2 T % [ &
AMANWYASLANIEEN Trastuzumab boo me for subcutaneous injection INWFJWUJa'ﬁ@aLBm

Y981 Trastuzumab oo mg for subcutaneous injection
AaauTAN LU

o
WuarsarateUsieandie dmsude i lanw

@ 9

® vial Useneusme Trastuzumab oo me luansazats & ml
ussluranufdmuusIIEIUTANYe

< aansyylienn daUsznouiodifyuasannuLsieen Yufueny wavitndn wanzidousivenls
athedmauuLuTTiae nsdlenfiussqluvasnen aainuuneuzusIesesdasEyienn dsenou
Fendndnuazamnunss Sudueny uasinuiinde

3

AaNIAVIawALAYeY Finished Product

®. |dentification Test ATIY
. Potency by bicassay ATV
m. Content of protein ®o& — @mlo mg/ml
& Purity and impurities MY
&. Bacterial Endotoxins NMT @oEU/ml
5. pH &lo-&.a
). Osmolality waa-anoen MOsmol/kg
&. Particulate Matter MIIEU
«. Sterility Test MTITAU
dewladug

®. Q’Lauaﬁmﬁaa?iuﬁna,mmwmaLaﬂmi W%’auawﬁa%%’mmLaﬂm'ﬂ@aﬁﬁﬁwm%wasL%‘Uﬂﬁa'ﬁ
.6 Laﬂmsn’ﬁlﬁ%’uamyjmﬁwmﬁwﬁ?w%’umLﬁasiwﬁwiuﬂmmiwa wazduai(declare)wvieangin
ooe WadnMITusdeuiiue el oo .0 wiuansd, erfinanluuszndlne
(Mue8 wa.ls.u),mﬂ%%’”.LﬁaL%uﬂ’mmwsiﬁ;(wmaﬁq N.en), BNUNDIINAUSENA (MUN8De Vo.&)
0.0.0 TUiretunsdeue ne.e 150 v.e vt fiiauesinn wiouswandeamdonis
m‘uauﬂmﬂmmaqmﬁmﬁwﬁmmﬁ%mﬂau (finished product specification) n3diegszsinemsildsuuiag
whlofifurzdaauuenansiednanmegiensveutle (8.¢) uwiou finished product specification
waz/v530 Drug substance specification Ingaaunlanowiulszmauszmesiadidnnseiing wazliiu o U
a1 Aulszmalssninsididnnsetind
@0 ONANTIUTBWNATFIUNINARLT
oo.0 nadinaneTlulsamalng gudnesesddiunmdienivdoiusounnsgiunsuan
GIMUNANINITIENSENTIRILNSHEREY PIC/S (pharmaceutical Inspection Co-operation Scheme) lag
MU PIC/S participating authorities w‘%aﬁL,aﬂaﬁ%'mmmmgmmwﬁmmmwé’nmmsﬁuaﬁ%mﬁﬁﬁ
TuMIHENEURIEITNUANENITNMTOMITUALET NTBNTIEATITNEY Farmuadulnsfienudenadeuay
vinflenfundninasiuagisnsintunaadne PIC/S Tuvmanifiaunrie atudiaamuseunmsiaoy
Taefinamsfusssdieinuseniaussmanandidnnsedind

.............. “S Usg51UNTIUNNT
(Wwamaviing wsnusv)

A33UNTT




olole nsdhfugnidnansinsUsene fudasedinidodwunnmaendsdeussanasgiu
ANINENEINUNE NN IS ARIUN19HENET PIC/S (pharmaceutical Inspection Co-operation Scheme)
ez PIC/S participating authorities atfuaganusaunisnitvasulneiinanisiusesiiviudsznid
Uszninsiandianvsedind vieangnaendn uawnnsdl
5.0 WONATTAUAINVDITLALDTIAN
o.me HANINTIVIATIRANATIRARS e d 5 agUewNER (Certification of analysis
of finished product) FLUEJW’iiUﬁEiQL‘ldJuﬁ’mEi’N

o 7

o0l HANIRTITIATIEVAMAWINGAUTEIeE1AY (Certification of analysis of drug
substance) Aldlumsnanefuiidadusetrsimasanyuazgidningiu
B . F8g1NEN
0.0 fiausnndasdsinogseiognsies o miisussytus fadufumuuaniseasdenlansuiu
puiidmuslushdennauiivhludsiuluiubuseiauesa Insegveseves Lot azbuiauesaazsies
fongiunniuings liunnin e U lufulszniaszningien
a. sewnuNMIaaausunenmanglulsameua
€ mIvsziunmuaInueseidwey
¢o DgURITidmoUFes flonglinnndy o U fuainiufide
<o p1MNIRTidmeu xfesdsdiunnwartluiusemanisnseiinmeiesuiidseuresinan
werluiinseiingiuvesnanTngiuildnanefuiidemon
« o Tunsdiimhesvnsinsguiedneideeuiiedmnadinnesiguam mhesensogi
wilsdasosvaRiogeen Ima;}"mm3&1’@@6{'\1sJ'wLﬁuﬁﬂmu'aﬁ’ﬂmuﬁwmam‘nmid\ﬁm’;ﬁmeﬁuamﬂu
Fuiingeuaildirelunmsanaiinneinnnm lunsdimuieolidulununudnuasans miseswns
ypanudvilifufiansanmaEuemaefinanussneuas vieuasluntaely
ce fneaziesiudsunniosinduunety  viodefiansdenanimnouiiun
<& frwdosdueulilsmeansly e fu tuianniuilfannusuludsde
<o ﬁ@jﬁma%‘uaaﬂﬁ;ﬁaamﬁﬂﬁ’mﬁmﬁauﬁmmﬂxguqﬂiuﬂiﬂﬁalﬂﬁ
go.o Wunemsiinsfinsandaeesnandydvedsmeuia

@ = 7] &

ol nansinwkid lnsdudunanisldanunmdgldeunziindngiutudunianisumme
W388151897U ADR 993U

erna wlgmdnsazsuuuuemienurussqduanualiiAnaueainnieunisendi
denansznusemIinyIEae T,ﬂﬂﬁmmm"ﬁ@mmﬂ@gﬁm%’aaﬁumﬂ%’m
.o Msvudsisdinsemuaugamglimuanznnfuinuiissy
& lonasdue

€/

& WaN13Anw long term stability maeayvergvesenfitunedeulitudtinaunmznisunis
2INTUAYYT NTENTIEAITITUEY

5. MsUszdluAUsEavsnmeas1An (Price Performance) siasidanmuanatsuseninsnsidnnseilng

............. CQ USEBWATIUNT v e ATTNANS (9/) TSNS
(WnsEMaviing wsvusu) (Wangel

=b

(Was15d Aiezymd)



