
 

Hepalbin®-MaxiCycler 
Instruction manual for recirculation 

SOPF 5-28A-en Revision: 05 
Issued: 03/2025 
Subject to changes 
Page 1 

 

 

 Albutec GmbH 
 Schillingallee 68 
 18057 Rostock 
 Germany 

 Phone:  +49 381 121 658 71 
 Fax:   +49 381 121 658 77 
 Web: www.albutec.com 
 E-Mail: info@albutec.de 

1 A product information may be requested via the internet 
 

© 2025 Albutec GmbH  
 

 

 

Intended purpose/Instructions 

Filter for removal of unwanted substances such as stabilizers 
(octanoate/N-acetyl-tryptophanate), bile acids, bilirubin and 
creatinine from aqueous and albumin-containing dialysate 
solutions.  

Consultation with dialysis specialist before use is advisable. 

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/Patient group 
The patients to be treated are those to whom one or more of 
the following points apply: 

Liver insufficiency of various origins with 
o impaired albumin function (binding and/or transport 

function) and/or exogenous intoxication 
o pathological accumulation of toxins (e.g. metabolic end 

products or medication) 
Life-threatening health condition, e.g.  
o chronic liver failure with "acute on chronic liver failure" 

(ACLF) grade 2 or higher or therapy-refractory pruritus 
with "Visual Analogue Scale" (VAS) 7 or higher 

 

o in acute liver failure with secondary organ failure (hepatic 
encephalopathy, renal failure, circulatory failure) 

o in exogenous intoxications (progressive organ failure despite 
standard therapy) 

 
Further criteria for patient selection are a deterioration in the 
patient's condition despite conservative therapy, whereby an 
appropriate therapeutic goal (regeneration, bridging to 
transplantation, improvement in quality of life) is sought. 

Application restrictions 
The use of the Hepalbin®-MaxiCycler is restricted to medical 
solutions that are approved as medicinal products or dialysate 
solution for infusion or for extracorporeal treatment. 

Disposal 
The Hepalbin®-MaxiCycler should be discarded after use as 

clinical hazardous waste in accordance with local regulations. 

Contraindications /side effects/ risks 
There are no contraindications for the use of Hepalbin®-
MaxiCycler. These only arise indirectly from any contraindications 
to kidney dialysis. 

For further instructions see product information1 

Warnings and precautions: 
- Apply careful hygienic precautions during setup. 

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

- Designed for single use. Resterilisation 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 only be used in device combinations for which 
instructions for use authorized by Albutec are available. 

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

 

Caution! Application only by medically trained and qualified 

personnel. 

Caution! Only Hepalbin®-MaxiCycler with 1 or 3 layers are 

approved for treatment of newborns under 5 kg. 

Caution! Use only in a dialysate circuit separated from the 

patient's blood by a dialysis membrane. Intravenous 
administration of dialysate without a particle filter after the 
Hepalbin® MaxiCycler must be excluded. 

Caution! Discard the product if the sterile barrier is damaged. 

Caution! risks and hazards correspond to those of other 

extracorporeal procedures, e. g. catheter infections. 

Mandatory reporting 
Serious incidents in connection with the product must be reported 
to Albutec GmbH and the responsible authority immediately. 

 

For further information see product information1 

Symbol glossary  

 Medical device 
 

Production date 
 

Manufacturer 

 
Reference number 

 
Lot number 

 
Expiry date 

 
Store dry 

 
Protect from sunlight 

 
Product is gamma-sterilized 

 

Do not use if packaging is 
damaged  

Do not re-sterilize 
 

CE marking and coding for 
notified body 

 
For single use only  

for max. 24 hours 
 

Consult instructions for use 
 

Caution - the application of the product 
requires the attention of the operator.  
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Application setup 
The Hepalbin®-MaxiCycler is to be positioned as shown in the 
application sketch (outlet on the side at the top!) 

If required, the following adapters can be used: 

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

Prevention of air bubbles 
If the Hepalbin® MaxiCycler is integrated into a system where 
increased outgassing is known to occur, the use of an air trap 
upstream of the Hepalbin®-MaxiCycler is recommended. 
 

 

 

 

 

 

 

Tabular overview of the performance features: 

Application procedure 

I Pre-rinsing the Hepalbin®-MaxiCycler  
The system must be filled with 0.9 % saline solution or 
dialysate. The filling should be as bubble-free as possible (e. g. 
use of an air trap). The necessary amount of rinsing solution 
can be found in the table (see Table, I). The escaping rinsing 

solution must be discarded.  

II Filling the Hepalbin®-MaxiCycler  
Fill the system with the dialysate used (aqueous/albuminous). 
The filling should be as bubble-free as possible (e. g. use of an 
air trap). The recommended volume can be found in the table 
(see Table, II). The rinsing solution displaced from the system 
by the dialysate filling must be discarded. 

III Starting the treatment 
The maximum flow rate can be found in the table.  

 

Stage Hepalbin®-MaxiCycler version 1 3 5 7 9 

I - III Flow rate [ml/min] ≤50 ≤150 ≤250 ≤350 ≤450 

I Pre-rinse volume [ml] 300 550 800 1050 1300 

II MaxiCycler fill volume [ml] 120 250 375 500 630 

 

Schematic representation of the integration of a Hepalbin®-MaxiCycler7 in a recirculating dialysate circuit to deplete undesirable 
substances such as octanoate, bile acids, bilirubin and creatinine. 

 


