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Test report
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Sample Information
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Sample Name Lusutrombopag Sample properties Liquid
ERELE N F A FEmPRIR I GES
Date of receipt During testing
2025/09/28 ‘ X 2025/10/11 ~2025/10/17
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Test the ingredients and structural formula
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Experimental Requirements
SEHER

Develop a method to analyze the chiral isomers in the active pharmaceutical ingredient (API) of

Lusutrombopag, with requirements that the resolution is greater than 2 and the reproducibility is good

TFRTTE, AT AR 25 h A S h A, ZOR BT 2 HEIME R4F

Reference Method
SE Tk
/

Reagent information

RHME B
Reagent Name Grade Brand
LS S &l i
Hexane HPLC Aladdin
1IECkE o (SEAN
Ethanol HPLC Aladdin
F: BIFERAHEE, KRSERXWZUAFERRET, ARSKEXTiF, FIEH,
Add: EigTHRT XA RESSSBIBETR (PIll) BERE LHRE0SH# P4 : 201600
Add: T asfhE i AkE#1685 P4 : 321000
Add: I HEARHAERXZB22SFIR4E B4 : 211500
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Instrument Information
=R
Test instruments Instrument Model
AR &S]
High Performance liquid chromatograph
N Shimadzu LC-20A
e RO A
1. Test process:
RESE
1.1. Chromatographic conditions:
i kAt
Chromatographic
column: Ultimate Cellu-D  (4.6x250mm,5pum)
ot
Mobile phase: n-Hexane : Ethanol : Trifluoroacetic Acid : Triethylamine (950:50:0.5:0.1)
sl ECkE: OfF: =®|OMR: =24% (950:50:0.5:0.1)
Flow rate: :
G 0.8 mL/min
Injection volume:
R 10 L
Column
temperature: 30°C
R
Detector:
2 a
Detection
wavelength : 249 nm
Rl g
. . n-Hexane : Ethanol : Trifluoroacetic Acid : Triethylamine
Time (min)
] (434 B (950:50:0.3:0.1)
, ECkE: 4l =84 =4 (950:50:0.5:0.1)
Isocratic program:
R 0 100 %
30 100 %
Notes /
pEs e R
BB BRIFRBUHE, LREERNNZNUHERRT, ARERERTFA, FITRH,
Add: LT KB RE85SBIETR (PIl) HIE ERREI0SH B4 201600
Add: T &€ B RE WA #1685 P4 : 321000
BB4: 211500

Add: I HERR DA E R AR B225FHfakk
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1.2. Solution preparation (V&R ECHI])

1.2.1. Preparation of mobile phase CJiiziAHECH] -

Mobile phase : Pipette n-hexane, ethanol, trifluoroacetic acid, and triethylamine, prepare them in the

ratio 0 950:50:0.5:0.1, and mix them thoroughly to obtain the desired solution.
WahtH: BEUECK, O, —®OBRUKL =8, $EEHH] 950:50:0.5:0.1 FLHl, 7R
P =RIEC

1.2.2. Blank solution. Diluent (ZHEW FEFD
Ethanol (ZJ#)

1.2.3. System Solution: Provided by the customer, which can be directly used for analysis.
RO F R, ATERE .

1.2.4. Imp reference solution: Provided by the customer, which can be directly used for analysis.
SRR TN BEVAR: B IR, AT ERE T

2. Chromatogram and data GEEIFEIE)

(1) Analysis spectrum of Imp reference solution (5 FJ44 % Jii % B VAR A B )

uAl
= FDA Multi 1
50000 E
25000
0 ) —
0 5 10 15 20 25 30 )
min
PDA Chl 249nm i i
s | feEtd | R E TGS A% |- #57% (USP) [ Be R A (USP) | fEEF T
1 Imp 19. 92 2646785 100. 00 — 3695 1.18
Hit 2646785 100. 00
FH: BEREEE, LRSERRYZNKFERAE, ARSKERIHFAT, FTEH,
Add: £ XBARis855 B T2 (PU) HEE EAEH0SE #P4: 201600
Add: I EEEHhE HE W E#1685 h4hi: 321000
Add: I HERR DA E R AR B225FHfakk B4 : 211500
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(2) Analysis spectrum of SST solution ( RGLIAER ML) -

<EEED
mAU
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N
50000 =
25000
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g
0 e
0 b 10 15 20 25 30

min

PDA Chl 249nm

i | feand | PREI A ifii B s |4 25 (USP) [ e B (UsP) | R T
1 Tmp 19. 80 280800 0.90 = 3905 1.18
2 API 22.41 | 30828965 | 099.10 2.02 1663 1.39
Mt 31109765 | 100. 00

(3) Analysis Multi-injection Overlay spectrum of reference solution (Z4E KL -

FH: BEREEE, LRSERRYZNKFERAE, ARSKERIHFAT, FTEH,

Add: LT X REsSEWENR (PIl) MR EMEH0SE #P4: 201600
Add: BT EE X H B WA #I1685 P4 : 321000
AddSIHERRDAER X EB225Fh4E P4 : 211500
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3. Conclusion (£58)
Using Welch Ultimate Cellu-D (4.6%250mm, Sum) analyzed the content of lusutrombopag under this
chromatographic condition , the resolution between the target compound and its chiral isomers was 2.02,
and the results of multiple injections were stable, meeting the customer's testing requirements.
181 F H T 4385 4 Ultimate Cellu-D (4.6x250mm, Spum) 7E @ RESAE T 204 2 dhiaba i el 25, B
PR e T AR A A 7 BN 2,02, H 22 URIERE 45 AR i A2 72 AU R I 75 5K
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