Malifa 30

Iron (as Ferric Maltol INN) 30 mg

Composition

Malifa 30: Each capsule contains Ferric Maltol INN equivalent
to Iron 30 mg.

Pharmacology

Ferric Maltol delivers iron for uptake across the intestinal wall
and transfers to transferrin and ferritin. It has been shown to
increase serum iron parameters, including ferritin and
transferrin saturation. Ferric Maltol dissociates upon uptake
from the Gastrointestinal Tract allowing iron and maltol to be
absorbed separately. The iron is absorbed across the
intestinal wall and transfer to transferrin and ferritin. It
increases serum iron parameters, including ferritin and
transferrin saturation.

Total serum iron peak values were reached 1.5 to 3 hours
after administration. Food has been shown to decrease the
bioavailability of iron after administration of ferric maltol.
Around 60% of ferric maltol is excreted in the urine as
glucuronide conjugate. Iron and ferric maltol are not excreted
in the urine and unabsorbed ferric maltol is eliminated in the
feces.

Indications

It is indicated for the treatment of iron deficiency in adults.
Dosage & Administration

* 30 mg twice daily on an empty stomach (Morning &
Evening).

« Continue as long as necessary to replenish body iron stores
or as directed by the physician.

Contraindications

It is contraindicated in patients with a history of:

« Hypersensitivity to the active substance or to any of the
excipients.

* Hemochromatosis and other iron overload syndromes

* Receiving repeated blood transfusions.

Warnings & Precautions

* Avoid use of Ferric Maltol in patients with an active
inflammatory bowel disease (IBD) flare, as there is potential
risk of increased inflammation in the gastrointestinal tract.

» Excessive therapy with iron drugs can lead to excess
storage of iron with the possibility of iatrogenic hemosiderosis.
« Accidental overdose of iron-containing drugs is a leading
cause of fatal poisoning in children under 6 years.

Side Effects

The most common side effects include gas, diarrhoea,
constipation, discolored stools, stomach pain, nausea or
vomiting and stomach area discomfort or bloating.

Use in Pregnancy & Lactation

In a clinical study, it has been found that oral use of Ferric Iron
in pregnant women indicate no malformative nor feto toxicity.
Ferric Maltol may be considered during pregnancy if
necessary.

There is no effects of oral Ferric Iron in breastfeed newborns
or infants of treated mother. Ferric Maltol can be used during
breastfeeding if clinically needed.

Use in Children & Adolescents

Safety and effectiveness of Ferric Maltol have not been
established in paediatric patients.

Drug Interactions

Dimercaprol: Concomitant use of iron products with
dimercaprol may increase the risk of nephrotoxicity.

The absorption of certain oral medications decreases such as
bisphosphonates, levodopa, thyroid medications and
tetracycline antibiotics when given together with iron.
Overdosage

Early signs and symptoms of iron overdosage may include
nausea, vomiting, abdominal pain and diarrhoea. In more
serious cases, hypoperfusion, metabolic acidosis and
systemic toxicity are observed. Dosages of excess iron may
lead to hemosiderosis.

Storage

Store below 30°C, away from light and in a dry place. Keep all
medicines out of reach of children.

Packing

Malifa 30: Each box contains 3 X 10 capsules in Alu-Alu
blister pack and an insert.

Malifa 30: Each box contains 6 X 10 capsules in Alu-Alu
blister pack and an insert.

Manufactured by:

Navana Pharmaceuticals PLC.
Rupshi, Rupganj, Narayanganj, Bangladesh
NCLT0766_09-24_01
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