "O  JUIEH3MPOBAHMM OTACIBHBIX BUIOB jesrenbHocTd"  (CoOpanue
3akoHonarenbcTBa Poccuiickoit deneparuu, 2003, N 2, ct. 167);

4) cratpio 31 ®enepanpHoro 3akoHa ot 30 urons 2003 roga N 86-D3 "O BHeCCHHH U3MEHEHUN H
JIOTIOJIHEHUI B HEKOTOPBIEC 3aKOHOJAATENbHbIE akThl Poccuiickoi ®denepanny, NpU3HAHUM YTPATUBIIUMU
CHIIy OTHENBbHBIX 3aKOHOJATENIbHBIX akToB Poccuiickoit denepanuu, NpeaoCTaBICHUH OTIETbHBIX
rapaHTUil COTPYJIHUKAM OPTraHOB BHYTPEHHUX JI€J, OPTaHOB MO0 KOHTPOJIIO 32 00OPOTOM HAPKOTUUYECKHUX
CPEICTB U TICHUXOTPOMHBIX BEIIECTB U YIPa3AHAEMBIX (pelepalibHbIX OPraHOB HAJIOTOBOM MOJHUIIMH B
CBSA3U C OCYILIECTBICHHEM MEp 1O COBEPIICHCTBOBAHUIO rocylaapcTBeHHOro yrpaniienus" (CoOpanue
3akoHonarenbcTBa Poccuiickoit denepanuu, 2003, N 27, ct. 2700);

5) crateio 101 denepanbHoro 3akoHa ot 22 aBrycta 2004 roga N 122-®3 "O BHeCeHUH W3MEHEHHHA
B 3aKOHOJaTelbHble akThl Poccuiickoil dexepauuu M NPU3HAHWU YTPATUBIIMMHU CHIY HEKOTOPBIX
3aKOHOAATENbHBIX akTOB Poccuiickoil ®dexepanuu B CBSI3U C NPUHATHEM (QenepalibHbIX 3akoHOB "O
BHECEHUU HM3MEHEHuM M jaonoiHeHuidt B PenepanbHblil 3akoH "OO 00MMX NPUHIMUMNAX OpraHU3alUU
3aKOHOAATENbHBIX (IPEICTaBUTENbHBIX) W MCIOJHUTEIBHBIX OpPraHOB TOCYJapCTBEHHOH BIAacTH
cyobektoB  Poccuiickoit  @enepaumu” u  "OOG 0o0mMX NpPUHOMIAX OPraHU3alMM  MECTHOTO
camoynpasnenus B Poccuiickoii @enepanuu" (CoOpanue 3akoHomarenbcTBa Poccuiickoit denepannu,
2004, N 35, ct. 3607);

6) crareio 28 denepanbHoro 3akona ot 18 mexadbps 2006 roga N 231-d3 "O BBeacHUH B ICHCTBHE
gactu ueTBepTroil ['paxkmanckoro koaekca Poccuiickoit ®enepanuun" (CobpaHue 3aKOHOAATENHCTBA
Poccutickoit ®eneparuu, 2006, N 52, cT. 5497).

Cratbsa 71. BctynneHue B cuny Hactosiwero ®egepanbHOro 3akoHa

1. Hacrosmuit @epepanbHbIil 3aK0H BeTymaeT B cuity ¢ 1 cenTsiopst 2010 rona.

2. JlexapCTBEHHBIE CpEACTBA, 3APETMCTPUPOBAHHBIE 1O JHS BCTYIUIEHHS B CHJIy HAaCTOSILErO
DenepallbHOTO 3aKOHA, MMOJIEkKAT BKIOYEHHIO B T'OCYJAPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPENCTB C
BHECEHHEM YyKa3aHHBIX B yacTu 1 crtarbu 33 Hacrosimero denepaibHOro 3aKoHa CBEIACHUH 00 3THX
JIEKapCTBEHHBIX CpeACTBaX 0e3 MPOXOKJIEHUS BHOBb MPOIEAYPbl TOCYIapCTBEHHON pErucTpaiuu
JIEKApCTBEHHBIX IIPENAapaToB.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

3. I'ocynapcTBeHHas: perucTpanus JeKapCTBEHHBIX IpenapaToB, 32 UCKIIOUCHUEM JIEKapCTBEHHBIX
npenaparoB i1 MCIAUIHMHCKOIO NPpHUMCHCHUS, MPCACTABJICHHBIX HaA YKa3aHHYIO PEruCTpalruio OO IOHA
BCTYIUICHHUS B CHIIy Hactosero denepaabHOro 3aKOHa, OCYILECTBIISETCSI B COOTBETCTBUU C HACTOSIILIUM
d)ez[epanLHHM 3dKOHOM Ha OCHOBAaHHMU NOKYMCHTOB U JAHHBIX, NPCACTABJICHHBIX OO JHA BCTYIIJICHUSA B
cuity Hacrosiero denepanbHOro 3aKoHa.

(B pen. @enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

3.1. T'ocynapcTBeHHas perucTpaius JeKapcTBEHHbBIX MpPernapaToB sl MEIUIIMHCKOTO IPUMEHEHUS,
MPEACTABICHHBIX Ha TOCYJApPCTBEHHYIO PETUCTPALMIO 10 JHS BCTYIUICHHS B CHJIy HACTOSIIETO
@denepalibHOTO  3aKOHa, M TOCYAApCTBEHHAs perucTpamnus JEKapcTBEHHBIX IMpernapaTtoB s
MEJIUIUHCKOTO NPUMEHEHHS, NPEJICTABICHHBIX Ha OHKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB A0 JHS
BCTYyIUIEHUsI B cuily Hactosiuiero denepanbHOro 3akoHa B LENSAX UX MOCIEIYIONICH TrocyAapCTBEHHOM
pPErucTpalvy, OCYIIECTBISIOTCS HAa OCHOBAHMHM JOKYMEHTOB M JaHHBIX, MPEICTABICHHBIX O JHS
BCTyIUIEHUSI B CUJy HacTosimero denepalbHOro 3aKOHA, a TaKXKe 3asBICHUS O TOCYJapCTBEHHOM
perucTpanvy JICKapCTBEHHOIO TMperapara, MPeACTaBICHHOTO IPOU3BOIUTEIIEM JIEKAPCTBEHHBIX
MpernapaToB WM YIOJTHOMOYEHHBIM UM JIULIOM B COOTBETCTBUU ¢ HacTosAumM dDegepanbHbIM 3aKOHOM B
YIIOJIHOMOYEHHBIN (eiepaabHblil OpraH UCIOJHUTENbHOM BiacTu 10 1 mapta 2011 roxa, 6e3 TpeboBanus
yIUIaThl TOCYJAPCTBEHHOM MOILUTHHBI, IPEyCMOTPEHHOM 3aKoHOAaTenbcTBOM Poccuiickoit deneparuu o
Hajorax u coopax.

(uacts 3.1 B pea. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

3.2. IloarBepklieHuUE TrOCYJapCTBEHHOM pErucTpallud JIEKapCTBEHHBIX IpenaparoB s
MEIUIMHCKOrO MPUMEHEHMS, NPEACTABIECHHBIX AJIS MOATBEPKICHUS FOCYIapCTBEHHONW PETUCTPALUU [0
JHS BCTYIUIEHMsSI B Cuily Hacrosimero @denepanbHOro 3aKOHA, M MOJATBEPKIEHHE TOCYyAapCTBEHHOU
pETUCTpalMM JIEKAPCTBEHHBIX IIPENApaToB sl MEAMIMHCKOIO IPUMEHEHMsI, INPEACTABICHHBIX Ha
AKCIIEPTU3Y JIEKAPCTBEHHBIX CPEICTB A0 JHS BCTYIUIEHHUS B cuily Hactosimero denepanbHOro 3akoHa B
LEISIX TIOCHENYIOUIETO IOATBEPXKACHNS HMX TOCYJAapCTBEHHON PErHCTpalMM, OCYIIECTBISIOTCA Ha
OCHOBAaHMHM JOKYMEHTOB M JAHHBIX, MPEACTaBICHHBIX JO JHS BCTYIUJICHHS B CHJIY HAaCTOSIIETrO
denepallbHOTO 3aKOHA, a TaKXKE 3asdBJIEHUS O NOATBEP)KIECHUU TOCYJApCTBEHHOM pPETUCTPALAN
JIEKAPCTBEHHOI'0 IIpenapara, IpPeACTaBICHHOTO IPOM3BOJIUTEIEM JIEKAPCTBEHHBIX IIPENapaToB WIH
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUM ¢ HacTosmuM @DenepanbHbIM — 3aKOHOM B
YIIOJITHOMOYEHHBIN (eiepaabHbIil OpraH UCIOJHUTENbHOM BiacTu 10 1 mapta 2011 roxa, 6e3 TpeboBanus
YIUIaThl TOCYJaPCTBEHHOM IMOLUIMHBI, IIPEAYCMOTPEHHON 3aKOHOAaTeNbCTBOM Pocculickon denepanuu o
Hajorax u coopax.

(vacts 3.2 B pen. PenepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.3. IlpunATne pemeHus O BHECEHMM W3MEHEHHH B JIOKYMEHTBI, COJEp)Kallhecs B
PErUCTPAllMOHHOM [JOChE Ha 3apEerUCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar il MEAULMHCKOIO
IIPUMEHEHHNsI U NPEICTABIICHHBIE /10 JHS BCTYIUIEHHs B CHiy Hacrosulero denepasbHOTO 3aKOHA, U
MIPUHATUE PELICHUS O BHECEHUU U3MEHEHUN B JOKYMEHTBI, COAEPKALUECS B PETUCTPALIUOHHOM J10ChE HA
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpeErapaT sl MEIUIUHCKOTO IPUMEHEHUS U IIPEICTABICHHBIC HA
JKCIIEPTU3Y JIEKAPCTBEHHBIX CPEICTB [0 JHs BCTYIUIEHHsS B Cuily Hacrosero denepaibHOro 3akoHa,
OCYLIECTBJISIFOTCSI HA OCHOBAaHWM JOKYMEHTOB M JAHHBIX, NMPEJICTABICHHBIX 10 IHSA BCTYIUIEHUS B CUILY
Hacrosuiero denepanbHOrO 3aKOHA, a TAaKKE 3asBJICHUS O BHECEHUMM WM3MEHEHHHW B JOKYMEHTHI,
CoZIepKalllMecs] B PETUCTPAlMOHHOM JOCh€ Ha 3apeTrMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipernapar s
MEIULUHCKOIO IMPUMEHEHMS, IMPEICTAaBICHHOIO IIPOU3BOAMUTEIIEM JIEKAPCTBEHHBIX IIPENApaToOB WU
YIIOJJHOMOYEHHBIM MM JIMIIOM B COOTBETCTBHM ¢ HacrosmuM DenepanbHbIM 3aKOHOM B
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

YIIOJITHOMOYCHHBIN (eiepaabHbIil OpraH UCIOJHUTEIbHOHN BiacTu 10 1 mapta 2011 roxa, 6e3 TpeboBaHus
yIUIaThl TOCYIapCTBEHHOM MOLUIMHBI, IIPEyCMOTPEHHON 3aKoHOoAarenbecTBoM Poceuniickon denepanuu o
Hajorax u coopax.

(uactsb 3.3 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.4, Bpimaua pazpenieHUid Ha TPOBEACHHE KIMHUYECKMX MCCIIEAOBAaHUM JIEKAPCTBEHHBIX
MpenaparoB Uil MEIUIMHCKOTO MPUMEHEHHUS 10 3asBICHUSM, MOJIAHHBIM J0 JTHS BCTYIUICHUS B CHUIIY
Hacrosero denepanbHOro 3aKOHA, a TAKXKE 10 3asABJICHUSAM, TTOJAHHBIM TOCIIC JHS BCTYIUICHUS B CHUITY
Hacrosiiero denepanbHOro 3aK0HAa HA OCHOBAHUU SKCIEPTU3, MPOBEACHHBIX /IO JTHS BCTYIUICHUS B CUITY
Hacrosimero denepasbHOTO 3aKOHA, OCYIIECTBISETCS B COOTBETCTBUM C HacTosmmMm DenepalbHbIM
3aKOHOM Ha OCHOBAHHMH JJOKYMEHTOB WM JaHHBIX, MPEJCTABICHHBIX WIH MOJYYEHHBIX /10 JHS BCTYIUICHUS
B cuily Hactosiero denepalbHOTO 3aKOHA, a TAK)KE€ HA OCHOBAHUU KOIUHU MPEBAPUTEIHLHOTO AOTOBOPA
00s13aTeTLHOTO  CTPAXOBAaHWUS KW3HHU, 3/IOPOBBS  IMAIIMEHTOB, YYAaCTBYIOIIMX B KIMHUYECKOM
HCCJICIOBAHUH JICKQPCTBEHHOTO Tperapara il MEIUIMHCKOTO NMPUMEHEHHS, WM KOIMUU JOTOBOpa
00s13aTeTLHOTO  CTPAXOBAaHMS KU3HU, 3JI0POBbS IMAIIMEHTOB, YYaCTBYIOIIMX B KIMHUYECKOM
WCCJICOBAaHUM JICKAPCTBEHHOI'O Tperapara Uil MEIUIMHCKOTO TNMPUMEHEHHUs, MO0 MpPeICTaBICHHON
KOIMH JIOTOBOpPA 0053aTE€IbHOIO CTPaXOBaHUs, 3aKJIIOUEHHOTO B COOTBETCTBUU C TUIIOBBIMH MPABHIAMHU
0053aTeTbHOTO CTPAaXOBaHMsSI, C yKa3aHHEM MpPEIebHON YUCIEHHOCTH NAIlMeHTOB, YYacTBYIOIIUX B
KIIMHUYECKOM HCCJICJIOBAHUU JICKAPCTBCHHOTO IMpemapara JJii MEIUIUHCKOTO IPUMEHECHHs, 0e3
TpeOOBaHUs YIUIaThl TOCYAAPCTBEHHON MOILUIMHBI, MPEIyCMOTPEHHON 3aKOHOJATeNbCcTBOM Poccuiickoit
®denepanuu 0 HaJIOrax u coopax.

(uactb 3.4 B pen. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

3.5. 3apeructpupoBaHHbIE B WHOCTPAHHOW BaJIIOTE 10 JHS BCTYIUICHHS B CHJIy HACTOSIIETO
denepanbHOro 3aKOHA NPEIEIbHBIE OTIYCKHBIE [IEHBI HHOCTPAHHBIX ITPOU3BOIUTENEN HA JIEKAPCTBEHHBIE
npemnaparbl, BKIIOYCHHBIC B ITCPCUYCHbL JKU3HCHHO H€O6XOI[I/IMI)IX U BaXHEUIINX JICKAPCTBCHHBIX
MpernapaToB, MOJIeKaT nepecuery B pyonu mo kypcy LlenTpansHoro 6anka Poccuiickoit ®eneparuu Ha
naty, ycraHoBlieHHyio [IpaButenbctBom Poccuiickoit denepainuu, 0e3 MpEeACTABICHHS 3asBICHUS O
IepecyeTe LEHbI ¢ BHECEHUEM COOTBETCTBYIOIIMX U3MEHEHUM B TOCYJAPCTBEHHBIM PEECTP MPEAEIbHBIX
OTIIYCKHBIX LICH HpOI/I3BO)II/ITeJ'I€I\/'I Ha JICKapCTBCHHLIC IIpCHapaThbl, BKIIOYCHHBLIC B IICPCUYCHL KM3HCHHO
HEO0OXOUMBIX M BaKHEUIIIHNX JIEKApCTBEHHBIX MPEMapaToB.

(dactp 3.5 BBegena denepanbubiM 3akoHoM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHBIE O [JHS BCTYIUIEHMS B CHIIy HacTosmero ®enepaJbHOrO 3aKoHa
IpeleibHble OTIYCKHbIE II€Hbl POCCHUMCKMX MPOU3BOJAUTENIEH Ha JIEKApCTBEHHBIE Ipernaparsl,
BKJIIOYEHHbIE B IE€peUeHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKapCTBEHHBIX IpenapaTos,
noanexar uuaekcauuu c¢ 1 HosiOps 2010 roma umcxoAs M3 MPOTHO3UPYEMOTO YpPOBHS MHOISAINH,
ycraHoBlieHHOTO denepanbHbIM 3akoHOM OT 2 nekadpst 2009 roxa N 308-03 "O denepanbHOM OropKeTe
Ha 2010 rox u Ha manoBbid niepuoa 2011 u 2012 romos" Ha 2011 roa.

(uactsb 3.6 BBeneHa PenepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. llocne 1 mapta 2011 roga He momyckaroTcsi IPOU3BOJICTBO U BBO3 B Poccuiickyro denepannto
JIEKapCTBEHHBIX MPENapaToB B YIIAKOBKaX ¢ MapKUPOBKOH, KOTOpasi Oblila HAHECEHA 70 JHS BCTYIIICHUS B
cuty Hactosero ®exepanbHOro 3akoHa. [lo McredeHHHM ykKa3aHHOTO CpOKa JaHHBIE JIEKapCTBEHHbBIE
npenaparbl MOTYT OTIYCKAaTbCs, PEaTM30BbIBATHCA, MEpeAaBaThCd U MPUMEHSTHCA O HCTEUECHUS HMX
CpOKa IrOJJHOCTH.

(B pen. deaepanbHbix 3ak0HOB OT 29.11.2010 N 313-D3, ot 06.12.2011 N 409-D3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pen. ot 29.12.2025) [okymeHT npepocTasneH KoHcynbTaHTI0C
"06 obpalleHnn NeKapCTBEHHbIX CPeacTB” [aTta coxpaHeHus: 03.04.2026
(c u3m. n pgon., BCTyM....

4. Co gusa BeryruieHHs B cuily Hacrosero ®enepanbHoro 3akoHa u no 30 ampens 2011 ropa
BKJIIOYUTENIBHO  JIOMYCKAeTCS MPOBEACHHE HSKCHEPTU3bl JICKAPCTBEHHBIX CPEACTB  HKCIEpTaMU
OKCIIEPTHOTO  YUPEKIACHUS JO TMPOXOXKIACHUS HWMH aTTeCTallid B TMOPSAJKE, YCTaHOBJICHHOM
YIOJHOMOYECHHBIM ()eIepATbHBIM OPTaHOM HCIIOJTHUTEILHOU BIIACTH.

5. Co mHs BcTyIuieHUs: B cuily Hacrosmero ®denepanbHoro 3akoHa u mo 31 mekadbps 2013 roma
BKJIIOYUTENIBHO OCYIIECTBISICTCS MEPEeX0] K MPOU3BOJICTBY JICKAPCTBEHHBIX CPEACTB B COOTBETCTBHUH C
MpaBUJIaMU OpraHU3aIlMi TIPOU3BOJICTBA M KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPEJICTB, YKa3aHHBIMU B
gactu | crareu 45 Hacrosimero ®enepanpHOro 3akoHa, B MOJHOM oObeme. Cpoku mepexona
MPOM3BOJICTBA JIGKAPCTBEHHBIX CPEJACTB K HMX TMPOU3BOJICTBY B COOTBETCTBUM C KOHKPETHBIMHU
TpeOOBaHUSMU JITAHHBIX MPABWI, BKJIIOYAs CPOKU AaTTECTAI[MM YIOJHOMOYEHHBIX JIHI], yKa3aHHBIX B
gactax 6 u 7 cratbu 45 Hacrosmero denepanbHOro 3aKoHA, ycTaHaBiuBaroTcsi lIpaBUTenbCTBOM
Poccuiickoit ®enepanuu.

6. JluneH3uu Ha MOPOU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB, BblJaHHbIe 10 1 suBaps 2014 rona,
neiictByrot nocie 1 suBaps 2014 roma n0 ucTredeHHs] CpOKa MX JEHCTBUS MPU YCIOBUU COOTBETCTBUSA
JUIIEH3MaTa TpaBUjaM OpTraHM3alldyd TPOU3BOJICTBA M KOHTPOJISI KauyecTBa JICKAPCTBEHHBIX CPEJICTB,
yKa3aHHbIM B yacTu | craTbu 45 Hacrosero deaepanbHOro 3aKOHa.

7. ®opMupoBaHHE TOCYJApCTBEHHOI'O 3a/laHds Ha MPOBEICHHE OSKCIEPTU3bI JIEKApCTBEHHBIX
cpencTB (eaepaaTbHOMy TOCYAapCTBEHHOMY OODKETHOMY YUYPEKICHHIO MO MPOBEIACHHUIO SKCIICPTH3BI
JIEKapCTBEHHBIX CPEJCTB U (PMHAHCOBOE OOECIIEYEHUE BHITIOJIHEHUS 3TOTO 3a/laHusl OCYIIECTBIISIIOTCS B
nopsiike, ycranoBiieHHOM DenepanbHbIM 3ak0HOM OT 12 siuBaps 1996 rona N 7-®3 "O HeKOMMEpUECKUX
opranu3anusx".

(dactb 7 BBeneHa DenepanbHbIM 3aKk0HOM OT 29.11.2010 N 313-D3)

IIpe3unent
Poccuiickoii denepanuun
JA.MEJIBEJIEB
Mocksa, Kpemib
12 anpens 2010 roxa
N 61-®3
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