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AMANHMSIANITYDIEN

cetuximab 100 mg/20 mL injection

Foe cetuximab 100 mg/20 mL injection

AENUANALY -
1. Wuasazarelalifid Usiaanniie dnsuiieans@adnviasnidansi

2. Usznaumemen cetuximab 100 mg Tuansazaigu3unms 20 mL

3. ussqluneuzdmiuussgendn ussyiueitesiuuas
[ ¢ v dj } v o w LY a LY q’l a a
4. QNUUUTIYNUN FDassyTesn drusenaumedifguasanuuss Jundn Tudueny laanindnuaz

wanzidausiueliogedniay wagaainuun1vusussyeg1niaufesssydesn d1ulsznauniel

v 1]
Y v a <

dn EYLATAIULIT JUFUBNEY SEGNIARL
AnauUANINNALlA
1. Identification test m's’«achuwmﬁiquu finished product specification
2. Biological activity 80.00 - 125.0 % of the labeled amount of cetuximab
3. Protein concentration 4.5 -55 mg/mL
4. Purity m'sﬁ]chumuﬁssqiu finished product specification
5. Bacterial endotoxin NMT 0.25 1U/mg
6. pH Gli’Jﬁwi’mmuﬁiz‘Lﬂu finished product specification
7. Sterility sterile
8. Volume in container NLT 100.0 % of L.A.
9. Particulate matter
- U 2 10 um NMT 6,000 particles/container
- UM = 25 um NMT 600 particles/container
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specification lngvauflansuiulszmadsznmasiadiannssiing wavlifiu 2 U . Yudsenie
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3.2 NAN1SASIINATILVAUAINTIRGAULRIRI81d1AYy (Certificate of Analysis of drug
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