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Israel VENOFER solution for injection
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Venofer is indicated for the treatment of iron deficiency in the following indications:

e Where there is a clinical need for a rapid iron supply,

¢ In patients who cannot tolerate oral iron therapy or who are non-compliant,

¢ In active inflammatory bowel disease where oral iron preparations are ineffective,
¢ In chronic kidney disease when oral iron preparations are less effective.

The diagnosis of iron deficiency must be based on appropriate laboratory tests (e.g. Hb, serum ferritin,
TSAT, serum iron, etc.). (Hb haemoglobin, TSAT transferrin saturation)
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One millilitre of solution contains 20 mg of iron as iron sucrose (iron(lll)-hydroxide sucrose complex).

Each 5 ml ampoule of Venofer contains 100 mg iron as iron sucrose (iron(l11)-hydroxide sucrose complex).

Jnnna 770 (pDTYA

.J272 0"Ninnn 0YI'YN D'AXIN 7079 0N'O]

NXIN 172 NINIO MIYNWN VORLV NP'NN .YaXA 11NI0 (NNNN) 'MIyAw [I>TY IXN VOV NOOIN -

4.6 Fertility, pregnancy and lactation

Pregnancy

There is no data from the use of iron sucrose in pregnant women in the first trimester. Data (303 preghancy
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outcomes) from the use of Venofer in pregnant women in the second and third
trimester showed no safety concerns for the mother or newborn.

A careful risk/benefit evaluation is required before use during pregnancy and Venofer should not be used
during pregnancy unless clearly necessary (see section 4.4).

Iron deficiency anaemia occurring in the first trimester of pregnancy can in many cases be treated with oral
iron. Treatment with Venofer should be confined to second and third trimester if the benefit is judged to
outweigh the potential risk for both the mother and the fetus.

Foetal bradycardia may occur following administration of parenteral irons. It is usually transient and a
consequence of a hypersensitivity reaction in the mother. The unborn baby should be carefully monitored
during intravenous administration of parenteral irons to pregnant women.

Animal studies do not indicate direct or indirect harmful effects with respect to reproductive toxicity (see
section 5.3).

4.8 Undesirable effects

General disorders and administration site conditions:

Frequency not known?
influenza like illness®

3) Onset may vary from a few hours to several days.
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