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Identification test
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. Potency

. Subvisible Particles

3.1 Particulate Matter = 10 Mm

3.2 Particulate Matter = 25 Hm

. pH

Osmolality
Residual moisture
Sterility test

Bacterial endotoxins

ATIONIU
Trastuzumab 405 — 475 mg/vial

ATIVWIUAY finished product specification

TaiAiu 6,000 #io vial
laitAu 600 @10 vial
54-6.6

45 — 75 mOsm/kg
TaitAu 3 %
ATIVNIU

1198171 6 EU/vial
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10. Solvent for Trastuzumab
10.1 pH 45-9.0

10.2 Determination of Benzyl alcohol

- identity of Benzyl alcohol ATIVAIU

- content of Benzyl alcohol 9.9 —12.1 mg/ml
10.3 Extractable volume l3isdoundt 20 ml
10.4 Bacterial endotoxins 13isfin 0.125 EU/mI
10.5 Sterility ATIVHIU

10.6 Subvisible Particles
- Particulate Matter > 10 [lm l1iifius 6,000 #i® vial

- Particulate Matter = 25 Mm T3itAu 600 @0 vial
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