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Glatiramer acetate is indicated for the treatment of relapsing forms of multiple sclerosis (MS).
Glatiramer acetate is approved for subcutaneous injection in 20 mg/ml solution (once daily
injection) and 40 mg/ml solution (three times weekly injection).

Glatiramer acetate can cause post-injection reactions as well as anaphylactic reactions.

Following an EU-wide review of all available data concerning anaphylactic reactions with
glatiramer acetate, it has been concluded that the medicine is associated with anaphylactic
reactions which may occur shortly following administration of glatiramer acetate even months
up to years after initiation of treatment. Cases with a fatal outcome have been reported.

Anaphylactic reactions are reported uncommonly (21/1,000 to <1/100) with glatiramer acetate 20
mg/ml and glatiramer acetate 40 mg/ml solution for injection.

Patients receiving treatment with glatiramer acetate and their caregivers should be informed
about the signs and symptoms of anaphylactic reactions, and instructed to seek immediate
emergency medical care if an anaphylactic reaction occurs. This is particularly important given
the seriousness of anaphylactic reactions and the possibility for self-administration in the home
setting. Moreover, some of the signs and symptoms of an anaphylactic reaction may overlap
with post-injection reactions, leading to a potential delay in the identification of an anaphylactic
reaction.

The product information of glatiramer acetate in Israel will be updated with new information
regarding the risk of anaphylactic reactions, including anaphylactic reactions occurring months
up to years after initiation of treatment, and the new measures to be taken.
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