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- Optiflux®
F200NR F180NR F160NR

Hollow Fiber Dialyzers
NOT FOR REUSE

GENERAL INFORMATION

Indications: Optiflux F200NR, F180NR and F160NR dialyzers are designed for single use
acute and chronic hemodialysis.

USA only: Federal law restricts this device to sale by or on order of a physician.
CAUTION: The operator should strictly adhere to the manufactures recommended
procedures, warnings and cautions as listed in these instructions for use.
Contraindications: Specific contraindications for the dialyzer are unknown. Generally,
the contraindications for hemodialysis are applicable. The dialyzer should only be used
as directed by a physician.

Precautions: Dialyzers may leak resulting in patient blood loss or contamination with
dialysate. In the event of a blood leak durirég dialysis, the health care provider should
respond according to the facility’s established protocol.

Air entering the extracorporeal circuit during dialysis can result in serious injury or death.
Check the security of all extracorporeal connections prior to the initiation of dialysis and
periodically throughout the treatment. The venous drip chamber should be continuously
monitored with a level detector.

Warning: Due to the high water flux capability of high permeability membranes with an
ultrafiltration coefficient > 8, itis necessag{ 1o use such dialyzers only in conjunction
with dialysis machines that are equipped with precise ultrafiltration control, such
as the Fresenius 2008 series. We recommend that dialyzers with an ultrafiltration
coefficient > 6 should only be used with such UF control machines. In any case, the
safety instructi for the'h dialysis machine must be followed.

The user is cautioned to regularly monitor the patient’s chemistry values using quantitative
measurements and analysis to ensure that the prescribed therapy is delivered. The clinical
parameters monitored s%ould at least include urea, hemoglobin and serum albumin.
Dialysate: The dialysate must meet AAMI standards for dialysis (RDS5).

Side effects: In rare cases, hypersensitivity reactions to the dialyzer or other elements
in the extracorporeal circuit may occur during hemodialysis. If a hygersensitivity reaction
occurs, the source of the hypersensitivity should be identified and that component of the
extracorporeal circuit shou?gjbe excluded from future use in hemodialysis treatments for
that patient. With severe reactions, dialysis must be discontinued and aggressive first line
theraésy for hypersensitivity reactions must be initiated. The decision to return the patient's
blood in the event of a hypersensitivity reaction is the decision of the physician.
Heparinization: It is recommended to systemically heparinize the patient. Systemic
heparinization is defined as administering the prescribed loading dose of heparin into
the patient’s vascular access and waitirzjg 3 to 5 minutes prior to initiating the treatment.
D#rir]g' dialysis, the dose of heparin and method of administration is the decision of the
physician.

Sterile/Non-pyrogenic: The dialyzers are sterilized using the electron beam (ebeam)
method of sterilization. The dialyzer blood pathway is sterile and non-pyrogenic if the
blood port caps are in place and undamaged. Do not use if the dialyzer is damaged in
any way. Use aseptic technique for all blood side connections. Struciural integrity of the
hemodialyzer is warranted for the first use only when prepared as directed.
Recommended storage: Between 5 and 30 degrees C (41 - 86 degrees F).

Dialyzer reuse: Optiflux F160NR, F180NR and F200NR dialyzers are not designed for or
intended for reuse.

PREPARATION FOR DIALYSIS - DRY PACK

* Place the dialyzer in the dialyzer holder in the vertical position, arterial end downward.

* Install the arterial and venous bloodlines on the hemodialysis machine.

Note: Refer to dialysate delivery machine manufacturer's instructions for use for setting
up bloodlines.

* Remove blood port caps from the dialyzer and aseptically connect the arterial and
venous dialyzer ends of the bloodlines to the dialyzer. Check to be sure connections are
secure.

* Aseptically spike a 1 liter bag of 0.9% sterile saline solution with a clamped dialysis
priming set.

«If not already attached, attach the dialysis priming set to the saline “T” connection
located just before the blood pump segment on the arterial bloodline. Check to be sure
the connection is secure.

* Open the cIamF on the dialysis priming set and allow saline to gravity prime the portion
of the arterial bloodline from the saline “T” to the patient end.

* Clamp the main line tubing on the arterial bloodline between the patient end and the
saline “T" connection.

* Start the blood pump and set a pump speed of 150 mL/min. Prime the rest of the
arterial bloodline, dialyzer and venous bloodline with saline. While the extracorporeal
circuit is filling with saline, intermittently pinch and release the bloodline between the
blood pump and the dialyzer to help to purge air from the dialyzer. Tap the dialyzer to
facilitate air removal from the dialyzer.

« Fill the dialyzer and blood lines with 300 mL sterile 0.9% saline solution. The drip
chambers in the bloodlines should be set to and maintained at % full.

* Stop the blood pump. Clamp the arterial and venous bloodlines. Aseptically connect
the patient ends of the arterial and venous bloodlines together in preparation for
recirculation of the extracorporeal circuit. Unclamp main line clamps on arterial and
venous bloodlines.

* Perform Pressure Holding Test on Fresenius 2008 machine.

-Verig/ that the dialysate is within the prescribed conductivity limits with a calibrated
conductivity monitor. To identify situations where the acetate or acid and bicarbonate
concentrates are not progerly matched, use a calibrated pH meter to verify that the pH
of the dialysate is within the appropriate physiologic range.

* Rotate the dialyzer so the venous end is down. Attach the dialysate lines to the dialyzer.
Fill the dialysate compartment with the dialf\;zer in the venous end down position. In order
to maximize the efficiency of the dialyzer, the dialsate flow must be countercurrent to the
blood flow.

* When the dialysate compartment is filled, turn the dialyzer back to the arterial end down
position and place back in dialyzer holder.

* Recirculate the extracorporeal circuit at a blood flow rate of 300 to 400 mL/min
and a dialysate flow 500 mL/min until all air has been purged from the dialyzer and
bloodlines.

*During recirculation, to assist in removing air from the dialyzer, interminenly inch and
release the blood tubing between the blood pump and the dialyzer. Even if the header
area of the dialyzer looks free of air, it is recommended that gentle tapping of the venous
gncli of the dialyzer with the arterial end down should be done to remove air from the

ialyzer.

*Do notinfuse the recirculated saline prime into the patient. Discard the recirculated saline
and fill the entire extracorporeal circuit with fresh saline prior to connecting to the patient.
The volume of fresh saline used to fill the extracorporeal circuit should be equal to the
volume of the dialyzer and blood tubing set in use.

@

* If the dialysate delivery system was chemically disinfected or sterilized prior to patient
use, be sure to test for the absence of germicide residuals with a test intended for this
application, according to the test manufacturer's instructions.

INITIATION OF DIALYSIS

« To initiate dialysis; stop the blood pump, clamp the dialysis priming set and the arterial
and venous bfoodlines.

* Aseptically attach the patient ends of the bloodlines to the patient's arterial and venous
access. Open the arterial and venous bloodline clamps and the clamps on the patient
access.

« Increase the blood pump speed slowly to the prescribed blood flow rate. Be sure to
monitor the arterial and venous blood pressures carefulgl during this process to note any
possible flow restrictions or inappropriate pressure readings.

* Once the prescribed blood flow rate has been achieved, set the prescribed ultrafiltration
rate and rotate the dialyzer to the arterial end up position.

DURING THE DIALYSIS TREATMENT

* If a blood leak should occur during the treatment, the operator should follow the facility's
established procedure for a dialyzer blood leak.

* Air entering the extracorporeal circuit during dialysis is a very serious event and should be
avoided. A routine check of all connections prior to initiation of dialysis and periodically
throughout the dialysis treatment is recommended. Constant monitoring of the venous
drip chamber with a level detector is required. Should air get into the venous line during
the treatment, the dialysis treatment must be discontinued without returning any of the
blood mixed with air.

TERMINATION OF DIALYSIS

» When the dialysis treatment is completed, turn the blood pump off and set the UF rate
to the recommended minimum. Check to see that there Is enough 0.9% sterile saline
solution in the bag for rinsing the blood in the extracorporeal circuit back to the patient.

¢ Using a hemostat, clamp the arterial bloodline between the saline “T” and the blood
pump. Rinse the blood in the tubing between the saline “T” and the patient end back to
the patient.

« Clamp the arterial bloodline between the patient connection and the saline “T". Remove
the clamp on the bloodline between the saline “T" and the blood pump.

* Start the blood pump and set at a 150 to 200 mL/min pump speed. Intermittently pinch
and release the blood tubing between the blood pump and the dialyzer to help to
efficiently rinse the blood in the extracorporeal circuit back to the patient. Do not let air
enter the extracorporeal circuit during rinse back.

* Once the blood has been returned to the patient, turn the blood pump off. Clamp the
arterial and venous bloodlines and the patient’s arterial and venous access. Aseptically
disconnect the arterial and venous bloodlines from the patient’s access.

« Discard the extracorporeal circuit in an appropriate bioh d waste recep 3
References: 29CFR, 1910.145, 1910.1030 (Code of Federal Regulations) and appropriate
state and local codes.

Technical data: These data represent typical in vitro performance. Actual in vivo

performance may differ.
7601 F180NR F200NR

> [ Ultrafiltration coefficient 50 60 62 mL/Ar/mmHg
(in vitro bovine blood 32%)
Clearance
Qb 300/Qd 500, Qf=0
Urea* 266 274 277 mL/min
Creatinine 238 251 253 mL/min
Phosphate 230 238 250 mL/min
Vitamin B12 152 168 173 mL/min
Lysozyme** 70 74 84 mL/min
Priming volume blood 83 98 112 mL
Flow resistance blood 50 51 55 mmHg
(Qb = 200 mL/min)
Maximum TMP 600 600 600 mmHg
Maximum blood flow 600 600 600 mL/min
Maximum dialysate flow 1000 1000 1000 mL/min
Surface area 1.5 1.8 20 m?

*Sodium used as a marker for urea.

**Lysozyme, MW 14,300 Da, used as surrogate for MM

Note: Clearance tests performed using aqueous solutions of sodium, creatinine, phosphate,
Vitamin B, and Lysozyme

Membrane material: Advanced Fresenius Polysulfone®

Fiber inner diameter (nominal): 200 microns
Membrane wall thickness: 40 microns
Housing: Polycarbonate
Potting compound: Polyurethane
O-ring: Silicone

Blood connections:
Dialysis fluid connections:
Sterilization Method

DIN 13090 Part 3
DIN 58352 Part 2
Electron Beam
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