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Indication

contraindications

Posology, dosage &
administration

Special Warnings and
Special Precautions
for Use

No interaction studies have been performed with
SAYANA®,

Interactions with other medical treatments (including oral
anticoagulants) have rarely been reported, but causality has
not been determined. The possibility of interactions should be
borne in mind in patients receiving concurrent treatment with
other drugs.

MPA is metabolized in-vitro primarily by
hydroxylation via the CYP3A4. Specific drug-drug
interaction studies evaluating the clinical effects with
CYP3A4 inducers or inhibitors on MPA have not been
conducted and therefore the clinical effects of CYP3A4
inducers or inhibitors are unknown.

No interaction studies have been
performed with SAYANA.®

Interactions with other medical
treatments (including oral
anticoagulants) have rarely been
reported, but causality has not
been determined. The possibility
of interactions should be borne in
mind in patients receiving
concurrent treatment with other
drugs.

The clearance of
medroxyprogesterone acetate is
approximately equal to the rate of
hepatic blood flow. Because of
this fact, it is unlikely that drugs
which induce hepatic enzymes
will significantly affect kinetics
of medroxyprogesterone acetate.
Therefore, no dose adjustment is
recommended in patients
receiving drugs known to affect
hepatic metabolizing enzymes.

Interaction with
Other Medicaments
and Other Forms of

Interaction

Fertility
SAYANA is indicated for the prevention of pregnancy.

Women may experience a delay in return to fertility
(conception) following discontinuation of SAYANA
(see section 4.4).

pregnancy Fertility,
and Lactation

Infections and infestations
Common: Vaginitis

Neoplasms benign, malignant and unspecified (including
cysts and polyps)
Rare: Breast cancer (see Section 4.4)

Pysychiatric disorders
Common: anxiety

Adverse events




Uncommon Nervousness

Nervous system disorders
Common: Dizziness
Uncommon: somnolence

Cardiac disorders
Uncommon: Tachycardia

Gastrointestinal disorders
Common: nausea

Skin and subcutaneous tissue disorders
Uncommon: Pruritus, urticaria,

Musculoskeletal and connective tissue disorders
Common: Back pain, pain in limbs

Uncommon: Loss of bone mineral density (see Section
4.4), Arthralgia

Reproductive System & Breast Disorders

Common: dysmenorrhoea, metrorrhagia
Uncommon: Ovarian cyst, uterine haemorrhage
(irregular, increase, decrease), breast enlargement,
galactorrhoea,

General disorders and administration site conditions
Common: Injection site reactions (such as injection site
pain, injection site tenderness, injection site nodule,
injection site atrophy (persistent) and lipoatrophy
injection site), fatigue

Uncommon: Asthenia,

Rare: pyrexia

Investigations

Common: Cervical smear abnormal

Uncommon: Decreased glucose tolerance (see Section
4.4)
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