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The Bacterial Endotoxins Test of Gatifloxacin M esylate for Injection Experim ental Study

TI AN Jingl , YAO Zhi (1. The Sixth People’ s Hospital o f Hangzhou, Hangziou 310014, China;2. Zhe jang Institute for Food and
Dmg Contwl, Hangzhou 310004, China)

ABSTRACT: OBJECTIVE To study the bacterial endotoxin test for gatifloxacin mesylate for injection using tachypleus amebocyte
lysatt. METHODS By interfering test, the inhibition/enhancement action of gatifloxacin mesylate for injection with limulus lysate
was studied. RESULTS The interference between the sample and the relative TAL was elim inable when the sample was diluted 500
Lge mL ' or83.3 Ugs mL ~'. CONCLUSION The result of bacterial endotoxin test of gatifloxacin-mesylate for injection is the
same as that of the pyrogen test with healthy mature rabbits.

KEY WORDS: gatifloxacin mesylate for injection; tachypleus amebocyte lysate; bacterial endotoxin test
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EU* mL' =120 ,MVD(A=0.06) =40 mg* mL™' x0.75

EU* mg ' +0.06 EU* mL' =500
[1]

2.3
2.3.1 TAL
, (030914) ,
1, 2 )
2 ( PPC)
1, 2,

1 ( 0310102)

Tab 1 Screen test of inhibition or enhancement test for

gatifloxacin mesylate for injection( 0310102)

030914
PPC

30 - - - -
60 - -
120 -

Do+ , -

Note: +: positive, - : negative
2 ( 030416)

Tab 2 Scren test of inhibition or enhancement test for

gatifloxacin mesylate for injection ( 030416)

030914

20 - - - -
40 -+
80
160 - -

+ o+ o+ o+
+ o+ o+ o+

S =2

>
Note: +: positive, - : negative

3 (1:80 , 0310102)

1 , 0310102TAL,
1:30 TAL ,1160.1:120
2 , 030416 TAL,
1120 TAL ,
1:80 TAL ,1:1160.1:320.
1: 480
2.3.2 TAL
BET , 2A. 1A 0.50.0.25)
, 0310102 ,
80 (500 Hge mL™') 0.5,0.25,0.125,
0.0625 EU* mL"' ;
030416 , 480 (83.3
Lge mL™") 0.12,0.06,0.03,0.015 EU* mL"'
, 4
BET ;
3, 4.
, 2.0\ ,
0.25\ , ,  BET
Es
2.0L~0.5\ Bt 0.5Es~2.0Es ,
2.4
( 030914.030915.030916)
500 Hge mL™', 83.3 Uge mL™'
(2005 )
, .3

Tab 3 Results of interference test for 80-fold dilution gatifloxacin mesylate for injection ( achypleus amebocyte lysate 0310102)

(EU* mL™")
Et /Es
0. 0.25 0.125 0.062 5
BET Fah N - - 0.25(Ey)
030914 + + + - - - 0.42 (E)) 1.7
030915 + + - - 0.35 (E)) 4
030916 + o+ - - 0.42 (E)) 1.7
4 , -
Note: +: positive, - : negative
4 (1:480 s 030416)

Tab 4 Results of interference test for 480-fold dilution gatifloxacin mesylate for injection ( achypleus amebocyte lysate 030416)

(EU* mL™ ")
Et/Es
0.12 0.06 0.03 0.015
BET + o+ o+ o+ o+ - - . 0.06(Ey)
030914 + 4+ + + + o+ + o+ + o+ - - - - - - 0.042(E,) 0.71
030915 + + + + + + + + + - - - - - - 0.042(E)) 0.71
030916 + + + + + + + + + - - - - - - - 0.050( E)) 0.84
Lot , -t
Note: +: positive, - : negative
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