1986 - I"nwnn (D"'wON) D'NnEInn NN '9Y7 PIXY 17y
= 2
7272 X9 DWON 'O 7V NRIYN A9NNN

a"n 50 "'7arov

dabrafenib (as mesilate) 50 mg A"n 50 (ux7'0nd) 2119X1AT :A''ON DY NoINd 'H
a"n 75 o0
dabrafenib (as mesilate) 75 mg 2"n 75 (uX7'0nd) 119X12T :A'7DN DY noind 'D

"qon vy 6 9'wo NXY 1'WHNA 0MANZRNI 0'7'WO 'MYan 0NN Ny

NI7RY 17 W' DX .N9NNN W MY VTN 790 A1 [1I7V .A91NNA YNNWN D1LA 1910 TV [I7Va DX [I'Va K)?
.NPNN 78 IN KON X M9 ,NI90N

INI9TN D2YN D )7 NRN1 OX 17'9X DNY? 'TRYT7 N2717Y K'D.0MNKT7 DNIR 1'AYN 7R .112Y NNyl IT RSN
miT

?09Nna nTvIm nnY .1

NINX N9NN DY 217'WA IX TR 719'00 NIYNAWA XD .Q9X81T 7'W9N 1niNn IR N'7'on0 N9INN X' 171'90
N7V IX Q122 0'NKX 07707 DYONN WK NNN7R X720 1Y (V10 7W 2102 DNAIANA 719'07 ,2''0NV 17NN
.NIN NIY¥NKX1A N'on? N1

VAN 7Y AR NNoN TNKYT? DMaIana 3 7Y nninn NRY Nyhan? DA Nynyn 21'0n10 oy 217'wa 171190
.NIN" NIy¥nxa

X710 NIXM |UN0 7W DTPNN 27w D'RYN1 TWX DNAIAN] 719'07 DA TwNY 2'1'0N10 DY 217'wa 17190
.(Non-Small Cell Lung Cancer [NSCLC]) n1op X7 0'xn 7w a10n nX" |00

2101 0NN NVIZA |VI0 XPIN 0NN NVITA [VN0 7W 2101 719'07 NTYIM 211'0NIV DY 117'WA 171'D0
2w (BRAF V600E mutation) BRAF a2 n'xuim xwinn (Anaplastic Thyroid Cancer [ATC]) 'v0791x
[I¥7 NIV WA NIRXIN QYN K7W INKRY71,0TPNN 2¥N021 TR DIPN2 X¥YNIY IR 9122 0NNKR 07707 bwonn
JIMIEn 719'0 NINYOKRN

n7uni 6 72an 077121 0NN (Solid Tumors) n'pxin 021722 719'0%7 NTYIM 2'2'0N10 DY 217'Ya 171'90
DY |'KI (INTPNN) NMANN AWKI LG22 DINKR DAITRY? IOWSNNY IX NN NIYYNIN D1'0N7 N1 X7 TUR

02N 'vnin [LI02 719'07 NTYIM NI'R 171'90 .BRAF |22 n'xum o'Rkwnni I Niyawn NNNR 719'0 NIMMYOK
2NNl

low-) NdIN1 NAYTA NNI'?a XKI7aN NIMN 7Y J0N0 102 719'07 NTYI'M 21'VNI0 DY 217'WA 171'90
n"¥N (BRAF V600E mutation) BRAF a2 nxuin o'kwinn 0w 6 72 7vn o172 ,(gradeglioma, LGG
.MdwN 719'0

JITXY'Y? I'RUIND 20VN N'OUMISIN nXIAp

.-V600n niz'ma BRAF x1j7an a2 (n'xvim) ntion 'y ¢ n'7x |00 'A10 701
[AN [A NXIAY D170 1970 DDA 7Y N9NNN .JUI0N NINNSNNY NNNAY X'N NTN A2 N'XY0INNY DN

']'WU |O0N NINNONN NX NIXW IX NUXNAI NN '010VINN

9NN vIin'wn 1947 .2

noi7a jv1oa ,(NSCLC) nnop X7 D'RN 7w a10n XM (V02 ,NINIRYNA 719'07 71 172'900 WNNWN? W
.BRAF |22 n*xuim oy ndinl naT2a nnifaan ofpxim o721 ,(ATC) 007918 a1on 0nn

AT YUY NPT Y 7w X9NNL719'0 N7NNN 197 D7

,|1'V2 21'UNNV 7Y [I7YA DX K7 ,21'0NTV1N71'90 YW A71IUN 719'0 73N NNRY 07NN 7Y XOINN DX
AT |17VA NN DA IND

NP7 IN XDIN7 D19 ,IT N9NNA WIN'WYT YA [NW7D NIS0N NITRY 17 W' DX

TAF APLJUN24 V8



:OX N9INN YNNWAT |'N

.(6 9'voa vIBN) NOINNN N7'DN TWK D'90N 0ADINN TNAXK 727 IN 2119X12T? (FA1IX) Wi NN

MR ONY'NN NTY 1120 NNK DX 17¢ X91Nn Dy PIT

N9NN2 YIN'YY? NIYANRN NITNIM NNNTX

NNX DX X917 190 ,1'71'9021 719'00 194
NY9 T NI'van 7210 e
DY A NI'van N720 DY9 'RY IN71I0 e
A72'00 NRI7 NNRY (AT Y7 D701 TN TIRON 11017 DT NINAT NNPRY? 1YY 170 X9Nn

noui7a jv1o ,(NSCLC) nnvp X7 D'k 7W a10Nn ANM L0 ,ANNN N'XY [VI0 7Y NIV AION N710 o
N2 [1n'oa nirnY? 717y nnrw niwn ,(Solid Tumors) n'pxin o711 IX (ATC) 100791 A10n 0N
217190 NT'VI YN 0YIY DI'RY U0 AI0I DMNX DY U0 AI0 NNDY NI

DX NYT7 1X 17¢ X910 ,21'0NN0 OY 21'7'Y1A 172'90 NI ANKY 19Y

.OYI9 127 2 DIXA NI IR A7 N7'90-'R IND A7 NIva 7w e

N7D'Y |'va NIN'D] IN ,(N'NwIN T NA'ON) 'V NN TRINN TN W nn'on 7710 ,0M'y NIy 7 ¢! e
.(chorioretinopathy) 1112 N1 '1' 7V DANY

JI9MYINN'WI OXIR WA 1YW DA DMWY NN IR 97D L[N0 NNl IRARM NPV 7 W e

NNNA IX (0AN 'VvN1 D'NP7T 0'0'D) O'V'71'VIAMT 12D ,72D'WA NN NIYA NV Y7 M IR Y7 W' e
M5y ndwnY

'R oNt'Nn N'7XN TRXY 1120 NNX DX 17¢ X91Nn DY pITa

nn'7x 1% o'W *7YY naxn

D1'NONI DIN'0 7Y NYT? 1™7W .NNmMN NI NI7I7yn ,NNNKR NIV 0'NN9N 172'90 D'NRI7N D'WIRNN 7270
q1Ya 0*I'Y ,0IN ,0IN'T) 1770 0'2'N0NNN 770 .I1T 19NN NPI7 NNRY N1 DN'Y7R 17 0'W7 )'79W DIvN
SR NiyoIin" 4 qryoa XNl NI 0YI9N YT IR L,NT W0 N¥PA DN (D' Nifval 7

om'T
191 ,N2'72 11D) 712'Win NDIYNL NN AT 77021 MmN Dim'T? DA n712' 21'0n10 0y 217'wa 172'00 N7'0)
1757 0710 0'oN NN DNA7 717V ,0MNK DNARAL NIKNAL('WN1 IK NYaon
NYYLIN NWANND IN ,NNINTN0 , WK1 'AXD e
MINY DRIY IN DXIX2 0T
|nwa 0T
|V 'AND
nmT aREN/MT 7Y
178 D'MONN TNX NN NNX DX YOXN DT7NA 17W X957 190

Din

719100 NX NRPI7 730 DX NI 120 AT D DX L,DINT DNAT 2717V 21'0N101172'90 7w A17'W IR 172'90 N7'0)
D'NON IX NNINTNO ,q1N1 DT YN7 NN97 0'717Y DIN DY D'WIX ,0'A'1I0N DN .(4 9'vo DA NR1) A71Wnn
NNXY [AT2 DINN )7 NI7YY7 TRy wiaan anx oX Ik 38°C 7yn oin 17 ' DX 17¥ X917 T'n 190 .0NNX
AT N9NN NI

TAF APLJUN24 V8



a7 nrya

,(4 9'voa "n"12% n'a¥n” DA NXI) NIN'R 27 NIYa 7 DnNn? DNa7 IX Q7 Nrva? ona? a7y o0 e
.21'0NN0 DY 217'W 172'90 D'NRITH D'WIKD

NI'PN NIX2 TA JA7W PITAY NIN 7V NIRRT YA 179 X9NN A7 nya 17 W DX 179 X9N'7190 e
270 17'X> wAn NNR DX TN 17¢ X917 190 .2'0N101171'90 7w 17w 2A71wnin 719'0n 170na1 197
AXIP ,2NN0 NYINN ,NID'Y  ,NNININO0 NIIN NNKX OX IX ,N1'TO 'N72 NNIXA DYID IX Y'RN 071N 7Y
JINT [9IX] 17w 719'0N DX YIVPE? U'7NN7 1YY 17 X9 ,IXN DTN 07200 7w NIN'D IX NN'w)
J'o17N7 IMIR 7'090Y7 IX

wTN Y JOY0 7V TWA? D'NYY Y2 DY

NN NP'MY AT YIAR [DINAL T NDNN NNRY 7'NNNY 197 17w 11yn DX PIT2Y 179 X9Nn

DA NX) 719'0N INKT7 IX IT NONN N7'0] AT NIV DNYWYTD D'1'YA 'N2N DNK DX 17 X917 T'n 190
.(4 9o

D" NI'ya

AT A9NN NPI7 ANKRY NTA 17¢ X9NA T 7Y 0"y Nt 1Ay 'y

N'XIQ DNKR DYI'Y X D'V ARD ,NYOYI0N DR LML 'Y DITIMTR 17 W' DX 17 X917 T 190

.(4 9o pa NX1) V7w 719'00 17NN

N¥Y'MIN NI'R 217'0N0 L[N 271> ,01'V NI'YAY DNA7 717V X' ,21'0N00 DY 217'W2 NINY 172190 TWUXD
NN DNX DX TN 7Y X9N'7 190 .(N'NwIn 712 NAa'oN) 'Y DX T71nN TN 7Y nn'on NN DY 'X DX
NINIYAY NITIZI DRI DNX DY IR DR JTAIR ,NYOYION NYRY DY NIFYA 79 0'NAN D'2'0NN NX
MYy 17U X9NN ,IXD DTN 7w 719100 17002 (DMvy 2'10 D'WOYILN DUIZ NPRIY) NI IR TR
J'01707 INIX [7'09N7 IX ,"INT |DINQ )7W 719'0N0 DR VI0R7 V*7NNY

NPINY IN X917 190 .07 IV ¥ 4 qiyoa 0'1'y NIYYal YW 11YA DYDY ,0IN 237 VTN NN XY 4Em
.D'MIYIA D' 1'NONNI D'IN'ONN TNX 72 NNSN ANX DX 71V

72> NIwa

D'a¥N7? NNONN7 NI7I7VY 17¢ Tad1 NI'YA7 DNA7 N717V XD ,2'0N10 0V 217'w2 1IN 171'90 TWURD
JNOIPN 91X NIX PITA 17W RO .0™M707 NIFNY7 071790 ,'T3d W1 (0'0'05N) TAd NP7 T INd DIMN
1757 0710 MRD TRONN 'K 7Y T2dNW 07 D'IN'o

[IAN' |TAIR

n7'na

NINN

[aYatis)

(Manx) 17w 0w 217 IX YD NANXN

NNd yava |nv

77w Iya T

.N7X D'MONN TNX NIIN NNX DX MWOKXN DTN 17¥ K97 M9

1MW aXd
- 1MW oNN) MWD MY 7w 7097 DNA7 n717Y X' ,21'0NN0 DY 217'Ya NINY 172'00 TWUNRD
:N7X D'MONN TNXR NN NNKR DX MWOKND DT7NA 7@ X917 M9 .(0'T71MmiITan

1WA IND e
N7 PTI ARXIMD DD NY e

J'O17N7 MIR 2'0907 IX,"IAT [9INQ 17V 719'0N DR V1077 V'7NNYT7 1YY 17W XOIND ,IIXND NT'NA
(n223nn) 'wna Ix 272 uUN

.ynn 9172 DNIN NINNSNNY [12'0N NX 112an7 N717Y 21'0Nn1v DY 171'90 7Y A17'w N1V
2NN [V AN NN DNXK DX MYORN DTN X917 190

nmNnimn niriy niaian

['N2N NNX DX T'N X9N'7 190 .2'0NTV DY 217'WA 171'90 D701 D'WIN ININT NNIMN DN NIARN
.(Dn'7x 27 0'WY 1YW D'1on? 4 q'yo NXY) 17w 11va Dnw'?d 0titva

TAF APLJUN24 V8



19070 NIVI721 D'V ,NIXMD YD 7Y 7Y AYOUNN N'NETT N'7Nn

D'N'DYN D'AONN .(O'TIT'RIZI0) NON'7N NIVIZAI D™I'VA L, NINN IV 7V W'Y ny'Dwnn NPT n7nn
AND ,NIY'YN ,DIN NN NIYVI9N ,NI7TAIN N9 NIV ,nNn'wl XIR 719w 21757 0710 O TITRIN0 7w
1Y 7V NIYa N0l 075N NNl

.N7X D' 21'MONN TNX NN NNK DX X917 190

jlo'nn N>Iwna niwa

haemophagocytic lymphohistiocytosis ) 2¥n7 nina% o' 0Mpna n717Y 21'on10 Dy 217'Wa 171'90
.D'0'¥I9N™71 D'U'XI'VO'N D'RIPIN DIN'TA D'ANTIN D'RN TR NP NIXYA [10'Nn Ndwn 12 (or HLH
NYSIN ,NN'YIA NI'Ya ,NI7TAM N5n'7 NIVI7A Q1Y ANNo ,0'Tam 71In0 I8/ 130 2175% 0717y p'1'monn
27 nival nifa niain L, nizpa nniln

ININA NIV NNMD IR TNIAN ,NIND N9N'7 N10172 ,01N 17 0'2'A0N 190N NIIN ANX OX T' X597 190
ath

(Tumour lysis syndrome) 711an j217'9 niion

,AN'Y1 X1 ,NI7'NA 10N DON XN NIFNZ 710! NTY (11D T'A X917 190 ,0'KAN DY'AONN NX NIIN NNX DX
D'717V NIX D'IMON NIDYI NWN NRISNA AT MY NINDY ,D'0ID1D , 0NN NIFIXIDNN N TO K7 7917
70’9 MIXIN T 7Y D'MNAIN L|VI0] 71910 17NN WNNNNY 0'717YW 0171200 0DIA'0 7Y DXIAp T 7Y DAY
q'vo D2 NXD) NIYdN TIRONA 071'wWY 0NA7 07104 (TLS Ix 21man 210 Nimon) n'ooia 01010 0'RN 7Y
(4

D"ANNI DT

0'T7'2 2'1'0N1V DY A17'WA 171'90 7w NIyl NiINTVAN .0NY 6 '7A% NNNN 0T NTVIM NI'R 171'90
JIVIT 'R DY 6 727 nnnn

JIVIT 'R DT TN W'y 172'90 7w Nyl Nintoan

NI'MSNN |2 NN
WYY DNX DX IN NINNXY? NNRY? DX ,NI7 ANX DX 7Y NNY IX X917 190 719'0 7'NNn ANKY 19
.NIITA '90INI DWAN X177 NI9INN 2710 NINNX NISINN NNy

172'90 K17 NIYDINYT [12'02 N*7V7 DNAT7 IX ,171'90 7w ANI7'WO [DIX 7V Y'OYN7 NIMIYY NIN'YION NIDINN
NI771D 178 .DNNNKR NIDNN 7Y NI7'WD [9IX 7V V'OWUNT DA 71D

NIPATA IX NPT ,NITI72 120,010 NIPDNN (NYaa wynX) [Na nyan? NiISNn e

OT 217717 NIWNWwNnn NIDNN L,7NNI7128KT INOIRIT e

a7 ni'yaa 719'07 nunwn 'opi'T e

TRAUPROIDI ATRAUP M ATRUPRAVR ,ZITRAPIVR 12D ,D1NMNMVD DAINTA 719'07 NIDNN o

IN ['O'TO1 ,|'9' T2 ,|'©' 1179 ,DTR'07'T |10 ,0°T YN'? AN 719'07 D'wnwnin ,0'M'IoN [T'0 NI7YN 'noin- e
7mNoNI

707NU'TNANG (12D ,]VN02 719'07 NIDNN ©

2'7TN2'oNa D ,0TN DT (D'T'9'™7) DNIY NNN9AY NINYION NISINN e

2ITI9DI7XN (120 ,NINYION NIMUVKI09 NI'YAA 719'07 NIYAYNN NINYION NI9NN

['Y'NN701 "72'X0R1T 'Y AINNMINTR 12D ,NINYIoN NIZ'OINIVIN

['¥'onxon 120 ,(TB) nonwa 719'07 Nin'lon NISNN e

['ORVOIN'OI ['URVONINIUVK [1AD ,'2NVOYID NN NITAIMN NIN'ION NIDNN @

0IN'71N'01 0IN'™7NPRV L,|MID0I7{7'X 12D ,[I0'NN NDIYN NX NIXITAN NIN'ION NISINN ®

(11T T9 7' NI ITKNAROPT [120 ,NP'7T TA1 NINYION NISNN o

,TIVANON [P TYVINTT ,MANINT ANI TN ,1ARNOAX ,01ANI0MN (120, HIV -2 719107 nimtion nisnn e

TANINTRUNI 1ANYZRO 1IN0 ,1'ANI'D7] ,11ANI'DI7 1P ANINONNR0ID

[ITNNI 71029 |12 ,01AND Y12'Y7 NIvnwNnn NiN'Ion NI9NN

IN T'RIN971 N¥NIN L |ITNN9 ,7X0INAND L 'RIVID (12D ,(2'097'9X) D'OPNN 719107 NIDNN ©
['OTRNININ}?

(nij7r19'n) St. John's wort n'NnXn NN ITITRD] 12D [IKI'T TAA NIDNN @

DT'O7IT ,D7ITRT'N ,ORDTXR'T [12D (NI'VND'A) NYAIN7 NIN'ION NIDNN ©

MUY 17U X9NN (N1 )2'R DX IX) 178N NISNNNN NNR DR NRI7 ANX DX 179 NpnY IX X917 190
A7 N DR D'RNNYT 0'7NNY

TAF APLJUN24 V8



7Y NPT IR X917 ANIX DIRINY 72INY 71D ,NRI7 NNXKY NIDINNN 7W NN Iy

[ITN1 AD1NN] YIN'Y
N7 .Apt N v 10 Ny

IN 7KDY 197 QYW NINDY? 'MNNY7 1'7W ,072'00 N7'01 NR @

171'90 NP'MY 197 DUNYY NINDY 'NNNT7 "7V ,N7IX INN7 e

NIMISI 27N L[N

JI"A 70N nx'min Na'x 1'N'vv

N7'01 197 17w NPINN IX K9NN DY 'YY'NDL,NNNY NDNA IR (1NN DIRY DN NAYINL[INNA DR OX - @
221VA YIane n717Y X NKNI L[N 17002 NX7im n1'R 171190 LIt 9NN

172190 NNPIT7 NINY AT [IND NYINY ['AX NYIN 'YXARD UNNWNT7 1720 . NNNY N2210nN NWIN INDOX - e
7¥ NINNXN "IN NR NI 16 NINS7 qwn?1I NNIX NP7 NPO9NY "INK NIYIAY 2 NINDY7 Jwnal
.71'90 DY A17'wa NINM WK ,21'0NN0

NI NNINA 71W9Y7 X7 NI719Y (NPT IR NPT ,NITI72 [120) DRIMAIN NI7ONN (1NN Y7 Nisnn e
Qo 7'y 'W¥NX1 wnnwn? 7"y .(21'0Nn10%7 90112 171'00) 271Wn 71910 IX 171'90 NNPIT NRY NT2
7Y NPNN IR X9NN 0Y 'YY'NN LT N9NN NNRI7 DIRY T2 [1M07 '010N K7W D, (1NN nyan?

7w RONY TN M190 ,IT NONN NNP7Y AT [INN7 NODINNT D1 DX e

.N720 N7 NX'MIN NI'X 17190

.OX 27N07 112Y7 0713 IT NDINN 7Y N1ADIN DX YIT KY

SN IR 1T N9NN 'MNPN DRD 10700 17w RONNI DK .)7W KDINYT 1907 17,7107 N11dNN IX ,Nj?' 1N DX DX
D'Vl [l D2 [ — NINID

N'90 ,90112 12N NINIS IR NINMX7 N'N9NY7 717V 2119X812T 7'Y9N 2NN D IKIN 0Y'N '7¥2] DNjpNn

INX7 D'2'PNN 0T ITAN X7 DN7W YITH N'DOW DN NdIN N7 N1y 171'90 0'NpI7n DN2xa yItn
AT N9NN NNRY 177'09' DY

D'T?' X'2AN7 17¢ 0"ID'0N 1I9'WY NIFNWONND 127 17W X91NN DY YY" NN ,171'901 719'0n N7nnn 197
.Thya

.0'Y1 7Y [N D22 7Y [0 NIMIDA YIAD'? 717V 211'0NI0 [212'0170 OV 171'90 N'7'0)

7Y NENN IR KON NIR 7RY VT D90 7V N9INNN NYOW a7 NIDoNn NITRY 17 w' DX
[

NNDN] YIN'YI 2arMm

DN WNNWNY IR 2117 N7 2y y'own? N7ty R NIYsIn nirn niznt 171007

NINT DX IX YU7N IN 9"V U2 NNK DX IX 7Y DPR12 NI'YYA 17 W DX DRI YIN'yn IR NANIN yinn
DM 7Y NNIRD

A4-1 2 0'9'w0a NIXNT? N1 1770 NIYOINN 7Y 1IN

0717y 7Y 719'0N A¥NI 02'ON L,N7NNAN 17'9X .12T 72 7V NIV 'R DX V7Y NPINN IX KON DY YY" N
DN WNNWNYT IX 1M N7 v vowny

?091NN2 wnnwn 18D .3

|I]'YJ'7 Va11d NIV |1'X OKX NN IR X9Nn DY |7I'I'1'7 ']"73) .NOINN NIXIINY DXNNA TN 1'YON WNANwn? ut
'wOnA 719'0n |SINI

.T2%72 XD T 2V 1Rt 719100 [9INI [11'RN

7¥ NIOIND 'MY XIN DMIAN] 21'UNT0 OY A17'YA IR TA7 NNP7IWD DA 171'90 7w 99D 012 7alpnn nnn
DV 2I7'w2 NNP71 TWKD ,21'0N10 7w 7alpnn jnmn .(a"n 300 Yw nmir nan% 7apn) o oy 2" 75
.01 nyo A" 2 NN ;071190

.T272 RO T 2V 1YaR' DNAANNAI 0T 719100 [9INI 1IN

TAF APLJUN24 V8



JNI7 NIYDIN NNON DX NI NIVFZ NI NNPR7 1X NNRY 0'7NN7 1YY 17w KON

A" 50 7w nioinda na n1't 171'O0 ,NYTNIM Nan NNNSN DX
JRIT NIYODIN 7Y 120N DR 11N 7170 NTY NKN  NX'Mima 2ann 7y Wy 'R

n'7'030 nOax
.N"MIYN MNX NNX ,0'N OV [NINYY2 NIoINdN NX YI7a7 vt
NI DR ITAR' [AW INRA ,NIOINDN NIX 7017 IN 0177 |'X

.0I' 722 D"IATN DNINA 172'90 7w 2V 1IN DA DX N Divw 12-3 ¥ wisna ,27pal 1122 171'90 Ny
JI0INdN NX NNR7 WDTNY 1D'0N NXR 7' Tar T

N7 12 772'90 7Y 2N IRIAN NN DR DNRY 'R

M0N0 TYIN2 17w XA NN DX NP .N901 NN NNRY 'K ,N9NNN N7'01 TNK7 AXZN 7¢ Njzna

ANI' DA (' NIYVA 1701 DX

NTIR X2 D™MIN N2 7W (1M TNY IR XDNN7 T N19 ,N9NNN [ T7' Y71 Nivva DX IX N NI NNjP7 DX

N NSNNn

N9NNN NX 710" NNOw DX
DDTNY VAN DNIXK NP ,NIVYW 6-n NINDS 7w 1IN'RA K'N NNDWIY NInn DX

100 P 17w ANan NN DX NPENRTD NN 7V 27T ,NIvY 6-n Nt 7w INIRA X' NNDWAY NInn DX
221270 DWIAEN DIATA NICINDN NIX NNPZ7 JUnn PN INKY

.NNDWIY NI 7V NIX9Y7 1D n7190 nan NNi77 'R

A9NNN N'7'V1 NX 7'09N DNN DX
2 72V 77 Y0 17w NEnn IR X9NN DX XX 2'09N X .XONN T 7Y Y'mInw '9) 719'02 T'nn vt

17T 120 OX D"'97YUN 201 .A9NN NI 12nY DY 722 aanal NTINA iTa 1uina nivsnn 72107 'x
.0nY

NN IX X9 YV ,n91NN] wIin'y'? yana nivson niyxy ']'7 W' DX

21'0NIV DY AI'7'YA Y7190 NNPYT MY TYD

TIN 7'09N 7RI 17 NINN NIX NIWN 27X .17 NNIM 17w X9NnY '9) pI'TA 22'0N10 DY 217'wa 171'90 Ny o
7 IR 7w RO |2 DX X'7X 21'0NN0 IX 172'90 N7'0)
N{7'N 12Y 7200 YAXN DX 1Y NP0 2N'Y DN .01 DY 21'0N0 NI DI D'MYD 171190 Nj? )

,2'2'0N10 NIvw 12-2 W 0'NiNNa N7 NIDNX 172'000 NN .01 ATH NI NISINNN ‘MY NX
2172'90 7Y 20YN NIN DY IR 171'90 7Y IRIAN NIN DY IR NR7NY 91TV ,172'00 OV 217'W1 NN TWUNRD

[NIX NP7 .ANNK NX D'NYY IR 1197 NINR QYW NIND7 ,Nj7" N2 7V 21'0NN0 NRIEN71'90 DX N7 )
.0m 7¥ NX7M o Dy Nn7wa
,INDWIY NIM 0'7¢N 78 DTNY YA NIX NP ,2''0N00 7¢ IR 171'90 7 NI NNPE7 NDIY NN DX o

7Y 7200 AT 7Y AXAN NI DR NP 0IY9I
.0I'"2 D'"NYD NN{P7IN ,172'90 7W ARAN MIDINAN NINY TV NIVYW 6-0 NIND NN DX ©
.02 DYD NN{P7IN ,2'0N0 7W ARAN NIDINNAN NINY TV NIV 12-n NINS NN DX ©

IX/1172'90 7w NP N 11'n DNRY 7YY 07N 17w K9NNW PN LIRIZ NIYDIN DIINNNX DX °
17 MIX XONNY 17D PIMT2 22'0NI01172'90 W NINN NIX N7 .27'0N10

NN IX X91M YVII'D ,A9NN] wIin'y'? yana nivson niyxv ']'7 W' DX

'NX1? niyosin 4

nN'YA XN 702 7R .0'wnnunnn 7701 'RI7 NIYoSINT 0na? 719 171'001 win'yn ,nd%Nn 751 md
.[NN NNX QXN 720N K7W DN URIT7D NIYOIN

TAF APLJUN24 V8



NIMYOX NININAN 'XI'7 NIYSIN

DIn'T NI'Ya
T'M N19 .2'7'0NN0 DY A17'WA NNR71 TWRD ,)7W NiNA TR ,NNIMN Dim'T Niva? 0na? 07217y 17190
22910 ,0m'T 7w DNW'?D 0'ANIN D'IN'0 17 W' DK N'RID NITY T'n 72771 koY

NYYIN IN TNINTNO WK1 XD

DT'UNZ 70NN IN'NTY'Y e

"NOP MM N'RIY IX DT N7DNN RN e
NOT IND N'RMIY MINY IX NNITR NNIX @

Din

DIN NN9N ANX OX T'M 17W 89117 190 .10-n TNX Ynnwnn NI nine oNat n7217y 171'00 nY'0a

NOINN .IT DN NPI7 ANKY |NTA DINA 17 NI72YY7 TNIYY wiann anx ox IX (e 1 38°C 7w ani1viono)
.12 790! DINY D'INX D'ANIA W' DX 127 T NI T v

Yy 17¥ X910 ,0InN DINN OX .NNINTNO0I N DT yn'? NN9% 0717y Ni12a DIN DY D'WIX ,0'A'1I0N DMj7nd
LTIN' DINNY YA .NINNK NI9INN OY DINA 719'0N [AT2,22'0N101 172'90 IX ,172'90 NNRY 7'09NY y'7nn?
1Y 171'90 NNRY 'NNNY Y7007 YWY 179 ROINN

D117 0'axn

N'NY ONI' 1120 .2'0NN0 DY A17'W NNPT7 UKD ,0T DN 7Y 270 naYW TR 7 pawn? a1t 171100
7172'90 NPI7 NNRY [AT2 272 [NW9D NIYAY NIZYTA NIAYN ANR Q71 Dnt'p 0'Ya DN7 W'Y D'WIR 7V Y'9wn
07710 272 NI'Yya%? n'noni 0'IN'o .2''vNNL DY AI7'WA

NOITO X7 NNINQ DYID IR L,Y'RN L0710 127W AwInn

inllallale}

niony

NIININO NYINN

nNn'wI NIR

D"'7270 7 NIN'O

NNNN W' DX IX NIIYKRIN OY9] DX |'A ,N7N D1'N0ON NIIN NNX OX X917 MYONA DTPN2 N1

77w wva on 'y
['N2N ANX OX .(NYIT NI'X NINDY) 2'7'0NT0 DY 217'w2 171'90 D™0NY D'YIRA INHT DNIMN DM NRIAN
:D'NaNNn TNKA

,N9 0D YN 9177 .NIFTIN NI'NIS7YW DY ,NN0N NIIXA IX D'221VN IVD 7V D'NTRTR D'NND e
"INT 0'2'N0NI DIN NK7 Y'9INT7 NI71D 17X TNmMN NIMIY NINMS .0MWAL 'AN NaN XA L[N
.(Stevens-Johnson syndrome) nysw

DRESS-syndrome or drug hypersensitivity ) non'? nivi7a 7w n71an1 oin ,n2aNN1 NN e
.(syndrome

T'n N'NIST ATV NP Wil N9INNA wnnwa'? pooa

NEN Y (VY0 7Y NI A0 NNSY (700 nn p'wnnwn 1-10) NDW 91X D717V 171'90 07010 D'7910UN
0'021 'NN 7Y NNI1'¥I7 K720 1Y [VI0 7w 210 NNBY 0717V DNR . (cuSCC) wjzw7 'kn 7w NnirYI7
X77 1'wnin% 715' 172'90 Dy 719'01 NINYA DY'ONY NI DMIEA DIRWI N7 1w 770 012 L (BCC)
AL

NNOoIN 2NY N7X NMI'M NIYTN NNNMm 7¢ [Nysina |'nan7 Da 0717y 171'0 0'NRITN D'WIRDN 770
.9 X77 'wnin? 715 171'00 Dy 719'01 NINa

NZI7 DNIXY AT UTIN "TA AW INIX PITA' TR,172'90 DNRY 2'NNNY 197 17W 11Yn NIX 2IT2Y 179 X9NN
.DNY7D D'YTN 1Y 1010 TNK WONY T NINT .ANIXK NNPZ7 7'09NYW INX7 D'YTIN 6 Jwn? DI 1T N9INN

TAF APLJUN24 V8



NN NTRE NTAN 7 NIEPNI0 MIAYN NNRIE 7Y NONYD NIVIZA ,N9N IRIXD ,WRIN DX 71T DA 17W KON
N7 NN [0I0 DX MNXY? 1TV 17X NIE'TA .OT NPT Avnw PRt v 19182 (CT nipno nikan) v
[N DA NIX70M NYRIX NP'TAL (D'WI 1Y) [ARD 79 DT 7Y 9120 1IN NNSNN L, WpWR 'RN 7Y 010 771D
7w 7219'00 DI'oal 197

7171'90 N7'01 INT2 NIYRAPA IV DX 7172

:0'N2NN TNX 722 Nanan oX

NUTN N7 e

M™MNN X7 INNNATAY NNTATR U™ IXNIVA UXD e

MIY 79 nuaxa IR AT My e

DN OX IN MIYNIN DY9] DX — 17K 0'1'A0NNN TNX 72 NN9N NNX DX MWONA DTZNA 17¥W X917 190
.nmnn

DX 17V X9 78 119 .117'0NTV DY 217'WA 171'90 D'NRI7 AWKRD WNINNY? NI7I7Y (ANM19) NNy nian
.22'0UNNV OY 27'Y2A 171'90 NRI7 NNXK TWKRD DAY NNN9] ['NAN NNX

D'"1'v ni'va

0'"1'v n"ya NN97 (7,000 nn p'wnnwn 1-10) nw X7 [9182 0717V NT27 171'90 07010 DY7910N

N'Y [9INQ NNPY? 717V AT 2¥Nn .N7910N NI'R DX 17W DRI V97 n717vw | (uveitis) navn np'7T XN
.11'0UNNV OY 217'w2a 171'90 07010 0'7910N2 (100 NN p'wnnwn 1-10)

:0'7710 0'1'MONNI NN'NA NN9NNY D717V NIV NP7 T
['V2 "Nt NIImTX

NnYLYILN N'RO

D'1'V2 2ND

AINY DN2am nivan

N'"XIN NTYA D'OY D'AND

17X D'NON NN9N NNX DX T 17¥ X917 M

DY9 'X DX N¥'71IN N1'X 2'1'0NT0 .21'0N10 DY 217'Y2 NNE71 UKD 0 NI'Ya? nNa? 717y 171'00
D'V NP'TA 7V y'min? 1wy 17w k9N .(retinal vein occlusion) 'vin NX Tpann T2 NN'oN )7 NN
NNP7 7'0907 NN WUpa XKONNY DN . NIX NPZI7 NNRY [NT21 22'0N10 DY 217'wa 172'90 NNy 199
077100 17W NY'RI2 0'1'MONI DYN'O NNON DX ,NNNINY NIX N19' IX 11'0N0

NURY TR @

TMIX 'YV2ANIMMTR e

7Y UKD NIMIYAX NI e

(0'nxy 210 D'YOYILN DI 7Y ARON) N7 e

nYULYILN DR e
178 D"2'NON DN ANX AWK T'A 7Y Nznn X IR XN 78 119

'V NIMINTNI QXD ]'7 V' DX TNI'M]LIYN D'2'A0N NNO9A NNNX OX T'n 1'1'0 NO9INN NX YT'"NVY TIRN 2IYN
N9'N DMV NpP'1 ']1IX'7 nNNin 0''v X9NY ANIX N19' XINYW DN .NIN'NN2 D'97IN DI'RY

/10'NN N>wn2a ni'va
NOIN7 190 ,|ATN INIXA 1IY2 NNMD IX NN ,NINID) N91N'7 NIVIZA ,DIN 11D D'1'AON 190N NN NNX DX
D'XI71N DIN'TA DMN7IN O'RD TN N NIX'A (1I0'NN NDIYA 12 2¥N7 D0 NIFf 07D 19X . TN

nX1 ,(haemophagocytic lymphohistiocytosis) n'amon [11an% nNa? o717y AWKX 0'O'XI9N'Y71 D'O'XI'V0N
(MM nin»nw) 2 9o

(Tumour lysis syndrome) 717an j711'o ninon

,DMMY NIFINIDNN T K7 7917 ,NN'W1 ¥R ,N7'N2A 0'RAN DY'AONN DX NIIN NNK DX TN X9N7 190
j77'on yann a¥nt 0'an'o NI'N? oMWY 178 01'MON .NIS"YI MWD NZI9SNA DT ,|NY NINDY ,0'0ID19
q'wo nX1 ,(TLS ix tumour lysis syndrome) 1705 nirn? 717y 0'warnn 770 7¥Xw 0010 D'RN 7W 1'n
(v X7 nnn) 2

TAF APLJUN24 V8



T'N' 719'V1 172'90 D'70120 D'791VNA NIMYOK 'XRIIT NIYOIN

0 TN 719105 172190 NEIT ANKRYI NINYT 717V ANXY X170 NIYSIN

:(10-n TnX wnnwnn NI Y'9INT Ni7I7v) TIXA NINDY X117 NIYOIN
(7' 1'k 795 T2 WK WD 71T 7w 210) Nni7'ee

[IAX'M AT

WX 2ND

Y]

nNpN ,N7'NM

vy

YN 7U NIMIXNN NIAOWN NIAYNN

NN W'Y NITTITN IR W'Y MY

nn1o

(4 9woa i 0TEIM "7w 12 0w ARAY) DU7200 NIDDINIYAYKRD 0N T NIDD 7Y NIN'DAI NIMINTN
D"7270 NIYI IX DT AXD IN D'IIW AXD ,D'719N 'AND

(4 9rvoa anr o1 "nin" nX1) DN

N'271X2 101N, NI9'"Y NYINN

nNmIny

nY2IN NYINN

:(100 nn p'wnnwn 1-10-2 y'2107 NI717V) NINDY 'XII7 NIYOIN

VN0 7w A10 - cutaneous squamous cell carcinoma ) Ypwip '®N 7W NNIIYIP NI7700 NINIY NIYOIN @
NNy - basal cell carcinoma) D"™pian 'M72 021 IX WY 2172 01 DN N7 T 0'ama, (i
O'TI0TR) D'OD0INN IX DV'YPWR ,0'aV Y "X70 J1IVD 7W NIMIMTR IX T12,w2 1y ,(0'02n 'RN v
YNyl 11y 7Y NN2am Nivaan 01 NIMIMTR A 0 L ("1'opR

nN'xy e

nyosYw N'MTN7nn e

DY NW2IN IR/I D720 NIDdAI DV T2 YIXPZY IN DYINN [TAIR ,AND7 DNA7 N717VW DXV NYaD e
(nop'n n'moInm)

7Y 0T NIZ' 722 VI9INT7 NIZID'Y NINDY 'XII7 NIYOIN
D72 (N'MVD0ISI9'N) VOOID W NIDINI NN @
(nmp'72279'0) DTAWION NNMA NMY e

(1,000 qnn o'wnnwn 1-10-2 y'92107 NI7I7Y) NINDY X7 X117 NIYOIN

nYTN NN

(' niwran) ntanR naan

(4 9woa ni' 0Tz "0y Nrva" nrA L[uveitis] naavn npeT) 'vn v N
(7N jua ARD7 NNR) 272N W NPT

(0r071j7119) N7 NNNN PIYD NJDW W DR T

NI'D NP'90-'X ,N'7D NIy

N NPT

mn' mnp'n 21'UNTVI 17290 AWND NIMYOKN 'NIIY? NIYSIN

D DX ,N7YN NIN'YIA NIY'DINN 'KITN NIYOINN NNX 72 DINNY PN, TR 2'2'0N101 172'90 NRI7 1N TWUKRD
(M7 18 NIWY) nunwN? DYy NINDY

.172'90 DY TN ININA 21'0NTLV N'7'VA WA NIBON 'XII? NIYSINN DA 71I20NY DN

NNNN Y DX IX NIIYRIN OY9] DX ' ,N7X D1'ON NIIN NNX OX X917 NMYONND DTN 190

.2'2'0UNNV DY NINY? 7179 ANRY 'RI70 NIYOIN 7V 0'0197 217'0NN0 7w DIXT [17VN DK DA K7 KIX

TAF APLJUN24 V8



17X [N 21'0NI0 DY 217'WA 171'90 NRI7 NNX AWKD [N 'NANT 717V ANRY DINNKD 'RI7D NIYDIN

:(10-n TnX wnnwnn NI Y'oIN? NI7I7Y) TIXA NINDY 'XII7 NIYOIN
[N QRN 7w NPT

AR DT

WX 2ND

nMININo

(0T yn7 ') N 0T YNY?

(DT qUW) IMN IX 77 NIFNT 21'Y ,9122 0IY 0NITRA DINYT
p'RY)

[V XD

NNy

Y

NN ,N7'N2

Y2 NIMINTX , T2 1Y WAl ,nNMo

DTN IX D''7200 NI AN IX ;1WA AXD 01901 XD
DMWY NINIDNN

NYYIN ,N'A0IR 101N ,NI9"Y NYINN

nNiminy

(n'op'n Npx¥a) 0T IR 07200 NIYD 7Y NIN'D)

DN

NYoYW N'NT 7NN

17¥ DTN N7 YI9INT NI7ID'Y TINA NINDY X117 NIYOIN
TAO7 NNIYRN DT NIR'TA 7W NIANN NINXIN ®

:(100 nn p'wnnwn 1-10-2 Y2107 NI717V) NINDY 'XII7 NIYOIN

[MYUN OYTA NPT e

[122 ,0"2019'¥] NIV IYIAY W'D RRT W DT L(0'0217X) N1y Y N7 T niv70n nimiy niyswun e
NI'NIS7Y DY Y2 ANMDLNID'YN 7Y MIYN 7972 NIN'DII DIN'T ,NI9'¥] AR L,[NID'NN Y¥N] DVI'Y

N7 795 1NT2 WX Y2 71T 7w 210) Nnl7'99 (1Y |VI0 7Y A10) WRWR RN 7Y NI ,n7am NINmM
(4 9'vo n7'nna "Y7w N1ya 0v'w" DA NXY) wnw? qvn Y naam niwan  nhar rmT o' L (7 m
(0711 Ix o' 7W NIDINY NINYY) NIYAYNIN

(uveitis) |'vn 7w NPT ,N"RI2 NIV, NYLWIONA DYRD

170 7w na'kwn NIy N

(0T yn'7 NN) M1 0T yn?

NN 7¥ N'niEn NiN'ol

nn'w xR

noa var

NINMN NINEIA NP7T ,N92 DD IX ARID DO

MPR-NI"NT NI'Va

0'TILO) D'090INN IN D'YPY[ ,0' Y 1Y K70 ,(0'TIVIPI9'N) YN 7W N1IX'NN NOWN 7¢ NIAvNn
21V DWW IR DYPTO L, (M'ON

N7'7 NIYTH , N2 Nyt

NAMIN W'Y NI7T7TN IN D)

NIAXIDI NMITR D"7220 NI9dI DT

(0'0"2157119) VY7 NNNN NIMNIYA NIDDWN 7W N7 T

NINMN NN NPT

D190 7Y NIN'O

DWW NYWZIN IN/I D720 NIDdAI DY T YIXEY IR DYIND |TAIX ,AXD7 DINAT7 N717VW D'axya ny'ao
(nop'n nrmoINm)

(atrioventricular block - mTn-M*7y Nd710 DON) V' TO X7 71T

27Y DTN NI'TA2 YIOINT NIZIDW NINDY X117 NIYOIN
D7 0T 'XN W NDIMI NI e

TAF APLJUN24 V8



DT 'KN 7W 21021 ,(DT DY D'YIONN D'RN) DTN NI'OV ,(N'AIX) DMITRN DTN 'KN 190N AT
(n19117) D12

DTA (N'VD0I919N) VDOID IX (N'MIMIDN) MM 7Y NIDINI NINN

DT2 DI0N NN DY

T7WUN 1MWl NN Q%1 'Y XYY 0N (creatine phosphokinase) T™81'219019 'ur72 N7y
T2ON T 7Y DMIXIMN (D'ATIR) D'AYION DININA DY

:(1,000 nn p'wnnwn 1-10-2 y'2107 NI717V) NINDY X7 'X11I7 NIYOIN

(Mn7n) wTN 1Y VIO NYOIN

Y NN

(M niwa) NiNoR NN

nImon (chorioretinopathy — n'no13'0M12) 07711 NO'7T WA 'y 7w NIN'O1 077100 ['va D' 'Y
(n'nwa NITI9'1) 12 NDNINN NI (A (1NYIN) 'Y 27U NINKD 2702 IK7 WD Dnpn v
D'1'V 220 NIN'D)I

270 2xpa 2T IRA AN NIV N2 27 aXyp

(0'v1MIX1d) NXRMN Y NPT

27290 v nphT

(colitis) n*yn np'7T

NI'7D N7'90-'N

nI'on Y Np'T

(sarcoidosis O'TIT'RIZY0) NON'7N NIVIZAI D'V ,ANNN YD 2V R nY'Dwnn N'M7T n'7nn

(10,000 nn o'wnnwn 1-10-2 y'o1n7 Ni7i7v) N1 'XI1I7 NIYOIN

YNl IX N7 (NIARann) 1IN

{(NY2j71 D0 (NINDWY NIYOIN) NVIT X7 NIN'DYA 'XII'7 NIVOIN

NTN2 2RI 27 NIP'9T ,DIN ,NN'W XIR7 DNA7 n7217vw (myocarditis) 270 Y wa N7t
(exfoliative dermatitis) "wpwp ,i?'7TIin 11y

TN’ J')In,7'7J 212'01701 172190 WWXD O'T7'2 TIXA DINDYN 'XII7 NIYDIN

DIN
NN

RPN

niony

war Iy

Y

pi1n1Y]

NN

WK 2ND

U2 2ND

n7'na

om'T

nN'xy

D720 IN DV T2 D'NI9NN 210 YA NPT
NINYYIl DY DRAND

nINTNo

nnIrfyn NN'wIN DT NPT

7pwna Ny

n9n 77Nna pan

[NA 2XD

.Tn' TIII'),?‘?J 22'01701 172190 WX O'T7'2 NIDOI 'XII7 NIYDIN

TAF APLJUN24 V8



N'OP'N N'MON'N
niNENN
no7a and

[AX'N2 T
TN
(atrioventricular block - mTn-n"7y N>71In DON) A*TO K7 7917

JTN' NINZ71 2129X127T1 V027N IWXD D'T7'2 OTN NIZ'TAA V'9INT7 NIZID'Y NIAIN
nmo

DT D10 7W NN N

['"AI27R 7w NdIN1 NN

[T'0 7w NdIN1 nn

INIT 7w AN AT

DI'Man 7w AN T

DI'TIAN 7¥ NN Yy

NN 7w NN N

MM 7w nnMa T

N7UXR 7w NdIN) NN

N7UX 7w DN M

‘T2

TRI90IXIVII'AN VVIDOXI N7V e
TRI90IXVII'NMN [AIXINA DY e
TNONRDOID ["777a Ny e
rananny e

:nI7Ionn

21720 7Y nnna T e

NMNIX e

DT NI'OLN 7W NN DT e

D7 DT XN 7¥ DA NT e
(0'o'x19n™7) D27 DT 'RN 7Y NNNA DY e

N1Y XY N7 NYOINN 7210 NN AWKRD IN 2NN 'R0 NIYSINN NNNX DX L'RIT7 NYSIN QY'9IN OX
.N7NN IX X910 DY YYUnah ' ,pi'va

X117 NIYOIN NITT
71910 2pY 'RIT7 NIWOIN 2V NIFT" AWRD 7V DXNYT NIYXARA NIRNAN TIWNT? X7 DIYDIN 2V niT? |nn

2V nurT? [npmin 0107 NM19nn (www.health.gov.il) nixMan Twn INR W N'an 9T X¥Nw "NoiNn
NIWE7 N0MD TV IR RIN NIYDIN
https://sideeffects.health.gov.il

safetydesk.israel@novartis.com :NX2N 'INOFZRN INITA NN NIYYAXA 0'01A1 NNANY NHT? [N o

?h9Nnn nx [onx7 'R .5

IN/I D'T7' 7w DNURY NHOI DT AW'7 YINA 1120 DIPNA MNMW7? W' DINK N9NN 220 1T nonn Inwinvin e
.NOINNN NWIIDN NRIN K77 NRN? DNAN 78 .07010 vann o T v i

ON"NN NAIDNN JIXN .ATIXRN 122 7V y'oinn (exp. date) nauvsnn 1IN NNXR IT N9NNA WNNWN7 'R e
UTIN MR 7W [NNXRD D17

30°C yn jonr7 'K e

TAF APLJUN24 V8


https://sideeffects.health.gov.il/
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Microcrystalline cellulose, magnesium stearate, colloidal silicone dioxide, red iron oxide
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Shellac (E904), black iron oxide (E172), butyl alcohol, isopropyl alcohol, propylene glycol
(E1520), ammonium hydroxide (E527).
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