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CERTIFICATE OF ANALYSIS

Batch No.: P3ELTN220601S kg/Batch size: kg Date: 2022/11/14
FhHEE
3ELTN Tbrutinib
CAS No. 936563-96-1
4 F 3 (Molecular Formula) C25H24Ns0:
4> FE(Molecular Weight) 440.50
_ 20224£06 H27H
4 7= B #(Manufacture Date) Tun.27, 2022
2023 05 A
E B HAZE (Retest Date) May , 2023
i H (Items) HAE (Specifications) K45 3R (Results)
1.411%(Characters)
e BHEeERAEREK BHERER
M (Appearance) White to off-white powder White powder
E_RETRPZE, EZREPBRE, & E_RETRPEE, ETEF%E
K JLFEARE W, KBRS
¥ (Solubility) Freely soluble in dimethylsulfoxide, sparingly Freely soluble in dimethylsulfoxide,
soluble in acetonitrile, practically insoluble in sparingly soluble in acetonitrile,
water practically insoluble in water
2.% 5l (Identifications)
B EE— 3 N
#4141 % H(1dentification by IR) Correspond with the reference standard B
Cortresponds
spectrum
XTI R B (R — 3 N
RT % 5ll(Identification by RT) The retention time conforms to the c b d
reference standard D i
DSCIEER FE#E157+5°C BRI
DSC Peak temperature of DSC thermogram at 159°C
157+5C
i E(XRPD) Form A Form A
348 (Tests)
7K 43 (Water) <0.5% 0.17%
JRHTFR ¥ (Residue on ignition) <0.1% 0.02%
—\
2SR al <10 Qo 0 N C
(Heavy Metals) <10ppm V\@% " i E % ,ﬁ /f/?//( <10ppm
3 S
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; 5 i MEER D(50):2um
KL% (Particle size) Report Result D(90):7um
T B A <0.1% <LOQ(LOQ:0.05%)
(Enantiomer WI-0193) ) (Testing result: 0.02%)
=4 R (Related substances)
<LOQ(L0Q:0.05%)
- <0.109
ikl 0.10% (Testing result; 0.03%)
<LOQ(L0Q:0.02%)
g <0.10%
WI-0132 D100 (Testing result: 0.01%)
WI-0134 <0.10% ND
WI-1303 <0.15% 0.07%
HoAth AR <0109 0
(Other single impurity) <0.10% 0.02%
J8 2% R (Total impurities) <1.0% 0.09%
% B3 ¥ 7I(Residual solvents)
— 4N (1,4-Dioxane) <380ppm ND
FF B (Methanol) <3000ppm ND
Z. % (Ethanol) <5000ppm ND
& F47(Dichloromethane) <600ppm ND
IEB# %t (n-Heptane) <5000ppm ND
R ZK(Toluene) <890ppm ND
R (Isopropanol) <5000ppm ND
N’N":ﬁ: ﬁjg ZJE <
N,N-Diisopropylethylamine) =1 UHippm NI
4.5 E(Assay)
e 98.0% ~ 102.0%
A B (Assay) (on anhydrous basis) 99.7%
5. 144 ¥R EE (Microbial contamination)
FEH B E(TAMO) <1000cfu/g <100cfu/g
BHNEEHSS(TYMC) <100cfu/g <100cfu/g
Co TR ARG H
NI 5 i (Bscherichia coli) Absence of Escherichia coli Not detected
4518 (Conclusion) 4 #%(Test results conform to the specifications)
‘—-\




