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Hubei Gedian Humanwell Pharmaceutical Co., Ltd.
Address: Gedian Economic Development District, E-zhou, 436070, Hubei, P. R. China

CERTIFICATE OF ANALYSIS

Product (%% ) : Cyproterone Acetate micronized Batch No. (3-5) :CPA140701
Quantity (3 ¥) :38kg Specification (LX) : EP8.0
Mfg. date (&£ /= B #) : 2014.07.14 Expiry date (241 £) : 2019.07.13

Report date(3&-4 B J#): 2014.09.02

Item Specifications Results

Almost white

Description White or almost white crystalline powder .
crystalline powder

Practically insoluble in water, very soluble in methylene chloride,

Solubility freely soluble in acetone, soluble in methanol, sparingly soluble | Conform

in ethanol
Identification IR Conform
Melting Point About 210 °C 209.5~210.0°C
Loss on drying <0.5% 0.05%
Specific optical rotation | +152°~+157° +155"
Sulphated ash €0.1% 0.01%

Total impurities € 0.5% 0.2%

Impurity E:3,6,20-trioxo-18,2p-dihydro-3"H- cyclopropa[1,2] 0.1%
-pregna-1,4-dien-17-yl acetate € 0.2 % '
Impurity F:6-chloro-17-hydroxy-1p,2B-dihydro-3"H- cyclopropa 0.02%
[1,2]-pregna-1,4,6-trien-3,20-dione < 0.4 % i
Impurities B:6-methoxy-3,20-dioxo-1B,2p-dihydro-3"H

Related substances - cyclopropa[1,2]-pregna-1,4 ,6-trien-17-yl acetate < 0.15 % Not deigoted
Impurities C: 6-chloro- la-chloromethyl -3,20-dioxopregna-
4.,6-dien-17-yl acetate € 0.15 % ot defseted
Impurities G: 6B-chloro-7a-hydroxy-3,20-dioxo- 1B,2B-dihydro
-3’H- cyclopropa[1,2]-pregna-1,4-dien-17-yl acetate € 0.15 % Not defecied
Unspecified impurities <0.10 % 0.06%
Ethanol < 5000ppm 34 ppm
Chloroform < 60 ‘ o
T — ‘ oroform < 60ppm ‘ Not detected
Dichloromethane < 600ppm . 11ppm
Ethyl acetate < 5000ppm- Not detected
Assay 97.0~103.0 % 101.8%
Particke Stze 100% <20 pm T ' Conform
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