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CERTIFICATE OF ANALYSIS

Product (&%) : Cyproterone Acctate micronized Batch No. (#t%) :CPA150301
Quantity (¥ ¥) :51kg Specification (LX) : EP8.0
Mfg. date (4 B ) : 2015.03.08 Expiry date (F 2 # £) : 2020.03.07

Report date(3&4 8 #): 2015.05.21

| Item Specifications Results
Almost hit talline
Description White or almost white crystalline powder sl T
powder
Identification IR Conform
| Melting Point About 210 °C 208.5~210.5°C
| Loss on drying <0.5% 0.08%
Specific optical rotation | +1 530 =4157° +156°
Sulphated ash <0.1% 0.01%
Total impurities € 0.5% 0.03%
Impurity E:3,6,20-tri0x0-1B,ZB-dihydro-3‘H- cyclopropa[1,2] 0.03%
-pregna-1,4-dien-17-yl acetate <0.2% )

Impurity F :6-chloro-l7~hydroxy-1B,2B—dihydro-3’H— cyclopropa
[1,2]-pregna-1 4,6-trien-3,20-dione € 0.4 %

Impurities B-6-methoxy-3,20-dioxo-1p,2p-dihydro-3'H Nl detected J
Related substances - cyclopropa[ 1,2]-pregna-1 4.6-trien-17-yl acetate €0.15 %

Not detected

Impurities C: 6-chloro-a-chloromethyl -3,20-dioxopregna-
4,6-dien-17-yl acetate £0.15% Not detected
Impurities G: 6ﬁ-chlore-7a-hydroxy-3,20—dioxo-1 B,2p-dihydro
-3’H- cyclopropaf ! 2]-pregna-1,4-dien-17-yl acetate £0.15% Not detected
Unspecified impurities <0.10% Not detected B
Ethano! € 5000ppm 474 ppm
T Chloroform < 60ppm Conform
Resillsuhiens Dichloromethane < 600ppm Conform :
Ethy! acetate € 5000ppm Conform Ty
| Asay 97.0~103.0 % 101.3% \
o Total Aerobic Count<1,000cfw/
o Veasts & Moldss100efule_ 72 ) 2 P C J
( Particle Size 99% < 20um / VB A7 /%yég%- N\ Conform J
EA——
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