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Hubei Gediau ]lumaswell Pharryraceutical co., Ltd.
Addresst Gedian Eeonomie Development District, §-zhou 4360?0,IIubei, P. R, China'

c BRTITICATE qqéNALYSI§

Product (io.$\r Firasteride Micronizeet ( tr'orm 1)

Quantity (*tÉ):a0kg

Mfg. rlate (bF A ,s):2016'01.06

Report date(i§.* B S): 2016.01.20

Barch No. {lbá):rTD 160106

S peci{ication (*[É.):3?8.0

Expiry tats {ártS-f-):20? t'01.05

Item (Ifr§¡ Specification¡ (4,ÍÉ) Results (f*ñ)

Description
(,1* *x, )

White or almost white cry§tálline powder Almost whlte crystalline Powder

Ider¡tificat.ion
(§ .fi|l )

IR Meet the requirements

Specific optícal rotation
( B¡it¡t)

+12.0-+14,0o + 1 3.1:

Loss on drying
(f*{É )

<0.5% 0.21%
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I Related substance
1 ( *at<hñ.)

ImPurltYA <0'l%
ImpuritYC <Ü.3%

Any other unknorvn impurity < 0.1 0 %

Total imPurities ( 0.5 %

0.t6%
a.2%.

0.03%
0.3%

llesidue §olvenl
(*.HS*l )

Mcihanol ( 3000pPm 8l ppm

Etharol{5000 pPm 221 ppm

Methyleng chloride { 60ÜPPm 9ppm

Isopropyl acetate{5000 PPm 12ppm

Toluene ( 890pPm Not detected

Assay
(á É) 9*.0'r'102.0 Y.p. 99.9%

Particle Size(ffi Hi MírFh\ Conform
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