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RRAR
CERTIFICATE OF ANALYSIS

% (Product name) : PRV PIIT ( Duloxetine Hydrochloride)

#2 (Batch No.) :10071402
45 B (Report Date) : 2010/7/14

1730 H Item of analysis FYE Standard 217458 Result of analysis
413 Appearance AEEXDAaLHERK
" . o L |8 ' g & B K White
White to Almost White
Crystalline Powder
Crystalline Powder
AL SNRWOGHEE IR Spectrum 55t e i —30
The same as Std.Prep
4 Identication B. R B0BUA (4 1 5%t BRTHE—B
HPLC Retention Time The same as Std.l;rep ‘ ThOwdme as Std.Prep
C.& At # Test for Chloride BH 4 Positive 4 Positive
D.tLJE /¥ Specific Rotation +110~+130° \ +118.0°
YA V851 W Appearance | ¥V E & Clarity of Solution ¥ Clear(£ ‘%D 8% Clear(<Ref.Susp.I)
of Solution YW {4/ Color of Solution ; =BYS | myieiese, <BYS
F 48 Heavy Metals <0.001%(10ppm)
BRERILIN Sulphated Ash =0.05%
T4 Loss on drying =0.5% =0.05%
a-Z5%} 1-Naphthol =0.15% =0.05%
B X ¥ K HPLC | 7=+ FEERE Isduethyldgbxeghone =0.15% 0.09%
Impurities HoAth BN ZR R Jmgivid nspecified Impurity | =0.10% =0.05%
B &R Aot ImpPyrities =1.0% 0.09%
e
FH4iF Enanti eric% ):R-Duloxetine =0.15% =0.05%
fizMefhanol =0.3%(3000ppm) <0.03%(ND)
% B Y5 Vi Residual 5+ PN#2-Propanol =0.5%(5000ppm) <0.05%(ND)
solvents %Acetone =0.5%(5000ppm) <0.05%(58ppm)
F %< Toluene =0.089%(890ppm) <0.0089%(0.3ppm)
E8WE @FF) MPLC Assay(on dried Basis) 98.0-102.0% 99.7%
$if2 34 Particle Size Distrbution d(0.9) =10um 7um

2518 Conclusion: 7= FifF &3 MM E Conform with specification

HA#F (Exam )

k%% (Analyst )

B1%¥ (Checker)
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