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Hubei Gedian Humanwell Pharma'ceutical Go', Ltd'

Addrcss: Gedian Economic Development District, E-zhou,436070,Ilubei, P. R' China

CERTITICATE OF ANALYSIS

product (ñeA): Cyproterone Acetat§ micronized Batch No. tá*ál :CPA140701

euantiry (&É) :SSxg Specification ¡*{'t) : EP8'0

Mfg.date {bf áfi):zou.all¿ Expiryrlate(á*k&á):2019.07.13

Report date(*R* H #): 201a.09.02

Iteru Speci{ieations Results

Description White or almost white crystalline powder
Almost whife

crystalline powder

Solubility

iiactically insoluble in water, very soluble in methylene chloride,

freely soluble in acetone, soluble in methanol, sparingly soluble

in ethanol

Conform

ldentification IR Conform

Melting Point About 210 oC 209.5-210.0'C

Loss on drying <0,s% 0,05%

Specific optical rotation +7520 - +1570 +1550

Sulphated ash <0.1 % 0.01%

Rehted substa:lces

Total impurities ( 0.5% 4.2%

Lnprrity ES r6ptioxo' I B,2p-dihydro-3'H' cyclopropa[ 1,2]

-nresna-1 -4-dien-17-vl acetate < 0.2 %
0.1%

LnÑi y f ú{htorq t ?'hydroxy- 1 B,2B-dihydro'3'H- cyclopropa
ll ),]-nresna-l.4.6-trien-3,20'dione ( 0.4 %

0.0I%

hnÑtties B ú-methoxy-3,20-dioxo-l B,2B-dihydro-3'H - ^ .

- cvclopronal i.2l-presna-1,4,6-trien-1 7-yl¡qqelg§lJl
Not detected

Ir"p*ffi fi;htoro- 1 a-chloromet§l -3,20-dioxopregna-

4.6-dien-17:vl acetate < 0.15 %
Not detected

Imp,rritiesE= p-chl oro-? o-hydroxy-3,20 -d ioxo- 1 p;2B-dihydro

-3' H, cvclonropal 1,2l-pregna- 1,4-dien- 1 7:YL499!d95 !' Ú L Not detected

Unspecifigd impurities < 0'10 % 0.06%

Residual solvents

Ethanol { .5000ppm
34 ppm

Chloroform ( 60ppm Not delected

Dichlorornethane ( 600PPm I lppm

Ethyl acetate ( 5000PPm Not detected

A§§ay 97.A - 103.0 % 101.8%

Conform
Pa¡tcle§fze too% (20¡rm /5iiffi}¡a

Conclusion:
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