Instructions for Use

POLYTOX™
Dialysis Fluid Filter

General information
For general information & basic detail regarding Endotoxin Filter please refer product or carton label.

Indication:

Endotoxin dialysis fluid filter is designed for the preparation of ultrapure fluid for use in dialysis. however there should be strict monitoring & attention
to the chemical & microbiological quality of water. Concentrate & the maintenance of supply systems i.e. RO system & central delivery system must
be closely monitored for the better output of the product performance. Chemical quality must comply with the standards.

However the microbial quality parameters like microbial count (CFU/mL) & endotoxin measurement (EU/mL) should be water <100 CFU/mL &
<0.25EU/mL for Dialysis concentrate <1000CFU/mL & <1EU/mL.

Warnings:

Endotoxin filter also called dialysis fluid filter can be used with Dial-Ezee Polymed Dialysis Machine. However strict attention must be given to
disinfection & maintenance of all equipment used for dialysis.

Please refer to the operating instructions of the dialysis machine for further details.

Disinfection/Cleaning
Endotoxin dialysis fluid filter must be included in all Dial-Ezee Polymed Dialysis Machine for machine cleaning & all disinfection cycles.
Please refer to the operating instruction of the dialysis machine for further details.

Filter Integrity
Endotoxin Filter is tested for filter integrity when used with Dial- Ezee Polymed Dialysis Machine. The mandatory integrity test must be performed
manually when used with other models in accordance with the relevant operating instructions.

Dialysis Fluid Filter
Endotoxin Filter must be exchanged after 12 weeks or 100 treatments or earlier if the filter fails to pass the integrity test.
Please refer to the operating instructions for further details.

Installation/Exchange

Endotoxin dialysis fluid filter must be installed in the appropriate area in dialysis machine. However the locking system & specially designed
connectors ensures the safe connection between the dialysis fluid filter & hydraulics components of the dialysis machine. However it is important to
follow correct installation disinfection process.

Please refer to the operating instructions for further details.

Warranty

If there is any defect in the manufactured product or the manufacturer shall not be liable for any kind of misuse, improper handling of the product, non
compliance for the instructions for use, any cautionary notes & for any damage incurred subsequent to the manufactures delivery of the Endotoxin
dialysis fluid filter.

However if there is any defect in the packaged product then the packaged defective product will be replaced if the same is reported timely with details
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Cautions

See Instructions for use

Product reference/Art. No.

For single use only
Do not Resterilize

Do not use if packaging or
product has been damaged
or contaminated

Batch Number

Date of Manufacturing

Use by / Expiry date

Fluid Path Sterilized

using irradiation

Single Sterile Barrier System

European Authorised
Representative
Manufactured by

Fluid Path Non Pyrogenic

Storage Condition

Keep Away from Sunlight

Keep Dry

Medical Device
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