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&® Finished product specification

h) Test items

Specifications

¢.a.e | [dentification

Meet the requirement

&.e.lo | In vitro Bioassay

b.b to €o X @™ U/mg protein

&.o.;m | Enzyme Immunoassay

o to elwo % of label

&a.g | pH

.o 1o be

&.e.¢ | Bacterial endotoxins

< oo EU/ml

&.a.b | Sterility

Meet the requirement

&.a.0 | Particulate matter
- Size z@0 pm
- Size zlo& um

Not more than b,000 particles/container
Not more than oo particles/container

&.o.a | Extractable volume (Volume in container)

Meet the requirement

7 3 mw{ 3
ad%a UsEs1unTsunig adue

(TSI WWSHURTERTHE)

ASTUNTS  asiD iy n5INIS

(waEnEunn Nunay) {(Waamumng Aufiniuding)




&lo Drug substance specification

- Drug substance specification fansananlulinsisvvesiuan drug substance w3a
TuAasmest drug substance vesrBnendFagy atulantunis Tnslinsnsainnesinsuyniade
fifmun

- nsfiftaanefoundimsiu (waive) Msmsivaauimmezisensia Wiuuanaenas
wéngrufsnanildsueysindny

b. Roulvdu

fauesadasiudiunnindneionans wisuasaeiofefuseasnansinggiisne eazdendsil

D.@ LanmimﬂmuaugmmwmL*Uaum'summamwma'luﬂ'svmﬁlwa uasdund (declare) wviaanan
0.6, @’Lumﬂsgmi‘uumwaumsum (MeLe e Yo w38 8.0 udusinsdl)
0.6 lg'Lumwawuwvmau 8.0 %30 t.0 vaseniauesim nousieandaniadonisaiunu
ﬂcumwuaaNamnm%mw‘uuwumau (finished product specification) uaUafiMuUARMATNUYDS
Tg#Au (drug substance specification) nmmagsmwnmﬂaammaauﬁl‘mwummsmmu;uu
1ONE1TNSUBNALY (8.¢) uwFen finished product specification Lag/“%9 drug substance
specification IngvaudluiouiulssnaussmnsiaBidnnsedng uagluviu b T o Julssnne
Usgmasimddnvseding

.o ONA1TIUTDINATFIWNIRARE
b.o.o nsdenanlulsnelng guindeiniifelussmnnsgrunsninemundninasiuas
38n137AlunisuAnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tngwniageu
PIC/S participating authorities w3afionansfusesumsgrunisudnenmundninaeisasIsmsin
Tumskangvesdrinnuanenssumsemmsuazen nsensiassugy st wuatulaeiino
aeardsuasTinfisuiundninasiuayimsiinlunissinm PIC/S Tumnneiiaueane atuagn
auseumsssavsoulnelinamsusesicuiiussnmeaysemanaBidnnseting
wlolo n3dimdugnindrwnmesana feadueindalnelsuildtuseanasyndinsinly
N1SHAREY1 PIC/S (Pharmaceutical Inspection Co-operation Scheme) Inenias91vu PIC/S
participating authorities atuaganiusauntsnsieaaulaeiinanisiusesiisiulssnadsenin
addnnsedind

. LBNATAIATHYDILITLALETIAN
0.0 WANI5ATITIATIBNAMAMEERSused1Ta5UveNEN (certificate of analysis of
finished product) Tusnguitdadiusaosng
ealbHanIIATIIIATIBVANA M TngRutesdau1d1Ay (certificate of analysis of drug
substance) MAlumsnanenuidadumoeenaiweidneuasihdntngh
B.an.an LONANSVSOVANEUBUduAMNFURUSTEnIsiunsnBave sTRgRuTe gty (drug
substance) 99 b.mn.lo fiujumsndnvawaniausiendiFagy (finished product)
ba.@HAan17ANYT Long term stability ﬂaamﬁwmamaamﬁﬁuw vieulinudiney
AUENITUNITOMITUASET NIENTIEAISITUTY nsdidunzifouswannit b U uav/vdena
N13ANYY Accelerated stability nimwuwuwaumuaamq bl
o nitilusingy biological products Fasfitanansiusasiunisndn (ot release) 91N
NFUAMMERSNISWINEG NTENTNEBIIUEY

ﬂ\igﬁ 3 N UssEamunIsums El\l%ﬂ %/ NN EN%B. M AITUNTS

(urgaswaY wiseunssnngaE) naEm &gy Yenta) {(uEAINS diufinuding)




o.& MIBENYT
o.c.e §Eues T (§u1) Aosdeiiegnaenagiaden m mitoussyiudt fudufunusans
swasndunldrsuthunaidmusluiate auautinly ey
.o AMENTINMST Wiiiufogvewesiiauesiaynaetilaglifulilidndla

o.& MyUssAunnnweniidsey
o.¢.0 sdwsussnglildlidesni @ U funniudemeu
.o SANIATIdWBY IzfesdsdnamaisluiusemamansslinTeieniuiidwey
o.&.m NsAlmbesMshnsguietsefidameuiodinsaiiessinuam mhesamsas
dmilidoSoswedotie Tnedlauesia ({une) sdesdenfudnmusmauiiviserunisdmse
Inswiuesduifuiaveualdeiifdesdunmsiinssigunm nsdifinuieliduly
ANARIANYEIANE wmaiwmwaamuawﬁLmuwm-smmiLauaﬁmmmﬂan*’uaamauasnm
(fune) wae/visolnasluaduigly
o.&.a flauesim (fuie) szdssiudsusuiealndvunong vieillotianisideuanindae
Usznislaq neudwuslaslifideuls
o.&.a nssilugireniuinunilgumgl o-c swnwadua foddilenasuansuasfusasinfissuy
mstiunazdngsendu cold chain system ﬁ'l.ﬁmmg'lumwé’nmmﬁ (Good Storage Practices
(GSP) sz Good Distribution Practices (GDP)

oo flauesiem e Buserlfendndnannounsusmun &l
bb.e NIHANMIANATITIATIERe TnensuinermaninisunndnieRoufifinasiils
UMIFIU ISO/IEC awtoloe Han13nTI9dassiliilulumuunnsgrudeimualulssmaussnan
diinnsaiind
Dol nsmwma‘i'mmwaamnwuacysg’nm'sﬂmsuaﬂmawummm fuil lasdunisindasan
ssfudnin vidonsdateioussiuien umguainil v viemsdndelneniensieasrsngy
B.5.m ﬂsfﬁwﬁmﬁmsﬁawﬁﬂﬁgﬂmmnuﬂumnwamamimamunmmms NITUNITOMTUAZEN
Tudrnavesdiygyasdoasany
o5& nsmutyaanmnidadasieniensdmanausyavinauazeulaonforadUaed
95uen
o.0.& nsdleniifneenaniafelsmenna

b MiW51YNTVOEIUANS L FuRasunBadudendfvssiignifonifvaulagddnamu

Ll
o

ANENTTUNITOSUATETIUSEEEIRT » Unowiudsemadssninsiadiannsating

=
(335112 RN ;)(o\,\w ......................... Uses1unssung
(‘LJ']EI'J‘EW%U msaumizmiwa)

ﬁ\i%’ﬂ ............. ﬁ/ .............................. NT3UNT

(uneanid@Seyeyy untag)

ﬂﬁ“idjﬂ UW W N3TUNT

(19EUNINS FufnTunna)




