192 P2y (MNVA ¥PNR ) NN DY HYNN

6.16 — YWIN

2016-2392-14_ : PIND

Eviana 139-85-31685-00:0¥91 9901 H7)IN2 9*WIN OV

197¥4 901913 129) DIV Yya o

! 1292 MINNNN VI TYPH DT DNV

MYP1IANHN MMMINNN

vIn vopo

NN VOPL

1oya P99

Indication

contraindications

Posology, dosage &
administration

Ovarian cancer

Epidemiological evidence from a large meta-
analysis suggests a slightly increased risk in
women taking oestrogen-only or combined
oestrogen-progestagen HRT, which becomes
apparent within 5 years of use and diminishes
over time after stopping.

Some other studies, including the WHI trial,
suggest that use of combined HRTs may be
associated with a similar or slightly smaller risk
(see section 4.8).

Ovarian cancer

Ovarian cancer is much rarer than
breast cancer. Long-term (at least
5-10 years) use of oestrogen-only
HRT products has been associated
with a slightly increased risk of
ovarian cancer (see section 4.8).
Some studies, including the WHI
trial, suggest that the long-term use
of combined HRT may confer a
similar or slightly smaller risk (see
section 4.8).

Special Warnings and Special
Precautions for Use

Interaction with Other
Medicaments and Other
Forms of Interaction

pregnancy and Fertility,
Lactation

Ovarian cancer risk

Use of oestrogen-only or combined oestrogen-
progestagen HRT has been associated with a
slightly increased risk of having ovarian cancer
diagnosed (see section 4.4).

A meta-analysis from 52 epidemiological
studies reported an increased risk of ovarian
cancer in women currently using HRT
compared to women who have never used
HRT (RR 1.43, 95% CI 1.31-1.56). For women
aged 50 to 54 years taking 5 years of HRT,
this results in about 1 extra case per

2,000 users. In women aged 50 to 54 who are
not taking HRT, about 2 women in 2,000 will
be diagnosed with ovarian cancer over a 5-
year period.

Ovarian cancer risk

Long-term use of oestrogen-only
and combined oestrogen-
progestagen HRT has been
associated with a slightly increased
risk of ovarian cancer. In the Million
Women Study, 5 years of HRT
resulted in 1 extra case per

2,500 users.

Adverse events
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