UszmAnasndunssy 1Sene1UIanIsaengna

Sos Wguulvidedoyaves dsgunsalaeunnd

#28 noundwnssu laanerunanszuenginat szdavihaudnuwazdegunsal
ABUNNE MUY @ 518015 A9l

-.81 Cabazitaxel injection

'
a

dsgunsaidsnanil szdndunmsimiadnuasianis dWeldidundnlunsiom

l4lusrwnisnesinun Seweilguugnasviaunudmiedegunsaldend defayaliiunig

ad qgva v o Y] = a = P o 1 &
1YN1T LW@I‘ULUULLUQ%WQIUﬂWiﬁ]mmﬂﬂ]maﬂ‘lﬂm%LQWqﬁ PAUIB[SLDYRN LLﬁgLQaUvL‘UﬂQ@E]“LUu

o. SNtazdavastayamaunainveiseniserfiasdnhaudnumzianzas
wwd muuan n. Sayddegunsaimaunmd $1uau o 318013
b. AuantAves{lauedaya doudududn w%‘acﬁlmuaﬁ'mmaﬁmmim"ﬁ”um
vdelitera uazswazdonfiufulsidenesynsdesms
. el
m.o. ATlFIERU AR INMIddaya vievesshethemiFasil fiaue
fouaduSufiavouiiady
o, MIRTUITEYA othuniwualugudnuazianz wwauiunislag
ALENTIUNIATINEEUANANAEIAWT 189 nadndynssy 1sameuna
WL
.. Widedayamelutudl g nun1ius ne. bees . nesndunssy
Tsanenutanszangind 1l ae@ nangly 519973 N3 1 eocoo
Tngthunuauliieaues viedmdlusudd
e, enaseadummsngy vienwilne duduniwdu deauadu

M lng MSENHISINgY WUULIAIEY

/&. WNELEa...



<. mndlaueifeadudsznnsla Wasuaulnensedl miegnsmansuazimen
Fuwus neandunssy Tsameunanszsauenindl 19T NTUNN 1 eocoo NS, o-bmde-aoo0

A8 <o
o v a4 1« ¢ o
&. AUTNTITIUNIT R]SﬂﬂLaaﬂ‘UGJJ“EW]L‘Viu’]’]LUUU?%IU‘U‘LJGIBVI’N‘E’]‘U?’]’H $NI0UDIINY

wismelanivundunudnuusiemsald

5. NDUNFUNTIN TTNYTUIANTZIN NN gearudnslunsfinnsan wiessiu
nsfimsandeyavesiuiilaflsigausasiiiuauans lwhusuisatuenasnidnmslsenadayiu
iy vail newndunssu Tsswerunanssuengndt liswudeswnldrndemela q e

(Y]

Usend o Ul e UNTIAN WA b&oa

.
RRUINE A
(9381 nawm )

gemnsn1IneundunTsn TRMeIUIanTELenInaT



WUN A.

AaanwazianizgUunsalnnag 618 w. 9 (wu.)
nuBLaY AL, -
yoReaunsal .

WUt

1. pudnwuglanIy

1.1 TnguszasAlunisldeau

1.2. auanwazianizlunianaila

Y] A

1.2.1. Usenaumesigdife Ao

1 S R e EE L TR e

1.2.2. UINAILLTIVEET IEMAUALUNITIANILABZATS

1.3. audnuasianizlunisesnuuu

2. M3UTTUBEAUYD
2.1. gwssglunvuzlaadn
2.2. 29INVUANMULUTIIRDITEY Toandlamneen, vuimAnauey, Tundn, Jumuneny, \auiinGn,
waztaangidounsuen Liegretniay
2.3, LUUNTUITIHALTUIAUTTY wimuslunsdamusazade
2.4. fuveseddimiuiuawdauss ilduaunnnd 1 fue szdevdurdauwazauiaifiendiu L
wwitlsiifuiiusie
3, dadwundu 1
3.1, prilauedesivdngruldfunistunsdousiiue Wesmuhelulsunalne wes
nsensasEssaiay endunsdifueniindanuinduiiu finsgnsansnsaiansuses
32, FosdimfdedusennnsguniarAnnumininast uagiinndndia (GMP) Aidtlivaneng
3.2.1. nadinanlutssmelne Tssnudndn dosdividsdeiuses GMP vesnsgvasansnsagulu
R iiEuee
3.2.2. nsdlenthdnannanalsena desdindvdeiuses GMP vaalswugidn nUssmernin
3.2.3. nsdithennasUszmaudiulsussglulssvelng deslivilsdoiuses GMP Tude
3.2.1uay 3.2.2
33, duiisdesuseenisnsiadiasizvivelseausuda (Certificate of Analysis) 51U
v Lot n1swinveseniiiunussneunisfinnsan waz/mfeiithduieldfunsdide
3.4, fesiivilideusesnInnalingie waglunaniuvawdnvosanaifilused Ay

UTEMHAneT uasuTenguaningiy

/iedsgunsal.



FoRaaunsal o
- v < d aw < ¥ a L= [ '

3.5. grilaue Aeadueuidnilugtdavsegunudmug

3.6. 994f0g 1T sENaUNSRITANTLFRAANNTUSTUTTY

3.7. p1gwaseluiudweuvss feshideniriiduualilumsdamudazass malilammua
Heulvorguewld avfeadueniindnunudaliiu 1 U luludees
v Y v a o ady w ai < o v o oo

3.8. fudesiuiinveuuanidsugtlunsaiilndvanetgmuioulsit sw. Avun Widueniileny
nsldeueniu ienaUsglovivesiae

4. 33m15A573d0U  ATIVADUAUAMANBULIANTY LavsadAsIEelutle 3.3, 3.4

ANIZNTINNIINTIRERUANANBAIzIANIENgUNTal @18 W. Y8l WU

VDI e cssnascasemmmsessnsonnessssnsessia 650 RIS TAFS5 e, N0 (Wones)/ UTes1unIsunis
(o we.nav)
O TS O 5949 We.N8Y (Fones)/ NITUNT
(39 709 K9.NBY)
a € & s
TR 31 TR PSTOOOPORRR (WndusoLndans)/ NSsUN1g



