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Test report

WA R E

Sample Information

HmER
Amoxicillin Sodium and Sulbactam Sample
Sample Name White solid powder
Sodium for Injection properties
B b 445K SRENELS/EN
VEST PR PR AT LS A B EAR

During testing

=Rl ]

Date of receipt

ke H 4

2025/10/20 2025/10/27~10/28

Test the ingredients and structural formula

WA R 5t

Experimental Requirements

LW ER

Select a C18 chromatographic column that meets the content determination requirements, with a tailing

factor between 0.8 and 1.8.

fiiide C18 tuiliAE, i BME TR, #2071 0.8-1.8 Z[A]

Reference Method
SHE Tk
Customer Method
BT
Reagent information
W= B
Reagent Name Grade Brand
EwilE2RN 25 fit i
Acetonitrile HPLC Welch
i ikl DL
B REAERE, ERSERRMZNAKRAR, ARSKERDiFT, FITEH,
Add: Li§HHT X BAR B85S B iETZ (FI) BERE ZARI0SH B4 : 201600
Add:H#i1 & 2% H B I X WA #1685 % : 321000
Bp4g: 211500

Add:IHERRBNE XK XZHB225Fhatt
Tel:400-810-6969

Web:www, welchmat.com




&v ARMX(LE8IRNBRAT

Report No (#75%%*5) : 20250929-1020-03

Sodium dihydrogen
SINOPHARM

AR
phosphate
Jrrat [ 24

R — S5

Instrument Information

A=

Instrument Model

AT

Test instruments

TR

High Performance liquid chromatograph
) Shimadzu LC-20AD
e RO i X

1. Test process:
R

1.1. Chromatographic conditions:

(GRS

Chromatographi
¢ column: Ultimate Alk C18 (4.6x250mm,5um)
oA
Mobile phase: 0.02mol/L Sodium dihydrogen phosphate (pH 4.0)/Acetonitrile=92/8
msh 0.02mol/L IR —Z4H (pH4.0) /ZJi5=92/8
F;}%W r%e' 1.0mL/min
Injection
volume: 10uL
A
Column
temperature: 30C
R
Detector:
Hodll 5 v
Detection
wavelength: 230nm
ERINEGES
Notes /
HEEH

1.2. Solution preparation CJAVREC )

1.2.1. Preparation of mobile phase (JiRsIAHECH]) -

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
Web:www, welchmat.com
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0.02mol/L Sodium dihydrogen phosphate (pH 4.0): Take 2.4g of sodium dihydrogen phosphate, add

it to 1000mL of ultrapure water, dissolve it, filter it, adjust the pH to 4.0 with phosphoric acid, and degas
it with ultrasound.

0.02mol/L PR 4N (pH4.0) : HUBEIR — =8N 2.4, HNN 1000mL B2iK A+, AR HhIE,
FBER2 R pH & 4.0, &AM, B,

Acetonitrile: Take an appropriate amount of chromatographically pure acetonitrile and sonicate to

obtain it.

Ol BUEREIgiols, BHE, MG,

1.2.2. Single standard solution (FRFRIER)

Ampicillin solution: Take an appropriate amount of ampicillin and mix it with a flow to form a
Img/ml solution.

FORVIMIER: BRI G R, RS AHRC R 1mg/ml B

Sulbactam solution: Take an appropriate amount of Sulbactam and mix it with a flow to form a

Img/mL solution.

FPEEVER. A EHEE, A AHACE 1mg/mL FIE .

1.2.3. Reference solution X HEt & ¥R
Take the above two solutions and prepare a mixed solution containing 0.6mg/ml ampicillin and

0.3mg/ml sulbactam.

HLLL E VA, FORCS &SR 0.6mg/ml, &7 0.3mg/ml FES AR, EI15.

1.2.4. System suitability solution ( FRZtid H &)

Take 6mg of ampicillin reference substance and 3mg of sulbactam reference substance, dissolve
them in 10mL of 0.01mol/L sodium hydroxide, and let them stand at room temperature for 30 minutes.
Adjust the pH to 4.0 with phosphoric acid solution;

B 7 AR i 6mg AT B R 3mg, 4353 0 0.01mol/L S AN, 10mL &), =
im A 30 73BT, B0 pH 2 4.0;

Take SmL of each of the above two solutions and place them in a 25mL volumetric flask containing

Smg of ampicillin and 2.5mg of sulbactam. Dissolve and dilute with mobile phase to the mark.
W EIR PRI SmL, BN & 2R PEA Smg AET IRIH 2.5mg 1) 25mL &+, W AEIFHR
MR EZIEE, RIS,

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

Tel:400-810-6969 Web:www, welchmat.com
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1.2.5. Test solution C(fHiak 5%

Take an appropriate amount of this product, dissolve it in mobile phase and dilute it to make a
solution containing approximately 0.6mg ampicillin and 0.3mg sulbactam per ImL, filter it, and it is
ready.

WA g &, DRI S AR A JE M B et 1mL 208 2R VI AR 0.6mg AETEL4H 0.3mg VA
g, BT
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s | awe | (rEEE [T fen HieIER A (USP) | WREWF | 7rE R (USP)
1 | SFEHM 5.210 247237 36285 12085 1. 127 =
2 | FFUME 12. 805 1212158 73910 14320 0. 839 24. 596
Hit 1459395 110195

B REAERE, ERSERRMZNAKRAR, ARSKERDiFT, FITEH,
Add: L TIX BR85S B IETR (FIl) HEE ZRAEI0SE b4 : 201600

Add:HI g £ & H B KW EHI1685
AddSIHERRBAE KRR H225FH4AE
Tel:400-810-6969
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1 | #FEHH 5.178 666647 80592 10364 1. 284 —
2 | EOE AR 12. 842 3313373 194965 13219 (0. 793 23. 571
B 3980020 285557
Bl BRIEZHRE, RRSERAMZNAER AR, ARSKELTFY, FTEH,
Add: LS HIAT X BR85S B iE T2 (FIl) HiKE £HEI0SH B4 : 201600
Add: I &S5 m B K WMEH1685 BB4E: 321000

Add:IHERRBNE XK XZHB225Fhatt
Tel:400-810-6969
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3. Conclusion (%)
Using Welch Ultimate® Alk C18 (4.6x250mm,5um), the detection requirements can be met under

these chromatographic conditions.

{4 FH A /B, Ultimate® Alk C18 (4.6x250mm,5um) , TEMLERESAET, AE 2% R 75K

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
#p4: 211500

Add:IHERRBNE XK XZHB225Fhatt
Tel:400-810-6969
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