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Please read this information carefully before use!

Intended purpose/instructions

Filter for human albumin infusion solution (HSA) to deplete
undesired substances, such as stabilizers (octanoate/N-
acetyl-tryptophanate).

The Hepalbin® MaxiCycler is available in different versions:

Hepalbin®MaxiCycler 1 REF: 80005-1 1 Filter layer

Hepalbin®MaxiCycler 3 REF: 80005-3 3 Filter layers
Hepalbin®MaxiCycler 5 REF: 80005-5 5 Filter layers
Hepalbin®MaxiCycler 7 REF: 80005-7 7 Filter layers
Hepalbin®MaxiCycler 9 REF: 80005-9 9 Filter layers

Indication

Diseases with impaired liver function that require albumin
substitution and in which, for example, the stabilizers in
commercial HSA infusion solutions cannot be sufficiently
metabolized by the liver.

English

Patient group
Patients in need of albumin.

Application restrictions

The Hepalbin®-MaxiCycler is restricted for use only with medical
solutions that are approved as medicinal products for infusion or for
extracorporeal treatment. For deligandisation only HSA is
recommended.

Disposal
The Hepalbin®-MaxiCycler should be discarded after use as clinical
hazardous waste in accordance with local regulations.

Contraindications/side effects/residual risks

There are no contraindications for the use of Hepalbin®-MaxiCycler.
These only arise indirectly from any contraindications to albumin
therapy.

Warnings and precautions:

The Hepalbin®-MaxiCycler

- has to be applied with careful hygienic precautions during
setup.

- must only be used up to the specified expiry date (see
label).

- is designed for single use. Re-Sterilization or reuse leads to
material failure and loss of function.

- application must be avoided or discontinued upon the
detection of damage or leakage.

- must not be exposed to internal pressures higher than 1 bar.
- must only be used for a maximum of 24 hours.

- if the sterile barrier is accidentally opened, the product must
be used immediately and must not be stored again.

- must be replaced with a new product in the event of a leak
on the Hepalbin®-MaxiCycler.

-as with other extracorporeal procedures, may cause drug
depletion and may require additional redosing.

Caution! Infusion only in conjunction with suitable particle filters
(pore size < 0.22 uym, with integrated venting function, intended use
must not exclude the use of albumin solution) and certified infusion
systems.

Caution! Application only by medically qualified and trained
personnel.

Caution! Only Hepalbin®-MaxiCycler1 or 3 (1 or 3 layers) are
approved for treatment of newborns under 5 kg.

Caution! Discard the product if the sterile barrier is damaged.
Mandatory reporting
Serious incidents in connection with the product must be reported

to ALBUTEC GmbH and the authority responsible immediately.

For further information see product information’
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Caution - the application of the product
requires the attention of the operator.
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Please read this information carefully before use!

Application setup

Refer to the instruction diagrams for positioning of the various
Hepalbin®MaxiCycler sizes during use. The positioning is
supported by special holders (optional accessory).

For connection to Luer-Lock connectors, use enclosed adapters
(REF AD 825.1 & AD 825.2).

The Hepalbin®MaxiCycler outlet must be equipped with a
particle filter (see warnings).
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Application procedure

| Pre-rinsing the Hepalbin®-MaxiCyclers

The system must be filled with isotonic saline solution. The
solution should be free from bubbles as much as possible (e.g.
use of an air trap).

Pre-rinsing should be performed at the highest possible flow rate
(maximum 4200 mi/h/layer).

The required amount of rinsing solution is listed in the table (see
stage I). The discharged rinsing solution must be discarded.

Il Filling the Hepalbin®-MaxiCyclers

Fill the system with the appropriate amount of HSA (see table,
flow rate & lla). The filling must be as bubble-free as possible
(e.g. use of an air trap). Any rinsing solution remaining in the
system which now is discharged must be discarded (see table,
IIb). The filtrate that then emerges from the particle filter (see
warnings) is suitable directly for infusion or is to be collected.

lll Post-rinsing (Flushing)

Any HSA remaining in the system must be flushed out of the
system with isotonic saline solution and can be directly infused
or collected. The corresponding post-rinse volumes can be found
in the table (see Table, llI).

The following figure illustrates application examples for the purification of albumin-containing solutions with different Hepalbin®-

MaxiCycler sizes:
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Performance indicators: Taking into account the recommendations in the table, initial concentration ratios of 5.3 mol/mol of stabilizers
(octanoate/N-acetyl tryptophanate) to albumin can be reduced to below 0.3 mol/mol. Higher flow rates reduce the effectiveness of adsorption in

the single-pass flow process.

' A product information may be requested via the internet.
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