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Information for healthcare professionals

Date: 23.11.2015 | No: 001

Dear Healthcare Professional,

This information sheet was produced by Megapharm Ltd. In an agreement with the Ministry of Health as
part of a risk management program, in order to provide accessibility to the most important information to
the prescribers and medical team.

Therapeutic indication:

@ IMPAVIDO 10, 50 mg (Miltefosine) is an oral medication, indicated for adults and adolescents > 12 years
of age weighing > 30 kg: intended for the treatment of visceral Leishmaniasis caused by Leishmania
donovani, and ?or the treatment of cutaneous Leishmaniasis caused by Leishmania brasiliensis complex
or Leishmania mexicana complex.

® |IMPAVIDO capsules are for oral use. The dosage of IMPAVIDO capsules depends on body weight (please
refer to SPC for dosage table).

Fertility, pregnancy and lactation:

® IMPAVIDO may cause fetal harm. Fetal death and teratogenicity occurred in animals administered

miltefosine at doses lower than the recommended human dose.

® Do not administer IMPAVIDO to pregnant women.

® Obtain a serum or urine pregnancy test in females of reproductive potential prior to prescribing

IMPAVIDO.

® Advise females of reproductive potential to use effective contraception during therapy and for 5 months
after therapy.

® IMPAVIDO must not be used during lactation; breastfeeding should be avoided for 5 months after
IMPAVIDO therapy.

® Advise women and men of the animal fertility findings (see SPC) and that the potential for impaired

fertility with IMPAVIDO therapy in humans has not been adequately evaIuatedFT

Tests and follow-up:

® Monitor renal function weekly in patients receiving IMPAVIDO during therapy and for 4 weeks after
endind therapy.
® Monitor liver transaminases (ALT, AST) and bilirubin during therapy in patients receiving IMPAVIDO.

Undesirable effects:

® Vomiting and diarrhea are possible side effects of therapy with IMPAVIDO.

® Patients with Leishmaniasis who weigh more than 75 kg- monitor efficacy outcomes and adverse events.

® The most commonly reported adverse events are transient gastrointestinal discomfort, vomiting,
diarrhea, and elevation of liver enzymes and serum creatinine. These effects are usually mild to moderate
and transient or reversible at the end of treatment and therefore do not require discontinuation of
treatment or dosage reduction.

® The patients must be instructed that in case of prolonged persistence of these symptoms a sufficient
Puid intake must be ensured, to avoid dehydration and consequently the risk of an impaired renal
unction.

Reporting of suspected adverse events:

® Any suspected adverse events should be reported to the Ministry of Health (MOH) according to the
Nationaﬁ)Re ulation by using an online form in the Following link:
http://www.health.gov.il/Subjects/PharmAndCosmetics/Pages/side_effects_reports.aspx
or by email to adr@MOH.HEALTH.GOV.IL.

For additional information please refer to the SPC approved by the Israeli MOH Which is available
on the Israeli MOH web site.
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