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Quality Control of Chlorociprofloxacin in Ciprofloxacin Hydrochloride

HE lJieyi, NIE Peng*, HUANG Chunqing(Guizhou Institute for Food and Drug Control, Guiyang 550008, China)

ABSTRACT: OBJECTIVE To establish an HPLC method for determination of chlorociprofloxacin in ciprofloxacin
hydrochloride. METHODS The analysis was performed on a Welch Ultimate Plus Cis column(4.6 mmx250 mm, 5 um) with
gradient elution. The flow rate was 1.5 mL-min!, and the detection wavelength was 278 nm. RESULTS The other impurities
and ciprofloxacin was completely separated from chlorociprofloxacin. Chlorociprofloxacin revealed good linearity over the range
of 1.050-10.5 pg-mL"'(#=0.999 9), and the average recovery was 108.8%, while the RSD was 1.97%. CONCLUSION The
method is rapid, accurate, sensitive, and can be well control the quality of ciprofloxacin hydrochloride.
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Fig. 1 Mass-spectrogram of impurity

PR 2% 2022 48 10 H 55 39 #5719 )

55 BOGH R SRS TROE AT, 5 3 R A
LK 2, EMRHE R KD TE TSN mA
348.090 2, %74 VAR B — 3K

348.0902

100+

%
1

350.0858

3041033 | 350.1127

30.081f

351.0896
2

o u
50 100 150 200 250 300 350 400 450 500 550 600 650 700 750
mlz

B2 ARFFALDEFREH
Fig.2 Mass-spectrogram of chlorociprofloxacin

SBOGT HR it V5 VAR 1 [ 2 i 2020 AF RRERFRER TN
VR A K AR S, A RA IR,
HE SR s ] LA, A O/ BE I ] — B e,
Hizgry £ oMEEAER, ULIE 3,

2L T AN 2 S S TR L, P AR B ]
A 22 min P2 BT SEACHAINVD AL, B 1- AP 5E-6-
F-4-AAC-7-(1-WRIE IS )-1,4- — S WEMR-3-R 1R, 4514
KIE 4, Ze &5 730 CisHisCIN3Os, 43 F
oA 347.80, FHrE s “EhERIMNTP AR FR
YIRIR AR D R [R5 SEra AR
22 HENE
221 EaEEE BRpE 2 2020 4R CERR I
WU E” AP IEI T Ak, R Welch
Ultimate Plus Cis {2 3i%44(4.6 mm»250 mm, 5 um);
L 0.025 mol- L' BEFRIE WL -Z K (87 = 13)(FH = f&
W pH HZ 3.0£0. 1) M SIAH A, VLG M sh
#H B, BEEEVENL(0~16 min, 100%A; 16~53 min,
100%—40%A ; 53~54 min, 40%—100%A; 54~
65 min, 100%A); JHi#E R 1.5 mL-min~'; K%K
k278 nm; AENEK 30 °C; HEREARFR 20 uL.
222 WIRBECH] X RSV AS RS RIL
FARH T 8.160 mg & 10 mL &I H, n<2.2.1”
TR A WP R ZIE, w5, BEe
B 1mL, ¥ 100 mL &Jid, Inisht A %Ef
WRRZE, #5, S,

B W 0 T A RS S AR S S 0004
RS V0 B2 BE 5 805.6 mg(ZH 4 TRV &

Chin J Mod Appl Pharm, 2022 October, Vol.39 No.19 - 2539 -



1-22.907 | FiEiE#1 50% at 22.83 min: 999.96
] 1 £ 50% at 23.00 min: 999 96
600 50.04 283.98
500 E
] 40.04
4001 1
=) ] & ]
300
é ] g30.0—
Aann ] ol
4UV 7] N ]
] 217.13
100 20,0
01 J193.77
-100 '—————————————————— ; 10.0 =
0 10 20 30 40 50 60 70 200 220 240 260 280 300
B t/min - /nm
24.6
PR R-11900 ] SRFRA A 50% at 22.66 min: 998.93
‘ ] SURIRH W 50% at 22.80 min: 998.40
20.0 | 50.0 ] 283.98
15.0
%wm
5.0 , 2-ARFHRYE-22.730
0.0
SY . 100 emeeeeee——————————rrrr
0 10 20 30 40 50 60 70 200 220 240 260 280 300
t/min PK/mm

B3 &l e E A E
ANV X R BB BRI U R U A
Fig. 3 HPLC chromatograms and spectrograms

A—chlorociprofloxacin reference substance solution; B—ciprofloxacin hydrochloride sample solution.
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Fig. 5 HPLC chromatograms of chlorociprofloxacin
A-sample; B—control; C—specific solution.
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