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AOP427-02R01 |  2021-01-01
" Zhe jiang Xiahju Pharm\eeutlcal Co., Ltd
KIANJU Cerf 1f1cate of” A lysis
PHARMA : o
.'! Sl 1 =
Product Estriol t\ .f-.f: Numlfer n /COA 2306-02
3 YJL - +
Batch No. QMC061-230501 N\, (]2 ool i fate 2023-06-08
Amounts 32, 500kg "=l Marifactura Date 2023-04-16
g USP 2020-05-01 And Customer b
According To Staidart Retest Date 2026-04-16
[ITEM] {SPECIFICATION] [RESULT]
Appearance White or almost white crystalline powder Almost white crystalline
powder
Identification A. Complies by IR Conforms
Identification B. Complies by HPLC Conforms
Specific Rotation +54° ~+62° 456, 7°
Residue On Ignition =0, 1% 0. 02%
Loss On Drying =0. 5% 0. 3%
Related Substances 168,17 a-Estriol<0.5% Not detected
Related Substances Estriol related compound A0, 5% 0.01%
Related Substances 16 B -Estriol <0.5% 0.03%
Related Substances 170 -Estriel<0, 5% 0.03%

Related Substances
Related Substances
Related Substances

Method)

Estrone=0. 5%
Estradiol<0.5%
3-0-Methyl estriol <0.5%

Not detected
Not detected
Not detected

Related Substances Any individual impurity <0.10% 0.04%
Related Substances Total impurities(exclude estriol related 0. 16%
compound A) =1%
Residual Solvents Methano1<3000ppm Téppm
Residual Solvents Acetone <5000ppm Not detected
Residual Solvents Ethyl acetate<<5000ppm 10pp
Residual Solvents Cyclohexane <3880ppm Not detected
Assay Contains 97.0% to 102, 0% of CisHza0a calculated 100, 3%
on the dried basis
Particle Size (Volume D90<10un Bum

Conclusion: The Preoduct Conforms To USP 2020-05-01 And Customer Standard.
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