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Certificate of Analysis 

NAME OF 

COMMODITY 
PANCREATIN STANDARD USP43 

BATCH NO 1-211106 QUANTITY 1000kg 

Mfg Date Nov. 29, 2021 Exp Date Nov. 29, 2024 

Package 25kg/drum Source Bovine 

RESULT OF EXAMINATION 

Test Items Specifications Results 

Appearance 
Fine white to creamy powder with 

characteristic odour and taste 
Conforms 

Identification Conforms Conforms 

Protease ≥200USP.u/mg 212USP.u/mg 

Amylase ≥200USP.u/mg 224USP.u/mg 

Lipase ≥16USP.u/mg 32USP.u/mg 

Fat content ≤5.0% 1.2% 

Loss on drying ≤5.0% 3.8% 

Solubility 

Soluble or partly soluble in water 

forming a slightly turbid solution; 

practically insoluble in ethanol (96%) 

and ether 

Conforms 

Total bacteria count  <10000 CFU/g <10000 CFU/g 

Yeast and Moulds <100 CFU/g <100 CFU/g 

E.Coli Negative Negative 

Salmonellae Negative Negative 

Particle Size 80 Mesh Conforms 

COMMENT 
THE RESULT OF ANALYSIS MEET  

REQUIRMENTS UNDER THE STANDARD 

Checker: Mr. Zhu Analyst:  Ms. Wu 
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