Filtrate bag 10 L (CN)

INSTRUCTIONS FOR USE

Please read the following instructions carefully.

GENERAL INFORMATION
General description of the product

The filtrate bag is an unsterile product; it consists of tubes, con-
nectors, cap, clamp and fluid bag.

The product is intended to be used in combination with an ex-
tracorporeal acute blood purification system multiFiltrate and
multiFiltratePRO.

COMPOSITION

Materials: Tube: medical grade soft-PVC; Connectors and other
components: PP, PVC, ABS, PE.

INTENDED PURPOSE
Medical purpose

This product is used as a container to collect the clinical
waste such as dialysate/body fluids at hospitals/clinics in
combination with Fresenius Medical Care CRRT (Continuous Renal
Replacement Therapy) devices multiFiltrate and multiFiltratePRO
during CRRT treatment, haemoperfusion procedures or thera-
peutic plasma exchange.

This product is used as ancillary device for collecting waste fluid
during HD/F treatment.

Intended patient population

The bags have been specified by the manufacturer for the
purpose of treating patients irrespective of their age and body
weight, under consideration of the specified technical data of
the medical device and the single-use items used (e.g., delivery
rates, fill volumes).

Intended user/environment

The disposable may only be used by individuals with the
appropriate training, knowledge, and experience on the proper
operation and handling and for whom proof of instruction can
be shown.

Operation in suitable rooms in professional health care facilities.
Normative and local regulations must be observed.

SIDE EFFECTS

No specific side effect due to the use of Filtrate bag is known.

Side effects related to the multiFiltrate and multiFiltratePRO
must be taken into account. Please refer to the Instructions
for Use (IFU) of multiFiltrate and multiFiltratePRO for more
information on the side effects.

Reporting of serious incidents

If any serious incident occurs in relation to the device,
including those not listed in this leaflet, the treating physician
shall be informed immediately. Within the EU the user must
report any serious incident that has occurred in relation to the
device to the manufacturer according to labelling (ud) and the
competent authority of the EU Member State in which the user
is established.

A serious incident can be any incident that directly or indirectly
leads to the death of a patient, user or other person; to the
temporary or permanent serious deterioration of a patient’s,
user's or other person’s state of health; or a serious public
health treat.

CONTRAINDICATIONS

There are no contraindications known for Filtrate bag 10L.

For general contraindications onextracorporeal blood purifica-
tion therapies, please refer to the Instructions for Use of multi-
Filtrate and multiFiltratePRO.

PERFORMANCE CHARACTERISTICS AND
CLINICAL BENEFITS

Filtrate Bag 10L has to be used in combination with multiFiltrate
and multiFiltratePRO during CRRT treatments haemoperfusion
procedures and therapeutic plasma exchange.

METHOD OF ADMINISTRATION

Handling Instructions

Before use

Refer to the Instructions for Use of the multiFiltratePRO and
multiFiltrate device.

Handling

The product is intended to be used in combination with an ex-
tracorporeal acute blood purification system multiFiltrate and
multiFiltratePRO.

Open the package to get the product, hang filtrate bag onto
the hooks of the lower scales, remove the luer cap, connect
the male Luer-Lock with the Filtrate Line (multiFiltrate filtrate
line “F") according to Instructions for Use for multiFiltrate and
multiFiltratePRO device.

Upon completion of solution collection, enable the function
“bag change” and close the clamp, according to Instructions
for Use for multiFiltrate and multiFiltratePRO Syctem.

Discard the used product and material waste as described in
the “Disposal” Section of this IFU.

Where present, the available stopcock can be used to
empty the bag after disconnection from the multiFiltrate and
multiFiltratePRO device.

Intended application time

The maximum application time is 72 hours (equal to the
maximum application time of multiFiltrate and multiFiltratePRO
tubing systems for extracorporeal acute blood purification).

Termination

Refer to the Instructions for Use of the multiFiltratePRO and
multiFiltrate device for the termination of the treatment and also
to the “Disposal” Section of the present Instructions for Use.

WARNINGS AND PRECAUTIONS

Warnings

Do not use the product if there is damage to the bag or
components.

If the carton is damaged, check the products contained
carefully. Do not use if the package is damaged, if the pro-
tective or closure caps are not in place, or if there is any
visible damage on the finished products (e.g. kinked tubes).

Do not use one filtrate bag for different patients.
Do not use after use-by date (refer to label).

Inspect the extracorporeal circuit for kinking and leaks during
the priming phase and treatment, taking corrective meas-
ures or exchanging the disposable as necessary.

The system contains large-size packaging and foils that can
cause choking, and which should be kept away from chil-
dren.

Particular notes on materials and substances

There is no hypersensitivity to the bag system or any of the
materials known.

One or more components contain in a concentration > 0.1
mass% according to Article 33 and 59 (1, 10) of Regulation
(EC) No. 1907/2006 ("REACH"): — 2-ethylhexyl 10-ethyl-4,4-
dioctyl-7-oxo-8-oxa-3,5-dithia-4-stannatetradecanoate (DOTE)
For SVHC information according to Article 33 of Regulation
(EC) No. 1907/2006 ("REACH") please use this page: www.
freseniusmedicalcare.com/en/svhc.

SPECIAL PRECAUTIONS FOR STORAGE

Follow the indication of the product label. Protect from mois-
ture, freezing and excessive heat.

DISPOSAL

The dialysate waste may be contaminated with pathogenic
agents of transmittable diseases; thus, the bag must be con-
sidered to be potentially infectious.

The accredited organization is liable for the safe disposal of
the product. Any unused product or waste material shall be
disposed of in accordance with local requirements and in ac-
cordance with local requirements for potentially contaminated
materials.

SYMBOLS USED ON LABELS

Medical Device

Unique Device Identifier

Patient information website

Latex-free

Exchange the Bloodline/Tubing System after
maximum usage time or pumped blood volume
as indicated on the primary package

Units

WARRANTY

The manufacturer shall not be liable for any misuse, improper
handling, non-compliance with instructions for use and cau-
tionary notes and for any damage incurred subsequent to the
manufacturer’s delivery of the bloodlines.

DATE OF REVISION OF TEXT
07/2023

For the electronic version of instruction for use (e-IFU), please
use this page:

www.freseniusmedicalcare.com/en/product-information.
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