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Test of Bacterial Endotoxin for Tanreqing Injection by Gel-clot
Method and Kinetic Turbidity Method
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Abstract: To explore the method for the determination of bacterial endotoxin in tanreqing injection, according to Pharmacopeia of
PRC: Volume IV (2015 edition) , the limit for bacterial endotoxin was determined and at the same time, Adopt gel-clot and kinetic
turbidity method for the determination of the bacterial endotoxin in the tanreqing injection were applied. The result showed that the
interference effect to the limulus amoebocyte lysate test was excluded in the gel-clot method, when the samples were diluted to 48
times or more, but in the kinetic turbidity method, the samples should be diluted 240 times or more, and the recovery of the
added endotoxin in the samples was within the reasonable range (50%—200% ) . Both methods are suitable for bacterial

endotoxin test of tanreqing injection.
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MRRKREFHEARAF).
1.2 a5 A

RGN (L 250 By A BRA
HEE. 1604117, 1612321, 1612205, k% . 10 mL/J) ;
M AN TR TAEARAES (B 5 25 R e E o
B, 5. 150601201681, #L#%. 80 EU/%, id
9 CSE) 5 iR 1 (L5 1609222, Frm 2 HUE
N 0.125 EU/mL, ¥ #%: 0.1 ml/3%, it WK
TALL) . #i&K7 2 (#L5: 1507011, #row R %
N,: 0.03 EU/mL, ¥ #. 0.6 mL/3%, it W
TAL2) . 407 N3 R kA 7K (4it5: 1609210,
HiAg: 50 mL/jff, WHEER T <0.003 EU/mL, i
b BET /K), S50 B eV R 5 A4 0 BR 2 7 5
i 4R ML 25 250°C T4 KB 120 min D) |, HAth
LY 2 TCIRIR AL B

2 HiEEER

2.1 | NAEERRIRAA(L) 69 % %

o (e N RIEFE 25 . pUsg) (2015 4F
RO SR L=K/M, Hid, K T e ik
AN R R AT Z N R R A, IR
RN RN N B R BI(E, SR Kl
5 EU/ (kg - h) 5 M A SO BT 5 1R 5 2 4
INBF R R o, SRR R 1 h (4% 1 bt

ANB AR DL 60 kg 1. 5 HE T SR B T &
WK 5o 40 mL. fIlA 5% i % B 13 569 1 5%
0. 9% FALFN T T 50 ~ 500 mL ki, 4L
FEHITE 60 %/ min LAY (LA 20 H/mL 1), #y3 h
T 6. i AT R0 8 BRI A S U I R e K )
HH: M=40/(60 x3) =0.22 mL/(kg - h).
Horr, 59 7 %5 0 1 59 R 0. 9% AL BN TR
f L35 0.5 EU/mLY . R, W] 453 47K &

(ONCE =3 FNEVF
L ={[5/(40/(60x3))] x40 =500 x0.5}/40
=16.25 EU/mL.

ETA SR AL I R 2588 A A b A 7 5
BR1, LRUE N =TS MR NN T
16.25 EU/mL.

2.2 Bk
2.2.1 BAARBBEENHL

TALL 1 TAL2 R E AT E AT (hie
ARIEAEZ ) M sk, L2 F 5215 F
AL, TALL Rl TAL2 f5 KA W BEf5 50 (MVD)
A3k 130 F1541.

2.2.2 THWER

I BET ACKH it (415 1604117) 43 B
Beh6, 12, 24, 36, 48, 60, T2 fE &5V, 1F
RS, 10k NPC. 4% Bk ikl & & f
2\, (0.25 EU/mL) NREZ 1 LR R A0, 1At
AR BEYEXT R, 008 PPC; LA 2N, N R bR
WAE R FAPEXT IR, 1028 PC; DL BET JK A Ry B PR X
B, ok NCH''. NPC 5 PPC RFIK WA & 7
g2 AT, PC 5 NC IR 2 AT, 4%
B RS 0.1 mL TALL %3 % B2, 37°C 443
60 min. Z5HRILFE 1.

x1 BREFTHMIELER (n=2)

e S
RINEW — LIS PC NC
JHR 1:6 1:12 1:24 1:36 1:48 1:60 1:72
NPC - - - - - - - - - - - - - - - - + + - -
PPC - - - - - - + - + - + + + o+ + o+
TE: 1) " +7 FRRREHK, N, ANEBERTE; 2) “ -7 FRRI BB A R TN RE Y%, £ 2 A,

ML A, s b n] BE S5 I TAL e
W, % TAL BT AR A £ B R 48 1
Ja, THAERIERR. P, SRATEER AR /AT
PR BEAR LN 48, nl Rt AT TS 5.

2.2.3 FHhmn

MR T P S 30 25 R, Bt A 3, A
BET 7K #i B i 48 £ )5 % F. B 1 32 CSE, H] BET
KRR, RS IE R 1 20 £55 BRI CSE
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R F B A & Sk 2.00, 1.00, 0.50,
0.25\,, YEMHRS PHPEXT BRI B 1 % CSE,
H BET /K#i BERL 4 A~ & w B PR HEVS W, BP 2. 00,

1.00, 0.50, 0.25X,.
W NC. - Bk R AN A A & A 4 SO AT

LA BET 7K AE Ay BH 4 %) B&

BAYEXS At 2 SOPATE. AnEk 2 PR,

£2 BRATHEBLER (n=4)

AMMAN R N TR A&

P 2,001, 1004, 0.504, 0.25, ne
BET 7k + 4+ o+ o+ -——— -——- - -
1604117 ++ + + ++ + + - - - - - - - - - -
1612321 ++ + + ++ + + + - - - - - - - - -
1612205 ++ + + ++ + + + + - - - - - - - -

M2 FTRVEH, NC I REFIPE, BET /K4S
R5 TALL R E AR 8 ki B 48
fi e, xR RO T HUE TR R, A5 R—R T
L, fFEnERLE.

2.3 FHEREX
2.3.1 MWW NEFFARE & E SR AT

Bl 32 CSE, H BET /K¥f# . TRSIFFRBERA &

H5410.000, 2.500, 0.625, 0. 156, 0.039 EU/mL [

FIWWRERI, LA BET KA NBATERIR. %50 1 mL
ARG A 0.1 mL TAL2 #3 SOR A, TR
(TEENLREG ), 7 EIHE AL AN RER DI E ()
HRBEA TR, AR P O 660 nm, B E
OD 730.02. F— 5 A3 P47, FAYEXS IR 2
AT NSRS R g C yAZE, PR
L TRIEIE IR g T oS, BEAT 108, 49
HRTrRE, edibrEihz. 48R 3.

R3 REHKHNEPERATEESN (n=3)

75 SMIAFFR/(EU - mL~") R/ S5 BB %
>6 750

SN EEFE/(EU - mL)

1 0. 000
>6 740

669
2 10. 000 689 2.36 6.771
701

914
3 2.500 916 0.22 2. 889
918

1302
4 0. 625 1348 2.18 0.943
1 356

2203
5 0. 156 2244 1.70
2 169

0.214

4317
4872 6. 89 0.023
4 881

6 0. 039

LRPEBIHR AT PATZ IR L 5 R R CV 35/ T
10% . HrifiE i 26 P A F AR A B8 N B R R A T
TAL2 Br/R RABE Ay, FLSOBE I ] /1N T BA 0 1 i1

He 3 nlAL, [IH RN 1g T=3.117 02 -
0.337 67lg C (T 2 NHTE], C RNFER ),
FHE REC LA | r1=0.983 >0.980, 54 40Hr
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2.3.2 FHHE®
I BET ACKHER S (5 1604117) Fi kR

[R5 A7 £ & A 0. 625 EU/mL N EE 1Y Lt
WA, VB S S BE R X ER, 9] PPC; DL
BET /KAEMBHPEXT IR, 1€ NC. NPC FIl PPC £ 7%

5 > N VRYE a2 SRTE — 7]
50, 100, 240 f%, 1E M5 %W, 28 NPC; RIS NC ¥ 2 STt dER Ik 4.
T4 EREFEETMHALEER (n=2)
SN E R/ S Ap S SN TR/ ¥ e ivd
FE 2R L e ] ‘ N [/ % . :
(EU - mL™") s} [8] /s E3 ) (EU - mL™") (EU - mL™")
>5 760 )
NC < Kz R
>5 740
1322
PC 0. 625 3.06 0.938 0.938
1 266
3938
NPC 48 15.98 0. 033 1. 599
4941
1116
PPC 48 0. 625 0. 88 237 1.517
1130
5517
NPC 100 1. 14 0.014 1. 400
5 607
1189
PPC 100 0. 625 3.35 225 1.426
1134
>5 490
NPC 240 < Kz R
>5 470
1261
PPC 240 0. 625 4.33 180 1. 128
1186

TE: KRy 0. 03 EU/mL. 5 [A].

M4 g, PR 48 15, 100 f50, [a]
WARIIRT 200% , Jit P n] REZ A o 35 A fle k4
WGBERRYITL. Rk 240 F5RT,  [BCRAE 50% ~
200% Z 6], FBELF. MRREE T Sl 2 1a)
THUEHBR, AR, Bt TR

HENEER T, PRI 240 AR BRRGHEA T TR S
2.3.3 THERLSEERN

MR 2. 3.2 TR SLgG A5 0, 3 HEHb R i A B
2240 £, AT TIRSEE. RIS TR SE g4 SRk
IR e AT, S5 S,

RS HEHEETHIRER (n=2)

N MmN R/ SR = SN RS JEU i/
B TR AR AL 8 N - B/ % - o
(EU - mL™") HE]/ s 2E % (EU - mL™") (EU - mL™")
>8 390 §
NC 8 390 < i B
1 320
PC 0. 625 1325 0.27 0.971 0.971
>5 490 §
240 5470 < il B
1604117 1 261
240 0. 625 1186 4.33 180 1. 128
3437
240 3 640 3.94 0.053 12. 696
1612321 1 194
240 0. 625 3.24 188 1. 230
1 250
3 649
240 3899 4. 68 0.044 10. 512
1612205 1 193
240 0. 625 2.39 193 1.254
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