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CERTIFICATE OF ANALYSIS
W4 Product Name: #5#3% Structural formula:
cl H
HRAATE QWE>
Daridorexant Hydrochloride N O~ Gt
S
NN
CAS No.: 1792993-84-0 LN
#it 5 Batch No.: MS107101-260701 fit & Batch size: 5.11kg $3
A7 H Mfg. Date: 2026.07.22 % H ¥ Test Date: 2026.07.23 )
$15 H 3 Retest Date: 2028.07.21 RMFFAE Test standard: QS-FP-107101-00 ) ik
RBTH W B4R -
Test items Specification Test results
Fh R AEEREERR HERK
Appearance White to light yellow powder White powder
AMAEZFIEM. NN-ZHEPREEHIER, £L1F
BRAE B, TEKHJLFEARE. "a
Solubility Soluble in dimethy! sulfoxide and N, N- dimethylformamide, Complied
sparingly soluble in ethanol, practically insoluble in water.
EE BT, Htist i i 3 6 R B i ] 2 5 % R i
ﬁid&ﬁ%ﬁrﬁ]_‘ﬂo G
; HPLC | The retention time of the major peak in the chromatogram of Complicd
:iﬁﬁlj ) the sample solution should correspond to that of the standard ompiie
Identification solution as obtained in the test for Assay.
IR Bk AL AR BN S5 0 R B — B iy
The sample spectrum must match with the standard spectrum. Complied
g; f:r <1.0% 0.09%
y AV AL s
Residue on ignition <0.1% 0.03%
2R e
Heavy metals < 2ppm Complied
RBi A 0
——— <0.15% 0.01%
’%ﬁ B <0.15% AR
LB Impurity B N.D
Related substances %Jﬁ C <0.15% 0.02%
Impurity C
BN RSN 24
Individual unspecified impurity =010% 0.00%
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'.El‘ﬂla ik < 1.0% 0.08%
Total impuritics
SLSTRE L <0.15% EN
Enantiomer N.D
7 " HAG tH
Ethanol =habe . N.D ]
ki <0.5% 0.06%
[sopropanol
:- ﬁ{. EF d;ﬁ 0 0,
5k B Dichloromethane =0.06% v0z%
Residual solvents IEC < 0.029% RA
n-hexane SRS N.D
V. " ARt
Ethyl acetate =%
ILEWSTH " 3
Tetrahydrofuran SbaTes N7
S5 E WA, PN 6.3%~8.3%. ao
Chloride content 6.3%~8.3% on anhydrous basis. WA
- BRAWITE, 5 CosHasCINeO2 HCI B4 98.0%~ ;y
Assfy 102.0%. 98.0%~102.0% of C23H23CINsO2-HCl, calcluated 100.2%
on anhydrous basis.
i & QS-FP-107101-00 fFFHEESK,
Conclusion The results comply with the QS}’P }0?1&1-00}/
Y HREH R,
Storage condition Stored at room temperaturé\ %lth tight seal
& NH B SN BB i
Reported by/date M /8 Reviewed by/date
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