FsA PHARMA Hubei Gedian Humanwell Pharmaceutical Co., Ltd.

Address: No.1 Zhigqing Road, Railway Station Economic Development Zone
Huangzhou District China-438011 Huanggang, Hubei province

CERTIFICATE OF ANALYSIS

Product: Dutasteride Batch No.: HG-DT250501
Quantity : 5Skg Specification : EP11
Mifg. date: 2025.05.26 Retest date:  2030.05.25

Certificate of suitability No. CEP 2020-298-Rev 02
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Item Specifications Results ff\f
Appearance Wiiite or pale yellow powder White powdel A \w./
Practically insoluble in water,freely soluble in methylene N _4}
Solubility chloride,soluble or sparingly soluble in anhydrous Confm‘}p"ﬁ
ethanol A
’ . . ey o S @Lllple"" cctrum is similar
Identification B:Comparison:Dutasteride CRS. - ) A

tontl 1a§ of reference standard.

Specific optical rotation +33.0° ~ +39.0°

laav

#3520

Water <02 % NS 0.06%
Impurity A<0.2% { 0.02%
Impurity B<0.15% N Not detected
Impurity E<0.3% - N 0.01%
Impurity C<0.2% < 'Y Not detected
Impurity F<0.4% AN, 0.06%
ity G <0.39 ka 0.04%
Related substances Hnpuity O S0.5% ,.:// z -
. Unspecified i111puriti<:_s-§,9. 10% Not detected
Impurity H S0.3%¢ \{V 7 Not detected
Impurity I <0.5 57‘-%4 Y Not detected
Unapemﬁeddﬁnpunt;es eluting after dutasteride<< Not detected
0.10% g
Total un}zg‘?rit;p{ <1.5% 0.12%
I\'Iéﬂl}nql&_’»OOOppm Not detected
;{:\ Bthanol <5000ppm 1545ppm
Acetomtn]e <410 ppm 137ppm
Residual Solvents Dichloromethane <600 ppm Not detected
d‘g\?? - Dioxane <380 ppm Not detected
Pyridine <200 ppm Not detected
9; 3 Toluene <890 ppm Not detected
Sulphated«‘ash <0.1% 0.03%
Assay 97.0~102.0%(anhydrous substance) 99.2%
AN G
WS Conclusion: Complies with the requirements of EP11
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