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CERTIFICATE OF ANALYSIS

Product Gadopentetate Dimeglumine | Mfg.date 2019-03-15
Batch No. 19031501 Exp. date 2021-03-14
Report Date | 2019.06.10 Quantity 255kg
Inspection Items Accepted Standard Results
Appearance White to yellowish crystalline powder. Z\cl)c\ilgeefrystalline
Identification UV Amax275nm Complies
Loss on drying <6.0%(1g,105°C 4hours) 4.15%
PH 6.5-8.5 7.8
Heavy metals <20ppm Complies
Content of meglumine | 40.5%~42.5% 41.5%
Content of gadolinium | 15.1% ~18.4% 16.68%
Content of pentetic acid | <0.04% Complies
Bacterial endotoxins <3.0Eu/mg Conforms
Assay 98.0~102.0% 99.78%

Conclusion : Complies to the enterprise standard

Storage: Keep tightly closed. Store in a dry place.

Analyst :liyuling

Checker: wuhao

Supervisor:lichao
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