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MEDROXYPROGESTERONE ACETATE 104 mg/ 0.65 mL

Indicated for:

* SAYANA is indicated for long-term female contraception.

Each subcutaneous injection prevents ovulation and provides contraception for at least 13 weeks

(+/- 1 week).

However, it should be taken into consideration that the return to fertility (ovulation) may be delayed for up to
one year . Since loss of bone mineral density may occur in females of all ages who use SAYANA long-term,
a risk/benefit assessment, which also takes into consideration the decrease in bone mineral density that
occurs during pregnancy and/or lactation, should be considered.

* Use in Adolescents (12-18 years)

In adolescents, use of SAYANA is only indicated when other contraceptive methods are considered
unsuitable or unacceptable, due to unknown long-term effects of bone loss associated with SAYANA during
the critical period of bone accretion.

SAYANA has not been studied in women under the age of 18 years but data is available for intramuscular
medroxyprogesterone acetate in this population.
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4.8 UNDESIRABLE EFFECTS

Adverse reactions are listed according to the following categories. These are as follows :

Very common (10/1<)

Common (>1/100 to <1/10)

Uncommon (>1/1,000 to <1/100)

Rare (= 1/10,000 to <1/1,000)

Frequency not known (cannot be estimated from the available data)

Events from post-marketing surveillance :

In addition, adverse events of medical significance obtained from post-marketing data with the use of
injectable DMPA (IM or SC) are also included in the list below:

System organ Very common | Common Uncommon Rare Not known
class

General Fatigue, Injection site Pyrexia Asthenia,

disorders and reaction, Injection site Injection site

administration persistent discolouration

site conditions atrophy/indentation/

dimpling, Injection
site nodule/lump,
Injection site pain/
tenderness
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