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For the use only of a Registered Medical Practitioner or a Hospital or a Laboratory

Saferon svw

Composition

Each 5 mlcontains

Iron (I11) hydroxide polymaltose complex
equivalentto Elemental Iron 50mg.
Inasyrup base.

Preservatives :
Methyl Hydroxybenzoate BP  12.5mg
Propyl Hydroxybenzoate BP  1.25mg

Therapeutic class:
10100

Description:
Brown coloured syrup with sweet taste.

Mechanism/mode of action

The absorption of ferric iron from iron (Ill) polymaltose complex is controlled by a feedback
mechanism. When iron (lll) polymaltose complex comes in contact with the iron binding sites at the
surface of the mucosal cells, a physiological exchange is assumed to occur, iron (lll) polymaltose
complex releases the required amount of ferric iron, which is actively transported into the mucosal cell
by a carrier protein and from there released for binding to ferritin or transferrin. The carrier proteins
responsible for transport of iron from iron (lll) polymaltose complex are mucins, integrins, and
mobilferrin. The bioavailability of ferric iron from iron (Ill) polymaltose complex is determined by the
rate of release of iron from the complex and of the concentration of iron binding proteins (carrier
proteins) such as mucins, integrins, and mobilferrin. Ferric iron is released from the carrier protein
and stored in the mucosal cell as ferritin or the ferric iron is carried by the carrier protein to the blood
and there the ferriciron is released from the carrier protein to combine with transferrin.

Indications
Treatment of latent iron deficiency and iron deficiency anaemia.

Adverse effects
Rarely nausea, vomiting, diarrhea & constipation occurred.

Precautions/warnings
Saferon Syrup should not be administered in the first trimester of pregnancy

Pregnancy & Lactation:

Saferon Syrup should not be administered in the first trimester of pregnancy. Saferon Syrup should
only be administered in the second and third trimester of pregnancy if the benefits of treatment
outweigh the potential risk to the foetus.

No controlled studies are available on animals or on pregnant women.lt is not known whether Iron
Polymaltose Complex is excreted in human milk .A decision should be made whether to discontinue
nursing or to discontinue the drug, taking into account the importance of the drug to the mother.

Contraindications
Hypersensitivity to any ingredient of the formulation

Druginteractions
No interactions have been observed. Since, the iron is complex bound, ionic interactions with
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foodstuff components (phytin, oxalates, tannin, etc.) and concomitant administration of medicaments
(tetracyclines, antacids) is unlikely to occur. Saferon Syrup does not cause teeth staining.

The haemoccult-test (selective for haemoglobin) for the detection of occult blood is not impaired and
therefore iron therapy must not be interrupted.

Recommended dosage

Dosage and duration of therapy are dependent upon the extent of iron deficiency.

The daily dose can be divided into separate doses or can be taken at one time. Saferon Syrup should
be taken during orimmediately after a meal.

In cases of manifest iron deficiency the therapy takes 3 - 5 months until a normalisation of the
haemoglobin value is achieved. Afterwards the therapy should be continued for several weeks with a
dosage such as described for latent iron deficiency to replenish the iron stores.

Saferon Manifestation of Latent iron
iron deficiency deficiency

Infants (upto 1 year) 2.5 - 5 ml daily

Children (1-12 years) 5 - 10 ml daily 2.5 - 5 ml daily

Children 10 - 20 ml daily 5-10 ml daily

(>12 years) adults and

nursing women

Pregnant women 20-30 ml daily 10 ml daily

Overdosage

In case of overdose neither intoxication nor iron overload have been reported.

Dosage forms available & strength
Syrup: 50mg/5ml

Chewable Tablets: 100mg/tablet
Storage conditions

Store below 30°C. Protect from light.

Shelf life
30 months

Pack size
A Bottle of 150 ml
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