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Sample Information

FamfER

Sample
Sample Name cefoperazone White powder
properties
ERLEZY kAR A SREENyFN
SRR TN
Date of receipt During testing
2025/09/24 2025/10/16~ 10/24
e H 3] D30 1)

Test the ingredients and structural formula
WA RS K G512

Cefoperazone, impurity A, impurity C, and isomer S.
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Experimental Requirements
KR

Method development. The separation between peaks in the system suitability chromatogram should be>1.5.

The test sample solution should be injected continuously for 20 injections, and the retention time difference
between the main peaks of the first and 20th injections should be <0.5 min.

TREIT R o ZRGEE I s B 5 W 2 TR 70 B E L > 1.5 B i I BOE SR HERE 20 51, 28 1415
55 20 B F2 06Ok B I [A] 22 . <<0.5min.
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Reagent information
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Instrument Information
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Test instruments Instrument Model

A A

High Performance liquid chromatograph
T RAOBUAH i A
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1. Test process:
RETE
1.1. Chromatographic conditions:

(N R

Chromatographic
column: Ultimate® LP-C18 (4.6x150mm,5 um,300A )

T
Mobile phase: Acetic acid ethylamine solution, acetonitrile, and water (1.2:120:880)
VLB LIEBERR - L5 -7K (1.2:120:880)
Flow rate:
Injectilg;:liv%ume. 200l
Column
temperature: 30 °C
R

1.2mL/min

B BRFFZERE, WRSERFWZNAERAT, ARSKELTiFd, AT,
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Detector:
L uv
Detection
wavelength: 254nm
For A&
Notes /
EEFI

1.2. Solution preparation (V& ¥RACH])D

1.2.1. Preparation of mobile phase (JiRZIAHECH]) -

Aqueous acetone solution (prepared by mixing 14 ml of triethylamine with 5.7 ml of glacial acetic acid,
diluted to 100 ml with water, and shaken thoroughly) -acetonitrile-water mixture (1.2:120:880), with pH
adjusted to 3.0 using glacial acetic acid.

CJERERRIE T (B =% 14 ml 5UKEEIR 5.7 ml, J/KFRFEE 100
ml, $£2)) -ZJ5-/K (1.2:120:880) , HFHUKEEER A pH E 2 3.0,

Solvent: Phosphate buffer: Take 39.0 ml of 0.2 mol/L sodium dihydrogen phosphate solution and 61.0
ml of 0.2 mol/L sodium dihydrogen phosphate solution, shake well, and adjust the pH to 7.0 with
phosphoric acid.

BV BERR RS20 EHEL 0.2 mol/L BR8NV 39.0 ml 5 0.2 mol/L BAEE — 504
VB 61.0 ml, $E5), HIBERZRY pH £ 7.0, RIfS.

1.2.2. Test solution (HEESHERD -
Take cefoperazone about 25 mg, accurately weigh it, put it in a 50 ml volumetric flask, add a small

amount of solvent to dissolve, then dilute with mobile phase to the mark, shake well, and get it.
B AINREZ) 25 mg, FEFRE, B 50 ml BEMRY, IMADEIEFEW, HHRSIAER
BEZIE, %5, .

1.2.3. System suitability solution ( R Z¢i&E BT -

Weigh approximately 2 mg of cefoperazone reference substance, impurity A reference substance
(dissolved in acetonitrile first), impurity C reference substance, and cefoperazone S isomer into a 10 ml
volumetric flask. Add a small amount of cosolvent to dissolve, then dilute with mobile phase to the mark

and shake well to obtain the solution.

FEE AR IR B T AL L 2850 A XA GER IR « 2% C X Skl S 5+

El: BRIEDBHM, WREERNAZWAHERART, ARERELTFA, FUEH,
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RS Z) 2mg, E 10 ml FEHMS, IMADEBETIEW, SRR EZIE, B4, G,

2. Chromatogram and data iR
(1) System suitability solution (RZGIEW D)

mA U
300_ By PDA Multi 1 254nm, 4nm
200
1004 o 18
L e L B B By S By EL B
0 5 10 15 20 25 30 35 _
min
PDA Chl Efﬁﬂh'lm _ _
Igs B i (8] 11K = iR (USP) | IR T |4r B (USP)
1 2,402 7400410 1395172 3598 1. 164 —
2 11. 032 3882242 231151 9677 1. 030 28. 352
3 19. 141 2965066 863499 6769 1. 823 11. 759
4 22.955 2330380 59856 7650 1. 623 3. 852
St 16578098 1772577
(2) Test solution (AL i aw &)
Al BRIFZEHE, WRSERNTZNAFRAR, ARSKRELTF, FaIEH,
Add: Lig T IX BR85S /5 B2 (PIl) MR £HEI0S# B4R : 201600
Add: ;ﬁllé‘f’bﬂl_gmfﬂfflﬁﬁﬁfﬂlw’a B4 : 321000
AT HEHRBAEE X B22SFH4H BB4R: 211500
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18. 704

10420385

218382

3198

10420385

218382

AR BERE 25— HH IR 8] 18.704min, &8 20 & H IR [A] 18.870min, ¥ 2 & 1 E K,

Conclusion (4518)
UsingUltimate® LP-C18 (4.6x150mm,5um,300A) , the detection requirements can be met under these

chromatographic conditions.

18 F H 1B Ultimate®™ XB-C18 (4.6x150mm,5pum,300A) , fEMLEAAET, Wil FR.

EW: BRIBERE, WREARXWZMAHER AT, ARSKERDFA, FTTFH,

Add: L3I X R85 5B 0E T2 (i) HEE ZHEI0SHE b4 : 201600
Add: ,}/?,Ié‘f”“ﬂi%fﬁﬁfﬂﬂlﬁﬁﬁfﬂlﬁ&a b4 : 321000
Add:SIHERRDANE KRB B225FHR4tE BP4R: 211500

Web:www,welchmat.com

Tel.400 810-6969




& AeRBE(LERNERAS

Report No (% 4%5) : 20250905-930-002
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