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

—Fertility Study in Rats—
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ABSTRACT

A fertility study was conducted in Crj: CD (SD) rats to determine the eﬁ‘ect‘of
SL-1010, sodium hyaluron'ate- produced by fermentation, on males, females and
their fetuses. SL-1010 was administered subcutaneously at dose levels of 0 (saline),
5, 15 and 50 mg/kg/day to male rats from 60 days before mating through the
mating period and to female rats from 14 days before mating -usitil day 7 of preg-
nancy. All pregnant rats were killed on day 20 of pregnancy to examine the
development-of their fetuses. The results were as follows:

1) There was no change in the general condition and gross findings at necropsy
attributable to SL-1010, but swellings which could be owing to the retention of the

test solution were observed at the injection sites.
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2) Both males and females receiving 50 mg/kg showed an increase in body

weight gain during the dosing period. It was considered to be due to the retention

of the test solution in subcutaneous tissue at the injection sites.

3) SL-1010 had no effect on the copulation or the fertility.

Additionally, no

changes of the intrauterine findings and external, skeletal and visceral anomalies of

fetuses were shown in any treated groups.

From these results, the no-effective dose level of SL-1010 for parents and their

fetuses is 50 mg/kg.
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