v 1 Ty 2 wih
323/54 (Wu.)

AuAnwuzIawzAsgUnsal a8 W. 7 323/54 (wu.)

mneiavisgunsnl 6505-XX-247-3324
Yodguninl Oxaliplatin Injection
W28ty VIR, NAD

Fl b @

1.1 Yaquszasalumsléon 19nvmadsldngssosiian sroruninssniouasusdansany
onsuilngnany videsrarunsnszanetndnlalle

1.2 puansalumanata
1.2.1 Usznaumeamednty Ae oxaliplatin
1.2.2 yunAausawedsn sximuslumsdamudasads

1.3 gudnwarluniseenuuy  uiewnannide Ta Lifd fesdensheasasanuiindlasa
5% AOUNEAIUADALADAA"

N15U3UALHAUYID

2.1 97u539luN1wuEUnaiin

2.2 aaNUUANBUEUTIYREITEY Foanilymeen , sunnnnause , Yukdn , Suvuneny

s

waviindn , lmzilowiiue Pegetanu

2.3 WUUMIUTTALIIAUTTY Teimvualunsdamusazass

2.4 fuviespaiiarusiunaudauss Miisiuaunnnit 1 e wdeaduriauasuunaiionu
Vurawilliiisuiiuie

v_ o =i ‘7]

3.1 giaueresdivdnguldiumstunadoushiveniesmelulsanalng veansensas
asnsny encunsalldugiindaaunndviiiu AnTensuassnguiuies

3.2 foslimlsdnsuseunnssIuNMIHERRILVENNMS WaLISNTHEATIA (GMP)
3.2.1 nsdndnluuszmealve Tsaugndn desdiviisdoiuses GMP 18In3eNs19a15150Y

lumneaeflause
3.2.2 nsdlendudrandlsane destiviiadesuses GMP vaalsanuEEn InUsemendn
3.2.3 asdihenandlssmandiudaussgiuusemslng desdimisdeiuses GMP
lude 3.2.1 uay 3.2.2

3.3 fimivdeiusesmnnviiaseivadssnuguan (Certificate of Analysis ) A3afugiiitiun
Usenoumsiansan war/miedihdudleldsumsdade

3.4 deslimfsdeiuseinsnnviinneyt uarlunanuwamdnvesansaiiiduiedfyvesusov
HNENY WaTUSENENGERTRGAY

3.5 giiaue seudueiivismbudnanviodunudminelaonss

3.6 vashatwithiUsznaunsiansunaripufunrugiugg

3.7 onguasilufudmwavves Fedlitesniniidvualilumsdausazass mnlildmue
91y azsoudiugiindruudiliiiu 1 U luiudwes

3.8 funesesiuiinveuuanasunilunsdinlndwiney Widueifiongmslémueniy
wienausslomiveagiae

/4. 38N15952980Y...

-2,




~
& - ¥
won wi 2 Tu 2 wi
. 323/54 (wu.)
4. P/MINTINEOY  MTIVABUINLANGNYNZIANE LasnaTnIvieTlude 3.3, 3.4
ARZNITUNTTATIVARYAMANYULIANIE FU. 618 W. Y83 WU,
i N bt A - o HB.AIN.NU./UIEEIUNTINNS
(indy 1Jeunes )
NO.NVW.WU./NTIUNTT
WemsU IR Usedn wu. faes1ems
(i Wiaygiesd ) snss.6/nssumssaminmizely
¢ 3150 25%

AuanuazenEaTuloylAln 1y |
awenTA snwvuhomisde mnwu. |

d o osssay 1) nqtl»tﬁb‘blr




