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MpunucrepctBo cnopra Poccuiickoit @enepauun coobimaer, 4to 12 Mas
2019 roma BeTymmnM B CHIIy H3MeHeHHs, BHeceHHble B Konekc Poccuiickoii
Denepanud 00 aJAMUHUCTPATHBHBIX IIpaBoHapyuleHusx (namee — Komekc).
DenepanbHEIM 3aKOHOM M3jaraeTcs B HOBOM penakuuu crates 6.18 Kopekca,
openycMaTpHBarolias aJIMUHHUCTPATHBHYIO OTBETCTBEHHOCTh 3a HapylleHHE
YCTAHOBIIEHHBIX 3aKOHOAATEJIbCTBOM O (PHU3UYECKOH KyJbType H  CIIOpTe
TpebOBaHUI O TMpefOTBpalleHHH MONHWHra B CHopTe W Ooppbe ¢ HHUM.

AJZMMHHCTpaTHBHAs OTBETCTBEHHOCTH IpelyCMaTpUBAeTCs 3a YMBIIIEHHO
HapylleHHe CIIOPTCMEHOM YCTaHOBJICHHBIX 3aKOHOAATEIbCTBOM O (QH3UYECKOH
KyJIBType U cliopTe TpeOoBaHUH O NpeloTBpallleH|H JONKHIa B criopTe U 6opnde ¢
HUM, BBIpasMBINEeCs B  HCIOJB30BAHMM MWJIM IIONBITKE HCIOJb30BaHHUS
CIIOPTCMEHOM 3alpellléHHON cyOcTaHUMKM W (WIH) 3alpeliéHHOro MeTona, W 3a
paclpocTpaHeHHe CIOPTCMEHOM, TpPEHEepOM, CIELHaIUCTOM IO CIOPTHBHOM
MEIUIMHE WIM WHBIM CIeNHalINCTOM B 00sacTd QU3MYecKOd KyIbTyphl U CHOpTa
3alpelEHHOM cyOcTaHIMK U (MTK) 3alpeli€HHOro MeTo/1a, eCiii 3TH [IeHCTBUS He
COJIEPKaT YIOJIOBHO HaKa3yeMoro JesHusl.

Muncnopr Poccuu Takke obpamaer BHMMaHue, 4to 14 masg 2019 rona
BCTYIUJIO B cuiny mnocTtaHoBieHHe [IpaButensctBa Poccuiickoit @emepauuu ot
29 ampens 2019 roga Ne 527, B COOTBETCTBHM ¢ KOTOPBIM BHECEHBI U3MEHEHHS B
nepedeHb cyOCTaHIUN M (WJIM) METOIOB, 3allpell€HHBIX JUIS HMCIOJb30BaHUSA B
cnopre, and uened crared 230.1 m 230.2 VYromosHoro xonmekca Poccuiickoi
Denepanuy.
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B yka3zaHHBIH nepedeHb BKJIWYeHbl Bce (GopMbl MaAHHNYJASHHH C
OTOOPAHHBIMH B paMKaX Hpouedypbl AONHHI-KOHTPOJS NMPoOaMH C HeJbl0
HApYLIeHHs HX LeJOCTHOCTH H NOAJHHHOCTH, B TOM 4HcJe AeHCTBHSA MO
MOAMEeHe MOYH M/H/IH H3MEeHEeHHIO0 €€ CBOHCTB ¢ lebI0 3aTPYAHEHHS aHAJIH3A.

IIpomy mnpouHGOpMHUPOBATE CIOPTCMEHOB M II€PCOHAN CIOPTCMEHOB
(enmepaluii 0 BHECEHHBIX HM3MEHEHMSAX, a TaKKe pa3MecCTUThb yKa3aHHBIE
JIOKyMEHTBI Ha O(QHUIHaTbHOM caiiTe dheaepaliui.

WNudopmanusa o BHECEHHBIX M3MEHEHHMIX OMyOIUKOBaHA HAa O(GHUIIHAIBLHOM
caiite Muncnopra Poccun B nonpasnene «HoBoctu» paznena « AHTHAOIHHTOBOE
obecrieueHue.

ITpunoxenue: [loctanoBnenue [IpaButenscrtBa Poccuiickoit @enepanuu ot
29 ampenst 2019 r. Ne 527 na 3 1. B 1 9K3.

Hupexrop JlenaprameHTa ‘
HayKH U 00pa3oBaHUs T.I'. ®oMudeHKO

Hcn. Yepsaxos B.E. 8(495)925-35-79
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MPABUTEJILCTBO POCCUICKON ®EIEPAILIVI
ITIOCTAHOBJIEHHUE

oT 29 anpens 2019 v, Ne 527

MOCKBA

O BHeceHMH H3MEHEHHH B IlepedeHb cy0cTanmuil 1 (WIH) METOAOB,
3anpeIeHHbIX A/ HCN0AB30BaHus B COOPTE, AN Henei craTeii 230"
u 230° YronoBHoro kogexca Poccuiickoi ®enepanuu

IIpasurenbctso Poccuiickol Oerepallii HOCTAHOBI A €T :

YTBEpAUTh NIpUNAaracMble M3MEHEHHS, KOTOPBIE BHOCSITCS B TEPEUCHB
cybcTaHumii ¥ (M) MeTO0B, 3aPEIEHHBIX JJIsl HCTIONE30BAHNS B CIIOPTE, IS
neneit crareir 230" m 230 Yronoeroro xomekca Poccmitckoit demepanmy,
YIBEPXKACHHDI mnocraHoBiaeHueM [IpasurenscTsa Pocculickoid depepanuu
oT 28 mapta 2017 r. Ne 339 "OO6 yTtBepxkacHnu nepedHs cyOcTaHIuit u (WiH)
METOAOB, 3alPEIIEHHRIX M1 HCIIOIB30BAHUS B CIIOPTE, LI Lieneit crarel 230!
u 230> VYromosHoro komexca Poccuiickoii ®enepaiyn” (Cobpanue
3axonoxarenscrea Pocculickoid @enepaiyuy, 2017, Ne 14, ct. 2074; 2018, Ne 33,
cr. 5411).

[Ipencenarens I1lpaButenscTBa
Poccuiickoit @eaepanuu . Mengener



YTBEPX/JEHBI

MOCTAHOBJIEHHEM [IpapUTENRCTRA
Poccuiickoii Oeneparyu
otT 29 anpens 2019 . Ne 527

H3MEHEHMHUA,

KOTOpPBIE BHOCATCH B Nepeyens cyOcTaHnuii ¥ (MIH) MEeTOA0B,
3aNpemienHbIX AJ15 HCIOIb30BAHMS B CIIOPTe, A/ Henel craredi 230
2 o .
u 230° YroaosHoro xogexca Poccutickoii @epepannu

1. B rnase 1:

a) B nonmnyHukre "a" myHkra 1.1:

MO3UINEO "4-riApoKcHTeCTOCTEPOH (4,17P-IurHapoKcHanApocT-4-eH-3-0H)
4,17-purunpoken-10,13-mumerun-1,2,6,7,8,9,10,11,12,13,14,15,16,
17-TeTpafekaruapo-UHKIONEHTa[a](peHaHTPEH-3-0H" HCKIIFOUHTH,

TO3ULIHIO "manazon  (170~3THHUN-17-B-ruapokcu-4-aHapoCcTeH-[2,3-
d]uszokcazon) (1R,3aS,3bR,10aR,10bS,12aS)- 1 -3Tuaun- 10a,12a-mume -
2,3,3a,3b,4,5,10,10a,10b,11,12,12a-monexaruapo-1 H-
muknonexTal7,8]genantpo[3,2-d][1,2Jokcazon-1-0m)" M3IOKHTE B CIETYHOIIEH
PEIAKLMN:

" marazon";

6) B opmyuxTe "6" mynkra 1.1:

nepen  nosuuuedr  "19-Hopanapoctenmmon  (3¢Tp-4-eH-3,17-muon)
(35,8R,95,10R,138,148,17S)-13-me1un-1,2,3,6,7,8,9,10,11,12,14,15,16,17-
rerpaaekaruapouukionenralajdenanrpen-3,17-quon"  NOMONHUTE MO3KIMEH
CIEAYIOLWETO CONCPIKAHUS:

"4-ruppokcurectoctepor  (4,17B-muruapoxcuannpoct-4-¢H-3-0oH)  4,17-
maruapokeu-10,13-mamerun-1,2,6,7,8,9,10,11,12,13,14,15,16,
17-TeTpanexkaruApouuKIoneHTala|enanTpes-3-ou",;

nocne  no3umue  "19-HOpaHIpOCTEHIMOH  (3CTp-4-eH-3,17-1IHOH)
(8R,95,10R,138,145)-13-me1H51-1,2,6,7,8,9,10,11,12,14,15,16-
Jonekarpapouuionenralajgpesantpen-3,1 7-mon"  JOMOJHUATE  MO3ULKHEH
CIIETYIOIIETO CONEPIKAHSL:



" aHAPOCTaHOIIOH (50-mMrEIpOTECTOCTEPOH, 17B-rugpoxcu-Sa-
aHAPOCTaH-3-0H)";

MOCiIe TO3WOMH  "aHJPOCTEPOH" HOTOMHUTL IMO3MHHEH CHEOYIOLIETO
COAEPKAHMS

"sumangpocTepoH (3P-ruapokcu-Sa-anapocran-17-0H)".

2. B rmase 2:

a)MyHKT 2.2 1ocie cioBa  "MONMAYCTAr"  JONOJHUTE  CIIOBAMH
"(BAY 85-3934), nanpomxycrar (GSK1278863), samamycrar (AKB-6548)";

0) B myHKTE 2.3 CA0BO "TO3ENEPUH" 3aMEHUTE CIIOBOM 'TO3EPENIUH",

B) ad3al] YeTBEPTHIA MyHKTA 2.5 MOCIE CIIOBa "HIAMOPENHH," HOIOIHUTD
CIIOBOM "MAIAMOPEIHH,".

3. ITynkr 3.1 m1aBHI 3 H3I0KUTE B CHEIYIOIIEH peqakiuyu:

"3.1. ArenTel, IPeAOTBPAIIAONME AKTHBALMIO peHenTopa akTuBuHA [IB:
AKTHBHH A-HEWTPAJIH3YIOIHE aHTHTENA,

aHTHTea IPOTHB penenTopa aktHeruHa 1B (bumarpymad),

KOHKYPEHTH! pelUenTopa akTuBMHA IIB: penenTophI-IOBYINKH AKTHBHHA
(ACE-031);

HHTHOUTOPHI MHOCTATHHA:

areHTHL, CHKAFOLIHUE VUTH OAABNSIONIME SKCIPECCHEO MHOCTATHHA,

MUOCTATHH-HEATPATU3YIOIIHME aHTUTeNa (JoMarpo3yMad, Janaorposymal,
cTamysrymad),

MHOCTATHH-CBA3bIBAOIIHE Oenku (homnmucTaTii, MUOCTATHH-TIPONESNTHY). " .

4. 'maBy 5 nononHuTtk ab3a1eM CIEAYIOWEro COAEPKAHMSL

"Bee ¢GopMBl MaHUIMy UM ¢ OTOOpPaHHBIMH B paMKax OpOUELYPEI
JNOMUHI-KOHTPOJISL  1pofaMK ¢ NENBI0 HapyIleHWs WX UENOCTHOCTH U
NOJUIHHHOCTH, B TOM YHClE JEUCTBUA [0 IOAMEHE MOYM W/MTH M3MEHEHHIO €€
CBOMCTB C LENIBI0 3aTpyNHEHHS aHamu3a (HallpuMep, BBEACHHE IIPOTEA3HBIX
dbepmMeHTOB).".

5. B rnage 6:

4) HAUMEHOBAHUE [JIABBL H3I0XKUTE B CIEAYIOIIEH pelakiliH:

"6. I'eHHBIH ¥ KJIETOYHBIA nonuHr (M3)";

0) myHkr 6.3 nociie clioBa "TPaHCKPHUIIIHOHHOH" [ONONHHUTE CIIOBOM
", MOCT-TPAHCKPHUIIIIMOHHON" .




