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o

Sample Information

HmiER
Sample Name Sample Appearance White Solid
DY0901
TRV FEan PR EREARTELS
Date Received Test Period
2025/09/03 ‘ 2025/09/09~09/11
WORE H 40 I ]
Test Compounds and Structural formula
MR R K G543

Experimental Requirements

KR
P ORERE, AT ISR, AP S4B A 5 I

Select chromatographic column, change parameters if not feasible ,to separate the API and the unknown

impurity

Reference Method

BTk
None
7
Reagent Information

WiE B
Reagent Name Grade Brand
EwiIE2 59 fits i
Water Ultrapure water Welch
atiK =9 H8
Acetonitrile HPLC Welch
I ksl HIE

Phosphoric acid AR Aladdin
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IR sy el (ET
Potassium dihydrogen phosphate AR Aladdin
T et (TETE
Intrument Information
eI
Test Instruments Instrument Model
MR AR (& Tt
HPLC Agilent 1260 Infinity
e ST ERER ZHEE 1260 Infinity
1. Test process GRIGTRE) :
1.1. Chromatographic conditions ({f1i% 2514
chromatographic
column: Ultimate LP-C8 (4.6>250mm, 3um)
AL
Mobile phase: Mobile phase A: phosphic buffer Mobie phase B:Acetonitrile
BN TANAH A: BERRER 2 TR s B: L
Flow rate: .
GO 0.8 mL/min
Injection
volume: 10uL
BERE
Column
temperature 20°C
O
Detector:
Kol v
Detection
wavelength 210nm or 205nm
K
Time(min) 0 0
CIURGED A %) P
0 60 40
10 60 40
Gradient
program 10.1 40 60
B EREFP
35 40 60
35.01 60 40
45 60 40
Notes /
Pa e R
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1.2. Solution preparation CAEVRBECH])

1.2.1. Mobile phase preparation CRZIAHEH]) :

Phase A: Take Potassium dihydrogen phosphate 6.12g, dissolve with 900ml water; adjust the pH to
4.5 with Phosphoric acid, dilute to 1000ml with water.

AR BUERR —E4H 6.129, JnuK 900ml iR, FHEEIRE Y pH = 4.5, HI/K#EE % 1000ml,
WA, HhdE, B

Phase B: filtered HPLC grade Acetonitrile:

B AH: fikal £ g RI1S

1.2.2. Mixing solution preparation: Take APl 10mg, dissolve with Impurity A stock solution 1ml,
Impurity. C stock solution 1ml and Impurity B stock solution 3ml.(Impurity stock solution supplied

by customer, 50pug/ml)
BA AW IECH]: B APL10mg, N4 A 44 Iml, 425 C 43 1ml FIZ% 5 B 4%

W3mIEARENAS . OGRS 7 1248, 50ug/mD

2. Chromatograph and data (i EF%38)
(1) Mixing solution chromatograph, 210nm CE&VERHT KL, 210nm) -
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DADIC, $ig=210,4 Ref=off
CREgRIT  WRdER W WEERR % WS B R usP W HERET W BLGHAEE UsP & fAMLh

[min]

7.781 660. 10 0.70 90. 27 1.173 27129. 3 4676. 2
10. 763  90032. 78 95. 92 2879. 52 3.642 4, 883 24746 138819.7
12. 843 127. 67 0.14 3.69 3.319 0.934 17161. 1 430.1
23. 316 2194. 81 2.3 191. 90 30. 182 1.032 95503. 9 9942.0
30. 330 848,91 0. 90 49. 13 18, 447 1,032 69429, 2 2045, 4

SF 93864, 27

( 2 ) Mixing solution chromatograph, 205nm (VA A AT, 205nm)
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ully = =
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gt [min]

Al

DADID, Sig=205,4 Ref=off
OREr i Bt & B % W B SEN use W ERET W BUGHAEE usP & (ML

[min]

7.781 603. 50 0. 65 82. 33 1. 178 26949, 9 3101. 3
10. 761  89427. 31 95. 74 2741. 86 5. 943 4. 876 2816.3  103290.7
12. 844 135. 54 0.15 9.19 3. 466 0.926 17082. 6 J346. 1
23. 316 2401, 62 2.97 209. 70 30. 146 1.033 95546, 7 7899. 8
30. 350 838.93 0. 90 48. 62 18. 447 1.030 69410. 8 1831.7

SF 93408. 89

3. Conclusion (&)
i 1 A 1 Ultimate® LP-C8 (4.6>250mm,3um) , fEMaRES&E T o8 BAs, 35 A 75
Use Welch Ultimate® LP-C8 (4.6>250mm,3um) , analysis the aim substance under this condition,

The results meet the test requirements.

Report signature (I REEF)

Tester(MiR): Daniel (2= 241#) Date (H) :  2025/09/17
Reviewer (& #%): Jeff ( EHLHED Date ( H ) & . 2025/09/17
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