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3.1 Finished product specification:

VD Test Items Specifications
3.1.1 | Identification Meet the requirement

3.1.2 | Bioassay 70.0 - 130.0%

313 | pH 53-6.1

3.1.4 | Particles

- Visible foreign Essentially free of visible particulate matter
- Visible Translucent < 3 Particles/ml
Particles > 10 pg < 6,000 Particles/Vail
Particles = 25 pg < 600 Particles/Vial
3.1.5 | Osmolality 279 mOsmol/kg to 3d2 mOsmol/kg

3.1.6 | Turbidity < 6 NTU




3.1.7 | Purity
- SE-HPLC: Main Component > 98.1%
- SE-HPLC: HMWS < 1.9%
- Reduced cSDS: Purity > 93.2%
- Reduced cSDS: New Peaks No new peak > 0.1%
3.1.8 | Post Transitional Modifications: MAM
Peptide Map
- EGFR HC Asp99 isomerization | < 4.0%
3.1.9 | Microbial Contaminants
- Endotoxin < 7.14 EU/ml
NUYLR

1.Drug substance specification #3151 bUAATIERVRIENER drug substance %3 TuTiAT189 drug substance

vownanednsagy atulratunis nefinsasiniesieiasunnifiteniiivun

4. NMSANWIDU

4.1 Long term stability ANUDIEEN

4.2 In-use stability N/A

43 | finsAnw TE N/A

44 | msdudeuvedanswin IﬁLLamLaﬂaﬁsﬁaaﬂamiﬂuﬂau%ﬂawwﬁﬂléﬁm

Heavy metal %39 Elemental impurities (Risk

assessment report)

5. oulvdy

N va o =

dlauesadestudiunnindigionans nieuasaeiletesuseaenaisineliiienunaneaziden Al

Y

5.1 nanslasveygntungiloumiveiiodnmieluldsenalng uasdwns (declare) unasnan

5.1.1 TudAgymsTunziloussuen lauA ve.2 v8.3 .4 ¥ 8.2 Laauansdl

5.1.2 Tudwetuneileu ve.1 v3e 8.1 ¥ede1iaussian wisusvazideniivan1snIuAuaMA N

a

vaInanAugiaunvunzidsu (Finished product specification) wagdannunauAINUeIngav

q
'

(drug substance specification) n3ii#iogsz 11915 UABULUALA IVLRLLALALADILUULONAITANS

L]

vaunly (8.5) umdsu finished product specification waz/u3e drug substance specification

5.2, 1BNANTIUTOIIATFIUNTHAREN

5.2.1. 49337Ul51UN1SHEATBY Active Pharmaceutical Ingredient (API) fiadlasuni15suses
WHO GMP %138 GMP PIC/S Wit kagn3ausuulananshand

5.2.2. 119531415991UN19WEAY8S Finished product (FP) Aael@sunissusessnnsgiu GMP PIC/S

WIHUNSDULUULDNATTHER



5.3 LNASAMANVBILTEUDTIAN
5.3.1 NaN139TIIATIRAUNNHER A uriend11593UveNEn (certificate of analysis finished
product) lugnsuidadusiegns

'
o o al

532 NamimaﬁﬁLﬂiﬂsﬁ@mmwfmaumaﬂﬁammﬂm (certificate of analysis drug substance) %

o

@ a

Tlunsndnenuitdaduegaivesindneuazuiningau

]

o

5.3.3 lna1vsevangududunuduiussenIgunsHanvesingiuvesiiend1dsy (drug
substance) 9o 5.3.2 fugun1sHAnTe AR ueIe1d1593U (finished product) 98 5.3.1.
5.3.4 waN13AN® long term stability naaatasagesnfitunsdoulifudinnuenenssuns
DIMNTUAZET NTENTNATITUEY (15)

5.4 mMUsziununneidsey
5.4.1 gniidsueusioaionglsitiesnin 17 fuainfudaen
5.4.2 sWnnafidwey wdesdsd i magluiusesHansnsInlies g uiiduwey
5.4.3 nsdifimhenensinnisduiegeniidweuiiedinsaiinseinunin mhessnisazr
wifsde¥osweiiogns Inoflauesian ({une) axdesdwfiudnmudniudiviiensnisdingg
Annwinazduiuiaveudldieiiisdeddumsnsialinszinuain nsdimuineliduly
PuALANYUEIaNIE MNETITNTTRaNUAVElIsUR I TlaueTIAeFIna e siausTian
(Fane) waz/visognanluaduioly
5.4.4 fiauesien () szfesiuldsuedosilndnuney viewleiansidenanimseyszns
T Aeurtwun Tnglifidoul
5.4.5 lONESLANNINTFIUNISINNULAZNSEA18EUAT (GSDP) fdl@3unisiusesszau WHO 13a

PIC/S Wi

5.5 fiauesian ({une) Busenlienidndayanieuasuimun il
5.5.1 nsdluansduamaiinnesieni lnensuinermansnisunmg vieesufofnisfildunsgu
ISO/IEC 17025 wan1sasavdasizailiifulunmanasgruderiivun
552 ﬂia'iwémﬁmeﬁswﬁmﬁgmﬁaﬂLﬁ’uﬁumﬂv’faqmamimaﬁwﬁmmﬂmzniimmimmmaz&Jﬂu
Prna ey I ToTse

o o

5.5.3 nsanulymamninaneiiienadmaneUssansranasaulaondesedUielasuen

v q

s,

5.6 'vm"sEJ'ﬁ’ﬁimi“ﬂaamuﬁw%iai%ﬂuﬁmmwémﬁm%mﬁﬁﬂisi’agﬂL%&Jmﬁuﬁuimﬁwﬁmmﬂmmiwms
IMsuazelusyesian 1 U

5.7 enfiauessdedliiumeauiiiinisusznauesnnznssunsivuasainas wazsiailudydendn
WhsARENsUsENIA waznnevdainisuszmasianataaselutyevdnuienalu fauesian (ue)
AgfosUSusalildiiusiaauusenAveInMensSUASINUATIANNANS tneiing i’uﬁszqmmszmﬂ warnsai
senludszniAruznssunsiruATIAINaar A lulse Aty Temdnusralinseiu T9danusininiu

UsenAnIsIA1ege



4

5.8 TunsaiNtlye1AUWUUILHB9TENA1THENIY U LTV NI UNITT USRI INETNIUAMENTIUAITBINIS

karen NhaneIngtudveusldiisuwinduendusuulusunenlslunssnyvngu

o a

5.9 flauesiAdesdwnegveegatos 1 mhoussgiue dadudunulansseazidenlinsuiunud
savunludonnant® drefu nadldannsodsfiodneld Wesymgua feiududnasfidevesamsnssunis
f1sauee Insanunsndsiogaenldi Wntanuuimsadanydiue u fesssgunuuinsadanviug eas
faendannyasal (m.) Sulsitu ns. 043-363602 lutuasianssns Ghidausadnddldnoudrmiusdosls)
\Aunaniiivue)

5.10 siAeseTiauaiilofwnenugnsvensutdnats (1 na 0417/2177 astuil 24 ngedneu

W.71.2549) foglaiiiusa191999ve9e19 nsudgdnarsimuasiadnle (reimbursement price) kagnInAEWAIT

¥

n15U3¥n1A51A191989904819 nsutynarsimuasiandnle (reimbursement price) vl flauesian (u1e)

Y
=

gspaUTuansmadlnelieAnausiAmenNgnsveinsudginaisudlssdedliiiusasdweseinsudydna

<

=

Muuasiandnle (reimbursement price) Ineding o Jufiseymuusenia



