#¥ighat %, Drug Evaluation Research 35 353% 3543 20124E8 B -253 -

REZ B R SR EIEHRE2EREMR

ZWER, BAEF, #AFI, JEE
JeR 2RI T AV L, B 100035

% . BE IR BT RS E RS BA VIR RIEE . Sk d A e kN AR RSB IERIL im 0.5
mL H T R, TR IR, LA 2d, 15252 M 21 d Ja xS0 AT IR AR B AR A0 A s /DR
JE I im 0.2 mL AL ZFH RIS, 4520 1 WOa WA/ RIGAS R BRSO KRG B H im 0.5 mL Y SR 406
JEH, AN 3 UG AT ARREEUEH 14 F1 21 div 457 1.0 mL FA B RIS T TR, WEIK R 30 min Py
REMB BRI, ER O FR R R PA R AT S ECE S AL IUA R L S A, 122y 21 d ENIRAZUL R
FEARSLIG S A, AR WK/ AT W B B N KR A 5 i O N I . 8518 RO RIF RIS e L4 & i
TR S N FL BRI, X UL SR RS N, E LR E T AT

KRR WA BT RS IR 2PERek: 24t

RENZES: R965.3 XHERFRRRS: A XERS: 1674 - 6376 (2012) 04 - 0253 - 03

Safety evaluation of hepatitis A and hepatitis B combined vaccine

WU Xiao-fei, ZHOU Jian-ping, HU Yu-chi, SUN Yuan-yuan
Department of Drug Safety Evaluation Center, Beijing Institute for Drug Control, Beijing 100035, China

Abstract: Objective To evaluate whether hepatitis A and hepatitis B combined vaccine (HABV) has muscular stimulation, acute
toxicity, and anaphylaxis. Methods Rabbits were im administrated with HABV (0.5 mL, once daily continuously for 2 d), and
macrography and pathological examination of injection site were conducted on the days 2 and 21 d after the last administration. Mice
were im administrated once with HABV (0.2 mL) and observed continuously for 14 d for acute toxical symptoms. Guinea pigs were im
administrated with HABV (0.5 mL) every other day for three times successively, and on the Days 14 and 21 after the last sensitization,
HABV (1.0 mL) was iv administrated to observe whether the allergic reaction appeared within 30 min. Results It showed that HABV
could induce the focal inflammatory cell infiltration and histopathologic changes disappear at day 21 after stopping administration. No
evidence of acute toxicity in mice and allergic reaction on guinea pig in vivo was observed. Conclusion There is gentle stimulation on
quadriceps femoris in rabbits, no sensitization on guinea pig in vivo, the low toxicity treated with HABV. There is muscular stimulation,
which is reversible.
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Table 1 Grading standards of muscular stimulation
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