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GENERAL INFORMATION
Indications: Optiflux dialyzers are designed for acute and chronic hemodialysis and

| are appropriate for single and multiple use when reprocessed utilizing the methods
| described or referenced in this package insert. Each reprocessed hemodialyzer shall
| be used for only one patient.

Caution: Federal (USA) law restricts this device to sale by or on order of a physician.

| 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.

| Warning: Hypochlorite-based germicides should not be used for disinfection of
| the reprocessed dialyzer. Bleach should not be used as a blood path cleaning

| agent with F180A or F200A dialyzers unless Glutaraldehyde is used as the

| germicide.

| Precautions: In the event of a blood leak during dialysis, the health care provider
| should respond according to the facility’s established protocol.

| ultrafiltration coefficient (Kuf) =2 8 mL/hr/mmhg, it is :mnmmmm.\.ql..
| precise ultrafiltration control. Dialyzer models F200A, F180A \

| must only be used with such UF control machines. In ag
| instructions of the manufacturer of the hemodialysis machi

“n_m__<mﬂm_..._ The clinical parameters monitored should, at _mm,.
| hematocrit, and serum albumin. '

| Dialyzers may leak, resulting in patient blood loss or contamination E_ﬁ_._ dia <mm8

Warning: Air entering the extracorporeal circuit during dialysis can resuit in
serious injury or death. Check the integrity of all blood lines prior to the
initiation of dialysis and periodically during the treatment. The venous return
line or drip chamber should be continuously monitored with an air detector.

Warning: Due to the high water flux capability of dialyzer membrane with an

n_m_ﬁm_.m only in conjunction with dialysis machines that 3

| Each reprocessed dialyzer should be subjected to an air pressure leak test prior to use

on a patient. Significant blood loss may require blood transfusion at the discretion of
the physician.
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Dialyzer reuse: Reuse of these devices is a clinical decision. The Medical Director is

| responsible for the choice to reuse dialyzers and the procedures and safety of the reuse
| program. If dialyzer reuse is chosen, dialyzers must be reused in a carefully monitored

program that complies with the AAMI Recommended Practice for the Reuse of
Hemodialyzers, Centers for Medicare and Medicaid Services (CMS) requirements and

| other applicable Federal, State and local laws and regulations. Reprocessed dialyzers

should not be used on patients with sepsis, excessive clotting problems, or known

| hypersensitivity. Follow recommendations of the Centers for Disease Control regarding
| reuse practices and the reuse of dialyzers on patients with hepatitis or HIV.

Follow universal precautions when handling used dialyzers.

| Warning: The choice of cleaning agents, germicides, processing conditions, and

reprocessing protocol must be carefully selected to avoid significant degradation of

| the dialyzer components. Certain sanitizing agents used for exterior cleaning, such
| as quaternary ammonium compounds, phenol-containing compounds, bleach

(20.06%), or Puristeril 340™ solution (> 1.0%) may damage the plastic components
when exposed for extended periods of time.

| Warning: Pyrogenic reactions may occur with reused dialyzers. The water used to
| reprocess the dialyzer must meet AAMI standards for water for dialyzer
reprocessing.

| Dialyzers may clot after a variable number of uses. Any dialyzer that does not retain at

least 80% of its original total cell volume (TCV) should be discarded. It is recommended

| that the original TCV be determined for each dialyzer prior to use.

| In rare cases, dialysate may channel, resulting in reduced clearance. This condition is not
| identified by the TCV test.

| Follow AAMI standards and the germicide manufacturer’s instructions to assure that the

| disinfection process was carried out as intended.

| Warning: Any chemical germicide in the dialyzer must be rinsed out prior to clinical
| use of the dialyzer.

| The concentration of residual germicide must be measured and determined to be

| acceptable before clinical use. Use a test recommended by the germicide manufacturer or
| atestthat is intended for measurement of residual levels of the germicide. Follow the

| instructions of the residual test manufacturer. Germicide concentration may increase

| (rebound) if the rinsing process is interrupted prior to connection to the patient. Additional

| rinsing and residual retesting are required in this event. Discard the prime solution when

starting blood flow through the dialyzer. If the prime solution must be given to the patient

| for volume enhancement, replace the fluid in the circuit with fresh saline just before

attachment to the patient. It is the responsibility of the medical director to assure that the
residual levels of the germicide are acceptable.

ALBFRHESRFERA  AFARERELEM BT IRART - BHEEEH (The
Medical Director) & A EEAFTHRERALTE  UAEHRERFTENT T4
Moo RRTRREA ALTROEAFERLTARBEEF L BAERFS AAM &2
Wbg f R E A AT B EAE A ME - Medicare v Medicaid %+« (CMS) &
FAn B b A A EEIR ~ M~ M e c BAEEMATTRAEE ANELE
B ERERCIAFRURENEL - BRERTH TORNAIFTHMEAERA O
o MEHMNBAHIV EFERAREEATTHGES -
REERABOATTHY  SRBANEEFE -

25 HRB - RED - REGAFAREF FLARETEF > RBRATFTRNSTH
FAEREERD - XL FHRAGRER B o aBbed BB oH R
#](20.06%) % Puristeril 340™:5% (>1.0%) - wREFHHFH AR THRRBALEF
Bt X e BT

BL I EFHEERAAITRTHRELBBREE - ARAIFRERESGKLAKS AAMI
HEHATFRREKRNBE -

ALERESZREFEAL  THREEE - §80FT5E (TCV) REAMBLLELE
(TCV) & 80% 8% » RIMAL BB S ERA - BEHE B AT T RAMER AT > 2B
BHETCV -

AT - BATRT AR - WRUERFER D - TCV AR A SRR -
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PREPARATION FOR DIALYSIS — FORMALDEHYDE OR GLUTARALDEHYDE
FILLED DIALYZERS

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

» Check the dialyzer and label. Verify that the dialyzer is properly capped and has
been filled with the dialyzer disinfecting solution. Verify that the correct dialyzer has
been selected for the patient.

i » Place the dialyzer in a veriical position.
|+ Instali the arterial and venous bloodlines on the hemodialysis machine.

MNote: Refer to the manufacturer's instructions for the dialysate delivery machine.

K Verify that the dialysate is at the conductivity required by the prescribing physician

with a calibrated external conductivity meter. To identify situations where the acetate
or acid and bicarbonate concentrates are not properly maiched, use pH paper or a
meter to verify that the approximate pH is in the physiologic range.

« Connect the dialysate lines to the dialyzer and establish dialysate flow (> 500
mL/min). Place the dialyzer so that the dialysate flow is upward and all the air bubbles

. are flushed from the dialysate compartment. This step must precede the attachment of
! the blocdlines and priming of the bloodside of the dialyzer. Verify that dialysate is

fliowing through the dialyzer.
* If a heparin pump is to be used, fill the heparin syringe with the prescribed
medication and prime the heparin infusion line to the arterial line. Clamp the infusion

. line as close as possible to the arterial line.

= Spike a 1 liter bag of 0.9% sterile normal saline with a clamped IV administration
set.

« Attach the IV adminisiration set to the patient end of the arterial bloodline.

«  Aseptically prime the arterial line with saline. If not already done, insert the blood
pump segmernt into the blood pump. Connect the arterial and vencus lines to the
dialyzer only after the dialysate side has flushed for a couple of minutes. Connect the
arterial and venous drip chamber monitor lines to the machine with new fransducer
protectors.

+ Rotate the dialyzer so that the arterial end is down and the venous end is up.
Flush 500 mL of sterile saline through the blood side of dialyzer at a flow rate of 150

i mL/min. Adjust the fluid levels in the drip chambers. Insure the monitor lines are
! cleared of any fluid. Fluid contamination of the transducer protectors can cause false
. pressure readings.
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| PREPARATION FOR DIALYSIS - Puristeril 340™

If the dialysate delivery system was chemically disinfected or sterilized prior to
patient use, be sure to test the dialysis machine for the absence of germicide
residuals with a test intended for this application, according to the manufacturers’
instructions.

Check the dialyzer and label. Verify that the dialyzer has been filled with germicide
solution for the period specified by the manufacturer. Verify that the correct
dialyzer has been selected for the patient.

Place the dialyzer in a vertical position.

Install the arterial and venous bloodlines on the hemodialysis machine.

| Note: Refer to the manufacturer's instructions for the dialysate delivery machine.

Verify that the dialysate is at the conductivity required by the prescribing physician
with a calibrated external conductivity meter. To identify situations where the
acetate or acid and bicarbonate concentrates are not properly matched, use pH
paper or a meter to verify that the approximate pH is in the physiologic range.
Check the dialyzer for presence of germicide according to the germicide
manufacturer’s instructions.

If 2 heparin pump is to be used, aseptically fill the heparin syringe with the
prescribed medication and prime the heparin infusion line to the arterial line.
Clamp the infusion line as close as possible to the arterial line.

Aseptically prime the arterial line with saline. Connect the arterial and venous lines
to the dialyzer. Clamp and connect the arterial and venous drip chamber monitor
lines to the machine with new transducer protectors.

With the arterial end down and the venous end up, flush about 500 mL of sterile
saline through the blood side of dialyzer at a flow rate of about 150 mL/min.
Clamp the saline administration line. Connect the dialysate lines to the dialyzer
and establish dialysate flow (> 500 mL/min). Rotate the dialyzer so that the
dialysate flow is upward and all the air bubbles are flushed from the dialysate
compartment.

When the dialysate side is filled, again, rotate the dialyzer so that the blood side
flow will be upward (arterial blood port on the bottom).

Connect the arterial and venous blood lines together and recirculate the blood
side at a high rate (400 - 500 mL/min). Alternately clamp and unclamp the venous
line (below the drip chamber) to flush all remaining bubbles from the fibers (do not
exceed 500 mmHg venous pressure).

Unclamp the arterial and venous monitor lines and set an ultrafiltration rate of
about 2 liters/hour and turn the UF on. Be sure there is sufficient sterile saline left
in the bag. When the TMP begins to rise, unclamp the saline administration line.
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= Turn off the blood pump and clamp the venous bloodiine.

| » Aseptically attach the patient end of the venous bloodline to the patient’s venous access.

Open the clamp to the venous access.

+ Unclamp the venous bloodline and set the blood flow to the prescribed rate. Rotate the

dialyzer so that the venous end is downward.
+ Set the prescribed ulirafiltration rate. A minimum ultrafiltration rate of 300 mlL/hr during
dialysis treatment is recommended with Fresenius Optiflux High Flux dialyzers.

: DURING DIALYSIS TREATMENT
i « If a blood leak should occur during the treatment, the decision to attempt to allow the

leak to clot off by reducing the blood flow and ulirafiltration rate to minimum values is a
clinical decision. The decision whether or not to return the blood to the patient must be
made by a medicat professional.

+ Air entering the extracorporeal circuit during dialysis may be very serious and should be
avoided. A routine check of all connections prior to initiation of dialysis and periodically
throughout the treatment is recommended. Constant monitoring of the venous return line
with an air detector is essential. Should air get into the venous line during treatment, the
dialysis treatment must be discontinued without returning any of the patient’'s blood that
is mixed with air.

+ All biood tubing connections must be checked for security or obstruction to prevent
damage or loss of blood or entry of air. Dialysate circuit leaks allowing air entry or fluid
loss may cause significant ultrafiltration errors.

TERMINATION OF DIALYSIS TREATMENT

- When the dialysis treatment is completed, turn the blood flow rate to zero and UF rate to
recommended minimum.

» Clamp arterial bioodline and aseptically disconnect from the patient's arterial access.

+ Using the blood pump, rinse the patient’s blood back using sterile 0.9% saline solution at
a slow rate. Do not aliow air to enter the extracorporeal circuit.

» Once the biood has been returned, turn the blood pump flow rate to zero.

+ Clamp the venous bloodiine.

+ Clamp the patient's venous access and aseptically disconnect the venous bloodline from
the patient's access.

+ |f the dialyzer is to be discarded, place the extracorporeal circuit in an appropriate

biohazard waste receptacle. References: 29CFR 1910.145, 1910.1030 (Code of

Federal Regulations) and appropriate state or local codes.

« If the diaiyzer is fo be reused, infuse any remaining heparin and recirculate for 1 to 2
minutes. After recirculation, cap the blood and dialysate ports being sure to keep both
compariments full of fluid. Insure that the dialyzer is marked in indelible ink with the
patient’s name. Pre-clean and reprocess the dialyzer as soon as possible or refrigerate.
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{ Warning: Dialyzers which will be disinfected using 4% Formaldehyde and 0.3%
i Glutaraidehyde should be reprocessed with specific machine. Dialyzers which will
i be disinfected using Peracetic acid should be reprocessed with the Renatron®
! machine. Dialyzers which will be disinfected using 1.5% formaldehyde should be
; reprocessed with specific machine and heated to 40°C in an incubator with the
! following characteristics:

| * Use an incubator capable of delivering 45°C +/- 4°C for 24 hours.

As much residual blood as possible should be removed during the reprocessing
procedure. When cleaning the dialyzer, pressures should not exceed 750 mmHg.
Reverse ultrafiitration may also be used to aid in the removal of residual blood from the
dialyzer. [f reverse ultrafiltration is used, positive pressures should not exceed 750
mmHg and negative pressures should not exceed 725 mmHg.

Reprocessed dialyzers must always be tested according to the AAMI guidelines for
performance and membrane integrity prior to disinfection,

in vitro Ultrafiltration test results may not be used to establish TMP treatment
parameters.

A total cell volume (TCV) test must be performed each time the dialyzer is reprocessed
to insure it has at least 80% of its original volume. Dialyzers with less than 80% of
original volume should not be used. For dialyzers with a high coefficient of ultrafiliration
(Kuf > 8), when performing the TCV test by blowing out the blood compartment, the
dialysate compartment must be filled with water and sealed to prevent fluid transfer from
the blood to dialysate compariment.

A membrane integrity test must be performed each time the dialyzer is reprocessed prior
to disinfection.

Bleach and Puristerii 340™ solution may be used as cleaning agents during
reprocessing. If cieaning agents are used, dialyzer performance may be altered. See
dialyzer performance characteristic information.

If bleach is used as the cleaning agent, the concentration in the dialyzer should not
exceed 1.0%.

if Puristerii 340™ solution is used as cleaning agents the concentration in the dialyzer
should not exceed 2.0%. Puristeril 340™ solution may only be used as a cleaning agent
if Puristeril 340™ solution is used as the dialyzer germicide.

iow

{ REUSE DIALYZER LABELING
« All reused dialyzers must be labeled according to the AAMI guidelines, each time they
are reprocessed. These reprocessing labels must not obscure the manufacturer's label.

Optiflux

o A BRARNTEN OSUABIFHNAIETRETAESCHABRTEA
F-FRABEEAFHOATERAER Renatron®FZ LT B4 B S RTHRIE -
ERISYFRAFTHALTHESABSHBESETERAE  RBEARFTHA T
#340C R FTBEA R T4
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750mmHg - :

® REBETANTHRLIAIFTRISESLR -wREFRBLEE > ERFFL
i 750mmig » & B R #F42:18 725mmHg -

®  GRIE AAMI 693557 48 B R IE 09 AT B RS AN H ATt B A Sl AR RO 60 K M

® RBEMNARERABRERANEL TMP bR EH -

® MHTEE (TCV) 2B ALTRBAESLETANR  @AEAEBZHAL
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® WwERHZaGHELFAD  EEALTRTOBREFRERB1.0% - _

® R Puristeril 340™ e 15 & F B 0 BAAT BB T 6000 E R EAZE 2.0% -
4o 45 A Puristeril 340™ e B AT BB S 0 B R A Puristeril 340™ 4
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In vivo Beta2-Microglobulin Clearance of Dialyzers Reprocessed
with 0.75% Bleach [ 4.0% Formaldehyde (B2M=mL/min)

0 1 use 5 use 15 use
_ 23 _ 30 _ 39 _ 57 _

[Fs0B

In vivo Pre and Post Serum Albumin Levels of Dialyzers Reprocessed with
0.75% Bleach / 4.0% Formaldehyde (Albumin=g/dI)

x> \ \ o

0 1 use 5 use 15 use
F8oB
Pre Serum 3.89 4.01 3.91 3.65
Post Serum 4.40 4.24 4.26 4.05

IN VIVO RESULTS 4.0% FORMALDEHYDE

In vivo Kuf for all study dialyzers increased when exposed to multiple reprocessing
with 0.75% Bleach / 4.0% Formaldehyde. The use of volume ulirafiltration control
dialysis equipment is mandatory when these dialyzers are reused.

In vivo spKi/V and URR were unchanged with multiple exposure to the reprocessing
procedure. Beta2-Microglobulin increased significantly with the F80B dialyzers with
multiple exposure to the 0.75% Bleach / 4.0% Formaldehyde reprocessing procedure
indicating a slight increase in hydraulic permeability and higher middle molecule
removal rates. There was no change in serum albumin levels for any of the
hemodialyzers tested.

SUMMARY OF IN VITRO TESTING METHODS
1.5% FORMALDEHYDE @ 40°C

In vitro testing of Fresenius Optiflux Dialyzers was performed according to the
“Guidance for Hemodialyzer Reuse Labeling” testing protocol. Where possible, three
dialyzers from each of three different manufacturing lots were tested. Dialyzers were
reprocessed a total of 15 times with the 0.75% Bleach / 1.5% Formaldehyde @ 40°C
reprocessing procedure. Dialyzers were not exposed to blood between
reprocessings. Dialyzers were stored for 24 hours before the subsequent
reprocessing. Dialyzers were tested for in vifro Kuf using fresh whole beef blood and
aqueous solute clearance using urea, creatinine and Vitamin By, as the solute
markers.

Optiflux
ATEREABNAR, BR2HRESRF S
2 0.75%E G 414.0% FRERE
(B2 M = ml/min)
0 14H 5%k4#&R 15 X {E A
F80B 23 . 30 39 57
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L O0.75%Eau/4.0% TR R ARE
( Albumin=g/dI)
0 1k4#ER S5k4ER 15 kEH
F80B
A 3.89 4.01 3.91 3.65
% ik 4.40 424 426 4.05
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IN VITRO RESULTS 1.5% FORMALDEHYDE @ 40°C

In vitro Kuf increased by multiple exposures to 0.75% Bleach / 1.5% Formaldehyde
@ 40°C reprocessing. Urea and creatinine clearance were unaffected by multiple
exposures to the reuse process. Vitamin B4z clearances did increase with multiple
exposures.

SUMMARY OF IN VIVO TESTING METHODS
1.5% FORMALDEHYDE @ 40°C

In vivo testing of Fresenius Hemflow Dialyzers was performed according to the
“Guidance for Hemodialyzer Reuse Labeling” testing protocol. At least 12 patients
were started in the study that utilized F80B high flux dialyzers. Clinical testing of the
FB80B dialyzer was performed with 12 patients (3 males, 3 females), average age 62,
average blood flow of 325 mL/min and average dialysis time of 2.68 hours. In vivo
Kuf for the different hemodialyzers were calculated from pressure determinations
available from the Fresenius 2008H hemodialysis machine. Blood samples were
taken at predetermined times pre and post dialysis session on the 0, 1, 5 and 15th
reuse. Blood samples were analyzed for urea, albumin and Beta2-Microglobulin
(B2M for high flux hemodialyzers only). Equilibrated single pool Kt/V urea (spKi/\/),
urea reduction ratio, (URR = %) and pre/post serum albumin values were calculated.

Note: /n vivo reuse testing was not performed on the Optiflux dialyzers. However, the

reuse performance of the Optiflux dialyzers will be similar to the Fresenius Hemflow
dialyzers.
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103 9. 0mspmia s 1.5% Faz » 40C

PR EHFEAU 0.75%692ak/1.5% e Fat A0CHERENALTE  ATFREAHE
SRR KU AMET S - REPNERGEAERASHE - SR EHE A% 45 B12
B ERE RS .
BRIy ke 1.5%FEE 40T

SHEAMPERAZIAATTROBARER > GiE T EH8ERAATTRHAS L TRE
AR R R RAT - MEMATE RS G Ee FB0B - AR B - Soeh &
EABEVRER 124 -FBOBAALFROERAR  £F 12455 458(5H9
& 38) 562 & 0 T aARS 325miminy FiEAreER 4 2.68 /)
B REAZF e Kuf 88 7R84 - £4R4E# Fresenius 2008H ik 3 47 4% B 45
HENPEZTHRAE - oBRRBEEFT AL AEFE 0015 15 REHFFAFAT ~ £
HREFEHRE aREAOTHIEEERE - 650 B2 AHES (P2HKES
RAESRETYH AT NGBR3 B F 47 E4 4 £ 6y KUYV (Equilibrated single pool Ki/V
urea) (sp KtV) » 5 EEE (URR=%) Ff ik ad -

EE I RLEFLAAAIERATHRBNEREANRR - R RERLZFAIETR
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SUMMARY OF IN VITRO TESTING METHODS
GLUTARALDEHYDE

In vitro testing of Fresenius Optiflux Dialyzers was performed according to the
“Guidance for Hemodialyzer Reuse Labeling” testing protocol. Where possible, three
dialyzers from each of three different manufacturing lots were tested. Dialyzers were
reprocessed a fotal of 15 times with the 0.75% Bleach / 0.8% Glutaraldehyde
reprocessing procedure. Dialyzers were not exposed to blood between
reprocessings. Dialyzers were stored for 24 hours before the subsequent
reprocessing. Dialyzers were tested for in vitro Kuf using fresh whole beef blood and
agueous solute clearance using urea, creatinine and Vitamin B4; as the solute
markers.

In vitro Ultrafiltration Coefficient, Kuf of Dialyzers Reprocessed with
0.75% Bleach / 0.8% Glutaraldehyde Using Fresh Whole Beef Blood

TE & ETET ~ -

Optiflux
BOPR AT REs » B
SEHREMALRLFATTRSBEMRER > SR T EEEA AT RGOS $RE
AR AETAES c ETRAE  RZERRLEM I ZBATTHERY
A ALFBEETRT 15 RGBEESEE » A4 0.75%% 64/0.8%) 5 —iF
BATBAE - APDRBAEZM ATFTHAARLEEI0E  BXREELE  £BR
B2 ALFRIEH BN 24 /o5 - AT FU AR & Kuf 4eRl4E A& 4
Ay Bl - PLERGT - BEEE B S g T B12 1 AE TR ANAZFEYARERE
HREA

AL FREGBIPME - BBIE L Kuf
B 0.75%F a0 8% AR ARAE  FAMS N 2k
( Kuf=ml/hr/immHg )

{(Kuf=mL/hr/fmmHg}
1] 1 use 5 use 15 use
F180A 43 46 38 38
F200A 57 53 48 50

Agueous fn vifro Urea Clearance of Dialyzers Reprocessed with
0.75% Bleach / 0.8% Glutaraldehyde (mi/min)

QB 0 1 use 5 use 15 use
F180A 200 194 195 193 194
300 268 268 267 264
400 313 312 309 309
500 337 339 336 332
F200A 200 182 193 195 172
300 270 265 268 265
400 309 312 315 309
500 341 345 344 338
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0 1 &k4EH 5 R{E A 15 k&R
F180A 43 45 38 38
F200A 57 53 48 50
AT BRI AR - AEREFE R F R
2 0.75%ZE ail 0.8% R —REAE
{ml/min)
QB 0 1R | BRMER |15RER
F180A 200 194 195 193 194
300 268 268 267 264
400 313 312 309 308
500 337 338 336 332
F200A 200 192 183 195 172
300 270 265 268 265
400 309 312 315 309
500 3N 345 344 338
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SUMMARY OF /N VIVO TESTING METHODS
GLUTARALDEHYDE

in vivo testing of Fresenius Hemoflow Dialyzers was performed according to the
“Guidance for Hemodialyzer Reuse Labeling” testing protocol. At least 12 patients
were started in the study that utilized F80A high flux dialyzers. Clinical testing of the
F80A dialyzer was performed with 15 patients (14 males, 1 female), average age 57,
average blood flow of 373 mL/min and average dialysis time of 3.3 hours. In vivo Kuf
for the different hemodialyzers were calculated from pressure determinations
available from the Fresenius 2008H hemodialysis machine. Blood samples were
taken at predetermined times pre and post dialysis session on the 0, 1, 5 and 15th
reuse. Blood samples were analyzed for urea, albumin and Beta2-Microglobulin
(B2M for high flux hemodialyzers only). Equilibrated single poo! KtV urea (spKt/V),
urea reduction ratio, (URR = %) and pre/post serum albumin values were calculated.

Note: in vivo reuse testing was not performed on the Optiflux dialyzers.
However, the reuse performance of the Optiflux dialyzers will be simiiar to the
Fresenius Hemoflow dialyzers.

in vivo ultrafiltration Coefficient, Kuf of Dialyzers Reprocessed with
0.75% Bieach / 0.8% Glutaraldehyde (Kuf=mL/hrfmmHg)

0 1 use 5 use 15 use
[FeoA | 73 [ 69 | 87 | 1M ]

in vivo spKt/V and URR of Dialyzers Reprocessed with
0.75% Bleach / 0.8% Glutaraldehyde (URR=%)

SpKUV 1.31 133 1.26 1.20
URR 66 67 64 53

Tl = 7 0

Optiflux

BARRFREE Ao

BHRAMAPBARFIATTROBPAR > G TEEEAALTRB B ERE
A7 A B B T AT o MM AT TR A SR E FB0A - AR - o8 &

HAMEL Z:EH 125 -FEOADALEFHEBRARM X4 155 85 50(F K14

Eodct 1.8) FHEE 57 & o0 mas 373mlimin: FHH eSS 3.3 55 -

B AL By Kuf 2 rgialiiig - 24834 Fresenius 2008H R B HBRFHE

APREHRTE - BB PR EFEE AL 01515 REHEHA - AR

FRHUMREE - aRFANFTHELERAT 56 -P2HMEHES (B2HMHEeRE

& E ) AT BB o3 B R4 B4R R £ oy KUYV (Equilibrated single pool KtV urea)
(sp KtWV)» &L (URR=%) il eiaEals-

ZE RLTAANALERATRBANELEAGRL - 22 ALHRAFALER
EFHEEAELE SRR RHEAMBRIE R FIAT FRARL -

AL FRe e n e o R & 3 Kuf
L 0.75%:38 G #1/0.8% 8 % AR T
( Kuf=mkFhr/mmHg)

0 1 R4k A 5 R4k A 15 % 4£ A
F80A 73 69 67 71
AT BRSBAAE - sp KUV #2 URR
Bt 0.75%% & #5/0.8% 8 /& &k
(URR=%)

_ 0 [ 1%xgm | 5x%EA | 15kER
F80A
SpKYV 1.31 1.33 1.26 1.20
URR 66 67 64 63
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In vitro Ultrafiltration Coefficient, Kuf of Dialyzers Reprocessed with

3.5% Peracetic Acid Using Fresh Whole Beef Blood

ikt JH

{(Kuf=mL/hr/mmHg)
0 1 use 5 use 15 use
F180A 55 56 61 54
F200A 61 62 60 56

Aqueous In vitro Urea Clearance of Dialyzers Reprocessed with
3.5% Peracetic Acid (mL/min)

QB 0 1 use 5 use 15 use
F180A | 200 194 194 195 194
300 269 264 270 269
400 314 316 318 316
500 338 344 342 344
F200A | 200 196 196 196 195
300 270 272 272 267
400 322 327 328 310
500 363 371 373 337

Aqueous /n vitro Creatinine Clearance of Dialyzers Reprocessed with
3.5% Peracetic Acid (mL/min)

QB 0 1 use 5 use 15 use
F180A | 200 188 188 189 188
300 248 247 248 247
400 283 280 283 280
500 306 309 307 308
F200A | 200 188 189 190 191
300 245 246 247 248
400 278 279 253 281
500 293 310 294 298

24

[
Optiflux
ALFREAHE;RAE > B8R4 > Kuf
B 3.5% B R BRE AN MR
(Kuf=mlhrimmHg )
0 1k#ER 5k{4ER 15 k4E R
F180A 55 56 61 54
F200A 61 62 60 56
AT FHARIIAR ) REREREF R
A 3.5% BB E R R E
( mlfmin)
QB 0 1kER 5 k4ER 158 &g A
F180A | 200 194 194 195 194
300 269 264 270 269
400 314 316 318 316
500 338 344 342 344
F200A | 200 196 196 196 185
300 270 272 272 267
400 322 327 328 310
500 363 371 373 337
AT FaR B PLEEETRBREF F
LA 3.5% BB AR R
( ml/min)
QB 0 1 k4 B S5k 15 ki A
F180A | 200 188 188 189 188
300 248 247 248 247
400 283 280 283 280
500 306 309 307 308
F200A | 200 188 189 190 191
300 245 246 247 248
400 278 279 253 281
500 293 310 294 298
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In vivo Ultrafiltration Coefficient, Kuf of Dialyzers Reprocessed
with 3.5% Peracetic Acid

(Kuf=mL/hr/fmmHg)
0 1 use 5 use 15 use
| F80A | 51 _ 47 _ 47 | 44 _

In vivo spKt/V and URR of Dialyzers Reprocessed
with 3.5% Peracetic Acid (URR=%)

0 1 use 5 use 15 use
FS0A
spKt/V 1.62 1.56 1.54 1.69
URR 70 70 70 66

In vivo Beta2-Microglobulin Clearance of Dialyzers Reprocessed
with Minimum 0.1% Peracetic Acid (B2M=mL/min)

15 use
38 |

5 use
50 |

0 1 use
43 | 57 ]

| F80A |

In vivo Pre and Post Serum Albumin Levels of Dalyzers Reprocessed
with 3.5% Peracetic Acid (Albumin=g/dL)

0 1 use 5 use 15 use
F30A ,
Pre Serum 4.02 4.06 4.09 411
Post Serum 4.86 4.67 4 57 5.20

IN VIVO RESULTS PERACETIC ACID
In vivo Kuf was decreased for high flux hemedialyzers when exposed to multiple
reprocessing with Peracetic acid.

In vivo spKt/V and URR were unchanged with multiple exposure to the reprocessing
procedure. Beta 2-Microglobulin decreased with the F80A dialyzers with multiple
exposure to the Peracetic acid reprocessing procedure. There was no change in
serum albumin levels for any of the hemodialyzers tested.
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