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Sample Information

s R
Sample Name Pharmaceutical Preparation Sample properties Liquid
ERELR N fl 51 P PEIR EaN
Date of receipt During testing
2025/09/04 i ‘ 2025/09/11~2025/09/24
ek H 3] T A1)

Test the ingredients and structural formula

AR B G

Pharmaceutical Preparation

bl

Experimental Requirements
SEHER

Main target substance and auxiliary materials shall be separated.

BOR T H AR 1

Reference Method
SETE
Chinese Pharmacopoeia 2025 Edition IV
Hh ] 24 8 2025 Fiz PO
Reagent information
wiE B
Reagent Name Grade Brand
SRS g fil i
Water Ultrapure water Welch
K EEELIVN Hig
Methanol HPLC Welch
iz [ENTES Hia
Sodium Dihydrogen Phosphate AR Aladdin

FH: BERBWE, LESERRWZNFRAT, AESKERDFA, FTRH,
Add: £ XBARis855 B T2 (PU) HEE EAEH0SE P4 : 201600
Add: BT EE X H B WA #I1685

Add: I HEARHAERXZB22SFIR4E
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TR — S TR (T
Instrument Information
5B
Test instruments Instrument Model
Mo s D€ 2SS
High Performance liquid chromatograph
L Agilent 1260
fe OB A%
1. Test process:
1.1. Chromatographic conditions:
il %At
Chromatographic
column: Ultimate LP-C18 (4.6x150mm,5um)
i
Mobile phase A: 10 mM/L Aqueous Solution of Sodium Dihydrogen Phosphate (pH ad
justed to 3.0 with phosphoric acid)
Mobile phase: WA A: 10mM /L BEER —E8AKIE (HBERR R pH & 3.0)
Vr g
I Mobile phase B: Methanol
MEAH B: HEE.
Flow rate: :
G 1.0mL/min
Injection volume:
i >Ouk
Column
temperature: 35C
IR
Detector:
Hodllse v
Detection
wavelength: 215nm
RSN
i 1E] (min) A (%) B (%)
0 80 20
Elution Program: 30 80 20
N =]
Vel 15 50 50
40 50 50
40.1 80 20

EW: BRIFRBEHE, LREERNTZNHERRE, AREREXTHFA, FUTEH,
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50 80 20

Notes
EREFI

1.2. Solution preparation (V&R ECHI])

1.2.1. Preparation of mobile phase (JiRzAHECH]) -
Mobile phase A: Weigh 1.20 g of sodium dihydrogen phosphate, add it to 1 L of pure water, mix well,

then perform suction filtration and ultrasonication sequentially to obtain the desired solution.
WMENAE A: FREUEEER — 54N 1.20g & 1L 4ikHiRS), ik, B/, .
Mobile phase B: Methanol.
MahtH B: HEE.

1.2.2. Testsolution (fLiiAEM) « (Reference standard solution) X}/ fiAK . (Blank solution)
THE . (Blank excipient solution) %% [ R} A K -
The test solution, reference standard solution, blank solution, and blank excipient solution are all

provided by the customer and can be directly injected for analysis.

LA NN N I TRV Nl = 728 IR = i 8 21 0 s B R N N = K S Ei R = 2

2. Chromatogram and data G EFEE)
(1) Blank solution Chart (%5 & K1)

504
404
304
204

Al

1H

Uﬁ-—ﬂ‘\;
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46 48
B [mind

(2) Blank excipient solution Chart (¥ [ 484} v i 1)
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“: VWDIA, Wavelength=215% nm
RENR  pewem emm wE emex 6 wREF FEOVER o ouan g oumw
20, 2 9. 74 0. 40 2T. 75 1.1 15384, 9 g2 2
259 T.45 0, 24 21,22 o7 4834, T Gh, 1 A
24. 5 17. 91 (.50 51.02 1.1 B403. 1 115.5 0.7
SN 35, 09
(3) Reference standard solution (X8 5% VAR & HE )
12, 5
10H
7. 54
=
2. 5
LP_
_-\.:F- >
0 2 4 6 8§ 10 12 14 16 18 20 22 24 26 28 30 32 34 36 40 42 44 46 48 F
W [mind
1= VWA, Wavelength=215 nm
RENR  pemaw emm wE emEs % owRET P EOEE g oaun g ompw
22.0 F Ao 115,29 379 100, 00 1.1 11933. 9 964, 3
(SR 115,29

(4) Tset Solution Range Chart ({3 & &35 7 E AR K 6D

4 4t
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B iE] Tmind
. VWDILA, Wavelength=215 nm
REMN  pewsk SWR KR GmEx % RREF % ERNEN g opup gomxw
20, 2 9. 68 0. 40 6. 68 (I 12441, 9 OB, 6
1.9 R 118 15 3 #1. 50 1.1 12524, 6 Q82,0 2,4
23.9 7.19 0. 26 4. B8 08 a7ed. q 63, 1 23
24. 4 9,95 0,41 fi, B 1.4 BTHD. 8 77,1 1]
bk | 144, &7

(5) Tset Solution Full Range Profile ({3t vA i 4= E 7% )

20004
1500+
Elnmr
5004
D R ———— .

0 2 4 & 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 45 48

B [emind

“: VWDIA, Wavelength=215 nm
BENN  peman emm mE emms 4 oaRET WEENEE L ouay g smmw
20. 2 9. 68 0. 40 6. 65 l. 2 15441. 9 98. 6
2.9 R 118,15 3. &1, 50 1.1 12524, 6 G52, 10 2.4
3.9 T.19 0. 26 4. 96 0.8 G762, 0 B3, 1 2.3
4.4 9,95 0. 31 B, 46 1.3 BTG, 8 771 0.6
SLHI 144, 97
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3. Conclusion (Zi£)
Using Welch Ultimate Ultimate LP-C18 (4.6x150mm,5um) , the detection requirements can be met

under these chromatographic conditions.
f#iF A/ Ultimate Ultimate LP-C18 (4.6x150mm,5um) , {ERCEGEET, AE el

S,
D
o
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