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MPABUTENLCTBO POCCUUCKOW ®EOEPALIUN

NMOCTAHOBJIEHUE
ot 29 anpens 2019 r. N 527

O BHECEHWUM U3MEHEHUW ;
B NEPEYEHb CYBCTAHLWKA U (MNTN) METOOOB, 3ANPELEHHbIX
AnA UCNONb3OBAHUA B CMOPTE, ANA LENEW CTATEN 230.1 U 230.2
YrolioBHOIO KOOEKCA POCCUMCKOW ®EOEPALIUU

MpasuTtenbcTBo Poccuiickoit ®egepaumm NocTaHOBASIET:

YTBEPAUTbL MNpWUNaraemMble U3MEHEHWS, KOTOpble BHOCSTCS B nepevyeHb cybctaHumin u (unn)
METOAOB, 3anpelUeHHbIX AN UCNOoSIb30BaHMA B criopTe, ana uenen cratein 230.1 u 230.2 YronoBHOro
Koaekca Poccuinckon depepaumu, YTBEPXKAEHHbIM MNOCTaHOB/EHMEM MpasutenbcTBa Poccuiickomn
®epnepauun ot 28 mapta 2017 r. N 339 "O6 yTBEpXAEHUM nepeuyHs cybctaHumit n (Mnm) MeTomos,
3anpeLieHHbIX ANa MCnonb3oBaHUA B cnopTe, ANs uenen cratei 230.1 n 230.2 YronoBHOro kogekca
Poccuiickonn ®egepauun” (CobpaHue 3akoHoaaTenbCcTBa Poccuiickol ®epepauun, 2017, N 14, cT.
2074; 2018, N 33, cT. 5411).

MNpeacenatens MNpaBuTenbcTea
Poccuinckon ®epepaunm
O.MEABELEB

YTBEpXKAEHbI

nocraHosneHuneM lMNpaBuUTeNbLCTBA
Poccuitckonn depepaumm

oT 29 anpens 2019 r. N 527

N3MEHEHMUSA,
KOTOPLIE BHOCATCA B NEPEYEHb CYBCTAHLIUIA U (UNW) METOOB,
3ANPELLEHHBIX ANA UCMONb30BAHUA B CMOPTE, ANA LUENEW CTATEN
230.1 1 230.2 YTONNOBHOIO KOQEKCA POCCUNCKOM ®EQEPALIUK

1. B rnase 1:
a) B noanyHkTe "a" nyHkra 1.1:
no3unuuio "4-rnapoKCUTECTOCTEPOH (4,17}3 -AUTMAPOKCUAHAPOCT-4-eH-3-0H) 4,17-

Avwrnapoken-10,13-gumetun-1,2,6,7,8,9,10,11,12,13, 14,15,16,17-TeTpasekarnapo-
unknoneHTalaldeHaHTpeH-3-0H" UCKIOYNTD;

no3nuuio "naHason (17 0 -3TUHMN-17- ﬁ -rm,qpor<cm-4-aH,qpocreH-[2,3-d]w301<ca30n)
(1R,3aS,3bR,10aR,10bS,12aS)-1-3TMHmn-10a,12a—AMMeTw1—2,3,3a,3b,4,5,10,1Oa,10b,11,12,12a—
,qo.quarM,qpo—1H—u,vu<noneHTa[7,8]d)eHaHTpo[3,2-d][1,2]0Kca30n-1—on)" U3NI0XUTb B CneayLlen
peaakuum:

"naHason";

6) B noanyHkTe "6" nyHkTa 1.1:

nepeg nosvumen "19-HopaHapocTeHanon (acTp-4-eH-3,17-anon)
(3S,8R,9S,10R, 135,14S5,17S)-13-metun-1,2,3,6,7,8,9,10,11,12,14, 15,16,17-
TeTpaaeKkarnapouunknoneHTalaldeHaHTpeH-3,17-amon" OOMONHUTb nosunumen cneaywouero
coaepXaHus:

www.consultant.ru/cons/cgi/online.cgi?req=doc&base=LAW&n=323897&fld=1 34&dst=1000000001 ,0&rnd=0.7471762387699101#002287227087... 1/2



22.06.2019 Meyatb fOoKymMeHTa

"4-rnapoKCUTECTOCTEPOH (4,175-,D,I/IFVI,ElpOKCMaHﬂ,pOCT-4-EH-3-OH) 4,17-purnapokcn-10,13-
avwmetun-1,2,6,7,8,9,10,11,12,13,14,15,16,17-teTpagekarngpounkionenTtalaldpeHaHTpeH-3-0H";

nocne no3vumn "19-HopaHAPOCTEHAMOH (3CTp-4-eH-3,17-amoH) (8R,9S,10R,13S,14S)-13-
metunn-1,2,6,7,8,9,10,11,12,14,15,16-aoaekarngpounknonenTtalaldeHaHTpeH-3,17-g1oH" AONOAHUTb
nosvumen cnegytowero coaepxxaHus:

"aHgpocTtaHonoH (50 -aurnapotectocTtepoH, 17 §3 -ruapokcu-50 -angpocraH-3-oH)";

nocnae nosvuum "aHapocTepoH" AONONHUTL NO3MUMEN CneayLWero coaepXaHus:

"snmnangpocTepoH (3 13 -rmapokcun-5 t -aHapocTaH-17-oH)".

2. B rnase 2:

a) NYHKT 2.2 nocne cnosa "MonuayctaTt' AononHuTb cnoBamu "(BAY 85-3934), manpoaycrat
(GSK1278863), BagaayctaT (AKB-6548)";

6) B nyHkTe 2.3 cnoBo "rosenepuH" 3aMeHUTb CNOBOM "rosepennH";
I

B) ab3au uJeTBepThin nNyHkTa 2.5 nocne cnoBa "uvnamopenuH," OOMOMHUTL CNOBOM
"MaumMmopenuH,".

3. MyHKT 3.1 rnaBbl 3 U3N0XUTb B cieayowen peaakumm:

"3.1. AreHTbl, npepoTBpaljaloWwMe akTMBauMlO peuenTopa akTuBuHa IIB: aktuBuH A-
HelTpanusylowmne aHTuTena;

aHTUTena nNpoTme peuentopa aktueuHa IIB (bumarpymab);

KOHKYpPEHTbI peuenTopa aktuemHa IIB: peuenTopbl-nosywkn aktnsnHa (ACE-031);
WHIMBUTOPbI MMOCTaTUHa:

areHTbl, CHMXKaloLWMe U1 rnoaasnsiolmne 3KCNpeccuo MMocTaTuHa;
MUOCTaTUH-HENTpanuayolmne aHTuTena (Aomarposymab, naHaorposymab, cramynymab);
MUOCTaTUH-CBA3bIBawwWme 6enkun (ponnnmcrtatmH, MMocTaTUH-NponenTua).".

4. asy 5 pononHuTb ab3auem cneaylowero coaepxaHus:

"Bce dopMbl MaHMnynauuii ¢ 0To6paHHbIMK B paMKax Npoueaypbl A4OMUHI-KOHTpons npobammu c
LUeNbio HapyweHUs X LEeIoCTHOCTU U MOAMHHOCTU, B TOM Yuc/e AEACTBUA MO NoAMEHe Moun u/vnu
W3MEHEHWI0 €e CBOWCTB C Uenblo 3aTpyAHEHUs aHanusa (Hanpumep, BBeAEeHWE npoTeasHbIX
¢depmeHTOB).".

5. B rnase 6:
a) HavMeHoBaHMe rnaBbl U3/TOXUTb B CNEAYIOLLEN peaakLun:
"6. M'eHHbIW 1 KNETOYHbIN gonuHr (M3)";

Al

6) nyHkTt 6.3 nocne cnosBa  "TPaHCKPWUMLMOHHOWM
TPaHCKPUNLMOHHON".

AONONTHUTDb C/10BOM 7, MOCT=
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