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The PRISMAFLEX TPE1000/TPE2000 Set is manufactured by GAMBRO
Industries, 7 avenue Lionel Terray, BP 126, 69883 MEYZIEU CEDEX, FRANCE.

DEFINITION OF EXPRESSIONS USED
IN THIS MANUAL

In this document :

VAN “Warning” is used to alert the user/operator not to take a certain action which,
if taken, can cause a potential hazard and result in a serious adverse reaction,
injury or death.

/\“Caution” is used to alert the user/operator to take a certain action to protect
against a potential hazard, which, if ignored, could have an adverse effect on the
patient or on the device.

“Note” is used as a reminder to the user/operator on normal treatment activity and
on what is a suitable action in a particular situation.

TPE Therapeutic Plasma Exchange.

PRODUCT DESCRIPTION

The PRISMAFLEX TPE1000/TPE2000 Set is a disposable, extracorporeal circuit
for use with the PRISMAFLEX System having selected ‘TPE’ therapy.

The PRISMAFLEX TPE1000/TPE2000 Set consists of a polypropylene hollow
fiber plasmafilterand tubing lines.

This filter is permanently connected to a blood access line (red-striped), a blood
return line (blue-striped) and an effluent outlet line (yellow-striped).

e The other lines of the set include :
- a replacement solution line (purple-striped),
- a pre blood pump line (white striped),
- an anticoagulant line (syringe).

e The pre blood pump line allows the addition of infusion solution close to the end
of the patient access line and before the blood pump. This can be used as an
additional pre-dilution infusion to the replacement circuit.

e The PRISMAFLEX Set is provided with a specific small volume deaeration

chamber in which blood does not appear to mix with the replacement liquid the

majority of the time; this is a normal operation of the device.

A 5-liter bag is provided to be connected to the Y line connecting ends of the

effluent and blood return lines to initially collect priming solution, during priming.

Then, during treatment, this bag is used to collect filtrated plasma. Other sterile 5

and 9 liter bags and sterile, non pyrogenic spikes can be ordered separately.

All line connectors are compatible with the ISO 594/1 & 2 international standards
concerning conical fittings.

The fluid pathways of the PRISMAFLEX Set are guaranteed sterile and non
pyrogenic.

The PRISMAFLEX TPE1000/TPE2000 Set is sterilized by ethylene oxide (EtO).
Deaeration is such that EtO residuals comply with the ones described in ISO
10993-7.

e The PRISMAFLEX TPE1000/TPE2000 Set complies with ISO 13960.
e Expiration date: please refer to product label.
* In this document the plasmafilter will be referred to as “filter”.

INTENDED USE / INDICATIONS

The PRISMAFLEX TPE1000/TPE2000 Set is indicated for use only with the PRISMAFLEX
control unit, after having selected TPE therapy (therapeutic plasma exchange).

The PRISMAFLEX TPE1000/TPE2000 Set is intended for use in therapeutic plasma
exchange, thus in diseases where removal of plasma components in indicated.
The use of the PRISMAFLEX TPE1000 Set should be restricted to patients with a
body weight greater than 9kgs (20lbs).

The use of the PRISMAFLEX TPE2000 Set should be restricted to adults.

The size, weight, state of uremia, cardiac status and general physical condition of
the patient must be evaluated by the prescribing physician before each treatment.
The device should be used only on the direction of a physician who has evaluated
all of the pertinent features of this device in relation to the individual patient.

Patients with bleeding tendencies must be closely supervised during the
treatment. Treatment should be discontinued if acute hemorrhage that can not be
corrected (hematemesis, hemoptysis and melena) occurs during TPE ).

All treatments administered via the PRISMAFLEX Set must be prescribed by a
physician.

CONTRAINDICATIONS

There are no known contraindications to therapeutic plasma exchange.

CAUTIONS AND WARNINGS

Note: additional warnings and cautions pertaining to the PRISMAFLEX system are
included in the PRISMAFLEX operator’s manual.

/\ Cautions

It is recommended that particular attention must be paid with respect to extra-
corporal blood volume (see General Characteristics).

1. Carefully read these instructions for use and the PRISMAFLEX operator’s
manual before using this product.

2. Store the PRISMAFLEX Set in a dry place, between 0° C (32° F) and 30° C (86° F).

3. Some solvents and other chemicals, if used in contact with the filter, could
damage the set. No chemical of this type should be used without permission
of the manufacturer. The following are especially forbidden :

a) halogenated aromatic and aliphatic solvents,
b) ketonic solvents.

4. To prevent contamination, this PRISMAFLEX Set must be used as soon as its
packaging and sterilization caps are removed.

5. Do not use this set if the packaging is damaged, if the sterilization caps are
missing or loose, or if any of the lines in the set are kinked.

6. Do not try to remove the filter from the cartridge plate.

7. Destroy this set after single use, using aseptic technique for potentially
contaminated equipment. Do not resterilize. The PRISMAFLEX TPE 1000/
TPE 2000 Set is intended for single use only. Re-using the PRISMAFLEX
TPE 1000/ TPE 2000 Set may cause serious damage to the product resulting
in patient injury or death.

8. Use aseptic techniques when handling all blood and fluid lines in the set.

9. Use only prescribed replacement solutions with the PRISMAFLEX system.
The prescribed solution must take into account the protein loss by
plasmafiltration.

The use of a nonsterile replacement solution could induce risks of bacterial
or pyrogenic contamination for the patient.

10. Connect the PRISMAFLEX Set to a patient via venous blood access and return
devices. A double-lumen venous catheter is the recommended blood access
device; however, two single-lumen venous catheters can also be used. There
are 3 possible accesses for PRISMAFLEX system therapies : subclavian, jugular
or femoral vein. If the patient is provided with an arterio-venous fistula access,
the therapeutic plasma exchange treatment can be performed with standard
dialysis needles.

11. During priming and operation, observe closely for leakage at joints and
connections within the set, notably the bags. Leakage can cause blood loss or
air embolism. If leakage cannot be stopped by tightening the connections,
replace the set.

12. Before connecting the blood return line to the patient, check for absence of
air between the segment of line inserted in the air detector and the patient-
end of the return line.

If air is present in this part of the return line, connect the access line to the
patient and start the blood pump while leaving the return line connected to
the effluent bag. Purge the air present in the end-part of the return line, then
stop the blood pump. Disconnect the return line from the effluent bag, and
connect it to the patient.

If the amount of air in the blood circuit is too large, reprime the circuit
completely before patient connection.

13. After priming is complete, do not remove the pressure pods from the
pressure sensor housings. If pods are removed, the set must be changed
or the Diaphragm Reposition procedure performed (refer to PRISMAFLEX
operator’s manual).

14. |If the patient is not immediately connected to the PRISMAFLEX Set after
priming is complete, flush the set with at least 1 000 mL priming solution
[saline or alkaline solution (pH = 7.3) with heparin added)] prior to connecting
the patient. This requires use of a new bag of priming solution.

15. Use a 21-gauge or smaller needle to obtain blood/fluid samples or remove
trapped air from the PRISMAFLEX Set. Use of larger needles can cause holes
in the sample sites, resulting in blood loss or air embolism.

16. The PRISMAFLEX system may not be able to detect disconnections of the
set from the patient’s catheter. Carefully observe the set and all operations
while using the PRISMAFLEX system for a patient treatment.

17a. Due to the nature of use of the PRISMAFLEX Set (low blood flow rates
and other special factors), the possibility for coagulation within the blood
flowpath is substantially enhanced. Pay careful attention to the possible
medical hazards associated with coagulation of the blood flowpath and
comply with the minimum blood flow rates specifications of each filter (see
the “Filter Operating Specifications” section).

17b. Reference literature* and laboratory data have shown an increase in the
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plasmafilter pressure drop over time when the anticoagulation level (heparin)
is insufficient. Such a situation increases haemolysis rate and the likelihood
of TMPa alarms. Carefully monitor the haemolysis and anticoagulation
strategies in such circumstances.

18. Filter performance specifications require a minimum blood flow rate, specific
to each filter, to avoid risk of hemoconcentration (see “Filter Operating
Specifications” section).

19. During use, closely monitor the patient’s clotting parameters, especially
when increasing the amount of anticoagulant delivered or after changing the
anticoagulant syringe.

20. To assure proper anticoagulant flow control, only use the syringes listed
in the operator’s manual. The use of non-recommended syringes can be a
hazard for the patient. Particularly if there is no Luer-lock on the syringe, the
seal between the syringe and the heparin line can no longer be guaranteed.

21. When not using the pre blood pump infusion circuit, it is recommended to
clamp this circuit close to its connection to the access line; this will prevent
the sedimentation of blood into the pre blood infusion line.

22. Always inspect the blood flowpath for signs of clotting before returning the
blood in the set to the patient. If clotting is suspected, do not return the
blood to the patient.

23. In case of re-circulation mode, the set must be replaced if the maximum
re-circulation time is exceeded; refer to the PRISMAFLEX operator’s manual
for more information.

In case of poor blood return, the set must be replaced.
In all cases, it is essential to reprime the set with fresh saline immediately
before patient connection.

24, The PRISMAFLEX Set offers a specific design of the deaeration chamber
which aims to trap air before blood is returned to the patient.

25. The PRISMAFLEX Set is not designed for a heater to be connected to the
replacement solution line. A heater generates air bubbles which collect in
the return deaeration chamber. Therefore, it is recommended not to use a
heater on the replacement solution line. However, during treatment it may be
necessary to warm the patient because of hypothermia.

26. The blood return line (blue-striped) is equipped with a Luer-lock connection
near the deaeration chamber.

This connector is intended to join the extension line of a blood warmer. Refer
to the specific Instructions for Use and strictly follow detailed instructions for
set up of this line. Do not use this connection for any other purpose.

27. Do not attach/connect the extension line of a blood heater to the return line
downstream of the air detector. The PRISMAFLEX system cannot detect air
introduced in the line downstream of the air detector.

28. To minimize the risk of hemolysis, the PRISMAFLEX system monitors the
TMPa and issues alarms if maximum pressure limits are exceeded. When
performing TPE, additional monitoring for hemolysis is also recommended
(see special procedures section on hemolysis).

AN Warnings

1. The use of operating procedures other than those published by the
manufacturer or the use of accessory devices not recommended by the
manufacturer can result in patient injury or death.

2. Use only PRISMAFLEX Sets with the PRISMAFLEX system. The use of non-
PRISMAFLEX Sets can result in patient injury or death.

3. Should acute allergic reactions (first-use syndrome) occur in patients receiving
treatment via the PRISMAFLEX TPE1000/TPE2000 Set, immediately stop the
treatment and administer appropriate intervention. Pay special attention to
patients having already shown similar allergic reactions (see “Hypersensitivity
Reactions” section).

4. Do not allow air to enter the blood compartment of the filter after priming is

started. If a large amount of air enters, the set must be replaced.

5. Since drugs will pass through the membrane of the filter, the dosage of
associated drug treatments must be adjusted for patients on TPE therapy.

6. To avoid complications due to increase of blood viscosity, the post-filler hematocrit
(hematocrit in patient blood return) should never exceed 65%.

7. In some cases hemolysis may occur (pink or red tinge in the effluent bag) but
may not be detected by a PRISMAFLEX alarm. When performing TPE, monitor
the effluent bag closely (see “Special Procedures” section on “Hemolysis”).

8. Only use this set with the PRISMAFLEX system in TPE mode. Use of this set
with any CRRT therapy can result in patient injury or death.

SPECIFICATIONS

See Tables at end of document.

SET MATERIALS

Plasmafilter hollow fiber : Polypropylene

Housing and headers : Polycarbonate
Potting compound : Polyurethane
Tubing material

Cartridge

: Plasticized polyvinyl chloride (PVC)
: PETG

Note: the following information is available from the manufacturer upon request :

¢ information about test methods used to obtain performance characteristics,

e the number and range of particles in the effluent from the dialyzer prepared as
recommended for clinical use,

¢ the types and amounts of residue from the sterilization process.

The PRISMAFLEX Set is not made with rubber natural latex.

Pressure monitoring in PRISMAFLEX TPE : definitions and purpose

* access transmembrane pressure : TMPa = PA-PF

TMPa is the local transmembrane pressure at the filter inlet and matches with the
maximum local transmembrane pressure along the filter. It is used to predict risk
of hemolysis, as hemolysis is associated with a threshold value in local filtration
flux (<=> pressure gradient).

** transmembrane pressure : TMP = (PA+PO)/2-PF

This parameter represents the average pressure gradient across the membrane
when linear blood and filtrate pressure drops are assumed. It allows to predict the
filtrate flow rate.

(PA = filter inlet pressure (blood inlet side), PO = filter outlet pressure (blood return
side), PF = filtrate pressure).

INSTRUCTIONS FOR USE

Note: use the set by following the detailed on-line instructions provided by the
PRISMAFLEX system. Additional information is available in the PRISMAFLEX system
operator’s manual.

Perform the following procedures when the appropriate instructions appear on the
display of the PRISMAFLEX control unit.

Note: Priming solution:

Saline or alkaline solution
(pH>7.3) with added
5000IU heparin/liter.

Cautions n° 26 and 28

Note : the PRISMAFLEX
Set must be carefully
deaerated

CAUTION WARNING
LOAD SET See online instructions
PREPARE AND See online instructions See caution n° 10
CONNECT SOLUTIONS
PRIME SET See online instructions See cautions n° 12 to 15 See warning n° 4

Anticoagulation Considerations

Note: see Cautions no. 18 through 21 and Warning no. 6.

Initiate anticoagulation of the blood flowpath, as prescribed by the physician. During
use, monitor the patient’s clotting parameters; adjust the anticoagulation settings on
the PRISMAFLEX system, according to the physician’s prescription. If prescribed,
do not forget to infuse a loading dose of anticoagulant immediately after patient
connection.

* Influence of Different Heparin Concentrations on the results of In Vitro Investigations in Plasma separation technology using Capillary Membrane Filters. J.K.Unger, C.Haltern... Artificial

Organs 2003;27(7):649-647

7
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Anticoagulation plays an important part in extending filter life by retarding plugging
and clotting.

CAUTION WARNING
CHANGE SET See online instructions | See caution n° 23
PROCEDURE
RE-CIRCULATION See online instructions | See cautions n° 23 and 24
PROCEDURE
END TREATMENT See online instructions | See caution n° 23
PROCEDURE

MANUAL TERMINATION

Manual termination may be necessary due to power loss or an alarm of the
PRISMAFLEX control unit. The alarm screen tells the operator if a manual
termination is required.

Note: the following instructions are also found in “Troubleshooting” in the
PRISMAFLEX system operator’s manual.

A. With Blood Return
Note: see Caution no. 23.
Note: a sterile spike connector may be required.

1. Turn off the power. Clamp the access line (red-striped) and disconnect from the
patient. Attach the access line to a 1-liter bag of sterile saline (use spike connector
if needed). Unclamp the access line.

2. Press the return clamp button (left side of the return line clamp assembly) and
hold in the “in” position. With the other hand, remove the return line (blue-
striped) from the return line clamp.

3. Visually check the fluid level in the deaeration chamber. If the level is insufficient:
- disconnect the deaeration chamber service line from the return pressure port on
the PRISMAFLEX machine (the level will automatically rise in the deaeration
chamber),
- reconnect the line once the correct fluid level is reached.

4. Remove the pump crank from its holder on the rear panel. Insert crank into the
rotor of the blood pump and turn clockwise until sufficient blood is returned
to the patient.

& Warning: the alarm system is disabled. Visually check for air in the blood
return line until the patient is disconnected.

5. Clamp the return line (blue-striped) and disconnect from the patient. Clamp
lines to all bags.

6. Press the two clips of the cartridge carrier to release the cartridge. Starting
with the peristaltic pump, insert the pump crank into the rotor and turn each
pump counterclockwise.

7. When the pump segments are free, grasp the cartridge and pull out to disengage the
lines from the pinch valves. Take the set off the control unit and discard as usual.

Note: remaining solutions may be used with a new set, if desired.

A Warning: ensure patient is disconnected from set before removing set from
control unit.

B. Without Blood Return

Note: the patient will lose the blood contained in the blood flowpath during a
manual termination without blood return.

1. Turn off the power. Clamp the access line (red-striped) and return line (blue-
striped) and disconnect from the patient.
2. Clamp lines to all bags.

3. Press the two clips of the cartridge carrier to release the cartridge. Starting
with the blood pump, insert the pump crank into the rotor and turn each pump
counterclockwise.

4. When the pump segments are free, grasp the cartridge and pull out to disengage the
lines from the pinch valves. Take the set off the control unit and discard as usual.

SPECIAL PROCEDURES IN CASE
OF COMPLICATION

Filter Membrane Blood Leaks

Blood leaks through the filter membrane are automatically detected by the
PRISMAFLEX control unit alarm system. A warning alarm is generated and blood
loss is limited by immediate stoppage of all pumps.

To return blood to the patient, press STOP from the alarm screen, then press
CHANGE SET from the Stop screen and follow the on-line instructions.

External Blood Leaks
Note: see Cautions no. 16, 17 and 21.

External blood leakage may not be immediately identified by monitoring equipment
and could result in significant blood loss. Check the filter and all connections of the
disposable tubings during treatment to minimize the risk of leakage. If an external
blood leakage is observed, immediately stop the blood pump. Initiate corrective
action by securing connections or replacing the PRISMAFLEX Set.

If necessary, administer adequate replacement solution to the patient to compensate
for blood loss.

Hypersensitivity Reactions
Note: see Warning no. 3.

Should acute allergic reactions (first use syndrome) occur within the first few
minutes of the treatment, it is important to react immediately by discontinuing the
session and administering appropriate treatment.

Therefore special attention must be paid to patients having already shown similar
reactions.

VAN Warning: blood in the extracorporeal circuit must not be returned to the
patient.

Hemolysis
Note: see caution n°29 and Warnings n°6 and 7.

During TPE therapy, the risk of hemolysis exists due to the relatively large pore
size of the membrane and the pressure difference needed between the blood and
the effluent sides of the plasmafilter. The combination of a low blood flow rate and
a high replacement flow rate (and or a high patient plasma loss flow rate) increases
the risk of hemolysis by causing an excessive TMPa (access transmembrane
pressure). To minimize the risk of hemolysis, the PRISMAFLEX system monitors
the TMPa and issues alarms if maximum pressure limits are exceeded.

In some cases hemolysis may occur and not be detected by a PRISMAFLEX
system alarm, however, a pink or red tinge may appear in the effluent bag.
Therefore, while performing TPE therapy, monitor the effluent bag closely. In case
of suspected hemolysis, immediately reduce the replacement and plasma loss flow
rates to zero and verify patient’s parameters before proceeding with treatment.

WARRANTY AND LIMITATION OF LIABILITY

a) The manufacturer warrants that the PRISMAFLEX Set has been manufactured in
accordance with its specifications and in compliance with good manufacturing
practices, other applicable industry standards and regulatory requirements.

If provided with the lot/serial number of the defective product, the manufacturer
will, by replacement or credit, remedy manufacturing defects in the PRISMAFLEX
Set becoming apparent before the expiration date.

b) The warranty under paragraph a) above is in lieu of, and to the exclusion of,
any other warranty, whether written or oral, express or implied, statutory or
otherwise, and there are no warranties of merchantability 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 PRISMAFLEX Set 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 PRISMAFLEX Set, whether as
a result of any defect therein or otherwise.

c) The manufacturer shall not be liable for any misuse, improper handling, non-
compliance with warnings and instructions, damage arising from events after the
manufacturer’s release of the PRISMAFLEX Set, failure or omission to inspect
the PRISMAFLEX Set before use in order to ensure that the PRISMAFLEX Set is
in proper condition, or any warranty given by independent distributors or dealers.

d) The manufacturer is GAMBRO Industries, 7 avenue Lionel Terray, BP 126,
69883 MEYZIEU CEDEX, FRANCE.
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¢ Name and address of importer: Baxter India Pvt. Ltd., Gala No. 1 to 6, Building No. C15, Ground Floor, Shree Arihant complex, Kalher, Bhiwandi, Dist. Thane, Tal:
Bhiwandi (Thane-Zone 5) 421302

* Name, address, telephone no., email address (in case of consumer complaint):
Baxter India Pvt. Ltd.
5th Floor, Block A, Building 9,
DLF Phase lll, Cyber City, Gurgaon- 122002.
Consumer Care No.: 0124-4603200
Consumer Care email ID: Customerservice_SHS_India@baxter.com

¢ Import License No.: MD-1591-2310
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* Influence of Different Heparin Concentrations on the results of In Vitro Investigations in Plasma separation technology using Capillary Membrane Filters.J.K.Unger, C.Haltern...Artificial Organs

2003:27(7):649-647
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HLERHbE: 7 Avenue Lionel Terray BP126 69883 Meyzieu Cedex France
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GENERAL DATA /—BR ¥

PRISMAFLEX | PRISMAFLEX

TPE1000 SET | TPE2000 SET
Weight/ B2 680 g 760 g
Blood volume in set / EAEFRRYMAATE (+10%) 71mL 125 mL

FILTER OPERATING SPECIFICATIONS / 8 /82312 (E R 1%
PRISMAFLEX | PRISMAFLEX
TPE1000 SET | TPE2000 SET
Minimum blood flow rate / FR{E M0 k733 50 mL/min 100 mL/min
Maximum blood flow rate / & &= /8 180 mL/min 400 mL/min
PRISMAFLEX PRISMAFLEX
TPE1000 SET TPE2000 SET
TMPa / PTMa* maximum (mmHg)
TMPa / PTMa* & X {8 (mmHg)
QB/QS = 50 mL/min 100 mmHg - 13,3 kPa -
QB/QS = 100 mL/min 140 mmHg - 18,7 kPa 120 mmHg - 16 kPa
QB/QS = 180 mL/min 190 mmHg - 25,3 kPa -
QB/QS =200 mL/min - 171mmHg - 22,8 kPa
QB/QS = 250 mL/min 193 mmHg - 25,7 kPa
QB/QS = 400 mL/min 246 mmHg - 32,8 kPa
180 mL/min 250 mL/min 400 mL/min
In vitro hemolysis rate (bovine blood, Htc 32%, Cp 60 g/L, 37°C) <1 mL blood/hour <1 mL blood/hour <3 mL blood/hour
BESNAIMRE (4R, » Htc 32%, Cp 60 g/L, 37°C) <1 mL mi/h <1mL & <3 mL mi/h
3 o 0 o PRISMAFLEX | PRISMAFLEX
FILTER DATA BB TPE1000 SET | TPE2000 SET
NOMINAL PHYSICAL CHARACTERISTICS IEEIEE
Effective surface area BNRE@EA 0.15 m2 0.35 m2
Fiber internal diameter (wet) HEAE N (3iB) 330 pm
Fiber wall thickness HiEE 150 pm
IN VITRO PERFORMANCES # pashaee *
Blood priming volume &R 23mL=10% 4 mL=10%
Blood pressure drop B R

(bovine blood, Htc****32%, Cp***** 60 g/L 37°C)
QS/QB** = 50 mL/min
QS/QB** =100 mL/min
QS/QB** = 180 mL/min
QS/QB** = 200 mL/min
QS/QB** = 250 mL/min
QS/QB** = 400 mL/min

(410, Htc****32%, Cp**kix 60 g/L, 37°C)
0S/QB** = 50 mL/min
0S/QB** = 100 mL/min
QS/QB** = 180 mL/min
QS/QB** = 200 mL/min
QS/QB** = 250 mL/min
0S/QB** = 400 mL/min

+30%
14 mmHg - 1,9 kPa
29 mmHg - 3,9 kPa
52 mmHg - 6,9 kPa

+30%
26 mmHg - 3,5 kPa
51 mmHg - 6,8 kPa
64 mmHg - 8,5kPa
103 mmHg - 13,5kPa

Sieving coefficient ERiR IR

(in vivo data - 19 treatments) (REAEIE - 19 RiaH)
- Albumin - BER 0.97
- 19G - lgG 1
- Apolipoprotein B - lEEAR B 0.95
-l -lgM 092

# Typical mean values obtained from laboratory testing of post-sterilization sample lots. Results may vary depending on patient and clinical conditions. /
HERENHAERERAEZTOE - RBARBRKRNE - HRAUETR -

* Transmembrane pressure / BBEE /** Arterial blood flow rate / BIiRIMA&FE / *** Hematocrit / A& /**** Protein concentration / ZEHIRE

13
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GENERAL DATA /2itt H|o| &

PRISMAFLEX | PRISMAFLEX

TPE1000 SET | TPE2000 SET
Weight / 2| 680 g 760 g
Blood volume in set/ M E 2| & oH2F (+ 10%) 71 mL 125 mL

FILTER OPERATING SPECIFICATIONS / ZE{ 5 Aj2t
PRISMAFLEX | PRISMAFLEX
TPE1000 SET | TPE2000 SET
Minimum blood flow rate / £ & &2k 50 mL/min 100 mL/min
Maximum blood flow rate / Z[Clf &2} 180 mL/min 400 mL/min
PRISMAFLEX PRISMAFLEX
TPE1000 SET TPE2000 SET

TMPa / PTMa* maximum (mmHg)
i TMPa/PTMa*(mmHg)

QB/QS = 50 mL/min 100 mmHg - 13,3 kPa -
QB/QS = 100 mL/min 140 mmHg - 18,7 kPa 120 mmHg - 16 kPa
QB/QS = 180 mL/min 190 mmHg - 25,3 kPa -
QB/QS =200 mL/min - 171mmHg - 22,8 kPa
QB/QS = 250 mL/min 193 mmHg - 25,7 kPa
QB/QS = 400 mL/min 246 mmHg - 32,8 kPa

400 mL/min

< 3 mL blood/hour

250 mL/min

< 1 mL blood/hour

180 mL/min

<1 mL blood/hour

In vitro hemolysis rate (bovine blood, Htc 32%, Cp 60 g/L, 37°C)
Al f S8 (2 U, Hic 32%, Cp 60 g/L, 37°C)

<1 mL blood/hour <1 mL blood/hour < 3 mL blood/hour

NOMINAL PHYSICAL CHARACTERISTICS =38 =28 &4

Effective surface area FE EHA 0.15m2 0.35 m2
Fiber internal diameter (wet) M7 T = (RS AED 330 pm

Fiber wall thickness MR 9 A 150 ym

IN VITRO PERFORMANCES # AEn W M5 7

Blood priming volume ol Zz2jo|gl =2 28ml =10% L =10%
Blood pressure drop set dst

(bovine blood, Htc****32%, Cp***** 60 g/L 37°C) (& 8, Htc***32%, Cp**** 60 g/L, 37°C) +30 % +30%
QS/QB** = 50 mL/min QS/QB** = 50 mL/min 14 mmHg - 1,9 kPa -
QS/QB** = 100 mL/min QS/QB** = 100 mL/min 29 mmHg - 3,9 kPa 26 mmHg - 3,5 kPa
QS/QB** = 180 mL/min QS/QB** = 180 mL/min 52 mmHg - 6,9 kPa —
QS/QB** = 200 mL/min QS/QB** = 200 mL/min - 51 mmHg - 6,8 kPa
QS/QB** = 250 mL/min QS/QB** = 250 mL/min - 64 mmHg - 8,5kPa
QS/QB** = 400 mL/min QS/QB** = 400 mL/min - 103 mmHg - 13,5kPa

Sieving coefficient
(in vivo data - 19 treatments)
- Albumin
-lgG
- Apolipoprotein B
-IgM

Sieving 7|

(ALK ClolE - 19 3] XIZ)
ol
-1gG
- OfEX|AICHHE B

-IgM

0.97
1

0.95
0.92

# Typical mean values obtained from laboratory testing of
ol

post-sterilization sample lots. Results may vary depending on patient and clinical conditions. /
B 0|9 ME ZEO CiE AHA E|AES Salf =g Yt

Mol Bt Lot Zite Bat W o™ Zof et Eetd 4+ dgLoh

* Transmembrane pressure / 511t / ** Arterial blood flow rate / &% & /2 / *** Hematocrit / 8|0t E 38l / **** Protein concentration / Tt E ST
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Plasma Filtration rate

TPE 1000
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TPE 2000

QFmax = 147 mL/min

Qb =400 mL/mi n

QFmax = 114 mL/min

Qb =300 mL/mi n

QFmax =79 mL/min

Qb =200 mL/mi n

QFmax =42 mL/min

-~

50 100 150 200 250
TMP (mmHg)

“In vitro” ultrafiltration with blood (values + 20 %).
(Bovine blood at 37°C, Hct 32 %, Protein concentration 60 g/L).
Ultrafiltration is controlled by the PRISMAFLEX System and is independent of the ultrafiltration coefficicent (KUF).
“EROVERIE , SRR (A + 20%).
(4 , 37°C, Het 32% , = HIRE 60 g/L).
IR FIF PRISVAFLEX 2 HI8 , 58IERE (KUF) H&EXIE.
TR85h ) MEHBBIE (BE 20 %).
(37°C 4F1f » Het 32 % » EHEERE 60 g/L).
HREJEFRE PRISMAFLEX RAFHEH » EREEEIRIRE (KUF) MR
"AlEEE LT "o F0 Tk (8L 20%).
(& &l 37°C, Het 32%, THEHE =5 60g/L).
Z0{Tt= PRISMAFLEX A|AEJOl A MO =0 Z=0oimt Hl-(KURS| F&E BHX| gt&U
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