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Basic Data of SD Rats in Embryo-fetal Development Toxicity Study

YE Xiang-feng LIU Zhi-han WANG Ling—zhi ZHANG Shu-min WANG Ai-ping WEI JinHfeng
( New Drug Safety Evaluation Center in Chinese Academy of Medical Sciences & Peking Union
Medical College Beijing 100050 China)

[Abstract] Objective To obtain the basic data of the Sprague-Dawley rats in embryofetal development toxicity

study. Methods Timed-pregnant rats ( n =395) were sacrificed at the end of the gestation period ( GD 20) . Terminal

examinations include necropsy count of corporea lutea and live and dead implantations gross evaluation of placenta fetal

body weight and external visceral and skeletal examination of fetuses. 50% of fetuses were examined for visceral

alterations and 50% of fetuses for skeletal abnormalities. Results and Conclusion  The basic data of the Sprague-Dawley

rats such as body weight fetal development and fetal malformation/variation were obtained.
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Tab.1 Body weight of pregnant rats ( x s g)
° ( ) 95%
1 (GD) ( Bodyweight n=395) (95% confidence interval)
N 0 248.0 +24.8 245.5 ~250.4
1.2 3 269.0 +24.9 266.5 ~271. 4
: 6 284.8 +25.7 282.3 ~287.3
20 9 208.9 +26.7 296.3 ~301.6
12 317.1 £27.8 314.3 ~319.8
15 336.4 +29.3 333.5~339.3
A 18 371.4 +32. 4 368.2 ~374.6
N N 20 399.7 +34.5 396.2 ~403. 1
( Bodyweight gain) 37.3 +£16.9 35.6 ~38.9
° (GD6 - GD20)
1.3
131 2.2 SD
NN ; ) 20
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Tab.2 Reproductive parameters of pregnant rats
95%
( Index) ( Results) (95% confidence interval)
( No. of mating) 430 —
( No. of conception) 395 —
( Conception rate) 91.9 —
( Corpora lutea counts) 6111 —
( No. of corpora lutea x = s) 15.5+2.5 15.2 ~15.7
( Implant counts) 5617 —
( No. of implantation x +s) 14.2 £3.2 13.9 ~14.5
( Implantation rate %) 92.5 —
( Resorbed embryos) 147(37.3%) .
( Litter counts %)
( Resorbed embryos) 229 —
( Resorbed embryos rate %) 4.1 —
( Live fe'luse.s) 5972 -
( Live fetuses counts)
( No. of live fetuses x +s) 13.4 £3.5 13.0~13.7
( Live fetuses rate %)) 97.8 —
( Dead fetuses) ( early) ( lately) —
( Litter counts %) 54 (13.7%) 11 (2.8%) —
( Dead fetuses counts) 101 15 —
( Dead fetuses rate %) 1.9 0.3 —
( Gravid uterine weights x =+ s) 77. 5+19.4 75.6 ~79.5
(/) Sex ratio ( female/male) 1:0.94 —
3 (xxs g
Tab.3 Index of fetal development
( Index) + ( ) Mean = SD ( n) 95 % (95% confidence interval)
( Body length mm) 33.8+2.4 (n =2617) 33.7 ~33.9
( Tail length mm) 13.6 £1.2 (n =2617) 13.6 ~13.7
( Dams weight g) 52.3+14.8 (n =395) 50.8 ~53.7
( Fetal body weight g) 4.0+0.8 (n =5272) 3.9~4.0
( Placenta weight g) 7.8 £2.0 (n =395) 7.6 ~8.0
2.3 N
2
. 4 4
N N N N N ;
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N ; 0 99 % o
N N N 3
. ( reproductive toxicity study)
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Tab.4 Index of fetal examinations
/ ()
Iformation /
( Index) ( No. of fetus) ( mﬁl ?rma ton
variation %))
( External examination) 5272 4 (0.07)
( Visceral fetal examination) 2617 0(0.0)
( Skeletal fetal examination) 2655 —
( Vertebrae) 0(0.0) °
( Rib) 10( 0.4)
( Sternebrae) 635 (23.9)
( Limbs) 0(0.0)
( Ossification of Occipital bone) S  2006.
0 2638(99. 4) ( ) M .
! 14(0.5) 2006:218 - 249
1 3(0.1) ) T
I 0(0.0)
v 0(0.0) ( 120110946



