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NPABUTE/IbCTBO POCCUICKOM MELEPALIA

ITOCTAHOBJIEHUE
ot 29 ampenst 2019 1. N 527

O BHECEHMU U3MEHEHUI
B IIEPEYEHD CYBCTAHIIVIN 1 (UJI) METOJIOB, 3AITPEIIEHHBIX
IIJ1S1 CITOJIb3OBAHUY B CIIOPTE, IS LIEJIEM CTATEM 230.1 11 230.2
YTOJIOBHOT'O KOJIEKCA POCCUMICKOW ®ENEPALIVI

[IpaBuTenbcTBO Poccuiickoi @epepalyiyt MOCTaHOBJISIET:

VTBepauUTb IpujiaraeMble U3MeHeHMsI, KOTOpble BHOCSTCS B IIepeyeHb CyOCTaHIMIi 1 (V1) MEeTO/IOB,
3amnpeleHHbIX /11 MCIIOIb30BaHMs B CIIOpTe, i Hejel crateli 230.1 1 230.2 YroJ0BHOTO KOfeKca
Poccniickoi @epepainn, yTBepKIeHHbI moctaHoBieHeM [IpasurenbcTBa Poccuiickoin @epepauym ot 28
Maprta 2017 r. N 339 "O6 yTBepskaeHMUM ITepeyHst CyOCTaHLIMit ¥ (MIM) MEeTOHOB, 3aIpelle HHbIX IS
VICIIO/Ib30BaHMS B CcriopTe, nJs 1eseii ctarein 230.1 n 230.2 YronoBHoro kopekca Poccnrickoit @epeparymn”
(Cobpanme 3akoHomarenbcTBa Poccuiickoir ®emepanym, 2017, N 14, ct. 2074; 2018, N 33, cT. 5411).

[Tpencenaresnsb [IpaBuTenbCTBA
Poccuiickoin ®enepanyn
O.MEIBEIEB

YTBepsKIeHbl

rocTaHoBjieHMeM [IpaBuTenbCTBA
Poccuiickoin ®enepanyu

ot 29 ampenst 2019 1. N 527

MN3MEHEHNS],
KOTOPBIE BHOCSTCS B IIEPEUYEHD CYBCTAHIIVIM 11 (MJI) METOJIOB,
3AIIPENIEHHBIX JIJIS1 UCITOJIb3OBAHVS B CIIOPTE, JIJIS LIEJIEV CTATE
230.1 11 230.2 YTOJIOBHOT'O KOJIEKCA POCCUNMCKOV ®ENEPAIINN

1. B riaBe 1:

a) B IIOAITYHKTe "a" myHKTa 1.1:

MO3UILUIO "4-TUIPOKCUTECTOCTEPOH (4,17 p -IUTUPOKCUAHI POCT-4-eH-3-0H) 4,17-guruaporcu-10,13-
numetnn-1,2,6,7,8,9,10,11,12,13,14,15,16,17-TeTpagekaruapo-uyukiaoneHTala]peHaHTpeH-3-0H"
UCKJTIOUUTD;

rmosunuio "gadason (17 &-stuami-17- E‘—rm,upOKCM—4—aHLLpOCTeH—[Z,S—d]M30Kca30J1)
(1R,3aS,3bR,10aR,10bS,12aS)-1-atunmn-10a,12a-gumetnn-2,3,3a,3b,4,5,10,10a,10b,11,12,12a-gomeKkaruapo-
1H-uuknonenTa|7,8]penantpo[3,2-d][1,2]okcazon-1-om1)" U3NTOKUTD B Ciiedyloleit peakiun:

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

repen nmosuiyein "19-HopanapocteHAMONA (3CTp-4-eH-3,17-mmom)(38,8K,98,10K,138,148,178)-13-me -
1,2,3,6,7,8,9,10,11,12,14,15,16,17-TeTpameKaruapouykioneHTala]beHanTpeH-3,17-q1on" qONOTHUTD
MO3UIIMEN CIeIYyIOIero CoepsKaHmus :

"4-TUIPOKCUTECTOCTEPOH (4,17 p -OUTUIPOKCUAHI POCT-4-eH-3-0H) 4,1 7-guruapokcu-10,13-aume TnII-
1,2,6,7,8,9,10,11,12,13,14,15,16,17-TeTpamekaruapolikioneHralalpeHaHTpeH-3-0H";
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rocJie no3uiiuu " 19-HopaHapocTeHAMOH (3CTp-4-eH-3,17-gmuoH) (8K,98,1041,138,148)-13-MmeTmi-
1,2,6,7,8,9,10,11,12,14,15,16-nomexaruapouukioneHTala]beHaHTpeH-3,17-4MOH" TOMOTHUTD MO3ULINEI]
CIeqYIOIero ComepsKaHms:

"aHApOCTaHOJIOH (5 ®-IUruapoTeCTOCTEPOH,170-rapoKCK-5a-aHapoCcTaH-3-0H)";

TocJie TO3ULMY "aHIPOCTePOH" I OTIOJIHUTD TTO3UIIMeli CIeqyIONIeT0 ComepyKaHms :

" 3MMaHIPOCTEPOH (3 B-I‘I/I,I[pOKCI/I-S @-aHapocTaH-17-0H)".
2. B rnage 2:

a) IMyHKT 2.2 Toc/Ie CJI0Ba "MOMUAYCTAT" AOMOJHUTH cyioBamu "(BAY 85-3934), manpomycTtat (GSK1278863),
BamagycTaT (AKB-6548)";

0) B IyHKTe 2.3 CJI0BO "To3ejiepyH" 3aMeHUTDb CJIOBOM 'TO3epesuH",;
B) ab3a1l YeTBePThIii ITyHKTa 2.5 1ocsie cjoBa "UaMopesiuH," JOMOJIHUTh CJIOBOM "MallIMOpesnH,".
3. ITyHKT 3.1 r71aBbI 3 U3JIOKUTh B CIeAYIOIIEN peaaKium:

"3.1. ATeHTBI, TIpeIOTBpanatole akTUBALUIO pelienTopa akTuBMHA [IB: akTMBUH A-HeUTpaiu3yoIue
QHTUTENIA;

aHTHMTeJIa IIPOTUB pellenTopa akTuBKHA IIB (6uMarpymao);

KOHKYPeHTbI pelientopa aktuBuHa IIB: petienrropsi-yioByiiky aktuBuHa (ACE-031);
MHTMOUTOPBI MMOCTATMHA:

areHTbl, CHVDKAIOIME MU TIOIaBJISIONI/Ee SKCIIPEeCCUI0 MUOCTATHHA;
MMOCTaTUH-HeNTpaIu3yollye aHTUTeIa (oMarpo3ymao, JaHa0rpo3ymad, ctamyryMao);
MMOCTaTUH-CBSI3bIBaOIIVE Gesiky (Po/umnMcTaTH, MMOCTaTUH-TIPOTIEIITH). .

4. TnaBy 5 mOMoOMHUTD ab3areM c/ieAyIOIIero CoepsKaHms:

"Bce dhopMbl MaHUITYJISIIIMIA C OTOOPAHHBIMM B paMKax IMPOIeAYPbI JOMMHT-KOHTPOJIST TPOO6aMMU C 11eJIbI0
HapyIlIeHMs UX L[eJIOCTHOCTU U MOJJIMHHOCTH, B TOM 4MCJIe [eiCTBYMS 110 II0OAMeHe MOUM M/WIN U3MeHEeHUIO
ee CBOJICTB C 11eJIbI0 3aTPyJHeHMs aHaIu3a (HarpuMep, BBeJeHue MpoTeasHbIX (hepMeHTOB).".

5. B rnaBe 6:
a) HaMMeHOBaHMe I7IaBbl U3JI0KUTDH B CJIeAYIOLeil pesakiun:
"6. 'eHHbBIN U K€ TOUHBIN JonuHT (M3)";

o o

0) ITyHKT 6.3 T10C/Ie CJI0Ba "TPaHCKPUITIIMOHHOM" JOMOMHUTD CJIOBOM ", TTIOCT-TPAaHCKPUIIIIMOHHOM "
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