MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA
ITIOCTAHOBJIEHMUME

oT 29 ampenst 2019 r. Ne 527

MOCKBA

O BHeceHMHU M3MEHEHUI B NepevyeHb CyOcTaHIUM U (MJ1M) METO/I0B,
3anpemeHHbIX IS HCII0JIb30BAHMS B CIIOPTE, IS 1eJeii crareii 230
2 Lo
1 230° YroaoBHoro kogexkca Poccuiickoit @egepanun

IIpaBurenscTBO Poccuiickon denepaiun O CTAaHOBJAAE T !

YTBepaAUTh NpuUIaraeMbleé U3MEHEHUsl, KOTOPbIE€ BHOCATCS B IEPEUYCHb
cyOcTaHIuii U (MJIM) METOJIOB, 3aMIPEIICHHBIX JIJIS UCIIOIB30BaHUA B CIIOPTE, IS
neneit crareir 230" u 230° Vromosroro komekca Poccmiickoii Mexmeparmi,
YTBEPXKJICHHBI TTocTaHOBIeHHEM [IpaBurensctBa Poccuiickoin ®enepauuu
ot 28 mapta 2017 1. Ne 339 "OO0 yTBepKIaeHUU MepeyHs CyOCTaHIMi U (WIH)
METOJIOB, 3aIPEIICHHBIX IS HCIIONB30BAHUS B CIIOPTE, WIS Ieieil crateit 230"
u 230> VromoBHoro komekca Poccuiickoit ®emepammn"  (Cobpanue
3aKkoHOAaTenbcTBa Poccuiickoit deneparuu, 2017, Ne 14, ct. 2074; 2018, Ne 33,
ct. 5411).

[Ipencenarens [IpaBurenscrBa
Pocculickon ®@enepanuun JA.Mensenes



YTBEPXIEHDbI

nocra”HoBjeHueM [IpaBuTenbcTBa
Poccuiickon denepanmnu
oT 29 ampens 2019 r. Ne 527

N3IMEHEHMU A,

KOTOpPbIe BHOCATCH B IlepeYeHb CyOCTaHIUI U (MJIM) METOHOB,
3anpenieHHbIX 115 HCI0/Ib30BAHNUS B CIIOPTe, AJIs1 LeJIeii craTeii 230"
2 NN
1 230° YroaoBHoro kogexkca Poccuiickoit @enepanuu

1. B rnage 1:

a) B noanyHkre "a" mynkra 1.1:

MO3UIHIO "4-TUAPOKCUTECTOCTEPOH (4,17 B-auruapokcuanapoct-4-eH-3-0H)
4,17-nmuruapokcu-10,13-mumernn-1,2,6,7,8,9,10,11,12,13,14,15,16,
17-teTpanexaruapo-nukionenTalalperanTper-3-oH" HCKITIOUNTE;

MO3UITUIO " maHazoJ (170-3TtrHMI-17-B-runpoxcu-4-anapocren-[2,3-
d]uzokcazomn) (1R,3aS,3bR,10aR,10bS,12aS)-1-3tunnin-10a,12a-gumeTi-
2,3,33,3b,4,5,10,10a,10b,11,12,12a- nonekaruapo-1H-
nukionenta| 7,8 penantpo|3,2-d][ 1,2 ]Jokcazon-1-01)" WU3I0KUTH B CIEIYIOIICH
pEeaKIuu:

"nmanaszon";

0) B moanyHkte "0" mynkra 1.1:

nepen  nosuuuend  "'19-nopanapoctenauon  (3ctp-4-eH-3,17-muon)
(3S,8R,9S5,10R,13S5,14S,17S)-13-meTmin-1,2,3,6,7,8,9,10,11,12,14,15,16,17-
TeTpajeKkaruaponukionenTalalgpenanrpen-3,17-quon" AOMOTHUTL TO3UIMEH
CIICAYIOLIETO COJIEP>KaHUS:

"4-runapokcurectoctepon  (4,17B-nuruapoxcuanapoct-4-eu-3-on) 4,17-
nurunapokcu-10,13-qumernn-1,2,6,7,8,9,10,11,12,13,14,15,16,
17-TeTpanexaruaponukioneHTalalhenanTpeH-3-o1";

I1IOCJIE MO3UIINHN "19-HOpaHIPOCTEHANOH (acTp-4-en-3,17-110H)
(8R,9S,10R,13S,145)-13-me10n1-1,2,6,7,8,9,10,11,12,14,15,16-
noAeKaruapoukionenTalajdenantpen-3,17-1MoH"  JOMOJHUTHL  TMO3UIMEH

CICAYIOUICTO COACPKaHUA!



"aHIPOCTAHOJIOH (50-aUruIpPOTECTOCTEPOH, 17B-ruapokcu-5a-
aHapocTaH-3-0H)";

Mocje TMO3ULMK "aHJIPOCTEPOH'" JOMOJHUTH MO3MIMEH CJIEAYIOLIETO
COJIEp KaHUS:

"snuanapoctepoH (3B-ruapokcu-Sa-anapocran-17-ox)".

2. B rnaBe 2:

a) IyHKT 2.2 mocie cioBa "Moauayctar' —JIONOJHUTHL CJIOBaMU
"(BAY 85-3934), nampoaycrat (GSK1278863), Baganycratr (AKB-6548)";

0) B myHKTE 2.3 cJIOBO "To3eiepuH" 3aMEHUTh CJIOBOM ''To3epenun";

B) ab3all 4eTBEpThIN MyHKTA 2.5 Mocie clioBa "UnamMopesnH," JOMOIHUTh
CJIOBOM '"MartuMopenuH,".

3. IIyHkT 3.1 rnaBbl 3 U3I0KUTH B CICAYIOIICH PeIaKIIUN:

"3.1. AreHThl, IPeJIOTBpAIAIOIINE aKTUBAIIUIO perienTopa akTuBuHa |1B:
aKTUBHH A-HEUTpaIU3yIOle aHTUTENA;

aHTHUTENa MPOTHUB perenTopa aktuBuHa | 1B (6umarpyma0);

KOHKYpEHThI perenitopa aktuBuHa |IB: penenTopbl-loByIKu akTUBHUHA
(ACE-031);

UHTHOUTOPHI MUOCTATHHA!

areHThl, CHIXKAIOIINE UITW MOAABIISIONINE IKCIIPECCUI0 MUOCTATHHA;

MHUOCTaTUH-HEUTPpATU3YIONIUE aHTUTENa (JoMarpo3ymad, JaHmorposymad,
cTamyiiyma0);

MHUOCTaTUH-CBSI3bIBAIONIME O€TKH ((HOILTCTaTHH, MUOCTATUH-TIPONIENTH])." .

4. I'maBy 5 MONOJHUTH a0b3arieM CIASAYIOIIETO COSPKAHMUS:

"Bce ¢opMbl MaHUMynsUi C OTOOpPAaHHBIMH B pPaMKax MPOIEAYPHI
JOTIMHT-KOHTPOJIE Tpo0aMu € IEJIbI0 HApYIIEHUS WX IIEJOCTHOCTH H
MOJJTMHHOCTH, B TOM YHUCJIE€ EUCTBUS 1O MOJAMEHE MOYHU W/WJIM U3MEHEHUIO €€
CBOMCTB C II€JIbIO 3aTPyJHEHUs aHanu3a (HANpUMeEp, BBEACHUE MPOTEA3HBIX
dbepMeHTOB).".

5. B rnase 6:

a) HAUMEHOBAHUE TJIABBI U3JI0KUTH B CIEAYIOLIEH PEAaKIINU:

"6. I'ennbrit u kiaeTouHb nonuHT (M3)";

0) mynkt 6.3 mocne cioBa "TPAHCKPUIIIIMOHHON" TOMOJIHUTH CIIOBOM
" MOCT-TPaHCKPUIIIMOHHON".




