WELL FER

Iron (as ferric maltol) 30 mg

COMPOSITION:

Each capsule contains iron 30 mg, as ferric maltol.
EXCIPIENTS:

Lactose monohydrate, Sodium lauryl sulfate, Magnesium
stearate, Colloidal anhydrous silica, Crospovidone.
Pharmacodynamics

Ferric maltol has been shown to increase serum iron
parameters, including ferritin and transferrin saturation.
PHARMACOKINETICS:

Absorption:

Ferric maltol dissociates upon uptake from the
gastrointestinal tract allowing iron and maltol to be
absorbed separately.

Total serum iron peak values were reached 1.5 to
3 hours after administration of the drug, and were
comparable between Day 1 and Day 8.

Effect of Food:

Food has been shown to decrease the bioavailability of
iron after administration of ferric maltol.

Maltol Phamacokinetics:

Maltol is metabolized through glucuronidation (UGT1A6)
and sulphation in vitro. Of the total maltol ingested, a
mean of between 39.8% and 60% was excreted in the
urine as maltol glucuronide. There was no clinically
meaningful change in exposure of maltol or maltol
glucuronide in subjects with non-dialysis dependent
chronic kidney disease (eGFR of >15 mL/min/1.73m?2
and <60 mL/min/1.73m?2 ).

INDICATIONS:

Ferric maltol is indicated for the treatment of iron
deficiency in adults.

DOSAGE AND ADMINISTRATION:

Recommended Dosage:

The recommended dosage of Ferric maltol is 30 mg
twice daily, taken 1 hour before or 2 hours after a meal.
Do not open, break, or chew the capsules.

Treatment duration will depend on the severity of iron
deficiency but generally at least 12 weeks of treatment is
required. The treatment should be continued as long as
necessary until ferritin levels are within the normal range.
CONTRAINDICATIONS:

Ferric maltol is contraindicated in patients with a history
of:

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

» Reactions could include shock, clinically significant
hypotension, loss of consciousness, and/or collapse.

» Hemochromatosis and other iron overload syndromes.
Use may result in iron overdose.

+ Receiving repeated blood transfusions. Use may result
in iron overload.

(Capsules)

WARNINGS AND PRECAUTIONS:

Increased Risk of Inflammatory Bowel Disease (IBD)
Flare:

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

Iron Overload:

Excessive therapy with iron products can lead to excess
storage of iron with the possibility of iatrogenic
hemosiderosis. Do not administer Ferric maltol to patients
with evidence of iron overload or patients receiving
intravenous iron.

Assess iron parameters prior to initiating Ferric maltol
and monitor iron parameters while on therapy.

Risk of Overdosage in Children Due to Accidental
Ingestion:

Accidental overdose of iron-containing products is a
leading cause of fatal poisoning in children under 6. Keep
this product out of reach of children. In case of accidental
overdose, call a doctor or poison control  center imme-
diately.

ADVERSE REACTIONS:

Increased Risk of Inflammatory Bowel Disease Flare.
Iron Overload.

Adverse Reactions Reported by =1% of Patients Treated
with Ferric maltol.

Gastrointestinal: Flatulence, Diarrhea, Constipation,
Feces discolored, Abdominal pain, Nausea, Vomiting,
Abdominal Discomfort, Abdominal Distension.

DRUG INTERACTIONS:

There are no empirical data on avoiding drug interactions
between Ferric maltol and concomitant oral medications.
Concomitant use of some drugs may reduce the
bioavailability of iron after administration of Ferric maltol.
Separate the administration of this product from these
drugs. The duration of separation may depend on the
absorption characteristics of the medication concomitantly
administered, such as time to peak concentration or

Q QF
1509001 : 2008 JLGHSAS 1snm:2nn7JL 1S0 14001 : 2004

For oral drugs where reductions in bioavailability may
cause

clinically significant effects on its safety or efficacy,
separate the administration of Ferric maltol by at least
4 hours. Monitor clinical responses to concomitant drugs
as appropriate.

PREGNANCY:

Ferric maltol is not absorbed systemically as an intact
complex following oral administration, and maternal use
is not expected to result in fetal exposure to the drug. An
overdose of iron in pregnant women may carry a risk for
spontaneous abortion, gestational diabetes and fetal
malformation.

Untreated iron deficiency anemia (IDA) in pregnancy is
associated with adverse maternal outcomes such as
post-partum anemia. Adverse pregnancy outcomes
associated with IDA include increased risk for preterm
delivery and low birth weight.

LACTATION:

There are no data on the presence of Ferric maltol in
human milk, the effects on the breastfed child, or the
effects on milk production. Ferric maltol is not absorbed
systemically as an intact complex by the mother following
oral administration, and breastfeeding is not expected to
result in exposure of the child to Ferric maltol.
OVERDOSAGE:

Dosages of Ferric maltol in excess of iron needs may
lead to accumulation of iron in storage sites leading to
hemosiderosis. Periodic monitoring of iron parameters
such as serum ferritin and transferrin saturation may
assist in recognizing iron accumulation. Do not administer
Ferric maltol to patients with iron overload.

STORAGE CONDITIONS:

Store below 25°C.

Keep out of the reach children.

PACKING:

Carton box contains 1 or 3 blisters, each contains
10 capsules.

whether the drug is an immediate or extended rel
product.

Monitor clinical response to Ferric maltol.

Effect of Ferric maltol on Other Drugs:
Dimercaprol:

Concomitant use of iron products with dimercaprol may
increase the risk of nephrotoxicity. Avoid concomitant use
of Ferric maltol with dimercaprol.

Oral Medications:

Concomitant use of Ferric maltol may decrease the
bioavailability of some drugs, including mycophenolate,
ethinyl estradiol, ciprofloxacin and doxycycline.

2302053 THIS IS A MEDICAMENT

— A medicament is a product but unlike any other products.

~ A medicament is a product which affects your health, and its consumption
contrary to instructions is dangerous for you.

— Follow strictly the doctor’s prescription, the method of use and the instructions
of the pharmacist who sold the medicament. The doctor and the pharmacist
are experts in medicine, its benefits and risks.

~ Do not by yourself interfupt the period of treafment prescribed for you.

— Do not repeat the same prescription without consulting your doctor.

KEEP MEDICAMENTS OUT OF REACH OF CHILDREN
(Council of Arab Health Ministers) (Arab Pharmacists Association)

Manufactured by: \“//
HAMA PHARMA Hama - Syria 3\'///
Tel.: +963 33 8673941 Fax: +963 33 8673943 "= Jama PHARMA
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