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Alofisel is indicated for the treatment of complex perianal fistulas in adult patients with non-
active/mildly active luminal Crohn’s disease, when fistulas have shown an inadequate response to
at least one conventional or biologic therapy. Alofisel should be used only after conditioning of the
fistulas.
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4.4. Special warnings and precautions for use

Traceability

In order to improve the traceability of biological medicinal products, the name and the batch number of the
administered product should be clearly recorded.

Alofisel may contain trace amounts of either gentamicin or benzylpenicillin and streptomycin. This should
be considered in patients with known hypersensitivity to these classes of antibiotics.

Local anaesthesia is not recommended due to the unknown effect of local anaesthetics on the injected cells
(see section 4.2).

,N271]
T 2N

nainn nNpN
n"ya 7w o

Takeda Israel Ltd.
25 Efal st., P.O.B 4140, Petach-Tikva 4951125
Tel:+972-3-3733140 Fax : +972-3-3733150



