S [

3 o) Laial dnda il yiliie 3 g (gaals

s A8

NDP0186/26



95., 9-" Confidential - Jade
L ]

@l sl lods @5 Jlome (§ 8611 A8 a1 " 905" ddall olajliunelly 834219 &1900 d gl ] adl duidogll 4S 01 ad
A3 gaud) doyall ESeodl § ddall lojlinclly 8362919 950 auigilly cpysills

Lol Ble )l lad slof Sgiun g2y 9055 Laugis cdalall ohlaitiw)l Boial JobUL ESokon S5 (292008 ple § 9055 Counsls
ASLeodl 3 dpdall 3SThallg daladl ol siinal) ez (3 Grlin] S doeall Gl 3310 s IS oy

L Cy (po Wlady ALl Dle) @AS (ye duagSorll ummall Ol " 5S053" (S5 edligio dpolle Suing dnidly (53 (30 S
893 UM (e elldy duousall Dileyl) o grgieg dpder Jlos 3903 o0 92" 909" pudsh L) geg Wildddune go O9ladly capazll
JlaiVlg a8l dual

o 8392l Qe Wlads 95095 pudS ¢ 298l Sgimall e domall Lleyll 33150 (s 9o (g dally 5550l lgzegd IS 0
Lol Ble )l Gow & lgua> 9093 % aivgd () dpopall Bl )l lods Juadl 0ud5 § padeludy @gilrbis duld 251531
ST (6092l gasizmall (Hiog dslkias duso (33150 2395 Olasa)

t 29 yall @i AayMI ool Akl

ogllae)l dudll Olaslgal) oyl disllas .1

G 3 e DI Jeomadll 83lgd B8] 2o (SFDA) slally shisld dolall digll s Joms ginall 0550 Of oy .2
.FDA-US EMA, CE:43Ul cilalgadl sus cllind 1 (o gyal) drgill oy Jpmand S99 pie Jl>

il o yall e oyl 3 &Y 5T a2 60 By L) g5 eitan (&) LSl e pnwdl ok .3

SRMUI ol 8 9wyl 851 B9 e (g 0]) ALanll Aol A9 i) saadl (oye @il oy 4

SRM plas @yb (e Hlawdl pbgye @udi ok .5



O)
. ° Confidential - Jade
ouQy --

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

Aol no dyygill Wie Al ginell 4odlo Bk JS3 ol cginall 4o Bue G (ye gl Wis Al 858 Ja3 Y of .7
Apdall Olojlinally L9391 39id g (258l 3

SRMUI plias (3 4l Sliolgall giisllas Jl § 3y (29,6 085 oSy .8

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

el bl o Loy gis LAY Sas @1 LSl e poyall @i oy .10

o a3 O] Sl paniss ol 8ol sS0gid 3> .11

(029l @uat Jled! degall Fol (e 542l 3 e payall LD JEB Y o cem 112

Gl S 0 1% 0t 311 Ol Gl o B gl o 9yg0dl ,36 > 3 .13

958 Jrazly Clucrdl e Baiell oSl 1ol 5So93d 3oxd ddomall 5l sl o )50l 85 pue Jl> § .14
gl e bl

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

ASpl) (g Eogime 3579 ey 16

Gl diaio § oyb @19 dngSonll dmall olgad! graz (po B3l LB 3)50dl oy piiell (23l 0550 OF .17
Q9

Ayl Be dawlin Jl> (3 95093 A58 ludlin § Blusyall 390l JWly (2adl Jgudll (3 dglsY! .18

SRMII plas (29 5 (5956 pMwY Luousydl duaiall pe LY o Ll ool Al Anslie o .19

35098 875 Og33eal wygdll .20

Ggeadl (3 dampdall O 2lg dakeall Al giallg 8 i)l Slially Uomal) (§gimall Juas dosY bl 1o e 3ok .21
Hlazlly dupally B & 0 Byaball dubgll Laall uslsd p8-Tg cddloll

L)l Ol asually s Olatio (siuas) Joxedl Sgimall olud)l Jas Balgs s slasll pide e oy .22
L s Bolgs @S pus Il 39, AP AaSWI (et S5 (e @il Il (3 @by dualiI Y1 AaSlally darykel)
Aolaall ol (oyall sladul " 9So9d" (§ud (b gll Wolaiiall 0dg)

o)

RGNA4032 +paiseel! Olgial]
4032 el o)
el - 6696 i 541 03,

12382 ol o)l



