S [

YV Olojlins (oli dwdlio
Bydlg O3Y1g

NDP0035/26



Q
U ° Confidential - J4de
QY "

@l sl Gloas 045 Jlxe (3 8511 A5 21 " 6055" dndall Olojlially 8542019 &9 d-gall o1 d) dubg)l 4S 41 ua
Adgadl doyall dSLendl (§ dndall olajlianelly 85429 d39oW asigilly cpislly

Lovall Gle )l pllad sl Syt @8y 9095 LBugly cdolall hlotiwdl Bouual Sl dSshas &% (32008 ple (3 5055 Cornnls
VPN 3 dudall 3Shally dolall ol dduol) ppoz 3 SxslAu! S dsuall Lledl 38150 s IS (o

A g ¢y Alady ALl &iley @A (30 drogSiodl Aummall Cilgal] " 805" (SaS edigin Aralle Ay dmidly S5) 0 S
893 UM (e elldy duousall Dileyl) o grgieg doder Jlos 3903 e 92" 909" pudsh L) geg Wildddune g O9ladly capazl)
JbasYlg Alexall Al

o 8392l Adle Slous 5058 puS ¢ 295l S ginall o domsall Gley)l (3810 (a5 (ug)dally Syall Lgzmgs IS (1
Lovall Doyl Gouw (3 ea> 909 A58 ale g ) douall Dile )l lods uadl @5 § padeluds eeile Lol dult) g)sY)
ST 6092l gaizmall oy dsliins duso (33150 pg5 Olasa)

Agllasll dudll cliolgall poyall diollas .1
G aells e D) Jomadl 83lg By) go (SFDA) elsll shiall dolall dteg)l (S Jorawo ginedl 0950 of e .2
{FDA-US EMA, CE:3JW! clalgadl (s> clied @l pogyall dzgill oy Juomad 39229 pde Jl



95., 9-" Confidential - Jade
L ]

el (2l o 3l (3 eIl 5 50 60 By g5 s (1 LSl e a0

SRMII pls 8 9 (owoyll &Sl B9 e (og 0]) ALianll dasdll A9 Aid) soaadl (oye @85 o

SRM plas 53,1 (e jlawdl (og,e @485 o

(29l el Al Sllog Juolis prasaiy OF (e puttiall (252l zoIlSUI 08) s 58 o ol gl S 005

gl e dikol] ginall &M B 4S5 of ciiall &odlo Buke (35 e gl e LoDlall 848 J&5 Y 0L oy

Apdall Olojlinally L9391 39id Wag oyall 3 A1

SRMUI plias (3 4l Sliolgall giisllas Jl § Ay (29,8 @85 oSy .8

Ass 3 Ao ALl Oldull pasy by olblial ¢ joyell pade S& .9

el bl o Loy gis ALY oS @ Ol e poyall @i oy .10

o 3 O Ol (anass ol 8ol $S0gid 3w .11

029l @t (el de sl oyl e sl 3 e oyall Adls JaSY Of .12

Bl IS 58 1% s s W olalye B oy g ygill o ygall 136 Jl> 3 .13

©B9,8 Jraxiy Glusd! e Bratall Sl el 9S50 §oud duoall C3Il dysill e y5ell B)43 pue Jl> 3 .14
gl e bl

.FDA-US EMA,CE :Jie dyliis! gl duazyo dgr & dhrad Col b 3] .15

2\5_,-5«.1) M) Eagiunn 3929 uﬂaﬁg .16

U o »n W

Bl daia § gzl wog dnagSonll demsall Slgandl oz (0 B3 BB 35001 (0 putdall (2520l 0555 OF .17
e

gl Bke dcaslio Jlo- & 55085 A ludlio § Blasyall 393l Jlallg )l Jgadl! (3 doglodI .18

SRMUI plas g 5l (29, @D deacsy)l duaial) e sLaIY) of &as b -yl Dl dnglin oy .19

5088 4S8 Ogi%al gl .20

Ggeadl (§ dampdall Oy dakeall Al giallg 8 i)l Slially Jomal) (S gimall Jpas dosY bl 1o e 3ok .21
lazlly dupnally B8 daua e Byoball dubgll Ladall uslsd o819 cddloll

L)l Ol asually s Olatin siuas) Joxedl Sgimall olud)l Jas Balgs s slasll pade e oy .22
ol s Balgs @S s Il (39, AsliIV! AaSEl (e S90 (Ae @il Jl (3 <39 dxalsI Y AaSlall drykel
Aolaall ol (oyall sladl " 9So9d" Guid (Al gll Wolatiall 0dg)

RGNA4032 : patseall Olgiall
4032 el o)
el - 6696 i 541 03,

12382 ol o)l



