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3.1 Finished product specification:

VD Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay Meet the requirement
3.1.3 | Semi-Quantitative Visible Particles < 25 particles/vial
3.1.4 | Protein Concentration 9.0 - 11.0 mg/ml
3.1.5 | pH 55-6.5
3.1.6 | Polysorbate 80 100 - 300 pg/ml
3.1.7 | Osmolality 310 - 370 mOsm/kg
3.1.8 | Particulate Matter

= 10 pg < 6,000 Particles/Vial
= 25 ug < 600 Particles/Vial
3.1.9 | Size Exclusion
- % Monomer = 97.0%
- % HMW <1.6%
- % LMW < 0.9%




3.1.10 | ICIEF

- Acidic Peaks <41.9%

- Main Peak <51.6%
3.1.11 | CE-SDS

- Purity of the major peak = 95%

- HHL <3.0%
3.1.12 | CE-SDS

- Purity of heavy and light chain peaks | = 98%
3.1.13 | Tryptic Peptide Mapping

- Binding Activity ELISA 80.0 — 120.0%

- Potency ELISA\ 70.0 - 130.0%

- Cell - Based Bioassay 65.0 - 135.0%
3.1.13 | Bacterial Endotoxins <0.20 EU/mg
3.1.14 | Sterility Sterile

NUYLAR

1.Drug substance specification ﬁmim’lmﬂlU?Lﬂiwﬁﬁumﬂmam drug substance ¥30 TUlAS12% drug substance

vouranendnsagy atulaatunis nefinsaslessiasunniidedinivun

4. PSANEIIUS

4.1 Long term stability ANUDIEEN

4.2 In-use stability N/A

43 | dnnsfnwn TE N/A

aa | msvudeuveslavewiin Tuanuenastoyamsuuiouveslavemiinldud

Heavy metal %38 Elemental impurities (Risk

assessment report)

5. Naulvdy

dlauemadestudiuinimaieionals nisuasaneledeiusenenanslneiiiienunasigaziden Al

= [

5.1 wnansnlasveygndunsideumsvenied minelulssmelng uasdung (declare) waandn

5.1.1 TudAgmsTungiloussuen Taun me.2 ve.3 v8.4 wieo 8.2 uduansdl

5.1.2 luAwatuneilou ve.1 ¥30 8.1 09817aussIn1 niouseazideniitan1snIuANANAIN

veandugin1unTung oy (Finished product specification) wagtafinunanAINUaLin

(drug substance specification) nsgiiegsenintimavasuwUaddluiisfinagieuuenalsn1sve

ufly (8.5) 1wdaw finished product specification Wwaz/%3e drug substance specification




5.2 19NANTSUTDWINTFIUNITHERY
5.2.1. 1195571U15997UN15MERNVBY Active Pharmaceutical Ingredient (API) fiaaldsunissuses

WHO GMP %38 GMP PIC/S wh‘lfu LATNSDULUULBNETHAR

5.2.2. 4m351415991UN15MEAVE4 Finished product (FP) fialasun1ssusesnnsgiu GMP PIC/S
whiundouuutionansuans

53 Laﬂmi@ﬁumwsum8’117'iLaua'§1ﬂw
5.3.1 NAN1305393LATIZRANANRNEN S d15a3UvenEn (certificate of analysis finished
product) Tugnguildadusosis
5.3.2 NAN1IATIVIATIRAAMUA M INGAUVRIRIEE1ARY (certificate of analysis drug substance) i
MHlunssdeeniuiidaduegisimesuaneuasndningi
5.3.3 l0nasnsenang1ugudunuduiusseninagun1sndnvesingAuvesiiendfy (drug
substance) 9 5.3.2 ffusuN1sHAnTEINENTU9IE1d1593U (finished product) 98 5.3.1.
5.3.4 Han13AN® long term stability napntrsenguaseriiunzdeulifudinnunmznssuns
DIMNTUAZEN NTENTNATITUEY (E15)

5.4 mMUsziununneidsey
5.4.1 gniidsueusiosdionglidesni 17 duainiudwuen
5.4.2 gnaniidsey wdesdsdnnnaeluiusemanmInviinsgiouiidsaey
5.4.3 n3difivthenensinsguiegneniidweuiiiodinsaiinsgiauain mhesensagi
wifsdesoseiiodns lnsflauesian (§1e) szdosdssnifiudnauiuiuiiniiesvsnisdamsa
Ansesinasduiuinreualdseiieidedunsnsaiinnesiguam asdiimuhelsidulumy
Audnvuziany mhesvnsveanudvdlifuinsuniauenaiedndnueiauesia ({ue)
waz/viefuanuadiiely
5.4.4 flauesan (§v1e) azdesiuildsusileilndvuneny wisideiAansidonanimsieyszns
T Aeurwun Tnglifidouls
5.4.5 LONATUAAIIINTFIUNITTALAULAZNIZA18EUAT (GSDP) Faslasunisiusessziu WHO wia
PIC/S iy

5.5 Jauesan ((ve) Buseslvienidndygyineuasuinug fail
5.5.1 n3tinamsdunsniazsieni lnensinermaninisunnd wiewesfoRnsilinsgiu
ISO/IEC 17025 wan1sesainziliilulumumnsgiuderiivun

o
a v ¢ a o | <

5.5.2 ﬂiﬂwamnm%mﬂmmugﬂLiﬁmmuﬁumﬂﬁaammmimaﬁﬂﬁfﬂmuﬂmsﬂﬁumsmmmawﬂ,u

¥
=

PINIANVF U1 TRASUNY

o o

5.5.3 nssnulgymamninaineiiienadmaseUssdnsranwazaulaondesedUielasuen

5.6 Mies1wN15veanuanslisuinsandndusieniivse gniseniiuAulasdinnuanenssun1senms

wavenluszeziian 19



4

5.7 anfllausazdedliiiusimauiinssnavesnnznssunmsimuasanans wagsialudademan
wisnARENsUsENA waznnevdsinisusznmasianaiswazsialudydemdnuisnalug flauesian (une)
o sunaliiliiAunmmaulsznavesnuznssunsivuaanats Tnefina o Suiiszyniuusznia uaznsdii
s1tulsEnARuENIIUNSIMURTIAINaa I bul se Aty TevanuisnAldnseiu emusaniudsenia
filsaeian

5.8 lunsdlfdldendunuuazdesiiionasuansdoudliveseiniunisiusesndiinnuauenssunses
wazen Auansheniuideudfifsuniniueduuulumnneildlunmsmshiy

5.9 flauesadosdsiiogeogieiios 1 wiheussafud daduiunuianiseaidenldasuiunui
svualuitenuaut® 41afu nsdlianusndwinegeeld Wssymana fduduinasftovesnmsnssuns
fn1suna Tnganunsadeiaogenldd Wanthauuinmseduisine o feassgunuuinsndaviue 013
faendfauyasal (m.) Suldifu ns. 043-363602 lufuuaznamanis (iannsadadsldnoudmihuddodify
nandiimug)

5.10 SiAvesniausiilofuinsmvenugnseansuTdnans (7 na 0417/2177 astuil 24 woadneu
W.7.2549) FosliifiusAdsdavesenii nsutadnarsimuasandnls (reimbursement price) wagmnanendsinng
Ussmasmensdaesendl nsutiyBnansimunsiandnle (reimbursement price) ual flauosian Ene) xdesusu
amwmaﬂ,m8Lﬁ'aﬁﬁmmwmﬁmamuqmiﬂuammﬁaﬁﬂa’mLLé’a%éfaﬂsJLﬁmwmé’wﬁwaamﬁﬂmﬁ@%ﬂmqﬁmumwm

\Onlél (reimbursement price) lnediua w ‘3’uﬁigqmmﬂ'§zmﬁ



