NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

I[TOCTAHOBJIEHUE
oT 29 anpens 2019 1. N 527

O BHECEHUU VU3MEHEHUN
B ITEPEUEHb CYBCTAHIIWI 1 (MJIN) METOJIOB, 3ATTPEIIEHHBIX
IIJ1S CTIOJIb3OBAHMS B CITIOPTE, IJI LIEJIEM CTATEM 230.1 11 230.2
YTOJIOBHOT'O KOJJEKCA POCCHUIICKOW ®EJIEPAIINN

[TpaBuTenbcTBO Poccuiickoi denmepaliiy MOCTAaHOBIISIET:

VYTBepauTh NpujiaraemMbie U3MeHEeHMsI, KOTOPbIe BHOCSTCS B IIepevyeHb
cyobcTaHUIMi U (MIM) METOMOB, 3aMpeIeHHbIX JJISI MCIIOJIb30BaHMS B CITOPTE,
nd nenei crateit 230.1 1 230.2 YronoBHoOro kogekca Poccuiickoii
depnepanuyu, yrBepKIeHHbI mocTaHoBIeHMeM [IpaBuTenbcTBa Poccuiickovi
Denepanym ot 28 mapta 2017 r. N 339 "O6 yTBepsKIeHUM TTepeyuHsI
cyocTaHLVit U (MJIK) METOIOB, 3alpellle HHbIX IS MCII0JIb30BaHMs B CIIOPTE,
nns nenei crateit 230.1 1 230.2 YronoBHOro kogekca Poccuiickoii
®enmepanun” (Cobpanue 3akoHOmaTenbcTBa Poccuiickoit ®epepanum, 2017,
N 14, cT. 2074; 2018, N 33, cT. 5411).

IIpencenarens [IpaBuTeibCTBa
Poccuiickoi @enepanin
O.MEIBEIEB

YTBepKOeHbI

rnocraHoByieHueM [IpaBuTe/bCTBA
Poccuiickoit @enepatiyn

ot 29 anpens 2019 1. N 527

N3MEHEHNA],

KOTOPBIE BHOCSTCS B IIEPEYEHb CYBCTAHIIUI U (UI) METOJIOB,
3ATIPEIIIEHHBIX 719 CTTIOJIb30OBAHUA B CIIOPTE, IJ14 LIEJIEN
CTATEN
230.1 11 230.2 YTOJIOBHOT'O KOJEKCA POCCUINICKOM ®EIEPALIUU

1. Brnase 1:

a) B IIOAIIYHKTe "a" rmyHKTa 1.1:



MO3UIINIO "4-TUAPOKCUTECTOCTEPOH (4,17 p -IUTUAPOKCUAHOPOCT-4-eH-3-
oH) 4,17-gurugpokcu-10,13-gumernn-1,2,6,7,8,9,10,11,12,13,14,15,16,17-
TeTpaJeKaruapo-IukiIoneHTala]peHaHTpeH-3-0H" UCKIIOUNUTD;

nmosuuuio "maHason (17 @-stuHun-17- p -I'UAPOKCU-4-aHIAPOCTEH-[2,3-
dJusokca3somn) (1R,3aS,3bR,10aR,10bS,12aS)-1-3TuHmin-10a,12a-gumeTuni-
2,3,3a,3b,4,5,10,10a,10b,11,12,12a-mogexaruapo-1H-
uukiaonenTtal7,8]denantpo[3,2-d][1,2]okcazon-1-0)" U310XKUTD B
craenywlien peqakim:

"maHa3on";
6) B moamyHkTe "6" myHKTa 1.1:

nepep mmosuiiuei "19-HopavapoCcTeHaAMOoa (3CTp-4-eH-3,17-a1on)
(3S,8R,9S,10R,13S,14S,17S)-13-metun-1,2,3,6,7,8,9,10,11,12,14,15,16,17-
TeTpaJeKaruapouukioneHTajaljbeHanTpes-3,17-n1on" LOMOJIHUTD
MO3uLIMelN CeIyIOIero CoaepykaHmus:

"4-TUAPOKCUTECTOCTEPOH (4,17 p -IUTUOPOKCUAHIPOCT-4-eH-3-0H) 4,17-
muruapoxkcu-10,13-oumernn-1,2,6,7,8,9,10,11,12,13,14,15,16,17-
TeTpaJeKaruapouuKiIoneHTaja]jbeHaHTpeH-3-0H";

rocje no3uuum "19-HopaHapOCTEHAMOH (3CTp-4-eH-3,17-A1O0H)
(8R,9S,10R,13S,14S)-13-meTnn-1,2,6,7,8,9,10,11,12,14,15,16-
nopekaruapolykiaoneHtalajpeHantpen-3,17-0MoH" JOTOJIHUTD MO3UIIMEH
CJIeLYIOLLEero ConepsKaHms:

"aHIpOCTaHOMOH (5 - IUTUAPOTECTOCTEPOH, 17 B-I‘I/IILpOKCI/I-S -
aHIPOCTAH-3-0H)";

rocJie TMo3uUIUK "aHIPOCTEPOH" NOTOTHUTD MO3UIIMEN CIeIYIONLero
copepsKaHus:

"3MMaHAPOCTEPOH (3 p -TUAPOKCU-5 -aHapocTaH-17-0H)".
2. B rnase 2:

a) MyHKT 2.2 1ocJie ¢0Ba "MOMUAYCTAT  OONOMHUTH cioBamu "(BAY 85-
3934), naniponyctat (GSK1278863), Bagamycrat (AKB-6548)";



0) B myHKTe 2.3 CJIOBO "TO3e/iepyH" 3aMeHUThb CJIOBOM "TO3epesinH";

B) ab3all yeTBepThIi ITyHKTA 2.5 Ioc/e cjioBa "MIIaMOpenH," TOMOJTHUTh
CJIOBOM "MallMMOpPEJIVH,".

3. I[TyHKT 3.1 r71aBbl 3 U3JIOXKUTD B CJIEIYIONIEN peqaKiIvn:

"3.1. AreHTbl, IpegoTBpallallye aKTUBALIMUIO pelleriTopa akTuBuHa IIB:
aKTUBMH A-HelTpanusywlye aHTUTeNa;

aHTUTeJIa IPOTUB pelienTopa akTuByuHa IIB (6umarpymab);

KOHKYPEHTBI peleIiTopa akTMBMHa I1B: penerTopbI-JIOBYIIKM aKTUBMHA
(ACE-031);

I/IHI‘I/IGI/ITOpI)I MMOCTaTUHaA:
dI'€HTbI, CHIVDKAIOIIMe MJIN IoAaBJIAI0IINEe SKCIIpeCCHI0O MUOCTATUHA,;

MMUOCTATVH-HENTpaIU3YIONMe aHTuTeNa (IoMarposymao, JJaHoorpo3ymao,
cTamysymao);

MMOCTaTUH-CBsI3bIBatoII e 6enKku (poammucTaTMH, MMOCTATUH-
rnponentun).”.

4. I'maBy 5 1OMOMHUTD ab3alleM CJIeIyIOIIero CoaepsKaHmsI:

"Bce opmbl MaHUITYJISIMI C OTOOPAHHBIMM B paMKax IpOILeTyPbl JOTTMHT-
KOHTPOJIS IIPO6aMM C 11eJIbI0 HapyIIeHUS UX 1[eJIOCTHOCTY U TIOAJIMHHOCTH,
B TOM UlMCJIe IefiCTBUS 110 TTIOAMeHe MOYM U/WJIM M3MeHEeHUIO ee CBOVCTB C
11eJIbI0 3aTPyAHEeHMS aHaMM3a (Halpumep, BBeJieHye MPOTeas3HbIX
dbepmeHTOB).".

5. B riage 6:
a) HaMeHOBaHMe IJIaBbl U3JIOKUTD B CIeyIolIei pegaKkIun:
"6. ['eHHBIN U KIE€TOYHBIN gONUHAT (M3)";

6) MMyHKT 6.3 1MOCJIe ¢JIOBA "TPAaHCKPUIIIMOHHON " TOTIOTHUTD CJIOBOM ",
MMOCT-TPAHCKPUITIIMOHHOM .



