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Sample Information

FamfER
Sample
Sample Name Ampicillin sodium White powder
properties
ERELR S RPN ) SRER/IF S
B EAR
Date of receipt During testing
i 2025/10/11 i X 2025/10/23~10/24
ke H 4 =Rl ]
Test the ingredients and structural formula
WA KGR
/

Experimental Requirements

SR

Screen the chromatographic column, with the main peak tailing factor required to be between 0.8and 1.8.

R P AE, EOR T R 11 0.8-1.8 Z A,

Reference Method
BFETi5
Customer Method
E- AVIRFS
Reagent information

BWiilE B
Reagent Name Grade Brand
B A4 AR o sttt
Acetonitrile HPLC Welch
N ikl HE

Potassium dihydrogen AR Sinopharm

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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phosphate syt 7
R — 4
Glacial acetic acid AR Sinopharm
KR Iy hrat E3E2]

Instrument Information

&)

Test instruments

TR

Instrument Model

AR

High Performance liquid chromatograph

e RO EL i X

Agilant 1260

ZHES 1260

1. Test process:
R

1.1. Chromatographic conditions:

(EN LS
Chromatographic
column: Ultimate® Polar RP (4.6x250mm, 5um)
A
Mobile phase A:12% acetic acid solution / 0.2mol/L potassium dihydrogen
phosphate solution / acetonitrile / water =0.5/50/50/900
Mobile phase: AN A 12%MBSRRYEB0.2mol/L BERR — S Y 2 15/7K=0.5/50/50/900
iEhAR Mobile phase B:12% acetic acid solution / 0.2mol/L potassium dihydrogen
phosphate solution / acetonitrile / water =0.5/50/400/550
BN B 12% B RV 1/0.2mol/L R — S A1 VA T £ /7K =0.5/50/400/550
A/B=85/15
Flow rate: .
ik 1.0mL/min
Injection volume:
R 20uL
Column
temperatture: 30°C
A
Detector:
[ERIES v
Detection
wavelength: 254nm
R -

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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Notes: /
EEFE

1.2. Solution preparation (¥ A )

1.2.1. Preparation of mobile phase (JitzIAHECHI)

Mobile phase A:Take 2.72g of potassium dihydrogen phosphate, add it into 100mL of ultrapure
water, mix well, and filter.Take S0mL of the above solution and 50mL of chromatographic grade
acetonitrile to mix, and then add 900mL of ultrapure water, shake well, and add 0.5mL of 12% acetic acid

solution, shake well, and degas by ultrasonic waves.

TANAH A: B 2.72g BERR AU, NN 100mL 4K, R, i BCERIEE S0mL Al
S0mL iR AFIR S, PRE AN 900mL FELK, #8521, FHIIA 0.5mLI12%BEESA R, #8251,
i, BIfS.

Mobile phase B:Take 2.72g of potassium dihydrogen phosphate, add it into 100mL of ultrapure
water, mix well, and filter.Take SOmL of the above solution and 400mL of chromatographic grade
acetonitrile to mix, and then add 550mL of ultrapure water, shake well, and add 0.5mL of 12% acetic acid

solution, shake well, and degas by ultrasonic waves.

WS B: BL 2.72g WEFR —ZU8F, N\ 100mL #4liK e, JEA), fiE: H BRI SomL 1
400mL 12 R G, RGN 550mL #B4i/K, #2251, BN 0.5mL12%ESREw, 25,
ERA, B

1.2.2. System suitability solution ( RZu&EH BT -

Take an appropriate of ampicillin and cefradine, add the mobile phase A, and mix well to prepare a

solution containing about 0.3mg of ampicillin and 0.02mg of cefradine per 1mL.

FORTOMAN Sk b e & &, ARSI A, RS, #lE ImL 4852 %7 0.3mg 53k
F75E 0.02mg HIE -

1.2.3. Reference Solution (XM SIAR)

Take an appropriate of ampicillin reference substance, add the mobile phase A, and mix well to

prepare a solution containing about 1mg of ampicillin per 1mL.

RO IR G, IMATEIAHE A, IR5T, HREE ImL 2052 R PUAR 1mg VA

EH: BFAEHE, WREGRATEZNARRAR, ARSKERTFT, FTEH,

Add: LS HiIX BB S BBETZ (PIl) HEE XAFI0SHE b4 : 201600
Add:HI B £ EH ¥ HENMAEH1685 B4 : 321000
AddSIHERRBAE KRR H225FH4AE P4 211500
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1.2.4. Test solution (AR

Take an appropriate of ampicillin sodium test sample, add the mobile phase A, and mix well to

prepare a solution containing about 1mg of ampicillin per 1mL.
RSP SR G, IOTREIN A, JBAT, HIAAE tmL 204 E S0 1mg HOVR.

2. Chromatogram and data GEEFEHE)
(1) System suitability solution ( & 4tid& FH VAR
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i 9 4 fi f in i3 14 min
F5 | WEWA | AREEE (min) | 4 FE | A (mAU*min) | XFFRE T USP i
1 AR TIMREN | 6.626 / 244.2 1.29 0.89
2 L b g 8.445 7.14 403.3 0.91 1.07
(2) Reference Solution (X HE VA #R)
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B BIFFERE, RRSERRWZNAERAR, ARERELFA, FTEH,
Add: £ TIX BR85S BitiETR (FI) HERE £#EI0SHE B4 : 201600
Add: TS Em B X WM AH#1685 Bp4R: 321000
Add:IAEERHNE KRR B225FHh4E BB : 211500
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s | amars | REE (min) | 2B | A (mAU*min) | XIFREE 5~ | USP {2
1 AR THAREN | 6.959 / 800.0 2.30 0.71

(3) Testsolution (HEikH#E D
H_";_E
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Feg | aWars | REITE (min) | 28R | A (mAU*min) | XFRET | USP {2
1 SRV | 6.904 / 818.9 2.34 0.71

3. Conclusion (&)
Using Welch Ultimate® Polar RP (4.6x250mm, 5um) , the detection requirements of the customer

can be met under these chromatogrphic conditions.

{§ ] A JB Ultimate® Polar RP (4.6x250mm, Sum) , fELLEEESAET, BE &AM K.

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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