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Content Determination of Bacterial Endotoxin in 4 Kinds of Heat-clearing and Detoxifying TCM Injections

by Kinetic Chromogenic Assay
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ABSTRACT OBJECTIVE: To set up the method for quantitative determination of bacterial endotoxin i
and detoxifying TCM injections. METHODS: The kinetic chromogenic assay (KCA) met
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e determination
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curve were conducted. The non-interference

conditions included detection temperature (37 = 0.5) °C, detection wavelength 405 b ce (4) 0.1, and reaction
time 3 600 s. According to photometry method and guidance principle genera 0 ba erlal endotoxin test in 2015 edition of

concentration of 4 type (Qingkailing injection, Compound

Chinese Pharmacopoeia (part IV ), reliability test and 1nterf@

injection) was determined and quantltatlvt
coefficient » of standard curve s\0.989

Shuanghuanglian injecti

injection, szhlhuang injection and Shuanghuanglian

n of bagterial endotoxin was also conducted. RESULTS: The correlation
1 ng injection, Compound Banbianlian injection, Yinzhihuang injection and
dn’ §intgrfere®with the detection of tachypleus amebocyte lysate in 200, 125, 75 and 12.5 times and

vel. The recoveries were 50%-200% , and the contents of bacterial endotoxin in samples were 1.66,
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BLENDER i iR 37 1 & i (R AR MEAER ) o
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T8 T 23 0 SR (I B 48 iR 20l A BR S | i
1608041 ,16071102 16040401, ¥iA% : 10 mL/3¢ ) ; 52 J72F
300 T SR Tl g (] O 25 A BR A | 52 161201
170401 ,170701, B : 2 mL/37 ) 5 B AE 2 T ST (it 24
AV AEFATBRZ A 415 170611D1,1706) 2D2, 1 n %
HIRG : 10 mL/37 ) 5 XU 1 56 9 ﬁ s
BR 22w, 45« 16020214 16 “ 0%413, %Mﬁ 20
mL/3) s 40 #Enh (CSE, it %5 : 150601-
). éﬂilz]li]a%‘?ﬁéﬁﬁm(BET
7K, A 160001-201704, KiA& - 5 mL/ ) Bk T =
B2 S E DF AT BE s KCA #3871 (AL 5+ 1604220, #1
#%:0.35 mL/3Z , YL : 20~0.01 EU/mL) 41 18 P 75
Z A AR (A5 : 1510080 ) 347 54 Y5 T 6 VT 42 3 Hr A=
YA BRA
2 FHik
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AN N EE R (L) =K/M, K 9 N A5 T v o i
B /IN B AT 2 A2 W R R A T PN BE R IR TR AT K=5
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2.2 kR LRI MR
Z: B KCA #1045, 3 2015 4F i H [=] 24 L)
(DY) J7 i HE, BUCSE 132, i BET 7K 800 pL, i
JEPR 5 15 min; BUGE &, F BET K Fi B A% 1.0,0.1,0.01
EU/mL 3 MR, [R] i % B M B A . 5 IOKCA 4
1,/ 0.35 mL BET /K , S840 . B L& CSE & 41ik
JE TR Wb R A% 25 L, i 2= SO b R
YA L 3 4L, BIPEXT BRSP4 T 2 fL. SRATKCA, K
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H33975s), RMNELENCVII<10%. AW, brifE
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*1 KCAREMEHMATEERIEER (n=3)
Tab 1 Results of reliability test of standard curve by
KCA(rn=3)

MENEZEE EU/mL T MANEZLME, BU/ML v, %

O(FHHERSTE) >3 600 <0.0083 0

0.01 33975 0.00979 1.98

01 14775 0.10441 034

1.0 672.5 0978 63 0.95

BT HIAEER
T R 230 S 1 S v M T
XLV VE ST A3 7E 200,125 .75 12,543 J DL T e B At
ISR AE 50 % ~200 % , R TR 2R B AT BCT AN FEAERYS
SR B BT HAER . B, o7 DU 4 R 560 i
KICTHH 4> 51K 200,125 .75 . 12.5 4%, 12 4ttt it
TR L5 W 2.
3.3 HiXBPAEANZTEHNNE

1 FH 28 900 e 5 s 0 A 1% s o 2k (bl £ AR
1g7=2.842 4—0.3511gc, r=0.999) 43 B3 4 4~ b Fh A
W R TR T A N s = & i, 4528, &4
AT A B N T 2 i CV 1Y < 10% ; i AT S T
>3 600 s; fER R TC THLIHR % BE R
BESCI {4 <0.008 3 F /m% PR R S
S ESUBURE TR LT kN A DL 34 T SRR A B

3.2
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HRUE A, BATTERC DK R S S pateE
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Tab 2 Results of interference tests of 12 batches of
samples(n=2)

" MVD(LIN=001  HEdh  IRERENE R Cv,
Pk & Etj/iLiJr) f*@éu ;T%EEH?L?:L Eg FATs ?Eqi %
AR 200 16080401 / 25 >3600 -0
0.1 5193 979 231
/ 500 >3600 -0
01 500 188 4458 44
/ 100 >3600 -0
0.1 100 1731 528 005
/ 200 >3600 -0
01 00 152 07 487
16071102 / 25 >3600 -0
0.1 B 1846 B8 19
/ 500 >3600 -0
01 50 178 4810 287
/ 100 >3600 -0
0.1 00 1619 5762 04
/ 200 >3600 -0
0.1 200 1473 8369 029
16040401 / 25 >3600 -0
01 B 18 4497 088
/ 500 >3600 -0
0.1 500 2037 BA 0T
/ 100 >3600 -
0.1 100 2 Yo 3
0.1 E ) BN 560
YIRS ih 500 oc ®75 0 >3600 -0
6_ 0 51907 4012 672
/ 15 >3600 -0
a 01 5 1593 6694 39
/ 250 >3600 -0
0.1 B0 15 W12 219
/ 500 >3600 -0
01 500 1483 807 12
170401 / 75 >3600 -0
01 7519 5134 564
/ 15 >3600 -0
0.1 15 1654 6014 01
/ 250 >3600 -0
01 B0 144 836 597
/ 500 >3600 -0
01 500 1497 7992 015
170701 / 75 >3600 -0
01 751859 416 8l
/ 15 >3600 -0
01 125 171 528 191
/ 250 >3600 -0
01 250 155 7169 268
/ 500 >3600 -0
01 500 1438 8966 16
WA 300 170611D1 / 375 >3600 -0
01 375 1838 438 19
/ 75 >3600 -0
01 51 B2 36
/ 150 >3600 -0
01 150 1552 7201 38
/ 300 >3600 -0
0.1 300 1471 8% 84
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AR IHE , KB E I R AN Rk
o BRI T REASRERS A TS PR AR E R 2y
SRR AT T A N R . AP B 4 Fhep 253
SRS JE T RS BT ST RSN T A X 4
Tofr vy 27 SRR 75 B 2 TR N B 3 T G DA R R i 2 TR
WRER O . 4550, BRSPS N4 8 N 8 25 RIBeR Y
TE50% ~200% , 2 H J7 I HERG . RSNG4 B 5 v
P N 75 2% Y e I T RLE A BR A, S AT
4 Fpf 5% J*Fﬁ%ﬁa{ﬂ"{wiﬁﬁﬁﬁf 4k %*ﬁ% S (E)
ARG AN R A TR ABESE ttﬁuﬁu%séfﬁﬂlljﬂa
UGG JE R R A R IR A it — 2R AR
W2 IR A 2% B ASTR , © A SCHRGE 1Y
PRAIMGEIN Jr 7 | BASIE F T 5 2 v 2 3 S 9 ),
R 5 i i 5 2 , 75 Z R e e, A as fr
SR FH ARSI 7 i, 9t R R T B, ROR fi ik T i a4 A
LA e BE Y LT, AT ARSI 20~0.01 EU/mL HeBE AY 4 T4
WHEEZR . HARBRIGES Rl A, i PR F B A&
REE  HAEK S A R A MVD, /N F MVD [ R
BT S TAEE THAER . BAEBRIR RIVE B
CSE I, BISCRIA R AR , 45 i e .
S 3CHEk

gk2
Continued tab 2
X MVD(LIN=001  ffEsbih  FRERENE B v,
ﬁtﬁt&zﬁf\ EU/ mL'H') 1%@; ;]gfg?g\]/li ﬁg ?ﬂ] Ts g,qu %
170612D2 / 375 >3600 - 0
0.1 315 1739 5213 1.05
/ 75 >3600 - 0
0.1 75 1492 80.66 293
/ 150 >3600 - 0
0.1 150 1454 86.91  1.65
/ 300 >3600 - 0
0.1 300 1484 81.92 211
170613D3 / 375 >3600 - 0
0.1 315 1874 219 421
/ 75 >3600 - 0
0.1 75 1522 7628 249
/ 150 >3600 - 0
0.1 150 1439 8945 565
/ 300 >3600 - 0
0.1 300 1463 8539 404
TREETEAHR 100 1602021 / 25 >360 - 0
0.1 125 1459 85.98  3.69
/ 25 >3600 - 0
0.1 25 1398 9723 6.12
/ 50 >3600 - 0
0.1 50 1401 96.61  1.58
/ 100 >3600 - 0
0.1 100 1406 9561 0.1
1604363 / 125 >3600 - 0
0.1 125 1427 91.63 219
/ 25 >3600 - 0
0.1 25 1416 93.65
/ 50 >3600
0.1 50 1393 98.10 018
/ 100 >3 600 S
0.1 098
1604413 > 00
l 52 8720 325
>3 600 -
‘ 0.1 1421 9269 5.12
/ 50 >3600 - 0
0.1 50 1388 99.15 089
/ 100 >3600 - 0
0.1 100 1398 97.11 029
FE: P FOR KU N TR 25— FoR ORI “CV7 IR 07
RIS
Note: “/” indicated no bacterial endotoxin was added; “—" indicated

no data;the number of “0” in “CV” item indicated no variation

LR, TR] S 8 Y R 2 | WP R T M 2 A I e
FEHUE A, T MBI BUR Pk IR | P
TR RIS RIS R BRI S, AR
TS O R R BRIt R IR G SR M 1Y)
HiEAZ

A Al U EGER , 25T = N = 1
MRS IR R E R ER . AR RIE , KR
B BAT RN IR A T N B SR PR B AT RS R
MRS  TEAR RN ARG R PSR . 7
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