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15.2.1 7H 7P ILVOIWMERRINCT 2% 27 U R%& 2010ng/VE/ H £ TEFHARNEZ G L 72k 5.
2010ng/PC/ A EE (AAFIZARM L= B0 k#E 5nl 2 LT 100%%IN S5 EGE L7ZEIc,
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1. 5IFAXER
1)The use of stems in the selection of international nonproprietary names(INN) for
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2)7 2 Z AT U NEE0. 5mgAV THHVG] OLEMEICET 2 &8 FENEE
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KEYSTcE | 8.1 Pregnancy

(2020 4 1 A) Risk Summary

AVODART is contraindicated for use in pregnancy because it may cause harm
to the male fetus. AVODART is not indicated for use in women.

8.2 Lactation

Risk Summary

AVODART is not indicated for use in women. There is no information
available on the presence of dutasteride in human milk, the effects on
the breastfed child, or the effects on milk production.

8.3 Females and Males of Reproductive Potential

Infertility

Males:The effects of dutasteride 0. 5mg/day on semen characteristics were
evaluated in normal volunteers aged 18 to 52 years (n=27 dutasteride, n=23
placebo) throughout 52weeks of treatment and 24weeks of post—treatment
follow-up. At 52weeks, the mean percent reductions from baseline in total
sperm count, semen volume, and sperm motility were 23%, 26%, and

18%, respectively, in the dutasteride group when adjusted for changes from
baseline in the placebo group. Sperm concentration and sperm morphology
were unaffected. After 24weeks of followup, the mean percent change in
total sperm count in the dutasteride group remained 23% lower than
baseline. While mean values for all semen parameters at all timepoints
remained within the normal ranges and did not meet predefined criteria
for a clinically significant change (30%), 2 subjects in the dutasteride
group had decreases in sperm count of greater than 90% from baseline at
52 weeks, with partial recovery at the 24-week follow-up.The clinical
significance of dutasteride’s effect on semen characteristics for an
individual patient’s fertility is not known
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