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Sample Information
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Sample Name Sulbactam sodium Solid
properties
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Date of receipt During testing
i 2025/10/11 i X 2025/10/27~10/29
ke H 4 I3 1)
Test the ingredients and structural formula
WA KGR
/

Experimental Requirements

SR

The resolution between the sulbactam peak and the 6-aminopenicillanic acid peak is greater than 4.0, and
the tailing factor of the sulbactam peak is between 0.8 and 1.8.

FFLIHES 6- R T R b IRIE L 18] 7 BEEK T 4.0, & IHIEHE BN 1 7£ 0.8-1.8 Z[d].
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Reagent information
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Reagent Name
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Grade
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Brand
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Acetonitrile
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Welch
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Potassium dihydrogen
National Medicine
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Analytical grade

phosphate
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Instrument Information

Test instruments Instrument Model
MR 2= P& 2iees)
High Performance liquid chromatograph Shimadzu LC-20AD
R G E i X 1% LC-20AD

1. Test process:
RESE
1.1. Chromatographic conditions:

(GRS

Chromatographic
column:

AL

Ultimate® Alk C18 (4.6x250mm, 5um)

5.44¢g/L potassium dihydrogen phosphate (pH4.0)/acetonitrile =98/2

Mobile phase:
5.44g/L BEiR — A4 (pH4.0) /2 JiE=98/2

it sh A

Flow rate: 1.0mL/min

Injection volume: 10pL

i

Column
temperatture:
R

35°C

Detector: uv

A e

Detection
wavelength:

R -

215nm

Notes: /
VEREHI

1.2. Solution preparation CJAVREC )
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1.2.1. Preparation of mobile phase (JiaIAHECH])

Mobile phase: Take 5.44g of potassium dihydrogen phosphate and add it to 1000mL of ultrapure water, mix well,
then adjust the pH value to 4.0 with Imol/L phosphoric acid, mix well, filter by suction, and degas by ultrasonic method,

and the product is obtained.

WShAH: B 5.44g BERR &8, BN 1000mL #B46/K A, 82, A 1mol/L BRI pH (H
4.0, JRZ2), HhIE, #EERSK, WE.

1.2.2. System adaptive solution ( RZuE&EMN LB -

Take 20mg of sulbactam sodium sample and place it in a S0mL volumetric flask. Add 2mL of water
and 0.5mL of 0.1mol/L sodium hydroxide solution to dissolve it. Let it stand at room temperature for 10
minutes. Then add 0.5mL of 0.1mol/L hydrochloric acid solution and 1mL of 6-aminopenicillinic acid

solution (0.015g to SOmL). Dilute to the mark with the mobile phase and shake well.

HR &7 B IHANEE B 20mg, B SomL &, hnzK 2mL K 0.1mol/L S &AL BNAER 0.5mL 5 fiE,
FIRACE 10 2050, 0 0.1mol/L ThERIA W 0.5mL K 6-FIEH B HERA W (0.015g ] 50mL) 1mL,
R R R ZIRE, $85), BifS.

1.2.3. Reference substance solution X8 SHIEHR)

Take an appropriate amount of sulbactam reference substance provided by the customer, dissolve it
in the mobile phase and dilute it to make a reference substance solution containing 0.7mg of sulbactam

per ImL, and the solution is obtained.

Bz PR fhay AR R A IE &, Al AR MR T MoRE R R TmL AR5 87 E24H 0.7mg A0 L At
W, R4S,
1.2.4. Test solution (HHRSHAERD -

Take an appropriate amount of sulbactam sodium sample provided by the customer, dissolve it in the
mobile phase and dilute it to make a test solution containing 0.7mg of sulbactam per ImL, and the result

is obtained.

B e i EARAN AR G R, RS AR R T AR R R 1mL AP 87 E21H 0. 7mg (1A
ST S IEC
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Chromatogram and data (GGEFI¥HE)
(1) System adaptability solution diagram ( & 4¢3 W A4 AR KD
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&t 1445157 165973
(2) Reference substance solution diagram (X [ 5575 <D
o0 & PDA Multi 1 215nm, 4nm
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(3) Test solution diagram ({4 i ¥ ¥ D

L z PDA Multi 1 215nm, 4nm
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3. Conclusion (Z5)
Using Welch Ultimate® Alk C18 (4.6x250mm, 5um), the detection requirements of the customer can

be met under these chromatogrphic conditions.

{1 H J8 Ultimate® Alk C18 (4.6x250mm, 5um) , EMEIELMETS, BRI CE R 7K.
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