
COMPOSITION
Ferotox 50mg/mL Injection
Each mL contains:
Ferric Carboxymaltose equivalent to Iron 50mg

DESCRIPTION
Ferric carboxymaltose, an iron replacement product, is an iron 
carbohydrate complex with the chemical name of polynuclear iron 
(III) hydroxide 4(R)-(poly-(1→4)-O-α-Dglucopyranosyl) 
-oxy-2(R),3(S),5(R),6-tetrahydroxy-hexanoate.

Ferric carboxymaltose injection is a dark brown, sterile, aqueous, 
isotonic colloidal solution for intravenous injection. Each mL 
contains 50 mg iron as ferric carboxymaltose in water for injection. 
Sodium hydroxide and/or hydrochloric acid may have been added 
to adjust the pH to 5.0-7.0.

MECHANISM OF ACTION
Ferric carboxymaltose is a colloidal iron (III) hydroxide in complex 
with carboxymaltose, a carbohydrate polymer that releases iron. 

The complex is designed to provide, in a controlled way, utilisable 
iron for the iron transport and storage proteins in the body 
(transferrin and ferritin, respectively).

PHARMACOKINETICS
Distribution:
Positron emission tomography demonstrated that 59Fe and 52Fe 
from Ferric Carboxymaltose was rapidly eliminated from the 
blood, transferred to the bone marrow, and deposited in the liver 
and spleen.

After administration of a single dose of Ferric Carboxymaltose of 
100 to 1,000 mg of iron in ID subjects, maximum total serum iron 
levels of 37 µg/mL up to 333 µg/mL are obtained after 15 minutes 
to 1.21 hours respectively. The volume of the central compartment 
corresponds well to the volume of the plasma (approximately 3 
litres).

Elimination:
The iron injected or infused was rapidly cleared from the plasma, 
the terminal half-life ranged from 7 to 12 hours, the mean 
residence time (MRT) from 11 to 18 hours. Renal elimination of 
iron was negligible.

INDICATIONS AND USAGE
Treatment of iron deficiency anaemia (IDA) in:
● Adults and paediatric patients 1 year of age and older who have 

either intolerance to oral iron or an unsatisfactory response to 
oral iron.

● Adult patients who have non-dialysis dependent chronic kidney 
disease.

DOSAGE AND ADMINISTRATION
● For patients weighing 50 kg or more, the recommended dosage 

is ferric carboxymaltose 750 mg intravenously in two doses 
separated by at least 7 days for a total cumulative dose of 
1,500 mg of iron per course. 

● For adult patients weighing 50 kg or more, a single Ferotox 
administration should not exceed15 mg iron/kg body weight 
(for administration by intravenous injection) or 20 mg iron/kg 
body weight (for administration by intravenous infusion). 
Up to a maximum of 1,000 mg of iron intravenously may be 
administered as a single-dose treatment course. 

● For patients weighing less than 50 kg, the recommended 
dosage is ferric carboxymaltose 15 mg/kg body weight 
intravenously in two doses separated by at least 7 days per 
course.

Determination of the iron need

Preparation and Administration
Administer Ferotox intravenously, either as an undiluted slow 
intravenous push or by infusion. 

Administration rates for intravenous injection of Ferotox

When administered via infusion, dilute up to 1,000 mg of iron in no 
more than 250 mL of sterile 0.9% sodium chloride injection, such 

 g/dL mmol/L below 35 kg 35 kg to <70 kg 70 kg and above
 <10 <6.2 500 mg 1,500 mg 2,000 mg
 10 to <14 6.2 to <8.7 500 mg 1,000 mg 1,500 mg
 ≥14 ≥8.7 500 mg 500 mg 500 mg

Patient body weightHb
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that the concentration of the infusion is not less than 2 mg of iron 
per mL and administer over at least 15 minutes.

Dilution plan of Ferotox for intravenous infusion

When added to an infusion bag containing 0.9% sodium chloride 
injection, at concentrations ranging from 2 mg to 4 mg of iron per 
mL, Ferotox solution is physically and chemically stable for 72 
hours when stored at room temperature. To maintain stability, do 
not dilute to concentrations less than 2 mg iron/mL.

Inspect parenteral drug products visually for the absence of 
particulate matter and discoloration prior to administration. The 
product contains no preservatives. Each vial of Ferotox is 
intended for single-dose only.

When administering Ferotox 750 mg as a slow intravenous push, 
give at the rate of approximately 100 mg (2 mL) per minute. For 
Ferotox 1,000 mg, administer as a slow intravenous push over 15 
minutes. Avoid extravasation of Ferotox since brown discoloration 
of the extravasation site may be long lasting. Monitor for 
extravasation. If extravasation occurs, discontinue the Ferotox 
administration at that site.

Discard unused portion.

CONTRAINDICATIONS
Hypersensitivity to the ferric carboxymaltose or any of its inactive 
components
Known serious hypersensitivity to other parenteral iron products.
Anaemia not attributed to iron deficiency, e.g. other microcytic 
anaemia.
Evidence of iron overload or disturbances in the utilisation of iron.

ADVERSE REACTIONS 
Immune system disorders: Hypersensitivity, Anaphylactoid/ana-
phylactic reactions

Metabolism & nutritional disorders: Hypophosphataemia

Nervous system disorders: Headache, dizziness, paraesthesia, 
dysgeusia, loss of consciousness

Psychiatric disorders: Anxiety

Cardiac disorders:  Tachycardia, Kounis syndrome

Vascular disorders: Flushing, hypertension, hypotension, 
phlebitis, syncope, presyncope

Respiratory, thoracic & mediastinal disorders: Dyspnoea, 
bronchospasm

Gastrointestinal disorders: Nausea, vomiting, dyspepsia, 
abdominal pain, constipation, diarrhoea, flatulence

Skin & subcutaneous tissue disorders: Pruritus, urticaria, 
erythema, rash, angioedema, pallor, distant skin discolouration, 
face oedema

Musculoskeletal & connective tissue disorders: Myalgia, back 
pain, arthralgia, pain in extremity, muscle spasms, hypophospha-
taemic osteomalacia

General disorders & administration site conditions: Injection/infu-
sion site reactions, pyrexia, fatigue, chest pain, oedema 
peripheral, chills, malaise, influenza like illness (onset may vary 
from a few hours to several days)

Pregnancy: Foetal bradycardia

DRUG INTERACTIONS 
The absorption of oral iron is reduced when administered 
concomitantly with parenteral iron preparations. Therefore, if 
required, oral iron therapy should not be started for at least 5 days 
after the last administration of Ferric Carboxymaltose.

WARNINGS AND PRECAUTIONS
Hypersensitivity Reactions
Parenterally administered iron preparations can cause 
hypersensitivity reactions including serious and potentially fatal 
anaphylactic/anaphylactoid reactions. Hypersensitivity reactions 
have also been reported after previously uneventful doses of 
parenteral iron complexes. There have been reports of 
hypersensitivity reactions which progressed to Kounis syndrome 

(acute allergic coronary arteriospasm that can result in myocardial 
infarction).

The risk is enhanced for patients with known allergies including 
drug allergies, including patients with a history of severe asthma, 
eczema or other atopic allergy.

There is also an increased risk of hypersensitivity reactions to 
parenteral iron complexes in patients with immune or inflammato-
ry conditions (e.g. systemic lupus erythematosus, rheumatoid 
arthritis).

Monitor patients for signs and symptoms of hypersensitivity during 
and after Ferric Carboxymaltose administration for at least 30 
minutes and until clinically stable following completion of the 
infusion. 

Hypophosphataemic Osteomalacia 
Symptomatic hypophosphataemia leading to osteomalacia and 
fractures requiring clinical intervention has been reported in 
patients, with no history of renal impairment but at risk of low 
serum phosphate, on repeated exposure to Ferric Carboxymalt-
ose.

Possible risk factors for hypophosphatemia include a history of 
gastrointestinal disorders associated with malabsorption of 
fat-soluble vitamins or phosphate, concurrent or prior use of 
medications that affect proximal renal tubular function, 
hyperparathyroidism, vitamin D deficiency and malnutrition. In 
most cases, hypophosphatemia resolved within three months.

Monitor serum phosphate levels in patients at risk for low serum 
phosphate who require a repeat course of treatment.

Hypertension
Hypertension, transient elevations in systolic blood pressure, 
sometimes occurring with facial flushing, dizziness, or nausea 
have been reported.

These elevations generally occurred immediately after dosing and 
resolved within 30 minutes. 

Monitor patients for signs and symptoms of hypertension following 
each Ferric Carboxymaltose administration.

Hepatic or Renal Impairment
In patients with liver dysfunction, parenteral iron should only be 
administered after careful benefit/risk assessment. Parenteral iron 
administration should be avoided in patients with hepatic 
dysfunction where iron overload is a precipitating factor, in 
particular Porphyria Cutanea Tarda (PCT). Careful monitoring of 
iron status is recommended to avoid iron overload.

Infection
Parenteral iron must be used with caution in case of acute or 
chronic infection, asthma, eczema or atopic allergies. It is 
recommended that the treatment with Ferric Carboxymaltose is 
stopped in patients with ongoing bacteraemia. Therefore, in 
patients with chronic infection a benefit/risk evaluation has to be 
performed, taking into account the suppression of erythropoiesis.

Extravasation
Caution should be exercised to avoid paravenous leakage when 
administering Ferric Carboxymaltose. Paravenous leakage of 
Ferric Carboxymaltose at the administration site may lead to 
irritation of the skin and potentially long-lasting brown discoloura-
tion at the site of administration. In case of paravenous leakage, 
the administration of Ferric Carboxymaltose must be stopped 
immediately.

Laboratory Test Alterations
Following administration of Ferric Carboxymaltose, in the last 24 
hours, laboratory assays may overestimate serum iron and 
transferrin bound iron.

USE IN SPECIFIC POPULATIONS

Pregnancy 
Parenteral iron administration may be associated with hypersensi-
tivity reactions which may have serious consequences, such as 
foetal bradycardia. Advise pregnant women of the potential risk to 
a foetus. There is in insufficient data to assess the risk of major 
birth defects and miscarriage. 

There are risks to the mother and foetus associated with untreated 
IDA in pregnancy as well as risks to the foetus associated with 
maternal severe hypersensitivity reactions.

Disease-Associated Maternal and/or Embryo/Foetal Risk
Untreated IDA in pregnancy is associated with adverse maternal 
outcomes such as postpartum anaemia. Adverse pregnancy 
outcomes associated with IDA include increased risk for preterm 
delivery and low birth weight.

Foetal/Neonatal Adverse Reactions
Severe adverse reactions including circulatory failure (severe 
hypotension, shock including in the context of anaphylactic 
reaction) may occur in pregnant women with parenteral iron 
products (such as Ferric Carboxymaltose) which may cause foetal 
bradycardia, especially during the second and third trimester.

Lactation
Published data on the use of ferric carboxymaltose in lactating 
women demonstrate that iron is present in breast milk. Among the 
breastfed infants, adverse reactions included constipation and 
diarrhoea but none of the adverse reactions reported were 
considered related to Ferric Carboxymaltose exposure through 
breastmilk. There is no information on the effects of Ferric 
Carboxymaltose on milk production. The developmental and 
health benefits of breastfeeding should be considered along with 
the mother’s clinical need for Ferric Carboxymaltose in addition to 
any potential adverse effects on the breastfed child from the drug 
or from the underlying maternal condition.

Paediatric Use 
The safety and effectiveness of Ferric Carboxymaltose for Iron 
deficiency anaemia in paediatric patients aged 1 year and older 
who have normal kidney function and have either intolerance to 
oral iron or have had unsatisfactory response to oral iron have 
been established. Safety and effectiveness of Ferric Carboxymalt-
ose have not been established in paediatric patients less than 1 
year of age with Iron deficiency anaemia.

Geriatric 
No overall differences in safety or effectiveness were observed 
between those who were 65 years and above and younger 
subjects. Greater sensitivity of some older individuals cannot be 
ruled out.

OVERDOSAGE
Administration of Ferric Carboxymaltose in quantities exceeding 
the amount needed to correct iron deficit at the time of administra-
tion may lead to accumulation of iron in storage sites eventually 
leading to haemosiderosis. Monitoring of iron parameters such as 
serum ferritin and transferrin saturation may assist in recognising 
iron accumulation. If iron accumulation has occurred, consider the 
use of an iron chelator. 

DOSAGE AND INSTRUCTIONS
To be sold and used on the prescription of a registered medical 
practitioner only. Keep out of the reach of children. Do not store 
above 30°C. Do not freeze. Keep in a dry place. Protect from light.

PRESENTATION
Ferotox 50mg/mL Injection (Solution for Injection) 
Each pack contains 1 vial of 10mL

(Ferric Carboxymaltose) 
FerotoxTM

 2 to 4 mL 100 to 200 mg No minimal prescribed time
 >4 to 10 mL >200 to 500 mg 100 mg iron / min
 >10 to 20 mL >500 to 1,000 mg 15 minutes

Volume of Ferotox
required

Equivalent iron dose
Minimum

 Administration rate / 
 Minimum administration time

 2 to 4 mL 100 to 200 mg 50 mL No minimal 
        prescribed time
 >4 to 10 mL >200 to 500 mg 100 mL 6 minutes
 >10 to 20 mL >500 to 1,000 mg 250 mL 15 minutes

Volume of
Ferotox
required

Equivalent
iron dose

Maximum amount 
of sterile 

0.9% m/V sodium
chloride solution 

Minimum
administration time

TM


