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Establishment on Bacterial Endotoxin Test of Urinary Kininogenase for Injection
SUN Yun(Zhejiang Armed Police Corps Hospital, Zhejiang Jiaxing 314000, China)

ABSTRACT OBJECTIVE: To establish a method for bacterial endotoxin test of Urinary kininogenase for injection. METHODS:
According to the requirements of bacterial endotoxin test stated in Chinese Pharmacopoeia (2010 edition II ), interference experi-
ment and bacterial endotoxins test were carried out among 3 batches of Urinary kininogenase for injection with tachypleus amebo-
cyte lysate (TAL) from 2 different manufacturers. RESULTS: The interference on bacterial endotoxin test can be excluded when
sample was diluted to below 0.000 75 PNA/ml. CONCLUSIONS: Bacterial endotoxin test is applicable for limit test of bacterial en-

dotoxin for Urinary kininogenase for injection.
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Tab 1 Recheck results of TAL sensitivity test
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5 A, EU/ml
1 0.50 0.25 0.125 0.0625
1212081 +Ht it - B 0.25
120412 +t et - - 0.25
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Tab 2 Results of preliminary interference test of sample (1=
0.25 EU/ml)
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Bl 0003 00015 0001 000075 0.0005 0.000375
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ppC - - - ++ ++ ++
31205161 NPC - - = - _ 44
PPC - - - ++ ++ ++
N84T NPC - - - - - oy
ppC - - - ++ ++ ++
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PPC - - - ++ ++ ++
3205160 NPC - = = - - o
pPC - - - ++ ++ ++
N8I NPC - - = - - T
PPC - - = ++ ++
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Tab 3 Results of interference test of sample(1=0.25 EU/ml)

5 HEHRIIE EU/ml e BEop
A A 05 025 0125 00625 EUMm
1212081~ BET/K B = = = S E=025
311205131 b - - E=025 1.0
311205161 e —+—- -— E=022 0.88
321208141 A — — E=025 1.0
120412 BETK B = = = S E=025
311205131 b - - E=025 1.0
311205161 e -— — E=025 1.0
321208141 A — —— E=025 1.0
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Tab 4 Results of bacterial endotoxin test of sample

it5 N
, - ML PNA/ML NPC PPC PC NC
Bl KA
120081 311205131 000075 — ++ ++ _
311205161 000075 - ++ ++ -
31208141 000075 — ++ ++ -
20412 311205131 000075 — ++ ++ -
311205161 000075 — ++ ++ -
321208141 000075 - ++ ++ -
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