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The following information is intended for healthcare professionals
only:

Administration

Monitor carefully patients for signs and symptoms of hypersensitivity
reactions during and following each administration of Ferrinemia.
Ferrinemia should only be administered when staff trained to evaluate
and manage anaphylactic reactions is immediately available, in an
environment where full resuscitation facilities can be assured. The patient
should be observed for adverse effects for at least 30 minutes following
each Ferrinemia administration.

Mode of Administration:

Ferrinemia must only be administered by the intravenous route. This
may be by drip infusion, slow injection or directly into the venous line of
the dialysis machine.

Paravenous leakage must be avoided because leakage of Ferrinemia at
the injection site may lead to pain, inflammation and brown discoloration
of the skin.

Intravenous drip infusion:

Ferrinemia must only be diluted in sterile 0.9% m/V sodium chloride
(NaCl) solution. Dilution must take place immediately prior to infusion
and the solution should be administered as follows:

Ferrinemia Ferrinemia Maximum dilution | Minimum

dose (mg of | dose (ml of volume of sterile | Infusion

iron) Ferrinemia) 0.9% m/V NaCl Time
solution

100 mg 5ml 100 ml 15 minutes

200 mg 10 ml 200 ml 30 minutes

For stability reasons, dilutions to lower Ferrinemia concentrations are
not permissible.

Intravenous injection:

Ferrinemia may be administered by slow intravenous injection at a rate
of 1 ml undiluted solution per minute and not exceeding 10 ml Ferrinemia
(200 mg iron) per injection.

Injection into venous line of dialysis machine:

Ferrinemia may be administered during a haemodialysis session directly
into the venous line of the dialysis machine under the same conditions
as for intravenous injection.

Incompatibilities

Ferrinemia must not be mixed with other medicinal products except
sterile 0.9% m/V sodium chloride solution. There is the potential for
precipitation and/or interaction if mixed with other solutions or medicinal
products. The compatibility with containers other than glass, polyethylene
and PVC is not known.

Shelf life and storage

Do not use this medicine after the expiry date which is stated on the
packaging materials.

Do not store above 25 °C. Do not freeze. Store in the original package.
Shelf life after first opening of the container

From a microbiological point of view, the product should be used
immediately.

Shlelf life after dilution with the sterile 0.9% m/V sodium chloride (NaCl)
solution

From a microbiological point of view, the product should be used
immediately after dilution.

Instruction for use and handling

Ampoules should be visually inspected for sediment and damage before
use. Use only those containing a sediment free and homogenous solution.
The diluted solution must appear as brown and clear.

Any unused product or waste material should be disposed of in accordance
with local requirements.
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