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Bacterial Endotoxin Test for Clofarabine Injection

CHENG Chunlei', GAO Tianqinz(I.Shandong Institute for Drug Control, Jinan 250101, China; 2.Shandong Binzhou Medical
College Affilated Hospital, Binzhou 256603, China)

ABSTRACT: OBJECTIVE To establish bacterial endotoxin test method for clofarabine injection. METHODS The experiment
was carried out according to the bacterial endotoxin test method indexed in the appendix of Ch.P(2005) Vol II. RESULTS After
dilution 4 times, clofarabine injection showed no interference in the bacterial endotoxin test. The bacterial endotoxin tests of 3
batches of samples were all up to the standards. CONCLUSION  The bacterial endotoxin test method can be applied in the quality
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Tab 1 The result of preliminary interference test for TAL endotoxin and clofarabine injection

FE AR5 4
TAL PE VO e NC PC
4 8 16 32 64
0604102 0710111 NPC — _— — —— —
— 4+
PPC ++ ++ +4 +4 ++
0710112 NPC —— S — __ L
— 4
PPC ++ ++ +4 +4 ++
0710113 NPC —— S — __ L
— 4
PPC ++ ++ +4 Tt T+
0609280 0710111 NPC — __ _ __ L
— 4
PPC ++ ++ ++ Tt T+
0710112 NPC —— _ __ __ L
— +4
PPC ++ ++ ++ Tt T+
0710113 NPC —— _ __ __ L
— +4
PPC ++ ++ ++ Tt T+
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Tab 2 The result of formal interference test for TAL endotoxin and clofarabine injection

TAL - I P 5 K Y /EU-mL ! o .
1.0 0.5 0.25 0.125 0.06 NC

0604102 0710111 / ++++ ++++ - —_ —— 0.25
0710112 / ++++ ++++ - —_ —— 0.25

0710113 / ++++ +4+4++ —_—— —_ —— 0.25

BET/K / +4+++ ++++ —_— . — — 025 0.25

0609280 0710111 ++++ ++++ - - / —— 0.5
0710112 ++++ ++++ ——— —_ / — 05

0710112 ++++ +4+4++ - —_ / — 05

BET/K ++++ ++++ ——— . / — 0.5 05
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Tab 3 The bacterial endotoxin test for clofarabine injection

TAL B NPC  PPC  [HME I 4iRHE
0604102  o710111 —— ++ ++ ——  FFEHE
0710112 —— ++  ++ = FAEME
0710113 —— ++ T ++ —— oM
0609280 0710111 ——  ++  ++ —— o
0710112  —— ++  ++  ——  FFEME
0710112 —— ++ ++ ——  FEME
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