(LYY

NDP0017/26



Q
'\.J ° 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

G 857l Al Slads 95095 pUS ¢ 295l Sgunall s il Gile )l (38150 cpans 55 pug)tally S5all lgegs IS (1
Lovall Ble )l Bow 3 lgha> 55095 A8 gigs ) doall Dile )l Olods Juadl @uss § eadeludy egilr s dudd 2gloY)!
ST 6092l gaizmall oy dsliins duso (33150 pg5 Olasa)

L 029yall e dayI ool Akl

oglhaall &uall Olaselgel) oyl disllae .1

B9 3 e DI Joomal) 85lg2 38)] zo (SFDA) slgally slall doladl dipgl s Jomann guiiall 0550 OF e
FDA-US EMA, CE:&JWl &lalgd) (su] ellied (@) (ogyal) da gl @iy Jumand 3929 poe Jl>

poiall oyl o gl (3 @t T 50 60 ko Loy g5 e (31 DSl (e andll o

SRMII a5 8 9 (el &S0l B9 e (g 0]) ALianll ol A g W) soaadl (36 @85 o

SRM gl 33,1 (8 Hlawdll (29, @uldS @i

2gyaall giial) A Sllog ol ey O e padall p25alls IS 03) g ss o SlgliS i
Al ho gl dis diiiell el 4D Bk ;S5 ol cauiiedl &Dlo Bie (A5 e Ayl dis AMall 848 Jas Y of
Adall Olojlinally L9391 39id Nag 258l 3

SRMJI s (3 deall wlaselgall lgiislae Jl> (3 Aoty (2958 @S oSy .8

by G &l ALl Sldwl jasy by olblisl Gl gyl pade S .9

N o o d W



95., 9-" Confidential - Yo
[ ]

el bl o Wy g LAY Sas @1 LSl e poyall @i o .10

I 3 O] LSl (ardss 9l L) 9Sogd 3w .11

029yl ) 3lgidl degall oyl e el 3 e oyl Do JESY O w112

Eorl 5 08 1% sy 23Tl Ololy Baedad oy By dygill e ygall 56 J> § 13

9,0 Jeazxly Clucdl e atel) oSl el 59 3oxd ddzmall gl sl ye 950l B3 pue Jl> § .14
gl el

.FDA-US EMA,CE :Jie dylis! of &uazpo dg (3 dhmad ol Lo 3B)) .15

ASpl) (g Eogime 3979 by 16

Bl Lo § Loyl @09 dpogSodll duomall Wlgndl guaz o B2l B )58l (o pudall (2yall 0585 O .17
Q9

il Bk deabio Jlo 8 55085 A58 ludlio § Blunyall 3g5al) Jlally 5l Jgatll (3 dosloYI .18

SRIVUI plas (g sasdl (2956 @My dnousyl diaindl pe sl o dewill )l Al dnslin o .19

55085 85 Og33el sl .20

Ggedl 3 dampdall Wl Addoeall dasgrally 8psuall ladally Joeodl (S giall Juads AN okl i e G .21
lazlly dupally B8 da e Byoball dubgll Laiall uslsd a9 cddloll

dlall Ol pasinally L9l Olriie siuaa) dovell Sgimmall Gulud)l ot algds 0085 sllasll piie e .22
ol s Balgs @S pus Jl 39, Al AaSEl (e 90 (e @il Jl (3 By dxalsI Y AaSIaI dorykel
A laal o (oyall sladiul " 5Sogd" 37ed (bl ilaiiall 0dy)

RGNA4032 : raiseall Olgiall
4032 ol o)
Jesdl (- 6696 15,0l 08,1

12382 ol )l



