, s (1. , 310013 ;2. { 310006)
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, ’ 1.0 mgemL™'
, 0.5EU/ mg.

>

:R927 .12 ;R979 .1 ‘B :1007-7693(2004)03-0215-03
Investigation of testing method for bacterial endotoxin in carboplatin for. injection

CHEN Ai'ying1 , CHENG Lan? , YIN Shu—jun3 (1. Zhejiang Academy of Medical Sciences, Hangzhou 310013, China ;2 .
Affiliuted HosPitul of Obstet rics and Gynecol()gy , Medical College , Zhejiang University, Hungzhou 310006 , China)

ABSTRACT :OBJECTIVE To establish the bacterial endotoxin testing method ( BET) for carboplatin for injection. METHOD

The test was conducted according to the method included in the Chinese Pharmacopoeia 2000 . Rabbit method for pyrogens was also
done compared with BET method. RESULTS The carboplatin for injection neither inhibited nor enhanced the test when the concen-
tration was below 1 .0 mg* mL~ '\ Testing limit of bacterial endotoxin was 5 .0EU+* mg™' . CONCLUSION Bacterial endotoxin in

carboplatin for injection can be determined with BET method instead of PM method.
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(carboplatin for injection ,CAP) 60 kg S 0.5EU" mg'l;
. DNA, , 2000 ,CAP S5mgekg ',
, ( ) L= K/M =5EU-"(kg*
, h) " '/5mg(kgeh) ' =1.0EU* mg™'; 26
t , CAP 0.54EU"mg ' .
. . , , CAP 0.5 Eurmg ' .
2.3 (3.4]
1 (» 0.03EU*mL"' ~0.5 EU* mL"! ,
, 020110 020116 020123 020523 CAP  0.5EU*mg’! .
020529 020606 , 100mg/ ( Cpax) ( Cmin)
; (TAL) A: (N 0.5 EU-mL"", Chax = Mpax/ L=0.5EU* mL™!/0 .5EU* mg" ' =1.0 mg*
0.1mL/ 020516 , ;TAL (B) : L !
. -1
A 0.5 EUsmL"", 0.1mL/ -, 20021022, Crin = M/ L=0.03EU* mL" /0 .5EU mg"' =0.06 mg"
(BET) : L !
0112050, 5mL/
’ (1.0 mgemL™") : ,
2002-7 , 150 EU/ .
R XK95-B, R
, DK-8A,
18 N 2.0~2.8kg, (0.06 mg'mL’]).,
] 2.4 CAP
2001001 , 2001001 . 2000 3= 23
2 1 .0mgs mL"'( 0 ),
2.1 TAL 0 SEUS mL
(2]
; TAL , Es=lg '( Xg/4) E=lg"'( ZX/
4) , X X
2.2 CAP
(lg) ;
L=K M, L e Et
EU* mg™' ; K .
’ ’ Es 0.5~2.0A ,E, 0.5~2.0)
K 5 EUs(kgah) "' M .
s CAP 1.0 mg*mL"
4 mg*(kgeh) ™'
, 600 mg ,
1
Tab 1 Results of interfere tests of Carboplatin for injection
(EU*mL™ ")
1.0 0.5 0.25 0.125 Et B
020516 BET o + Yoo - Yoo - b4 0.50( Eg)
020110 + + + + + + + + +- - - e e e - - 0.42(E)
020116 + + + + + + + + - -+ - - - - - - 0.35(E)
020123 + + + + + + + + - - - - - - - - - - 0.50(E)
20021022 020110 + o+t + o+ +o - - - - - - - - 0.35(E)
020116 + + + + + 4+ + + - - - - - - - - - - 0.50(E,))
020123 + + + + + + + + - -+ - - - - - - - 0.42(E)
2.5 ( ) ( ) 0.5EU- mg™ ' , 6 CAP
(2] , CAP 1.0mg*mL™", , e 1
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mL  Smg , Smgrkg '(kg )
) , 2.
2
Tab 2  Results of bacterial endotoxin and pyrogen testing in

carboplatin for injection

( 0.5EU-mg™ ')

020110
020116
020123
020523
020529
020606

3
3.1 , CAP
0.5EU-mg™ ", 1.0mgemL™" ,

3.2 0.5EU*mg"'
CAP ,
[1] ['S$1.2000:136- 137.
[2] [S1:2000: XIE.
[3] [J1.
1997 ,32(2) :72.
[4]

[J]. ,2000,1(2) :43 .
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