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Menopur multidose 600 IU: 1 vial with powder for solution for injection contains:
highly purified Menotrophin (human menopausal gonadotrophin, hMG) corresponding to
600 IU FSH and 600 IU LH.

Menopur multidose 1200 IU: 1 vial with powder for solution for injection contains:
highly purified Menotrophin (human menopausal gonadotrophin, hMG) corresponding to
1200 IU FSH and 1200 IU LH.
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For the treatment of Sterility in females with hypo or normogonadotropic ovarian
insufficiency: stimulation of follicle growth.

Sterility in males with hypo or normogonadotropic hypogonadism: In combination with HCG
to spermatogenesis.
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MENOPUR is contraindicated in women and men with:

- Tumors of the pituitary gland or hypothalamus

- Hypersensitivity to the active substance or to any of the excipients

listed in section 6.1

- en: Tumors in the testes;
- Prostate carcinoma

4.3 Contraindications

Ovarian Hyperstimulation Syndrome (OHSS)

OHSS is a medical event distinct from uncomplicated ovarian
enlargement. OHSS is a syndrome that can manifest itself with
increasing degrees of severity. It comprises marked ovarian
enlargement, high serum sex steroids, and an increase in
vascular permeability which can result in an accumulation of
fluid in the peritoneal, pleural and, rarely, in the pericardial
cavities.

The following symptoms may be observed in severe cases of
OHSS: abdominal pain, abdominal distension, severe ovarian
enlargement, weight gain, dyspnoea, oliguria and
gastrointestinal symptoms including nausea, vomiting and
diarrhoea. Clinical evaluation may reveal hypovolaemia,
haemoconcentration, electrolyte imbalances, ascites,
haemoperitoneum, pleural effusions, hydrothorax, acute
pulmonary distress, and thromboembolic events.

If urinary oestrogen levels exceed 540 nmol (150 micrograms)/24
hours, or if plasma 17 beta-oestradiol levels exceed 3000 pmol/L
(800 picograms/ml), or if there is any steep rise in values, there is
an increased risk of hyperstimulation and MENOPUR treatment
should be immediately discontinued and human chorionic
gonadotrophin withheld. Ultrasound will reveal any excessive
follicular development and unintentional hyperstimulation.

4.4 Special warnings and
precautions for use
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The severe form OHSS may be life-threatening and is
characterised by large ovarian cysts (prone to rupture), acute
abdominal pain, ascites, very often hydrothorax and occasionally
thromboembolic phenomena. Other symptoms that may be
observed include: abdominal distension, severe ovarian
enlargement, weight gain, dyspnoea, oliguria and gastrointestinal
symptoms including nausea, vomiting and diarrhoea. Clinical
evaluation may reveal hypovolaemia, haemoconcentration,
electrolyte imbalances, haemoperitoneum, pleural effusions and
acute pulmonary distress.

Excessive ovarian response to gonadotrophin treatment seldom
gives rise to OHSS unless hCG is administered to trigger
ovulation. Therefore in cases of ovarian hyperstimulation it is
prudent to withhold hCG and advise the patient to refrain from
coitus or to use barrier methods for at least 4 days. OHSS may
progress rapidly (within 24 hours to several days) to become a
serious medical event, therefore patients should be followed for
at least two weeks after the hCG administration.
Adherence to recommended MENOPUR dosage, regimen of
administration and careful monitoring of therapy will minimise
the incidence of ovarian hyperstimulation and multiple
pregnancy (see sections 4.2 and 4.8). Patients undergoing
controlled ovarian hyperstimulation may be at an increased risk
of developing hyperstimulation in view of the excessive oestrogen
response and multiple follicular development. In ART, aspiration
of all follicles prior to ovulation may reduce the occurrence of
hyperstimulation.

OHSS may be more severe and more protracted if pregnancy
occurs. Most often, OHSS occurs after hormonal treatment has
been discontinued and reaches its maximum severity at about
seven to ten days following treatment. Usually, OHSS resolves
spontaneously with the onset of menses.

If severe OHSS occurs, gonadotrophin treatment should be
stopped if still ongoing, the patient hospitalised and specific
therapy for OHSS started.

This syndrome occurs with higher incidence in patients with
polycystic ovarian disease.
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