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Investigation of the Reasons for Mice Peritoneal Stimulation Symptom in Abnormal Toxicity Test of 4
Kinds of Vaccines

YANG Yun-yun, HU Yu-chi, ZHOU Jian-ping, CAO Chun-ran, WANG Zhi-bin (Beijing Institute for Drug Con-
trol, Beijing 100035, China)

ABSTRACT OBIJECTIVE: To investigate the reasons for mice peritoneal stimulation symptom in abnormal toxicity test of 4
kinds of vaccines. METHODS: According to the requirements in volume Il of Chinese Pharmacopoeia(2010 edition), mice were
given intraperitoneal injection of 0.6% glacial acetic acid solution (positive control) 0.2 ml, and intraperitoneal injection of other
drugs 0.5 ml with 5 mice in each group. Abnormal toxicity tests of ICR mice were conducted for inactivated hepatitis A vaccine (ab-
breviated as hepatitis A vaccine), recombinant hepatitis B vaccine (CHO cell, abbreviated as hepatitis B vaccine), influenza virus
split vaccine (abbreviated as influenza vaccine) , measles and rubella vaccine (abbreviated as measles vaccine) , negative control
(0.9% sodium chloride) and positive control. Abnormal toxicity tests of [CR mice and Kunming mice were conducted for hepatitis
A vaccine and influenza vaccine. Abnormal toxicity tests of ICR mice were conducted for hepatitis A vaccine, pre-adsorbed hepati-
tis A vaccine, post-adsorbed hepatitis A vaccine, aluminum hydroxide adjuvants, 0.1% formaldehyde, positive control, negative
control. The amount of mice suffering from peritoneal stimulation, onset time, disappearance time, other abnormal symptoms and
change of body weight were observed. RESULTS: 3-5 mice suffered from peritoneal stimulation in hepatitis A vaccine group, hepa-
titis B vaccine group and positive control group, and the symptoms occurred in 1-15 min and lasted for 30 min except for positive
control group; no peritoneal stimulation was found in measles vaccine group and negative control group. ICR mice and Kunming
mice suffered from peritoneal stimulation in Aimmugen group and influenza vaccine group, and the symptoms occurred in 1-5 min
and lasted for 8-10 min. All mice suffered from peritoneal stimulation in hepatitis A vaccine group, post-adsorbed hepatitis A vac-
cine group, aluminum hydroxide adjuvants group and positive control group, and the symptoms occurred in 1-5 min and lasted for
12 min except for positive control group. No other abnormal reaction was found in all mice and they were normal in body weight.
CONCLUSIONS: Perhaps aluminum hydroxide adjuvant is the main reason of the mice peritoneal stimulation symptom.
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Tab 1 Results of mice peritoneal stimulation symptom test

after injected with various vaccines(n=5)
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Tab 2 Results of peritoneal stimulation symptom test of dif-
ferent varieties of mice after injected the same vaccines (n=

5)
HBUEIR ERB ERK JHbS 7 diRTE

5l BRI B in BT in 80 OGS
FFEE 4 (ICR) 5 1~5 10 x 1EH
R 4L (RN 5 1~2 8 o L%
T4 (ICR ) 5 2~4 9 oA %
TE AL (L IRD) 5 2~5 10 i B

3.3 BRFEEHRARASBUMNRIEERIMEKE KSR

SER L, W TFE Bt 20 R B JS A il 2 L U AR AR A
FRNLH /IS BB P TR 55 1~ 5 rmin J9 100 247 1 SR AR s 4 56 R
SRIHCAEAR , 9~ 12 min PNIPRIZ TEH 5 W BTRRE S 410,19 HI T
VIR ZEL /N SO 1 0 I B4 A 1 B ISR AR B b S
SO 5 BAAE RS BRZE 5 F/N SRS ot B RO, BRI X B ] 5 R
INEREE R AR AR o 7 d B SRR A, HG 5
Y SONE, R SN AR o R v R A [ 4 B B R
SRR ) LI 45 R WL 3

TEIE 20145 25 BE 134



®3 BREEHRARASB/NRERRHERKHIEER
(n=5)

Tab 3 Results of peritoneal stimulation symptom caused by

different components from hepatitis A vaccine in mice(n=5)
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