
Certificate of Analysis

QC：Li Ting QA：Tian Wen

Product Name Pitavastatin Calcium

Production Date 2021-01-15 Batch No. QP20210115

Expiry Date 2023-01-14 Report Date 2021-01-22

Original

ITEMS SPECIFICATIONS RESULTS

Appearance Off White to White Fine Powder Complies

Odor & Tasted Characteristic Complies

Identification HPLC: The Retention time of sample must match with the
retention time of the Standard. Complies

Assay(%) 98.0~102.0 99.50

Related substance(%) Max Single impurity≤0.30
Total Impurities≤1.0

0.14
0.36

Non Enantiomer(%) ≤0.3 0.04

Enantiomer(%) ≤0.2 N.D.

Loss on Drying(%) ≤0.5 0.1

Total Heavy Metals(ppm) ≤20.0 Complies

Conclusion Conform to the standard.

Packing 1kg/bag

Storage and Handling Store in a cool and dry place, keep away from direct strong and heat.

Shelf life Two years if sealed and store away from direct sun light.


