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Certificate of Analysis

PR MR HI R Ik Fi 3R Je
Product Name Dabrafenib Mesylate
WL FR N-{3-[5-(2-amino-4-pyrimidinyl)-2-(1,1-dimethylethyl)-1,3-thiazol-4-yl]-2-fluoro
Chemical name phenyl}-2,6-difluorobenzenesulfonamide methanesulfonic acid
s
Batch No. 23041301 CAS No. 1195768-06-9
A= H 3 L=k ]
Manu. Date 2023.04.13 Retest Date 2025.04.12
s s WG, EE, ETEAARAE
Storage Condition Shade, seal and store in a dry place.
KR E PAERR B R SRS
Testing Items Specification Results
R KAGBEAER AR KHEHAR
Characters Off-white to white powder Off-white powder
IR 7% R PLE
The IR spectrum similar with that of reference standard. Complies
)
I %"“ " HPLC 72
entimction The retention time of the major peak in the e HE
chromatogram of the sample solution corresponds to that Complies
of the standard solution as obtained in the Assay.
SR I 0.09%
‘ ; . . 19 .
HEM R Single Maximum Impurity NMT 0.1%
Related Substance | ., ,,
g . 0.23%
Check Total Impurities NMT 1.0% ’
Ko 0
Water Content =1.0% 0.41%
jatars i . .
Residue on ignition <0.5% 0.28%
5t .
Isopropanol<<0.5% 0.14%
LI 0
Ethyl alcohol <0.5% 0.18%
—S NA
Dichloromethane<<0.06% o
PR iR 0.08%
Residue solvents Methyl alcohol<<0.3% ’
LFQ L NA
Ethyl acetate<<0.5% o
N.N-— 3 £ NA
N, N-dimethylacetamide <<0.109% o
IEC NA
Tetrahydrofuran<<0.072% o
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FRRS ' 0 0 0
Methylsulfonic acid Content 14.0% - 17.2% 15.8%
A
o 98.0% - 102.0%
Assay
& R ARl bt
Conclusion Complies with Enterprise Sta
B R L YN i
Reported By Checked By Approved B
22 2R KR IR ZED
Signature Na Li Junyi Zhang Zhaozhen Zhu
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