Hubei Gedian Humanwell Pharmaceutical Co., Ltd.

AddressiNe.25 Juvian Road Gedian Evonomic Development District, E-zhou 436078, Hobei Province.China

METAPHARMACEUTICAL

N DE LOTE: CERTIFICATE OF ANALYSIS
040672 |
Product: Dutasteride Bawch No.:  DTII0303
o3Jo¢lzz.  Quantity:  lkg Specification :EPI0
Mig. date:  2022.03.20 Retest date:  2027.03.19
Ttem Specifications f‘ Results
Appearance White or pale vellow powder i Whine powiler
Solubility Pmct:ic:lll ¥ insoluble in water frecly ﬁtﬂi"lzhlﬂi‘ i methylene ' Couform
5 chipnde soluble or sparmgly soluble in anhydrous ethanol |
Identilication IR:Comparison-Dutastende CRS :ﬂ;ﬂ:;;i:}::;;:;g:gfd
Specific optical rotation PIFA - 3000 +37.3°
Water =02 % 0.05%
Impunty A= 6.2% Wot dereered
Impunty B=115% ] ]
Tnpurity E<0.3% 0.04%,
hﬁpun:;x C’?:'_—(i.i“v(; g
Impunty F<0.4% ? Naot detected
Related substances Impurity G <03% Not detected
Unspeeilicd impurities =0, 10% Mot detected
Impunity H =0.3% Mot detecied
Impurity 1 <0.5% | 0
Unmspecifed impuntics cluting aller dutasteride= (1. 111} 0.01%%
Totul impurities == 1 5% 0.05%
Methanol = 3000ppm ] Mot deteeted
Ethanol = 5({{ppm 142 Ippm
Aceomirile =410 ppm | Tippm
Hesldual Solvenms Dichloromethane =600 ppm _ ot deferied
Dhcixane =380 ppm ' Not detected
Pyvndine =200 ppm ; Notdesected
i ~ Toluene =890 ppm Mot detected
Sulphated ash =01 % ; 0
Assay 970~ 10200 anhvdrous substance) ‘ L0054y

Conclusion: Complies with the requirements of EP10
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