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Fertility

Minesse is indicated for the prevention
of pregnancy.

Women may experience post treatment
amenorrhoea following
discontinuation of treatment (see
section 4.4).

Fertility,pregnan
cy and lactation

The impact of Minesse on the ability

to drive and use machines has not been
systematically evaluated. Minesse is not
expected to influence the ability to drive
or use machines. Cases of dizziness have
been reported. Patients should exercise
caution until they know that Minesse does
not affect these abilities.

Not relevant

Effects on ability
to drive and use
machines

The occurrence of amenorrhea was
reported in 15% of women during
clinical trial, see section 4.4. Some

The occurrence of
amenorrhea was reported in
15% of women during

Undesirable
effects




most frequently (greater than 10 %) clinical trial, see section 4.4.

reported adverse events during phase Some most frequently

111 studies and postmaketing (greater than 10 %) reported

surveillances in women using Minesse adverse events during phase

are headache, including migraines, I11 studies and postmaketing

abdominal pain, breast pain, breast surveillances in women

tenderness. using Minesse are headache,
including migraines,
breakthrough

bleeding/spotting
Vascular disorders

Uncommon: Aggravation of varicose veins
Gastrointestinal disorders

Common: Abdominal pain, Vomitting,
bloating

Rare: Pancreatitis

Not known (cannot be estimated from

the available: Colitis ischaemic,
possible aggravation of inflammatory bowel
disease,

Hepato-biliary disorder

Rare: Hepatic and hepatobiliary disorders (e.g.
hepatitis, hepatic function abnormal), biliary
lithiasis', gallbladder disease®

Not known (cannot be estimated from the
available: Jaundice cholestatic,

Skin and subcutaneous tissue disorders
Common: rash, alopecia

Musculoskeletal and connective tissue
disorders:

Not known (cannot be estimated from the
available:

Exacerbation of systemic lupus erythematosus

Reproductive system and breast disorders:

Common:

Breast pain, Breast tenderness, Breakthrough
bleeding, spotting,

Congenital, familial and genetic disorders

Not known (cannot be estimated from the
available:
Exacerbation of porphyria
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