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Tab 4 Precision of the method ) s 10 d, 0, 1, 3,
No- Cont,% Averag e,% RSD,% 5 10d . 0
1 0. 044 0. 046 31
2 0. 046 ° 10d ’
3 0. 049 , HPLC Po ,
4 0. 045 10%
o 2
5 0. 048
Vo. ,
. 1
DLFN 1 ml 0. 02 mg Tab 1. Stability of lomefloxacin injection under light (4000
. 0,12, 24 h Ix)
R 24 h o Im purity,
. . o . Period, h Appearance p LFN,%
24 LFNE A%t DLFN&) &% 0% 7k G
Initial ~ slightly yellow—green 4.21 < 1.0 10L 5
LFN ( 1 ml 2 mg) 24 slightly yellow —green 4.24 <1.0 100. 1
. DLFN 1 ml 0. 72 slightly yellow—green 4.22 <5.0 95.71
120 slightly yellow—green 4.20 < 7.0 93.88
02mg ) o 240 yellow green 4.21 <10.0 91.70
20 1 :
. DLFN ; 252 mimikie
: 4 12 LFN ., 40, 60, 80C ,
S35 bR IA
2.5 LFNiz fhgfa e Hik 104 0,1,3,5.10d .
L g AdoXk oA
251 5RARGHKIE 0 . 46C . 104,
LFN ( . : 60C . 10d 0
) : 4000 80C, 10d :
Ix ( STH , % , i 2
Tab 2. Stability of lom efloxacin injection against tem perature
Condition Days Appearance pH Impurity, % LFN,%
40C Initial slightly yellow —green 4.21 <10 10L. 5
1 slightly yellow —green 4.21 <10 101. 4
3 slightly yellow green 4.21 <10 101. 3
5 slightly yellow —green 4.20 <LO 101. 0
10 slightly yellow green 4.20 <10 100. 9
60C Initial slightly yellow —green 4.21 <10 101 1
1 slightly yellow —green 4.19 <10 101. 0
3 slightly yellow —green 4.21 <LO 100. 8
5 slightly yellow —green 4.20 <LO 100. 6
10 slightly yellow green 4.19 <10 100. 8
80C Initial slightly yellow green 4.20 <LO 100. 5
1 slightly yellow —green 4.21 <10 100. 9
3 slightly yellow —green 4.20 <LO 100. 2
5 slightly yellow —green 4.19 <10 99. 8
10 yellow-green 2 4.19 <10 99. 4
26 DLFN &% &% & A 420 % ", - -6, 8
14 43~ -1 )4— -

LFN
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Tab 3. Content of DLFN from LFN injection under various conditions (pH, light and temperature)
Light( pH4.5,

Temperature,oc

R e R/
pH DL FN,% 4000 1y) DLFN,% (pH4 5 for 10 days) DLFN,%
2.5 0.15 ini tial 0. 051 40 0. 05
3.5 0.07 1 days 0.52 60 0. 10
4.5 0.05 3 days 4.5 80 0. 25
5.5 0.05 5 days 6.3
6.5 0. 05 10 days 8.9
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00450 , 0. 05% 0. 0410 . - =5
DLFN LFN
. DLFN 8 9% ,
. LFN

° S

[= =]

Tab 5. Assay of DLFN from LFN injection (n= 5) g

Batch No. Cont, % RSD, %
940718 0. 046 3.7
940719 0. 052 3.1
940720 0.041 3.6
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Studies on Stability of Lomefloxacin Hydrochloride

Injection

Zhang Xiuzhi, Zhu Yu', Duanmu He, Dong Shanshi'

Medicinal and Chemical Research Institute; lAnalysis and Computer Centre, China Pharma-
ceutical University, N anjing 210009

Abstract Lomefloxacin hydrochloride ( LFN, 1) injection is stable by proper preparation and
with suitable package, and at the pH value of 3. 5~ 5. 0, under room temperature. In gen—
eral, the content of 2in 11is about 0. 05 , If its pH valueis lower, orit meets with strong
light and long-hour heating, the colour of LFN injection will be darkened and a small amount
of yellow precipitate is formed. The precipitate is elucidated as decarboxylated compound
(DLFN, 2) with no activity against bacteria, It severly affected the quality and efficiency of
LFN. In general, the content of 2 in 1is about 0. 0% , but with improper installation,it can
be raised as high as 7 or even more.
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