win 12w

Qmé'msmzmwwa'aqﬂnmim’ﬁ @0 . 7 138/64 (Wvu.)

HnUYLAY AR, 6505 -M- 64 -S-0038

g
Yodegunsal Palonosetron HCl and Netupitant
mizetiu wAUgA, ung, nNdos

1. audnwuzanIE

1.1 Yaquszasdlunisldon MWamiuesuomsaidulduasandon sedvumunanaviesnn viewila
Woundunazlidoundy dufnnnislisuenaivatn

1.2 pruanwuglumanaiia
1.2.1 Usenaudesiendidy Ao Palonosetron HCL wag Netupitant
122 9unnfausavedsn setmualumsdamusiazasy

1.3 quanwarluniseanuuy  Wuwaugasiiouds 195uuseny

2. MsUsTuAziiuvie
2.1 wssglunuslaatin

“~

2.2 aanuuNwurUTIYassy Jeawiymesn, auiamnuuse, Yunde, Sumney,
lavindn uasiawmzdousiiue egiedaau
2.3 WUUMSUITUALIUINUTIY avsmuslumsdamusiazads
2.4 fuviadipafinnnusiuaaudauss Sriidnauannndt 1 iuvie edoadiuvliouavvunadendiu
Guimsilsiduiiuvie
3. dadmuaguq
3.1 priauedesindngmldsumstunsdowiiveniladminelulsamelne seansensa
am9nge snunsdifusfindanuunduiiu finssnssasisuguivies
3.2 fisiinlafosusennasgrumsndnnundninesi wagdsn1suanii (GMP)
321 nsdindaluusvnalng Tsamguin sosdimivdeiuses GMP vosnsensvasisuay
uw i
3.2.2 naflgmindrandasuna desdivisieiuses GMP vaslsanuguan anUsunaduds
3.2.3 nsiithennsnussmandunviusiglulszmalne desdimisfosuses GMP
Tude 3.2.1 uay 3.2.2
3.3 fimlsdaiusaimsnsaniinsieiadlsanutndn (Certificate of Analysis ) Asaue i
vunuseneumsiiansan ieimidusialdiiunsdsde
3.4 Faafimivdefuseansnsniinsedt uasluuanauvdmanuosnsiaiiidumend Ao
Uitngniing) uazuienguiningdu
/3.5 piiavs..

¥
<Tagniiag /
v 2
w.“«éﬁ 1563 gw. oo
(afzmiiud Yszaaduina)
VR tnifens w.diogiund

.o,



i 2 lu 2 v
138/64 (wu.)

Palonosetron HCl and Netupitant

Fodsqunsal

- v &) o e v & L o4 v o '
3.5 g1viiaue AoulueNUIYILUULNEAVSDRUIUI MUY
LY ' o o a v 4 P
3.6 UBWNBINNUINUTENBUMSRNTUILADUANNYULTIUTT]
N @ v v + d o 1Y ' & v o
3.7 enguasenluTudwauves aedlitpsnindmualilumsiamusazass vnlildimun
o v o a o « O .
Reulvaguesely xdoaduemundauudaluiu 1 U luudwwes
Vv oa o < o v o v &
3.8 guiempsiuiinveukaniUisusilunsiinlndnunaty Wiiluewiliorgnisldaueiu
< v
wanausrlavivevae
4. 3/N1IATIVFIU  MTIVADUAUANANWALIANIY UWasnaIlATevielude 3.3, 3.4

AMZNITUNIATEpFANANuzianrdsgUnsal a1 W,

Do e ND.NBY WU./UTLEIUNTIUNNT
(Yayans fingad )

WO e & e 999 WB.NBY WU./NTTUNS
(5703 yyide)

7 -
{ ’/ v '
TR ATR I ,‘,@V .................................... HD.NBY TH.55.6/nT5UNSEUNUnLglY

(95871 1NEUM)

30 §.A. 2563

ﬂmznssumsm'maauqmé’nwmzmmzaaqﬂnssﬁmqs 718 W.

( UAad wasany)
M)

AT = sl v

W.OMYA......... it B A2 K

(#5350 anduaun ) NI SUNSHUNUMAIE8TMEINTS

. i
(970WIA UeuaTey ) nssuM gLy
tZ\ ”,’ v ' I
ER RO R3S T 4 —— £D.NDY TW.55.6/n55uNsHunumMiEld
audnuszRwizaiuioniihily ¥
< v ¥
muenddA nvvstiondade nanan, (9367 nAuN ) ATIQNADN R A‘P/d
| MUY -
# 0415.13/.:3.3. ...... m:”‘neq’ | - 5 1A, 2564 Ll

(algvius Ysznnaduiioa)

a wva “ '
UfjUaving indvns sw.aegsund



