
杭州东瑞医药科技有限公司
HANGZHOU DAWN RAYPHARMACEUTICALCO.,LTD.

Add:1018 Guangyin Building No.42 E. Fengqi Road,Hangzhou,310012 China
Tel:+86-571- 85335020 Fax: +86-571- 85335020
E-mail:agnes@dawnraypharma.com Website: http://dawnraypharma.com

CERTIFICATE OFANALYSIS

Dexamethasone Sodium Phosphate
Batch No.: DR20140322 Quantity.: 10kg

Manufacture Date: 2014.03.22 Expiry Date: 2019.03.21

Items Specification Results
Appearance White or slightly yellow crystalline powder White powder

Identification A B Conforms Conforms

PH 7.5-10.5 8.10

Specific optical rotation ＋74.0 ° ~＋82.0° ＋78.0°

Related substance
Any individual impurity: ≤1.0%
Total impurities: ≤2.0%

0.17%
0.51%

Inorganic phosphates ≤1.0% Conforms

Limit of free dexamethasone ≤1.0% Conforms

Ethanol ≤8.0% 0.0718%

Ethanol and water ≤16.0% 5.4%

Residual solvents
Acetone:≤5000ppm
Methanol:≤3000ppm

4ppm
23ppm

Assay 97.0~102.0% 99.0%

Conclusion: The results conform with USP36.

Analyst: Joe Yu Checker: Agnes Zhong QA.Manager: Sun Wenhu
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