NMPABUTENIbCTBO POCCUUCKOWN ®EOEPALIMA

NMOCTAHOBJIEHUE
ot 29 anpens 2019 r. N 527

O BHECEHUW U3MEHEHWUN
B MEPEYEHb CYBCTAHLUMA U (MNW) METOOOB, 3ANPELEHHbIX
ANA NCNOJNIb3OBAHUSA B CNOPTE, ANSA LENEN CTATEN 230.1 U 230.2
YronoBHOIo KOOEKCA POCCUUCKOW ®EOEPALIMA

[IpaBuTenscTBO Poccuiickoit @eaepanuu noCTaHOBIISIET:

VYTBepauTh mpHIIaraeMble H3MEHEHMs, KOTOpPbIE€ BHOCATCA B IepedyeHb CcyOcTaHuui u (Win)
METO/JIOB, 3alPEIICHHBIX I MCIOJb30BaHus B cropte, /s uened crarei 230.1 u 230.2 YromoBHOro
konekca Poccuiickoit ®Penepaunu, YTBEpKACHHBIM TmocTaHoBieHMeM [IpaButensctBa Poccuiickoit
Oenepannu ot 28 mapta 2017 1. N 339 "OO0 yTBepkaeHUH mepeyHs cyOcTaHIMi U (WJIKM) METOJOB,
3alpelleHHbIX JUIsl UCIIONIb30BaHMs B croprte, [uid ueneit craredt 230.1 u 230.2 YrosoBHOro konekca
Poccutickoit @enepanun" (Cobpanue 3akoHomareabcTBa Poccuiickoit ®denepanuu, 2017, N 14, cr. 2074;
2018, N 33, cT. 5411).

IIpencenareins [IpaBurenscTBa
Poccuiickoit @enepanuun
JA.ME/IBEJIEB

YTBepkKIeHBI

nocraHoBieHueM IIpaBurenscTBa
Poccniickoit ®enepanuun

ot 29 ampens 2019 r. N 527

U3MEHEHUA,
KOTOPbIE BHOCATCS B NEPEYEHb CYBCTAHLUA U (MNTU) METOAOB,
3AMNPELLEHHBLIX ANA UCMOJNIb3OBAHUA B CNOPTE, ANA LENENA CTATEN
230.1 U 230.2 YTOJIOBHOIO KOOEKCA POCCUACKOWU ®EOQEPALINA

1. B rnase 1:

a) B noAmyHkre "a" myHkra 1.1:

IIO3UIIUIO "4-TUPOKCUTECTOCTEPOH (4,17 p - IUTUAPOKCUAHIPOCT-4-eH-3-0H)
4,17-murunpokcu-10,13-mumernn-1,2,6,7,8,9,10,11,12,13,14,15,16,17-rerpanekaruapo-uukioneHrala]d

SHaHTpPEH-3-0H" UCKITIOYHTD,

nosunmio  "mamasonm (17 ¢ -otmEmn-17- P -rmmpoxcn-4-amnpocren-[2,3-d]uzoxcazon)
(1R,3aS,3bR,10aR,10bS,12aS)-1-3tunun-10a,12a-gumernn-2,3,3a,3b,4,5,10,10a,10b,11,12,12a-10aeKar
unpo- 1 H-muknonenTal 7,8 penantpo[3,2-d][ 1,2 ]okcazomn-1-01)" U310KUTH B CICAYIONIEH pelaKIuu:
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"nmaHazon";
0) B moanynkre "0" mynkra 1.1:
nepen [MO3ULIEN "19-HOpaHAPOCTEH N0

(acTp-4-en-3,17-muomn)(3S,8R,9S,10R,13S,14S,17S)-13-metun-1,2,3,6,7,8,9,10,11,12,14,15,16,17-terpan
eKaruapouukKIIonenTala)denantpen-3,17-nuon" JOMOTHUTE TO3UIMEH CISAYIOMIET0 COACPKaHUS:

"4-THIPOKCUTECTOCTEPOH (4,17 p - IATUIPOKCUAHAPOCT-4-eH-3-0H)
4,17-nurunpoxcu-10,13-gumernn-1,2,6,7,8,9,10,11,12,13,14,15,16,17-rerpanexaruaponukionenralalde
HaHTpeH-3-0H";

[ocJjie [MO3ULINHA "19-HOpaHAPOCTEHINOH (actp-4-en-3,17-110OH)

(8R,9S,10R,13S,14S)-13-metmin-1,2,6,7,8,9,10,11,12,14,15,16- noxexaruaporukionenralapeHanTpen-3,
17-nuoH" TOTOJHUTH MO3HIIUEH CIICAYIOMIETO COACPIKAHMUS:

"aHapocTaHoioH (5 % -uruaporecrocTepon, 17P -rumpoxcen-5 ¢ -annpocran-3-oH)";

MOCJIE MO3UINH "aHIPOCTEPOH" JOTOIHUTD MO3ULIUEH CIEAYIOIIETO COIEP KAHUS:

"smmangpoctepoH (3P -rumpoxcn-5 ¢ -anmpocran-17-om)".
2. B rnage 2:

a) myHKT 2.2 mocne cioBa "monuayctar" monmonHuTh cioBamu "(BAY 85-3934), manpomycrat
(GSK1278863), Bamaayctat (AKB-6548)";

0) B myHKTe 2.3 ci10BO "ro3enepuH" 3aMeHUTH CJI0BOM "ro3epenun";
B) a03a1l yeTBepThIi MyHKTa 2.5 mocie ciaoBa "unamMopenuH," JOMOJIHUTD CII0BOM "'MalluMOpENvH,".
3. [TynkT 3.1 rnaBel 3 U3NOXKUTH B CIEAYIONICH PEIaKINH:

"3.1. AreHThl, NpeNOTBpaIlaOIIME aKTUBalMIO peuenrtopa axktuBuHa [IB:  axTuBUH
A-HeWTpanu3yrolue aHTUTeNa;

aHTUTEJa MPOTUB perenTopa aktuBuHa [IB (Oumarpyma0);

KOHKYPEHTHI perientopa aktuBuHa [IB: perienropei-noBymiku aktusuna (ACE-031);
MHTHOUTOPBI MUOCTATHHA!

areHThI, CHUKAIOIINE WJIH MOAABIISIONINE IKCIIPECCHI0 MUOCTATHHA;
MHOCTaTHH-HEUTPATM3YIOIINE aHTHTEeNA (JloMarpo3ymad, JaHaorpo3ymad, ctamyirymal);
MHOCTaTHUH-CBSI3bIBatOIIUE OeIKHU ((POJUTHMCTATUH, MUOCTATHH-TIPOTIECNITH/)." .

4. I'maBy 5 nOMOTHUTE ab3a1ieM CIIeIYIONMIEro COAePKaHUs:

"Bee (opMbl MaHUIYJISAIMNA ¢ OTOOPAaHHBIMU B PaMKax MPOILEAYpbl JOMUHT-KOHTPOJIS MpodaMu ¢
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[EJIBI0 HAPYIICHUSI WX IEJIOCTHOCTH M TOMJIUHHOCTH, B TOM YHWCIIE JCHCTBHUS IO TMOAMEHE MOYH H/HIU
W3MECHCHUIO €€ CBOWCTB C IICNbI0 3aTpPyJHCHHs] aHalu3a (HalpuMep, BBEIEHUE MPOTEa3HbBIX
dhepmeHTOB).".

5. B rnaBe 6:
a) HaMMEHOBAaHUE IJ1aBbl U3JIOKUTH B CIEIYIOIIECH PelaKIINU:
"6. I'ennblit u kiaeTouHbli gonuur (M3)";

Al

0) myHKT 6.3 moce ciioBa "TPaHCKPUIITMOHHON" TOTIOTHUTH CIIOBOM ", MTOCT-TPAHCKPUIIITUOHHON ",
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