MPABUTENBCTBO POCCUNCKOW ®ELOEPALINN

MOCTAHOBIJIEHUE
oT 29 anpena 2019 r. N 527
O BHECEHUM USMEHEHWI
B MEPEYEHbL CYECTAHLIA U (MNN) METOAOB, 3AMNPELLEHHbIX
019 NCNONb30OBAHWA B CMOPTE, ANA LIENEN CTATEWM 230.1 1 230.2
YIOJTOBHOIO KOJEKCA POCCUCKOWM ®EOEPALIN
MpaBuTenbcTBOo Poccuickon denepaumm nocTaHOBNSET:

YTBEPAUTL NpUnaraeMble U3MEHEeHUs1, KOTOPble BHOCATCH B NepeyeHb
cybcTaHumn n (M) MeToaoB, 3anpeLleHHbIX 49 UCNOoNb30BaHUs B cnopTe, Ans
uenen ctaten 230.1 n 230.2 YronoBHoro koaekca Poccumnckon Pegepaumu,
YTBEPXAEHHbIN NnocTaHoBrieHneM lNpasutensctBa Poccuiickon denepaunm ot
28 mapta 2017 r. N 339 "O06 yTBEpXaeHUn nepeydHsa cybcTaHumi n (Mnu)
METOAO0B, 3anpeLleHHbIX 49 UCNofb30BaHus B criopTe, Ana uenen ctaren 230.1
n 230.2 YronosHoro kogekca Poccuiickon ®enepaumn” (CobpaHue
3akoHopaTenbcTBa Poccunckon depepaunn, 2017, N 14, ct. 2074; 2018, N 33,
cT. 5411).

Mpeacepatens NpaButenbcTea
Poccuinckon ®epepaumn
O.MEOBEJEB
YTBEpXaeHb!
nocrtaHoBneHnem lNpaBuTenbLCcTBa
Poccuinckon ®epepaummn
ot 29 anpenga 2019 r. N 527
N3MEHEHWA,

KOTOPbIE BHOCATCA B MEPEYEHbL CYECTAHLIAM U (MNN) METOOOB,
3AMPELWEHHbIX ONA MCMONb30OBAHNA B CMOPTE, ANA LIENEV CTATEN
230.1 11 230.2 YTOJTOBHOIO KOOEKCA POCCUCKOWM ®EOEPALNN

1. B rnaee 1:

a) B nognyHkTe "a" nyHkra 1.1:

no3numio "4-rugpoKCnTecTocTepoH (4,17 |3—p,vlrm,upOKcmaHp,pOCT-4-eH—3—0H) 417-
anrngpokemn-10,13-gpumeTnn-1,2,6,7,8,9,10,11,12,13,14,15,16,17-
TeTpagekarngpo-umkroneHTalaldeHaHTpeH-3-0H" UCKINIYNTD;

noauumio "aanason (17 @-a3tnHun-17- B-rugpokcn-4-anapocter-[2,3-dJusokcason)
(1R,3aS,3bR,10aR,10bS,12aS)-1-atnHnn-10a,12a-gumeTnn-
2,3,3a,3b,4,5,10,10a,10b,11,12,12a-goaekarngpo-1H-
uuknoneHTa[7,8]peHanTpo[3,2-d][1,2]okca3on-1-on)" n3noxuTsb B cregyoLen
pegakumn:

"nanason";

6) B noanyHkTe "6" nyHkTa 1.1:


https://www.zakonrf.info/uk/230.1/
https://www.zakonrf.info/uk/230.2/
https://www.zakonrf.info/uk/230.1/
https://www.zakonrf.info/uk/230.2/

nepea nosunumen "19-HopaHapocteHanon (3cTp-4-eH-3,17-
anon)(38,8K,98,10K,138,148,178)-13-me1un-1,2,3,6,7,8,9,10,11,12,14,15,16,17-
TeTpagekarngpoumkroneHtalaldeHaHTpeH-3,17-amnon" 4ONONHUTL NO3NLMNEN
crneayroulLero cogepxaHus:

"A-rnopOKCUTECTOCTEPOH (4,17 E'-,EI,VII'VI,EI,pOKCl/IaH,EI,pOCT-4-eH-3-OH) 4.17-
avrngpokeun-10,13-gumeTnn-1,2,6,7,8,9,10,11,12,13,14,15,16,17-
TeTpagekarngpouunknoneHTalaldoeHaHTpeH-3-0H",

nocne nos3uumn "19-HopaHAPOCTEHOMOH (3CTp-4-eH-3,17-ON0H)
(8K,98,104,138,148)-13-me11n-1,2,6,7,8,9,10,11,12,14,15,16-
aopekarngpouuknoneHTtalaldoeHaHTpeH-3,17-anoH" 4ononHUTL No3uunen
crneayouwero cogep)xaHus:

"aHapocTaHosoH (5 &-gurngpotectocTepoH,170-rmgpokcn-5a-aHapocTtaH-3-0H)";

nocne no3uumn "aHgpocTepoH" OOMOMNHUTL NO3ULMEN CreayroLero CoaepXXaHns:

"annanapoctepoH (3 B-rugpoken-5 ¢-angpocTtaH-17-oH)".
2. B rnase 2:

a) NyHKT 2.2 nocrie cnosa "Monugycrat" gononHutb crnosamu "(BAY 85-3934),
aanpoayctaT (GSK1278863), Bagagyctat (AKB-6548)";

0) B nyHKTE 2.3 cnoBo "ro3enepuH" 3ameHnTb CNoOBOM "ro3epennn”;

B) ab3aL, yeTBepTbI NyHKTa 2.5 nocne crnosa "nnamopernuH,"” 4oNONHUTL CII0BOM
"MaummopernuH,".

3. MyHKT 3.1 rnaBbl 3 N3MOXKUTb B CrieayloLlen pegakunm:

"3.1. AreHTbl, NpegoTBpaLlaolme akTmpauuto peuentopa aktmemHa lIB: akTmBmH
A-HeuTpanuayowme aHTuTena;

aHTUTena npoTuB peLenTtopa akTuemHa lIB (bumarpymab);

KOHKYpEeHTbI peuenTtopa aktusuHa lIB: peuentopbl-noByLku aktuemHa (ACE-
031);

I/IHFI/I6VITOpr MNOCTaTUHa:
areHTbl, CHMXawuwine nnm nogasndrowmne 3KCnpeccnro MMoCTaTnHa,

MUOCTaTUH-HENTpanuayLne aHTuTena (qgomarpodymab, naHgorposymab,
ctamynymab);

MUOCTaTUH-CBA3bIBaKOLLINE Benkun (C*)OJ'IJ'IMCTaTMH, MI/IOCTaTVIH-FIDOI'IeﬂTM,EI,).".

4. [naBy 5 gononHuTb ab3auem crenyoLlero cogepxaHus:



"Bce chopMbl MaHMNynAunn ¢ oTobpaHHbIMU B pamKax npouenypbl 4OMUHS-
KOHTpONsA npo6amu ¢ uernbio HapyLLeHUs UX LefIOCTHOCTU U NOASMHHOCTU, B TOM
yucne JencTeus No NogMeHe MoYn /UM USMEHEHUIO ee CBOMCTB C Lerblo
3aTpygHeHusa aHanuaa (Hanpumep, BBeeHue npoTeasHbiX hepMeHToB).".

5. B rnaBe 6:
a) HaMMeHOBaHWe rMaBbl U3NOXNUTb B CreayoLen pegakunu:
"6. [eHHbIA 1 KNeToYHbIN gonuHr (M3)";

6) nyHKT 6.3 nocne cnoea "TPaHCKPUNLMOHHON" AOMNOSTHUTE CITOBOM ", NOCT-
TPaHCKPUMUNOHHON" .



