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No&.Jingfu Road, Industrial Zone of Zhangjiawo Fawn, Xiqing district, Tianjin .China
Tel:+86 22 87992602 Fax:+86 22 87982950

Report No.: 2010-002 ~Analytical No. 2010-4-1 Page 1 of |

Product Name m/
Bateh No. THLOoHE | 5 27
Quantity e < Date: mersEETy

Package. drum or carton Repon Date: 2010.4.26
Items Requirements Results
Characters ExHitEBraimost white. crystallins White crystalline powder
powder 4
Practically insoluble in water. sparingly
Selubility soluble in ethanol and in methylene Complies
chlonde
Melting pointiPh Eur about 220°C 2237
Identification
AR -spectrum(Ph.Eur ) meets the requirement Complies
B. TLC(Ph.Eur) meets the requirement Complies
AR -spectrum{ USP) meets the requirement Complies
B. UV Absorption(USP) meets the requirement Complies
pecific rotation
(Ph.Eur) between +138° and +167¢ +161.2
(usp) between +158” and +165° *161.2
Loss on drying
(Ph.Eur) not more than 0.5% 0.7
(USP) not more than 1.0 % 0.06%
Residue on ignition(USP) negligible,from 100mg Complics
Related substances(Ph.Eur.)
Any individual impurity not more thani 0% 0.15%
not more than one such peak has area Cormpliss
greater than 0 5%
Sum of impuritics not more than 1.5% 0.33%
Chromatographic purity(LSP)
Any individual impurity not more than 1.0% 0.09%
Sum of impurities not more than 2.0% 04
Residual solvent ¢ In-house 3
Ethanol not more than 2000ppm 473ppin
DMF not more than §80ppm not deteet out
Assay
(PhEur) between 97.0% and 103.0 % 101.2%
(UsPy between 97.0% and 102.0% 99.8%
Particle size CIn-house ) 90% net more than 20 microns Complies
CONCLUSION : THE PRODUCT CONFORMS TO Ph.Eur.6 /USP 32
Responsivle Person : 4 41 d, Checker: 3! 733 v B2 T
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