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Establishment of a bacterial endotoxin test for gentamicin sulfate and lincomycin
hydrochloride injection
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Abstract Objective To establish a bacterial endotoxin test method for gentamicin sulfate and lincomycin
hydrochloride injection. Methods According to the requirements of the gel method under the “bacterial endotoxin
test” in appendix 1143 of Chinese veterinary pharmacopoeia (2015 edition), the minimum non-interference dilution
multiples of the sample components were determined based on the interference test, and the methodological
verification and the bacterial endotoxin test of three batches of pilot products were carried out. Results The minimum
non-interference multiple of the test product was 100 times, and the bacterial endotoxin test of the three batches of
pilot products met the requirements. Conclusion The established method can be used in the bacterial endotoxin test
of gentamicin sulfate and lincomycin hydrochloride injection, and the bacterial endotoxin limit is 37.5EU/mL.
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Tab. 1 The results of limulus reagent sensitivity re-check

I N TERIRIE /L
TAL MEU/mL) NC MEU/mL)
1.0 0.5 0.25
1 0.125 ++++ +H+++ - a--- - 0.125
2 0.125 ++++ +H+++ - a--- -- 0.125
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Tab. 2 The results of preliminary interference test

wnl #eS FFEfi
1 50 100 200 300 NC PC
HIF 1 20160401 NPC -- - -- - . j it
PPC -- +- ++ ++ ++
20160402 NPC -- -- -- -- -
PPC -- -- ++ ++ ++
20160403 NPC -- -- . - -
PPC -- ++ ++ ++ ++
HIRA 2 20160401 NPC -- -- - -- . B et
PPC -- +- ++ ++ ++
20160402 NPC -- -- - .- -
PPC -- +- ++ ++ ++
20160403 NPC -- -- . - _
PPC - ++ ++ ++ ++

E: 47 RORPEMERN; ‘-7 RORBAMERN; NPC ARSI PPC AR S BH XS IR NC BT IR PC A FH X R
F3 ST R R

Tab. 3 The results of interference test

=R7wil i) MRS A NC NPC Es Et
2L A 0.51 0.250

FARF 1 BET 7k ++++ ++++ +--- -—-- -- 0.105
20160401 s - +e-- -- 0.105
20160402 At RS -- 0.125
20160403 +4+++ +4 4+ +4-- -—-- -- 0.088

HRF 2 BET 7K ++++ - ---- ---- -- 0.149
20160401 +4+++ + 4+ + +o-- _—-- -- 0.105
20160402 ++++ +4+- +--- .- -- 0.105
20160403 + 4+ + + 4+ + +--- --- -- 0.105
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Tab. 4 The results of bacterial endotoxin test

iAo ki PPC PC NC 4R

N 1 20160401 -- ++ 4 oo TR
20160402 -- ++ ++ -- INTBRAE
20160403 -- ++ ++ -- AINTIRAE

7 2 20160401 -- ++ ++ - NTRRE
20160402 -- o+ 4+ e NTRRME
20160403 - o+ 4+ - NTRRME
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