NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

ITOCTAHOBJIEHUE
ot 29 anpensg 2019 1. N 527

O BHECEHWU U3MEHEHUI
B IIEPEYEHDb CYBCTAHLIVIN U (M) METO/10B, 3ATIPEIIIEHHBIX
TIJI1 UICTIOJIb3OBAHMSA B CITOPTE, J1J1S LIEJIE CTATE 230.1 1 230.2
YT'OJIOBHOTO KOJIEKCA POCCUMCKOM ®EJEPALIIN

IIpaBuTenbCcTBO Poccuiickoit @emepanny MOCTAHOBIISIET:

VTBepAUTD MpuiaraeMbie M3MeHeHMsI, KOTOpble BHOCSITCS B IlepevyeHb CyOCTaHLMIi U (MJIX) METO/IOB,
3arpelleHHbIX 471 MCII0JIb30BaHUS B CIiopTe, A4 Leeil crateit 230.1 u 230.2 Yro/IoBHOTO KoAeKca
Poccuiickoi @enepaiiu, yTBepKI,eHHbBIV ITOCTaHOBIeHueM [IpaBuTenbcTBa Poccuiickoit @emepaiiim ot 28
mapTa 2017 r. N 339 "O6 yTBepKIeHuu IepeyuHst CyocTaHUuii 1 (M) MeTOAOB, 3aMIpeIeHHbIX JIJIsI
MCII0/Ib30BaHMS B CIIOpTe, I 1eneli cratent 230.1 n 230.2 YromoBHOro Koaekca Poccuiickoit ®emepanyn”
(Cobpanme 3akoHOmaTeabcTBa Poccuiickoit @emepanym, 2017, N 14, cr. 2074; 2018, N 33, cT. 5411).

IIpencenarens [IpaBuTeibCTBA
Poccuiickoi @emepaniu
O.MEJIBEIEB

YTBepKOeHbI

rnocraHoByieHueM [IpaBuTe/ibCTBA
Poccuiickoit @enepaiyin

oT 29 anpens 2019 1. N 527

N3MEHEHNA],
KOTOPBIE BHOCATCS B IIEPEYEHD CYBCTAHIIVN U (UJIN) METO/IOB,
3ATIPEIIEHHBIX JIJIS UCITOJIb30OBAHMS B CITIOPTE, [ LIEJIEV CTATEN
230.1 11 230.2 YTOJIOBHOT'O KOJEKCA POCCUIICKOM ®ENEPALIUU

1. Brinase 1:

a) B IIOAIIYHKTe "a" myHkTa 1.1:

MO3ULINIO "4-TUIPOKCUTECTOCTEPOH (4,17 p -IUTUAPOKCUAHAPOCT-4-eH-3-0H) 4,17 -nuruaporcu-10,13-
numetnn-1,2,6,7,8,9,10,11,12,13,14,15,16,17-TeTpagekaruapo-unukiaoneHTaja]beHaHTpeH-3-0H"
UCK/IIOUNTD;

Nnosuuuio "maHason (17 @-stuumn-17- B—FI/I,E[pOKCI/I-4-aH,ELp0CTeH-[2,3-d]I/I3OKCaSO)'I)
(1R,3aS,3bR,10aR,10bS,12aS)-1-atuunn-10a,12a-gumernin-2,3,3a,3b,4,5,10,10a,10b,11,12,12a-
nopekaruapo-1H-uuknonenTa7,8]benantpo[3,2-d][1,2]okca3osn-1-0m)" U3MOKUTH B CAeayl0Iei
pelaKkuun:

"maHa3on";
6) B moAyHkTe "6" myHkra 1.1:

nepep mnosuiiyei "19-HopanapocteHanon (3ctp-4-eH-3,17-ouomn)(3S,8R,9S,10R,13S,14S,17S)-13-meTun-
1,2,3,6,7,8,9,10,11,12,14,15,16,17-TeTpamekaruapounkionenrala]benanTpeH-3,17-n1on" 4ONOJIHUTD
MO3UIIMEN CIIeAYIONIero COmepKaHms :

"4-TUAPOKCUTECTOCTEPOH (4,17 p -IUTUAPOKCUAHPOCT-4-eH-3-0H) 4,17-aurunapokcu-10,13-aumeTns-
1,2,6,7,8,9,10,11,12,13,14,15,16,17-TeTpagekarugpoiukiaoneHrala]peHaHTpeH-3-0H";



rocsie mo3uuuu "19-Hopa”HApOCTeHAMOH (3CTp-4-eH-3,17-nmoH) (8R,9S,10R,13S,14S)-13-MmeTun-
1,2,6,7,8,9,10,11,12,14,15,16-gonexkaruaporukionedralaldbeHaHTpes-3,17-110H" JOTOJHUTH MO3ULIMEN
CIeIyI0IIero Coaep KaHus:

"aHapOCTaHOIOH (5 G- guruapoTecTocTepoH, 17 B-I‘I/I,ILPOKCI/I-S (-aHIpOCTaH-3-0H)";

MocJie MO3ULUN "aHAPOCTEPOH" TOMOTHUTD MO3UIMEN CAeAYIOIEero Colep>KaHms

"3nmMaHapoCcTepoH (3 p -TUAPOKCU-5 X-aHApOoCcTaH-17-0H)".
2. B rnase 2:

a) MyHKT 2.2 IocJIe ¢JIoBa "MOJUAYCTAT" AOMOTHUTD cioBamu "(BAY 85-3934), manmpomycrat (GSK1278863),
Bamaaycrat (AKB-6548)";

6) B ITyHKTe 2.3 CJI0OBO "TO3e/iepuH" 3aMEeHUTH CJIOBOM 'TO3epejinH";
B) ab3all yeTBepThIii ITyHKTA 2.5 IMOC/Ie CJI0Ba "MITaMOPEe/IVH," TOMOJHUTH CJIOBOM "MallIMOPEJIMH,".
3. ITyHKT 3.1 r71aBbI 3 U3JI0KUTD B CJIeAYIOUIEN pelaKkIUn:

"3.1. AreHTBI, IpedOTBpAIlAIOIIMe aKTUBALMIO pelielnTopa akTMBMHA [IB: akTMBUH A-HelTpann3yoime
aHTHUTeJIa;

aHTUTeJIa IPOTUB perernTopa akTuBuHa IIB (6umarpymao);

KOHKYPeHTHI perjenitopa akTuBuHa IIB: peuentopei-noBymky aktusuHa (ACE-031);
MHTMOUTOPBI MUOCTATUHA:

areHTbl, CHYDKAIOIIMe MY [TOAAaBJISIOL /e SKCIIPeCCHI0 MUOCTAaTUHA;
MMOCTaTUH-HEeNTpaan3yIole aHTUTeNa (qoMarposymMmao, JaHa0rpo3yman, cramyiayMao);
MMOCTAaTUH-CBS3bIBAIOIIME Ok ((Po/umMcTaTH, MUOCTATUH-TTPOTIENITHT). "

4.TnaBy 5 mOMoOMHUTD ab3aiieM cjieylolIero CoaepsKaHms :

"Bce popmbl MaHUITYJISI LN C OTOOpPAaHHBIMM B paMKax MpolleIypbl JOMMHT-KOHTPOJISI TPo6aMM C 11e/bio
HapylIeHUs UX [eJIOCTHOCTU U IOLJUHHOCTH, B TOM UMCJIe AeiCTBUS 10 ITIOIMEHEe MOUM U/ VU U3SMEHEHUIO
ee CBOVICTB C 11eJIbI0 3aTPYyAHEeHMS aHa/IM3a (HarpuMep, BBeieHMe MpoTea3HbIX GepMeHTOB)." .

5. B rnaBe 6:
a) HayMeHOBaHMe IJIaBbl U3JI0KUTD B CIeyIoLeil pefaKkun:
"6. 'eHHBIV U KJIeTOYHBIN fonuHr (M3)";

v (YR}

0) IYHKT 6.3 1ocJjie ¢JIOBa "TPaHCKPUIIIIMOHHOM " JOTIOJHUTD CJIOBOM ", TTIOCT-TPAHCKPUITLIMOHHOV "



