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Experimental Requirements

SR

The three substances can be baseline separated. The main component is 1.0mg/ml, and the limit of the

other two impurities is 0.1%

=R RS R R, ST 1.0mg/ml, 5 AMNE SR BB EE 0.1%

Reference Method
BFETi5
Customer
=
Reagent information
BIME B
Reagent Name Grade Brand Product Number
R4 AR i fi L g
Chromatographically
Methanol Welch
purity 00814-01008
il ‘ A
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Sodium decane
Analytical grade Aladdin
sulfonate /
. vigiELH (TETAN
B BEmk IR N
Potassium dihydrogen
Analytical grade National Medicine

phosphate /

o it 12
iR — A

Instrument Information

Instrument Model
BErEiths)
Thermo U3000

FEERK U3000

Test instruments

A A

High Performance liquid chromatograph

e RGHUR 54X
F: REDHRSE, WREAZREWZNAERAR, ARSERZLXTiFT, FTLH,
Add: LI X B85S B iEiTi2 (PI) BEE ZRAEI0S K B4 : 201600
Add: I &S5 m B K WMEH1685 BB4E: 321000
Add:SIHEARBAE KRR HE225FHFAE Bp4g: 211500
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1. Test process:

1.1. Chromatographic conditions:

Report No (#54%*5) : 20251112-1142-01

ik %t
Chroég?ltl(r’ngfl aphic Ultimate®™ Phenyl-Ether (4.6x250mm, 5um)
o (00214-31043)
Mobile phase A: 0.01mol/L sodium dihydrogen phosphate +0.02mol/L sodium
Mobile phase: decane sulfonate (pH6.0)
?Fi:j]pj‘ﬁ : TEHA A: 0.01mol/L BERR —E 44+0.02mol/L ZELe IR EN (pH6.0)
& Mobile phase B: Methanol
MahAH B: R
Flow rate: .
G 1.0mL/min
Injection volume:
i Bt .
Column
temperatture: 30°C
A
Detector:
i 22 N
Detection
wavelength: 215nm
R -
Time (min) Mobile phase A (%) Mobile phase B (%)
i8] (min) MBIt A (%) izt B (%)
0 55 45
10 55 45
Elution procedure
BeL R 50 >0 0
35 20 80
36 55 45
45 55 45
Notes: /
PN Rl

EH: BFAEHE, WREGRATEZNARRAR, ARSKERTFT, FTEH,

Add:HI g £ & H B KW EHI1685
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1.2. Solution preparation (¥ A )

1.2.1. Preparation of mobile phase (JitZJAHECH)
Mobile phase A: Take 1.36g of potassium dihydrogen phosphate and 4.88g of sodium decane
sulfonate, add them to 1000mL of ultrapure water, mix well, adjust the pH to 6.0 with 10% phosphoric

acid, mix well, filter by suction, and degassing by ultrasonic waves to obtain the product.

TLAIHE A: B 1.36g BERR — S HIRN 4.88g SEBEREIREN, TN 1000mL 4K+, 21, H 10%
BERR I pH £ 6.0, B, g, &R

Mobile phase B: Take chromatographic grade methanol, ultrasonically degas it, and it is obtained.

MiEhHE B: LGSR, BARSR, RIS,

1.2.2. Blank solvent (FHEH) -
Take an appropriate amount of 20% acetonitrile, and it is ready.
B 20%f5d i, BT,

1.2.3. Test solution (HEHMER) -

Take the sample provided by the customer, dissolve it in 20% acetonitrile and prepare a test
solution containing 1mg of impurity D and 1 1 g each of impurities E and F per 1 ml, which is the test
solution.

B PR, 20% S G R I R ImL & 445 D Img 24T E. F % lpg HIAEA

TRl PRIFC N

EH: BFAEHE, WREGRATEZNARRAR, ARSKERTFT, FTEH,

Add: LS HiIX BB S BBETZ (PIl) HEE XAFI0SHE b4 : 201600
Add:fTE 2 EHh BEX MM EHI1685 1% : 321000
AddSIHERRBAE KRR H225FH4AE Wp4s: 211500
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2. Chromatogram and data (3% BERI¥HE)

(1) Blank solvent diagram (% A7)
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Integration Results |
MNo. |Peak Name Retention Time Area Height Plates (EF) Asymmetry (EP) lesolution (EP,
min mALU*min mAL
1 I F 33235 017 1.230 358613 072 092
2 #IE D 33.520 271.262 1115.328 112926 214 3.06
3 I E 34.540 0.189 1.135 264038 0.82 n.a.
Total: 271.621 1117.694 T35577.00 3.68
B REAERE, ERSERRMZNAKRAR, ARSKERDiFT, FITEH,
Add: LS HiIX BB S BBETZ (PIl) HEE XAFI0SHE 4 : 201600
Add:HI g £ & H B KW EHI1685 4 : 321000
AddSIHERRBAE KRR H225FH4AE P4 : 211500
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(3) Full-scale diagram of the test solution CHER i ¥ i EFE KD
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3. Conclusion (£#8)
Using Welch Ultimate® Phenyl-Ether(4.6x250mm, 5um), the detection requirements of the customer

can be met under these chromatogrphic conditions.

{§ F§ A JB Ultimate® Phenyl-Ether (4.6x250mm, Sum) , fEMGERESLLET, Bei 2 & A&
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Add:fTE 2 EHh BEX MM EHI1685 1% : 321000
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