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A A PR3], p 5090325, R 4F:0.5 KU/
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1.3.1 #RMEFALHE FmEAEFELT
YErr e S M) BET KX, k& mR4E LRI
15 min, R E#FER 2.0,1.0,0.5,0.25 A ( ZRAE
FFE)4 ANEEEAREFE, RE AR
HEEHRE.

1.3.2 wmiAFHERMA(L) smz " e B
ERMBHEMBEARLAR ASBAEABANES
1 g, 7230 ~45 min WHIRAE, MARET 2K
FHIHHEZAAESMNE M =1 000/(50 x
1) =20 mg/ (kg « h) (& uriEl A2 1 h 31 h3t
HEATHERFES kg it L), e 4+
AAREHF I RERXTRZOMENFEFRNEZK S
S5EU/(kg - h) , A S my W EERAL=
K/M =0.25 EU/mg.
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BB BREC= ML EP A SEENFERZ
B, LAME RNEFERAL, B 0.25 EU/mg, B ¥
AR EEMN A ¥ 0.5.0.25.0.125.0.06,0.03
EU/mL, 8§ o9 & N AR A BERERE D 2.
0.1.0.0.5.0.25.0. 125 mg/mL.
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NPC # PPC A5l & AT R AL Hr R AL & P %
B2y HME e, EA44AN(37+]) CER
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R LEARAETFITHA &, 5 BRI R 2
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Table 1 'The checking resull of lachyplens amebocyle lysates sensilivity (\)
i WA AR/ (EU/mL) r/
! 5 /(LEU/mL
ERMRST A ) 1.0 0.5 0.25 0.125 (EU/mL)
091149 0.5 +t+++ +HF+ - ——- - - - - - 0.42
090325 0.5 t+++ +H++ ———— - - - - - 0.50
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AT RN SRESTEXN S AF LR
R A TRZER TR, VAR I ik b 3T
F TR 00 M oo BBUE B R AR B 6 B R R A
BB S8R R e iR B KB R £ M BET &
Fr 5T R BB LG 44 e BROR L 4 2.0,1.0.0.5,
0.25.0.125 mg/ml. 89 £ 50 3% s 4k it 47 T 4R
X5

2 ENAKBLAATRARBLLEX

Tahle 2 Resulls of belorehand inlerference lesl lor erealine
phosphate sedium for injection

REA L NRASRA (mgml) L

Py 20 1.0 0.5 0.25 0.125
NPC ——

091149 + o+
PPC ++ ++ +4+ ++ ++

A 2HBRERF,REH2.0~0.125 mg/mL &
BESERTERANSHEASEYRERLLR
TApd)E R LI BER.

2.3 T#HEX%K

BT HARE LR, AR E 42.0 mg/mL
8 4 M BB LI S e A 40,5 EU/mLé) %K
FAFEX TR L3 A TFRABER, TAF
K 5 R B LB 44 69 R A 2.0 mg/mL &), Ks
( A BET K H1% 0 A K AR R BREE L SRR
JATFH4E) 4£0.5~2.00 28, R Et f£0.5~
2.0 Fs( B4R & F R N F RS RA N
S5 R LY JUATF B 48) SE B R, SOA AR
2.0 mg/mLeg 4R S & B S X AN 5 Ml N A EH
BAERBEFR TR
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Tablc 3 Results of interferenee test for creatine phosphate sodium for injection

B AEFEERA/(FU/ml)
e EV 2 3 NC E Ex
BANNT H 1.0 0.5 0.25 0.125 :
BET X + o+ + o+ + 4 - - == - - - - - - 0.50
20000802 ++ + + ++ + - - - - - - - - = - - 0.60
090325 )
20100213 + 4+t + +++ + + - - - - - - - - - 0.42
20100422 ++ 4+t +++ + t- - - - - - - - - 0.42
BT A +++t +++ + + - - - - - - - - - 0.42
20090802 + + + + + 4+ + - - - - - - - - = - - 0.60
091149
20100213 + 4+ 4+ + + 4+ 4+ - - - - - - - = - - 0.50
20100422 + 4+ + + + + + + + = = = = = = = - - 0.42
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2.0 mg/mLéGsk, B RSE % 0.5 EU/mL 64 3%
FpATMEA NS ERE BRERL WA, A3 #
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Detection of bacterial endotoxin in creatine
phosphate sodium for injection

WANG Zong-chun, LUO Li-ping, ZHOU Yan-an, SONG Jin-chun
(Deparlment of Pharmacy, Renmin Hospilal of Withan Universily, Wihan 430060, China)

Abstract; 'The feasibility for detecting the hacterial endotoxin in creatine phosphate sodium for injection via
tachypleus amebocyte lysate test was evaluated. Using the tachypleus amebocyte lysate with sensitivity of 0. 5
EU/mL, the experiment was carried out to study the interference effect of sample’s concentration on the
congregaling reaclivily belween lachyplcus amcbocyle lysale and bacicrial endotoxin, The results showed thal
samples had no inhibitive or enhanced effect on the congregating reactivity when sample’s concentration was 2.0
mg/mL, indicating that the method of tachypleus amebocyte lysate test for detecting the bactenial endotoxin in
creatine phosphate sodium for injection is simple, rapid and reliable,
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