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Each substance elutes in sequence and separates normally.
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Cupric sulfate anhydrous AR Macklin
T 7K EAL R i e RIS
Isoleucine AR Macklin
AR vagiiat RIS
Instrument Information
B ER
Instrument Model

Test instruments

M s &Lt

Thermo U3000

FEER K U3000

High Performance liquid chromatograph

RACAT (X

1. Test process:
1.1. Chromatographic conditions:

i kA
Chromatographic
column: Ultimate® LP-C18 (4.6x250mm, 5um)

o
Mobile phase: Buffer-Methanol = 70:30
Tzl G- F=70:30
Flow rate:
Injection volume:
B
Column
temperature: 45°C
A
Detector:
for Uy 2
Detection
wavelength: 360 nm
(ORI GES
Notes /
TR

0.8 mL/min

25 uL

uv

1.2. Solution preparation (V&K ECHI])

1.2.1. Preparation of mobile phase (FizlAHECH]) -
Weigh out 8.5 g of ammonium acetate, 0.7991 g of cupric sulfate anhydrous, and 1.3 g of isoleucine.

El: BRIEDBHM, WREERNAZWAHERART, ARERELTFA, FUEH,
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Add 1000 mL of water, stir until dissolved, then filter under vacuum to obtain the product.

FREUEEIR SR 8.5 g, Jo/KBRIRHR 0.7991 g H A& MK 1.3 g, 111000 mL /K, $EFEM,
€, BIFSZ2 .
Take 700 mLbuffer, add 300 mL methanol, mix well, ultrasonic degassing to obtain.

HY 700 mL 223, HON 300 mL FEE, JRS), @A A ENE,

2. Spectra and data GEEIRIEHE)
(1) System solution spectrum ( & GLiATRIE E)D
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[ 3] [min]
B R
s |ieafk PR 1] VR A T AR -3 (EP) TEE (EP) | ASHFRIE (EP)
min mAU*min %
1 11.318 0.631 0.19 11452 2.78 1.15
2 12.588 1.126 0.33 10452 4.34 1.11
3 14.835 0.463 0.14 11869 6.31 1.19
4 19.685 0.897 0.26 6228 3.02 1.06
5 23.542 333.247 98.07 3610 3.42 0.61
6 27.780 3.457 1.02 14729 n.a. 1.07
B 339.821 100.000 58340.00 19.87
(2) Impurity E solution spectrum (2% 5 E¥& i 1% )
B BREZERE, KRSERXWZNAFRRAE, ARSEKREL 850, FTRH,
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[ [51] [min]
BagER
e |4 B [a] T AR TR AR PR ¥ (EP) SR JE (EP) | ASXTFRIE (EP)
min mAU*min %
1 11.325 4.349 49.80 11353 7.09 1.08
2 14.855 4.385 50.20 10749 n.a. 1.06
JEFIH 8.734 100.000 22102.00 7.09
(3) Diamine derivatives solution spectrum ( &7 A=P¥a Wi <))
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[ [11] [min]
BRagR
FFs g BRI E] I TR A U T AR AR ¥ (EP) SrEE (EP) | AXFRE (EP)
min mAU*min %
1 12.602 11.056 100.00 10430 n.a. 1.04
HA: 11.056 100.000 10430.00 0.00
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(4) N-oxide solution spectrum (N-28ALYE W KD
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s e BB ] ETiTEA] R U T R R (EP) SEIE (EP) | AXFREE (EP)
min mAU*min %
1 19.353 9.360 100.00 9841 n.a. 1.12
B 9.360 100.000 9841.00 0.00
(4) Oxifloxacin solution spectrum (4 VD B2 A s &)
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[ 7] [min]
BadR
P |ig2H5 B[] IR AR T AR R (EP) TEE (EP) | AXFRE (EP)
min mAU*min %
1 22.450 15.834 50.14 13462 6.18 1.00
2 27.768 15.745 49.86 13629 n.a. 1.02
S 31.579 100.000 27091.00 6.18
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3. Conclusion (Zi£)
Using the Ultimate® LP-C18 (4.6x250mm, Sum) under these chromatographic conditions meets the

test requirements.
f§ ] Ultimate® LP-C18 (4.6x250mm, Sum) fEMEESAETR, 2 MhRE R .
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