duaied 393l s el
NDP0750/25 (33 ASIYI &g




Q
b .
(e l=¥[o¥

: 95083 A5 (e odud
@)l sl Slods 0485 Jlows (3 8L AS 81 " 5095 dndall lajlianally 8542919 90N ugall ] al) duibogll S 5d1 s
59l dyall ASkaall (3 dudall loplially 8342319 219330 ajeilly cpisily

Louall dle)l liad 1ol (Sytuns gdy) 558 Bughy colal] ety Gokina) JolIb dShlas 454 29 2008 ple (3 55083 Cosessls
 iSLaall (3 dpcdall 5S1yally dalall liddinad) gpor (3 ariliel (a0 domsall Dle )l 3310 s UM oy0

ALK oy By AUl Bley S (0 AnngSond| el oLl "5S55" 55 et e Ay Al (55 50 ok
CPCRM RO IATRVESHEHENUNINEY FIVENIRES Jlesl T390 e 93" 9ogs" A Lodygeg Wilididuwe o O9lallg ¢ auazell
Jlaslg delSiall duid!

o 8392l Adle Wlous 9095 p S ¢ 29S| Synad) e Lummall Dle )l 331pe s 923 e yhelly 350l Lggd IS (30
dovall Ble )l Bow 3 lgua> 55055 4S5 aivgs (W dpouall dyle )l lods Juadl @i (3 eadsludy egilrlos! dudd LglsY)
ST (92wl patizmall (i g doliins duizso (33150 nB95 Olasa)



95., 9-" Confidential - e
[ ]

P 029y el deydI bl AlYI

Agllaa)l Aol Glawlgall (oyall dislae .1

Jl> 39 eelld e DI Jomea) 80lgd B8Y g (SFDA) slglly 1l dolall dieg)l (S Jomemo guinall 0550 OF e .2
.FDA-US EMA, CE:4JUl wilolgad) su] elliad (3l (og,al) dargidl @iy Juzeus 3929 puke

il (2 yall G dygill 3 8 9T g 60 By Las)g3 et (1 LSl e pnall @i .3

@ Amyaell OIS 29 el A giallg Briall ladally mall (Sgimmall Joads 4o3Y dudlioll 0ds e a5 .4
Hlazelly du ally B3 Lud 0 8)3lall Ao gl Ladall uclgd STy cdulall Ggeul!

SRMII pUz5 (3 9 (o))l 3S201 By9 (Ao (a9 0)) LLanll dardll & g did) yaud] G2y @uE5 20 .5

SRM allas 31, oy Hlawdl (o9, @i oy .6

Aot bloy Juolis asaty OF (e paiall (oyalls zeliSIl 03) T gs o (2295 (S)lent)l @uedl o) WlzglUS @uds .7
029yl el

@ dlro dsill is diicall giall doMo B 555 9 ciiall Do Bua (6 (e dyill e Adlall 88 JBY .8
Audall Olosliuallg D92V 3gid Eldg oyl

SRMJI a5 (3 dall Slaselgall Wgiisllae Jl> (3 Ay (2958 @85 oSar .9

Abye 3 Ao Al Gladll ety Ly oblial Gl payell pdds S .10

el SblAEY) o Lo plAYI S (@) OLaSI e (Byall @5 oy .11

I 030 0 LSl (b 91 8305 9S093) 3= .12

29l @) Blgdl asgall 2o oo 441 3 e (o)l Adlo JBY of e .13

ol IS 08 %1 sy >l Olale Geadad @l Bgan dygill e 990l 156 > 3 .14

B9, Jrazdy Ol e Batal) OluSIl (el 5090 3oed dazmall Bl w5l o el 808 pue Il 3 .15
9all de el

.FDA-US EMA,CE :Jis dluis! sl duazyo dgz (3 dhnad vl o 3] .16

ASpal) () gogiume S99 Ay .17

Gyl Bt § Ll oty &agSindl dumsall ol gpor ¢y B3l BB pgall (po pubitedl y2yall 09SO .18
Q9ASIYI

gl Be dpanlis > (3 55093 4S5 lublio (3 Blusyall 393l Jlallg (2l Joudl (3 diglg¥l .19

SRIMUI pUa5 29 )lassdl (59,56 pMwd drsuny)l Larall e LY 9 &ulls zplall Al daslis @i .20

dudall Ol pamiuedly L9l Olnitio suae) Jowall Sgiald oIl Jas 83lgd @S cllaall pudio e o .21
oLl Loz 8olgs @uds pue b 39 . AliYl A asd dga e @adl Jl> § @3 duolid P Al drybel
J19oY) s Al 1 oyl sladiol " gSo90" 3oxsd o gll lantioll 0g)

Tel +966 920018184 P.O. Box 4032 Riyadh 6696 - 12382 12382-6696 il 4032 .a.ya iny
Fax +966 114196543 Kingdom of Saudi Arabia dungeudl dypell 64 Lol nupco.com



95., 9-" Confidential - e
[ ]

RGNA4032 : saiseall Olgaall
4032 il 03y
Jusdl (- 6696 (554l 031

12382 sl )

Tel +966 920018184 P.O. Box 4032 Riyadh 6696 - 12382 12382-6696 il 4032 .a.ya iny
Fax +966 114196543 Kingdom of Saudi Arabia dungeudl dypell 64 Lol nupco.com



