NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

ITOCTAHOBJIEHUE
ot 29 anpensg 2019 1. N 527

O BHECEHUU N3MEHEHU
B IIEPEUEHb CYBCTAHIIUI U (UJI) METO/IOB,
3AITPEIEHHBIX
IJ1S1 ICTIOJIb30OBAHNS B CITOPTE, [IJ15 LIEJIEN
CTATEM 230.1 1 230.2
YTOJIOBHOI'O KOJIEKCA POCCUNICKON
OENIEPALINU

[TpaBuTenbcTBO Poccuiickoit @emepaiiyn
IIOCTAaHOBJISIET:

VTBepAUTh NMpuiaraemMbie U3MeHeHUsI, KOTOpbIe
BHOCSITCSI B TlepeveHb CyOCTaHLMIt U (M/IM) METO/IOB,
3ampelleHHbIX IJIS1 UCII0JIb30BAHMS B CIIOPTE, IS
neseit crateit 230.1 1 230.2 YroJioBHOTO KogeKca
Poccniickoit @epepaunm, yTBepsKIeHHbI
nocraHosynieHueM IIpaBurtenbcTBa Poccuiickoi
®enepanyum ot 28 mapra 2017 r. N 339 "06
YTBEPKIEeHUM TIepeuHs CyOCTaHLM U (MITN)
MeTO/I0B, 3aIlpellleHHbIX JJIs UCII0/Ib30BaHMS B
cropre, ajid uene crareii 230.1 u 230.2 YronoBHOTO
kogekca Poccuiickoit @enepanyn” (Coopanme
3aKoHomarebcTBa Poccuiickoit @epgepauun, 2017, N






14, cT. 2074; 2018, N 33, cT. 5411).

IIpencenarens [IpaBuTe/bLCTBA
Poccuiickoit @egepatunn
IO.MEIBEJEB

YTBepKOeHbI

rnocraHos/ieHMeM IIpaBuTebCTBA
Poccuiickoi ®epgepann

ot 29 anpens 2019 1. N 527

V3MEHEHUS,
KOTOPBIE BHOCSITCS B [TEPEYEHD CYBCTAHIINI
Y (WIN) METOIOB,
3ATIPEIIEHHBIX [JIS VICIIOJIb30BAHYS B
CITOPTE, JI/Ifl LIEJIEV CTATEN
230.1 1 230.2 YTOJIOBHOT'O KOJIEKCA
POCCUIICKOI ®EIEPALIVA

1. Brnase 1:

a) B MOAIyHKTe "a" myHKTa 1.1:

MO3ULIVIO "4-TUPOKCUTECTOCTEPOH (4,17 B-
IUTUAPOKCUAHPOCT-4-€H-3-0H) 4,17- IUTUAPOKCH -
10,13-gumeTnn-1,2,6,7,8,9,10,11,12,13,14,15,16,17-
TeTpaJeKaruapo-IukioneHTalajgpeHanTpeH-3-oH"
UCK/TIOUUTD;






nosuuyio "ma”ason (17 ®-stuumn-17- B -TUAPOKCU-4-
aHJIpoCTeH-[2,3-d]u30Kca3om)
(1R,3aS,3bR,10aR,10bS,12aS)-1-aTuana-10a,12a-
aumeTui-2,3,3a,3b,4,5,10,10a,10b,11,12,12a-
nopekaruapo-1H-uuknonenTa[7,8]benanTtpo|3,2-d]
[1,2]okca30m-1-0m)" U3MOXUTH B CI€LYIOLLEN
peIaKIum:

"maHa3on";
0) B moaIyHKTe "6" myHKTa 1.1:

nepen nmosuiye "19-HopaHaApOCTeHAMOA (3CTP-4-
eH-3,17-nmom)(3S,8R,9S,10R,13S,14S,17S)-13-meTu-
1,2,3,6,7,8,9,10,11,12,14,15,16,17-
TeTpajieKaruapouukioneHTalaljbeHanTpeH-3,17-
IMOJT" TOTIOJIHUTh MO3UIMeN CieIyIIIero
copep>KkaHus:

"4-TUAPOKCUTECTOCTEPOH (4,17 B-
IUTUAPOKCUAHPOCT-4-€H-3-0H) 4,17- IUTUAPOKCH -
10,13-gumernn-1,2,6,7,8,9,10,11,12,13,14,15,16,17-
TeTpaJeKaruIpoLuuKIoneHTa[a]JbeHaHTpeH-3-0H";

rnocse mo3uuyuu "19-HopaHAPOCTEHAMOH (3CTP-4-€eH-
3,17-guon) (8R,9S,10R,13S5,14S)-13-meTn-
1,2,6,7,8,9,10,11,12,14,15,16-
nopekaruapouukioneHTtalajgesantpen-3,17-auoH"






JOITIOJIHUTD HOSI/ILU/IEVI cdjlenymuiero conep>XaHmi:

"aHApOCTaHOJIOH (5 G&-guruapoTecTocTepoH, 17 B-
TUAPOKCHU-5 E-aHmpocTaH-3-0H)";

rocsie Mo3ULUu "aHaPOCTEPOH" TOTIOTHUTh
MO3UILIMeN CeIyIOIero comepKaHusi:

"3nmMaHapoCTePOH (3 p -I'MApPOKCHU-5 @-aHapocTaH-17-
OH)".

2. B rinase 2:

a) ITYHKT 2.2 T0ocJie ¢J10Ba "MOJUAYCTAT" ITOIMOJHUTD
cnoBamu "(BAY 85-3934), mampomycTaT
(GSK1278863), Bagamyctat (AKB-6548)";

0) B myHKTe 2.3 CJIOBO "TO3ejiepuH" 3aMeHUTh CJIOBOM
"ro3epeiinH";

B) ab3all ueTBepThIi ITyHKTA 2.5 Iocye cyioBa
"MIaMopeJivH," OOMOJHUTD CJIOBOM "MallMMOPEJINH,".

3. IIyHKT 3.1 rnaBbl 3 M3JIOXKUTD B CJIeAyIONIENn
penaKkiumn:

"3.1. AreHTbI, IpegOTBpalIaIONIie aKTUBALIUIO
pellerrtopa akTuByuHa IIB: akTMBYUH A-
HeMTpaJau3yruue aHTUTeNa;






aHTUTEeJIa IIPOTUB peleIlTopa akTuBuHa 1B
(6umarpymab);

KOHKYDEHTBI peljeniTopa akTusBMHa I1B: penentopsl-
noBywky aktTuBuHa (ACE-031);

I/IHI‘I/I6I/ITOpI)I MMOCTAaTMHaA:

alreHTbl, CHIDKaIe 1M noaaB/Idroiine
SKCIIpeCCHI0 MMOCTATNHA,

MMOCTaTUH-HEeMTpaIMU3YIOIIye aHTUTe 1a
(momarpo3syma0, JIaHZ0rpo3yMab, ctaMmyiaymab);

MMOCTaTUH-CBSI3bIBaOIIMe Oenku (PoaamucTaTuy,
MMUOCTATUH-TIPOMIEINITU). .

4. 'naBy 5 mOMOITHUTD ab3a1leM CJIeIYIOIIEero
CcoZleps>KaHus

"Bce opmbl MAaHUITYJISIMIT C OTOGPAHHBIMMU B
paMKax MpoIeaypsl JOMMHT-KOHTPOJIS Ipobamu C
LIeJIbI0 HapyLIeH s UX LeJIOCTHOCTU U TTOIJIMHHOCTH,
B TOM UMCJI€ AeCTBUS 10 IOAMEHEe MOYU U/ WU
M3MEHEHMIO ee CBOMCTB C L1eJIbI0 3aTPyLHEeHUS
aHaiM3a (HarpuMep, BBeeHNe MPOTea3HbIX
dbepmeHTOB).".

5. B rnase 6:






a) HaMeHOBaHMe TJIaBbl U3JIOKUTD B CJIeAYIONIE
peIaKLun:

"6. ['eHHBIV ¥ KIeTOUYHbIV HONUHT (M3)";

6) ITyHKT 6.3 1OCJIe cJIoBa "TPAHCKPUITIIMOHHOI "
IOTIOJIHUTh CJIOBOM ", TOCT-TPAHCKPUIILIMOHHON! ".






