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Dosage Form: Solution for Injection
Composition: GANIRELIX 0.25 MG/ 0.5 ML
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The prevention of premature luteinsing hormone (LT) surges in women undergoing controlled
ovarian hyperstimulation (COH) for assisted reproduction techniques (ART).!
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4.2 Posology and method of administration

Hepatic impairment

There is no experience on the use of Orgalutran in subjects with hepatic impairment, as
they were excluded from clinical studies. Therefore, the use of Orgalutran is
contraindicated in patients with moderate or severe hepatic impairment (see section 4.3).

4.4 Special warnings and precautions for use

Hypersensitivity reaction

Special care should be taken in women with signs and symptoms of active allergic
conditions. Cases of hypersensitivity reactions, (both generalised and local), have been
reported with Orgalutran, as early as with the first dose, during post-marketing
surveillance. These events have included anaphylaxis (including anaphylactic shock),
angioedema and urticaria. (see section 4.8). If a hypersensitivity reaction is suspected,
Orgalutran should be discontinued and appropriate treatment administered. In the
absence of clinical experience, Orgalutran treatment is not advised in women with
severe allergic conditions.

Latex allergy



The needle cover packaging-of-this-medicinal-product contains dry natural/rubber latex

which comes into contact with the needle and may cause allergic reactions (see section
6.5).

4.8 Undesirable effects

Tabulated list of adverse reactions

System organ class Frequency Adverse reaction

Immune system disorders | Very rare Hypersensitivity reactions (including
various-symptoms-such-as-rash, facial
swelling and-dyspnoea anaphylaxis
(including anaphylactic shock),
angioedema and urticaria)’
Worsening of a pre-existing eczema?

6.5 Nature and contents of container

Disposable pre-filled syringes (siliconised type | glass), containing 0.5 mL of sterile,
ready for use, aqueous solution closed with a rubber piston that does not contain latex.
Each pre-filled syringe is affixed with a needle closed by a needle shield-cover of dry
natural rubber/latex which comes into contact with the needle. (See section 4.4).
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The needle cover contains dry natural rubber/ latex which comes into contact with the
needle and may cause allergic reactions.
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'References: Israeli PPl & PC Revised in May 2020
Orgalutran_Sol_for_inj_PPI_HEB_052020 & Orgalutran_Sol_for_inj_PC_052020
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