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ENGLISH OPERATOR’S MANUAL ULTRAFILTER U 8000 S

General Information

The information contained in this instruction manual must be read
before the use of this device to ensure a safe and effective treatment.
Review all WARNINGS and CAUTIONS before use and refer to
specific operational WARNINGS and CAUTIONS described in the
text whenever necessary.

The U 8000 S is delivered sterile with non-pyrogenic fluid
compartments.

The quality of the product is guaranteed only when it is prepared
and used according to the procedures described in the "Directions
for use".

DEFINITION OF
EXPRESSIONS USED
IN THIS MANUAL

WARNING !is used to alert the operator not to take a specific action
that can cause potential hazard which, if ignored, can result in an
adverse reaction, injury or death.

CAUTION ! is used to alert the operator to take a specific action
to protect against possible hazard which, if ignored, could have an
adverse effect on the patient or equipment.

NOTE !is used to remind the operator of normal treatment functions
and what is the suitable action in a particular situation.

INDICATIONS

Ultrafiltration with a Gambro ultrafilter is indicated for purification
of incoming water for dialysis as well as purification of dialysis fluid
to obtain microbiologically high quality dialysis fluid. The risk of
exposure to bacteria and endotoxins can thereby be minimized.
In combination with an additional single use ultrafilter the U 8000
S can be also used for the on-line preparation of non-pyrogenic
substitution fluid with the Gambro AK 100/200 ULTRA and AK
200 ULTRA S.

CONTRAINDICATIONS

None known.

ADVERSE REACTIONS

If the dialysis fluid or the incoming water is heavily contaminated or
the handling of the U 8000 S is incorrect, there is a risk of bacterial
and/or pyrogenic overload in the ultrafilter with consequent risk
of breakthrough. The patient may then be exposed to bacteria or
pyrogens sufficient to induce a pyrogenic reaction with symptoms
of shivering and raised body temperature. Pyrogenic reaction may
be accompanied by severe reduction in blood pressure.

Patient exposure to high concentrations of disinfectants due to
inadequate rinsing after chemical disinfection of the U 8000 S may
lead to symptoms of rash, chest pain and hemolysis. Exposure
to formaldehyde may lead to the development of anti-N-like
antibodies with risk of hemolytic anemia. It is, therefore, imperative
to validate the rinsing procedure after each disinfection procedure
(Residual test).

In the event of a severe patient reaction, the blood lines shall be
clamped immediately and appropriate medical treatment initiated.
The blood in the hemodialyzer and blood lines should not be
returned to the patient and it is recommended that the treatment
session be discontinued. The U 8000 S shall be discarded and the
dialysis machine disinfected. A new sterile U 8000 S can then be
inserted in the dialysis fluid circuit according to instructions under
DIRECTIONS FOR USE.

GENERAL WARNINGS AND
CAUTIONS

The U 8000 S has been designed for the use with Gambro dialysis
machines. If other dialysis machines are used it has to be ensured
that they are able to compensate for the increased pressure drop
caused by the insertion of the U 8000 S in the fluid circuit.
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The user must ensure that the increased pressure drop does not
interfere with the control of ultrafiltration (the patient’s weight loss)
during treatment. Note that the increased pressure drop may also
limit the use of certain types of dialyzers due to specific pressure
regulations in the machine.

Various functions of the dialysis machine may also be disturbed
causing alarm situations.

Make certain that the procedures outlined in this package insert are
carefully studied before the U 8000 S is used.

An aseptic technique must be employed to avoid contamination
of the fluid pathways.

The U 8000 S is designed for multiple use. Gambro can only
guarantee the performance, sterility and non-pyrogenicity of the
U 8000 S if it has been sterilized by Gambro or by a subcontractor
approved by Gambro.

It is the sole responsibility of the physician in charge to validate
the microbiological quality of the system in order to prove that
the applied disinfection process is effective and that the retention
performance of the filter is still appropriate. A regular monitoring of
both water and filtrate quality is advised. The ultrafilters used as
water filter and dialysis fluid filter are to be changed routinely after
use for one to two months maximum, depending on the result of
the microbiological controls.

Itisimperative to use only chemical disinfectants recommendedinthis
operator's manual; see section "Directions for use": Treatment. The
instructions supplied by the manufacturer ofthe chemical disinfectant
agent must be strictly adhered to. Conditions of disinfection and
rinsing are the responsibility of the physician in charge.

Do not expose the U 8000 S to halogenated solvents
(perchloroethylene, chloroform, etc.), halogen containg liquids (e.g.
lodine tinctures), methanol, acetone, phenols or their derivates.

WARRANTY AND
LIMITATION OF LIABILITY

a) The manufacturer warrants that the U 8000 S has been manufac-
tured in accordance with its specifications and in compliance with
good manufacturing practices, other applicable industry standards
and regulatory requirements.

If provided with the lot number of the defective product, the manuf-
acturer will, by replacement or credit, remedy manufacturing defects
in the U 8000 S becoming apparent before the expiry date.

Expiry date: Refer to information on the unit container label.

b) The warranty under paragraph a) above is in lieu of, and to the
exclusion of, any other warranty, whether written or oral, expressed
or implied, statutory or otherwise, and there are no warranties of
merchantability or fitness or other warranties, which extend beyond
those described in paragraph a) above.

The remedy set out above for manufacturing defects is the sole
remedy available to any person due to defects in the U 8000 S
and the manufacturer shall not be liable for any consequential
or incidental loss, damage, injury or expense arising directly or
indirectly from the use of the U 8000 S, whether as a result of any
defect therein or otherwise.

c) The manufacturer shall not be liable for any misuse, improper
handling, non-compliance withwarnings, directions and instructions
inthe labelling, damage arising from events after the manufacturer's
release of the U 8000 S, failure or omission to inspect the U 8000
S before use in order to insure that the U 8000 S is in proper condi-
tion, or any warranty given by independent distributors or dealers.

EXPLANATION OF SYMBOLS
AN\

= Read instructions before use!

= Expiry date

= Sterilizing agent: Steam

= Lot number

= Recommended storage conditions :
below + 30°C (+ 86F)

= Catalogue no.

= Manufacturer



ENGLISH OPERATOR’S MANUAL ULTRAFILTER U 8000 S

Directions For Use

CAUTION ! Strict adherence to the procedural order and content,
including all operational WARNINGS and CAUTIONS, described in
the following procedures by the manufacturer is required to ensure
a safe and effective treatment.

CAUTION ! Aseptic technique is required throughout preparation
and treatment to avoid contamination.

PRE-TREATMENT

SET UP

The U 8000 S is delivered sterile, with non-pyrogenic fluid
compartments. Make certain that the package and the device
have not been damaged or exposed to liquid, solvents or other
hazardous material.

CAUTION ! Always, check the ultrafilter carefully and use only if
it is mechanically intact and the protection caps over the fluid and
ultrafiltrate ports are dry and securely in place. If the ultrafilter or
packaging is damaged, sterility may be compromised. Therefore,
do not use the ultrafilter.

Whenthe U8000 Sisinserted into the incoming water line of adialysis
machine, the pre-ultrafilter pressure must be sufficient to feed the
machine used despite the pressure drop in the U 8000 S.

When inserted in the dialysis fluid circuit the U 8000 S is designed
for use with a dialysis machine, which controls the ultrafiltration
volume/rate. The dialysis machine must be able to compensate for
the increased pressure drop in the dialysis fluid circuit caused by
the U 8000 S, without interfering with the ultrafiltration control during
the treatment session.

This operator's manual describes the use of the U 8000 S when
inserted in the dialysis fluid circuit. For operating instructions in the
water circuitor concerning the preparation of sterile substitution fluid
please contact the dialysis machine manufacturer.

1. Connect the U 8000 S to the dialysis fluid circuit as illustrated
in fig. 1. Be certain to use aseptic technique when connecting
the sterile filtrate line.

START UP,
DEAERATION AND RINSING

2. The U 8000 S shall be rinsed and deaerated during the rinsing
of the dialysis fluid circuit.

Thoroughdeaeration ofthe U8000 S during the rinsing procedure
is essential for optimal function of the ultrafilter and the dialysis
machine.

3. The deaeration shall be done via the deaeration line connected
to the deaeration/fluid outlet on the top of the ultrafilter (fig.1).
Make sure that there is a proper distribution of fluid through both
the lumen and the filtrate compartment during rinsing.

Caution: The U 8000 S must be upright while being
deaerated.

4. Clamp the deaeration line from the U 8000 S when the ultrafilter
has been thoroughly deaerated.

Caution: If the deaeration line is not clamped, some dialysis
fluid will bypass the dialyzer and flow directly to the drain. The
dialysis efficiency may be reduced.

TREATMENT

5. When the U 8000 S has been properly rinsed and deaerated,
proceed with treatment set up procedures as defined in the
respective operator's manuals for the dialysis machine, dialyzer,
blood tubing, and clinic protocols.

Caution: An excessively high pressure drop over the U 8000 S
might cause problems with the dialysis machine. Problems with
an excessively high pressure drop may also lead to a limitation
to use low ultrafiltration rates when high flux membranes are
involved.

DISINFECTION

Disinfection is possible with the chemical disinfectants listed below
or by heat disinfection procedures.

The heatdisinfection procedure caninclude hot citric acid or sodium
carbonate according to the concentration stated below.

Disinfection should be carried out after each treatment. When the U
8000 Sis used for on-line preparation of non-pyrogenic substitution
fluid with the Gambro AK 100/200 ULTRA or AK 200 ULTRA S,
the disinfection routine recommended in Operator's manual of the
machine should be followed. Rationale: If bacteria are allowed to
proliferate undisturbed on the feed side of an ultrafilter, there may
be a breakthrough of bacterial and/or endotoxins due to a heavy
load on the filter.

Warning ! If contamination of bacteria have occured on the filtrate
side of the ultrafilter or in the tube from the ultrafilter, there will
be no possibility to maintain the microbiological quality of the
dialysis fluid.

Caution:Ifthe physicianin charge decides tochemically disinfectthe
U 8000 S together with the dialysis machine, the General Warnings
and Cautions found in this manual must be observed.

The following chemical disinfection agents are recommended
for the U 8000 S:

Peracetic acid:
recommended concentration is according to the
manufacturer’s instructions,not to exceed 0.1 %

Sodium carbonate
recommended concentration is according to the
manufacturer’s instructions, not to exceed 2.0 %

Sodium hypochlorite
recommended concentration is according to the
manufacturer's instructions, not to exceed 0.5 %

Caution: Chemical disinfectants may be toxic. The user must
therefore take necessary precautions before use. Chemical
disinfectants may also be harmful to the material used in the fluid
path in the dialysis machines.

Caution: The user must validate the disinfection efficiency from a
microbiological standpoint.

Note: If the U 8000 S is used in combination with Gambro
AK 100/200 ULTRA machine, use only those disinfectants which are
recommended in the operator's manual of the AK 100/200 ULTRA.
The disinfection procedures should follow those described in the
operator's manual of the AK 100/200 ULTRA.

PREPARATION

Caution: Make sure that the chemical disinfection procedure of
the machine has not affected the pressure drop caused by the
U 8000 S.

1. Opentheclamponthe de-aerationline.Proceed withthe chemical
disinfection procedure according to procedures and instructions
valid for the specific machine.

Caution: Ensure that there is a flow of rinsing fluid through both
the lumen and filtrate compartment of the U 8000 S during the
disinfection procedure.

2. Afterthedisinfectantdwelltime, specifiedinthe operator's manual
for the dialysis machine, the system must be rinsed to eliminate
the disinfectant.

Caution: The user must validate the disinfection efficiency from
a microbiological standpoint.

Caution: Chemical disinfectants are toxic. The residual
concentration in the dialysis fluid must therefore be below the
levels specified by the clinic or by national standards. Itis essential
to use a test method recommended by the manufacturer of the
disinfectant.

DECALCIFICATION

The ultrafilter U 8000 S can be included in the decalcification
procedure with hot citric acid. The citric acid concentration must
not exceed 2%.



ENGLISH OPERATOR’S MANUAL ULTRAFILTER U 8000 S

General Information

PERFORMANCE

The performance values given below should be regarded as approximate. When the
ultrafilter is used under clinical conditions, different values may be obtained due to the
clinical setting, measuring techniques, and variations in manufacturing.

PERFORMANCE

U 8000s

between fluid inlet and filtrate outlet.

Determined with 0,9% sodium chloride solution. Mean pressure drop is measured

Filtrate flow Q. (ml/min)

Pressure drop. A p (mmHg)

solution 21°C

solution 37°C

300 43- 64 29- 43
500 71-107 48- 71
700 100 - 150 67 -100
Retention of bacteria
Type of challenge LRV *
Bacterial: Pseudomonas diminuta ATCC 19146 >7
Endotoxin
Typical value for endotoxin after filtration: < 0,05 IU/ml

* LRV = Logarithmic reduction value;
number of organisms in challenge suspension

LRV =log ,,

number of organisms in filtrate

Upon request, information about methods used to obtain performance data is available.

SPECIFICATIONS

Sterilization agent

U 8000S

Effective membrane area (m?) 2.1
Fiber dimensions

Inner diameter (um) 215

Wall thickness (um) 50
Priming volume (ml)

lumen 152

filtrate side 306
Maximum TMP (mmHg) 600

Steam

Sterile barrier

Medical grade paper

Components

Membrane
Potting material
Housing and caps
Sterile plugs

Materials

Polyamix™
Polyurethane
Polycarbonate
Polypropylene

(PAES/PVP/PA)
(PUR)

(PC)

(PP)
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Figure 1:  Recommended connection of the U 8000 S

when used in the dialysis circuit.

(Depending on the type of dialysis machine,
the connections may vary)
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