TPAzIBLAAUANYUZIANIE
Benralizumab mo mg PFS
®. AU
MENANLNEINTTH (mimmmﬁmmmavn'ml,wwa) andulsansaen lisudnassiiutigey
Uszdlauusean w.e lodoa Jndaen Benralizumab amo mg PFS awmuma’mwﬂw UM <o Prefilled syringe
suutuisay m,&@0D,800.00 UM (amammauwnwuwnwumeaamwmu)
lon. ')ﬁlﬂﬂi“ﬁ\‘iﬂ
LW@IﬂUﬂWiﬂﬂﬁﬂ%ﬂwﬁﬂaﬁﬂﬂ’]‘tﬁﬂiﬂﬂ‘i?%ﬁ]ﬂ‘%éﬁLﬁuﬁﬂﬁﬁ}uLQW’]%WNG"{WU‘I‘iﬂUE}@LLazﬁ’J‘lﬁ]
o. AuautRvasgiudaiaus
m.e dnuEssanmngwng
b Lifuyanaduazans
m.an Liagsgmniradnians
n.& lumum mamamsmﬂamnsvwmwwaLauamamammﬂwmamwaﬁﬁhmmnLuaamﬂ
LUuNW\LﬂJNWHLﬂmﬁﬂf‘l’]‘SUiuLﬂluwaﬂ’liUgUGN’lu%aﬂNﬂ‘iuﬂEJ‘UﬂWiGHMS‘”L‘UEJ‘UVIS%?JUG]’S’Nﬂ’]'iﬂi“Wa"Nﬂ’]’iﬂm
ﬂ’mwﬂﬁﬂﬁmﬂ‘i”ﬂ’lmmEJLLW‘SIH'S“UULF&@“U’]Hﬂﬂﬁﬁumﬂ‘ua\‘iﬂiuumﬁﬂa’]ﬂ

[

on.& Iumumﬂamnm Ufrjalﬂuummﬂ“ﬁawmmuuavlﬂmeauﬁua’fmLﬂumﬁqmumamﬂwmumm

U
]

S5lusy UULﬂﬁEJ?J']EJﬁ’]'ﬁﬁumﬂ”LIENﬂ‘ﬁJUEU?jﬂﬁ’Nl ﬁn\ﬁmmumu&mammmmﬂuwumu N%}@]ﬂ’li ASUNTT

€
e%d’l

&)

N3 N‘UTW]? Nll@WUWQIUﬂWiﬂWLUUQWU1UHﬂﬂ73ﬂaﬂumUﬂﬂauu®?Ei

&

2
<4

.o mma:uummzhmaﬂwmummmummﬁmznﬁumiuiwwamﬁ'ﬂmaa‘i’mé’wuamﬁu‘%msﬁaq
mAsgivualusviaLunw
m.o Wuiiyaradiiodnnetaniuszninnadidnnsedndsandn
on.c3 luLUusﬁ’lmuaﬂawamamqmmu Feenaufasliveuduaalne nuumamamaawawmaua
"LcsmmaﬂwaavmﬂﬂmﬁLLavm’mmunuwmmu
&, i'lﬂawaaﬂﬂﬂmanwmuamzﬁumwﬂ@mzmlﬁun':ﬁm%a
AasaliAvialy
o. Wugmisrndedmiuin la Wid Sedmdas
. Usgnaunigsiiendfey Benralizumab mo me luansazats o ml
on. U’i‘a‘ﬁ]:lu Pre-filled glass syringe
& RaNUNUTIANE Feesryleundiulsznoufiondidyuaanuusy Sundn Fudueny Laviindn
wazlaungilyuinsuenliogradnay

AMEATIUNITANUATIALLDIAAUAN LA LAWIZ VI8

(A3%0) @ ................................... Usgarunssunig
(aleuann  waadum)

UUWANENTIA LA (\l/

GRT L) J— SO ATIUNTS GRG0 ASTUAS
(Wunsad  Ustindaw) (W9Endsan  Seude)
UNIUWNELTE I8y WU INYNTRLAY

oYdcH



-lo —

AuauUANIImAailn
@. |dentification m’nwhumuﬁ%ﬂu finished product specification
. Assay Complies with reference standard
en. pH gd - o
&. Sterility Sterile
&. Deliverable Volume NLT @.0 ml
©. Endotoxin m’m&humuﬁ‘jxﬂu finished product specification
. Osmolality ms’mﬁhumuﬁﬁxﬂu finished product specification
. Total Protein ber.o - enen.o mg/ml
«. Particulate matter 2 to @o m NMT wooo
2 to lo@ Plm NMT boo
deuladug

o. onansmsldfueyaniunsdouiivenfiosmalulszmdlng uavdiuna (declare) undsudn
0.0 Tudfynistunsidousiiuen Iud vieo ne.m vo.e we tle udusnsd
oo Wivsiunadoumiue vo.e 130 .o wiouswaziBeaidonsmuauamn YD IHENSuein LT
Funzidey (finished product specification) Lag wamuumﬂmmw"uaﬂmﬂmu (drug substance specifica-
tion) sdiftagszninanisasuutamdlodiuiy sxdosuvienarsmsvenily (8.¢) umdou finished
product specification Waz/%39 drug substance specification
. lONETTUTBIIATTIUNTHENY
dnuilsdeiusewnsgiumandaiaundninasiisnsiintunnane (Good Manufacturing
Practice (GMP)) Tumanailiigadasiuenfiaue (@duangamuiounisnTaaeulaedtegludisiainig
fusey) nerelsznaushe
o.e dumideiuseanasgumsninemumdninasiisasiinlumananTnaRuiaed way (Certifi-

cate of GMP Active Pharmaceutical Ingredient (API))
bl dnumilideiusennasgrunswiiagnmmaninusiisnsitlunisndandnfusdeduiagy
(Certificate of GMP Finished Product)

en. Laﬂﬁ’]‘ﬁﬂmﬁﬂHMWUﬂQ gTLAUDITIAT

m.e NANISATIVIATITVAMANNER S uaie a5 93UveswEn (Certificate of analysis of finished
product) Tugniundadusiiacng

o o

mlo NAN1IATIVVATIERAUNNIRgALTEITIEId ATy (Certificate of analysis of drug substance) #il4lu

L}

minangjundulusiietie Mwes guanen uay guaningiv

AZNIIUNITANUATIIAZBLANMENYULIANIZ YD I8N

(B9Y9) oo C .............................. Us¥E1UNTIUNNS
Wiateuann  wasando)

WNLUNENTIADAA QL/

(A9YD) oo O ccssssrassvsns ATIUNNT (GETI2) NTSUNT
(Wransad  Ustinduw) (9EnEzae  Shude)
WA ST 2919 LNAUNTT LYY

/e



e

Qs

.o LanAVEenang wluSumudusTT iU vesingRuresiasddty (drug substance)
19 alo fujumsnanvendniusiondSagu (finished product) 9o .o
m.& NAN15ANYT long term stability maamhamq%mmﬁﬁumLﬁauli'ﬁ’vfhﬁmmﬂmﬂﬁum'smmﬁ
WAZEINTENTWEAE 1Y
m.& HBNAITUAAIIIBNUNANITUTEEUNTANYT Risk assessment of elemental impurities AiLduly
7 ICH guideline QanD, USP way EP (§13)
<. FI9EeEN
unerasdaiiatnmnetvles b mheussydas duduiunuuansseandenlfasudumuiisimuely
Thdeamaninluineiu uasdsunsandorfuivlude me
& msziuaun ey
.o Tuduagrowniidueudendeliitorndt ol Weu tusniudsmey
&lo &nwmmmamawamaaaﬂa'u,mmwmaiusu3@3mamimsammsﬂmmiuwamawmwmam
¢ nsdliimbevnininisguiiedneiidweuliiodnnaiinseiaunmmbesvnsegyimadae
Sowefad e lefueagiasdeniudnmssuuiimheswmsdmnaiemsiuasiuSuiismouildsely
MINTITNATIIA N ﬂﬁmwwmwmlmﬂulﬂmmmaﬂwmvmwwmmaiwmwaamuamlmuwammms
idnesPananvesineuas/vieguanluadutely
¢« fuenzdsansienamaudisuafleslnduuneny vialleiianisidenanmdreussnislan
Aoufmunlnelaiitouly
€& ﬂimmua’mma&mm%’nwﬁqmwgﬁ b - o pETAala Aesdlienasuanuassusenifissuunisiiuiay
Jndse 1y cold chain system ﬁlﬁmmgwmmwﬁﬂmm%ﬁ Good Storage Practice (GSP) wagz Good
Distribution Practice (GDP)
. lNATAU 7
5.6 MiwTNISvedUAVS WiTURsIHER AusienTiiuse TRgn SeniuAulaedwhauannssunis
WNSHABENUTEEEN © U
vlo W@ueTI (fane) Busealvisnidndyaneuasufvun dai
0.0 NFAINANTEUATIVTIATIEVENT lnsnsuinsmansnisunnduiedosufURnsls
UN3U ISO/IEC emobe Hansesviieedliifiuluauinesgudormualulszaadszniasnan
vlole nidindadusierlnignFenidvAuaniewarnlaedidniunsenssunisemasuagen
lurhanavesdygasiaazune
blom  nstinullgmannmnnidndasinivedmaseussdvinauazaanaons artarUeilisuen
o.n mu’namwmsmaawuﬁwﬁhsuwmimmamﬂmmmwumwmam‘saﬂmmuIﬂaamﬂmuﬂmmﬁmmﬁmmwa
wagenluszesian o U
AIZNTTUNSNTVUATIIAZIBAAMEN YUZIENIZ VD8N

(GRETE) B Q .................................. UI861UNTIUMNT
(Uraleuann  wasandod)
U LIANENTIADIIA 0/
R 'J\/ q L] ‘;I
(R9UD) oo AN A33UNT (G AF5UNT
W58 Ustindw) (WeEnasIn $auls)
WUV T8y WduNsY NI TRLAY
/&



& MUUAANEINBUES)
vundaeunely ob ey

. vaninmailunsiansudaidandaLaue
Hinausisian (seenaainuandRthuarldfunsdniden) uaefiansanainsaisy

o, WRUIUUTEIA/ 293U LA S U nass
oo WRWIUTENATIR2AnTe LY mesb,coo.0o UM EudTduaunuiumniuusd 2EUMA )
oo Fnanaduldiy meob,coo.00 UM @EWELALAUART LA LLUA S UML)
&. VINTULAZNITINEU
fuefesdaauianbitugde melu e fu tudaniuildsuludde T meduwenlvinsudau
L:,azLﬁamma%’ugﬂﬁmmmmﬁau Q’%@%ﬁhaﬁulﬁﬁ’u;Ema‘tﬁmuﬁaumaluﬁmum

. 9ATIAUTY
JugaziesiseAafuligueduseiuludnsiesas oloo (Fudypaniqud) vossiardmes

ndelilasunou tudnnnduasuimundaeunuludede/dyyreusiuiigaseslfidwewndamey
Tiundzeaugnsaensudunuludade/dynn

®0. MINMUATEEZAITUUITAUANUTIFAUNNIDS

1

Hueazdesiulseiummdiaunnsewesdeitevsftintiunisluszesnalidosnin e U

AMZNIIUNTAINUATIYALIDUAAMEN BN Z YD I8N

(@999) o g ......................................... UsEE1UnITUNS
walsuan  wasendang)
| o wsuwnvTnand aad
(GER) NSNS GEEiE) ATSUATT
(Wraws1a  Ustindany) (W9EndsIn  Saude)
UNgUNNETenaney WS UNYNITRLAY

&/&



