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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 28.04.2023) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

12 anpens 2010 ropa N 61-93

POCCUNCKAA ®EOEPALMA
®EQEPAIbHBIA 3AKOH
Ob OBPALEHUN NEKAPCTBEHHbIX CPEACTB

[TpunsT
I'ocynapcrBennoi Jlymoit
24 maprta 2010 rona

Onobpen
Coserom ®enepanuun
31 mapra 2010 roga

Cnucok U3MEHSIOIINX JJOKYMEHTOB
(B pen. ®enepanbHbIX 3aKOHOB OT 27.07.2010 N _192-P3,
ot 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, ot 06.12.2011 N 409-P3,
o1 25.06.2012 N 93-®3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-D3,
ot 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, o1 22.10.2014 N 313-D3,
otT 22.12.2014 N 429-®3 (pexn. 13.07.2015), ot 08.03.2015 N 34-D3,
ot 29.06.2015 N 160-®3, ot 13.07.2015 N 233-P3, ot 13.07.2015 N 241-P3,
ot 13.07.2015 N 262-®@3, ot 14.12.2015 N 374-®3, o1 29.12.2015 N 389-®3,
ot 02.06.2016 N _163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-P3,
o1 03.07.2016 N 350-®3, ot 29.07.2017 N 242-P3, ot 29.07.2017 N 278-P3,
o1 28.12.2017 N 425-®3 (pexn. 27.12.2019), ot 04.06.2018 N _140-D3,
ot 28.11.2018 N 449-®3, o1 27.12.2018 N 511-®3, o1 06.06.2019 N 134-D3,
ot 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-D3,
ot 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, oT 27.12.2019 N 481-P3,
oT 26.03.2020 N 67-®3, ot 01.04.2020 N 98-D3, ot 03.04.2020 N 105-P3,
ot 13.07.2020 N 206-P3, ot 08.12.2020 N 429-P3, ot 22.12.2020 N 444-D3,
ot 11.06.2021 N _170-®3, ot 08.03.2022 N 46-®3, ot 26.03.2022 N 64-D3,
ot 14.07.2022 N 311-®3, ot 20.10.2022 N 405-P3, ot 19.12.2022 N 519-®3,
ot 28.04.2023 N 149-®3)

Maea 1. OBLUME NMNOJIOXKEHUA
Cratbsa 1. MpeameT perynupoBaHusa HacTosiwero ®eagepanbLHOro 3akoHa

1. Hacrosammuit ®denepanbHplii 3aKOH pPETYJIHUPYET OTHOIIEHHUS, BO3HUKAIOIIME B CBS3U C
oOpaieHrueM - pa3pabdOTKOW, MOKIMHHYECKUMHU WCCICAOBAHUSIMHU, KIMHHYSCKAMHU WCCIICIOBAHUSIMU,
JKCIEPTHU30M, TOCYJapCTBEHHOM pETHCTpaluel, €O CTaHAapTU3aluMed W ¢ KOHTPOJIEM KayecTBa,
MPOU3BOACTBOM, M3rOTOBJICHUEM, XpPaHEHUEM, IEpeBO3KOi, BBO30M B Poccuiickyro Denepanuro,
BBIBO30M U3 Poccuiickon ®Penepannu, pekiiaMmon, OTIIyCKOM, peain3aluen, nepeaayeil, IpuMEHEHUEM,
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YHUYTOXKEHUEM JIEKaPCTBEHHBIX CPEJICTB.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Hacrosaumii @®enepanbHblii  3aKOH  yCTAHAaBIMBAET IPHOPUTET  T'OCYJAPCTBEHHOI'O
perynupoBaHus 0€301MacHOCTH, KadecTBa M 3()(EKTHBHOCTH JIEKAPCTBEHHBIX CPEACTB IPH WX
oOpareHumu.

(B pen. deaepanbHoro 3akoHa ot 25.06.2012 N 93-03)

CraTtba 2. Cchepa npumeHeHus HacTosiwero ®enepanbHOro 3akoHa

Hacrosuuit ®enepanbHplil 3aKOH MPUMEHSIETCS] K OTHOILIEHUSM, BO3HUKAIOLIUM IpU 0OpalleHun
JIEKAPCTBEHHBIX CPEJICTB HAa TeppuTopuu Poccuiickoit @enepannu.

Cratbsa 3. 3akoHoAaTeNnbLCTBO 006 OOpaLweHnn NneKapCcTBEHHbIX CpeacTB

1. 3akoHomaTenbcTBO 00 OOpalieHWH JIEKAPCTBEHHBIX CPEJICTB COCTOUT W3 HACTOSIIETO
CDCI[epaJ'IBHOFO 3aKOHa, APYIrux (bezlepanLHbe 3aKOHOB W HWHBIX HOPMATUBHBLIX IIPABOBBLIX AaKTOB
Poccuiickoit deneparum.

1.1. 3akoHOMATENBCTBO 00 OOpaIeHUH JIEKAPCTBEHHBIX CPEACTB B OTHOIICHUHU IOPUINYECKUX JIUIT
U UHIUBUIYaIbHBIX NPEANPUHUMATENEH, OCYLIECTBISIONIMX JESATEIbHOCTh Ha TEPPUTOPUHU
MEXIYHAPOIHOTO MEIUIIMHCKOTO KiacTepa, MPUMEHSETCS C Y4eTOM OCOOEHHOCTEH, yCTaHOBJICHHBIX
®epnepanbHbiM 3ak0HOM "O MEXAYHApOJAHOM MEIUIMHCKOM KJacTepe W BHECEHHH H3MEHEHUU B
OTJIeTIbHBIE 3aKOHOaTeNIbHbIE aKThl Poccuiickoit denepanmn.
(uacts 1.1 BBeneHa @enepanbHbIM 3aK0HOM OT 29.06.2015 N 160-D3)

2. JleiictBue Hacrosimero @PenepasbHOro 3aKOHa paclpocTpaHseTcss Ha  oOpalleHue
HapKOTUYECKUX JIEKAPCTBEHHBIX CPEIACTB M IICUXOTPONHBIX JIEKAPCTBEHHBIX CPEACTB C YYETOM
0COOEHHOCTEH, YCTaHOBJIEHHBIX 3aKOHOJIATEIbCTBOM Poccuiickoii ®Penepannu 0 HAPKOTHYECKUX
CPEICTBaX, ICUXOTPOIHBIX BEIIECTBAX U 00 UX MPEKYypCOpax.

3. [He#ictBue Hacrosmero @enepalibHOTO 3aKOHA pacHpoCTpaHseTCs Ha oOpaleHue
pamuodapMareBTUIECKUX JICKAPCTBEHHBIX CPEACTB C YYE€TOM OCOOCHHOCTEH, YCTaHOBJICHHBIX
3akoHoznarenbcTBOM Poccuiickoit deneparuu B o6nactu o0ecnedeHus paIualuoHHON 0e3011acHOCTH.

4. Ecnu MexayHapoJHbIM oroBopoM Poccuiickoit denepaiuyl yCTaHOBJIECHBI HHbIE MPaBUIIa, YEM
T€, KOTOpBIE MpeaycMOTpeHbl HacrosmuM DenepanbHbIM  3aKOHOM, IPUMEHSIOTCS —IpaBUIIa
MEXTyHapOAHOT'O IOrOBODA.

4.1. PemeHuss MEXrocyJapCTBEHHBIX OpraHOB, TMPUHATBIE HA OCHOBAaHMM IOJIOXKEHUM
MEXIYHApOAHBIX N0roBOpoB Poccuiickoii @enepaniui B WX HUCTOJKOBAHWHM, MPOTHUBOpEYAIIEM
Konctutynuu Poccuiickoit @enepanuu, He mojjiexar ucnojuenuto B Poccuiickoit @enepanun. Takoe
MIPOTUBOPEYNE MOXKET ObITh YCTAHOBIIEHO B HOPSAKE, ONpeIeIeHHOM (heaepaabHbIM KOHCTUTYIIMOHHBIM
3aKOHOM.

(dactb 4.1 BBegena denepanbubiM 3akoHoM 0T 08.12.2020 N 429-D3)

5. B Poccuiickoii ®denepanny B COOTBETCTBUM € MEXIYHAapOIHBIMHU JoroBopamMu Poccuiickoin
Qenepanii M (UIM) HAa OCHOBE TPHUHIMIA B3aUMHOCTH TPU3HAIOTCA PE3YyJbTaThl KIMHHUYECKUX
HCCIIEIOBAaHUM JICKaPCTBEHHBIX IIPENapaToB Ul MEAMIMHCKOIO IPUMEHEHHUs, INPOBEACHHBIX 3a
npenenamu teppuropun Poccuiickoit deneparuu.
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Ctatbsi 4. OCHOBHble NOHATUA, UcCNoONib3dyeMble B HacTosiweM ®PeaepanbHOM
3aKoHe

Hnst neneit Hactosimero denepanbHOro 3aKOHA UCTIOIB3YIOTCA CIIETYIOINE OCHOBHBIE TTOHSATHS:

1) JexapcTBEHHbIE CpEICTBA - BEIIECTBA WJIM HUX KOMOMHALMW, BCTYMAKOIIME B KOHTAKT C
OpPraHM3MOM YeJOBeKa WM >KUBOTHOTO, MPOHUKAIOIIME B OpPraHbl, TKAHU OpraHH3Ma dYeloBeKa WU
KUBOTHOTO, MPHUMEHSEMbIE i1 MPO(PUIAKTUKH, JUATHOCTUKU (32 HMCKIIOUYEHHWEM BEIIECTB WIH HX
KOMOHMHAIMIA, HE KOHTAKTHPYIOMIMX C OPTaHU3MOM YEJIOBEKa WIJIM KUBOTHOTO), JICUCHHUs 3a00JIeBaHUs,
peaduIHuTaIyu, JUIsi COXPAaHEeHUsI, TPEIOTBPAIIICHUS WIIM TIPEPhIBaHUS OEPEMEHHOCTH U TIOJyYECHHBIE U3
KpOBH, IUIa3Mbl KPOBH, W3 OpPraHoOB, TKaHEH oOpraHuW3Ma 4YeJOBEKa WJIM >XUBOTHOTO, PACTEHUH,
MUHEPAJIOB METOJIaMU CHHTE3a WM C MPUMEHEHHEM OHOJOrHuecKux TexHojoruil. K mexkapcTBeHHbIM
CpeICTBaM OTHOCSTCS (papMarieBTUUECKHE CyOCTaHIIUU U JIEKaPCTBEHHBIE TPenapaThl;

2) dapmaieBTHUYECKas CyOCTaHIIUS - JEKApPCTBEHHOE CPEICTBO B BHUJE OJAHOTO WM HECKOIBKHX
obnanaromux (HapMaKOJIOTUYECKOW AKTUBHOCTBIO JIEHCTBYIOIIMX BEIIECTB BHE 3aBUCHUMOCTH OT
MIPUPOJIBI IPOUCXOXKICHHUS, KOTOPOE TPETHAZHAYCHO IS POW3BOJICTBA, N3TOTOBIICHUS JICKAPCTBEHHBIX
MpenapaToB U onpeaeseT ux 3pHeKTUBHOCTH;

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

3) BCIIOMOI'aTCJIbHBIC  BCIIECTBA -  BCHICCTBA  HCOPraHUYCCKOTO  HJIU OpraHnu4eCcKoro
MNPOUCXOKACHUA, HUCIOJB3YCMbIC B IIPOLCCCC IMPOU3BOJACTBA, HU3IOTOBJIICHUA JICKAPCTBCHHBIX
npenaparoB AJId IIPUJAHUSA UM HGO6XOI[I/IMBIX (1)I/I3I/IKO-XI/IMI/I‘-I€CKI/IX CBOfICTB;

4) nexapCTBEHHbIE Ipenaparbl - JIEKAPCTBEHHBIE CpEICTBA B BUJIE JIEKAPCTBEHHBIX (popm,
MpUMEHsIeMble U1l MPOQMIAKTUKH, IUAarHOCTHKH, JeueHus 3a0oJjeBaHUs, peadbuIuTanuu, s
COXpPaHEHUs, IPEIOTBPAIICHUS] WU MPEPbIBaHUs OEPEMEHHOCTH;

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

5.1) no3upoBka - COAEpKAHUE OJHOTO WJIM HECKOJIbKUX JICUCTBYIOIIMX BEUIECTB B
KOJIMYECTBEHHOM BBIPQXEHUM Ha €IMHUILy J03bl, WJIM €IWHUIy 00beMa, WU EIUHUI]y Macchl B
COOTBETCTBUHM C JIEKapCTBEHHOW (opmoit 1mbO s HEKOTOPBIX BHJOB JIEKAPCTBEHHBIX (QOpM
KOJINYECTBO BBICBOOOXKIAEMOI0 M3 JIEKAPCTBEHHOM (OpMBI JIEHCTBYIOIIErO BELIECTBA 3a EJUHMILY
BpPEMEHU;

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

6) TmepedeHb IKM3HEHHO HEOOXOJMMBIX M BAXKHEHMIIMX JIEKAPCTBEHHBIX IpenapaToB -
yrBepxkaaemsblid [IpaBurensctBoMm Poccniickoit denepanny nepedeHsb JIEKapCTBEHHBIX MTPENapaToB s
MEJUIIMHCKOTO TPUMEHEHUs, 00ecneuynBaroluX MPUOPUTETHbIE NOTPEOHOCTH 3PaBOOXPAHEHHS B
nesnsax NpoQWIaKTUKA M JIedeHHs 3a00JieBaHUM, B TOM 4HCle NpeoliajarolliuX B CTPYKType
3aboneBaeMoctu B Poccuiickoit ®eneparuuy;

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

6.1) opdannbie NeKapCcTBEHHBIE NpenapaThl - JIEKAPCTBEHHBIC MpPENapathl, MpeIHa3HauCHHbIC
WCKJTFOUUTENIFHO ISl TUATHOCTUKM WIIM TIATOTEHETHYECKOTO JICYCHHUsS (JICUeHHsI, HAIpaBJICHHOTO Ha
MEXaHHU3M pa3BUTHs 3a00seBaHMsl) pelKuX (OppaHHbIX) 3a00JI€BAHUN;

(. 6.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 28.04.2023) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

6.2) OuosIOrMYECKHEe JIEKAapCTBEHHBbIE NpenapaThl - JIEKApCTBEHHbIE Ipenaparthl, JelcTByoIee
BEIIECTBO KOTOPBIX MPOU3BEICHO WM BBIIEICHO M3 OMOJIOIMYECKOro MCTOYHMKA M JIJISl ONpeJIesICHUs
CBOWCTB M KadecTBa KOTOPHIX HEOOXOauMa KOMOHMHAIUS OMOJIOTHYECKUX M (PU3MKO-XUMHUYECKUX
MeToZoB. K OMOIOTMYecKHM JIeKapCTBEHHBIM TMperapaTtaM OTHOCATCS HMMYHOOHOJIOTHYECKUE
JIEKapCTBEHHbIE IIpernapaThl, JEKapCTBEHHbIE IpernapaThl, IMOJyYEHHblE U3 KpPOBHU, IJIa3Mbl KPOBH
4eJ0BeKa M KMBOTHBIX (32 MCKIIIOYEHHEM LENbHOM KpOBHU), OMOTEXHOJIOTMYECKHE JIEKApPCTBEHHbIE
Ipernaparhl, TeHOTEPaNeBTUUECKUE JIEKaPCTBEHHBIE NPeNaparsl;

(1. 6.2 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

7) WMMYHOOHMOJIOTHYECKHE JICKQpPCTBEHHBIC IMpemapaThl - JIEKAPCTBEHHBIC TNIperaparsl,
NpE€aAHAa3HAYCHHBIC IJIA q)OpMI/IpOBaHI/ISI AKTUBHOI'0O HJIM MAaCCMBHOI'O MMMYHHUTCTA 100 JOUArHOCTHUKHN
HaJIN4YUsa HUMMYHUTCTA niim AUATrHOCTUKU cneunqmqecxoro npno6peTeHHoro N3MEHCHUA
MMMYHOJIOTHYECKOTO  OTBETa Ha ajuleprusupyione BemiectBa. K MMMyHOOHOJIOTMYECKUM
JMEKapCTBEHHBIM  MpemaparaM  OTHOCSTCS  BaKIMHBI, aHATOKCUHBI, TOKCHHBI,  CHIBOPOTKH,
MMMYHOTJIOOYJIHHBI U aJUIEPTeHBI;

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

7.1) OMOTEXHOJOTMYECKHE JIEKApCTBEHHBbIE IpemapaTbl - JIEKAPCTBEHHbIE IIpenaparsl,
MIPOM3BOJICTBO KOTOPBIX OCYIIECTBIISIETCS C HCIOJIb30BAHUEM OMOTEXHOJIOTMYECKUX IPOLECCOB U
MeToz0B (B ToM uncie JJHK-pekoMOnHaHTHOM TEXHOIOTMHU, TEXHOIOIUH KOHTPOJIMPYEMOM 3KCIIpeccuu
T€HOB, KOAMPYIOLIIUX OMOJIOTMYECKH AaKTHUBHbIE O€JNKM B MNPOKApUOTaX M JYKApHOTax, BKIIOYAs
M3MEHEHHbIE KIIETKH MJICKOIUTAIOIINX ), THOPHIOMHOTO METO/Ia U METOAa MOHOKJIOHAJIbHBIX aHTHUTE,
(n. 7.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

7.2) TeHOTepaneBTUYECKUE JIEKApCTBEHHbIE MpenapaTtbl - JIEKAPCTBEHHBbIE IIpenaparsl,
(dapmaiieBTHUECKass CyOCTaHIUSI KOTOPBIX SIBISETCS PEKOMOMHAHTHOM HYKJIEMHOBOM KHCIOTOW WU
BKJIIOYaeT B ce0s pEeKOMOMHAHTHYIO HYKJIEHHOBYIO KHCIIOTY, IIO3BOJISIOUIYIO OCYILIECTBIATh
peryiupoBaHue, penapanuio, 3aMeHy, 100aBjIeHne WK yJaleHHe TeHeTHUECKOM Moce10BaTeNbHOCTH;
(m. 7.2 BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) HapKOTHYECKHE JIEKAPCTBEHHBIE CPEJCTBA - JIEKAPCTBEHHBIC MpENapaTsl U (apMareBTHYECKUE
cyOcTaHIIMM, COAEpIKallUe HApPKOTHUYECKHE CPEJICTBA U BKIIOYEHHBIE B llepeueHb HapKOTHYECKUX
CPEICTB, ICUXOTPOINHBIX BEIIECTB M HMX MPEKYypCOpOB, MOUIEKAINUX KOHTpoIO B Poccuiickoit
®denepanii, B COOTBETCTBUM C 3aKOHOAATEILCTBOM Poccuiickoit dexpeparuu, MexITyHApOIHBIMHU
norosopamu Poccuiickon @enepanuu, B ToM yuciae EAMHON KOHBEHIIMENW O HAPKOTHUUYECKUX CPEACTBAX
1961 rona;

9) MCUXOTPOITHBIC JIEKAPCTBEHHBIC CPEJICTBA - JIEKAPCTBEHHBIE MpemapaThl U (apMaleBTUICCKUE
cyOCTaHIIMM, COJAEpIKAIIUE TCUXOTPOIIHBIE BEIIECTBA M BKJIIOUEHHBbIE B llepeueHb HApPKOTHYECKUX
CPEICTB, ICUXOTPOINHBIX BEIIECTB M HMX MPEKYypCOpOB, MOUIEKAIMUX KOHTpOIO B Poccuiickoit
®denepalii, B COOTBETCTBUM C 3aKOHOAATEILCTBOM Poccuiickoit dexpepaiuu, MexITyHaApOIHBIMHU
noroBopamu Poccuiickoit denepanuu, B ToM unciae KoHBeHIMEW O MCUXOTPOIMHBIX BemiecTBax 1971
rojaa;

10) pammodapmaneBTHYECKHE JIEKAPCTBECHHBIE CPEICTBA - JICKAPCTBEHHBIE CPEJCTBA, KOTOPHIE
COACpIKaT B TOTOBOI JJIs1 UCITOJIB30BAHUA (bOPMe OIVH PAAUOHYKIINI WM HCCKOJIBKO PaJUOHYKINAOB

(pamnoaKkTUBHBIX U30TOTOB);

10.1) opuruHanIbHBIA JICKAPCTBEHHBIM Ipenapar - JIEKapCTBEHHBIM Ipemapar ¢ HOBBIM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JICHCTBYIOIIMM BEILIECTBOM, KOTOPBIM IEpBBIM 3apeructpupoBadH B Poccuiickonn denepauuu wuiud B
MHOCTPaHHBIX TOCY/JapCcTBaX HAa OCHOBAaHUU  PE3YJBTATOB  JOKJIMHUYECKUX  MCCIEAOBAaHUMN
JIEKAPCTBEHHBIX  CPEICTB M KIMHUYECKMX  HMCCICAOBAHMM  JIEKAPCTBEHHBIX  IIPENAparoB,
MOJITBEPKTAIOIINX €0 Ka4yecTBO, 3P(HEKTUBHOCTH M OE30MTaCHOCTD;
(m. 10.1 BBenen @enepanbHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBIH JIEKapCTBEHHBIN IIpenapar - JIEKapCTBEHHBIN MperapaT, KOTOPBIHA UCIIOIb3YEeTCs
JUIS OLIEHKH OMORKBUBAJICHTHOCTH WJIHM TePareBTUUYECKON SKBUBAJICHTHOCTH, KauecTBa, 3(hPpeKkTUBHOCTH
U 0e30MacHOCTH  BOCHPOM3BEICHHOTO  JIGKAPCTBEHHOrO  Mpemapara WM  OHOaHAJIOrOBOTO
(buomo00HOTO)  JIEKapCTBEHHOTO  mpemapata (Owoanamora). B kadectBe  pedepeHTHOTO
JIEKApCTBEHHOTO Tpermapara JuUid MEAWIIMHCKOTO TMPUMEHEHHS HUCIOJb3YeTCs OpPUTHMHAIBHBIN
JIEKapCTBEHHBIN MperapaT Ju00, eCTU OpPUTHHAIBHBIN JIEKapCTBEHHBIN Mpenapar He 3aperucTpUpOBaH
WIK He HaxoauTcsi B obopore B Poccuiickoit @enepanyiu 1 HE HAXOJIUTCS B 000POTE€ B MHOCTPAHHBIX
rocy/lapcTBaxX, BOCHPOM3BEICHHBINA JIEKApCTBEHHBIM MpenaparT Win OHMOaHa’IoroBbli (OMOMOJOO0HBIN)
JIEKapCTBEHHBIN mpemnapat (0noaHanor), KOTOPBIM MEPBBIM 3aPETUCTPUPOBAH U3 YHCIIA HAXOMAAIIUXCS B
obopote B Poccwmiickoii denepamnuu, OMO’KBUBAIECHTHOCTh WM TEPANCBTUYECKAs] YKBHBAJIICHTHOCTb,
Ka4uecTBO, 3((HEKTUBHOCTh M OE30TIACHOCTh KOTOPOT'O OIEHUBAIUCH 10 OTHOIICHUIO K OPUTHHAIILHOMY
JIEKApCTBEHHOMY TIpemapary, a Takke KadecTBO, 3(PQPEeKTHBHOCTP M 0€30MacHOCTh KOTOPOTO
MOATBEPKIAIOTCA pe3ybTaTaMu (apMaKOHAI30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJNICTB,
HaXOJSAIIUXCS B TPAKIAHCKOM O0OpOTE, YCTAaHOBIEHHBIM TpeOOBaHUSM K MX KadecTBy. B kauecTBe
pedepeHTHOTO JICKapCTBEHHOTO Tpemapata JJii BETEPUHAPHOTO MPUMEHEHHS HCIOIb3yeTcs
JIEKAPCTBEHHBIM IIpenapar il BETEpUHApPHOIO IPUMEHEHMS, 3aperuCTpUpOBaHHBbIM B Poccuiickoin
@denepalli Ha OCHOBAaHUM PE3yJIbTATOB JOKIMHUYECKUX HCCIIEIOBAaHUM JIEKAPCTBEHHBIX CPENICTB U
KIIMHAYECKUX HWCCJIEAOBAHUN JIEKAPCTBEHHBIX TMPEMApaToB, IMOJATBEPKIAONIMX €ro KadecTBO,
3¢ PEeKTUBHOCTD U OE30IIACHOCTH;
(m. 11 B pen. ®enepansHoro 3akona oT 27.12.2019 N 475-D3)

12) BOCHpOU3BEINEHHBIM JIEKAPCTBEHHBIM TMpenapaT - JIEKAPCTBEHHBIM Mpenapar  Jajis
MEIUIIMHCKOTO TMPUMEHEHHS, KOTOPBIA HWMEET OJKBUBAJICHTHBIH pePepeHTHOMY JIEKQpCTBEHHOMY
Mpenapary Ka4eCTBEHHBIN COCTAaB M KOJMYECTBEHHBIN COCTAB JEUCTBYIOIINUX BEIIECTB B SKBUBAJIEHTHOM
JIEKapCTBEHHOU (opMe, TUOO0 JIEKApCTBEHHBIM MperapaT Jyisi BETEPUHAPHOTO TPUMEHEHUS, KOTOPHIN
HMEET TaKuhe J>Ke, 4YTO M pPePEpPeHTHBIM JICKApCTBEHHBIM IIperapar, KayeCTBEHHBIH COCTaB M
KOJIMYECTBEHHBI COCTaB JCHCTBYIOIIMX BEIIECTB B TaKOW K€ JIEKapCTBEHHOH  (opme,
OMOPKBUBAJIEHTHOCTh WM  TEPANEeBTHUYECKAas HSKBHUBAICHTHOCTh KOTOPBIX COOTBETCTBYIOIIEMY
pedepeHTHOMY JIEKapCTBEHHOMY IpemapaTy MoATBEPKIeHA COOTBETCTBYIOIUMU HCCIIECAOBAHUSIMU;

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

12.1) TepaneBTHUecKasi SKBUBAJICHTHOCTh JIGKAPCTBEHHBIX MPEMAPATOB - JOCTIKCHUE KITMHUYCCKU
COTIOCTaBUMBIX TepaneBTHYECKOTO 3 ¢dekTa u mokazarenei 3¢pdPexTuBHOCTH W 0€30MacHOCTH TIPH
MIPUMEHEHUU JIEKapCTBEHHBIX MpENnapaToB Uil MEIULUMHCKOTO MPUMEHEHHUs, HMEIUMX OJIHO
MEXIYHApOJAHOE HEMaTeHTOBAaHHOE (MU XHMHYECKOE, WM TPYNIUPOBOYHOE) HANMEHOBAaHUE, B
SKBUBAJIEHTHBIX JO3UPOBKAX IO OJHMM M TEM K€ IMOKA3aHUSIM K INPUMEHEHUIO U NPU OAUHAKOBOM
crioco0e BBEICHUSI Y OJTHOM U TOM K€ TPYIIIbI O0IBHBIX;

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

12.2) 6uoananoroBsiii (OMOMOMOOHBIN) JIEKAPCTBEHHBIN Mpenapar (0noaHaior) - OMOJIOTHYECKUI
JIEKapCTBEHHBIN MpemapaT, CXOXHUW IO MapaMmerpaMm KadecTBa, dPQPEKTUBHOCTH M O€30MaCHOCTU C
pedepeHTHBIM OHOIOTUYECKUM JIEKAapCTBEHHBIM TPEMapaToM B TAaKOW Ke JIEKapCTBEHHOW Qopme u
AMEIOIINHA UASHTUYIHEIH CII0CO0 BBEAECHHUS;

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

www.consultant.ru CrpaHuua 5 u3 144
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=420491&amp;date=01.08.2023&amp;dst=100011&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=420491&amp;date=01.08.2023&amp;dst=100013&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=420491&amp;date=01.08.2023&amp;dst=100015&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=420491&amp;date=01.08.2023&amp;dst=100017&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=01.08.2023&amp;dst=100028&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

12.3) B3auMo3aMeHsIEMbIi JIGKAPCTBEHHBIN Mpemnapar - JeKapCTBEHHBIN MpemapaT ¢ JI0Ka3aHHOMN
TEPaNeBTUYECKON OSKBUBAJICHTHOCTHIO WM OHOIKBHBAJIIEHTHOCTHIO B OTHOILIEHUH pedhepeHTHOTO
JIEKapCTBEHHOTO Mpenapara, UMEIOIINN SKBUBAJICHTHBIE €MY KaU€CTBEHHbBI COCTaB U KOJIMYECTBEHHbBIN
COCTaB JCHCTBYIOLIMX BELIECTB, COCTAB BCIIOMOTaTENbHBIX BEIIECTB, JIEKAPCTBEHHYIO (popMy M crtocod
BBE/ICHUS;

(n. 12.3 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

12.4) OWOAKBUBAJCHTHOCTh JIEKAPCTBEHHBIX MpPEMapaToB - JOCTHKEHHE COMOCTaBUMBIX
MOKa3aTesiel CKOPOCTH BCAChIBaHUS, CTENEHU MOCTYIUIEHUS K MECTY JIEUCTBHSI U CKOPOCTH BBIBEICHHS
OJTHOTO WJIM HECKOJIBKUX 00JIadaromux (apMaKoJIOTHIECKOM aKTHBHOCTRIO JIEHCTBYIOIINUX BEIIECTB MPU
MPUMEHEHUU JIEKAPCTBEHHBIX TMpENapaToB Uil MEIUIIMHCKOTO TMPUMEHEHHUs, HMEIOUUX OJIHO
MEXKIyHApOAHOEC HEMaTEHTOBAHHOE (WM XHUMHYECKOE, WM TPYNIUPOBOYHOE) HAWMEHOBAaHHE, B
SKBUBAJICHTHBIX JO3UPOBKAX M MPU OJMHAKOBOM CIIOCOOE BBEIICHUS,

(m. 12.4 BBenen PenepanbHbIM 3akoHOM OT 27.12.2019 N 475-D3)

13) JICKAPCTBCHHOC PACTUTCIBHOC CBIPHC - CBCIKUC HJIM BBICYHICHHBIC PACTCHUA 0o ux 4acCTu,
HCIIOJIb3YCMBIC IJid IMPOU3BOACTBA JICKAPCTBCHHBLIX CPCACTB OpraHu3allsaIMU - IPOU3SBOJUTCIAMU
JICKApCTBCHHBIX CPCACTB HUJIKM HU3TOTOBJICHUS JICKAPCTBCHHBIX IMPEIIApaTOB allTCYHBIMU OpraHHU3alusaIMU,
BCTCPHHAPHBIMH ANITCUYHBIMU OPraHu3alusaMi, WHAUBUAYAJIbHBIMU HNPCANPUHUMATCIAMA, UMCIOIIUMU
JIMICH3UIO Ha (bapMaHeBTI/I‘ICCKYIO JCATCIIbHOCTD,

14) nexapcTBEHHBIN pacTUTENbHBIN Mpenapar - JEKapCTBEHHBIN Mpenapar, MPOU3BEJCHHbIN HIN
M3TOTOBJICHHBIA U3 OJHOT'O BUJIA JIEKAPCTBEHHOI'O PACTUTEIBLHOTO ChIPbs WJIM HECKOJIBKUX BUOB TAKOTO
CBIPBSI U pean3yeMblii B pacacOBaHHOM BHJIE BO BTOPHUHOMN (TIOTPEOUTENBCKOM) YIIaKOBKE;

15) romeonarnyeckuil JeKapCTBEHHBIM Mpenapar - JEKapCTBEHHBIN Ipernapar, Mpou3BEACHHbIN
WIM M3TOTOBJIEHHBIM M3 (apmaleBTHUeCKON cyOcTaHIMK wWin (apMaleBTHUeCKUX CcyOcTaHIMil B
COOTBETCTBUM C TPeOOBAHUAMHU OOIIMX (papMaKoNeHHbIX cTaTed K FOMEONATUYECKUM JIEKapCTBEHHBIM
mpernaparaM MM B COOTBETCTBUM C TpeOOBaHMSAMHU (apMakolen CTpaHbl MPOU3BOJUTENS TAKOTO
JIEKapCTBEHHOI'O IIpernapara;
(. 15 B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

16) MexIyHapoJHOE HEMAaTeHTOBAHHOE HAMMEHOBAaHWE JIGKAPCTBEHHOTO  CpeACTBA -
HaMEHOBAaHHE JICHCTBYIONIETO BeEmIeCTBA (DapMaleBTHUYECKOW CyOCTaHIIMH, PEKOMEHIOBAHHOE
BcemupHoii opranuzanuei 34paBoOOXpaHeHUS;

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

17) ToproBoe HaMMEHOBAHME JIEKAPCTBEHHOI'O CPEACTBA - HAMMEHOBAaHUE JIEKAPCTBEHHOIO
CpEICTBa, IPUCBOEHHOE €ro pa3pabOTUMKOM, JepiKaTeleM MWIM BIAJCIbIEM PErHCTPALIHOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpenapara;

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

17.1) rpynmupoBOYHOE HAMMEHOBAHME JICKApPCTBEHHOIO Ipenaparta - HAaUMEHOBAaHUE
JIEKapCTBEHHOT'O TpernapaTa, He MMEIOLIEro MeXIyHapoJHOrO HeMaTeHTOBAHHOIO HAMMEHOBAHUS, WU
KOMOMHAIIMM JIEKapCTBEHHBIX NpEnapaToB, MCIOIb3yeMOe B LEISIX OOBEAMHEHHS UX B TPYIIy MHOJ
€MHbIM HAMMEHOBAaHUEM HCXO/I U3 OJAMHAKOBOI'O COCTaBa JEMCTBYIOLIMX BELLECTB;

(m. 17.1 BBenen @enepanbHbIM 3aKko0HOM OT 22.12.2014 N 429-D3)

18) obmiast papmakornieiiHas CTaThs - TOKyMEHT, YTBEP>KICHHBIN YIIOJTHOMOYEHHBIM (e/iepabHbIM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

OpPraHOM HCIOJHUTEIBHOM BIIACTH M COJAEPIKAILMH MepedeHb MoKa3aTeneil KauecTBa U (MIM) METOJIOB
KOHTPOJISI KadyecTBa KOHKPETHOHM JIeKapCTBEHHON (OPMBI, JEKapCTBEHHOTO PACTUTEIBHOTO ChIPhS,
onucaHus  OWOJOTHMYECKUX,  OMOXMMHUYECKHX,  MHKPOOHMOIOTHYECKUX,  (PU3HKO-XUMHUYECKUX,
(GU3NIECKUX, XUMHUUECKUX H IPYTHX METOAOB aHAJIN3a JISKAPCTBEHHOTO CPEJICTBA, a TAaKXKe TPEOOBaHHUS
K HCHOJB3yeMbIM B IEISIX MPOBEICHHS IaHHOTO aHajh3a peakTHBaM, THUTPOBAHHBIM pacTBOpaM,
MHIUKaTOpaM;

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

19) dapmakoneitHas cTaThsd - IOKYMEHT, YTBEPXKICHHBIM YHNOTHOMOYEHHBIM (QeaepalbHbIM
OpraHOM HCIIOJHUTEIBHOW BJIACTH M COJACpXKAIIUN IepeyeHb MoKa3aTejaeld KadecTBa M METOOB
KOHTPOJISI KaueCTBa JIEKapCTBEHHOTO CPE/CTBA;

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

19.1) cranmaptHBIe 00pasIbl - BEIIECTBA, MOCPEACTBOM CPaBHEHUS C KOTOPBIMHU OCYIIECTBIISETCS
KOHTPOJIb KauecTBa MCCIEAYEMBIX JIEKaPCTBEHHBIX CPEICTB C MOMOIIbI0 (U3UKO-XUMUYECKUX U
OMOJOTMYECKUX METOJOB B IEISIX TOATBEPXKICHUS COOTBETCTBUS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM HOPMATHBHOW JOKYMEHTAIIMH, YCTAHOBJIICHHBIM IMPHU OCYIIESCTBICHUH T'OCYIapCTBEHHON
perucTpanuu, ¥ KOTOPbIe MPUMEHSIOTCS IS KaTuOpPOBKM CTAHIAPTHBIX OOPa3loB MPOU3BOIUTEIS
JIEKApCTBEHHBIX CPEJICTB, HMCIOJIB3YEMBIX JJII KOHTPOJISI KAadeCTBAa W HWHBIX IEJIed Mpu OOpaiieHun
JIEKapCTBEHHBIX CPEJICTB;

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

19.2) ¢apmakoneiHblii craHAapTHBI oOpas3en - CTaHAAPTHBIM oOpasel, NPOU3BEICHHBIN B
COOTBETCTBHUH C (hapMaKOIEHHON CTaTheH;
(. 19.2 BBenen @PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

20) HOpMaTHBHasi JOKYMEHTAIUs - JOKYMEHT, COJepXalluid IepeueHb ONpEeNessIeMbIX I10
pe3ysbTaTaM COOTBETCTBYIOIIMX OSKCIIEPTU3 IIOKA3aTeIed KadecTBa JIEKAPCTBEHHOIO CPEACTBA JUIS
MEIULMHCKOrO IPUMEHEHHS, METOIOB KOHTPOJIS €ro Ka4eCTBAa U YCTAHOBJIEHHBIN €0 IIPOU3BOJAUTEIIEM;

21) HOpMaTHBHBIN JOKYMEHT - TOKYMEHT, COJEPKAIHM IIepEUEHb ONPEENIAEMbIX 110 pe3yIbTaTaM
COOTBETCTBYIOIIMX OKCIEPTU3 IIOKa3zaTelned KadecTBa M (WIM) METOJOB KOHTPOJS KauyecTBa
JeKapCTBEHHOH (OpMBI, OMHCAaHUS OHOJOTUYECKHX, OMOXUMHYECKHX, MHKPOOMOJIOTHUECKHUX,
(UBUKO-XUMHUYECKUX, PU3NYECKUX, XUMHUUECKUX U JPYTUX METOAOB aHaIM3a JIEKApPCTBEHHBIX CPEJCTB
JUISL BETEPUHAPHOTO IPUMEHEHUs1, TPeOOBaHUsI K MCIIOJIB3YEMBIM B IIEJISAX MPOBEACHUS TaHHOTO aHAn3a
peakThBaM, TATPOBAHHBIM PACTBOPAM, UHJIMKATOPAM U YCTAHOBIIEHHBIN €r0 MPOU3BOAUTEIIEM;

21.1) oOmuii TEXHUYECKUN NTOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTE€pUAJIOB, COCTOSIINA W3
HECKOJIBKMX  Pa3/elioB -  JIOKyMEHTAllMM  aJMUHHUCTPATUBHOIO  XapakTepa, XUMHYECKOH,
(dapMameBTHYECKON W OMOJOTHYECKOW JOKYMEHTAIluu, (apMaKOJIOTHICCKOW, TOKCHKOJIOTHUSCKON
JIOKYMEHTAllMH, KIWHUYECKOW JOKYMEHTAIIMM M MPEICTABISEMbIA OJHOBPEMEHHO C 3asBICHUEM O
rOCYJapCTBEHHON pErucTpalyy JEKAapCTBEHHOIO IIpenapara Juisi MEIULIMHCKOTO NPUMEHEHHUs B
(dhopMate, yCTAaHOBIIEHHOM YIIOJHOMOYEHHBIM (pe/iepallbHbIM OPraHOM HUCIIOJIHUTENBHOMN BIIACTH;

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

22) KauecTBO JIEKaPCTBEHHOI'O CPEJICTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CPEJICTBA TPEOOBAHUIM
¢dapMakoneiiHoil craThu JMOO B Cllydae €€ OTCYTCTBHS HOPMATHBHOM JOKYMEHTAIlMH WJIH

HOPMATUBHOI'O TOKYMCHTA,

23) 0e30macHOCTh JIEKAPCTBEHHOTO CPEACTBA - XapaKTEpUCTHKA JIEKAPCTBEHHOTO CPE/ICTBA,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

OCHOBAHHAs HAa CPABHUTCIIbHOM aHAJIN3EC €TI0 3(1)(1)CKTI/IBHOCTI/I U puUCKa NIpUINHCHHUA BpE€aa 3J0POBbIO,

24) 3¢ ¢heKTUBHOCTh JIEKApPCTBEHHOTO Ipernapara - XapakTepUCTHKa CTENEHH IMOJOKUTEIHLHOTO
BIMSIHUS JIGKAPCTBEHHOTO TWIperapara Ha TEYEHHE, IPOJODKUTENFHOCTh 3a00JIeBaHUSI WM  €To
MIpeI0TBpalleHIE, peaOUINTALNIO0, HA COXPAHEHUE, IPEJOTBpAllleHNEe WIN IIpepbiBaHie OEPEMEHHOCTH;

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

26)  perucTpalliOHHOE  YJOCTOBEPEHHME  JIEKAPCTBEHHOro  Iperapara -  JOKYMEHT,
MOJTBEPKAIOUINNA (PAaKT TOCYAaPCTBEHHON PEruCTpalliy JIGKapCTBEHHOTO Ipernapara;

26.1) nepxarenb WIKM BIACNEl] PETUCTPALIMOHHOTO YAOCTOBEPEHHUS JICKAPCTBEHHOTO Mpernapara -
pa3paboOTYHMK JICKAPCTBEHHOTO CPEJCTBA, IPOW3BOAMUTEIh JICKAPCTBEHHBIX CPEICTB WM HWHOE
IOPUAMYECKOE JIMIO0, O0JIaJaroIiee MpaBoOM BIIAJCHHUS PETHUCTPAIMOHHBIM YJIOCTOBEPEHUEM, KOTOPHIC
HECYT OTBETCTBEHHOCTb 32 Ka4e€CTBO, 3(PPEKTUBHOCTH U OE30MACHOCTD JICKAPCTBEHHOT'O IIPEnapara;

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

27) perucTpalMoHHbI HOMEp - KOJ0BOE 0003HaUEHHUE, TPUCBOCHHOE JIEKAPCTBEHHOMY Ipernapary
IIPU €r0 rOCyAapCTBEHHON PETUCTPALIUN;

28) oOpaieHue JIEKAapCTBEHHBIX CPEACTB - pa3paboTka, MOKIMHUYECKHE WCCIIECIOBAHUS,
KIIMHUYCCKHUE UCCIICAOBAHUSA, OKCIICPTHU3a, TOCYJApPCTBEHHAA pEeTUCTpaluia, CTaHAapTU3alud U KOHTPOJIb
KauecTBa, IPOU3BOJICTBO, M3rOTOBJIICHHUE, XpaHEHUE, MepeBo3ka, BBO3 B Poccuiickyro depeparutio,
BbIBO3 U3 Poccuiickoit denepauuu, peknama, OTIYCK, pealu3alus, IMepeaada, MpPUMEHEHUE,
YHUYTOXKEHHUE JIEKAaPCTBEHHBIX CPE/ICTB;

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

29) cyOBeKkThl OOpamieHusi JIEKapCTBEHHBIX CPEACTB - (U3UYECKHE JMIa, B TOM HYHCIE
WHAUBUAYaAIbHbIE TPEINPUHUMATENIN, U IOPUAMYECKHUE JIHIA, OCYLIECTBIISIIOIINE NEATEIbHOCTh MpHU
o0pallleHNH JIEKapCTBEHHBIX CPEJCTB;

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

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

31) mpom3BOACTBO JIEKAPCTBEHHBIX CPENCTB - ACATEIHHOCTH MO TPOW3BOJCTBY JIEKAPCTBEHHBIX
CPEJCTB OpraHU3alUsIMH - MPOU3BOJUTEISAMU JIEKAPCTBEHHBIX CPEJICTB HA OJHOM CTaJNH, HECKOJIBKUX
WJIMA BCEX CTaAUAX TEXHOJOTMYECKOIO MPOLECCA, a TAKKE M0 XPAHEHUIO U peAIM3alliU IIPOU3BEICHHBIX
JIEKaPCTBEHHBIX CPEJICTB;

31.1) mpou3BOCTBEHHAS TUIOMIA/IKA - TEPPUTOPHATEHO 000COOJICHHBI KOMIUIEKC MPOU3BOIUTEIS
JICKapCTBCHHBIX CPEJICTB, MPEJIHA3HAUCHHBIA IS BBIOJIHEHUS BCETO Ipollecca IPOU3BOJICTBA
JICKaPCTBCHHBIX CPEJICTB WJIHM €T0 OTPE/ICIICHHON CTaIVH,

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

32) MMPOU3BOAUTEIIb JICKAPCTBCHHBIX CPEACTB - OpraHu3anus, OCYHICCTBJIAIOIIaA MPOU3BOLACTBO
JICKApCTBCHHBIX CPCACTB B COOTBCTCTBUU C Tp€6OBaHI/I$IMI/I HaCTOAIICTO (I)C)lepaHLHOFO 3aKOHa,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

33) dpapmaneBTHYECKas EATEIBHOCTD - JESTEIbHOCTD, BKIFOYAIONIasi B CE0sl ONTOBYIO TOPTOBITIO
JICKApCTBEHHBIMH ~ CPEJICTBAMM, UX XpaHEHHE, TMEpeBO3KY U (WIM) PO3HUYHYIO TOPTOBIIIO
JICKApCTBCHHBIMU IMpCliaparamMu, B TOM 4YHCIIC JUCTAHIHUOHHBIM CHOC06OM, HUX OTIYCK, XPaHCHHUC,
MIEPEBO3KY, N3TOTOBIICHHE JIEKAPCTBEHHBIX MPENapaToB.;

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

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

35) anTeuHas opraHuzanMs - OpraHu3ainusi, CTPYKTYpHOE MOJipa3feleHue MEAUIMHCKON
OpraHu3aINH, OCYIIECTBIISIIONINE POSHUYHYIO TOPTOBIIIO JICKAPCTBEHHBIMH IIpernapaTaMu, B TOM YHUCIIE
JTUCTAHIIMOHHBIM  CITIOCOOOM, XpaHEHHWE, TIEePEeBO3KY, W3TOTOBJICHHE H OTIYCK JIEKAPCTBEHHBIX
MpenapaToB Il MEIUIMHCKOTO TPUMEHEHHMST B COOTBETCTBHM C TPEOOBAHUSMU HACTOSIIETO
®denepallbHOTO 3aKOHA;

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

36) BeTepuHapHas anTeyHas OpraHu3alys - OpraHu3alus, CTPYKTYpHOE NOJpa3zeiieHue
BeTepHHapHOﬁ opraHuialnuu, OCYHECTBIAIONIUC PO3HHUYHYIO TOPIrOBJIIO JICKAPpCTBCHHBIMU
npemaparaMu, B TOM YHUCIC JUCTAHIUOHHBIM CHOCO6OM, XpaHCHUEC, HU3IrOTOBJICHHUE H OTIIYCK
JICKapCTBEHHBIX IpenapaTroB I BETEPUHAPHOIO NPUMEHEHUS B COOTBETCTBMU C TPeOOBAHUAMU
Hacrosero deaepaibHOro 3aK0Ha;

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

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

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

39) xoHTpadaKTHOE JICKAPCTBEHHOE CPEJICTBO - JIGKAPCTBEHHOE CPEACTBO, HAXOJAIICECS B
000pOTe C HAPYLICHUEM I'PaXKIAHCKOTO 3aKOHO/IATEIbCTRA;

40) OKIMHUYECKOE  HKCCIICIOBAaHWE  JICKAPCTBEHHOTO  CpeAcTBa -  OMOJIOTHMYECKHE,
MI/IKpO6I/IOJ'IOFI/I'-IeCKI/Ie, HUMMYHOJIOTHYECKHNEC, TOKCUKOJOTMYCCKUC, @apMaKOHOFI/I‘IeCKI/Ie, q)HSquCKI/Ie,
XHUMHUYECKHE U JAPYTUE HCCIICOBAHUS JICKAPCTBEHHOTO CPEIICTBA ITyTEM ITPUMEHEHHSI HAyYHBIX METOJIOB
OLICHOK B TIIENAX TIIOJIyYEHHUS JIOKA3aTeIbCTB OE30MacHOCTH, KadecTBa W APPEKTUBHOCTH
JIEKapCTBEHHOT'O CPEJICTBA;

4]1) KJIMHUYECKOE HCCIENOBAHUE JIEKAPCTBEHHOIO IIpernapara - HM3yY€HUE JMArHOCTUYECKUX,
Je4eOHbIX, MPOUITAKTUIECKHX, (DaPMaKOIOTHIECKIX CBOIMCTB JIEKAPCTBEHHOTO MpernapaTa B IpoIecce
ero MPUMEHEHHsI y YeJOBEKa, )KUBOTHOI'O, B TOM YKCJIE IPOIIECCOB BCACHIBAHUS, paCIpeCICHUs,
W3MECHEHHsSI M BBIBEICHHS, IyTEM NPUMEHEHHS HAy4YHBIX METO/IOB OLEHOK B IEJSIX MOTY4EHHS
J0Ka3aTeJIbCTB O€30MacHOCTH, KadecTBa M S((EKTHBHOCTH JIEKAPCTBEHHOTO IpenapaTa, JaHHBIX O
HEKENATEIbHBIX PEaKIUsAX OpraHu3Ma YelIOBEKa, >KUBOTHOTO HAa TPHMEHEHUE JIEKapCTBEHHOTO
npemnapara ¥ 00 3¢dexre ero B3aMMOJIEHCTBHA C JPYTMMH JIGKAPCTBEHHBIMU MpenapaTtamMu U (WIIn)
MUIIEBBIMH POYKTaMH, KOPMaMHU;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

42) MHOTOLIEHTPOBOE KJIMHUYECKOE HCCIeI0BaHNE JIEKAPCTBEHHOTO Ipemnapara JUisi MeAMLIUHCKOTO
IIPUMEHEHUs - KIMHUYECKOE WCCIIEOBAaHUE JICKapCTBEHHOIO IIpenapara Mg MEIULMHCKOTO
MPUMEHEHHS, TIPOBOJAMMOE Pa3padOTYMKOM JIEKAPCTBEHHOTO TpenapaTta B ABYX U 0ojiee MEeIUIIMHCKUX
OpraHu3alMsAX 110 EAMHOMY IIPOTOKOIY KIIMHMYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO IIpernapara;

43) MexIyHapoJIHOE MHOTOLEHTPOBOE KIMHUYECKOE HCCIIEOBAaHHME JIEKapCTBEHHOI'O Mpernapara
JUIS MEAMLMHCKOTO MPUMEHEHHUS - KIMHUYECKOE HCCIIEOBAHMUE JIEKAPCTBEHHOTO Ipernapara s
MEIHUIIMHCKOTO MPUMEHEHHS, TPOBOANMOE Pa3padOTYMKOM JIEKaPCTBEHHOTO MpenapaTa B pa3iHyuHbIX
CTpaHax Mo €IMHOMY IIPOTOKOIY KIIMHUYECKOT0 UCCIIEOBAaHUs JIEKapCTBEHHOTO MIpenapara;

44) TOCTPErUCTPALMOHHOE KIMHUYECKOE HCCIEAOBaHUE JIEKAPCTBEHHOrO TMpemnapara s
MEJUIIMHCKOTO TIPUMEHEHHUS - KIWHUYECKOE UCCIIEJOBAHNE JIEKApCTBEHHOTO TIpemapara Jyist
MEJIUIIMHCKOTO TTPUMEHEHUS, MPOBOMMOE TIPOU3BOIUTEIIEM JIEKAPCTBEHHOTO Tperapara, rpak1aHCKUi
000pOT KOTOPOT'O OCYIIECTBIISIETCS MOCJE TOCYAapCTBEHHOM perucTpaiuu, B IelsiX JAOMOJIHUTEIBHOTO
coopa HaHHBIX O ero 0e30macHOCTH U IPGEKTUBHOCTH, PACIIUPEHUS MOKa3aHUN K MPUMEHEHHUIO
JTAHHOTO JIEKAPCTBEHHOTO IMpenapara, a TAKKe BBISIBIICHUS HEXXEJIaTeIbHbIX PEaKIUi NallMeHTOB Ha €Tro
JICHCTBHUE;

45) wuccnenoBaHue OMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O Ipenapara - BHUJ KIMHUYECKOIO
HCCIIeIOBAaHMS JICKAPCTBEHHOTO TIperapaTa, MPOBEJCHNE KOTOPOTO OCYIIECTBISCTCS ISl ONPEACICHHS
CKOPOCTH BCAachIBaHMS M BBIBEJICHHS OJHOTO WM HECKOJBKHX oOnafaronmx (apMaKoIorn4ecKon
aKTHBHOCTBIO JICWCTBYIOIIMX BEIIECTB, KOJMYECTBA JIEKAPCTBEHHOTO IIperapaTa, IOCTHTAFOIIETO
CHCTEMHOI'0 KPOBOTOKA, U PE3yJbTaThl KOTOPOTO IMO3BOJSIOT CIeNaTh BHIBOJ O OMO’KBHUBAJIEHTHOCTH
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO IIperapara B ONPEIeIEHHbIX JIEKAPCTBEHHON (JOpMe U JJO3UPOBKE,
COOTBETCTBYIOIINX (popMme 1 103UPOBKE peepeHTHOTO JICKApCTBEHHOT' O NPEemnapaTa;

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

46) wnccrnenoBaHUE TEPANIEBTUYECKOW HKBHBAJICHTHOCTH JIEKAPCTBEHHBIX IIPENapaToB - BHUJ
KJIMHUYECKOTO MCCIIe0BAaHMS JIGKAPCTBEHHBIX MTPENapaToB, MPOBEIECHHE KOTOPOTO OCYIIECTBISETCS IS
BBISIBJICHUS OJIMHAKOBBIX CBOWMCTB JIEKAPCTBEHHBIX MPENApaToB ONpPE/IeIeHHON JIEKapCTBEHHOU (OPMBI,
a TaKKe HAIMYMs OJMHAKOBBIX IOKaszareiei Oe3omacHOCTH U APPEKTUBHOCTH JIEKAPCTBEHHBIX
MperapaToB, OJJMHAKOBBIX KIMHUYECKHX 3()(PEeKTOB Mpu X NMpHUMEHEHNH;

47) nmpOTOKOJ KJIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOI'O Mpernapara - JOKYMEHT, B KOTOPOM
OIIPENIeNIAIOTCS LEIH, (OPMBI OpPraHU3aLUU U METO0JIOTUS NIPOBEJCHUS KIMHUYECKOTO UCCIIeA0BaHMS,
CTaTUCTHYECKHE METOAbl 0OpabOTKU pe3yJbTaTOB TAKOTO HCCIIEIOBAHUS U Mephbl MO OOECIEYEHUIO
06e30macHOCTH (U3NYECKUX JIUIl, YYacCTBYIOIIMX B KIMHHUYECKOM HCCIEIOBAaHUU JIEKAPCTBEHHOTO
Ipenapara;

48) Oporrropa UCCIIeIOBaTENS - CBOJHOE U3JI0KEHHUE Pe3yIbTaTOB JOKIMHUICCKOTO HCCIICT0BAHMUS
JICKQpCTBEHHOTO CpPEICTBA M KJIWHUYECKOTO HCCIICOBAHUSI JIGKAPCTBEHHOTO TMperapara s
MEJIUIUHCKOTO IPUMEHECHHS;

49) uH(OpPMAIMOHHBIA JHUCTOK MalMeHTa - JIOKYMEHT, B KOTOPOM COJepXkarcs B JOCTYIHOH
¢dopme cBeneHMs, KacarolluMecss MPOBOAMMOIO KJIMHHUYECKOTO MCCIIEJOBAHUS  JIEKAPCTBEHHOTO
npernapara, 1 B MUCbMEHHOH (hopMe TOOPOBOJIBHOE COrjlacHe MalKeHTa Ha y4acTHEe B KIMHUYECKOM
WCCIIEIOBAaHUH JIEKAPCTBEHHOTO IIperapara Mocje O3HAKOMIIEHUS C OCOOEHHOCTSIMH KIMHHUYECKOTO
WCCIIeIOBaHMs, UMEIOIIMMU 3HaYeHHE IS BHIPAXKEHUS TAKOTO COTJIACcHS;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pen. 0 T " [ata coxpaHeHnus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

50) mobOouHOe [EeHCTBHE - peaklus OpraHM3Ma, BO3HUKIIAS B CBSA3M C TNPUMEHEHUEM
JICKapCTBEHHOI'O IIpernapara B J03aX, PEKOMEHAYEMBbIX B HMHCTPYKIMU [0 €ro NPUMEHEHUIO, s
npoUIAKTUKH, TUATHOCTUKH, JICUCHUS 3a00JICBAHUS WU JJI PEaOUITHTAIINN;

50.1) HexenarenbHas peakuus - HENpeAHaMEpeHHas HeOIarompusATHas PeaKIus OpraHu3Ma,
KOTOpast MOKET OBITh CBsI3aHA C IPUMEHEHUEM JICKAPCTBEHHOTO Mperapara;
(. 50.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

51) cepbe3Hasl He)kelaTellbHAas PEaKlMs - HeXeJaTeldbHas peaklus OpraHu3Ma, CBsi3aHHas C
IIPUMEHEHUEM JIEKapCTBEHHOI'O Ipernapara, MNpUBEIIas K CMEPTH, BPOKICHHBIM aHOMAJIUAM WIN
HOpPOKaM pa3BUTUS JHOO MpeAcTaBIsioIas coO0i yrpo3y >KuU3HH, TpeOyromas MOCIUTaTIN3aluU Wi
MpUBEALIAs K CTOUKON yTpaTe TPYI0CIIOCOOHOCTH U (MJIM) UHBAJIUAHOCTH;

52) HempeaBUACHHAS HEXeNaTeabHas Peakius - HekeaTelbHas Peakius OpraHu3Ma, KOTopas
CBs3aHA C MPUMEHEHHEM JICKApCTBEHHOrO INperapara B J03aX, PEKOMEHIYEMBIX B IPOTOKOJIE €ro
KIIMHUYECKOTO HCCIICJIOBaHUs, OpOIIIOpe HUCCIeAOoBaTeNs, WIM C NPUMEHCHHEM JICKApCTBECHHOTO
mpemapaTa B J103aX, PEKOMEHIYEeMbIX B HWHCTPYKIHU IO €ro MPUMEHEHUIO Ui MPO(UIaKTHUKH,
JTUATHOCTHKH, JICUCHUs 3a00JCBaHMS WM METUIIMHCKOW peaOWIMTalMy TAlUeHTa, W CYI[HOCTb,
TSOKECTh WJIM HWCXOJ] KOTOPOW HE COOTBETCTBYET HH(OpPMAIMK O JICKapCTBEHHOM IIperapare,
COJICpIKaIICHCsT B IMPOTOKOJIE €r0 KIMHHYECKOTO HCCICAOBAHUS, OpOIIIOpe HCCIEAOBATEIS WIH B
WHCTPYKIHHU 110 TPUMEHEHHIO JICKAPCTBECHHOT'O TIperapara;

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

52.1) ¢apmakoHaa30p - BHUJ JAEATEIBHOCTH MO MOHUTOPHHTY 3((EKTUBHOCTH M 0€301MacCHOCTH
JIEKapCTBEHHBIX  IIPENapaTOB, HANPABJICHHBIM Ha BBIABICHUE, OLEHKY W NPEIOTBpALICHHE
HeXXeJIaTeJIbHbIX MTOCIIECTBUI IPUMEHEHHS JIEKAPCTBEHHBIX MPENapaToB;

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

52.2) nnaH ynpaBieHHs PUCKaMH - MOJAPOOHOE OMUCAHUE MEPOINPHUATHI 1o ¢dapMakoHaI30pYy,
HaMpaBIIEHHBIX Ha BBISIBICHHE, OLEHKY U MPEeIOTBpAIlEHHEe WM MUHUMHU3AIMIO PUCKOB, CBSI3aHHBIX C
JIEKapCTBEHHBIMU TIperiapaTaMu, BKIF0UYas OleHKY 2(P(PEKTUBHOCTH JaHHBIX MEPOTIPHUSATHUIH;

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

KoncynprantlIntoc: npumeyanue.
C 01.03.2025 B 1. 53 cr. 4 BHOCATCs u3meHeHus (D3 ot 30.12.2021 N 463-D3).

53) peuent Ha JEKapCTBEHHBIH MpenapaT - MEAMLIWHCKUN JOKYMEHT YCTaHOBJICHHOW (OPMBI,
COJIepKalIiii Ha3HAUEHHE JIEKAPCTBEHHOTO Mpernaparta Uil METUIIMHCKOTO NPHUMEHEHHs, BBIJaHHBIHI
MEJIHUIMHCKUM Pa0OTHUKOM B IIEJISIX OTITyCKa JIGKAPCTBEHHOTO Tperapara WM €r0 M3TOTOBJICHUS U
OTIHycKa Ha OyMa)XHOM HOCHTENE HJIM C COTJIacusl MAallMeHTa WM €ro 3aKOHHOTO MpEACTaBHTENS B
(opMe FIIEKTPOHHOTO JOKYMEHTA, MOJMUCAHHOTO C UCIOJIb30BAaHUEM YCUIIEHHON KBAJIM(UIIMPOBAHHOM
9JIEKTPOHHON TMOJAMUCH MEIUIMHCKOrO paOOTHUKA, JHOO JIOKYMEHT YCTaHOBJICHHOH (OpMBI,
coJepKalii Ha3HAYCHHME JICKAPCTBEHHOTO Mperapara IJisi BETEPUHAPHOTO NMPUMEHEHUS, BBIJAHHBIN
CMEIUAINCTOM B OOJIACTH BETEPHHAPHH B IENISAX OTIYCKAa JIEKAPCTBEHHOTO IIperapara WIH €ro
W3TOTOBIICHUSI U OTITyCKa HAa OyMa)KHOM HOCHTEJIC,

(B pen. @eaepanbHbix 3ak0HOB 0T 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3)

www.consultant.ru Crpanvua 11 mn3 144
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=01.08.2023&amp;dst=100050&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=01.08.2023&amp;dst=100052&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=01.08.2023&amp;dst=100054&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=01.08.2023&amp;dst=100056&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=436453&amp;date=01.08.2023&amp;dst=100026&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=446177&amp;date=01.08.2023&amp;dst=416&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=221184&amp;date=01.08.2023&amp;dst=100015&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=01.08.2023&amp;dst=100016&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

KoncynprantlInroc: mpumedyanue.
C 01.03.2025 1. 54 ct. 4 uznaraercs B HoBOM penakuuu (O3 ot 30.12.2021 N 463-D3).

54) TtpeOoBaHME MEIUIIMHCKON OpraHU3allMK, BETCPHHAPHON OpraHu3alMk - JOKYMEHT
YCTaHOBJIEHHON (POPMBI, KOTOPHIN BBHITUCAH MEIUIIMHCKUM PAOOTHUKOM WM CHEIHAIMCTOM B 00JIacTH
BETEPUHAPUY, MMEIOIIMMU Ha 3TO TPaBO, M COACPKHUT B NMHUCHMEHHON (QopMe yKazaHHE anTeqHOn
OpraHM3aIlNK WM BETCPUHAPHON alTeYHON OpraHu3amuu 00 OTITyCKE JIGKAPCTBEHHOTO IperapaTa Uiu
O €ro H3TOTOBJICHWHM U 00 OTIyCcKe /s oOecredeHHus JIeueOHOTO mporecca B MEIUIIMHCKOM
OpraHH3aIlfK, BETCPHHAPHOW OpraHU3aIUH;

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

55) KOMIUIEKCHas OILEHKa JIEKapCTBEHHOIO IperapaTa - OIEHKa 3aperHCTPUPOBAHHOTO
JIEKapCTBEHHOTO Ipernapara, BKII0Yaoias B ce0s aHamu3 HHYOPMALUK O CPABHUTEIBHON KIIMHUYECKON
3G PEKTUBHOCTH U OE30MACHOCTH JICKAPCTBEHHOTO Ipernapara, OLEHKY SKOHOMHYECKUX IOCIEACTBUI
ero MPUMEHEHUsI, U3yUeHHE AOTIOJHUTEIBHBIX MOCICICTBUN PUMEHEHHS JICKAPCTBEHHOTO MperapaTa B
HENSAX TPUHATHS PEIICHUH O BO3MOXKHOCTH BKJIFOUCHHS JICKAPCTBEHHOIO Tpernapara B IepeyucHb
’KM3HEHHO HEOOXOAMMBIX M BKHEUIINX JICKAPCTBEHHBIX MPENapaToB, HOPMAaTHBHBIC MTPABOBHIC aKThHI U
MHBIE JOKYMEHTBI, OTIPEIEIISIONINE TTOPSA0K OKa3aHUsI MEAUIIMHCKOM TOMOIIH, WIIM UCKITFOUEHHS €ro M3
yKa3aHHBIX NIEPEUHSs, aKTOB M JJOKYMEHTOB;

(. 55 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

56) cucreMa MOHUTOpPUHIA JBM)KEHHS JIEKAPCTBEHHBIX MPENapaToB s MEIUIMHCKOTO
NpUMEHEeHUs - (enepaiibHas TOCyJapcTBeHHas WHGOpPMAIMOHHAs CHUCTEMa MOHUTOPHHIA JIBH)KEHUS
JICKapCTBEHHBIX MpPENapaToB Uil MEIUIMHCKOIO MPUMEHEHHMs OT IPOU3BOAUTENS 10 KOHEYHOI'O
NoTpeOUTeNss € HUCHOJb30BAHMEM B OTHOIIEHHM JIEKAPCTBEHHBIX IMpenapaToB Ui MEIUIIMHCKOTO
MIPUMEHEHUS CPEJICTB UACHTU(DUKAIIH.

(. 56 BBeneH denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

Mnmaea 2. NOJIHOMOYUA ®EOEPAJIbHLIX OPTAHOB I/ICI'IOJ'IHI/ITEJ'IbIjOVI .
BJIACTWU, OPFAHOB UCIOJIHUTEJNIbHOU BJIACTU CYBBEKTOB POCCUUCKOU
®EAEPALUU NPU OBPALLEHUU NNEKAPCTBEHHbIX CPEACTB

Cratba 5. NonHomounsa cepepanbHbIX OPraHOB MCMOSIHUTENbHOM BRacTU MNpwu
ob6palleHnm nekapcTBeHHbIX CPeaAcTB

K momrOMOYHSIM (bez[epanLHHx OpraHoB HCIIOJIHUTEILHON  BIIACTH Ipu 06paH_[eHI/II/I
JICKApCTBCHHBIX CPCACTB OTHOCATCA:

1) mposenenne B Poccuiickoit Penepauuu €IUHONH TOCYAAPCTBEHHOW MOJUTUKH B 001acTH
obecrnieueHus JIeKapCTBEHHBIMU MpenapaTtaMu rpaxan B Poccuiickoit @enepanmu;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2) yrtBepxkaeHue oOmmMX (apmakonelHbIXx craTeil, (apmakoneiHbIX cTaTed, Wu3AaHue
roCyJapCcTBEHHON (apmakomneu, co3JaHue M BeleHUEe peecTpa (apMaKONEWHBIX CTaHAAPTHBIX
00pasIoB;

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

3) ocymiecTBieHHE (enepaabHOrO [OCYNAPCTBEHHOIO KOHTPOIS (Haa3opa) B cdepe oOpalieHus
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 28.04.2023) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JIEKapCTBEHHBIX CPE/CTB;
(B pen. @enepanbHbiX 3aK0HOB OT 25.06.2012 N 93-D3, ot 11.06.2021 N _170-D3)

4) nMUEeH3UpOBaHMWE TPOU3BOJACTBA JICKAPCTBEHHBIX CPEACTB, B TOM 4YHCIe (heaeparbHbIid
roCy/apCTBEHHBIN JTUIIEH3UOHHBIN KOHTPOJIb JEATEIBHOCTH IO MPOU3BOJICTBY JIEKAPCTBEHHBIX CPENICTB,
MEePUOANYECKOe MOATBEPKACHUE COOTBETCTBUS JIMIEH3MATa, UMEIOLIETo JIMIEH3UI0 Ha MPOU3BOICTBO
JIEKapCTBEHHBIX CPEICTB, U (apMaleBTUUECKON NESATEIbHOCTH B COOTBETCTBUHU C 3aKOHOIATEIbCTBOM
Poccuiickoit denepanuu;

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

5) opraHuzanus SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB, 3TUUECKOW 3KCIEPTU3BI BO3MOKHOCTHU
MPOBEACHUS  KIMHUYECKOTO HCCIEIOBAaHUS JIEKAPCTBEHHOTO TMpernapara s MEIUIIMHCKOTO
MPUMEHEHHUS, OSKCHEPTU3bl JIOKYMEHTOB, TMPEACTABICHHBIX JUISI  OMPENCICHUS  BO3MOXKHOCTH
paccMaTpuBaTh JICKAPCTBEHHBIN MpemnapaTr Uil MEIUIMHCKOTO NMPUMEHEHHS IPU TOCYIapCTBEHHON
perucTpanuu B kauecTBe ophaHHOTO JEKaPCTBEHHOTO TIpernapara;

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

5.1) opraHu3anusi IMpOBEIEHUS KOMIUIEKCHON OLIEHKM JIEKapCTBEHHOI'O IIpernapara B ILENAX
MPUHSTHS PEIICHUH O BO3MOXKHOCTU BKJIFOUEHHS JIEKAPCTBEHHOrO Ipenapara B IEpeyeHb >KU3HEHHO
HEOOXOMUMBIX M Ba)KHEHUIIMX JIEKApPCTBEHHBIX IpPENapaToB, HOPMATHUBHBIE IMPABOBbIE aKThl U HHbBIE
JOKYMEHTBI, ONpEACIAIONINE MOPAAOK OKa3aHUS MEAMLIMHCKOW IMOMOIIM WM HUCKIIOYEHHs] €ro W3
yKa3aHHbIX EPEYHs, aKTOB U IOKYMEHTOB;

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

6) BbIJaua paspelieHUd Ha MTPOBEACHHE KIMHUYECKUX MCCIIECOBAHUN JIEKApPCTBEHHBIX
MPENapaToB, BEJICHUE PEECTpPa BBIJAHHBIX PA3pCIICHUN HA MPOBEACHUE KIMHUYECKUX HCCIICIOBAHUUN
JIEKapCTBEHHBIX MPEMAPATOB;

7) rocynapcTBEHHAas pETUCTpalusl JIEKApCTBEHHBIX IpPENaparoB, BEIEHUE TOCYIapCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPEJCTB;

Koncynprantllntoc: npumeuanue.
C 01.09.2023 B n. 8 cr. 5 BHOcsATca uaMenenust (D3 or 28.04.2023 N 171-®3). Cm. Oyxayuryio

PEAAKIINIO.

8) opranuzanus M (M) NPOBEJCHUE WHCIEKTHPOBAHUS CyOBEKTOB OOpalleHHs JIEKapCTBEHHBIX
CPEJCTB HAa COOTBETCTBUE IMpaBWJIaM HaJJieXkallel J1abopaTOpHOW NPaKTHKH, [IpaBUiaM HaajeKalleil
KJIMHUYECKOW MPAKTUKH, [IPABWJIAM HaJICkKAIIeH NMPaKTUKU XPAaHEHMsI U IEPEBO3KH JIEKAPCTBEHHBIX
MpenapaToB, MpaBHJIaM HaJICKAIICH JUCTPUOBIOTOPCKON MPAKTHKH, TTpaBUJIaM HaJICKAIEH aTeuyHON
IIPAKTUKU;

(m. 8 B pen. PenepanbHOro 3akona ot 22.12.2014 N 429-D3)

8.1) opranuzanus u (MJIM) NPOBEJCHUE UHCIIEKTUPOBAHUS CyOBEKTOB 0OpalleHHs JIEKapCTBEHHBIX
CPEJCTB HAa COOTBETCTBUE TPEOOBAHUSAM MpPAaBUJ HAJJIEKAIIEH MPOU3BOJACTBEHHOW NMPAaKTHKH, BbLaaya
3aKIIFOYCHUH O COOTBETCTBUHM TIPOW3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMSM IPABHI
HaJuIexalle mponu3BOJCTBEHHON PAKTHKY;

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

82) YCTAHOBJICHUC MOPpAAKa BCACHUA W BCACHHUC TOCYHAapCTBCHHOI'O PpECCTpa 3aKIIIOYCHUN O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

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

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

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

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

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

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

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

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

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

12) arrecrarus u cepTudUKaAIMS CICIUATICTOB;

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

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

15) yuacTre B MeXIyHapOIHOM COTPYIHUYECTBE;

16) momyuyeHue Mo 3ampocaM YHOJTHOMOYEHHOTO (he/iepalbHOro OpraHa UCIOJHUTENBHONW BIACTH
OT OpPraHOB HCIIOJHHUTEIBHON BiacTH cyOBbekToB Poccuiickoit ®enepannu, a Takke OT CyOBEKTOB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

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

KoncynprantlIntoc: mpumedanue.
C 01.09.2023 B m. 18 ct. 5 BHOCsATCa m3meHeHus (P3 ot 28.04.2023 N 171-®3). Cm. Oyaymryro

PCAAKIINIO.

18) yTBepkIeHHWE TpaBUI HaAJICKaAIIEH 1abOpaTOPHON TPAKTUKH, MPABUI HaJIeKaIIEH
KJIMHUYECKOW NPAKTUKY, [PAaBUJI HAJUIeXkKAIlEed NPOW3BOJACTBEHHON NPAKTHKH, MPAaBUJI HaJJIeXkallen
NIPDAKTUKA  XPAaHEHUS W  IIEPEBO3KM  JIEKAPCTBEHHBIX  IPENapaTroB, MpaBWJI  HaJleXallen
TUCTPUOBIOTOPCKOW TMPAKTUKU, MPaBWJ HaJUIekKallell anTeuyHOW NpPaKTUKW, MpaBWIl HaJyulexKalnei
MPaKTUKK (hapMaKOHa130pa JIEKAPCTBEHHBIX MPETapaToB JUIsi MEAULIMHCKOTO TPUMEHEHHUS;

(n. 18 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

19) ycranoBneHue mopsaka (GoOpMUpPOBAHUS PETUCTPAIMOHHOTO JOChE Ha JIEKAPCTBEHHBIN
npenapaT v TpeOOBaHUIl K TOKYMEHTaM B €0 COCTaBE;
(m. 19 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

20) yTBep:kKJeHHE IOPaBUJI PAlMOHAIHLHOTO BHIOOpa HAMMEHOBAHM JIEKAPCTBEHHBIX IMPENapaToB
JUISL METUIIMHCKOTO IPUMEHEHHS;
(. 20 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

21) yTBepkJieHUE IEPEYHs] HAMMEHOBAHUM JIEKapCTBEHHBIX (POpM;
(. 21 BBenen denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

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

23) ytBepkaeHue TpeOOBaHUN K WHCTPYKIMU 1O MEAMIIMHCKOMY MPUMEHEHHIO JIEKapCTBEHHBIX
MIPENapaToB U K MHCTPYKLIHUU IO BETEPUHAPHOMY IIPUMEHEHHUIO JIEKAPCTBEHHBIX MIPENApaTOB;
(. 23 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

24) npuHATHE PENICHUH, SBISIIONIUXCS OCHOBAHUSAMHM JJIsl BKIIOUCHHUS JOMEHHBIX UMEH W (WJIH)
yKazaTeJIe CTpaHHI] CAWTOB B MH(POPMAIIMOHHO-TEIICKOMMYHHKAIIMOHHOW cetn "MHTepHet", a Takxke
CETEeBBIX aJapPEcCOB B EIMHYI0 aBTOMAaTHU3WPOBAHHYIO HH(pOpMAIMOHHYIO cucteMy "EmuHbIil peectp
JIOMEHHBIX HMEH, yKasaTelel CTpaHWI] CalToB B HWH(POPMAIMOHHO-TEICKOMMYHUKAIIMOHHOW CETH
"Unrepuer" u CETEBBIX aJpeCoB, MO3BOJISTIOIINX UACHTU()UIIUPOBATH CaUTHI B
HH(pOpPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHOW ~ cetu  "WuTepHet",  coaepxamue  uUHGOpPMAIIHIO,
pacrmipocTpanenue kotopoir B Poccuiickoit ®Depepanuu 3ampemieHo’, B OTHOIIEHWW WH(OpMaIuu,
coliepkaliel MpeuioKeHHe O PO3HUYHOM TOProBj€ JIEKAPCTBEHHBIMU IpenapaTaMu, B TOM YHCIIE
JTUCTAaHIIMOHHBIM CHOCOOOM, pO3HUYHAs TOPIOBIS KOTOPHIMH OTrpaHWYEeHAa WM 3alpelieHa B
COOTBETCTBUM ¢ HactosmuMm DenepanbHbiM 3aKOHOM, © (WiHM) HWHPOPMAIUK, COAepKaIIei
MPEAJIOKEHUE O PO3HUYHOM TOPTOBJIE JIGKAPCTBEHHBIMH IpenaparamM, B TOM YUCIE TUCTAHIUOHHBIM
croco0oMm, JUIaMH1, HE UMEIOIIUMH JTUIICH3UH U Pa3pelieHus] Ha OCYIIECTBICHUE TaKOH NEeATeTbHOCTH,
€CIM TOJYyYCHHE JUIEH3UH W Pa3pelIeHUs MPEayCMOTPEHO 3aKOHOAATEIIbCTBOM 00 oOpamieHun
JIEKapCTBEHHBIX CPE/ICTB;

(. 24 B pen. ®enepansHoro 3akona ot 03.04.2020 N 105-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

25) BbIaya paspelleHnd Ha BBOJA B TPaXTAHCKMH 000pOT HMMYHOOHOJIOTMYECKHX
JIEKapCTBEHHBIX MTPENAPATOB.
(. 25 BBeneH denepanbHpiM 3aK0HOM 0T 28.11.2018 N 449-D3)

Koncynprantlntoc: npumeyanue.

Cr. 5.1 pacnpocTpaHsieTcsl Ha IOJHOMOYMSI, KOTOpPbIE HE MepeAaHbl s OCYIIECTBICHHSI OpraHam
rocy/lapCTBEHHOM  BiacTd  cyObektroB P® u  opranaMm  MeCTHOrO  caMOYIpPaBIICHUS
COOTBETCTBYIOIUMU (enepanibHbiMu 3aKkoHaMu (D3 ot 13.07.2015 N 233-D3).

Cratba 5.1. lepemaya ocywecTBneHuss nonHomoumn cpenepanbHbIX OpPraHoB
MUCMONHUTENIbHOW BNacTM nNpu oOOpaweHun JeKapCTBEeHHbIX CpeACTB oOpraHam
MUcnonHuTenbHOM BrnacTn cyobektoB Poccunckon denepaumum

(BBenena deaepanbHbIM 3ak0HOM OT 13.07.2015 N 233-D3)

[TomHoMOuMs (henepanbHBIX OpPraHOB UCIOTHUTEIHLHOW BIACTH MPU OOpAIICHUH JIEKAPCTBEHHBIX
CPElICTB, MPEIyCMOTPEHHbIE HacTosMM DefepalbHBIM  3aKOHOM, MOTYT TIepelaBaThCsl IS
OCYIIECTBJICHUSI  OpraHaM  MCIIOJIHUTEIbHOW  Biactu  cyOwbekToB  Poccuiickoit — ®enepanuu
nocranoBieHusiMu [IpaButensctBa Poccuiickoi denepanniv B NOpsAIKe, yCTaHOBICHHOM DenepanbHbIM
3aKOHOM OT 6 OKTs0ps 1999 roga N 184-®3 "OO6 00X MPUHIKIIAX OPTraHU3AIMKH 3aKOHOAATCIIBHBIX
(IpeACcTaBUTENbHBIX) W UCIIOJHUTENBHBIX OPTraHOB TOCYJApCTBEHHOU BiacTU CyOBeKTOB Poccuiickoit
Oenepauun".

Cratbsa 6. NNonHoMounAa opraHoB UCNONMHUTENLHOM BNacTu cyobekta Poccuinckon
depepaumm npu obpaLleHUn NeKapcTBEeHHbIX CPeacTB

K nomHOMOuMsIM OpraHoB HCIOJHUTENbHONW BiacTH cyowekTa Poccuiickoit ®depepanuu npu
0OpaIeHNH JIEKAPCTBEHHBIX CPEJICTB OTHOCATCS:

1) pa3zpaboTka M peanu3aluusi PETHOHAIBHBIX MporpaMMm  OOEcHedYeHHs  HaceJIeHUs
JICKAPpCTBCHHBIMU ITPCIIapaTaMu,

2) yCTaHOBJIEHHE MPEAETbHBIX Pa3MEPOB ONTOBBIX Ha0ABOK U MPEAEIbHBIX Pa3MEPOB POZHUUHBIX
Ha70aBOK K (DaKTMYECKUM OTIYCKHBIM I[€HaM, YCTAHOBJIEHHBIM MPOM3BOAMUTEISIMHU JIEKAPCTBEHHBIX
MpernapaToB, Ha JIEKAPCTBEHHBIC Mpenaparhl, BKIIOYECHHbIE B MEPEUeHb >KU3HEHHO HEOOXOAMMBIX WU
BOKHEWILIMX JIEKAPCTBEHHBIX MPENapaTos;

3) ocCylecTBICHHE PETHMOHAIBHOTO TOCYJAapCTBEHHOTO KOHTPOJS 3a IPHUMEHEHUEM II€H Ha
JIEKApCTBEHHBIC TMpernapaThl, BKJIIOYEHHBIE B IMEPEUYCHb KU3HEHHO HEOOXOAMMBIX W BaKHEHIIHMX
JIEKapCTBEHHBIX IMPErapaToB, OpraHU3alWsSIM{ ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMU CpEACTBAMH,
anTeuyHbIMH OpPraHU3alUSIMHU, WHIUBUIAYaJbHBIMUA NPEINPUHUMATEISIMH, WMEIOUUMH JUIECH3UI0 Ha
(hapMaleBTHUECKYIO ACSITENbHOCTh, MEAMIIMHCKHUMH OpraHU3allusM{, HMEIOMIMMH JUICH3UI0 Ha
(dhapManeBTHUECKYIO JCSITeNbHOCTh, W WX O000COOIEHHBIMU TMOJpa3feleHusMu (amMOynaTopusMu,
denpamepckuMu U (PETBAMIEPCKO-aKYIIIEPCKUMH  ITyHKTAMH, I[IEHTpamMu (OTACICHHUSIME) O0OmIeit
BpaueOHON (CeMEHHOI) MPAKTUKH), PACIOJIOKEHHBIMH B CEITbCKUX HACEJICHHBIX IMyHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTEYHbIC OPTaHU3ALINY;

(B pen. deaepanbHbIX 3aK0HOB OT 25.06.2012 N 93-D3, o1 27.12.2019 N 475-D3)

4) npunsTHE pemieHus o0 HCHOJIB30BAHWU Ha Tepputopun cyowbekta Poccuiickoit denepauun
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Hapsjy C pelenTaMl Ha JIEKapCTBEHHBIE INpernaparsbl, O(QOPMICHHBIMH Ha OyMa)KHOM HOCHTEIE,
PELIEeNTOB Ha JIEKapCTBEHHBIE MpenapaThl, ChOPMUPOBAHHBIX B (JOPME FNEKTPOHHBIX JOKYMEHTOB.
(. 4 BBeneH @enepanbHbIM 3ak0HOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYAAPCTBEHHASA ®APMAKOIEA

Cratbsa 7. Paspabotka n uspgaHue rocyaapcTtBeHHoW chapmakoneun, pasmelleHue
AaHHbIX O HEeH

1. Tlox rocymapcTBeHHOH (apmakomneeil MmoHUMaeTcs CBOJA OOMMX (hapMaKOIEWHBIX CTaTed W
(hapMaKOIICHHBIX CTATEH.

2. Pazpaborka oOmmx QapmakoneiiHpIXx cTaTeli W (dapMaKONEHWHBIX CTAaTe, B TOM YHCIIE
(dapmakonelHbIX cTaTeii Ha (QapMakoleiHble CTaHAapTHbIE O0pa3lbl, M BKIIOUYEHHE HX B
rOCy/IapCTBEHHYI0 (hapMaKOIE0 OCYIIECTBISIOTCS B MOPSAIKE, YCTAHOBIECHHOM YIIOJHOMOYEHHBIM
(benepanbHBIM OPraHOM HCTIOJIHUTENBHON BIIACTH.

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

3. Pa3pabotka ¢apmaxoneiiHoil cTaTb Ha peepeHTHBIN JeKapCTBEHHBIN MpenapaT U BKIIIOUEHUE
€e B IoCyJapCTBEHHYIO ()apMakolel0 B TEUEHHE CPOKa ACHUCTBUS 3alllUThl MCKIIOYMTEIBHOIO IpaBa,
yIIOCTOBEPEHHOI'0 ATEHTOM Ha pe()epeHTHBIH JIeKapCTBEHHBIN Mperapar, OCyIECTBIISIOTCS C COTJIacus
€ro pa3paboT4HKa.

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

4. TocynapcTtBeHHast QapMmakores HW3IAeTCd YIOJIHOMOYEHHBIM —(QelepaibHbBIM  OpPraHOM
UCTIOJIHUTEJIBHOM BIIACTHU 3a CUET CPEACTB (eepaIbHOrO OFOIKETa U MOAJICKUT MEPEU3AaHUSAM HE PEKe
4eM OAMH pa3 B IATh JIET, B IIEPUOJ MEXKIY KOTOPBIMM M3JAIOTCA MPWIOKEHUSA K IOCYNapCTBEHHOU
¢dapmakonee, coaepxamue oOmue ¢dapMakonelnsle cTatbu M (Wwin) (QapMakoneiHble CTaThH,
YTBEPKJICHHBIE MTOCTIe U3/IaHMsI WM NIEpen3JaHus TOCYJapCTBEHHOM (papmakomne.

5. YnonHOMOYEHHBI (enepalibHbIil OpraH WUCHOJHUTEIBHOW BIACTH pa3MENIAcT JaHHBIE O
roCyJapCTBEHHON (apmakornee W TPUIOKEHUAX K HEW Ha CBOeM O(UIMAIbHOM CcalWTe B CETH
"NHTepHET" B yCTAHOBIEHHOM UM HOPSJIKE.

Mnasa 4. NIMUEH3NPOBAHUE NPONU3BOACTBA JIEKAPCTBEHHbBIX CPEACTB
N PAPMALIEBTUYECKOU OEATEJIBHOCTU, TOCYOAPCTBEHHbBIU KOHTPOIJ1b
(HAO30P) B CPEPE OBPALLEHUA NEKAPCTBEHHbBIX CPEACTB
(B pen. ®enepanbHoro 3akona ot 11.06.2021 N 170-03)

Cratba 8. nVILI,eH3VIpOBaHMe npom3BoacTBa JieKapCTBEeHHbIX cCpeaActB U
cbapmaueBTquCKoﬁ AeATernnbHOCTU

1. JIunensupoBaHue MpOM3BOICTBA JICKAPCTBEHHBIX CPEACTB M (hapMaleBTHUECKON EATEIILHOCTH
OCYIIECTBIISIETCS. B COOTBETCTBHUHM € 3aKOHONATENbCTBOM Poccuiickont Penepanuu.

2. OO0s3aTeNbHBIM YCIOBUEM TPEJOCTABICHHUS JUIEH3UUM Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX
CPEZCTB SBISETCS NPUIOKEHUE K 3asBJICHUIO COMCKATENs JIMLIEH3UH MEePEeUHsl JeKapCTBEHHBIX (GOpM U
(umm) BUIOB (papMalleBTUYECKUX CYOCTaHIMM, KOTOpbIE HPOM3BOJIUTENb JIEKAPCTBEHHBIX CPEICTB
HaMepEeH MTPOU3BOIUTD.
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3. B cnyuae HEOOXOIUMOCTH PaCIIMPEHUs TPOU3BOCTBA JIEKAPCTBEHHBIX CPEJICTB 32 CUET HOBBIX
JIeKapCTBEHHBIX (OpM M BHJIOB (papMaleBTUYECKHX CYOCTaHUMH NPOM3BOJIUTENb JIEKAPCTBEHHBIX
CPEICTB JOJDKEH IOJaTh B JIMLEH3UPYIOIIMHA OpraH 3asBICHHE O BHECEHUHM HM3MEHEHHMH B peecTp
J'II/IIICHSI/II\/JI Ha MpOUu3BOACTBO JICKAPCTBCHHBIX CPEACTB.

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

4. JIuneH3us Ha MIPOU3BOACTBO JICKAPCTBEHHBIX CpeICTB ((papMalieBTHIECKON CyOCTaHIIMK CIIUPTa
STHJIOBOTO (3TaHONa) BBIJAETCS MPH YCIOBHM HANWYMs Yy OpPraHu3allid Ha IpaBe COOCTBEHHOCTH,
XO3SIICTBEHHOTO  BEJEHUS WJIM  OMNEPAaTUBHOTO  YIPABICHHUS OCHOBHOTO  TEXHOJIOTHYECKOTO
o0opymoBaHusl IS TIPOM3BOJCTBA AITHIIOBOTO CIHUPTA, 3apETHCTPUPOBAHHOTO B COOTBETCTBHU CO
cratbeil 14.1 ®PenepanbHoro 3akoHa or 22 HosiOps 1995 roma N 171-®@3 "O rocynapcTBeHHOM
peryJIupoBaHUU TMPOU3BOACTBA W 000pPOTA ITHIIOBOTO CIMPTA, AJIKOTOJIBHOM W CIUPTOCOIEpIKAIIeH
MPOYKIIMK B 00 OrpaHUYCHHUH MTOTPeOIeHUs (PAaCTIUTHS) aJIKOTOJIBHON MTPOTyKIIUH'".

(uacts 4 BBenena denepanbHbiM 3aK0HOM 0T 27.12.2019 N 481-D3)

Cratba 8.1. OCOGEHHOCTM 5nUUEH3UPOBaHMA NPOU3BOACTBA JEeKapCTBEHHbIX
cpencTB (hapmMaueBTMYECKOWN CyGCTaHUMM cnupTa 3TUNOBOro (3TaHona)
(BBeneHa ®PenepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

1. JleiicTBue JMIIEH3UM HA MPOU3ZBOJCTBO JIEKAPCTBEHHBIX CPEACTB ((hapMareBTHUECKOM
CcyOCTaHIIMM CHHMpTa ATUIOBOTO (3TAaHOJA) NMPUOCTAHABIMBACTCS B YacTU IpaBa Ha IMPOU3BOJICTBO
(hapmareBTHUECKON CyOCTaHIIMM CIUPTA 3TUIIOBOTO (ITAHOJA) JIMIICH3UPYIOIIMM OPTaHOM B CITyYasX,
onpeneneHHbIX crathel 20 denepanpHoro 3akoHa oT 4 mast 2011 roma N 99-®3 "O nuieH3upoBaHUN
OTJENbHBIX BUJAOB JIEATEIBHOCTH", a TaKKe€ Ha CPOK IPHOCTAHOBIICHUS JEHCTBUS JIUIIEH3UH Ha
MIPOM3BOJICTBO ATHJIOBOTO CHUpPTAa JJsi TPOU3BOJACTBA (hapMalleBTUYECKON CyOCTaHIIMM CHupTa
STHIJIOBOTO (3TaHOIAa), BbIIaHHOUW B cooTBeTCTBUU ¢ DenepanbHbIM 3aKOHOM OT 22 HOs0ps 1995 roga N
171-®3 "O rocynapcTBEHHOM peryJupOBaHMM TPOU3BOACTBA M 00OpOTa STHIOBOTO CIUPTA,
QJIKOTOJILHOM W CHHPTOCOACpXkAlled NPOAYKIMH U 00 OrpaHUYCHUH TOTpeOIeHus (paciuTus)
AJIKOTOJILHOM MPOTYKIMH'".

2. [leiicTBHe JUIEH3UM Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CpeACTB ((apmaneBTHUECKON
CcyOCTaHIIMM CIHPTa STWIOBOIO (3TaHOJA) B 4YacTH IpaBa Ha IPOM3BOJACTBO (hapMaleBTUUECKOM
CyOCTaHIIMM CIHPTa STHIOBOrO (3TaHOJA) MPEKpPaIIAeTCsl JMLEH3UPYIOIIMM OpraHoM B Ciydasx,
onpexaeneHHbIX cratbei 20 PenepanbHoro 3akoHa oT 4 mag 2011 roga N 99-®3 "O nuueHnsupoBanuun
OTJENbHBIX BHUAOB JIEATENBHOCTH", @ TaK)K€ C JaThl NPEKpAlleHUs WM aHHYJIUPOBAaHUS JEHCTBUS
JUIEH3UU Ha MPOU3BOJACTBO 3TWJIOBOTO CIHUPTA AJIs NMPOM3BOJACTBA (papMalleBTUUYECKOM CyOCTaHIMH
CIUpTa 3TUIOBOTO (3TaHOJA), BbIIaHHOM B cooTBeTcTBUU ¢ DenepanbHbIM 3aKOHOM OT 22 HOs0psa 1995
roga N 171-®3 "O rocyaapcTBEHHOM PEryJIMPOBAaHUU MPOM3BOACTBA U 000pPOTa ATUIIOBOTO CIHPTA,
QJIKOTOJIBHOM M CHUpTOCOJAEpKalled MPOAYKUMM MU 00 OrpaHWYEeHUH TMOTpeOaeHus (pacruTHs)
AJIKOTOJILHOM MPOIYKIUH'".

Cratba 9. [locypapcTBeHHbIW KOHTponb (Hag3op) B cdepe obGpaleHus
neKapcTBeHHbIX CpeacTB
(B pen. @enepanproro 3akona ot 11.06.2021 N 170-D3)

1. TocynapcTBeHHBI KOHTposb (Ham30p) B cdepe oOpamieHust JIeKapCTBEHHBIX CPEICTB
OCYIIECTBIISICTCSI TOCPEICTBOM (pellepalbHOTO TOCYNapCTBEHHOrO KOHTpossd (Haazopa) B cdepe
oOpalieHust JeKapCTBEHHBIX CPEICTB M (peepanbHOr0 roCyAapCTBEHHOTO JHIIEH3MOHHOTO KOHTPOJIS
JESITeTPHOCTH T10 TIPOM3BOJICTBY JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIEMBIX (hefiepalbHbIMUA OpraHaMHu
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HCIIOJIHUTENIBHOM BJIACTH, yNIOJIHOMOUYEeHHBIMU [IpaButenscTBoM Pocculickoit @enepanuu.

2. Tlpeametrom (henepanbHOTO TOCYJApCTBEHHOTO KOHTposs (Hamg3opa) B cdepe oOpareHus
JIEKAPCTBEHHBIX CPEJICTB SIBIISIIOTCA:

1) cobnronenne o0s3aTebHBIX TPEOOBAHUN B chepe oOpalleHus JIeKapCTBEHHBIX CPEJICTB, B TOM
qrce:

a) Tpe60BaHI/II7I K AJOKIMHHUYECCKHUM MCCICAOBAHUAM JICKAPCTBCHHBIX CPCACTB, KIMHHUYCCKHUM
HCCIICAOBAHUAM JICKAPCTBCHHBIX TIIPCHapaToB, MUW3IOTOBJICHUIO, XPAHCHUIO, IICPCBO3KE, BBO3Y B
POCCHﬁCKym (I)e,uepaumo, OTIIYCKY, pcajn3alnuu, nepcaavc, MNpoaa)xKC JICKAPCTBCHHBIX CpPCIACTB,
MNPUMCHCHUIO JICKAPCTBCHHBIX IIPENapaToB, YHUYTOXCHUIO JICKAPCTBCHHBLIX CPCACTB, YCTAHOBJICHHIO
MPOU3BOAUTCIIAMU JICKAPCTBCHHBIX IPCIAapaToB HCH HA JICKAPCTBCHHLBIC IPCIIapaThbl, BKIOYCHHLBIC B
MEPCUYCHDb ) KU3HCHHO HGO6XO}II/IMBIX 1 BaXKHEHIIINX JICKAPCTBCHHBIX IIPCIIapaToB;

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

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

2) coOmrofeHHe JIMLEH3UOHHBIX TpeOOBaHMM K  OCYIIECTBICHHIO  (papMmaneBTHUYECKON
NeSITeNIbHOCTH;

3) colOmoneHne TpeOOBaHMH K MPEIOCTABICHUIO CYOBEKTaMH OOpalleHusl JIeKapCTBEHHBIX
cpeactB uHbOpMAIMKM O JICKAPCTBEHHBIX CPEACTBaX M (WJIM) JIEKAPCTBEHHBIX IIperaparax,
peaycMOTpeHHOM cratbsaimu 9.1, 52.1 n 64 Hacrosmero @eaepanbHOro 3aK0Ha;

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

4) cobmoieHre TPeayCMOTPEHHBIX cTaThel 55.1 Hactosmero denepaibHOTO 3aKOHA TPEOOBaHUIMA
K TIPOBEJACHHWIO OJKCIICPUMEHTA [0 OCYIISCTBJICHHUIO PO3HUYHOW TOPTOBJIM JIEKAPCTBECHHBIMU
npenapatamMi I MEJUIIMHCKOTO TPHUMEHEHHsS, OTITYCKAaeMbIMH IO pEUENTy Ha JIeKapCTBEHHBIN
npemnapar, TUCTAaHIIMOHHBIM CITIOCOOOM.
(. 4 BBennen denepanbubiM 3akoHOM OT 20.10.2022 N 405-D3)

3. Ilpu ocymectBieHnn ¢eaeparbHOr0 TOCYIapCTBEHHOTO KOHTposs (Ham3opa) B cdepe
oOpamieHus1 JIeKapCTBEHHBIX CPEICTB MPOBOIATCS CIEAYIOUINE BHUABI KOHTPOJBHBIX (HAI30PHBIX)
MEpONPHUSITHI:

1) nokyMeHTapHas poBepKa;

2) BbI€3IHAsI IPOBEPKa;

3) BBIOOPOYHBII KOHTPOJIb KaUeCTBa,
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4) KOHTpOJIbHAS 3aKyIKa;
5) UHCTIEKITMOHHBIN BU3UT;

6) HaOmrofeHHWE 3a COONIOJICHHEM O0s3aTelbHBIX TpeOOBaHUN (MOHHTOPHHT 0O€30MacHOCTH)
(bapmakonaazop).

4. Opranuzanus M ocyllecTBIeHHE (eaepaabHOr0 TOCYIapCTBEHHOIO KOHTPOJs (Haa3opa) B
chepe obpaleHus1 JEKapCTBEHHBIX CPEIICTB peryaupyroTcs deaepanbHbiM 3aKk0oHOM oT 31 mroms 2020
roga N 248-®3 "O rocyapcTBEeHHOM KOHTpoJe (Haa30pe) U MyHULIUIIAIBHOM KOHTpoJie B Poccuiickoit
Oenepaunn".

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

6. [11aHOBBIN BIOOPOYHBINM KOHTPOJIb KaueCTBa HE MPOBOIUTCS.

7. Ilo pe3ynpTaTaM BEIOOPOYHOIO KOHTPOJIS KAUE€CTBA HApsILy C PELICHUAMH, IPEAyCMOTPEHHBIMU
®enepanbHbiM 3akoHOM 0T 31 nrons 2020 roga N 248-D3 "O rocynapcTBeHHOM KOHTpoJie (Hag30pe) U
MYHUIUTIATEHOM KOHTposie B Poccuiickoit @enepanun', genepaibHbIME OpraHaMU HCIOTHUTEIbHON
BJIACTH, YIOJHOMOYEHHBIMH Ha OCYIIECTBICHHE BBIOOPOYHOTO KOHTPOJS KAayecTBa, NMPUHUMAIOTCS
CJIEAYIOLINE PELICHUS:

1) o nmanbHeWIeM Trpa)XAaHCKOM O00OpOTE CEepuH, MapTUH COOTBETCTBYIOLIETO JIEKAPCTBEHHOI'O
CpEICTBA B Cllyyae MOATBEPKACHHUS 10 pe3ysibTaTaM MPOBEJCHHBIX UCTIIBITAHUI COOTBETCTBUS KauecTBa
JIEKapCTBEHHOT'O CPEJICTBA YCTAHOBIEHHBIM TPEOOBAHUSIM;

2) 00 U3BATUU U3 TPAKAAHCKOTO 000pOTa CEpUH, MAPTUU COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO
CPEICTBAa B CiIy4ac BBISBJICHMS II0 Pe3yJibTaTaM IIPOBEJIEHHBIX UCIBITAHUA HECOOTBETCTBMSI KauecTBa
JIEKapCTBEHHOI'O CPEJICTBA YCTAHOBJIEHHBIM TPEOOBAaHUSIM;

3) o mepeBojJe JEKAPCTBEHHOTO CPEJICTBA HA IOCEPHHHBIM BHIOOPOUYHBIN KOHTPOJIb KayecTBa
JIEKAPCTBEHHBIX CPEJICTB B CIIy4yae MOBTOPHOI'O BBISABICHHS HECOOTBETCTBHS KAa4eCTBA JICKAPCTBEHHOTO
CpEICTBA YCTAHOBJICHHBIM TpeOOBaHUSAM U (MPU HEOOXOAMMOCTH) O MPOBEpKE CyOBheKTa OOpaleHus
JIEKapCTBEHHBIX CPENICTB. Pacxo/bl, CBSI3aHHbBIE C MPOBEIECHUEM MMOCEPUHHOTO BHIOOPOYHOTO KOHTPOJIS,
OIJIAYUBAIOTCS TPOU3BOAMTENIEM JIEKAPCTBEHHOTO CPEJICTBA JMOO JepkaTesieM WU BIaJeNbleM
PEruCTPAlMOHHOTO YA0CTOBEPEHUS JIEKAPCTBEHHOT O IIpenapara.

8. denepanbHbld rOCYAAPCTBEHHBIN JIMIIEH3UOHHBIN KOHTPOJb AEATEIBHOCTH MO MPOHU3BOJCTBY
JICKAPCTBEHHBIX CPEJCTB OCYIIECTBIACTCS B COOTBETCTBMM C 3aKOHOJATEIBCTBOM Poccuiickoii
denepauuu.

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

1. B nmenax opraHum3anuu BbIOOPOYHOIO KOHTPOJIS KayecTBa JIEKAPCTBEHHBIX CPEJICTB
(dbopmupyeTcs mporpaMmma MpoBEpOK.

2. I[J'IH eiaei pcam3an NIporpaMmbl MPOBCPOK MPOU3BOAUTCIIN JICKAPCTBCHHBIX CPCIACTB U
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OpraHM3aliM, OCYILECTBISIOUIME BBO3 JIEKAPCTBEHHBIX cpeacts B Poccuiickyro ®epnepanuio,
NIPEAOCTABIIAIOT B OTHOLICHUM JICKAPCTBEHHBIX CPEACTB Ui MEAMIMHCKOIO IIPUMEHEHUS B
YIOJTHOMOYCHHBIN (hefiepanbHblii OpraH HCIOJHUTEIBHON BIIACTH, OCYIICCTBISIOMUN (DYHKIUU 110
KOHTPOJIIO M Haa30py B cdepe 3apaBOOXpaHEHHS, B OTHOIICHWH JICKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO0 TPHUMEHEHUS B YIOJHOMOYEHHBIH (enepaabHblii OpraH HCIOJHUTENbHON BIACTH,
OCYILECTBIIAIONMNA (YHKIMHU 110 KOHTPOJIIO M HAaA30py B cepe oOpalleHus JeKapCTBEHHBIX CPEICTB
JUIs  BETEPUHApPHOIO IPUMEHEHHMs, CBEIEHUS O CEpUAX, NapTUAX JIEKApCTBEHHBIX CPENCTB,
MOCTYMAIOUINX B TpakJaHCKUid o0opoT B Poccuiickoit dexepanuu, B MOpsIKe, cocTaBe U o0beMe,
YCTQHOBJICHHBIX YKa3aHHBIMU (eiepabHBIMU OpraHaMU HCIOJHHUTEIBHON BIACTH B OTHOIICHUH
JIEKAPCTBEHHBIX CPEACTB JJI1 MEIUIIMHCKOTO IIPUMEHEHNS U B OTHOLIEHUH JIEKAPCTBEHHBIX CPEJICTB IS
BETEPUHAPHOT0 IPUMEHEHUS COOTBETCTBEHHO.

3. Ilporpamma mnpoBepok (opmupyercs Ha KaJeHIapHbIM rox B cpok 1m0 30 gexabpsi rona,
MPEIECTBYIONIEr0 TOAY MPOBEACHHS BBIOOPOUYHOTO KOHTPOJIS.

n_n

4. B ciydae HacTyIUIeHUs COOBITHH, yKa3aHHbIX B HOAmyHKTax "0" m "B" myHkTa 2 4yactu 6
HACTOSIIEH CcTaThH, (e/lepaIbHBIM OPraHOM HCTIOJHUTENLHON BJIACTH, OCYIIECTBISIONIMM (PYHKIUH T10
KOHTPOJIIO M HaJ30py B c(epe 34paBOOXpaHEHMs, (efepalbHbIM OPraHOM HCIIOJHUTENIBHOW BIACTH,
OCYILECTBIIIIONIMM (YHKIIMU 110 KOHTPOJI M HAaA30py B cepe oOpalieHus JIEKapCTBEHHBIX CPEICTB
JUIl BETEPUHAPHOIO IMPUMEHEHMs, IIPU HEOOXOAMMOCTH BHOCATCS COOTBETCTBYIOLIME HM3MEHEHHs B
IporpamMmy IMpOBEPOK.

5. B nmporpaMMmy npoBEepOK MOT'YT BKJIFOYAaThCSI MEPOIPUATHS C YUETOM HAPYIICHUN, BBISIBICHHBIX
B paMKaxX KOHTPOJIbHBIX (HAaJ30pHBIX) MEPONPUATUH 32 IPEIbITYINN KaJleHIapHbIN TO.

6. [IporpamMma npoBEPOK COJCPIKUT:

1) nepeueHsb JIeKapCTBEHHBIX CPEJCTB, OTOOP 00pa3loB KOTOPHIX OYIET OCYIIECTBISITHCS B paMKax
BBIOOPOYHOI'O KOHTPOJIA, (QOPMHUPYEMBIH € YYETOM pEe3yJibTaTOB TI'OCYJApCTBEHHOTO KOHTPOJISA
(Hag3opa) B cdepe oOpalleHus JIEKapCTBEHHBIX CPEJCTB 3a KaJeHApHBINA IoJl, MPEIIeCTBYOLINMA roxy
MIPOBEICHUS BBIOOPOYHOTO KOHTPOJIS;

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

a) TOJTlyuYeHHUe CBEJCHUI, MPEICTaBISIEMbIX B COCTaBe U 00beMe, YCTAaHOBJICHHBIX (efepaibHbIM
OpPraHOM MCIIOJHHUTEIbHON BJACTH, OCYILECTBIIAIOUIMM (YHKLUHU IO KOHTPOJIIO M Hau3opy B cepe
3/IpaBOOXpaHeHMs, (hefepalbHbIM OpraHOM HCIIOJHUTEIBHON BIACTH, OCYLIECTBISIOMMUM (QYHKIMU T10
KOHTPOJIIO ¥ HaJ30py B chepe oOpalieHus JeKapCTBEHHBIX CPEJCTB JUIs BETEPUHAPHOTO MPUMEHEHHUS, O
Cepusx, MapTHUAX JIEKAPCTBEHHBIX CPEICTB, MOCTYHAIOMIMX B Tpa)KJIaHCKWil 000poT B Poccuiickoit
@enepanyy, YKa3aHHbIX B IIyHKT€ | HAcTOAIIEH 4YacTH, OPraHU3ALMAMH, OCYIIECTBISIOMIMMHA
IIPOU3BOJCTBO JIEKAPCTBEHHBIX cpeacTB B Poccuiickoit denepanuu U BBO3 JICKAPCTBEHHBIX CPEICTB B
Poccuiickyro @enepanuio;

0) moy4yeHue MOCTYyMAaIIel B OPSAIKE, YCTAHOBICHHOM cTaThell 64 Hacrosmero denepanbsHOro
3aKoHa, MH(pOpMAIMK 0 TOOOYHBIX NEHCTBUSIX, HEXKEIATEIBHBIX PEAKIUAX, CEPbEe3HBIX HEXKENaTeIbHbBIX
peaKIUsIX, HETPEIBUICHHBIX HEXKENATEIbHBIX PEaKIUIX MPU MPUMEHEHUH JIEKAPCTBEHHBIX NIPEapaToB,
00 WHIUBHIyaIbHOW HEMEPEHOCUMOCTH, OTCYTCTBHU d(PPEKTUBHOCTH JICKAPCTBCHHBIX IPEIapaToB, a
Takke 00 MHBIX (paKTax W 0OCTOSITENBCTBAX, MPEICTABISIONINX YIPO3Y KU3HU WIN 370POBBIO YEIIOBEKA
nu00 JKMBOTHOTO MpPHU MPUMEHEHUHU JIEKAPCTBEHHBIX IPENapaToB M BBISABICHHBIX Ha BCEX JTamax
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oOpallleHus JIeKapCTBEHHBIX NpenapatoB B Poccuiickoit deaepanuu u Ipyrux rocy1apcrpax;

B) MojyudeHue B cooTBeTcTBUU ¢ DenepanbHbiM 3akoHOM OT 31 urong 2020 roga N 248-d3 "O
roCyJJapCTBEHHOM KOHTpOJ€ (Haa30pe) M MYHHMIMNAIbHOM KoHTposie B Poccuiickoit denepanun”
CBEJICHUN O MPUYMHEHUHU Bpefa Wih 00 yrpo3e NMPUUYMHEHHUS Bpeaa >KU3HH, 3J0POBBIO TPaKIaH WU
’KUBOTHBIX.

Cratba 9.2. ocyaapCTBeHHbIN KOHTpoOsnb (Hag3op) 3a peanusaumen opraHamm
MCNoNHUTeNIbHOMN Bnactn cyobLektoB Poccunckon Pepepaumm nonHomoumn B cdepe
o6 palleHnA NnekapCTBEHHbIX CPeaAcTB AN MeAULMHCKOro NpMMeHeHus

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

1. T'ocynapcTBEeHHBIM KOHTpOJIb (HAA30p) 3a peaju3alueil opraHaMHu HCIOJHUTENBHON BIIACTH
cyonrekToB Poccuiickoit denepanuu nmomHoMounii B cepe oOpaleHus: JIeKapCTBEHHBIX CPEACTB IS
MEIUIMHCKOTO TPUMEHEHMSI OCYILECTBISAETCS ynosHoMoueHHbIM [IpaButensctBoM Poccuiickoit
®denepalii OpraHOM HUCIIOJHUTENIBHOM BJIACTH.

2. Ilpenmerom roCynapCTBEHHOrO0 KOHTpoJia (Hag3opa) 3a peajdu3aluei opraHaMu
UCIIOJIHUTENIbHON BiacTu cyObekToB Poccuiickoit ®exepanun mnoaHoMmounii B chepe oOpaiieHus
JIEKapCTBEHHBIX CPEJCTB ISl MEAMIIMHCKOTO MPUMEHEHHS SBIISETCS COOIOJEHUE YIOTHOMOYEHHBIMU
OpraHaMH HWCIOJIHUTENbHON BIacTH cyObekToB Poccuiickoit Denepanyi METOAMKH YCTaHOBICHUS
NpeJeNbHBIX Pa3MEpPOB OMNTOBBIX HAJ0aBOK M MpENeNbHBIX pa3MEpOB PO3HUYHBIX HAJ0aBOK K
(baKTI/ILIeCKI/IM OTIIYCKHBIM LCHAM, YCTAHOBJICHHBIM IPOU3BOJUTCIIAMU JICKAPCTBCHHLBIX IMPCIIApaTOB, HA
JICKApCTBCHHBIC IIpC€riapaTtbl, BKIIOYCHHBLIC B TMCPCUCHL KU3HCHHO HCO6XOI[I/IMBIX A BaKHEHITNX
JICKApCTBCHHBIX MPCIIapaToB.

3. Ilpu ocyumecTBIeHHMH TOCYJapCTBEHHOIO KOHTposAd (Haa3opa) 3a pealu3alueil opraHaMu
UCIIONHUTENBbHON BiacTu cyObekToB Poccuiickoit ®exepanuu momHoMouHnii B cdepe oOparieHus
JIEKAPCTBEHHBIX CPEACTB Ui MEAMIMHCKOIO IPUMEHEHUS IPOBOAATCSA  CIEAYIOLIUE  BHUAbI
MEpOIPUITHIM:

1) moxymeHTapHbIE IPOBEPKHU;
2) BBIC3/IHBIC TIPOBEPKH.

4. OpraHu3anuss M OCYILECTBJIEHHE T'OCYJapCTBEHHOTO KOHTPOJsA (HaA30pa) 3a peanusarnuen
OpraHaMH HCIIOJHUTENBHONW BIacTH cyOBbekToB Poccuiickoii ®enepanuu momHoMounii B chepe
oOpalleHusl JIGKAPCTBEHHBIX CPEJICTB JUIsI MEAMLIMHCKOTO MPUMEHEHUs peryiupyorcs denepanbHbIM
3aKOHOM OT 6 OKTs0ps 1999 roga N 184-®3 "O06 00X NMpUHIMIIAX OPraHU3ALUU 3aKOHOAATEIBHBIX
(mpeacTaBUTENbHBIX) U HUCIIOJHUTENBHBIX OPraHOB IOCYJapCTBEHHOH BiacTu cyOBbekToB Poccuiickoit
Oenepanun.

5. llomoxkeHne O TIoOCyJapCTBEHHOM KOHTpoje (Hag3ope) 3a peajau3alueil opraHaMu
WCIIOHUTENBbHON BiacTu cyObekToB Poccuiickoit ®exepanuu momHoMouHnii B cdepe oOparieHus
JIEKAPCTBEHHBIX CPEACTB JJIs MEIULIMHCKOrO IIpUMEHEHUs yTBepxkaaercs lIpasurensctBom Poccuiickoin
denepauuu.

Cratba 9.3. PervoHanbHbIA rocyAapCTBeHHbIA KOHTponb (Haa3op) 3a
npMMeHeHWeM LeH Ha fieKapCTBeHHbIe npenapaTbl, BKIIIOYeHHbIe B NepevyeHb XXU3HEHHO
Heob6XoAMMbIX M BaXXHEMLLUUX fleKapCTBEHHbIX NpenapaToB
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(BBenena denepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. PerroHanbHbIi rocyJapCTBEHHBIM KOHTPOJIbL (HAA30p) 32 MIPUMEHEHUEM II€H Ha JIEKAPCTBEHHbIC
npenaparsl, BKJIIOYEHHBbIE B [EPEUEHb >KU3HEHHO HEOOXOMMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX
MpenapaToB, OCYIIECTBIISIETCS OPraHOM HMCTIONHUTEIBHON BiacTu cyOwbekTa Poccuiickoit deneparuu,
YIOJHOMOYEHHBIM  BBICHIMM  HCIIOJHUTENBHBIM ~OpPraHOM TOCYHapCTBEHHOM BIAcTH CyObeKTa
Poccuiickoit deneparum.

2. IIpeamMeToM pernoHaJIbHOTO TOCYJapCTBEHHOTO KOHTPOJIA (Haa30pa) 3a NPUMEHEHHEM IIeH Ha
JICKapCTBEHHBIE Iperaparbl, BKIIOYCHHbIE B MEPEYEHb >KU3HEHHO HEOOXOIUMBIX M BaXKHEUIIMX
JIEKapCTBEHHBIX  IPEMapaToB, SBJISETCS  COOJIOJEHHE  OpraHU3alUsIMH  ONTOBOM  TOPrOBIIH
JIEKapCTBEHHBIMU CPEICTBAMH, alITEYHBIMU OpraHU3AUSAMH, UHAUBHUIyaIbHBIMHU TPEIIPUHUMATEISIMH,
UMEIOLIUMH JIMIEH3UI0 Ha (apMaleBTHUECKYIO JesTebHOCTh, MEIUIMHCKUMH OpraHu3alusMU,
UMEIOIUMH  JIMLEH3UI0 Ha  (apMaleBTUYECKYI0  JAEATeIbHOCTh, W UX  000COOJIECHHBIMU
NoJIpa3/ieieHusIMI  (aMOyaTopusiMH, (perabaAIepckKuMu 1 (PebAIepCKO-aKyIIepCKUMU  TyHKTaMH,
1eHTpaMu (OTIEICHUsIMHU) OO0IIel BpaueOHOUW (CeMEHHOW) MPAKTUKH), PACIIONOKCHHBIMU B CEJIbCKHUX
HACEeJICHHbIX NYHKTaX, B KOTOPBIX OTCYTCTBYIOT alT€4YHble OpraHu3alliyd, NpHU pealu3aluu
JIEKapCTBEHHBIX IMpernapaToB TpeOOBaHUI K TNPUMEHEHHIO II€H, YPOBEHb KOTOPBIX HE JOJIKEH
MpeBBIIIATh CyMMY (PAKTUUECKON OTIYCKHOM LI€HBI, YCTAaHOBICHHOW MPOU3BOJUTENIEM JIEKAPCTBEHHBIX
MpernapaToB, M KOTOpPbIE HE MPEBBIIIAIOT 3apErUCTPUPOBAHHBIX MPEAENbHBIX OTHYCKHBIX LEH, U
pa3MepoB ONTOBBIX HAI0aBOK M (MJIM) pa3MEpoB PO3HUYHBIX HAA0AaBOK, HE MPEBBIMAIOLIINX
COOTBETCTBEHHO Pa3MEPOB MPEACIIbHBIX ONTOBBIX HA10aBOK M (WJIM) pa3MEpOB MPEACIbHBIX POSHUYHBIX
Ha70aBOK, yCTaHOBJIEHHBIX B cyObekTe Poccuiickoit @eneparui.

3. Opranusanys M OCYLIECTBICHHE PETMOHAJIBHOIO I'OCYJapCTBEHHOTO KOHTpOJS (Haa3opa) 3a
IIPUMEHEHHUEM 1IEH Ha JIEKAPCTBEHHBIE MpernapaThl, BKIIOYEHHbIE B I€PEUCHb KU3HEHHO HEOOXOAUMBIX
Y BOXHEWILMX JICKaPCTBEHHBIX MpenapaToB, peryiupyrorcs PeaepanbHbiM 3akoHoM oT 31 utong 2020
roga N 248-®3 "O rocynapcTBEeHHOM KOHTpoJie (Haa30pe) U MyHHIIUIIAIBHOM KOHTpoJie B Poccuiickoit
Oepnepanun".

4. [lonoKeHNE O PETHOHAIILHOM TOCYAapCTBEHHOM KOHTpOJe (HaaA30pe) 3a MPUMEHEHHUEM IIEH Ha
JIEKapCTBEHHbIE IIperaparbl, BKIIOYEHHbIE B MEpPEeYeHb >KU3HEHHO HEOOXOOUMBIX U Ba)KHEHMIIUX
JICKapCTBEHHBIX MPENapaToB, YTBEP)KIACTCA BBICHIMM HCIOJIHUTEIBHBIM OPIaHOM IOCYJIapCTBEHHOMN
BHacTH cyowbekra Poccuiickoii @enepariu.

Cratba 9.4. ®depgepanbHbli roCyAapCTBEeHHbIM  JIMLIEH3WOHHbLIA  KOHTPOJb
AeATeNbHOCTU NO NPOU3BOACTBY NIeKapCTBEHHbLIX CPeACTB
(BBengena ®PenepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. ®@enepanbHbIl TOCYJapCTBEHHBIN JIMIEH3UOHHBIN KOHTPOJIb AESITEIBHOCTH IO NPOU3BOACTBY
JICKapCTBEHHBIX CPEJACTB OCYULIECTBIsETCA (PeaepalbHbIMM OpraHaMHM HCIOJIHUTENBHONW BIIACTH,
ynosHoMoueHHbIMHU [IpaBurensctBoM Poccuiickoit denepanuu.

2. ®enepanbHbIl TOCYJAPCTBEHHBIN JMIEH3UOHHBIA KOHTPOJIb JESTENbHOCTH IO MPOU3BOJICTBY
JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIAECTCS B COOTBETCTBUH ¢ DenepanbHbIM 3akOHOM oT 4 mas 2011
roga N 99-®3 "O nuueH3upoBaHUM OTACIBHBIX BUAOB JEATCIbHOCTH" 1 DefepanibHbIM 3aKOHOM OT 31
utonst 2020 roga N 248-®3 "O rocynapcTBEHHOM KOHTpoJie (HaA30pe) U MYHUIUIAIBLHOM KOHTpOJIE B
Poccuiickoit ®enepanuu". B pamkax ¢enepaabHOro rocyJIapCTBEHHOTO JIHMIIEH3MOHHOTO KOHTPOJIS
NESATEIbHOCTH [0 IPOMU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB ILJIAHOBBIE KOHTPOJIbHBIE (HAA30pHBIE)
MEpPOIPUATHSI HE MPOBOASTCS, IPU STOM IPOBOAMUTCA MEPUOAUUECKOE MOATBEPKIACHUE COOTBETCTBUS
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JTUIEH3UATOB JTUIEH3MOHHBIM TpeOOBaHUSIM B COOTBeTCTBUU ¢ DenepanbHbIM 3akoHOM OT 4 Mas 2011
rona N 99-®3 "O nuueH3upoBaHUU OTACIbHBIX BUAOB JI€ATEIbHOCTH".

naesa 5. PASPABOTKA, JOKITMHNYECKUE UCCIIEAOBAHUA
NNEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHWYECKUE UCCJIENOBAHUA
NEKAPCTBEHHbIX NMPEMNAPATOB AnA BETEPUHAPHOIO NPUMEHEHUA

Cratbsa 10. Pa3paboTka nekapcTBeHHbIX CpeacTB

1. Pa3paboTka JEKapCTBEHHBIX CPEACTB BKIIOYACT B Ce0S MOHMCK HOBBIX (hapMaKOJIOTHICCKU
AKTUBHBIX BCUICCTB, IMOCICAYIOMICEC HU3YUYCHHUEC HX JICKAPCTBCHHBIX CBOI)IICTB, JOKIIMHHUYECKHUE
HCCIIeIOBaHMs, pa3paboTKy TEXHOJIOTUH MPOU3BOJACTBA (hapMalleBTUYECKUX CYOCTaHLUN, pa3paboTKy
COCTaBOB M TEXHOJIOTUI MPOU3BOACTBA JIEKAPCTBEHHBIX MTPEMApaTOB.

2. ®uHaHCcOBOE o0ecTeueHue pa3padoTKU JEKAPCTBEHHBIX CPEJICTB OCYIIECTBISETCS 3a CUET:

1) cpencTs denepanbHOTO OOKETA;

2) cpeAcTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEIICTB;

3) CpEICTB MIPOU3BOIUTENCH JIEKapCTBEHHBIX CpEICTB npu BBITTOJTHEHUH
HAy4YHO-HUCCIIEI0BATEIbCKUX paboOT MO JOTOBOPY MEXIY Pa3pabOTYUKOM JIEKAPCTBEHHBIX CPEICTB U
MIPOU3BOIUTENIEM JIEKAPCTBEHHBIX CPECTB;

4) HHBIX HC 3alIPCHICHHBIX 3aKOHOAATCIILCTBOM Poccuiickoit (Dez[epaum/l HCTOYHHUKOB.

3. IlpaBa  pa3paboTumka  JICKAPDCTBEHHOTO  CpPEACTBA  OXPAHSIOTCA  TPakJIaHCKUM
3aKOHOJIATEIbCTBOM.

Cratba 11. [oKnuHMYeCKOe wuccneaoBaHUe JleKapCTBEHHOro cpeacTBa Ans
MeAULMUHCKOro npuMeHeHus

1. JloknmuHUYECKOe WCCIeA0BaHNE JIGKAPCTBEHHOTO CPENCTBA IS MEIUIMHCKOTO MPUMEHEHUS
MIpOBOAUTCA NMYTEM IMPUMCHCHHA HAYYHBIX MCETOAOB OLCHOK B HCIAX MOJIYYCHHS OOKAa3aTCIbCTB
0e30macHOCTH, KauecTBa M 3PPEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTRA.

2. JIOKIMHUYECKOE HCCIICIOBAHUE JICKAPCTBEHHOTO CPEACTBA JJII MEAUITMHCKOTO MPUMEHEHUS
MPOBOAMTCS B COOTBETCTBHM C IMpaBWJIAMU HaJyIeXkalleld 1abopaTopHON MpPaKTUKH, YTBEPKICHHBIMU
YIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HUCIIOJIHUTEIHHON BIIACTH.

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

3. Jlna opraHu3alMy M NPOBENCHUS TOKIMHUYECKOTO HCCIEIOBaHUS JICKApCTBEHHOTO CpENCTBA
o MEAUOMWHCKOrO IPHUMCHCHUSA p33pa6OT‘-II/IKI/I JICKApCTBECHHBIX CPEACTB MOT'YT IIPUBJICKATH
HaY4HO-UCCJIEOBAaTEIbCKUE OpraHu3aluy, O0O0pa3oBaTelbHBIE OPraHM3allMM BBICIIETO O0OpPa30BaHUS,
UMeroIe He0OX0AUMYI0 MaTepUabHO-TEXHUYECKYI0 0a3y W KBAIM(HUIMPOBAHHBIX CHEIUAIUCTOB B
COOTBETCTBYIOIIEH 00J1aCTH HCCIIeI0BAHMUS.
(B pen. ®enepanbHoro 3akona ot 02.07.2013 N 185-03)

4. JIOKJIMHUYECKOE HUCCIIEJOBaHHE JIEKApCTBEHHOTO CPEACTBA I MEAMIIMHCKOIO NPUMEHEHUs
MIPOBOAMUTCS M0 YTBEPXKIEHHOMY pa3pabOTUYMKOM JIEKAPCTBEHHOTO CpEACTBAa IUIAHY C BEJACHHUEM
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MPOTOKOJIA 3TOTO HUCCICAOBAHUA U COCTABJICHUEM OTUCTA, B KOTOPOM COACPKATCA PE3YJIbTAThlI 3TOT'O
HCCIICAOBaHHUA W 3aKIIHOYCHUC O  BO3MOKHOCTU  MPOBCACHUA  KIMHUYCCKOIO  HUCCICAOBAHUA
JICKApCTBCHHOTO IIpCriapaTa 11 MCAUITUHCKOI'0 IPUMCHCHUS.

5. TlpoBeneHne MPOBEPOK COONIOACHUS TMPaBWI HaAJIekKaIeH Ja0opaTOpHOW TPAKTUKH U
MPaBOBBIX HOPM HWCTOJB30BaHUS JKHUBOTHBIX TIPU TPOBEACHUU JOKIMHUYECKUX HCCICAOBAHUI
JIEKapCTBEHHBIX CPEACTB JUIsl MEIWLUHCKOTO NPUMEHEHHUS OCYIIECTBISETCS YIOJTHOMOUYEHHBIM
(benepanbHBIM OPraHOM UCTIOTHUTEIHHOM BIACTH.

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

6. Pe3ynbraThl JOKJIMHUYECKOTO HCCIIEIOBaHUS JIEKAPCTBEHHOI'O CPEACTBA JUISI MEIUIMHCKOTO
MIPUMEHEHUS MOTYT OBITh IPEJCTaBJICHbI B YIOJHOMOYEHHBIN (peiepalibHbIil OpraH MCIOJIHUTEIbHON
BJIACTU B YCTAQHOBJIEHHOM IIOPSIIKE B LEIAX TOCYJApPCTBEHHOM PErMCTPallUH JIEKAPCTBEHHOTO
npenapara.

Cratba 12. [loknuMHMYECKOe wuccrnenoBaHMe JeKapCTBEHHOro cpeacrtesa W
KIIMHUYECKOe WUccnefoBaHMEe JIeKapCTBEHHOro npenapata pAana BeTepuHapHOro
npUMeHeHuns

1. HOKHHHH‘IGCKO@ HCCJIICAOBAHUC JICKAPCTBEHHOI'O CPEACTBA AJIA BETCPUHAPHOI'O IMPUMCHCHUA
ONpOBOAUTCA NMYTECM IIPUMCHCHHSA HAYYHBIX MCETOAOB OLCHOK B MHCIAX IMOJYYCHHUS IOOKAa3aTCIbCTB
6630HaCHOCTI/I, KadueCTBa H Bq)(i)eKTI/IBHOCTI/I JICKApCTBCHHOT'O CpCACTBA, B TOM YHCJIC OIPCACICHUA
CpOKa €ro BBIBCACHUSA M3 OpraHu3Ma XKHMBOTHOI'O, B LCIIAX obecneucHuss 0€30IaCHOCTH npoayKuuu
JKUBOTHOT'O IMMPOUCXOKACHUA ITOCJIC TPUMECHCHUS COOTBCTCTBYIOLICTO JICKAPCTBCHHOI'O IIpCIiapara.

2. HOKHI/IHI/I‘ICCKOG HCCIICOJOBAHUC JICKAPCTBCHHOI'0O CpEACTBAa M KIMHHYECKOC MCCICIOBAHUC
JICKApCTBEHHOI'O IIpfriaparta s BETCPHUHAPHOI'O0 IIPUMCHCHHA, HCCICIOBAHUC OHMOSKBHBAJIEHTHOCTH
YKa3aHHOI'0O JICKAapCTBCHHOI'O IIperiapara IMpoBOLATCA B COOTBCTCTBHUU C MPABUJIAMH, YTBCPIKACHHBIMU
YIOJHOMOYCHHBIM (I)C,Z[GpaJIBHBIM OpraHom HCIIOJIHUTEILHOM BIACTH.

3. JIOKJIMHHYECKOE MCCIEA0BAaHUE JIEKAPCTBEHHOI'O CPEJICTBA U KIMHUYECKOE HCCIIEI0BAaHUE
JIEKapCTBEHHOI'0 IIpernapaTta Uil BETEPUHAPHOIO NPUMEHEHHS MPOBOAATCS IO YTBEPKICHHOMY
pa3paboTYUKOM JIEKapCTBEHHOI'O CPEACTBA IUIaHYy C BEJACHHEM MPOTOKOJIOB 3THUX HCCIIECJOBAaHUNA H
COCTABJICHUEM OTYETOB, B KOTOPBIX COAEPKATCA PE3YIbTaThl 3TUX MCCIICTOBAHUN.

4. JIns opraHu3aliy U MPOBeIeHHs JOKIMHUYECKOIO MCCIEeI0BAHNUS JIEKAPCTBEHHOIO CPe/ICTBA U
KJIMHUYECKOTO HCCJIEOBAaHUS  JIEKQpCTBEHHOIO Ipenapara Uil BETEPUHAPHOTO IPUMEHEHUs
pa3paboTUYMK JIEKAPCTBEHHOI'O CPEACTBA MOXKET NPUBJIEKATh OpraHU3allldd, UMEIOIIHEe HEOOXOIHMMYIO
MaTepHAILHO-TEXHUYECKYI0 0a3y M KBaTH()PHUIMPOBAHHBIX CIIEIIHAIMCTOB B COOTBETCTBYIOIIEH 001acTH
UCCIIEIOBAHMSL.

5. Knuanueckue HUCCICA0BaHMA JICKAPCTBCHHBIX IIPCIIapaToB IAJI BETCPHHAPHOI'O INPHUMCHCHUSA
NINpOBOAATCA B BCTCPUHAPHLIX OpraHU3allUAX W B OpraHu3aludaXx, OCYIICCTBIIAIOIIHUX pPAa3BCACHUC,
BbIpalllMBaHUC U COACPKAHNUC ) KUBOTHBIX, B ICJIAX:

1) ycraHOBIEHHS IEPEHOCUMOCTH JIEKAPCTBEHHBIX IIPENAapaToOB 3I0POBBIMU KUBOTHBIMU;

2) noxbopa ONTUMANbHBIX J03UPOBOK JIEKAPCTBEHHBIX IIpENapaToB M Kypca JIEYEHHs Ha
KOHKPETHOM TpyMIie )KUBOTHBIX C ONpeeIeHHBIM 3a00JIeBaHUEM;
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3) ycraHoBieHHs ~ Oe3omacHOCTM U 3((EKTUBHOCTH  JIEKApCTBEHHOTO  IIpernapara,
NpeJHa3HAYCHHOTO JJIs JICYCHUs OINpEAETCHHBIX 3a00JeBaHUN KMBOTHBIX, WIH 3((HEKTUBHOCTH
JIEKapCTBEHHOTO Mpernapara st MpopHUIaKTHKH 3a00JI€BaHHUNA 3JOPOBBIX )KUBOTHBIX;

4) u3yuyeHHs BO3MOYKHOCTEW pacIIMpEeHMs] IOKa3aHUM K NPUMEHEHHUIO 3aperucTPUpPOBAHHOIO
JIEKapCTBEHHOI'O IIperapaTa 1 BbISIBICHUS paHee HEU3BECTHBIX MOOOUHBIX JEHCTBUIA.

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

7. Otuersl O pe3yabTaTax JOKIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOTO CpeAcTBa U
KIIMHUYECKOTO  MCCJICIOBAHUS JICKAPCTBEHHOTO Ipenapara JJid BETEPUHAPHOTO IMPUMEHEHHS
COCTaBJISIIOTCA pa3pabOTUMKOM JIEKAPCTBEHHOTO CpPEJICTBA C YYETOM 3aKIOYEHUH OpraHu3alui,
MIPUHUMABIIIUX yYaCTHE B OPTaHU3AIUHU U TIPOBEICHUN dTUX MCCIICIOBAHUH.

8. KOHTpOJ’II) 3a IMPOBCACHHEM JOKIMHHUYCCKHUX I/ICCJ'IG,HOBaHI/Iﬁ JICKAPCTBCHHBIX CPEACTB H
KIIMHUYECKUX HCCJIeJOBaHUM JICKAPCTBCHHBIX  IpENapaToB AJId BCTCPUHAPHOI'O IIPHUMCHCHUA
OCYHICCTBJIACTCA YIIOJITHOMOYCHHBIM (I)C,Z[epaJIBHLIM OpraHom HCIIOJIHUTEILHOM BIACTH.

agea 6. OCYLWECTBJIEHUE FOCYJAPCTBEHHOW PETMCTPALIUN
NEKAPCTBEHHbIX NMPEMNAPATOB

Cratbs 13. FocyaapcTBeHHasa perncTpaums rnekapcTBeHHbIX NpenapaToB
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynbrantllmtoc: mpumeyaHnwue.

JlommyckaeTcsi mpuMEHEHHEe B MEAMIMHCKHUX IENSX HE 3aperUCTPUPOBAaHHBIX B P®D jnekapcTBEHHBIX
MPerapaToB, COAEPIKAIMUX HAPKOTHUECKHE CPEJICTBA WM TICHXOTPOITHBIE BEIIECTBA, BBE3CHHBIX B
P® B cootBercTBUU C 4. 3.1 cT. 47 nanHoro gokymeHTa (. 8 c¢1. 3 @3 o1 27.12.2019 N 475-D3).

1. B Poccuiickoit denepanuu 10mycKarTCsi MPOU3BOJCTBO, U3TOTOBJICHUE, XpaHEHHE, TIEPEBO3KA,
BBO3 B Poccniickyro ®enepauuto, BeiB03 u3 Poccuiickont denepanuu, pekiiama, OTIIYCK, pealn3anus,
nepeaada, MPUMEHEHUE, YHUUYTOXKCHHE JICKapCTBEHHBIX IMPEnapaToB, €CIM OHU 3apErUCTPHUPOBAHBI
COOTBETCTBYIOIIUM yIOJIHOMOUYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTENBHOMN BIIACTH.
(dactp 1 B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

2. 'ocynapCTBEHHOM perucTpanuy Mojiexar:

1) Bce nmexapcTBEHHBIE Mpemaparhbl, BIIEpPBBIE MOJIEKAINe BBOAY B oOpamieHue B Poccuiickoit
®denepaunu;

2) nexkapCTBEHHBbIE Ipenaparbl, 3aperuCTPUPOBAHHBIE paHEE, HO MPOU3BEIACHHBIE B JIPYIrHX
JIEKapCTBEHHBIX (pOpMaxX B COOTBETCTBHM C [I€PEYHEM HAWMEHOBAHHI JIEKapCTBEHHBIX (OPM, B HOBOM
JO3UPOBKE MPH T0KA3aTEIbCTBE €€ KIMHNYECKON 3HAYMMOCTH 1 3(hPEeKTUBHOCTH;

3) HOBBIC KOM6I/IHaI_II/II/I 3apCTUCTPUPOBAHHBIX PAHCC JICKAPCTBCHHBIX ITPCIIAPATOB.

3. 'ocynapcTBeHHasl perucTpalus JIEKApCTBEHHBIX MPENapaToB OCYIIECTBISIETCS [0 Pe3yJIbTaTaM
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9KCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB, a I'OCYJapCTBEHHAs perucTpaunus opaHHbBIX JIEKAPCTBEHHBIX
IIPEMNapaToB OCYLIECTBISIETCA 10 pe3yjibTaTaM »JKCIEPTU3bl JOKYMEHTOB, IPEACTABICHHBIX IS
OIpeziesIeHUs] BO3MOKHOCTH PacCMaTpPUBATh JIEKAPCTBEHHBIN IIpenapar sl MEAUIUHCKOTO IPUMEHEHUS
IpH OCYHIECTBICHHM TOCYNAapCTBEHHONM pETUCTpallMd B KadyecTBE Op(HAaHHOTO JIEKApCTBEHHOTO
npernaparta, v o pe3yJibTaTaM 3KCIepTU3bI IEKAPCTBEHHBIX CPE/ICTB.

4. I'ocynapcrBenHas perucTpanms JIEKApCTBEHHOTO npenapara OCYIIIECTBIISACTCS
COOTBETCTBYIOIIUM YIIOJIHOMOYEHHBIM (peiepalIbHbIM OpraHOM HCIOJIHHUTEIHHOW BJIACTU B CPOK, HE
MIPEBBIIAIONINIA CTa MIECTHIECATH padOYMX JHEW CO JHS MPHUHATHS COOTBETCTBYIOIIETO 3asBICHUS O
roCyJJapCTBEHHOM pPErucTpalfy JICKapCTBEHHOTO Mpernapara. B yka3aHHBIM CpOK BKJIIOYAETCS BpeMs,
HE00X0IUMOE JIJIsl TIOBTOPHOTO MPOBEICHUS SKCIIEPTU3bI JICKAPCTBEHHOTO CPEJICTBA B COOTBETCTBUU CO
cratbeil 25 Hactosmero deaepanbHOro 3akoHa. Cpok rocyJapCTBEHHOM PETUCTPALMM JIEKAaPCTBEHHOTO
npenapara HCUHUCISACTCS CO JHS TPHUHATHS COOTBETCTBYIOIIMM YIIOJIHOMOYECHHBIM (eepaabHbIM
OpPraHOM HCIIOJIHUTEIHHON BIIACTH COOTBETCTBYIOIIETO 3asBIEHUS O TOCYAAPCTBEHHOW pPEruCTparuu
JIEKapCTBEHHOTO TperapaTa ¢ MPHIOKEHHEM HEOOXOAUMBIX JIOKYMEHTOB TIO J€Hb BBIJAYH
PErUCTPAllMOHHOTO  yJIOCTOBEPEHHUsS JIEKQpCTBEHHOrO IMpernapaTta. Bpemsi, HeoOxoaumoe st
HaIpaBJICHUs] YIIOJTHOMOYEHHBIM (DeiepaqbHbIM OpPraHOM HCIHOJHHUTEILHOW BIIACTH 3ampoca o
MPEACTABICHIN HEOOXOIUMBIX MAaTEPHAJIOB U MPECTABICHUS 3assBUTEIIEM OTBETA Ha JAHHBIN 3ampoc B
COOTBETCTBUHU CO cTarthsiMu 16, 19 u 23 Hacrosmero denepaibHOTO 3aKOHA, HE YYUTHIBACTCS MPHU
WCYHCIIEHUH CPOKa TOCYJapCTBEHHOM perucTpaiuy JeKapcTBEHHOTO Ipernapara.

5. l'ocynapcTBeHHOM perucTpalu He MOJJIeKaT:

Koncynprantlntoc: npumedanue.
C 01.03.2025 B 1. 1 u. 5 ct. 13 BHOCsATCs m3meHeHus (D3 ot 30.12.2021 N 463-D3).

1) nexapcTBEHHbBIE Npenaparbl, U3rOTOBJICHHBIE ANTEYHBIMU OpPraHU3ALUSAMH, BETEPUHAPHBIMU
anTEeYHbIMU OPraHU3ALMAMU, UHIUBUIYAIbHBIMU IIPEANPUHUMATEIIIMH, KOTOPHIE UMEIOT JIULEH3HUIO HA
(bapMareBTHYECKYI0 JESTEeIBHOCTh, MO pelenTaM Ha JIEKAPCTBEHHBIC Mpenaparsl W TPeOOBaHMIM
MEJMIMHCKUX OpPraHu3alui, BETEpUHAPHBIX OPraHU3aLni;

2) nexapCTBEHHbIE TIpenaparbl, NpUOOpeTeHHble (U3NYECKUMHU JHMIIAMH 3a TpeesiaMu
Poccuiickoit @eneparun v peHa3HauYEHHbIC AJIs TMYHOTO HCIIOIb30BAHMUS,

3) nekapcTBeHHbIE Ipenaparbl, BBO3UMbIE B Poccuiickyro ®enepauuio nans oOKa3aHUs
MEIMIMHCKOM IMOMOIIM [0 JKM3HEHHBIM [IOKa3aHUSIM KOHKPETHOTO MAalMEHTa Ha OCHOBAHUU
pa3pelieHus, BRIIAHHOTO YIIOJTHOMOYCHHBIM ()eIepaTbHBIM OPTaHOM HCIIOTHUTEILHON BIACTH;

4) nmexkapCTBEHHBIC CpEACTBa, BBO3UMbIe B Poccuiickyro denepaiyio Ha OCHOBAaHWW BBIIAHHOTO
YIOJHOMOYEHHBIM (pe/iepabHBIM OpraHOM HCTHOJHUTENBHOM BIACTH pa3pelieHus! U MpelHa3HauYeHHbIe
JUIS TIPOBEACHMS KIMHHYECKUX HCCIENOBAaHUM JIEKQpCTBEHHBIX MpenapaToB W (WJIM) MPOBEIEHUs
SKCIEPTU3bl  JIEKAPCTBEHHBIX CPEACTB JUISI  OCYLIECTBIECHHMS TOCYJApPCTBEHHOW PETUCTPALUU
JIEKaPCTBEHHBIX IMPEIMAPATOB;

5) dapmarieBTHUECKHE CYOCTAHIINH;
6) paauodapMaIeBTHYCCKHE JICKApPCTBCHHBIC IMPEraparhl, W3rOTOBJICHHBIC HEMOCPEICTBCHHO B

MCAUIHUHCKUX OpraHu3alusgX B IMOPANAKE, YCTAHOBJIICHHOM YIIOJIHOMOYCHHbBIM (bez[epaanLIM OpraHomM
HUCHOJIHUTEIbHOM BJIaCTH,
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7) nexkapcTBEHHbIE Mpenaparhl, IPOU3BOAUMBIE TS SKCIIOPTA.
6. He nomyckaercs rocy1apcTBEHHasl pErUCTpaLys:

1) nexapCTBEHHBIX IMpPENapaTroB, OTIMYAIOIIMUXCS APYr OT Jpyra KadeCTBEHHBIM COCTaBOM
JEHCTBYIOIIUX BEUIECTB, M10J{ OMHAKOBBIM TOPIOBBIM HAUMEHOBAHHEM;

2) OTHOTO JIEKapCTBEHHOTO IperapaTa, MpeACTaBICHHOTO Ha TOCYAAPCTBEHHYIO PErHCTPAlUIO B
OTHOIICHHHM OJHOTO M TOTO JK€ Jep)kKaTellsl WIM BIAJENbla PETHCTPALMOHHOTO YJOCTOBEPEHHS
JIEKapCTBEHHOTO TIperapaTa B BHJIE JABYX M Ooliee JICKapCTBEHHBIX IpEnapaToB MO Ppa3lInYHBIMU
TOPTOBBIMU HAUMEHOBAHUSMH.

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

7. Tlo 3ampocy (B 2eKTpoHHOW (hopMe WM Ha OyMaKHOM HOCHUTENIe) CyOheKTa OOpaIeHus
JICKApCTBCHHBIX CpEacCTB COOTBCTCTBYIOIIIUM YIIOJIHOMOYCHHBIM (i)ellepaHBHI)IM Oopranom
UCIIOJIHUTEJIBHOM  BJACTH, OCYIIECTBIISIIOIIMM TOCYJAapPCTBEHHYIO DPErHMCTPALUMI0  JIEKAPCTBEHHBIX
[IpernapaTroB, B YCTAaHOBIEHHOM MM [OpPSJKE OCYILECTBIISAETCS HAyyHOE KOHCYJIbTHPOBAHUE IIO
BOIPOCaM, CBSI3aHHBIM C IPOBEJECHUEM JOKIMHHUUYECKUX HCCIEI0BaHUN, KIMHUYECKUX HCCIIETOBAHUMN
JICKApCTBEHHBIX MPENapaToB, AKCIEPTH3bl KadyecTBa JICKAPCTBEHHBIX CPEACTB, Y(PPEKTUBHOCTH U
0€30MacHOCTH, C OCYILECTBICHHUEM TOCYJapCTBEHHON pPETUCTpaluy JIEKapCTBEHHBIX IPEnapaTos.
KoHncynbTupoBanue ocymiecTBIsieTCsl C MpUBJIeUYeHUEM (eepalbHbIX TOCYJapCTBEHHBIX OOKETHBIX
YUPEXKAECHUH, MOJABEJOMCTBEHHbIX JaHHOMY (heAepalbHOMY OpraHy HCIOJIHMTENBbHOM BIACTM U HE
YUYaCTBYIOUIMX B OpraHMU3allUM MPOBEAEHUS HKCHEPTH3bl KauecTBa JICKAPCTBEHHBIX CPEJCTB B LENAX
OCYIIECTBIICHUS] MX TOCYAApCTBEHHOW pPETUCTpallud B COOTBETCTBUU CO cTaThedl 16 HacTosmiero
denepanbHOTO 3aKOHA, B BUAE OTBETAa B MMCHbMEHHOM (hOpME YITOTHOMOUYEHHOTO (hefepaibHOTO OpraHa
HCIIOJIHUTENIBHOM BJIACTH Ha 3ampoc. Pa3mep B3uMaeMoOW C 3asBUTENS IUIATBl OIPEAENseTcs B
COOTBETCTBUHM C 3aKoHOAaTenbCcTBOM Poccuiickoit ®epepanum 00 oOpraHu3aluy NpeaOCTaBICHUS
TOCYJapCTBEHHbIX M MyHHUMIANbHbIX yciayr. MHpopmanms o006 OCyLIeCTBIEHMH Hay4HOTO
KOHCYJIbTUPOBAHMs, B TOM YHCIE CTaTbH, 0030pHI, CIIPAaBOYHbIE MaTepHabl M WHas uHpopmauus od
OCYIIECTBIICHMM  HAay4YHOTO  KOHCYJbTHPOBAaHHUS,  pa3Meliaercss Ha  oduIualbHOM  caiiTe
YIIOJIHOMOYEHHOTO (heZiepaibHOro OpraHa UCTIOHUTENbHON BiacTu B ceTu "MHTepHeT" ¢ cobmoaeHnemM
Ol"paHI/I‘IeHI/II\/JI, YCTAHOBJICHHBIX 3aKOHOAATCIBCTBOM O INEPCOHAIBHBIX JAHHBIX, KOMMep‘IGCKOI\/JI u (I/IJ'II/I)
roCyJapCTBEHHOM TaliHe.

8. T'ocynapcTBeHHass perucrpanys JEKapCTBEHHBIX IIPENapaToB, KOTOPbIE NPEAHA3HAYEHBI VIS
IIPUMEHEHHUs B YCIOBUSAX BOCHHBIX JIEHCTBUM, 4YpE3BBIYAMHBIX CHUTyaluid, NpeLyNpexIeHUs
Ype3BbIUANHBIX CUTYAIUH, MPOQUIAKTUKY U JIEYCHUsI 3a00JI€BaHUH, MPEACTABIAIONNX OMACHOCTh IS
OKpY’KaIOIINX, 3a00JIEBaHUI U MOPAKEHUH, TOITYUESHHBIX B PE3yJIbTaTe BO3ACHCTBHS HEOIArONpUsATHBIX
XUMHAYECKHUX, OMOJIOTHUECKUX, PATUAMOHHBIX ()aKTOPOB, W KOTOpPbIE pa3padOTaHbl B TOM YHCJE IO
3a/laHuI0 (peiepasbHBIX OpPraHOB HCIOJHUTENBHON BJIACTH, YMOJHOMOYEHHBIX B 00JIaCTH OOOpPOHBI
CTpaHbl M 0€30MaCHOCTH IrOCYAapCTBa, a TAaKXKe JICKApCTBEHHBIX CPEJCTB B CiIydae UX AC(PEKTypbl WU
pUCcKa BO3HHKHOBEHHUsS Ie(EeKTypbl B CBSI3M C BBEJCHMEM B oOTHoLIeHMHM Poccuiickoit ®enepauuu
OTPAaHUUYUTENIBHBIX MEpP 3KOHOMHYECKOI'O XapaKTepa OCYIIECTBISAETCS B IOPSAIKE, YCTaHOBJIEHHOM
IIpaBurensctBoM Poccuiickoit deneparuu.

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

Cratbs 14. MpUHUMNbI 3KCNEepTU3bl NEeKapCTBEHHbIX CpeacTB
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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1. 9Kcneansa JICKApCTBCHHBIX CPCACTB OCHOBBLIBACTCA HA IMPUHIUIIAX 3aKOHHOCTH, CO6J'IIOI[GHI/I$I
npaB " CB060)1 YCJIOBCKAa W TpakAaHWHA, IIpaB HOPHIWYCCKOIO JiKId, HC3aBUCUMOCTHU 3SKCIICPTa,
OGBGKTI/IBHOCTI/I, BCCCTOPOHHOCTU H IIOJIHOTHI HCCHeﬂOBaHHﬁ, IMPOBOAMMBIX C HCIIOJIB30BAHUCM
COBPCMCHHBIX I[OCTI/I)KGHI/II\/'I HaYKH W TCXHHUKH, OTBCTCTBCHHOCTHU @eﬂepaanoro TroCyaapCTBEHHOI'O
6I021)KCTHOFO YUPCKACHUA II0 HNPOBCACHUIO SKCICPTHU3BI JICKAPCTBCHHBIX CPCIACTB M I3KCIICPTOB 3a
IIPOBCACHUEC U KAYECTBO SKCIICPTU3EI.

2. 3KCHepTI/I3a JICKApCTBCHHBIX NPCIapaToB I MEAUIHUHCKOI'O IPUMCEHCHU BKIOYACT B ceobs:

1) skcnepTu3y JOKYMEHTOB, MPEACTABICHHBIX AJI ONPEICICHHUS] BO3MOXKHOCTH paccMaTpHUBaTh
JIEKApCTBEHHBINA Mpenapar s MEIUIUHCKOTO MPUMEHEHHUS NpPH OCYIIECTBICHHH TOCYIapCTBEHHOU
pEerucTpanuy B Ka4ecTBE Op(PaHHOTO JIEKAPCTBEHHOTO Mperapara;

2) sKcHmepTu3y NPeUIOKEHHBIX METOJOB KOHTPOJS KauecTBa JIEKapCTBEHHOIO CpelCTBa U
KayecTBa IPEJCTAaBICHHBIX OOPAa3LOB JIEKAPCTBEHHOI'O CPEJICTBA C MCIOJIb30BAHMEM 3THUX METOJIOB
(nanee - sKCHEpTH3a KauecTBa JIEKApCTBEHHOTO CPE/ICTBA);

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

4) sKCIepTH3y PETHUCTPAIMOHHOTO JIOChe Ha JIEKAPCTBEHHBIA Tpenapar B IMENAX ONpeIeIICHUs
B3aMMO3aMEHIEMOCTH JICKAPCTBECHHBIX MPENApaTOB JIJI MEJIUIIMHCKOTO TPHUMEHEHUS.
(. 4 BBennen denepabHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

3. DkcnepTH3a JIEKapCTBEHHBIX IMPENaparoB il BETEPUHAPHOTO MPHUMEHEHMs BKJIIOYAET B ce0s
JKCIIEPTU3Y KadyecTBa JIEKAPCTBEHHOI'O CPEACTBA M 3KCIEPTU3y OTHOIICHHS OXHMIAeMOHM IOJb3bl K
BO3MO>XHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTO IIpernapara.

Cratba 15. CDe.qepaanoe rocyaoapcTtBeHHoOe 6romxeTHoe yypexageHune no
npoBeaeHuIo 3KCNnepTu3bl NeKapCTBeHHbLIX cpeacTB

DKcrnepTr3a JIEKapCTBEHHBIX CPEACTB MPOBOAMUTCS (peepanbHbIM TOCYAAPCTBEHHBIM OIOIKETHBIM
YUPEKACHUEM COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOTO (helepajIbHOr0 OpraHa MCIOJHUTEIbHOM BIACTH,
CO3/IaHHBIM Il OOECIeueHUs] WCIIOJIHEHUS IOJHOMOYUN 3TOro (¢eaepalbHOro OpraHa IO Bblaaye
paspelieHnii Ha MpOBEIeHUE KIMHUYECKUX HCCIIEOBAHMM JIE€KapCTBEHHBIX MpernaparoB U (WiIH) IO
roCy/IapCTBEHHON PETUCTPALIMU JIEKAPCTBEHHBIX MPENnaparoB (J1ajee - IKCIEPTHOE YUPEKIACHUE).

Cratbsa 16. OpraH1Msaums npoBeAeHUs1 IKCNepTU3bl JIeKapCTBEHHbIX CPEACTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Dxkcneprusa JI€KapCTBEHHBIX CPEACTB MPOBOAUTCS KOMHUCCHEHW SKCIEPTOB 3SKCHEPTHOIO
YUPEXKIEHUs, HA3HAYECHHON €ro PyKOBOAMTEIEM, HA OCHOBAaHUU 3aJlaHUs HAa IPOBEICHHUE DKCIEPTU3BI
JIEKapCTBEHHOTO CPEJCTBA, BBIAAHHOTO YIOJHOMOYEHHBIM (eepanbHbIM OpPraHOM HCIIOJHUTEIbHON
BJacTU. PyKOBOIUTENb SKCIIEPTHOTO YUpexkAeHUs oOecriedrBaeT HaajesKalee IpoBeIeHUe SKCIIEPTU3bI
JICKApCTBEHHBIX CPEJICTB B COOTBETCTBUHU C 3aJaHHWEM, BBIJAHHBIM YIOJHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCHOJHUTEIbHOM BJIACTH, U OPraHU3yeT MOATOTOBKY CBOJHOTO 3aKJIOYEHHS 3TOM KOMHCCHU.
B coctraB »TON KOMHCCHMM TIO PELIEHUIO PYKOBOJIUTENSI SKCIEPTHOIO YUPEKACHHUS MOTYT OBITh
BKJIFOYEHBI B KQU€CTBE HKCIEPTOB JIUIA, HE pabOTAIOIIUE B JAHHOM 3KCHEPTHOM YUPEKICHUHU, €CIIU UX
CriellMalbHble 3HAHUSI HEOOXOAMMBI JJIsi MPOBEACHHS HKCHEPTH3bl U TAKHUE€ SKCIEPThl OTCYTCTBYIOT B
JAHHOM DKCIEPTHOM YUPEKACHUH.
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2. DKcrepToM IO MPOBEACHUIO SKCHEPTU3bl JEKApCTBEHHBIX CPEACTB SBISETCS aTTECTOBAHHBIN
pabOTHUK S3KCIIEPTHOTO YUYpPEXKIEHHUsS, KOTOPbI HMEeT BhICIIECe MEIUIMHCKOE, (hapMaleBTHUECKOE,
OMoJIOTNYecKOe, BETEpUHAPHOE WM XMMHUYECKOe 00pa30BaHUE U MPOBOIUT SKCIIEPTU3Y JIEKAPCTBEHHBIX
CpPEeACTB B TIOPSI/IKE UCTIOTHEHUS] CBOMX JOJDKHOCTHBIX 00s3aHHOCTEH (aree - SKCIepT).

3. HpI/I IMPOBCACHNUHN OJKCIICPTHU3BI JICKAPCTBCHHBLIX CPCACTB ISKCICPT HEC MOXKCT HAXOAWUTHCA B
KaKoi-1100 3aBUCHMOCTH OT Jyna, Ha3HAYMBIICTO OTY JKCIIEPTU3Y, pa3pa60TqHKa JICKaApCTBCHHOI'O
CpeacTBa WU APYTUX 3aUHTCPECOBAHHBIX B PE3YJIbTATaX SKCIICPTU3BI JIUII.

4. Tlpm npoBenECHUM SKCIEPTU3bl JICKAPCTBEHHBIX CPEJICTB HE JIOMYCKaeTcs HCTpeOOoBaTh Y
3asgBUTENA OO WHBIX JIMI[ MaTepuajbl, HEOOXOIMMbIE JUIS TMPOBEACHUS HKCHEpTH3bl. B ciyuae
HEIOCTaTOYHOCTH TPEACTABICHHBIX AIKCIEPTY MAaTEpUANOB Ui Taud 3aKIIOYCHHS SKCIEPT CTaBUT
BOTIPOC O TMPEICTABICHUH €My HEOOXOAMMBIX MAaTepHajoB Iepell PYKOBOAWUTEIIEM 3KCIIEPTHOTO
yUpEeXJICHHUs, KOTOPBIM 00pamaercsi ¢ COOTBETCTBYIOIIUM 3allPOCOM B YIIOJTHOMOYEHHBIH (enepanbHbli
OpraH HWCIOJIHUTEIBHOW BJIACTH, BBIAABIIMK 33JaHUE Ha IPOBEACHHE AIKCIEPTU3BI JEKAPCTBEHHOTO
cpeAcTBa. YKa3zaHHbBIN (eepabHblil OpraH NCIOJIHUTEIBHONM BIACTH B TE€UCHUE IMATH pabOvMX JHEH co
THSI TIOCTYIUICHHUS 3allpoca PYKOBOJIUTEISI SKCIIEPTHOTO YUPEKICHHS HAMpPaBIIAET 3asSBUTEIIO 3aIpOC O
MPECTaBICHUN HEOOXOAMMBIX MaTepralioB. JJaHHBIIN 3aIIpOC MOXKET OBITH IepeaH yIOJHOMOYEHHOMY
MPEJCTABUTENIO 3asBUTEINS JIMYHO IOl PACIHCKY, HAMpaBICH IO IOYTE 3aKa3HBIM IHCHMOM WU
nepenad B AJICKTPOHHON (GopMe 1Mo TeIIEKOMMYHHUKAIIMOHHBIM KaHalaM CBS3H. B ciydae HampaBieHUs
JTaHHOTO 3aIpoca MO MOYTe 3aKa3HBIM MHCEMOM OH CUHTAETCS IOJyYSHHBIM M0 UCTEYCHUH IIECTH JHEH
C JIaThl HAIIPaBJICHHS 3aKa3HOTO MHChMa.

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

4.1. 3asBuTeNb 0053aH MPEACTABUTH OTBET HA 3alpOC YIOJIHOMOYEHHOTO (heepaabHOro OpraHa
WCIIOJIHUTENILHOM BJIACTH B CPOK, HE MPEBBILIAIONINN JAEBIHOCTA pabOYMX JHEW CO HS €ro MOJYYEeHHUS.
VY1oaHOMOYeHHBIH (enepanbHblii OpraH UCIOJIHUTENIBHON BIIACTH, BbIJABIINHN 3a/laHUe Ha MIPOBEACHUE
9KCHEPTHU3bl JIEKAPCTBEHHOI'O CPEJCTBA, B TEUYEHUE NATH pabouyMx JHEW cO JHS MOCTYIUIEHUS OT
3asiBUTENl OTBETA Ha JAHHBIN 3allpoC HAIpaBJISIET TAKOW OTBET B JKCIIEPTHOE ydpexkaeHue. B ciydae
HETPEACTABJICHUS 110 WMCTEUYCHHH JEBSHOCTAa pabounx AHEW 3asBUTEJEM OTBETa Ha JaHHBIM 3ampoc
YIOJHOMOYEHHbIN (eiepabHbIil OpraH MCIOJHUTENIBHON BJIACTH, BBIIABLINY 33JaHUE HA NPOBEICHUE
9KCIIEPTU3BI JIEKAPCTBEHHOTO CPEICTBAa, B TE€UEHHE MATH pabouymx THEH HampaBisieT B SKCIEPTHOE
YUPEXKIECHUE YyBEIOMIICHHE O HENPEICTABICHHUU 3asBUTEIEM OTBETAa Ha 3allpOC YKa3aHHOI'O OpraHa.
Bpemst co nHs HampaBiieHHs 3alpoca 3KCIEPTHOTO YUPEKIEHHsS B YIMOJHOMOUYEHHBIN (enepaabHbIi
OpraH HCIOJIHUTEJIBHOM BJIACTU A0 AHS MOJYYEHMs SKCIIEPTHBIM YUPEKIECHUEM OTBETA HA 3alpoC WU
YBEIOMIICHMsI O HEIPEACTABICHUM OTBETAa Ha 3alpoC HE YYMUTHIBACTCA IIPU MCUMCICHHH CpOKa
MIPOBEACHUS IKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEICTBA.

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

4.2. Eciim B cOCTaBe pErucTPaliMOHHOIO JOChE Ha JIEKAPCTBEHHBIN IpenapaT A MEAULMHCKOIO
MIPUMEHEHHUS COJEPKUTCS MpeaycMoTpeHHas ctatbed 18, wacthio 1.1 crareum 30 u crateeir 34
Hactosimero @enepanbHOr0 3aKOHA KOMHUS PEHICHUS YIOJHOMOUYEHHOTo (enepaabHOro opraHa
HCIIOJIHUTEJILHOM BJIACTU O IPOBEJEHUM HMHCIIEKTUPOBAHMS NIPOU3BOJUTEINS JIEKAPCTBEHHBIX CPENCTB,
JKCIEPTY A0 O(opmileHUs pe3ybTaTOB AKCIEPTU3bl JIEKAPCTBEHHOIO CPEACTBA IPENOCTABISAETCS B
MOPSAJIKE W Ha YCJIOBUAX, KOTOpPbIE MPEAYyCMOTpEeHBl 4acTamu 4 u 4.3 HaAcTOSIEH CTaTbH, KOMMS
3aKJIIOYEHHUST O COOTBETCTBUU NPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHMSM IPABMI
Ha/JIexalied IpOU3BOJICTBEHHOM MPAKTHKH, BBIJAHHOTO YIOJHOMOUYEHHBIM (elepaibHbIM OpraHOM
HCIIOJIHUTENIHOM BJIACTH.

(dactb 4.2 BBegeHa denepanbubiM 3akoHoM 0T 04.06.2018 N 140-D3)
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4.3. 3agBuTens 00s3aH NPEACTaBUTh B YIOJHOMOUYEHHBIN (eiepalbHblil OpraH UCIOIHUTEIbHON
BJIACTU KOMHIO 3aKJIIOUEHHUS] O COOTBETCTBUU MPOM3BOIUTENS JIGKAPCTBEHHBIX CPEACTB TPEeOOBAHUSAM
[IPaBUJ HAJJICKALIEH NPOU3BOJCTBEHHONW IPAKTHKU B CPOK, HE IPEBBIIIAIONIUN CTa BOCBMUACCITH
pabounx IHEW cO JTHS TOJIyYeHHs 3ampoca O €€ MPEJAOCTABICHHUU. YIIOJHOMOYEHHBIN (enepanbHbIi
OpraH HCIIOJIHUTENIBHOW BIIACTH, BBIJABIINK 33JaHUE HA IPOBEIAECHUE HSKCIEPTU3BI JIEKAPCTBEHHOTO
CpeACTBa, B T€UECHUE MATU pabo4MX JHEH cO THS MOCTYIUICHHs OT 3asBUTENsl KOIMM 3aKIIOYEHUS O
COOTBETCTBUM IPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMAM MpPaBUJI  HaJUIeXKalleH
IIPOU3BOJCTBEHHON MPAKTUKH, HAIIPABIIAET €€ B OKCIIEPTHOE yUpexKIeHHUE. B ciydae HempencraBieHus
3asBUTEJIEM B YKa3aHHBIA CPOK KOIMM 3aKJIIOUYEHHUS O COOTBETCTBHH ITPOU3BOIAUTEIS JIEKAPCTBEHHBIX
CpeAcTB TpeOOBaHHWSAM TIPAaBWII HAUICKANEH NPOM3BOJICTBEHHON NPAKTUKHA YHOJTHOMOYECHHBIH
(denepanbHBI OpraH HCIOJHUTENBHON BIIACTH, BBIIABIIMN 3a/laHWe Ha TMPOBEACHHUE DKCIEPTU3bI
JIEKapCTBEHHOT'O CPEJCTBA, B TEYEHHUE IATH PAabOUYMX JHEH HampaBisgeT B HKCIEPTHOE YUpEKACHUE
YBEAOMJIEHHE O HEINPENCTABICHUM 3asBUTEIEM KOIMM 3aKJIIOUEHUS O COOTBETCTBUM IIPOU3BOIUTEINS
JICKapCTBEHHBIX CPEJCTB TPeOOBAHMSAM MpPaBWII HaJJIEKaIlel MPOU3BOJICTBEHHOM NMpakTHUKU. Bpems co
JHS HANpaBJICHUS 3alpoca SKCIEPTHOTO YUYPEXKIEHUS B YIOJHOMOUYEHHBIH (enepanbHblii OpraH
WCIIOJIHUTEJIBHOW BIACTU JO JAHS TOJYYEHHs] OKCIEPTHBIM YUYPEXKIACHHEM KOINHMHU 3aKIIOYEHHS O
COOTBETCTBUM IPOU3BOAUTENS JICKAPCTBEHHBIX CpPEACTB TpeOOBAHMAM MpaBW  HaAJeKalel
IIPOU3BOJCTBEHHOW IIPAaKTUKH WM YBEIOMJIEHUS O €€ HENPEACTaBICHUM HE YYMTHIBACTCS IIpU
UCYMCIIEHUH CPOKa MPOBEACHUS SKCIIEPTU3BI JIEKAPCTBEHHOTO CPECTBA.

(uactb 4.3 BBenieHa @enepanbHbIM 3aKk0HOM OT 04.06.2018 N 140-D3)

5. OkcnepT IpU IPOBEIEHUM IOPYYEHHOH €My pPYKOBOJMTENEM 3SKCIEPTHOTO YUPEKICHUS
9KCTIEPTU3BI JIEKAPCTBEHHOTO CPE/ICTBA O0SI3aH:

1) mpoBecTH TOJTHOE WCCIICIOBAHUE TIPEICTABICHHBIX €My OOBEKTOB, MaTepHaliOB, aTh
000CHOBaHHOE M OOBEKTUBHOE 3aKJIIOYEHHE [0 I[IOCTABJIEHHBIM IE€peJ HHUM BOIpPOCAM WJIU
MOTHBUPOBAHHOE 3aKJIIOYEHHE O HEBO3MOXXHOCTH TMPOBEIACHHSI MM JKCHEPTU3Bl JIEKAPCTBEHHOTO
CpelICcTBa, €CIM IOCTaBJIEHHBIE BOIPOCHl BBIXOAAT 3a MpEIeibl CHEIUANIbHBIX 3HAHUW JKCIEpTa,
O00BEKTHI HCCIICIOBAHUIN M MaTepUAITBI HEIPUTOHBI MITH HEJOCTATOYHBI JIJISl TIPOBEACHUS HCCIICTIOBAHUN
W Ja49d 3aKII0YCHHS JIMOO COBPEMCHHBI YpOBEHb pPA3BUTHS HAyKH HE TIO3BOJISIET OTBETHTH HA
TTOCTaBJICHHBIC BOMPOCHI,

2) He pa3riamarb CBEICHUS, KOTOPBIE CTAIM €My M3BECTHBI B CBSI3U C TPOBEICHUEM DKCIICPTH3BI
JICKQpPCTBEHHOTO CPEJNICTBA, a TAKXKE CBEICHUS, COCTABIISIONIUE TOCYIAPCTBEHHYIO, KOMMEPUYECKYIO U
HHYIO OXpaHseMYI0 3aKOHOM TaiHy;

3) obecneunTh COXPAHHOCTH MPECTABICHHBIX O0BEKTOB HCCIEIOBAHUN 1 MATEPHAIIOB.

6. DKCIiepT HE BIpaBe:

1) mpoBOIUTH SKCIEPTHU3Y JIEKAPCTBEHHOTO CPEJCTBA MO OOpAIllEHUI0 HEMOCPEICTBEHHO K HEMY
opraHu3anuii win GU3NYEeCKUX JIML;

2) caMOCTOATEIbHO cOOHMpaTh MaTepuaibl [UIsl TPOBEIACHHS JKCHEPTHU3BI JIEKAPCTBEHHOTO
CPEJICTBA;

3) IpOBOAUTH SKCIIEPTU3Y JIEKAPCTBEHHOI'O CPEJCTBA B KAYECTBE HErOCYIapCTBEHHOIO 3KCIIEPTA.

7. B ciyuyae HEOOXOIMMOCTH OJKCIEPT BIIPAaBE XOJATalCTBOBAThH IEpell PYKOBOAUTEIEM
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9KCHEPTHOTO YUPEKIECHHUS O MPHUBICYEHUH K IPOBEJICHHUIO IKCHEPTH3bl JIEKAPCTBEHHOI'O CpEJICTBA
JIPYTHUX 3KCIEPTOB.

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

9. Pe3ynbTaThl KCHEPTH3bl JIEKAPCTBEHHOI'O CPEACTBAa O(GOPMIISIOTCS 3aKIIOYEHHEM KOMHCCUU
9KCHEepTOB. B 3aKiIOueHMM KOMHCCHHM 3KCIEPTOB YKa3bIBAIOTCS MEPEUYCHb HCCIEIOBaHUM, 00beM
MPOBEACHHBIX KaXIbIM SKCIIEPTOM HCCIEIOBAHNHN, YCTAaHOBJICHHBIE KaXKIBIM U3 HUX (aKTBl U
CHENaHHBbIE B pE3yJIbTaTe MCCIECJOBAHUN BBIBOJBI. OJKCIEPT, MHEHHME KOTOPOIO HE COBMALAET C
pelIeHreM KOMHUCCHHM 3KCIEpTOB, BIPAaBE BBIPA3UTh CBOE MHEHHE B NMUCbMEHHOW (opme, KOTopoe
pUOOIIAETCS K 3aKITF0UYEHHI0 KOMUCCHH YKCIIEPTOB.

10. DkcmepTsl, BXOJAIIME B COCTaB KOMHCCUHM, HPEAyHNpexaaroTcsi 00 OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJaTeabCcTBOM Poccuiickoi denepanuu 3a nady 3aKIIOYEHMs, COJEPKAILEro
HEO0OOCHOBAaHHBIC WIN (alIbCU(PUIIMPOBAHHBIC BBIBOJIBI, O YEM OHH JAIOT MOJIHUCKY.

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

12. IlpaBuna mpoBeJeHUs SKCIEPTU3bI JIGKAPCTBEHHBIX CPEACTB M OCOOCHHOCTH 3KCIIEPTU3HI
OTJICNBHBIX BHUJOB JICKAPCTBCHHBIX TpermapaToB (pedepeHTHBIX JICKApCTBEHHBIX IIPEraparosB,
BOCTIPOM3BE/ICHHBIX JICKAPCTBEHHBIX IPEMapaToB, OWOJOTHYECKUX JICKAPCTBEHHBIX IPETaparos,
OMOaHAIOTOBBIX (OMOIMOJOOHBIX) JIGKAPCTBEHHBIX MpernapaToB (OMOAHAIOTOB), TOMEONATHYECKUX
JMEKapCTBEHHBIX  MpPEmapaToB,  JIGKAPCTBEHHBIX  PACTUTENBHBIX  MpEnapaTroB,  KOMOMHAIIMIA
JIEKapCTBEHHBIX MpenaparoB), (OpMbl 3aKIIOUYEHUH KOMHCCHHM JKCIIEPTOB  YCTAHABIMBAIOTCS
COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (hefiepaibHbIM OPTaHOM MCTIOJTHUTEIILHON BIACTH.

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

Koncynprantlntoc: npumeyanue.

Ho 31.12.2023 ngns mnpemaparoB, NOPOW3BEACHHbIX B PP B 1ensix WMIOPTO3aMENIEHUS,
YCTaHABIIMBAETCS PEKUM YCKOPEHHOM MPOLEAYpbl TOCPETUCTPAlMd B  COOTBETCTBHUHM C
[HocranoBnenueM IIpaBurensctBa P® ot 12.03.2022 N 353.

Cratba 17. NNopgaya n paccMmoTpeHue 3asiBJSIEHMA O rocyapCTBEHHOW perncrpauum
NleKapCcTBEHHOro npenapara AnA BeTepUHaApPHOro NpuMeHeHus
(B pen. denepanpHoro 3akonHa ot 22.12.2014 N 429-D3)

1. Jlng rocynapCTBEHHOM PpErMcTpaluy JIEKApCTBEHHOIO IIpernapaTa il BETEPUHAPHOIO
MIPUMEHEHHS pa3pabOTUYMK TaKOro JIEKAPCTBEHHOrO Ipenapara WM YIOJIHOMOYEHHOE WM Jpyroe
IOpUAMYECKOE JIMLO (Jajiee B HACTOSILENH CTaThe - 3asBUTENb) MPEACTABIAET B YIOJIHOMOYEHHBIN
(benepanbHbIi OpraH HUCIOJHUTEIBHOW BIACTH, OCYLIECTBISIOIIMNA TIOCYJapCTBEHHYIO PETHCTPALUIO
JICKapCTBEHHBIX MpPENapaToB Ui BETEPUHAPHOTO IPUMEHEHMs, B JJIEKTPOHHOM ¢opMe WIM Ha
OyMa)KHOM HOCHUTEJIE 3asBJICHHE O TOCYAAPCTBEHHOW PErucTpalud JIEKapCTBEHHOIO Ipernapara Jyls
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BETEPUHAPHOTO  IPUMEHEHHUs, a TaKXKe B  HOPIAKE, YCTAHOBIEHHOM  COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (eiepalibHBIM OpPraHOM HCIIOJIHUTENLHON BIIACTH, B AJIEKTPOHHOM (Gopme WM Ha
OyMa)KHOM HOCHTEJE HEOOXOIUMBbIE JOKYMEHTBI, U3 KOTOPBIX (POPMHUPYETCS PETHCTPALIMOHHOE J0ChE
Ha JIEKapCTBEHHBIN IIpenapar Juisi BETEPUHAPHOIO IPUMEHEHHS.

2. B 3asdBieHNH O TOCYJapCTBEHHOM PErUCTPALMH JIEKAPCTBEHHOT'O Ipenapara Juisi BETEpPUHAPHOIO
IIPUMEHEHHUS YKa3bIBAIOTCA:

1) HamMeHOBaHME W ajpec 3asBUTENs, pa3paboTdyMka U MPOUZBOIUTENS JIEKAPCTBEHHOTO
mpernapata s BETEPUHAPHOTO NPUMEHEHUS M aJpec MecTa OCYIIECTBIECHUS IPOU3BOJCTBA
JIEKapCTBEHHOI'O Ipenapara s BETEPUHAPHOIO IpPUMEHEHUs (B cllydae HaJW4Msl HECKOJIbKUX
YYaCTHUKOB IIpolLecca MPOU3BOICTBA HEOOXOUMO yKa3aTh KaXKIO0r0 U3 HUX);

2) HaMMEHOBaHHWE JIEKAPCTBEHHOTO TIperapara Jijisi BETEPUHAPHOTO TPUMEHEHHUs (MEKTyHAPOIHOE
HEMaTeHTOBAaHHOE, WK IPYINIUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HAUMEHOBAHUS);

3) MEpCUCHb HeﬁCTBYIOHlHX " BCIIOMOT'aTCJIbHBIX BCIICCTB, BXOAAIINUX B COCTAB JICKAPCTBECHHOT'O
npenapara JJjid BETCPUHAPHOT'O0 MPUMCHCHU S, C YKa3aHUCM KOJIMUCCTBA KAKAOT'O U3 HUX;

4) nekapctBeHHas (opma, JO3UPOBKA, CHOCOOBI BBEACHHUS M MPHUMEHEHHUS, CPOK TOJHOCTHU
JIEKApCTBEHHOTO MperapaTa JJisi BETepUHAPHOTO MPUMEHEHUS;

5) dbapmakoTepaneBTHUECKasl FPyIIa;

6) HEOOXOAUMOCTh MPUMEHEHHSI YCKOPEHHOU MPOLEAYPbl SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB B
L[eJISIX TOCYIapCTBEHHON PETUCTPaIliU JIEKAPCTBEHHOTO Mpernapara;

7) KOIIMHU JOKYMCHTOB, HOATBCPIKAAOIHNX YIUIATY FOCYZ[apCTBeHHOﬁ TTOIIJIHUHBI:

a) 3a MPOBEJEHUE IKCIEPTU3bl KauecTBA JIEKAPCTBEHHOI'O CPEICTBA U SKCIEPTU3bl OTHOILEHUS
O)KMJIa€MOM TIOJIb3bl K BO3MOKHOMY pHCKY IIPUMEHEHHs JIEKapCTBEHHOIO IIpemapara Juis
BETEPHUHAPHOTO IPUMEHEHUS IIPH €T0 TOCYAAPCTBEHHON PETUCTPALlNH;

0) 3a BbI1auy PErUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpernapara;

8) Hamuuue cornacus, NPeAyCMOTPEHHOIO YacThi0 7 HACTOSIIEH CTAaThH, €CIM C MOMEHTa
peructpanu pedepeHTHOro JIEKapCTBEHHOrO Mperapara JUisi BEeTEpUHAPHOTO MPUMEHEHMs MHpOILIOo
MEHEe YeM IIECTb JIET.

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

3. PerucrpannoHHOe JTOChe B IENSIX SKCIEPTU3BI JICKAPCTBEHHOTO Mpemnapara Jijlsi BETePHHAPHOTO
MpUMEHEHHS (GOPMHPYETCS U3 CIACAYIONIMX JOKYMEHTOB M CBEJICHUI:
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

1) cBeneHusa o Aare NpPENOCTABIEHUS U PETUCTPALlMOHHOM HOMEpPE JIMIIEH3UMH Ha MPOM3BOACTBO
JEKapCTBEHHBIX CPEJCTB, IPENOCTABICHHON NPOU3BOAUTEII0 PErHCTPUPYEMOro JIEKAPCTBEHHOIO
rpenapara Jiuisi BETepUHapHOTO PUMEHEHMs], Il POCCUUCKUX NPOU3BOIUTENEH;

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

2) CBCIACHUA O OAaT€ MPEAOCTABIICHHUA W PETHCTPAlMOHHOM HOMEPE JIMLCH3UMKW Ha IIPOU3BOACTBO
JICKApCTBCHHBIX CpPCICTB, HpeﬂOCTaBﬂeHHOﬁ MMPOU3BOAUTCIIIO Q)apMaHeBTI/IHeCKOI\/’I CY6CT8.HI_II/II/I,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BXOJAIIEH B COCTAaB PETHCTPUPYEMOTO JISKApCTBEHHOTO Mpernapara JUisi BETEPHHAPHOTO MPUMEHEHUS,
JUI POCCUHCKUX MTPOU3BOIUTEIICH;
(B pen. @enepanbubix 3aKkoHOB OT 04.06.2018 N _140-P3, ot 27.12.2019 N 478-D3)

2.1) xomusi AOKyMEHTa, BBIJAHHOTO YIIOJIHOMOYEHHBIM OPraHOM CTpaHbl NMPOU3BOAUTENS AJIs
KaKJIOW MPOM3BOJCTBEHHOW IUIOMIAJAKH PETHCTPUPYEMOro  JIEKAPCTBEHHOTO Ipemapara s
BETEPUHAPHOTO MPUMEHEHUS U TMOATBEP)KAAIOIIET0 COOTBETCTBUE IMPOU3BOJAUTENS JIEKAPCTBEHHOT'O
mpemapata TpeOOBaHMSAM MpPAaBWJ HaJUIekKalleld MPOU3BOJICTBEHHONW MPAKTUKU, U €ro MepeBoja Ha
PYCCKHI1 SI3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM TOPSAKE, a TAKXKE KOMMS 3aKIIOYEHUS O COOTBETCTBHH
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHWSAM TPABWII HAIJIEKAIICH MPOU3BOJACTBEHHOMN
MIPAKTUKH, BBIJIAHHOTO YIOJIHOMOYEHHBIM (pellepaJbHbIM OpPraHoM HCIOJIHUTEIbHOW BIIACTH JAJIs
KaKJIOW MPOM3BOJCTBEHHOW IUIOMIAJAKH PErHCTPUPYEMOro JIEKAPCTBEHHOTO Ipemapara s
BETEPUHAPHOTO NMPUMEHEHUS, TMOO KOMUS PELIECHUS O MPOBEICHUU MHCIEKTUPOBAHUS IPOU3BOIUTENS
JIEKapCTBEHHBIX CPEACTB, MPHUHSATOTO YIOJIHOMOYEHHBIM (eepaqbHbIM OpPraHOM HCTHOJHUTEIBHOM
BJIACTHU ISl KaXK/10M MPOU3BOACTBEHHOM MIIOMIAIKU PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Ipenapara Jjist
BETEPUHAPHOIO MPUMEHEHMS. YKa3aHHbIE JOKYMEHTBI NIPEACTABISAIOTCS B CIy4ae, €ClIu MPOU3BOACTBO
JIEKapCTBEHHOTO Ipernapara OCylIecTBIAETCS 3a npeneamu Poccuiickon denepannu;

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

2.2) xomusi [OKYMEHTa, BBIAAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpPaHbl IPOU3BOIUTENS
¢dapmanieBTHUECKON ~ CyOCTaHIIMM W TOATBEPXKJAIOIIETO  COOTBETCTBHE  MPOM3BOAMUTENS
(dapmaieBTHUECKON CyOCTaHIIMM, BXOJAIIEH B COCTaB PErHCTPUPYEMOrO JIEKapCTBEHHOIO IMpernapara
JUTsl BETEPUHAPHOTO MPUMEHEHHUS], TPEOOBAHUAM MPABHII HAAJIEkKAIIEH MPONU3BOJCTBEHHON MPAKTUKU, U
€ro NepeBoJl Ha PYCCKUMN S3bIK, 3aBEPEHHBIC B YCTAHOBJIECHHOM TOPSIAKE, B CIydae, €CJIM MPOU3BOICTBO
(hapmarieBTHUeCKOM CyOCTaHITUU OCYIIECTBIsETCS 3a npeaenamu Poccuiickoit deneparuu;

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

3) NpOEeKT HOPMATHBHOTO JIOKYMEHTa Ha JIEKapCTBEHHBIH mpemapaT s BETEPUHAPHOTO
MIPUMEHEHHUS;

4) DOKyMEHT, COJAEpKaIllMi CIeAYIONyl0 HHpOpMaIuo o dapMaleBTUYECKONH CyOCTaHIIMM WIIN
(bapManeBTHYECKIX CyOCTaHIUAX, BXOIINX B COCTAB JIEKAPCTBEHHOTO Iperapara Jisi BETEpUHAPHOTO
MIPUMEHEHUS:

a) HauMEHOBaHHE (DapMalEeBTUYECKOW CyOCTaHIIMM, €€ CTPYKTypa, OOIMe CcBoWCcTBa (TpH
TOCYJapCTBEHHON  PErucTpalid  MMMYHOOMOJIOTHYECKUX  JIGKAPCTBEHHBIX  MpENapaTtoB s
BETEPUHAPHOTO TPUMEHEHHUS MPEACTaBISIOTCS CBEIEHHUS O IITaMMe, BKJIIOYas €ro HAauMEHOBAaHHE,
MHPOPMALIHIO O TPOUCXOXKICHUH, €0 CBOWCTBAX, XapAKTEPUCTUKAX U MECTE ICIOHUPOBAHMUS);

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

0) HaMMEHOBAaHUE U aJIpeC MPOU3BOIUTENS;

B) TEXHOJIOTrUs IMPOMU3BOACTBA C OIIMCAHHUEM CTaI[I/Iﬁ IMPOU3BOJACTBA U MCTOJJOB KOHTPOJISI Ha BCEX
CTagugXx IMPOU3BOACTBA,

r) uHpopMmanus O npuUMecsX (HEe NpPEeACTaBIseTCs NpU TOCYAAPCTBEHHOM perucTpanuu
I/IMMYHO6I/IOJIOFI/I‘-IGCKI/IX JICKApCTBCHHBIX IIPCIapaToB IJIs1 BETCPHUHAPHOI'O HpI/IMCHeHI/IS'I);
(B pen. ®exnepanbHoro 3akona ot 02.08.2019 N 297-03)

n) crnenudukamus Ha  (apMalEBTHUECKYI0 CyOCTaHIMIO (HE TPEACTaBIsSETCS TpH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

TOCYJapCTBEHHON  PErucTpalid  MMMYHOOMOJIOTHYECKUX  JIGKAPCTBEHHBIX  MpENapaTtoB s
BETEPUHAPHOTO MPUMEHEHHS );
(B pen. ®enepanbuoro 3akona ot 02.08.2019 N 297-D3)

€) onucaHle METOIUK KOHTPOJISl KaueCTBa;

) pe3yJbTaThl aHaln3a cepuil (apmareBTHUeCKONM cyOcTaHIMU (HE MpeaCTaBisSIOTCS Mpu
rOCYyJapCTBEHHON  perucrpalud  HMMMYHOOMOJIOTMYECKHUX  JIEKAPCTBEHHBIX  IpEnapaTtoB  JJs
BETEPUHAPHOTO IPUMEHEHHUS);

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

3) MepeueHb CTAaHAAPTHBIX 00Pa3IOB WM BEIECTB, UCTIOIB3YEMBIX MPU OCYIIECTBICHUN KOHTPOJIS
KauyecTBa;

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

K) JaHHbIE O CTA0WIBHOCTH (HE NPEACTABISAIOTCA TNPH TOCYJAPCTBEHHOH pPErHCTpaIiy
MMMYHOOMOJIOTMYECKUX JIEKaPCTBEHHBIX MIPENapaToB Ui BETEPUHAPHOTO IPUMEHEHUS);
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

JI) CPOK FOJIHOCTH, YCIIOBHUS XpaHEHMUS],

Koncynprantlntoc: npumeyanue.

IIpy yCKOpPEeHHOM HpoOLEAype PETrUCTpaluy BOCHPOU3BEIECHHOIO Ipemapara JOIyCKaeTcs
HEIPEACTABICHUE ONMHUCAHMS METOJIOB M UX JOKYMEHTAJIBHOI'O MOATBEPKJICHHUS, NPU MHUCbMEHHOM
00s13aTeNIbCTBE UX MpPEACTaBUTh B TeueHHe 12 mecsueB co aHs peructpauuu (IloctaHoBneHue
ITpaButensctBa PO ot 12.03.2022 N 353).

5) oryer o pe3ympTaTax JAOKIMHUYECKOTO WCCIEIOBAHUS JICKAPCTBEHHOTO CpPEACTBA JUIS
BETEPUHAPHOTO MPUMEHEHHUS, BKIIOYAIOLINIA ONMHUCAHHE METOOB OINpPENeIeHUs] OCTATOUYHBIX KOJHUYECTB
JICHCTBYIONIErO BeEIIeCcTBa (ICHCTBYIOIMIMX BEHIECTB), IOCTHTAOMIETO (JOCTUTAIOIINX) CHUCTEMHOTO
KPOBOTOKA, B MPOAYKIUH XHBOTHOTO INPOUCXOXKICHHS IOCIEC MPUMEHEHHUS TAaKOTO JICKapCTBEHHOTO
CPEJCTBA, a TAKXKE JTOKYMEHTAJIbHOE MMOATBEPKACHNE (BAIMAIMS) YKa3aHHBIX METO/I0B;

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

6) OT4YCT O PE3yJibTaTaX KIMHHUYCCKOIO HMCCICAOBAHUA JICKAPCTBCHHOI'O IIpfliapara IJIsd
BCTCPUHAPHOI'O TMNPUMCHCHHA Yy KaAXIOTO BHAA JKHUBOTHBIX, YKa3aHHbBIX B HHCTPYKOHUHU T1IO

BETEPUHAPHOMY IIPUMEHEHHUIO;

7) TPOEKT WHCTPYKUUH 10 BETEPUHAPHOMY IPHUMEHEHHIO JICKApCTBEHHOTO IIpernapara,
coJieprKallel ciaenyroue CBeIeHus:

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

6) JICKApCTBCHHAs q)opMa C YKa3aHUCM HAaMMEHOBAHMN UM KOJHWYECTBEHHOI'O COCTaBa
,Z[GI\/'ICTBYIOH_II/IX BCIICCTB M KAYCCTBCHHOI'O COCTaBa BCIIOMOI'aTCIIbHBIX BCIICCTB,

B) OIMUMCAHKUC BHCIIHCTO B A JICKAPCTBCHHOI'O NIpCriapaTta Ajid BETCPUHAPHOTIO NIPUMCHCHU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

r) (dapmakorepaneBTHUECKas TIpyIa JEKApCTBEHHOIO Ipemnapata sl BETEPUHAPHOTO
NPUMEHEHMS WM yKa3aHHUe "TOMEONaTHUeCKUi JIeKapcTBEHHBIHN npenapar';

n) ¢dapmakomuHamMuka W (papMakOKMHETHKAa (32  HCKIOYeHWEeM  (papMaKOKWHETUKU
TOMEOTIATHYECKUX JICKAPCTBEHHBIX MPEIAapaTOB M PACTUTEIBHBIX JICKAPCTBCHHBIX IPENapaToB) WA
OIMMCaHNEe UMMYHOOHOJIOTHUECKHUX CBOWCTB JICKAPCTBEHHOTO Tperapara;

€) MoKa3aHwus I IPUMEHCHHUS;

K) TPOTHBOIIOKA3AHHUS JJIs1 IPUMCHEHUS;

3) MCPBI NPECIOCTOPOIKHOCTH IPU IPUMCHCHUU

M) yKa3aHue BO3MOXXHOCTH U OCOOCHHOCTEH MPUMEHEHUS y OEpEMEHHBIX KHUBOTHBIX, Y )KUBOTHBIX
B IIEPUO/T JIAKTAIMH, Y TOTOMCTBA JKHBOTHBIX;

K) peXHUM J03UpPOBaHUS, CIOCOO BBEIEHUS U MPUMEHEHHs, PU HEOOXOIMMOCTH BpeMs Mpuema
JIEKapCTBEHHOTIO IIpernapara Jji1 BETEpUHAPHOI0 IIPUMEHEHUS, IIPOAOJDKUTEIBHOCTD JICYCHUS;

J'I) BO3MOJKHEIE TOOOYHBIE HeﬁCTBI/IH, HEXKEJIATCIIbHBIC PECAaKIIUU TP ITPUMCHCHUU JICKAPCTBECHHOI'O
npemnapara g BETCPUHAPHOT'O IPUMCHCHUS

M) CUMIITOMBI IEPEIO3UPOBKH, MEPHI IO OKA3aHUIO IIOMOLLY IPU NEPETO03UPOBKE;
H) B3aUMOJICHCTBUE C IPYTUMHU JIEKAPCTBEHHBIMU IpenapaTaMy U (WJIn) KopMaMu;
0) (hopMBbI BBIITyCKa JIEKAPCTBEHHOTO Npenapara Jjsi BeTepUHAPHOIO MPUMEHEHHUS;

1) ykazaHwe (Mpu HEOOXOAMMOCTH) OCOOCHHOCTEH JICHCTBHS JIEKAPCTBEHHOI'O MperapaTta s
BETEPUHAPHOTO MPUMEHEHHUS TIPU TICPBOM MIPUEME HJTH IIPH €r0 OTMEHE;

p) OIIMCAaHHEC (l'[pI/I H€06XO,Z[I/IMOCTI/I) JEHUCTBUI creluanncTa B obmactu BCTCPpUHAPUU, BJIAJCIIbIIA
JKUBOTHOI'O IIpU IIPOIIYCKE IpUCMa OJHOM WM HECKOJIBKHUX 03 JICKAPCTBCHHOI'O Impfcrapara Iajd
BETCPHUHAPHOT'O ITPUMCHCHUS

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

C) CPOK TOAHOCTH M YKa3aHMC Ha 3apeT MNPHUMEHCHUA JICKAPCTBCHHOI'O IIpf€riapara ajid
BCTCPUHAPHOI'O MPUMCEHCHUA 110 UCTCUCHUHN CPOKaA 'OJHOCTH;

T) YCIIOBHSI XpaHEHHUS;

y) yKa3zaHHE€ Ha HEOOXOJUMOCTh XpPaHEHHs JICKapCTBEHHOIO IpemnapaTra Ui BETEpUHAPHOTO
MIPUMEHEHUS B MECTaX, HEJAOCTYIHBIX Ui JETEH;

¢) ykazanue (pu HEOOXOIMMOCTH) CIEIUATBHBIX MEpP MPEIOCTOPOKHOCTH TPHU YHUYTOXKEHUHU
HEHCIIOJIb30BaHHBIX JICKAPCTBEHHBIX MPENapaToB ISl BETCPHHAPHOTO IIPUMECHEHUS;

X) CPOKH BO3MOXKHOI'O UCIIOJB30BAHUSA IMPOAYKIHUHN JXKUBOTHOI'O ITPOUCXOKACHUA ITOCIIC BBCIACHUSA
JKUBOTHOMY JICKApPCTBCHHOTO IIpCIiapaTta Ik BETCPUHAPHOTO ITPUMCHCHU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

I1) YCJIOBHS OTITyCKa,

Y) HAUMEHOBAHMS U ajpeca MPOU3BOACTBEHHBIX IUIOMIAJ0K IPOU3BOIUTENS JIEKAPCTBEHHOTO
rpenapara Jijisi BEeTepuHapHOro MPUMEHEHHS;

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

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

9) cnenyromue cBeIeHHs O JICKAPCTBEHHOM IIpernapare AJisi BETEPHHAPHOTO PUMEHEHUS:
a) OMUCaHKE U COCTaB JICKAPCTBCHHOTO TIperapara Jyisi BETePUHAPHOTO MPUMEHEHHUS;
0) onucanue hapMaleBTHIECKONU pa3padOTKH;

B) OIIMCAHHUE Mpolecca MPOU3BOJCTBA U €r0 KOHTPOJIS, OJIMHUCAHHOE B NOPSIKE, YCTAHOBICHHOM
B COOTBETCTBUH C YacThIO | HACTOSIIEH CTaThy;
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

I) ONMCAHHME KOHTPOJII KPUTHUYECKUX CTaJui MPOM3BOACTBA U MPOMEXKYTOUYHOM IPOILYKIIHMH,
IMOATIMCAHHOC B IMOPAAKE, YCTAHOBJICHHOM B COOTBETCTBUU C HACTHIO 1 HaCTOﬂIIICI\/JI CTaThu,
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

J) HaUMEHOBAaHUs M ajpeca pa3paboTuuKa, Aep)kKaTesis WM BIaJeiblia PEruCTPALMOHHOTO
yIIOCTOBEpEHHsI  JIEKAPCTBEHHOI'O  Mperapara, IMPOU3BOACTBEHHBIX  IUIOLIAJOK  IPOU3BOIUTENS
JIEKapCTBEHHOI'O IIpenapara JUlsl BETEpUHAPHOTO IMPUMEHEHUS C YKa3aHUEM CTaJuil TEXHOJIOTUYECKOIO
IpoLecca, OCYLIECTBISEMbIX HAa IPOM3BOJCTBEHHBIX IUIOLIA/IKaX IMPOU3BOAUTENS JIEKAPCTBEHHOIO
npenaparta Jiisi BETEpUHAPHOIO IPUMEHEHUS;

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

e) apMmarieBTHYECKasi COBMECTUMOCTD;
’K) MUKPOOHOJIOTHYECKHE XapaKTePUCTHKHY;
3) MaTepUaIbHBINA OalaHC A7 MPOU3BOACTBA CEPUH FOTOBOTO MPOIYKTA;

1) OIIMCaHHUE XapaKTEPUCTHK U CBOWCTB yIIAKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;

Koncynprantlntoc: npumeyanue.

[Ipu peructpauuu IO YCKOPEHHOH Mpolexype AOMyCKAeTcsl HENpeACTaBlIeHHE JTOKYMEHTOB,
npeaycMoTpeHHblx mm. "K" m. 9 4. 3 cr. 17, mpW YCIOBHMM THCBMEHHOTO 0053aTelIbcTBa MX
MpeIoCTaBUTh B TeueHue 12 mecsiuen co nus peructpauuu (Ilocranosnenue [IpaButensctBa PO ot
12.03.2022 N 353).

K) TOKyMEHTAIBHOE MOATBEPKICHNE (BaTUIAINs) TIPOIIECCOB U (MJIM) UX OLICHKA;

www.consultant.ru Crpanvua 37 ns3 144
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=01.08.2023&amp;dst=100039&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=01.08.2023&amp;dst=100040&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=182628&amp;date=01.08.2023&amp;dst=100020&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=01.08.2023&amp;dst=100041&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=452350&amp;date=01.08.2023&amp;dst=100547&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

Koncynprantlntoc: npumedanue.

IIpn perucrpanum 1O YCKOPEHHOM IIPOLIEAYyPE JOIYCKAETCs HENPEACTaBICHUE JOKYMEHTOB,
npeaycMoTpeHHbIx . "M" m. 9 4. 3 cr. 17, mpu yclOBHM NHCHhMEHHOTO OO0s3aTENbCTBA HX
Mpe0CTaBUTh B TeueHue 12 mecsieB co aHs peructpanuu (Ilocranosnenue [lpaButensctBa PO ot
12.03.2022 N 353).

M) AHAIIUTUYCCKUE MCETOJUKH, HCIIOJB3YEMBIC IIpU OCYHICCTBJICHUN KOHTPOJA KadCCTBa
BCIIOMOT'aTCJIBbHBIX BCIICCTB,

Koncynprantllntoc: npumeuanue.
[Ipu perucrpanum 1O YCKOPEHHOM TMpOLEype JOMYCKAETCs HENpPEACTaBICHUE JOKYMEHTOB,
npexycMoTpeHHbIX M. "H" m 9 4. 3 c1. 17, mpu yCIIOBUM NHCBMEHHOTO 0053aTeIbCTBA HX

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

H) JOKYMCHTAJILHOC MOATBCPKIACHUC (BaJII/Il[aLII/ISI) AHAIIUTUYCCKUX MCTOAUK, UCIIOJIB3YCMBIX IMPU
OCYHICCTBJICHNUN KOHTPOJIA Ka4€CTBAa BCIIOMOT'aTCJIbHBIX BEIICCTB,

O) I/IH(i)OpMaHI/ISI 00 HCIIOJB30BaHUM BCIIOMOT'aTEIbHBIX BE€IICCTB YCJIIOBCYECKOT'O MU >KHMBOTHOI'O
IIPOUCXOKICHUS

) yrpatuia cuiy. - @enepanpusbiii 3akoH o1 02.08.2019 N 297-03;

p) TpeOoBaHMS K KadyecTBY JIEKAPCTBEHHOrO IIperapara [yl BETEPHUHAPHOTO NPUMEHEHUs
(ceprudukar, cienuduKanys Ha JSKapCTBEHHBIH Mpenapar ¥ X 000CHOBaHUE);

C) aHAIMTUYECKHE METOAMKH, WCIOJIb3yeMble TIPU OCYIIECTBIEHWH KOHTPOJsS KayecTBa
JIEKapCTBEHHOI'O Ipernapara Jyisi BETepUHAPHOTO PUMEHEHHUS;

Koncynprantllntoc: npumeuanue.
[Ipu peructpanuu MO YCKOPEHHOH Mpolenype AOMyCKaeTcsl HEMpeACTaBIeHHE TOKYMEHTOB,
n_n

nperycMoTpeHHbIX mi. "t m. 9 4. 3 cr. 17, mpu ycnoBHUM MHCBMEHHOTO 0053aTeIbhCTBA HX

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

T) JAOKYMCHTAJIbHOC TTOATBCPIKIACHUC (BaJII/II[aI_[I/IH) AHAIIUTUYCCKUX MCTOIAUK, UCIIOJIB3YyCMbIX MPHU
OCYHICCTBJICHUHN KOHTPOJIA Ka4€CTBA JICKAPCTBCHHOT'O IpETiapaTa AJI1 BETCPUHAPHOI'O MPUMCHCHU A,

y) JOKYMEHT, MOATBEPKIAAIOIMIMIA KayecTBO JIEKAPCTBEHHOI'O Ipernapara TPeX MPOMBIIUIEHHBIX
cepuil (MPOTOKOJ aHaM3a WM CEPTHU(PHUKAT aHaau3a), OJHA CEPHsl KOTOPOTO JIOJDKHA COBIAJAThH C
cepueil 00pasiia JeKapCTBEHHOTO Mperapara, MoJaHHOTO Ha PETUCTPAIIHIO;

&) xapakTepucTiKa mpumMeceii;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

X) NEepCUCHb CTAHAAPTHBIX O6p33L[OB, HCIIOJIB3YCMBIX IIPU OCYHICCTBIICHHU KOHTPOJIAA KaueCTBa
JICKApCTBCHHOT'O ITpCriapaTa JJIs1 BETCPUHAPHOTO IIPUMCHCHUS,

Koncynprantlntoc: npumedanue.

[Ipu yckopeHHOUW TpolLeIype pPETUCTpaliy BOCIPOM3BEICHHOIO TIpermapara JIOMyCcKaeTcs
HEMPENICTABIEHNUE CBEAEHUW, MpeaycMOTpeHHbIX mm. "n" m. 9 4. 3 cr. 17, npu NUCbMEHHOM
00s13aTeILCTBE WX NPENOCTAaBUTh B TeueHWe 12 mecsieB co aHs peructpainuu ([loctaHoBiieHHe
[TpaBurenscTBa P® ot 12.03.2022 N 353).

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

10) xomusi AOKyMeHTa, cojepxailiero MHGOpManui O HaJU4YUU WU 00 OTCYTCTBUH (HAaKTOB
pEerucTpalmy JeKapcTBEHHOIO Ipenapara JJii BeTepUHApHOTO MPUMEHEHHUs 3a npeaenaMu Poccuiickoi
Denepauny;

11) cornacue B mucbMEHHOH (hopMe, MPeTyCMOTPEHHOE YaCThIO 7 HACTOSIIEH CTAaThH, B CIIydae
perucTpanyy BOCIPOU3BEIEHHOTO JIEKaPCTBEHHOI O IIpernapara;
(B pen. deaepanbroro 3akoHa ot 13.07.2015 N 241-D3)

12) xommsi IOKyMEHTa Ha PYCCKOM SI3BbIKE, 3aBEPEHHOTO B YCTAaHOBICHHOM NOPSIKE H
MOJTBEPKIAIOLIETO MPAaBOMOYHOCTh 3asBJICHHMS O TOCYJApPCTBEHHOM PEruCTpalliy JIEKapCTBEHHOTO
npernapara Juisi BETepUHApHOTO IPUMEHEHHUS (JI0BEpPEHHOCTD);

Koncynprantlntoc: npumeyanue.

Jo 31.12.2023 poccuiiCKHM HPOU3BOAUTEISIM PpPa3pelIEeHO HE MPEACTaBIATH CBEICHUS B
cooTBeTcTBUU ¢ . 13 4. 3 cr. 17 mpu perucrpanui MUMMYHOOHOJOTUYECKUX JIEKAPCTBEHHBIX
npenapartoB (Iloctanosnenue [IpasutensctBa PO ot 12.03.2022 N 353).

13) cBemeHWss O TOCYIApCTBEHHOH pETHCTPAallMM T'€HHO-WH)XEHEPHO-MOIU(HUIIMPOBAHHBIX
OpPraHu3MOB, NPEJHA3HAYCHHBIX JJS BBIIYCKa B OKpYJXKaloIlyl cpeay (IpU TOCYdapCTBEHHOM
perucTpanyy JIEKapCTBEHHBIX IPENapaToB s BETEPUHAPHOIO TNPUMEHEHUS, IOJIYYEHHBIX C
NPUMEHEHUEM T'€HHO-MHXEHEPHO-MOAU(DUIIMPOBAHHBIX OPraHU3MOB WM  COJEpXKALIMX TaKue
OpIraHU3MBl).

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

KoncynprantlIntoc: npumeyanue.
C 01.09.2023 B m. 4 cr. 17 BHOCcsATCa m3meHeHus (D3 ot 28.04.2023 N 171-®3). Cm. Oyaymryio

PCAAKIINIO.

4. Ilpu npoBeAeHUM YCKOPEHHOH MpOLEAYpbl 3KCIEPTU3bl JIEKAPCTBEHHOTO Ipernapara s
BETEPUHAPHOTO MPUMEHEHUS B LIEJISIX €ro rocy1apCTBEHHOM PErucTpaluid BMECTO OTYeTa pa3paboTyrKa
0 pe3yibTaTtax JOKIMHUYECKOIO HCCIEeIOBaHMUsA JIEKApCTBEHHOIO CpeJCTBA [yl BETEPUHAPHOTO
NPUMEHEHUS MOXXET ObITh MpeacTaBieH 0030p HayuyHbBIX paboOT O pe3yibTarax JIOKIMHUYECKOTO
UCCIIeIOBaHMs peEepEeHTHOTO JIEKAPCTBEHHOTO IpenapaTa Uil BETEpUHAPHOTO MPUMEHEHHsI, 2 BMECTO
oTyeTa O pe3yJsibTaTaXx KIMHUYECKOI'O MCCIIEOBAHMS JEKApCTBEHHOI'O IMpenapara JAjs BETEpUHAPHOIO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

NPUMEHEHHS OT4YEeT O pe3ylbTaTax HCCIeOBaHUH OWOIKBUBAJIICHTHOCTH BOCIPOM3BEICHHOTO
JICKapCTBEHHOTO Mpenapara JJisi BETEPUHAPHOTO IPUMEHEHUSI.
(uactp 4 B pen. @enepanpHoro 3akona ot 02.08.2019 N 297-D3)

Koncynprantlntoc: npumeyanue.
C 01.09.2023 ct. 17 nononusercs 4. 4.1 (@3 ot 28.04.2023 N 171-D3). Cm. Oyaymiyto peIakiuIo.

5. Ha »skcnepTu3y pasnuyuHBIX JIEKAapCTBEHHBIX (DOPM OFHOTO M TOTO K€ JIEKApCTBEHHOTO
rmpenapara Uil BETEPHUHAPHOIO IPUMEHEHMs 3asBUTENb IPEACTABISAET OTIACIbHBIE 3asBICHHUS U
pEerucTpalroHHbIE JI0Che Ha Ka)XaAylo JieKapcTBeHHYI0 Gopmy. [Ipu ycioBuu oHOBpEMEHHOI Mojauu
Ha 3KCNEPTU3Y OJHOM JIEKapCTBEHHON ()OPMBI C pa3IMYHBIMU J103UPOBKOM, KOHIIEHTpaLue, 00beMoM
3asBUTENb TPEACTABIAECT OIHO 3asBICHHE M PETUCTPALIMOHHOE JOChE C TNPUIOKEHHUEM MAKETOB
IIEPBUYHOM YIIAKOBKM M BTOPUYHON yNakoBKW. Ha makerax NEpBHYHOM YIAKOBKM U BTOPUYHOMN
YIaKOBKH yKa3bIBAIOTCSl BCE NMPOU3BOAMMBIC JO3UPOBKH, KOHIIEHTPAIIMH, 00BEMBbI U KOJIUYECTBO 103 B
YITAKOBKE JIEKAPCTBEHHOT'O IIpenapara Jisi BETEpUHAPHOTO IPUMEHEHHS.

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

6. B ciydae HenpeaCTaBICHUs € 3asBICHUEM O TOCYJAapPCTBEHHON PETMCTPALMy JIEKAPCTBEHHOTO
npernapara Jijisl BETEpUHApPHOIO IPUMEHEHUS JOKYMEHTOB, IOATBEPKAAIOIINX YIIIATy FOCY1apCTBEHHON
[OLIIMHBI U YKA3aHHBIX B IIYHKTE 7 4acTU 2 HACTOSILEN CTaTbU, CBEIECHUHN O JIMLEH3UAX, YKA3aHHBIX B
nyHkrax | ®w 2 vacth 3 HAcTOsIIEW CTaThW, a TaKXKe BbIIABAEMBIX (MPEIOCTABISIEMBIX)
YHOJHOMOYEHHBIMU (heiepaJbHbIMU OpPraHaMU HCIOJHUTEIBHON BIAcTH JOKYMEHTOB (CBEIEHUH),
yKa3aHHbIX B NyHKTe 2.1 uactu 3 Hacrosimied cTaThbH, YNOJIHOMOYEHHBIM (enepanbHblii opra
UCIIOJHUTEIBHOM ~ BJIACTM  3alpalllMBaeT  yKa3aHHblE JOKYMEHThl (CBEACHHs) B  IOpAIKE
MEXBEJOMCTBEHHOT'0 MH()OPMAIIMIOHHOT'O B3aUMOJICHCTBUSI.

(dactsp 6 B pen. DenepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

7. He nmomyckaeTrcs WHCIIONIb30BaHHE B KOMMEPUECKHX IeNsAX HHpOpMAMH O pe3yibTarax
JTOKJIMHUYECKUX  HMCCJICIOBAHMM  JIGKAPCTBEHHBIX  CPEACTB M KIMHUYECKUX  HCCIEAOBAHUI
JIEKApCTBEHHBIX TMpENapaToB JUIsi BETEPUHAPHOTO MPUMEHEHHUS, NPEJICTABICHHON 3asBUTENIEM ISt
roCy/IapCTBEHHON perucTpalyy JEeKapCTBEHHBIX MpenapaToB, 0€3 ero corjacus B TEUECHUE IIECTU JIET C
JaThl TOCYJAapCTBEHHOW peructpanud pedepeHTHOTO JEeKapCTBEHHOro mpenapara B Poccuiickoit
denepauuu.

8. Jlepxatenpb WM BJIAJENEL PETHCTPALIIOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO IIpernapara Iis
BETEPUHAPHOTO NMPUMEHEHHS TPEICTABISIET B YIIOJTHOMOYCHHBIH (peepanbHbIid OpraH HCIIOTHUTEIHHON
BJIACTH OTYET II0 pe3yJbTaTaM (papMaKOHAI30pa OAWH Pa3 B IIECTh MECSAIEB B TCUCHHUE JBYX JIET ITOCTIE
TOCYJapCTBEHHOM PErHCTpalMy JIEKapCTBEHHOro mpemapata B Poccuiickoit ®enepanuu, 3arem
€XEroZIHO B TEUECHHUE MOCIIECAYIOUIMX TPeX JIET U B JalbHEHIIeM O/IMH pa3 B TPH roJa.

(uactp 8 BBeneHa denepanbHpiM 3aKoHOM 0T 02.08.2019 N 297-D3)

Cratba 18. Nopaya n paccmoTpeHue 3asiBNIeHUs O roCcyAapCTBEHHOW perncrpauum
JfleKapCcTBEHHOro npenapara Ansa MeAULUHCKOro NpuMeHeHus
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Jlns rocynapCTBEHHOM perucTpaluuy JIEKapCTBEHHOrO Ipenapara Juisi MEIULUHCKOIO
NPUMEHEHHS IOPHIUYECKOe JIHMIO, ACHWCTBYIOIIEE B COOCTBEHHBIX HHTEpEcax WM YIOJHOMOUYEHHOE
MPEACTABIATE UHTEPECHI APYroro OPUAMYECKOrO JIMIA U 3asBIIAIOIICE JICKAPCTBEHHBIM MpenapaTr Ha
rOCy/IapCTBEHHYIO PpErucTpaluio (Jajee B HAcTOSIIEH cTaTbe - 3asBUTENb), MPEJICTaBIseT B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

YIOJIHOMOYEHHBIH  (elepanbHblii  OpraH  HUCHOJHUTENBHOW  BJIACTH,  OCYIIECTBIISIOIIUI
rOCy/JapCTBEHHYIO PETHCTPAlMIO JIEKAPCTBEHHBIX IPENapaToB JUIsl MEIUILMHCKOTO IPHUMEHEHUs, B
IEKTPOHHON (opMe M Ha OyMaKHOM HOCHUTEJIE 3asBICHUE O TOCYIAPCTBEHHOM perucTpanuu
JIEKapCTBEHHOI'0 Tpernapara il MEAULMHCKOTO MPUMEHEHUs, a TakXKe B IOpSAJIKE, YCTAaHOBJIEHHOM
YIOJHOMOYEHHBIM (eiepajbHbIM OpPraHOM HCIIOJIHUTEIBHONW BIIACTH, B JJIEKTPOHHON (opMe U Ha
OyMa)XHOM HOCHTEJE HEOOXOIUMbIE JOKYMEHTBI, U3 KOTOPHIX (OPMUPYETCS PErMCTPALMOHHOE J0ChE
Ha JIEKapCTBEHHBIHN Mpenapar i MeIUIUHCKOIO IPUMEHEHUS.

(dactp 1 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. B 3adBJIeHUH 0 rOCYJapCTBEHHOM perucTpanuu JIEKapCTBEHHOrO Mpernapara Jyisi MEAULUHCKOTO
IIPUMEHEHHUS YKA3bIBAIOTCS:

1) HamMeHOBaHWE, ajpec 3asiBUTEISI W IPOW3BOJUTENIS JICKAPCTBEHHOTO Ipemapara il
MEIUIIMHCKOTO MPUMEHEHHSI, CBEJICHUS 00 MX PETUCTPAlliU B KaYECTBE HAJOTOIUIATCIIBIIMKA B CTPaHE
perucTpanyu (111 POCCUICKUX IOPHIUYECKUX JIUI] - HISHTH()DUKAIMOHHBIM HOMEP HAJIOTOIIATeIIbIIUKA
(MHH), nns WHOCTpaHHBIX MOPUAUYECKHX JIMI[ - CTpaHa PETUCTpallMd, HAUMEHOBAaHUE
PETHCTPHUPYIONIETO OPTaHa, PETUCTPANMOHHBIA HOMEP, KOJ] HAJIOTOIUIATEIIbIIIUKA B CTPAHE PETHCTPAIHH
(MHKOpIIOpAIIMU) WM €ro aHajor) M aJpec MecTa OCYIISCTBIICHUS IMPOM3BOJICTBA JICKAPCTBEHHOTO
npemapaTta (B ciay4yae HaIUYHS HECKOJBKUX YYaCTHUKOB TIpoOIlecca €ro IMPOW3BOJCTBA HEOOXOIMMO
yKa3aTh K)KJIOI0 yYaCTHUKA B COOTBETCTBUH C OCYIICCTBIIIEMOM CTaIueH MPOU3BOICTBA);

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

2) HaMMCHOBAHUC JICKAPCTBCHHOI'O IMpeTiapaTa 1JIs1 MCAUIITUHCKOTO ITPUMCHCHU A (Memz[yHapoleoe
HCIMMATCHTOBAHHOC, WJIX I'PYIITMPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

3) MEPCUCHDb I[GI\/JICTBYIOHII/IX " BCIIOMOTraTCJIbHBIX BEIICCTB, BXOAAIINX B COCTAB JICKAPCTBCHHOI'O
npenapara Jjid MEAUIUHCKOrO IPpUMCHEHHA, C YKa3aHUEM KOJIMYCCTBA KaXK/10I'0 U3 HUX;

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

5) bapmakoTepaneBTHUECKast rpyImna, KOJ aHATOMO-TEPaNEBTUYECKO-XUMUYECKON
KIaccu(UKaluy, pPEeKOMEHAOBAaHHOW BcemupHOW opraHu3amueil 31paBOOXpaHEHHs, 3asBIsSECMbIC
ITOKa3aHus Ul IPUMEHEHMs JIEKapCTBEHHOTO Mperapara 1 MEIUIIMHCKOTO IPUMEHEHUS;

6) OTCYTCTBHE HEOOXOJWMOCTH TIPEIOCTaBICHUS OTYeTa O pe3yJbTaTax KIMHUIECKOTO
HCCIIe0BaHMs, UCCIICIOBaHM OMOAKBUBAJICHTHOCTH JICKAPCTBEHHOTO Ipernapara, pa3peueHHoro st
MEIUIMHCKOTOo TpuMeHeHus B Poccuiickoit ®enepauuu Oojee ABaAlaTH JIET, C YyKa3aHUEM
HOPMATUBHBIX MIPABOBBIX aKTOB, MOATBEPKIAIOIINX JaHHBIN CPOK MPUMEHEHHUS;

7) HEOOXOAMMOCThL O(hOpMIICHHS pa3pelieHus Ha BBO3 B Poccuiickyro Denepanuio KOHKPETHON
MapTUU  3apPETUCTPUPOBAHHBIX M (MJIM)  HE3apETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJNCTB,
NpE€AHAa3HAYCHHBIX JIA MPOBCACHUA SKCICPTU3LI JICKAPCTBCHHBIX CPCACTB B LCIIAX FOCy}IapCTBeHHOﬁ
pEerucTpanuy;

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

9) He0OXOAMMOCTh TIPUMEHEHUST YCKOPEHHOM MPOIIETyphl SKCIIEPTHU3HI JIEKAPCTBEHHBIX CPE/ICTB B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

LEJIAX TOCYIapCTBEHHON PEerucTpaluy JeKapCTBEHHOTO Mpenapara;
10) xonmuu JOKYMEHTOB, MOATBEPKAAIOIINX YIUIATy TOCYJapCTBEHHOM OIINHBI:

a) 3a MPOBEJCHUE IKCIEPTU3BI JOKYMEHTOB, MPEACTABICHHBIX JJIA ONpPEACIICHUS BO3MOXKHOCTU
paccMaTpuBaTh JIEKAPCTBEHHBIN MpemnapaTr I MEAMIIMHCKOTO NPUMEHEHHUS MpPU OCYIIECTBICHUU
rocy/apCTBEHHON PETUCTpallMU B KauecTBe OpPaHHOIO JIEKapCTBEHHOTO Mpenapara;

0) 3a MPOBEACHUE DKCIIEPTU3Bl KavyeCcTBa JICKAPCTBEHHOTO CPEACTBA U IKCIEPTH3bI OTHOIICHUS
OXKUJaeMON TOJNB3bl K BO3MOKHOMY PHUCKY MPUMEHEHHS JIEKApCTBEHHOTO Ipemnapara, pa3perieHHOTro
JUISE MEIMIIMHCKOTO mpuMeHeHus B Poccuiickoit denepanuu Oonee MBaaaTH JI€T, IPU OCYIIECTBICHUN
roCyJJapCTBEHHOM pEerucTpaliu JIEKapCTBEHHOTO Mperapara;

B) 3a NPOBCACHUEC OKCIICPTHU3bI KAYCCTBA JICKAPCTBCHHOI'O CPEACTBA W SKCIICPTHU3BI OTHOIICHUA
O)KI/IJIaeMOﬁ IMOJIB3BI K BO3MOXHOMY PpPUCKY TPHUMCHCHUA JICKAPCTBCHHOI'O IIp€riapara ajid
MCAUIHUHCKOI'O IIPUMCHCHUS IIPU €TI0 FOCY,I[&pCTBCHHOﬁ pEerucTpanuu,

) 32 MPOBEJEHHUE HKCHEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEJACTBA M SKCIEPTU3bl OTHOLICHHUS
OKMJIa€MOM TIOJBb3bl K BO3MOXKHOMY pHCKY IIPUMEHEHHs JICKapCTBEHHOIO IIpemapara Juis
MEJMLUHCKOrO MPUMEHEHHUs, B OTHOLIEHUH KOTOPOr'O IIPOBEACHBI MEXKIYHAPOIHBIE MHOIOLICHTPOBBIE
KJIIMHUYECKHE HCCIENOBAaHMs, YacTb M3 KOTOPBIX IpoBeneHa B Poccuiickon ®enepanuu, mnpu
OCYIIECTBIICHUH I'OCYJapCTBEHHOM PETHCTPaLMK JIEKapCTBEHHOIO IIPEIapara;

11) HaJIM4YUE COorjacusa IMIpPOU3BOAMTECIIA JICKAPCTBCHHOI'O IIp€riapara, IMPOHU3BOACTBO KOTOPOIo
OCYHICCTBJIACTCA 3a IMpEaciiaMu Poccuiickoit CDez[epauHH, Ha TMPOBCACHUC HNHCIICKTUPOBAHUA
MIPOU3BOAUTCIISL HA COOTBCTCTBHUC Tpe6OBaHI/IHM IpaBHII HaJjIexaliem HpOH3BOI[CTB€‘HHOI>i IMPAKTHUKHU,

12) Hanuuue coriacusi, MpeLyCMOTPEHHOIO YacThO 18 HacTosIel cTaThy;

13) ykazaHme BUAa JICKQPCTBEHHOTO TIpenapaTa, TMPEICTaBICHHOIO Ha  PErHCTPaIUio
(pedepeHTHBIN  JEKapCTBEHHBIM  mpemapar, BOCIPOW3BEACHHBIM  JIEKApCTBEHHBIM  mpemnapar,
OMOJIOTMUYECKHH JICKAaPCTBEHHBIN IIpenapar, OnoaHaIoroBblid (0MOMOT00HBIN) JIEKapCTBEHHBIN ITpenapar
(Obuoananor), roMeonaTU4ECKHii JeKapCTBEHHBIN Mpenapar, JIeKapCTBEHHBIN pacTUTEIbHBIN IIpenapar).
(dacts 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. PerucrtpanvoHHOE J10Ch€ Ha JIEKAPCTBEHHBIM Mpernapar Ajis MEAUIMHCKOrO NPUMEHEHUSs
peocTaBiIseTcs B popMe 00IIero TeXHMIECKOro JOKYMEHTA.
(dacthb 3 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4, Pa:«men JOKYMEHTAIIMU aAMUHUCTPATUBHOI'O XapaKTEpa BKIKOYACT B ce0s:

1) 3a4BJICHUE O FOCYI[&pCTBGHHOfI perucTpanuu JICKApCTBCHHOI'O Ipfrapara AJid MEAULUHCKOI'O
NPpUMCHCHUA B 3J1€KTpOHHOI71 (I)OpMC " Ha 6YMEDKHOM HOCHUTCIIC,

2) KONHI0O JOKyMEHTa Ha pPYCCKOM $3bIKE, 3aBEPEHHOIO B YCTAHOBJIIEHHOM IIOpSAKE U
MOITBEP>KIAIOILET0 TIPAaBOMOYHOCTD 3asiBUTENIS [10/1aBATh 3asIBIIEHHUE O FOCYAAPCTBEHHOW PErucTpaluu
JIEKapCTBEHHOT'O Ipernaparta sl METUIIMHCKOTO IPUMEHEHHMS (JOBEPEHHOCTD);

3) CBCIACHUA O AaT€ MNPEAOCTABIICHHUA W PETHCTPAlMOHHOM HOMEPE JIMLCH3UMKW Ha IIPOU3BOACTBO
JICKApCTBCHHBIX CpPCACTB WM CBCACHUA O HOaT€ IMPEHAOCTABICHHA W PEruCTpaiuOHHOM HOMEPE
3aKJIIOYCHHUA O COOTBCTCTBUH IIPOU3BOAUTCIIA JICKAPCTBCHHLBIX CPCIACTB Tpe6OBaHI/IHM IpaBuJI
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

HaJJexalled MPOU3BOJCTBEHHOW TMPAKTUKH, BBIJAHHBIX (TPEJOCTABICHHBIX) YIIOJIHOMOYEHHBIM
¢denepanbHBIM OPraHOM HCIOJHHUTEIBHOM BJIACTH B OTHOLICHMM TMPOM3BOJCTBEHHOW IUIONIAIKH
PErUCTPUPYEMOrO JIEKaPCTBEHHOI'O IIpenapara, B clly4ae, €CJIM IPOU3BOACTBO JIEKAPCTBEHHOTO
npemnapara ocyuectpisiercs B Poccuiickoit @enepanuu;

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

4) KOmMIO MPEJOCTaBIEHHON YHNOJHOMOYEHHBIM OPIaHOM CTpPaHbl MPOU3BOJUTENS JMIIEH3UU Ha
IIPOU3BOJCTBO JIEKAPCTBEHHOIO IIpernapara M €€ IMEepeBOJ, Ha pPYCCKUM S3bIK, 3aBEPEHHBIE B
YCTAaHOBJICHHOM [OPANKE, a TaKK€ KONHWI0 3aKJIIOUEHUS O COOTBETCTBUU IPOU3BOIUTENS
JICKApCTBEHHBIX CPEJCTB TPEOOBAHUAM MPABUI HAJUIEkKAIEH TPOU3BOJICTBEHHON MTPAKTUKH, BBIIAHHOTO
YIOJHOMOYEHHBIM (peIepaIbHbBIM OpTaHOM HCTIOTHUATEIIFHOW BJIIACTH B OTHOIICHWH MPOU3BOICTBEHHOMN
IUIOUIA/IKM PETUCTPUPYEMOrO JIEKAPCTBEHHOTO IpernapaTa, WM KOMUIO PEUICHHUS YHOJHOMOYEHHOIO
(denepanbHOrOo OpraHa HCIOJHUTENIBHOW BJIACTH O IPOBEACHUU MHCIEKTHPOBAHUS IPOU3BOIAMTEINS
JIEKapCTBEHHBIX CPENCTB, B CIIy4ae, ECJIA IPOU3BOJCTBO JEKAPCTBEHHOIO Ipenapara OCyLIeCTBIIAETCS 3a
npeaenamu Poccuniickoit denepanuu;

(B pen. @enepanbubix 3aKkoHOB 0T 04.06.2018 N _140-P3, ot 27.12.2019 N 478-D3)

5) MOpoeKT MHCTPYKUMHM 1O MEIUIMHCKOMY NPHUMEHEHHUIO JIEKapCTBEHHOIO Ipemnapara,
coZiepKallel CIeayrone CBEACHU:

a) HAaMMCHOBAHUC JICKAPCTBCHHOI'O IIp€riapara (MG)KIIYHapOI[HOC HCIMIaTCHTOBAHHOC, HIJIU
TpyHOImupoOBOYHOC, UM XUMHUYCCKOC U TOPIroBOC HaI/IMeHOBaHI/IH);

0) nekapcTBeHHass ¢opMa C yKa3aHHEM HaUMEHOBaHMM ¥ KOJMYECTBEHHOIO COCTaBa
JCHUCTBYIOIIMX BEUIECTB U KAYECTBEHHOTO COCTaBa BCIIOMOTATEIBHBIX BEHIECTB (MIPH HEOOXOIUMOCTH
KOJIMYECTBEHHOTO COCTaBa BCIIOMOTATEIbHBIX BEIIECTB);

B) OTMCAHUE BHEITHETO BH/Ia JICKAPCTBEHHOTO MIpenapara Jijisi MEIUIIMHCKOTO PUMEHEHHSI;

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

) ¢apMakoTepaneBTHUYeCKas Tpymna, KOJ JEKapCTBEHHOIO IMpemapaTta Ais MEIUIIMHCKOTO
NPUMEHEHHUS 10  aHAaTOMO-TEepPaleBTUYECKO-XMMHUECKON  KIacCUpUKAlMK, PEKOMEHIOBaHHOU
Bcemupnoii opranuzanueil 31paBOOXpaHEHHUs, WM YyKa3aHUE 'TOMEONMATHYECKUH JIeKapCTBEHHBIN

npenapat";

e) dapmakoguHamMuka W ¢dapMaKOKHMHETHKa (32  HUCKIIOYeHHEM  (HapMaKOKHHETUKH
rOMEONaTHYECKUX JIEKAPCTBEHHBIX MPENapaToB U PACTUTEIbHBIX JIEKAPCTBEHHBIX MPENapaToB);

K) TIOKa3aHUS sl IPUMEHEHHS,

3) IPOTUBONOKA3aHUs JJIsl IPUMEHEHUS;

1) MEpBI IIPETOCTOPOKHOCTU IIPU IPUMEHEHUH;

K) yKa3aHuUE BO3MOXKHOCTH U OCOOEHHOCTEW NPHUMEHEHHs JIEKapCTBEHHOIO Ipenapara ais
MEJUIMHCKOTO TMpPUMEHEHUs] OepeMEeHHBIMU O>KEHIIMHAMHU, IKCHIIMHAMU B TMEPHOJ TPYAHOTO

BCKapMJIMBaHUusA, 1€TbMU, B3pOCIIBIMU, UMCIOIIUMU XPOHUYECKUEC 3360J’I€BaHI/I5{;

J'I) PEXKUM OO3UPOBAHUA, CIIOCOOBI BBCICHUA U NIPUMCHCHUSA, ITPU HGO6XOI[I/IMOCTI/I BpeMs IIpUuemMa
JICKApCTBCHHOT'O IIpfraparta AJid MCAUIHWHCKOI'O IPUMCHCHUSA, MPOAOJKUTCIBHOCTL JICUCHUA, B TOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

4HCclie y JeTei 10 U TocTe OJHOTO To/a;

M) BO3MOJKHBIC HCKCIIATCIIbHBIC PCAKIMU HPpU TNPHUMCHCHUU JICKAPCTBCHHOTO IIpfcIiapara IJid
MCIUITUHCKOI'O IPUMCHCHUA

H) CUMIITOMBI IEPEO3UPOBKH, MEPHI IO OKA3aHUIO TOMOLIH NP NEPEIO3UPOBKE;
0) B3aMMOJICICTBHE C APYTUMHU JIEKApPCTBEHHBIMH NpenapaTaMu U (WIH) MUIIEBBIMU IPOAYKTaMU;
1) (hopMBI BBIITyCKa JIEKAPCTBEHHOI'O IIpenapaTa;

p) ykazaHue (Mpu HEOOXOAMMOCTH) OCOOCHHOCTEH AEHUCTBHUS JIEKapCTBEHHOIO IMpemnapara Jis
MEIUIMHCKOTO IPUMEHEHHUS TP IIEPBOM NPUEME WU TIPU ET0 OTMEHE;

c) omucanue (MpuU HEOOXOAMMOCTH) IeHCTBUU Bpauda (denpamepa) u (WIM) MalUdEHTa TPU
MPOMYCKE TMpHeMa OJHOW WJIM HECKOJbKHX J03 JIEKApCTBEHHOrO IMpemnapara isi MEIUIIMHCKOTO

IIPUMCHCHUSA

T) BO3MOXXHOC€ BJIMAHUC JICKAPCTBCHHOI'O IIpf€riapara QA MCIAUIUHCKOIO IPHUMCHCHHSA Ha
CIIOCOOHOCTD YHOpaBJIATb TPAHCIIOPTHBIMU CPEACTBAMU, MCXAHU3MAMU;

y') CPOK TOAHOCTH H YKA3aHUC Ha 3alpeT IMPUMCHCHHUA JICKAPCTBCHHOI'O Ipfcliapara I
MCIUITMHCKOI'0 IPUMCHCHUS 110 UCTCUCHUH CPOKA 'OAHOCTU;

¢) ycnoBus XpaHEeHUS;

X) YKa3aHUE€ Ha H€06XOHI/IMOCTI) XpaHCHHUA JICKaAPCTBCHHOI'O Ipferapara I MCEAUIUHCKOTO
IIPUMEHCHUA B MECTaX, HCAOCTYIIHBIX IJIA z[eTeﬁ;

I_I) YKa3aHue (HpI/I H606XO,I[I/IMOCTI/I) CIICHUAJIBHBIX MCEPp HNPCAOCTOPOKHOCTU IPHU YHUUYTOXKCHUU
HCHUCIIOJIb30BAHHBIX JICKAPCTBCHHLIX ITPETIapaToOB AJII MCAUIUHCKOT'O IIPUMCHCHUA,

4) yCJIOBUS OTITyCKa;

) HAaUMCHOBaHHWs M ajapeca MPOU3BOACTBEHHBIX IUIOMIAJ0K MPOU3BOAUTEINIS JIEKAPCTBEHHOTO
npernapara;

II) HAUMEHOBAaHHWE, aJpeC OpPraHM3aLUH, YINOJIHOMOYEHHOW Jep)kKaTesieM WM BIaJeibleM
PETUCTPAIIMOHHOTO yIOCTOBEPEHUs! JIEKAPCTBEHHOrO Ipenapara Uil MEIUIMHCKOTO MPUMEHEHUs Ha
MPUHATHE MTPETEH3UH OT MOTPEOUTEIS;

6) UHCTPYKLHIO 10 MEIULIMHCKOMY IPUMEHEHUIO UM KPAaTKYI0 XapaKTEPUCTHKY JIEKapCTBEHHOTO
rpenapara, yrBepKJICHHbIEC B CTpaHE IPOU3BOAUTEIIS;

7) MPOEKTHl MAaKETOB MEPBUYHON YNAKOBKHM M BTOPUYHOM YIMAaKOBKHM JIEKAPCTBEHHOI'O Ipernapara
JUISL MEIMLIMHCKOT O IPUMEHEHNS;

8) IIPOCKT HOpMaTHBHOﬁ AOKYMCHTAIIlUKN WX HOPMATHBHOTO JOKYMCHTA Ha HCKapCTBCHHBIﬁ
npemnapart il MCAUITUHCKOTO0 MPUMCHCHUSA 0o YKa3aHue COOTBGTCTBYIOH_ICI\/’I (I)&pM&KOHQfIHOfI CTaTbu,

9) nOKyMeHT, colepKamuii UHPOPMALUIO O HAINYUUA UIH 00 OTCYTCTBUU (DaKTOB PErHCTPALUU
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

JICKApCTBCHHOTO IIpeliapaTa 41 MCAUTTUHCKOI'O IIPUMCEHCHUS 3a IPEACIIaMA Poccuiickoit qDez[epauI/H/I;

10) komMU JOKYMEHTOB, 3aBEPCHHBIX B YCTAHOBJICHHOM IOPSJIKE W MOATBEPXIAIONIMX (aKT
perucTpalyy JISKapCTBEHHOTO Iperapara B HMHOCTPAHHBIX T'OCyJapcTBaX B KadecTBe Op(haHHOTO
JICKapCTBEHHOTO Ipernapara;

11) mmman ynpaBieHuss pHUCKaMU Ui OWOJIOTMYECKUX JIEKAPCTBEHHBIX IMIPErapaToB Ul
MEIULUHCKOIO IPUMEHEHHS;

12) noxymeHT o cucreMe (apMakoHaA30pa JAep)kaTelis MM BiaJesblia PerucTpariOHHOIO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO MIpeNnapara;

13) moxyMmeHT, MOATBEPKAAIOMINN KadyecTBO JICKAPCTBEHHOTO MperapaTa TPeX MPOMBIILICHHBIX
cepuil (IMMPOTOKOJ aHaM3a WIA CEPTHUPHUKAT aHaIu3a), OJHA CEPHsl KOTOPOTO MIOJDKHA COBIAJATH C
cepuell oOpasma JEKapCTBEHHOTO Iperapara s METUIIMHCKOTO MPUMEHEHUs, MPEJICTaBICHHOTO Ha
rOCy/IapCTBEHHYIO PETUCTPALIHIO.

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

5. Paznen xummuueckol, ¢papManeBTUYECKON U OMOIOTHYECKON JOKYMEHTAI[MH BKIIOYAeT B ce0s
JOKYMEHTBI, cojepxamue uHopManuio o QapManeBTHYECKOW CyOCTaHIIMM U JIEKAPCTBEHHOM
mpemapare i MEIUIIMHCKOTO TMPHUMEHEHHs, IMPOIecCe €ro TMPOM3BOACTBA M METOJaX KOHTPOJIS
KadecTBa, B TOM YHCIIC:

1) Komui JOKyMEHTa, COJAEpIKAllero CleaAyoulyo HuHpopMaluo o GdapMaleBTHIECKON
cyOcTaHuu uinu GhapMaleBTHUECKUX CYOCTaHIIMAX, BXOSAIINX B COCTAB JIEKAPCTBEHHOTO Mpemnapara, 3a
UCKITIOUeHHeM WHpopMalmu o (papManeBTHYECKUX CYOCTAHIIMAX, BKIIOUEHHBIX B TOCYAapCTBEHHBIN
peecTp JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBHH CO cTaThel 34 HacTosero deaepanbHOro 3aKOHa:

(B pen. ®exnepanbHoro 3akona ot 27.12.2019 N 462-03)
a) HauMeHOBaHue (hapMaIleBTHUECKOM CyOCTaHINH, €€ CTPYKTypa, 001I1e CBONCTBA,
0) HaMMEHOBAaHUE U a/IpEC MPOU3BOAUTENS;

B) TEXHOJIOTHUS IMPOU3BOACTBA C OIIMCAHHUEM cTagui IMPOU3BOACTBA U METOJ0B KOHTPOJISI HA BCEX
CTaudgX IMPOU3BOACTBA,

T') ONKMCaHKE Pa3pabOTKH MpoLecca MPOU3BOICTBA;

1) OTIMCAHKNE KOHTPOJISI KPUTHUECKUX CTAIUN MPOU3BOJICTBA U TPOMEKYTOUHON TTPOTYKIINU;
€) TOKYMEHTaJIbHOE TIOJITBEPIKICHUE (BATHIAIINSI) IPOIIECCOB | (UJTH) MX OIEHKA,

’K) CBOMCTBA U CTPYKTYpa JIEHCTBYIOIINX BEIIECTB;

3) XapaKTepHUCTUKA IPUMECEI;

1) crienndukanys Ha apMareBTHUECKYIO CyOCTaHIINIO U €¢ 000CHOBAaHHUE;

K) aHAIMTHYECKUE METOJUKH, UCIOJIb3yeMble TPH OCYIIECTBICHUM KOHTPOJsL KayecTBa
(hapmareBTHIECKOM CyOCTaHIINY;
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J'I) AOKYMCHTAJIBHOC MMOATBCPIKIACHUC (BaJ'II/II[aI_II/ISI) AHAIIUTUYCCKUX METOIAUK, UCIIOJIB3YEMbIX IMPU
OCYHICCTBJICHUHN KOHTPOJIA Ka4CCTBa (I)apMaHGBTquCKOﬁ Cy6CTaHLII/II/I;

M) pe3yJIbTaThl aHaIN3a cepuid (hapMareBTHUECKON CyOCTaHIINN;

H) IMepeueHb CTaHJApTHBIX OOpPa3OB WJIM BEUIECTB, HUCHOJb3YEMBIX IPU OCYILIECTBICHUU
KOHTPOJIS Ka4eCTBa;

0) OMKCAaHNE XaPAKTEPUCTUK U CBOMCTB YIIAaKOBOUHBIX MAaTEPUAJIOB U YKYIIOPOYHBIX CPE/ICTB;

1) JaHHBIE O CTA0MIIBHOCTH (papMarieBTHUECKON CyOCTaHIINH;

P) CPOK FOJTHOCTH;

1.1) B oTHomeHuu (apManeBTUYECKUX CyOCTaHIMN, BXOISIIMX B COCTaB JIEKaPCTBEHHOTO
IpernapaTa ¥ BKJIIOYEHHBIX B IOCYJApCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBUH CO
cratbeil 34 Hacrosmero denepanbHOro 3aKOHA, - KOMHUS JOKYMEHTA, COJIEPMALIEro CIIEAYIOIIYIO
nH(popManuo:

a) HauMeHOBaHue (papMaleBTUUYECKON CyOCTaHINH, ee CTPYKTYypa, O0IIre CBOMCTBA,

0) HAaMMEHOBaHUE U a/IpeC MPOU3BOIUTEIIS;

B) pe3yJIbTaThl aHANU3a cepuid (hapMarieBTHUECKON CyOCTaHIINY;

') CPOK F'OJIHOCTH;
(m. 1.1 BBenen denepanbHbIM 3aK0HOM OT 27.12.2019 N 462-D3)

2) JOKYMEHT, COJCpKallui CIACAYIOIIMEe CBEJACHUS O JICKapCTBEHHOM IIpemapare s
MEIUIIMHCKOTO MPUMEHEHHUS

a) OIMMCAHUC U COCTAB JICKAPCTBCHHOI'O IIpCriapaTta AJId MCAUIUHCKOTO ITPUMCHCHUS

0) omucanue (apmareBTHUECKOH pa3paboTku (0O0OCHOBaHHME BBIOOpAa COCTaBa, IEPBUYHOMN
YHaKOBKU U UHOTO);

B) TEXHOJIOTHA IMPOU3BOACTBA C OIIMCAHHUEM CTalII/Iﬁ IMPOU3BOACTBA U METOJ0B KOHTPOJISI HAa BCEX
CTaguiaX IMPOU3BOACTBA,

I) ONHUCAaHWE KOHTPOJS KPUTHUYECKHX CTaJuil mpollecca MPOM3BOACTBA U TMPOMEXKYTOUHOU
MIPOTYKITUH;

1) HANMEHOBAHKE U aJ[peC MECTa OCYIIECTBICHUS MPOU3BOJICTBA JIEKAPCTBEHHOTO Tpernapara s
MEIHUIIMHCKOTO MpUMEHEeHHs (B Cllyyae HaJIM4YHMs HECKOJBKHX YYaCTHHKOB IpOIlecca MPOM3BOJCTBA
HEOOXOAUMO yKa3aTh KaKIOTO M3 HUX);

e) apMmarieBTHYECKasi COBMECTUMOCTD;

)K) MI/IKpO6I/IOJ'IOFI/I‘IeCKI/Ie XaAPAKTCPUCTUKU
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3) MaTepuaIbHbIM OalaHC U1 MPOU3BOJICTBA CEPUU TOTOBOTO MPOAYKTA;
1) OIIMCaHHUE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MATEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;
K) JOKYMEHTAJIbHOE MOATBEPKACHNE (BaIMIalus) POLIECCOB IPOU3BOCTBA U (WIN) UX OLICHKA;

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

M) AHAIIUTUYCCKUE MCETOJAUKH, HCIIOJB3YEMBIC IIpU OCYIICCTBJICHUN KOHTPOJA KadeCTBa
BCIIOMOTI'aTCJIbHBIX BCIICCTB,

H) JAOKYMCHTAJIbHOC MOATBCPKIACHUC (BaHI/I,Z[aI_II/ISI) AHAIIUTUYCCKUX MCTOAUK, UCIIOJIB3YCMBIX IMPU
OCYHICCTBJICHNHN KOHTPOJIA Ka4€CTBAa BCIIOMOTI'aTCIIbHBIX BEIICCTB,

0) I/IH(i)OpMaHI/Ifl 00 HCIIOJB30BAaHUM BCIIOMOTaTEIbHBIX B€IICCTB YCJIIOBCUYCCKOTO MW KHMBOTHOI'O
IIPOUCXOKIACHUA,

H) HH(bOpMaHI/IH 00 HCITOJIb30BAaHUU HOBBIX BCITOMOTaTEIbHBIX BC€IICCTB,

p) TpeboBaHMs K KadecTBY JIEKAapCTBEHHOIO IpemnapaTa i MEIULHMHCKOTO MpUMEHEHHUs
(ceprudukar, cienudukanys Ha JeKapCTBEHHBIH Mpenapar U UX 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOAUKH, HCIIOJIB3YCMBIC IIPpU OCYHICCTBJICHHU KOHTPOJIA KadcCTBa
JICKApCTBCHHOTO Iperapara 11 MCIUIUHCKOI0 IPUMECHCHUS

T) AOKyMEHTaJIbHOE MOATBEPKIACHHE (BaUAALNS) aHATUTUYECKUX METOAMK, UCTIOIb3yEeMbIX MpHU
OCYLIECTBICHUU KOHTPOJIA KaueCTBa JIEKAPCTBEHHOIO Iperapara i1 MEIULHUHCKOrO IPUMEHEHMUS;

y) pe3yJbTaThl aHAIN30B CEPUl JIEKApCTBEHHOTO Ipenapara Jjisi MEIUIIMHCKOTO TIPUMEHEHNS;
¢) xapakTepucTHKa mpuMeceii;

X) NepCUCHb CTAHAAPTHBIX 06pa3u013, HCIIOJIB3YCMBIX IMPU OCYHICCTBIICHMU KOHTPOJIA KaucCTBA
JICKApCTBCHHOTO Iperapara JJIi1 MCIUIUHCKOI0 IPUMECHCHU ;

I1) TaHHBIC O CTAOUIILHOCTH JICKAPCTBEHHOTO Tperapara JJjisi MeIUIIMHCKOTO IPUMEHEHHUSI.
(dacthb 5 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Paznen gapmMakosornueckoi, TOKCUKOJIOTHYECKON TOKyMEHTAIlUK BKIIIOYAeT B ce0sl OTYETHI O
pe3ynbTaTtax JOKIMHUYECKMX HCCIENOBAHUN JIEKapCTBEHHOTO CPEACTBA JUISl  MEAMIIMHCKOIO
IIPUMEHEHHUS, B TOM YHCJIE:

1) otuet o papmMakoIMHAMUYECKUX UCCIIETOBAHMSIX;

2) ot4eT 0 (hapMaKOKHHETHIECKUX HCCIICTIOBAHUSIX;

3) OTYET O TOKCUKOJIOTHYECKUX MCCIICIOBAHUSIX.
(dacts 6 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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7. Paznen kauHUYECKOMH AOKYMCHTAIlUU BKIIFOYACT B cebsl OTYETHI O pe3yiibTaTaXx KIMHHUYCCKUX
HCCIIeJOBaHU JICKAPCTBCHHOTO IIpcIiapaTta AJiI MCAUIIMHCKOTO MPUMCHCHUA, B TOM YHUCJIC!

1) ordersl 00 HCCIETOBAHUSAX OHOAOCTYIHOCTH W OWOIKBHBAJICHTHOCTH, WCCIEJOBAHUSIX,
YCTaHABJIMBAIOIINX KOPPEISALHUIO PE3YJIbTAaTOB, TOJYYEHHBIX B YCIOBHX 1N VItro U in vivo;

2) oT4eTHl 0 (papMAKOKMHETHUECKUX UCCIEIOBAHUSX;
3) otueTsl 0 (hapMaKOAUHAMUYECKUX UCCIIEIOBAaHUIX;
4) 0T4eTHI O KIMHUYECKUX HCCIIeT0BaHUAX (D (PEeKTUBHOCTH U 0€30MaCHOCTH;

5) OTYET 0 MOCTPETUCTPALIMOHHOM OTIBITE MPUMEHEHHS (TP HATMYNH ).
(uactb 7 BBennena denepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8. TpeboBanus k o0beMy HH(OpPMAIIUU, MPEJOCTABISIEMON B COCTABE PETUCTPAIIMOHHOTO JI0CHE,
JUTSL OTZIETTBHBIX BUOB JICKAPCTBEHHBIX MPEMAapaToB JUIsl MEAUITUHCKOTO TIPUMEHEHHS yCTaHABINBAIOTCS
YIOJIHOMOYECHHBIM (peliepaibHbIM OPTaHOM HCIIOJTHUTEIIBHON BIIACTH.
(uacts 8 BBenena denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

9. B oTHOIIEHUU JIEKAPCTBEHHBIX MPENapaToB, Pa3pelICHHbIX I MEAUIUHCKOTO MPUMEHEHHS B
Poccuiickoit @enepanun Oosiee ABaANATH JIET U B OTHOIIEHHUH KOTOPHIX HEBO3MOXKHO IPOBEACHUE
WCCIICIOBAaHNM WX OMOIKBHUBAJICHTHOCTH (32 HCKIIFOUCHUEM OHMOJIOTHYECKHX JICKapCTBEHHBIX
MpenapaToB), OMYCKAeTCs BKIIOUEHHE B COCTaB pasnenia (papMaKoIOTHYEeCKOW, TOKCHKOJIOTHYECKOM
JOKYMEHTAIIMU M paszjiena KIMHUYECKOW JOKYMEHTAIIMM BMECTO OTUeTa pa3paboT4HMKa O pe3yJbTaTax
COOCTBEHHBIX JOKIMHUYECKHX HCCIIECTOBAHHUM JIEKaPCTBEHHBIX CPEACTB M KIIMHUYECKUX HUCCIEeTOBAHUMN
JIEKapCTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO MPUMEHEHHUS 0030pa Hay4yHBIX paboT O pe3ylbTaTax
JOKJIMHUYECKUX MCCIICIOBAHUN JICKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIEJOBAaHUN JTaHHBIX
JIEKapCTBEHHBIX MPEMApaToOB, B TOM YHCIIE BKIIFOYAsI OMBIT UX MOCTPETUCTPAITMOHHOTO IIPUMEHEHHSL.
(gactp 9 BBeaeHa denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-@3; B pen. DeaepanbHOTO 3aK0HA OT
27.12.2019 N 475-D3)

10. ITpu rocymapCTBEHHOW PErucTpaldy BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX IpenapaToB s
MEIMLMHCKOTO MPHUMEHEHMs JIONMYyCKAaeTcs BKJIIOYEHHE B COCTaB pasjena (hapMaKoIOrM4ecKow,
TOKCUKOJIOTUYECKON JOKYMEHTAallMd U pa3jena KIMHUYECKOM JIOKyMEHTallUh BMECTO OT4YeTa
pa3zpaboTurKa O pe3ysibTaTaX COOCTBEHHBIX NOKIMHUYECKUX HMCCIEAOBAHUN JEKAapCTBEHHBIX CPE/ICTB
0030pa Hay4yHBIX paboT O pe3yibTaTax MTOKIMHUYECKUX HCCIIEIOBAaHUN peepeHTHOro JeKapCTBEHHOTO
npernapara 1 MpeICcTaBIeHHe BMECTO KIMHUYECKUX MCCIEOBAHUN B IMOJIHOM OOBbEME, YyCTaHOBICHHOM
pa3fenoM KIMHMYECKOW IOKyMEHTAllMH, OTYeTa O pe3ysbTaTaX HCCleAOBaHMM OMOIKBHBAJIEHTHOCTH
BOCIIPOM3BEJICHHOTO JIEKAPCTBEHHOT'0 TMpernapara Juid MeIMLIMHCKOro mnpumeHeHus. He tpeOyercs
NPEJCTaBICHUE OTYeTa O pe3yJbTaTax HCCIeIOBaHUNA OMOIKBHUBAJICHTHOCTH BOCIPOU3BEICHHOTO
JIEKapCTBEHHOI'0  Ipemapara  JUuld  MEIUWLUUHCKOIO  MPUMEHEHHs, €CIHM  PETUCTPUPYIOTCS
BOCIPOU3BE/ICHHBIE JIEKApPCTBEHHBIE MPenapaThl JUIsi METUIIMHCKOTO IPUMEHEHHSI, KOTOPHIE:

1) npeaHa3HadeHbl Uil NapeHTEPAIbHOrO (MOAKOYKHOIO, BHYTPHUMBILIEYHOTO, BHYTPUBEHHOTIO,
BHYTPHUIJIA3HOTO, BHYTPUIIOJOCTHOTO, BHYTPHUCYCTABHOTO, BHYTPUKOPOHApHOTO) BBEACHUSA U
MIPEJCTABISAIOT cO00I BOAHBIE PACTBOPHI;

2) npencTaBiIsIOT COOOM pacTBOPHI AJIs NEPOPATILHOTO PUMEHEHMUS;
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3) mpousBenieHbI B (hOpME MOPOIIKOB WU THOPUIN3ATOB AJIs IPUTOTOBJICHHS PACTBOPOB;
4) ABASAIOTCS ra3amu;

5) SBNAIOTCS YITHBIMHU MJIH TJIa3HBIMH JICKAPCTBEHHBIMH IIpETapaTaMu, IPOU3BEICHHBIMU B (hopMme
BOJIHBIX PaCTBOPOB;

6) npeaHa3HAYeHbI JJI1 MECTHOT'O IPUMEHEHUS U IPUTOTOBJICHBI B (JOPME BOJIHBIX PACTBOPOB;

7) mpencTaBIsAIOT COOOK BOJHBIE PACTBOPHI JJIS UCIIOJIb30BaHUS B (POpME MHTASAIINN C TOMOIIBIO
HeOymaii3epa WK B KauecTBE Ha3aJbHBIX CIIPEEB, MPUMEHSEMBIX C IIOMOIIBIO CXOTHBIX YCTPOUCTB.
(uactb 10 BBenena @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

11. [ns cnydaeB, yka3aHHbIX B mnyHktax | - 3, 5 - 7 wuactu 10 Hacrosmed crarbu,
BOCITPOM3BE/ICHHBIN JIEKAPCTBEHHBIA Tperapar s MEAUIIMHCKOTO MPUMEHEHHS JTOJDKEH CONepKaTh
TaKHe YK€ BCIIOMOTATEIbHBIC BEIIECTBA B TAKUX K€ KOJMUYECTBAX, KaK U PePEPEHTHBINA JICKAPCTBEHHBII
npenapaT. Eciin cocTaBbl BCIIOMOTraTeNbHBIX BEIIECTB Pa3IMYarOTCs, 3asgBUTENb JIOJDKEH MPEICTABUTH
JI0Ka3aTeNIbCTBAa TOTO, YTO HCIOIb3yeMbIE B JAHHBIX KOHIIGHTPAIMSIX BCIIOMOTATelbHBIE BEIIECTBA HE
BIUSIOT Ha 0e30macHOCTh U (uiu) 3G (HEeKTUBHOCTh JIEKAPCTBEHHOTO Mpernapara s MEIUIUHCKOTO
npuMeHeHus. B ciyuae, eciu 3asBUTENIb HE MOXKET MPEACTaBUTh TaKHE JOKa3aTeabCTBAa U (WMJIU) HE
HMMEET J0CTyIa K COOTBETCTBYIOIIMM JaHHBIM, OH JOJIKEH MPOBECTH COOTBETCTBYIOIINE MCCIICIOBAHMS
JUTSl TOKa3aTeIhCTBA OTCYTCTBUS BIMSHHS Pa3HBIX BCTIOMOTATEIBHBIX BEIIECTB MJIM BCTIOMOTATEIIBHBIX
yCTpOMCTB Ha Oe30macHOCTh U (W) 3PPEKTUBHOCTD JIEKAPCTBEHHOTO Mpenapara Juisi MeIULUHCKOTO
MPUMEHEHHUS B COOTBETCTBUU C AaKTaMH, COCTaBISAIONIMMHU TpaBO EBpasHilcKOr0 3KOHOMHYECKOTO
Coro3a.

(uactp 11 BBenena denepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03; B pea. PeaepaibHOTrO 3aKOHA OT
22.12.2020 N 444-D3)

12. Tlpm roCymapCTBEHHOW  perucTpali KOMOWHAIMA  paHee  3aperuCTPUPOBAHHBIX
JIEKAPCTBEHHBIX IPENapaToB Uil MEIULIUHCKOrO NPUMEHEHHUS JOIyCKAeTCsl BKIIIOYEHHE B COCTaB
paznena  (hapMakoIOTUYECKOW, TOKCHUKOJIOTMYECKON [TOKyMEHTAllMd U pas3liena KIMHUYECKOM
JOKYMEHTAIlMd BMECTO OT4YeTa pa3padoTuymka O pe3yJabTaTax COOCTBEHHBIX JOKIMHHUYECKUX
WCCIICIOBAaHUM JICKAPCTBEHHBIX CPEJCTB 0030pa HAYYHBIX pPabOT O pe3ylbraTax JOKIHHUYECKHX
HCCNeAOBaHUN pEePEpPeHTHBIX JIEKAPCTBEHHBIX MPENapaToB, BXOMIAIIMX B COCTaB KOMOHWHAIMH
JIEKapCTBEHHBIX MPEMapaToB, U 00 OTCYTCTBHH MX B3aUMOJICHCTBUS B OJTHOU JIEKAPCTBEHHOHU (hopme.
(dactp 12 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

13. Ha skcmepTu3y pa3Iu4HBIX JEKApCTBEHHBIX (OPM OJHOTO M TOTO K€ JIEKAPCTBEHHOTO
npenapara Juisi MEIUIMHCKOTO TPUMEHEHHUs 3asiBUTENb IMPEACTABISIET OTACNbHbIC 3asBICHUS U
PETHCTPAIIMOHHBIC JTIOChE HA KaXAYIO JIEKapCTBeHHYI0 Gopmy. [Ipu ycloBUM OIHOBPEMEHHOH MOJa4H
Ha JKCTEePTU3Y OIHOM JIEKApCTBEHHOW (POPMBI C Pa3IMUHBIMU JO3UPOBKOM, KOHIIEHTpAIMEH, 00BEMOM
3asBUTENIb MPEACTABISAECT OJHO 3aABJICHUE W PETHUCTPAIMOHHOE JOChE C MPHIOKEHHEM MAaKETOB
YIaKOBOK Ha KaXIIyI0 TO3UPOBKY, KXKIyI0 KOHLIEHTPALIUIO, KaXIblii 00beM U KaXKI0€ KOJIUYECTBO J103
B YIIAKOBKE.

(actb 13 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

14. Tlpu TOCYHAapCTBEHHOW peTrUCTpan Op(aHHOTO JEKAPCTBEHHOTO Npenapara 3asBUTEIb
MpeCTaBiseT HHPOPMAIIHIO, HEOOXOTUMYIO 1Tl (POPMHUPOBAHUS pa3/iesia KITMHUYECKOH TOKYMEHTAIINH,
B 00bEMe, YCTaHOBJIEHHOM YIIOJTHOMOYEHHBIM (pe/iepaIbHbIM OPraHOM UCIIOJIHUTEIHHON BIACTH.
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(uacts 14 BBegena deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

15. HpI/I perucTtpanuu OHOJIOTHYECKOTO JICKApCTBCHHOTO IIpCIriapaTa, MOJYUYCHHOTO M3 KPOBH,
I1a3Mbl KPOBHU YCJIIOBCKA, B COCTABC PCTrUCTPAIIMOHHOIO IOOCHE Ha HeKapCTBeHHBIﬁ npenapar ajd
MCIUIUHCKOI'0 IPUMCHCHUS JOJIKHbBI OBITH MpEaACTaBJICHLI JOMMOJIHUTCIBHO!

1) B pa3gene JOKyMEHTallMM aJMHHUCTPATHBHOTO XapakTepa JJOKYMEHT, COJepIKallui
nH(popMaIroo o0 cyObeKTax oOpalieHHs JOHOPCKOM KPOBU W (WJIM) €€ KOMIIOHEHTOB, O TOM, TJe Oblia
ocymiecTBiieHa AoHanus (KpoBH M (WJIM) IUTa3Mbl KPOBH), a TaKXkKe JaHHble 00 WH(EKIHOHHBIX
3a005IeBaHUAX, TMEPEAAIIINXCS TapeHTepadbHbIM MMyTeM, WH(pOpMalus O CcyObeKkTax oOpalieHus
JOHOPCKOW KpPOBM M (WMJIM) €€ KOMIIOHEHTOB, B OTHOIIEHHWH KOTOPBIX OCYILECTBIISIETCS KOHTPOJb
JIOHOPCKOW KPOBH U (MJIM) €€ KOMIIOHEHTOB;

2) B pa3zzene XUMHUYECKOH, (hapMarieBTHUECKON 1 OMOJIOTHYEeCKO JOKYMEHTAIUH:

a) KpUTEPUH U CIIOCOOBI 0TOOPA, TPAHCIIOPTUPOBAHUS U XPAHEHUsS JOHOPCKOW KPOBH M (WJIH) ee
KOMITOHEHTOB;

0) pe3yabTaThl HCCIEI0OBAaHUN OTOOPAHHBIX IOHOPCKOI KPOBU M (MJIM) TUIa3Mbl KPOBU M ITYJIOB Ha
HaIM4Yue Bo30OyauTenei wuHGpeKuui, BKIOYas WHPOPMALUI0 00 HCHOJIB30BAHHBIX METOAMKAX
UCCIIEIOBAaHUM W B CiIy4yae HUCCIEIOBaHMs IyJIOB IUIa3Mbl KPOBU pE3yJbTaThl JOKYMEHTAJIbHOIO
MOATBEPKICHUS (BIMJAIMH ) UCIIOJIb30BAHHBIX METOIUK;

B) TEXHUYECKHE XapaKTEPUCTHKN YIIAKOBKH JJII OTOOpa JOHOPCKON KPOBHU U (MJIH) TIa3Mbl KPOBH,
BKITItOUasi HHGOPMAIKIO 00 UCTIONB30BAHHBIX PACTBOPAX AHTUKOATYJISTHTOB.
(dactb 15 BBenena ®enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

16. Knuauueckue ucciae0oBaHus JEKapCTBEHHOTO Ipernapara sk MEAUIIMHCKOTO MPUMEHEHUS B
LEJIIX €ro roCyAapCTBEHHOW peructpauuu npoBoastcss B Poccuiickoit ®Penepauuu B MOPSIKE,
YCTAHOBJIEHHOM cTaTbiMu 38 - 44 nHactosmero PenepasbHOro 3akoHa. OTY4ET O MPOBEIAEHHBIX
HCCIEA0BaHUAX BKJIKOYAETCS B COCTAB pasjiena KIMHUYECKON JOKYMEHTAllUU PErUCTPAlMOHHOIO JOChE
Ha JIEKapCTBEHHBIM MIpenapar s MEIULMHCKOTO NMpUMeHeHus. [ JIeKapCTBEHHBIX MpenapaToB i
MEIMIMHCKOTO TPUMEHEHHS, B OTHOLICHUM KOTOPBIX B PE3YJIbTATE€ IKCIEPTU3Bl JTOKYMEHTOB,
MPEJCTABICHHBIX JUISl OINPEIEICHUS] BO3MOXHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIN Mpenapar s
MEIUIIMHCKOTO TIPUMEHEHUSI B Ka4ecTBe OpPaHHOTO JIEKAPCTBEHHOTO Mpernapara, Takas BO3MOXHOCTh
MpU3HAHA W B OTHOILICHWH KOTOPBIX MPOBEICHBI KIMHUYECKHE HWCCIICIOBAHUS, BBIIIOJHEHHBIE 3a
npeaenamu Poccuiickoir depepaniui B COOTBETCTBHM C TIPaBWJIAMHU HaJJIeKalled 1abopaTopHOM
MPaKTUKU W TpaBUJIaMHU HaJUIeKalleld KIMHUYECKOW INPAKTHKHU, IOIYCKAaeTCsl BKIIIOYEHHE B COCTaB
paszena KIMHUYECKOM JOKYMEHTAIlMM BMECTO OTYeTa O pe3yjbTaTaX KIMHUYECKUX MCCIIETOBAaHUN
JIEKApCTBEHHOTIO IIpernapara i1 MEIULIUHCKOr0 IPUMEHEHU, IPOBEIeHHbIX B Poccuiickoint denepanun,
OT4EeTa O pe3yJbTaraXx KIMHUYECKUX HCCIEIOBaHUN, BBINOJHEHHBIX 3a mpeaenamu Poccuiickoit
denepanuu.

(dactp 16 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

17. B ciiydyae HempeACTaBIeHUS C 3asBICHUEM O TOCYJIaPCTBEHHON PErUCTPALMH JIEKaPCTBEHHOIO
rpernapara Juisi MEIUIMHCKOrO IPUMEHEHHS TOKYMEHTOB, MMOATBEPKIAOIIUX YIUIATy TOCY1apCTBEHHOM
MONUIMHBI M YKa3aHHbIX B myHkTe 10 wactu 2 Hacrosmed CcTaTbd, a TaKKe BBIJABAEMbIX
(mpemocTaBisieMbIX)  YIOJHOMOYEHHBIMU  (eepaIbHBIMA ~ OpraHaMU  UCIIOJIHUTEIIHOM  BJIAcTH
JIOKyMEHTOB (CBEJICHUI), YKa3aHHBIX B MyHKTax 3 ¥ 4 4acTu 4 HACTOSIICH CTaThH, YIIOJTHOMOUYEHHBIN
(denepanbHBIE OpraH HCIOJHUTENIPHON BJIACTH 3alpallliBaeT yKa3aHHbIE JOKYMEHTHI (CBeIeHHS) B
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MOPSIIKE MEKBEJOMCTBEHHOTO HH(POPMAIIHOHHOTO B3aUMOACHCTBHSI.
(vactp 17 B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-D3)

18. He nomyckaeTcss MCHONB30BaHWE B KOMMEPYECKHX IENsAX HHPOPMAIMU O pe3yibTaTrax
JNOKITMHWYECKNX  HMCCIEIOBAHMN  JICKQpPCTBEHHBIX  CPEACTB M KIMHMYECKHX  HMCCIIEIOBAHUI
JICKApCTBEHHBIX TPEMapaToB UIsi MEIUIIMHCKOTO IPHMEHEHHs, TPEACTABICHHONW 3asBUTEIEM IS
roCy/IapCTBEHHON pEerucTpaluy JIEKapCTBEHHOIO Mpernapara, 6e3 ero corjiacus B TEUEHUE LIECTH JIET C
JaThl TOCYJAapCTBEHHOW peructpanud pedepeHTHOTO JEeKapCTBEHHOro Tmpemapara B Poccuiickoit
denepauuu.

(uactp 18 BBeneHa PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

19. Jlep>xkaTenb UM BiaJelel] pErUCTPAliMOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOTO IIpenapara Ha
OMOTEXHOJIOTMYECKUN WM Op(aHHBIH JIeKapCTBEHHBIN Ipernapar 00si3aH NpeoCTaBIsATh Ha BOZME3IHOMN
OCHOBE 00pa3lbl pedepeHTHOro JIEKapCTBEHHOI'O IpenapaTa 3asBUTENSAM JJI  MPOBEICHMS
KIMHUYECKUX HccaenoBaHuil. CToMMOCTh oOpas3la pedepeHTHOro JEeKapCTBEHHOrO Ipernapara,
BKJIFOYEHHOT'O B II€pPEUYCHb JKU3HEHHO HEOOXOJUMBIX M Ba)KHEHMIIMX JEKapCTBEHHBIX MpEnapaToB, HE
JOJDKHA TIPEBBINIATh 3aPETUCTPUPOBAHHYIO IMPEICIBbHYIO OTIYCKHYIO LIeHy Ha pedepeHTHBIH
JIEKAPCTBEHHBIN ITpenapar Wi LEHy Ha JICKapCTBEHHBIN IIpenapaT B CTPaHe MPOU3BOIUTENS.

(uactp 19 BBegena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

20. 3asiBieHHE O TOCYJaPCTBEHHOM PETUCTPALlMU BOCIPOU3BEICHHOTO JIEKAPCTBEHHOIO Mpernapara
JUIS MEIUIIMHCKOTO TMPUMEHEHHs] MOXET OBITh MOJaHO B YMOJHOMOYEHHBIN QenepanbHbIil opraxn
HCIIOJIHUTENIBHON  BJACTH, OCYLIECTBIIIOIMN TOCY/JIapCTBEHHYIO PErMCTpalUi0 JIEKapCTBEHHBIX
MpernaparoB, MO HCTEUECHHHM YeThIpeX JIeT C JaThl TOCYJapCTBEHHON pErucTpanu peepeHTHOTO
JIEKapCTBEHHOT O Tpemnapara B Poccuiickont denepanun.
(uactp 20 BBegeHa PeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

21. 3asBieHwe O TOCYJapCTBEHHOW perucrpanud OuoaHajaoroBoro (OHMOMOI00HOTO)
JIEKapCTBEHHOTO TpemnapaTta (OMoaHanora) MOKeT ObITh MOJaHO B YMOJIHOMOYEHHBIN (enepanbHbIii
OpraH HCIOJHUTENBHON BIIACTH, OCYIIECCTBISIONINI TOCYAapCTBEHHYIO PErHCTPAINIO JIGKAPCTBEHHBIX
IpernaparoB, MO HWCTEUYECHHHM TpPEX JeT C JAaThl TOCYJAapCTBEHHOH PpErucTpanuu pedepeHTHOTO
JIEKapCTBEHHOT O Tpemnapara B Poccuiickoit denepanuu.

(uacts 21 BBegeHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

22. JlepxaTenb WM Biajejel] PerucTPalMOHHOIO YJIOCTOBEPEHMs JEKapCTBEHHOTO Ipernapara
MIPEJICTaBIseT B YIMOJIHOMOYEHHBIN (peepanbHblii OpraH HCIOTHUTEIBHONW BIACTH, OCYLIECTBIISIOIINN
(YHKIIUU TI0O KOHTPOJIIO U HAJ30py B chepe 3apaBoOXpaHEeHHs, OTYET MO pe3yibTaraM (papMakoHaa30pa
OJIMH pa3 B IIECTh MECSIIEB B TEUCHHE JIBYX JIET MOCJI€ TOCYIaPCTBEHHON PErvCTpalliU JIEKAPCTBEHHOTO
npemnapara B Pocculickoit @eaepanuu, €XerogHo B TEUCHHE MOCIECAYIOMMNX TPEX JIET U B JAbHEHIIEM
OJIVH pa3 B IISITH JIET.

(dactp 22 BBeneHa denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

Cratba 19. MNpuHATUE pelieHMA O BblAaye 3KCNEePTHOMY YUYpeXAeHUI0 3af4aHuA Ha
npoBeAeHMe 3KCNepTU3bl NIeKapCTBEHHOro cpeacTBa
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Tteuenue necatu pabouux JHEH cO AHA TNPHUHATUSA 3a8BJICHHUS O TIOCYJIApCTBEHHOMH
perucTpanyy JEeKapcTBEHHOro Mpernapara COOTBETCTBYIOIIMN YIMOJHOMOUYEHHBIN (enepaibHbld Opran
WCTIOJTHUTEJIHOM BJIACTH MPOBOAMT MPOBEPKY MOJHOTHI, IOCTOBEPHOCTH U MPABUIBHOCTH O0(OPMIICHUS
IIPE/ICTABICHHBIX JTOKYMEHTOB PETUCTPALMOHHOIO JOChE Ha JIEKAPCTBEHHBIH IpernapaTr U NMPUHUMAET
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peUICHUC O BbLAAYC 3aJaHU HA IIPOBCACHUC!

1) skcnepTU3bl TOKYMEHTOB, MPEACTABICHHBIX JJI1 ONpPEAENCHUs BO3MOXKHOCTU paccMaTpHUBaTh
JIEKApCTBEHHBINA Mpenapar s MEIUIMHCKOTO MPUMEHEHHUS NPH OCYIIECTBICHHH TOCYIapCTBEHHOU
pEerucTpanuy B Ka4ecTBE Op(PaHHOTO JIEKAPCTBEHHOTO Mperapara;

2) HBKCIepTHU3bl JIEKApCTBEHHOTO CPEACTBA B YACTH HSKCHEPTU3bl KauyecTBa JIEKaPCTBEHHOI'O
CPEICTBA M DSKCIEPTU3bl OTHOUICHMS OXHIAEMOW TIOJb3bl K BO3MOXXHOMY PHCKY IIPUMEHEHUS
JIEKApCTBEHHOTIO IIpernapara JJis MEIULUHCKOrO IPUMEHEHNS;

3) BKcnepTH3bl JIEKAPCTBEHHOIO CPEACTBA B YAacTH OSKCIEPTH3bl KauecTBA JIEKApPCTBEHHOIO
CpPEICTBA U DSKCIEPTU3bl OTHOUIEHMSI OKUIAEMOW MOJb3bl K BO3MOXXHOMY PHUCKY IPUMEHEHUS
JIEKAPCTBEHHOI'0 IIperapara il MEJULUHCKOIO INPUMEHEHHs B IOPSAKE YCKOPEHHOW IPOLEeIypbl
JKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUM CO CTaThed 26 Hacrosmero denepasbHOTO
3aKOHA;

4) 9KCHCPTU3bI JICKAPCTBECHHOTO CpEACTBA B OTHOIICHHU JICKAPCTBCHHOI'O IIpfCliapara I
BCTCPUHAPHOI'O ITPUMCHCHMUS.

2. YIOTHOMOYECHHBIN (eiepalIbHbIil OpraH MCIIOTHUTEILHONW BIACTH YBEAOMIISICT B JICKTPOHHOU
dbopMe Wi Ha OyMa)KHOM HOCHTENE 3asSBUTENS U IKCIEPTHOE YUPESKICHUE O MPUHSATOM PEIICHUU O
BbIJIaU€ 3a/IaHUN Ha MNPOBEACHUE HKCHEPTHU3, MPEAYCMOTPEHHBIX 4YacThio | HACTOsIIECH CcTaThbu, U B
cillyyae HEOOXOAMMOCTH O BbIJaue paspelieHus Ha BB03 B Poccuiickyro denepannio KOHKPETHOM
MapTUH, CEPUH 3aPETUCTPUPOBAHHBIX U (WJIM) HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB WUIH 00
OTKa3€ B IIPOBEJICHUU MTPELYCMOTPEHHBIX SKCIIEPTHU3 C YKa3aHUEM IIPUYMH TAKOI0 OTKa3a.

3. B cnyuae BBIIBICHHMS OTCYTCTBHS HJIM HEIOCTOBEPHOCTHM WH(pOpPMALWHU, COAEpKaleics B
MIPE/ICTAaBICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOYEHHbIN (pefepalibHbIil OpraH MCIOJIHUTEIbHON
BJIACTM HANpPABJSIET 3asABUTENIO0 3ampoc 00 YTOYHEHWH JTOW wuHpopManuu (Jamee - 3ampoc
YIIOJIHOMOYEHHOTO ()eIepaIbHOIO OpraHa HWCIOJHHUTEIBHON BIACTH), KOTOPBI MOXKET OBITh IepenaH
YIIOJITHOMOYCHHOMY TIPEACTABUTEIO 3asiBUTENSI JIMYHO TI0J] PACHKCKY, HAIPABJICH IO MOYTE 3aKa3HBIM
MUCHMOM WJIM TIepe/iaH B dJEKTPOHHOU (hopMe MO TEIeKOMMYHHUKAIMOHHBIM KaHallaM CBsi3U. B ciydae
HaNpaBJICHUS 3allpoca YMOJHOMOYEHHOTO (eepabHOr0 OpraHa HCIOJHUTENFHOW BIACTU MO TOYTE
3aKa3HbIM MHCBMOM OH CYHHTACTCA IMOJYUYCHHBIM I10 HCTCUCHUHU UHICCTHU I[Hefl C JaThbl HaIpaBJICHUA
3aKa3HOTO MHCHMa.

4. 3agButens 00s3aH NPEICTaBUTh OTBET Ha 3alpoOC YIOJHOMOYEHHOTO (enepanbHOro opraHa
WCIIOJTHUTENILHOM BIACTH B CPOK, HE MPEBBIIIAIOIINIA AEBIHOCTA pabOYNX JAHEU CO JHS €ro MONTYYEeHHUS.
Cpok, yka3aHHBIA B 4acTH | HACTOSIMICH CTaThU, MPHUOCTAHABIMBACTCS CO JIHS HAMPABICHUS 3asBUTEIIO
3ampoca YIOJIHOMOUYEHHOTO (eAepaTbHOTO OpraHa HCIIOJHUTEIBHON BIACTH JO JHS TOJYYEHHUS UM
COOTBETCTBYIOILIETO OTBETA.

5. OcHoBaHMEM JUIsl OTKa3a B OpraHU3alluu dKCIEPTU3, MPEyCMOTPEHHBIX YacThio 1 HacTosmel
CTaThH, SABISAETCS NPEJCTABICHUE HEOOXOOUMBIX MJIi NPOBEICHHs IPEIYCMOTPEHHBIX 3KCIEPTHU3
JOKYMEHTOB B HETOJIHOM 00beMe HJIM HEeNpe/ICTaBIeHUE 3asiBUTEIEM B YCTAHOBJIEHHBIH CPOK OTBETA HA
3arpoc YIMOJHOMOUYEHHOTO (eiepaabHOro OpraHa MCIOJHUTEIbHON BIIACTH, a TAaKXKe MpEACTaBICHUE
JIOKYMEHTOB, HE COJIEPKalMX NCUYEPIIBIBAIOIIETO IIEPEUHs] HEOOXOJUMBIX CBEIECHUN.

6. Ilpu oTka3e B OpraHu3alMy AKCHEPTU3bI, IPEAYCMOTPEHHON MyHKTOM 4 yacTu | HacTosmel
CTaThH, JOKYMEHTBI, BXOJSIIME B COCTAB PETHCTPALMOHHOTO JOChE HA JIEKAPCTBEHHBIN Mpernapar it
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BETEPUHAPHOTO MPUMEHEHHUs, MOTYT ObITh BO3BPALLICHBI 3asBUTEII0 HA OCHOBAHUHM €r0 NMHUCHbMEHHOTO
3arpoca, HalpaBJICHHOTO B YIIOJIHOMOYEHHBIN (heiepalibHbIii OpraH UCTIOJHUTENIBHON BIACTH B TEUEHUE
TpUAIATH pabouyMx JHEHW CcO JAHA TPUHATHS  YIOJIHOMOYEHHBIM  (elepaabHbIM  OpraHOM
WCIIOJIHUTENIbHOM BJIACTH pelleHHs 00 OTKa3e B OpraHU3allMy TaKOW 3KCHEPTU3bI. YIOJIHOMOYEHHBIN
(denepanbHBI OpraH MCHOJIHUTEIBLHOM BJIACTH BO3BpAllaeT 3asBUTENIO YKa3aHHbIE TOKYMEHTHI B
TEUEHHUE JECITU paboUMX JHEH cO THS MOJIy4YE€HUs] COOTBETCTBYIOLIETO 3alIpoca 3asiBUTEISL.

(uacts 6 BBeneHa denepanbubiM 3aKoHOM 0T 02.08.2019 N 297-03)

Ctatbsi 20. 3kcnepTu3a [AOKYMEHTOB, NpeACTaBrieHHbIX AnsA onpepeneHus
BO3MOXHOCTHU paccMmaTpuBaTtb ﬂeKapCTBeHHblﬁ npenapart ansa MeaUnUUMHCKOro
npumMmeHeHnsa npun ocyuwecTtBliIeHUn rocy,qapCTBeHHoﬁ pernctpaummn B KadecTBe
Op(*)aHHOFO JIeKapCTBeHHOro npenaparta

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

1. DkcnepTr3a JOKYMEHTOB, MPEACTABICHHBIX ISl OMPENEICHUs BO3MOXKHOCTH paccMaTpUBaTh
JIEKApCTBEHHBIA Tpenapar s MEIUIIMHCKOTO MPUMEHEHHUS TPH OCYIIECTBICHHH TOCYIapCTBEHHOU
perucTpanuy B Ka4yecTBe Op(aHHOTO JICKAPCTBEHHOTO Tperapara, COCTaBICHHE KOMUCCHUEH AKCIIEPTOB
3aKJIIOYEHUST O BO3MOYKHOCTH WJIM HEBO3MOXXHOCTH PacCMaTpPUBATh JICKAPCTBEHHBIM Mpenapar it
MEIUIIMHCKOTO TIPUMEHEHHUs TMpU OCYIIECTBICHUH TOCYJApPCTBEHHON pETrucTpallud B KadyecTBe
ophaHHOrO JEKapCTBEHHOTO MperapaTa W HAMpaBlIEHHWE JaHHOTO 3aKIIOYCHHS] B YHMOJHOMOYECHHBIN
(denepanbHBIA OPraH UCTIOTHUTEILHON BIIACTH OCYIISCTBIISIFOTCS B CPOK, HE MPEBBIIIAIONINA TPUILATH
pabouux JHEW CO JHS TOJNYYSHHS OJKCIEPTHBIM YUYPEKICHHEM 3aJaHus  YIMOJIHOMOYEHHOTO
(denepanbHOro opraHa UCIIOJIHUTEIBLHON BIACTH U B 3JIEKTPOHHOM opMe 1 Ha OyMakKHBIX HOCUTEISAX
HEOOXOJUMBIX JIOKYMEHTOB, YKa3aHHBIX B IyHKTax 1, 2, 5, 6, 10 wactu 4 u B yactu 7 cratbu 18
HacTosero denepaibHOTO 3aKOHA.

2. JIOKyMEHTBI, COJEpKalllMecs] B PErMCTPAlMOHHOM JIOChE Ha JIEKAPCTBEHHBIN Ipenapar u
IIOCTYNUBIIME Ha OYMa)XHbIX HOCHUTENIAX B OSKCIEPTHOE YUpEXKJIECHUE I OCYIIECTBIEHHUS MX
SKCIEPTU3Bl JJI  OIpEeNeieHHs] BO3MOXXHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIM Mpenapar ais
MEUIIMHCKOTO MPUMEHEHUS B KauecTBe OppaHHOIO JIEKApCTBEHHOIO Mpenapara, MoJijieskaT BO3BpaTy B
YIOJIHOMOYEHHBIH (hefiepalIbHbli OpraH HCHOJHMUTENBbHOM BJIACTH OAHOBPEMEHHO C 3aKIIOYEHUSMHU
COOTBETCTBYIOIIUX IKCIEPTH3.

Cratba 21. PewleHne 0 BO3MOXHOCTU paccMaTpuBaTb JIEKAPCTBEHHbLIA NMpenapar
npuM OCYyLWeCTBNEeHUM TrocyfapCTBEHHOW perncrpauMm B KadecTBe opcaHHOro
neKkapcTBeHHOro npenapara

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

1. B cpok, He mpeBhIMANINN MATH paboUYnX THEH CO HS MOTYYSHHs 3aKIIOUSHUS, YKa3aHHOTO B
gactu 1 crateu 20 Hacrosimero denepaabHOro 3aKOHA, YIOJHOMOYEHHBIH (enepanbHblii OpraH
WCIIOJIHUTEJIbHON BJIACTH OCYILECTBISET OLEHKY MOJYYEHHOrO 3aKJIOUYEHHs Ui OIpENETeHUs] ero
COOTBETCTBHUS 33JaHUI0 HA MPOBEJIECHHUE COOTBETCTBYIOMICH IKCIEPTU3BI M yBEIOMIISICT 3asBUTENS B
ANEKTPOHHONH (opMme WM Ha OyMa)KHOM HOCUTENE O pe3yibTaTax MPOBEICHHOW H3KCIEPTU3bI C
MIPUIIOKEHUEM KOMUH SKCIEPTHOTO 3aKII0YeHHs (C COXpaHeHHeM KOH(GUICHIMATbHOCTH WH(OpMAaLIUU
O COCTaBe OKCIIEPTHOW KOMHUCCHH) W O BO3MOXXHOCTH WM HEBO3MOXXHOCTH paccMaTpUBaTh
JIEKApCTBEHHBINA Mpenapar s MEIUIMHCKOTO MPUMEHEHHUS NPH OCYIIECTBICHHH TOCYIapCTBEHHOU
perucrpanuy B KauecTse op(haHHOrO JIEKAPCTBEHHOI'O IIpernapara.

2. Ilpy BBIHECEHHMM KOMHMCCHUEW OJKCIEPTOB 3aKIIOUYEHUS O BO3MOXKHOCTH paccMaTpuBaTh
JICKapCTBEHHBIM TpenapaTr il MEIUIIMHCKOTO MPUMEHEHHUS MPH OCYIIECTBICHUU TOCYAapCTBEHHOU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

perucTpanyu B KadecTBe Op(aHHOrO JIEKapCTBEHHOI'O IMperapara YIMOJHOMOUYEHHBIN (enepaabHbIi
OpraH HCIIOJIHUTEIbHON BJIACTH B CPOK, HE IMPEBBIMIAIOUINA MATH pabouux JHEH cO JHS MOTydYSHHS
JTAHHOT'O 3aKJIIOYEHHUs, IPUHUMAET pPEIICHNUE O BblJaye 3aJaHMsl Ha MPOBEACHUE SKCIIEPTU3bl KaueCcTBa
JIEKapCTBEHHOI'O CPEJCTBA M HKCHEPTU3bl OTHOLIEHUS OXHAAeMOH IMOJIb3bl K BO3MOKHOMY PHCKY
MPUMEHEHHUs JIEKapCTBEHHOI'O IMpernapaTa A MEAMIIMHCKOIO MPUMEHEHMsI B TOPSAKE YCKOPEHHOMN
IPOLEypbl 3KCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA B COOTBETCTBMM CO CTaThedl 26 HACTOSIIETO
denepanbHOro 3aKOHa.

3. B ciyuae npuHsATHS peuIeHus: 0 HEBO3MOKHOCTH paccMaTpHUBaTh JEKapCTBEHHBIN Mpenapar ajs
MEIUIIMHCKOTO TPHMEHEHUS TIPU TOCYJNApPCTBCHHON perucrpalu B KadecTBe Op(aHHOTO
JIEKapCTBCHHOT'O TIperapara yIOJTHOMOYCHHBIH (efepadbHbli OpPraH WCIOJIHUTEIHHOW BJIACTH
IpeKpaniaeT MpoLeaypy TOCYAAPCTBEHHOW pETUCTpaluy JIEKAPCTBEHHOIO IIpenapara. 3asBUTENb
BIIpaBe OOpaTUTBbCS B PETUCTPUPYIOIIUKA OpraH C 3asBJICHHEM O TOCYJIAapCTBEHHON pPErucTpaluu
YKa3aHHOT'O JIEKapCTBEHHOI'O Ipernapara B COOTBETCTBUU €O cTaThbel 18 HacTosiero denepasbHOTO
3aKOHA.

Cratba 22. Ytpatuna cuny c¢ 1 uwona 2015 ropa. - ®PeaepanbHbIA 3aKOH OT
22.12.2014 N 429-03.

Cratba 23. 3KCI‘IepTM3a Ka4yeCcTBa JieKapCTBeHHOro cpeactBa U J3KcnepTu3a
OTHOLUEHUSA OXMAAaeMoMW MNOoNb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs1 neKkapcTBeHHOro
npenaparta Ans MeAULUHCKOro npumMeHeHus

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

1. Oxcnepru3a KauecTBa JICKAPCTBEHHOI'O CPEACTBA U HKCIIEPTH3a OTHOLIEHUS OKUIAAEMOM I10JIb3bI
K BO3MOXXHOMY pPHCKY IPHUMEHEHHUsS JIEKapCTBEHHOIO Ipemnapara sl MEJULMHCKOrO NPUMEHEHHS,
COCTABJICHUE KOMHUCCUSMM DKCIEPTOB 3aKIIOUEHUN II0 pPE3yJIbTaTaM IPOBEICHHBIX JKCIEPTU3 U
HaNpaBJICHUE ATHUX 3aKJIIOYECHUIH B YIOJIHOMOYEHHBINH (helepanbHbIi OpraH HMCIOJHUTEIBHON BIACTH
OCYIIECTBIISIIOTCS B CPOK, HE MPEBBILIAIOIINM CcTa AeCATH pabouuX AHEH CO JIHS MOJyYEHUs SIKCIIEPTHBIM
YUPEKICHUEM  COOTBETCTBYIOUIETO  3aJaHMs  YNOJHOMOYEHHOro  (heAepallbHOrO  OpraHa
UCIIOJIHUTEJIBHOM BJIACTH U HEOOXOIUMBIX JOKYMEHTOB B JIEKTPOHHON (opMe WM Ha OyMa)KHBIX
HOCHTETIAX.

Koncynprantllntoc: npumeuanue.

ITo 3asBnenuto, noganHomy B Mun3znpas Poccun 1o 11.04.2022, npu HEBO3MOKHOCTH NPOBEIECHUS
HKCIEPTU3bl KayecTBa JIEKAPCTBEHHBIX CPEACTB B 3KCIEPTHOM YUPEXKJEHUH, JOIMYCKAaeTcs ee
MIPOBEJICHNE TOCPEICTBOM JHUCTAHIIMOHHOTO B3aUMOJAEWUCTBUS, MOPAIOK M (OPMBI KOTOPOTO
OTIPEICNIAIOTCS SKCIEPTHBIM YUpEKIEHUEM IO corjiacoBaHuio ¢ 3asButensMu (IlocraHoBieHue
[IpaButensctBa PO ot 05.04.2022 N 593).

2. B TeueHue neBSHOCTA JHEW CO JHS TMOJYYEHHUs PEIICHUS YIOJHOMOYEHHOTO (eaepaibHOTO
OopraHa HMCIOJHUTEIbHOM BIACTU O MPOBEIECHUU IKCIEPTHU3, NPEIyCMOTPEHHBIX YacThi0 | Hacrosumiein
CTaTbH, 3asABUTEIb MPEACTABIAET B IKCIEPTHOE YUPEKIAECHUE I MPOBEACHUS JKCIEPTU3bl KauyecTBa
JIEKapCTBEHHOTO CpPEIACTBAa OO0pa3ibl JIGKAPCTBEHHOTO IMpemapaTta Uisi METUIIMHCKOTO MPUMEHECHHS,
MIPOU3BEJICHHOTO B COOTBETCTBUU C TPEOOBAHUSIMHU OMBITHO-ITPOMBIIUICHHOTO U (MJIM) MPOMBIIIIEHHOTO
pPErIaMEHTOB, YTBEPKICHHBIX PYKOBOJUTEIIEM MNPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB, a TAKKE B
COOTBETCTBYIOILINX CIIy4asix o0pa3ibl (bapmareBTUIeCKOn cyOcTaHImy, TeCT-IITaMMa
MHUKpPOOPTaHU3MOB, KYyJIbTYpbl KIIETOK, OOpaslibl BEIIECTB, NMPUMEHSEMBIX [JIsI KOHTPOJS KadecTBa
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

JICKApCTBEHHOT'O CpEACTBA IYTEM CpaBHCHHA C HUMH HUCCICAYEMOI'O JICKAPCTBECHHOI'O CpCEACTBA, B
KOJIMYECTBAX, HCO6XOI[I/IMLIX IJI BOCIIPOU3BCACHUA MCTOOOB KOHTPOJIAL KaUCCTBA.

3. Ilpu momy4yeHun oOpa3lOB JIEKAPCTBEHHOTO Mpernapara u (apManeBTHUECKONW CyOCTaHLIUU
SKCHEPTHOE YUYPEKICHUE BBIIACT 3ASIBUTEIIO JOKYMEHT, MOATBEPKIAIOIIMI IMOTYyYCHUE YKA3aHHBIX
00pasIoB, U B CPOK, HE MPEBBIMIAIOIINN TPpeX padounx JHEH, YBEIOMIISET B AJICKTPOHHOU (hopme mitn Ha
OyMa)xHOM HocHTeJIe 00 3TOM YIOJIHOMOYEHHbIHN (eiepanbHbIi OpraH UCIIOTHUTENBHOM BIACTH.

4. Yka3zaHHbIe B 4acTsX 2 ¥ 3 HACTOAIIEH CTaThU CPOK AJIS MPEACTABICHUS 3asiBUTENIEM 00pa3IioB
JIEKapCTBEHHOTO Mpemnapara U (apManeBTUYECKOW CYOCTaHIIMM U CPOK YBEAOMIICHHS JKCHEPTHBIM
yapexkJIeHueM 00 OToM Ha OyMaXHOM HOCHTENE YIOJHOMOYEHHOTO (eAepaibHOr0 OpraHa
HCIIOJTHUTENIBHON BJIACTH HE BKJIKOYAIOTCS B CPOK MPOBEICHUS DKCIIEPTU3, IPEyCMOTPEHHBIX YaCThIO |
HACTOSAIIEH CTAaThH.

5. JIoKyMeHTBI, TOCTYNHUBIIUE B SKCIEPTHOE YUYPEKACHHE I NPOBEIACHHS SKCIEPTH3,
MPEeIyCMOTPEHHBIX 4YacThio | HacTosAmedl CcTaThbM, TOJJIEKAaT BO3BpaTy B  YIOJIHOMOYEHHBIN
(denepanbHBIE OpraH HCHOJHUTEIBHON BIIACTH OJHOBPEMEHHO C 3aKIIOUEHUSMU, MOJYYCHHBIMH I10
pe3yJibTaTaM COOTBETCTBYIOLUX SKCIIEPTU3.

Ctatba 24. JKcnepTu3a KayecTBa JieKapCTBEHHOro cpeactBa M 3KcnepTusa
OTHOLIEHUSA OXUAaeMOMW MOoJSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUA JleKapCTBEHHOro
npenapara Ans BeTepMHapHOro NpuMeHeHus

1. DxcnepTu3a KauecTBa JIEKAPCTBEHHOT'O CPEACTBA U AKCIIEPTU3a OTHOLLIEHUS OKUAAEMOM IOJIb3bI
K BO3MOXXHOMY PHUCKY NPHUMEHEHHUs JIEKapCTBEHHOIO IpernapaTta JJii BETEpUHAPHOTO NPUMEHEHUS,
COCTaBJICHME KOMHCCHSIMHM OHKCIEPTOB 3aKIIOYEHMH IO pe3yibTaTaM YKa3aHHBIX OJKCHEPTHU3 U
HalpaBJIeHUE TAaKUX 3aKIOYEHUH B YIIOJHOMOYEHHBIN (pefepanbHblii OpraH MCIOJIHUTENIBHOM BIACTH
OCYILECTBIISIIOTCS B CPOK, HE MPEBBIIAIOIINI CTa AECATH pabouuX JTHEH cO JTHS MOIy4YEHUs SKCIIEPTHBIM
YUPEXKACHUEM 3a/laHusl YIOJHOMOYEHHOTO (peepalbHOr0 OpraHa HWCHOJHUTENBHOM BIAcTH C
JIOKYMEHTaMHU, YKa3aHHbIMU B 4acTu 3 cTaTbi 17 HacTosero @enepajbHOTO 3aKOHa.
(B pen. ®enepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-®3, ot 13.07.2015 N 241-D3)

2. B Teuenue Tpuanmatd paboOYMX JAHEH CO JHS TIONYYCHHS PEIICHHUS YHIOJIHOMOYEHHOTO
(benepanbHOrO OpraHa HCIIOJHHUTEIFHON BJIACTH O MPOBEICHWM YKa3aHHBIX B 4YacTW | HacTosmien
CTaThbH JKCIIEPTH3 3asSBUTENb MPEICTABISIECT B SKCIEPTHOE YUPESKACHUE ISl TIPOBEACHUS IKCIIEPTU3BI
KayecTBa JIGKAPCTBEHHOTO Cpe/cTBa 00paslibl JISKapCTBEHHOTO INpenapaTta JUlsi BETEPUHAPHOTO
MNPUMCHCHUA, IMPOHU3BCACHHOI'O B COOTBCTCTBHUU C Tpe6OBaHI/I$IMI/I TCXHOJIOTUYCCKUX PCTIIaMCHTOB,
YTBECPIKACHHBIX PYKOBOOHUTECIIEM MMPONU3BOAUTCIIA JICKApPCTBCHHBIX CpeacTB, a TaKXEC B
COOTBETCTBYHOIIINX cIydasx TECT-IITaMMbl MHKPOOPraHHM3MOB, KYJBTYpPBEI  KJICTOK, 06p33HLI
dapmaneBTHYECKOl CcyOcTaHIMM, OOpaslbl BEHIECTB, NPHUMEHSIEMBbIC IS KOHTPOJS KadecTBa
JIEKapCTBEHHOTO CPEACTBA, B KOJIWYECTBAaX, HEOOXOAMMBIX IJISi BOCIIPOM3BEIEHHS METOJOB KOHTPOIS
KayecTBa.

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

3. Ilpu momydeHum oOpa3IOB JIGKAPCTBEHHOTO Tpernapara U (papManeBTHYECKOW CyOCTaHIIUU
OKCIICPTHOC YYPCKIACHUC BBIIACT 3aABUTCIIIO JOKYMCHT, HOJITBep)K)Ia}OH_[I/Iﬁ IMOJIYUCHHUEC YKa3aHHBIX
00pa3ioB, U B CPOK, HE MPEBBIMIAOIIUN TpeX pabouyux JHEH, yBeIOMIISIET B MUCbMEHHON (opme 00
ATOM YIOJHOMOYECHHBIH (peiepabHbIi OpraH UCTIOJIHUTEILHON BIIACTH.

4, CpOK IJI1 OpCACTaBJICHUA  3adBUTCIICM 06pa3u013 JICKApCTBCHHOTO  Mpfriapata U
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

¢dapManeBTUUECKOH CyOCTaHLIMM M CPOK YBEIOMJIEHHMsS SKCIEPTHBIM YYpEeXIeHHEeM 00 3TOM B
MUCHbMEHHON (hopMe YHOTHOMOYEHHOTO (peepalbHOr0 OpraHa UCIOJIHUTEBHON BIACTH, YKa3aHHbBIC B
yacTsX 2 U 3 HaCTOSIILEH CTaTbU, HE BKIFOYAIOTCS B CPOK IIPOBEIEHUS YKA3aHHBIX B yacTH | Hacrosen
CTaTbH KCIIEPTH3.

5. JIokyMeHTBI, IOCTYIUBIINE B SKCIIEPTHOE YUPEXKACHUE AJIS MPOBEACHUS yKa3aHHBIX B 4acTH |
HACTOAIIEH CTaTbU »SKCIEPTH3, IOJUIeKAT BO3BpaTy B YIOJIHOMOYEHHBIM (QenepalibHbIil oprax
WCIIOJTHUTENIBHON BJIACTU OJTHOBPEMEHHO C 3aKJIFOUEHHSIMU 110 pe3yJIbTaTaM YKa3aHHBIX KCIEPTH3.

CraTtba 25. [loBTOpHOE NpoBeAeHne IKCNepTU3bl NIeKapCTBEHHbIX CPeACTB
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B cnywasx HeZoCTaTOYHOW OOOCHOBAHHOCTHM WJIM HEMOJHOTHI 3aKIIOYCHHUS KOMHUCCHU
OKCIIEPTOB, HANUYMs B HEM MPOTUBOPEUYUBBHIX [AHHBIX, (pambCUUKALKUK BBIBOJAOB AKCIEPTU3HI
JIEKapCTBEHHOT'O CPEJICTBA, COKPHITHS OT YIIOJHOMOYEHHOTrO (heepanbHOro opraHa MCHOTHUTEIbHOM
BJIACTU OCHOBAHUW I OTBOJIa SKCIEPTa BCIEJICTBHE €ro 3aMHTEPECOBAHHOCTU B pe3yJibTarax
COOTBCTCTBYIOIHeﬁ aKcnemem, HaJIn4udad OaHHBIX O HpSIMOM .]'II/I6O KOCBCHHOM BMCIIATCIIBCTBEC B
MPOIIECC COOTBETCTBYIOMICH ASKCTIEPTU3BI JIUI, HE yYaCTBYIOIIMX B €€ MPOBEIACHUHU, HO OKa3aBIIUX
BIIMSHHE Ha TPOIECC MU PEe3yJbTaThl €€ TNPOBEICHHUS, YIOJTHOMOYEHHBIM (enepaibHbIM OpraHOM
WCTIOJHUTENILHON BJIaCTH Ha3HAYAeTCs MOBTOpHAs SKCIEpPTU3a JIEKApCTBEHHOTO CpeAcTBa W (WIJIH)
ATUYECKas dKCIepTu3a.

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

2. [loBTOpHAas sKcHepTHU3a JIEKAPCTBEHHOTO CPEACTBA MPOBOAMUTCS C yUYE€TOM pPE3yJbTaTOB paHEe
MIPOBEJIEHHOW JKCIEPTU3bl B CPOK, YCTAHOBJIECHHBIH YIOJIHOMOYEHHBIM (hefepabHbIM OpraHOM
WCIIOTHUTEIIBHOW BJIACTH W HE TPEBBINAIOIMNANA TPUANATH pabouux JHEH cO JHS TIOJyYCHHS
OKCIIEPTHBIM YUPEXKIEHUEM 3aJlaHusl Ha TMPOBEJCHHUE TMOBTOPHOM OJKCHEPTU3BI JIEKAPCTBEHHOTO
CpencTaa.

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

3. duHaHCOBOE OOECTICUCHWE BBITIOJHEHUS 3a/IaHUS HAa TPOBEICHUE IMOBTOPHOW 3KCIEPTHU3HI
JIEKApCTBEHHOTO CPEJICTBA HE OCYIIECTBIISETCS.
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

CraTtbAa 26. YckopeHHas npoueaypa 3KCnepTusbl NIeKapCTBEHHbIX CPeaAcTB

Koncynprantllntoc: npumeuanue.
C 01.09.2023 B 4. 1 ct. 26 BHOCsiTcs m3MeHeHUs (D3 ot 28.04.2023 N 171-®3). Cm. Oyayuryro

PECAAKIINIO.

1. YckopeHHas mpolnenypa 3KCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B LENSIX T'OCYJAapCTBEHHOMN
perucTpanyy JIEKapCTBEHHBIX IMpEnapaToB MPHUMEHSETCS B OTHOIICHHM OP(AHHBIX JIEKAPCTBEHHBIX
IIpenapaToB, IEPBBIX TPEX JEKAPCTBEHHBIX MIPENapaToB, perucTpupyeMsix B Pocculickonn denepanuu B
Ka4yeCTBE BOCIPOU3BEIECHHBIX JIEKAPCTBEHHBIX IPENApaToB, OYEPEIHOCTh KOTOPBIX OIPENENseTCs B
COOTBETCTBUM C HOMEPOM H JaTOW BXOIAIIMX 3asBICHUHA O TOCYHAPCTBEHHOW pErucTpanuu
JIEKapCTBEHHBIX NPENapaToB B PaMKax OJHOTO MEXKIyHAPOJHOTO HENAaTCHTOBAHHOIO HAaWMEHOBAHMS
JIEKAPCTBEHHOI'0 IIpernapara WIM TI'PYNIMPOBOYHOIO HAMMEHOBAHUSA JIEKAPCTBEHHOIO IIperapara, u
JIEKApCTBEHHBIX [Ipenaparos, IIPEIHA3HAYEHHBIX HCKJIFOYUTEIIHO JUTS [IPUMEHEHUs
HECOBEPIICHHOJIETHUMH I'PAKIAHAMU.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

2. yCKOpeHHa}I nmponocaypa SKCICPTHU3bI JICKAPCTBCHHBIX CPEACTB B HCIIAX FOCYI[apCTBCHHOﬁ
PErucTpaiuru JICKAPCTBCHHBIX IMPCIIapaTOB HE IPUMCHACTCA B OTHOILICHU U

1) 6noaHanoroBeIx (OMOMOJOOHBIX) JIEKAPCTBEHHBIX MPETapaToB (0M0aHAIOTOB);

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

Koncynprantllntoc: npumeuanue.
C 01.09.2023 B m. 3 4. 2 cT. 26 BHOcsATCcs u3mMeHeHust (D3 ot 28.04.2023 N 171-D3). Cm. Oyayuryto

PECAAKIINIO.

Koncynsrantllntoc: npumeuanue.

Jo 01.09.2023 poccuiickuM NPOU3BOIUTENSM JIEKAPCTBEHHBIX IPENapaToB AJIi BETEPUHAPHOIO
NPUMEHEHHS Pa3peleHo MOoJaBaTh PErHCTPALMOHHOE JI0ChE IO YCKOPEHHOW mpoueaype 0e3 yuera
TpeboBanmii 1. 3 4. 2 cT. 26 (Hoctanosnenue Ipasurtenscta PO ot 12.03.2022 N 353).

3) BOCHPOM3BEIEHHBIX JIEKAPCTBEHHBIX IpPENaparoB (3a MCKIIOUYEHUEM IIEPBBIX TpeEX
peructpupyeMbix B Poccuiickoit ®enepanvi B KayeCTBE BOCIHPOU3BEICHHBIX JIEKAPCTBEHHBIX
MIpernapaToB M JIEKAPCTBEHHBIX IPENaparoB, MNpPEJHA3HAYEHHBIX HCKIIOYUTENBHO MJs NPUMEHEHUs
HECOBEPUICHHOJIETHUMHU I'paXK1aHaMu );

4) HOBBIX KOMOMHALIMI 3apETUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPENapaToB;

5) nexapcTBEHHBIX IPENaparoB, 3apETUCTPUPOBAHHBIX pPaHEe, HO IMPOU3BEICHHBIX B JPYIHX
JIEKapCTBEHHBIX (JOPMax B COOTBETCTBUU C MEPEUYHEM HAMMEHOBAHUH JIEKApPCTBEHHBIX (pOPM U B HOBOM
T03UPOBKE.

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

KoncynprantlIntoc: npumeyanue.
C 01.09.2023 4. 2 cT1. 26 nonosasiercs 1. 6 (D3 ot 28.04.2023 N 171-D3). Cm. Oyaylryro pelakIuio.

3. YckopeHHas Tpoleaypa 3KCHEPTU3bl JIGKAPCTBEHHBIX CPEICTB MPOBOJUTCSA 10 PEIICHHIO
COOTBETCTBYIOIIETO YIOJIHOMOYCHHOTO (heZiepalbHOTO OpraHa MCIOJHUTEIHHON BIACTH HA OCHOBAaHHUH
3asIBJICHHS 3asBUTEISI B CPOK, HE MPEBBIIAIONINA BOCbMUAECATH padbounx aHel. [Ipu aTom skxcrepTusa
JIOKYMEHTOB, COJIEPKAIIUXCS B PETUCTPALIMOHHOM JIOChE€ HA JIEKAPCTBEHHBIN Mpenapar, MPOBOJUTCS B
CPOK, HE MPEBBIMIAIONINA JecATH pabouux MHEH, SKCIepTH3a KayecTBa JICKAPCTBEHHOTO CPEICTBA U
JKCIIEPTH3a OTHOIICHHS OKHUIAeMOW TOJB3bIl K BO3MOXXKHOMY PHCKY NPUMEHEHHS JIEKapCTBEHHOTO
Ipenapara MpoBOJSATCS B CPOK, HE MPEBBIMIAIOLINI LIECTUAECATH PA0OUNX JTHEH.

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

3.1. B orHomeHuun op¢aHHBIX JIEKAPCTBEHHBIX MpENapaToB MOTYT ObITb MPEICTABICHbI
pe3yNIbTaThl JTOKIMHUYECKUX HCCIICJOBAHMM JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKHX HCCIIEIOBaHUM
JIEKapCTBEHHBIX IIPENapaToB s MEIUIMHCKOrO IPUMEHEHHUs, BBIIIOJHEHHBIX 3a IpelelaMu
Poccuiickoit denepanuii B COOTBETCTBHHM C MpaBHJIAMH HaJjIexamieid 1abopaTOpHON MPaKTHKH U
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

NIpaBUJIAMHU HaJUIeKalled KIMHUYECKON MPaKTUKH.
(uactb 3.1 BBennena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

4. VYckopeHHas mpoueaypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB IMPOBOJIUTCS B TOPSIIKE,
YCTaHOBJIEHHOM cTaThaMu 17 - 20, 23 u 24 Hacrosmero deaepalbHOrO 3aKOHa, U HE O3HAYaEeT
CHIDKEHHUS TpeOoBaHM kK 0€3011acHOCTH, Ka4eCcTBY U 3(PPEKTUBHOCTH JEKAPCTBEHHBIX MPENapaToB.

CraTbs 27. PelueHne o rocyfapCTBeHHOW pernctpaumm rnekapcTBeHHOro npenapara

1. B cpok, He MPEBBIMIAIONINKA ECATH padOYUX THEH CO JHS MOTYUYCHHS 3aKIFOYCHHN KOMUCCUU
3KCHEPTOB IO pe3yJibTaTaM 3KCIEPTU3bl KAU€CTBA JIEKAPCTBEHHOTO CPEJCTBA U AKCIIEPTU3bI OTHOLLICHUS
OKMJAEMOM  TOJNB3bl K  BO3MOXHOMY  PHUCKY TNPHUMEHEHHsS  JICKAPCTBEHHOTO  Ipemnapara,
COOTBETCTBYIOIIUN YIIOJTHOMOUYEHHBIN (heiepaabHblii OpraH UCIIOJHUTEIBHOMN BIIACTH:

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

1) pa3memaer Ha cBoeM oduimanbHOM caiiTe B ceTH "MIHTepHeT" COOTBETCTBYIONINE 3aKIIOUECHUS
KOMHUCCUHM 3KCIEPTOB M OCYILIECTBISIET WX OLEHKY JJs OINpEAENCHUS COOTBETCTBMS 3aJaHUI0 Ha
MIPOBEJICHUE 3TUX IKCIEPTH3;

(n. 1 B pea. ®exnepanbHoro 3akona ot 22.12.2014 N 429-03)

2) mpuUHUMAeT pelIeHHe O TOCYJapCTBEHHON PETHCTpalliu JIEKapCTBEHHOTO Ipernapara uiu o0
OTKa3e B TOCYJapCTBEHHOM perucTpaliy JeKapcTBEHHOTO Mpenapara;

3) BHOCHUT IIpH MPUHATUU PELIECHUS O TOCYAAPCTBEHHON PETUCTpAIlMK JIEKAPCTBEHHOIO Ipenapara
JaHHBIE O 3apETUCTPUPOBAHHOM JICKAPCTBEHHOM TIpernapare, B TOM dHcie O (apManeBTHIeCKON
cyOCcTaHIIMM, BXOJSIIEHM B COCTAaB JIEKAPCTBEHHOIO TIpemapara, B TOCYIJapCTBEHHBIM peecTp
JICKAPCTBEHHBIX CPEICTB M BBIJAACT 3aIBUTEIIO PETUCTPALMOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOTO
npermnapara, opMa  KOTOPOTO  YTBEPXKIAETCS  YMOJHOMOYEHHBIM  (efepallbHBIM  OpPraHOM
WCIIOJTHUTENIBHOW BIIACTH, COTJIACOBAaHHbIE HOPMATHUBHYIO JOKYMEHTAIMIO, HOPMATHBHBIN JTOKYMEHT,
MHCTPYKUMIO [0 NPUMEHEHUIO JIEKAPCTBEHHOI'O IIperapara M MakeTbl NEPBUYHOW YIAKOBKH U
BTOpPUYHOW (MTOTPEOUTENHCKON) YIMAKOBKM C yKa3aHWEM Ha HUX HOMEpa pPErHCTPAIMOHHOTO
YJIOCTOBEPEHHSI JIEKAPCTBEHHOTO Mpenapara U AaThl €r0 TOCYIapCTBEHHOM PEruCTpalyyd WIH B CIydae
MPUHATHSA pemieHuss o0 OTKa3e B TOCYJAPCTBEHHON PEruCTpallMd JICKAPCTBEHHOTO Mperapara
YBEJIOMJISIET B MUCbMEHHOM (hopMe 3asBUTENS 00 ATOM C YKa3aHHWEM MPUYUH TaKOTO OTKasza. 3a BbAady
PErUCTPALIMOHHOTO YJIOCTOBEPEHHMSI JIEKAPCTBEHHOIO IIpernapara B3UMAEeTCsl TOCY1apCTBEHHAs MOILIMHA
B COOTBETCTBHUU C 3aKOHOIATENLCTBOM Poccuiickoit denepanuu o Hanorax u coopax.

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

2. OcHOBaHuEM i1 OTKa3a B TOCYJAapCTBEHHOM pPETMCTpallMU JIEKapCTBEHHOIO IpernapaTa AJs
MEJUIIMHCKOTO  TPUMEHEHUsl  SBJISETCS  3aKIOYEHHE  COOTBETCTBYIOLIETO  YHOJHOMOYEHHOI'O
(benepanbHOrO OpraHa MCIOJHUTEIbHOM BJIACTH O TOM, YTO KayecTBO W (Win) 3PPEeKTUBHOCTD
PETUCTPUPYEMOT0 JIEKAPCTBEHHOIO Ipenapara A MEIUIMHCKOrO NPUMEHEHHs HE MOATBEP)KICHbI
MIOJIyYEHHBIMM JaHHBIMU WJIM YTO PUCK NPUYMHEHHS Bpela 370POBBI0 UEIOBEKAa BCIEACTBHE IpHEMa
JIEKApCTBEHHOTO TIpenaparta sl MEIUIMHCKOTO NPUMEHEHHs MpeBblmaeT 3(QeKTuBHOCT €ro
IIPUMCHCHUA.

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

3. TloBTOpHOE MpPEACTABICHHE B COOTBETCTBYIOIIUK YIIOJHOMOYCHHBIM (eaepalbHbIil OpraH
WCIIOJIHUTENILHON BJIACTH JIEKApPCTBEHHOTO Iperapara, B OTHOIIEHMHM KOTOPOTO TOJIy4YeH OTKa3 B
roCyJJapCTBEHHOM pPEeruCTpanuy U KOTOPBIA BIOCIEICTBUU MOBEPICS M3MEHEHUIO B YaCTH €TI0 COCTaBa,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

paccMmaTpuBaeTcs Kak HpeACTaBICHWE HOBOTO JIEKAPCTBEHHOTO Tperapara Ha ero rocyIapCTBEHHYIO
PETUCTPAIMIO HE3aBUCUMO OT COXPAHEHMS €ro MEePBUYHOTO0 HAUMEHOBAHMUS.
(uactp 3 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Tlpu mpenocTaBiIeHUU 3asBUTEIIEM B COCTABE PETHCTPAIMOHHOTO JOChE Ha JIEKApCTBEHHBIM
npenapar Jjisi BETEPUHAPHOTO TMIPUMEHEHHUS KOIUH PEIICHHS YIIOJTHOMOYEHHOTO (eepaibHOTO OpraHa
WCIIOTHUTEIIPHOW BJIACTH O TPOBEICHUM WHCIEKTHUPOBAHUS TPOU3BOJUTENS JICKAPCTBEHHBIX CPEICTB
CPOK TIPHUHATHSA pEIIEHUS O TOCYJapCTBEHHON perucTpaluy JEeKapCTBEHHOTO TMpemnapara il
BETEPUHAPHOT0 NPUMEHEHUS TPUOCTAHABIMBACTCS CO JIHS MOJTYUYEHHUS 3aKIIOUCHUN, YKA3aHHBIX B YaCTH
1 HacTosmIeH cTaThH, A0 JIHS MPUHSATUS YIOTHOMOYCHHBIM (pelepabHBIM OPraHOM HCIIOJHUTEIHHON
BJIACTH pEUICHUsI O BbIJade WM 00 OTKa3e B BbIJAY€ 3aKIIOYEHHS O COOTBETCTBUHU IMPOU3BOIUTEINS
JIEKApCTBEHHBIX CPEACTB TPEOOBAHUSAM MPABHII HAAJIEKAIICH MPOU3BOACTBEHHON MPAKTUKH, HO HE
0oJiee 4YeM Ha CTO BOCEMBJIECAT paboUYnX THEH.

(uacts 4 BBenena denepanbueiM 3aKoHOM 0T 04.06.2018 N 140-D3)

5. OcHoBaHuEM ISl OTKa3a B TOCYJApCTBEHHON pErucTpaluy JIEKapCTBEHHOTO MIpernapara Jjs
BETEPUHAPHOTO TIPUMEHEHUS SBIISCTCS 3aKIIOYCHHE YIOJHOMOYEHHOTO (hemepansHOoro oprana
WCTIOJIHUTEIIGHOM BJIacTH O TOM, 4YTO KadecTBO ® (wiH) 3(HEKTHBHOCTH PETUCTPUPYEMOTO
JICKapCTBEHHOTO TMpenapara il BETEPUHAPHOIO NPUMEHEHHUS HE MOIATBEPKICHbI MOJTYYEHHBIMU
JTAHHBIMM WJIM YTO PUCK IPUUMHEHUS BPEA 3I0POBbIO KUBOTHOT'O BCIEJACTBUE TPUEMA JIEKAPCTBEHHOTO
mpemapaTta Jis BETEPUHAPHOTO MPUMEHEHHUS MpeBbImaeT 3(P(EeKTUBHOCTh €ro MPUMEHEHUs, OTKa3
YIOJTHOMOYEHHOTO (heiepanbHOr0 OpraHa WCIOJTHUTEIbHOW BJIACTH B BbIJAaYe 3aKIIOYEHUS O
COOTBETCTBUHM TPOU3BOIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMSM TMPaBUI  HaAJeKaIeh
MPOU3BOACTBEHHON TMPAKTUKU JUISI  KaXJ0M MPOU3BOJCTBEHHOM IUIOIIAJKUA PETHUCTPUPYEMOrO
JICKapCTBEHHOTO TIpernapara il BETEPUHAPHOTO MPUMEHEHUsS B CiIydae, €CIIM MPOU3BOJCTBO
JICKAPCTBEHHOTO TIpernapara [Jjisi BETEPUHAPHOTO MPUMEHEHUSI OCYILECTBIISICTCS 3a IMpeaeiaaMu
Poccuiickoit deneparuu, Ui OTCYTCTBUE TAKOTO 3aKIIFOUEHUS.

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

Koncynbrantllmtoc: npumeyaHwue.
O mopsiaKke U CpOKaxX OIpeNeeHHs] B3aMMO3aMEHSEMOCTH JIEKApCTB JICKAPCTBEHHBIX MPENaparos,
3apeructpupoBansbix 110 01.03.2020, cm. ¢1. 3 @3 o1 27.12.2019 N 475-D3.

Crtatban 27.1. B3aumMo3aMeHSAeMOCTb JIeKapCTBEHHbIX npenapaTtoB  AnAd
MeAULMHCKOro NpMMeHeHuns
(B pen. @enepanbHoro 3akoxa ot 27.12.2019 N 475-03)

1. B3auMo3aMeHIE€MOCTb JIEKapCTBEHHBIX MpPENapaToB JUIsi MEIUIMHCKOTO TNPUMEHEHUS
OIIpeJIeNIAETCs YIIOJIHOMOUYEHHBIM (heZiepalibHbIM OpraHOM UCIIOJIHUTENBHON BIACTH, OCYILECTBIISIOLIIM
rOCy/apCTBEHHYIO PErMCTpalMI0 JIEKAPCTBEHHBIX IIPENapaToB JUIsl MEIULUHCKOTO IPUMEHEHUus, B
paMKax OJHOIO MEXIYHapOJHOTO HENaTEHTOBAHHOIO (WJIM XMMHMYECKOTO, WIM TIPyHIHPOBOYHOIO)
HAaUMEHOBAHMsSI Ha OCHOBE 3aKJIIOUEHUS KOMHMCCHM JKCIEPTOB JKCIEPTHOTO YUYPEKICHUS O
B3alMO3aMEHSIEMOCTH JIEKaPCTBEHHOI'O IMpernapara s MEIUIUHCKOTO MPUMEHEHUs JTH00 O TOM, 4YTO
JIEKapCTBEHHBIH Mpenapar Ui MEAULIMHCKOrO IPUMEHEHHsI He SIBJISIETCS B3auMO3aMeHsseMbIM. [lopsiok
OIIpEeJIeJIEHUs] B3aUMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MpEnapaToB Ui MEAMLMHCKOTO NMPUMEHEHHs U
dopma 3aKIIOYEHHST KOMHUCCHHM HKCIEPTOB HKCIEPTHOTO YUPEKICHHUS O B3aUMO3aMEHSIEMOCTH
JICKapCTBEHHBIX MPENapaToB IS MEIUIMHCKOTO NPUMEHEHHs MO0 O TOM, YTO JIEKapCTBEHHBIN
mpernapaTr s MEAHULHMHCKOIO NPHMEHEHHs He SBJSETCS B3aUMO3aMEHSEMBbIM, YCTAHABIMBAIOTCS
[IpaBurensctBOM Poccuiickoit deneparum.
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

2. KoMuccust 3KCHEepTOB 3KCIEPTHOIO YUPEXKIEHHUs AAeT 3aKIIOYEHHE O B3aMMO3aMEHSIEMOCTU
JICKapCTBEHHOTO IIpernapara Uil METUIMHCKOTO MPUMEHEHHS JIMOO O TOM, YTO JIEKapCTBEHHBIN
mpernapaTr Juisl MEAMLIMHCKOIO TMPUMEHEHHUs HE SBISIETCS B3aMMO3aMEHSEMbIM, Ha OCHOBAaHUU
CIIEYIOIINUX KPUTEPHUEB (XapaKTEPUCTHK):

1) »SKBUBaNEHTHOCTh (11 OMOAHAIOTOBBIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IIPETNapaToB
(OmoaHanoroB) -  CONOCTABMMOCTb)  KAadeCTBEHHBIX M  KOJMYECTBEHHBIX  XaApPaKTEPUCTHUK
(bapManeBTHUECKUX CYyOCTaHIUI MM COMOCTAaBUMOCTh aHTUI€HHOI'O COCTaBa BakIMH. Mcnonb3oBaHue
Pa3NIUYHBIX CoJieH, 3(UPOB, KOMIUIEKCOB, U30MEPOB, KPUCTAIUIMYECKUX (OPM U JPYTUX MPOU3BOIHBIX
OHOTO ¥ TOTO € JCHCTBYIOIIEro BEIIECTBA HE SBISAETCS MPEMATCTBHEM IS ONpPECTICHHS
B3aMMO3aMEHSEMOCTH  JICKAPCTBEHHBIX IIPEMapaTtoB, €CId MpH TPOBEJACHUU  HCCIEIOBAHUS
OMODKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  Tpemapara WM  WCCICAOBAaHHS  TEPareBTHYECKOM
9KBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O IIpernapara JOKa3aHO OTCYTCTBHUE KIIMHUYECKU 3HAYMMBIX Pa3Inuuil
dapmakokuHeTHKH © (WiH) 3(GGEKTUBHOCTH M O€30MacHOCTH JIEKapCTBEHHOTO IIpemapaTta il
MEIULUHCKOTO MPUMEHEHHUS;

2) BKBUBAJIEHTHOCTH JIEKapCTBEHHOH (opMmbl. 1o SKBUBaIEHTHBIMU JIEKAPCTBEHHBIMU (OpMaMU
MOHUMAIOTCSI pa3Hble JIEKapCTBEHHBIE (OPMBI, MMEIOIINE OIMHAKOBBIE CIIOCOO BBENEHHS U CIIOCO0
NPUMEHEHHS, OOJIAJafOIIie  COTOCTABUMBIMH  (DapPMAaKOKWHETHUECKUMH  XapaKTEePUCTHKAMH U
(dapMaKkoIOTHYeCKUM  JIeHicTBHEM M OOeCleYMBaIOIIMEe TAaKKe JIOCTI)KEHHE  HEOOXOJMMOTO
KIMHUYecKoro Hddekra. Paznmums JgekapcTBEHHBIX (GOpPM HE SBISIOTCS NPEMSTCTBHEM  JUIS
OTIpeJIeJIEHUs] B3aUMO3aMEHAEMOCTH JIEKAaPCTBEHHBIX MPENapaToB, €CIH MPH MPOBEICHUN UCCIIET0BAHUS
OMOSKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  Mpermapara  WIM  WCCIEAOBAaHHMS  TEpareBTHYECKOM
HKBUBAJICHTHOCTH JIEKAPCTBEHHOTO Tpernapara JOKa3aHO OTCYTCTBHE KIIMHUYECKU 3HAYMMBIX PaziIHunit
(dhapmakokuHeTHKH # (Wiau) 3(PEGEKTUBHOCTH W 0OE€30MacHOCTH JIGKAPCTBEHHOTO TIperapara it
MEIUIMHCKOTO PUMEHEHNS;

3) SKBHBAJIEHTHOCTb MU COIOCTAaBUMOCTh COCTaBa BCIIOMOTATENbHBIX BEHIECTB JIEKAPCTBEHHOTO
mpernapata JUisi MEOUIMHCKOTO IPUMEHEHHs. Pa3nuums cocTraBa BCIOMOIATEIbHBIX BEIIECTB
JIEKapCTBEHHOI'O IpernapaTa HE SBJSIOTCSA IPEMSTCTBUEM JUIsl OINPEAEICHUS B3aUMO3aMEHSEMOCTH
JIEKApCTBEHHBIX  TIpEnapaToB, €CIM TPU TPOBEJACHUU HCCIEJOBAHUS  OHMOIKBHBAJICHTHOCTH
JIEKapCTBEHHOI'O MpernapaTa WU HCCIEIOBAHUS TEparneBTHUECKON 3KBUBAJEHTHOCTH JIEKAPCTBEHHOIO
mpernapaTa JI0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAUYMMBIX pa3nuuuil (apMaKOKHMHETUKH U (WIJIH)
s dekTuBHOCTH M 0€30MacHOCTH JIEKapCTBEHHOTO Mpernapara Uisi MEIUIIUHCKOro mpuMeHeHus. [lpu
HAIMYMKA KIMHUYECKH 3HAUYMMBIX pa3nuiyuii  (apMakOKMHETHKH U (WIu) 3PPEKTUBHOCTH U
0€30MacHOCTH JICKAPCTBEHHOTO TpernapaTta Ui MEAMIWHCKOTO IMPHMEHEHHs B3aMMO3aMEHSIEMOCTb
OTpeseNsieTcs C yKa3aHUEeM Ha UCKJIIOUYEHHE OTJENbHBIX IPYII MAallUEeHTOB;

4) UOEHTUYHOCTD CIIoco0a BBEACHUS U ClIocoOa MPUMEHEHMUS,

5) COOTBETCTBUE IMPOU3BOAUTEIIA JICKAPCTBEHHOI'O CPEACTBA TpC6OBaHI/IHM OpaBujl Haz[nemameﬁ
HpOPI?»BOI[CTBeHHOI\/’I IMPAKTHUKHU.

3. OmnpeneneHue B3aUMO3aMEHSIEMOCTH BOCIHPOU3BEACHHBIX JIEKAPCTBEHHBIX MpEenapaTroB s
MEJIMIIMHCKOTO MPUMEHEHUSs, yKa3aHHbIX B yacTu 10 crateu 18 Hacrosmero denepalibHOrO 3aKOHA,
OCYIIECTBIISIETCS 0€3 HEOOXOIMMOCTH JTOKA3aTeIbCTBA UX OMO3KBUBAJICHTHOCTH.

4. OcoOeHHOCTH ONpEACIICHUS]  B3aMMO3aMEHSEMOCTH  OWOJIOTHYECKUX  JICKAPCTBEHHBIX
npenapaToB, KOMOMHHUPOBAHHBIX JICKAPCTBEHHBIX IpenapaToB (CoaeprKaniux KOMOWHAIMIO JIBYX H
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0ojee MEHCTBYIOIIMX BEIIECTB), JICKAPCTBEHHBIX MpEMapaToB [UIsl MAapeHTEpaIbHOrO MUTAHUS U
HEJI0O3UPOBAHHBIX JIEKAPCTBEHHBIX MpenapaToB ycraHaBnuBaioTcs IIpaButenbctBom Poccuiickoit
denepauuu.

5. OHpGI{CHCHI/Ie B3aUMO3aMCHACMOCTH HE OCYIICCTBIIACTCA B OTHOWICHHUH JICKAPCTBCHHBIX
PACTUTCIIBHBIX IIPpEIapaToB, TOMCONMATHICCKUX JICKAPCTBCHHBIX ITPEIIapaToB.

6. (DOpMI/IpOBaHI/IC MEPCYHA B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX IIp€IIapaToB I MCIUITUHCKOI'O
MNPUMCHCHUA OCYIHICCTBIIACTCA 3KCICPTHBIM YUPCKACHUEM IMOCPEACTBOM O6’beI[I/IHeHI/I$I JICKApCTBCHHBIX
npenapatoB B OTACIbHBIC TPYIHIILI, B Kaxaoil u3 KOTOPLBIX JICKAPCTBCHHBIC IIPCIIAPAThI SABJIAIOTCH
B3aMMO3aMCHIACMBIMMU.

7. B cnyuae BKJIIOYEHHUS B HMHCTPYKIHMIO IO MEIUIIMHCKOMY MPUMEHEHHUIO JIEKapCTBEHHOTO
npenapara Ha OCHOBAaHUHU PE3YyJIbTATOB COOTBETCTBYIONIUX MCCIICIOBAHHUN TTOKA3aHUH ISl TPUMEHEHUS,
KOTOpBIE OTIUYAIOTCS OT MOKA3aHUH JIJIsl IPUMEHEHHSI JPYTHUX JIEKAPCTBEHHBIX MPENapaToB U3 IPYIIIbI
B3aMIMO3aMEHSIEMbIX JICKAPCTBEHHBIX IIPEMapaToB, B IEpPEUYHE B3aUMO3aMEHIEMBIX JIEKapCTBEHHBIX
MpernapaToB JIsl MEIUITUHCKOTO MPUMEHEHHS I0JDKHA OBITh YKa3aHa COOTBETCTBYIOIIAs HH(OpMAIIHSL.

8. IlepeueHb B3aMMO3aMEHSIEMBIX JICKAPCTBEHHBIX MPENapaToB ISl MEIULUHCKOTO MPUMEHEHHS
pa3MeniaeTcsl yIOJTHOMOYCHHBIM (pelepallbHbIM OPTraHOM HCIIOJHUTEIIBHON BJIACTH, OCYIIECTRISIFOIIHM
TOCYJJaPCTBEHHYIO PErHCTPAIMIO JICKAPCTBEHHBIX MPENapaToB i MEJAWIIMHCKOTO MPUMEHEHHs, Ha
cBoeM odunuansHoM caiWte B cetn "HMHrepHer". MHbopmanus B mepeyHe B3aMMO3aMEHSIEMbBIX
JIEKapCTBEHHBIX MPENapaToB JJs MEIUIMHCKOTO MPUMEHEHUsI OOHOBIIAETCS yKa3aHHBIM (peepanbHbIM
OpraHOM HCIIOJTHUTEIBHOU BJIACTH C YUYETOM HOBBIX 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpENapaToB
JUISL MEIUUMHCKOTO TPUMEHEHHUS W BHECEHHBIX HM3MEHEHHMM B JIOKYMEHTBHI, COJEpKaluecs B
PEruCTPAllMOHHBIX J0Ch€ Ha 3aperHCTPUPOBAHHBIC JICKAPCTBEHHBIC Mpenaparbl Il MEIUIIMHCKOTO
MIPUMEHEHUS.

9. llopsi10K KCIIONIb30BaHUA HMHPOPMAIIMK O B3aUMO3aMEHIEMbIX JIEKApPCTBEHHBIX IpernapaTax Jijis
MEIHUIIMHCKOTO TPUMEHEHUS M TMOPSIOK a4yl pa3zbsCHEHWI IO BOMpOcaM B3aUMO3aMEHSIEMOCTH
JIEKApCTBEHHBIX MpenapaTroB s MEIULHUHCKOTO NPUMEHEHUs ycTaHaBiauBawoTcs [IpaBuTenscTBOM
Poccuiickoit ®eneparum.

Koncynprantlntoc: npumeyanue.

Cpok perucTpalnyy JEKapCTBEHHOIO Ipernapara JUuisi BETEPUHAPHOTO NMPUMEHEHMsI, UCTEKAIOIUN C
14.03.2022 mo 31.12.2022, a Ttaxxke B 2023 roay, mpojmieH Ha 12 mecsaueB (IlocranoBienue
[TpaButensctBa PO ot 12.03.2022 N 353).

Cratbs 28. PerncrpaumoHHoe yaoocTtoBepeHme fieKapcTBeHHOro npenapara

1. PeructpanimoHHOE yIOCTOBEPEHME JIEKAPCTBEHHOIO IpenapaTa C YKa3aHUEM JIEKAPCTBEHHBIX
¢bopM M J03UPOBOK BbLIAETCS OECCPOYHO, 33 HUCKIIOUEHHEM PErMCTPALMOHHOIO YyJIOCTOBEPEHMS
JIEKAPCTBEHHOI'0  IIperapaTra, BbIIaBAEMOIO CO CPOKOM JEWCTBUS IIATh JIET, Ha BIIEPBbIC
peructpupyemsele B Poccuiickont denepannu J€KapCTBEHHBIE IIPENapaThl.

2. Tlo ucreueHMH yKa3aHHOTO B 4YacTU | HaCTOSIIEH CTaThU CpOKa BBIAACTCS OECCPOUHOE
PEruCTPallMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOI'O TIperapara IMpU YCIOBUU TOATBEPKICHUS €To
rOCyIapCTBEHHOM PEruCTpaIvu.
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3. B ciyuae BHeceHust B cooTBeTcTBUM cO cTtarbsimu 30 u 31 HacTosiero denepanbHOro 3akoHa
W3MEHEHUN B COJAEpIKAIIUECs B PErMCTPALlMOHHOM JIOChE€ Ha 3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar JOKYMEHTBI, 3aTParuBalOIINX CBEJCHUS, OTPAXKEHHBIC B PETUCTPALMOHHOM YJIOCTOBEPEHUHU
JIEKapCTBEHHOT'O TIperapaTa, YIOJIHOMOYCHHBIN (eiepabHBI OPTaH UCIIOJIHUTEIBHON BIACTH BBIAACT
HOBOE€ PETUCTPALIMOHHOE YJOCTOBEPEHHE JICKAPCTBEHHOTO Ipernapara, CoaepKailiee BHECEHHbIE B HETO
W3MEHEHUS.

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

4. B ciydae yTpaTbl WIM HOBPEXACHHUS PETHUCTPALMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO
mpernapara 1O 3asBJICHHUI0O B IMUCHBMEHHOW (opme aep)karens WIM BaJeiblia PErHCTPAlMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOI'O Mpenapara Uil yIOJIHOMOYEHHOTO UMHU JIPYroro IpUINYECKOTro JINIa
0 BblJauYe  ayOnMKaTta — perucTPallMOHHOTO  YJOCTOBEPEHMs  JIEKAPCTBEHHOIO  Ipenapara
YIOJIHOMOYEHHBIN (esiepaabHblil OpraH UCIOJIHUTENbHON BJIACTH B CPOK, HE NMPEBBIIAIOLINN AeCATH
pabouux JHEW co JHs MOCTYIUICHHs 3asiBJICHHs, BbIIAET TyOIMKAT PErMCTPALIMOHHOTO YAO0CTOBEPEHUS
JIEKapCTBEHHOTO  Tpemaparta. 3a  BblJady  AyOJUKaTa  PEruCTPAllMOHHOIO  YAOCTOBEPEHUS
JIEKapCTBEHHOI'O  IIpernapaTa  B3UMAeTCsl TIOCyAApCTBEHHAas  [OUUIMHA B COOTBETCTBUM  C
3akoHoAarenbcTBOM Poccuiickoit @enepanuu o Hajlorax u coopax.

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

KoncynprantlIntoc: npumedanue.

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

Cratba 29. loatBepxAaeHWe rocyAapCTBEHHOW perucrpauvm riekapcTBeHHOro
npenapara
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. [ToaTBepkIeHHE TOCYIAPCTBEHHOM PErUCTpaIK JIEKAPCTBEHHOTO MperapaTa OCyIIECTBISETCS
IIpU BbIJa4€ OECCPOUHOTO PErHMCTPALMOHHOIO YJIOCTOBEPEHMSI JIEKAPCTBEHHOI'O IpernapaTa B cilydae,
YKa3aHHOM B 4YacTu 2 ctaTbu 28 Hactosmiero denepaqbHOr0 3aKOHA, B CPOK, HE MPEBBIMIAIOIINNA
HIECTUIECATH padouuX JHEW CO JHS MOJIYYEHHS] COOTBETCTBYIOIIMM YHOJHOMOYEHHBIM (efepaabHbIM
OpraHOM HCIOJHUTEIBHOM BIACTU 3adBJICHHUS O MOJATBEPKACHUM TOCYJIAPCTBEHHOM pErucTpaun
JIeKapCTBEHHOro mpenapara. He ocyiiecTBisieTcs MOATBEPKIACHUE TOCYJAPCTBEHHON pErucTpauuud B
OTHOIIIEHUH JIEKapCTBEHHOTO Tpernapara, He HaXOoAUBIIETocsl B oOpaiienun B Poccuiickoit @enepanuu B
TeYeHHe Tpex U Oojiee JIeT, a TakkKe B OTHOUICHHM JIEKapCTBEHHOI'O CPECTBA, MPOU3BEIEHHOTO C
HapyIIeHHeM TpeOOBaHUs, YCTAHOBIEHHOTO YacThio 3.7 crathu 71 HacTosmiero deaepaqbHOro 3aK0Ha.

2. 3asiBNIeHHE O MOATBEPIKACHUH TOCYIapCTBEHHON PETHCTpPAIK JISKApCTBEHHOTO Mpenapara Jyis
MEJIULUHCKOTO MPUMEHEHUS IMPEJICTABIsAETCS B COOTBETCTBYIOIIMN YIOJIHOMOYEHHBIH (enepanbHbIit
opran HWCIOTHUTEILHOM BJIACTH HE paHee 4CM 3a CTO BOCCMBACCAT I[Hefl A0 UCTCUCHUA CPOKa I[CﬁCTBHH
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO MIperapara JUisi MeAMIIMHCKOTO TPUMEHEHHUS.

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

2.1. 3asgBieHHe O MOJATBEPKICHUM TOCYJAAPCTBEHHOW PETHCTPAIMU JICKAPCTBEHHOTO Mpenapara
JUIS ~ BETEPUHAPHOTO TPUMEHEHUS TMPEJCTaBIsieTcs B  COOTBETCTBYIOLIUI  YIOJHOMOYEHHBIN
(denepanbHBIA OpraH MCIIOJMHUTEIHLHON BIACTH HE paHEE YeM 3a CTO BOCEMbBJECAT AHEH 10 MCTeUCHUS
CpoKa JIEMCTBUSL PETHCTPALMOHHOTO YJIOCTOBEPEHHS JICKAPCTBEHHOTO Mpemnapara Jijisi BETEPUHAPHOTO
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NPUMEHEHHS U He M03/IHee OKOHYAHHS CPOKa €ro JeHCTBHSL.
(uactp 2.1 BBennena @exnepanbHbiM 3ak0HOM OT 02.08.2019 N 297-03)

3. IloaTBepkACHHE TOCYAAPCTBEHHON PErMCTPALMU JIEKAPCTBEHHOIO IIpenapaTa OCyILECTBIIIETCS
o pe3yjibTaTaM JSKCICPTHU3bl OTHOLICHUSA O)I(I/II[aeMOfI IMOJIB3BI K BO3MOXHOMY PUCKY MNPHUMCHCHUA
JIEKapCTBEHHOTI'O IperapaTa Ha OCHOBAaHUU PE3yJIbTaTOB MOHUTOPUHTA 3(h(PEeKTUBHOCTH U OE30MMaCHOCTH
JICKapCTBEHHOI'O Ipernapara, MPOBOAMMOIO JepXaTejleM WIM BIAJENbLUEM PErucTpaliOHHOIO
yIIOCTOBEpEHHsI JIEKapCTBEHHOI'O Ipenapara JUO0O0 YNOJIHOMOYEHHBIM MMM IOPHIMYECKHUM JIMILOM, a
TaK)K€ COOTBETCTBYIOIIMM YIHOJIHOMOYEHHBIM (pe/iepaibHbIM OpPraHOM HCIOJIHUTENBHOM BIIACTH B
COOTBETCTBHUH C TPEOOBaHUIMHU CTaThu 64 HacTosero PenepaibHOTO 3aKOHA.

4. K 3asBneHuto 0 MOATBEPKIECHUU TOCYAAPCTBEHHONW PETUCTpAIlMU JIEKAPCTBEHHOTO Tpemnapara
JUIS. METUIIMHCKOTO TPUMEHEHUS TTPUJIararoTCs:

1) AOKyMeHTBI, cojepaliue pe3yJabTaTbl MOHUTOpUHTA 3((EeKTUBHOCTH U 0€30MacCHOCTH
JIEKapCTBEHHOTO TpermapaTa s MEIULUHCKOTO MPHMEHEHHUs, NPOBEICHHOIO JepiKaTelieM WIH
BJIQJICNIBIIEM PETUCTPALMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOrO IMpenapara il MEIUIIMHCKOTO
MPUMEHEHHUS JUOO0 YIOJTHOMOYEHHBIM WM IOPUAMYECKHM JUIIOM, 10 Qopme, yTBEpKICHHON
YIIOJITHOMOYEHHBIM (PeiepaabHbIM OPraHOM UCTIOJTHUTEIHHOM BIIACTH;

2) cBelIeHUs O JaTe MPEIOCTaBICHUS M PETUCTPAIMIOHHOM HOMEpE JHIICH3UHM Ha TPOU3BOJICTBO
JIEKApPCTBEHHBIX CPEJCTB WJIM CBEJCHUS O JaTe IPEJAOCTaBJICHUS W PErUCTPAIlMOHHOM HOMeEpe
3aKJIIQYEHHsT O COOTBETCTBUHM TMPOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TpeOOBaHUSM IPABHI
HaJJIeXxKaled MPOU3BOJACTBEHHON TMPAKTUKU, MPEAOCTABICHHBIX YIOJTHOMOUYEHHBIM (eaepaabHbIM
OpraHOM HCIIOJHUTEJIbHOW BJACTH B OTHOLICHUU IPOU3BOJICTBEHHOW IUIOMIAJKU JIEKAPCTBEHHOTO
npenapara Jijisi MeJUIIMHCKOTO PUMEHEHHUsI, TOCYIapCTBEHHAS PETUCTPALIUS KOTOPOTO MOITBEPKAACTCS
B Clly4ae, €CId TPOM3BOJACTBO JICKAPCTBEHHOTO TIpemapara il MEIUIIMHCKOTO TMPUMEHCHHS
ocymiecTBisiercs B Poccuiickoit denepanuy;

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

3) xomusl MPEeAOCTABICHHON YNOJHOMOYEHHBIM OPTaHOM CTpPaHbl MPOU3BOAMTENS JIMLIEH3UU Ha
MIPOU3BOJICTBO JIEKAPCTBEHHOTO TperapaTa sl MEJUIIMHCKOrO0 MPUMEHEHUS U €€ TIEPEeBOJI Ha PYCCKUI
SI3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM TIOPSAJIKE, a TaKXe KOMHS 3aKIIOUYEHHUS O COOTBETCTBUU
MIPOM3BOUTENS JICKAPCTBEHHBIX CPEJCTB TPEeOOBAHUSAM TIPABWII HaJICKAIICH MTPOU3BOACTBEHHOM
MPaKTUKH, BBIJIAHHOTO YIOJHOMOYECHHBIM (elepaibHbIM OPraHOM HCIIOJIHUTEIBHOH BJIAcTH B
OTHOIICHWU TPOU3BOJICTBEHHOW TUIOMIAAKKA JIEKAPCTBEHHOTO TMpemapara Juisi MEAULHUHCKOTO
MPUMEHEHHUS, TOCYJAapCTBEHHAs PErucTpalus KOTOPOTO MOATBEPKIACTCS, WIM KOMUS PEIICHUS
YIOJTHOMOYEHHOTO (peiepallbHOTO OpraHa HMCIIOJHUTEIHHOW BJIACTH O MPOBEIACHUHM WHCIICKTUPOBAHUS
MIPOU3BOUTEIS JIEKAPCTBEHHBIX CPEJICTB B CIIy4ae, €CJIU MPOU3BOJICTBO JICKAPCTBEHHOTO TIpernapara Jjist
MEIMIIMHCKOTO MTPUMEHEHHUS OCYIIECTBIISIETCS 3a npeaenamu Poccuiickoin denepanuu.

(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)
(uacts 4 B pen. @enepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B oTHOIIEHNH OUONOTHYECKUX JICKAPCTBEHHBIX MPENapaToB Il MEIUIIMHCKOTO TPUMEHEHUS
3asBUTEb JOMOJHUTENBHO TMPEACTABISET PE3yJbTaThl MEPONPHUATHM, MNPEAYCMOTPEHHBIX ILJIAHOM
YIpaBJICHUS PUCKAMHU, YTBEP>KIEHHBIM YIIOJTHOMOYEHHBIM (PeepaIbHbIM OPTaHOM HCIIOJTHUTEIbHON
BJIACTH TIPH OCYIIECTBICHUM TOCYJApCTBEHHOW PETUCTPAIlMU JICKAPCTBEHHOTO TIpemapara Jyist
MEJIUIIMHCKOTO IPUMECHCHHUS.

(uacts 4.1 BBenena @enepanbHbM 3akoHOM OT 04.06.2018 N 140-D3)
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4.2. K 3asBJIeHUIO O TOATBEPKIEHUH I'OCYAapCTBEHHON PErncTpaliy JIEKApCTBEHHOTO Mpenapara
JUIs. BETEPUHAPHOIO NPUMEHEHUS NPUJIArarTcs JOKYMEHTBI, COJEpKallhue pe3ysbTaTbl MOHUTOPUHIA
3G GEKTUBHOCTH M 0E30MacHOCTH JIEKAPCTBEHHOTO Mpernapara Jjisl BETEPHHAPHOTO NPUMEHEHUS,
MIPOBOAMMOIO JepiKaTeleM WU BIAJeNblleM PETUCTPALMOHHOIO YJIOCTOBEPEHMS JIEKAPCTBEHHOI'O
npernapaTa JJii BETEPUHAPHOTO NMPUMEHEHHUs MO0 YHNOJHOMOYEHHBIM UM IOPUAMYECKUM JIUIOM, I10
dopme, YTBEP)KIACHHOW YIIOJHOMOUYEHHBIM (DeepanbHbIM OpPraHOM HCIIOJIHUTENBHON BIIACTH, U
JOKYMEHTBI, yKa3aHHbIE B MyHKTax 1, 2 - 2.2, moanmynkTax "a", "6", "k", "n" nmynkra 4 gactu 3 crateu 17
Hacrosimero  dexepanpHOrOo 3aKOHa. B OTHOIIEHMM WMMYHOOMOJOTMUYECKHX —JIEKapCTBEHHBIX
IIPENnapaToB JUIsl BETEPUHAPHOIO MPUMEHEHUSI HE TPECTABIIAIOTCS CBEJICHUS, YKa3aHHbBIE B ITOAIYHKTE
"k" mynkrta 4 yactu 3 ctarbu 17 Hacrosimero denepanpHoro 3akoHa. B oTHOIIEHHH JIEKAPCTBEHHBIX
MpernapaToB IS BETEPUHAPHOTO MIPUMEHEHUS, MOJTyYE€HHBIX c MIPUMEHEHHUEM
I€HHO-UH)XEHEPHO-MOAU(UIIMPOBAHHBIX ~ OPraHM3MOB WM  COJAEpXKAIIMX  TAaKHME€  OpraHU3Mbl,
JIOTIOJTHUTEIBHO NPEACTABISAIOTCS CBECHMS, yKa3aHHbIEe B IMyHKTe 13 wactu 3 craThu 17 HacTOSIIETO
denepalIbHOTO 3aKOHA.
(uactp 4.2 BBeneHa denepanpHbiM 3ak0oHOM OT 04.06.2018 N 140-D3; B pen. DenepabHOro 3aK0HA OT
02.08.2019 N 297-03)

4.3. 3asgBuTenp BIpaBe IMPEACTABUTh C 3aABJICHHEM O NOATBEPKICHUU TOCYAApCTBEHHOU
perucTpalMi  JICKapCTBEHHOIO — IIpenapara KONMIO  JOKYMEHTa, IOATBEPXKAAIOIIEro  yILIaTy
roCy/JapCTBEHHON IOLUIMHBI 3a IOATBEPXKACHHUE TOCYJApPCTBEHHON pErucTpalyuy JEKapCTBEHHOIO
mpernapara, a Takke BblJaBaeMble (TPel1oCTaBisieMble) YIOJTHOMOUYEHHBIMH (eiepalbHBIMU OpraHaMHu
HCIIOJIHUTENIBHON BJIACTU JOKYMEHTHI (CBEIECHMS), YKa3aHHbIE B IYHKTax 2 U 3 4yacTu 4 Hacrosiuen
cTaTbi. B cilydae MX HeNpeACTaBlIE€HUS YIOJHOMOYEHHBINM (QenepalibHblil OpraH HCIOJHUTEIbHON
BJIACTH  3alpallMBaeT YyKa3aHHbIE JOKYMEHTHl (CBEICHHs]) B TMOpPSJAKE MEXKBEIOMCTBEHHOIO
MH(GOPMALMOHHOTO B3aUMOAEHCTBHSL.

(uacts 4.3 B pen. @exnepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

5. B Tedenume pecaTu pabouyumx JHEH cO JAHS TPUHATHS 3asABICHUS O TMOJTBEPKICHUU
roCyJJapCTBEHHOM perucTpanuu JEeKapCTBEHHOIO MpernapaTa U JIOKYMEHTOB, COACPIKAIIUX Pe3yJIbTaThl
MOHUTOpUHTA Y (HEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO MperapaTa, IPOBOAUMOTO JepiKaTeIeM
WIKM  BIQAENBLEM  PErucCTPalMOHHOTO  YAOCTOBEpEHHUs  JIEKApCTBEHHOro  Ipermapata  JUOO
YIOJHOMOYEHHBIM  HMMH  IOPUIMYECKUM  JIMIOM,  YIOJHOMOYEHHBIH  (enepanbHbli  Oprax
WCTIOJTHUTENBHON BIIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI CBEJICHUN, COJEPKAIIMXCA B MPEACTABICHHBIX 3asBUTEIIEM
JIOKYMEHTAaX;

2) nNpUHMMAET PELIEHHE O MPOBEIACHUM WM 00 OTKa3e B MPOBEIECHUU IKCHEPTU3bl OTHOILEHUS
OKUJaeMOM MOJIb3bl K BO3MOXHOMY PHUCKY NPUMEHEHHs JIEKapCTBEHHOTO Mpernapara Ha OCHOBAaHUU
pe3yNbTaTOB  MOHUTOpPUHTa 3(PQGEKTUBHOCTM U  0€30MacHOCTH  JIEKAPCTBEHHOTO  Iperapara,
MPOBOJIUMOIO JI€p>KATENIEM WM BJIAAENbLEM PErUCTPALMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara Ju00 YIMOJIHOMOYEHHBIM HMMHU IOPUIMYECKUM JIMIIOM, a Takxke (enepalbHbIM OpraHoM
WCTIOJTHUTENIBHOM BJIACTH B COOTBETCTBUHM C TpeOOBaHMSMH cTaThu 64 Hactosimero denepaibHOTO
3aKOHa;

3) yBemoMisieT B JJICKTPOHHOW (opMe WIM TUCBMEHHOW (opMe 3asBUTENSI W OSKCIEPTHOE
YUpPEXKJEHUE O MPUHATOM pelIeHHH JU00 B cllydyae NPUHATHS pElIeHUs 00 OTKa3e B IMPOBEJACHUU
AKCIEPTU3BI YKA3HIBAET MPUUYHUHBI TAKOTO OTKA3a.

www.consultant.ru CrpaHvua 64 ns 144
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=122056&amp;date=01.08.2023&amp;dst=100009&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=299421&amp;date=01.08.2023&amp;dst=100038&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=01.08.2023&amp;dst=100057&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=394111&amp;date=01.08.2023&amp;dst=100198&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 28.04.2023) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

6. B ciydae BbISIBIEHMS HEJOCTOBEPHOCTHM M (WJIM) HEJOCTAaTOYHOCTH HH(OpMalLuH,
coJiepKalleiics B MpeJCTaBICHHBIX 3asBUTENEM JIOKYMEHTaX, YIOJHOMOYEHHBIN (eaepanbHbIii OopraH
WCTIOJTHUTENILHOW BIIACTH HAIPABISET 3asBUTENIO 3ampoc 00 YTOYHEHHWH yKa3aHHON HHQOpMaLuu.
3anpoc yHoJIHOMOYEHHOTO (efepalbHOTO OpraHa HCIIOJHUTENFHOW BIIACTH MOXET OBITh TepenaH
YIIOJIJHOMOYEHHOMY INPEICTABUTEIIO 3asgBUTEISI JIMYHO I0J PACIHUCKY, HAIIPABJIEH IO MOYTE 3aKa3HBIM
IIUCbMOM WJIM HEPEAaH B JIEKTPOHHOU (opMe MO TeeKOMMYHHKAIlMOHHBIM KaHalaM CBsi3u. B ciryuae
HampaBJIeHUsl 3alpoca YHMOJHOMOYEHHOTo (eepabHOrO OpraHa HCIOJHUTENBHOW BIACTU MO IOYTE
3aKa3HbIM IIHCBMOM OH CUMTAETCS MOJYYEHHBIM II0 MCTEUYEHUM ILECTH JHEH C JaThl HAIpaBIICHUS
3aKa3HOro0 IKUChMa.

7. 3asBUTENb 00s3aH MPEICTABUTH OTBET HA 3alpoC YHMOIHOMOYEHHOTO (elepabHOTO OpraHa
WCIIOJIHUTENILHOM BJIACTH B CPOK, HE MPEBBILIAIONINN JAEBIHOCTA pabOYMX JHEW CO JHS €ro MOJYYEeHHUS.
Cpok, yKazaHHBIN B 4aCTU 5 HACTOSILEH CTaTbU, IPUOCTAHABIMBAETCS CO JHS HAIpPaBJICHUS 3asBUTEIIIO
3arpoca yMoJIHOMOYEHHOIro (peepanbHOr0 OpraHa MCIOJHUTENIBHOW BJIACTH 0 AHS IMOJYYEHUS UM
COOTBETCTBYIOILIETO OTBETa W HE YUYUTBHIBAETCA IPU HCYHUCIEHUU CpPOKA IOJATBEPKIACHUS
roCyJapCTBEHHOH PErUCTpaliy JIEKapCTBEHHOIO IIperapara.

8. OcHoBaHMEM MJi1 OTKa3a B NPOBEJCHHM SKCIEPTH3bl OTHOLIEHMS OXHIaeMOM MONb3bl K
BO3MOXHOMY PHCKY MPHMEHEHHUS JIEKapCTBEHHOTO Ipernapara sBJISIETCS MPEJCTaBICHUE JTOKyMEHTOB,
COJIEpKALIMX Pe3yJIbTaThl MOHUTOPUHTA 3(P(PEKTUBHOCTH U OE30IIACHOCTH JIEKAPCTBEHHOTr'O Ipernapara,
u (WIM) B OTHOLICHMHM OWOJIOTMUECKUX JIEKAPCTBEHHBIX IPENapaToB pe3yJbTaTOB OCYIIECTBICHUS
MEpPOIPUATHA B COOTBETCTBUM C IUIAHOM YINPABICHHUS PUCKAMH, YTBEPKICHHBIM YIIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIIOJIHUTEIBHOM BIACTH MPU OCYLIECTBICHUU TOCYIaPCTBEHHON PETUCTPAIIH
JIEKapCTBEHHOTO TpernapaTa, B HEMOJIHOM 00beMe, OTCYTCTBHE MH(POPMAINH, TOATBEPKIArOImEeH (akT
yIUIaTbl  TOCYJIAapCTBEHHOM  MONIIMHBI 32  MOJATBEPXKJIEHUE TOCYJapCTBEHHOW  perucrpaiuu
JIEKapCTBEHHOI'0 IpenapaTa, Ju00 HENpeJCTaBICHHUE 3asBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha
yKa3aHHbII B 4YacTu 6 HacTosILEH CTaTbu 3alpoc YNOJHOMOYEHHOIro (enepanbHOro opraHa
UCTIOJTHUTENIBHOM BJIACTH, a TakXe OTCYTCTBUE B YKa3aHHBIX JIOKYMEHTax MH(pOpMaIu, KOTopas
J0JDKHA OBITh B HUX OTPaKEHA.

9. DkcnepTr3a OTHOIIEHUS OXHMJIA€MOM TMOJb3bl K BO3MOXHOMY pPHCKY NPUMEHEHUS
JIEKAPCTBEHHOTO IperapaTa B LENsIX MOATBEPKICHHs IOCYIapCTBEHHON PETUCTPalUy JIEKaPCTBEHHOTO
Ipenapara IpoBOAUTCA KOMHUCCHEHW DKCIEPTOB KCIIEPTHOTO YUPEKICHHS B CPOK, HE IPEBBIIIAOIINN
COpOKa pabo4Mx JIHEH.

10. B ciy4yae HEZOCTATOYHOCTH INPEACTABIEHHBIX JKCIEPTY MATEPHUANIOB JUIS JauM 3aKIIOUCHUS
JKCIEpPT O0pam@ercss K pPYKOBOAUTEIIO JKCIEPTHOIO YYPESKACHUS O IPEAOCTaBICHUH €My
HEOOXOJMMBIX  MaTepHajoB.  PyKOBOAWTENb  HAKCHEPTHOTO  YUPEXKACHUS  oOpamiaercss ¢
COOTBETCTBYIOIIIMM 3allpOCOM B YIOJHOMOYEHHBIN (QenepalibHblil OpraH MCIOJHUTEIBHONW BIACTH,
BBIIABIINHI 33JaHUE HA IIPOBEICHUE DKCIEPTU3bI OTHOIICHUS 0’KHIA€MOMU ITOJIb3bI K BO3MOKHOMY PHCKY
IIPUMEHEHHs JIEKAPCTBEHHOIO IIpenapara Ha OCHOBAaHUM JOKYMEHTA, COJIEP/Kallero pe3yJbTaThl
MOHHUTOPHHTA 3((HEKTUBHOCTH U OE30IaCHOCTHU JIEKapCTBEHHOIO MpenapaTa. B TedeHue nartu padbounx
JHEW CO JHS MOCTYIUICHUS 3aIpoca PYKOBOIUTENS SKCIIEPTHOTO YUPEKICHHUS YKa3aHHBIN (enepaabHbIi
OpraH MHCIIOJIHUTEIbHON BJIACTH HAINpPaBJSIET 3asABUTENIO 3allpoC O TMPEJCTABIEHUU HEOOXOIUMBIX
MaTepUajIoB, KOTOPbII MOXKET ObITh MepejaH YIIOJIHOMOUYEHHOMY IPEICTaBUTEIIO 3asIBUTEIS IUYHO MO
pacnucKy, HampaBleH [0 [04YTe 3aKa3HbIM I[HCBMOM WM [EpelaH B JJIEKTPOHHOM (opMe 1o
TEJIEKOMMYHUKAllMOHHBIM KaHajlaM CBs3u. B ciydyae HampaBiieHHs 3ampoca yIOJHOMOYEHHOI'O
(denepaTbHOrO OpraHa HCHOJHUTEIBHOW BJIACTH IO TMOYTE 3aKa3HBIM IHUCHbMOM OH CYHMTAeTCS
IIOJIyYEHHBIM 10 UCTEYEHUU LIECTHU JHEH C JaThl HAIIPABICHUS 3aKa3HOIO MUCbMa.
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11. 3asBuTenp 00s3aH MPEACTaBUTH OTBET Ha 3alpoC YHMOJHOMOYEHHOTO (elepallbHOTO OpraHa
WCTIOJTHUTENILHOM BJIACTH B CPOK, HE MPEBBIMAIONIUN IECTUACCATH pabOunX JHEW cO JTHS MONydeHUs
YKa3aHHOTO 3ampoca. YTOJTHOMOYCHHBIN (enepalbHblii OpraH WCIOJHUTEIBHON BIIACTH, BBIIABIINAN
3aJJaHM€ Ha MPOBEAECHUE OKCIEPTU3bl OTHOILICHHS OXHUAAEMOM TOJb3bl K BO3MOXKHOMY PHUCKY
MPUMEHEHHUs JIEKapCTBEHHOrO MpernapaTta Ha OCHOBaHWU JOKYMEHTA, COIEPKAIIero pe3ybTaThl
MOHHUTOPHUHTA 3PGEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO Mpemnapara, B TEUEHUE MATH pabodmnx
JTHEH co JTHS MOCTYIUIEHHS OT 3asiBUTENs OTBETa Ha 3allpoc YHOJHOMOYEHHOTO (henepanbHOro oprana
HCIOJIHUTEIIBHOM BJACTU HAIPABJSIET 3TOT OTBET B JKCHEPTHOE YyupexiacHue. B ciywae
HEMpPEJICTABICHUS 0 HWCTCYCHUW IIECTHACCATH padouyux MHEH 3asBUTENIEM OTBETa HA YKa3aHHBIN
3armpoc yMOJTHOMOYCHHBIN (enepaibHblii OpraH HCIOJTHUTEIBLHOW BIACTH, BBIIABINMN 3aqaHUE Ha
MPOBEJICHUE JKCIEPTU3bl OTHOIICHUS OXUIAEMOW TMOJb3bl K BO3MOXXHOMY PHUCKY HNPUMEHECHUS
JIEKApCTBEHHOr'0 IIpernapaTa Ha OCHOBAaHUM JOKYMEHTA, COJEPKAIEero pe3yjabTaThl MOHUTOPHHIA
3¢ (deKTUBHOCTH W 0€30MacHOCTH JIEKapCTBEHHOTO IIpermapaTa, B TEYEHHE ISTH pabouyux aHen
HANpAaBJISET B JKCIIEPTHOE YUPEKJICHHUE YBEIOMIICHUE O HENMPEACTABICHUMU 3asBUTEIEM OTBETAa Ha
3alpoc YKa3aHHOro opraHa. Bpems co AHS HampaBiIeHHs 3amnpoca SKCIEPTHOIO YYPEKICHUS B
YIIOJITHOMOYEHHBIN (eepaIbHbIi OpTaH HUCIHOJIHUTEIBHON BJIACTU O JHSA TOJYYCHHS SKCIEPTHBIM
YUpEKIECHUEM OTBETa Ha 3alpoC WM YBEIOMIICHMS O HENPEJICTAaBICHWH OTBETAa Ha 3alpoc He
YUHUTBIBAECTCS NPU HMCUUCICHUU CPOKA IMPOBEACHHS HKCIEPTU3bl OTHOLICHUS OXUIAAEMOM MOJIb3bl K
BO3MOKHOMY PHUCKY IPUMEHEHUS JIEKAPCTBEHHOIO MpPEenapaTa Ha OCHOBAHUHU JIOKYMEHTA, COIEPKAIIETro
pe3yNbTaThl MOHUTOPUHTA YPGEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO MIperapaTa.

12. B cpok, HEe MpeBBIIAIONIUN AECITH pabOYuX JHEH CO AHS MOJYUYEHHUS 3aKITIOYCHUS KOMUCCUU
SKCIEPTOB MO pe3yjbTaTaM »SKCHEPTU3bl OTHOIICHHUS OXHIAEMOM TOJB3bl K BO3MOXXKHOMY PHUCKY
MIPUMEHEHHUS JIEKapCTBEHHOTO Tpernapara, COOTBETCTBYIOIIMM YIOJHOMOYCHHBINA (heepaibHbId OopraH
WCIIOJIHUTENIBHOM BIIACTH:

1) OCYHICCTBJIACT OLCHKY J3TOr'0 3aKIIOYCHHUA IJII ONPCACICHUA €TI0 COOTBCTCTBUSA 3aTAHUIO Ha
MIPOBCACHUC YKaBaHHOﬁ OKCIICPTHU3BI;

2) IpUHMMAET PELIEHUE O MOATBEPKICHUH TOCYJApCTBEHHOM pErucTpaluy JEKapCTBEHHOI'O
mpernapata Wik 00 OTKa3e B MOJATBEPXKIEHUH T'OCYAApCTBEHHOW pErucTpaul JEKapCTBEHHOI'O
npernapara;

3) BHOCUT NpU HPUHATUM PEUICHUS O TMOATBEPKIACHUM TOCYJapCTBEHHONW perucTpanuu
JIEKapCTBEHHOTO TMpernapara CBEJEHHS B TOCYIapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEJCTB M BHIAAET
3asIBUTEI0 OECCPOUHOE PETHCTPAIIIOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTO Mpernapara.

13. OcHoBaHMEM Jisi OTKa3a B MOJATBEPKICHUH TOCYJIApCTBEHHOW PETUCTPAIMH JICKAPCTBEHHOTO
mperapaTta SBJISICTCS 3aKIIOYEHHE COOTBETCTBYIONIETO YIOJHOMOYCHHOTO (eepaibHOrO OpraHa
WCTIOJTHUTEIIGHON BJIACTH O TOM, YTO PHUCK NMPUYMHCHHUS Bpeja 3J0POBBIO YEJIOBEKA WIIM KUBOTHOTO
BCJICJICTBHE ITPHEMa JICKAPCTBEHHOT'O Tpernapara mpepsimaet 3h(OEeKTHBHOCT €ro IPUMEHEHUS.

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

14. B mnepuon mpoBeACHUS MPOUEAYpPbl MOATBEPKACHUS TOCYJIAPCTBEHHOW perucTpanuu
JIEKapCTBEHHOTO TMpernapaTa ero odparmienue B Poccuiickoit @enepannu He MPUOCTAHABIMBACTCS.

15. Jlomyckaercs oOpaleHue JIeKapCTBEHHBIX TPEMapaToB J0 HCTEUYCHHsS] CpPOKa TOIHOCTH,
IMPOU3BCACHHBIX B TCYCHHUE CTa BOCBMHIACCATH KaJICHIAAPHBIX )IHeﬁ IMoCJIC€ [OaTbl TIPHUHATHUA
YIOJHOMOYEHHBIM (efiepalibHbIM OpPraHOM HCIIOJIHUTENBHON BIACTH PEUICHHS O IOATBEPKIACHUU
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TOCYJapCTBEHHOW PEruCcTpalui, B COOTBETCTBHM C HWH(poOpMammeil, copepkamieiics B IOKyMEHTax
PETUCTPAIIMOHHOTO JI0ChE Ha JIEKaPCTBEHHBIHN Mpenapar 70 AaThl IPUHATHS TAaKOTO PEILICHHS.
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

Cratba 30. BHeceHMe Wu3MeHeHMM B [AOKYMEHTbl, coAepxawmuecs B
permncTpauMoHHOM [0Cbe Ha 3aperucTpupoBaHHbLIM JleKapCTBEHHbLIM npenapaTt Aans
MeAULMUHCKOro npuMeHeHus

1. B nensx BHECEHUs U3MEHEHUH B JOKYMEHTBI, COJAEpIKAIlMeCs B PErMCTPALMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIN IpenapaT Ui MEIULIUHCKOTO MPUMEHEHHUs, Jep)KaTellb WIn
BJIaJIeNIel] PETUCTPALIMOHHOTO YJOCTOBEPEHMs JICKApCTBEHHOI'O Ipenapara WM YINOJHOMOYEHHOE UM
Apyroe MOpUAMYECKOe JIMLO (Jajee B HAcTOsIIEH craThe - 3asBUTENb) IPEICTABISAET B
YIOJIHOMOYEHHBIH (peiepaabHblil OpraH HUCIOJHUTENBHOW BIIACTH 3asBJI€HHE O BHECEHHU TaKHUX
U3MEHeHUH 1o (opMe, YCTAaHOBJIEHHOW YIMOJIHOMOYEHHBIM (heliepalbHbIM OPraHOM HMCIIOJHUTEIBHON
BJIACTH, W IIpWJaraéMple K HEMY W3MEHEHHMS B YKa3aHHblE JOKYMEHTBHI, a TakKkXe JOKYMEHTHI,
MOITBEP K IA0IIUE HEOOXOAUMOCTh BHECEHUS TAKUX U3MEHEHUIA.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 04.06.2018 N_140-D3)

1.1. I[Ipx HEOOXOAUMOCTH BHECEHUS B IOKYMEHTHI, COJIEPIKALIIUECS B PETUCTPALIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIA Mpenapar i MEIUIIMHCKOTO TPHUMEHEHUs, W3MEHEHUH,
YKa3aHHBIX B MyHKTE 3 Y4acTW 2 HACTOAMICH CTaTbU U TPEOYIOUINX MPOBEICHHUS SKCIEPTH3bI KaueCcTBa
JICKApCTBCHHBIX CPCACTB, 3asABUTCIIb JOIIOJHUTCIIBHO IMPEACTABIISACT B YHOJIHOMO‘-IGHHBII;'I (bez[epanLHHﬁ
opran HUCITIOJTHUTENRHON BJIACTH CBCACHUA O HOaTre HNpCAOCTaBJICHUA H PETUCTPALIMOHHOM HOMEPEC
JIUIOCH3WHU Ha IPOU3BOJACTBO JICKAPCTBCHHBIX CPEACTB WM CBCACHHUA O JaTc¢ MNPCAOCTABJICHUA U
PETUCTPALIMOHHOM HOMEpEe 3aKJIIOYEHUS O COOTBETCTBUHM IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB
TpeOOBaHUSAM MPaBUI HAJJISKAIIEH MPOU3BOJCTBEHHOW MPAKTUKU, BBIIAHHBIX (MPEIOCTaBICHHBIX)
YIOJTHOMOYEHHBIM (eiepaTbHbIM OPraHOM HCIIOJIHUTEIHHONW BIACTH B OTHOIICHHMHM HW3MEHEHHOW W
(WIM) JOIMOJIHEHHOM NPOM3BOJCTBEHHON IUIOWIAJKM JIEKAPCTBEHHOI'O Ipenapara, B Clydae, €Ciu
MIPOM3BOICTBO JIEKAPCTBEHHOTO TIpenapara ocyiiectisieTcs: B Poccuiickoit denepanuu, 1u00 CBEICHUS
0 JaT€ IpeAoCTaBJICHUA W PETUCTPAalMOHHOM HOMEPE BBI)IaHHOﬁ YIOOJIHOMOUYCHHBIM OpPraHoM CTpPaHBbL
MIPOM3BOUTENISA JIMIEH3UU Ha MPOU3BOJCTBO JICKAPCTBEHHOTO IperapaTra M ee NepeBOj Ha PYCCKUM
SI3bIK, 3aBEPEHHbIE B YCTAaHOBIIEHHOM IMOPSJIKE, a TaKXKe CBEIEHUS O JaTe MPEIOCTaBICHHUS H
PErUCTPAIMOHHOM HOMEpPE 3aKJIIOUEHHUS O COOTBETCTBUM MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB
TpCGOBaHI/IﬂM ImpaBHJI HB,IIHG)K&H.IG?I HpOHSBOI[CTBCHHOI;'I IMMPAKTUKH, BBIAAHHOI'O YIIOJIHOMOYCHHBIM
(denepaabHBIM OPraHOM HCITOJIHUTEIBHON BJIACTH B OTHOIICHWW W3MEHEHHOW WM (WJIM) JIOTIOTHCHHOMN
HpOHSBOHCTBeHHOﬁ IIom@aaKy JEKapCTBCHHOI'O Ipfcrapara, UJn CBCACHUA O JAaTC NPCAOCTABIICHUSA U
PETUCTPAllMOHHOM HOMEpE pEeUIeHHs] YIOJIHOMOYEHHOro (¢eepanibHOro opraHa HCHOJIHUTEIbHOM
BIIACTH O TPOBEJCHHHM WHCIEKTUPOBAHMS MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB B Cllydae, €cClid
MIPOU3BOJICTBO JIEKAPCTBEHHOTO Mpemapara OCyIlecTBIsIeTCA 3a npeaenamu Poccuiickoit @eaepannu.
(uactpb 1.1 BBenena denepasibubiM 3akoHoM OT 04.06.2018 N 140-D3; B pen. denepaibHOro 3aK0Ha OT
27.12.2019 N 478-03)

1.2. TIpu HE0OXOAMMOCTH BHECEHUS B JOKYMEHTBI, COJIEPIKAIINECS B PETUCTPAIIMOHHOM JIOChE Ha
3apETUCTPUPOBAHHBINA JIEKAPCTBEHHBIM Ipenapar Juisi MEIWLIMHCKOTO NPUMEHEHHs, W3MEHEHUH,
yYKa3aHHBIX B MyHKTe 4 4acTu 2 HACTOALIEH CTaTbu U TPEOYIOUIMX MPOBEIEHHUS SKCIEPTH3bl KauecTBa
JIEKapCTBEHHBIX CPEJICTB, 3asSBUTENH JOMOJHUTEIBHO MPEACTABISAET B YIOTHOMOYCHHBIN (penepanbHbIii
OpraH HCIIOJTHUTEIIbHOW BJIACTH CBEJCHUS O JlaT€ MPEJOCTABICHUS W PErHUCTPALIMOHHOM HOMEpE
JUIEH3UN Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB WM CBEACHHUS O JaTe MPEJOCTABJICHUS U
PErUCTPAIIMOHHOM HOMEpPE 3aKIIOUEHHS O COOTBETCTBUHM TPOU3BOJUTENS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM MpaBUJ HaJUIeKAlIe MPOU3BOJICTBEHHOM MPAKTUKU, BBIIAHHBIX (MPEIOCTaBICHHBIX)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

YIOJHOMOYEHHBIM (heJiepaTbHbIM OPraHOM HMCIIOJIHUTEIHHON BJIACTH B OTHOIICHHH MPOU3BOJCTBEHHON
IJIOIIAKKU JIEKApCTBEHHOTO Mpernapara, B Cllydae, €Clid MPOU3BOJICTBO JIEKAPCTBEHHOI'O Iperapara
ocymectBisiercs B Poccuiickoir  ®epepauuu, MO0 CBeAeHUs O JaTe MNPENOCTaBICHUS U
PEruCTpallMOHHOM HOMEpE BBIIAHHOW YIOJHOMOYEHHBIM OPTaHOM CTpPaHbl MPOW3BOJUTENS JIMIICH3UU
Ha TIPOM3BOJICTBO JICKAPCTBEHHOI'O TIpemapara W €€ IepeBOJ] Ha PYCCKUH S3bIK, 3aBEPCHHBIC B
YCTAaHOBJICHHOM MOPSAJIKE, & TAKXKE CBEJCHMS O JaTe MPEJOCTaBICHUS M PErHMCTPAlMOHHOM HOMEpE
3aKJIIOUYEHUST O COOTBETCTBUHM TMPOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHUSM MPABHI
HaJJIexaled MPOU3BOJCTBEHHONW MPAKTUKH, BBIJIAHHOTO YMOJHOMOYEHHBIM (efepaibHbIM OpPraHOM
WCIIOJTHUTEJIbHOW BJIACTH B OTHOILIEHWM MPOU3BOACTBEHHOM IUIOMIAJKU JIEKAPCTBEHHOTO IMperapara,
WU CBEICHMS O JaTe MPEJOCTABJICHHUS W PETUCTPALMIOHHOM HOMEpE pelIeHUs YIOIHOMOYEHHOTO
(dbenepaslbHOTO OpraHa HWCIOJTHUTEIBHOW BIACTH O MPOBEJACHUU HWHCIEKTHPOBAHUS TPOU3BOIUTENS
JIEKAPCTBEHHOT'O0 CPEICTBA B CIIy4ae, €CJIM MPOU3BOICTBO JIEKAPCTBEHHOI'O MpernapaTa OCyLIECTBISAETCS
3a npeaenamu Poccuiickon denepannu.

(uactp 1.2 BBenena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepaibHOro 3aK0Ha OT
27.12.2019 N 478-D3)

1.3. Tlpunstue pemnieHuss 0 BHECEHWH M3MEHEHHMM MM 00 OTKa3e BO BHECEHHH W3MEHEHUU B
JIOKYMEHTBI, COJIEpKalIMecs] B PErUCTPAllMOHHOM JIOCh€ Ha 3apEeTrHCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npemapaTr JUisi METUIMHCKOTO IMPUMEHEHMs, B Cllydae HEOOXOAMMOCTH MPOBEACHUS HKCIEPTU3BI
KauecTBa JICKAPCTBEHHBIX CPEJCTB U (UJIH) SKCIIEPTU3bI OTHOLICHHS 0KHIaeMOM MOJIb3bI K BO3MOKHOMY
PUCKY MPUMEHEHHUs JIEKApCTBEHHOTO Mperaparta Uisi MEAUIIMHCKOTO MPUMEHEHHUs OCYIIECTBIISIETCS B
CPOK, HE MIPEBBIIIAIONINIA IEBIHOCTA padOYNX THEH, a B OCTAIBHBIX CIIyYasiX B CPOK, HE MPEBBIMIAIONIUI
TPUALIATH PAOOUYUX THEH CO JHSI MPUHATHS YIIOJHOMOYEHHBIM (hefiepaTbHBIM OPTaHOM UCTIOTHUTEIHHOM
BJIACTH 3asIBJICHUSI O BHECEHUU TaKUX U3MCHCHHI.

(dactp 1.3 BBegena denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

1.4. YnonHoMO4eHHBIH ¢enepaabHbli OpraH HCHOJIHUTENBHOM BIACTH C yYETOM pe3yJIbTaToB
(apMakoHa 30pa U MPOBEPOK COOTBETCTBHUS JIEKAPCTBEHHBIX CPEJCTB, HAXOJAIIUXCA B TPAXKIaHCKOM
000poTe, YCTaHOBIIEHHBIM TPEOOBaHMAM K MX KAayecTBY B TEUYCHHE JAECATH paboumx IHEW co IHS
MOCTYIUIEHHUST COOTBETCTBYIOLIEH HH(OpPMAlMK pa3MElIaeT Ha CBOEM O(HUIMAIbHOM CalTe B CeTU
"NnTepHer" cBeneHuss 0 HEOOXOTUMOCTH BHECEHHUS B MHCTPYKIMIO 10 MEIULIHWHCKOMY MPUMEHEHHIO
JIEKapCTBEHHOI'O IIpenapara M3MEHEHMH B OTHOUICHWM CBEACHHH O IOKAa3aHMAX [UIsl NIPUMEHEHUS U
NPOTUBOINOKA3aHUAX [UId TPUMEHEHHUs JIEKapCTBEHHOI'O Iperapara, BbIABICHHBIX IOOOYHBIX
JeUCTBUSAX, HeXKENATEeIbHBIX PeaKkUsaX NMpH NPUMEHEHNH JIEKapCTBEHHOTO MpernapaTta U yBeIOMIIsieT 00
3TOM B JJIEKTPOHHOH (opMe WM NMHUCbMEHHOH ¢opme (Ha OyMaKHOM HOCHUTENE) JepKaTems WU
BJIAJIeNIblIa PErMCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Ipernaparta (WM yIOJIHOMOYEHHOE UM
Apyroe IpUINUYECKOE JIUI0), a TAKKE JepaKaTeleld UM BIaJeNbLEB PETUCTPALIMOHHBIX YAOCTOBEPEHUN
JICKapCTBEHHBIX IpenaparoB (WIM YHOJIHOMOYEHHBIX HMH JAPYTUX HOPUAMYECKUX JIUI[), KOTOpbIE
SBJIAIOTCS B3aUMO3aMEHSIEMbIMHU.

(uactb 1.4 BBennena denepanbHbIM 3aKOHOM OT 27.12.2019 N 475-03)

1.5. Jlep:kaTens WM Biajellel] perUCTPAllMOHHOIO yAOCTOBEPEHUS JIEKapCTBEHHOI'O IIpernapara, a
TaKKe JepKaTelny WIM BIIAJEIbLbl PETUCTPALMOHHBIX YJOCTOBEPEHUM JIEKAPCTBEHHBIX IMPENapaToB
(WK YyIOJIHOMOYEHHBIE UMM JpyTHe IOPUAWYECKUE JIUIA), KOTOPbIE SBISIOTCS B3aUMO3aMEHSIEMBIMU,
00s13aHBbI NIPEJICTABUTH B YIIOJIHOMOYEHHBIN (hefiepasibHbl OpraH UCIOJIHUTEIbHON BIACTH 3asiBICHUS O
BHECEHMM M3MEHEHMM B  JOKYMEHTBI, COJICpXallMecs B  PErMCTPalMOHHBIX  JIOCBE  Ha
3apETrUCTPUPOBAHHBIC JICKAPCTBEHHBIC IIpenaparsl Uil MEIULMHCKOTO IPUMEHEHHUS, B OTHOLICHUHU
CBEJICHUH, YKA3aHHBIX B MHCTPYKLUU 110 MEAUIIMHCKOMY IPUMEHEHMIO JICKAPCTBEHHBIX IIPENapaToB, B
TEYEHHE COpOKa padouymx JHEW cO JOHS pa3MENIeHHsS YIOJTHOMOYECHHBIM (penepanibHbIM OpraHoM
WCIIOJIHUTENIHOM BJIacTU MH(POpMAIUH, YKa3aHHOH B yacTu 1.4 HacTtosimel crarbu. JlaHHOe TpeboBaHue
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pen. 0 T " [ata coxpaHeHnus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

HE pAacCHpOCTpaHSAETCs Ha CiIydad BHECEHUS B HMHCTPYKIUIO 110 MEAUIMHCKOMY HPUMEHEHHIO
JICKapCTBEHHOTO TMpernapaTta HW3MEHEHWH B OTHOIICHHWM HOBBIX [OKa3aHWHA JUIs TNPUMEHEHUS
JIEKapCTBEHHOTO IIpenapara Ha OCHOBaHUU PE3yJIbTaTOB COOTBETCTBYIOLIUX UCCIIEIOBAHUIL.

(uactp 1.5 BBenena @enepanbHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

2. DKcrnepTH3a JEKapCTBEHHBIX CPEJCTB B YAaCTH KCIEPTH3bI KAUeCTBA JIEKAPCTBEHHOTO CPEJICTBA
u (WIM) OKCIEepPTH3bl OTHOILEHUS OXHJIAeMOM TOJb3bl K BO3MOXXHOMY PHUCKY IPUMEHEHUs
JEKapCTBEHHOTO TpernapaTta JUisi MEIUIIMHCKOTO TPUMEHEHHsI MPOBOJUTCS B CIydyae BHECEHHS
W3MEHEHUN B JIOKYMEHTBI, COJEpP)KAIMECs B PETUCTPAIMOHHOM JOCh€ Ha 3aperucCTPUpPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar, B OTHOIIECHUU:

1) cBeneHui, ykKa3aHHbIX B HHCTPYKLUHU I10 MEIUIIMHCKOMY IPUMEHEHHIO JIEKapCTBEHHOI'O
mpernapara:

a) JICKapCTBCHHAA (bopMa C YKa3aHUCM HAaMCHOBAaHMM W KOJHMYECTBEHHOIO COCTaBa
ILGP’ICTBYIOIHI/IX BCIICCTB U KAYCCTBCHHOI'O COCTaBa BCIIOMOI'aTCJIbHBIX BCIIICCTB (HpI/I HeO6XO,I[I/IMOCTI/I
KOJIMYCCTBCHHOI'O COCTaBa BCIIOMOT'aTCIbHBIX BCIJ_[CCTB);

0) d¢apmakoguHamuka ©  (apMaKOKWHETHKA (32  UCKIIOYCHHEM  (apMaKOKHHETHKHU
TOMEOTIATHYECKUX JIEKAPCTBEHHBIX MPENApaTOB M PACTUTEIHHBIX JICKAPCTBEHHBIX MPEMapaToB);

B) TIOKa3aHUs JJIs1 IPUMEHEHUS;

I') IPOTUBOIOKA3aHUsA 7Sl IPUMEHEHMUS,

1) MEPBI PEIOCTOPOKHOCTH NP MPUMEHEHUH;

€) yKa3aHHEe BO3MOXXHOCTH W OCOOCHHOCTEH NPUMEHEHHUs JIEKapCTBEHHOI'O IpemnapaTa Jis
MEIULIMHCKOTO TPUMEHEHHS OCpEeMEHHBIMH JKCHIIMHAMHM, SKCHIIMHAMH B TEPHOJ TPYAHOTO
BCKapMJIMBaHUs, 1€TbMH, B3POCIBIMHU, UMEIOIIMMU XPOHUUYECKHE 3a001€BaHuUs;

) PEKUM JT0O3UPOBAHUS, CIIOCOOBI BBEJCHUS U MPUMEHEHHS, IPU HEOOXOAMMOCTH BpeMsi puemMa
JIEKapCTBEHHOI'O IIpenapara, MpOJOJIKUTEIBHOCTD JICYEHHS], B TOM YUCIIE Yy AETEH N0 WU MOCIE OJHOrO

rojaa;

3) BO3MOXHBIC TIO0OYHBIC JICHCTBHS W HEKEIATEIbHBIC PEAKIMA TPU [MPUMCHCHHU
JICKapCTBEHHOTO Ipernapara;

1) CUMIITOMBI IEPEO3UPOBKH, MEPHI TI0 OKA3aHUIO TOMOLIH NP HEPEIO3UPOBKE;
K) B3aUMOJICMCTBHE C APYTUMHU JIEKAPCTBEHHBIMHU ITpernapaTamMy U (WJIN) MHUILEBBIMHU MPOIYKTaMU;
1) (OpMBI BBIITyCKa JICKAPCTBEHHOI'O Mpenapara;

M) ykazaHue (IIpH HEOOXOIUMOCTH) OCOOCHHOCTEW NEHCTBMS JIEKAPCTBEHHOro IpenapaTta Hpu
IIEPBOM IIPUEME UJIHU NIPU €ETO OTMEHE;

H) CBCACHUSA O BOBMOXXHOM BJIMAHUU JICKAPCTBCHHOI'O IIpCIriapaTta Ajid MEAULIUHCKOTO MPUMCHCHUA
Ha CIIOCOOHOCTh YHOpaBJIATh TPAHCIIOPTHBIMHU CPECACTBAMU, MCXaHU3MAMU

0) CPOK TOJHOCTH W YKa3aHHE Ha 3alpeT MPUMEHEHHs JIEKAPCTBEHHOTO Tpernapara 1o NCTCUCHUH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

CpOKa rOJTHOCTH;
1) YCIIOBUS XpaHEHUS;
P) YCIIOBUS OTITYCKa;
2) cocTaBa JIEKapCTBEHHOTO Mpernapara JIjisi MeIUIIMHCKOTO MPUMEHECHHS;
3) U3MeHEeHUsT MeCTa MTPOU3BO/ICTBA JICKAPCTBEHHOTO Mpernapata Jijisi MEIUIINHCKOTO IPUMEHEHUS;

4) W3MEHEHHSI ToKaszaTeliell KadecTBa JEKApCTBEHHOI'O IIpfriapara 1 MCEIAUIUHCKOIO
NPpUMCHCHUA U (I/IJ'II/I) MCTOAOB KOHTPOJII KaueCTBA JICKAPCTBCHHOI'O IIpCliapaTa i MCAUIUHCKOI'O
MIPUMCHCHUS

5) HU3MCHCHUA CPOKA I'OJHOCTH JICKAPCTBCHHOTO IIperiapara JJis1 MCAUIIUHCKOI'0 IPUMCHCHUS

6) CBeJICHUH O HEOOXOIMMOCTH BHECCHHSI WHBIX M3MEHEHHH B WHCTPYKIHUIO MO MEAUIIMHCKOMY
NPUMEHEHUIO JIEKapCTBEHHOrO TMpenapara, a TakKe B MHBIE JOKYMEHTBI, COJAEpKallhecs B
PErUCTPAallMOHHOM J0ChE€ Ha 3aperMCTPUPOBAHHBINA JIEKAPCTBEHHBIN mnpenapar. IIpu 3ToM pemienue o
MPOBEJICHUN DSKCIEPTU3bl KA4yeCcTBAa JIEKAPCTBEHHBIX CPEACTB U (WJIM) DKCHEPTU3bl OTHOILIEHUS
OKMJIa€MOM TIOJIb3bl K BO3MOKHOMY pHUCKY TMPUMEHEHHs JIEKapCTBEHHOIO Ipenapara Jyis
MEJIMIMHCKOTO TPUMEHEHUs TMPUHUMAETCS B COOTBETCTBUU C YTBEPXKIACHHOM YIOIHOMOYEHHBIM
denepaabHBIM OPraHOM HWCHOJHUTEIBHOM BJIACTH KIaccH(UKAIMEH W3MEHEHHH, BHOCUMBIX B
JIOKYMEHTBI, COJIEpXkKalIMecs] B PErUCTPAllMOHHOM JIOCh€ Ha 3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar.

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

3. 3asBuTenp BIpaBe NPEACTaBUTh MO COOCTBEHHON HWHMIIMATHBE BMECTE C 3asfBICHHEM O
BHECEHMM M3MEHEHMM B  JOKYMEHTBl, COJEp’KaliMecs B  PETUCTPALlMOHHOM  JIOChE  Ha
3aperucTpUpPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT Uil MEAULUHCKOIO IPUMEHEHUSI, KOTIUU JIOKyMEHTOB,
MOATBEPKIAIOIIUX YIUIaTy FOCYAapCTBEHHOW MONUIMHBEI 32 BHECEHUE B JIOKYMEHTHI, COJIEpIKalliecs B
PETHCTPALIMOHHOM JIOChE Ha 3apeTHCTPUPOBAHHBINA JICKAPCTBEHHBIM Ipenapar I MEIULMHCKOIO
NPUMEHEHMS, W3MEHEHHH, TpeOYIOLIMX MpPOBEAEHUS HKCHEPTH3bl JIEKApCTBEHHBIX CPEICTB B YaCTH
HKCHEPTH3bl KaUeCTBA JICKAPCTBEHHOTO CPEJCTBA U (WJIM) SKCHEPTU3bl OTHOLICHUS OXKHIAEMOH IOJIb3bI
K BO3MOXXHOMY pPHUCKY NPHUMEHEHHUS JIEKapCTBEHHOI'O Ipenapara sl MEIUIMHCKOr0 NPUMEHEHUS,
roCy/1apCTBEHHOW MOUUIMHBI 33 BHECEHHE B JOKYMEHTBI, COACpIKAILUECs B PETUCTPALIMOHHOM J10ChE Ha
3aperucTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpenapar s MEIULUHCKOro MPUMEHEHHs, U3MEHEHUH, He
TpPeOYIOLIMX IpPOBEACHUS OSKCHEPTU3bl JIEKAPCTBEHHOI'O  CPEJICTBA, a TaKKe BbIJaBacMble
(mpenocTaBisieMble)  YHOJHOMOYEHHBIMHM  (peiepajbHBIMH  OpraHaMH  UCIOJHUTENBHOW  BJIACTH
JNOKYMEHTHl (CBeleHMs), yKazaHHble B dacTax 1.1 m 1.2 Hactodmein crarbu. B cioyuae wux
HETPEACTABICHUSI YIOJIHOMOYEHHBIA (peaepanbHblii OpraH HMCIOJHUTENFHOW BIACTH 3alpalinBacT
yKa3aHHbIE  JIOKyMEHTbl  (CBEIEHHUS) B  MOpPAJKE  MEXBEAOMCTBEHHOT0  HH(OPMALMOHHOTO
B3aUMO/ICHCTBUS.

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

4. B TeueHue naecaTd paboumMx THEH CO JHS MOCTYIUICHHsS yKa3aHHOTO B 4acTh | HacTrosien
CTaThbl 3asBICHUS U HEOOXOJUMBIX JIOKYMEHTOB YyIOJHOMOYCHHBIM (enepanbHbiii  opraH

HUCIIOJIHUTEILHOM BJIACTH:

1) mpoBOUT IPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEACHMI, COAEPKAILUXCS B MPEACTaBIECHHBIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3asABUTCIICEM MAaTCpUaAJIaX;

2) NPpUHHUMACT PCHICHUC O TIPOBCACHHUU YKA3aHHBIX B YaCTH 2 HACTOSAIIEH CTaTbHu
COOTBCTCTBYIOIIHX SKCIICPTU3 JICKAPCTBCHHOT'O CPpCACTBA UIIN 00 OTKa3e B UX IMPOBCACHUH,

3) yBegoMIIseT B 3JEKTPOHHOW WJIM MHUCBMEHHOW (OopMe 3asBHTENS O MPHUHATOM PEUICHUU WU B
cllydae TIPHHSTHS PEIIeHHs 00 OTKa3e B NMPOBEJCHHH COOTBETCTBYIONICH JKCIIEPTHU3BI C YKa3aHUEM
NPUYMH TAaKOTO OTKa3a.

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

4.1. B cnyuae BBISBICHHS HEJOCTOBEPHOCTH CBEJICHUM, COJEPIKAIIUXCS B MPEJICTABICHHBIX
3asiBUTENIEM MaTepHaax, YIOJTHOMOYCHHBIN (efepanbHblii OpraH UCTIOTHUTEILHOW BIACTH HAIIPABIISCT
3asBUTENIO 3ampoc 00 YTOUYHEHMM YKa3aHHBIX CBeleHMH. [laHHBIN 3ampoc MOXeT ObITh mepenaH
YIIOJJTHOMOYEHHOMY TMPEICTABUTEIIO 3asBUTENS JJUYHO TOJI PACIUCKY, HAPABICH MO MOYTE 3aKa3HbIM
MMCBMOM HWJIM Tepe/iaH B 3JEKTPOHHOU (hopMe Mo TeIeKOMMYHHKAIMOHHBIM KaHallaM CBsi3U. B cirydae
HalpaBJieHUsT JAaHHOTO 3alpoca [0 IOYTe€ 3aKa3HbIM MHCBMOM OH CUMTAETCS TMOJYyYEHHBIM 10
WCTEUYEHUH IIECTH JIHEW ¢ JaThl HAIIPABJIEHUS 3aKa3HOTO MHUChMa.

(dactb 4.1 BBengena denepanbHbiM 3akoHOM oT 25.11.2013 N 317-D3)

4.2. 3asBuTeNb 0053aH MPEACTABUTH OTBET HA 3aIpOC YIOJTHOMOYECHHOTO (henepaabHOro OpraHa
WCIIOJIHUTENIbHON BIIACTH B CPOK, HE MPEBBIIAIONIMN JIEBIHOCTa PabOuMX JHEH co AHS MOTydeHus
naHHoro 3ampoca. Cpok, yka3aHHBbIH B uyacTu 4 HAcTOAIIEH CTAaTby, MPUOCTAHABIMBACTCS CO JIHS
HaMpaBIICHUs 3asBUTENIO 3allpoca YIOJTHOMOYEHHOTO (perepalbHOTO OpraHa MCTIOJIHUTEIHHOW BIACTH
710 JHS TOJYYEHHUs UM OTBETa Ha JAHHBIN 3aMpoc U HE YUUTHIBACTCS MPU UCUUCICHUU CPOKA MPUHSTHS
pelIeHrs O BHECEHUM H3MEHEHUl B JOKYMEHTBI, COJEp)KAILUECs B PETUCTPALMOHHOM J0ChE Ha
3aperucTpUpPOBAaHHBIN JIE€KAPCTBEHHBIN Npenapar A1 MEAUIUHCKOTO TPUMEHEHUS.

(uacts 4.2 BBeieHa PeepanbHbIM 3aKk0HOM OT 25.11.2013 N 317-D3)

5. OcHOBaHWEM JUIs OTKa3a B MPOBEJACHHHM YKa3aHHBIX B YaCTH 2 HACTOSIICH CTAaThbU SKCIECPTH3
SIBJISICTCS TTPEJICTABIICHHE JOKYMEHTOB, MIEPSUUCIICHHBIX B YacTsAX | ¥ 3 HACTOsIIEH CTaThH, B HEMIOJIHOM
o0BeMe, HENpeJCTABICHNE 3asBUTEIEM B YCTAaHOBICHHBIM CPOK OTBETa Ha yKa3aHHBIA B yacTu 4.1
HACTOSIIEH CTaThH 3aIPOC YIIOJTHOMOUYEHHOTO (peIepaIbHOTO OpraHa MCIIOJTHUTEIHHON BIIACTH, a TAKKe
OTCYTCTBHE€ B  TMPEICTAaBICHHBIX JIOKYMEHTAaX JOCTATOYHBIX  CBEJCHHM, IOATBEPKIAFOIINX
HEO0OXOTUMOCTh BHECCHHS H3MCHCHHM, HJTH OTCYTCTBHE MH(POPMAITUH, TTOATBEPIKAAFOIICH (PAKT yIiaTel
rOCyapCTBEHHBIX MMOILINH, YKa3aHHBIX B YACTH 3 HACTOSAIICH CTAaThH.

(B pen. ®enepanbHbIx 3aK0HOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-D3)

6. YKa3aHHbIE B 4aCTU 2 HACTOSIIEH CTAThU 3KCHEPTHU3bI IPOBOJAATCS B MOPSAJIKE, YCTAHOBICHHOM
craThelt 23 nacrosiiero depepaabHOTO 3aKOHA.

7. B cpok, He MpeBbIIAIONUN AeCATH PaboYnX THEW CO JHS MOJYYCHHS 3aKIIOYCHHN KOMUCCUUN
9KCIIEPTOB IO pe3yibTaTaM yKa3aHHBIX B YaCTH 2 HACTOAIIEH CTaTbU SKCIEPTH3, YIOJIHOMOYEHHBIN
(benepanbHBIN OPraH UCIOIHUTENBHOMN BIIACTH:

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

1) npuHHMMaeT penieHHME O BHECEHMHM UW3MEHEHUH B JIOKyMEHTBHI, COAEpXKalluecs B
PEruCTPAallMOHHOM JIOChE Ha 3apeTHMCTPUPOBAHHBIA JICKAPCTBEHHBIM Ipernapar sl MEIULMHCKOTO

MIPUMCECHCHUA, UIIN 00 0TKa3e BO BHSCEHUU TaKHX H3M€H€HI/II\/JI;

2) BHOCHT B TOCYJapCTBEHHBIH PpEECTp JEKapCTBEHHBIX CPEJICTB HAa OCHOBAHWU pELICHHUS O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BHCCCHUH U3MEHEHHUHU B JAOKYMCHTHI, CoZACpiKalurecs B PEruCcTpalioOHHOM JOCBC Ha
3apePHCTpHpOBaHHBIﬁ HeKapCTBeHHBIﬁ npenapar i1t MCIUIOUHCKOrO IMPUMCHCHU, HCOGXOIII/IMBIC
HU3MCHCHUA U BO3BPAINACT UX 3aABUTCIIIO,

3) BBIIAET 3asBUTENI0 HOBOE PETUCTPAIIOHHOE YAOCTOBEPEHHE JICKApCTBEHHOTO IIperapara B
CIy4ae U3MECHCHHUS CBEJICHUH, COIePIKAIUXCS B HEM.
(. 3 BBenen denepabHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8. OcHoBaHMeM /i1 OTKa3a BO BHECEHMHM W3MEHEHHUH B JOKYMEHTHI, COJEpKalluecs B
PErUCTPAlIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM mpenapar Ais MEIUIIMHCKOTO
MPUMCHEHHUS, SIBISICTCS 3aKIIOYCHHE YIOJHOMOYEHHOrO (hefepaibHOr0 OpraHa HCIOJHUTEIHHON
BJIACTH O BO3MOXXHOCTH CHI)KEHUS 0€301TacCHOCTH, KauecTBa, 3PPEKTHBHOCTH JIEKAPCTBEHHOTO CPEJICTBA
B CITy4ae BHECCHUS TAKUX U3MCHCHHI.

9. Jlonmyckaercs oOpallleHue JEKapCTBEHHBIX MPErnapaToB i MEAMIMHCKOTO MPUMEHEHUS [0
HCTEYEHHUS CPOKa TOAHOCTH, MPOU3BECHHBIX B TEUEHHUE CTA BOCBMHUAECATH THEH TOCTe AaThl MPUHATHUS
YIOJTHOMOYEHHBIM (pe/lepaTbHBIM OPTraHOM HCTIOJHUTEIBHOM BIACTH PEIICHUS O BHECEHHH W3MEHEHUN
B JOKYMEHTBI, COJIEp)KalIUecs] B PETHCTPAIlMIOHHOM JI0Che, B COOTBETCTBUU C HH(pOpMaIHei,
colepxainieiicss B JOKyMEHTaX PETrHCTPAllMOHHOTO JO0Che Ha JIEKApCTBEHHBIM Mpemapar a0 JaThbl
MIPUHSATHS TAKOTO PEIICHUSI.

(dactp 9 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

10. TIlpaBurennctBo Poccuiickoii @enepanuu BlpaBe YCTaHOBUTh OCOOEHHOCTH BHECEHUS
U3MEHEHUN B JOKYMEHTBI, COJEpP)KAIUeCs B PETrUCTPALMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JICKapCTBEHHBIN TpenapaT s MEAMIMHCKOTO TNPUMEHEHHUs, B ciaydae JedeKTyphl WIM pHUCKa
BO3HUKHOBEHHUS Je(PEKTypbl JIGKAPCTBEHHBIX NPENapaToB B CBS3W C BBEJCHHEM B OTHOIICHUH
Poccuiickoit deneparu orpaHUYUTENBHBIX MEP SKOHOMUYECKOT0 XapaKTepa.

(gactp 10 BBenena dexnepanbubiM 3akoHOM OT 08.03.2022 N 46-D3)

Cratba 31. BHeceHMe Wu3MeHeHMM B [AOKYMEHTbl, cojepXxawmuecsa B
perncTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbLIM JEeKapCTBEHHbIW npenapat Ans
BeTEPUHAPHOro NpMMeHeHuns

1. B nensx BHeceHHs] U3MEHEHUH B JOKYMEHTHI, COAEP)KAIMECs B PErMCTPALlMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JIEKApCTBEHHBIM Ipenapar i BETEpUHAPHOI'O NPUMEHEHHUs, JAepKaTelb WU
BJIaJI€JIEL] PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IpernapaTa WIM YIOJHOMOYEHHOE UM
Ipyroe IOpUAMYECKOE JMLIO (Jajee B HACTOSIIEW CTaTbe€ - 3asBUTENb) IIPEJICTaBISET B
YIOJHOMOYCHHBIN (elepaIbHbIil OpraH HCIOJTHUTEILHOW BIACTH 3asBICHHEC O BHECCHHUU TaKUX
U3MEHEHUH M0 (opMe, YCTAaHOBJIEHHOM YIOJHOMOYEHHBIM (heiepaabHbIM OPraHOM MCIIOJHUTEIHHON
BJIACTH, M IIpUJaraeMbple K HEMY M3MEHEHHUS B YKa3aHHbIE JOKYMEHTBI, a TaKXe JOKYMEHTBHI,
MOJTBEPXKJAOUINE HEOOXOAMMOCTh BHECEHHUS TakuX H3MeHeHHH. [Ipy HeoOXOOUMOCTH BHECEHUS
U3MEHEHHH B JOKYMEHTBI, COJIEpKallUecss B PErHCTPallMOHHOM JIOCh€ Ha 3aperuCTPUPOBaHHBIN
JIEKapCTBEHHbIM IIpemapaT MJii BETEPUHAPHOTO IIPUMEHEHHs, B CllydasX HW3MEHEHUs U (WJIM)
JOITOJTHEHUA HpOI/I3BOIlCTBCHHOI71 IIomaaKu JICKapCTBECHHOI0 CpeaCTBa, a TaKKEC HN3MCHCHUA
MoKa3aTresei KauecTBa JIEKApCTBEHHOTO Ipernapara Jjsl BEeTepUHApPHOIO NIPUMEHEHUs U (UJIM) METOJI0B
KOHTPOJISI KayecTBa JIEKAPCTBEHHOro Ipernapara Ui BETEpPUHAPHOIO IPUMEHEHHs 3asBUTEIb
JIOTIOJTHUTEIBHO MPEACTABISAET B YHOJIHOMOYEHHBIM (elnepaiabHblil OpraH HCHOJHHUTENbHOM BIacTH
CJIeIyIOIINE JOKYMEHTHI (CBEJICHHUS ):

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) cBemeHHs O gaTe MPEJOCTAaBICHUS M PETHCTPAIMOHHOM HOMEPE JIMIIEH3WH Ha MPOU3BOJICTBO
JICKApCTBEHHBIX CPEJCTB, MPEJOCTaBICHHONW TPOU3BOAMTENIO JIEKAPCTBEHHOIO TpemnapaTta i
BETEPUHAPHOI0 IPUMEHEHUS, I POCCUMCKUX IIPOU3BOJIUTEIICH;

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

2) CBCIACHUA O AaTC MPEAOCTABIICHHUA W PETUCTPAIMOHHOM HOMEPC JIMOCH3UKW Ha MPOU3BOJCTBO
JICKapCTBEHHBIX CPEJCTB, IPEIOCTABICHHOW TPOU3BOIUTENIO (hapMalleBTHUECKON CyOCcTaHIMH,
BXOJAIIEH B COCTaB JIGKAPCTBEHHOTO Mpemnapara s BETEPUHAPHOTO MPHUMEHEHUS, IS POCCHUICKUX
MIPOU3BOIUTEIICH;

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

3) KOImUusg OOKYMCHTA, BBIJAHHOI'O YIIOJHOMOYCHHBIM OpPraHOM CTpaHbl IIPOU3BOAUTCIIA IJIA
Ka)KJI0M NMPOU3BOJCTBEHHOM IIIOIIAJIKY JIEKAPCTBEHHOT'O MperapaTa Juisi BETEpUHAPHOTO IPUMEHEHUS U
MOATBEPKIAIOIIET0 COOTBETCTBUE IMPOU3BOIUTENS JIEKAPCTBEHHOI'O IMpernapara TpeOOBaHUSAM IPABHII
HaJJIexalled MPOU3BOJCTBEHHOW TMPAKTUKHU, W €ro IMepeBOJl Ha PYCCKHUU S3BbIK, 3aBEPEHHBIE B
YCTaHOBJICHHOM TOPSKE, & TAKXKE KOMUS 3aKIOYEHUSI O COOTBETCTBUU IIPOU3BOAMUTENS JIEKAPCTBEHHBIX
CpeICTB  TpeOOBaHUSM  MpaBUI  HAJJIeXKAIIEH  MPOW3BOJCTBEHHOM  MPAKTHUKH,  BBIAAHHOTO
YIOJHOMOYCHHBIM (pelepallbHBIM OPTraHOM HCTIOTHUTEIHHOW BIACTH IS KAXJIOH MPOU3BOJICTBEHHOM
IJIOMIAIKK JICKAPCTBEHHOTO TIpemnapara JJis BETEPUHAPHOTO MPUMEHEHHWsI, JIMOO KOMHUS PEeHIeHUs O
MIPOBEJICHUU WHCIIEKTUPOBAHUS IPOU3BOJUTENSI  JIEKAPCTBEHHBIX  CPEICTB, MPUHSATOTO
YIOJHOMOYEHHBIM (hefiepaqbHbIM OPraHOM MCIIONHUTEIBHON BIIACTH IS KaKIOW MPOU3BOJCTBEHHON
IJIOIIAKK JIEKAPCTBEHHOTO MperapaTa g BETEPUHAPHOTO NPUMEHEHUs. YKa3aHHbIE JIOKYMEHTBI
IIPEJICTABIISIOTCS B Cllydae, €CJIM INPOU3BOJACTBO JIEKAPCTBEHHOI'O IIpernapara il BETEPUHAPHOIO
MPUMEHEHUS OCYLIECTBIIsIETCA 3a peaenamu Poccuiickoin enepanmu;

4) KOImusg JOKYMCHTA, BbIAAHHOIO YIOJHOMOYCHHBIM OpPraHoM CTpaHbl ITIPOHU3BOJUTEIIA
¢dapmaneBTHUeCKOil  cyOCTaHIIMM W MOATBEPXKJAIOIIETO  COOTBETCTBHE  MPOU3BOAMUTENS
(hapmaleBTHUECKO CyOCTaHIIUU, BXOJSIICH B COCTaB JIEKAPCTBEHHOTO MperapaTa Jjisl BETepUHAPHOTO
MPUMEHEHUS, TPeOOBAaHMUSAM OPABHI HAJUJICKAIIEH MPOU3BOJICTBEHHONW MPAKTHKH, U €r0 TMEpeBO]| Ha
PYCCKMIl  A3BIK, 3aBEpEHHbIE B YCTAHOBJIEHHOM IOpSIIKE, B Ciy4ae, €ClId IPOU3BOJICTBO
(dhapmareBTHIECKOIM CYOCTaHIINN OCYIIECTBISIETCS 3a IpeeaMu Poccuiickoii Deeparium.

(uacte 1 B pen. ®enepanbroro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B ciny4yae m3mMeHeHus W (WIK) JOMOJHEHUS MPOU3BOACTBEHHOW IUIOMIAJIKU JIEKAPCTBEHHOTO
CpelCTBa JIOKYMEHTBI, yKa3aHHbIC B YacTH | HACTOSIIEH CTAaThW, MPEICTABISIOTCS 3asBUTEIIEM B
OTHOIICHWU W3MEHSEeMOW U (WIIM) OTOJTHSAEMOW MPOU3BOJACTBEHHOW IUIOMIAJIKK JIEKAPCTBEHHOTO
cpencTra. Pemenue o BHECCHHHM M3MEHEHUN B JIOKYMEHTBI, COJCPKAIIUECS B PETUCTPAIMOHHOM JIOChE
Ha 3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar I BETEPHHAPHOTO IPUMEHEHUs, WK 00 OTKa3e B
WX BHECCHHM TNPUHUMAETCS B Ciydae HEOOXOIMMOCTH MPOBEICHHUS JKCIEPTHU3BI JICKAPCTBEHHOTO
CpeACTBa B CPOK, HE NPEBBIMIAIOIINN JIeBIHOCTA pabounX JHEH, a B OCTAJbHBIX CIydasiX B CPOK, HE
MPEBBIIAIONINNA TPUALATH PA0OUYKMX THEH CO JIHS MPUHATHS YIOJTHOMOYCHHBIM (eiepaibHbIM OpraHOM
WCTIOJTHUTENILHOM BJIACTH 3asBIICHUS O BHECEHUH TaKMX U3MEHEHUH.

(dactp 1.1 BBegena denepanbubiM 3akoHoM 0T 04.06.2018 N 140-D3)

1.2. B ciayuyae peopraHuszanuu AepxaTens WIM Biajaeiblla PEruCTPALlMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOI'0 IMperapaTa JUlsi BETEepUHAPHOIO MNPHUMEHEHHUs, pPa3padOTyMKa WIM IMPOU3BOJIUTEINS
JIEKapCTBEHHOI'0 IIpernapara AJisi BETEpUHApHOrO NMPUMEHEHUS B 3asBJICHUM O BHECEHHM M3MEHEHUI B
JOKYMEHTBI, COJepXKalliecs B PErucTPallMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIN JIEKapPCTBEHHBIN
IpenapaTr A BETEPUHAPHOIO NMPUMEHEHHS, YKa3bIBAIOTCSA JAHHBIE JOKYMEHTA, IOATBEP KIAOLIETO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 28.04.2023) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BHECEHHME COOTBETCTBYIOIIMX M3MEHEHUH B ENMHBINA rocynapcTBeHHBIN peecTp I0pUIMUECKUX UL (A7
OpraHu3alIyii, 3aperucTpUPOBaHHBIX Ha TeppuTOopun Poccuiickoil @enepaniuu), UM HHOTO JTOKYMEHTA,
MIOJITBEP>KIAIOLLETO PEOPTaHU3AIMIO FOPUINYECKOIO JIMLA (ISl OpraHu3aluii, He 3aperuCTPUPOBAHHBIX
Ha Tteppuropun Poccuiickoit denepanuu). 3asBieHHME O BHECEHWH HW3MEHEHUW B JOKYMEHTHI,
coZIepKalIfecss B PErMCTPAllMOHHOM JIOCh€ Ha 3apeTrMCTPUPOBAHHBINA JIEKAPCTBEHHBIN Ipenapar it
BETEPUHAPHOIO IPUMEHEHHUS, W MpWIaraéMple K HEMy JOKYMEHTBbl IPEACTABIAIOTCA B
YIOJIHOMOYEHHBINH (eliepabHbIil OpraH HCIOJHUTENBPHONW BJIACTH HE IMO3JHEE 4YeM uepe3 TPUALATh
pabouux aHEH co JTHS BHECEHMS COOTBETCTBYIOIIMX M3MEHEHMH B ENUHBIN rocynapCTBEHHBIN peecTp
IOPUAMYECKUX JUL] (AJ1 OpraHu3aluii, 3aperucTpupoOBaHHbIX Ha TeppuTopuu Poccuiickoit denepaunn)
WIM CO JHSA TPHUHATUS COOTBETCTBYIOUIETO JOKYMEHTA, HOATBEPKAAIOLIETO PEOPraHU3ALMIO
IOpUAMYECKOr0 JHIa (g OpraHu3alluii, He 3aperUCTPUPOBAHHBIX Ha TeppuTopuu Poccuiickoit
®enepanun). B ciyuae peopranuzanuu Jepxaress WIK Biaebla PEruCTPAllMOHHOTO yI0CTOBEPEHMS
JIEKapCTBEHHOI'O Tpernapara s BETEPUHAPHOTO NPUMEHEHMs 3asBIICHUE O BHECEHHHM W3MEHEHHUH B
JOKYMEHTBI, COACPIKALIUECS B PETMCTPALIMOHHOM J0OChE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
rmpenapar Juisi BETEpUHApPHOIO IPUMEHEHHs, IIOJACTCS IOPUAUYECKUM JIMIIOM, KOTOpOMY B XOJE
peopraHu3anuy NepelaHo IpaBo BJIAJCHUS TAKUM PETUCTPALMOHHBIM yYA0CTOBEPEHUEM.

(uacts 1.2 BBeneHa @enepanbHbIM 3akoHOM OT 02.08.2019 N 297-D3)

2. B ciydyae BHECEHUsS M3MEHEHHMI B JIOKYMEHTBI, COJIEpKaIlUeCcs] B PErUCTPALMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBI MpenapaTr Uisi BETEPUHAPHOrO0 NPHUMEHEHHUS, B OTHOIICHUH
CBEJICHUH, yKa3aHHBIX B noamynkrax "e", "x", "k", "n", "uH", "c¢", "x" mynkra 7 wactu 3 cratbu 17
HacToduero denepajbHOr0 3aKOHa, U3MEHEHUs U (WIM) JONOJHEHUS MPOM3BOACTBEHHOM IUIOILAJKU
JIEKApCTBEHHOTO CPEJICTBAa, a TAKXKE B ClIydyae HM3MEHEHHMs TOKa3aTelied KauyecTBa JICKaPCTBEHHOTO
npenapara Jyisi BETEpUHAPHOTO NMPUMEHEHUS W (WJIM) METOJOB KOHTPOJISA KauyecTBa JICKAPCTBEHHOTO
rnpenapara Jjisi BET€pUHAPHOTO MPUMEHEHHUS] IPOBOJUTCS HKCIIEPTU3A JIEKAPCTBEHHOTO CPEJCTBA IS
BETEPUHAPHOTO TpUMEHEHUs. B ciaydyae HEOOXOAMMOCTH BHECEHHs] MHBIX HU3MEHEHHH B JOKYMEHTHI,
coJiepXalirecss B PErruCTPallMOHHOM JIOCh€ Ha 3apeTrMCTPUPOBAHHBIA JICKAPCTBEHHBIN Mpenapar i
BETEPUHAPHOTO NMPUMEHEHUS, HKCIIEPTU3A JIEKAPCTBEHHOTO CPEJICTBA ISl BETEPUHAPHOTO MPUMEHEHHS
HE TTPOBOJIUTCA.

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

3. 3asBuTeNb BIpaBe NPEICTaBUTh IO COOCTBEHHOW HMHMIIMATUBE BMECTE C 3asiBICHUEM O
BHECEHWH M3MEHEHHH B  JOKYMEHTBI, COJEpKallhecs B  PETUCTPAMOHHOM  JIOCh€  Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MTpenapar JAjsi BETEpUHAPHOTO MPUMEHEHUSI, KOITUU IOKYMEHTOB,
MOATBEPKIAIOIIUX YIUIaTy FOCYAapCTBEHHOW MOIUIMHBI 32 BHECEHUE B JIOKYMEHTHI, COJIEpIKaLIUECs B
PETUCTPAllMOHHOM [JOCh€ Ha 3aperuCTPUPOBAHHBINA JIEKAPCTBEHHBIM IpemnapaTr Ais BETEPUHAPHOIO
MPUMEHEHUS, H3MEHEHUl, TpeOyromMX NpPOBEACHUS HKCIEPTHU3bl JIEKAPCTBEHHOTO CPEACTBA, WU
W3MEHEHUH, He TpeOymoIuX MPOBEACHUS HKCIEPTHU3bl JIEKAPCTBEHHOro cpeactsa. B ciydae
HEOOXOMUMOCTH HM3MEHEHHsS CBEJCHHM, COIEp)KAIIMXCSd B PETUCTPALMOHHOM YIOCTOBEPEHUU
JIEKApCTBEHHOT'0 MpernapaTta Uisi BETEPUHAPHOTO MPUMEHEHHUs], C 3asBIICHUEM, YKa3aHHBIM B 4acTH |
HACTOSIIEH CTAaThH, 3asBUTEJb BIPABE MPEACTABUTH 110 COOCTBEHHOW MHHUIIMATHBE KOIUIO JOKYMEHTA,
MOATBEP>KIAIOILET0 YIIaTy TOCYAapCTBEHHOM MOIUIMHEI 3@ BbIJIa4y PETUCTPALIMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOT'O Mpenapara. 3asBUTENb BIPaBe MPEICTaBUTh 110 COOCTBEHHOW MHUIIMATUBE CBEACHUS O
JTUIEH3UAX, yKa3aHHble B MyHKTax | M 2 yactu | Hacrosmiedl cTaThbM, a TakKe BbIaBaeMbIe
YIOJTHOMOYEHHBIMH (eiepalbHBIMU OpraHaAMH HCIIOJHUTEIBHONW BIIACTH JOKYMEHTHI, yKa3aHHbBIE B
nyHkre 3 yactu | HacTosen ctaTtebu. B ciayuae HenpeacTaBieHus YKa3aHHbIX JOKYMEHTOB (CBEIEHUM)
YIIOJIHOMOYEHHBIN (pesiepanbHblii OpraH UCIIOJIHUTEIFHON BIACTH 3alpalluBaeT YKa3aHHbIC TOKYMEHTHI
(cBeneHus1) B OPSIKE MEXBEIOMCTBEHHOTO HH()OPMAITMOHHOTO B3aUMOJICHCTBHUS.

(uactp 3 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

4. B cpok, He MPEeBBIIIAIONINNA AecITH pabounX JHEH co AHs MOCTYIUIEHHS yKa3aHHOTO B 4yacTu |
HACTOSIIEH CTAaThU 3asABJICHHUS U HEOOXOAMMBIX JOKYMEHTOB, YIIOJTHOMOUYEHHBIH (hefepaibHbId OpraH
HUCIIOJIHUTEILHOM BJIACTH:

1) nmpoBOIUT IPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEACHMI, COAECPKAILUXCS B MPEACTaBIECHHBIX
3asIBUTEJIEM JOKYMEHTAX;

2) IIPpUHHUMACT PCIICHHUEC O IIPOBCACHUN OKCICPTU3BI JICKAPCTBEHHOI'O CpEACTBA IJId
BETCPUHAPHOI'O MPUMCHCHUA NI 00 oTKa3e B e€ IMPOBCACHUH,

3) yBenoMIIsieT B MUCbMEHHOU (hopMe 3asiBUTENSI O MPUHATOM PEIICHUH WM B Cly4yae MPUHATHUSL
peuieHns o0 OTKa3e B IIPOBEJEHUM SKCIEPTH3bl JIEKAPCTBEHHOI'O CPEACTBA I BETEPUHAPHOIO
MIPUMEHEHHUS C YKa3aHUEM MPUYHMH TaKOTro OTKa3a.

4.1. B cnydae BBISIBJICHHS HEJJOCTOBEPHOCTH U (MJIM) HEJOCTATOYHOCTH CBEACHUH, CONECPKAIIIXCS
B MPEJCTABICHHBIX 3asiBUTENIEM JOKYMEHTAaX, YIIOJIHOMOUYEHHBIN (peliepalibHbIil OpraH UCIIOIHUTEIbHON
BIIACTH HAIIPABIISIET 3asBUTENIO 3ampoc 00 yTOYHEHMM YKAa3aHHBIX CBEJCHHH. 3ampoc MOXET ObITh
nepeAaH ynoJHOMOUYEHHOMY MPEACTABUTEINIO 3asiBUTENS MO PACIUCKY, HAMIPaBJeH MO MOYTe 3aKa3HbIM
MMMCBMOM WJIM TIepe/iaH B 3JEKTPOHHOU (hOpMe MO TEICKOMMYHHUKAIMOHHBIM KaHallaM CBsi3H. B cirydae
HaIpPaBIJICHUS 3aMpoca 00 YTOUHEHUH YKa3aHHBIX CBEACHHI 110 TIOYTE 3aKa3HBIM MMCHMOM OH CUHTACTCS
MOJYYEHHBIM IO UCTEYEHNH LIECTH THEH C AaThl HAIIPABJIEHUS 3aKa3HOTO NUChMa.
(dactp 4.1 BBeaeHa denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

4.2. 3asBuTenp 00s3aH MPEICTaBUTh OTBET HA 3alpOC YHOJHOMOYEHHOTO (efepabHOI0 OpraHa
WCTIOJTHUTENIBHOM BJIACTH B CPOK, HE TNPEBBIMIAIONINI JEBIHOCTa pabouux AHEH €O JHA IMOIYyYEHUS
nanHoro 3arpoca. Cpoku, yka3aHHbele B yacTu l.l1 HacTosimiel cTaThd, NPUOCTAHABIMBAIOTCS CO JTHS
HAIpaBJICHNS 3asSBUTENIO 3alIpoca YHOJIHOMOUYEHHOTO (pefiepabHOTO OpraHa MCIIOJHHUTENbHON BIACTH
70 TTHS TIOJYYECHHs OTBETAa Ha JTAHHBIN 3alpOC M HE YYUTHIBAIOTCS TPU MCYHUCICHUU CPOKA MPHHSATHUS
pelIeHns] O BHECEHMHM HM3MEHCHHMH B JIOKYMEHTHI, COJIEpIKAIllMecs] B PETHCTPAIMIOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpenapar JJisl BEeTepUHAPHOTO IPUMEHEHHS.

(uactb 4.2 BBennena @enepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

5. OcHoBaHMEM JUIsI OTKa3a B IIPOBEACHUM OKCIEPTU3bl JIEKAPCTBEHHOIO CpPEACTBa JUIs
BCTCPHUHAPHOI'O IPHUMCHCHUA ABJIACTCA NPCACTABICHUC OOKYMCHTOB, YKa3aHHBIX B 4YaCTIaX 1 m3
HaCTOSH_Heﬁ CTaThH, B HECIIOJJHOM o0BeMe UIn OTCYTCTBHUEC B IPCACTABJICHHBIX JOKYMCHTaX JOCTATOYHBIX
CBEJICHWH, IIOATBEPXKIAIOIINX HEOOXOJUMOCTh BHECEHHs HM3MEHEHHH, JMOO HelpecTaBIeHHe
3asBUTEJIEM B YCTAHOBJICHHBII CPOK OTBETa Ha yKa3aHHBIH B yacTu 4.1 HACTOSIIEH cTaTbu 3ampoc
YIOJIHOMOYEHHOTO (heiepabHOr0 OpraHa UCIOTHUTEIbHOM BIACTH.

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

6. DKcrnepTusa JIEKapCTBEHHOI'O CPEACTBA ISl BETEPUHAPHOIO MPUMEHEHUS B IIENIIX BHECCHUS
W3MEHEHUN B JIOKYMEHTBI, COJEp)KaIUecs B PETUCTPALMOHHOM JOCh€ Ha 3apEruCTPUPOBAHHBIN
JIEKapCTBCHHBIM IIpermapar i BETEPUHAPHOIO IPUMEHEHUS, OCYLIECTBISAETCS B  IOPSIKE,
YCTaHOBJIEHHOM cTaThel 24 HacTosAmero denepaabHOro 3aKkoHa.

6.1. B cpok, He IPEBBIIAIOIININ 1eCATH PabounX JHEH CO JHS MOMYYCHHsI 3aKIII0OUEHUS] KOMUCCUU
SKCIEPTOB MO pe3yJibTaTaM YKa3aHHOW B YacTW 2 HACTOSILENW CTaThbU SKCHEPTHU3BI, YIIOJTHOMOUYEHHBIN
(denepanbHBINA OPraH UCTIOJHUTEIILHON BIIACTH:

(B pen. ®exnepanbHoro 3akona ot 02.08.2019 N 297-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1 ) NpUHHUMACT PCHICHUE O BHECCHUU U3MEHEHUN B HAOKYMCHTBI, COJCp:Kalluecad B
PEruUCTpallMOHHOM IOCBC Ha 3apeFHCTpI/Ip0BaHHLIf/'I HCKapCTBeHHLIﬁ npenapar jisi BCTCPHUHAPHOI'O
MIPUMCHCHUSA, UIIN 00 0TKa3e BO BHCCCHUU TAKHX HSMGHGHHfI;

2) BHOCHT B TOCYJapCTBEHHBIH PEECTp JEKapCTBEHHBIX CPEICTB HAa OCHOBAHWU pELICHUS O
BHECEHMU M3MEHEHHM B  JOKYMEHTBI, COJepKaliMecs B  PETUCTPAlMOHHOM  JIOCh€  Ha
3aperucTpUPOBAHHBIA JIEKAPCTBEHHBIA Mpenapar [Uisi BETEPUHAPHOIO MPUMEHEHUS, HEOOXOIUMbIe
WM3MEHEHUS U BO3BPAILAET ITH JTOKYMEHTHI 3asIBUTEINIO;

3) BBIAAET 3asSBUTENIO0 HOBOE PErHCTPAIIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO Tpernapara Jijis
BETEPUHAPHOTO IPUMEHEHUS B CIIy4ae HEOOXOAMMOCTH M3MEHEHUS CBEJICHUH, COIEPIKAIUXCS B HEM, C
COXpaHEHHEM HOMEpa paHee BBIJAHHOTO PETUCTPAIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapara Jijisi BEeTepuHAPHOTO MPUMEHECHHS.

(. 3 BBenen denepanbapM 3aK0HOM OT 02.08.2019 N 297-D3)
(uacts 6.1 BBenena @enepanbHbIM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B cnydae BHeceHUs U3MEHEHUH B JJOKYMEHTBI, COJIEpKAIIMECs] B PETUCTPALIMOHHOM JJOChE Ha
3apEeTUCTPUPOBAHHBIA JICKAPCTBEHHBIN TMpenapaT jis BETEPUHAPHOTO TMPUMEHEHHS, B YaCTH,
Kacaromiencss Mu3MeHeHUus | (WId) JOMOJHEHHUs TPOU3BOJCTBEHHON IUIOMIAIKH JIEKAPCTBEHHOTO
npenapara, MpHu MpeCTaBICHUN 3asIBUTEIIEM B COOTBETCTBUU C TIYHKTOM 3 YacTu | HacTosIIeH CTaThu
KOIMUU pEIICHUs YMOJIHOMOUYEHHOro (enepanbHOro opraHa HCIOJHUTENBHON BIIACTH O MPOBEACHUU
WHCIIEKTUPOBAHUS MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHBIA B yacT 6.1 Hacrosien
CTaThU, IPUOCTAHABIMBACTCS CO JHS MOJYUYEHHUs 3aKJIIOUEHHUS] KOMUCCUU SKCIEPTOB 10 JHS MPUHSTHS
YIOJTHOMOYEHHBIM (eiepaTbHBIM OPraHOM HUCIIOJIHUTEIBHON BIACTH PEIICHHSI O BbIaue UM 00 OTKa3e
B BBIJIa4€ 3aKJIFOUYCHUSI O COOTBETCTBHH IIPOU3BOIUTENS JIGKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM TIPABILT
HaJJIeKaIel MMPOU3BOACTBEHHOMN MPAKTUKH, HO HE 00JIee UeM Ha CTO BOCEMBCCAT padounx JHEH.
(dactp 6.2 BBeaeHa DenepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

7. OcHoBaHMEM Il OTKa3a BO BHECEHHMM W3MEHEHMH B JIOKYMEHTHI, COJEpKalluecs B
PETUCTPAIIMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN JIEKapCTBEHHBIN Mpemnapar i BETEPUHAPHOTO
NPUMEHEHHS, B CIIy4asx, He TPEOYIOIMX MPOBEACHUS IKCIIEPTH3BI JIEKAPCTBEHHOTO CPEICTBA, SIBISAETCS
MPEJCTaBIICHHE JTOKYMEHTOB, YKa3aHHBIX B 4acTAX | W 3 HAcTOSIIEH CTaThbH, B HETIOJHOM OOBEME MU
OTCYTCTBHUE B NPEJCTABICHHBIX JOKYMEHTaX CBEICHHI, KOTOPHIE JTOJDKHBI OBITh B HUX OTPaKEHBI, JTHOO
HETIpe/ICTaBJICHUE 3asBUTENIEM B YCTAHOBJICHHBII CPOK OTBETa Ha yKa3aHHBIM B yacTu 4.1 HacTosImeH
CTaThH 3aIPOC YIOTHOMOYEHHOTO (heiepaIbHOro OpraHa UCIIOJHUTEFHOM BIACTH.

(dactp 7 B pen. @enepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHoBaHueM 1Jisi OTKa3a BO BHECEHHMM HW3MEHEHHIl B JIOKYMEHTBI, COJep)Kalluecs B
pPETUCTPALIMOHHOM JOCh€ Ha 3apErMCTPUPOBAHHBINA JICKAPCTBEHHBIM Mpenapar il BETEPUHAPHOTO
MIPUMEHEHHUS, B CIy4asX, TPEOYIOMUX MPOBEACHHS SKCIEPTHU3bI JICKAPCTBEHHOTO CPENICTBA, SBIISICTCS
3aKJIIOYEHUE YITOJTHOMOYEHHOTO (henepaibHOr0 OpraHa HMCIHOJHHUTEIBHON BJIACTH O BO3MOXKHOCTH
CHIDKEHHUS 0€30MacHOCTH, KauecTBa, 3((HEeKTUBHOCTH JIEKAPCTBEHHOTO MpernapaTa BCIEICTBUE BHECEHUS
W3MEHEHHH B  yKa3aHHbIE JOKYMEHTBHI, OTKa3 YIOJHOMOYEHHOro (eneparpHOrO  OpraHa
HCIOJIHUTEJIBHOM BJIACTU B BbIJIaU€ 3aKIIOYEHUS O COOTBETCTBHM MPOU3BOJUTENS JIEKAPCTBEHHBIX
CpencTB TpeOOBaHUSIM MPABUII HAJUICKAIIEH TPOU3BOACTBEHHOM MPAKTUKU B CIIy4ae M3MEHEHUS U (WJTH)
JIONIOJITHEHUS TPOM3BOJICTBEHHOM IUIOMIAJKM JIEKQPCTBEHHOTO IIpenapara, €ciu MPOU3BOACTBO
JICKAPCTBEHHOTO TIpernapara [ijii BETEPUHAPHOTO MPUMEHEHUSI OCYILECTBISIETCS 3a IMpeaeiaaMu
Poccuiickoit denepanuu, Ui OTCYTCTBUE 3TOTO 3aKJIFOUEHUS.

(uactb 7.1 BBenena @exnepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

8. Hlomyckaercsi oOpallieHrue JeKapCTBEHHBIX MpernapaToB JAJs BETEPHUHAPHOTO MPHUMEHEHHUS [0
HCTEUYEHUsI CPOKA FOJIHOCTH, MTPOU3BEICHHBIX B TEYEHUE CTA BOCBMUJIECATH THEU MOCIEe JaThl MPUHSITHS
YIOJTHOMOYEHHBIM (pe/lepabHbIM OPTraHOM HCTIOJTHUTEIHHOM BIACTH PEIICHUS O BHECCHUH W3MEHECHUN
B JIOKYMEHTBI, COJEpXaIlhecs B PErUCTPAllMOHHOM JIOCh€ Ha JIEKAPCTBEHHBIM IMpemapar, B
COOTBETCTBHMU C UH(pOpMAIMEH, coJepKameicss B JOKYMEHTaX pPETHCTPAllMOHHOTO JO0Che Ha
JIEKapCTBEHHBIN Mpenapar 10 AaThl IPUHATHS TAKOTO PEIICHHUS.

(uacts 8 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

CraTtba 32. OTMeHa rocyfapCcTBEHHOW perncrpauum fIeKapcTBEHHOro npenapara

Pemenne 06 oTMeHe TocyapCTBEHHOW PETrHUCTpAIMK JICKAPCTBEHHOTO TperapaTa U UCKIIOUCHUH
JIEKapCTBEHHOI'0 Tpernapara U3 TOCYJIapCTBEHHOI'O PeecTpa JIEKApCTBEHHBIX CPEICTB MPUHUMAETCS
YIOJHOMOYEHHBIM (pe/iepalbHbIM OPraHOM HCIIOJIHUTENBHOM BIACTH B CIIydae:

1) nmpencraBieHUsT — COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  (eiepalibHbIM  OpraHoM
UCIIOJIHUTEJIBHOM BJIACTH 3aKIIOYEHUS O PUCKE WIM 00 yrpose 310pOBBIO, XM3HHM 4YEJIOBEKa WU
KUBOTHOTO TPH NPUMEHEHUHU JIEKApCTBEHHOTO Mpernapara, MPEBBIIAIIUX ero 3(PQeKTHBHOCTD, IO
pe3yabpTaTaM OCYILIECTBISIEMOr0 MM MOHUTOPHHIa 0€30MaCHOCTH JIEKAPCTBEHHOIO IIpenapara;

2) mojavM Jep)KaTtelieM WM BJIAACNBIIEM PETHCTPAIMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOIO
mpermapaTa WIM YIOJHOMOYEHHBIM WM JAPYTUM IOPUIMYECKHM JIMLIOM 3asBIIEHHS 00 OTMEHe
roCyJJapCTBEHHOM pErucTpaliu JIEKapCTBEHHOTO Mpernapara;

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

3) HeMOATBEPKJICHUS TOCYIapPCTBEHHON PETUCTPAIlMU JIEKAaPCTBEHHOTO IMpernapara o UCTeUeHUN
CpOKa JICUCTBUSA PETUCTPALIMOHHOTO YI0CTOBEPEHUS, BBIJAHHOTO HA TISATH JIET;

4) HempencTaBieHMs] 3asBUTelieM UHGOpMAlMU, KOTOpas MOXET IIOBIeYb 3a CcoOoM
HE0OXOUMOCTh BHECEHUS M3MEHEHHMH B JOKYMEHTBHI, COJEpKallfecss B PETUCTPALMOHHOM JOChe Ha
3aperuCTPUPOBAHHBINA JIGKAPCTBEHHBI TIperapar, B TEUYEHHE TpHUIIATH paboumx [HEH co IHs
HACTYIUICHUS 3THUX U3MEHEHUM;

5) OCYIIECTBIICHUS TOCYAAPCTBEHHOW PErHCTpAaIly JICKAPCTBEHHOTO Tperapara ToJ] TOPTOBBIM
HAaUMEHOBAHHEM 3apPETUCTPHPOBAHHOTO paHEe IOJ STUM TOPTOBHIM HAWNMEHOBAaHUEM JICKAPCTBEHHOTO
mpernapara, OTJIMYArOIIerocs KaueCTBEHHBIM COCTABOM JICHCTBYIONIUX BEIICCTB;

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

6) OCYIIECTBIICHHUS TOCYAAPCTBEHHON PETUCTPAIIMH OJHOTO U TOTO K€ JIEKAPCTBEHHOTO Mpernapara
B OTHONIICHHWH OJHOTO W TOTO K€ Jep)KaTels WU BIAJENblla PErUCTPAIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOT'O Tpernapara B BUAC ABYX W OoJiee JIEKAPCTBEHHBIX MPEMApPaToOB TOJ| Pa3THYHBIMH
TOPTOBBIMU HAMMECHOBAHUSIMU;
(. 6 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BbIHECEHHMs CYJOM pelleHHs O HapylUIeHHH I@paB MpaBoobiagarens OObEKTOB
MHTEJUIEKTyallbHONH COOCTBEHHOCTH MPH 00pallieHHH JEKapCTBEHHBIX CPE/ICTB;

8) OTCYTCTBUS JIEKApCTBEHHOTO Tperapara B oOpamieHun B Poccuiickoii denepanuu B TEUCHHE
Tpex u bosee Jer;
(. 8 BBeeH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

O) HeBBIONHEHHS JAepXkKaTeleM WIM BIAJeNblleM PEruCTPAlMOHHOTO  yJOCTOBEPEHUS
JIEKapCTBEHHOTO Tpernapara JIM0o YyIOJTHOMOUYEHHBIM UMH JPYTHM IOPUAMYECKUAM JIUIIOM MEPOTPHUSITHIA
mo oOecrneyeHn0 OE30MacCHOCTH JICKAPCTBEHHBIX MPEMapaToB, YCTAHOBJICHHBIX YIIOJHOMOYEHHBIM
(denepaabHBIM OPraHOM HCIOJHUTEIIBHON BJIACTH B COOTBETCTBHM C dYacTsMu 3 W 4 cratbu 64
HacTosuero denepanbHOro 3aK0Ha, B paMKax OCYIIECTBICHUS (hapMaKoHA130Da;

(n. 9 BBenen denepabHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

10) orkaza nepkaTenss WIM BIaJeiblla PErHCTPALMOHHOTO YJIOCTOBEPCHHUS JIEKAPCTBEHHOTO
npemapata Ju00 YMOJTHOMOYEHHOTO MMM JPYTrOro FOPHUIMYECKOTO JIMIAa OT BHECEHHS W3MEHEHUU B
WHCTPYKIIHIO 1O MPUMEHEHUIO JIEKAPCTBEHHOTO Mpernapara, KacaloluXCs HOBBIX IMOATBEPKICHHBIX
JAHHBIX O TOM, YTO PUCK MPUIMHECHHS Bpe/a 37J0POBBIO YEIOBEKA WIIH )KHBOTHOTO BCIIEACTBHE IIpHEMa
JIEKapCTBCHHOTO TIperapaTa npeBbimaeT 3QPeKTUBHOCTD €ro TPUMECHCHUS.

(n. 10 BBenen denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

Koncynprantllntoc: npumeuanue.
C 01.01.2026 ct. 32 nononusiercs m. 11 (@3 ot 27.12.2019 N 475-D3).

CraTtba 33. FlocyaapcTBEeHHbIN peecTp fieKapCTBEeHHbIX CpeacTB

1. T'ocynapcTBEHHBIM pEECTP JIEKApCTBEHHBIX CPEACTB COJEPKUT IEPEUYEHb JIEKAPCTBEHHBIX
MPEerapaToB, MPOMIISIINX TOCYIaPCTBEHHYIO PETUCTPAIIHIO, IEPEeYeHb (DapMaleBTHUECKUX CyOCTaHIINH,
BXOJIALIMX B COCTAB JIEKAPCTBEHHBIX MPENApaTOB, U CIEIYIONIYI0 HH(OPMALIHIO:

1) B OTHOIIEHUH JIEKAPCTBEHHBIX MIPENapaToB:

a) HaUMEHOBAHME JIEKAPCTBEHHOI'O TIpemnapaTta (MEXAyHapoJIHOE HENaTeHTOBaHHOE, WU
IpPyIIIMPOBOYHOE, NIM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

0) nexapcTBeHHas popMa C yKazaHHEM JIO3UPOBKHU JIEKAPCTBEHHOTO IMperapara u ero KOJIN4ecTBa
B [TOTPEOUTENBCKOM YIIaKOBKE;

B) HAUMEHOBAHUE JIepKaTelsl WU BIIaJebla PeruCTPAMOHHOIO y10CTOBEPEHHS JIEKAPCTBEHHOT O
npernapara ¥ CBEJCHUs O PErUCTpalMy JepiKaTess WIM BiaJelblia PeruCTPALMOHHOTO YA0CTOBEPEHUS
JIEKapCTBEHHOTO TpenapaTa JUlsi MEJUIIMHCKOTO IIPUMEHEHHUS B Ka4eCTBE HAJIOTOIIATEIIbIMKA B CTPaHE
perucTpanuu (111 POCCHMCKUX IOPUINYECKUX JIUI] - HICHTU()UKAIMOHHBIA HOMEp HAJIOTOIJIaTeIbIINKa
(MHH), nns WHOCTpaHHBIX IOPUAMYECKHX JIMI - CTpaHa pEerucTpaluy, HAaUMEHOBaHUE
PETUCTPUPYIONIETO OPraHa, PerHCTPAMOHHBIA HOMEP, KO/ HAJIOTOIJIATENBIUKA B CTPAHE PETHCTPALUU
(MHKOpTIOpAIlMK) WIIH €T0 aHAJIOT);

(mm. "B" B pen. denepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAMMEHOBAHUE U aJJpeC MPOU3BOIUTENS JICKAPCTBEHHOTO MIpenapara U CBEICHHs O PEruCTpaluu
IIPOM3BOJUTENS JIEKAPCTBEHHOIO IpemapaTa Juisi MEAMIMHCKOIO IPHUMEHEHUS B  KauecTBe
HaJOroIUlaTeNbpIIMKa B  CTpaHe  perucTpauuud (A7  POCCHUMCKMX — IOPUAWYECKUX — JUI -
naeHTU(OUKAITMOHHBIM HOMep Hanoromiarensiuka (MHH), ams uHOCTpaHHBIX IOPUAMYECKUX JIUIL -
CTpaHa pErucTpaluy, HAaWUMEHOBAHHE PETUCTPUPYIOIIETO OpraHa, PETUCTPALMOHHBIA HOMEp, KOJ
HAJIOTOIIATENBIINKA B CTPAHE pEerucTpauy (MHKOPIIOPALUK) HIIK €r0 aHaJlor);

(mm. "r" B pea. @enepanbHOro 3akona ot 28.12.2017 N 425-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pen. 0 T " [ata coxpaHeHnus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) (bapMakoTepaneBTH4eCKas rpymnrma, KO/l JIEKapCTBEHHOTO npemnapara o
aHaTOMO-TEPaNeBTUUYECKO-XUMHUECKON Kilaccu(UKaluu, peKOMEeHI0BaHHON BecemupHol opranuzamueit
3JIpaBOOXPAHECHHUS;

(nm. "n" B pen. @eaepanbHOro 3akona ot 22.12.2014 N 429-03)
e) IMMOKa3aHus U IMMPOTHUBOIIOKAa3aHUA K IPUMCHCHUIO JICKAPCTBCHHOTI'O ITpeIiapara,
) TOOOYHBIE ISHCTBUS JIEKAPCTBEHHOTO Mpenapara;
3) CPOK TOJTHOCTH JIEKaPCTBEHHOTO TIperapara;
M) YCIOBHS XpaHEHHUs JIEKAPCTBEHHOTO Mpernapara;
K) YCIIOBHS OTITyCKa JIEKapCTBEHHOTr'O Iperapara;

J) HOMep (apMakoneiHHONH CTaThl WM B CIydae €€ OTCYTCTBHSI HOMEp HOPMAaTHBHOU
JOKYMEHTAIMH JINOO HOPMAaTUBHOTO TOKYMEHTA;

M) JaTa rocyJapCTBEHHOW PErucTpalyy JIEKAPCTBEHHOIO Ipernapara W €ro perucTpaldoOHHBINA
HOMEp, JaTa 3aMEHbl PETUCTPALIMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOIO INpernapaTra Ha OeccpodyHoe
PETUCTPALIMOHHOE  YAOCTOBEPEHUE JIEKapCTBEHHOIO IIpemnapaTra, JaTa I0Ja4yd 3asABICHUS O
MOATBEPKJICHUU TOCYAApPCTBEHHOW PErucTpaludyd JIEKAPCTBEHHOrO Ipemnapara, Jara OTMEHBI
roCyJapCTBEHHOHN PErnCTpany JEKapCTBEHHOTO NIpenapara;

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

H) KaueCTBEHHBI COCTaB M KOJWYECTBEHHBIH COCTAB JCHCTBYIOUIUX BEIICCTB W Ka4eCTBCHHBIN
COCTaB BCIIOMOTaTeNbHBIX BEIIECTB JIEKAPCTBEHHOTO MIperapara;
(nm. "H" BBeneH PeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

0) uHpopMalus 000 BCeX pa3pelIeHHBIX BUIaX BTOPHUHOU (MOTPEOUTEIHCKOM) YITAKOBKY;
(nm. "o" BBeaeH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

1) JaTa TPUHATHS PEHICHUS O BO3MOXHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIM Npemapar MpH
rOCYJapCTBEHHOM pErucTpali B  KadecTBe Op¢aHHOTO JICKAPCTBEHHOTO Tmpemapara (s
JIEKapCTBEHHBIX MPEMapaToB ISl MEIUIIUHCKOTO MPUMEHEHUS);

(mm. "n" BBenen PepepanbHbIM 3akOoHOM OT 22.12.2014 N 429-®3; B pen. deaepanbHOro 3aKoHa OT
27.12.2019 N 475-®3)

p) Hamuyue JEKapCTBEHHOrO Mpernapara B MHEPEeYHE >KU3HEHHO HEOOXOAMMBIX M Ba)KHEUIINX
JIEKapCTBEHHBIX MPEMapaToB (I JIEKAPCTBEHHBIX MPEMApaTOB JJISI MEIUIIMHCKOTO IPUMEHEHUS );
n.n

(mm. "p" BBemen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3; B pen. DeaepanbHOrO 3aKOHa OT
27.12.2019 N 475-D3)

C) HaJW4Yue B JIEKAPCTBEHHOM TIperapare HapKOTUYECKUX CPEJCTB, MCUXOTPOIHBIX BEIIECTB U UX
MPEKYpCOpPOB,  MOIEKAIIMX KOHTpoio B  Poccuiickoit @enepauumd, B  COOTBETCTBUM  C
3akoHomarensCcTBOM  Poccmiickoit  @Penepannu, MEXIyHapOAHBIMM  JOoroBopaMu  Poccuiickoit
®enepanun, B ToM unciie EquHON KOHBEHIIMENW 0 HapKOTHYeCKuX cpeAacTBax 1961 romga u KoHBeHnuei
0 MICUXOTPOIHBIX BemecTBax 1971 rona;

(nm. "c" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

T) uHpoOpMAIUs O TOM, SBISIETCS U JAaHHBIM JIGKAPCTBEHHBIM TMpemapaT pedepeHTHBIM
JIEKApCTBEHHBIM IIPENapaToM;
(nm. "1" BBeneHn denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

y) CBEIEHUsI O Tojaue 3asBJICHUS O BHECCHHUM H3MEHEHWW B JIOKYMEHTBI, COJEpXaIlhecs B
PEruCTPaIIMOHHOM JI0Ch€ Ha JIEKAPCTBEHHBIN MTpenapar;
(. "y" BBeaeH denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

¢) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbhblii 3akoH ot 27.12.2019 N 475-D3;

X) CPOK BBEJICHUS JICKAPCTBEHHOTO Mpemnapara B TpaxkIaHCKuil 000poT;
(nm. "x" BBegeH denepanbHbiM 3ak0oHOM OT 22.12.2014 N 429-D3)

2) B OTHOUICHNH (papMaIleBTHYECKUX CYOCTaHIIHIA:

a) HaMMEHOBaHHE (hapMaIeBTUUECKOW CyOCTaHIMK (MEXKIyHApOIHOEC HEMAaTEHTOBAaHHOE, WIIH
IPYHIUPOBOYHOE, WM XUMHUYECKOE U TOPrOBO€ HAUMEHOBAHMS);
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

0) HAaMMEHOBaHUE U A/IpeC MPOU3BOAUTEINS (hapMaLIEBTHUECKON CyOCTaHIINH;
B) CPOK TOAHOCTH (hapMaleBTUIECKON CyOCTaHINY;
T') yCTIOBHS XpaHEHUs (papMaIieBTUIECKON CyOCTaHIINM;

) HOMep (QapMakolelHOW cTaThbu WJIM B Cllyyae €€ OTCYTCTBHSI HOMEp HOpPMaTHBHOMU
JOKyMEHTAlK J100 HOPMATUBHOTO JOKYMEHTA;

€) HamuKe (apMalieBTUYeCKOi cyOCTaHIIMK B [I€PEYHE HAPKOTHUECKUX CPEACTB, MCUXOTPOMHBIX
BEILIECTB M UX MPEKYpPCOPOB, MOJIEKAIINUX KOHTpoato B Poccuiickoit denepannu, B COOTBETCTBUM C
3akoHozarenscTBOM  Poccuiickoi  @Penepaunu, MEXIyHapOAHBIMM  JOroBopaMu  Poccuiickoit
®enepanyu, B ToM yrcie EquHoll KOHBeHIMEH 0 HapKoTHUecKux cpeactBax 1961 roxa u Konpennuei
0 MICUXOTPOIHBIX BemecTBax 1971 rona.
(. "e" BBenmeH dDeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2. ®apmareBTHYECKas cyOCTaHIUs, MTPOU3BEACHHAS IJIsl pean3alii, MOXET OBITh BKJIIOYEHA B
TOCy/IapCTBEHHBI peecTp JIEKAPCTBEHHBIX CPEACTB HA OCHOBAaHUM 3asBIICHUS pa3paboTuMKa WU
MIPOU3BOUTEINS JICKAPCTBEHHOTO CPEJCTBA JIMOO YIMOJHOMOYCHHOTO UMH IOPHIMYCCKOTO JUIA TPU
YCJIOBUW TPOBEJICHUS B OTHOIICHUHM TAaKOW (apMaleBTUYCCKOW CYOCTAHIIMM DKCIIEPTH3hI KavyecTBa
(hapMmareBTHUECKO CyOCTaHIIMKM B TOPSIIKE, YCTAaHOBJICHHOM cTatheil 34 Hactosimero denepanbHOTO
3akoHa. B oTHomeHuu QapmManeBTHUYECKHX CyOCTaHIUN, MNPOU3BENEHHBIX [UIs pealu3alu, B
rOCy/IapCTBEHHOM peecTpe JIEKapCTBEHHBIX CPEACTB COACPIKUTCA caeaytomias nHpopmarus:

1) HauMeHoBaHUE QapMaleBTUYECKONH CyOCTaHIMM (MEXIyHapOJHOE HENaTeHTOBAHHOE, WU
IPYyIIIMPOBOYHOE, MM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS);

2) HauMEHOBaHUe, aapec MPOU3BOAUTENS (hapMaIleBTUUECKON CYOCTaHIIMH, a TAK)KE€ B OTHOIICHUU
JIEKAPCTBEHHBIX CPEJCTB IS MEAUIIMHCKOTO NMPUMEHEHHS CBEIECHUS O PETHCTPAlMH TPOU3BOIUTEIIS
(dapmaineBTHUECKON CyOCTaHIIMM B KayecTBE HAJIOroIUIaTelbllMKa B CTpaHe perucrpauuu (s
POCCHUNCKHMX IOPUAWYECKUX JHI - WACHTU(UKAIMOHHBI Homep Hamoromuarensimuka (MHH), nns
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 28.04.2023) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

WHOCTPAHHBIX IOPHIMYECKHUX JIMI - CTpaHa PErUCTpPaluy, HAMMEHOBAaHWE PETUCTPHUPYIOIIEro OpraHa,
PETUCTPAIIMOHHBI HOMEP, KO/ HAJOTOIUIATENbIINKA B CTPaHE PErHCTpalnu (MHKOPIOPAUHN) WIH €ro
aHajor);

(n. 2 B pen. @exnepanbHoro 3akona ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (PapMaIIEBTHIECKOM CyOCTaHIINN;
4) ycnoBus XpaHeHHsl (papMarieBTUIECKON CyOCTaHIINH,

5) Homep ¢apmakomneiHoi craTeu MO0 B Ciy4yae €€ OTCYTCTBHS HOMEpP HOpPMAaTHBHOMN
JOKYMEHTAIIUH WM HOPMATUBHOTO JOKYMEHTA;

6) Hanmuure (apMaleBTHUECKON CyOCTaHIIMU B MEPEUHE HAPKOTHYCCKHUX CPEACTB, ICUXOTPOITHBIX
BEIIECTB U HUX MPEKYpPCOPOB, MOMJIEKAIMX KOHTPOJO B Poccuiickoii denepannu, B COOTBETCTBUU C
3akoHoarenscTBOM  Poccmiickoit  ®Denepannu, MEXIyHapOAHBIMM  JoroBopaMu  Poccuiickoit
®enepanuu, B ToM unciie EquHol KoHBeHIIMENW 0 HapKoTHYecKuX cpeacTBax 1961 roga u KoneHuuei
0 MCUXOTPOIHBIX BemecTBax 1971 roxa;

7) nata BKIIOUEHUs GpapMaleBTUIECKO CyOCTaHIIMM B TOCYAAPCTBEHHBINA PEECTp JIEKAPCTBEHHBIX
CPEJCTB, JaTa BHECEHUSI M3MCHECHHI B IOKYMEHTHI (papMaIieBTUYECKON CYyOCTAaHIINH, J1aTa UCKITIOUCHUS
(apManeBTHUECKON CyOCTaHIINH U3 TOCYJAPCTBEHHOTO peecTpa JIeKapCTBEHHBIX CPECTB.

(dactp 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. HO[ZHZ!OK BCACHUA IOCyAapCTBCHHOI'0 PEECTpa JCKAPCTBEHHBIX CPEACTB AJId MCAUIHHCKOI'O
NPpUMCHCHUA W HOPAAOK BCIACHUA TOCYHAPCTBCHHOI'O peeCTpa JICKAPCTBCHHBIX CpPCACTB I
BCTCPUHAPHOI'O MPHUMCHCHUSA YTBCPKAAKOTCA COOTBCTCTBYHOIIUM YIIOJTHOMOYCHHBIM (I)eﬂepaHBHLIM
OopraHomMm HCIIOJIHUTEILHOH BIACTH.

Cratba 34. BkniouyeHue B rocyfapCTBEHHbIM peecTp JfleKapCTBEHHbIX CpeaAcTB U
UCKIIOYeHue us3 rocyaapcTtBeHHOro peecTtpa NeKapCTBEHHbIX cpeacTs
cpapmanLeBTUYECKOU CyOCTaHLMKN, MPOU3BEAESHHOW ANA peanu3auumn
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Jns BrimroueHus: (apMareBTUYECKOW CYOCTAaHIIMM, IPOU3BEACHHON IS peanu3anuu, B
rOCYIapCTBEHHBIN PEECTP JEKAPCTBEHHBIX CPEACTB, TPOBOAUTCS IKCIIEPTU3A €€ KaUeCTBA.
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. DkcrmepTh3a KadecTBa YKa3aHHOW B dacTu | Hacrosmied cratbu (papmaneBTHUECKON
CyOCTaHIINH, COCTABJICHHE KOMUCCHEH IKCIEPTOB 3aKIIOYCHHI TIO0 pe3yIbTaTaM 3TON SKCIEPTU3bI U UX
HaInpaBJICHWE B YIOJTHOMOYCHHBIN (heqepanbHblii OpraH UCTIOJHUTEIHLHOW BIACTH OCYIICCTBISIOTCS B
CPOK, HE TIPEBBIIIAOIINNA MECTHISCATH PA0OUNX JHEH CO JHS MOJYYCHHS dKCIICPTHBIM yUPEKICHUEM
COOTBETCTBYIOIIETO 3aJaHUS YIIOJIHOMOUYEHHOTO (eJepabHOrO OpraHa HCIOJHUTEIBHON BIACTH M
CJIEIYIOIINX JOKYMEHTOB (CBEICHHM):

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

1) cBeneHusa o Aare NpPENOCTABIEHUS U PETUCTPALlMOHHOM HOMEpPE JIMIIEH3UMH Ha MPOM3BOACTBO
JIEKAPCTBEHHBIX CPEACTB WM CBEICHUS O Jare IPEJOCTaBICHUS U PEruCTPAllMOHHOM HOMeEpe
3aKJIIOYEHUSI O COOTBETCTBUM MPOM3BOAMUTENS JIEKAPCTBEHHBIX CPEICTB TPEeOOBAaHUSM IIPABUI
HaJuiexalled IMpPOU3BOJICTBEHHOM TMPAKTUKH, BBIJAHHBIX (TPEJOCTABICHHBIX) YIIOJIHOMOYEHHBIM
(benepanbHbIM OPraHOM HCIOJHUTEIBHOW BJIACTH, B CIlydae, €ClIM IPOU3BOJACTBO JIEKAPCTBEHHOTO

HameHas npaBoBas NoaAepKKa www.consultant.ru CrpaHuua 81 u3 144


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342001&amp;date=01.08.2023&amp;dst=100018&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=135628&amp;date=01.08.2023
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=121091&amp;date=01.08.2023
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=01.08.2023&amp;dst=100536&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=205524&amp;date=01.08.2023&amp;dst=100012&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=223533&amp;date=01.08.2023&amp;dst=100009&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=01.08.2023&amp;dst=100546&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=01.08.2023&amp;dst=100548&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=394111&amp;date=01.08.2023&amp;dst=100214&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=191811&amp;date=01.08.2023&amp;dst=100010&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

cpencTsa ocyuiectBisieTcs B Poccuiickoit @enepanuu;
(B pen. ®enepanbubix 3aKkoHOB 0T 04.06.2018 N _140-P3, ot 27.12.2019 N 478-D3)

2) Komusl JIOKYMEHTa, BBIJIAHHOTO YIOJHOMOYEHHBIM OPraHOM CTPaHbl MPOU3BOAUTEIIS
JIEKapCTBEHHOI'O CPEJICTBA U MOATBEPKIAIOIIETO pa3pelIeHne MPOrU3BOICTBA JIEKApCTBEHHOTO CPECTBa,
U €ro NEePeBOJ] Ha PYCCKHM S3bIK, 3aBEPEHHbIC B YCTAHOBJIEHHOM MOPSJIKE, a TAKKE KOMUS 3aKIIOUEHUs
O COOTBETCTBUHU IPOU3BOAUTENSI JICKAPCTBEHHBIX CPEJICTB TpPeOOBAHMUAM MpPaBHII HaAJeKalel
MIPOU3BOJICTBEHHON MPAKTUKH, BBIJAHHOTO YIOJTHOMOYEHHBIM (pe/iepalbHbIM OPTaHOM HCTIOHUTEIHHON
BIIACTH, MO0 KOMHS PEIICHHs YIMOJIHOMOYEHHOTO (heepaabHOro OpraHa HCIOTHUTEIBHOW BIACTH O
IIPOBEJICHUM MHCIEKTUPOBAHUS IIPOM3BOJUTENS JIEKAPCTBEHHOI'O CPEJICTBA. YKa3aHHBIE JOKYMEHTBI
MIPEJICTAaBIISIOTCS B Cllydae, €CIM IPOM3BOACTBO JIEKAPCTBEHHOI'O CPEACTBA OCYILECTBISETCS 3a
npenenamu Poccutickoit @enepanuu;

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

3) AOKyMEHT, COIepKaIlUi CIIeAYIONIMe CBEACHUS O (papMalleBTUYECKOM CyOCTaHINH:

a) HauMeHOoBaHue (PpapMareBTUIECKON CyOCTaHINH, €€ CTPYKTypa, O0IIre CBOMCTBA,

0) HaMMEHOBAHUE U a/IpeC POU3BOIUTENS;

B) TEXHOJIOTHSI TIPOM3BOJICTBA C ONMMCAHUEM CTAJMK MPOU3BOJICTBA U METOJIOB KOHTPOJIA HAa BCEX
CTaJusX MPOU3BOJICTBA;

I') OMKCaHue pa3pabOTKH Mpoliecca NPOU3BOICTBA;

I) OIMHCaHUE KOHTPOJS KPUTHUYECKHX CTaJUl IMpolecca MPOU3BOACTBA M MPOMEXKYTOUHOU
MIPOTYKITUH;

€) IOKYMEHTaJIbHOE TIOJITBEPXKACHUE (BaIMIA1IMsI) MPOIIECCOB U (UJTM) X OLICHKA;
’K) CBOMCTBA U CTPYKTYypa JACHCTBYIOIINX BEIIECTB;

3) XapaKTepPUCTHUKA TPUMECEH;

1) cnerudukanus Ha GapMaleBTHUSCKYI0 CYOCTaHIIHIO U €€ 000CHOBaHHUE,

K) aHaINTHYECKHE METOIUKH, WCIIONb3yeMble NpPU OCYLIECTBICHHHM KOHTPOJII KadecTBa
(bapMareBTHUECKON CyOCTaHINH;

J) TOKYMEHTAJbHOE MOATBEPKICHUE (BAIMJALMSA) AHATUTUUECKUX METOJIUK, UCIIOIb3YEMBIX MIpU
OCYIIECTBJIEHUN KOHTPOJIS KauecTBa (papMarieBTH4ecKol CyOCTaHINH;

M) pe3yJIbTaThl aHAIM3a CEPHI (papMarleBTUIECKON CyOCTaHIINM;

H) IEPECUCHb CTAaHAAPTHBIX 06p33HOB HWJIKM BCIICCTB, HCIOJB3YEMBIX IIpU OCYHIECCTBICHUA
KOHTPOJIA Ka4e€CTBaA,

0) OIMMHUCAHUC XAPAKTCPUCTHUK U CBOICTB YIaKOBOYHBIX MATCPHUAJTIOB U YKYIIOPOYHBIX CPCIACTB;

1) JaHHBIC O CTA0MIIBHOCTH (PapMaIieBTUIECKON CyOCTaHIINH;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

P) CPOK TOJTHOCTH;

4) OKYyMEHT, COAEp)KalUil CBEAECHUS O PETUCTPALlUM IPOU3BOJUTENS JEKAPCTBEHHBIX CPENICTB
JUIS MEIUIIMHCKOTO IPUMEHEHMsI B KaueCTBE HAJIOTOIUIATEIbIMKa B CTpaHe perucrpauuu (amas
POCCHUHCKHMX IOPUAMYECKUX JHI - WACHTU(UKAIMOHHBIM Homep Hanoromarensiinka (MHH), s
MHOCTPAHHBIX IOPUINYECKUX JIMI[ - CTpaHa PETUCTpallid, HAMMEHOBAaHUE PETHCTPUPYIOLIETO OpraHa,
PETUCTPALIMOHHBIA HOMEP, KOJ| HAJIOTOIUIATENbIINKA B CTpaHE PErucTpaluuu (MHKOPIIOpAllMU) WIA €ro
aHajsor).
(. 4 BBenen PenepanibHbIM 3aK0HOM OT 28.12.2017 N 425-D3)
(dactb 2 B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. 13.07.2015))

3. Jns mpoBeneHMs] DSKCHEPTH3bl KayecTBa YKa3aHHOM B dYacTH | HacTosmied CTaThu
(hapmarieBTHUECKOM CyOCTaHIIMM 3asBUTENb MPEACTABISIET B YIMOJTHOMOYEHHBIN (enepanbHbId OopraH
WCIIOJTHUTENIBHON BIIACTH:

1) 3asBieHHE O BKIIOUYEHHHM B TOCYJapCTBEHHBIH peecTp JIEKapCTBEHHBIX CPEJCTB TaHHOW
(bapMareBTHUECKON CyOCTaHINH;

2) xonMsi JOKYMEHTA, NOJATBEP)KIAIOLIET0 YIUIaTy IOCYJapCTBEHHON MMOUUIMHBI 32 BKIOYEHHE B
TOCYJApPCTBEHHBIN PeecTp JEKapCTBEHHBIX CPEACTB (papMalleBTUYECKON CyOCTaHIMH, POU3BEICHHON
JUIsL  peanm3ainuu, Ju00 TO0 COOCTBEHHOW WHUIIMATHBE YKa3aHHBIA JOKyMEHT. B cmydae ero
HEMNpPEeJICTAaBICHUS 3asBUTENIEM YIOJHOMOYEHHBIH (peiepalibHblil OpraH HCIOJHUTEIBHON BIIACTU
npoBepsieT (hakT ymiaaThl TOCYJapCTBEHHON MOIIIMHBI 3asSBUTENIEM C UCIOIb30BaHWEM HH(OpMaIu 00
yIjiaTe rocy/1apcTBEHHON MOUUIMHBI, cojiepxkalieiics B ['ocyiapcTBeHHON MHPOPMALIMOHHON CUCTEME O
rOCYJapCTBEHHBIX U MYHHUIMIIAJIBHBIX ILIATEXKaX, HA OCHOBAHWM IIPEACTABICHHOW 3asBUTEIEM KOIIUHU
JOKYMEHTA, MOATBEPKAAFOLIETO YIUIATy TOCYIapCTBEHHOM MOIINHBI;

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

3) TOKyMEHTBI, YKa3aHHbIC B 4YaCTH 2 HACTOSIIEH CTaThH;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

4) 3asBieHME O BblAAaue paspelleHHsi Ha BBO3 B Poccuiickyro denepannio KOHKpETHOW NapTUU
HE3apEruCTPUPOBAHHOIO JIEKAPCTBEHHOTO CPEICTBA, MPEJHA3HAYEHHOTO Ul MPOBEACHUS YKa3aHHOMU
SKCIEPTU3BIL.

(1. 4 BBeeH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

3.1. B ciydae HempexncraBicHMs C 3asBICHHMEM O BKIIOUYEHUU B TOCYJAapCTBEHHBIA DPEECTp
JIEKapCTBEHHBIX CPEACTB (hapMalleBTUYECKONH CyOCTaHIIMM JOKYMEHTOB, MOATBEPXKIAIOIIMX YIIIATy
roCy/JapCTBEHHON IOLUIMHBI M YKa3aHHbIX B IIyHKTE 2 4YacTW 3 HACTOAILIEH CTaTbU, a TaKKe
BBIIaBaEMbIX (IIPEJOCTABIIEMBIX) YIOJIHOMOYEHHBIMU (efepaibHBIMA OpraHaMH HCIIOJTHUTEIHHON
BJIACTH JOKYMEHTOB (CBEIEHHUH), yKa3aHHbIX B MyHKTax | M 2 yacTu 2 HacTOSLIEH CTaThy,
YIOJHOMOYEHHbIN (heiepaabHblii OpraH UCIIOJIHUTENbHON BIACTH 3allpallliBaeT YKa3aHHbIE JOKYMEHTBI
(cBeeHMsI) B MOPSJIKE MEKBEIOMCTBEHHOTO HH(OPMAIIMOHHOIO B3aUMOJIEHCTBUS.

(uacts 3.1 BBenena @enepanbHbIM 3aKk0HOM OT 27.12.2019 N 478-D3)

4. B TedyeHue aecsATH pabouux JTHEH cO JIHS NPUHATHS 3asBICHUS O BKJIIOYEHUH YKa3aHHOW B
gyactu | Hacrosimedl cratbum  (hapMaleBTHUECKOW CyOCTaHIIMM B TOCYAAPCTBEHHBI peecTp
JIEKAPCTBEHHBIX CPEJCTB M JOKYMEHTOB, IIEPEYUCIICHHBIX B YacTU | W IyHKTe 2 4acTH 3 HACTOAILEH
CTaTbH, YIIOJTHOMOUYEHHBIH (pesiepanbHblil OpraH UCIIOHUTEIHHON BIACTH:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

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

1) mpOBOJIUT MPOBEPKY MOJHOTHI M JIOCTOBEPHOCTU JAHHBIX, COACPIKAIMXCS B MPEACTABICHHBIX
3asBUTEJIEM JIOKYMEHTAX;
(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) mpUHHMMaeT peUIeHHE O HaIPaBJICHWU B SKCIEPTHOE YUpEeXKJEHUE 3a/JaHHs Ha INPOBEICHUE
9KCIIEPTHU3bI KAUeCTBA YKa3aHHOM B yacTu 1 HacTosIel cTaTbu (papManeBTHUECKON CyOCTaHIIMHN WK 00
OTKa3e B TAKOM HaIlpPaBJICHUU;

3) yBegoMIISeT B 3JEKTPOHHOM MJIM MHUCbMEHHOU (popMe 3asBUTENS O MPUHATOM PEUICHUU WU B
Cllydae 0TKa3a C yKa3aHUEM [IPUYMH TaKOrO OTKa3a.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

4.1. B cnydae BBIABICHHS HEJOCTOBEPHOCTH CBEIICHUM, COJICPKAIIUXCS B TIPECTABICHHBIX
3asiBUTENIEM MaTepuajax, yIOJTHOMOYEHHbIHN (efepanibHblii OpraH UCIOJHUTEIBLHOM BIACTH HAIPABIISET
3asiBUTENI0 3ampoc 00 yTOYHEHMHM YKa3aHHBIX CBeJeHHH. JlaHHBIN 3ampoc MOXeT ObITh IepenaH
YIOJIHOMOYEHHOMY MPEACTABUTENIO 3asBUTENS JIMYHO MO/ PACIHCKY, HAIIPABJIEH MO MOYTE 3aKa3HBIM
MMMCBMOM WJIM TIepe/iaH B 3JEKTPOHHOU (hOpMe MO TEICKOMMYHHUKAIMOHHBIM KaHallaM CBsi3H. B cirydae
HalpaBJieHUs JaHHOTO 3ampoca IO TOYTe 3aKa3HbIM MHUCBMOM OH CYUMTAETCS TIOJYYEHHBIM 10
WCTEUYEHUH IECTH JIHEH C JaThl HAIIPABICHHUS 3aKa3HOTO MUCHhMa.

(dactp 4.1 BBegeHa denepanbHbiM 3akoHOM OT 25.11.2013 N 317-D3)

4.2. 3asBuTenp 00s3aH MPEICTaBUTh OTBET HA 3alpOC YHOJHOMOYEHHOTO (efepabHOI0 OpraHa
WCTIOJHUTENIBHOM BJIACTH B CPOK, HE INPEBBIMIAIONINI JEBIHOCTa pabouux AHEH €O JHA IMOIyYeHUS
nanHoro 3ampoca. Cpok, yKa3aHHBIH B 4acTh 4 HACTOAILIEH CTaThbH, MPHOCTAHABIMBAETCS CO JHS
HAIpaBJICHUs 3asSBUTENIO 3alIpoca YHOJIHOMOUYEHHOTO (pefiepabHOTO OpraHa MCIIOJHUTENbHON BIACTH
70 AHS TIONydeHHWss WM OTBETa Ha JAaHHBIA 3alpoc M HE YYUTHIBACTCS IPH HCYHUCICHUU CpPOKa
IKCTIEPTU3bl KadyecTBa (hapMaleBTHYECKOH CyOCTaHIIMM, HEHCIIONb3YyeMOM TIpH HPOU3BOJICTBE
JIEKapCTBEHHBIX MPENapaToB.

(uactb 4.2 BBenieHa PenepanbHbIM 3aK0HOM OT 25.11.2013 N 317-03)

5. OcHoBaHMEM [JIs OTKa3a B HAIIPABJICHUU B DKCIEPTHOE YUPEXKACHUE 3a/laHusl Ha IIPOBEJICHUE
HKCHEepPTH3bl KadyecTBa YKa3aHHOW B dYacTH | HacTosmed craThM (papmaneBTHYECKOH CyOCTaHIIMU
SBIISIETCS HENPEJCTaBICHWE JTOKYMEHTOB, YKa3aHHBIX B YacTH 2 HACTOSIIEH CTaTbH, OTCYTCTBHE
uHpopMalliy, TOATBEpXKIaroie QakT ymiaaTel TOCYyJAapCTBEHHOW MONUIMHBI 33 BKJIIOYEHHE
(dapmainieBTHUECKON CyOCTaHIMK, NPOW3BEACHHOW [UIsl peaju3alii, B TOCYAapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJICTB, HENPEACTABICHUE 3asIBUTENIEM B YCTAHOBJIEHHBI CPOK OTBETA HA yKa3aHHBIN
B yactu 4.1 HACTOSMICH CTaThH 3alpoC YIIOJHOMOYEHHOrO (eAepaibHOr0 OpraHa HCIOJHUTEIHHON
BJIACTH WJIN NPEACTaBIEHUE JOKYMEHTOB, HE COJIEPKAIMX MCUEPIIBIBAIOLIETO MEPEeUHsl HEOOXOIUMBIX
CBEJICHUM.

(dacthb 5 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenme maTHamUATH paboOyMX IHEH CO IHS TONYUYEHHUS PEIICHUS YIMOTHOMOUYEHHOTO
(denepanbHOrO OpraHa UCTIOTHUTENLHOM BIACTH O HATIPABICHUU B SKCIIEPTHOE YUPEXKICHUE 3aJaHuUs HA
MPOBEJICHUE OSKCIIEPTU3bl KadyecTBa yKa3aHHOW B 4acTh | Hacrosmield cTaThdl (papMareBTHYCCKON
cyOCTaHIIMM 3asIBUTENH MPEACTABISIET B OKCIIEPTHOE YUPEXKICHUE ISl TIPOBEICHUS TAHHOU SKCIIEPTU3bI
oOpasnpl  (hapManeBTHUECKOM CyOCTaHIIMM B KOJUYECTBE, HEOOXOIMMOM JUISI BOCIIPOU3BEICHHS
METOJIOB KOHTPOJI KauecTBa. DKCIIEPTHOE YUPEKICHHE MPH MOTYYECHHH 00pa3lloB yKa3aHHOH B yacTu 1
HaCTOAIIEH cTaThu (hapMalleBTHUECKON CyOCTaHIIMU BBIIAET 3aABUTENIO JOKYMEHT, MOATBEPKAAFOIINN
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

MOJly4YeHHe 3THX O0Opa3loB, U B CPOK, HE MPEBBIMLAIOIIMNA Tpex padouyux IHEH, yBEIOMISET B
JIEKTPOHHOW WJIM TNHCbMEHHOHM QopmMe 00 53TOM YIOJIHOMOYEHHBIH (eaepanbHbIii  OpraH
WCIIOJTHUTENIbHON BJIACTU. DTU CPOKHU HE BKIIIOUAIOTCS B CPOK MPOBEJICHUS JAHHOM SKCIIEPTHU3BI.

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

7. JIOKyMEHTBI, IOCTYIUBIIIAE B DKCIIEPTHOE YUPEKACHHUE VIS MPOBEICHUS IKCIIEPTU3HI KaueCcTBa
yKa3aHHOM B yactu | HacTosiied ctaTbM (apMaleBTUYECKOW CyOCTaHIIMM, MOMAJIEKAT BO3BpPATy B
YIOJHOMOYEHHBIN (eiepalibHbIil OpraH MCIOJHUTENBHOM BIACTH OJHOBPEMEHHO C 3aKIIOYCHHSIMH 10
pe3yabpTaTaM MPOBEJICHHON HKCIIEPTU3HI.

8. B cpok, He mpeBBILAIOMIUNA AT PadOYUX JHEW CO JHS MOJYyYEHHUs 3aKIFOUCHUS KOMHCCHUHU
SKCHEPTOB IO pe3yJibTaTaM »dKCIEPTU3bl KauyecTBa YKA3aHHOM B 4YacTh | HACTOSMIEH CTaThbu
(hapmarieBTHUeCKOM CyOCTaHITNH, YIIOJTHOMOYEHHBIN (peiepaabHbIi OPraH UCTIOTHUTETHFHOW BIIACTH:

1) OCYHIECTBIACT OLICHKY TaKOIr'o 3aK/IOYCHHA IJIA ONPCACIICHHA €ro COOTBECTCTBHA 3aJaHUIO Ha
IIPOBCACHUC JTaHHOM 9KCIICPTU3LI,

2) TNpUHUMAaET PpEIIeHHEe O BKIWYEHMM YKa3aHHOM B 4acTM | HacTosued crarbu
(bapMareBTHUECKON CyOCTaHIIMU B TOCYJAPCTBEHHBIN peecTp JIGKAPCTBEHHBIX CPEACTB WM pelieHre 00
OTKa3e B TAKOM BKJIFOUEHUU;

3) BHOCHUT TNpH TPHUHATHU PEIICHHUS O BKIIOUYEHWM YKa3aHHOW B YacTH | HAcTOsIIEH CTaThu
(dapmaneBTHUECKON  CyOCTaHIIMM B TOCYAApCTBEHHBIM  peecTp  JIEKAPCTBEHHBIX  CPEICTB
MPEeIyCMOTPEHHYI0 4YacThio 2 craTthu 33 Hacrosimero @enepalbHOTO 3aKkoHa HWHOOpPMALUIO U
YBEAOMIISIET 00 9TOM B AJIEKTPOHHON WIIM MMUCEMEHHOU (hopMe 3asiBUTEIIS.

(B pen. @enepanbHbix 3ak0HOB 0T 22.12.2014 N 429-D3, o1 27.12.2019 N 462-D3)

9. OcHoBaHMeM [UIsi OTKa3a BO BKJIIOYEHUM YKa3aHHOW B dyacTu | Hacrosimied craTbu
(dapmaiieBTHUECKON CyOCTaHIIMM B TOCYJApPCTBEHHBIN pEecTp JIEKAPCTBEHHBIX CPEICTB SBISETCS
3aKJIFOUYEHHE COOTBETCTBYIOILIETO YIIOJIHOMOUYEHHOTO (hefiepaIbHOr0 OpraHa MCHOJHUTENBHOM BIACTH O
TOM, YTO Ka4ecTBO (hapMarleBTHUECKON CyOCTaHIINY HE TIOATBEPKACHO MOMyUYEeHHBIMU JAHHBIMHU.

(uactp 9 BBegena denepanbHbiM 3akoHOM OT 22.10.2014 N 313-®3; B pen. deaepanbHOro 3aKkoHa OT
04.06.2018 N 140-D3)

10. He momyckaercst BKJIIOYEHHE B TOCYAAPCTBEHHBIM PEECTP JIEKAPCTBEHHBIX CPEJCTB OJHOMU
(hapmarieBTHUECKOM CyOCTaHIIMK, TPOU3BEACHHON JUIsl pean3allid M BBITYCKAEMOW OJIHUM U TEM XKe
MIPOM3BOIUTENIEM, B BUJE IBYX U O0JIee PeecTPOBBIX 3aIUCEH.

(uacts 10 BBegena deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

11. BHeceHnne u3MeHeHUH B JIOKYMEHTHI Ha (hapMaleBTHUECKYIO CyOCTaHILMIO, MPOU3BEICHHYIO
JUI pealli3allii U BKJIFOUEHHYIO B TOCYJIaPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBIIAETCS
B THopslKe, ycraHoBiaeHHOM craTbiMu 30 m 31 Hacrosmero ®enepaJbHOrO 3aKOHA, C YIUIATOM
rOCyJapCTBEHHON IONUIMHBI, NPEIyCMOTPEHHOM 3akoHoAaTenbcTBOM Poccuiickoit ®enepanuu o
Hajorax u coopax.
(uacts 11 BBegena deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

12. lonmyckaetcs oOparienue papMaleBTHUECKUX CyOCTaHIIMN, TPOU3BEACHHBIX IS peau3alii,
B TEYCHHE CTa BOCBMHJIECATH IHEH J0 M TOCIE MPUHATUS YIOJIHOMOYEHHBIM (hefiepaibHbIM OpraHOM
WCIIOJIHUTEJIbHOM BJAcTH pEUIeHHs] O BHECEHMM HM3MEHEHHH B JOKYMEHThl Ha (apMalleBTHUUYECKYIO
CcyOCTaHIMIO, TPOU3BEACHHYIO JMJIi peaju3allid M BKJIIOYEHHYI0 B TOCYJapCTBEHHBIM peecTp
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JIEKapCTBEHHBIX CPECTB.
(uactp 12 BBeneHa PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

13. Pemenne 00 UCKIIOYEHHUH U3 TOCYJApCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEICTB
(dhapmareBTHUECKON CyOCTaHIIMH, NMPOU3BEACHHON I peall3alid, MPUHUMACTCS YIOJTHOMOYCHHBIM
(dhenepaJbHBIM OpPTraHOM HCTIOJIHUTEIHLHOM BIACTH B ClIydae:

1) nmpencraBieHHs ~ COOTBETCTBYIOIIMM  YHOJHOMOYEHHBIM  (eiepalbHBIM  OpPraHOM
WCIIOJTHUTENILHOM BIACTH 3aKIIOUEHUS O PUCKE WM 00 yrpo3e >KU3HU WU 3JI0pPOBBIO YelOoBEeKa OO0
YKUBOTHOTO TP MCTOJIB30BAHUH JIEKAPCTBEHHOT'O CPEJICTBA;

2) momauM pa3pabOTUMKOM JICKAPCTBEHHOTO CPEACTBAa WM MPOU3BOJHUTEIEM JIEKaPCTBEHHOTO
cpeacTBa MO0 YIMOJTHOMOYECHHBIM UMHU JIPYTHM IOPUIHYECKAM JIUIIOM 3asBIICHUS 00 MCKIFOYCHUU W3
TOCYJTApPCTBEHHOTO PEeecTpa JIGKAPCTBEHHBIX CPEICTB (hapMalleBTHUECKOW CYyOCTaHIINH, TIPOU3BEICHHON
ISl pean3allny;

3) orcyTcTBHS (hapManeBTHUECKOM cyOCTaHIIMY, TPOU3BEACHHOM I peaau3aliyy, B 00palleHuy B
Poccuiickoii @enepanuu B TeUeHUE TpeX U Oojiee JeT.
(uactp 13 BBeneHa PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

Cratba 35. Ytpatuna cuny ¢ 1 uona 2015 ropa. - ®PepepanbHbIi 3aKOH OT
22.12.2014 N 429-93.

Cratba 36. OGxanoBaHue pelweHus o060 OTKase B BblAaye paspelleHMsA Ha
npoBeAeHMNe KIIMHMYEeCKOro MccrnefoBaHUsA JleKapCTBEHHOro npenapara, peweHua o6
OoTKasze B rocyAapCTBEHHOW perncrpauum JieKapCTBEHHOro npenapara, 3aknoyeHus
KOMMCCUM IKCNEePTOB IKCMEPTHOro yYpEeXXAEeHUA UNKU 3aKn0YeHUs coBeTa No 3TUKe

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

Perienrie COOTBETCTBYIOIIETO YIIOJIHOMOUYEHHOTO (hefiepaibHOr0 OpraHa MCIOTHUTEILHON BIACTH
00 OTKa3ze B BbIayYe pPa3pelICHUs HAa NPOBEIEHHE KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO
mpernapara, pemieHre YKa3aHHOTO (eepallbHOTO OpraHa HCIONHHUTEIBHON BIACTH 00 OTKase B
rOCy/IapCTBEHHOW pPETrUCTpalluy JIEKapCTBEHHOI'O IIpernapaTa, 3aKiIoYeHHEe KOMHCCUU JKCIEPTOB
SKCIIEPTHOTO YUPEKJIEHUS WIM 3aKJIIOUYEHHUE COBETa 0 3TUKE MOXET ObITh 00KajJOBaHO B IMOPSIKE,
YCTAaHOBJICHHOM 3aKOHOJaTenbCcTBOM Poccuiickoit @epepanuu. 3aki04eHME KOMHCCHHM HKCIIEPTOB
SKCIEPTHOTO YUPEXKACHHUS O B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MPEnaparoB JUisi MEAUIIMHCKOTO
MIPUMEHEHHUS JIMOO O TOM, YTO JICKAPCTBEHHBIN Tperapar Al MEIUIMHCKOTO MPUMEHEHHSI HE SIBIISCTCS
B3aMMO3aMEHIEMBIM, MOXET OBITb OO0XKAJIOBAHO JEpIKaTeleM WIH BIJIAJIETbIEM PETHCTPALMOHHOTO
YI0CTOBEpPEHUS JIEKAPCTBEHHOTO MperapaTa B yIOJIHOMOYCHHBIN (heiepaIbHbI OpraH UCIIOTHUTEIIbHON
BJIACTH, KOTOPBIN MPUBJIEKAET K PACCMOTPEHUIO YKA3aHHOM KanoObl MOJABEAOMCTBEHHBIE €My Hay4yHbIE
OpraHM3allii ¥ 00pa3oBaTeNbHBIE OpPraHU3allMd BBICHIETO O0pa30BaHMs, OCYIIECTBISIONIUE
NesSTeNbHOCTh B cepe oOpalieHus JIEKapCTBEHHBIX CPEACTB. 3aKIIOYCHHE KOMHUCCHH JKCIEPTOB
HKCHEPTHOTO YUYpEkKACHUs, O(QOPMIICHHOE 10 HTOTaM MEPecMOTpa OO0KAIOBAHHOTO 3aKIIOUYCHUS
9KCIIEPTA, MOXKET OBITh OCHOPEHO JEp>KaTeleM WM BIAJENbLEM PErucCTPalMOHHOIO YAOCTOBEPEHUs
JIEKApCTBEHHOTO TIperapara Ju0O0 YIOJHOMOYCHHBIM HMH JIMIIOM B TIOPSJIKE, YCTaHOBJICHHOM
3aKoHO/aTeabCcTBOM Poccuiickoii ®Penepanun. [lpum oOkaloBaHWHM pEIICHUS YIIOTHOMOYEHHOTO
(denepanbHOrO OpraHa HCIOIHUTENBHON BIACTH, 3aKIIOYCHHSI JKCIEpTa WM KOMHUCCHH JKCIEPTOB
AKCIEPTHOTO YUPEKJICHHUS, 3aKJIFOUEHHsI COBETA 10 dTUKE JeprKaTeb WU BIIaJIeiel] PpEruCTPAlluOHHOTO
yIOCTOBEPEHUS JICKAPCTBEHHOTO Tpernapara JIM00 YMOJHOMOYCHHOE WMH JIMIO BIpPaBe IMPEACTABUTH
pe3yabTaThl AKCHEPTU3BI JIEKAPCTBEHHOT'O IperapaTa, MPOTOKOJIBI MOJYYEHHBIX aKKpEeIUTOBAHHBIMU
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UCTBITATEIbHBIMU J1a00paTOPUAMU (LIEHTPAMH) PE3YIbTaTOB UCCIIEAOBAHUM, UCTIBITAHUH.
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

Cratba 37. WUHdopmaumsa, cBfA3aHHassi C OCYLECTBNEHMEM TrocyAapCTBEHHOMN
perucTtpaumm nekKapcTBeHHbIX npenapaTtoB, WH(popmauua O 3aperncTpupoBaHHbIX
neKkapcTBEHHbIX Mpenapatax W JfleKapCTBEHHbIX MpenapaTtax, WCKMYEHHbIX U3
rocyfapcTBeHHOro peecTpa fiekapCTBeHHbIX CpeaACcTB

1. CoOTBEeTCTBYIOIIMI yIOJIHOMOYEHHBIH (enepanbHblii OpraH HCHOJHHUTEIBHOM BIACTH
pasMemniaer Ha CBoeM OQUIHATLHOM caiiTe B ceth "HMHTepHer" wuWHOpPMAIMIO, CBI3aHHYIO C
OCYIIECTBJIEHUEM TOCYJIapCTBEHHOM pPETUCTpalliy JIEKApCTBEHHBIX IpenaparoB, B TOM 4HCIE
IIPOBEICHUEM HKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB (BKJIIOYas pe3ysibTaThl €€ IPOBEICHMS),
MHPOPMALIMIO O 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IpenapaTax M JIEKAPCTBEHHBIX IpenapaTax,
HCKIIIOYEHHBIX M3 TOCYJAapCTBEHHOI'O PEECTpa JEKAapCTBEHHBIX CPEJCTB, HE IMO3JHEE YeM 4Yepe3 IATh
pabouux aHEH co AHS MOJTYYECHHUS YHOTHOMOYEHHBIM (heiepabHBIM OPraHOM HCIOJHHUTEIBHOM BIACTH
COOTBETCTBYIOIIEH HHPOPMAIIHH.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 02.08.2019 N 297-D3)

2. Cpoku W TOPSAIOK pa3MElIeHUs yKa3aHHOW B 4YacTH | HACTOSIIEH CTaTbu HH(POPMAIUH
YCTaHABIMBAIOTCA yIOJTHOMOUYEHHBIM (heiepaabHbIM OpraHOM UCHOTHUTENbHOUM BracTH. MHbopmanus,
yKa3aHHas B 4acTU | HACTOSIIEW CTaThH, SBISETCS OTKPHITOM M OOIIENOCTYITHOW U MPEIOCTaBIIACTCS
3aMHTEPECOBAHHBIM JIMLIAM B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickon denepanuu.

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

Mnaea 7. KMIMHWYECKUE UCCIIEAOBAHUA JIEKAPCTBEHHbIX
NMPEMAPATOB OJ1A MEANLUMHCKOIO NPUMEHEHUA, OTOBOP
Ob UX NPOBEAEHUW, MPABA NMALUUEHTOB, YYACTBYIOLLIUX
B 3TUX UCCNNEAOBAHUAX

Cratba 38. KnuHunyeckme wuccnegoBaHus JIeKapCTBeHHbIX npenapatoB AnA
MeaAULUUHCKOro npuMmeHeHusA

1. Knuandeckue uccneoBaHus JEKapCTBEHHBIX MPENaparoB il METUIIMHCKOTO MPUMEHEHUs, B
TOM YHCIIe MEKIYHAPOTHBIC MHOTOLIEHTPOBEIC, MHOTOIICHTPOBBIE, TOCTPETHCTPAIIMOHHBIC, TIPOBOIATCS
B OJHOW WJIM HECKOJBKHX MEIUIMHCKUX OPTaHMU3AIMIX B COOTBETCTBHU C MPABWIAMHU HaJIeXkalen
KIIMHUYIECKOW TTPAKTHKH, YTBEP)KICHHBIMH YTIIOJTHOMOYCHHBIM (pe/IepaIbHBIM OPTaHOM HCIIOJTHATETHHON
BJIACTH, COOTBETCTBEHHO B CJICAYIONIUX IEIISIX:
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1) ycraHoBieHHe O€30MACHOCTH JIEKAPCTBEHHBIX IMPENapaToB MAJs 30POBBIX JTOOPOBOIBIEB U
(W) MEepeHOCUMOCTH UX 3J0POBBIMU JOOPOBOJIBLIAMH, 32 HCKIIOUEHHEM TaKHUX HCCIeA0OBaHUMN
JIEKapCTBEHHBIX MPEMApPATOB, MPOU3BEICHHBIX 3a npeaenamu Poccuiickoit denepanuu;

2) no6op ONTUMAIBHBIX TO3UPOBOK JIEKAPCTBEHHOTO Mpernapara u Kypca JeueHus 1715 MalueHTOB
C ONpEe/EJCHHBIM 3a00JIEBaHUEM, ONTHUMAIBHBIX 103 M CXE€M BaKIMHALUKM MMMYHOOHOJOIMYECKUMHU
JIEKapCTBEHHBIMHU ITpenapaTaMy 310pOBBIX JOOPOBOJIBIIEB;

3) ycraHoBieHHE O€30IaCHOCTH JIEKApCTBEHHOro Ipemapara W ero 3((eKTuBHOCTH A
MAIMEHTOB c OIIpeIETICHHBIM 3a00JIeBaHUEM, npopUIAKTUIECKOM 3G PEKTUBHOCTH
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPETIapaToB I 3I0POBBIX JOOPOBOJIBIIEB;
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4) w3yd4eHHWE BO3MOXKHOCTH pACHIMPEHUS IIOKa3aHWH JUIS MEIUIMHCKOTO TPUMEHEHUS |
BBISBJICHUSI paHEe HEU3BECTHBIX ITOOOYHBIX JCHCTBHHA 3apETMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX
IperapaToB.

2. B oTHOmEHWHM BOCHPOM3BEICHHBIX JIEKAPCTBEHHBIX MPEMapaToB [UIsi MEAUITTHCKOTO
MPUMEHEHUS  TPOBOJSATCS  WCCIAEAOBAaHUS  OMOPKBUBAJICHTHOCTH W (WJIM)  TEPANEBTHYECKOM
SKBUBAJIEHTHOCTH B  MOPSJIKE, YCTAHOBJIEHHOM YIOJHOMOYEHHBIM (pelepaJbHBIM  OpraHOM
HCIIOJIHUTENIBHOU BJIACTH.

3. OpFaHI/ISaHI/IIO IMMPOBCACHUA KIMHUYCCKUX I/ICCJ'ICJIOBaHI/Iﬁ JICKAPCTBCHHOTO Tpfriapara I
MCIUIIMHCKOI'O0 IPUMCHCHUS BIIPABC OCYIICCTBIIATD!:

1) pa3paboTumK JIeKapCTBEHHOTO IIpenapara Wi yIIOJIHOMOYEHHOE MM JIUIIO;

2) oOpa3oBaTelIbHbIC OpraHWU3aldd BBHICIIETO O0pa3oBaHUS, OPraHU3alWU JOMOJHUTEIBHOTO
po¢eCCHOHAIIBHOTO 00pa30BaHU;
(m. 2 B pen. @enepanbHoro 3akona ot 02.07.2013 N 185-03)

3) HAay4YHO-UCCJIICAOBATCIILCKUC OpTraHU3allnu.

4. KnuHuueckue HCCIEeNOBaHUS JIEKapCTBEHHOI'O IpernapaTa AJisi MEIULUHCKOrO IPUMEHEHUs
MIPOBOASTCS] HA OCHOBAHUU pa3pellieHUs] Ha MPOBEACHUE KIMHUYECKOTO UCCIIEeI0BAaHUS JIEKaPCTBEHHOTO
mpenapaTta, BBIJAHHOTO YIOJHOMOYEHHBIM (efepalbHbIM OpraHOM HCIIOJHUTENbHONM BJIACTH.
VYnonHoMo4YeHHbIH  (enepanbHbli  OpraH HCHOJHUTENBHOM BJIACTM BENET PEEeCTpP BBLAAHHBIX
paspelIeHnii Ha NpoBeAEeHUE KIMHUYECKUX HCCIEI0BaHUN JIEKAPCTBEHHOrO Iperapara, cojepKaliuit
yYKa3aHHE Ha UX LI€JIb WIH LIEIH, B YCTAHOBIEHHOM 3THM OPTraHOM IMOPAIKE.

(B pen. @enepanbHbix 3aK0HOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-P3)

5. ¥Yrpatun cuny ¢ 1 utons 2015 roxa. - @enepanbublii 3akoH oT 22.12.2014 N 429-03.

6. K opranmsanmum npoBeneHUs KIMHMYECKUX HCCIENOBAaHUM JIEKAPCTBEHHOIO Ipemnapara s
MEJULMHCKOIO TPUMEHEHUs pa3pabOTYMKOM JIEKApCTBEHHOI'O IIpenapaTa MOTYT IPHUBIIEKATHCS
IOpUIMYECKHE JIMLA JII0OOH OpraHu3alMOHHO-IPAaBOBOM (OpPMBI TPU  YCIOBUM OOecredeHus
COOTBETCTBUS 3TUX UCCIIEI0BaHUN TpeOOBaHUAM HacTosero denepaibHOTO 3aKOHa.

Koncynprantlntoc: npumedanue.

B nacrosiiee Bpemsi AEMCTBYIOLIMM 3aKOHOAATEIHCTBOM HE YCTAHOBJIEH MOPSAOK aKKpeAUTaLUU
MEIUIMHCKUX OpraHM3allii Ha MpaBO MPOBEACHUS KIMHUYECKHX HCCIEIOBAHUN JIEKapCTBEHHBIX
npenaparoB s MeauuumHckoro npumeHenus. Jlo 01.01.2021 nelictBoBano llocraHoBiieHHE
[IpaButensctBa PO ot 03.09.2010 N 683.

7. KinuHuueckue WCClIeIOBaHUs JIEKAPCTBEHHBIX TMPEMapaToB IS MEIUIIMHCKOTO TPUMEHEHUS
MPOBOMATCS B MEAMIIMHCKUX OpraHU3alMsIX, aKKPEIUTOBAHHBIX YIIOJTHOMOYEHHBIM (eaepaabHbIM
OpraHOM HCHOJHUTEIBHOM BIIACTU B MOpsAKe, YycTraHoBIeHHOM IIpaButenbctBom Poccuiickoit
denepauuu.

8. HepequL MCIHUIIMHCKHUX opraHmauHﬁ, HUMCIOIUX TIIpaBO MNPOBOJUTH KIMHHYCCKUC
HCCIICA0BAaHUA JICKAPCTBCHHBIX IIp€IapaTtoB A MCEAUIMUHCKOIO IMPUMCHCHUA, M PCECTP BBIAAHHBIX
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paspeuieHnii  Ha  OpPOBEAEHHE  KIMHUYECKMX  HCCIEJIO0BaHMM  JIEKApCTBEHHBIX  IMpernapaToB
OIyOJIMKOBBIBAIOTCS M PA3MEIIAIOTCS YIMOJTHOMOUYEHHBIM (pefiepanbHbIM OpPraHOM HCIHOJIHHUTEIbHOM
BJIACTH B YCTAaHOBJICHHOM UM IOPSKE Ha CBOeM o(uIinansHOM caiite B cetu "MHTepHeT".

Cratbs 39. PewweHue o npoBeAeHNN KITMHNYECKOro uccrneaoBaHUs NeKapCcTBEHHOro
npenapara ansa MeguuMHCKOro NnpMMmeHeHus
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. KnuHuueckoe ucciieJoBaHHE JIEKAPCTBEHHOI'O Ipenapara JUisi MEAMIMHCKOIO NPUMEHEHUS
IIPOBOJIUTCS HA OCHOBAHUU pa3pelICHUs HA IPOBEICHNUE KIMHUYECKOTIO UCCIIEIOBAHUS JICKAPCTBEHHOTO
mpernapaTta, BBIIAHHOTO YIIOJHOMOYEHHBIM (elepaibHbIM OpPraHOM HCIHOJHUTENbHON BJacTH 10
pe3yabTaTaM 3KCHEPTU3bl JTOKYMEHTOB, HEOOXOAMMBIX [UIS IOJIy4EHHUsS Pa3pelIeHUs Ha IPOBEACHUE
KJIIMHUYECKOTO UCCIIEI0BaHM JIEKAPCTBEHHOTO ITpenapaTa U 3THYECKON IKCIIEPTU3BI.

2. Jlns momyyeHus: pa3penieHus Ha MPOBEACHUE KIMHUYECKOIO HCCIEIOBaHUS JIEKAPCTBEHHOIO
mnpenapara  JUid  MEJUUHUHCKOIO TNPUMEHEHHUS 3asBUTENb IPEACTABISIET B YIIOJHOMOYEHHBIN
(denepanbHBIA OPraH UCTIOJHUTEIIHHON BIIACTH:

1 ) 3a4BJICHUC O BbIJA4YC Pa3spCliCHHUA Ha TMPOBCACHUC KIHMHHUYCCKOr0o HCCICIOBAaHUA
JICKApCTBEHHOI'O IIpCriapara JJId MEAUIUHCKOI'O IIPUMCHCHUS ;

2) KONMH JAOKYMEHTOB, MOJTBEPKAAIOMINX YIUIATy TOCYAapCTBEHHOW MOILIMHBI 32 MPOBE/ICHHE
TUYECKOW SKCIEPTU3bI, SKCIEPTU3bl JOKYMEHTOB Ha JICKApCTBEHHBIN Npenapar Ui IOJIy4eHUs
paspelieHdss Ha IIPOBEJCHUE KIMHUYECKOrO MCCIEIOBaHMS JIEKApCTBEHHOIO Iperaparta s
MCAUIIMHCKOI'0 MPUMCHCHU, 3a BblJA4y paspCliCHHA Ha MPOBCACHHUC KIMHUYCCKOI'O HCCICAOBAHUA
JICKApCTBECHHOT'O Ipfriapara AJ1d MEAUIIMHCKOTO MPUMCHCHH, 3a IPOBCACHUC SKCIICPTU3EI TOKYMECHTOB
Ha JICKAPCTBEHHBIM Ipemapar il TIIOJyYeHHS pa3pelieHus Ha TPOBEACHHE MEKIYHAPOIHOTO
MHOTOIIEHTPOBOTO KJIMHUYECKOTO HCCIECJOBaHMs JIEKAaPCTBEHHOTO IMpenapara sl MEAHUIIHHCKOTO
NPUMEHEHMs, 3a BblIady pa3pelleHuss Ha MPOBEACHHE MEXKIYHApOAHOTO MHOTOLEHTPOBOTO
KIMHUYECKOTO HCCIENOBaHMUS JIEKAPCTBEHHOTO TMperapara JUii MEAWLIUHCKOrO TPUMEHEHHUs, 3a
IIPOBCACHUC STUYECKOH OKCIICPTU3BI, SKCIOCPTHU3BI JOKYMCHTOB Ha J'ICKapCTBeHHLII\/JI npenapar A
MOJIYUCHHUA Pa3pCHICHUA Ha MPOBCACHUC TMOCTPECTUCTPAIMOHHOIO KIMHUYCCKOIO HWCCICAOBAHUA
JIEKapCTBEHHOTO IperapaTa il MEJUIMHCKOTO MPUMEHEHUS, 3 BhIJady pa3pelieHus] Ha MPOBEICHNE
MOCTPETUCTPALIMOHHOTO KIIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO Ipenapara Jjisl MEAUIIMHCKOTO
MIPUMEHEHHUS;

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

3) MIPOTOKOJ KIMHHUYECKOIO HCCICAOBAHHA JICKAPCTBCHHOI'O Ipfcrapara a4 MCAUIHHCKOI'O
IIPUMCHCHUSA

4) OpoIIopy UCCIEA0BATEIIS;
5) uH(OpPMAIMOHHBIHN JTUCTOK NAIUEHTA;

6) CBCACHUA 00 ombITe pa6OTBI HucciiegoBaTeiieil mo COOTBCTCTBYIOIIUM CIICHUAJIBHOCTAM U HUX
OIIBITC paGOTLI 110 MPOBCACHUTIO KIMHUYCCKUX I/ICCJIGI[OBaHHﬁ;

7) CBCACHUA O MCAWIMUMHCKHUX OpraHu3alvdax, B KOTOPBIX MPEANOJIaracrtcsa IMpoOBCACHUC
KIIMHUYCCKOI'0 MCCICIOBAaHUA JICKAPCTBCHHOI'O Ipriapara Al MEAUIUHCKOTO MPUMEHCHUS (nonHoe n
COKpallIcCHHOC HAWMCHOBaHHWs, OpraHU3allMOHHO-IIpaBOBas (bopMa, MECTO HaxXO0XICHHUA U MCECTO
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OCYIIECTBIICHUS JESATEIBHOCTH, TenedoH, Tenedakc, apec AIEKTPOHHON MOYTHl KKIOW MeIUIUHCKON
OpraHu3alllN);

8) CBCACHUA O IMpCAlloJaracMbIX CpOKax IIPOBCACHHUA  KIMHHUYCCKOI'O  HUCCIICAOBAHUA
JICKApCTBCHHOTO Iperaparta JJIid MCIUIUHCKOI0 IPUMCHCHUS

9) xomu0 TOTOBOpa 00SA3aTENIBHOTO CTPaXOBAaHMSI, 3aKIIOUYEHHOTO B COOTBETCTBUH C TUIIOBBIMU
OpaBWIaMy O0S3aTENBHOTO CTPaxOBaHUs, C YyKa3aHUEM IMPEAETbHOM YHCICHHOCTH MAIMeHTOB,
yYacTBYIOIIMX B KJIMHUYECKOM HCCIEAOBAaHUU JIEKQpPCTBEHHOTO Tperapara [Uisli MEIULHUHCKOTO
MIPUMEHEHUS,

10) nadopmanuio o coctaBe JIEKapCTBEHHOTO Ipenapata Uit MEAUIUHCKOTO TPUMEHEHHUS;

11) 1OKYMEHT, COCTaBIE€HHBIA MPOU3BOAUTEIEM JIEKAPCTBEHHOTO IpernapaTa il MEeIULHUHCKOTO
MPUMEHEHUS U COJAEpKalllui TMOoKa3zaTelnHu (XapaKTepUCTHKH), a TaKKe CBEJICHHUS O JIEKAPCTBEHHOM
mpernapare s MEAMIMHCKOrO IPUMEHEHMs, IPOM3BEACHHOM U1 IPOBEIEHUS KIMHUYECKHX
HCCIEIOBAHMI;

12) cBeneHus o JaTe MPEAOCTABICHUS M PETUCTPAIMOHHOM HOMEpE JHUIEH3UHM Ha MPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB B CIIy4yae, €CIM IIPOU3BOJICTBO JEKAPCTBEHHOI'O Mpenapara OCyIEeCTBISETCS B
Poccuiickoit @enepauuu, WIM CBEICHUS O JaTe€ NPEAOCTABICHUS W PETrMCTPALMOHHOM HOMEpE
3aKIIOYEHUsT O COOTBETCTBHMU TPOM3BOJUTENS JIEKaPCTBEHHOTO TMpernapata TPeOOBaHMSIM TpPaBUI
HaJuIexalled Mpou3BOJICTBEHHOM MPAKTUKH, MPEJOCTABICHHOIO YHNOJHOMOYEHHBIM OpPraHOM CTpaHbl

MIPOU3BOIUTENS JIEKAPCTBEHHOTO Ipernapara.
(B pen. ®enepanbubix 3akoHOB OT 04.06.2018 N _140-P3, ot 27.12.2019 N 478-D3)

2.1. B cnyuae HempexacTaBi€HMsI C 3asBJICHUEM O BblJau€ pa3pelleHUs Ha IPOBEACHUE
KJIMHUYECKOIO0  MCCIEAOBAaHUS JIEKAPCTBEHHOrO Iperapara i MEIUIMHCKOr0 IpPUMEHEHUs
JOKYMEHTOB (CBEJEHMI1), MOATBEP)KIAIONINX YIJIATy TOCYJapCTBEHHOM MOUUIMHBI U YKa3aHHBIX B
IIyHKTE 2 4acTU 2 HACTOSIIEH CTaThH, a TAaKXKe BbIAABAEMBIX (IPEIOCTABISEMbIX) YIIOJIHOMOYEHHBIMU
(benepanbHBIMU OpraHaMy MCIIOJIHUTEIBHON BJIACTH JOKYMEHTOB (CBEICHUH), yKa3aHHbIX B MyHKTe 12
YacTH 2 HACTOSIIEH CTaThbH, YIOJHOMOUYEHHBIH (efepanbHblii OpraH HCHOJHUTENBHOM BIACTH
3aIrpalrBaeT yKa3aHHbIC JTOKYMEHTHI (CBEICHHS) B MOPSAKE MEXKBEIOMCTBEHHOIO WH(POPMALMOHHOTO
B3aUMOJICHCTBUS.

(uacts 2.1 BBeeHa PenepanbHbIM 3aK0HOM OT 27.12.2019 N 478-D3)

3. B cpok, He npeBbIIAMUN ISTH paboynX JHEH co IHSA NPUHITHS YKa3aHHOTO B IIyHKTE | yactu
2 HACTOAIIEH CTaThH 3asBICHUSA U HEOOXOTUMBIX TOKYMEHTOB, YIIOJTHOMOYEHHBIHN (heepaabHblid Opran
WCIIOJTHUTENIbHON BIIACTH:

1) mpoBOAUT IPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEACHMM, COAECPKAILUXCS B IPEACTABIEHHBIX
3asBUTEJIEM JOKYMEHTAX;

2) npUHHUMAaeT pelIeHne O MPOBEACHUH IKCIIEPTU3bI JOKYMEHTOB JUIS MOJNyUYEHHUs pa3pelieHus Ha
IIPOBEACHUE KIUHUYECKOIO HCCIENOBAHUA JICKApCTBEHHOrO IIpemapara il MEIHULMHCKOTO
MIPUMEHEHHS U 3TUYECKOM SKCIepTU3bl WM 00 OTKa3e B MPOBEIEHUH YKa3aHHbBIX IKCIEPTH3;

3) yBemomuisieT B DJIEKTPOHHOU (opMe WM Ha OyMaKHOM HOCHTENE 3asBUTENSI O MPUHATOM
penieHny 0o B ciiydae MPUHSATHUS PEIIeHUS 00 0TKa3e TakKe C YKa3aHHUEeM IMPUYHH TAaKOTO OTKAa3a;
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4) MOATOTABIMBACT W HAIIPABJIKICT B S3KCIICPTHOC YYUYPCIKIACHUC U COBET IO I3THUKE 3aJIaHUC Ha
MMPOBCACHUC COOTBCTCTBYIOINX SKCIICPTHU3.

4. B ciydae BBISBJICHUS HEMOJHOTHI U (WJIM) HEAOCTOBEPHOCTH MH(OPMAIMH, COACpIKAIICHCS B
MIPE/ICTABICHHBIX 3asBUTENIEM JOKYMEHTAaX, YIOJHOMOYEHHbIN (pefepalibHbIil OpraH MCIOJIHUTEIbHON
BJIACTH HAIPaBJISIET 3asBUTEIIO 3aIIpOC 00 YTOUHEHUHU yKa3aHHOM uHpopMmaruu. [laHHbIi 3a11poc MOXKET
ObITh Iepe/laH YINOJIHOMOYEHHOMY IPEJCTaBUTEINIO 3asBUTENS JIMYHO I0J PACIUCKYy, HAlpaBlieH IO
MOYTE 3aKa3HbIM MUCbMOM WJIM NEpeAaH B NEKTPOHHOU (opMe MO TeIEeKOMMYHHUKALMOHHBIM KaHallaM
CBA3U. B cilyyae HampaBiieHHMs JAHHOTO 3ampoca II0 IOYTe 3aKa3HbIM IMHMCbMOM OH CYMTAETCs
MOJIyYSHHBIM 110 UCTEYCHHUHU IIECTH JHEH C AaThl HAIPABICHHS 3aKa3HOTO MUChMa. 3asBUTEIb 005S3aH
MIPE/ICTaBUTh OTBET Ha 3alpoC YHNOJHOMOYEHHOIo (heepajbHOr0 OpraHa MCHOJIHUTEIbHOW BIIACTH B
CPOK, HE MPEBBIIIAIOIINNA EeBIHOCTa pabo4uX JHEH co aHs ero noiaydeHus. Cpok, yka3aHHbIN B 4acTu 3
HACTOAILEH CTaTbU, IPUOCTAHABIUBAECTCS CO IHS HAIPABIECHUS 3asABUTENIO 3aIpoca yIOJHOMOYEHHOIO
(enepanbHOro OpraHa UCIOJIHUTENBHON BIACTU 10 JAHS MOJIyYEHHUs] UM COOTBETCTBYIOIIETO OTBETA U HE
YUUTBIBACTCS TPU HMCUUCIEHUH CPOKa TPHUHATHA YIOJIHOMOYEHHBIM (elepajbHbIM  OpraHoM
HCIIOJIHUTEIIBHOM BJIACTH PELICHUS O IPOBEIECHUU OKCIEPTU3bl JOKYMEHTOB Ul IIOJy4ECHMS
paspellleHusT Ha MPOBEICHUE KIMHWYECKOIO HCCIENOBAHMs JIEKAPCTBEHHOIO Ipenapara Ui
MEJIMIUHCKOTO IPUMEHEHMUS.

5. OcHOBaHMEM IJIs OTKa3a B MPOBEACHUN DKCIEPTU3bI JOKYMEHTOB IS ITOJIYYCHHs Pa3peIlCHUs
Ha TIIPOBEIEHUE KIMHUYECKOTO HCCIEJOBAHMs JIEKApCTBEHHOIO IIpernapara il MEIULHUHCKOIO
IIPUMEHEHUs U JTUYECKOM ODKCIEPTU3bl SBIAETCA IPEACTABICHUE JIOKYMEHTOB, IIPENYCMOTPEHHBIX
4acTbio 2 HaCTOSIH_Ief/’I CTaTbu, B HCIIOJIHOM 06’beMe, HCMPCACTABJICHUC 3ad4BHUTCIICM B yCTaHOBHeHHHﬁ
CPOK OTBETa Ha YKa3aHHBIA B YacTH 4 HACTOAIICH CTaTbU 3alpOC YIOJIHOMOYEHHOTO (hefeparbHOTO
opraHa HCIIOJIHUTEILHON BIACTH JIMOO OTCYTCTBUEC B MPEACTABIICHHBIX JOKYMCHTAX MCUCPIIBIBAIOIICTO
nepe4yHs HeoOXoAMMOM MHpopManMK WM UHPOPMALUHU, KOTOpas JOJKHA ObITh OTpa)K€Ha B HUX, a
TaKXke OTCYTCTBME HH(pOpMalMu, MOATBEepXKIaroliel (akT ymiaaTbl rOCYAapCTBEHHOW MOLUIMHBI 3a
MIPOBEACHUE HITUYECKOM DKCIEPTU3bI, KCIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM Ipernapar it
IIOJIyYEHUS Pa3pelICHUs Ha MPOBEACHUE KIMHUYECKOTO MCCIIE0BAaHUs JICKAPCTBEHHOIO IIpenapara Ui
MCIUIIMHCKOI'0 MPUMCHCHU, 3a BblJA4y paspCliCHHA Ha MPOBCACHHUC KIMHUYCCKOI'O HCCICAOBAHUA
JICKApCTBECHHOT'O Ipfriapara A1 MEAUIIMHCKOTO MPUMCHCHH, 3a IPOBCACHUC SKCIICPTU3EI TOKYMECHTOB
Ha JICKapCTBEHHBIM IIpernapar s IIOJyYEHHUs pa3pellieHus Ha IPOBEICHUE MEXIyHapOIHOIO
MHOTOLICHTPOBOIO KJIMHMYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOIO Ipenapara uisi MEIULUHCKOIO
IIPUMEHEHHUs, 3a BbIJA4y pas3pellcHUus Ha MPOBEACHUE MEXKIYHAPOAHOIO MHOIOLIEHTPOBOTO
KJIMHUYECKOTO0 MCCIIEIOBAHUs JIEKAPCTBEHHOI'O IIperapara Juisi MEAULMHCKOrO IIPUMEHEHHs, 3a
IIPOBCACHUC STUYECKOH OKCIICPTU3BI, SKCIOCPTHU3BI AJOKYMCHTOB Ha HeKapCTBeHHLIfI npenapar A
MOJIYUCHHUA Pa3pCHICHUA Ha MPOBCACHUC TMOCTPECTUCTPALIMOHHOIO KIMHUYCCKOIO HWCCICAOBAHUA
JIEKapCTBEHHOI'O IIpernapaTa A MEAULMHCKOrO NIPUMEHEHMS], 3a BblIady pa3pelleHUsl Ha IPOBEICHHE
MIOCTPETUCTPALIMOHHOTO0 KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOIO IIpenapara JUisi MEAULUHCKOTO
IIPUMEHEHUS.

6. IlpoBeneHue OKcHepTU3bl [TOKYMEHTOB JJIs IIOJYyYEHHUS pa3pelIeHUs] Ha IPOBEJIECHUE
KJIIMHWUYECKOTO MCCIIEOBAaHUs JIEKAPCTBEHHOI'O IIpenapara il MEIULUHCKOIO INPHUMEHEHUS |
ITUYECKOM SKCHEPTHU3bI, COCTABICHHE KOMHCCHUEH 3KCIEPTOB M COBETOM II0 JTHUKE 3aKIOYEHUH O
BO3MO>XHOCTH WJI HEBO3MOKHOCTH IPOBEICHUS TAKOTO KIMHMYECKOIO MCCIICJOBAHMs U HAIIPABJICHUE
9THX 3aKII0UYEHUH B YIOJIHOMOYEHHBIN (pesiepanbHblii OpraH UCIIOJIHUTEIBHON BIACTH OCYILECTBIISIOTCS
B CPOK, HE NMPEBBIIIAIOMUI TPUALATH pabOUYMX JHEH CO JHS MOJYYEHHS SKCIEPTHBIM YUpEKICHHUEM
3a7laHusl  yIIOJTHOMOYEHHOro (hefepajabHOro OpraHa MCHOJIHUTEIBHOM BJIACTH C IPUIOKEHUEM
JOKyMEHTOB, yKa3aHHbIX B IyHKTax 3, 4, 10 u 11 wactu 2 Hacrosmen crarbu, U COBETOM IIO 3THUKE
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3alaHusl  YIIOJIHOMOYEHHOTO (penepaqbHOr0 OpraHa MCIHOJHUTENBHOM BIACTH C MPHIOKEHHUEM
JIOKYMEHTOB, YKa3aHHBIX B MyHKTax 3 - 6, 8 1 9 vyactu 2 HacTOAIIEH CTAaThU.

7. B cpok, He IPEBBIIAIOIINIA TISTH PA0OYUX JHEH CO JTHS MOTYUYCHHS 3aKIIIOUCHUH, YKa3aHHBIX B
gacTu 6 HACTOSIIEH CTaThH, YITOITHOMOUEHHBIH (peepanbHbIi OpraH UCTIOIHUTELHON BIIACTH:

1) ocymecTBIsSIET OIEHKY TIOCTYNUBIIUX 3aKIIOUYCHUH IJIs OMpPENENICHUsS WX COOTBETCTBUS
3aJlaHUsAM Ha IIPOBEJACHUE COOTBETCTBYIOIIUX SKCIIEPTU3;

2) mpUHUMAaeT pelleHHe O BbIJaye pPa3pelIeHUs] Ha MPOBEACHHE KIMHHYECKOTO HCCIIEIOBAHHMS
JIEKapCTBEHHOTO TIperapaTta Julsi MEAMIUHCKOTO NPHUMEHEHUS WM 00 OTKa3e B BbIJaue YKa3aHHOTO
pa3penIeHus;

3) BbLACT pa3pCUICHUC HA MMPOBCACHNUEC KIIMHUYCCKOTO UCCIICAOBAHUSA JICKAPCTBCHHOI'O IMperiapaTa
AJId MEAWIMUHCKOTO IPUMCHCHHA HJIW PCUHICHHUC 00 oTKaze B BbIJIAYC YKAa3aHHOI'0 paspClicHud C
YKa3aHHUECM IIpUYIUH OTKa3ad.

8. OcHOBaHMEM AJI OTKa3a B BbIJA4e pa3pellieHUs] Ha NMPOBEACHUE KIMHUYECKOIO UCCIIECIOBAHUS
JIEKApCTBEHHOTIO IIpernapara JJisi MEIULIHUHCKOrO IIPUMEHEHUS SABIICTCA HAIMYUE 3aKIIIOUCHNS] KOMUCCUU
JKCIIEPTOB WJIM 3aKJIIOYEHMS COBETa 10 O3TUKE O HEBO3MOYKHOCTU IIPOBEICHMS KIMHUYECKOTO
HCCIEAOBaHUs JIEKAPCTBEHHOI'O Ipernapara JUisi MEJUIUHCKOrO NPUMEHEHHUS 110 pe3ysbTaTam
MIPOBEACHHBIX IKCIIEPTU3, TPEAYCMOTPEHHBIX YaCThIO 6 HACTOAIIEH CTAaThU.

9. Pemenue 00 0TKa3e B NPOBEAEHUM 3KCIEPTU3bI JOKYMEHTOB JJIS MOJIYYEHUs pa3pellieHus Ha
NIPOBEICHUE KIMHUYECKOTO MCCIEeNOBaHMS JIGKAPCTBEHHOrO Ipemapata Ui MEIUIIMHCKOTO
NIPUMEHEHNUS W OTHUYECKOM HKCHEPTHU3Bl M B BbIAUE Pa3pEUICHMs] HA IPOBEJIEHUE KIMHUUYECKOTO
MCCIIEIOBAaHMS JICKAPCTBEHHOTO Iperapara sl MEAUIWHCKOTO MPUMEHEHUSI MOXKET OBITh 00XKal0BaHO
B IIOPSAKE, YCTAHOBIEHHOM 3aKOHOJATENbCTBOM Poccuiickoi @enepannu.

CraTtba 39.1. 3TnMyecKkasa akcnepTu3a
(BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

1. DTuueckas OKCIICPTHU3a IPOBOAUTCA COBCTOM II0 3TUKC, CO3AAaHHBIM B MOPAJKE, YCTAHOBJIICHHOM
YIOOJIHOMOYCHHBIM q)ejlepaJ'II)HBIM OopraHom HCIIOJIHUTEILHOM BJIaCTH, B IICIIX BbIJAYH 3aKJIIFOUYCHUSA 00
STHYECKON 000CHOBAHHOCTH BO3MOKHOCTH MPOBCACHUA KIIMHUYCCKOI'0 UCCICAOBaHUA JICKAPCTBEHHOI'O
npceiiaparta 1 MCAUIUHCKOI'O MIPUMCHCHUA.

2. DkcrepraMu CcoBeTa IO 3THKE MOTYT OBbITh MHPEICTaBUTENN MEIUIMHCKUX OpraHU3aluid,
Hay4YHBIX OpraHu3alnuid, oOpa30BaTeNbHBIX OpraHU3alMii BBICIIEr0 OOpa3oBaHUs, a Takke
MPEJCTaBUTENN OOLICCTBEHHBIX OpraHU3aluid, PETUTHO3HBIX OpraHM3alluii U CPEACTB MacCOBOM
nHpopmanuu. JlaHHblE OHKCHEPTHl HE JODKHBI HAXOAUThCS B KAaKOW-T1MOO 3aBHCHUMOCTH  OT
pa3paboOTUYUKOB JIEKAPCTBEHHBIX NIPENapaToB M JPYTUX JIUI, 3aWHTEPECOBAHHBIX B pe3yJibTaTax
THUYECKOHN DKCIIEPTHU3HI.

3. Omyara yciayr SKCIEPTOB COBETa IO OSTHKE OCYIIECTBISETCS Ha OCHOBAaHUHM JOTOBOPA,
3aKJIFOUEHHOTO MEX]y YIOJHOMOYEHHBIM (pellepalbHBIM OPraHOM HCTIOTHUTEIBHOU BIIACTH, KOTOPHIM
CO3/IaH COBET 10 JTHKE, W O3KCIEPTOM COBETa MO JTHKE, 32 CYET OFOKETHBIX ACCUTHOBAHHU,
MPETyCMOTPSHHBIX YIIOJTHOMOYEHHOMY (heepaqbHOMy OpTaHy HCIIOJIHUTEIBHONW BJIACTH, KOTOPBIM
CO371aH COBET MO 3THUKE, B (efepaTbHOM OI/KETe Ha COOTBETCTBYIOIIMM TOJl Ha OOeCleuyeHHe ero
JIEeATEIIbHOCTH, B pa3zMepax, ycraHoBieHHbIX [IpaButensctBoM Poccuiickoit denepannu.
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4. DKcnepThl COBETAa MO 3THKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHOAATEIbCTBOM
Poccuiickoit deneparum.

5. CoctaB coBeTa IO 3TUKE, [IOJIOKEHUE 00 3TOM COBETE, OPAJOK €ro AesTeIbHOCTH, TPEOOBaHUS
K KBaJU(HUKAIMA U ONBITY PabOTHI MO SKCIEPTHOW OLEHKE HAYYHBIX, MEIUIMHCKAX W ITUYECKHX
ACIIEKTOB KJIMHWYECKHUX HCCIEAOBAaHUU JIEKAPCTBEHHBIX MPENapaToB I MEAUIMHCKOIO MPUMEHEHMS,
IPEIBABISAEMBIE K DKCIEPTaM COBETa IO 3THUKE, MOPIAJOK OPraHu3allid W IPOBEIEHUS ITUYECKOU
9KCHEepPTH3bl, OpMa 3aKIFOYEHUsI COBETA 10 ATUKE YCTAHABIMBAIOTCS YIOJIHOMOYEHHBIM (eiepaabHbIM
OpraHOM HCIIOJIHUTEIIBHOM BIACTU. YMCIIO IPEACTaBUTENICH MEIULMHCKUX OpPraHU3alMi HE MOXKET
IIPEBBILIATH ITOJIOBUHY OT OOIIETO YMCJIa HKCIIEPTOB COBETA 10 ITUKE.

6. Undpopmanuss 0 cocraBe coBeTa IO 3TUKE, IUIAHAX €ro paboThl M TEKYILIEH NeATelbHOCTH
pasMeniaercs Ha OQUIMAIBHOM CalTe YIOJIHOMOYEHHOro (efepaibHOro OpraHa HCHOJIHUTEIbHOM
BJIACTH B ceTU "MHTEpHET" B yCTAaHOBJIEHHOM UM HOPSIJIKE.

Cratba 40. NpoBeaeHne KINMHUYECKOro nccneaoBaHUA NeKapCTBEHHOro npenapara
ANnsi MeAULIMHCKOro NpMMeHeHus

1. PykoBoauTenb MEIMIIMHCKON OPraHW3alu, KOTOpas MPOBOAUT KIMHUYECKOE HCCIEIOBAHHE
JICKapCTBEHHOTO  Mpemnapara g  MEIUIMHCKOrO TMPUMEHEHHUs, Ha3HayaeT UCCIeqoBaTels,
OTBETCTBEHHOTO 3a MPOBEJICHHE TAaKOTO HCCIEIOBAaHUS U HMMEIOIIETo JIEYEOHYI0 CIEeNHaIbHOCTb,
COOTBETCTBYIOIIYIO MPOBOJAUMOMY KIMHUYECKOMY HCCJIEJIOBAHUIO JIEKAPCTBEHHOrO Ipemnapara, co
CTakeM pabOThI IO MPOrpaMMaM KIMHHYECKHUX HCCIICIOBAHHUM JICKAPCTBEHHBIX IMPENapaToOB HE MEHEe
YyeM TpU roJa M N0 €ro MNpeIIoKEHUIO Ha3HAa4aeT COMCCIENOBATENeld W3 4Yucia Bpayed STOU
MEIMIIMHCKON OpraHu3allnii.

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

2. Hccnenosarens OCYIICCTBJISACT BBI60p ManueHTOB, KOTOPLIC IO MCAUIHWHCKUM IIOKAa3aHUAM
MOTYT OBITh MPUBJICYCHBI K YUYACTUIO B KIMHUYCCKOM HCCICIOBAHUU JICKAPCTBCHHOTI'O ITpCriapaTa JJId
MCIUITUHCKOI'O IPpUMCHCHUS.

3. MUccnenoBatenb u couccieAOBaTeNd JOJDKHBI OBITh O3HAKOMJIEHBI C pe3yJbTaTaMu
JTOKJIMHUYECKOTO  HCCJICIOBAaHMS  JIGKAPCTBEHHOTO  CPEJCTBA, COJEpKAIIMMHCS B  Opormope
HCCIIe0BATelIs, MPOSKTOM IPOTOKOIA KIMHUYECKOTO HCCIICIOBAaHMS JICKAPCTBEHHOTO Ipernapara Jyist
MEIHUIIMHCKOTO MPUMEHEHUs, Pa3pabOTaHHBIM Pa3pabOTUYMKOM JIEKAPCTBEHHOTO IpernapaTa Wik MHBIM
IOpUJIMYECKUM JIMLIOM, TMPUBJIEKAEMbIM K OpPraHU3alMK NPOBEJCHUS KIMHUYECKOTO HCCIIEI0BAHMS
JIEKApCTBEHHOr'0 TMperapaTta s MEAUIMHCKOTO NPUMEHEHUs, W JPYTrUMU MaTepHallaMH TaKOTO
HUCCIIENOBaHUS.

3.1. PykoBoauTeah MEIUIIMHCKON OpraHU3allMy B CPOK, HE MPEBBIIAIONINN TpeX pabouux AHEH co
JHS HayaJla POBEACHUS KIMHUYECKOr0 MCCIEN0BaHuUs JIEKAPCTBEHHOIO IIpenapara il MEIULUHCKOTO
IPUMEHEHHs, coo0IaeT 00 3TOM B YIOJIHOMOYEHHBIN (hefepanbHblii OpraH MCIOJHUTEIbHON BIIACTH,
BBIJIaBIIMI pa3pelleHre Ha MPOBEICHHE TAKOT0 UCCIIEI0BaHMs, TI0 YCTaHOBJICHHOM UM (Gopme.
(dactp 3.1 BBegena denepanbubiM 3akoHoM oT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYUIECTBIISIOIINE OPraHU3alUI0 MPOBEACHHS KIMHUYECKOIO MCCIIEI0BaHUs
JIEKApCTBEHHOTO TIpemnapara Jisi MEIUIIMHCKOTO TMPUMEHEHHsS W yKa3aHHbIe B 4acTH 3 craTtbu 38
Hactosmero denepaibHOro0 3aKOHA, B Cllydae HEOOXOAWMOCTH BHECEHHS HM3MEHEHHUH B IMPOTOKOI
KIIMHUYECKOTO MCCIIEeOBaHMs JIEKapCTBEHHOTO Mpernapara i MEAUIIMHCKOTO MPUMEHEHHUs COO0IaoT
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00 3TOM B yNOJIHOMOYEHHBIN (eiepalbHbIi OpraH UCIOJHUTENbHOM BIACTH, BBIJABILUHN pa3peleHne Ha
MIPOBE/ICHUE TAKOTO UCCIIEJOBAHUS, 110 YCTAHOBIEHHON UM (hopMme.
(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

4.1. ®opma cooOmeHHS O BHECEHHHM HM3MEHEHHH B MPOTOKOJ KIMHHYECKOTO HCCIIEeIOBAHUS
JIEKapCTBCHHOI'O Ipenapara Juisi MEAMIMHCKOrO IPUMEHEHHUS JOJDKHA COJEpPXKaTh CIEIyIOLIHE
CBEJICHUA:

1) HaumeHOBaHUe, NACHTU(UKAIIMOHHBIA HOMEp U JIaTa MPOTOKOJIA KIMHUYECKOTO UCCIIeIOBaHMUS;
2) 1aTa BHECEHUsI U3MEHEHUN B MPOTOKOJI KIIMHUYECKOT'O UCCIEAOBaHUS;
3) HaMMEHOBaHUE U MECTO HaXOXKJICHHUSI 3asIBUTEIIS,

4) HaMMEHOBaHWE OpraHU3alliy, MPHUBJICYEHHOW pa3pabOTUMKOM JIEKApCTBEHHOTO Ipernapara K
OpraHM3allK MPOBEICHUS KIMHUUECKOT0 UCClIeJOBaHUs (IIPU HAJIHYUN);

5) HaHMMCHOBAaHUsA M MECTa HaAXO0XICHHA MCECIHUIIMHCKHX OpFaHHSaHHﬁ, B KOTOPBIX IIPOBOAUTCA
KIIMHUYCCKOC UCCICA0OBAHUC,

6) mara BBIJAYM pa3pelICHUs] Ha TMPOBEACHHE KIMHHYECKOTO HCCICAOBAaHHUS W HOMEP 3TOTrO
pa3penIeHus;

7) ©3MEHEeHUs, BHOCUMBIE B POTOKOJI KIMHUYECKOTO UCCIIEI0OBAHUS.
(uacts 4.1 BBeneHa ®PenepanbHbIM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He NMpeBBIIAONIUH TPUAIATH PaOOUUX JHEH CO THS MOJYYCHHUS YKa3aHHOTO B 4acTu 4
HACTOAIIEH CTaTbU COOOIIEHHS, YHOJTHOMOYEHHBIN (QenepalbHblii OpraH HCHOJHUTENBHON BIAaCTH
paccMaTpuBaeT 3TO COOOIICHHWE B YCTAHOBIECHHOM WM MOPSJIKE W MPUHUMAET PEIICHHE O BHECCHHH
W3MEHEHUH B IIPOTOKOJ KJIMHUYECKOIO MCCIIEOBaHMsI JIEKAPCTBEHHOIO IIpernapaTa s MEAULUHCKOIO
NpUMEHeHHs WM 00 OTKa3e BO BHECEHHHM TakuMX H3MeHeHuil. Ilpm paccMoTpeHMM cooOImIeHUs o
HEOOXOUMOCTH BHECEHHS] W3MEHEHMH B MPOTOKOJI KIMHUYECKOTO HCCIIETOBAHMS JIEKapCTBEHHOI'O
mpemapaTta Juiss MEAMIIMHCKOIO NPHUMEHEHHUsT B LEJSIX OLIGHKHM OOOCHOBAHHOCTH IpeajiaraeMbIxX
W3MEHEHUN W OMpeAeNeHUs] CTENEHH PHCKa Ui MAIleHTOB, MPUHUMAIOIINX Y4acTHe B KIMHUYECKHX
UCCIICIOBAaHMAX, YIIOJIHOMOYEHHBIM (efepaibHbIM OpPraHOM HCIIOJHUTEIHHOW BJIACTH MOTYT
IIPUBJIEKATHCSI SKCIIEPTHI COBETA 10 STUKE.

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

6. KimmHuyeckoe uccieqoBaHUE JIEKapCTBEHHOrO Mpenaparta s MEIUIMHCKOTO MPUMEHEHHUS
MOXXET OBbITh HPUOCTAHOBJIEHO WM MPEKPAIleHO, €CId B MpPOLECCe €ro MpoBeAeHUs OOHapyKeHa
OMAacHOCTh ISl JKU3HH, 3/10POBbSl NMALMEHTOB. B ciydae BO3HMKHOBEHHMSI OINACHOCTU JI JKU3HH,
310POBbSl MAILMEHTA, YYaCTBYIOIIETO B KIMHUYECKOM HCCIEAOBAHUM JIEKAPCTBEHHOTO Mpemnapara Jis
MEIUIIMHCKOTO MPUMEHEHHsI, UCCIeNIoBaTeNid 00s3aHbl MPOUHPOPMUPOBATE 00 ITOM PYKOBOIUTEIS
MEIMIIMHCKON OpraHu3ali W OpraHu3aldio, TMOJYYMBIIYH) pPa3pelICHUE YIOJHOMOYEHHOTO
(dbenepaslbHOTO OpraHa WCIOJMHUTEIPHOW BIACTH HA OPraHW3alMI0 TPOBEICHUS KIMHHUYECKOTO
HCCIEAOBaHUsl  JIEKAPCTBEHHOIO Ipenapara. PemieHne O  NPUOCTAHOBICHHM — KIMHUYECKOTO
HCCIeA0BaHMS JIEKaPCTBEHHOTO IIpenapara sl MEAUIIMHCKOIO MPUMEHEHHUS IPUHUMAIOT PYKOBOJIUTEb
MEJUIIMHCKOW OpraHu3ali W (WIM) OpTaHu3alus, TOJYYHUBIIAs pa3pelieHUue YHOTHOMOYEHHOTO
(denepanbHOrO OpraHa HCIOJHUTENPHOW BIACTH HAa OPTaHU3AMI0 MPOBEACHUS KIMHHYECKOTO
HCCIIEIOBAHUS JIEKAPCTBEHHOTO Mpenapara il MEIULIMHCKOTO MPUMEHEHHUS], PEIIEHNUE O MPEKPAILCHUN
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TaKOTO MCCJIEIOBAaHUS MPUHUMAET YIIOJTHOMOUYEHHBIN (efiepanbHblii OpraH UCIIOJIHUTEIBHON BIACTH Ha
OCHOBaHUU COOOIICHHS B MHUCHBMEHHOW (opMe pPYKOBOAMUTENS MEAUIIMHCKOW OpraHu3alud WU
OpraHu3aIys, MOJYYUBIIAs Pa3pelieHUe YIMOJTHOMOUYEHHOTO (eAepaTbHOr0 OpraHa HCIOJHUTEIBHON
BJIACTM HA OPraHMU3AIUIO MPOBEJCHUS KIMHUYECKOTO HMCCIIEIOBAHUS JIEKAPCTBEHHOTO Tperapara Jjis
MEIUIIMHCKOTO TIPUMECHCHHUS.

7. B cpok, He MpeBBIAOLUIMHA MATH pabouux THEH cOo JHs 3aBEpLICHUs, IPUOCTAHOBICHHS WU
IIPEKPALLEHUS] KJIMHUYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOIO IIpemapara il MEIULUHCKOIO
NPUMEHEHH, COOOIIeHHEe 00 3TOM HAIpaBIsSETCS OpraHU3alMsIMHU, YKa3aHHBIMM B 4acTH 3 cTaTbi 38
Hacrosero denepanbHOTO 3aKOHA, B YIIOJIHOMOYEHHBIN (eiepalibHbIi OpraH UCIIOJHUTEFHON BIACTH
10 YCTaHOBJIEHHON UM (opMe.

8. ®opma coOOImIECHUsI O 3aBEPIICHUH, MPUOCTAHOBICHUU WM TPEKPAMICHUH KIMHUYECKOTO
MCCIIeIOBaHMs JIEKAPCTBEHHOIO MperapaTa Jiisi MeIUIIUHCKOTO PUMEHEHHS JI0JKHA COepKaTh:

1) uapopMaIo 0 MEAUIIMHCKON OpPraHU3allii WM MEIULIUHCKUX OPTraHU3alusiX, MPOBOAUBIINX
JTaHHOE MCCJIEIOBAHUE;

2) onucaHue JAHHOTO UCCIIEIOBAHMUS;

3) manHbBIe HccaemoBatens (haMuIHs, UMs, OTYECTBO, MECTO pabOTHI, 3aHMMAaeMas JOJKHOCTD,
CHCIMAILHOCTh, CTaX pabOThl IO TpOrpaMMaM KIWHUYECKHX HCCIICIOBAaHUHN JIEKAPCTBEHHBIX
MpernapaToB, IMEpPeUYeHb KIMHUYECKUX MCCIEIOBAaHUMN JIEKAPCTBEHHBIX IPEMapaToB, B KOTOPBIX OH
MPUHUMAI y4acTHe (IEPUOIbl YYacTHsI) B KAUECTBE HCCIEA0BATENs UM COMCCIIEIOBATENs);

(B pen. ®enepanbuoro 3akona ot 11.10.2010 N 271-D3)

4) pe3ynabTaT MJAaHHOTO HCCIEAOBAHUS (3aBEpIICHUE, MPUOCTAHOBICHHE WM TMPEKpallleHHe
JAHHOTO HCCICAOBAHHA C YKAa3aHUCM HX IMPUYWH W BJIWAHHA Ha OLCHKY €ro pe3yJibTaToOB, O6HIyIO
OIICHKY PHUCKa W OKHJAEMOW IOJB3bI OT MPHUMEHECHHS HCCICIYEeMOro JIGKApCTBEHHOTO Ipernapara, a
TaKXKe Mpe/roiaracMble JaTbHEHIITNE SHCTBHUS ).

8.1. Tlpu BbIsIBICHHH (enepaTbHbIM OPraHOM HCIOJHHUTEIBHOW BJIACTH, OCYIIECTBIISIOUIIM
(YHKIIMM TI0O KOHTPOJMIO W Haa30py B cdepe 3ApaBOOXpaHEHUS, HApYLICHHH MNpaBUI HaaleKaiei
KIIMHUYECKOW TPAKTUKU TPU MPOBEICHUN KIMHUYECKOTO HCCIEIOBaHUS JEKApCTBEHHOTO Tperapara,
BJIMAIOIIUX Ha IIOJHOTY H (I/IJ'H/I) AOCTOBCPHOCTh HJAHHOI'O KIIMHHUYCCKOTO HMCCJIICAOBAHUA, yKaSaHHBIﬁ
@enepam)HLIﬁ opran HCIOJIHUTEILHON BIIACTH IpHUOCTaHABIMBACT IMMPOBCACHUEC JAHHOI'0 KIIMHUYCCKOI'O
WCCIICZIOBAHMSI M BBIHOCHT MEMIIMHCKOW OpraHU3allii, B KOTOPOW MPOBOAMTCS JAHHOEC KIMHUYECKOE
WCCIIe/IOBaHKMEe, TMpeanucanne o0 YCTpaHCHHWW BBISBJICHHBIX HapymieHuid. [Ipu HeycTpaHeHUU
MEIUIIMHCKOW OpraHM3alfiel BBHISBICHHBIX HApYIICHUH B YCTAaHOBICHHBIM B TPEIANHCAHUU CPOK
yKa3aHHBIN (enepanbHblii OpraH HCHOJHHUTENIBHOM BIACTH MPUHUMAET pPEIICHHE O IPEeKpaIleHud
IMPOBCACHUA KIIMHUYCCKOI'0 MCCICAOBAHUA JICKAPCTBCHHOTO MNpfriapara U HAIIPaBJISACT B (bel[epaHBHI)Iﬁ
OpraH MHCIIOJIHUTEIbHONW BIACTH, OCYIIECTBISIONMA (QYHKIMM 1O BbIpaOOTKE U peaau3aluu
TOCYJTApPCTBEHHOHN TOJIMTUKUA W HOPMATHBHO-TIPABOBOMY PETYJIHPOBAHHUIO B cdepe 3ApaBOOXpPAHCHUS,
3aKIIFOYCHUE O BBISIBIICHUH ITPH MTPOBEACHUH TaHHOTO KJIMHUYECKOTO UCCIICIOBAHUS HAPYIIICHHUH MTPABHI
HaJJIeXxKaled KIMHUYECKOW TPAKTUKU Mg TPUHITHS peHieHus 00 OTMEHEe pa3pelieHus Ha
opraHn3alvilo HNpPOBCACHUSA AAHHOI'O KIIMHHUYCCKOr0 HCCICAOBAHUA C OaTbl HNPHUHATHA PCHICHUSA O
MIPUOCTAHOBIICHUY TIPOBEACHUS KIIMHUISCKOTO UCCIICIOBAHUS JICKAPCTBEHHOTO Mperapara.

(dactp 8.1 B pen. DenepanpHoro 3akona ot 13.07.2015 N 241-D3)

9. VYnomHoMOYeHHBIH ¢eaepalbHBIi OpraH HWCIIOJHUTEIBHOW BJIACTH OMYyOJUMKOBBIBACT U
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pasmemiaeT Ha cBoeM oduuuanbHOM caiite B cetd "MHTepHer" cooOmieHue O 3aBepLIeHHH,
IIPUOCTAHOBJIEHUU WIN IMPEKPALEHUN KIMHUYECKOIO MCCIIEJOBAHMsI JIEKAPCTBEHHOIO Ipemnapara A
MEIULUHCKOTO TIPUMEHEHHUS B CPOK, HE MPEBBIIIAIONIUIN MATH paboynXx JHEH CO AHSA €ro MoJy4YeHHs, B
YCTaHOBJIEHHOM UM TOPSAKE.

10. YmomHOMOYEeHHBINH (emaepaabHblii OpraH HCHOJHUTEIBLHON BJIACTH OCYIIECTBIISET BEICHUE
peecTtpa  WccienoBaTeiaed, NPOBOAAIMIMX WM  IPOBOAMBIIMX  KIMHUYECKUE  HCCIEHOBAHUS
JIEKApCTBEHHBIX MPENapaToB ISl MEAUIUHCKOIO MPUMEHEHHs], B COOTBETCTBUU C YTBEPKJIECHHBIMU UM
[IpaBUJIAMHU M Pa3MEUIaeT ero Ha CBoeM opHIMaIbHOM caiite B ceTH "MHTepHEeT" B yCTaHOBICHHOM UM
mopsiike. YKa3aHHBIM pPEecTp COAEPKUT HHPOPMALUIO, MPEIyCMOTPEHHYIO ITYHKTOM 3 dYacTu 8
HACTOSILIEN CTaThU.

I1. Otuer o pe3ynbTaTax KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOIO Mpenapara Iist
MEJIMLIHUHCKOrO MPUMEHEHUS COCTABIISACTCA OpraHU3alnuel, yKa3aHHOU B 4acTh 3 cTaTby 38 HACTOSLIETO
®enepanbHOrO 3aKOHA, HA OCHOBAHMM 3AKIHOYEHUN MEIULMHCKUX OpraHU3alfil, TPOBOJMBILINX 3TO
WCCIIeIOBaHNE, U MIPENICTABIISIETCS B YIIOJHOMOYEHHBIN (hefepanbHblii OpraH UCIIOJHUTEIBHON BIACTH,
BBII[aBH_II/Iﬁ paspCiCcHUC Ha NPOBCACHUC 3TOr0 UCCICA0BAHUA, B CPOK, HC HpeBBIH_IaIOH_[I/Iﬁ TPEX MECALICB
CO OHA C€ro 3aBCPUICHUSA, IMPHOCTAHOBJICHUA WA MPCKPAIICHHA, B MOPAAKE, YCTAHOBJICHHOM
YIOJHOMOYEHHBIM (eiepaibHbIM OPTaHOM HCIIOTHUTEIbHON BIACTH.

12. Hapymienne npaBui Haajexamnieldl KIMHUYECKOW MPaKTHKH, (pambcudukamus pe3ysIbTaToB
KIIMHUYECKOTO MCCIE0BaHUs JIEKAPCTBEHHOTO IMpemnapaTa il MEIUIIUHCKOTO MPUMEHEHHUsI BIEKYT 3a
c000i1 OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATEILCTBOM Poccuiickoit Deaeparuu.

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

13. Ilpu mnpoBeneHHMH KIMHUYECKOIO HCCIENOBAaHUS JIEKapCTBEHHOIO IIpernapara Ul
MEJIMIIMHCKOTO TTPUMEHEHHUS JIOMyCKaeTcs 3a00p y MAIMEHTOB OHMOJIOTHYECKUX MaTepHanioB (0Opa3iibl
OMOJIOTMYECKUX JKUIKOCTEeH, TKaHEW, CEeKPEeTOB M NPOAYKTOB JKHU3HENEATEIHHOCTH 4YelIOBEKa,
(U3HONIOTHYECKUX M TATOJOTHYECKHUX BBIIEICHHM, Ma3KoB, COCKOOOB, CMBIBOB, MHUKPOOPTaHHU3MOB,
OWOTNICUIHBIA MaTepuan) ais uxX uszydeHus B Poccwiickoit @enmepanuu u (Wid) 3a MpeaenamMu
Poccuiickoit ®eneparum.

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

14. Ilopsanok BBo3a B Poccuiickyro denepanuio u BbIBO3a 3a npenensl Poccuiickonn denepanun
OMOJIOTUYECKUX  MAaTepUalIOB, IMOJYYEHHBIX MpPH IPOBEACHUU KIMHUYECKOTO  HCCIIEI0BaHMS
JIEKapCTBEHHOT'O IIpernapara Uil MEIUIMHCKOIo IMpUMEHEHHs, yCTaHaBiuBaeTcs I[IpaBUTenbCTBOM
Poccuiickoit deneparum.

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

Cratbs 41. [loroBop O nNpoBeAeHNN KIIMHUYECKOro nccriefoBaHuUsi NeKapCTBEHHOro
npenapara Aonsa MeguuMHCKOro NnpMMeHeHus

1. KnuHuyeckoe wHccieoBaHUE JIEKAPCTBEHHOTO Mpemnapara AJii MEAUIMHCKOrO0 MPUMEHEHUs
MPOBOJIUTCS B COOTBETCTBHMM C JIOTOBOPDOM O TMPOBEACHUM KIMHUYECKOTO HUCCICAOBAHUS
JIEKApCTBEHHOT'0 TIpemnapara JJii MEIUIIMHCKOTO MPUMEHEHUs, 3aKI0UYaeMbIM MEXIy OpTaHHu3allueH,
MOJTYYUBIIIEH pa3pelnieHrue YIMOJIHOMOYEHHOTO (heepaibHOTO OpraHa HWCIOTHHUTEIBHOW BJIACTH Ha
OpraHM3allMI0 MPOBEICHUS TAKOTO HCCIIEIOBAHMS, U MEIUIIMHCKON OpraHHu3aliell, ocyiecTBIsSomEeH
MIPOBEICHUE TAKOT'O UCCIIECTOBAHMS.

2. I[OFOBOp O MPOBCACHUU KIMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIp€riapara IJId
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MCAUITUHCKOI'O MIPUMCEHCHUS JOJIKCH COACPIKATD:
1) YCJIOBUA U CPOKHU NPOBCACHUSA JAHHOT'O UCCIICAOBAaHUSA

2) ompeneneHue OOIIeH CTOMMOCTH MPOTPaMMBbI JAHHOTO HCCIICIOBAHHUS C yYKAa3aHUEM CYyMMBI,
MpeHa3Havyaronecst JUisl BHIILIAT UCCIIEI0BATENAM, COUCCIIEI0BATEINSAM;

3) onpenenenue HOpPMBI MPEACTABICHUS PE3YIHTATOB IAHHOTO UCCIEAOBAHUS B YIIOJTHOMOYCHHBIN
(benepanbHBIN OPraH UCIIOTHUTENILHOM BIIACTH.

Cratba 42. duHaHcoBoe obecneyeHune KNMMHNYecKoro nccnenoBaHusA
NleKapCTBEHHOro npenapara Ans MeaAuLMHCKOro NnpuMeHeHus

dunaHcoBOe oOecrHeUcHHE KIIMHUYECKOrO HCCIICOOBAaHUA JICKAPCTBCHHOI'O IIpe€riapara I
MCIUIHUHCKOI'O IPUMEHCHUA OCYIICCTBIISACTCA 3a CUCT:

1) cpenctB denepanbHOTroO OrOIKETA;

2) CpCACTB Opr aHI/I3aI_II/II71, MOJIYUYMBIIUX Pa3pCHICHUC HAa OPraHU3alMi0 HNPOBCACHUSA JAaHHOTO
HucciacaoBanmsd, B COOTBCTCTBHUU C YCIIOBUAMU JOTOBOpA O €TI0 IMPOBCACHHHU,

3) UHBIX HE 3alpelIeHHbIX 3aKOHoAAaTeNbCTBOM Poccuiickoit denepanuu HICTOYHUKOB.

Cratba 43. I'IpaBa naunMeHToB, y4YacTBywOWMUX B KIIMHUYECKOM MuUccnenoBaHuu
NeKapCcTBeHHOro npenaparta agnsa meanumnHCKoro npmmeHeHusA

l. VYuyacthe mnNanMeHTOB B KJIMHUYECKOM HCCJICJIOBAHUM JIEKAPCTBEHHOI'O Tperapara s
MEIUIIMHCKOTO PUMEHEHHUS SBISETCS JOOPOBOJIBLHBIM.

2. TlamMeHT wiIM ero 3aKOHHBIN MpeACTaBUTENb JOHKEH ObITh MH(OPMHpPOBAH B NMUCHMEHHOMN
dhopwme:

1) 0 JICKApCTBCHHOM IIpeniapare IAJjid MCAUIHWHCKOr'O IMPUMCHCHHUA WM CYHIHOCTH KIIMHUYECKOI'O
HCCIICAOBAaHHNA 3TOTO JICKAPCTBCHHOI'O ITpCIiapara,

2) o 6€30MaCHOCTH JIEKapCTBEHHOT'O Mpernapara /Ui MEJUIMHCKOTO IPUMEHEHUS, €T0 0KUIaeMOn
3G GEKTUBHOCTH U CTETICHH PHCKA JUIS AIlUeHTa;

3) 00 YCIIOBUAX YYaCTHA MaMCHTA B KIMHUYCCKOM HCCICAOBAHWM JICKAPCTBCHHOI'O IIpCIiapara
A MEAUILTUHCKOT'O IIPUMCHCHMUS

4) 0 [IOCJIM WK LOCIIX WU IPOAOJIZKUTCIBHOCTH KIIMHUYCECKOr'0 HCCIICAOBAHUA JICKAPCTBCHHOTIO
npenapara Jjid MCIUIUHCKOTIO IPUMCHCHUA

5) o nedcTBHAX MalUeHTa B Ciy4yae HeNpenBUICHHBIX 3()(EKTOB BIUSHUS JEKApCTBEHHOTO
npenapara Juisi MEJUIUHCKOIO IPUMEHEHHs] HA COCTOSIHUE €T0 3/I0POBbS;

6) 00 yCIOBHSX 0053aTEILHOTO CTPaXOBAHMS JKU3HH, 3/I0POBbS MAIMCHTA;

7) O TrapaHTUusgax KOH(l)I/I,Z[eHHI/IaHBHOCTI/I ydyacTusa IMalnuceHTa B KIMHHYECKOM HCCIICAOBaHUUN
JICKApCTBCHHOTO IIpenapaTa A1 MCAUITHHCKOI'O IPUMCEHCHUS.

HameHas npaBoBas NoaAepKKa www.consultant.ru CtpaHuua 97 u3 144


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

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3. HO6pOBOJ’ILHOC COTJIaCuC MalueHTa Ha Y4aCTHEC B KIIMHUYCCKOM HCCJIICJOBAHUU JICKAPCTBECHHOI'O
npenapara A MCIUIOUHCKOIO HNPUMCHCHUSA HNOATBCPKAACTCA €ro MHNOANHNCHIO WKW MOAMNUCBIO €TI0
3aKOHHOI'O MPCACTAaBUTCIIA Ha I/IH(i)OpMaI_[I/IOHHOM JIUCTKC MMalluCHTA.

4, HaHI/IGHT WIM €ro 3aKOHHBIM NpeaACTaBUTCIIb HMECT IIPABO OTKA3aTbCsad OT Y4dacCTusd B
KIIMHUYCCKOM HCCIICAOBAHUH JICKAPCTBCHHOI'O Mpfcriapara ajJd MECAUIUHCKOTO IMPUMCHCHHUA Ha JIF000I
CTaguu IPOBEACHH TaAKOI'O UCCICOOBAaHMS.

5. IlpoBeneHne KIMHUYECKOTO HCCIEAOBAaHUS JEKApPCTBEHHOTO TMpernapara Ui METUIITHCKOTO
MIPUMEHEHHUS C YYaCTHEM B KaueCTBE MAIMEHTOB JIETEH JIOMyCKaeTCA TOJIBKO C COTJIachs B MUCbMEHHOMN
dbopMe uX poauTencH, ychlHOBUTeNeH. J[eTh MOTyT paccMaTpuBaThCs B KAdeCTBE MOTCHIIMATBHBIX
MAIMEHTOB TAaKOTO HCCIIEOBAHUS, TOJBKO €CIM €ro MNpOBEACHHE HEOOXOIUMO ISl YKpEeIUIeHUs
3I0pPOBBSl JIeTed Win TpodrIakTHKU WH(GEKIIMOHHBIX 3a00J€BaHUN B JIETCKOM BO3pacTe MO0 eciu
LEJIbI0 TAKOTO HUCCIEIOBAHUS SIBJSIETCS MOJIyYeHHUE JAHHBIX O HAWIY4lIed JO3UPOBKE JIEKAPCTBEHHOI'O
mpemapaTta JUisi JieueHus AeTed. B aTux ciayyasx TakoMy HCCIEJOBAHHMIO JOJKHO MPEIIIeCTBOBATH
KIIMHUYECKOE HCCIIEOBAaHUE JIEKAPCTBEHHOTO Ipenapara JJjsi MEIUIUHCKOr0 TNPUMEHEHHUs Ha
COBEpPUICHHOJIETHUX TpakJaHaX, 3a HUCKIOYEHHEM CJIy4yaeB, €CIU MCCIEAYEMBbI JIEKapCTBEHHBII
npenapar Juisi MEIUIMHCKOTO TPUMEHEHUs TNpEIHa3HAYeH HWCKIIOYUTENIBHO [IJI1 MCIOJIb30BAHUS
HECOBEPIIICHHOJIETHUMHU TPaKIaHAMHU.

(B pen. deaepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

6. 3anpemaeTc;{ MMPOBEACHNUEC KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O Ipeliapara I
MCIAUITUHCKOI'O IPUMCHCHUS C YIACTUCM B KAYCCTBC MMAITUCHTOB!

1) neTel-CUpoT u AeTei, OCTaBIIUXCS O€3 MOTeUeHUs POAUTENCH;

2) SKEeHIIUH B Tepuoj] OEepeMEHHOCTH, KEHIIMH B TEpUOJ TPYAHOTO BCKAPMIIMBAHMS, 3a
UCKITIOYEHHEM CIIy4aeB, €ClIM MPOBOJIUTCS KIMHUYECKOE HCCIeOBaHUE JIEKApCTBEHHOIO IMpernapara,
MpeIHa3HaYeHHOr0 JUIsl YKa3aHHBIX JKCHILUH, MPU YCIOBUU HEOOXOIMMOCTH MONydeHus: nH(OpMaluu
TOJILKO BO BpeMsl MPOBEIEHUS COOTBETCTBYIOUIMX KIMHMYECKHUX HCCIECIOBAHUI W TPUHATUS BCEX
HEOOXOTUMBIX Mep MO HCKIIOUEHUIO PHCKa HAHECEHHUs Bpela KCHIIWHE B TEepuo] OepeMeHHOCTH,
KCHINMHE B TIEPUOJI TPYAHOTO BCKAPMIIMBAHHUS, TUIOY WM PEOCHKY;

3) BOEHHOCIY’)KalllMX, 32 HCKIIOYEHHUEM CJIy4yaeB IPOBEIEHUS KIMHUYECKOTO HCCIIEeIOBaHUS
JIEKApCTBEHHOTO TIpemnapara, CHEIUaIbHO Pa3pabOTaHHOTO MJis TMPUMEHEHHS B YCJIOBHSIX BOCHHBIX
JNEUCTBUM, YpE3BBIYAHHBIX CHTyalluid, NPOPUIAKTUKH W JIedeHUs 3a00J€BaHUM H TOPAKEHUH,
MOJIyYeHHBIX B  pe3ylbTaTe BO3ACHCTBHUS HEONArOMPUSTHBIX XUMUYECKUX, OHOIOTUYECKHX,
paananuoHHBIX (akTopoB. KinMHUYecKkoe HCCleoOBaHUE TAKOTO JICKAPCTBEHHOTO Mperapara MOXKET
MPOBOJUTBCS C y4YacTHEM B KayeCTBE MAIIMEHTOB BOCHHOCIYXAIIMX, 34 HCKIIOYCHHEM
BOGHHOCITYXKAIIUX, MPOXOJAIIAX BOEHHYIO CIIyOy IO MpHU3bIBY, C COOJIOJeHHEeM TpeOOBaHUH,
YCTaHOBJICHHBIX HacTOSIIIM DeneparbHbIM 3aKOHOM B OTHOIIIEHUHN TPAXKIAHCKHUX JTHIL;

4) cOTpyAHUKOB MTPABOOXPAHUTENILHBIX OPTaHOB;

5) nur, oTOBIBAIOIIMX HaKa3aHWE B MECTaX JIMIICHUS CBOOOJBI, a TaK)Ke JIUI], HAXOIAIIUXCS TIOT
CTpa’Kkei B CJIEJICTBEHHBIX M30JIATOpax.

7. I[OHyCKaeTCH IMPOBCACHUC KIIMHHUYCCKOI'0 MCCICIHOBAaHUA JICKAPCTBCHHOI'O IIpCIliapaTa IaJid
MCAUIIUHCKOI'0 MPUMCEHCHUA, IPECAHASHAYCHHOT'O IJIA JICHCHUS TICUXUYCCKUX 33,60J'I€B3HPII>1, C y4aCTUucM
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B KauecTBE MAIMEHTOB JIUI[ C TMCUXMYECKHMMH 3a00JIeBaHUSIMM, NPU3HAHHBIX HEIEECIIOCOOHBIMU B
[OPAJIKE, YCTAHOBIEHHOM 3aKkoHoJaTenbcTBOM Poccuiickoit denepaunu. KimHndeckoe uccinenoBanue
JICKApCTBEHHOTO Iperapara B 3TOM Cllyyae MPOBOIUTCS NMPU HAJIMYUHU COTJIAacus B MUCBMEHHOH (hopme
3aKOHHBIX MIPEJICTaBUTENIEH YKA3aHHBIX JIULI.

Crtatba 44. 0OO6GsAs3aTenbHoOe CTpaxoBaHME XU3HU, 3O0POBbA MaLUMUEHTa,
yyacTBywLWero B KINMHUYECKOM MUCCrefoBaHUM JeKapCTBEHHOro npenaparta Aans
MeAULMHCKOro NpMMeHeHuns

(B pen. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

1. Opranuzanus, NOJYyYUBIIAs pPa3pelICHHE Ha OpPraHU3alyi0 MPOBEICHUS KIMHUYECKOTO
WCCIIEIOBaHMs JIEKapCTBEHHOIO IMpernapaTta Uisi MEIUIMHCKOrOo INpUMEHEHHs, 00s3aHa B KauecTBe
CTpaxoBaTessl CTPAaxoBaTb PUCK NPUYMHEHHs Bpeda >KU3HU, 3J0POBbI0 MAlMEHTa B peE3yJIbTaTe
MPOBEICHUS KJIMHUYECKOTO HCCIIECIOBAHUS JICKAPCTBEHHOTO Ipemapara Uil  MEIHUIMHCKOro
MIPUMEHEHHUS 32 CBOHM CUET IMyTEM 3aKIIFOUSHUS JI0TOBOpa 0053aTeLHOTO CTPaXOBAHUSI.

2. OOBEeKTOM 00s3aTENFHOTO CTPAaXxOBaHUS SIBISIETCS WMYIIECTBEHHBIH WHTEpPEC TalUeHTa,
CBSI3aHHBIN C MPHYMHEHUEM BpE/ia €r0 JKU3HU WM 37J0POBBIO B PE3YJIbTaTe MPOBEACHUS KIIMHIHYECKOTO
UCCIIeIOBaHHS JIGKAPCTBCHHOTO TIperapara it MEJUIMHCKOTO TPUMEHEHUS.

3. CTanOBBIM CJIydaceM I10 JOroBopy 00513aTENILHOTO CTpaxOBaHHUA ABJIACTCA CMCPTH IMALMCHTA
WKW YXYAIICHUC €ro 3J0pOBbs, B TOM YHCJIC BJICKYIIICC 34 coboit YCTaHOBJICHUC WHBAJIUIHOCTU, IIPHU
HaJIM4Ynuun HpPI‘-IHHHO-CJIGI[CTBGHHOfI CBs3U MCXKAY HACTYIIJICHUCM 3TOI'O COOBITHS U Y4aCTUCM IMAllUCHTA
B KIMHUYECKOM HCCJIICAJOBAHUHU JICKAPCTBCHHOI'O ITpCIiapara.

4. Tpe6OBaHI/IH 0 BO3MCIICHHMU Bpc€aa, MNPUYMHCHHOI'O JKW3HMW WKW 3J0POBBIO IIAIIMCHTA,
IpCaABABIIAOTCS B TCUCHHUEC CPOKOB HCKOBOM JaBHOCTH, YCTaHOBJICHHBIX IrpaXaaHCKUM
3aKOHOAATCJILCTBOM.

5. Pa3Mep CTanOBOﬁ BBITIIATHI 110 IOTOBOPY 00513aTEIHLHOTO CTPpaxOBaHHA COCTABJIACT:

1) B cimyyae cMepTH MauueHTa /iBa MUJUIMOHA pyOJeil Ha KaKJoro NnalueHTa, y4acTBOBABIIETO B
KIIMHUYECKOM HCCIIEI0BaHUH JIEKAPCTBEHHOTO IIpernapara;

2) npu yXyALIEHUH 370POBbs MAlIUEHTA!

a) MOBJIEKIIEM 3a COOON YCTaHOBJIEHHWE MHBAJIMIHOCTHU | rpymnmsl, OAMH MWUIMOH MATHCOT THICSY
pyOsielf Ha KaXIOro mHalMeHTa, y4acTBOBABLIETO B KJIMHUYECKOM MCCIEIOBAHUU JIEKAPCTBEHHOTO
npernapara;

0) moBiekmieM 3a co0oi ycTaHOBICHHE WHBATUAHOCTU Il Tpymmbl, oquH MWUIMOH pyOned Ha
Ka)kKJ0ro NalKueHTa, y4aCTBOBABIIETO B KJIMHUYECKOM MCCIIEIOBAHUM JIEKAPCTBEHHOIO Mpenapara;

B) TMOBJEKIIEM 3a cOo00¥ ycTaHOBIIeHHEe MHBATHAHOCTH III rpymmbl, mATHCOT ThICSY pyOsel Ha
Ka)kJI0T0 MAllMEHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIEA0OBAaHUH JIEKAPCTBEHHOT'O Ipenapara;

F) HE ITOBJIEKIIIEM 3a CO0OI YCTaHOBJICHUS HHBAJIMAHOCTHU, HE Oosee ueM TPUCTA ThICAY py6nel71 Ha
KaXXZI0ro mnanueHTa, y4aCTBOBABHICTO B KIMHHUYCCKOM HMCCICIOBAHUHU JICKAPCTBCHHOI'O IIpcIiaparta,
HCXOJAd W3 HOPMATHBOB, OTPAXAOMIUX XapaKTCp W CTCICHbL IMOBPCIKACHUA 300POBbA, a4 TaKIKC
(1)aKTI/I‘ICCKI/I IIOHCCCHHLIX ITAIIMCHTOM PACXOJ0B, BbI3BAHHBLIX TMOBPCKICHUCM 300POBbSA, Ha
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MEANULUHCKYIO TOMOILb, TPHOOPETEHHE JIEKAPCTBEHHBIX MPETapaToB.
(mm. "r" B pea. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

6. Yrpatun cuny ¢ 1 utons 2015 roxa. - @enepanbublil 3akoH oT 22.12.2014 N 429-03.

7. Cpok moroBopa 00s3aTEIBHOTO CTPAaXxOBaHHUS HE MOXKET OBITh MEHee, YeM CPOK MpPOBEACHUS
KJIIMHUYECKOT0 UCCIIEIOBaHMS JIEKApCTBEHHOTO Mperapara.

8. VYcioBus m0oroBopa 0053aTELHOTO CTPaXOBaHUS, B TOM 4YHCJE CTPAaxoOBbIe Tapudbl IO
00s13aTeTbHOMY CTPaxOBaHUIO, MEPEUYCHb HEOOXOAMMBIX JOKYMEHTOB JUIsl OCYLIECTBIICHHUSI CTPAXOBOM
BBITUIATHI, TOPSJAOK YCTAHOBIIGHUS CTpaxoBaTelieM WHIWBUIYaTbHOTO HACHTU(UKAIIMOHHOTO KOJa
IIanmucHTa, HOpHI[OK I/IH(I)OpMI/IpOBaHI/ISI CTanOBaTeJIeM CTanOBH_[I/IKa 0 HpI/IBJIe‘ICHHBIX K
KIIMHUYECKOMY HCCJICIOBAHUIO JIEKAPCTBEHHOrO Tpemapara JUuisi MEIUIMHCKOTO TMPUMEHEHHS
ITalueHTax, HOpS[lIOK YHHaTI)I CTanOBOﬁ HpeMI/II/I, HOpS[lIOK peanmaulxm onpeneneHme HACTOAIIINM
denepanbHBIM 3aKOHOM W JPYTMMH (pelepaibHbIMH 3aKOHAMH IIpaB ¥ OO0S3aHHOCTEH CTOPOH IIO
JIOTOBOPY 00S3aTENFHOTO CTPaxOBaHUS, a TaK)KE HOPMATHUBBI, OTPAXKAIOIIUE XapakTep U CTeleHb
MOBPEKIACHHUSI 3/I0POBbS, YCTAHABIUBAIOTCS TUIOBBIMU MPAaBUIAMU 005S3aTEIHHOTO CTPAXOBAHHUS.

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

9. B cinywyae mnpuYMHEHHS Bpeda SKU3HU TMAlMEHTa, YYacTBOBABIIETO B KIWHUYECKOM
HCCIIEIOBAaHUM JIEKApPCTBEHHOTO Iperapara, BBIFOJONPUOOpETAaTeNsIMU IO JOTOBOPY 00s53aTEIBHOTO
CTpaxOBaHUs SBIAIOTCS TpaKIaHe, HMMEIOIIUE IMPaBO Ha BO3MEILEHHWE Bpela B CilIy4yae CMEpTH
KOPMWJIBLIA B COOTBETCTBHM C TPaKIaHCKUM 3aKOHOJATENbCTBOM, NMPU OTCYTCTBMM TaKHUX I'PAKIaH -
poaMTeNnu, Cymnpyr, OETH YMEpIIEro IMalMeHTa, y4YacTBOBABLIEIO B KIMHMYECKOM MCCIIEIOBAaHUU
JIEKApCTBEHHOr'0 TMpenapara, B CiIy4yae CMEpPTH NalMeHTa, YYacTBOBABIIEIO B KIMHUYECKOM
HCCIIEIOBaHUM JIEKApPCTBEHHOTO IpernapaTa U He UMEBILEro CaMOCTOSITENILHOTO J0X0/a, - FpaX/aaHe, Ha
VWOKIUBEHUHU KOTOPBIX OH HAXOJWJICS, B OTHOIICHWH BO3MEIICHHUSI PAaCXOJ0B Ha MOTpeOCHUE MaIlMeHTa,
y4acTBOBABIIETO B KIIMHUYECKOM HCCIIEJJOBAaHUU JIEKAPCTBEHHOTO IMpernapara, - JIMIo, IOHEeCIIee Takue
pacxompl.

10. CrpaxoBas BblIIaTa B CYET BO3MEIICHUA BpENa, NPUUMHEHHOIO JKU3HM NAIMEHTA,
y4acTBOBABLIETO B KJIMHUYECKOM HUCCIIEI0BAaHUU JICKAPCTBEHHOIO IIpenapara, paclpeaciseTcs Mex1y
BBITOZ0IIPHOOPETATENSIMU [TPOIIOPLIMOHAIBHO UX KOJIMYECTBY B PaBHBIX JIOJISX.

11. Ilpum HaCTymJIeHHMH CTpPAaxOBOTO Clly4ass IIallMeHT, YYacTBOBABIIMK B KIMHUYECKOM
UCCIICZIOBAaHUM  JIEKAPCTBEHHOI'O  IIpernapara,  BBIFOJONPHUOOpETaTeslb  BIpaBe  MPEAbSBUTH
HEMOCPEJCTBEHHO CTPaxOBIUMKY TpeOOBaHME O BO3MEIIEHUH NpUYMHEHHOro Bpeaa. CTpaxoBas
BBIIIJIATA OCYLIECTBIISICTCS CTPAXOBLIMKOM B TEYEHUE TPUALATA JHEH CO [JHSA IIPEACTABICHUS
HEOOXOIUMBIX TOKYMEHTOB. llanuenT, yuacTBOBaBIINA B KIMHHYECKOM HCCIICOBAHUH JICKAPCTBEHHOTO
mpemnapara, HWIM BBITOAONPHOOpeTaTenh O00s3aH COOOLIMTH CTPAxXOBLIMKY IJISI  OCYIIECTBICHUS
CTpaxOBOM BBIIUIATHl HMHAWBUIYAJIbHBIM HJIEHTU(GUKAUMOHHBIA KOJ TAalMeHTa, YCTaHOBJIEHHBIN
CTpaxoBaTeJIEM B COOTBETCTBUHM C TUIIOBBIMU ITPABUIIAMH 005A3aTEIBHOTO CTPAXOBAHUSL.

12. Jlo moiHOro OIpenesieHus] pa3Mepa IMOJUIekKAIero BO3MEIICHUIO BpeAa CTPaxOBILUK IO
3asIBJICHNIO TAIIMEHTA, y4acTBOBABLIETO B KJIMHUYECKOM HCCIIEJOBAHMM JIEKAPCTBEHHOTO IIpernapara,
WIA 3a8BICHHUIO BBITOAONpUOOpETaTeNss BIOpPaBE OCYIIECTBUTH 4YacTh CTPAaXOBOW  BBIIIATHI,
COOTBETCTBYIONIYIO (DAaKTUIECKH OTIPEIEIIEHHON YaCcTH MPHYUHEHHOTO Bpea.

13. CrpaxoBas BblIUIaTa B COOTBETCTBHM C JOTOBOPOM O0S3aTENBHOIO CTpPaxOBaHUS
OCYIIECTBIISIETCS HE3aBUCUMO OT BBIILIAT, IPUUUTAIOLIMXCS 110 JPYTHM BHJIAM CTPAXOBaHU.
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14. He JOIMYCKACTCA Y4YaCTUC TIallUCHTAa B TPOBCACHUN KIIMHHUYCCKOI'0 HCCICAOBAHUSA
JICKApCTBCHHOTO ITpCIiapaTa npu OTCYTCTBHUU JOTOBOpaA 00s13aTEeIBHOTO CTpaxoOBaHMHA.

15. KoHTpoisib 3a HUCHOJHEHHEM OpraHu3alMel, IMOJY4YMBIIECH pa3pelIeHue Ha OpraHU3aIUIo
IIPOBCACHUA KIIMHHUYECKOI'O HUCCIICIOBaAHUA JICKApCTBCHHOT'O npemapara JiA MEAUIIMHCKOI'O
MPUMEHEHHUS, YCTAHOBJICHHON HacTosel cTarbeld OOS3aHHOCTH IO 0053aTeNbHOMY CTpPaxOBaHUIO
KU3HU, 3J0pPOBbsSI MAlMEHTa, Yy4YacTBYIONIEro (y4yacTBOBABIIET0) B KIMHHUYECKOM HCCIEIOBaHUU
JNEKapCTBEHHOTO  MpermapaTa, OCYIIECTBISETCS  YMOJIHOMOYEHHBIM  (heepadbHbIM  OpPraHOM
WCIIOJIHUTENIBHON BJIACTH, BBIAABIIMM pa3pellieHUE Ha NPOBEACHHE KIMHUYECKUX MCCIEA0BaHNN
JICKApCTBCHHBIX NPCapaToB A MCAUIHUHCKOIO IPUMCHCHHUA.

Maea 8. MIPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPELOCTB
CraTbs 45. IponsBoacTBO NekapcTBeHHbIX CpeacTB

1. TIpou3BOACTBO JEKAPCTBEHHBIX CPEICTB JODKHO COOTBETCTBOBATH TPEOOBAHUSAM IIPABHI
Ha/JIeKaIed TPOW3BOJACTBEHHOW MPAKTUKH, YTBEP)KACHHBIM YIOJHOMOYEHHBIM  (enepaabHbIM
OpraHOM HCIIOJIHUTENbHON BiacTu. OCOOEHHOCTH NEpexo/ia MPOU3BOJICTBA OTACNbHBIX JIEKAPCTBEHHBIX
CPEZACTB K UX MPOU3BOJICTBY B COOTBETCTBUH C TPeOOBAHUSAMU MPaBWJI Ha/JleKallell IpOU3BOICTBEHHOM
NpakTUKU ycrtaHaBiuBaroTcs [IpaButensctBom Poccuiickonn ®enepauuu. Bblgaua 3akiodyeHud O
COOTBETCTBUHM TPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMAM MpPaBUJI  HaJUIeXKalleH
IIPOU3BOJCTBEHHON INPAKTUKUA OCYLIECTBIAETCSA II0 PE3yJIbTATAM HMHCIIEKTUPOBAHMS IPOU3BOJIUTENECH
JIEKAPCTBEHHBIX CPEICTB B INOpsAlKe, ycTaHOBIEHHOM IIpaBurensctBoM Pocculickonn @enepannu.
Pazmep mmatel 3a BbIIayy 3aKIOYEHUS O COOTBETCTBUM IPOU3BOAMTEINS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUAM IPaBUJ HaJJeKallel MPOM3BOACTBEHHOM MPAKTUKM yCTaHaBiluBaeTcs [IpaBuTenbcTBOM
Poccuiickoit ®denepaunu. [IopAnok opraHu3anuu U NMPOBEACHUS WHCIEKTUPOBAHUSA NPOU3BOAUTENCH
JICKapCTBEHHBIX CPEJACTB Ha COOTBETCTBHE TPEOOBAHMSIM MpPaBWII HaJUIekKalled MPOU3BOACTBEHHON
IIpaKTUKU ycraHasiuBaeTcs [IpaBurensctBoMm Poccuiickon @enepanun.

(B pen. denepanpHpix 3ak0HOB 0T 25.06.2012 N 93-®3, ot 22.10.2014 N 313-®3, ot 22.12.2014 N
429-D3)

2. IlpousBoacTBO JieKapCTBEHHBIX cpeactB B Poccuiickoit ®enepauuu  OCyHIECTBISCTCS
MIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX CPEICTB, UMEIOIIMMHU JIMLIEH3UIO HAa MIPOU3BOACTBO JIEKAPCTBEHHBIX
cpenctB. [loaTBep:kaeHHEe COOTBETCTBUS JUIEH3MATa MpaBWJIaM HaJUIeKalled MTPOU3BOACTBEHHOMN
MPAKTUKHU OCYIECTBIIICTCS B paMKax JUIEH3MOHHOIO KOHTPOJS B COOTBETCTBUU C 3aKOHOIATEILCTBOM
Poccuiickoit denepaliuu ¢ y4eToM 0COOCHHOCTEH, yKa3aHHBIX B YaCTH | HACTOSIIECH CTaThH.

(B pen. Peaepanbubix 3ak0HOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

2.1. ng uenei JMUEH3UPOBAHMS NPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB JUISI MEAUIMHCKOIO
MPUMEHEHHUS U MHCIIEKTHPOBAHHS CYyOBEKTOB OOpAIEHUS JIEKApCTBEHHBIX CPEJICTB HAa COOTBETCTBUE
TpeOOBaHUSAM  [paBWJ  HAAJEXKAllEeHd  MPOU3BOJCTBEHHOW  TMpakTUKH  (eaepanbHBIA  OpraH
HCIOJIHUTEIIBHOM  BJIACTH, OCYUIECTBIAIOIIMKA TOCYJAPCTBEHHYIO PETUCTPALMIO JIEKaPCTBEHHBIX
MPEmapaToB I MEIUIIUHCKOTO MMPUMEHEHHUS, PEAOCTaBISACT (efepaTbHOMy OpraHy HCIIOJTHUTEIHHON
BJIACTH, OCYIICCTRIISIIONIEMY (PeepaabHbIN TOCYIapCTBEHHBIN JTUIIEH3HOHHBINH KOHTPOJIb JEATETLHOCTH
10 POU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB Il MEAUIIMHCKOTO MPUMEHEHMS, 110 €r0 3alpocy B paAMKax
MEXBEJIOMCTBEHHOTO MH(GOPMAIMOHHOTO B3aUMOJICHCTBUS B MOPSJIKE, YCTAHOBICHHOM (eaepaibHbIM
OpPraHOM HMCITOJIHUTEIBHON BIACTH, OCYLIECTBIIIOLIMM JIMIIEH3UPOBAHNE MIPOU3BO/ICTBA JIEKAPCTBEHHBIX
CPEICTB JUIS MEIUIMHCKOTO MPHUMEHEHUs, U (enepalbHbBIM OPraHOM HCIOJHUTEILHON BIACTH,
OCYIIECTBISIONIMM TOCYIAPCTBEHHYIO PETHCTPALMIO JICKAPCTBEHHBIX MpenapaToB Il MEIUIIMHCKOTO
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NIPUMEHEHMs, CBEIEHUS O JIEKAPCTBEHHBIX CPEACTBAX, yKa3aHHble B 4yacTW 5 cTaTbu 18 HacTosIero
denepanibHOTO 3aKOHA, B TOM 4YHCJE B Cllyyae, €CIIM TaKUe CBEJCHMS COCTABIISIOT KOMMEPYECKYIO
TaliHy.

(uacts 2.1 BBeneHa @enepanbHbIM 3akoHOM OT 14.07.2022 N 311-D3)

3. IIpow3BOACTBO JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISCTCS C COOJIIOJCHHEM TpeOOoBaHUMN
MPOMBIIIJICHHOTO ~ perjiaMeHTa,  KOTOpPbI  YTBEpXKJaeTcss  PYKOBOAMTEIEM  IPOU3BOIUTENS
JIEKapCTBEHHBIX CPEJCTB U BKIIOYAET B ce0s MepeyeHb UCTIONb3yeMbIX (hapMalleBTUUECKUX CYOCTaHIIHIA
Y BCTIOMOTATENbHBIX BEIIECTB C YKa3aHHEM KOIMYEeCTBA KaXXIOTO M3 HUX, JaHHBIE 00 HCIOIh3yeMOM
000pYJIOBaHUH, ONHCAHWE TEXHOJOTMYECKOrO IpOIecca W METOJOB KOHTPOJS Ha BCEX ATamax
MIPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB.

4. Tlpu TIpOM3BOJICTBE JIEKAPCTBEHHBIX CPEICTB UCIIONB3YIOTCS (hapMaleBTHUECKUE CyOCTaHITUH,
CBEICHUSI O KOTOPBIX COJAEP)KaTCsl B TOCYAAPCTBEHHOM peecTpe JICKapCTBEHHBIX CPEICTB, 3a
UCKJIIOUYeHHEeM (hapMalleBTHUECKUX CyOCTaHLUM, NPOU3BOAUMBIX JUIsI MPOBEACHUS KIMHUYECKUX
uccleoBaHuii 1 it skcnopra. K mporeccy npousBoacTBa GpapMaleBTUIecKoi CyOCTaHIIUN OTHOCSATCS
m00bIe  CTaJuU TEXHOJIOTMYECKOTO IMpoIecca, IO3BOJSIONIME TOJNYYUTh TOTOBBIA TNPOIYKT,
COOTBETCTBYIOIIUI TpeOoBaHUAM (papMaKoNeHHON CTaThh, B TOM 4YHCIe (epMEHTALus, SKCTPAKIHS,
OYNCTKA, BBIACIICHHUE, MTEPEKPUCTAIUIN3AINS, BEICYIIMBAHIE, H3MEIbUeHUE. B ciydae HEOOXOIUMOCTH
UCIOJIb30BAaHUS 3THJIOBOI'O CIUPTA, B TOM 4Hcie (hapMaleBTUUYECKOM CyOCTaHIMM CIMPTa 3TUIOBOTO
(3TaHONa), HpU TPOU3BOACTBE JIEKAPCTBEHHBIX CPEICTB B KauecTBe JAEUCTBYIOLIEro M (WMJIM)
BCIIOMOTATEJILHOTO BELIECTBA, a TAK)KE B MHBIX TEXHOJIOTMYECKHX IENAX JIOJKHA OBITh MCIIOJIb30BaHA
TOJILKO (papMarieBTHUECKasi CyOCTaHIHsI CIIUPTA STHIOBOTO (3TAHOM).

(B pen. @enepanbHbIX 3aK0HOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-®3, ot 27.12.2019 N
481-D3)

4.1. IlepeyeHb JIeKapCTBEHHBIX IpPENapaToB A MEAULMHCKOTO IPUMEHEHHUs, B OTHOLICHHUHU
KOTOPBIX YCTaHABIUBAIOTCS TpeOOBaHUS K OO0BEMY Tapbl, YNAaKOBKE M KOMIUIEKTHOCTH, IepeueHb
JICKapCTBEHHBIX  MpenapaToB JJsi  BETEPHUHAPHOTO IPUMEHEHHUs, B  OTHOLICHHH KOTOPBIX
yCTAQHABJIMBAIOTCS TPeOOBaHUS K OOBEMY Taphl, a TakkKe TpPeOOBaHUS K OOBEMY Taphl, YHaKOBKE U
KOMIUIEKTHOCTH JIEKaPCTBEHHBIX IPETapaToB JJIsi MEIUIIMHCKOTO PUMEHEHHUs, TPEOOBaHMs K 00beMy
Tapbl ~ JICKQpCTBEHHBIX  MpPEMapaTroB Ui ~ BETEPUHAPHOTO  TNPUMEHEHHUS  OMPEIeIISIOTCS
COOTBETCTBYIOIIMMH YIOJHOMOYEHHBIMHU (peiepanbHbIMU OpraHaMu HCIOJHUTENIBHOW BIAcTH B
nopsake, ycranoieHHoOM IIpaBurtensctBoMm Pocculickon ®@enepanuu.

(uactb 4.1 B pen. denepanbhoro 3akoHa ot 14.12.2015 N 374-D3)

4.2. Opranuzaiy, OCYIIECTBIISIONIME TPOU3BOACTBO (apMaleBTHUECKONW CYOCTaHIUMU CIHPTa
STWJIOBOTO (3TaHOJIa) AJI MPOU3BOJCTBA CIUPTOCOJAEPIKALIUX JIEKAPCTBEHHBIX IperapaTroB, 00s3aHbI
OCYIIIECTBIISITh YUET B MOPSAKE, YCTAHOBICHHOM cTaThimu 8 u 14 denepanpbHOro 3aKkoHa OT 22 HOSOPs
1995 roma N 171-®3 "O rocyaapCTBEHHOM peTyJIMPOBAHWM IPOU3BOJICTBA M 00OpOTa STHUIIOBOTO
CIUpTa, AIKOTOJIBHONW U CHHPTOCOAepKalleld MPOAYKIHMH U 00 OrpaHHYeHUU MOTpeOIeHHs (pacuThs)
asikorosibHOM mponykiuu". IIpom3BoacTBo ¢apmMareBTHYECKOH CyOCTaHIIMKM CIHUPTa 3TUIOBOTO
(3TaHONA) JOMyCKaeTCsl TOJNBKO OpraHM3aluei, OCYIIECTBIISIONEH MPOU3BOACTBO PEKTU(PHUKOBAHHOTO
STWJIOBOTO CIIMPTa U3 MHUILIEBOTO ChIPbsi HA OCHOBAHUU JIMLIEH3UU Ha MPOU3BOJACTBO 3TUJIOBOIO CIUpPTA
JUIS TIPOM3BOJICTBA (papMaleBTUUYECKOW CyOCTaHIIMU CHUpPTa STHJIOBOTO (3TaHOJa) B COOTBETCTBUU C
TpeboBanusMu DenepasibHOro 3akoHa oT 22 HOsO0ps 1995 roma N 171-®3 "O rocymapcTBEHHOM
pPETyIMpPOBaHUM TMPOU3BOACTBA U 000pPOTa ATHIOBOTO CIHPTA, ANKOTOJIBHOW W CHUPTOCOIEpPKAIIeH
OPOAYKUMH U 00 OrpaHWYeHHUH MOTpeOsieHus (pacmuTHsA) aJIKOTOJIbHON NPOAYKIHUH', METOAOM
pa3BeAcHU BOJOM OYMIIEHHOM TaKOro 3TUJIOBOIO CIMPTA, IPOU3BEICHHOIO JAHHOW OpraHU3alMen 1o
MECTY OCYIIECTBIICHHS TPOU3BOJICTBA (PapMaeBTHIECKOI CyOCTaHIINN CIIUPTA ATHIIOBOTO (3TAHOIIA).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(uacts 4.2 BBenena denepanpubiM 3akoHOM OT 03.07.2016 N 261-D3; B pen. denepalbHOr0 3aK0Ha OT
27.12.2019 N 481-®3)

4.3. npuBuyanbHble MPEeANPUHUMATENN U IOPUAMUYECKUE JIMLA, OCYIIECTBISIOUINE 3aKyNKy U
WCIIOJIb30BaHKEe (hapMaleBTUUECKOW CyOCTaHIIMU CIUPTA 3THJIOBOTO (9TAHOJA), a TAaK)Ke MPOU3BOJICTBO,
U3roToBJIeHHE U (WIKM) 000pOT (32 HCKIIOUEHHEM PO3HUYHOM NpPOAaKH) CHUPTOCOJEPKAIINX
JICKapCTBEHHBIX IIPENapaTroB, O0s3aHbl OCYILECTBJIATh UX YyYe€T U JAEKIapUpOBaHUE B IIOPSIKE,
YCTQHOBJICHHOM cTaThsiMu 8 u 14 ®PenepanmbHoro 3akoHa oT 22 HosOps 1995 roma N 171-d3 "O
TOCYJapCTBEHHOM DETrYJIMpPOBAHUU MPOM3BOJCTBA M 00OpPOTa ATUIIOBOTO CIMPTA, AJIKOTOJIBHOH U
CIUPTOCOJEpXKAIICH TPOAYKIMH U 00 OrpaHWYCHUH TMOTpeOJieHus (pacmuTHs) aJKOTOJILHON
NpOayKIUH".

(uactp 4.3 BBeieHa DeepanbHbIM 3aK0HOM OT 29.07.2017 N 278-D3)

44. Ilpn mnpou3BOACTBE JIEKApCTBEHHBIX IIpernapaTtoB Ui BETEPUHAPHOTO IPUMEHEHHUs
JIOMyCKAETCsl MCIOJIb30BaHUE IPOU3BENCHHBIX Ui peajau3aluy (apMaleBTHUECKUX CyOcTaHLUH,
BKJIFOYCHHBIX B TOCYIAapCTBEHHBIH peecTp JICKApCTBEHHBIX CPEACTB YIOJIHOMOYEHHBIM (erepaabHbIM
OpPraHOM HUCIOJIHMTEJIBHOM BIACTH, OCYLIECTBISIONIMM BEJCHHE TIOCYJApCTBEHHOIO peecTpa
JIEKapCTBEHHBIX CPEACTB I MEIUIIMHCKOTO IPUMEHEHHUS.

(uactp 4.4 BBeieHa @PenepanbHbIM 3akoHOM OT 02.08.2019 N 297-D3)

5. 3amnpemiaercsi IpOU3BOJICTBO:

1) nekapCcTBEHHBIX CpPEICTB, HE BKIIOUEHHBIX B TOCYJApCTBEHHBIM peecTp JIeKapCTBEHHBIX
CPEICTB, 32 MCKIIOYEHUEM JIEKAPCTBEHHBIX CPEICTB, MPOU3BOJAUMBIX JUISI MPOBEICHUS KIMHUYECKUX
HCCIICIOBAHUM U JUIS DKCIIOPTA;

2) danbcuuIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) mexapcTBEHHBIX CPEICTB O€3 JIMIICH3NH Ha MPOU3BOCTBO JIEKAPCTBEHHBIX CPE/ICTB;

4) nexkapCTBEHHBIX CPEICTB C HAapyIIEHHWEM MOpaBWJI OpraHU3alMy IPOU3BOJACTBA M KOHTPOJIIS
KauecTBa JIGKAPCTBEHHBIX CPEJICTB;

5) yrpatuin cuity. - @enepaibHblil 3akoH oT 27.12.2019 N 481-D3;

6) crnupTOoCOAEPKALIMX JIEKAPCTBEHHBIX IMPENapaToB MO MECTY OCYIIECTBICHHS IMPOU3BOICTBA
(dapManeBTHYECKOW CyOCTaHIIMK CIUpPTA ATHIOBOTO (dTaHONA) W (WJIM) MO MECTy OCYIIECTBIICHHS
MIPOU3BOJICTBA STHIIOBOTO CIHPTA;

(. 6 BBenen denepabHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

Koncynprantllntoc: npumeyanue.

®enepanbHbIM 3aKk0HOM OT 22.12.2020 N 436-D3 ct. 14.1 @3 ot 22.11.1995 N 171-03 uznoxena B
HOBOW pepakuuu, Hopma O. 1.1 cr. 14.1 crapoil penakuun @3 cooTBeTcTBYeT HOpME II. 2 cT. 14.1
HOBOM pEIaKINH.

7) dapmaneBTHUECKON CYOCTAaHIIMK CIUPTA TUIOBOTO (3TaHONA) W (WIM) CHUPTOCOICPIKAIIUX
JICKApCTBEHHBIX MPENapaToB Ha OCHOBHOM TEXHOJIOTMYECKOM OOOPYJOBAaHUHM JUIS IPOU3BOJCTBA
STHJIOBOTO CIUPTa, YKa3aHHOM B ImyHKTe 1.1 cratem 14.1 ®dexepanpHOro 3akoHa oT 22 HOs0ps 1995
roga N 171-®3 "O rocyaapcTBEHHOM PEryJIMPOBAHWUU MPOU3BOACTBA M 000pPOTa ATUIIOBOTO CIIHPTA,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

QJIKOTOJIBHOM M CHUpTOCOJAepKalled MPOAYKUMM U 00 OrpaHWYEeHUH TMOTpeOaeHus (pacruTHs)
AJIKOTOJILHOM MPOIYKIUH'".
(n. 7 BBeneH ®enepanbHbIM 3ak0oHOM 0T 27.12.2019 N 481-D3)

6. Ilpu BBOAE JEKApCTBEHHBIX CPEICTB B TPAKIAHCKHUH OOOPOT YIIOJIHOMOYEHHOE JIHIIO
HpOI/ISBOlII/ITeJ'Iﬂ J'IeKapCTBeHHBIX Cpe)ICTB OCYHIGCTBJ'ISICT HOJITBep)K)IeHI/Ie COOTBCTCTBUA J'IeKapCTBeHHI)IX
CpencTB TpeOOBAHMAM, YCTAHOBJICHHBIM MPH UX TOCYJIAPCTBEHHON PErHCTpPAIMH, U TapaHTHUPYET, UTO
JIEKapCTBEHHBIE CpEACTBA MPOU3BEACHBI B COOTBETCTBUM C TpPeOOBAaHUSMHU MPABUI HaJJIeKaIIeH
MIPOU3BOJCTBEHHOMN MPAKTUKHU.

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

7. YTIOTHOMOYEHHBIM JIUIIOM TPOU3BOIMTENS JIGKAPCTBEHHBIX CPEJCTB SBISETCS €ro PabOTHWK,
aTTECTOBAHHBIA B YCTAHOBJICHHOM YIIOJTHOMOYEHHBIM (eicpaTbHBIM OpraHOM HCIIOJTHATEIIHFHON BIIACTH
MOPSIIKE ¥ UMEIONIHIA CTaK pabOThl HE MEHEE YeM IISITh JIET B 00JIaCTH MPOU3BOJICTBA U (MJIH) KOHTPOJIS
KayecTBa JIGKAPCTBEHHBIX CPEACTB, BhICIIEe O0Opa30BaHUE COOTBETCTBEHHO [0 OJHOH W3
crenuanbHOCTe W (WIM) OJHOMY W3 HalpaBJIICHUH TMOATOTOBKU: OWONOTHS, OWOTEXHOIOTHS,
BETEPUHAPHS, BETEPHUHAPHO-CAHUTApPHAS OKCIEPTH3a, KIMHUYECKAas MEIUIMHA, DPaJUallMOHHAs,
XUMHUYECKass W OWoJjorudeckas 3amura, QapMmarus, QyHIaMEHTaIbHAS MEAWIMHA, XHMHYECKas
TEXHOJIOTHS, XUMHUSI.

(B pen. ®eaepanbubix 3akoHOB 0T 22.10.2014 N 313-P3, ot 02.08.2019 N 297-D3)

8. IIpousBoauTENH JTEKAPCTBEHHBIX CPEACTB (32 MCKIIOUYEHHEM (papMaleBTUYECKOW CyOCTaHIIMH
CIMPTa ATUIIOBOTO (3TaHOJIA) MOTYT OCYIIECTBIIATH MPOJAXy JICKAPCTBEHHBIX CPEACTB WU MepeaaBaTh
HX B YCTAaHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickoi denepaunu nopsike:

(B pen. ®exnepanbHoro 3akona ot 29.07.2017 N 278-03)

1) ApyruM mpOM3BOIUTEINSM JIEKApPCTBEHHBIX CPEJICTB AJIsi IPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/CTB;
2) opraHu3aiusaM ONTOBOM TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) anTeyHbIM OpraHU3alMsIM, BETEPUHAPHBIM AaNTEYHBIM OPraHU3AIMIM, WHAUBHAYAIbHBIM
MpEeANPUHUMATENSIM, UMEIOIIUM JIMIICH3UI0 Ha (PapMaIeBTUUECKYIO NESTEIbHOCTh WU JIUIEH3UI0 Ha
MEIMIMHCKYIO JEATEIIbHOCTD;

4) HAyYHO-HMCCIIEIOBATEILCKAM OPTaHU3aIUsIM sl HAYYHO-MCCIIEIOBATEIHCKON padOThI;
5) MCIUIUHCKUM OpraHu3alriaM U BETCPUHAPHBIM OPraHU3alusIM;

6) OpraHu3anusM W WHAWBUIYAIBHBIM TPEANPHHUMATEISM, OCYIISCTBISIONIMM pa3BeCHNUE,
BBIpAIIUBAHUE W COJCPKAHUE JKUBOTHBIX (32 HCKIIOUEHHEM TpPOAaXH UM (PapMaleBTUICCKHX
CyOCTaHIIMI UM UX TIepeayn).

(n. 6 B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

9. TlpousBoautenu QapMaleBTUICCKOW CyOCTaHIIMM CIUPTAa ATHIOBOTO (3TaHONA) OOsS3aHBI
OCYIIECTBIISITh peann3anuio (mepeaady B yCTaHOBJICHHOM 3aKOHOATENbCTBOM Poccmiickoit deneparim
nopsiike)  (papMameBTHYECKOM  CyOCTaHIIMM  COHMpPTAa JTHWIOBOTO  (3TaHOJA)  MPOHM3BOIUTEISIM
JMEKapCTBEHHBIX  CPEACTB Ui  TMPOM3BOJACTBA  JIGKAPCTBEHHBIX  CPENCTB,  IPOU3BOJIUTENSIM
(M3rOTOBUTENSAIM) METUITMHCKUX U3EIHIA ISl POU3BOICTBA U U3TOTOBICHUS METUITMHCKUX U3JEIUNA B
eMKOCTSIX 00beMoM He Oonee 1 nurpa u (wm) He menee 1000 TUTPOB, a OpraHU3aLUsAM, YKa3aHHBIM B
MyHKTax 3 - 5 yacTw § HACTOSAIICH CTaThH, B Tape 00beMOM He Oojiee 1 ymtpa.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(uactp 9 BBeneHa denepanbHbIM 3ak0HOM OT 29.07.2017 N 278-D3; B pen. denepaibHbIX 3aKOHOB OT
27.12.2019 N 481-®3, ot 22.12.2020 N 444-D3)

10. Peanuzanusa (mepenaya B YCTAaHOBJICHHOM 3akoHonarenbcTBOM Poccuiickoit denepanuu
nopsike) QpapManeBTHISCKOW CYOCTaHIIMM CHUpPTa 3THUJIOBOTO (ITAaHOJA) OpraHW3aIUsSM ONTOBOU
TOPTOBIIH JICKAPCTBEHHBIMH CPEJICTBAMU HE JIOTTYCKACTCA.

(gactp 10 BBenena denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku (hapmMarLeBTUUECKON CyOCTAaHIIMM CIIUPTA STUIOBOTO (3TAHOJIA) OCYILECTBISIOTCS C
coOuroieHeM TpeOoBaHMM, YCTAaHOBJICHHBIX a03alleM 4eTBEpThIM MyHKTa 3 crateu 9 denepasibHOrO
3akoHa OT 22 HosA0ps 1995 roga N 171-®@3 "O rocynapCTBEHHOM pPETyJIMPOBAHUM IIPOU3BOJCTBA U
000opoTa 3TWJIOBOTO CIHPTA, AJIKOTOJBHOM M CIHMPTOCOAEpXKalled MPOAYKUMH M 00 OrpaHHMYEeHUU
noTpebsieHus (pacuTHs) aJIKOT0JIbHOM MpoayKuuun'.

(dactp 11 BBenena denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapknpoBKa nekapcTBeHHbIX CpeaAcTB

1. .HeKapCTBeHHI)Ie npenaparbl, 3@ UCKIIIOYCHUCM JICKAPCTBCHHLBIX IMPEIapaToOB, U3rOTOBJICHHBIX
AIlITCUYHBIMU OpraHU3alusIMHi, BETCPUHAPHBIMU alNTCYHBIMHW OpraHu3aliuiadMH, HWHAUBUAYaJIbHBIMU
npcaAnpuHUMAaTCIIsIMU, HWMCIOIIUMHU JIMICH3WIKO HaA (bapMaHeBTHq€CKYIO JACATCIIBHOCTDh, OOJIXKHBI
IocTynarthb B o6pameHHe, cCln:

1) Ha WX TEepBUYHONW YMaKOBKE (32 MCKIIOUEHHEM TEPBHUYHON YIAKOBKH JIEKAPCTBEHHBIX
PACTUTENBHBIX MPENapaTOB) XOPOIIO YHTAEMBIM MIPU(TOM HA PYCCKOM SI3BIKE yKa3aHbl HANMEHOBAHHE
JIEKApCTBEHHOT0 Tpenapara (MEeXAyHapoJHOE HeNmaTeHTOBAaHHOE, WJIM TPYIIUPOBOYHOE, WU
XUMHUYECKOE, WM TOPTrOBOEC HAMMEHOBAHUE), HOMEP CEpHH, JaTa BBITyCKa (1T *MMYHOOHOJIOTHIECKUX
JIEKApCTBEHHBIX IPEMapaToB), CPOK TOAHOCTH, JO3UPOBKA WJIM KOHIIEHTpaIus, o0beM, aKTHBHOCTh B
eINHHULIaX TeHUCTBUA WIH KOJIHYECTBO 103,

(B pen. @eaepanbhbix 3akoHOB oT 11.10.2010 N 271-P3, ot 22.12.2014 N 429-03)

2) Ha UX BTOPUYHOH (MOTPEOUTEIIbCKON) YIAKOBKE XOPOIIO YHTAEMBIM IIPUPTOM Ha PYCCKOM
sI3bIKE yKa3aHbl HAMMEHOBAHHUE JIEKAPCTBEHHOI'O Mpernapara (MeXIyHapOJHOE HENaTEHTOBAHHOE, WM
IpYNIUPOBOYHOE, WJIM XHUMHUYECKOE M TOProBO€ HAUMEHOBAHHS), HAaUMEHOBAHHME IPOU3BOIUTENS
JIEKapCTBEHHOTI'O IpernapaTa, HOMEp CepuH, J1aTa BhIITycKa (711 UMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX
MpernapaToB), HOMEpP PETHUCTPAIMOHHOTO YAOCTOBEPEHHUS, CPOK TOIHOCTH, CHOCOO MPUMEHEHUS,
JI03UPOBKAa WMJIM KOHILIEHTpAIMsl, 00beM, aKTUBHOCTh B €IMHHUIAX JCUCTBUS JMOO KOJIMYECTBO 703 B
yIIaKOBKEe, JIeKapcTBeHHass (opMa, YCIOBUS OTIYCKa, YCJIOBUS XpaHEHHs, MpeaylnpeauTeabHbIe
HaJIKUCH.

(B pen. ®enepanbHbix 3aKk0HOB OT 11.10.2010 N 271-®3; ot 22.12.2014 N 429-D3)

2. dapmarieBTHYECKHE CYOCTaHIIMKM JOJDKHBI MOCTYNATh B OOpAIICHUE, €CIIM Ha WX MEePBHYHOU
YIIAKOBKE  XOPOIIO YUTaeMbIM IIPUPTOM HAa PYCCKOM  S3bIKE yKa3aHbl HAaMMEHOBAaHHUE
(dapmaieBTHUECKON cyOcTaHIIMK (MEXAyHApOJHOE HEMAaTeHTOBAaHHOE, WU TPYNIUPOBOYHOE, WU
XUMHYECKOE W TOProBO€ HAMMCHOBAHHWsS), HAUMEHOBAHHME TPOM3BOAMTENS (hapMareBTUUIECKON
CyOCTaHIIKM, HOMEp CEepHH W JlaTa HM3TOTOBJICHUS, KOJIMYECTBO B YIAKOBKE W CIWHUIIBI U3MEPEHUS
KOJIMYECTBA, CPOK TOAHOCTH M YCIIOBUS XpaHCHHUS.

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

3. HeKapCTBCHHBIe cpeacTtBa B KaUCCTBE CBIBOPOTOK MOOJDKHBI IIOCTYIIATh B o6pameHHe C
YKa3aHHuEM JKUBOTHOI'O, U3 KPOBH, IIJIa3MbI KPOBU, OPTraHOB U TKaHeH KOTOPOI'0O OHHU IOJIYUCHBI.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

4. Ha BTOpuuHYyIO (TOTPEOUTENBCKYIO) YHAKOBKY JIEKAPCTBEHHBIX CPEICTB, IMOJYyYEHHBIX U3
KpOBH, IUIa3Mbl KPOBH, OpraHOB M TKaHEH 4YEJIOBEKA, JOJDKHA HAHOCHUTHCA HAANMCH: "AHTHTENA K
BUY-1, BUY-2, k Bupycy renatuta C 1 IOBEpXHOCTHBIN aHTUI'EH BUpyca renatura B orcyTcTByroT".

5. Ha  nmnepBuuyHyr0  ymakoBKy U BTOPUYHYIO  (HOTPEOUTEIBCKYIO)  YHAKOBKY
paanodapMaleBTHUECKUX JIEKAPCTBEHHBIX CPEICTB JODKEH HAHOCUTHCA 3HAK paguallMiOHHOM
OIACHOCTH.

6. Ha BTOpuuHyI0 (MOTpEOUTEIHCKYI0) YIAKOBKY TOMEOMATUYECKUX JIEKAPCTBEHHBIX MPENapaToB
JOJDKHA HAHOCUTHC HaAmuch: "'I'oMeonaTuueckuii”.

7. Ha BTOpHuHYIO (IOTPEOUTEIBCKYIO0) YIAKOBKY JIEKAPCTBEHHBIX PACTHTEIBHBIX IPENapaToB
JOJKHA HAHOCUTHCA Haanuch: "[Ipoaykuust npoiuia paaualliOHHbIA KOHTPOJIB' .

8. Ha mepBuuHYyIO yMakoBKy (€CIM JUIsl ITOTO CYIIECTBYET TEXHHUYECKas BO3MOXKHOCTH) H
BTOPUYHYIO (MOTPEOUTENHCKYIO) YIMAKOBKY JIEKAPCTBEHHBIX IPENaparoB, NpeAHA3HAUYEHHBIX s
KIIMHUYECKUX UCCIIEeOBAHMM, JOKHA HAHOCUTHCS HAAMKCH: " J{J1s1 KITMHHYECKUX HCCleAoBaHni".

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

9. VYmakoBka JEKapCTBEHHBIX CpPEICTB, IPEIHA3HAUEHHBIX HCKIIOUUTENIBHO [UIsl AKCIOPTa,
MapKUpPYeTCsl B COOTBETCTBUU € TPEOOBaHUSIMU CTPaHbI-UMIIOPTEPA.

10. Ha TpaHcnopTHyio Tapy, KOTOpas HE€ MpeJHa3HaueHa /s MOoTpeOuTenel U B KOTOPYIO
IIOMEUICHO JIEKapCTBEHHOE CPEJCTBO, JOJDKHA HAHOCUTHCS MHGpOpMalMs O HAUMEHOBAHUH, CEpUU
JIEKapCTBEHHOT'O CpEJACTBA, JaTe BBIMYCKA, KOJWYECTBE BTOPUYHBIX (MOTPEOUTENBCKUX) YIAKOBOK
JICKapCTBEHHOTO CPEJICTBA, MPOU3BOJMUTENE JIEKAPCTBEHHOTO CPEACTBA C YKAa3aHWEM HAaUMEHOBAHHS U
MECTOHAXOXKICHUSI IPOU3BOAUTENS JIEKAPCTBEHHOI'O CPEACTBA (aapec, B TOM YHUCIE CTpaHa U (WIH)
MECTO IIPOM3BOJICTBA JIEKAPCTBEHHOI'O CPEJCTBA), @ TAKIKE O CPOKE FOJTHOCTH JIEKAPCTBEHHOTO CPEJICTBA
u 00 YCIOBUAX €TI0 XpaHCHHA W TICPCBO3KH, HeO6XO)II/IMBIC npeaynpeauTCIbHbIC HAAIIUCH U
MaHMITYJIATOPHBIE 3HAKHU.

11. Ha mepBHuYHYyI0 yNakOBKY M BTOPHYHYIO (HOTPEOHMTENIBbCKYIO) YHNAKOBKY JIEKAPCTBEHHBIX
CPEICTB Ul BETEPUHAPHOIO NPUMEHEHHs JOJDKHA HAHOCUTHCA Haamnuch: "Jlig BeTepuHapHOTO
IIpUMEHEHHUA".

12. Ha BropuuHyio (HOTpeOUTEIbCKYIO) YIMAKOBKY JIEKAPCTBEHHOIO IIpernapara HaHOCUTCS
IITPUXOBOM KOJI.

. nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUAUCKYIO ®ENEPALUIO U BblBO3 JIEKAPCTBEHHbIX CPEACTB
M3 POCCUNCKOU ®EOEPALINA
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

CraTtba 47. Nopsaaok BBO3a fiekapCTBEeHHbIX cpeacTB B Poccuinckyro Pepepaumio un
BblBO3a JieKapCTBEeHHbIX cpeacTB U3 Poccumnckon Peanepaumm
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. BB03 nekapcTBeHHBIX cpeAacTB B Poccuiickyro @enepanuio OCYWIECTBISIETCS B MOPSJIKE,
ycraHoBieHHOM [IpaButensctBoM Poccuiickoii @enepanur, B COOTBETCTBUH C TaMOXEHHBIM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3aKOHOAATENIhCTBOM TaMokeHHOro coro3a B pamkax EBpA3DC (manee - Tamo)keHHBIN cor03) U (Win)
3aKOHOJaTenbCcTBOM Poccuiickoi denepauny O TaMOKEHHOM JIEIIE.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

Koncynprantlntoc: npumeyanue.

Jo 31.12.2023 poccHiCKUM MPOU3BOIUTENSIM Pa3peLIeHO B YBEJOMUTEIBHOM IOPSIKE BBO3UTH HE
BHECEHHBIE B peecTp (QapMaleBTUYECKUEe CYOCTaHIMM [UJIsi BETEPUHAPHOTO TMPUMEHEHHS s
IPOM3BOJICTBA 3apETUCTPUPOBAHHBIX JeKkapcTBeHHbIX cpeacTB (IloctanoBnenue IIpaBurenscrea PO
ot 12.03.2022 N 353).

2. BBosumbie B Poccuiickyto deneparuio JeKapCTBEHHBIC CPEICTBA JTOJDKHBI COJIEPKAThCS B
roCyJJapCTBEHHOM PEECTPE JIEKaPCTBEHHBIX CPE/ICTB.
(B pen. @enepanbhbix 3akoHOB 0T 06.12.2011 N 409-D3, ot 27.12.2019 N 462-D3)

3. Homyckaetcst BBo3 B Pocculickyto @enepanyto KOHKPETHON MapTHH 3aperUCTPUPOBAHHBIX U
(I/IJ'II/I) HE3apCTUCTPUPOBAHHBIX JICKAPCTBCHHBIX CPCACTB, IMNPECAHAZHAYCHHBIX [JIA TIPOBCACHUA
KIIMHUYECKHUX I/ICCJ'IG)IOBaHI/Iﬁ JICKAPCTBCHHLBIX IpPCrapaToB, MPOBEACHHA 3KCIICPTHU3BI JICKAPCTBCHHBIX
CPEACTB JJsl OCYIIECTBJIEHUS I'OCYIAapCTBEHHOM PETrMCTpalMM JIEKAPCTBEHHBIX MpPENapaToB WIN JUIs
OKa3aHUs MEIUIMHCKOW IOMOILIM IO JKW3HEHHBIM IOKa3aHUAM KOHKPETHOIO NMalMEeHTa Ha OCHOBAaHUU
paspelieHus, BBIJAHHOTO YINOJHOMOYEHHBIM (e/lepaibHbIM OPraHOM HCIIOJHUTEIFHONW BJIACTH TI0
3asBJICHUSIM JIMII, YKa3aHHBIX B cTaThe 48 Hacrosiero denepanbHoro 3akoHa. Paccmorpenue Takoro
3a4BJICHUA W HNPHUHATHC PCHICHUA O BblAad4€ pPaspClIiCcHUsA Ha BBO3 KOHerTHOﬁ napTun
3apEeTUCTPUPOBAHHBIX M (WMJIM) HE3apEeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEJACTB, MpPEIHA3HAYCHHBIX
IVl TIPOBEJCHMS KIMHUYECKMX MCCIEOBAHUI JIEKapCTBEHHBIX MPENapaToB, MPOBEACHUS 3KCIEPTU3bI
JIEKapCTBEHHBIX CPEACTB Il OCYLIECTBJIEHUS TOCYJapCTBEHHONW PETUCTPALMU JIEKAPCTBEHHBIX
npenaparoB WKW JIsI OKa3aHHUA MGI[I/ILII/IHCKOf/'I INOMOIIM 1O KU3HCHHBIM IIOKA3aHUSIM KOHKPCETHOTIO
narueHTa oo 00 O0TKa3e B BbIIaye YKAa3aHHOTO Pa3pelIeHus MPOU3BOIATCS B CPOK, HE TPEBBIIIAIOIINI
nsaTH paboumnx aued. [InaTa 3a BeIady yka3aHHOTO pa3pelieHus] He B3UMAeTCH.

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

Koncynprantllntoc: npumeuanue.
C 01.01.2024 4. 3.1 ct. 47 yrpauuBaet cuiny (®3 ot 27.12.2019 N 475-D3).

3.1. Honyckaercs BBo3 B Poccuiickyro denepannio KOHKPETHON MapTUU HE3aPErUCTPUPOBAHHBIX
JIEKAPCTBEHHBIX NPENapaToB, COACPKAIIMX HAPKOTUYECKHE CPEJCTBA UJIM MCUXOTPOIHBIE BEIIECTBA, B
nopsake, ycraHoBiieHHOM IIpaButensctBom Poccuiickoii @enepauuu, Uil OKa3aHUS MEIULIMHCKOM
MIOMOIIIH IO >KM3HEHHBIM MOKAa3aHUSIM KOHKPETHOTO MallMeHTa WK TPYIIbl MAllMEeHTOB B Cly4ae, eCiu
UMeeTCsl pelIeHne BpadyeOHOW KOMHMCCHMM MEIUIIMHCKOM opraHm3anuu o Hed()(EeKTHBHOCTH WU
HEBO3MOKHOCTH MPHUMEHEHHS Y KOHKPETHOTO MAalMEHTa WHBIX 3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
[IpernapaToB, B TOM 4YHCJE COAEpKALUX APyrue NEHCTBYIOIINME BEIIEeCTBA, U O HEOOXOAUMOCTH BBO3a
ONPENEICHHOI0  HE3aperuCTPUPOBAHHOTO  JIEKAPCTBEHHOIO  Ipemapara C  YKa3aHHEM  €ro
MEXIYHApPOAHOTO HEMaTeHTOBAHHOTO (MM XWMHUYECKOTO, WM TPYNIHUPOBOYHOTO) HAMMEHOBAHUS,
¢bopMBI BBIMyCKa © KoIW4ecTBa. llepedyeHb 3a00JeBaHUMI M COCTOSHUM U COOTBETCTBYIOIIMX
JIEKaPCTBEHHBIX IPENApaToOB, COACPKAIMX HAPKOTHUYECKHUE CPEACTBA M INCHUXOTPOIHBIE BEIIECTBA, B
LIETISAX OCYIIECTBJICHUSI WX BBO3a B COOTBETCTBUHU C TPEOOBAHMSIMHU HACTOSIICH YacTH YTBEPKIAACTCS
YIOJHOMOYEHHBIM (eiepaibHbIM OPTaHOM HCIIOTHUTEIbHON BIACTH.

(dactp 3.1 BBeaeHa denepanbHbIM 3akoHOM OT 27.12.2019 N 475-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3.2. lo 31 mexabps 2024 roma nomyckaroTcs BBO3 Ha Teppuropuio Poccuiickoit denepanuu u
obpamienue B Poccuiickoit deneparun ¢ yueToM 0COOEHHOCTEH, ycTaHOBIEHHBIX [IpaBUTEnbcTBOM
Poccuiickoit @enepaunu, 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB I MEIUIMHCKOrO
MIPUMEHEHHU B YIIaKOBKaX, peIHa3HauYeHHbIX JJIs1 00pallleHrsl B MHOCTPAHHBIX FOCYAAapCTBaX, B Cllydae
neeKTypbl JIEKapCTBEHHBIX IpenapaToB WM pUCKAa €€ BO3HUKHOBEHMS] B CBSI3U C BBEJCHHEM B
otHowmeHnn Poccuiickoit denepannn orpaHUYUTENBHBIX MEP YKOHOMHUYECKOTO XapakTepa IpU yCIOBUU
COOTBETCTBUSI BBO3UMBIX JIEKAPCTBEHHBIX IPENapaToB TPeOOBaHUSAM, YCTaHOBJICHHBIM IpH UX
perucTpanyy, 3a UCKIIOUEHHEM TpeOOBaHMN K MEPBUYHON YMaKOBKE, BTOPHUUHOU (ITOTPEOUTENHCKOM)
yIIaKOBKE, a TaKkKe MNpPHU HaJMYUM Ha BTOPUYHOW (MOTPEOUTENLCKOM) YHaKOBKE JIEKAPCTBEHHBIX
[IpernapaToB, HAXOAALIMXCA B OOpallleHWH, CaMOKJIEAIIEHCS ITUKETKH, CoJepKalleil nHpopMaIuoo o
JIEKapCTBEHHOM IIperapaTe Ha PyCCKOM SI3bIKE.

(gactp 3.2 BBeaeHa DenepanbHbiM 3aKk0HOM OT 26.03.2022 N 64-D3; B pen. denepanpbHOro 3akoHa OT
19.12.2022 N 519-®3)

4. B Poccuiickyto @enepaiiito MOXKHO BBO3UTh JIEKAPCTBEHHBIE CPEICTBA, KAa4eCTBO KOTOPBIX
MOATBEPIKICHO  CEPTH(PUKATOM  MPOUZBOTUTENS  JICKAPCTBEHHBIX  CPEICTB,  YAOCTOBEPSIOIIUM
COOTBETCTBHE BBO3WUMBIX JICKAPCTBEHHBIX CPEICTB TPeOOBaHMSIM (apMaKOIEHHBIX CTaTe b0 B
CJIy4ae WX OTCYTCTBUS HOPMATUBHOM TJOKYMEHTAIIUU WM HOPMATUBHOTO JIOKYMEHTA.

(B pen. deaepanbroro 3akoHa ot 06.12.2011 N 409-D3)

5. 3ampemaerca BBo3 B Poccuiickyro ®enepanuio ¢anbCuUIMPOBAHHBIX JIEKAPCTBEHHBIX
CpeACTB, HETOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTPA()AKTHBIX JIEKAPCTBEHHBIX CPE/ICTB.
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

6. danbcuUIMPOBAHHBIC JICKAPCTBEHHBIC CPEICTBA, HEIOOPOKAYECTBEHHBIC JICKAPCTBCHHBIC
CpPEACTBA MOMJIEKAT HIBATHIO M TMOCIEAYIONIEMY YHUYTOKEHUIO WIM BbIBO3y H3 Pocculickoit
®denepanun, KOHTpahaKTHBIE JIEKAPCTBEHHBIC CPEJICTBA - U3BITHIO M IMOCIECIYIONEMY YHUYTOKEHUIO.
YHuutoxxeHue win BeiBo3 U3 Poccuiickoit @eneparnuu GpanbcuuinpoBaHHBIX JEKAPCTBEHHBIX CPENICTB,
HEJOOPOKAYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEICTB, KOHTPa(aKTHBIX  JIGKAPCTBEHHBIX  CPEICTB
OCYILECTBJISICTCS 3a CYET JUUA, OCYUIECTBHBLIETO HUX BBO3. [IOpAIOK YHUYTOXKEHUS H3BATHIX
banbcuPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEACTB, HEIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB,
KOHTpa(aKTHBIX JICKAPCTBEHHBIX CPEACTB ycTaHaBnuBaeTcs [IpaBurenscTBoM Poccuiickoii deneparium.
(B pen. deaepanbroro 3akoHa ot 06.12.2011 N 409-D3)

7. Jluma, ocymectBistomue BB03 B Poccuiickyto ®enepannio  (harbCHPUIMPOBAHHBIX
JEKapCTBEHHBIX  CPEJICTB, HEIOOPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTpaaKTHBIX
JIEKAPCTBEHHBIX CPEJICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C TAMOKEHHBIM 3aKOHOIaTE€ILCTBOM
TamoxeHHOro coro3a u (1) 3aKkoHoAaTeascTBOM Poccuiickoit denepaniuu 0 TaMOKEHHOM JIElIE.

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

8. BriB03 nekapcTBeHHBIX cpeACTB u3 Poccuiickoit Denepanuu ocymecTBiseTcs 0e3 MpUMEHEHHS
OTpaHUYEHUH, YCTAaHOBIEHHBIX TAMOXEHHBIM 3aKOHOJATEIbCTBOM TaMOXKEHHOTo coio3a U (WiH)
3aK0HOJ1aTeabCcTBOM Poccuiickoit denepanii 0 rocyJapcTBEHHOM PETYJIMPOBAHMM BHEIIHETOPTOBOM
NESTEIbHOCTH.

(B pen. @enepanbHbix 3ak0HOB OT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, ot 22.12.2014 N
429-D3)

9. BBox B rpakaaHCKHl 00OPOT JICKAPCTBEHHBIX IMPENapaToB I MEAMIIMHCKOTO MPUMEHEHUS,
BBe3eHHBIX B Poccuiickyro @Denepanuio, OCYUIECTBIAETCS C  COOMIOACHHEM TpeOOBaHMUIA,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

YCTaHOBJICHHBIX cTaThell 52.1 HacTosmero denepanbHOro 3aKOHa.
(uactp 9 BBenena denepanbHpiM 3aK0HOM 0T 28.11.2018 N 449-D3)

Koncynprantlntoc: npumedanue.
C 01.09.2023 ct. 47 nononusercs 4. 10 (@3 ot 02.07.2021 N 317-03). Cm. Oyay1yro peIaklu.

Cratba 48. lOpuauyeckue nuua, KOTOPbIM pa3pelleH BBO3 JIeKapCTBEHHbIX
cpeacts B Poccuickyro ®enepauuto
(B pen. deaepanbroro 3axoHa ot 06.12.2011 N 409-D3)

JlexapctBenHnsle cpenctsa B Poccuiickyro denepannio MOryT BBO3UTH!
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) mpousBoAMTENM JIEKAPCTBEHHBIX CPEICTB JUIA Iefieil  COOCTBEHHOTO IPOM3BOJCTBA
JIEKapCTBEHHBIX CPE/ICTB;

2) HHOCTpaHHble pa3paOOTUMKH JIEKAPCTBEHHBIX CPEJICTB M WHOCTPAaHHbIE IPOU3BOAUTENIN
JICKapCTBEHHbIX CPEACTB WIM JApYyrde IOpUAMYECKME JHMLIA 10 TMOPYYEeHHUI0 pa3paboTuuka
JIEKapCTBEHHOI'O CPEACTBA JJIsl IIPOBEJAECHUS KIMHUYECKUX HCCIIEIOBAaHUI JIEKapCTBEHHOTO IIpernapara,
OCYILUECTBIICHUsI  IOCYJAapCTBEHHOM  PETUCTpAlMU  JIEKAPCTBEHHOIO  IIpernapara,  BKIIIOYCHMS
¢dapMareBTHUECKOW CyOCTaHIIMM B TOCYNApCTBEHHBIH PEECTp JIEKApPCTBEHHBIX CPENCTB, KOHTPOJIS
Ka4yecTBa JICKAPCTBEHHBIX CPEICTB NPU HAIMYHUHU Pa3pelIeHus YIIOJTHOMOUYEHHOTO (elepaIbHOTO OpraHa
HCIIOJIHUTENIBHOM BJIACTU HA BBO3 KOHKPETHOW IMAPTUH JIEKAPCTBEHHBIX CPECTB;

3) OpraHusanuunu OIITOBOM TOPTOBJIA JICKAPCTBCHHBIMHA CPCACTBAMU,

4) Hay4HO-WMCCIEJOBATEIbCKAE OpraHM3alliMd, OO0pa3oBaTEeNbHBIE OpPraHU3aldU  BBICIIETO
0o0pa3oBaHMs, MPOU3BOAUTENN JIEKAPCTBEHHBIX CPEACTB Ul Pa3pabOTKH, HCCIEIOBAHUN, KOHTPOJIS
0e30macHOCTH, KadecTBa, 3()()EKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB TPU HATUYUU Pa3pEIICHHS
YIIOJTHOMOYEHHOTO (he/IepabHOTO OpraHa UCTIOMHNUTEIBHON BIACTH;

(B pen. ®enepanbHoro 3akona ot 02.07.2013 N 185-03)

5) MeAUIIMHCKYE OpraHu3alii, HHbIC YKAa3aHHbIE B IyHKTaxX | - 4 HACTOAIIEH cTaTbu OpraHnu3aIiu
JUI OKa3aHWsl MEJUIIMHCKOM IOMOIIM I0 JKU3HEHHBIM IIOKAa3aHUSAM KOHKPETHOIO MalleHTa MpHU
HIMYMK Pa3pelICHUs] YIOJIHOMOYEHHOro (hefepalbHOrO OpraHa MCIOJIHUTENBHOM BIACTH Ha BBO3
KOHKPETHOW TapTHH JEKapCTBEHHOTO Iperapara, BBAAHHOTO B YCTAaHOBJICHHOM MOpsake B (opme
AJIEKTPOHHOIO JJOKYMEHTA, MOANMCAHHOTO YCUICHHON KBaJU(UIIUPOBAHHOM 311€KTPOHHON MOAIMHUCHIO;
(B pen. ®enepanbHoro 3akona ot 12.03.2014 N 33-D3)

Koncynprantllntoc: npumeuanue.
C 01.01.2024 1. 6 ct. 48 yrpaunBaet cuny (P3 ot 27.12.2019 N 475-D3).

6) rocyJapCTBEHHbIE YHUTAPHBIE OPEAIPUITHS, UMYIECTBO KOTOPHIX HAXOAUTCS B (eiepaibHOMN
coOcTBeHHOCTH, ompenensemble [IpaBurensctBoMm Poccuiickoit denepaunu, B YacTu BBO3a B
Poccuiickyro  @enepannio  HE3apErUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX IIPENApPATOB, COJAEPIKALIUX
HAapKOTUYCCKHUC CPCACTBA HWJIM MCHUXOTPOIIHBIC BCIICCTBA, I OKAa3aHUA MGHHHHHCKOﬁ IIOMOIIXU IIO
JKU3HCHHBIM IMOKA3aHUAM KOHKPCTHOT'O MAallMCHTA WA I'PYHIIbI MIAIIUCHTOB B COOTBETCTBUU C YaCTHIO 3.1
cratbu 47 HactosAmero PeaepanbHOro 3aKOHA.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(. 6 BBeneH dDenepanbHbIM 3ak0HOM OT 27.12.2019 N 475-D3)

Cratba 49. [lokymeHTbl, NpeacTaBnsieMble B TaMOXEeHHble opraHbl Poccunckom
®Penepaumm nNpm BBO3e NeKapcTBeHHbIX cpeacTB B Poccunckyro depgepauuto
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. Ilpu BBO3e NeKapcTBEHHBIX CpelACTB B Poccuiickyro ®Denepanuio B TaMOKEHHBIE OPIaHbI
Poccuiickoit ®@enepanyu  Hapsily € JAOKYMEHTaMM, NPEICTABICHHE KOTOPBIX IPEILyCMOTPEHO
TaMOXEHHBIM 3aKOHOJAaTeIbCTBOM TaMOKEHHOro coro3a M (WIM) 3aKOHOJATENLCTBOM Poccuiickoit
®denepalyiv 0 TAMOXKEHHOM JIeJIe, IPEACTABIAIOTCS CIEYIOIINE JOKYMEHTHI:

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

1) ceprudukar HPOU3ZBOAUTENS JIEKAPCTBEHHOTO CPEACTBA, YIOCTOBEPSIIOMIMI COOTBETCTBUE
BBO3MMOTI'O JIEKAPCTBEHHOTO CpeAcTBa TpeOoBaHUSM (apMakoneiiHoW cTtaTbu OO B cioydae ee
OTCYTCTBHSI HOPMATUBHOMW JOKYMEHTAIIMH UM HOPMATUBHOTO JOKYMEHTA;

2) paspelieHHe YIOJIHOMOUYEHHOrO (ellepaIbHOrO OpraHa HCIIOJIHUTENbHOW BIIACTU HA BBO3
KOHKPETHOM NapTHM JIEKAPCTBEHHOI'O CPEACTBA B CIydasX, YCTAHOBJIEHHBIX 4acTbi0 3 craTbu 47
HacTosAmero PenepalbHOrO 3aKOHa.

2. JlokyMeHThI, yKa3aHHble B MyHKTax | W 2 yactu | HacTodiied cTrarbu, MPEICTABISAIOTCS B
TaMoO>KeHHBIe opranbl Poccuiickoii denepanuu npu nNpuOBITHH JEKapCTBEHHBIX cpeAcTB B Poccuiickyto
denepauuro.

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

Cratba 50. BBo3 nekapcTBeHHbIX npenapatoB B Poccuinckyro Pepepauuio ans
JINYHOrO MUCMONb30BaHUA U MHbIX HEKOMMEep4YecCKMX uUenen, a TakKke AnA
MCMNONb30BaHUSA Ha TEPPUTOPUN MEXAYHAPOAHOIro MeAULMHCKOro Knacrepa
(B pen. @eaepanbhbix 3akoHOB 0T 06.12.2011 N 409-D3, ot 29.06.2015 N _160-D3)

1. JlexapcTBeHHBIE IpemnapaTbl MOryT ObIThb BBe3eHbl B Poccuiickyro denepaunio 6e3 yuera
TpeOOBaHMM, TPETYCMOTPEHHBIX dacTsamu | - 4 crateum 47, crtathimMu 48 u 49 Hacrosmiero
denepanbHOrO 3aKOHA, €CJIM OHU NPEIHa3HAYEHBI JJIS:

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

1) TUYHOrO MCHOJIB30BaHUS (U3UUECKUMHU JUIAMHU, NpHObBIIUME B Poccuiickyro ®enepanuto.
IIpu »>ToM BBO3 B Poccuiickyto @Denepanuio JIEKAPCTBEHHBIX IPENApaTOB, COAEPIKALIUX
CWIbHOAEWUCTBYIOLIME W (WIM) SJAOBUTHIE BEILIECTBA, BKIIOUEHHBIE COOTBETCTBEHHO B CIIHCOK
CHWJIBHOJICUCTBYIOIIMX BELIECTB JUIS LIeJIel YTOJIOBHOTO 3aKOHoAaTenbeTBa Poccniickoit @enepannu u B
CIMCOK SIJOBUTHIX BEIIECTB M LEJIEH YroJIOBHOrO 3akoHozaarenscTBa Poccuiickon denepaunnu,
yrBepxkacHHbIE [IpaBurenscTBoM Poccuiickoit denepannn, oCyniecTBISETCS IPU HATMYUHA JOKYMEHTOB
(3aBepeHHBIX KOMUH JOKYMEHTOB WJIM 3aBEPEHHBIX BBIMHMCOK M3 HUX), MOATBEPXKIAIONIMX Ha3HauCHHUE
¢u3nveckoMy JHIy YKa3aHHBIX JIEKAPCTBEHHBIX NpEnapaToB (32 HCKIIOYEHUEM JIEKapPCTBEHHBIX
MpenaparoB, 3aperucTpupoBaHHbiX B Poccuiickori denepanmum U ormyckaeMblx B Poccuiickoin
Qenepanu  0e3 penenTa Ha JIeKapcTBEHHBIM mpemnapar). [loaTBepxaaromue AOKYMEHTBI (HUX
3aBEpPEHHbIE KO WM 3aBEPEHHbIE BBIITUCKU U3 HUX) JOJDKHBI COAEPIKATh CBEACHUS O HAMMEHOBAHUU
U KOJMYECTBE HA3HAYEHHOI'O JIEKApCTBEHHOIO IIpemnaparta. B ciydae, ecnM NOATBEPkKAAIOIINE
JOKYMEHTBHI (MX 3aBEPEHHbBIE KOIIMM WJIM 3aBEPEHHBIE BBIMCKHA U3 HMX) COCTaBJIEHBI HA MHOCTPAaHHOM
SI3bIKE, K HUM IIPUJIaraeTcs HOTapUaJbHO 3aBEPEHHBIN [1€PEBO] HA PYCCKUN SA3BIK;
(n. 1 B pen. ®enepanbHoro 3akona ot 02.06.2016 N 163-03)

www.consultant.ru Crpanvua 110 n3 144
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=420491&amp;date=01.08.2023&amp;dst=100054&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=286532&amp;date=01.08.2023&amp;dst=100837&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=286532&amp;date=01.08.2023&amp;dst=100838&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=286532&amp;date=01.08.2023&amp;dst=100839&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=286532&amp;date=01.08.2023&amp;dst=100841&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330122&amp;date=01.08.2023&amp;dst=100193&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=286532&amp;date=01.08.2023&amp;dst=100843&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=444486&amp;date=01.08.2023&amp;dst=100011&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=444486&amp;date=01.08.2023&amp;dst=100113&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=198848&amp;date=01.08.2023&amp;dst=100008&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2) WUCHONB30BaHUS paOOTHUKAMU JAWIIOMATUYECKOTO KOpHyca WM MPeACTaBUTENSIMU
MEXKIYHAPOAHBIX OpraHu3aluid, aKKpeIuTOBaHHbIX B Poccuiickon denepannu;

3) neuyeHHWs TMAcCaXXUPOB M UYJICHOB SKUIAXKEHW TPAHCIOPTHBIX CPEJACTB, MOE3IHBIX Opurag u
BOAMTENEH TPAHCIIOPTHBIX CPEACTB, MPpUOBIBIINX B Poccuiickyto Pexnepanuio;
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

4) neyeHus y4aCTHUKOB MEKIYHAPOHBIX KYJIbTYPHBIX, CIOPTUBHBIX MEPOIPHUITHIA U YYaCTHUKOB
MEXIyHAPOIHBIX SKCIIETUIINI;

5) nedeHHs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300CaJax, LHpPKaX, OKeaHapUyMax,
nenbpuHApUSX, JICUCHHUS IUKHX JKUBOTHBIX, TMOCTOSHHO WM BPEMEHHO HACENSIOIIUX TEPPUTOPHUIO
Poccuiickoit ®denepanun, HaAXOASIIMXCS B COCTOSHUM €CTECTBEHHOM CBOOOIBI M MPUHAIJISKAIIUX K
BUJaM, 3aHeceHHbIM B KpacHyto kHury Poccuiickoit denepannu u (WIn) KpacHble KHUTH CyOBEKTOB
Poccuiickoit @enepannu, a TakKe KMBOTHBIX, BBO3UMBIX B Poccuiickyro denepanuio s ydyactus B
CHIOPTHUBHBIX U 3PENHILHBIX MEPONPUATHUSX;

(B pen. ®enepanbubix 3akoHOB OT 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) UCIOJIB30BaHUS Ha TEPPUTOPUH MEKIYHAPOIHOTO METUIIMHCKOTO KJIACTEPA.
(. 6 BBeneH ®enepanbHbIM 3aK0HOM 0T 29.06.2015 N 160-D3)

2. B ciyqasx, nIpelyCMOTPEHHBIX 4acThO | HACTOAIIEH CTAaThH, JAOIyCKAETCsS BBO3 B PoccHilcKyro
Denepanyio JIEKApCTBEHHBIX MPENapaToB, HE 3aperucTpupoBaHHbIX B Poccuiickont denepanyu.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

3. JlekapcTBEHHBIE TIpeTIapaThl, IpeIHa3HAYCHHBIE JJI TYMaHUTAPHON MTOMOIIH (COACHCTBYS) UITN
IIOMOIIM IIpU Ype3BbIYAWHBIX CUTyalusix, BBO3ATca B Poccuiickyro ®enepauuio B LOPAIKE,
ycranoBieHHOM [IpaButensctBoM Poccuiickoit ®eneparnuu. 3ampemniaercss BBo3 B Poccuiickyro
denepanvio  HE3apETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  IIPENAparoB, MPEJHA3HAYECHHBIX  JUIS
rYMaHUTapHON MOMOIIHU (COASHCTBUS) WU MIOMOILY IIPU YPE3BbIYAIHBIX CUTYyAIIHSIX.

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

Cratba 51. CotpygHuyecTtBO dhegepanbHOro opraHa MCNONHUTENbLHOW BNacTy,
YNONIHOMOYEHHOro B 006f1acCTU TaMOXEHHOro pAena, U ApPYrux YMNONMHOMOYEHHbIX
cenepanbHbIX OPraHoOB UCMONHUTENBLHOW BRacTu

1. VYnonHoMoueHHble (enepanbHble OpraHbl HCIOJMHUTEIBHOW BJIACTH NPEJOCTABISIOT B
pacniopsbkeHre (peneparbHOTO OpraHa HWCMONHUTENBHON BJIACTH, YMOJHOMOYEHHOTO B 00IacTu
TaMO>KEHHOTO JIeNla, TOCYNapCTBEHHBIH peecTp JCKAPCTBEHHBIX CPEACTB, a Takke WH(POPMAIUIO O
BBIJJAHHBIX PA3PEIICHHUSIX HA BBO3 KOHKPETHOM MAapTHHM JIEKAPCTBEHHBIX CPEACTB B CIydasx,
YCTAHOBJICHHBIX 4acThlO 3 cTaThk 47 HacTodiero deaepaibHOro 3aKoHa.

2. denepanbHBIA OpraH HUCIOJHUTEIBHON BIACTH, YIOJHOMOYEHHBIH B 00JacTU TaMOXEHHOT'O
nena, THQOpPMUpPYET yKa3aHHbIE B 4acTH | HACTOSIIEH CTaThU yIOJIHOMOYEHHbIE (heiepaibHble OpraHbl
HCIIOJIHUTENIBHON BJIAacTH O BBO3€ JIEKApPCTBEHHBIX cpeacTB B Poccuiickyro Penepaiyio U BBIBO3E
JIeKapCTBEHHBIX cpencTB U3 Poccuiickoit deneparyu no ¢popme U B HOPSJIKE, KOTOPBIE YCTAaHOBIICHBI
[IpaBurenscTBOM Poccuiickoit deneparumu.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MaBa 10. PAPMALUEBTUYECKAA OEATENIBHOCTb
Cratba 52. OcywecTBneHue ¢papmaueBTUHECKON JEATENIbHOCTH

1. ®apmaneBTuyecKkasi MAESITEIbHOCTh OCYLIECTBIISETCS OpraHMU3alMsIMH ONTOBOW TOPIOBIU
JIEKapCTBEHHBIMU  CPEJICTBAMHU,  AaNTEYHBIMU  OPraHU3alUsSMH, BETEPUHAPHBIMH  ANTEUYHBIMU
OpraHM3alisIMH,  UHAMBUAYAIbHBIMH  TNPEANPUHUMATENSIMH,  HMCIOIIMMHU  JIMIEH3UI0  Ha
(bapMaeBTHYECKYIO JeSITEeIbHOCTh, MEIUIMHCKHUMU OpTaHU3alMsIMM, HMEIOUIMMH JIMIEH3UI0 Ha
(bapManeBTHYECKYI0 JESITEeIbHOCTh, M HMX O0OCOOJICHHBIMHU IOApa3AeIeHUAMHU (aMOyIaTOpUsIMH,
denpamepckuMu M (PeNBANIEPCKO-aKyIIEPCKUMUA  IIYHKTAMH, [eHTpamMH (OTAETeHHAMH) OOIIei
BpaueOHOU (CeMEHHOI) MPaKTUKH), PACIIOJIOKEHHBIMH B CEITbCKUX HACEJICHHBIX MYHKTaX, B KOTOPHIX
OTCYTCTBYIOT allT€YHbIE OpraHU3allMi, U BETEPUHAPHBIMUA OPraHU3alUsIMU, UMEIOLIIUMH JIMIICH3UIO Ha
(hapmaleBTUYECKYIO AESITETbHOCTb.

(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

Koncynprantlntoc: npumeyanue.

Y. 2 c1. 52 (B pea. @3 ot 28.04.2023 N 149-D3) B yacTu aKKpEAUTALMH CIICIIHAIUCTOB C BHICIINM
WIHM CPEIHUM BETEpUHAPHBIM 00pa30BaHUEM, OCYIIECTBISIONINX (PapMaleBTUUECKYIO I€ATEIbHOCTD,
npumensercs ¢ 01.03.2026. CepruduxaTtsl TakuM JuiaM BeiaroTes mo 28.02.2026 u AeHCTBYIOT HE
Oonee 5 ner.

2. dusmnueckue JMIA MOTYT OCYLIECTBIATH (apMaleBTUYECKYIO AESITEIbHOCTh MPU HAJIUYUU
BBICILIETO WJIM CpeJHero (apMmaneBTHYecKoro oOpa3oBaHUs U CepTU(HKATa CclenuanucTa oo
NPOIIEHHON aKKpeIuTalluy CHELUANINCTa, BBICIIET0 MM CPEeIHEro BETEPUHAPHOTO 0Opa3oBaHUS U
cepTUdHKaTa ClIeNUaINCTa JUOO0 MPOUICHHON aKKpEeIUTAMK CIEHUATUCTA, a TAKXKE BBICIIErO WM
CPEIHEr0 METUIIMHCKOTO 00pa3oBaHus, cepTUHUKATa CHEHUANINCTA JTHOO0 MPOMIECHHON aKKpeAUTaI[H
CHIEIUATNCTa W JONOJHUTEILHOTO MPO(ECCHOHANBHOTO 00pa30BaHUSI B YAaCTH PO3HHUYHON TOPTOBIH
JIEKapCTBEHHBIMU TIpenaparaMyd Ui MEAUIMHCKOTO MPUMEHEHHsI IpH YCIOBUM HUX paboThl B
000C00JIEHHBIX MOAPA3ACICHUAX MEIUIIMHCKUX OpraHU3alni, yKa3aHHBIX B 4aCTH 1 HACTOSIIEH CTaThH.
(uactb 2 B pen. deaepanbHoro 3akoHa ot 28.04.2023 N 149-D3)

Koncynsrantllntoc: npumeuanue.

JlexapcTBEeHHbIE MTpenapathl Ul MEAULIUHCKOTO MPUMEHEHHUS], BBEICHHBIE B TPaXKJaHCKUI 000pOT 10
29.11.2019, noxanexxaT XpaHEHUIO, NEPEBO3KE, OTIYCKYy, peaju3aluy, Iepeaade, MPUMEHEHUIO /10
ucreyeHus: cpoka ux rogHoct (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBog B rpaxgaHCKun oOOGOpPOT neKapCTBEHHbIX MpenapaTtoB AnA
MegULMUHCKOro NPpUMeHeHus
(BBeneHa ®PenepanbHbIM 3akoHOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOJIOM B TPpaKJIaHCKHI 00OPOT KaKIOM CEpUHU MIIM KaXKIOW MapTHU MPOU3BEICHHOTO B
Poccuiickoit  denepanui  JIEKapCTBEHHOrO IIpemapara Il MEIWIMHCKOTO IPUMEHEHHUs, 3a
UCKITIOYCHHEM HMMMYHOOUOJIIOTMYECKUX  JIEKAPCTBEHHBIX MpENapaTroB, MPOU3BOJUTENb  TaKOTO
JMEKapCTBEHHOTO TIperapaTa TMpeACTaBlsieT B (elepalibHbIii OpraH HCIOJIHUTEIbHOW BIACTH,
OCYIICCTBIISIONUMN (QYHKIMH TI0O KOHTPOJIO W HAa30py B cdepe 3apaBOOXpPaHCHHS, ITOKYMEHT
MIPOU3BOIUTEISI JICKAPCTBEHHOTO CPEACTBA, MOATBEPKIAIOMINN KAaYECTBO JICKAPCTBEHHOTO Mpemnapara, u
MTOATBEPKJICHUE YIIOJHOMOYEHHOTO JIMIA TPOM3BOIUTENS JIEKAPCTBEHHBIX CPEICTB COOTBETCTBHS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JICKApCTBCHHOT'O ITperiapaTa Tpe6OBaHI/I$[M, YCTaHOBJICHHBIM IIpH €T'0 FOCY,Z[&pCTBCHHOfI perucTpanunu.

2. Ilepen BBOJOM B Tpa)KAAHCKUH 0OOPOT Ka)XJ0H CepuUM MM KaXI0il MapTUM BBO3UMOTO B
Poccuiickyro ®enepanuio JIEKapCTBEHHOIO Ipenapara sl MEAMIMHCKOIO IPUMEHEHUs, 3a
UCKJTFOYEHHEM MMMYHOOHOJIOTHYECKHX JIEKApPCTBEHHBIX MPENapaToB, OpraHU3alusl, OCYIIECTBIISIONMAs
BBO3 JIeKapcTBEeHHOro mpemnapara B Poccuiickyto denepanuto, npeacrapisieT B (enepaibHblii opraxn
UCIIOJIHUTEJIBHOM ~ BJIACTH, OCYLIECTBIIOIIMN (YHKIMM 10 KOHTPOJIK U HaA30py B cdepe
3/IpaBOOXPAaHEHMs, CEPTHU(PUKAT NPOU3BOJAUTENS JIEKAPCTBEHHOTO CPEICTBA, YAOCTOBEPSIIOIUI
COOTBETCTBHE BBO3MMOIO JIEKAPCTBEHHOTO Ipernapara TpeOoBaHMSM (apMaKoNeiHol cTaTbu, a B
cilly4ae OTCYTCTBUs (papMakonmeitHOW cTaThu TpPeOOBAaHHWSIM HOPMATHBHOW JOKYMEHTAllUU, U
MOATBEPK/ICHUE MPEACTaBUTENS OpPraHU3allii, OCYILECTBISIONIEH BBO3 JEKApCTBEHHOI'O Mpenapara B
Poccniickyro ®@enepanuro M YIOTHOMOYEHHOM WHOCTPAHHBIM IPOU3BOJUTEIEM JIEKAPCTBEHHBIX
CPEeZCTB, COOTBETCTBUS BBO3UMOI'O JIEKAPCTBEHHOTO MpernapaTa TpeOOBaHUAM, YCTAaHOBIEHHBIM IIPH €T0
roCyIapCTBEHHON PETUCTPALIUN.

3. IlopsAoK NpeACTaBIEHUS B COOTBETCTBUU € YacTAMU | M 2 HACTOAILIEH CTaTbU JOKYMEHTOB U
CBEICHUI O JICKapCTBEHHBIX IpenapaTax, BBOJAMMBIX B TPAXKTAHCKUNA OOOPOT, yCTAHABIMBACTCS
[IpaBurenscTBOM Poccuiickoit deneparum.

4. B OTHOmIEHMM MEPBBIX TPEX CEpUN WIM MApPTUH JIEKApCTBEHHOIO Iperapara, BIEPBBIC
npousBeJiecHHOro B Poccuiickoit denepanuu uWiv BrepBblie BBO3UMOro B Poccuiickyro denepanuio, B
(denepanbHBIA OpraH UCTIOTHUTENBFHOM BIACTH, OCYUIECTBIAIOMUN (PYHKIIUU 110 KOHTPOJIO U HAA30PY B
chepe 3IpaBOOXpaHEHUS, OMOJHUTEIBHO TMPEJCTABISAECTCS MPOTOKON HCIBITAHUNA O COOTBETCTBUU
CepuM WM NapTUM JIEKAPCTBEHHOIO Ipernapara i MEIUIMHCKOTO IMPUMEHEHHUS I[OKa3aTessiM
KauyecTBa, MPEAYyCMOTPEHHBIM HOPMATHUBHOM JOKyMEHTAIlMed (majee - MPOTOKOJ HCIBITAHUMN),
MIPOBOAMMBIX aKKpEAUTOBAaHHBIMHU B COOTBETCTBUU C 3aKOHOAaTenbcTBOM Poccuiickoit @enepanuu o0
AKKpeIUTAllMK B HAIIMOHAJIBLHOM CHCTEME aKKpeauTanuud QeaepaabHbIMU  TOCYJapCTBEHHBIMHU
OIOPKETHBIMU YUPEKICHUSIMH, TIOJBEJOMCTBEHHBIMH (heZiepaTIbHOMYy OpraHy MCIOJIHUTEIbHOM BIACTH,
OCyHIECTBISfONEMY (YHKIIMM TIO BBIPAOOTKE H peaju3alid TOCYyJapCTBEHHOW TIONMUTUKH U
HOPMAaTUBHO-TIPAaBOBOMY pEryJIMpOBaHUIO B cdepe 3apaBooxpaHeHus, U ¢eAepaibHOMy OpraHy
WCTIOTHUTENIbHOW BJIACTH, OCYIIECTBISIOMIEMY (YHKIIMM TI0O KOHTPOJIO W Haa3opy B cdepe
3npaBooxpaHeHus. [1ops/iok BbIAaUM yKa3aHHBIMH (DelepabHBIMH TOCYAapPCTBEHHBIMH OFOKETHBIMHU
VUPESKACHUSMH JTaHHOTO TPOTOKOJIAa M pa3Mep IulaThl 3a €ro BblJadyy YyCTaHABIMBAKOTCS
[IpaBurenscTBOM Poccuiickon Penepanuu.

5. ExeronHo He mo3nHee | ¢eBpains Mpou3BOAUTENN JIEKAPCTBEHHBIX CPEACTB MIIM OpraHU3alluy,
OCYILECTBISIOIINAE BBO3 JICKAPCTBEHHBIX IpenapaToB B Pocculickyro denepanuio, NpeaCTaBIsAOT B
(benepanbHBIN OpraH UCTIOTHUTEIBHONW BIACTH, OCYIIECTBISIONINN (YHKIIMU IO KOHTPOJIIO U HAA30PY B
cdepe 31paBOOXpaHEHUs, IPOTOKOJ UCTIBITAHUM MOCTYNUBILIET0 B TEYEHHE IoJla B TPaXX1aHCKU 000pOT
JIEKapCTBEHHOI'O IIperapara KOHKPETHOTO MPOU3BOJIUTENS (Ha OJHY CEpUI0 KaKIOro TOProBOrO
HAaUMEHOBAHMSI C YYETOM JIEKapCTBEHHOW (OPMBI U TO3UPOBKH), MPOBOJUMBIX aKKPEAUTOBAHHBIMU B
COOTBETCTBUM C 3aKOHOZAaTenbcTBOM Poccuiickoit ®exepannn 00 akKpeIUTALMU B HAIMOHAIBHOM
CHCTEME aKKPEIUTAUN UCIIBITATEIbHBIMU JTa00paTOPHSIMHU (LIEHTPAMHU).

6. IlpousBoauTenu JEKapCTBEHHBIX CPEJICTB WJIM OpraHU3allud, OCYILECTBISIONINE BBO3
JIeKapCTBEHHBIX IpernapaToB B Poccuiickyto denepannio, He MeHee YeM 3a OJIMH ToJl 10 MIaHUPYEMBbIX
IIPUOCTAHOBJICHUSI WJIM IPEKPalICHHs] IPOU3BOJICTBA JICKAPCTBEHHBIX IPEMNApaTOB WIM HMX BBO3a B
Poccuiickyro @enepauuio yBeAOMISAIOT 00 3TOM (eaepanbHblii OpraH MCHOJHHUTENBHON BiacTH,
OCYIIECTBIISIONIMNA (PYHKIHMU 1O KOHTPOJIO M HAI30py B cdepe 31paBOOXpaHeHUs U (eaepanbHbIi
OpraH HCIOJHHUTEIBHON BIACTH, OCYMIECTBISIIOIIMN (DYHKIMHM TO JIMIEH3UPOBAHUIO MPOHM3BOJICTBA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JICKApCTBCHHBIX CPCIACTB.

7. BBox B rpakJaHCKHii 000pOT Ka)XIOM cepuu WIM KaXJIO0W MapTUM MMMYHOOHOJIOTHYECKOTO
JICKapCTBEHHOI0 Ipenapara, MNpous3BeneHHoro B Poccuiickon ®dexepaiuu WM BBO3UMOIO B
Poccuiickyro ®@enepanuio, OCYIIECTBISECTCS Ha OCHOBAHWHW pa3pelIeHHs], BBIAHHOTO (enepaabHbIM
OpPraHOM HCIIOJIHUTENbHON BIIACTH, OCYIIECTBISIONUM (PYHKIMH MO KOHTPOJIO M Haa30py B cdepe
3/IpaBOOXPAaHEHMs], Ha OCHOBAHMHU BBIJAHHOIO (peepanbHbBIMU TOCYJIapPCTBEHHBIMU OOKETHBIMU
YUPEXKIECHUSAMH, YKa3aHHBIMU B 4acTU 4 HACTOALIEH CTaTbH, 3aKIFOYEHHUS O COOTBETCTBUU CEPUM WU
NapTUH UMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOTO MpenapaTa TpeOOBaHUSAM, YCTAaHOBJICHHBIM IPHU €T0
rOCyJapCTBEHHOH peructpanuu. [1opsaaok BeIAaYM pa3peiieHus: Ha BBOJ B TPaXKJAHCKH 000POT cepuu
WIKM TapTUd UMMYHOOMOJIOTMYECKOro JIEKApCTBEHHOIO IIpernapaTa, a TakkKe MOpsSI0K BblAaun
YKAa3aHHOTO 3aKJIOYEHHs M pazMep IUiaThl 3a €ro BbIAady ycTaHaBiauBarTcs [IpaBurenscTBOM
Poccuiickoit denepariumu.

8. 3a HempeaCcTaBl€eHWE WJIM HECBOEBPEMEHHOE IMPEACTaBICHUE JOKYMEHTOB M CBEICHUH,
MPEeAYCMOTPEHHBIX YacTsaMu 1, 2, 4, 5 1 6 HACTOSIIEH CTaThU, TPOU3BOAUTEIN JIEKAPCTBEHHBIX CPEACTB
U OpraHM3alMM, OCYIIECTBJSIOIIME BBO3 JIEKAPCTBEHHBIX IMpenaparoB B Poccuiickyro Penepannro,
HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJaTeNbCTBOM Poccuiickorn denepanyu.

9. IlpencraBneHue JOKYMEHTOB M CBEICHUM, NPEIYCMOTPEHHBIX YacTaMmu 1, 2 m 4 Hacrosmen
CTaTb{d, W IMOJIyYCHHE IPEIyCMOTPEHHOIO 4YacTblO 7 HACTOSALIEH CTaTbW pa3pelleHHus Ha BBOJ
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOI'O Ipernaparta B TIpakKAaHCKUH o000poT He TpelyroTcs B
OTHOIIEHNUU JIEKAPCTBEHHBIX IPENaparoB, IPEJAHA3HAUEHHBIX Ui MPOBEACHUS KIMHUYECKHUX
HCCIIE0OBAHUM JICKaPCTBEHHBIX IPENapaTroB, NPOBEACHUSA DKCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB UL
OCYILECTBIIEHUSI TOCYAAPCTBEHHOW PETMCTPALMU JIEKAPCTBEHHBIX INIPENApaToB, a TAKXKE B OTHOLICHUH
HE3apEeTrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB, MPEAHA3HAYCHHBIX IS OKA3aHUS MEIUIMHCKON
IIOMOIIY I10 JKU3HEHHBIM II0Ka3aHHUSAM KOHKPETHOI'O NMAlUEHTa WM IPYIIbl NAalUEHTOB, BBO3UMBIX B
Poccuiickyro ®@enepanuto B cooTBeTCTBUU € vacTsaMu 3 u 3.1 cratbu 47 Hacrosmero denepaibHOro
3aKOHa.

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

10. Ilpu BbISIBIEHUM B TpakJaHCKOM OOOpOTE CEpUM WM NapTUU JIEKApCTBEHHOTO Mpernapara,
JOKYMEHTBl U CBEJIEHHsS O KOTOPBIX, IPELyCMOTPEHHbIE dacTsaMu 1, 2 u 4 HacTosAleld CTaTbH, HE
IIPEJCTaBICHbl B (eepalbHblil OpraH MCIOJHUTEIbHON BIIACTH, OCYILECTBIIAIOMMN (QyHKIUM 110
KOHTPOJIIO M Ha/A30py B cdepe 37ApaBOOXpaHEHus, TM00 CepUu WM MapTUU UMMYHOOHOJIOTHYECKOTO
JICKapCTBEHHOTO IMperapara, He MMEIOIUX pa3pelieHus Ha BBOJ B TIPaXAaHCKUH 000poT,
MPEIYCMOTPEHHOTO0 YacThl0 7 HACTOALICH CTaThu, (pefepasbHBIA OpraH HCHOJHHUTEIBHOH BIACTH,
OCYIIECTBIISIIONIMI (YHKIMU IO KOHTPOJIO W Haa30py B cdepe 3IpaBOOXpaHEHHs, B MOPSIKE,
ycraHoBieHHOM [IpaBurensctBoM Poccuiickoit ®denepanny, NpUHUMAET PEIICHHE O IPEKpPalCHUN
IpaXJaHCKOro 000pOTa TaKuX CEpUM WIM MHApTHM A0 IPEJICTABICHHs yKa3aHHbIX JOKYMEHTOB U
CBe/IeHU 1100 MOTyueHHs yKa3aHHOTO pa3pereHHs..

Koncynprantllntoc: npumedanue.
C 01.09.2023 ngoxyment pomnonnsercs ct. 52.2 (@3 or 02.07.2021 N 317-®3). Cm. Oyayuryio

PEAAKIIHNIO.

Cratba 53. Npoaaxa, nepenaya nekapcTBeHHbIX CPeACTB OpraHM3aumMsaMm onToBOM
TOProBfM fieKapCTBEHHbLIMU cpeacTBaMun
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1. Opranuzanuu onToBOM TOProOBIM JEKAPCTBEHHBIMH CPEJICTBAMU MOTYT OCYILECTBIIATH MPOJIAKY
JICKapCTBEHHBIX CPEACTB WJIM MepeAaBaTh MX B YCTaHOBJICHHOM 3aKOHOJATEIbCTBOM Poccuiickoit
denepanun nopsiike (3a UCKIOYEHHEM (apMaleBTUIECKOH CyOCTaHIIUY CIIUPTA ITUIOBOTO (3TaHOJA):
(B pen. ®exnepanbHoro 3akona ot 27.12.2019 N 481-03)

1) ApyruM opraHu3amusiM ONTOBOW TOPrOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

2) NIpOU3BOIUTENSAM JICKAPCTBEHHBIX CPEJCTB JUIs 1ieJiell IPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB;
3) anTe4yHbIM OPraHU3aLUsAM U BEeTepUHAPHBIM allTeYHbIM OPraHU3aALUAM;

4) HayYHO-MCCIIEI0BATEIbCKUM OPTaHU3aLMAM Ul HAyYHO-HCCIIE0BATENbCKOIM paboThI;

5) UWHAMBUAYAIBHBIM TPEANPUHAMATENSIM, HMEIONUM JIMICH3WI0 Ha (PapMaleBTUICCKYIO
JEATEIIbHOCTh WM JIMUEH3UI0 HA MEJULIUHCKYIO 1€ TEIbHOCTD;

6) MEIMUMHCKUM OpraHMu3alusM, B TOM YHCIE€ CO3JaHHBIM U 3apETUCTPUPOBAHHBIM B
COOTBETCTBUM C 3aKOHOZATEIbCTBOM HHOCTPAaHHOrO rocyzapcrtsa - wieHa OpraHusanuu
SKOHOMHYECKOTO COTPYIHUYECTBA U PA3BUTHS MHOCTPAHHBIM IOPUANYECKHUM JINLAM, HHIUBUIYaIbHBIM
MIPEANPUHUMATENSAM, SBIISIOIMMCS YYaCTHUKAMM IIPOEKTa B COOTBETCTBUU ¢ DenepanbHBIM 3aKOHOM
"O MexnyHapoAHOM MEAMIHMHCKOM KJIAacTepe U BHECEHMM M3MEHEHUN B OTJIEJIbHBIE 3aKOHOJATEIbHbBIE
akThl Poccuiickoit ®denepanun', 1 BeTepUHAPHBIM OpraHU3aIHIM;

(B pen. ®enepanbHoro 3akona ot 26.07.2019 N 240-03)

7) OpraHu3anusM W WHAWBUIYAIBHBIM TPEANPHHUMATEISIM, OCYIISCTBISIONIMM pa3BeCHNUE,
BBIpAIIUBAHUE W COJCPKAHUE JKUBOTHBIX (32 HCKIIOUEHHEM TpPOAaXH UM (PapMaleBTUICCKUX
CyOCTaHIIMIA UM UX TIepeayn).

(n. 7 B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHuzanuu ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMH CPEJCTBAMHU HE BIIPABE OCYIIECTBIATH
nmpoiaxy (mepemadyy B YCTAHOBJICHHOM 3aKOHOJATENhCTBOM Poccuiickoit dexepanuu MOpsIKe)
(hapMareBTHUECKOM CyOCTaHIIMU CIIUPTA STUIIOBOTO (3TaHOJA).

(uacts 2 B pen. @enepanbHoro 3akoHa oT 27.12.2019 N 481-D3)

CraTtba 54. MpaBMna onToBOW TOProBnu NieKapCTBEHHbIMU cpeacTBaMU

Koncynprantlntoc: npumeyanue.
C 01.09.2023 B u. 1 ct. 54 BHOCsTCa M3MeHeHus1 (D@3 ot 28.04.2023 N 171-®3). Cm. Oyayuryio

PEAAKIIHIO.

1. OnToBasi TOProBisi JEKAPCTBEHHBIMU CPEICTBAMH OCYIIECTBISETCS IMPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX CPEACTB M OpPraHU3AlMSIMU ONTOBOW TOPTOBIM JIEKAPCTBEHHBIMU CPEACTBAMHU 10
[paBujaM HaJyIeKaleld JUCTPUOBIOTOPCKON MPAKTUKU M IPABWIAM HAJJIEKAIICH MPAKTHUKUA XPAHCHHS
M TIEPEBO3KH JICKAPCTBEHHBIX IPETNapaToB, YTBEP)KICHHBIM COOTBETCTBYIONIUMHU YIIOJTHOMOYEHHBIMHU
(dhenepabHBIMA OpPTaHaMH UCTIOTHUTEIIBHON BIIACTH.

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

2. OpraHuzanus ONTOBOW TOPrOBJIM JIGKAPCTBEHHBIMU CpEACTBaMHU o00s3aHa COOIIOAATH
Ipe/iebHbIE CPOKM OTTPY3KH 3aTPEOOBAaHHBIX alTEYHOM OpraHU3aluell JEKapCTBEHHBIX MpEnapaTroB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

IUIS METUIIMHCKOTO MPUMEHEHUsI M HE BIIPaBe OTKa3bIBaTh AlTEYHON OpraHM3aliH, ¢ KOTOPOH y Hee
3aKJII0YEH COOTBETCTBYIOLIUI JOrOBOP O MOCTAaBKaX JIEKAPCTBEHHBIX MPENapaToB Il METUIIMHCKOTO
MPUMEHEHHS, B MTOCTABKE JIEKAPCTBEHHBIX MPENapaToB IS MEAMIMHCKOTO MPUMEHEHUs MPU HAJTMYUU
3aTpe0OBAHHBIX JIGKAPCTBEHHBIX MPENApaTOB JIJIsl MEIUIIMHCKOTO TPUMEHEHHS Y OPTaHU3allui ONITOBOM
TOPTOBJIA JIEKAPCTBEHHBIMU CpeNCTBaMH. l[IpenenbHbIE CPOKH OTTPY3KH 3aTpeOOBAaHHBIX aNTEYHOMN
OpraHM3alell JIeKapCTBEHHBIX IPENapaToB Ui MEAUIMHCKOTO INPUMEHEHUS B 3aBUCHUMOCTH OT
pacmojoKeHusi MecTa OTIPY3KH JIEKapCTBEHHBIX IIPENapaToB Uil MEJHIMHCKOTO TNPHUMEHEHUS
YCTaHaBJIMBAIOTCS YIIOJTHOMOYEHHBIM (heiepaibHbIM OPraHOM MCTIOJTHUTENIbHON BIACTH.

(uactsp 2 BBeneHa denepanbHpiM 3aK0HOM OT 26.03.2022 N 64-D3)

CrtaTtba 55. Mopsaaok pO3HMYHOW TOProBMyY NeKapCcTBEHHbLIMU Npenaparamm

1. Po3Hu4Hasi TOProBis JIEKAPCTBEHHBIMH TMpenaparaMd B KOJIMYECTBAX, HEOOXOAMMBIX [
BBITIOTHEHUST BpaueOHbIX ((herapAmepcknX) Ha3HAYCHW WM HAa3HAUYCHUN CHEIMATMCTOB B 00IacTH
BETEPUHAPUU,  OCYILUECTBJISIETCA  ANTEYHBIMH  OPraHU3alMsIMH, BETCPUHAPHBIMU  ANTECYHBIMU
OpraHu3alysIMH,  UHAUBHUAYAJbHBIMH  MPEANPUHUMATEISAMH,  UMEIONIMMUA  JIMIEH3UI0  Ha
(apMaleBTUUECKYIO JACSITENbHOCTh, MEAMIIMHCKHUMH OpraHU3alusM{, HMEIOIMIMMH JIUIEH3UI0 Ha
(hapMalleBTUUECKYIO JESTeNbHOCTh, W HUX 000COOJECHHBIMU MoOJpa3zesieHus MU (amMOyaTopusMu,
¢denpamepckuMu U (PenpAMIePCKO-aKyIIEpCKUMU  MTyHKTaMH, LEHTpamMH (OTAEJICHHUSIMH) 0Omeit
BpaueOHOM (CeMeiHOM) MPaKTUKH), PACTIONOKEHHBIMUA B CEITBCKUX HACEICHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT alTCYHbIC OPraHMU3aLMU, U BETCPUHAPHBIMU OPraHHU3aLUsIMH, UMEIOIUMU JIMLEH3UI0 HA
(apManeBTHYECKYI0 JEATENbHOCTh. Pa3pemieHa poO3HWYHAS TOPTOBIS TOJIBKO JIEKApCTBEHHBIMH
Mpenaparamu, 3aperucTpupoBaHHbIMUA B Poccuiickoit denepaniuv MM U3TOTOBJICHHBIMU aNTEYHBIMU
OpraHu3aLMIMU, BETEPUHAPHBIMU anTeYHbIMU OpraHu3alusIMu, VHVBUlyaIbHBIMU
MpEeANpPUHUMATENSIMU, HMEIONIMMH JIMIEH3UI0 Ha (apMaleBTUUECKyI0 JesTeNbHOCTh. Po3HHUYHAas
TOPTOBJISI JIEKAPCTBEHHBIMHU IpenaparaMy OCYILECTBISETCS [0 MpaBUJiaM HaJJIekalel anTeyHOU
MIPAKTUKH, YTBEPKICHHBIM YIIOJTHOMOYECHHBIM ()e/IepaIbHBIM OPTaHOM HCIIOJIHUTETHbHON BIACTH.

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

1.1. Po3HnuHass TOPTOBIIs JIEKAPCTBEHHBIMU TpErapaTaMy JIsl MEIUIIMHCKOTO TPUMEHEHHS (3a
HCKIIFOYEHHEM JIEKAPCTBEHHBIX IPENapaToB, OTIYCKAEMBbIX IO PELENTy Ha JIEKAPCTBEHHBINM Ipenapar,
HapKOTUYECKUX JIEKAPCTBEHHBIX MPENAPATOB M MCUXOTPOIHBIX JEKAPCTBEHHBIX MPENapaTroB, a TAKKE
CIUPTOCOJIEPKAIIMUX JIEKAPCTBEHHBIX MpPENapaToB ¢ OOBEMHOW J0JEH ITUIOBOrO CHHPTA CBHIIIE 25
MPOILICHTOB) MOXET OCYIIECTBIATHCS AaNTEYHBIMU OPTaHU3AlUSIMHU JIUCTAHIIMOHHBIM  CIIOCOOOM.
Po3HnYHYIO  TOProBiIKO  JIEKAPCTBEHHBIMHU  MpenapaTaMd  JId  MEOUUHUHCKOTO  MPUMEHEHUS
JTUCTAHIIMOHHBIM CITIOCOOOM MOTYT OCYIIECTBIISATH alTEUHBIC OpPTraHWU3AIMH, UMEIOIINE JIMIICH3UI0 Ha
(dbapmalleBTUUECKYIO0 JAESITEIbHOCTh W COOTBETCTBYIOIIEE paspelieHue (eaepaabHOro opraHa
WCIIOHUTENLHON BJAacTH, OCYIIECTBIAMOMIETO (YHKIMM 1O KOHTPOJIIO H HaI30py B cdepe
3apaBooxpaHeHus. [lopsook BbelgauM pas3pelieHHss Ha OCYLIECTBICHHUE PO3HUYHOW TOPrOBIHU
JIEKApCTBEHHBIMU MpENapaTaMy JIMCTAHIIUOHHBIM CIIOCOOOM, TPeOOBaHMS K alTEUHBIM OpraHU3aIusIM,
KOTOPBIE MOTYT OCYLIECTBIISITH TAKYIO TOPrOBIIIO, U MOPSJAOK €€ OCYIIECTBIEHHUS, a TAKXKE MpaBUiia
JIOCTAaBKM JIEKAPCTBEHHBIX MpEnapaToB rpaxaaHaM ycTaHaBiuBaroTca [IpaButenbctBom Poccuiickoi
Oenepanuu. Mudopmanust 06 omiaueHHbIX (OTIYIIEHHBIX) U MMOJIYYEHHBIX JIEKAPCTBEHHBIX Mperaparax
BHOCUTCS B CHUCTEMY MOHUTOPHMHIA JBUKEHHUS JIEKAPCTBEHHBIX IMpENaparoB s MEIUIMHCKOTO
MIPUMEHEHHUS B MOPSIKE, TPETYCMOTPEHHOM YacThi0 7 cTaThu 67 HacTosimiero denepaibHOTO 3aKOHA.
(dactp 1.1 BBegena denepanbubiM 3akoHoM ot 03.04.2020 N 105-D3)

2. BI/IQ!BI aIITCYHBIX opraHmauan N TIpaBujia OTIYCKAa JICKAPCTBCHHLIX MpE€rapaTroB OJid
MCIUIUHCKOI'0 MPUMCHCHHA allTCYHBIMHU OpraHu3alyusaIMU, WHAUBUAYAJIBHBIMU HNPCANIPUHUMATCIAMU,
UMCIOIIMMH  JIMIOCH3HUIO Ha (bapMaL[eBTI/ILICCKYIO ACATCIIBHOCTh, a TakKXE IIpaBuWJiIa OTIIyCKa

www.consultant.ru CrpaHvua 116 n3 144
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=415703&amp;date=01.08.2023&amp;dst=100006&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=412685&amp;date=01.08.2023&amp;dst=100014&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=421014&amp;date=01.08.2023&amp;dst=101123&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;date=01.08.2023&amp;dst=100669&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=354200&amp;date=01.08.2023&amp;dst=100147&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=349322&amp;date=01.08.2023&amp;dst=100020&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=362468&amp;date=01.08.2023&amp;dst=100010&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=428225&amp;date=01.08.2023&amp;dst=100017&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JICKapCTBEHHBIX IPENapaToB M MEAUIUHCKOIO MPUMEHEHHMS MEIUIMHCKUMHU OpraHu3alusIMH,
UMEIOIIMMHU  JIMIEH3HI0 Ha  (apMaleBTHYECKYl0  JESTeIbHOCTb, M HUX  000COOJICHHBIMHU
MOJpa3/ieieHusIMI  (aMOyIaTopusiMH, (perbaAIepcKUME U (PEeTbAIIePCKO-aKyIIEPCKUMU  TyHKTaMH,
neHTpamMu (OTACNEHUAMHU) oO0meil BpaueOHOM (CeMeHOM) NMpaKTUKH), PACIIONIOKEHHBIMU B CEIBCKHX
HACENICHHBIX TYHKTaX, B KOTOPBIX OTCYTCTBYIOT amnTeUHbIe OpraHW3alHld, YTBEPKIAIOTCS
YIOJIHOMOYEHHBIM (e/iepalibHbIM OPraHOM HCIIOJIHUTEIBHOMN BJIACTH.

(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. [IpaBuna oTmycka HAPKOTHYECKUX CPEJICTB U TICUXOTPOIHBIX BEIIECTB, 3apPETUCTPUPOBAHHBIX B
KAauecTBE JICKAPCTBEHHBIX MPENapaToB, JICKAPCTBEHHBIX MPEMapaToB, COJACPIKANIUX HAPKOTHUYECKUE
CpeICTBA W TICHXOTPOITHBIC BEIIECTBA, YTBEPXKITAOTCS YIIOJHOMOYEHHBIM (heepaibHbIM OpPTaHOM
WCTIOJTHUTEIIGHON BJIACTH IO COMJIACOBAHUIO ¢ (eAepabHBIM OPraHOM WCIOJHUTEIHLHOW BIIACTH,
YIOJTHOMOYCHHBIM B chepe BHYTPEHHUX JCII.

(B pen. ®enepanbHoro 3akona ot 03.07.2016 N 305-03)

4. JlekapCTBeHHbIE Ipenaparbl Ui BETEPUHAPHOIO MPUMEHEHMS MOJyIekaT OTIIYCKY
BCTCPHUHAPHBIMH aAlITCUHBIMU OpraHu3alviaMH, BCTCPUHAPHBIMU OpPraHu3aliuaMH, WHAWBUAYAJIbHBIMU
MpeANpUHUMATENSIMY, HMEIOIMMHU  JIMLIEH3UI0 Ha (apMaleBTUYECKYO JedaTelabHocTh. OTmyck
JICKApCTBCHHBIX IMpE€rapaToB Jid BETCPUHAPHOTO HNPHUMCHCHHUA OCYHICCTBIILACTCA B COOTBCTCTBHU C
NpaBWIaMH H/UIeXkKalled anTeYHOW MpPaKTUKH JICKApCTBEHHBIX MPENapaTtoB Ui BETEPUHAPHOTO
NPUMEHEHHS, YTBEP)KICHHBIMH YIIOJIHOMOYEHHBIM (peiepalibHBIM OPTaHOM HCIIOJTHUTEIBHOM BIIACTH.

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

5. IlepeueHb MEIWIMHCKHX OpPraHM3aLWH, HWMEIOIUX JIMICH3UI0 Ha (HapMaleBTHUECKYIO
NeSITeNbHOCTh, W WX O0OCOOJEHHBIX Toapa3zneneHuil  (amOymnartopuii, Qenpamepckux |
(henmpamepcKo-aKymepcKux MyHKTOB, IIEHTPOB (OTeIeHUI) 001mel BpaueOHOM (CeMEWHOM) MPaKTHKH),
PaCIOJIOKEHHBIX B CEJIbCKMX HACEJICHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT allTEYHbIE OPraHU3aliy, a
TaK)Ke NIEPEUEHb JIEKapCTBEHHBIX NIPENApaToB, MPOAAKa KOTOPBIX MOXKET OCYILIECTBIIATHCS YKa3aHHBIMU
OpraHu3alsiMM ¥ HMX  OOOCOOJICHHBIMH  TO/pa3fCiCHUSMH, YCTAHABIMBAIOTCS  OpraHaMH
WCTIOJIHUTENIbHOM BiacTu cyobekToB Poccuiickoit @enepannu.

(B pen. ®enepanbHbix 3aKk0HOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N_105-P3)

6. AnreuyHble OpraHM3allMM, WHJIWBUIYaJbHbIE NPEANPUHUMATENH, HMEIOIINME JIMLEH3UI0 Ha
(bapMaleBTUUYECKYIO JESITEIbHOCTh, 00sf3aHbl oOecrneunBaTh yTBep)KIeHHbIM [IpaBurenbcTBOM
Poccwuiickoit ®enepannu 1 GopMUPYEMBIil B YCTAHOBIEHHOM UM MOPSJIKE MUHUMAJIBHBI aCCOPTUMEHT
JIeKapCTBEHHBIX MPEnapaToB, HEOOXOIUMBIX Il OKa3aHUs MEIUIIUHCKON TTOMOIITH.

(dactsp 6 B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTe4yHble OpTraHU3AIMHU, WHIWBHUAyaJIbHBIC MPEANPUHUMATENH, HMEIONINE JMIICH3UI0 Ha
(hapMaleBTHUECKYI0 JICSITCIIbHOCTh, HapsAy C JICKapCTBEHHBIMH TIpenaparaMd HMMEIOT IPaBo
npuoOpeTaTh W TMPOJaBaTh, B TOM YHCJIC JUCTAHIIMOHHBIM CIOCOOOM, MEIUITMHCKHE W3CIus,
Ne3uH(UIUPYIONIUE CPEACTBA, MPEAMETHl U CPEACTBA JMYHOM THTHUEHBI, MOCYAy Ui MEAMIIMHCKHX
Leei, mpeAMEThl W CPEeACTBA, MpEAHA3HAUYCHHBIC M yXoJa 3a OOJBHBIMH, HOBOPOXXICHHBIMHU W
JE€TbMH, HE IOCTUTILIMMHU BO3pacTa TPEX JIET, OUKOBYIO ONTHKY M CPEACTBa yXOJa 3a Hei, MUHEepaJIbHbIE
BOJBI, TPOIYKTHI JICUEOHOTO, IETCKOTO M JTUETUYECKOTO IMHUTAaHUs, OMOJOTUYECKH aKTUBHBIC JTOOABKH,
naphroMepHbIe 1 KOCMETHYECKUE CPEJICTBA, MEAUIIMHCKAE U CAHUTAPHO-TIPOCBETUTEILHBIE TEUaTHBIE
W3/IaHMs, PETHA3HAYCHHBIE JJIs MPOTaraH bl 3JJ0pOBOTO 00pasa KU3HH.

(B pen. @enepanbHbix 3ak0HOB OT 27.07.2010 N _192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-®3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

8. llestenbHOCTh anTeuHbIX opraHusauuil BoopykeHHbix Cuil Poccuiickont ®@enepanuu, Apyrux
BOICK, BOMHCKUX (hOPMUPOBAHUN M OPraHOB, B KOTOPBIX 3aKOHOJATEeIbCTBOM Poccuiickoit @enepanuu
MPEeIyCMOTPEHO TIPOXOXKACHHWE BOCHHOW CIyXObl WM (hefepasbHOM TOCyNapCTBEHHOM CITYKOBI,
CBA3aHHOM C INPAaBOOXPAHHUTEIBHOM JEATEIbHOCTBIO, PEIVIAMEHTHPYETCsS HacToAmMM dDenepaabHbIM
3aKOHOM U yTBEPXJACHHBIMH COOTBETCTBYIOIIMMU (peiepaJbHBIMU OpraHaMU UCIOJHUTENIbHON BiIacTh
nojoxkeHusAMu. KoHTposnb 3a coOnroleHMeM YKa3aHHBIMU aNTEYHbIMU OPIraHU3aLUSAMH IOJI0XKEHUH
Hacrosero PenepaabHOro 3aKOHa OCYILIECTBISETCS COOTBETCTBYIOIIMMHU (hefiepalbHbIMU OpraHaMu
HCIIOJTHUTEJIbHON BIIACTH.

(B pen. @enepanbHoro 3akona ot 13.07.2015 N 262-03)

9. Yrpatun cuny ¢ 1 suBaps 2021 roga. - @eaepanbubiii 3akon oT 03.04.2020 N 105-D3.

Koncynprantlntoc: npumedanue.
C 01.03.2026 ct. 55.1 yrpauuaet cuiy (@3 ot 20.10.2022 N 405-D3).

Cratba 55.1. MNMopsagok ocywecTBNeHUs PO3HUYHOW TOProBNU JEeKapCTBEHHbIMU
npenapatamMm AnA MeAULUHCKOro TMpPUMEHEeHUsl, OTNyCKaeMbiMW MO peuenty Ha
neKapcTBEeHHbIN NpenaparT, AMCTaHUMOHHbIM CNOCOOOM

(BBenena denepanbHbIM 3ak0HOM OT 20.10.2022 N 405-D3)

1. B nmepuon ¢ 1 mapra 2023 roga no 1 mapra 2026 roma B ropone ¢enepaabHOro 3HaueHUs
MockBe, B benropoackoit 1 MOCKOBCKOW 00macTsax (galee B HACTOALIEH cTaTbe - CYOBEKTHI
Poccuiickoit @enepanuu) mpeaycMaTpUBAeTCsl MPOBEACHUE HKCIIEPUMEHTAa II0 OCYIIECTBICHUIO
PO3HUYHOI TOProOBJIM JIEKAPCTBEHHBIMU IIPETapaTaMu JUIsl MEULMHCKOIO IPUMEHEHHUS, OTITyCKaeMbIMH
10 PEIIEeNTY Ha JICKaPCTBEHHBIHN Mperapart, JMCTAHIIMOHHBIM CITOCOOOM (J1ajiee - SKCIIEPUMEHT).

2. B paMKax 5KCIEpHUMEHTa €ro y4acTHMKH BIIpaBe JUCTAHIMOHHBIM CHOCOOOM OCYIIECTBIIATH
PO3HMYHYIO TOPrOBJIIO  JIGKAPCTBEHHBIMH IpenaparaMud Uil  MEJMLMHCKOIO  NPUMEHEHMS,
OTITyCKaeMBIMHU IO pPELEeNnTy Ha JIEKapCTBEHHBIN Ipenapat (B TOM 4ucie copMUpoBaHHOMY B (opme
AJIEKTPOHHOTO JOKYMEHTa B JIMYHOM KaOWHEeTe TpakaaHuHa B (eaepaTbHOH ToCyIapCTBEHHON
nH(popMaloHHOU cucteMe "ENnHbIN nopTall rocyJapCTBEHHbIX U MYHULIUNIANBHBIX yCIyT (QyHKINN)"
U (WIM) Ha PETMOHANBHBIX MOPTalaXx rOCYAapCTBEHHBIX U MYHUIUNAIBHBIX YCIYT) U BKIIOUYEHHBIMU B
[epEeYCeHb JIEKApCTBEHHBIX IpenaparoB M  (apMakoTEeparneBTUUYECKUX TPYIH  JIEKAPCTBEHHBIX
IIPENapaToB, Pa3pelICHHbIX K pealn3alii B paMKax dKCIIEPUMEHTA, YTBEP)KIECHHBIH YIIOJIHOMOYEHHBIM
(denepanbHBIM OPraHOM HCIIOJHUTENFHOW BJAcTH (32 MCKIIOYEHHEM JICKapCTBEHHBIX IPENaparos,
CoJIepKalluX HapKOTHUECKHUE CPEACTBA, IICUXOTPOIIHBIE BEIIECTBA U MX MPEKYpPCOPHI, JIEKAPCTBEHHBIX
[IpernapaToB, COJEPKALIUNX CHUIIbHOACHCTBYIOLIME BEIIECTBA, paguo(apMaleBTHUECKUX JIEKapCTBEHHBIX
[IpenapaTroB, HMMYHOOHOJOIMYECKMX JIEKAPCTBEHHBIX IPENapaToB, a TaKXKe JIEKAPCTBEHHBIX
[IPENapaToB, sl KOTOPBIX B COOTBETCTBUM C HMHCTPYKUHMEH IO NPUMEHEHHUIO JIEKaPCTBEHHOI'O
IpernapaTa YCTAHOBJIEH TEMIIEPATypHBI peXuM XpaHeHuss Huwxke 15 rpanycoB llenbcus,
CIHUPTOCOJEPKAIUX JIEKAPCTBEHHBIX IpEnapaToB ¢ 00bEMHOW JI0JIEH ATUIOBOTO CHHpTa CBHIIIE 25
MIPOLIEHTOB U JIEKAPCTBEHHBIX MPENapaToB, U3FOTOBJICHHBIX allTEYHBIMU OpraHuzauusmu). Kputepuun
BKJIIOUEHHUSI JIEKAPCTBEHHBIX IHpernaparoB U (apMaKoTEepaneBTHUECKUX TIPYII JIEKapCTBEHHBIX
MpenapaToB B yKa3aHHBIM MepedeHb ycraHaBiauBaroTcs I[IpaBurtenbctBoM Poccuiickoit d@enepanuu.
[lonoxeHNns HACTOAIIECH CTATbU HE PACIPOCTPAHSIOTCS HA JIEKapCTBEHHBIE IMPENapaThl, OTIIyCKacMble
OecIUlaTHO WM CO CKHUJAKOM TpakJaHaM, HMEIOIUM IpaBo Ha oOecreueHHe JeKapCTBECHHBIMU
mpernapatamMi 3a CYeT CpEACTB OIOKETHBIX ACCUTHOBaHMN (elnepanbHOTO OroKeTa M OHOKETOB
cyonekToB Poccuiickoit denepanun.
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3.  VYyacTHHUKaMHM OSKCIEpUMEHTa  SBISIOTCS  YNOJHOMOYEHHBIH  (enepanbHblii  oprax
WCTIOJTHUTENIHOM BJACTH, YIOJIHOMOYEHHbIE OPraHbl HCIOJIHUTENBHOM BIacTu cyObekToB Poccuiickoit
denepanuy, MEAUIMHCKUE OPTraHU3AlMU U allTeYHbIe OPraHU3alUU, COOTBETCTBYIOIINE TPEOOBAHUIM,
YCTaHOBJIEHHBIM B COOTBETCTBUH C YaCTbIO 4 HACTOALIEH CTAaThU.

4. llonoxxeHne O MOPSAKE MPOBEICHUS IKCIICPUMEHTA, B TOM YHUCJIE TPEOOBAHUS K MEAUIIMHCKAM
OpraHM3alsiM U anTeYHbIM OpraHMU3alMsAM, SBISIONIMMCS YYaCTHHKAMHU HKCIEPUMEHTA, MOPAI0K
OCYIIECTBIICHUS PO3HUYHOM TOPrOBIM JIEKAPCTBEHHBIMH TpenaparamMu JUisl  MEAULHUHCKOTO
MIPUMEHEHHUS, OTIYCKAaeMbIMHU MO PEIENTy Ha JICKAPCTBEHHBIM Mpernapar, AUCTAHIIMOHHBIM CIIOCOOOM,
TpeOOBaHMS K JOCTaBKE TAKHUX JICKAPCTBEHHBIX MPEMapaToOB IpaxkJaHaM, MpaBuiIa BbIIAYU pa3pelieHus
Ha OCYIIECTBJIEHHE PO3HUYHOW TOPrOBIM JIEKAPCTBEHHBIMH TMpernapaTaMyd ISl MEIUIIMHCKOTO
MIPUMEHEHHUS, OTITYCKaeMBbIMH IO PEIENTy Ha JEKAPCTBEHHBIN IMpernapaT, TUCTAHIIMOHHBIM CIIOCOO0M,
yTBepknaercs IlpaBurensctBoM Poccuiickoit @eneparuu. TpeOoBaHMS K alTEYHBIM OpPraHU3AIUsIM,
SBIIAIOIIMMCS YYaCTHUKAMU SKCIIEPUMEHTa, HE MOTYT OBITh HUXKE TpeOOBaHMIA, YCTAaHOBIEHHBIX K
anTeYHbIM OPraHU3alMsIM B COOTBETCTBUU € YacThio 1.1 cratbu 55 Hacrosuiero deaepanbHOro 3aKOHa.

5. YIOTHOMOYEHHBIH (eiepalibHbIi OpraH UCIIOTHUTEILHON BIACTH:

1) ocylecTBiIss€T METOANYECKOE CONPOBOKACHUE OJKCIEPHMEHTA, BKIIOUAs METOANYECKOE
COTIPOBOXKACHUE JEATEIIbHOCTH METUIIMHCKUX OpraHU3alliii U alTeYHbIX OPTaHU3alui, y4aCTBYIOIIUX B
9KCHEPUMEHTE, MO0 O(GOPMIIEHUIO, HCIOJIb30BAHUIO U XPAaHEHHIO pPELENTOB Ha JIEKapCTBEHHBIN
Ipernapar, B ToM 4ucie chOpMUPOBAHHBIX B (JOPME IEKTPOHHBIX JOKYMEHTOB;

2) mpenctasinsier B IlpaButensctBo Poccuiickoit denepanuu mnpeaBapUTEIbHBIN (B MEpUOX
IIPOBEACHUS SKCIIEPUMEHTA, HO HE IIO3JHEE 4YeM 3a JBa Mecsla 10 UCTCYECHHs] CPOKa IIPOBEICHMS
9KCIIEPUMEHTA) U UTOTOBBIA (IO OKOHYAHMM SKCIIEpUMEHTA, HO HE MO3JHEE 4YeM dYepe3 JiBa Mecdlla
Mocjie HMCTEYEHHs] CpOoKa IMPOBEJIEHUS OKCIEpUMEHTa) JMAOKIaAbl O pe3yibTaTax IpOBEICHUs
JKCHEPUMEHTAa M IPEUIOKEHUSI O BHECEHUM W3MEHEHMH B 3aKOHOAATENLCTBO 00 oOpalieHuu
JIEKapCTBEHHBIX CPENICTB.

6. YIIOTHOMOYEHHBII OpraH UCTIOJTHUTENBHOM BIacTH cyobekTa Poccuiickoii @eneparuu:
1) BpaBe yCTaHOBUTH OCOOCHHOCTHU MPOBENICHHS SKCIIEPUMEHTA;

2) yTBepXKJIaeT MOpAJOK OTOOpa MEIMLMHCKUX OpraHu3alUil M anTe4yHbIX OpraHu3aluil ams
y4acTus B IKCIIEPUMEHTE, a TakKe MPOBOAUT TaKOW OTOOpP M YTBEP)KIAeT MEepeyeHb METUIMHCKUX
OpraHu3alyii U epedeHb alTeYHbIX OPraHU3allii, COOTBETCTBYIOLINX TPEOOBAHUM, yCTAaHOBJIEHHBIM B
COOTBETCTBHUHM C YaCTbIO 4 HACTOSALIEH CTaThH, U ABJIAIOIINXCS Y4aCTHUKAMHU SKCIIEPUMEHTA;

3) oCymHIeCTBISIET MOHUTOPHUHI TPOBEICHUS HKCIEPUMEHTa M MPEACTAaBISET €ro pe3yibTaThl B
YIOJTHOMOYCHHBIHN (peiepalibHbIi OpraH UCIIOTHATEILHON BIACTH,

4) oOecrieunBaeT WHGOPMAIMOHHO-TEXHUYECKOE OOECIEUCHHE IMPOBEICHUS OKCIICPHUMEHTA
MOCPEJCTBOM  HCIOJB30BAaHUS  TOCYJApPCTBEHHOM  HMH(DOpPMAIMOHHOW  CUCTEeMBI B cdepe
3IpaBooxpaHeHus cyObekTa Poccuiickoit denepanuu v (Win) METUITMHCKUX WHPOPMAIIMOHHBIX CHCTEM
MEJIUIMHCKUX OpTaHU3allfid, SBJISIONUXCS YYaCTHHUKAMH DKCIEPUMEHTa, M WX B3aUMOJCHCTBUS C
€IMHOM TOCYJapCTBEHHON MH(POPMAIIMOHHOM CUCTEMOI B chepe 31paBOOXpaHEHUS.

7. MCI[I/II_II/IHCKI/IC opraHu3alvid MW alTCYHBIC OpraHu3allii BIIPABC OTKa3aTbCA OT YYaCTUSA B
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OKCIICPUMCHTE, IIOJaB B yl'IOJ'IHOMOLIeHHHﬁ opraH HWCIOJIHUTEIBHON BIACTU CY6’beKTa Poccuiickoit
qbeﬂepam/m COOTBCTCTBYIOIICC O6paH_ICHI/I€‘ B IIUCbMEHHOM (bopMe.

8. AmnTeuHble OpPTaHU3AIMH, SBISIOIIMECS YYaCTHUKAMU JKCIIEPHUMEHTa, 00s3aHbI MPHU MpOjaaxKe
JUCTAHLIMOHHBIM  CIIOCOOOM  JIEKQpCTBEHHOTO  Ipernapara s  MEIUIUHCKOrO  NPUMEHEHHS,
OTITyCKAaeMOro IO pelenTy Ha JIEKApCTBEHHBIN Npenapar, 00ecrneyuTh Mpu OCYLIECTBICHUU TOCTaBKU
UACHTU(PUKAIMIO JIMYHOCTU TpakJaHMHA, MOJyYalolero TaKoW JIEKapCTBEHHBIM MpemapaT, B LENsX
YCTAHOBJICHUS] COOTBETCTBUSI €r0 JMYHOCTH M JIMIA, YKAa3aHHOIO B pELENTe Ha JEKapCTBEHHBIN
npenapar (ero 3aKOHHOTO NPEACTaBUTENs), JUOO JIMIA, YIMOJHOMOYEHHOIO JIMIIOM, YKa3aHHBIM B
peuente Ha JIEKapCTBEHHbIM Ipernapar (€ro 3aKkOHHBIM IPEJICTaBUTENIEM), Ha IOJIy4YEHHE
JIEKapCTBEHHOI'O Tpernapara (Jlajgee B HAacTOSLIEH cTaThe - JIMIO, YKa3aHHOE B pelente (3aKOHHBIH
MIpeICTaBUTEINb, YIIOTHOMOUYEHHOE JIUIIO).

9. JIumo, ocymecTBisAOLIEe [JOCTaBKy JICKAPCTBEHHOIO IIpernapara Uil MEIULUHCKOrO
NPUMEHEHMs, OTIIyCKaeMOro IO peLenTy Ha JEeKapCTBEHHbIM Ipenapar, o0s3aHO MOTpeOoBaTh y
IPAKJAHMUHA,  [IOJY4Yalollero  TaKOW  JICKAPCTBEHHBIM  Ipenapar, IPEeAbsBUTb  JTOKYMEHT,
YIIOCTOBEPSIOUINIA €r0 JIUYHOCTD, Ui UACHTU(PUKAMHI JTUYHOCTH ATOTO TPaKIAHWHA M YCTAHOBJICHUS
COOTBETCTBUSI €ro JMYHOCTHM U JIMLA, YKAa3aHHOIO B peLenTe (3aKOHHOTO MpeICTaBUTENs,
YIOJHOMOYEHHOT 0 JInlia). B ciyyae BBISIBIEHHS HECOBMAJIEHUS JIMYHOCTU TPakaHWHA, MOIYYaroIIero
JEKapCTBEHHbI @penapaT, M JIMLA, YKa3aHHOr0O B perenre (3aKOHHOIO  IIPEICTaBUTEI,
YIOJIHOMOYEHHOTO JIMIa), a TakXke B cilydyae OTKa3za Ipa)<IaHUHA, IOJIyYalOIIero JIeKapCTBEHHBIN
rpenapar, IpeIbsiBUTh JOKYMEHT, YAOCTOBEPSIOIUN €r0 JTUYHOCTD, JIULIO, OCYIIECTBIIAIOIICE JOCTABKY
JIEKAPCTBEHHOI'0 IIperapara Uil MEAULMHCKOIO IIPUMEHEHHUs, OTIIyCKaeMOro IO pELenTy Ha
JIEKapCTBEHHBIN IpernapaT, oO0sf3aHO BEpHYTh TaKOM JIEKQpCTBEHHBIM IMpernapar B aNTE4YHYIO
OpraHM3aLMIo.

10. TloxrBepkaeHuem (axkra nepeaayd JEKapCTBEHHOIO Ipemnapara Uii MEIULUHCKOIo
IIPUMEHEHHUS, OTIIyCKa€MOI'0 M0 PELENTy Ha JIEKapCTBEHHBIN IIpenapat, JUIy, YKa3aHHOMY B peELenTe
(3aKOHHOMY IIPEICTaBUTENIO, YIIOJHOMOUYEHHOMY JIMILY), SIBJISIFOTCSI KaCCOBBIM Y€K M MOJIHUCH JIMLIA,
IIOJIyYMBILEr0 TAaKOM JIEKapCTBEHHBIN Ipernapar, Ha JOKyMEHTE O IOJIyYeHUU TAaKOI'0 JIEKaPCTBEHHOI'O
npernapata no (Gopme, yTBEpKAA€MOH YIOIHOMOYEHHBIM (peepaJbHbIM OPraHOM MCIOJHUTEIbHON
Bnactu. [locrne mepenaum jekapCTBEHHOTO Mpernapara JHIly, YKa3aHHOMY B pelente (3aKOHHOMY
IIPEJCTABUTEIIIO, YIOJHOMOYEHHOMY JIMIlYy), 3TOT JOKYMEHT IepeJaeTcs JMLOM, OCYILECTBHBILIUM
JIOCTAaBKYy TaKOIr0 JIEKAPCTBEHHOI'O Ipernapara, B aNTEYHYH OPraHW3aldio, OCYIIECTBUBLIYIO OTIIYCK
JIEKapCTBEHHOI'0 IIpemnapaTa. B cilydae BBIABICHMS NpU NEpefade Jully, yKa3aHHOMY B peLenTe
(3aKOHHOMY TIPEACTAaBUTENIO, YMOJHOMOYEHHOMY JIMIly), JIEKAPCTBEHHOrO Ipernapara (HakToB
MEXaHUYECKOTO TOBPEXKJIEHUS €ro WIM €ro YHNaKOBKM TaKOM JIeKapCTBEHHBIM IpernapaT JIHUIOM,
yYKa3aHHBIM B pelenTe (3aKOHHBIM IpPEJICTaBUTENIEM, YIOJIHOMOYEHHBIM JIULIOM), HE MPUHUMAETCS U
BO3Bpalaercs 0e3 ero OIulaThl JIMIy, OCYLIECTBHUBLIEMY JOCTAaBKY JIEKAPCTBEHHOI'O Ipernapara
o0ecreynBaroIeMy €ro BO3BpaT B aITEUHYIO OpraHU3aIHIo.

11. 3a Hapymenus 3akoHonarenbcTBa Poccuiickoit denepaii, COBEPILICHHbIE NPU MPOBEICHUN
SKCIIEPUMEHTA, €ro YYacTHHUKA HECYyT OTBETCTBEHHOCTb, YCTAHOBJICHHYIO 3aKOHOJATEIHCTBOM
Poccuiickoit deneparum.

12. KoHTponb 3a HCIOJIHEHHWEM TpeOOBaHUM, CBS3aHHBIX C MPOBEJICHHEM HKCIIEPUMEHTA,
OCYILECTBIIsICTCS (peiepaIbHBIM OPIaHOM HCIIOJHUTEIBHOM BIACTH, OCYILECTBIISIOUIMM (YHKLHUHU IO
KOHTPOJIIO M Ha/J30py B chepe 3ApaBOOXpaHEHUs, B MOPAJKE, ycTaHOBIEHHOM PDenepalbHbIM 3aKOHOM
ot 31 mons 2020 roga N 248-03 "O rocygapCTBEHHOM KOHTpoJie (HAA30pe) U MYHHIMIIAIBHOM
koHTpose B Poccuiickoit ®enepanun’.
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CraTtba 56. U3aroToBneHue n oTNycK fieKapCcTBEHHbIX NpenapaToB

Koncynprantllntoc: npumeudanue.
C 01.03.2025 B u. 1 ct. 56 BHOCsTCs M3MeHeHUs (D3 ot 30.12.2021 N 463-D3).

Koncynprantllinroc: npumeyanue.
C 01.09.2023 B u. 1 cr. 56 BHOCcsATC u3MeHeHus (P3 or 05.12.2022 N 502-03). Cm. Oynyuryio

PCAAKIINIO.

1. M3rortoBneHHe JIEKapCTBEHHBIX IPENApaToOB AalTEYHbIMU OpPraHU3alUsMHU, BETCPUHAPHBIMU
anTeYHbIMU OPraHU3ALUSAMU, WHIUBUIYAIbHBIMUA IPEANPUHUMATEIIAMH, UMCIOLIUMU JIMLCH3UIO Ha
(bapMareBTHYECKYIO JIeSTeNbHOCTh, OCYIIECTBISIETCS [0 pelenTaM Ha JIEKapCTBEHHBIE IMpPerapaThl, Mo
TpeOOBaHUSAM MEIMIMHCKUX OpPTaHU3aINi, BETEPUHAPHBIX OPraHU3aIlluil B COOTBETCTBUH C MPaBUIAMHU
M3TOTOBJIIEHUSI W OTIYCKa JIEKAPCTBEHHBIX IIPENAapaToB, YTBEPKACHHBIMH  YIIOJHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIIOJIHUTENBHON BIIACTH.

Koncynprantllntoc: npumeuanue.
C 01.09.2023 4. 2 ct. 56 uznaraercs B HOBOM pemakiuu (P3 ot 05.12.2022 N 502-03). Cwm.

OyIyllyI0 peIaKlHnIo.

2. Ilpu U3roTOBIEHUY JEKAPCTBEHHBIX MPENapaToB alTeYHBIMU OPraHU3AIUSIMU, BETEPUHAPHBIMU
anTEeYHbIMM OPraHU3aLUsMU, WHIUBUIYAIbHBIMU MPEANPUHUMATEISIMU, UMEIOUIMMHU JIMIEH3UI0 Ha
(hapMareBTHYECKYI0 AESITeIbHOCTh, HCIONB3YIOTCS (apMaleBTUYECKUEe CYOCTAaHIIMU, BKIIOYCHHBIE
COOTBCTCTBCHHO B FOCYI[apCTBeHHBIfI peECTp JICKAPCTBCHHLIX CPEACTB IJIA MCAUIIMHCKOI'O ITPUMCHCHUA
U TOCYJApCTBEHHBIA PpEECTp JIEKAPCTBEHHBIX CPEACTB [UJII BETEPUHAPHOTO MPUMEHEHHUS B
yCTaHOBJIEHHOM  mopsiake. He  jgomyckaeTcss  M3roTOBIEHHE — anNTeUHbIMM  OpPraHU3ALMSIMH,
BETEPUHAPHBIMU ANTEYHBIMH OPraHU3alUsSIMU, UHAWBUIYATbHBIMH MPEANPUHUMATEISIMU, UMEIOIIUMU
JTUIEH3UIO Ha (papMaIieBTUUECKYIO JIeATEIbHOCTD, JICKAPCTBEHHBIX MPEMapaToB, 3apEerUCTPUPOBAHHBIX B
Poccuiickoit deneparum.

Koncynprantlntoc: npumeyanue.
C 01.09.2023 B 4. 3 ct. 56 BHOCsATCA M3MeHeHus1 (D@3 ot 05.12.2022 N 502-®3). Cm. Oyaymryio

PEAAKIINIO.

3. MapkupoBKka JEKapCTBEHHBIX MPEMapaToB, M3TOTOBJICHHBIX AaNTEYHBIMU OpPraHU3AIUSIMU,
BETEPUHAPHBIMH ANTEYHBIMH OPTraHU3alUSIMU, WHIAWBHIYAJILHBIME MPEANPUHUMATEIIMH, HMEIOIIUMU
JUIEH3UI0 Ha (apMalleBTUYECKYIO JI€ATEIbHOCTh, M OGOpPMIICHHE TaKUX MpEnapaTtoB JIOJKHBI
COOTBETCTBOBATH MPaBUJIaM, YKa3aHHBIM B 4YacTH | HACTOSIIEH CTaThH.

Koncynbrantllitoc: npumeyaHnue.
C 01.09.2023 B 4. 4 ct. 56 BHOCsiTcs m3MeHeHUs (D3 ot 05.12.2022 N 502-®3). Cm. Oyaymryro

PEAAKIINIO.
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4. AnrteyHble OpraHu3alM, BETEPUHApPHbIC AaNTEYHbIE OpPraHW3aLUH, WHIUBUAYaJIbHbIE
NpeINpUHUMATENN, HUMEIOIIUMEe  JIMLIEH3UI0 Ha  (apMaleBTHUECKYI0  JIEATENIbHOCTh,  HECYT
OTBETCTBEHHOCThH 32 HECOOJIIOJICHHE MPABWJI M3TOTOBJICHUS M OTITyCKa JICKAPCTBEHHBIX IPENapaToB B
COOTBETCTBHUHU C 3aKOHOAATENbCTBOM Poccuiickoit denepanun.

Cratba 57. 3anpeweHue npoaaxu danbcUpULMPOBaHHbIX JeKapCTBEHHbIX
cCpeAcTB, HeOoOpoOKayeCTBEHHbIX  JEKapCTBEHHbIX CPeAcCTB, KOHTpadaKTHbIX
neKapCcTBEHHbIX CPeAcTB

[Tponaxa banbcuPUIIPOBAHHBIX JIEKapCTBEHHBIX CPEACTB, He00pOKaYECTBEHHBIX
JIEKApCTBEHHBIX CPEJICTB, KOHTPa(haKTHBIX JICKAPCTBEHHBIX CPEICTB 3aIpeIiacTcs.

CtaTbs 58. XpaHeHMe nekapCcTBEHHbIX CPeacTB

1. XpaHeHue JEKapCTBEHHBIX CPEACTB OCYIIECTBISETCS MPOU3BOIUTEIISIMUA JIEKAPCTBEHHBIX
CPEICTB, OpraHW3alUsIMH  ONTOBOM TOPTOBIM  JICKAPCTBCHHBIMU  CPEJICTBAMH,  AllTCYHBIMHU
OpTaHH3AIHSIMH, BETECPHHAPHBIMH anTeYHbIMU OpTraHH3aIUsIMHU, WHUBUTYTbHBIMU
MPEAPUHUMATEIIIMHU, UMEIOIMMH JIMIICH3WIO Ha (DapMaIieBTUYECKYIO JCITEeIbHOCTD MU JIUIICH3UIO Ha
MEJUIUHCKYI0 JIeATEIIbHOCTh, MEIUIUHCKUMH OpraHW3allisIMU, BETCPUHAPHBIMU OpPTaHU3ALMUSAMHU U
WHBIMH OPraHU3allMsSIMHU, OCYIICCTBISIONIMMU OOpalleHHue JIEKApCTBEHHBIX CPEJICTB. XpaHEHUE
JIEKapCTBCHHBIX CPEICTB JJII BETCPUHAPHOTO MPUMECHEHHS OPTaHU3ANUSIMH W HWHIWBHIYATbHBIMH
MPEANPUHAMATEIIIMUA B CIIydasX, €CJIH OHHU WCIOJB3YIOTCS WCKIIOYHTEIBLHO TPU pPa3BEACHUU,
BBIPANTUBAHUY, COJICP)KAHUU U JICYCHUH )KHBOTHBIX, MOJKET OCYIIECTBISIThCS 0€3 MOTyICHHUS JTUIICH3UN
Ha (apMaIeBTHYECKYIO ACITCIbHOCTb.

(B pen. ®enepanbHoro 3akona ot 22.10.2014 N 313-03)

2. IlpaBuna XpaHEHMsI JIEKapCTBEHHBIX CPEICTB  YTBEPXKIAIOTCA  COOTBETCTBYIOIUM
YIIOJIHOMOYEHHBIM (he/IepaibHBIM OPraHOM HCTIOJIHUTEIBHON BIIACTH.

3. XpaHeHHe HAPKOTUYECKUX JICKAPCTBEHHBIX CPEJCTB, MICUXOTPOMHBIX JEKAPCTBEHHBIX CPEICTB,
pamuodapMarieBTHIECKUX  JICKAPCTBEHHBIX  CPEJCTB  OCYIIECTBISETCSI B COOTBETCTBHUU  C
3aKoHoNaTenbcTBOM Poccuiickoit denepannu.

Cratba 58.1. NpeaMeTHO-KONMNYECTBEHHbLIA Y4YeT JIeKapCTBEHHbIX CpeacTB AnA
MeaULMUHCKOro NpUMeHeHus
(BBeneHa PenepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. HC[ZC‘IGHB JCKApCTBECHHBIX CpEACTB I MCIHLOMHCKOrO IMPUMCHCHHUA, MTOMICKAIIHUX
NpeAMETHO-KOJIMYECCTBECHHOMY YUYCTy, YTBCPIKAACTCA YIIOJHOMOYCHHBIM Q)eﬂepaJ'IBHLIM OpraHomMm
HCIIOJIHUTEILHOMN BIACTH.

2. HO[!HQ!OK BKJIFOUCHUA JICKAPCTBCHHBIX CPCACTB I MCAWUIIMHCKOTO NPHUMCHCHHA B ICPCUCHDb
JICKApPCTBCHHBIX CPCACTB AJId MCAUIUHCKOTO MPUMECHCHUA, IMMOMIC)KAIUX TPEAMETHO-KOJINYCCTBCHHOMY
Y4€Ty, YCTAaHABJIMBACTCA YIIOJIHOMOYCHHBIM (bellepaHBHI)IM OopraHom HCHOTHUTEIBHON BJIACTH II0
COTJIACOBAHUIO C (pellepaIbHBIM OpPraHOM HCIOJHUTEIBHOM BJIACTH, YMOJIHOMOYEHHBIM B cdepe
BHYTPEHHHX JIEJI.

(B pen. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-D3)

3. HpeI[MeTHO-KOJII/I‘ICCTBeHHBIfI YUCT JICKAPCTBCHHBIX CPCACTB AJId MCAULMHCKOTO NPUMCHCHUA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BEIYT TPOU3BOJIUTEIH JICKAPCTBEHHBIX CPENCTB, OPraHM3AIlMU ONTOBOH TOPrOBIH JIEKAPCTBEHHBIMH
CpeACTBaMH, aNTEeYHbIE OPraHW3aLMU, WHAWBUIYAIbHbIC MpPEANPUHUMATENN, UMEIOIINE JUIICH3UI0 Ha
(bapMareBTHYECKYIO JCSITEIbHOCTh WM JIMIEH3UI0 Ha MEIUIMHCKYIO JEATEIbHOCTh, U MEIUIUHCKHUE
OpraHM3alliM, OCYIIECTBISIOIIME OOpalleHHe JIEKapCTBEHHBIX CPEACTB Ui  MEAUIIMHCKOTO
MPUMEHEHHS, IyTeM pPETHCTPAldU JIIOOBIX CBS3aHHBIX C WX OOpamieHWeM OIepanuii, Ipu KOTOPBIX
M3MEHSETCS UX KOJIMYECTBO U (WJIN) COCTOSHHE, B CHENUANIBHBIX )KypHaJIaX y4eTa OIepaliii, CBSI3aHHBIX
c oOpalleHHeM JeKapCTBEHHBIX CPEACTB Ul MEAWIIMHCKOTO TNPHMEHEHHUs (laynee - CrenuaibHbIe
KYpHaJIbI).

4. llpaBuia perucTpanyy OINEepaluii, CBI3aHHBIX C OOpPAIICHHWEM JIEKApCTBEHHBIX CPEICTB IS
MEJUIMHCKOTO NMPUMEHEHMSI, BKIIOYEHHBIX B MEPEYEHb JICKAPCTBEHHBIX CPEACTB JUISI MEIULIUHCKOIO
MIPUMEHEHHUS, TOJIJIeKAINX MTPEIMETHO-KOJINUYECTBEHHOMY yUeTy, B CIEIHaIbHBIX )KypHaJlaX U [IpaBuiia
BEJCHUS W XpaHEHMs CHEIHUAJIbHBIX KYPHAJIOB YTBEPKIAIOTCA YIOJHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCHOJHUTEIILHON BIACTH.

5. KOHTpOJ'IL 3a CO6J'IIO,Z[€HI/IGM IpaBuJI PErucTpanuun onepaunﬁ, CBsA3aHHBIX C 06paH_[eHI/IeM
JICKApCTBCHHBIX CPCACTB JIA MCAULMHCKOTO IMPUMCHCHUS, BKIIIOUCHHBIX B IMEPCUCHL JICKAPCTBCHHBIX
CpCACTB aJjid MCAUIHUHCKOIO IPUMCHCHUWA, IMOMJICKAIUX MNPCAMCTHO-KOJINYCCTBCHHOMY VY4YC€Ty, B
CIICIMMAJIBHBIX JKypHajlaX, a TaKXC 3a CO6.]'IIOI[6HI/IeM OpaBuJl BCIACHUA W XPAHCHUSA CIICHUATIBbHBIX
JKYPHAJIOB BO3JIara€Tcs Ha YIIOJTHOMOYCHHBIC (bez[epanLHme OpraHbl HCIIOJIHUTEILHOHN BJIACTH U OpraHbl
HWCIOJIHUTEILHOM BIACTU Cy@bCKTOB Poccuiickoit d)enepam/m, OCYHICCTBIIAIOMNC JIMOCH3UPOBAHUC
NMPONU3BOACTBA JICKAPCTBCHHBLIX CpPCIACTB, (bapMaHeBTquCKOﬁ JACATCIIBHOCTH H MCI[I/II_IPIHCKOﬁ
ACATCIIBHOCTH, U OCYHICCTBIIACTCA B paMKaX JIMOCH3MOHHOI'O KOHTPOJIA.

Masa 11. YHUHTOXEHUE NEKAPCTBEHHbIX CPEACTB
Cratbsa 59. OcHOBaHUA U NOPAAOK YHUUTOXEHMUS NIeKapCTBEHHbIX CPeacTB

1. HenoOGpokauecTBEeHHbIE JIEKAPCTBEHHBIE CPENCTBA, (aIbCUPUIMPOBAHHBIC JIEKAPCTBEHHBIE
CpeACTBa TOMISKAT W3BATHIO W3 OOpalmIeHWs ¥ YHUYTOKCHUIO B MOPSAKE, YCTAaHOBJICHHOM
[IpaBurensctBOM Poccuiickoit @enepanyn. OCHOBaHUEM Il YHUYTOXEHUS JIEKAPCTBEHHBIX CPEICTB
ABJIACTCA  PEIICHHE  BJIAJENIbLIa  JIEKAPCTBEHHBIX  CPEICTB,  PEIIEHUE  COOTBETCTBYIOILEIO
YIOJIHOMOYEHHOT0 (heiepalbHOIO OpraHa UCIOJHUTEIbHOMN BIACTH WIIM PELICHUE CyAa.

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

2. KonrtpadakxTHble IeKapCTBEHHBIE CPEICTBA MOMAIEKAT UIBATHUIO U3 0OpAIICHHUS U YHUUITOXKEHUIO
no pemeHutro cyna. [opsok  yHHYTOXKEHHs] KOHTpPA(akTHBIX  JIEKAPCTBEHHBIX  CPEICTB
ycranasnuBaercs [IpaButensctBom Poceniickoit denepanun.

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

3. PaCXO,Z[BI, CBA3AHHBIEC C YHHUYTOXCHHUECM KOHTP a(b AKTHBIX JICKAPCTBCHHLBIX  CpPCIACTB,
He,[[06p0Ka‘-IeCTBCHHBIX JICKApCTBCHHBIX CPCACTB, (I)aJ'ILCI/I(I)I/II_II/IpOBaHHBIX JICKApCTBCHHBIX CPCACTB,
BO3MCIIAIOTCA UX BJIAJCIIBILCM.

4. Brnanerner JeKapCTBEHHBIX CPEACTB JIOJDKCH TPEACTABUTHh B YIIOJTHOMOUYEHHBIH (hemeparbHbIN
OpraH MCIHOJIHUTEIBHON BJIACTH JOKYMEHT WM 3aBEPEHHYIO B YCTAHOBJICHHOM IODPSJIKE €ro KOIIHIO,
HOJTBEpXkKAAoUIME (PAKT YHUUTOKEHHS JIEKapCTBEHHBIX CPECTB.

5. CoOTBEeTCTBYIOIIMH YNOJIHOMOYEHHBIH (enepanbHblii OpraH HCIOJHUTENBHOW BJACTH,
NPUHSABLIMKA pelleHne 00 YHUYTOXKEHUH JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBIISAET KOHTPOJb 33 HX
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(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

YHUYTOKCHHUCM.

6. VYHUYTOXKEHHE JIEKAPCTBEHHBIX CPEACTB IPOU3BOAUTCA OPraHU3alUsIMH, HMEIOLIUMU
COOTBETCTBYIOIYIO JIMIIEH3UIO, Ha CIELUAJIbHO OOOPYJOBAHHBIX IUIOIIAJIKAX, IIOJUIOHAX U B
CHelMabHO OOOPYJOBAHHBIX TIOMEUIEHUSIX C CcOOMoJeHueM TpeOoBaHUI B 00JacTH OXpaHbI
OKpY>Karollei cpeibl B COOTBETCTBUHM C 3aKOHO/1aTeNIbcTBOM Poccuiickoit deneparum.

7. HapkoTudeckue JIEKapCTBEHHBIE CpEACTBA, IICUXOTPOIHBIE JIEKAPCTBEHHBIE CPEICTBA,
panuodapmaneBTHYeCKUe  JIGKAPCTBEHHBIE  CPEACTBA  YHUYTOXKAIOTCS B COOTBETCTBHM  C
3aKoHoaTenbcTBOM Pocculickon denepanu.

Mnasa 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHUE LEH
HA NEKAPCTBEHHBbIE MNMPEMNAPATbLI ANA MEAULIMHCKOIo NPUMEHEHUA

Cratbsa 60. FlocypapcTBeHHOe perynupoBaHue LieH Ha fleKapCTBeHHble npenapartbi
AN MeAULMHCKOro NpUMeHeHus

1. TocymapcTBeHHOE perynupoBaHHE IICH Ha JICKAPCTBEHHBIC TMpEnaparhl IS METUITTHCKOTO
MIPUMEHEHHUS OCYIICCTBIIICTCS TIOCPEICTBOM:
(B pen. deaepanbHoro 3akoHa ot 26.03.2020 N 67-D3)

1) yrBepxnaenus IIpaBurensctBom Poccuiickoit denepannu nepeyuHs KM3HEHHO HEOOXOIUMBIX U
BAXHEUIIMX JIGKAPCTBEHHBIX MpEnapaToB, KOTOPHIH (OpMHpYeTCs M He peXe OJHOro pasza B TOJ
[IEpECMaTPUBAETC B YCTAHOBJICHHOM MM [OPSAIKE Ha OCHOBE KOMILIEKCHON OLICHKH JIEKAPCTBEHHBIX
MpernaparoB, BKIOYas aHAIU3 CBEICHUH O CPAaBHHUTENBHOW KIMHHYECKOW HPPEKTHBHOCTH U
0€30MacCHOCTH JIEKAPCTBEHHOTO CPEJICTBA, OIEHKY JKOHOMUYECKHX TIOCIEICTBUNA NpPUMEHEHUS
JIEKapCTBEHHOI'O CPEJCTBA M U3YyYEHHUE IOIOJHUTEIBHBIX MOCICACTBAN MPUMEHEHUS JIEKApCTBEHHOIO
CPEICTBa;

(B pen. @eaepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-D3, ot 13.07.2020 N 206-D3)

2) YyTBEpXACHHUS METOJIMKHM pacueTa TMpeAelbHBIX OTIYCKHBIX IICH MPOU3BOAUTENCH Ha
JIEKapCTBCHHBIC TIperaparhl, BKIIOYCHHBIE B TEPEYCHb J>KU3HECHHO HEOOXOMUMBIX W BAKHECHUIIUX
JICKapCTBCHHBIX MPEIapaToB, a TAaK)Ke BHEIPCHHSI MEXaHH3MOB (DOPMHUPOBAHMS CUCTEMBI peepeHTHBIX
LIeH;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, o1 06.06.2019 N 134-D3)

3) rocynapCcTBEHHOM pErUCTpalMy MpeAeibHBIX OTHYCKHBIX II€H IPOU3BOJAWTENICH Ha
JICKApCTBCHHBIC MIpCIiapaTrbl, BKIIOYCHHBLIC B IMCPCUCHBb KU3HCHHO HCOGXOI[I/IMBIX A BaKHEHUIITNX
JIEKapCTBEHHBIX MPEnapaToB;

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

4) BeleHHUs TOCYIAapCTBEHHOIO peecTpa MpeAeNbHBIX OTIYCKHBIX II€H MPOU3BOAUTENECH Ha
JIEKapCTBEHHbIE TIperaparhl, BKIIOYCHHbIE B TMEpPEeYeHb >KU3HEHHO HEOOXOMUMBIX U BaKHEHIIUX
JIEKapCTBEHHBIX MPENapaToB;

5) yTBEepKIEHHS METOJMKH YCTAHOBJIEHUS OpraHaMH HCIOJHUTENIBHOW BIIACTH CYOBEKTOB
Poccuiickoit @enepanuu MpeneabHbIX pa3MEpPOB ONTOBBIX HAA0ABOK U MPEIENbHBIX pPa3MEpPOB
PO3HMYHBIX HaA0aBOK K (aKTUYECKHMM OTIYCKHBIM II€HaM, YCTAaHOBJIEHHBIM IPOU3BOJUTEISIMH
JICKapCTBCHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIC IpPENaparhbl, BKIIOYCHHBIE B IIEPEYCHb KU3HEHHO
HEOOXOMMBIX U BaXKHEUIINX JIEKaPCTBEHHBIX MIPENapaTos;
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6) YCTaHOBJIEHUS NpPEAebHBIX pa3MEPOB ONTOBBIX HA/I0aBOK U MPEJEIIBHBIX pa3MEPOB PO3HUUHBIX
Ha/10aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM, YCTaHOBJIGHHBIM HPOHU3BOJUTENSIMHU JIEKapCTBEHHBIX
MpernaparoB, Ha JEKapCTBEHHbIC MpENapaThl, BKIIOUEHHBIE B MEPEYEHb >KU3HEHHO HEOOXOTUMBIX U
BAKHEWIIINX JICKAPCTBEHHBIX IIPENapaToB;

7) yTBEepXKACHHS TOPsAKA BBIAAYM TPEINACAHUNA OpraHaM HWCIOJHUTEIBHON BIIACTH CYOBEKTOB
Poccuiickoit @enepanuu o MpUBEACHUN B COOTBETCTBUE € 3aKOHOaTeNbcTBOM Poccuiickoit deneparuu
pelieHnid 00 YCTaHOBIEHHH IMPEAETbHBIX pPa3MEpOB ONTOBBIX HAA0ABOK M MpPENeibHBIX pPa3MepoB
PO3HUYHBIX HAA0aBOK K (PaKTUYECKHUM OTIYCKHBIM I[I€HAM, YCTaHOBIIEHHBIM IPOU3BOIUTEISIMH
JIEKApCTBEHHBIX IMpEnapaToB, Ha JIEKAPCTBEHHBIC Mpenaparhbl, BKIIOYEHHBIE B IEPEUYCHb >KU3HEHHO
HEOOXOJUMBIX ¥ BaKHEHIIMX JIGKAPCTBEHHBIX IPENaparoB, €CIU OHU TPUHATHI C HapyIICHUEM
3akoHoJaTenbeTBa Poccuiickoit denepanyu, B MOPSAIKE, ycTaHOBIEHHOM [IpaBuTenscTBoM Poccuiickoin
denepanuu;

8) HampaBiIeHUS YNOJHOMOYEHHBIM (hefiepalbHbIM OpPraHOM HCIHOJIHUTENBHOW BJIACTH OpraHam
UCTIOJHUTENIbHOW BiacTu cyObekToB Poccuiickoit ®Penepanuu NpeANnucaHUid O TNPUBEACHUH B
COOTBETCTBHE C 3aKOHOZATenbCcTBOM Poccuiickon @Penepanyvyu NOPUHATBIX € HAPYLICHUEM
3akoHoaarenbcTBa Poccuiickoit denepauuu pemieHud 00 YCTAHOBJIEHUM IMpeNeibHBIX pPa3MEPOB
ONTOBBIX HaN0aBOK M MpelNeibHBIX Pa3MEpPOB PO3HMYHBIX HAJ0aBOK K II€HaM Ha JIEKapCTBEHHBIE
Ipenaparbl, BKIIOYEHHbIE B IE€PEUCHb >XKU3HEHHO HEOOXOIMMBIX M BAKHEHMIIMX JIEKAPCTBEHHBIX
IIpenapaTos;

9) ocymectBiaeHus (emeparpHOrO TOCYAapCTBEHHOro Haa3opa B cdepe oOpaieHUs
JIEKapCTBEHHBIX CPEACTB M PErMOHAIBHOIO TIOCYAAPCTBEHHOIO KOHTPOJSA 3a NPUMEHEHHEM LIEH Ha
JIEKapCTBEHHbIE  Ipenaparbl COOTBETCTBEHHO  YIOJHOMOYEHHBIMH  (peiepaJbHBIMM  OpraHaMH
WCIIOJIHUTENIbHON BJIacTH M OpraHaMU MCIIOJHUTENbHON BiacTH cyOwbekToB Poccuiickoit denepannn
COTJIACHO MX KOMIIETEHIIUU B MOpsaKe, ycraHoBiIeHHOM [IpaBuTtensctBoM Poccuiickoit @enepanuu;

(m. 9 B pen. @exnepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

10) mnpumeHeHUS TPEAYCMOTPEHHBIX 3aKOHOMATeNbcTBOM Poccuiickoit  @enepauuu  mep
OTBETCTBEHHOCTH 33 HapyIICHHWE TIOpsKAa 1E€HOOOpa3oBaHMs HA JIEKAPCTBEHHBIC IIpEraparsbl,
BKJIFOYCHHBIC B [IEPCUYCHEL JKU3HCHHO H€06XO[[I/IMI)IX 7 BaKHEUTIINX JICKApCTBCHHLIX IPCIIapaToB.

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

2. B ycnoBusix upes3BbIuaiiHON CUTyaluu U (WJIM) NMPU BOZHUKHOBEHUHU YTPO3bI PACIPOCTPAHEHUS
3a00NeBaHusl, MPEICTABISIONIETO OMACHOCTh ISl OKPYKAIOIIUX, a TakKe B Clydyae, ecld B TEUCHHE
TPUALATH KaJCHIApHBIX JAHEN 1nocie npuHatus [IpaBurensctBoMm Poccuiickon ®denepannu pelieHus o
MPOBEICHUM MOHUTOPUHIAa PO3HUYHBIX IIEH Ha JIEKapCTBEHHBIE IMpernapaThl, HE BKJIIOYCHHBIE B
[epeYeHb J>KMU3HEHHO HEOOXOIMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX IMpenapaToB, Ha TEPPUTOPHULX
cyobekToB Poccuiickoil ®@enepanuun BBISBIEH POCT PO3HUYHBIX I1IE€H Ha yKa3aHHbIE JIEKaPCTBEHHBIE
npenaparsl Ha TpHUAIATh MpoleHTOB W Oosiee, IlpaButenscTtBO Poccuiickoit ®enepanuu BIpase
YCTaHOBUTH IIPEEIbHBIE OTITYCKHbIE LIEHBI IPOU3BOAMUTEIIEH HA yKa3aHHBIE JIEKAPCTBEHHBIE MTpEnaparhl,
mpeneibHble pa3Mephbl OINTOBBIX HAA0ABOK U TMpeAelbHbIE pa3Mepbl PO3HUYHBIX HAJA0aBOK K
(aKTUYECKUM OTIYCKHBIM IICHaM IPOU3BOJUTENICH Ha YyKa3aHHbIC JIEKAPCTBEHHBIC IMpermapaThl.
[Tepeyennr neKapCTBEHHBIX MpENapaTOB, HE BKIIOYECHHBIX B IMEPEUYCHb >KU3HEHHO HEOOXOIUMBIX H
BOKHEWIIINX JICKAPCTBEHHBIX TMPENapaTroB, W MOPSJIOK ero (OPMHUPOBAHUSA  OMPEACISIOTCS
[IpaButenscTBOM Poccuiickoit denepanuu.

(uacts 2 BBenena denepanbHbiM 3aK0HOM OT 26.03.2020 N 67-D3)
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3. B TeyeHue neBsiHOCTA KaJIeHJAPHBIX JHEW co IHA yTBepxkaeHus [IpaBurensctBoM Poccuiickoit
denepannu nepeyHs, yKa3aHHOTO B YaCTH 2 HACTOALLEH CTAaThU, HE JTIOMYCKAIOTCS peaanu3alus U OTIyCK
BKJIFOUEHHBIX B HETO JIEKAPCTBEHHBIX IIPENAPATOB IO LIEHAM, IPEBBIIAIOIINM IIPEACIbHBIE OTITYCKHbIE
LIEHBbl MPOU3BOAUTENEH HA YKa3aHHBIE JIEKAPCTBEHHBIE MPENapaTthl, MPEAEIbHBIE Pa3MEPhl ONTOBBIX
Hag0aBOK W TpENeTbHBIC pa3Mepbl PO3HUYHBIX HAI0aBOK K (PAKTHYECKUM OTMYCKHBIM IICHAM
MPOM3BOJUTENICH Ha YyKa3aHHBIC JICKAPCTBEHHBIC MpernapaThl C yYETOM Hajora Ha J100aBICHHYIO
CTOMMOCTD.

(uacts 3 BBeneHa denepanbHpIM 3aK0HOM OT 26.03.2020 N 67-D3)

Koncynprantllntoc: npumeuanue.
3apeructpupoBanubie 10 07.06.2019 mnpenenbHble OTHYCKHBIE IIEHBI MOJJIEKAT 00sS3aTEIbHON
nepepeructpauuu B 2019 - 2020 rogax B coorBeTcTBHM €O T. 2 D3 0T 06.06.2019 N 134-D3.

Cratba 61. locypapcTBeHHas perucTpauva M nepeperncrpauus npeaenbHbIX
OTMYCKHbIX UEeH Nnpou3BoAUTENieM Ha JeKapCTBeHHble npenapaTbl, BKMIOYEHHble B
nepe4YeHb XXU3HEHHO HEOOXOAMMbIX N BaXXHEMULLUMUX JIeKapCTBEHHbIX NpenapaToB

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

1. IlpenenbHas OTHyCKHas LEHA MPOM3BOIAUTENSI HA JICKAPCTBEHHBIM IMperapaT, BKIIOUYECHHBIN B
[epeUeHb KU3HEHHO HEOOXOAMMBIX ¢ BAXKHEWIIMX JIEKAPCTBEHHBIX IMPENapaTtoB, MOAJIEKUT
rOCyJIapCTBEHHOW PErMCTpalny B IOpsAAKe, ycTaHOBIEHHOM [IpaBurensctBom Poccuiickoit denepanuu,
Ha OCHOBAHUU TPEJCTABJICHHOIO B YIOJIHOMOYEHHBIN (efepalbHbIil opraH MCHOJHUTEIBLHON BIacTH
3asBJICHUS JEpKaTels WU BIAAENblia PErUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Iperapara
(YTIO;THOMOYEHHOTO UM JIHIIA).

2. 3aperucTpupoBaHHas IpeleNbHAs OTIYCKHAs II€HAa MPOWU3BOJAUTENSI Ha JIEKAPCTBEHHBIN
mpemapaTr, BKJIIOYEHHBI B TMEPEeYeHb JKU3HEHHO HEOOXOAMMBIX W BAXKHEWIIUX JEKapCTBEHHBIX
MPEerapaToB, MOXKET OBITh NEPEPETUCTPUPOBAHA B CTOPOHY YBEIMUYEHHS OJMH pa3 B KaJCHIAPHOM IOy
Ha OCHOBAHWU NPEACTABICHHOTO B YIIOJHOMOYEHHBIHN (pe/iepaIbHbIi OpraH HCIIOJTHUTEIHHON BIACTH /10
1 OKTSIOpsi KaXXIO0T0 rojia 3asiBJICHUS JIEPKaTeNsl WM BIaJeblla PETUCTPANMOHHOTO YIAOCTOBEPEHUS
JIEKapCTBEHHOTO MpernapaTa (yImoJHOMOYSHHOTO MM JIUIIA).

3. 3apeructpupoBaHHas TMpenelibHAs OTIYCKHAs IIeHa TPOM3BOIUTENST Ha JIEKApPCTBEHHBIN
npemapaT, BKJIIOYEHHBI B TMEPEeYeHb JKU3HEHHO HEOOXOAMMBIX W BAXKHEWIIUX JEKapCTBEHHBIX
MpPermapaToB, MOXKET OBITH MEPEPETUCTPUPOBAHA B CTOPOHY CHIDKEHUSI HA OCHOBAaHHUH MPEICTABICHHOTO
B YIIOJIHOMOYECHHBIH (peepalbHblii OpraH HWCIOJHUTEIBHONW BIIACTH 3asBIICHUS JEpXKaTeNS WA
BJIQJIENIblIa PETUCTPAIIMIOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO TIperapara (yHOJIHOMOYEHHOTO UM
TU1A).

4. JlepxaTenp WIM BIajaenell PETUCTPALMOHHOIO YJIOCTOBEPEHMS JIEKAPCTBEHHOIO IIpernapara
(YNOJTHOMOYEHHOE UM JIMLIO) O00s3aH NPEJCTaBUTh B YIOJHOMOYEHHBIN (heaepalibHbIi  OpraH
HCIIOJIHUTEJILHON BJIACTH 3asIBIICHUE O MEPEPETUCTPALUU 3aPETUCTPUPOBAHHON IIPEIEIBHON OTIIyCKHOM
LIEHbl POM3BOJAUTENS] HA JIEKAPCTBEHHBIM IIpernapar, BKJIIOYEHHBII B IIEPEYEHb KU3HEHHO
HEOOXOJUMBIX M Ba)XHEHMIMX JIEKAPCTBEHHBIX IPENapaToB, B CTOPOHY CHIKEHUS B CJEIYIOLIMX
CIIyqasx:

1) cHwkeHMEe IIeHbl B MHOCTPAaHHOM BaJIOTe Ha JIEKAPCTBEHHBIM IpemapaT B CTpaHe
NIPOU3BOUTENS U (WIM) B CTpaHaxX, B KOTOPBIX JIEKAPCTBEHHBIN IpenapaT 3aperucTpupoBaH U (Win) B
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KOTOPBIC TOCTABJIACTCA TPOU3BOJAUTCIICM;

2) cHWXeHHE IIeH Ha pedepeHTHBIE JIEKApCTBEHHBIC Mpenaparbl B COOTBETCTBUU C MYHKTOM |
HAcTOsAMmEeH dYacTh (AJIT COOTBETCTBYIONIMX BOCHPOU3BEICHHBIX, OMOAHAIOTOBBIX (OHOIOMIOOHBIX)
JIEKapCTBEHHBIX MIPEMapaToB);

3) mpeBbILIEHUE MPEENIbHON OTITYCKHOM IIEHBI Ha MEpPBbIN BOCIPOU3BEICHHBIN, OMOaHATIOrOBbII
(6brormoa00HBII) JIEKaPCTBEHHBIN Mpenapar HHOCTPAHHOTO MPOU3BOJICTBA HAJ MPEACIbHON OTIYCKHOM
[IEHOW TPOM3BOJAUTENS HAa BTOPOM  BOCHPOM3BENEHHBIM, OWOaHANOTOBBIA  (OMOMOJOOHBIN)
JEKapCTBEHHBI Tperapar, pacCYUTAaHHOW B COOTBETCTBUM C METOAUKOW, YTBEPIKICHHOM
[IpaBurensctBoM Pocculickon @enepanuu;

4) npeBblllIeHUE MpeNeIbHON OTIYCKHOM IIEHBI Ha MEPBBIM BOCIPOU3BEIECHHBIN, OMOaHAIOTOBBIN
(6nomogOOHBIN) JIEKAPCTBEHHBIN TMpenapar MPOU3BOAMTENS TOCyJapcTBa - WieHa EBpa3uiickoro
SKOHOMHYECKOTO COK03a HaJ IPENeiIbHOM OTIYCKHOM LIEHOM NPOU3BOAMTENS Ha BTOPOU
BOCIIPOU3BE/ICHHbIN, OHOaHaNOroBbIil (OMONOJOOHBIN) JEKapCTBEHHBIM Ipernapar HpOU3BOIUTENS
rocygapcrsa - wieHa EBpa3sMBCKOro 3KOHOMHUYECKOIO COK3d, PACCUMTAHHOM B COOTBETCTBUU C
METOAMKOH, yTBepKaeHHOM [IpaButensctBom Poccniickont denepanun.

5. Tlopsnok  mepeperucTpauuy  3apeTrUCTPUPOBAHHBIX — IIPENEIBHBIX  OTIYCKHBIX  II€H
MIPOM3BOIUTENIEH HA JIEKapCTBEHHBIE MIPEnapaThl, BKIIOUEHHbIE B TIepeYeHb KU3HEHHO HEOOXOIMMBIX U
BAKHEHIINX JICKAPCTBEHHBIX IIPENapaToB, B CIy4asX, MPELyCMOTPEHHBIX 4YacTsAMHU 2 - 4 HacTosIen
craTby, ycra"aBiausaeTcs [IpaBurenscTBoMm Poccuiickon denepanuu.

6. DKOHOMMUYECKUN aHAIU3 NPEJEIIbHON OTIYCKHOM ILIEHBl MPOW3BOJIUTENS Ha JIEKAPCTBEHHBIN
mpernapar, BKIIOYCHHBIH B IepeueHb KU3HEHHO HEOOXOJAWMBIX W BaKHEHIIMX JIEKAPCTBEHHBIX
IIpenapaTroB, NpPH €€ TOCYAapCTBEHHOW pErucTpauuy WM IEPEPETHCTPAlMU  OCYIIECTBIISIETCS
(denepanbHbIM OpPraHOM MCIOJIHUTEIBHOM BJIACTH, OCYLIECTBISIOMIUM (QYHKIMH TO TNPUHSATHIO
HOPMAaTHUBHBIX IPaBOBBIX aKTOB U KOHTPOIIO 3a COONIOJEHHEM 3aKOHOJATelIbCcTBA B cdepe
rOCyJJapCTBEHHOTO pEryJIMpoBaHus LieH (TapruoB) Ha TOBapsl (YCIyIrH).

7. Pacder mpenenpHbIX OTIYCKHBIX II€H, YKa3aHHBIX B YacTsIX | U 2 HACTOAILIEH CTaTbH, MPU HX
rOCYIapCTBEHHOW PETHCTPALMU WIH MEPEPETUCTPALIMU OCYLIECTBISIETCS B COOTBETCTBUU C METOJIMKOM,
yTBep:xkaeHHOM [IpaBurensctBoM Poccuiickoit denepaiiny 1 yYuTHIBAIOIIEH B TOM YUCIIE:

1) cobmonenune OanaHca MHTEPECOB MOTPEOUTENEN JEKapCTBEHHBIX MpEnaparoB, BKIIOYEHHBIX B
HepeueHb KU3HEHHO HEOOXOJMMBIX M Ba)KHEWIINX JICKAPCTBEHHBIX MPENapaTtoB, W MPOU3BOAMTEINCH
JIEKapCTBEHHBIX MpENaparoB, BKIIOYEHHBIX B IEPEYeHb >KU3HEHHO HEOOXOMUMBIX W BaKHEHIIMX
JIEKapCTBEHHBIX MpEnapaToB;

2) daxTUYecKyr OTIYCKHYIO IIEHY Ha JIeKapCTBEHHBIC mpemnapathl B Poccuiickoit denepanuu,
LIEHY BBO3a JIEKAPCTBEHHBIX IpernapatoB B Pocculickyro denepanuio, a Takke IEHbl HA aHAJIOTUYHBIE
JIeKapCTBEHHBIC TIpenapaThl, Haxo smuecs: B oopamiennn B Poccuiickoit denepanumy;

3) 3aTpaTtbl IIPOU3BOIUTEIIA JICKAPCTBCHHOI'O IIp€riapara Ha IIPOU3BOACTBO H PpCalu3alllio
JICKApCTBCHHOT'O IIpeIiapara,

4) ueHy Ha JIEKapCTBEHHBIN IIpeNapaT, €ro LeHy B CTPaHE IPOU3BOJIUTEINS U B CTpaHaX, B KOTOPBIX
JIEKapCTBEHHBIH Mpenapar 3aperucTpUpoBaH U (WIKM) B KOTOPBIE TOCTABIISAETCS IPON3BOAUTEIIEM.
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8. He AOIYCKAKOTCA peajin3dalud U OTIIYCK JICKAPCTBCHHBIX IMPETIApaTOB, BKIIFIOYCHHBIX B IIEPCUYCHDb
KHU3HCHHO HGOGXOI[I/IMBIX U Ba)KHEUIIIHX JICKApPCTBCHHBIX MPCIapaToB, HA KOTOPLIC MPOU3BOAUTCIISIMU
JICKApCTBCHHBIX IMPCIApaTOB HC 3apCruCTpupoBaHa MNpPCACIbHAA OTIIYCKHAasA ICHA, pCain3alusi
MPOU3BOAUTCIIAMU JICKAPCTBCHHLIX IMPEMAapaToB IO LCHAM, MPEBBIIIAIOINM 3apCTUCTPUPOBAHHBIC HIIN
NEPEPEruCTpUPOBAHHBIC NPCACIBHBIC OTIIYCKHBIC HCHBI Ha JICKAPCTBCHHBIC IIpCapaTrbl € YUYETOM
Hajora Ha I[O6aBJ'IeHHYIO CTOUMOCTD.

9.  Oc00EHHOCTH TOCYJAapCTBEHHOTO  PETyJHPOBAHMSI  NPEOENbHBIX  OTIMYCKHBIX  IIE€H
MIPOM3BOIUTENICH HA JIEKAPCTBEHHBIC TIPEMapaThl, BKIIOUYCHHBIE B TIEPEUCHb KU3HEHHO HEOOXOINUMBIX U
BOKHEWIIIMX JIEKAPCTBEHHBIX IPENapaToB, B 3aBUCUMOCTH OT SKOHOMHUYECKUX M (WJIM) COLIMAIbHBIX
KputepueB (M3MEHEHUE YCIOBUM, MOpSAJKA U CTOMMOCTH TPOU3BOJICTBA JIEKAPCTBEHHBIX MPEMapaToB,
WCIIOIb30BaHUE HOBBIX (DOPM, METOJOB M CIIOCOOOB TOCYJAapPCTBEHHOTO PETYJIUPOBAHUSA II€H Ha
JIEKApCTBEHHBIC TIPemaparhl, B TOM YHCJIEe Ha OCHOBE MeXaHU3Ma pedepeHTHOTO IEHOOOpa30BaHUS,
W3MEHEHUN TOpAJIKa OKa3aHUs MEIULMHCKOW IMOMOIIH, U3MEHEHHE Kypca HMHOCTPAHHOW BallIOTHl U
WHbIE U3MEHEHMs1) ycTaHaBnuBatoTcs [IpaBurensctBoM Pocculickoit @eaepanuu.

(B pen. @enepanbHoro 3akoHa ot 08.03.2022 N 46-D3)

Cratba 62. [ocypapCTBeHHbIU peecTp npeAeribHbIX  OTMNYCKHbIX  LeH
npousBoauTesien Ha neKkapcTBeHHble npenapartbl, BKMOYEHHbIEe B nepevyeHb XU3HEHHO
HeoGXxoAUMBIX U BaXXHEULUMX JfleKapCTBEHHbIX NpenapaToB

1. 3apeructpupoBaHHbBIE WM [EPEPETUCTPUPOBAHHBIE IPEACIbHBIE  OTIIYCKHBIE  ILIEHBI
HpOI/I?:BOZ[I/ITeJ'Ieﬁ Ha JICKAPpCTBCHHBLIC MPCIIapaThl, BKIIOYCHHBIC B MIEPCUCHL JKU3HCHHO HCO6XO)II/IMI)IX n
BaXHEHUIITHX JICKAPCTBCHHLBIX IIPCrapaTroB, IIOAJICKAT BKIIOYCHUIO B FOCy,JIﬂpCTBCHHBIfI peecTp
NpPEACTbHBIX OTIIYCKHBIX IIeH IPOM3BOAMTENICH Ha JIEKapCTBEHHBIC Ipenaparbl, BKIIOUCHHBIC B
nepeueHb KU3HEHHO HEOOXOIMMBIX M BRXKHEHIITNX JIEKApCTBEHHBIX IPETapaToB.

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

2. lN'ocynapcTBeHHBIN peecTp MpeAesIbHBIX OTIYCKHBIX 1IEH MPOU3BOAMUTENICH Ha JIEKApCTBEHHBIC
npemnaparbl, BKIIOYCHHBLIC B IICPCUYCHL KHU3HCHHO H606XOIH/IMBIX U BaXHEUIINX JICKAPpCTBCHHBIX
MpenapaToB, COACPKUT B ce0e ClenyIonlyo nH(pOopMaInio:

1) HauMeHOBaHUE AeprKaTells WIN BIIaJelbla PerUCTPAMOHHOTO y10CTOBEPEHUS JIEKAPCTBEHHOIO
npernapaTa, HauMEHOBAHME IPOU3BOJUTENS JIEKAPCTBEHHOIO Ipenapara, CBEIEHUS O PETrUCTpaluu
JieprKaTells UiIv BIaellblia pEeruCTPALMOHHOIO YAOCTOBEPEHHUs JIEKAPCTBEHHOIO IIpelapara, CBEICHUs O
pPErucTpanyy MpoOU3BOAUTEINS JIEKAPCTBEHHOIO IIpenapara Juisi MEAUIMHCKOTO IIPUMEHEHUS B Ka4ECTBE
HaJOroIvlaTeNplIMKa B  CTpaHe  perucTpauuud (A7  POCCUMCKMX — IOPUAWYECKUX — JUI -
UAeHTU(PUKAIIMOHHBIM HOoMep Hanororuiarensimuka (MHH), mis uHOCTpaHHBIX IOpUIWYECKUX JIHIL -
CTpaHa pErucTpalyy, HAauMEHOBAaHHE PETUCTPUPYIOIIETO OpraHa, PETUCTPALMOHHBIA HOMEpP, KOJ
HAJIOTOIIATENbIIMKA B CTPaHE PErucTpauuu (MHKOPIOPALMU) UM €ro aHajor), MECTO HaXOXIECHUS
IIPOU3BOJCTBEHHBIX ILIOIIAN0K, YYaCTBYIOIIUX B IPOLECCE IIPOU3BOACTBA JIEKAPCTBEHHOI'O IIpenapara,
C YKa3aHMEM CTaJuH MPOLeCcca IPOU3BOICTBA;

(n. 1 B pen. @exnepanbHoro 3akona ot 28.12.2017 N 425-03)

2) HaMMCHOBAaHME JICKAPCTBEHHOTO IMpemapara (MEXAyHapoJHOE HEMaTeHTOBAaHHOE, WIIN
IPYIIHUPOBOYHOE, WM XUMUYECKOE U TOPrOBOC HAUMEHOBAHHS );
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) HOMCDP PCTUCTPALIMOHHOI'0 YAOCTOBCPCHUS JICKAPCTBCHHOT'O ITPCIiapara,
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

4) nexapcTBeHHas ¢opMma ¢ yKazaHUEM JO3UPOBKH JIEKAPCTBEHHOTO Mpernapara U ero KoJu4ecTBa
BO BTOPUYHOH (MMOTPEOUTENHCKOM) YITAKOBKE, a TAK)KE KOMITJICKTHOCTB;
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)

5) 3aperucTpupoBaHHas MpeJieNIbHAs OTIIYCKHAs IIeHa Ha JIEKapCTBEHHBIN Mpenapar B pyOIisx;
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

6) maTa ¥ HOMEp INpHKa3a YHOJIHOMOUYCHHOTO (pelepabHOTO OpraHa HCIIOJHUTEIBHON BIACTH O
TOCYJAapCTBEHHOW pETrMCTpalliil WM TEepeperucTpaldil  TpEeNeNbHOW  OTIYCKHOW I[IeHBl Ha
JICKapCTBEHHBIN Mpernapar, BKIIOYEHHBIH B IEpPEeYeHb >KU3HEHHO HEOOXOMUMBIX M BaXKHEHUIIMX
JICKapCTBEHHBIX IPEnapaToB;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, o1 06.06.2019 N _134-D3)

6.1) mata BCTyIUIEHHS B CHITY TIpHKa3a YIIOJHOMOYEHHOTO ()eIepalbHOTO OpTaHa HCIIOTHUTEITHHON
BJIACTH O TOCYIApCTBCHHOH PETUCTpAIlMM WM TEPEPEerrucTpaluu TPEACIbHON OTITYCKHOW IICHBI
MIPOU3BOJIUTENSI HA JICKAPCTBEHHBINM NpenapaT, BKIIOYCHHBIH B IEPEYCHb JKU3HEHHO HEOOXOTUMBIX U
BOKHEHIINX JIGKAPCTBEHHBIX MPENapaToB;

(. 6.1 BBenen ®enepanbubiM 3akoHOM OT 06.06.2019 N 134-D3)

7) WTPUXOBOI KOJ, HAHECEHHBI Ha BTOPUYHYIO (TIOTPEOUTENBCKYIO) YIAKOBKY JIEKApPCTBEHHOTO
npernapara;
(n. 7 BBenen denepaibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) koA NEeKapCTBEHHOIO Mpernapara Mo aHaTOMO-TEPareBTUYECKO-XMMHUECKON KiacCH(pUKaIuy,
PEKOMEHIOBAaHHOW BceMupHOI OpraHu3alnueit 31paBOOXpaHEHU.
(. 8 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

3. T'ocynmapcTBeHHass perucTpalus WIM MepeperucTpanusi MNpeAeabHbIX OTIYCKHBIX ILIEH Ha
JICKApCTBCHHEBIC IIpC€riapaTthbl, BKIIOYCHHBIC B ICPCUCHL KXU3HCHHO HGO6XO,Z];I/IMI)IX A BaKHEHUITHNX
JICKapCTBEHHBIX IIPENaparoB, BEJCHHME TIOCYJapCTBEHHOIO peecTpa MNpeAeibHbIX OTIYCKHBIX LEH
MIPOM3BOIUTENEH Ha JeKapCTBEHHbIE NpenapaThl, BKIIIOUEHHbIE B NEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BAOXHEWUIIMX  JICKAPCTBEHHBIX  IpErapaTtoB, OCYIIECTBISAIOTCS B  TMOpPSJKE, YCTAaHOBICHHOM
IIpaBurensctBoM Poccuiickoit denepanuu.

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

Cratba 63. YcTraHoBneHue opraHamMm UCMOSIHUTENIBHOM BNacTu CYyOBLEKTOB
Poccuiickon ®epepaumm npenenbHbIX pa3MepoB ONTOBbIX HafAb6aBOK U npeaenbHbIX
pa3MepoB PO3HUYHbIX HaAbaBOK K paKTMYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM
Npou3BOAUTENSIMM JeKapCTBEHHbIX MNpenapaToB, Ha JeKapCTBeHHble npenaparbl,
BKJIIOYEHHbIE B NepeyeHb XU3HEHHO HEOOXOAUMBLIX U BaXHEWULWMUX NeKapCTBEHHbIX
npenaparoB
(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

1. Opranbel HCHIOJHUTENBHONH BIAacTH cyObekToB Poccuiickoil denepanuu ycTaHABIWBAIOT
npeaenbHble pa3Mepbl ONTOBBIX HAA0AaBOK M TpeAeNbHBbIE pa3Mepbl PO3HUYHBIX HAJ0aBOK K
(aKTHYECKUM OTIYCKHBIM IleHaM (0e3 ydueTa Hajora Ha JOOaBJIEHHYIO CTOMMOCTH), YCTAaHOBJICHHBIM
MIPOU3BOJUTENSIMU  JIEKAPCTBEHHBIX IIPENAapaToB, HA JIEKAPCTBEHHbIE IIpenaparbl, BKJIIOYEHHBIE B
[I€PEYEHb >KU3HEHHO HEOOXOIUMBIX M BAXKHEHMIIMX JIEKAPCTBEHHBIX IIPENaparoB, B COOTBETCTBUU C
YTBEP)KICHHOW B HOpsaiKe, ycraHOBIeHHOM IIpaBurensctBoM Poccuiickoit denepanuu, METOAMKOU
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YCTAQHOBJICHHMsI OpraHaMy HCIOJHUTENBbHOW BiacTu cyOwbekToB Poccuiickoit dexepanyu mpeaesibHbIX
pa3MepoB ONTOBBIX HAA0ABOK M TMpENeNbHBIX pPa3MEpPOB PO3HUYHBIX HAJ0aBOK K (DaKTHUECKUM
OTIIyCKHBIM  LI€HaM, YCTAaHOBJICHHBIM IIPOM3BOAMTEIIIMM  JIEKAPCTBEHHBIX  IIpENaparoB, Ha
JIEKapCTBEHHBIE TIperaparbl, BKIIOYCHHbIE B TEPEYCHb >KU3HEHHO HEOOXOIWMBIX M BaXKHEUIIHX
JIEKapCTBEHHBIX IMpernapaToB. [IpoekThl perieHuii OpraHOB HCIOJHUTENBHON BIIACTH CYOBEKTOB
Poccuiickoit ®enepanuu 00 YCTaHOBIEHUH M (MJIM) M3MEHEHUU IIPEJENIBbHBIX pa3MEpOB ONTOBBIX
Ha/j0aBOK W TpeAeTbHBIX PAa3MEPOB PO3HUYHBIX HAJ0ABOK K (aKTHUECKUM OTIIYyCKHBIM II€HaM,
YCTaHOBJICHHBIM IIPOM3BOJUTEISAIMU JIEKAPCTBEHHBIX IIPENAPAaTOB, HAa JICKAPCTBEHHbIC IIpenaparsl,
BKJIIOYCHHBIE B MEPEYCHb >KU3HEHHO HEOOXOAMMBIX W BaXXHEHWIINX JICKApPCTBEHHBIX IPEMaparos,
MOJJIXKAT COIJIACOBAHMIO C YIOJHOMOYEHHBIM (helepaabHbIM OPraHOM HCIOJHUTENbHOM BIACTH,
OCYHIECTBISAIOMUM (QYHKUMU [0 NPUHATHIO HOPMATHBHBIX IIPAaBOBBIX AaKTOB M KOHTPOJIO 3a
COOJIFOJICHUEM 3aKOHOJATEIbCTBA B c(epe rocyAapCTBEHHOIO peryjiupoBaHMs LeH (TapudoB) Ha
TOBaphlI (YCIIyTH), B Opsiike, ycTaHoBIeHHOM [IpaBurensctBoM Poccuiickoit deneparuu.

(B pen. @eaepanbhbix 3akoHOB OT 13.07.2015 N 241-P3, o1 27.12.2019 N 475-D3)

2. OpraHuzalnuy OINTOBOM TOPrOBJIM JEKAPCTBEHHBIMU CPEACTBAMH, ANTEUHbIE OpraHU3alINH,
WHAVNBUAYATbHBIC TMPEANPUHUMATEIH, WMEIONIUE JUICH3WI0 Ha (DapMarieBTHYECKYIO AESITeIbHOCTD,
MEJIMIIMHCKUE OpTaHWU3alNK, HMEIONIMEe JHUIEH3UI0 Ha (PapMareBTUYCCKYIO NEATeTbHOCTh, U WX
00ocobeHHbIe TopasaeneHus (amOynaropuu, denpamepckue u GenpamepcKo-aKyepCeKiue MyHKTHI,
HeHTpbl (OoTAeneHus) oOmell BpauyeOHON (ceMeWHOW) NpPaKTHKH), PACIOJIOXKEHHBIE B CEJIbCKHX
HAaCEJIEHHBIX MMYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTEUHbIE OPTaHU3AIMH, OCYUIECTBISIOT peaTu3alfio
JIEKapCTBCHHBIX MPEMapaToB, BKIIOYCHHBIX B IEPEYCHb JKU3HCHHO HEOOXOIUMBIX M BAKHEHUIITUX
JIEKapCTBCHHBIX IMPETMapaToB, MO II€HAM, KOTOpbIE (QOPMHUPYIOTCS B COOTBETCTBHH C HOPSIKOM,
ycranoBjieHHBIM [IpaButenscTBoM Poccuiickoit denepariu, 1 ypoBeHb KOTOPBIX (0€3 ydeTa Hajora Ha
NOOAaBJICHHYIO CTOMMOCTb) HE JOJDKeH MPEeBbIIaTh CyMMY (aKTHYECKOW OTIYCKHOM IEHBI,
YCTaHOBJICHHON MPOU3BOIUTENIEM JIEKapCTBEHHOTO npernapara, HE MIPEBBIIIAIOMICH
3apEruCTPUPOBAHHON I MEPEPETUCTPUPOBAHHON TMpeleIbHONW OTIYCKHOW IIEHBI MPOU3BOIUTENS (HA
JaTy peaju3aliy JICKapCTBEHHOTO Mpernapara Mpou3BOIUTEIEM), U pa3Mepa ONTOBOM HAa0aBKH U (HJIK)
pa3Mmepa pO3HWYHOM HAI0aBKH, HE MPEBBIIIAIONINX COOTBETCTBEHHO pa3Mepa NpenelbHON ONTOBON
HagO0aBK W (WIW) pasMepa MpeaeabHOM pPO3ZHUYHOW HaaA0aBKH, YCTAaHOBJICHHBIX B CyOBEKTE
Poccuiickoit denepariumu.

(uacts 2 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

3. Oprasbl UCHOJHUTENBHOW BiacTu cyOobekToB Poccuiickoil ®enepanuu pa3MemaroT B CETH
"NuTepHer" MHPOPMAIIUIO O 3apETUCTPUPOBAHHBIX MPEIEIbHBIX OTITYCKHBIX LIEHAX MPOU3BOIUTENCH Ha
JIEKapCTBEHHbIE IIpernaparbl, BKIIOYEHHbIE B [EPEYEHb >KM3HEHHO HEOOXOOUMBIX U BaKHEHMIIUX
JIEKapCTBEHHBIX IpENapaToB, 00 YCTAaHOBJICHHBIX B CcyObekTe Poccmiickoit denmeparuu mpeaenbHBIX
pa3mepax OINTOBBIX HaJ0ABOK M (WJIM) MpEeAETIbHBIX pa3Mepax PO3HUYHBIX HAJ0ABOK K YCTaHOBIIEHHBIM
MIPOU3BOIUTENSAIMHU JICKAPCTBEHHBIX MpPEnapaToB (PaKTUYECKUM OTIYCKHBIM LI€HaM Ha JIEKapCTBEHHbIE
npernaparsl, BKJIIOYEHHBIE B IEPEYCHb >XU3HEHHO HEOOXOAMMBIX M BaXXHEHMIIMX JIEKapCTBEHHBIX
IIpEnapaToB, a TAKKE O CYMME 3apETrUCTPUPOBAHHBIX IIPEACIIBHBIX OTIIYCKHBIX LIEH IIPOU3BOAUTENICH Ha
JIEKapCTBEHHBIE TIperaparbl, BKIIOYEHHbIE B TEPEYCHb >KU3HEHHO HEOOXOMWMBIX M BaXKHEUIIHX
JIEKApCTBEHHBIX IIPETapaToB, YCTAaHOBJICHHBIX B CyObekTe Poccuiickoit ®Denepanmu mpeaenbHBIX
pa3MEepoB ONTOBBIX HaJ0aBOK M NPEAENbHBIX pa3MEpOB PpO3HUUYHBIX HaJ0aBOK M Hajora Ha
n00aBlIeHHYI0 cTOUMOCTh. MHpOpManus, npeaycMOTpeHHas: HaCcTOSIIEH YacThio, TOJKHA HAXOAUTHCS
TaKKe€ B aNTEYHbIX OpPraHM3aLUAX B JOCTYHNHOM M BCEX 3aMHTEPECOBAHHBIX JHIl (opMme U
OOHOBJIITECS TIO MEPE €€ pa3MEIICHHsI OpraHaMH HWCIOJHUTEIILHON BIAcTH CyOBeKkTOB Poccuiickoit
®enepanuu B cetu "MHTepHer".

(uactp 3 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)
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4. Yrpatun cuity ¢ 1 mapra 2020 rona. - ®enepanbubiii 3akoH ot 27.12.2019 N 475-D3.

nasa 13. MOHUTOPUHI 3PDPEKTUBHOCTU U BE3OINMACHOCTHU
NEKAPCTBEHHbIX NMPENMAPATOB, HAXOOALINXCA B OBPALLEHUNA
B POCCUNCKOU ®EOEPALIUUN
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratbsa 64. ®apmakoHaasop
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIE TIpenapaThl, HaXosAIMecs B oopamennn B Poccuiickoit deaepann, mojiexar
MOHHUTOPUHTY 3G EKTUBHOCTH M 0OE30MACHOCTH B UENSIX BBISIBICHUS BO3MOXHBIX HETaTUBHBIX
MOCJEICTBUI MX MPUMEHEHUs, UHANBUIYAIbHOW HENEPEHOCHUMOCTH, MPEAYNPEKACHUS MEIULIMHCKUX
pabOTHUKOB, CHEIMAIMCTOB B O0JIACTH BETEPUHAPUU, MAIMEHTOB WM BIAJENBIIEB KHUBOTHBIX M X
3alUThI OT IPUMEHEHUS TAKUX JIEKAPCTBEHHBIX IPENapaToB.

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

2. ®apMakoHaa30p OCYIIECTBISIETCS COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (eaepaibHbIM
OpPraHOM HCIIOJIHUTEIBHOW BIIACTH B YCTAaHOBJIECHHOM UM IOPSAAKE IIyTEM aHalM3a MPEeIOCTABIIAEMON
cyObekTaMu OOpalleHHs JIEKapCTBEHHBIX CpeACTB HMH(opManmuu O TMOOOYHBIX JEHCTBHUSX,
HEXEJIATENIbHBIX PEaKIMAX, CEPbE3HBIX HEXKENATENbHBIX PEAKIMAX, HENPEIBUICHHBIX HEKEIATEIbHbIX
peaknysaxX MpU MPUMEHEHHH JIEKapCTBEHHBIX IMpenapaToB, 00 WHAMBHIYaJIbHON HETEPEHOCHMOCTH,
OTCYTCTBUM 3((PEKTUBHOCTU JIEKAPCTBEHHBIX IpenapaTroB, a Takke 00 UHbIX (akTax u
00CTOSITENTLCTBAX, MPEACTABISAIONIUX YIPO3y JKU3HU WU 3/I0pPOBBIO 4YeJOBEeKa JHUOO KUBOTHOTO IPHU
IIPUMEHEHUH JIEKAPCTBEHHBIX MPENapaToB U BBIABICHHBIX HAa BCEX ATanax oOpaleHUs JIEKAPCTBEHHBIX
npenaparos B Poccuiickor denepanyu U APyrux rocy1apcrpax.

3. CyObekThl 00palieHus JeKapCTBEHHBIX CPEJICTB B MOPSI/IKE, YCTAHOBICHHOM YIIOJTHOMOUYEHHBIM
(benepanbHBIM  OPraHOM  HCIIONHHUTEIBHON BIACTH, O00s3aHBI COOOIIATh B YHOJIHOMOYECHHBIH
(benepanbHBIE OpraH HCIOJHUTEIBLHON BIACTH O TMOOOYHBIX JEHCTBUSAX, HEKEIATEIBHBIX PEAKINAX,
CEPBE3HBIX HEKENATEIbHBIX PEAKIUAX, HENPEIBUICHHBIX HEXKEJATEIbHbBIX PEAKINAX IPU NPUMEHEHUN
JIEKapCTBEHHBIX IpEnapaTroB, 00 WHIUBUAYAJIbHOW HENEPEHOCUMOCTH, OTCYTCTBMM 3()(HEKTUBHOCTH
JIEKapCTBEHHBIX MPENapaToB, a TakKe 00 MHBIX (akTax M 0OCTOATENbCTBAX, MPEIACTABISAIOIINX YTPO3Y
KHU3HU WM 370pPOBBIO YellOBeKa JINOO KMBOTHOTO MpPU MPUMEHEHHM JICKapCTBEHHBIX IpErnapaTtoB U
BBISIBJIGHHBIX Ha BCEX JTamax oOpaleHHs JeKapCTBEHHBIX mpemnapatoB B Poccuiickoit dexepanuu u
JIPYTUX rocy1apcTBax.

4. JlepaTely WU BJIQJCIBIBI PETUCTPAIIMOHHBIX YAOCTOBEPECHUH JICKAPCTBCHHBIX IPEIapaToB,
IOPUIMYECKAE JIMIA, Ha WM KOTOPBIX BBIIAHBI pPa3pelICHUsT Ha TMPOBEJACHUE KIMHUYCCKHX
uccnenoBanuii B Poccuiickoit @enepanuu, 1M00 YHOJTHOMOYCHHBIC UMU JIPYTHE IOPUIMYECKUE JINIA B
pamkax oOecriedyeHHs] O€30MacHOCTH JIEKAPCTBEHHBIX IMPEMapaToB B MOPSIKE, YCTAaHOBIECHHOM
COOTBETCTBYIOIIMM YIOJTHOMOYECHHBIM (eIepabHBIM OpPraHOM HWCIOJHUTEILHOW BIIACTH, OOS3aHBI
OCYIICCTBIISATh TIPHUEM, Y4eT, 00paboTKy, aHAJIN3 U XPaHCHHE MOCTYHAIONINX B UX aapec OT CyOBEKTOB
oOpareHust JeKapCTBEHHBIX CPEJCTB M OPTaHOB T'OCYJIAPCTBEHHOW BIJIACTH COOOIIEHUH O MOOOYHBIX
JNCHCTBUSX, HEXKENATCIBHBIX  PEaKIUAX, CEPhE3HBIX  HEKENATENBHBIX W HENPEIBUIACHHBIX
HEXKEJIaTeNbHBIX PEaKIMSIX MPH NPUMEHEHUHM JIGKAPCTBEHHBIX MPENaparoB, 00 OCOOEHHOCTSIX WX
B3aMMOJICHCTBUS C JIPYTUMH JIEKAPCTBEHHBIMU TIperapaTaMu, WHANBUAYATbHONH HEMEpPEeHOCHUMOCTH, a
TakKe 00 MHBIX (haKTax U 00CTOSATEILCTBAX, MPEACTABIISIFOIINX YTPO3Y JKU3HH WIH 370POBBIO YEIIOBEKA
700 KUBOTHOTO WJI BIUSIONINX HA U3MEHEHUE OTHOIICHUS 0’KHIAEMOMU ITOJIB3BI K BO3SMOXKHOMY PHCKY
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IMPUMCHCHUA JICKAPCTBCHHBIX ITPCIIapaTOB.

5. Ilpu BbIsIBIEHUH MHGOPMAIMM O CEPhE3HBIX HEXeNaTeNbHBIX PEaKIHsIX U HeNpeIBUICHHBIX
HEXXEJIAaTeNbHbIX PEaKIHUsIX IpH NPUMEHEHUHM JIEKAPCTBEHHBIX IMPENaparoB, 00 OCOOEHHOCTSIX HX
B3aUMOJCUCTBUS C APYTMMH JIEKaPCTBEHHBIMHU IIpenapaTaMy, WHIAWBUAYAJIbHOM HENEPEHOCHMOCTH, a
Takke 00 MHBIX (aKTax M 0OCTOATENbCTBAX, BIMSIOMIMX HA U3MEHEHUE OTHOILICHUS 0’KUAeMOM TOJIb3bI
K BO3MOXHOMY pHCKY IIPUMEHEHHs JICKAPCTBEHHBIX IIPENapaToB, AECpXKATENW WIA BIIAJEIbLbI
PErUCTPALIMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MPENAapaToB, IOPUIANYECKUE JIMLA, HA UM KOTOPBIX
BBIJIaHBl pa3pellleHHs] Ha MpOBEJCHHE KIMHUYECKHX HccienoBaHuil B Poccuiickoit @enepannu, mubo
YIIOJIHOMOYEHHBIE WUMH JIPYTHE HOPUAWYECKHE JHUIa 00s3aHbl NPUHATH MEpHl, HalpaBlICeHHBIE Ha
YCTpaHEHUE  HETATUBHBIX IOCIEACTBUM NPUMEHEHUS TaKWX JICKapCTBEHHBIX  IIPENaparos,
MpenynpexaeHie NPUIMHEHNS Bpela )KU3HU WK 3/10pOBbIO YeNloBeKa MO0 KUBOTHOIO, 3aIIUTY UX OT
IPUMEHEHHUsS TaKuUX JIEKAPCTBEHHBIX IpenapaToB, Ha JONOJHMUTENbHBIM cOOp JaHHBIX 00
3G HEKTUBHOCTH U 6€30IaCHOCTH TaKUX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HecooOIlleHHWE WM COKpPBITHE WH(OPMALNU, TPETYCMOTPEHHOW YacThio 3 HACTOAIIEH
CTaThH, JIEPXKATEIN WA BIAJEIbI[bl PErUCTPALIMOHHBIX YAOCTOBEPEHUN JEKAPCTBEHHBIX IPENapaToB,
IOpUJIMYECKUE JIMIa, HAa HMS KOTOPBIX BBIJAHBI pa3pelIeHHs Ha TPOBEICHHE KIMHUYECKUX
uccnenoanuii B Poccuiickoit deneparuu, 100 yIIOTHOMOYEHHBIE UMH IPYTUE IOPUANYECKHUE JINIIA, a
TaK)Xe JIOJDKHOCTHBIC JIMIIA, KOTOPBIM 3Ta HH(POPMAIIHsI CTaJla M3BECTHA 110 POy UX MpodecCHOHaTbHOM
NeSTeIbHOCTH, HECyT OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHOJATeNbCTBOM Poccuiickoit
denepauuu.

7. Ilpu moy4yeHUH yIOJTHOMOYEHHBIM (peZiepaibHbIM OpraHOM HCIIOJIHUTEIFHON BIACTH B PaAMKax
OCYILECTBIIEHUS] UM (papMaKOHaJ30pa J0Ka3aTeIbCTB O HECOOTBETCTBUU JIEKAPCTBEHHOIO Ipenapara
YCTaHOBJICHHBIM TpPeOOBaHMUSIM WM MPH TMONyYeHHMH HH(POpPMAlMU O HECOOTBETCTBHM JaHHBIX 00
3G GEKTUBHOCTH U O 0€30IIaCHOCTHU JIEKAPCTBEHHOIO IpenapaTa JaHHbIM O JIEKapCTBEHHOM IIpernapare,
COJIepKALIUMCS B MHCTPYKIMH 10 €ro MPUMEHEHHIO (B TOM YHUCJIE BBISIBIEHHBIX B X0JI€ OCYIECTBICHHS
(apMakoHa30pa KOHTPOJIBHO-HAA30PHBIMH OpraHaMU MHOCTPAHHBIX TOCYAApCTB), YHOIHOMOYECHHBIH
(benepanbHBI OpraH NCHOIHUTEIBHOM BIACTH B YCTAHOBJICHHOM MM IIOPSJIKE PACCMATPUBAET BOIIPOC O
IIPUOCTAHOBIICHUH IIPUMEHEHHSI TAKOT'0 JIEKAPCTBEHHOTO IIperapara.

Cratba 65. [lpnocTtaHoBNeHNe NPUMEHEHUS NIleKapCTBEHHOro npenapara
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

1. IIpn nony4yenun nHpOpMAIMU O HEXKETATEIBHBIX PEAKIUAX MPU MPUMEHEHUN JIEKapCTBEHHOTO
rpenapara, He YKa3aHHBIX B MHCTPYKLUHU II0 NMPHUMEHEHHUIO JICKAPCTBEHHOI'O IIperapara, Cepbe3HbIX
HEeXKeJIaTeJIbHBIX peakUusix, 00 OCOOCHHOCTSX €ro B3aUMOJEHUCTBUS C JPYTMMH JIEKapCTBEHHBIMU
IpernaparamMu, KOTOpble MOTYT IPEJCTABIATh YIPO3y XKHU3HHU WU 3[0POBBIO YelloBeKa JINOO KUBOTHOTO,
a TaK)Ke O HECOOTBETCTBUHU JTaHHBIX 00 3()(EKTUBHOCTH U O OE30MACHOCTH JIEKAPCTBEHHOr'0 IpenapaTa
JAHHBIM O JICKAPCTBEHHOM IIpelapare, COACPKAIUMC B MHCTPYKLHMH II0 €r0 NPUMEHEHHUIO, B TOM
YHcae OT YHOJHOMOYEHHBIX OPTaHOB MHOCTPAHHBIX TOCYAApPCTB, OOMEH KOTOPOW OCYILIECTBIISETCS B
COOTBETCTBUH C COTJIAIICHUSIMH MEXIY YIOJHOMOYEHHBIM (heliepalbHbIM OPTaHOM HCIOJTHHUTEIBHOM
BJIACTH U YIIOJIHOMOYEHHBIMU OpPraHaMH MHOCTPAHHBIX T'OCYJIapCTB, YIOJTHOMOYEHHBIH (enepaabHbIi
OpraH UCIOJIHMUTEIBHOM BJIACTH PacCMaTpPUBAET BOIPOC O BO3MOXHOCTH NPUOCTAHOBJIEHUS 0OpalleHHs
TaKOro JIEKApCTBEHHOTO IIpernapara B MOPSJIKE, YCTAHOBIEHHOM YIIOJHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCIIOJHUTEIbHOM BJIACTH.

2. HpI/I HCHUCIIOJIHCHUHM WJIM HCHAJICKAIIICM HCIOJHCHHUU ACPKATCIAMU WKW BJaACIblLaMA
PEruCTpaiuOHHBIX yI[OCTOBCpeHI/Iﬁ JICKAPCTBCHHBIX IIpE€IapaTroB, HNOPUIUYCCKHUMU JIMOAMHU, Ha HMA
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KOTOPBIX BbIIaHbl pa3peIleHUs] Ha IPOBEACHNE KIIMHNYECKUX nccienoBanuii B Poccuiickont denepaunn,
WIA YIOJHOMOYEHHBIMH HMH JIPYTMMHU IOPUJUUECKUMH JIMIIAMU OOS3aHHOCTEH, YCTaHOBJIEHHBIX
gacTsMd 3 u 4 crateu 64 Hacrosmero ®dexepanbHOro 3akoHa, JUOO0 B CiOyyasX NPEACTaBICHUS
COOTBETCTBYIOIIUM YITOJTHOMOUYEHHBIM (heIepaibHBIM OPTaHOM HCIIOTHUTEIBHOM BIIACTH 3aKIIOUYEHUS O
HEJOCTOBEPHOCTH PEe3yJbTaTOB KIMHUYECKOTO HCCIEIOBaHMs JIEKQpCTBEHHOTO IIperapaTta s
MEIUIMHCKOTO IPUMEHEHMs, KOTOpPO€ OCHOBAaHO Ha pe3yJbTaTax IPOBEPKU MEAMLIMHCKOU
OpraHM3aliy, IPOBOJUBIIEH YKa3aHHOE KIMHUYECKOE HCCIECJOBAHME C HapyLIEHUEM [PaBUI
Ha/IIeKaIleld KIMHUYECKOM MPAaKTUKK, U MPUBEJIO K MOJIYYEHUIO HEJJOCTOBEPHBIX PE3yJbTaTOB, JIMOO B
Cllyyae HEBBINOJIHEHHUS MPEINHCAHUS, BBIIAHHOTO YIIOJHOMOUYEHHBIM (peepanibHbIM  OPraHOM
WCIIOJIHUTEJIbHOM  BJIACTH IO HWTOraM  OCYILIECTBIEHHS BBIOOPOYHOIO KOHTPOJS — KadecTBa
JIEKApCTBEHHOTO TIperapara, yMOJHOMOUYCHHBIN (enepanibHbli OpPraH HCIOJHUTEIHLHOM BIACTH B
YCTAaHOBJICHHOM HM [ODPAJKE pacCMaTpHUBAET BOIPOC O IPHOCTAHOBICHUM IIPUMEHEHUS TaKOIo
JIEKapCTBEHHOI'O IIpernapara.

3. YnonmHOMOuYeHHBIH (eaepanbHbIii OpraH HCIOJHUTENBHONW BIIACTH MPHU IMPEJICTABICHUH €My
CBEJCHMM O HECOOTBETCTBUU IPOMU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM [PABUI
HaJuIexalled MpPOU3BOACTBEHHON MpakTUKW M (WIM) O HapyLIEHUH JHUIEH3UOHHBIX TpPeOOBAHUM,
KOTOpble ObUIM BBISBIEHBI B XOJ€ MPOBEICHUS WHCIEKTUPOBAHHUS IMPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYLIECTBICHHS JMIIEH3MOHHOTO KOHTPOJIsSl B cdepe IpOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB M IMpPHUBEIM WIA MOTYT NPHUBECTH K IPOU3BOACTBY JIEKAPCTBEHHBIX IpPENaparoB Ul
MEIULUHCKOTO NMPUMEHEHUs], TPUUYNHUBIINX WM CHOCOOHBIX NPUYMHUTH BpEJl KU3HU WU 3]I0POBbBIO
IpaX<JaH, paccMaTpUBAET BONPOC O MPUOCTAHOBJIEHUU NPUMEHEHMSI JIEKAPCTBEHHBIX IPENapaToB AJs
MEUIMHCKOTO MPUMEHEHHSI B YCTAHOBJICHHOM UM [OPSIKE B CIEAYIOIINX CIydasx:

1) coctaB u (WJIM) TEXHOJOTHSI TPOU3BOJICTBA JIEKAPCTBEHHOTO Tperapara s MEIUITTHCKOTO
MPUMEHEHHUs (C ONMHUCaHUEM CTaJuil MPOU3BOJCTBA) OTIUYAIOTCS OT 3asBJICHHBIX B PETUCTPALMOHHOM
JOCBE;

2) nekapCTBEHHBIN Mpenapart sl MEIUIUHCKOTO IPUMEHEHUS TPOU3BE/ICH HAa MPOU3BOICTBEHHOM
IUIOUIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM J0ChE;

3) y npou3BOAUTENS JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTBHI, IMOJTBEP:KIAOILINE
COOTBETCTBUE KauyecTBa JIEKAPCTBEHHOI'O Ipemnapara JUisi MEAMIIMHCKOIO MPUMEHEHUs, BBOJUMOIO B
IpaXXIaHCKHUI 000pOT, TPEOOBAHUSAM, YCTAHOBJICHHBIM IIPU €r0 rOCYJapCTBEHHOM perucTpalmy;

4) Tpou3BOAMTENEM JIEKAPCTBEHHBIX CpPEJACTB B COIMVIACOBAHHBIA C COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (heJiepadbHbIM OPTaHOM HCIIONHUTENIBHON BIACTH CPOK HE YCTPaHEHBI HAPYIICHUS
TpeOOBaHMI MPaBUII HAJUICKAIICH MPOU3BOJICTBEHHOW MPAKTUKK U (WJIN) JIMIIEH3MOHHBIX TPEOOBAHUIA,
KOTOpbIe OBUIM BBISIBICHBI B XOJIe TMPOBEICHUS WHCIEKTUPOBAHUS IMPOW3BOJUTENS JICKAPCTBEHHBIX
CPEICTB WM OCYIICCTBIICHUS JIMIICH3MOHHOTO KOHTPOJISI B cdepe MPOU3BOACTBA JICKAPCTBEHHBIX
CPEICTB M TMpPUBEIM WIM MOIYT [PUBECTH K IPOU3BOJCTBY JIEKAPCTBEHHBIX IIPENapaTroB IS
MEIHUIIMHCKOTO MPUMEHEHUSs, MPUUNHUBIINX WU CIIOCOOHBIX MPUUYMHUTH BPEA KU3HU WM 37J0POBBIO
TpaKJaH.

(dactb 3 BBenena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

4. YmomHOMOUYEHHBIH (enepaTbHblii OpraH HWCHOJHHUTENBHOW BIIACTH TPH HAIUYAW y HETO
CBEICHMM O HECOOTBETCTBUM IPOMU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM TMPABUI
Ha/JIeKalled MPOU3BOACTBEHHONM MPAaKTHMKM M (WJIM) O HapyLIEHWU JIMIEH3UOHHBIX TpeOOBaHUH,
KOTOpbIE€ OBbUIM BBISBJIEHBl B XOJl€ MPOBEAECHUS WHCIEKTUPOBAHUS MPOM3BOIUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYILIECTBICHHUS JHMIIEH3MOHHOTO KOHTPOJIs B cdepe MpOM3BOJCTBA JIEKAPCTBEHHBIX
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CpCACTB W IIPUBCINM WA MOI'YyT NPHBECTU K IPOU3BOACTBY JICKAPCTBCHHBIX IIPCIAapaToB IJIid
BCTCPUHAPHOI'O IMPUMCHCHHA, MPUINHUBIINX WA CIIOCOOHBIX IMPUYIUHUTL BPC KU3HU UK 300POBBIO
JKUBOTHBIX, paCcCMaTpUBACT BOIPOC O MPUOCTAHOBJICHHUU pCAIMU3allui U NPHUMCHCHUS JICKAPCTBCHHBIX
npemnapaTtoB AJisI BETCPUHAPHOTO IPUMCHCHHA B YCTAHOBJICHHOM MM HOPAAKE B CIICAYIOIINX ClIydadX:

1) coctaB u (WJIM) TEXHOJIOTHUS MPOU3BOJACTBA JIEKAPCTBEHHOI'O Ipemnapara Uil BEeTEepUHAPHOTO
IIPUMEHEHH (C OIMCAHUEM CTaJuil MPOU3BOJCTBA) OTIMYAIOTCA OT 3asBJIEHHBIX B PETUCTPALIMOHHOM
JI0ChE;

2) neKapCTBEHHBIN Mpenapar Jjisl BETEpUHAPHOTO MPUMEHEHHS IPOU3BECH Ha MPOU3BOICTBEHHOM
IUIOUIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM J0ChE;

3) y npou3BOAUTENS JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTBHI, IMOJTBEP:KIAOILINE
COOTBETCTBUE KayecTBa JIEKAPCTBEHHOTO Mpernapara Juisi BETEPUHAPHOIO MPUMEHEHHs, BBOJUMOIO B
IpaXXIaHCKHI 000pOT, TpeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €r0 rOCYJapCTBEHHOM perucTpaluy;

4) Tpou3BOAMTENEM JIEKAPCTBEHHBIX CpPEJICTB B COIVIACOBAHHBIA C COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (heJiepadbHbIM OPTaHOM HCIIOIHUTEIBHON BIACTH CPOK HE YCTpaHEHBI HAPYIICHUS
TpeOOBaHMI MpaBUII HAJUICKAIICH MPOU3BOJICTBEHHOW MPAKTUKK U (WJIN) JIMIIEH3UOHHBIX TPEOOBAHUIA,
KOTOpbIE OBUIM BBISIBIICHBI B XOJIe MPOBEACHUS WHCIIEKTUPOBAHUS TPOM3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB WJIM OCYIIECTBICHHS JMIIEH3HOHHOTO KOHTpOJi B cdepe MNPOM3BOACTBA JIEKAPCTBEHHBIX
CPEACTB M TMpPUBEIM WIM MOIYT MPUBECTH K IPOU3BOJCTBY JIEKAPCTBEHHBIX IIPENapaTroB IS
BETEPUHAPHOTO MPUMEHEHUS, TPUINHHUBIINX WJIH CIIOCOOHBIX MPUUYUHUTH BPEJl KU3HU WIIH 370POBBIO
YKUBOTHBIX.

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

Koncynprantlntoc: npumeyanue.
C 01.01.2026 ct. 65 pononusieres 4. 5, 6 (D3 ot 27.12.2019 N 475-D3).

Koncynprantlntoc: npumeyanue.
C 01.09.2023 ct. 65 nononusercs 4. 7 (@3 ot 02.07.2021 N 317-®3). CMm. Oyayl1y0 peAAKIIMIO.

CraTtba 66. UHcpopmauma o pesynbtaTtax hapmakoHagsopa
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

YronmHOMOYCHHBIH  (eiepalIbHBIA  OpraH  WCIIOJTHUTEIIBHOW  BJIACTH,  OCYIIECTBIISIOIIHNMA
(dhapmakoHaa30p, MO €ro pe3yjbTaTaM pa3MellaeT Ha cBoeM oduiuanbHOM caiite B cetn "MHTepHer"
UH(OPMALIUIO O:

1) BbISIBJICHUMW HOBBIX MOATBCPKACHHLIX JaHHBIX O MOOOYHBIX l[efICTBPISIX, HCXCIIaTCIbHBIX
peaknusiaXx, CCPbE3HBIX HEKCIATCIBbHBIX PCAKIUAX, HCIIPCABUACHHBIX HCKCIATCIbHBIX PCAKIUAX IMPU
IIPUMEHCHUU JICKAPCTBCHHOI'O IIp€IiapaTa, B TOM YUCJIC BIMAOINX HAa OTHOHICHUC O)KHHaCMOﬁ T10JIB3bI
K BO3MOXHOMY PUCKY IIPUMCHCHUS JAHHOI'O JICKAPCTBCHHOI'O IIpCIIapara,

2) NpUHATHIX PEIIEHHUSIX O BHECEHUH U3MEHEHUH B MHCTPYKIIMIO MO MPUMEHEHHIO JIEKaPCTBEHHOTO
npernapara, 0 MPUOCTAHOBJICHUU NPUMEHEHUS JIEKapCTBEHHOTO MpenapaTa, 00 U3bSITUU U3 00palieHus
JIEKapCTBEHHOTO IIpenapara Wil 0 BO300OHOBJIEHHH IPUMEHEHHUS JIEKAPCTBEHHOTO MpeTapara.
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aea 14. UH®OPMALUA O NNIEKAPCTBEHHbIX NMPEMNAPATAX. CACTEMA
MOHUTOPWUHIA OBUWXEHUA NNEKAPCTBEHHbIX NMPEMAPATOB
anAa MEQUUUMHCKOIo NnPUMEHEHUA
(B pen. ®enepanbHoro 3akona ot 28.12.2017 N 425-03)

Cratba 67. UHdopmauus o nekapcTBeHHbIX npenapatax. Cucrema MOHUTOPUHra
ABUXEHUS NeKapCcTBEHHbIX NpenapaTtoB AN MeAULUHCKOro NpUMeHeHust
(B pen. ®enepanbHoro 3akona ot 28.12.2017 N 425-03)

1. Uadopmanus o JIeKapCTBEHHBIX IMpernapaTax, OTIYCKAaeMbIX IO PEeLEeNnTy Ha JIEKapCTBEHHBIN
npemnapar, AO0JDKHa COACPKATHCA TOJIBKO B CICHUAIM3UPOBAHHBIX H3JAHUAX, MPCAHA3HAUCHHBIX JIA
MEIUIMHCKUX, (hapMaleBTHYECKUX paOOTHUKOB, CIICHUAIMCTOB B 00JacTH BeTepuHapuu. MHpopmarus
O JIEKapCTBEHHBIX IIpernaparax Ui CIEIHaINCTOB B 00JacTH OOpalieHusl JeKapCTBEHHBIX CPEICTB
MOJKET COJepXKaTbcsi B MOHOrpadusx, CipaBOYHHMKAX, HAYYHBIX CTaThsX, B JOKJIaJaX Ha KOHIpeccax,
KOH(bepCHLII/IHX, CUMIIO3WYyMax, HAYYHbIX COBCTAX, a TaAKKC B HWHCTPYKOHUAX II0 IMMPUMCHCHUIO
JICKApCTBCHHBIX MPCIIapaToB.

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

2. Undopmanus o JeKapcTBEHHBIX IpernapaTax, OTIyCKaeMbIX 0e3 pelenTta Ha JIeKapCTBEHHBIN
mpemapaT, MOXET COJEp>KaThCs B MyOJMKAIMSIX U OOBABICHUSX CPEICTB MAaccoBOW HH(OpMaLNU,
CHEIMATM3UPOBAHHBIX M OOIIMX MEYATHBIX M3IaHUAX, HHCTPYKIUAX MO MPUMEHEHUIO JIGKAPCTBEHHBIX
MperapaToB, MHBIX M3/IaHUSAX CYObEKTOB OOpaIlleHHs JIEKAPCTBEHHBIX CPEICTB. PeKinaMHble MaTepuaibl
0 JIEKapCTBEHHOM IIpemnapare, OTIyckaeMoM Oe3 pelenTta Ha JIEKApCTBEHHBIM Ipenapar, JOKHBI
COOTBETCTBOBATh MHCTPYKIIUU MO MPUMEHEHHIO JIEKAPCTBEHHOIO MIpernapara.

3. Z[OHYCKaeTCH HCIOJIB30BaHHE JTIOOBIX MaTCpHralIbHBIX HOCHTeHeﬁ, MMO3BOJIAOIIUX XPAHUTD,
nepeaaBaTb U UCIIOJIB30BATH I/IH(1)OpMaI_II/IIO O JICKapCTBCHHBIX IIpCIiaparax 0e3 ee UCKaKeHUs.

4. Ina ueneid uaeHTU(UKAIMHM YIMAKOBOK JIEKAPCTBEHHBIX IMPEMapaToB Ui MEAHIIMHCKOTO
MIPUMEHEHUS TPOU3BOJIUTENM JICKAPCTBECHHBIX CPEACTB B MOPSAKE, YCTaHOBIEHHOM I[IpaBUTENHCTBOM
Poccuiickoit ®Denmeparnuiy, HAHOCAT HA TEPBUYHYIO YIAKOBKY (B OTHONICHHH JICKaQpCTBEHHBIX
MpermapaToB JIsl MEIUIIMHCKOTO TPUMEHEHUS, )11 KOTOPBIX HE TPEyCMOTPEeHA BTOPUYHAS YIIaKOBKA) U
BTOPUYHYIO (NMOTPEOUTEIBCKYI0) YIIAKOBKY JICKAPCTBEHHBIX IpEnapaToB Uil  MEIUIIMHCKOTO
NPUMEHEHHS CpPEJCTBa WACHTH(HKAIMK, 32 HUCKIYECHUEM JICKAPCTBCHHBIX TpenapaToB s
MEJUIIMHCKOTO TIPUMEHEHUS, IPOU3BOIUMBIX ISl TPOBEICHUS KIMHUYECKUX MCCIEIOBAHUMN, IKCIIOPTA,
JIEKapCTBEHHBIX MPENapaToB Il MEIUIIMHCKOTO NMPUMEHEHHS, YKa3aHHBIX B YacTsax 5 U 8§ crathu 13
Hactosmero denepanbHOro 3aKoHa, paarodapMareBTHYCCKUX JIEKAPCTBEHHBIX IMPENApaToB, MUSBOK
MEIUIIMHCKUX U Ta30B METUITUHCKUX.

(dactp 4 BBennena denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3 (pen. 27.12.2019))

5. XapakTepuUCTHKM CpeICTBa HAECHTH(HKALNK, [OPAIOK €ro HaHeceHHWs M TpeOOBaHUSA K
CTpYKType U (popmary MHPOpPMALKU, KOTOPYIO COJEPKHUT CPEACTBO HJIECHTH(UKALNU, OMpPEACISIOTCS
IIpaBurensctBoM Poccuiickoit deneparnuu.

(uactp 5 BBeneHa denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-D3)

6. llopanok co3maHus, pa3BUTHS, BBOJIa B OSKCIUTyaTallUlO, JKCIUTyaTallid W BBIBOJA U3
AKCIUTyaTalldl CUCTEMbl MOHHTOPHWHTA JBWKEHHS JIEKAPCTBEHHBIX IPENapaToB IS MEIUIIMHCKOTO
MPUMEHEHUS, MOPAI0K MpPeNoCTaBleHUsT WH(GOpMAalLMU, COJEpKalieiics B CHUCTEME MOHUTOpPHHTA
JIBU>)KEHUS JIEKAPCTBEHHBIX MPENApaToB JIsI MEAULMHCKOTO IPUMEHEHUS, U MOPAIOK B3aUMOAECHCTBUS
YKa3aHHOM CHCTEMBI C HWHBIMH TOCYJAapPCTBEHHBIMH  HH()DOPMAIMOHHBIMH  CUCTEMaMH U
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MHPOPMALIMOHHBIMM ~CHCTEMaMM IOPUIMYECKUX JIML W HHIUBUAYAIbHBIX MpEANpUHUMATENEH,
yKa3zaHHbIX B yacTsaXx 7 W 10 Hacrosiuel crartbM, ycraHaBiauparorca [IpaButensctBom Poccuiickoit
@enepanuu. OnepaTopaMu CUCTEMBl MOHUTOPUHIA JIBUJKEHUS JIEKAPCTBEHHBIX IIPENapaTroB Ul
MEJIHUIMHCKOTO TIPUMEHEHUS SBISIIOTCS (elepaabHblii OpraH HCIOJHUTEIBHON BIacTH W (WIN)
opranuzanus, ynonHoModeHHsle [IpaBurensctBom Poccniickoit denepanun.

(dacth 6 BBeneHa denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

7. FOpuanueckue nuia 1 THANBUAYAJIbHBIE TPEANPUHUMATEINHN, OCYILECTBRISIONINE MPOU3BOJICTBO,
xpaneHue, BBo3 B Poccuiickyro ®enepanuio, OTIMYyCK, pealu3aluio, Nepenady, MpPUMEHEHUE U
YHHUTOXKEHHUE JICKAPCTBEHHBIX MPENapaToB I METUIIMHCKOTO TIPUMEHEHUS, 00ECTICUNBAIOT B OPSIKE
U B cocTaBe, KOTOpble ycrtaHoBieHbl [IpaButenbctBom Poccuiickoit ®enepaunu ¢ y4yeToM BHJA
OCYIIIECTBIISIEMON WMHU JCSATEIHHOCTH, BHECEHHE HH(POPMAIMHM O JICKAPCTBEHHBIX IMpernaparax i
MEJIMLUMHCKOTO MPUMEHEHUsT B CHUCTEMY MOHUTOPHUHIA JIBUJKECHHs JICKAPCTBEHHBIX MPENapaToB IS
MEJIULHUHCKOTO NPUMEHEHHUS.

(dactb 7 BBenneHa denepasibHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHBIE Hpenaparbl JUisi MEAULMHCKOIO IIPUMEHEHUs, IpeIHa3HAaYeHHbIEC JUIS
oOecriedeHust JUI, OOJNBHBIX TeMO(HINEH, MyKOBHCUIUA030M, TMIO(U3aPHBIM HAHU3MOM, OOJIE3HBIO
l'ome, 37m0oKauyecTBEHHBIMM HOBOOOpPA30BaHUSAMHU JHUM(OUIHON, KPOBETBOPHON M POJCTBEHHBIX UM
TKaHeW, PACCEeSHHBIM CKJIEpO30M, JIUI[ IIOCJE€ TPAHCIUIAHTAlMM OpraHoB U (WIM) TKaHEH,
npousBeneHnbie 10 31 nmekabps 2019 roma, a Takke UWHBIE JEKapCTBEHHBIE MpemapaThl s
MEIUIMHCKOTO0 IPUMEHEHUs, TpousBeacHHbIe 10 1 uronst 2020 roxa, mojuiexaT XpaHEHUIO, IEPEBO3KE,
OTITyCKY, pealH3aluu, nepeaaye, IPUMEHEHUI0 0e3 HaHECEHUs CPEACTB HICHTU()UKALMHU 10 UCTCUCHHS
cpoka ux rogHoctu. [IpaButensctBo Poccuiickoit denepannu BipaBe yCTaHOBUTh OCOOCHHOCTH BBOJA
B FpakJaHCKUI 000POT JIEKapCTBEHHBIX MPENapaToB AJi MEIUIIUHCKOTO MPUMEHEHUS, TPOU3BEIEHHBIX
B nepuoa ¢ 1 wmrons 2020 roma mo 1 oktsa6ps 2020 roga. B memsix BBoga B TpakaaHCKUKA 00OpOT
JIEKApCTBEHHbIE MpenapaThl JJI1 MEAUIMHCKOIO NPUMEHEHMS, 3a MCKIIOYEHHUEM JIEKapCTBEHHBIX
NpernaparoB, MpeAHA3HAYCHHBIX JUIsI OOECHeuYeHHs JHL, OOJBHBIX T'eMO(QHINEH, MYyKOBHUCIIHMIO30M,
runogu3apHbIM HAHU3MOM, O0Jie3HbIO [ olle, 3710Ka4eCTBEHHBIMH HOBOOOPA30BaHUAMH JIMM(POUTHOH,
KPOBETBOPHOM M POJICTBEHHBIX MM TKaHEH, PAacCEsIHHBIM CKJIEPO30M, JHI] IOC€ TpaHCIUIaHTAaLWU
OpraHoB W (WJIM) TKaHEW, MPOU3BEJCHHbIE 3a mpezenaMu Teppuropun Poccuiickoit @enepanun 1o 1
okTs10ps 2020 roma, moryT ObITh BBe3eHbl B Poccuiickyto ®eneparuio g0 1 suBaps 2021 roma B
nopsake, yctaHoBieHHoOM [IpaBurensctBoM Poccuiickoit ®enepanum, ©0e3 HaHECEHHs] CpPEICTB
UICHTH(DUKAIIH.

(B pen. @enepanbHbix 3aKk0HOB 0T 27.12.2019 N 462-P3, ot 13.07.2020 N 206-P3)

8. Opranumzanus WHOOPMAMOHHOTO B3aUMOJICHCTBUS CHUCTEMBl MOHHUTOPHHTA JBUKCHHS
JICKApCTBEHHBIX TPENapaToB Uil MEIWIIMHCKOTO TPHUMEHEHHUs C WHBIMH TOCYJapCTBEHHBIMHU
MH(OPMALIMOHHBIMU CHCTEMaMHU 00ecleYrBaeTcsl B TOM 4YHCIIE IOCPEICTBOM HHGPACTPYKTYPHI,
obOecrnieunBaromield MHPOPMAIIMOHHO-TEXHOJIOTHYECKOe B3aMMOJICHCTBHE WHGOPMAIMOHHBIX CHCTEM,
WCTONIB3YEMBIX I TPEIOCTABICHUS! TOCYJNAPCTBEHHBIX W MYHHIIMIIAIBHBIX YCIYT M HCIIOJHEHUS
rOCYJapCTBEHHBIX M MyHHIUTIAIBHBIX (QYHKIUI B 3JIEKTPOHHOU opme.

(uactp 8 BBeneHa denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-D3)

9. OOmenocrynHas wHGOPMAIHs, COIEpKAIIasicsi B CHCTEME MOHHTOPHHTA JIBUKCHUS
JIEKapCTBEHHBIX MpernaparoB IUIST MEIUIITHCKOTO MIPUMEHEHUS, pasmeniaercs B
MH(OPMALIMOHHO-TENIEKOMMYHHUKAIIMOHHOM cetn "WHTepHer" (B ToM umcie B (QOpME OTKPBITHIX
JTAaHHBIX) B IOpsIKe, ycTaHoBIeHHOM [IpaBuTtenbctBoM Poccuiickoit deneparum.

(uactp 9 BBenena denepanbHpIM 3aK0HOM 0T 28.12.2017 N 425-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pen. 0 T " [ata coxpaHeHnus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

10. TIpousBoauTENN JEKAPCTBEHHBIX CPEJACTB MOIYYAIOT COACPKALLYIOCS B CUCTEME MOHUTOPUHTA
JIBMDKEHUS JIGKAPCTBEHHBIX MPENaparoB A MEAULMHCKOTO NMPUMEHEHUS MH(POPMAILUI0 O CepUsix U
MapTUsAX JIEKAPCTBEHHBIX MPENapaToB, MPOU3BOJIUMBIX UMH M HAXOJSIIUXCS B TPAXKIAaHCKOM 000poTe B
Poccwuiickoit deneparum, 6€3B03ME3THO.

(uactp 10 BBegena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

11. 3a mpou3BOACTBO WM MPOJIAXKY JICKAPCTBEHHBIX MPEMAapaTOB ISl METUITMHCKOTO TPUMEHEHUS
0e3 HaHeceHHs CPeICTB HACHTU(UKALNU, C HAPYIIEHWEM YCTAaHOBIEHHOTO MOPSAKAa WX HaHECEHUS, a
TaK)K€ 32 HECBOCBPEMEHHOE BHECEHHE JIaHHBIX B CHCTEMY MOHMTOPUHIA ABUKEHUS JIEKAPCTBEHHBIX
npenaparoB JUisi MEIUIMHCKOIO TPUMEHEHUsT WJIA BHECEHHE B HEE HEAOCTOBEPHBIX JIAHHBIX
IOpUIMYECKUE JIUIA U WHJWBHAYaIbHBIC MPEANPUHUMATENH, YKa3aHHbIE B 4acTsaX 4 u 7 HacTosmiei
CTaThH, HECYT OTBETCTBEHHOCThL B COOTBETCTBHUHM C 3aKOHOIATeIbCTBOM Poccuiickoit deneparum.
(dactp 11 BBenena denepanbHbiM 3ak0HOM OT 28.12.2017 N 425-03)

12. TlpaBurensctBo Poccuiickoit ®enepanuu BIpaBe YCTAHOBUTh OCOOCHHOCTH BHEAPEHUS
CUCTEMbl MOHHUTOPUHIA JBMKEHUs JIEKAPCTBEHHBIX IIpENapaToB I MEAULUHCKOIO IPUMEHEHMUS,
BKJIKOYasi CPOKM €€ BHEIAPECHMS, B OTHOLICHUU JICKAPCTBEHHBIX IIPENapaToB I MEIULMHCKOTO
MIPUMEHEHHUS, BKIIIOUEHHBIX B NEPEUYCHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKapCTBEHHBIX
MpernapaToB, JIEKaPCTBEHHBIX IIpenapaToB, IpeJAHA3HAUEHHBIX s oOecredyeHus Jul, OOJIbHBIX
reModuineil, MyKOBUCLHUI030M, THNO(U3apHBIM HAHWU3MOM, Oose3Hbto ['omie, 3710KayecCTBEHHBIMHU
HOBOOOpPA30BaHUAMM JTUMQPOUIHON, KpPOBETBOPHON M PpOJICTBEHHBIX UM TKaHEW, pacCesHHbIM
CKJIEPO30M, JIMI] TIOCJIe TPAHCIUIAHTAIIMM OPTaHOB M (MJIM) TKaHEl, MHBIX JIEKAPCTBEHHBIX IpenapaToB
JUISL MEIULIMHCKOTO IIPUMEHEHUS.

(uactp 12 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

nasa 14.1. OTPAHUYEHUA, HAJIATAEMbIE
HA OPTAHU3AUUNU, OCYWWECTBNAOWUE AEATENIBHOCTb
MO OBPALLEHUIO NNEKAPCTBEHHbLIX CPEACTB
(BBenena denepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

Cratbsa 67.1. OrpaHuM4yeHuA, Hanaraemblie Npu OCYLUECTBIIEHUN AeATEeSNIbHOCTU B
cthepe obpalleHns neKkapCcTBEeHHbIX CPeacTB

1. Opranuzamuy, 3aHUMaoLIMecs pa3pabOTKOW, MPOU3BOACTBOM M (WJIM) peanu3anuei
JICKapCTBEHHBIX MPETapaToB JJIs MEIUIIMHCKOTO MPUMEHEHHS, OpraHn3alluy, 00J1alaloye MpaBaMy Ha
WCIOJIb30BAaHUE TOPrOBOTO HAMMEHOBAHUS JIEKAPCTBEHHOrO Ipemapara s MEAULUHCKOIO
MIPUMEHEHHUS, OPTaHU3allMKi ONTOBOM TOPTOBIIM JIEKAPCTBEHHBIMU CPEJICTBAMH, allTEYHbIE OpPraHU3alnun
(X mpeacTaBUTENH, UHbIE (PU3UYECKHE U IOPUIUYECKUE JIMIA, OCYLIECTBISIIOINE CBOKO JESITEIbHOCTD
OT HMMEHU O3TUX OpraHu3aluil) B OTHOUIEHHHM MEIUIMHCKUX pabOTHUKOB M PYKOBOJIUTEIEH
MEIUIMHCKUX OpraHU3aluil He BIIpaBe:

1) BpyuaTh noaapku, BBIIUIAUMBATH JEHEKHBIE CPEJCTBA (32 MCKIIIOUEHUEM BO3HArpaXKACHUN 110
JIOTOBOpaM MpU  NPOBEJACHUM KIMHUYECKUX HCCIIEIOBAaHUI JIEKAPCTBEHHBIX IpEnaparoB s
MEJUIMHCKOTO TPUMEHEHHS, BO3HArPaXkJI€HUHM, CBSA3aHHBIX C OCYIIECTBICHUEM MEIUIUHCKUM
pabOTHHUKOM IEeJarorn4eckoi U (UiaKM) HayyHOH JesTeIbHOCTH), B TOM YMCJIE OIUIaYMBATh Pa3BICUCHHUS,
OTIBIX, IPOE3/1 K MECTY OT/AbIXa, a TAKXKe MPUBJIEKATh K YUYaCTHIO B Pa3BJIEKATEIbHBIX MEPONPHUITHUSX,
IIPOBOAMMBIX 3@ CUET CBOUX CPECTB;

2) 3aK/II049aTh COTJIAICHUA O HA3HAYCHUU WM PCEKOMCHIAAIUMKW IMAaUCHTaAM JICKAPCTBCHHBIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

npemnaparoB s MCEAUIHUHCKOIO IMPHUMCEHCHUSA (3a HUCKIIIOYCHHUEM JIOT'OBOPOB O MPOBCACHUHN
KJIMHUYECKUX UCCeI0BaHUM JICKApPCTBCHHBIX NPCIIapaToB JJIsI MCAUITHUHCKOI'O HpI/IMCHCHI/IH);

3) mpeaocTaBIATH 0Opa3Ibl JEKAPCTBEHHBIX PENapaToB Uil MEAULIMHCKOTO TPUMEHEHHS B LIEIAX
BpyuY€HHUSl TMalMeHTaM (3a MCKIIOUYEHHUEM CIIydyaeB, CBSA3aHHBIX C TPOBEACHUEM KIMHUYECKHUX
HCCIIEIOBaHUM JIEKapCTBEHHBIX MPENapaToB JIIsl MEIUIIUHCKOTO MPUMEHEHUS);

4) mnpenocTaBiATh HEAOCTOBEPHYIO U (WJIM) HENOJHYI0 HHGPOpPMAIUI0 O JIEKapCTBEHHBIX
npemnapaTax i MEIUIIMHCKOTO IPUMEHEHHS,

5) nocemats ux B pabouee BpeMsi Ha pabOUYMX MecTaX, 32 UCKIIOUEHUEM CIy4aeB, CBS3aHHBIX C
IIPOBEACHUEM KIMHUYECKUX HCCIICNOBAHMM JIEKAPCTBEHHBIX IIPENApPaToOB Ui  MEIHULMHCKOTO
IIPUMEHEHHUs, C YYaCTUEM B IOPAJIKE, YCTAHOBICHHOM PYKOBOJMTENIEM MEIWIIMHCKOM OpraHW3aluy, B
COOpaHMSIX MEAMIIMHCKUX PaOOTHUKOB M HMHBIX MEPOINPUSATHUSX, HAIMPABICHHBIX HAa IOBBIIICHHE WX
Ipo¢eCCUOHATLHOIO YPOBHSI WJIM Ha NPEeAOCTaBlIeHHE HH(OpPMAIMM, CBA3aHHOW C OCYIIECTBICHUEM
MOHHUTOPHHTa 0€30MaCHOCTH JIEKAPCTBEHHBIX MIPENapaTos.;

6) moOy>kaTh K BHIMTUCHIBAHHIO JEKAPCTBEHHBIX MPENapaToB JUIsi MEAUIIMHCKOTO IPUMEHEHUS Ha
OnaHKax, coAepXKaIiuxX MHGOPMAIMIO PEKJIAMHOTO XapaKTepa, a Takke Ha PeLeNTypHBIX OlaHKax, Ha
KOTOpBIX 3apaHee Hale4yaTaHO HaMMEHOBAaHWE JIEKapCTBEHHOIO Ipenapara Uil MEIULUHCKOIO
MIPUMEHEHHUS.

2. OpraHI/ISaHI/II/I, YKa3aHHBIC B 3633116 IICPpBOM YaCTH 1 HaCTOﬂH_[eﬁ CTaTbU, U UX MIPCACTABUTCIIN B
OTHOIIICHUHU Q)apMaHCBTI/I‘leCKI/IX pa6OTHI/IKOB u pyKOBOI[PITCJ'IGﬁ alITCYHBIX OpraHI/ISaHI/Iﬁ HC BIIpaBC:

1) Bpy4aThb NMOAAPKHU, BBIIIJIAYUBATHL JCHCKHBIC CPECACTBA, B TOM YHUCJIC OIUIAYMBATL PA3BJICUCHUA,
OTAbIX, MpPOC3a K MCCTY OTAbIXa, W IPUBJIICKATb K YYAaCTUIO B PA3BJICKATCIIbHBIX MCPOIIPUATHAX,
IMPOBOAWMEBIX 3a CHCT CBOUX CPCIACTB,

2) mpenocTaBisATh 00pa3lbl JIEKAPCTBEHHBIX IMPENapaToB i MEIULUHCKOTO MPUMEHEHMsS s
BPYYEHMS HACCIICHUIO;

3) 3dKJII0YaTh CONIAICHUA O NPCHAJIOKCHHUU HACCICHUIO OIPCEACIICHHBIX JICKAPCTBCHHBIX
npenapaTtoB AJIst MCOAUIIUHCKOTI'O IIPUMCHCHU A,

4) mnpenocTaBIATh HEAOCTOBEPHYIO U (WJIM) HENMOTHYH WHGPOPMAIUI0 O JIEKapCTBEHHBIX
mpemapaTtax Juiss METUITMHCKOTO TMPUMEHEHHS, B TOM YHCJIE MMCIOIIUX OJUHAKOBOE MEXTYHAPOIHOE
HEMaTCHTOBAHHOC HANMCHOBAHME.

CraTtbAa 67.2. TpeboBaHUA K opraHn3aumMm M NPoBeAEHUIO Hay4YHbIX MEpPOonpUATUN,
MHbIX MEpPONpPUATUMA, HanpaBneHHbIX Ha MNOBblWeHWe NpPodeCCUOHANLHOIO YPOBHA
MeOULMHCKMX pPabOTHUKOB MMM Ha npefocTtaBrieHMe WH¢popMauuu, CBA3aHHOW C
OoCyLLecCTBIeHUeM MOHUTOPUHra 6e3o0nacHOCTM NeKapCTBEHHbIX NpenapaTos

1. IIpu mpoBeneHNHN HAYYHBIX MEPONPUATUN, HHBIX MEPOIPHUITHIA, HAIIPABJICHHBIX Ha MMOBBIILICHUE
npo(ecCHOHANBHOTO YPOBHS MEAMIIMHCKMX pAaOOTHUKOB WM Ha MPEJOCTABIEHUE CBS3aHHOW C
OCYIIECTBIICHHEM  MOHHUTOpPHHIa  0€30MacHOCTH  JICKAPCTBEHHBIX  IpenapaToB  HH(OpManuw,
OpraHU3yeMbIX OpraHu3alusIMH, YKa3aHHbIMH B a03aie nepBoM yactd | cratbu 67.1 HacTosIero
@denepallbHOTO 3aKOHA, WX MPEACTaBUTENSIMU M (WiM) (UHAHCUPYEMBIX 3a CUET CpPEICTB 3THUX
OpraHM3alliii W HX MpeJCTaBUTENEeH, 3amperaercs MPensTCTBOBaTh YYaCTUI0O B YKa3aHHBIX
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MCPOIIPUATHAX UHBIX Opl"aHI/I?»aI_II/II\/'I., KOTOPBIC NMPOU3BOIAT NI PCAIN3YIOT JICKAPCTBCHHLIC IPEIIAPAThI
IJIE MCOAULUHCKOTO MNPUMCHCHHA CO CXOXKHM MCXaHU3MOM (I)apMaKOJ'IOFI/I‘-IeCKOFO HeﬁCTBHﬂ, 0o
Co3aaBaTb JUCKPUMHUHALIMOHHBIC YCIOBHA IJId OAHHUX YYAaCTHUKOB II0 CpPaBHCHHUIO C JPYyIrUuMU
Y4aCTHUKaMH, a UMCHHO:

1) mpe1oCcTaBIATh PA3IMYHOE KOJIMYECTBO BPEMEHH /ISl BBICTYIUIEHUH YYaCTHUKOB, pa3IUYHbIE 110
pasmepy 3aHMMaeMoM IUIOIAAM MecTa Ui AEMOHCTpAaluu 00pa3lioB JIEKAPCTBEHHBIX MPENapaToB A
MEIULMHCKOTO NPUMEHEHUS WM PEKIAMHBIX MaTepuajgoB O JIEKApCTBEHHBIX IIpenaparax Uit
MEULUHCKOrO IPUMEHEHUS Ha DKCIIO3ULUAX, CTEHAAX, 3a UCKIIIOUEHHUEM CIIy4acB, €CJIM TAKUE YCIIOBUS
3aKpeIUIeHbl B COTJIAIICHUSX 3TUX OpraHU3allii, X HpeAcTaBuTeNeil 0 (MHAHCUPOBAHUM YKa3aHHBIX
MEPOIPUATHI U 00yCIIOBIEHBI pa3IMYHBIMU 3aTPAaTaMU YYaCTHUKOB Ha UX OPraHU3alINIo;

2) ycraHaBiIMBaTh pa3Mep B3HOCA ISl YYaCTHUKOB MEpPONPUATHHN, YKa3aHHBIX B a03alle mepBOM
HACTOSIIIEN 4YacTH, NPEBBILAIOIIMN CyMMY 3aTpaT Ha OPraHHU3alUI0 YKa3aHHbIX MEPONPUATHA M
BeIyIIMi K HEOOOCHOBAaHHOMY OTPAaHUYEHUIO YHUCTIA UX YYACTHHUKOB.

2. Opranusanuy, yka3aHHbele B a03are nepBoM yactu | crateu 67.1 Hactosmero ®denepaibHOrO
3aKOHa, UX TMPEACTAaBUTENH, OCYIIECTBIISAIONINE OPraHU3aUio U (UK) (UHAHCUPOBAHUE MEPOTIPHUITUH,
yKa3aHHBIX B 4acTH | HACTOSAIIEH cTaThH, 00s3aHBI 00ECTIEUNBATh IOCTYN K HH(POPMAIUH O AaTe, MECTE
U BPEMEHU NPOBEICHUS YKa3aHHBIX MEPOIPHUATHH, IUIaHax, MPOrpaMMax MPOBEACHUS YKa3aHHBIX
MEpPONPUATHHA U TeMax, IJIAHUPYEMBIX JJIs1 PACCMOTPEHUS, COCTaBE UX YYACTHUKOB IyTEM pa3MeIleHUs
COOTBETCTBYIOLIEH MHPOPMALIMU HA CBOMX OQHIMATIbHBIX caiiTax B ceTu "MHTepHeT" He mo3nHee AByX
MECSLEB J0 Hayaja MPOBEACHUS YKAa3aHHBIX MEPOIPUATHH.

3. Mudopmarus o npoBeeHUN MEPOIPHUATUH, YKa3aHHBIX B YaCcTH | HACTOSIIEH CTAaThH, B CPOK,
YCTaHOBIICHHBIH YacThlO0 2 HACTOSIIEH CTaThH, NOJDKHA OBITh HamlpaBieHa B (QelnepaibHBI OpraH
UCTIOJIHUTEJIBHOM  BJIACTH, OCYHIECTBISIOIIMN (YHKIMM 10 KOHTPOJIK U HaA30py B cdepe
3JIpaBOOXPAHEHMs], Ul MOCIEAYIOIIEro pa3MelieHus ee Ha O(pUIMaIbHOM CaliTe 3TOro OopraHa B CETH
"Uurtepuer".

Mmasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKOU ®EOEPALINU INPU OBPALLUEHWUN NEKAPCTBEHHbLIX CPEACTB
N BO3MELUEHUE BPEOA, NPUYMUHEHHOIO 340OPOBbLIO NPAXXAAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHoaaTenbcTBa Poccunckomn
depgepaumu npu obpaLeHUmn NNeKapcTBEeHHbIX CPeacTB

1. Hapymenue 3akoHonatenbcTBa Poccuiickoit ®enepanmu npu oOpallleHUH JIeKapCTBEHHBIX
CpeACTB BJIe4ET 3a cO00OHl OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOJATENbCTBOM Poccuiickoii
denepauuu.

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

2. 3a HempeACTaBICHUE WM HECBOEBPEMEHHOE IMPEICTaBlIeHHE HH(POPMAINU U (MITH) JTOKYMEHTOB
00 TPENCTAaBIICHWE HEIOCTOBEPHBIX WH(popMammu W (WIM) JOKYMEHTOB, IIPEIyCMOTPEHHBIX
HactosuM ~ DefiepabHBIM  3aKOHOM, CYOBEKTHI OOpalleHHs JICKapCTBEHHBIX CPEICTB HECYT
OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOJIATEIHCTBOM Poccuiickoit denepanun.

(uactp 2 BBeneHa DenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3aKoHa OT
04.06.2018 N 140-®3)
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Cratbsa 69. Bo3meleHne Bpeaa, NPMYUHEHHOrO 340POBbLIO rpaXaaH BcrnepcTBue
NnpUMeHeHUA NeKapcTBeHHbIX NpenapaToB

1. Ilpou3BoauTenb JEKapCTBEHHOIO Ipemapara o00si3aH BO3MECTUTh Bpeld, NPUYMHEHHBIN
3JI0POBBIO I'PaX</IaH BCIIEACTBUE IPUMEHEHU JICKapCTBEHHOI' O Mpenapara, €cii J0Ka3aHo, 4To:

1) nexapcTBEHHBIN MpenapaT MPUMEHSJICS 10 Ha3HAYEHHWIO B COOTBETCTBUU C MHCTPYKIUEH 110
MIPUMEHEHUIO JIEKAPCTBEHHOTO TpenapaTa M MPUYMHOW Bpelda SBHICS BBOJ B TPaXkIaHCKHUNA 00OpOT
HEI00POKAaYECTBEHHOIO JIEKAPCTBEHHOTO Mpernapara;

2) Bpen 370pOBBIO TMPUYMHEH BCIEJICTBHUE HEIOCTOBEPHON HH(OpMammu, coiepKaiiencs B
WHCTPYKIIMM TI0 NPUMEHEHHMIO  JIEKQpCTBEHHOTO  Mperapara, H3JaHHOM  MPOU3BOIUTEIEM
JIEKapCTBEHHOI'O Ipernapara.

2. B ciyuae, eciu Bpel] 3I0pOBBIO TPaXKJaH NPUYHHEH BCJICICTBUE PUMEHECHUS JIEKAPCTBEHHOTO
npernapara, IpUIICIIIer0 B HETOJAHOCTh B Pe3yJIbTaTe HapYIICHUS MPAaBHJ XPaHEHHS JIGKAPCTBEHHBIX
CPEICTB, MPaBUJI ONTOBOM TOPTOBIIM JIEKAPCTBEHHBIMH TpemapaTaMy, IPaBWI OTITYCKa JIGKAPCTBEHHBIX
MpermapaToB, MPaBUJI H3TOTOBICHUS W OTIYCKAa JICKAPCTBEHHBIX IPENapaTroB, BO3MEIICHHE Bpeaa
OCYIIECTBIISIETCS. COOTBETCTBEHHO OpraHU3allMedl ONTOBON TOPTOBJIH JIEKAPCTBEHHBIMU CPEICTBAMU,
anTeYHOW OpraHW3alliel, WHAWBHIYAJIbHBIM NPEINPHHAMATEICM, WMCIOIIMMH JIMIICH3UIO Ha
(bapMareBTHYECKYIO NIESTSIPHOCTh WM JIMIEH3UI0 HAa MEIUIUHCKYIO NEeSTeIbHOCTh, MEIUIIMHCKOM
OpraHuszaiyeil, WMEIoIIeH JIMIICH3UI0 Ha (apMaleBTUYECKYI0 CSTelIbHOCTh (e 000COOJCHHBIM
nojpaszeneHueM (aMmOynaTopuen, GpenpamepckuM U (HeapAmepeKo-akyIepckuM MyHKTaMu, [IEHTPOM
(ornenenuem) oOmiel BpaueOHOW (CEMEHOMN) MPaKTUKH), PACIIONIOKECHHBIM B CEIIBCKOM HACEICHHOM
MTyHKTE, B KOTOPOM OTCYTCTBYET allTeYHAss OPraHu3aIlns), JOIMYCTUBITUMH POy HIIH OTITYCK TaKOTO
JIEKapCTBEHHOTO TIpeTapara.

(B pen. deaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

3. Bo3memienue Bpena, NPUYMHEHHOTO 3J0POBBI0 TpaKAaH BCIEACTBUE TNPUMEHEHUS
JICKapCTBEHHBIX IPENapaToB WIM COBEPLICHUs NPOTUBOINPABHBIX JIEHCTBUH CyOBEKTaMM OOpaIieHus
JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBIISETCS B COOTBETCTBHMM C 3aKOHOJATENBLCTBOM Poccuiickon
denepauuu.

Mnasa 16. 3AKIIOYUTEJIbHbLIE NMOJIOXEHUA

Cratba 70. O NnpM3HaHUM YTPATUBLLUMM CUITY OTAENbHbIX 3aKOHOAAaTesIbHbIX aKTOB
(nonoxeHun 3akoHoAaTeNnbHbIX akToB) Poccumnckon Pepgepaumm

[Ipu3HaTh yTpaTUBIIMMU CUITY:

1) ®enepanbubiii 3akoH OT 22 wmroHA 1998 roma N 86-®3 "O nekapCTBEHHBIX cpeacTBax'
(Cobpanue 3axoHonarensctBa Poccuiickoit @enepamnu, 1998, N 26, ct. 3006);

2) ®enepanbhbiii 3akoH OoT 2 auBaps 2000 roxga N 5-O3 "O BHeceHUU U3MEHEHUS U JOTOJIHEHUN B

Oenepanbhbiii 3akoH "O nekapcTBeHHBIX cpeacTBax” (CoOpanHue 3akoHOJATENbCTBAa Poccuiickoit
®enepanun, 2000, N 2, cT. 126);

3) crateio 40 ®enepansuoro 3akoHa ot 10 saBaps 2003 roma N 15-d3 "O BHeceHnn U3MEHEHUH U
JOTIOJTHEHUW B HEKOTOpBIE 3aKOHOJAATeNbHbIE akThl Poccuiickoit ®enepanuii B CBS3U C MPUHITHEM
OenepanbHoro 3akoHa "O IMIEH3UPOBAHMM OTHENBHBIX BHIOB jeareiabHocTu" (CoOpanue
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3akoHoaarenbcTBa Poccuiickoit denepanuu, 2003, N 2, ct. 167);

4) crateio 31 denepanbHoro 3akoHa oT 30 utons 2003 roga N 86-03 "O BHeCEHUHM U3MEHEHUN U
JIOTIOJIHEHUI B HEKOTOPBIE 3aKOHOaTeNbHbIe aKThl Poccuiickoi Penepanyv, NpU3HaHUU yTPATUBIIMMHU
CUJIy OTAENBHBIX 3aKOHOJATENbHBIX akToB Poccuiickorn depeparuu, MNpPeIOCTABICHUU OTIAEIbHBIX
TapaHTHH COTPYIHUKAM OPTraHOB BHYTPEHHUX JI€J, OPTAHOB MO KOHTPOJIIO 32 000POTOM HAPKOTHIECKUX
CPEICTB M ICHUXOTPOIHBIX BEUIECTB M yMpa3IHsAEMbIX (efepaabHbIX OPraHOB HAJIOTOBOM MOJIMLIUU B
CBSI3M C OCYIIECTBIEHHEM Mep MO COBEPUICHCTBOBAHUIO rocyaapcTBeHHoro ympapieHus" (Cobpanue
3akoHoAarenbcTBa Poccuiickoit denepanuu, 2003, N 27, ct. 2700);

5) crarteio 101 denepanbHoro 3akoHa or 22 asrycra 2004 roma N 122-®3 "O BHeceHuun
M3MEHEHUN B 3aKOHOJaTenbHble akThl Poccuiickoir ®denepannyu W NOPU3HAHWKA YTPATUBIIMMHU CHITY
HEKOTOPBIX 3aKOHOJATENBHBIX akTOB Poccuiickoii denepannu B CBsA3M ¢ npuHATHEM DenepalbHbIX
3ak0oHOB "O BHECEHHMHM HM3MEHEHUW W aonosHeHuid B DenepanbHblii 3aKkoH "OO OOIMX MPUHITUIIAX
OpraHu3alMM 3aKOHOJATEIbHBIX (IIPEICTABUTENbHBIX) U MCIOJHUTEIbHBIX OPraHOB T'OCYIApCTBEHHOM
Bractu cyobekroB Poccuiickoit ®enepauuu” u "OO oOmMMX NPUHIMIAX OpraHU3allMd MECTHOTO
camoynpasnenusi B Poccuiickoit @enepannu” (Cobpanue 3akoHomaTenbeTBa Poccuiickoit denepanuu,
2004, N 35, ct. 3607);

6) crateio 28 denepanpHOro 3akona ot 18 mekabps 2006 roma N 231-®3 "O BBeneHun B
nefictBue dactu 4erBeprod I'paxkmanckoro koxaekca Poccwmiickoirt ®@epepanuu" (CoOpanue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2006, N 52, c1. 5497).

Cratba 71. BctynneHue B cuny Hactosuwero PegepanbHOro 3akoHa
1. Hactosmuit denepanbHblii 3aK0H BeTynaeT B cuity ¢ 1 centsiops 2010 roaa.

2. JlexapCTBEHHBIE CPEICTBA, 3aPETHCTPUPOBAHHBIE O JHA BCTYIUICHHS B CHJIy HACTOSAIIErO
@denepanbHOro 3aK0Ha, MOAJIEKAT BKIOYEHUIO B TOCYJaPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPEICTB C
BHECEHHMEM YKa3aHHBIX B yacTH | craThu 33 Hacrtosero denepaibHOro 3akoHa CBEICHHH 00 3THX
JICKApCTBEHHBIX CpEJICTBaX O3 MPOXOXKIEHHS BHOBb IPOLEAYPHl TOCYJApCTBEHHOH pErucTpanuu
JIEKApCTBEHHBIX IIPENAapaToB.

3. F'ocymapcTBeHHAs! perUCTpanys JEKapCTBEHHBIX MPENapaToB, 32 HCKIIOYCHUEM JIGKaPCTBEHHBIX
IpenaparoB JJIsl MEIUIMHCKOTO MPUMEHEHHs, NMPEICTABICHHBIX HA YKa3aHHYIO PETUCTPALUIO JI0 THS
BCTYIUICHHS B CHITy HacTosero OenepaibHOro 3aK0Ha, OCYIIECTBISIETCS B COOTBETCTBUH C HACTOSIIIUM
denepanbHbIM 3aKOHOM Ha OCHOBAHUHU JJOKYMEHTOB U JIJAaHHBIX, IPEJCTABICHHBIX JI0 THS BCTYIUICHUS B
cuity HacTosiero deepajbHOroO 3aKOHa.

(B pen. ®exnepanbHoro 3akona ot 11.10.2010 N 271-03)

3.1. TocymapcTBeHHasi perucTpauus JIEKapCTBEHHBIX MpenapaToB M1 MEIULIMHCKOTrO
IIPUMEHEHUS, MPEJCTABICHHbIX Ha TOCYIAPCTBEHHYIO PErMCTPALMI0 1O [JHS BCTYIUIEHUS B CHIY
Hacrosiero denepanbHOro 3aK0Ha, ¥ TOCYJapCTBEHHAsl PETUCTPALHs JIEKAPCTBEHHBIX MPENapaToB s
MEIUIMHCKOTO IPUMEHEHMSI, IPEACTABICHHBIX HA JKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB 1O JHSA
BCTYIUIEHUSI B CHIIy HacTosuero denepajbHOro 3aKOHA B LENSIX UX MOCIEAYIOLIEH IoCy1apCTBEHHON
perucTpanym, OCYIIECTBISIOTCS HAa OCHOBAaHMM JOKYMEHTOB M JAaHHBIX, NPEICTaBICHHBIX A0 JHS
BCTyIUIEHUSI B cuily Hacrosimero denepanbHOro 3akoHa, a TaKKe 3asBJICHUS O TOCYAapCTBEHHOMN
perucTpanyy JIEKapCTBEHHOIO IIpernapara, IpeJCTaBICHHOIO IPOU3BOAMUTENEM JIEKAPCTBEHHBIX
IIpernapaToB UM YIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHHM € HAcTOSAIINUM DenepaibHbIM 3aKOHOM B
YIOJIHOMOYEHHBIA (efepalbHblii OpraH HCHOJHUTEeNbHOW Biactd no 1 wmapra 2011 roma, 6e3
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TpeOOBaHMUS yIIIaThl TOCYIAPCTBEHHON MOUUTHHEI, IPEIYCMOTPEHHOM 3aKOHOIaTeNnbCTBOM Poccuiickoit
deneparun 0 HaIOrax u coopax.
(uactsp 3.1 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-P3)

3.2. IloxnrBepkneHue TroCyJapCTBEHHOM pPETrMCTpalliy JIEKAPCTBEHHBIX IpEnaparoB Ul
MEUIIMHCKOTO MPUMEHEHUS, PECTABIEHHBIX U1 MOATBEPKACHUS IOCYJapCTBEHHOM perucTpanuu a0
JHS BCTYIUICHMS B Cwily Hacrosuiero denepanpHOro 3akoHa, M IOATBEPXKACHHUE IOCYNAapCTBEHHOU
pErHCTpalMM JIEKAPCTBEHHBIX NPENapaToB sl MEAULMHCKOIO INPUMEHEHMS, NPEICTABJICHHBIX Ha
9KCIIEPTU3Y JIEKAPCTBEHHBIX CPEACTB 10 JHS BCTYIUIEHHUS B CHly HacTtosuero denepanbHoro 3akoHa B
LEISIX TOCIEAYIOUIEro IMOATBEPKACHUS HX TOCYAApCTBEHHOW pETUCTpALMM, OCYILIECTBIISIFOTCS Ha
OCHOBAaHUM JIOKYMEHTOB M JaHHBIX, NPEJCTABICHHBIX JO [HS BCTYIUIEHHS B CHJIy HACTOSIIETrO
@denepallbHOTO 3aKOHA, a TaKXKe 3asiBJIEHUS O TMOATBEPKIECHUU TOCYAApCTBEHHOM perucTpanuu
JIEKapCTBEHHOI'O IIpernapara, IPEACTaBICHHOTO IPOM3BOJUTENIEM JICKaPCTBEHHBIX IPENapaToB WM
YIOJIHOMOYEHHBIM KM JIMLIOM B COOTBETCTBUM ¢ HacrosmuMm @DenepanbHbIM  3aKOHOM B
YIOJIHOMOYEHHBIA (efepalbHbIi OpraH HCIOJHUTEeNbHOW Biactd no 1 wmapra 2011 roma, 6e3
TpeOOBaHUS YIIATHl TOCYIaPCTBEHHOHN MOIUIMHBI, MPETYCMOTPEHHON 3aKOHOIATeILCTBOM Poccuiickoit
®denepanyu 0 HaJlorax u coopax.

(uactsp 3.2 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. IlpuHATHe pemieHUuss O BHECEHWH U3MEHEHUH B JIOKYMEHTBI, COJAEprKauuecs B
PErUCTPAllMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM mpenapar Ais MEIUIMHCKOTO
IIPUMEHEHUS U IIPEACTaBIEHHBIE JO IHSA BCTYIUIEHUS B CHUIy HacTosiuero denepanbHOro 3aKOHA, U
IIPUHSTHE PEILECHUS O BHECEHUU M3MEHEHUH B JIOKYMEHTBI, COAEPIKAIIEECs B PETUCTPALIMOHHOM J0ChE
Ha 3aperucTPUpPOBAHHBIN  JIEKAPCTBEHHBIM Mpemnapar Juis  MEIUIMHCKOTO MPUMEHEHHUS U
MIPEACTABICHHBIE HA SKCIEPTH3Y JIEKAPCTBEHHBIX CPEICTB JO AHS BCTYIUIEHHS B CHJIy HACTOSIIETO
@denepanbHOrO 3aKOHA, OCYIIECTBIIFOTCS HA OCHOBAHHUM JIOKYMEHTOB M JaHHBIX, MPEACTABICHHBIX 10
JHS BCTYIUIEHMS B Cuily HacTosmero ®deaepaJibHOrO 3aKOHA, a TaKKe 3asBICHUS O BHECEHUH
U3MEHEHHH B JOKYMEHTBI, COJIEp)KallUecss B PErHCTPallMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN Ipenapar i MEIULIUHCKOTO IPUMEHEHMsI, IPEICTaBICHHOTO IPOU3BOJUTEIEM
JIEKapCTBEHHBIX MpENaparoB WJIM YHOJHOMOYEHHBIM HM JIULOM B COOTBETCTBUM C HACTOSIIUM
®denepalibHbIM 3aKOHOM B YIIOJTHOMOUYEHHBIN (eiepalIbHbII OpraH UCIIOIHUTENbHON BIAacTH 10 | mapra
2011 roma, ©6e3 TpeOoBaHMS  yIUIATBl  TOCYJAPCTBEHHOW  IONUIMHBI, MPETyCMOTPEHHOM
3akoHoAaTenbcTBOM Poccuiickoit deaeparuu o Hajorax u coopax.

(uactb 3.3 B pen. denepanbhoro 3akoHa ot 29.11.2010 N 313-D3)

3.4. Bblgaua paspemieHUl Ha MPOBEIEHUE KIMHUYECKUX HCCIEI0BAHUI JIEKAPCTBEHHBIX
IIpenapaTroB i1 MEAUIIMHCKOIO NMPUMEHEHMS 110 3asBICHUAM, MOJAHHBIM J0 JIHS BCTYIUICHHS B CHIIY
Hacrosuiero PenepasbHOro 3aK0HA, a TAKKE 10 3asBJICHUSAM, ITOAAHHBIM MOCIE JHS BCTYIUIEHUS B CHITY
HacTtosAmero ®denepanbHOro 3aKOHAa Ha OCHOBAHUU JKCIIEPTH3, IIPOBEIEHHBIX 1O IHSA BCTYIUICHHS B
cuny Hacrosmero @enepanbHOro 3aKOHA, OCYLIECTBISETCS B COOTBETCTBUM C  HACTOSIIUM
@denepanbHbIM 3aKOHOM Ha OCHOBAHMM JTOKYMEHTOB U JAaHHBIX, IIPEJCTaBICHHBIX WM IOJIYYEHHBIX 10
JHS BCTYIUIEHHA B cwily Hacrosuero @enepajbHOro 3aKkOoHA, a TaKKe HAa OCHOBAaHUU KOIMH
MIPEBAPUTEILHOTO JOTOBOPa 0053aTEIFHOTO CTPAXOBAHUS KHU3HH, 3J0POBbS MAIIMEHTOB, y4aCTBYIOIINX
B KIIMHUYECKOM MCCIIEIOBAHUH JIEKAPCTBEHHOI'O IpernapaTra Uil MEIWIMHCKOTO INPHUMEHEHMsS, WU
KOIIMM JIOTOBOpA O0s3aTENBHOIO CTPaxOBaHMs HKHU3HHM, 3J0POBbS MAIMEHTOB, YYacTBYIOIIMX B
KJIMHUYECKOM HCCJIEZIOBAaHUM JIEKAPCTBEHHOI'O IIpernapara il MEAMLUHCKOro IMpUMEHEHHs, J100
NPEJCTaBICHHON KOMHUU JOroBOpa O00s3aTENbHOTO CTPaxOBaHUS, 3aKIIOYEHHOTO B COOTBETCTBUH C
TUIOBBIMY _IPAaBUJIAMHU  O0S3aTENBHOIO CTPAaxOBaHMA, C YyKa3aHHUEM MpPEJeNbHOW YHCICHHOCTH
IIAIUCHTOB, YYaCTBYIOIIMX B KIMHUYECKOM MCCIIEIOBAHWM JIEKAaPCTBEHHOIO IIpenapara Uyl
MEUIMHCKOTO IPUMEHEHUs1, 0e3 TpeOOBaHMs YIIaThl TOCYJapCTBEHHOM MONIIMHBI, TPEIyCMOTPEHHON
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 28.04.2023) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [ata coxpaHeHus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3akoHoAaTenbcTBOM Poccuiickoit @eaeparuu o HaJorax u coopax.
(uactb 3.4 B pen. denepanbroro 3akoHa ot 29.11.2010 N 313-D3)

3.5. 3apeructpupoBaHHbIE B MHOCTPAHHOM BalIOTE A0 JHS BCTYIUIEHUS B CHJIy HAacTOSLIETO
@enepanbHOTO  3aKOHA IPENENbHBIE OTIYCKHBIE IIEHBl HHOCTPAaHHBIX IPOM3BOJAMTENEH HaA
JIEKapCTBEHHbIE IIperaparhl, BKIIOYEHHbIE B MEPEYEHb >KM3HEHHO HEOOXOMUMBIX U BaKHEMIIUX
JICKapCTBEHHBIX IIPEnaparoB, MoJyulexar mepecyery B pybmu no kypey LlenTpanbHoro OaHka
Poccuiickoit ®@enepanuu Ha naty, ycraHoBieHHyio [IpaButenbctBom Poccuiickoit @eneparuu, 6e3
NIPEACTABICHUS 3asBJICHUS O IIepecueTe LEHbl C BHECEHHUEM COOTBETCTBYIOIIMX HW3MEHEHUH B
TOCYJAapCTBEHHBIM PEECTp IMPENEIbHBIX OTIYCKHBIX LIEH IIPOU3BOJMTENIEH HA JIEKAPCTBEHHBIE
npenapaThl, BKIIOYEHHbIE B MEPEUEHb >KU3HEHHO HEOOXOAUMBIX M BaKHEHIIMX JIEKapCTBEHHBIX
Ipenaparos.

(dactp 3.5 BBeaeHa denepanbHbiM 3akoHOM oT 11.10.2010 N 271-D3)

3.6. 3apeructpupoBaHHbIE OO IHS BCTyIUIEHUS B cuiy Hacrosimiero denepanbHOro 3akoHa
NpeAelibHbIE OTIYCKHBIE LIEHBl POCCHUMCKUX MPOM3BOAUTENICH Ha JEKapCTBEHHbIE Ipenaparsl,
BKJIFOUCHHBIC B TIEPEYCHb J>KM3HCHHO HEOOXOJMMBIX M BaXKHEHIIUX JIEKAPCTBEHHBIX IIPENaparosB,
nouiexar wHAaekcarmu ¢ 1 HosOps 2010 roma WCXons W3 MPOTHO3HPYEMOTO YPOBHS WHQIISLNH,
ycranoBiaeHHoro denepanpHbiM 3akoHOM OT 2 nekabps 2009 roma N 308-d3 "O denepanbHOM
oromxete Ha 2010 ro u Ha rutanoBbId niepro 2011 u 2012 rogos" Ha 2011 rog.

(uacts 3.6 BBeneHa @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 rona He gomyckaroTcsl MPOU3BOJACTBO U BBO3 B Poccuiickyro denepannro
JIEKapCTBEHHBIX IPENapaToB B yIAKOBKaX C MApKUPOBKOM, KOTOpast Oblila HAHECEHA /10 JHS BCTYIUICHUS
B cuily Hacrosiero @enepanbHoro 3akoHa. [1o ncredeHnn ykazaHHOrO Cpoka JaHHbIE JIEKAPCTBEHHbBIE
mpenapaTbl MOTYT OTITYCKaTbCS, PEalIn30BbIBAThHCS, NEPENaBaThCs U MPUMEHITHCS A0 HUCTEYEHUS HX
CpOKa rOJIHOCTH.

(B pen. ®enepanbHbix 3aK0HOB OT 29.11.2010 N 313-®3, o1 06.12.2011 N 409-D3)

4. Co gHs BcTyIuleHHs B cwily Hacrosiero @enepanbHoro 3akoHa v no 30 ampens 2011 rona
BKJIIOUUTENBHO JIONYCKAeTCs IPOBEIEHUE OKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB  JKCIEpTaMU
SKCIIEPTHOTO YUPEXKIEHUS JO0 NPOXOXKACHHS HMH aTTeCTallUd B TOPSJKE, YCTAHOBJICHHOM
YIOJHOMOYEHHBIM (eiepaibHbIM OPTaHOM HCIIOTHUTEIbHON BIACTH.

5. Co mHs BeTymuieHHsI B cuiry Hactosmero deaepansHoro 3akona u mo 31 gexadpst 2013 rona
BKJIFOYUTENBHO OCYILIECTBIISIETCS MEPEXO] K MPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
MpaBUJIaMU OPTaHU3ALMU POU3BOJICTBA U KOHTPOJIS KAUECTBA JIEKAPCTBEHHBIX CPE/ICTB, YKA3aHHBIMU B
gactu | crareu 45 Hactosmero denepalbHOTO 3aKOHA, B MOJXHOM oOwveme. Cpoku mepexojna
MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K HMX MPOU3BOACTBY B COOTBETCTBUU C KOHKPETHBIMHU
TpeOOBAHUAMHU JAHHBIX TPABWII, BKJIIOYAs CPOKH aTTECTAllMM YMOJHOMOYCHHBIX JIWI, YKAa3aHHBIX B
yactax 6 u 7 crateu 45 Hacrosimero denepaqbHOro 3aKoHa, ycTaHaBiuBaroTcs I[IpaBurenbcTBOM
Poccuiickoit deneparum.

6. JIvieH3un Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, BblOaHHblE 10 | sHBaps 2014 rona,
neiictByrot nociie 1 siHBapa 2014 rona 10 MCTEUEHUs CPOKA UX JAECUCTBUSA IPH YCIOBUU COOTBETCTBUS
JUIEH3MaTa MpaBUjiaM OpPraHU3alMK TMPOU3BOJCTBA M KOHTPOJISI KadyecTBa JIEKAPCTBEHHBIX CPEJCTB,
YKa3aHHBIM B yacTu 1 ctatbu 45 Hactodiiero deaepaibHOro 3aKoHa.

7. ®opMHpOBaHUE TOCYAAPCTBEHHOIO 3aJaHMsl Ha IPOBEAECHUE SKCIEPTHU3bl JIEKAPCTBEHHBIX
CpeAcTB (elepaabHOMY IoCyAapCTBEHHOMY OIOJKETHOMY YUPEKACHHUIO 10 MPOBEACHUIO SKCIEPTU3BI
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 28.04.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pen. 0 T " [ata coxpaHeHnus: 01.08.2023
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JIEKapCTBEHHBIX CPEACTB U (PMHAHCOBOE 0OECIEUEeHUE BBIIOIHEHHUS 3TOTO 3aJaHHsl OCYIIECTBIISIOTCS B
nopsake, ycraHoBieHHOM ®DenepanpHpiM 3akoHoM oT 12 guBaps 1996 roma N 7-®3 "O
HEKOMMEPUYECKUX OpraHu3anusx’.

(uactp 7 BBeneHa denepanbHbiM 3aKoHOM 0T 29.11.2010 N 313-D3)

[Ipe3unent
Poccuiickoit deneparuu
AME/IBEJIEB
Mocksa, Kpemib
12 anpens 2010 rona
N 61-®3
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