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Certification of Analysis

Name: Dabigatran etexilate mesylate Batch No.: 20170613
CAS: 872728-81-9 Mfg. Date: June, 13", 2017
Molecular Formula; C34H41N705.CH403S Retest. Date: June, 12", 2019

Quantity:63kg

Items Specification of Standard Result of Analysis

Appearance Light-yellow to yellow powder Passed

Identificati v Passed

ntification asse
enttieatio HPLC

Individual impurity | <0.50% 0.07%

Total impurities <1.00% 0.18%

Loss on Drying <1.00% 0.22%

Residue on Ignition | <0.10% 0.05%

Heavy Metal <20ppm Passed

Assay =98.00% 100.30%
The batch meets to the enterprise’s standards.

Conclusion
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