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Test report

WA W

Sample Information

s R
Sample
Sample Name Levofloxacin tablets Solid
properties
B b 445K R B Ry [ 4
= TRERIN

During testing

=Rl ]

Date of receipt

ke H 4

2025/11/14 2025/11/17~11/19

Test the ingredients and structural formula

WA Rt

Experimental Requirements

SR

In the system suitability solution chromatogram (294nm), the resolution between the levofloxacin peak

and the impurity E peak and between the levofloxacin peak and the ciprofloxacin peak should be greater

than 2.0 and 2.5, respectively.

ARGUEMEER OIS (294nm) , R B IE 5445 B WA A IR0 B I 53R I R R

3 FE N4 R T 2.0 AT 2.5,

Reference Method
SE ik
Customer
B
Reagent information
WAER
Reagent Name Grade Brand
WA PR 25 i L
BW: BEZEHE, RRSERBNZNAERRAR, KIRSKREADFA, FTEH,
Add: E§ AT X R 585 8 BitE T2 (FIl) HEE £MEI0SH B4 : 201600
Add: TS Em B X WM AH#1685 Bp4R: 321000
BP4&: 211500

AddTHERRBAEEXBHE25FHA%
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Acetonitrile Chromatographically pure Welch
i kol H1E
Sodium perchlorate Analytically pure Sinopharm
o SRR BN Iy hrat 2]
Ammonium acetate Analytically pure Aladdin
Wi iz e (v
Phosphoric acid Analytically pure Sinopharm
IR Jrrat E2E2s]
Instrument Information
EE B
Test instruments Instrument Model
HINERIE PE xites
High Performance liquid chromatograph Themo Fisher U3000 (DAD)
T R B X FEER K U3000 (DAD)

1. Test process:

RESFE

1.1. Chromatographic conditions:

il 2%
Chromatographic
column: Ultimate® XB-C18 (4.6x250mm, 3um)
JEN Ty
Mobile phase A: Ammonium acetate sodium perchlorate solution ( pH2.2 ) /
Mobile phase: acetonitrile = 83.5/16.5
BN BN A: BEERE: = SR BVA (pH2.2) /Z.)i5=83.5/16.5
Mobile phase B: acetonitrile
s B: LNE
Flow rate: .
W 1.0mL/min
Injection volume:
igsant tOuL
Column 40°C
temperatture:

EH: BFAEHE, WREGRATEZNARRAR, ARSKERTFT, FTEH,

Add:HI g £ & H B KW EHI1685
AddSIHERRBAE KRR H225FH4AE
Tel:400-810-6969

Web:www, welchmat.com
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R
Detector:
Kol 2 uv
Detection
wavelength: 238nm. 257nm. 294nm
T K
Time
i} ] A B
0 100 0
18 100 0
Elution program
o 2
SR : 70 30
39 70 30
40 100 0
50 100 0
Notes: /
VEREHI

1.2. Solution preparation CJAVREC i)

1.2.1. Preparation of mobile phase (yitzAHMEC )

Mobile phase A: Take 4.0g of ammonium acetate and 7.0g of sodium perchlorate, add 1300mL of ultrapure water,
mix well, filter, adjust pH to 2.6 with phosphoric acid solution, and mix well. Take 835mL of the above solution, add

165mL of chromatographic grade acetonitrile, shake well, and degas by ultrasonic waves.

TBAIAH A: HU 4.0g BEIRELN 7.0g = UREN, SN 1300mL &B4izK, JEE), fhiE, FBRE
WH pH 22 2.2, R, B EIAWEWE 835mL, HAA 165mL i /M, #2251, @AM, BifE.

Mobile phase B: Take 1000mL of chromatographic grade acetonitrile, and degas by ultrasonic waves.
JishAH B: B 1000mL (il 2 205, #AERR, RIS,

1.2.2. System suitability solution ( RZL&EHEED) -
Provided by the customer.
CIRE

1.2.3. Test solution (HESHIARD -

Grind the text sample into powder. Take 70mg of the test ample powder, add 50mL of 0.1mol/L
B: BIRERE, RREZRNNZNAKRAR, ARSAKERTIFHY, 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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hydrochloric acid solution, mix well, and filter.

H il ST B B K, BUEE ok R 70mg, NN 0.1mol/L ThFRVE W S0mL, ¥AfR, A, i

?]),:,:E;, EI]'?%I:O

2. Chromatogram and data GEEFEHE)
(1) System suitability solution ( & Ztid H A W)

Tel:400-810-6969

Web:www, welchmat.com

soww | 238NM

8?5_: 12 - 14 870

750

625

500

3754

2501

1254

0: il -1:1.43? , 13- 16.290
] T T T
-10ﬂ_-l T T T L] T T T T T L] 1
50 B0 8.0 10.0 12.0 14.0 16.0 18.0 20.0 220 240 25
BagR |
Fria |42 i % B B 8] B T £H W e (EP) TEE (EP)  NRITFREE (EP
min mAL *min mALl

1 13537 1.680 5.269 10555 2.40 1.03

2 14 870 206.032 830.901 10283 2.30 1.11

3 16.290 0.880 2281 10069 n.a. 1.07

B 298.593 838.451 30907.00 4.7
B BIFFERE, RRSERRWZNAERAR, ARERELFA, FTEH,
Add: LS T IX BR85S BIBE T2 (PIll) HikE. £HRI0SH B4R : 201600
Add: T g £ m B X RMEE1685 BB4R: 321000
Add: IH @R MAE R KR E225Fh4% BB : 211500




&v ARMX(LE8IRNBRAT

Report No (#)%5%%*5) : SHGZL-20251106-010

rous  257nm
7004
i 12 - 14 870
600 -
500 4
400 -
300 -
200
100
ol , _L_]1;J4n Wl
-5 _- T T T T T T T T T T T T T T T T T T T T T B | — L | T T T T T T T T T T T T T 1
50 6.0 8.0 10.0 12.0 140 16.0 18.0 20.0 220 240 25
BaosR |
e |6 {5 B0 el B TR BE T B (EP) TEEE (EP)  (RHETREE (EP)
min mAL*min mALl
1 13540 1.295 3.999 10272 238 1.00
2 14.870 222.162 623.632 10287 227 112
3 16.280 1.786 4544 9744 na. 1.08
CET 225.243 632.175 30303.00 4.65

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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i 294nm
| \2 - 14.870
2,000 -
1,500 -
1,000 4
50'3:
. , _.1-1,3.;J43 | 13-16273
1 T I T
-EEG_.. T T T L] T T T T T L] 1
50 80 8.0 10.0 12.0 14.0 16.0 18.0 20.0 22.0 240 25
Ha&ag |
5 |eEE o B el ] e T B B B (EP) SrEEE (EPY  IHEEREE (EP)
min mAL*min mAL
1 13.543 4.326 13.629 10621 2.36 1.04
2 14.870 825.026 2261 805 g799 2.26 112
3 16.273 1.745 4507 10165 na. 111
B 831.087 2280.032 30585.00 4.62
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 BP4&: 211500
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(2) Test solution (LR HIERED

238nm
: 12 - 14.563
1,000 4
8004
8004
400 4
2004
04 o F 1,3.;1!’.]? f
-120_- L) T T T L) T T T T T T 1
50 60 8.0 10.0 12.0 14.0 L 16.0 18.0 20.0 22.0 240 25
Biaag |
s |eEER {3 BT Bt 8] i i B B (EP) HHEE (ER) WA (EP
min mAL*min mAlLl
1 13.307 0.211 0.757 13697 2.60 1.05
2 14 563 332 447 1034 407 12877 n.a. 133
A 332,657 1035.163 26574.00 2.60

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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i 257nm
] 12 - 14567
750+
625
500-
3?5{
250{
125
03 i I-1a.an |
-go 5 T T T T T T T T T T T T T T T ¥ T ¥ T T ¥ ¥ T T T T T T ¥ T T T T T T T T T T T 1
50 6.0 8.0 10.0 12.0 14.0 16.0 18.0 200 22.0 240 25,
BasR |
e | (& T8 =] i T B 75 i (EP) STELEE (EP) (A FREE (EP)
min mAL*min mAL
1 13.280 0.162 0563 12429 2 61 130
2 14 567 249 449 776417 12891 na. 132
A 249.611 776.980 25320.00 2.61

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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294nm
3,000 4
12 - 14.563
2,500
2,000
1,500
1,000
500
0l L i1 1 13,310
-32(:'_- r T T T L] T T T T T L] 1
50 6.0 8.0 10.0 12.0 14.0 16.0 18.0 200 22.0 24.0 25
HaosR |
I T (7§ ] i 7 i L (EP) R (EP) AR (EP)
min mAL*min mAL
1 13.310 0.535 1870 14379 2 50 1.00
2 14 563 927.469 2814 930 12202 na 134
A 928.004 2816.799 26581.00 2.59

3. Conclusion (&)

Using Welch Ultimate® XB-C18 (4.6x250mm;, 3um), the detection requirements of the customer can

be met under these chromatogrphic conditions.

{# F A JB Ultimate® XB-C18 (4.6x250mm, 3um) , 7ELLEESAET, Rl S & Rl 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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