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Bacterim endofoxin test ofmedical
macrogol 400 berberine hydrochloride

CHEN D an- dan HUANG Q ing— quan, WANG Chun- ren

(National Instinte for the Control of Pham aceutical and B o bg ical Products Beijing 10005Q China)

Abstract Objective The research reviewved bacterum endotoxin test of medical macrogol 400 berberine hydro-
chloride M etho@ The bacteriun endotoxin testw ere perfomed to detect vald dilitbn concentraton and lm it value
accord ng 1o the Ch nese pham acopoeia ed ited 2003 Result The sanplew hich were dilited 50 tines din’t distuib
the bacteriun endotoxn test and the lin it valie accord w ith demand Conclusiort The productm ay use bacterium
endotoxin test
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Tab 1 Results of sensitive degree check 6 .12 .25 .50 3 [3]’
( centration
( batch ofbacterim endotoxin) /BU* mL-! (negative A ’ N ’
nunber) 0.06 a 03 0015 0.0075  control) ’ 0.03 EUs mL"'
0805082 ++++ ++++ - ——-- - — - — - - 0 03
0801221 + + ++ ++—— ———— - - - 003 ’ (
2) , 3
2.3 , 25 50
R 1. 5 EU
2
Tab2 Detemnine results of beforehand interfere test
(dilu tion mu kip ke of sample)
(batch number
of tachy leus ( series) 6 2 3 % ( pos itive (negative
ar dbocyte ysate) (6 tines) (12 times) (25 tines) (50 tines) contol conti)
0805082 Si (Sl sampk negative wntro)) - - - - - - - ++ __
st (Sl sanple positive catrol) - - - b+ ++
2 ('S2 sample negative control) - - - - - - -
2 (2 sanpk positive cantrol) -- -- -+ ++
3 (S3 sanple negative control) - - - - - -
S3 (S3 sample positive cantrol) - - - - -+ + +
08012221 Si (S sanplk negative control) - - - - - - - b+ __
S1 (SI sample positive cantrol) - - - - -+ + +
2 ('S2 sample negative control) - - - - - - -
2 ('S2 sanple positive cantrol) - - - - - .
3 (S3 sanple negative control) - - - - - - - -
S3 (S3 sample positive cantrol) + + - - -+
2.5 2005 XIE , 5 3
. BET 50 3
1.5FU* mL™'
0.06 0.03 0.015 0.0075 FU * mL™' , 3
BET 50 B
0.03 U * mL™' ( ) ,
( 3) , Es 0.5\ )
~ 2.0\ Et 0. SEs~ 2. OEs 50 s s
,
2.6 3 50 50 50

, 0.03 EU* mL ™'
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Tab 3 Interfere test results of S0 times diluent solution
( tachyleus (centration of bacterim endotain) /EU* mL-1 ( resulis)
( series) ( negat ive control)
an docyte lysate) 0.06 0.03 0.015 0 0075 /U * mL~ !
0805082 BET  ( BET water) + 4+ + + + 4+ 4+ -— == -— == - - Es= 0.03
S1 (S1 sample) + 4+ + + 4 - -—--- -—--- - - E& Q 042
S2 (S2 sample) ++ + + + - - -— == -— == - - E &= 0 050
S3 (S3 sample) ++ + + + - - - - == - - == - - E &= 0 050
08012221 BET  ( BET water) ++ + + + + - -—--- -—--- - - Es=0.042
S1 (S1 sanple) ++ o+t + 4+ - - - - [ — Et 0 042
S2 (S2 sample) + o+ o+ + - - -—--- -—--- - - E&= 0 050
S3 (S3 sample) + 4+ + +-- -—--- -—--- - - E& Q 050
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