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MPABUTE/IbCTBO POCCVNCKOW ®EAEPALINA

MOCTAHOBJ/TIEHNE
oT 29 anpensa 2019 r. N 527

O BHECEHWW N3MEHEHUI
B MEPEYEHb CYBCTAHLMIA U (MNN) METOA0B, 3AMPELLEHHBIX
[INA VCMNOJIb30BAHWSA B CMOPTE, A5 LIEJIEV CTATEW 230.1 U 230.2
YFONOBHOIO KOJEKCA POCCUNCKOWM ®EAEPALINN

MpaBnTeNbCTBO Poccuiickoii defepaLmi NOCTaHOBNSET:

YTBEpANUTL MpuaraeMble M3MEHeHUs, KOTOpble BHOCATCS B MepeyeHb CybcTaHUmMiA u (unu)
MEeTO/0B, 3anpeLLeHHbIX AN8 UCNOMb30BaHWUA B crniopTe, And uenei ctatein 230.1 1 230.2 YronoBHOro
Kogekca Poccuiickoin defepauun, YTBEPXKAEHHbIA MNOCTaHOBNEHMEM [paBUTeNbCTBA POCCUICKON
depepayun ot 28 mapta 2017 r. N 339 "O6 yTBEpXKAEHUWN MEepeyHst cybcTaHUmMiA 1 (Un) MeTogOB,
3anpeLLeHHbIX AN UCMob30BaHWs B cropTe, And uenei ctateid 230.1 n 230.2 YT0OM0OBHOIMO Kofekca
Poccuiickoii ®epepaummn” (CobpaHue 3akoHoaaTenscTea Poccuiickoin ®egepaummn, 2017, N 14, ct. 2074;
2018, N 33, cT1. 5411).

MNpeacenatens NpaBuTenscTea
Poccuiickoii depepauum
N.MEJBENEB

YTBepXaeHbl

nocTtaHoB/ieHneMm [paBnTeNbLCTBA
Poccuiickon Pepepauum

o1 29 anpenda 2019 r. N 527

N3MEHEHUS,
KOTOPbIE BHOCATCHA B NEPEYEHb CYBCTAHLIA U (M) METO/IOB,
3ANPELLEHHbLIX AN1A NCMONb30BAHUA B CMOPTE, ANA LIENEN CTATEN
230.1 1 230.2 YITOJIOBHOIO KOJEKCA POCCUNCKOW ®EAEPALNA

1. Brnaee 1:

a) B nmoAnyHKTe "a" nyHkra 1.1:

nosnuyuio "4-rnapoOKCUTECTOCTEPOH (4,17 B -AUTNAPOKCUNAHAPOCT-4-eH-3-0H)
4,17-purngpoken-10,13-gumetnn-1,2,6,7,8,9,10,11,12,13,14,15,16,17-TeTpagekarnapo-LmknoneHTafal
eHaHTpPeH-3-0H" UCKMYNTb;
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nosvumio  "manason (17 & -3aTmHMn-17- B -rMapoKeu-4-aHapocTeH-[2,3-d]nsokcason)
(1R,3aS,3bR,10aR,10bS,12aS)-1-3tMHMN-10a,12a-anvetnn-2,3,3a,3b,4,5,10,10a,10b,11,12,12a-g0aeKar
napo-1H-umknoneHta[7,8]heHaHTpo[3,2-d][1,2]okcazon-1-0n)" N3N0XNTL B CNEAYIOLLEN peaaKLmm:

"naHason";

6) B nognyHkTe "6" nyHkra 1.1:

nepeg nosmuwen "19-HopaHApoCTEeHAMON

(scTp-4-eH-3,17-amon)(3S,8R,9S,10R,13S,14S,17S)-13-metun-1,2,3,6,7,8,9,10,11,12,14,15,16,17-TeTpag,
ekaruapouuknoneHTala]deHaHTpeH-3,17-Amon" 4ONONHUTbL NO3ULMEN CNEeAYOWEro COAEPXKaHNS:

"4-rnpoKCUTECTOCTEPOH (4,17 B -ANTNOPOKCUNAaHAPOCT-4-eH-3-0H)
4,17-purngpoken-10,13-guvetnn-1,2,6,7,8,9,10,11,12,13,14,15,16,17-TeTpagekarmgpoumnknoneHtalalde
HaHTpeH-3-0H";

nocne nosunumm "19-HopaHAPOCTEHAMOH (scTp-4-eH-3,17-010H)

(8R,9S,10R,13S,14S)-13-me1un1-1,2,6,7,8,9,10,11,12,14,15,16-goaeKarngpounknoneHralaloeHaHTpeH- 3,
17-AnoH" AONONHUTL NO3ULMEN CNEAYHOLLEr0 COAEPXKaHNSA:

"aHApoCTaHoNOH (5 a -OUTUAPOTECTOCTEPOH, 17 B -TNAPOKCU-5 a -aHApoCTaH-3-0H)";

rnocne NosuLmMy "aHaPOCTEPOH" OMONHNTL NO3VLIMEN CNeaytoLLEro CoAepXKaHu:

"annaHapocTepoH (3 B -rugpoken-5 A -anapoctan-17-0H)".
2. B rnase 2:

a) MyHKT 2.2 nocne cnosa "mMonugycrar” gononHuTb cnosamn “(BAY 85-3934), panpopyctart
(GSK1278863), Bagaayctar (AKB-6548)";

6) B MyHKTe 2.3 C/I0BO "ro3enepuH" 3aMeHNTb CI0BOM "ro3epeninH’;
B) ab3aL, 4eTBEPTbIM NMyHKTa 2.5 nocne cnosa "nnamopenuH,” AON0MHUTb CIOBOM ""MaLMMOpPESNnH,".
3. MyHKT 3.1 rnasbl 3 N310XKNTb B CNEAYHOLLEN pefaKLun:

"3.1. AreHTbl, npefoTBpallaloline akTMBauu  peuentopa aktuemHa 1IB:  akTuMBWMH
A-HeNnTpanusytoLie aHTUTeNg;

aHTWTeNa NPoTMB peLienTopa akTueumHa 1B (bumarpymab);
KOHKYPeHTbI peuentopa akTnsuHa I1B: peLenTopbl-noByLIKKY akTuemHa (ACE-031);
WHIMOUTOPbI MUOCTATMHA:

areHTbl, CHXXatoLne nnn nogasnatowme 3KCrpeccno MMOCTaTuHa,
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MUOCTaTUH-HENTPaNM3yHoLLME aHTUTeNa (qoMarpo3ymab, naHaorpo3ymad, cramynymao);
MMOCTaTMH-CBA3bIBatoLLME 6enkn ((PoNANCTaTUH, MUOCTaTUH-NponenTuna).".
4. 'naBy 5 AONOMHUTbL ab3aLeM CNeayHLLEro CoaepXKaHus:

"Bce (hopMbl MaHVNyNAUMiA ¢ 0TOOpPaHHLIMK B pamKax MpoLeaypbl AOMUHI-KOHTPONS npobamu ¢
LeNIbl0 HapyLLeHWst UX Le/IOCTHOCTU W NOAJ/IMHHOCTK, B TOM YuC/e AeACTBUSA MO MOAMEHE MOYN WU/vnn
M3MEHEHNIO ee CBOWCTB C LeMbl 3aTpygHeHUs aHanmsa (Hanpuvep, BBeAeHWe NpOTeas’HbIX
(hepMeHTOB).".

5. B rnase 6:
a) HaMMeHOBaHMe rNaBbl N3M1I0XKUTb B CEAYHOLLEN peaaKLun:
"6. FCeHHbIV 1 KNeToYHbIn gonuHr (M3)";

6) NyHKT 6.3 nocne cnosa "TPaHCKPUMLUOHHON™ fOMONHUTL CNOBOM ", MOCT-TPAHCKPUMLMUOHHONR".
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