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Record Code | Effective Date
AOP350-03R02 2021-05-01

XIANJU
PHARMA
Product Estradiol Hemihydzﬁ‘_ 2209-03
Batch No. QC014-201202. 2 2022-09-19
Amounts 37. 000kg 2021-01-01
2020-05-01, In- > And
[1TEM] [ SPECIFICATION] [RESULT]}
Appearance ¥hite or almost white crystalline powder Almost white crystalline
powder
Identification A. Complies by IR Conforms
Identification B. UV:AE/ERS <3.0% 1. 2%
Melting Range 173~179C 177~178C
Specific Optical Rotation +76° to +83° +80. 8°
Water <3.5% 3.2%
Related Substances Estra-1, 3,5(10), 9(11)-tetraene-3, 17 B —diol < 0. 16%
0.3%
Related Substances Any other individual impurity < 0.10% 0. 06%
Related Substances Total impurities <1.0% 0.22%
Residual Solvents Methanol < 3000 ppm Not detected
Residual Solvents Ethanel < 5000 ppm 280ppm
Assay Contains 97.0% to 103.0% of Csall2a02 calculated 99. 1%
on the anhydrous basis
Particle Size (Volume D90<20um Sum
Method)
Particle Size (Number D99<5um 3um
Method)

Conclusion: The Product Conforms To USP 2020-05-01, In—house And Customer Standard.
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Address: 15 West Fengxi Road, Modern Industrial Park, Xianju, Zhejiang, China
Email:zh@xjpharma. com
Telephone:0086-576-87731018
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