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CERTIFICATE OF ANALYSIS

Product =B :  Sorafenib Tosylate RZEEERFRIER
Batch No. #tS : 2016P51M Mfg. Date 4:7=HHIA 2022, 05. 31
Weight (kg) ER (kg) : 51.00 Retest Date EX:HHA : 2025.05.30
Tests Results Unit Acceptance Criteria
L|=] S B PR
Appearance M Almost white B White to slight yellow crystalline powder
crystalline BREERERERMNRE
powder
EPBERMERE
Particle size d (0.9) 6 um <50
BE ST
identification IR ZI9My e sE Complies - The infrared absorption spectrum of the
Td-1] HeEMmE sample should correspond to the spectrum
of the reference substance. ZxFHEYZISP Y
WU B R S 2 R SR A i — .
HPLC B /X Complies - The retention time of the major peak of
HEnE the sample solution corresponds to that
of the reference solution, as obtained in
the assay. ESENET FiCFHEIEESD,
HIR RIB RIS RR BB AT 18] B 5 % IR R Rl
FERIPREE RTE—B .
Vater 7K5Y 0.3 % <0.5
Sulfated ash FRERIRS 0.04 % <0.1
Assay (HPLC) (anhydrous substance) 99.7 % 98.0~102.0
B8 AT, & CaHieCIFNOs CHi0sS)
Related Impurity MH /R MH 0. 01 % <0.12
substances  Impurity YZ #fR YZ N.D. % <0.12
(HPLG) Impurity MHN Z%J% MHN N.D. % <0.12
BXYE Impur ity BA #Y/R BA N. D. % <0.12
Impurity TL SR TL 0.03 % <0.12
Impur ity BAZ Z%J& BAZ N.D. % <0.12
Impurity EL Z¥J& EL N.D. % <0.12
Impurity BAN Z¥Ji BAN N. D. % <0.12
Single unspecified N. D. % <0.10
impur ity Ffh g MR
Total impurities B#fE 0.04 % <0.5
Residual Methano! ERfEE N.D. ppm <3000
solvents
BB
Microbial Total aerobic microbial <40 CFU/g <10°
limits count EEE DM
WMEWPRE  Total molds and yeasts <20 CFU/g <10’
count EEFEFEEH
Escherichia coli Absent K& = Absent (1g)

AR AHE AEEH (e)




