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Study on abnormal toxicity test standard of asarone injection preparation

DENG Sha,ZHANG De-bo,LUO Jie,ZHENG Jiao-jiao,ZHENG Ping,PU Xu-feng
( ChengDu Institutes for Food and Drug Control, ChengDu 610045, China)

[ Abstract]

establish a standard for abnormal toxicity test of asarone injection to potentially reduce the occurrence of adverse drug

Objective To measure the lethal dosage values (LDy,) of i.v. asarone injection for mice and to

reaction. Methods To obtain the LDy, value, a weighted linear probit regression method ( Bliss method) is employed.
The limit of abnormal toxicity test is determined according to Appendix XI C in its 2010 edition of the Chinese
pharmacopoeia. Results It is found that the LDy, of intravenously asarone injection in mice ranges from 51.9 to 153.1
mg/kg. The abnormal toxicity test should be added as an additional item in the standard. Conclusions Based on analyses

in this study, an appropriate limit of abnormal toxicity test is 15 mg/kg, which is also in line with current medical standard

in China.
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Tab.1 Asarone injection preparation hemolysis and coagulation test methods

R G No.

1

2 3 4 5 6

Eanwlid

Test solution( mL)
0. 9% ALK TE S
0.9% NaCl injection( mL)
2% AT A0 MR AR TR
2% Rabbit red blood cell suspension liquid(mL)

glifkk

Purified water( mL)

0.3

2.2

2.5

0.3 0.3 0.3 / /

2.2 2.2 4.7 2.5 /

2.5 2.5 / 2.5 2.5

K2 ISR 2R (LD, ) M E 45 R

Tab.2 Acute toxicity (LDy,) results of asarone injection preparation

Al , , W5E 4 LD
e ' Bl 44 i3 Bedh AL *
Company . (mg/kg)
No Sample name Batch Size
LDy,
1 k2 Co.2 1312175 2ml:8mg 51.86
2 9 Co.9 130902 2ml:8mg 57.30
3 1k 10 Co. 10 1311090 2ml:8mg 60. 34
4 k8 Co.8 S 131015 2ml:8mg 71. 80
5 Aol 13 Co. 13 AR TERTH 140401 2ml :8mg 72. 40
Asarone injection

6 7 Co.7 140507 2ml;8mg 106. 58
7 k1 Co. 1 1402053 2ml:8mg 113.55
8 4k 12 Co. 12 140319 2ml:8mg 123.25
9 4k 11 Co. 11 131002 2ml:8mg 123. 15
10 k5 Co.5 131108A1 8mg 56.98
11 k2 Co.2 1308271 16mg 126. 12
12 k4 Co.4 TE 5 FH 402 ki 1312231 8mg 148.29
13 3 Co.3 Asarone for Injection 20140304 16mg 148. 64
14 k1 Co.l 1403063 16mg 153. 06
15 k6 Co.6 12140306 8mg 153. 10

1.3 St

SR FINA T S LR B, 7 ( Bliss 75 ) X /)N Bl
k4525 LD, (™,

2 #R

2.1 RAMHFENE (LD, NE)
F 2 WIR Bl A A T SR R 00 T

LDy, . 28 5L 41 ik 7 55 W LDy, b 51.9 ~ 123.2

mg/ kg ; ES ISR LD, >4 57.0 ~153. 1 mg/kg.,
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2.2.1 PR A S EER A

TRIG G | BH A R BH A X B A 24 R ST,
B RS AR S e X R (5 4 ) M
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A SEHEREIER AR 0.6 mg/mL LR A £ 5]E
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1 FES ARG LD, I 5
(4l 1,16 mg,1403063)
Fig.1 The determination of asarone for injection LDy,

calculation chart ( Co.1,16mg,1403063)
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Tab.3 Abnormal toxicity test record
I S0 H B KW MEE The reaction of animals appear after injection

A7 , G LR E! .
iz BN s : . i kS TR
i " T T LT T = S S
No. Sample Batch. . . Action . . N Convuls-
Co. size Protopsis Breath . Faint Paralysis Spasm .
oo disorders ions
difficulty
N
1 Jtikzz 1311265  2ml:8mg - - - _ _ _ _
0.
o~
2 ch_ﬂk99 131202 2ml:8mg - - - — _ _ _
0.
k1
3 ﬂgﬂkloo 1311060  2ml:8mg - - — _ _ _ _
0.
A .
4 JE\”/‘SS iR 131024  2ml;8mg - - - - _ _ _
0. s
13 i
5 Co. 13 5l 140507  2ml:8mg - - - - _ _ _
0.
Asarone
Anlk 7
6 Co. T injection 130601  2ml:8mg - - - _ B _ ~
o~
7 ‘Eﬂll 1402273 2ml:8mg - - - _ _ _ _
0.
S
8 [Eﬂllf 140317 2ml:8mg - - - _ _ _ _
0.
S
9 Jhcikllll 131005 2ml:8mg - - - - _ _ _
0.
N
10 Jtikss 140403 E1 8mg - - _ _ _ _ _
0.
o~
11 ﬂéﬂk; 1308271 16mg - - _ _ _ _ _
0. O B
4 g
12 . EE 1312231 8mg - - - - - - _
o. o
3 i
13 Co A3 Asarone for 20140505 16mg - - — _ _ _ _
A Injection
14 ﬂéikll 1303211 16mg - - - _ _ _ _
0.
o~
15 ﬂéik: 12140307 8mg - - - _ _ _ _
0.

T (+) IERNL; () FIERL,

Note: ( + ) represents a positive reaction; ( — ) represents no reaction.
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