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CERTIFICATE OF ANALYSIS
IR BC
44 Product Erlotinib %5 Code No: 2010-0006
hydrochloride
k5 Batch No 20101201 R Standard Enterprise Standard
B H A Maf
W& Package 1Kg/bag 7 8 2010/12/01
Date
" S0 HI Test
B Quantity 1Kg LEs 2010/12/03
Date
BARZ R test AR FER Requirement 453 Results
HEZERE AR HEm AR
AN Appearance ) ] .
White to off-white powder White Powder
555 L T — 2 50k L P — 2
A LA ETE TR Conresponding to reference Conresponding to
Spectrum reference spectrum
Ll N N
5068 HE PR B B i) — 2] L5068 B OR B B TR) — 3K
B WA tAE HPLC Conresponding to reference Conresponding to
RT reference RT
T4 ®E Loss on drying «0. 5% 0. 04%
FIBr% 7 Residual on lgnition «0. 5% 0. 05%
B8 Total Impurities «1. 0% 0. 33%
" MrE pyridine «4000ppm KA H ND
B B 71
Residual DMF «3000ppm RAGH ND
solvent
& {Jj Chloroform «4000ppm RAGH ND
SENE () Assay 98. 0~101. 0% 99. 5%
#5418 Conclusion

RS AR E  Conform with Enterprise Standard
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