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Reproductive and Developmental Toxicity Studies
of Sodium Hyaluronate (SL-1010) (II)

—Teratogenicity Study in Rats—
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ABSTRACT

A teratogenicity study was conducted in Crj:CD (SD) rats to determine the
effect of SL-1010, sodium hyaluronate produced by fermentation, on dams and-
their first generation offspring. SL~1010 was administered subcutaneously at dose
levels of 0 (saline), 5, 15 and 50 mg/kg/day to female rats from day 7 to 17 of
pregnancy. Twenty-two to 24 dams per dose w;arc killed on d'axy 20 of pregnancy
to ‘examine the perinatal development of their fetuses and 12~14 dams per dose were
allowed to ‘deliver naturally to examine the postnatal growth and development of
their offspring. The results were as follows:

1) No changes attributable to SL-1010 were observed with respect to the gen-

eral condition, body ‘weight and food consumption of pregnant rats, but swellings
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which could be owing to the retention of the test solution were observed at the
injection sites. There was no evidence of any ‘effect on the duration of pregnancy,
pregnancy index, delivery and nursing condition. Gross findings at caesarean sec-
tion showed no changes attributable to SL-1010, except for the retention of the test
solution in subcutaneous tissue. . '

2) No changes of the intrauterine findings and growth of fetuses were shown in
any treated groups.

3) Viability, external, skeletal and visceral anomalies, general condition, body
weight, growth, functional development, emotionality, learning ability and reproduc-
tive ability were not affected in any treated groups.

From these results, the no-effective dose level of SL-1010 for pregnant rats and

(

their first generation offspring is 50 mg/kg.
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