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Determination of R,R isomer in finafloxacin hydrochloride active pharmaceutical
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Abstract: Objective To develop an HPLC method for determination of R,R isomer in finafloxacin hydrochloride active
pharmaceutical ingredient. Methods The separation was performed on a Chiralpak AY-H column (250 mm x 4.6 mm, 5 pm) with
n-heptane - isopropanol - diethylamine (75 : 25 : 0.1) as mobile phase. The flow rate was 1.0 mL/min with injection volume of 10 pL,
the column temperature was 35 °C, and the detection wavelength was set at 295 nm. Results Finafloxacin hydrochloride and R,R
isomer had good linearity in the ranges of 101.2 — 813.1 ng/mL and 115.6 — 817.8 ng/mL. The average recovery of R,R isomer was
100.31% with RSD 1.1% (n=9). Conclusion The method is convenient and accurate for split check of R,R-finafloxacin
hydrochloride isomer, which can be used in quantity control for finafloxacin hydrochloride.
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Fig. 1 Structures of finafloxacin hydrochloride and its

isomers
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Fig. 2 Chromatogram of system suitability test
24 FIATEIRIE

R AR IS vb AR oS &, A 3
1 0.1 mol/L R LWEEE, 11 60~65 “C/KAEH I
1 hy A 3% 0.1 mol/L A8 2/ 5, 1
60~65 CAEBHIN# 1 hy 7E 60~65 CAKRIEM
HO1 hy I 30%I AR 3 T, AR SR
0.5h; E 4000 Ix 658 FOGH 3 do B EIRBEIA R
5 J5 WSO RE AT . Faa P LR 3

SERRW], SRRV AR k. ik
IR TR E, AR W RR BURRIAR . )
Hahns EPR. BRERIR AT N A U Rg A G I, (R
W, R,R B SRR IR . 35 4 i VE 5 R.R T
PRI ek BT L 40 5, X R,R L RAR A A
L.
25 LMXRER

WERRRARIS Y BT IR G B, RS RRE, H
AR IR TR BE 20 0 101.24 2014,
406.3. 605.1. 813.1 ng/mL ] R HN . K
B FON) SR S 10 uL, A0 B AR,
HEREIE , Il g B DA IR PR bR, T
WE AR, BEATZPERNA, AT Y=
—1.76+2 81822 X, r=0.999 8. 45 HKH|, hii:
VL ELAE 101.2~813.1 ng/mL 55 I IR (K 267 5% &
R4f.



E30H BHTH 201547 A - 807 -

AR FEwH %A  Drugs & Clinic
A
§
_..IL.!_.A.- L
B
C
P L
D
o \\
E
1 L
0 5 10 15 20 25 30
t/min

A-TRIFEME B-TFFME  C-IMFRM D-sioCIREEMR  E-AUIL PR

A-acid degradation B-alkaline degradation C-high-temperature

degradation D-light degradation E-oxidative degradation

3 ARG BIEE

Fig.3 Chromatograms of destructive tests
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Table 1 Determination of R,R isomer in finafloxacin

hydrochloride active pharmaceutical ingredient
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Fig. 4 Chromatogram of finafloxacin hydrochloride active

pharmaceutical ingredient
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