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2.1 {Wuren Lyophilized Usieanide dumidndesdeu
2.2 Usenoumeme Trastuzumab 440 me LLamiu"mé'uﬂsqﬂmnﬁaﬁﬁmié’uéﬂwa%w (Benzyl
alcohol) 20 ml
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® |dentification
® Quantity Protein Concentration by UV spectrometric (90-110%)
® pH (6.010.4)
@ Sterility test
® Bacterial endotoxins NMT 1.0 EU/ml
® Particle Matter in injections
B size > 10 um NMT 6,000 per container
B size2 25 pum NMT 600 per container
® Purity and Impurities
® SEC-HPLC Monomer = 98%
B |EC-HPLC : Pass
2.8 Bacteriostatic Water for injection
® |dentification
® Content of Benzyl Alcohol
® pH (4.5-7.0)
® Sterility test
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3. Yannaq

Bacterial endotoxins NMT 0.5 EU/ml
Particle Matter in injections
B size 2 10 um NMT 6,000 per container

® size > 25 um NMT 600 per container
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