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Table 1 Changes of various &-1inolem ic acid
along with distillation frequency
/ /Pa_o /% o /%

1 90 20 23 70 5 9 7
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Interference test in bacter ial endotoxins detection of Shenmai Freeze-dr ied Powder Injection
GOU Hong, CHEN G Yi-fan
(Chongging Institute of T raditional ChineseM edicine, Chongging 400013, China)

Abstract: Object To prove the feasibility of bacterial endotoxin test BET) in Shenmai Freeze-dried
Pow der Injection by interference test M ethods Interference primary screening test and interference test
w ere conducted inBET of Shenmai Freeze-dried Pow der Injection to detectw hether the interference existed
or not and to explore themethod of removing the interference Results Therew as inhibition onBET w ith
0.5 EU /mL tachypleus anebocyte lysate (TAL). Interference could be excluded by using 0. 25 EU /mL

TAL ddil ti th I C 1 i Iti f bl t 025EU/ L TAL TAL ith
BET ¢ )
20002809 ( ) Q 25 Q 25
' BET 20021109( ) Q 25 Q 30
20030610( ) Q 25 Q 27
1 20000815 ( ) Q5 Q 42
20010608 ( ) Q5 Q 50
, 30mg/ ( 30mL 20021022( ) as Q 59
), : 20020801, 20020802, 20030403( ) Qs Q 42
20020803, 20021017, 20021105, 20030121, 2.3
20030129, 2.3.1 L):
(TAL) ( ,
), A= 0.25 EU /mL: 20000808 ( (M) 90mg/60 kg= 1.5mg/(kg- h);
), 20000809 ( ), 20021109 ( ), 20030610 (k) 50EU/(kg- h), L=KAM=50
( ); A= 0.5 EU /mL: 20000815 ( ), EU /(kg- h)+ 1.5mg/(kg- h)= 3.33 EU /mg
20010608 ( ), 20021022 ( ), 20030403 ( 2.3.2
) (CSE, MVD): 0.03 0.5
): 12eU/ : 0110222; EU /mL, A 0.25EU/MmL
10EU/ © 0304010 0.5EU/MmML  TAL,
BET ):2mL/Amp, , MVD=CL /A 0.25 EU /mL
: 010719, < 0.03 EU /mL, pH TAL:MVD= 13.32 0.5 EU /mL
6.8 7.2 TAL:MVD= 6.66
250 ,1.5h 2.3.3 : ,
XW —8A ( BET ,
),HHS—112—5 ( S , 1,2,
) 4,8, 'S 0.5, 0.25, 0.125, 0.0625
2 mg/mL
2.1 TAL,CSE : 2.3.4 CSE : S
, 2A ,

2.2 TAL : 2.3.5 TAL © A 0.25EU/ML 0.5
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EU/MmL TAL, S N PC 2 : 1 4 TAL
; CSE PPC , 8
1, 2 BET , A
2 0.25EU/MmML TAL 8 S BET
Table 2 Interference primary screening test results
of Shenmai Freeze-dr ied Powder Injection
2.4
TAL S
1 2 4 8 2000 XI EBET
TAL N PC U SP23BET 3
Table 3 Interference test results of Shenmai Freeze-dried Powder Injection
BET /(EU- mL™ 1Y) NC
TAL Es Et
0.5 0.25 0.125 0.062 5 (w) (s)
010719 + 4+ + + + + + + .- N Q 23
20000808
020801 + 4+ + + + 4+ + + - oo Q21
20000809 010719 + 4+ + + + 4+ + + - - - - .- N Q25
020801 + 4+ + + + + + - .- oo Q 30
010719 + 4+ + + + 4+ + .- - - .- - Q 30
20021109
020801 + 4+ + + + + + - .- - - .- . Q 30
20021109 010719 + 4+ + + + 4+ + + [ - N Q25
020802 + 4+ + + + + + - - oo Q 30
010719 + + + + + + + + - - Q25
20000809
020803 + + + + ++ + + - oo Q25
20030610 010719 + + + + + + + - . . N Q27
021017 + + + + + + + . oo Q27
010719 + 4+ + + + + + - - - Q27
20030610
021105 + 4+ + + + + + - - oo Q 30
010719 + 4+ + + + + + - - - Q27
20030610
030121 + + + + + + + - .- - - I . Q 27
010719 + + + + + + + - - N Q27
20030610
030129 + + + + + + + + [ - oo Q25
3.2 0.25EU/MmL  TAL , 7
, 13. 32 S BET
8
) BET
3.3 BET >0.25EU /ML TAL ,  BET
8 TAL 7 0.25EU /MmL  TAL,
) 8 MVD

3.4



