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Establishm ent of the Quality Standard for Bacterial Endotoxins Test of Carbazochrome Sodium Sulfonate

Injection

YAN Yuan-yuan , CAO Dian-sheng , DING Xiao-fei (1. Liaoning Institute for Dmg Control, Shenyang 110023, China; 2. Dan
Dong Yi-chuang Phamaceutical Duty Co. , Ltd, Dandong 118000, China)

ABSTRACT: OBJECTIVE To establish the quality standard for the bacterial endotoxins test of carbazochrime sodium sulfonate in-
jection. METHODS The experiments were carry out according to CP2000 ( second version) . RESULTS The interference factor
could be elim inated by diluting carbazochrime sodium sulfonate injection one times, and it is feasible to test the bacterial endotoxins by
using TAL(0.25 EU* mL'). CONCLUSION The bacterial endotoxins test method for carbazochrime sodium sulfonate injection
can replace the test for pyrogens.
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1.1 1.2.1 (L)
s 100 mL: 60 mg s 1 mL
0.9 g, 040315, 040317, 040319, 0.5 EU,
, 1.2.2 ( MVD)
040320, 0.1 mL, 0.25 EU- mL™'; MVD =L/A=0.5 EU* mL"'/0.25 EUs mL"' =2
. 0406092, 0.1 mL, 0.25 EU* 1.2.3 { %2000 (XI
mL", : s E)— . V2
0409030, 2 mL. : 2004 s 0.5 EU
-5 180 EU/ + mL"' . 0.5
EU* mL"' , , ,37F1C
1.2 1 h,1 h . 1.
1
Tab 1 Results of bacterial endotoxin test
/mge mL™!
040315 - - - - - - + + . .
2 - - - - - - + + + +
040317 - - - - - - + + g .
2 - - - - - - + + + +
040319 - - - - - . 4+ + . .
2 - - - - - - + + + +
s 2 0.5,0.25,0.125,0.06 EU* mL'l,
s 2 o 2
1.2.4 4 %2000 (XI'E)— 0.5,
| 0.25,0.125,0.06 EU* mL", s ,37
2 s 1C I h,1'h . 2.
2
Tab 2 Results of interence test of Carbazochrome Sodium Sulfonate Injection
/EU* mL"!
0.5 0.25 0.125 0.06
o+ o+ - -
040315 ++ + + + + + - - - - - -
040317 Wt + o+ + + + [ - - - - -
040319 + o+ o+ - -
+ o+ - -
040315 o - -
040317 oo+ - -
040319 NE T - -
2
2 [1] Ch.P(2000) Vol II ( 2000 )[ S].2000:
3 86,204.
2 :2006-05-26
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