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1 vial with powder for solution for injection contains: highly purified Menotrophin
(human menopausal gonadotrophin, hMG) corresponding to 75 IU FSH and 75 IU LH.
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- 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 stimulate spermatogenesis.
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Gonadotrophin therapy requires a certain time commitment by physicians and
supportive health professionals, and calls for monitoring of ovarian response
with ultrasound, alone or in combination with measurement of serum
oestradiol levels, on a regular basis. There is considerable inter-patient
variability in response to menotrophin administration, with a poor response to
menotrophin in some patients. The lowest effective dose in relation to the
treatment objective should be used.

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 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.

Multiple pregnancy

Multiple pregnancy, especially high order, carries an increased risk of adverse
maternal and perinatal outcomes.

In patients undergoing ovulation induction with gonadotrophins, the incidence

of multiple pregnancies is increased compared with natural conception. The
majority of multiple conceptions are twins. To minimise the risk of multiple
pregnancy, careful monitoring of ovarian response is recommended.

Thromboembolic events

r-women-Women with generally recognized risk factors for
thromboembolic events, such as personal or family history, severe
obesity (Body Mass Index > 30kg/m?) or thrombophilia may have
an increased risk of venous or arterial thromboembolic events,
during or following treatment with gonadotrophins.treatment-with
gonadotrophins-may-furtherinerease-therisk. In these women, the
benefits of gonadotrophin administration need to be weighed
against the risks. It should be noted however, that pregnancy itself
also carries an increased risk of thromboembolic events.

4.4 Special
warnings
and
precautions
for use

No interaction studies have been performed with MENOPURIn
humans eiterastienndith-athormedichhesisunlarevmn—hMEcan
Although there is no controlled clinical experience, it is expected
that the

concomitant use of MENOPUR and clomiphene citrate may
enhance the

4.5
Interaction
with other
medicinal

products and
other forms of
interaction
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follicular response. When using GnRH agonist for pituitary
desensitization,

a higher dose of MENOPUR may be necessary to achieve
adequate follicular

response.
4.8

Eye disorders. Unknown. Visual disorders Undesirable

Gastrointestinal disorders. Uncommon (> 1/1,000 to < 1/100) Vomiting, effects

Abdominal discomfort, Diarrhoea

General disorders and administration site condition Uncommon (>
1/1,000 to < 1/100) Fatigue

Immune system disorders Unknown. Hypersensitivity reactions ®
Musculoskeletal & connective tissue disorders Unknown.
Musculoskeletal pain ¢

Nervous system disorders Uncommon (> 1/1,000 to < 1/100) Dizziness
Reproductive system disorders Common (> 1/100 to < 1/10) OHSS ¢,
Pelvic paine

Uncommon (> 1/1,000 to < 1/100) Ovarian cyst, Breast complaints f
Unknown. Ovarian torsion ¢

Skin and subcutaneous tissue disorders Rare (> 1/10,000 to < 1/1,000)
Acne, Rash

Unknown. Pruritus, Urticaria

Vascular Disorders Uncommon (> 1/1,000 to < 1/100) Hot flush

= Most frequently reported injection site reaction was injection site pain.

b Cases of localised or generalised allergic reactions , including
anaphylactic reaction, along with associated symptomatology have been
reported rarely.

¢ Musculoskeletal pain includes arthralgia, back pain, neck pain and pain in
extremities.

d Gastrointestinal symptoms associated with OHSS such as abdominal
distension and discomfort, nausea, vomiting, diarrhoea have been
reported with MENOPURIin clinical trials. In cases of severe OHSS ascites
and pelvic fluid collection, pleural effusion, dyspnoea, oliguria,
thromboembolic events and ovarian torsion have been reported as rare
complications.

¢Pelvic pain includes ovarian pain and adnexa uteri pain.

fBreast complaints include breast pain, breast tenderness, breast
discomfort, nipple pain and breast swelling.
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