U, NOVARTIS

KnnHnyecknnm cny4van agboBaHTHON Tepanun BRAF+ menaHoMbl Koxxu ¢ BPB 36 mecsaueB
Image

. .

KNnMHN4YecKuMu cnyvyam agblOBaHTHOM
Tepanuu BRAF+ MmenaHoMbl KoXXu ¢ bPB
36 MecAueB

JaHHbIN KIIMHWYECKMI CNyYan ONuCbIBaeT naumeHTa C peunanBoM MeslaHOMbl KOXKN Yepes
3 roga nocse ncceveHmnsa NepBmYHHON onyxoau. Nocne NOBTOPHOIro nccevyeHuns, oeyx JIAS n

OBYX BUWOOB afblOBaHTHOM Tepanum yaanocb Jobutbca BPB B 36 mecsues. NogpobHee B
MaTepuase HMXe.

MaTepuvan oCHOBbIBAETCA Ha AaHHbIX, MPeAoCTaBNeHHbIX TUWeHKO AHTOHOM
BnaanMupoBmnyeMm, Bpa4oM-oHKOJ10roMm TaMboBCKOro 06,1acTHOr0 OHKOJ10MrM4eCcKoro
KJIMHUYEeCKOro AucraHcepa, v nosyy4eHHblx TuweHko A.B. B pesynbTaTe BpavyebHom
npaktTuku. OO0 «HoBapTuc ®apma» He HeCceT OTBETCTBEHHOCTU 3a LOCTOBEPHOCTb
OaHHbIX, NCMOJIb30BaHHbIX B Matepuarne.
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MauuneHT M., 1964 r. p.

21.03.2016 — ucceveHue NUrMEeHTHOro oopasoBaHUsA KOXXMU CMUHBDI.

ncTonormnyeckoe nccaenoBaHme: MeslaHoOMa KoxXXu, 6e3 n3ba3sneHns, yposeHb MHBa3UN
rno Knapky Il, TonwmHa no bpecnoy 3 mm.

R-OlK: 6e3 o4yarosom natosIornn.
Y31 OBI, 3I1, pernoHapHbIX s/y: NPU3HAKOB OMNYyX0JE€BOW NAaTONOr N HET.
OnarHo3: menaHoma Koxxu cruHbl A ctagumn (pT3aNOMO).
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https://www.pro.novartis.com/ru-ru/therapeutical-areas/oncology/melanoma/reviews/opczii-adyuvantnoj-terapii-pri-iii-stadii-melanomy-kozhi

Yepes 3 ropa

05.2019 — 1-e nporpeccupoBaHue — Ha Ko>XXe CMUHbl 2 NUrMeHTHbIX OOpa3oBaHus:

e1,0x1,2cmB4,0cmoT n/o pybua;
* 0,7%x0,8cmB4,7 cm ot n/o pybua.

Y3W pervoHasnbHbIX f/y: B 1€BOM NOAMbILWEYHON 061, TMNO3X0reHHble n/y o 2,5 cm, B
npason noaMmblwevyHon 0b61. n/y He yBesIYEHbI.

BboinonHeHa buoncma n/y neson NOAMbILLIEYHOW 30HbI.

fmcTonornyeckoe nccnenoBaHme: MTC MeslaHOMbI.

R-OlK, Y31 OB, 3IM: 6e3 BTOPUYHbIX O4aros.

14.05.2019 — uncceyeHue 2 NUrMeHTHbIX OOpa3oBaHMM Ha KOXXe CNUHbI +
noaMmbilieyHas imMcbaneHdIKTOMUA CleBa.

'McrTonornyeckoe nccnenoBaHue: Ha KoXKe CNHblI MTC MeslaHOMbI, B 4 U3 15 n/y MTC
MeJsIaHOMbI.
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6 mecsueB c 06.2019 no 11.2019 apbloBaHTHaA UT: nembponusymab 200 mr /B 1
pa3 B 21 peHb.

11.2019 — 2-e nporpeccupoBaHue: XKaJsiobbl Ha yBeJsiInYeHue NoaMbILUeYHbIX J1/y
cnpasa.

MN3T/KT: B npaBon nogmbilieyHon 06. n/y yBenmyeHol 40 31 MM C NOBbILLIEHHbIM
MeTabonnsmom PPl (MTC); B OCTaNbHbIX OpraHax n TKaHAX MeTabonn4yeckn akTUBHbIX
04aroB HeonJIaCTMYEeCKOro XxapakTepa He BbIABJIEHO.

BbinonHeHa 6uoncus n/y NpaBoi noambllLeyHon 0b1.
FMCcToNorn4yeckoe NccaenoBaHne: MTC MeslaHOMbI.

MPT 'M: 6e3 o4arosomn NaToJ/IOrNN.

25.11.2019 — noaMbilleyHana nuMmdaneH3KTOMUSA cnpasa.

fncTonormyeckoe nccsegosaHme: B 6 n3 13 n/y MTC MeslaHOMBbI.



MonekynapHo-reHeTn4eckoe uccnenosaHue: obHapyxeHa myTtaunsa V600OE B reHe BRAF.
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12 mecsaueB ¢ 01.2020 no 01.2021 apvioBaHTHana TT: pabpadenHund 300 Mr/cyT +
TpaMeTuHM6 2 Mr/cyT.
MNepeHOCMMOCTb yaoBneTBOpUTENbHas, 6e3 He)xenaTesbHbIX ABAEHUN.

Mpn KOHTPONbHBLIX 0bcnepnoBaHuax B 2021 n 2022 rr. — 6e3 npu3HaKoB
nMporpeccnpoBaHuns.
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Pe3iomMme
Image
03.2016 05.2019 11.2019 12.2022
MenaHoma 1 o
KOU CITHHBI nporpeccupoBaHue: NporpeccUpoBaHue:
IIA cTtagum
MTC Ha Koxe U1 B Ny MTC B Ny
| | | >
WcceueHne MTC Ha C 01.2020 no
KOXE CMWHbI + = 01?22%11% no MoamMelweyHasn 01.2021
WcceveHue noAMbILLIeYHasn ) . numcageHaKToMuss |—»| agbloBaHTHasA TT:
numcpageHaKToMnA SR ZEl ) L cnpasa pabpadeHnb +
nembponusymab
cnesa TpaMeTUHUG
6 mec. 3ropa
EPB BPB

BEPB — 6espeuuanBHan BLIXKMBAEMOCTb.
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