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Molecular Structure:

o
Batch No. fit5 20130111 Manu. Date 4= H#] | 2013-01-12
Quantity fit5 0.60kg Rep. Date #kiiHM# | 2013-01-14
Bource KI5 Workshop %-[f] Expiry Date 75 %4 2015-01-12

QCS fadubrie

2010 of Enterprise Standard >\ kr#E 2010 hik

TETS &5 STANDARD #7# RESULTS &%
Appearance White to off-white powder white powder
Identification HPLC Complies
IR Complies
Chloride Complies
Loss on Drying <0.50% 0.19%
Heavy metals <0.001% <0.001%
Residue on ignition <0.10% 0.10%
Assay(dried basis). | g4 10, 102,0% 99.9%
Titration
IP-1<0.15% N/D
Related Compounds, IP-2<0.15% 0.01%
HPLC Max.individual unknown impurity<<0.10% 0.05%
Total impurities<<0.50% 0.23%
Tetrahydrofuran<<720ppm N/D
Residual Solvents,
Acetonitrile<<410ppm N/D

GC

Ethanol<5000ppm

50.3ppm




Dichloromethane<<600ppm
N,N-Dimethylformamide <880ppm

Pyridine<200ppm

Toluene<<890ppm

Acetone<<5000ppm

N/D
87.6ppm
N/D
N/D
N/D

Conclusion: This batch conforms as per above specifications
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