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Certificate of Analysis 

Name specs 
20mg/3ml (BP) 

20mg/3ml (TB) 

Lot No. C-BB40-3.0-20260709 Manufacture Date 2026.07.09 

Storage Store in a dark place and in a sealed container at 2-8℃. Do not freeze. 

Test Items Acceptance Criteria Test Results 

【Description】 

Appearance Colorless to light yellow solution Conforms 

【Identification】 

HPLC Identification 

The retention time of the major peak of the 

Sample solution corresponds to that of the 

Standard solution, as obtained in the Assay. 

Conforms 

【Test】 

Purity 
NLT 95.0% (BP) 99.2% 

NLT 95.0% (TB) 99.5% 

Related Substances 

BP 
Individual impurity NMT2.0% 0.61% 

Total impurities NMT5.0% 0.81% 

TB 
Individual impurity NMT2.0% 0.16% 

Total impurities NMT5.0% 0.48% 

pH 6.5~7.5 7.0 

Phenol Content 4.5mg/mL～5.5mg/mL 5.0mg/mL 

Sterility Tests Meet Requirements Conforms 

Bacterial endotoxins NMT 20 EU/mg Less than 20 EU/mg 

【Assay】 

Content 
≥6.3mg/ml (BP) 7.6mg/ml 

≥6.3mg/ml (TB) 7.4mg/ml 

Conclusion: The test results comply with the in-house specification. 
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