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PRISMAFLEXSystem
M60/M100/M150 Sets

Preconnected Hemofilter Sets with the
AN 69 Dialyzer Membrane for CRRT

The PRISMAFLEX Set is indicated for use only with the PRISMAFLEX Control Unit in providing
continuous fluid management and renal replacement therapies. The system is intended for patients who
have acute renal failure, fluid overload, or both.

This set is intended for use in the following veno-venous therapies: SCUF; CVVH; CVVHD; CVVHDF.

All treatments administered via the PRISMAFLEX Set must be prescribed by a physician. The size,
weight, state of uremia, cardiac status, and general physical condition of the patient must be carefully
evaluated by the prescribing physician before each treatment.

The PRISMAFLEX M100 & M150 Sets should be restricted to patients with a body weight greater than
30 kg (66 Ib). The pediatric use of the PRISMAFLEX M60 Set should be restricted to children with a body
weight greater than 11 kg (24 Ib) with respect to extracorporeal blood volume.

The M150, M100 and M60 hemofilter sets are designed for prescription flexibility on the PRISMAFLEX
System. Both set configurations are created with the AN 69 Dialyzer Membrane and can be used to
perform all CRRT therapies (SCUF, CVVH, CVVHD and CVVHDF).

General data

PRISMAFLEX M60 Set

Weight 780 g 800 g 860 g

Overall dimensions 27 x22x9cm 27 x22x9cm 27 x22x9cm
Blood volume in set + 10 % 93 ml 152 ml 189 ml
Minimal patient weight 11 Kg 30 Kg 30 Kg

Materials

Filter data

e AN 69 HF hollow fiber: Acrylonitrile and

sodium methallyl sulfonate copolymer

Filter housing and headers: Polycarbonate

Filter potting compound: Polyurethane

Tubing material: plasticized polyvinyl chloride (PVC)
Cartridge: PETG

e Nominal physical characteristics
- Effective surface area:
PRISMAFLEX M60 Set: 0.6 m2
PRISMAFLEX M100 Set: 0.9 m?
PRISMAFLEX M150 Set: 1.5 m2
- Fiber internal diameter (wet): 240 pm

Sterilization mode: EtO (ethylene oxide)
Not made with natural rubber latex
Contains DEHP, which may pose risks to infant development

- Fiber wall thickness: 50 pm

Sieving coefficient

e (bovine plasma, Pc 60 g/I, T = 37°C)
Urea = 1, Creatinine = 1, Vitamin B12 =1,
Inulin = 0.95, Myoglobin = 0.55, Albumin <0.01

Filter operating specifications
e Maximum TMP* (mmHg/kPa): 450/60
e Maximum blood pressure (mmHg/kPa): 500/66.6
e Minimum blood flow rate:
PRISMAFLEX M60 Set: 50 ml/min
PRISMAFLEX M100 Set: 75 ml/min
PRISMAFLEX M150 Set: 100 ml/min




In vitro performances

e Blood priming volume in filter £10%:
PRISMAFLEX M60 Set: 42 ml

PRISMAFLEX M100 Set: 66 ml
PRISMAFLEX M150 Set: 105 ml

¢ Blood pressure drop (in post dilution mode)
(bovine blood, Hematocrit 32%, Pc*** = 60 g/I, T = 37°C)

PRISMAFLEX M60 Set

Qg™ =100 ml/min - Que™** =11h 47 mmHg 31 mmHg 20 mmHg
Qg™ =180 mi/min - Q™ =2 I/h 91 mmHg 60 mmHg -

Qg™ =300 ml/min - Que™** =2 Ih — 73 mmHg 51 mmHg
Qg™ =400 ml/min - Que™** =2 1h — 105 mmHg 64 mmHg
Qg™ =450 ml/min - Que™** =2 1h — — 70 mmHg

CVVH Performances

e “In vitro” ultrafiltration with blood (in post-dilution)
(values £15%) (Continuous venovenous hemofiltration)
(Bovine blood at 37°C, Hematocrit 32%, Pc*** 60 g/l).
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CVVHD Clearances
e Clearances versus inlet dialysate flow rate
(Continuous venovenous hemodialysis) (Saline, T = 37°C).

PRISMAFLEX M60 Set
Qg™ = 100 mI/min

Que™™* = 0 ml/min

QD ¥ )
I/h 1 2.5 4 1 2.5 4 8 1 25 4 8

ml/min 17 42 67 17 42 67 133 17 42 67 133

Urea

(£10%) 17 39 54 17 41 63 95 17 42 66 117

Vitamin B12

(£20%) 14 23 28 16 30 37 45 17 37 49 64

Inulin

(x20%) 12 17 19 14 23 26 30 16 31 37 45

*Transmembrane pressure.

**Access blood flow rate.

***Protein concentration.

***Ultrafiltration flow rate (1).

(1)The ultrafiltration flow rate is the “patient fluid removal flow rate + replacement flow rate +
pre-blood-pump flow rate."




Ordering information

Factory ID Code No. No. Units/Box
PRISMAFLEX M60 Set 8353510 106696 4

8353520 106697 4

8353584 109990 4
SP414 - 5-liter bag 6032957 106690 50
SP418 - 9-liter bag 6033765 107650 30

Contact your local Baxter sales representative to learn more about the product.
For Customer Support, call 800-525-2623.

Rx Only. For the safe and proper use of the devices mentioned herein, please refer to the Instructions for Use.

Baxter, AN 69 and Prismaflex are trademarks of Baxter International Inc., or its subsidiaries.

www.baxter.com B
USMP/MG120/14-0003(2) 1000 01/16 axter
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Prismaflex sets with the AN 69 ST membrane for CRRT

Prismaflex ST60, ST100, ST150 sets
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Prismaflex ST60 Set / ST100 Set / ST150 Set

The Prismaflex set is indicated for use only with the Prismaflex Control
Unit in providing continuous fluid management and renal replacement
therapies. The system is intended for patients who have acute renal
failure, fluid overload, or both. This set is intended for use in the following
veno-venous therapies: SCUF, CVVH, CVVHD, CVVHDF.

General Data

Sieving coefficient

Q" = 100 ml/min, Q *** = 20 ml/min

(Bovine plasma, Cp 60 g/I, T = 37°C)

Urea = 1, Creatinine = 1, Vitamin B, = 1, Inulin = 0.96,
Myoglobin = 0.58, Albumin <0.01

CVVH performances

Prismailex Prismailex Prismailex “In vitro” ultrafiltration with blood (in post-dilution)
ST60 set ST100 set ST150 set ) : .
(values +20%) (Continuous venovenous hemofiltration)
Weight 7954 8309 905 g (Bovine blood at 37°C, Hematocrit 32%, Cp*** 60 g/l).
Overall dimensions 27x22x9cm 27 x22x9cm 27x22x9cm
60 i S )
Blood volume in set + 10 % 93 ml 152 ml 189 ml o Kot i o)
Minimal patient weight 11kg 30 kg 30kg 40 R T Ha)

Prismaflex STI50
Kuf = 37.5 ml/(h.mmHg)

Materials

AN 69 ST hollow fiber:
- Acrylonitrile and sodium methallyl sulfonate copolymer
- Surface treatment agent: Polyethylene imine

Filter housing and headers: Polycarbonate

QUF (mL/min)

Filter potting compound: Polyurethane QB =180 mUmin 56 mU/min

Tubing material: Plasticized polyvinyl chloride (PVC)
Cartridge: PETG 304

Sterilization mode: EtO (ethylene oxide)

QB = 100 ml/min 39 ml/min

0
Filter operating specifications 0
Maximum TMP* (mmHg/kPa) 450/60
Maximum blood pressure (mmHg/kPa) 500/66.6
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CVVHD clearances

Clearances versus inlet dialysate flow rate
(Continuous venovenous hemodialysis) (Saline, T = 37°C).

Range of blood flow rate:
Prismaflex ST60 set: 50-180 ml/min
Prismaflex ST100 set: 75-400 ml/min

Prismaflex ST150 set: 100-450 ml/min

Prismaflex ST60 set
Q;** =100 mi/min

Prismaflex ST100 set
Q,** =150 ml/min

Prismaflex ST150 set
Q™ =200 ml/min

Filter data Q™ =0mlmin | Q. =0 ml/min Qe = 0 mi/min
Nominal physical characteristics Q,l/h 1 25 4 1125 4 8 1 251 4 | 8
mi/min 17 42 67 17 | 42 | 67 | 133 | 17 | 42 | 67 | 133

Effective surface area:
Prismaflex ST60 set: 0.6 m? Urea

Prismaflex ST100 set: 1 m? (+10%)
Prismaflex ST150 set: 1.5 m?

17 40 56 7 | 41| 63 | 97 17 | 42 | 66 | 117

—— Vitamin B
Fiber internal diameter (wet) 240 pm (20%) | 1| 28| 30 | 18|32 4T S0 A7 38 ) 5T 68
Fiber wall thickness 50 pm Inulin

20%) 13 119 | 22 | 15| 26|30 |35 | 16 | 33 | 40| 49

In Vitro Performances

Blood priming volume in filter £10%

Prismaflex ST60 set: 44 ml
Prismaflex ST100 set: 69 ml
Prismaflex ST150 set: 105 ml

*Transmembrane pressure.

**Access blood flow rate.

***Protein concentration.

***Ultrafiltration flow rate .

(The ultrafiltration flow rate is the “patient fluid removal flow rate
+ replacement flow rate + pre-blood-pump flow rate”.

Ordering Information Jgﬁ

Blood pressure drop (in post dilution mode)
(Bovine blood, Hematocrit 32%, Cp*** =60 g/I, T = 37°C)

Prismaflex | Prismaflex Prismaflex Code N° N° units/box —'af ;
ST60 set ST100 set ST150 set Prismaflex STE0 set 107643 )
Qg™ =100 ml/min - Que™** =1/ 46 mmHg 31 mmHg 20 mmHg Prismaflex ST60 set CKT 115308
Qg =180 ml/min - Qe = 2I/h 84 mmHg 55 mmHg - Prismaflex ST100 set 107636 '
i — Prismaflex ST100 set CKT 115309
Qg =300 mi/min - Qe = 2I/h 79 mmHg 51 mmHg
) - Prismaflex ST150 set 107640 .
0 = 400 mifmin - Qe = 21/ 100mmHg | 64 mmHg Prismaflex ST150 set CKT 15310
) 115959 (SP414) 40 (SP414) <
b-liter effluent bag or 114423 (A6001) 50 (A6001) b |
9-liter effluent bag 107650 (SP418) 30 == ﬁ
e
Sweden: Denmark: Finland: Norway:
Baxter Medical AB Baxter A/S Baxter Oy Baxter AS
Box 63, Tobaksvejen 2A PL 119, Gjerdrumsvei 11 Ba ter
164 94 Kista 2860 Seborg 00181 Helsinki 0484 Oslo X
T: 08-632 64 00 T: 4816 6400 T. (09) 8621 111 T: 22 58 48 00

www.baxter.se www.baxter.dk www.baxter.fi www.baxter.no

SE/MG120/16-0003, NO/MG120/16-0004, FI/MG120/16-0003, DK/MG120/16-0003
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OXIRIS Set

The OXIRIS Set has been Authorized by the FDA for the
indication to treat patients with COVID-19 infection.

The OXIRIS Set is indicated for use only with the
PRISMAFLEX control unit or with the PRISMAX control unit.
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OXIRIS SET

OXIRIS SET GENERAL DATA

Weight 890 ¢g
Overall Dimensions 27x22x9cm
Blood volume in set+ 10 % 193 ml
Minimal patient weight 30 kg

Materials

OXIRIS hollow fiber: Acrylonitrile and sodium methallyl sulfonate
copolymer + Polyethylenelmine (surface treatment agent] +
heparin grafted (4500+/-1500 1U/m?)

Filter housing and headers: Polycarbonate

Filter potting compound: Polyurethane

Tubing material: Plasticized polyvinyl chloride [PVC)

Cartridge: PETG

Sterilization mode: EtO (ethylene oxide)
Filter operating specifications
Maximum TMP* [mmHg/kPa) 450/60

Maximum blood pressure [mmHg/kPa) 500/66.6

Range of blood flow rate 100-450 ml/min

Filter data

CVVH performances'

“In vitro” ultrafiltration with blood (values +15%)
[Continuous veno-venous hemofiltration)

(Bovine blood at 37°C, Hematocrit 32%, Cp*** 60 g/l).

Ultrafiltration is controlled by the PRISMAFLEX system and is
independent of the ultrafiltration coefficient (KUF)
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Sieving coefficient

(Bovine plasma, Cp 60 g/L, T=37°C)
Q, =100 ml/min, Q. =20 ml/min

Nominal physical characteristics: Urea 1
Effective surface area 1.5 m? Vitamin B, 1

Fiber internal diameter (wet) 240 ym Inulin 096
Fiber wall thickness 50 um (Human plasma, Cp 60 g/, T=37°C)
IN VITRO PERFORMANCES Myoglobin 0.70
CVVHD clearances Albumin <0.0045

Clearances versus inlet dialysate flow rate
[Continuous veno-venous hemodialysis) (Saline, T = 37°C).

Cytokine adsorption

Cytokine adsorption removal rate (%)?
(human plasma, Cp 60 g/L, 37°C)

Q, =150 ml/min, Q. = 0 ml/min

IL-10 (+ 10%) 96
IL-6 (+ 10%) 84
HMGB-1 (+ 10%) 94
TNF-a [+ 30%) 82

OXIRIS set

Q,** =200 ml/min

Q. **** = 0 ml/min
QD U/h 1 2.5 4 8
ml/min 17 42 67 133
Urea (£10%) 17 42 66 117
Vitamin B, [(+20%) 17 38 51 68
Inulin (£20%) 16 33 40 49

*Transmembrane pressure.

**Access blood flow rate.

***Protein concentration.

****Ultrafiltration flow rate!.

The ultrafiltration flow rate is the “patient fluid removal flow rate +
replacement flow rate + pre-blood-pump flow rate™

[ZIRemoval Rate expressed at t=120 min with a theoretical initial IL-10, IL-6,
HMGB-1 and TNF-a respective concentration of 500 pg/ml, 1500 pg/ml,
30 ng/mland 250 pg/ml.

Endotoxin adsorption

Lipopolysaccharide adsorption removal rate (%)®
(human plasma, Cp 60 g/l, 37°C])
Q, =150 ml/min, Q=0 ml/min

LPS (+20%) 75

PRemoval Rate expressed at t=120 min with an initial LPS
concentration after stabilization of 5010 EU/ml

Cp: Protein concentration

RR: removal rate

IL-10: Interleukin-10

IL-6: Interleukin-6

HMGB-1: High-mobility group box 1

TNF-a: Tumor necrosis factor - a

LPS: Lipopolysaccharide

ORDERING INFORMATION

Code N° N® units/box

OXIRIS S set 955503 4

1. Typical mean values obtained from laboratory testing of post-sterilization sample lots. Results may vary depending on patient and clinical conditions.
Adsorption removal rate obtained in vitro are likely to differ from in vivo results. Adsorption characteristics change with the duration of observation.



OXIRIS

Emergency Use Authorization for the United States

The OXIRIS Set has been Authorized by the FDA for the indication to
treat patients with COVID-19 infection.

The OXIRIS Set has been authorized by FDA under EUA200164.

The OXIRIS Set is Authorized only for the duration of the declaration
that circumstances exist justifying the authorization of the
emergency use of the OXIRIS set under section 564(b)(1) of the Act,
21 U.S.C. § 360bbb-3(b)(1), unless the authorization is terminated
or revoked sooner.

Intended Use for Patients with COVID-19

The OXIRIS Set is indicated for use only with the PRISMAFLEX control
unit or with the PRISMAX control unit.

Itis intended to treat patients 18 years of age or older with confirmed
COVID-19 admitted to the ICU with confirmed or imminent respiratory
failure in need of blood purification, including continuous renal
replacement therapy, to reduce pro-inflammatory cytokine levels,
who have any one of the following conditions:

e Early acute lung injury (ALI)/early acute respiratory distress
syndrome (ARDS);

e Severe disease, such as:
o dyspnea,
o respiratory frequency = 30/min,
> blood oxygen saturation < 93%,

o partial pressure of arterial oxygen to fraction of inspired oxygen
ratio <300, and/or

o lung infiltrates >50% within 24 to 48 hours; or
e Life-threatening disease, defined as:
o respiratory failure,
- septic shock, and/or
o multiple organ dysfunction or failure
The use of OXIRIS is contraindicated (as mentioned in the IFU) when:
e Patients present a known allergy to heparin or have type Il
thrombocytopenia caused by heparin (HIT Syndrome type )

e Adrug used simultaneously with OXIRIS is contraindicated per its
Instructions for use

Relative contraindications (individual risk/benefit to be determined by

treating physician) for the use of OXIRIS include:

e The inability to establish vascular access to safely perform CRRT/
hemoperfusion (SCUF; CVVH; CVVHD; CVVHDF)

e Severe hemodynamic instability

e Known hypersensitivity to any component of the OXIRIS Set

This set is intended for use in the following veno-venous therapies:

SCUF; CVVH; CVVHD; CVVHDF.

All treatments administered with the OXIRIS Set must be prescribed
by a physician. The size, weight, state of uremia, cardiac status, and
general physical condition of the patient must be carefully evaluated
by the prescribing physician before each treatment.

Rx Only. For safe and proper use of the devices mentioned herein, please refer to the Instructions for Use.
For more information, please contact your Baxter representative.
www.baxter.com

Baxter HealthCare, One Baxter Parkway, Deerfield, IL 60015

Baxter, Oxiris, Prismaflex and Prismax are trademarks of Baxter International Inc. or its subsidiaries.
USMP/MG146/20-0001 04/20
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Prismaflex HF20 set

Prismaflex set for CRRT in low body weight patients.
The Prismaflex HF20 set should be used only for patients with a body weight above 8kg (18Ibs).
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Making possible personal.




Prismaflex HF20 set

The Prismaflex set is indicated for use only with the Prismaflex
control unit equipped with software version 4.00 or later in
providing continuous fluid management and renal replacement
therapies. The system is intended for patients who have acute
renal failure, fluid overload, or both.

General Data

Prismaflex HF20 Set

Weight 664 g
Overall dimensions 27 x22x9cm
Blood volume in set (x10%) 60 ml
Required volume for priming 500 ml

Materials

PAES hollow fiber: Polyarylethersulfone

Housing and headers: Polycarbonate

Potting compound: Polyurethane

CVVHD clearances

(Continuous veno-venous hemodialysis). Clearances versus inlet
dialysate flow rate (37°C) variable QD, variable QB, Q. = 0 ml/min

Clearance data at QB =20ml/min
A Urea (+10%)
© Vit B12 (+ 20%)

> Creatinin (x10%)
@ |nulin (+ 20%)
15.7 65

14 ; _ 15.6

6 65 o— 70 7.5 7.8 7.9

Clearance (ml/min)
IS
|
[e¢]

o

1 15 2 25
QD (I/h)

Clearance data at QB =50ml/min
A Urea (£10%)

>< Creatinin (£10%)

(Bovine blood, Q. = 0 I/h Htc™" 32%, Cp™™ 60 g/l, 37°C)
Q. =mlmin 20 50 100

Blood pressure drop (post dilution) mmHg 25 37 59

**Blood flow rate

***Ultrafiltration flow rate

*“***Hematocrit

*****Protein Concentration

TTypical mean values obtained from laboratory testing of post-sterilization
sample lots. Results may vary depending on patient and clinical conditions.

Sieving coefficient

(Bovine plasma, Cp 60 g/I, T = 37°C)
Q,**= 50 ml/min, Q *** = 10 ml/min
Solute = SC, Urea = 1, Vitamin B12 = 1,
Inulin = 0.92, Albumin <0.01

Tubing material: Plasticized polyvinyl chloride (PVC) 30 © Vit B12 (+ 20%) @ nulin (x 20%) og 7
Cartridge: PETG < 25

Filter operating specifications % 20

Maximum TMP* (mmHg/kPa) 500/67 g 5]

Maximum blood pressure (mmHg/kPa) 500/67 § 12 | .

Minimum blood flow rate: 20 ml/min 8 0 76

Maximum blood flow rate: 100 ml/min | | | | "
“Transmembrane pressure 0 05 1 ap (I/h)1 5 2 25
Filter data Clearance data at QB =100ml/min

Nominal physical characteristics A Urea (+10%) >< Creatinin (=10%)
Effective surface area 0.2m? 40 VB e 20m i (= 20%)

Fiber internal diameter (wet) 215 um g ig :

Fiber wall thickness 50 pm % 22 :

Blood priming volume (filter only) 17 ml ; 18 -

Blood pressure drop (post-dilution) 0 0 o_H5 1H 1_H5 é 2?5

Sweden: Denmark: Finland:

Baxter Medical AB Baxter A/S Baxter Oy

Box 63, Tobaksvejen 2A PL 119,

164 94 Kista 2860 Sgborg 00181 Helsinki
T: 08-632 64 00 T: 4816 6400 T:(09) 8621 111

www.baxter.se

www.baxter.dk

www.baxter.fi

CVVH performances

Ultrafiltration with blood
M Prismaflex HF20

254 24 ml/min

- 20 QB =100 ml/min
= 17 ml/min
£ 154 QB = 50 mU/min
£
L 10= 9 ml/min
= QB = 20 ml/min

5wl

0 T T T T T T T T T 1

0 50 100 150 200 250 300 350 400 450 500

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 coefficient (KUF).

Ordering Information

Code N° N° units/box
Prismaflex HF20 set 109841 4
Norway:
Baxter AS
Gjerdrumsvei 11 B X
0484 Oslo a ter
T: 2258 48 00

www.baxter.no

NORD/MG31/18-0001 06/2018
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- Prismaflex
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TPE 2000 Sets
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TPE 1000 Pre-connected sets for
plasmafiltration
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Prismaflex TPE 1000 and TPE 2000 Sets

General Data

In Vitro Performances

Ordering Information

Code N° N° units/box
Prismaflex TPE 1000 set 107143
Prismaflex TPE 1000 set CKT 115314 4
Prismaflex TPE 2000 set 107144
Prismaflex TPE 2000 set CKT 115315 4
Sweden: Denmark: Finland:
Baxter Medical AB Baxter A/S Baxter Oy
Box 63 Tobaksvejen 2A PL 119
164 94 Kista 2860 Seborg 00181 Helsinki
T: 08-632 64 00 T: 4816 6400 T: (09) 8621 111

www.baxter.se

www.baxter.dk

www.baxter.fi

Plasma filtration rate (ml/min)
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Prismaflex Prismaflex Blood pressure drop +30%
TPE 1000 set |  TPE 2000 set (Bovine blood, Htc***32%, Protein concentration 60 g/l, 37°C)
Weight 680 g 760 g Prismaflex Prismaflex
Blood volume in set + 10 % 71 ml 125 m| TPE 1000 set TPE 2000 set
Blood volume in plasmafilter 23 ml £10% 41 ml +10% Q" = 50mifmin 14 mmHg - 1.9 kPa -
Minimal patiem Weight 9 kg adult QB“ =100 ml/min 29 mmHg -3.9kPa 25 mmHg -3.3kPa
Materials Q,™ =180 m/min | 52mmHg - 6.9 kPa -
Plasmafilter hollow fiber: Polypropylene Q™ =200 mli/min - 51 mmHg - 6.8 kPa
Filter housing and headers: Polycarbonate Q™ = 250 ml/min - 64 mmHg - 8.5 kPa
Filter potting compound: Polyurethane Qg™ = 400 ml/min - 101 mmHg - 13.5 kPa
Tubing material: Plasticized polyvinyl chloride (PVC) *Arterial transmembrane pressure
. **Access blood flow rate
Cartridge: PETG **Hematocrit
Sterilization mode: EtO (ethylene oxide) Sieving coefficient
Filter operating specifications (In vivo data, 19 treatments)
Maximum blood flow rate: Albumin = 0.97, IgG = 1, Apolipoprotein B = 0.95, IgM = 0.92
Prismaflex TPE 1000 set: 180 ml/min Plasma filtration with blood
Prismaflex TPE 2000 set: 400 ml/min asma fiitratio o0
. In vitro, values +20%
M | fl : ’
P;rslml;rle]ei (-)HO:,dE 1%\’(\3(;2; 50 mi/min (Bovine blood at 37°C, Htc 32%, Protein concentration 60 g/l)
Prismaflex TPE 2000 set: 100 mi/min Plasma filtration is controlled by the Prismaflex system.
Maximum TMPa* (mmHg/kPa): Prismaflex TPE 1000 set
Prismaflex Prismaflex
TPE 1000 set TPE 2000 set 60 —
Q. = 50 ml/min 100 mmHg - 13.3kPa -
50
Qg™ = 100 ml/min 140 mmHg - 18.7 kPa 120 mmHg - 16 kPa = Q, max = 49 ml/min
£ = 180 ml
Q. = 180 mlfmin 190 mmHg - 25.3kPa - T 4 = 180 mifmin
Q. = 200 ml/min - 171 mmHg - 22.8 kPa :0; 30 -
© Q. max = 29 ml/min
Qg™ = 250 mi/min - 1983 mmHg - 25.7 kPa S Q, = 100 mifmin
RS 7
Qg™ = 400 ml/min - 246 mmHg -32.8kPa ©
: = vamm
Filter data p Q; max = 16 ml/min
Nominal physical characteristics % 0 T T T T T T T T 1
- . E‘—L" 0 0 40 60 80 100 120 140 160 180
ective surface area:
Prismaflex TPE-1000/Set=0r15me TMP (mmhg)
PrismaflexTRPE 2000 set: 0.35 m?
Fiber internal diameter (wet): 330 pm Prismaflex TPE 2000 set
Fiber wall thickness: 150 ym 160 =

Q, max = 147 mi/min
Q, = 400 ml/min

‘ Q, max = 114 ml/min
Qg = 300 ml/min

Q, max = 79 mi/min
Qg = 200 ml/min

Q. 42 = 114 ml/min

/(i: 100 mi/min

T
50

160 1%0 260 25IO
TMP (mmHg)

Norway:

Baxter AS
Gjerdrumsvei 11
0484 Oslo

T. 22 58 48 00
www.baxter.no

Baxter

SE/MG120/16-0002, NO/MG120/16-0003, FI/MG120/16-0002, DK/MG120/16-0002
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Produktnamn SP-418

Produkto kodas|| Bestallningsnummer 107650
Produktbeskrivning Toémningspase Surinkimo maisas
Produkto apraSymas
Access
Behandlingstyp
Maskintyp

Taris Langd

Volym 9 liter
Mjukgorare DEHP-fri  |Be DEHP| [Eto sterilizacija |
Sterilisering EtO
Forpackningsstorlek 30 st.
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PRISMAFLEXSystem
M60/M100/M150 Sets

Preconnected Hemofilter Sets with the
AN 69 Dialyzer Membrane for CRRT

The PRISMAFLEX Set is indicated for use only with the PRISMAFLEX Control Unit in providing
continuous fluid management and renal replacement therapies. The system is intended for patients who
have acute renal failure, fluid overload, or both.

This set is intended for use in the following veno-venous therapies: SCUF; CVVH; CVVHD; CVVHDF.

All treatments administered via the PRISMAFLEX Set must be prescribed by a physician. The size,
weight, state of uremia, cardiac status, and general physical condition of the patient must be carefully
evaluated by the prescribing physician before each treatment.

The PRISMAFLEX M100 & M150 Sets should be restricted to patients with a body weight greater than
30 kg (66 Ib). The pediatric use of the PRISMAFLEX M60 Set should be restricted to children with a body
weight greater than 11 kg (24 Ib) with respect to extracorporeal blood volume.

The M150, M100 and M60 hemofilter sets are designed for prescription flexibility on the PRISMAFLEX
System. Both set configurations are created with the AN 69 Dialyzer Membrane and can be used to
perform all CRRT therapies (SCUF, CVVH, CVVHD and CVVHDF).

General data

PRISMAFLEX M60 Set

Weight 780 g 800 g 860 g

Overall dimensions 27 x22x9cm 27 x22x9cm 27 x22x9cm
Blood volume in set + 10 % 93 ml 152 ml 189 ml
Minimal patient weight 11 Kg 30 Kg 30 Kg

Materials

e AN 69 HF hollow fiber: Acrylonitrile and

sodium methallyl sulfonate copolymer

Filter housing and headers: Polycarbonate

Filter potting compound: Polyurethane

Tubing material: plasticized polyvinyl chloride (PVC)
Cartridge: PETG

Sterilization mode: EtO (ethylene oxide)

Not made with natural rubber latex

Contains DEHP, which may pose risks to infant development

Filter data
e Nominal physical characteristics
- Effective surface area:
PRISMAFLEX M60 Set: 0.6 m2
PRISMAFLEX M100 Set: 0.9 m?
PRISMAFLEX M150 Set: 1.5 m2
- Fiber internal diameter (wet): 240 pm
- Fiber wall thickness: 50 pm

Sieving coefficient

e (bovine plasma, Pc 60 g/I, T = 37°C)
Urea = 1, Creatinine = 1, Vitamin B12 =1,
Inulin = 0.95, Myoglobin = 0.55, Albumin <0.01

Filter operating specifications
e Maximum TMP* (mmHg/kPa): 450/60
e Maximum blood pressure (mmHg/kPa): 500/66.6
e Minimum blood flow rate:
PRISMAFLEX M60 Set: 50 ml/min
PRISMAFLEX M100 Set: 75 ml/min
PRISMAFLEX M150 Set: 100 ml/min




In vitro performances

e Blood priming volume in filter £10%:
PRISMAFLEX M60 Set: 42 ml

PRISMAFLEX M100 Set: 66 ml
PRISMAFLEX M150 Set: 105 ml

¢ Blood pressure drop (in post dilution mode)
(bovine blood, Hematocrit 32%, Pc*** = 60 g/I, T = 37°C)

PRISMAFLEX M60 Set

Qg™ =100 ml/min - Que™** =11h 47 mmHg 31 mmHg 20 mmHg
Qg™ =180 mi/min - Q™ =2 I/h 91 mmHg 60 mmHg -

Qg™ =300 ml/min - Que™** =2 Ih — 73 mmHg 51 mmHg
Qg™ =400 ml/min - Que™** =2 1h — 105 mmHg 64 mmHg
Qg™ =450 ml/min - Que™** =2 1h — — 70 mmHg

CVVH Performances

e “In vitro” ultrafiltration with blood (in post-dilution)
(values £15%) (Continuous venovenous hemofiltration)
(Bovine blood at 37°C, Hematocrit 32%, Pc*** 60 g/l).

150
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138 Qe =450 mU/min

Prismaflex M6D
Kur = 16 ml/[hxmmHg)
Prismaflex M100

Kur = 37,5 ml/(hxmmHg]

107 Qe =400 m{/min
106 Qs =300 ml/min

89 Qs =300 ml/min
82 Qs =200 ml/min \

68 Qs =200 ml/min
55 Qs =180 ml/min
52 Qs =100 ml/min
44 Qs =100 ml/min
38 Qs =100 ml/min

Qur (ml/min)

0 T T T T T T T T T 1
0 50 100 150 200 250 300 350 400 450 500 \
TMP (mmHg) \

CVVHD Clearances
e Clearances versus inlet dialysate flow rate
(Continuous venovenous hemodialysis) (Saline, T = 37°C).

PRISMAFLEX M60 Set
Qg™ = 100 mI/min

Que™™* = 0 ml/min

QD ¥ )
I/h 1 2.5 4 1 2.5 4 8 1 25 4 8

ml/min 17 42 67 17 42 67 133 17 42 67 133

Urea

(£10%) 17 39 54 17 41 63 95 17 42 66 117

Vitamin B12

(£20%) 14 23 28 16 30 37 45 17 37 49 64

Inulin

(x20%) 12 17 19 14 23 26 30 16 31 37 45

*Transmembrane pressure.

**Access blood flow rate.

***Protein concentration.

***Ultrafiltration flow rate (1).

(1)The ultrafiltration flow rate is the “patient fluid removal flow rate + replacement flow rate +
pre-blood-pump flow rate."




Ordering information

Factory ID Code No. No. Units/Box
PRISMAFLEX M60 Set 8353510 106696 4

8353520 106697 4

8353584 109990 4
SP414 - 5-liter bag 6032957 106690 50
SP418 - 9-liter bag 6033765 107650 30

59.6 poz.

Contact your local Baxter sales representative to learn more about the product.
For Customer Support, call 800-525-2623.

Rx Only. For the safe and proper use of the devices mentioned herein, please refer to the Instructions for Use.

Baxter, AN 69 and Prismaflex are trademarks of Baxter International Inc., or its subsidiaries.

www.baxter.com B
USMP/MG120/14-0003(2) 1000 01/16 axter
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INSTRUCTION FOR USE
Calclum Line for Prismaflex® - CA 250

Srmalar® ¢ & Facemant of Gambm Lundia AR

Caution|

Regd the instructions carefully befora using this product,

INTENDED USE
The Calcium Line for Prismaflex i 2 medical davice to be used only with the Prismafiex Control Unit software version 5.0 of later for performing
the ‘Citrate-caicium i3 Prismaflax syringe pump" anticosquiation mathod. Carefully read the Pnsmaflex Operater's Manual and onHine scraen
instructions. All treamments administered -4a the Calcium Line *or Pnsmaflex must be prescnbad by a physician,

CONTRAINDICATIONS AND ADVERSE REACTIONS
There are no known contraindicatons or adverse raactions (o the usa of the Calcium Line for Prismatiex if used as :ndicated in the imendad use
saction above.

CAUTIONS AND WARNINGS

1 30T Th linas must be stoed in a dry
- ouaca. bettwaan 5°C (41'F) ang 30°C 86°F}.

2,

3

o

sty e
-2:‘\- Co Aot stors :n direct sunlight
L

Expiraion dale of the product 1s shown on
e packaging,

Do not use an individual unit f package 's
damaged.

In arder to raduce the nak of diseass transmission, the usa of
protactive ciclhing (gloves gasses, masks, otc.; by 1urses,
doctors, and cther medical staff is recommended when handling
the Calcium Line for Pnsmatlex,

Before using tha Calaum Line for Prismaflax check that all caps
are n place,

The Caicium Una for Prismattax must ba used as socn as the
packaging and the protective caps nave deen removed,

Before slarting, and also dunng the reatmant ysing Caicum
Lina for Prismaflex, ensura hat the check valve § in place ard
H connecions a wdun

The minimum tamperature for .ise 1§ 20°C (68°F).

The Calc:ium Lina for Prsmaflex ¢ siefila and roo-pyrogenic.
Usa an aseptic tachnique #hen natalling the line and \Proughout
tha reatment,

Make sura the Calaum wne ‘or Pnematfiex and the patient's
FAsCuiar 30cess are NGt 4inKed

20

21

Varify safe operation of the system compnaing (he Prismaflex
machina, any acceseones and the Calcium Line for Prismaflex
duning set up.

The safe connection af the Cakium L.ne for Prismafiex shall be
perfarmed by skiled perscnnel only ar under the supervision of
the medical officer in chargs,

‘Watch carefully for leaks durmg pnming and Jse.

All connections must be cnacked carefully throughout the
treatmen to pravent any misconnection, leakage or
disconnaction issuas that could meull in potental oagent :njunes
such as blaod loss, ar smbolism ot Muid imbalance.

During the treatmer, it should be ragularty checkad that the line
18 not kinked or cbstructed :n order to pravent any risk af
alectraiytic ‘mbalanca for the patent.

Presance of DEHP in the PVC tuba should be 1aken intp special
consideralion in ha treatmant of chidren who nave "ot yel
reached puberty, pregnant women and nursing mothars because
thesa patient groupa exhibit an incréasad sensitivity.

Use only drugs compatibk mth #V/C,

Th Cakcitm Low for Pngmaflex 5

Intanded fo singhe use only, Discam i

aftar an Iollewang bocal lrws wnd magulations for
potentially cortamwated squipment,

The Calcium Line for Pnsmaflex must not de reused in order 1o
avoid hactenalogical contamuriation and oosaible parfomance
decraase.

Slaniily and performanca cf this davice is guaranteed oy Me
manufacturer ondy (f 1118 intact ana prepared as recommended

for angle w8 only,



OTHER SYMBOLS USED ON THE PRODUCT LABELING

Ll Consult Ingtnictions =or Usa [ J Manufacturer
e} 1
d‘ Dale of Manufacture REF Catalogue number

{{oT] | Batcn coce

The Calcium Line for Prismaflex is stesilzed by
irradiation

=1
—t

The material usad !or the manufacture of this
@an specific medical device contains Di-2-athyl hexyl
ohthalate {DEHP)

T™e product doesn ¢ contain fatex of s
derfvatves.

‘r' Keep dry

<@

Fraie, handle with care

INSTRUCTIONS FOR USE AND RECOMMENDATIONS

i Usa tha Caicium Line for Prismafiax by following the detaiied on-fine matructions provided by the Prismaflex Controd Unit.
Additional nformation i5 availabie in the Prismaflex Operator'a Manusi,

a) Unpack ard remave the protectve caps

b Follow onsine-nsirucuens on the Prismatiex screan for the following steps:

+ Conraction of the ke 'o the Prsmafiex synnge

+ Autonratic priming of te (ine by the Pnsmaflex system
» Connection o the line to the patient

Remova avantual air bubbles defors use

o

| Please refor to Prismaflex Operaior's Manual for mors information on the “Cltrste-calcium via Prismaflex syrtnge pump”

. antlcoagulation method and caicium Infusion.

SPECIFICATIONS
1) une The Calaum Line for Prismafiex i1s compliart with the
applicable parts of the OIN EN SO 3638 standard

Pump Iine iSO 8536-9-3PL- P
« Langth 2500 mm
' Inner diameter: 0.59 mm
» Slorage volume at 4C°C (104°F): 0.7 mL

{2} Luerdack connectors: Both made Lusr and femals Luar-ock
connectors comply with ha follawing standards: SN 20594-1
and EN 1707

WARRANTY AND LIMITATION OF LIABILITY

)y he manufactser Madinntechrd Promadt SmeM, sarrmts 'hal
the ine1 have heen marufactured n ccordance wih hair
1peifcatons and n compbiancs wih OIN EN iSO 23485 and ather
mgulalery requrements,

I Mad@ntechig Promadt GmbH Juably tystom s aoring n
acoordanca wim JIN EN ISO 12435 03 t ¢ 1s1ea2ad 7y he
Hotifise Bouy WECCERT

11 Tra marytanirer snall not ne teld raspanstle ‘or failurs ' 199
tha neg with the Jialysis machines *hey "ava beer specifically
designad ‘or

i3] Chack valve 1S compliant with (he applicable parts of 1he
DIN EN SO 8536 slandard,

4] Slide damp

1§)  ‘Catumn’ lags

The matanats m direct o :ndirect contact mth diood are Acrylonitrile
Butacheiw Styrans (ABS). nigh and low densdy poiyaimene (HOPE,
LDPE), clastoized Polyvimdcivonds | VG, Styrane Acrykinmila
tSAN). sllicone.

1) The manufacturer ahall 1ot be fable ‘or any misyuse, mpropec
=aralng non somofanca Aih wRIN RS dnd NeDichons. damage
A from roants ater e mamufacturer's relante of the Unas
Ranirs or Mo 10 nspact the lines before use n aedér 0 nsum
st they 38 0 propae Sanditon o any aaranty qiven by
rajependent IStnbuions o Jasters.

The manfactunsr s Meovzntechnk Promedt SmbH Kieiner
Maoceweg 4 25458 Tamewch, Germany

C e

&

Spansor for Australia Sambra Pty Zd Suile 2 Leved 4 52 Norwest Slvd, Baulknam Hills NSW 2153 Austraita
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Kalcto hinija Prismafieny” —~ CA 250

Provmeifle sra  Gambro Lundia AB™ priklavsaatis prekes zenalas

Naudojimo instrukcijos 3

Naudajimo instrukeifos perzidretos 2000 m. ko,



Naudopime mstrukeipos
Kalero livgn Poivnation ¢ L 250

It . - . ] -
Provmatlex” yra LGambro Lundia AB prikbausants prehes zenklas

Perspejimas’
Prics naudodami produkty atidziai perskaitykite <ias instrukeijas

NAUDOJIVO PASKIRTIS

Presmapley kaleio Hndja sra medicinims prictaisas, hiris gali bt naudojamas tik su Prosmiaflex 5.0
ar velesne kontrolinte bloko kompiuterings programos versija darbui citrato Kalcio per Prismaflex
Svirksto siurblj antikoaguliacijos metodu. Atidziai perskaity kite Prismafle v naudotojo vadova ir
nuorodas. pateikiamas ekrane vykstant procesui. Presmaglex kalcio lingja teikiamg gydyma turi
ISrasyt gvdyto)as

RONTRAINDUHCNCHOS TRONT PAGETDALTANOS REAKCLIONS
ok u Zama Perviiefle v kataro liniios naudorima kontramdinacijo ar nepageidatjamy reahei u

AerL et prictanaas aaudorings nagdl paskict
| Lol |

VESARGE MO P NTONES HROPT RSP N A
P Lomat turd DO nkonia sintope victeie nuo > 'Codb by ko a0 C 86 7 temperatiro)e
20 Neluthy ke tiesioging e siiies svicwe
30 Produkto gabiopmoe larkas narody s ant pascotes
4. NenaudoKite prictaiso. jet paseista piakio
Norint sumazint ligos perdayano rizika, slaugytojans. gydytojams ir Kitam medicinos
personatui dirbant su Froevaflex Ralaro linija rehomenduojamu naudutt apsaugines

A

priemones (pirstines. akinius, kaukes i KUy
Pries naudodam? Provnaffen kadcio Tinga patiikeinsite, ar savo vietose vist dangiehal,

7 Provafe kalelo Hnaga ture bao nacdo amaishar, kot gk avdarema pakootd e nuimany
dunatetiai,

8. Pries pradedami naudng v evdvdami aztikrinkite, had visi apsavgmiai voztuvas bily savo

viclose. uoungly s patikimas sopungtos
SN ek e oy e fempes G s 2000 (08 )
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1O Prrsmation kalcio Hoga vew vienkartine: Pu paudopino ji ismeskite, remdamicost salyje
saliogandionis sy klemis e tenes Atans, kurias regulivojamas galinéiy bati uztersty
prietaisy isnmetimas

20. Sickiant isvengti bakterings tardos ir nepakankamo efektyvumo, Prismaflex Kalcio linijos
negatlima naudati pakartotinai.

21. Sio prictaiso steriluma ir inkamy darbg aall garantuoti tik gamintojas ir tik tuomet. jei
prictaisas nepazeistas ir pugal rekomendacijas paruostas naudoti viena karty.



T8

KITIZENKLINANT PRODUK TA NALDOJAMIE SIMBOLIAL

Skaity kite naudojimo instrukcijas

Pagaminimo data

Serijos numeris

Gaminant §j specifinj medicinos prictaisa naudotas di-2-etilo heksilo ftalatas (DEHP)
Laikykite sausoje vietoje

Gamintojas

Katalogo numecris

Prismaflex kalcio linija steritizuota radiacijos blidu
Produktas neturi latekso ar jo dariniy

Trapus, naudokite atsargiai

NAUDOJIMO INSTRUKCHOS IR REKOMENDACHOS

Prismaflex kalcio linijg naudokite pagal vikstant procesui Prismaflex Kontroliniame bloke
pateihiwmas ts~amias instrukeifas Papiidomos mtormacijos galima rasti Prismeflex naudotojo
vadose

a) [Spakuokite ir nuimKite apsauginius dangtelius.

b) Laikvkités per Privmuflex procesy Siais etapais pateikiamuy instrukcijy
linijos prijungimas prie Prisniaflex Svirksto:

automatinis linijos pripildymas. atlickamas Prismafles sistemos:

linijos prijungimas prie paciento.

¢) Pries naudodami pasalinkite susidariusius oro burbuliukus.

Noredami gauti daugiau informacijos apie citrato kalcio per Prismaflex Svirksto siurblj
antikoaguliacijos metody ir kalcio infuzija. skaitykite Prismigflex naudotojo vadova.

SPECIFIK ACTION
Py tnnge Preevofioy haeio bindja stitinka tanSs tinas DN ENCISO 8336 standarto dalis
Sturhlio fga 50 8336-0-8SP1 P
Haiss 2300 mm
Vidins shersora 0 39 mm
Pathy e tarss Rae temperattivg booC oiod 'y 007
20 duceLock umoetos o hizdine o KiStahaoe Loce F ok pangts s atitinka BN 203941 oy

i
P 7o anondirtus
3y Patikrnkite. ar voztuvas atitinka taikytinas DIN ENCISO 8336 standarto dahis.
4y Slankioji verzle.
3 Kadehs antealia
Tiesiogiar ar netiesiogiad su kraugy kontaktuojancios medziagos: akrilo nitrilo butadieno stirenas

(ABS). mazo iv didelio tankio pohictifenas (HDPE. LDPE). plastifikuotas polivinifchloridas
(PN stireno ahrilo nitrilas (SAN)L sibikunas

—~

CVROUN DN HE VIS VKON BN PRI N TV



a)

b)

Gamintojas. Medizintechnik Promedt GmbH. garantuoja. kad pagamintos linijos atitinka
specifikactjas ir DIN EN ISO 13485 bei kitus reguliuojanéius teisés aktus.
~Medizintechnik Promedt GmbH™ kokybeés uztikrinimo sistema atitinka DIN EN ISO
13485, tai jvertino atsakingoji institucija MEDCERT.

Gamintojas neatsako uz linijos naudojima su $iai linijai neskirtais dializés aparatais.

d) Gamintojas neatsako uz netinkamg naudojimg ar netinkama elgesj su prietaisu, perspéjimy ir

e)

atsargumo priemoniy nesilaikyma. zalg. kuri padaroma linijoms po pagaminimo ir i§leidimo,
uz linijy netikrinima ar netinkama tikrinima pries naudojima. siekiant uztikrinti tinkamg
biiklg, arba atsakomybg, kurig prisiima nepriklausomi platintojai ar prekiautojai.

Gamintojas yra ..Medizintechnik Promedt GmbH™, Kleiner Moorweg 4. 25436 Tornesch.
Vokietija.

Rémejas Australijoje: ,.Gambro Pty Ltd™, Suite 2. Level 4. 62 Norwest Blvd, Baulkham Hills NSW
2153, Australija.

LINHOS BREZINYS
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