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Venofer is indicated for the treatment of iron deficiency in the following indications:

* 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.).
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FERROUS (AS IRON Il HYDROXIDE SUCROSE COMPLEX) 100 MG / 5 ML
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4.4 Special warnings and precautions for use

.... There have been reports of hypersensitivity reactions which progressed to Kounis
syndrome (acute allergic coronary arteriospasm that can result in myocardial infarction,
see section 4.8).

4.5 Interaction with other medicinal products and other forms of interaction

As with all parenteral iron preparations, it is recommended that Venofer sheuld-is not be
administered concomitantly with oral iron preparations since the absorption of oral iron is

may be reduced. Frereteresralrentheranysheuld bo started ot least B daysafterthe last




4.8 Undesirable effects

System Organ|{Common Uncommon Rare Frequency not
Class (21/100, (21/1,000, <1/100) (21/10,000, known?
<1/10) <1/1,000)
Cardiac disorders Kounis
syndrome

Pharmacodynamic properties. 5.1 q'woa Clinical efficacy and safety [>pTvnin ,qona
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