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Annex to the EC Certificate No. 5000¢

Valid from 2020-03-03 to 2024-05-26
Revision status of the annex: 1 dated 2020-07-07

Devices/device categories included in the certificate:

Class Il a:

Oxygenators with SOFTLINE Coating:
o QUADROX-i

- Adult / Small Adult, microporous membrane

- Option: with integrated arterial filter
o QUADROX-iD

- Adult, diffusion membrane

- Option: with integrated arterial filter
o QUADROX-i

- Neonatal, microporous membrane

- Option: with integrated arterial filter
o QUADROX-i

- Pediatric, microporous membrane
- Option: with integrat =
Venous Hardshell Cardiotomy Reservoirwith-or'y

o Adult
o Pediatric

o Neonatal
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Annex to the EC Certificate No. 50008

Valid from 2020-03-03 to 2024-05-26
Revision status of the annex: 1 dated 2020-07-07

Devices/device categories included in the certificate:

Class Il b:

Hemoconcentrators

ROTAFLOW Console

ROTAFLOW Drive Unit

CARDIOHELP Base Unit

CARDIOHELP-i

Capacitive Level Sensor CLS with accessory Level Sensor Pad LSP
Flow-Bubble Sensor FBS

Bubble Sensor BS

Temperature Probe

Venous Probe

Heart-Lung Machine HL 20

Pump modules for Heart-Lung Machine HL 20
Heater Unit HU 35
Heater-Cooler Unit HCU 40
Blood Monitoring Unit BMU 40
Tubing Set with Hemoconcentra vith-orwithout SOFTLINE
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Annex to the EC Certificate No. 5000

Valid from 2020-03-03 to 2024-05-26

-
-16

Revision status of the annex: 1 dated 2020-07-07

Devices/device categories included in the certificate:

Class III:

For the placing on the market of class Il devices covered by this certificate an EC design-exar
certificate according to directive 93/42/EEC annex Il (4) is required. bl

o Oxygenators with BIOLINE Coating:
o QUADROX-i

- Adult / Small Adult, microporous membrane

- Option: with integrated arterial filter
o QUADROX-iD

- Adult, diffusion membrane

- Option: with integrated arterial filter
o QUADROX-i

- Neonatal, microporous membrane

- Option: with integrated arterial filte
o QUADROX-i /
- Pediatric, microporous membrane
;:

- Option: with integrated arter
o QUADROX-ID ////‘
- Pediatric, di oh mem ne
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CERTIFICA

EN ISO 13485:2016

DEKRA Certification GmbH hereby certifies that
Maquet Cardiopulmone
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Certificate registration no.: ~ 50008-1

Validity of previous certificate: ,2022465-3Q

Sertificate valid from:  2022-05-31
Certificate valid to: 2025-01-07

A
(( DAKKS
\\'\'—/_’& Rzlgrt;g:]t‘ieerungsstelle

D-ZM-16029-08-00

Natascha Jezyschek
DEKRA Certification GmbH, Stuttgart, 2022-05-31
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Annex to the Certificate No. 50008-14 |

valid from 2022-05-31 to 2025-01-07

The following locations/companies belong to the certificate above:

Germany

Headquarters Certified location Scope of certific
Maquet Cardiopulmonary | Kehler StraBe 31 see page 1
GmbH 76437 Rastatt
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at the following locations/at the companies at the
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Lot:1;2

Sensation Plus Fiber-optic IAB Catheters

Give patients the clinical effectiveness of a larger volume IAB in an easy-to-use balloon.

Improve patient comfort and safety with the Sensation Plus IAB.
Sensation Plus brings innovative fiber-optic technology and greater
hemodynamic support to adult patients 5’0" (152 cm) and above.
Advanced fiber-optic technology provides accurate and consistent
blood pressure indices, faster time to therapy and automatic in-vivo
calibration.

« Greater hemodynamic support for more systolic unloading and more
augmentation.’?

« Needle-free securement with the StatLock® IAB Stabilization Device
improves patient comfort and safety. Sensation Plus IAB catheters

Sensation Plus 7.5 Fr. and 8 Fr. Fiber-optic IAB Catheters®

IAB volume Introducer sheath length Catheter extender compatible with: Part Number
50 cc 6" (15 cm) Getinge/Datascope Systems 0684-00-0576-01
40 cc 6" (15 cm) Getinge/Datascope Systems _

3 Sensation Plus IAB catheters include Insertion Kits with Introducers and 2 StatLock® IAB devices.

Optional Accessories for Sensation Plus IAB Catheter Insertion Kit

Description Part Number
Sensation Plus 8 Fr. 50 cc Insertion Kit only 0884-00-0019-23
Sensation Plus 7.5 Fr. 40 cc Insertion Kit only 0884-00-0019-22

Sensation Plus Insertion Kit includes:

« One 6" (15 cm) reinforced introducer sheath with hemostasis valve
» One introducer dilator

» One vessel dilator

» One 18 gauge angiographic needle

» One 0.025" x 145 cm 3 mm J PTFE stainless steel guidewire
* One male luer cap

» One three-way stopcock

» Two 4' pressure tubings

» One 6'0" catheter extender tubing (40 cc ONLY)

» One 5'7" catheter extender tubing (50 cc ONLY)

? Bench testing completed by Getinge. Data on file. Bench test results are not necessarily predictive of clinical results.

6 CARDIAC ASSIST EUROPE PRODUCT CATALOG
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Lot: 3

Linear IAB Catheters

Smaller profile, big performance’

In IAB therapy, proper timing of inflation and deflation within the cardiac

. . . Linear 7.5 Fr. performed
cycleis critical to patient outcomes. ' .

faster inflation/deflation cycles
In bench testing, Linear 7.5 Fr. IAB catheters demonstrated faster 500

inflation and deflation cycles than the competition. wl

o Linearhas19% faster cycle time in 80° bend test method compared 00|

to a competitor IAB catheter.

Cycle Time (msec)

200 | W oefiation
« Faster gas shuttle performance offers better support for rapid heart B aton
rates and arrhythmias. ”
0 Linear 75 Fr. Competitor

Linear 7.5 Fr. IAB Catheters®

IAB Volume Introducer sheath length Catheter extender compatible with: Part Number

40 cc 6" (15 cm) Getinge/Datascope Systems 0684-00-0480-01

34cc 6" (15 cm) Getinge/Datascope Systems 0684-00-0479-01

25 cc 6" (15cm) Getinge/Datascope Systems 0684-00-0478-01

8All Linear IAB catheters Include Insertion Kits with Introducers

IAB Volume Introducer sheath length Catheter extender compatible with: Part Number

40cc 6" (15cm) Arrow (Kontron) 0684-00-0480-02
34 cc 6" (15 cm) Arrow (Kontron) 0684-00-0479-02
25cc 6" (15cm) Arrow (Kontron) 0684-00-0478-02

8All Linear IAB catheters include Insertion Kits with Introducers

Optional Accessories for Linear 7.5 Fr. IAB Catheters 40 cc and 34 cc Insertion Kit

Description Part Number

Linear 7.5 Fr. 40 cc and 34 cc Insertion Kit for Sheathless/Sheathed Insertion 0884-00-0019-13

Linear 40 cc and 34 cc Insertion Kit includes:

» One 7.5 Fr. 6" (15 cm) reinforced introducer sheath with hemostasis valve
« One introducer dilator

» One vessel dilator

» One 18 gauge angiographic needle

e One 0.025" x 145 cm 3 mm J PTFE stainless steel guidewire

* One male luer cap

» One three-way stopcock

» Two 4' (122 cm) pressure tubings

» One 6' catheter extender tubing

’ Bench testing completed by Getinge. Data on file. Bench test results are not necessarily predictive of clinical results.

CARDIAC ASSIST EUROPE PRODUCT CATALOG 9
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BMU Sensor and BMU cell

With cuvettes already pre-connected

. . l E BMU Sensor (arterial),
Lot . 1 0 y 1 1 3/8” (10 pcs per box) 70104.0849
1/4” (5 pcs per box) 70104.0850

3/16” (5 pcs per box) 70104.0851
¢ To be ordered separately from Getinge.

BMU cell (venous)
1/2” (10 pcs per box 70104.0804

3/8” (5 pcs per box) 70104.0844
1/4” (5 pcs per box) 70104.0845

* To be ordered separately from Getinge.

Attachment to mast @ 33 mm
(Sorin and Terumo HLM)

Holder %
Attachment to slide rail 10 x 25 mm Attachment to mast @ 38 mm
Slide rail mount :l
70104.6063
Holder for BMU 40
6 mm arm 70104.3406
100 mm arm  70104.3405
200 mmarm  70104.3404
* Including:
- Adapter plate.
- Screws for adapter plate.
I nsta I I atio n Installation j

* The equipment must be
installed by a Getinge
certified technician.

¢ To be quoted separately.

Service

Training

Technical training I
* For details contact
your local representative.

3%

Service contract
* To be specified by
technical dept.

Application training
* For details contact
your local representative.

]

Mast adapter for:
- Sprinter Cart

- Sorin HLM

- Terumo HLM
70103.3314

]

GETINGE « BMU 40
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Pressure drop for all arterial HLS Cannulae 35"

200 |
180
160
140
120

Pressure drop [mmHg]

100
80
60

40

20 7

PAS 1315
PAS 1523

PAS 1515

PAS 1723
PAS 1715
PAS 1923

PAS 1915

PAS 2123

PAS 2115

PAS 2323
PAS 2315

Lot:5;15

Product order details arterial HLS cannulae

Type

PAS 1315
PAS 1515
PAS 1715
PAS 1915
PAS 2115
PAS 2315
PAL 1523
PAL 1723
PAL 1923
PAL 2123
PAL 2323

4

5 6

Blood flow [I/min] (H20 room temperature)

Outer diameter

13 Fr (4.3 mm)
15 Fr (5.0 mm)
17 Fr (5.7 mm)
19 Fr (6.3 mm)
21 Fr (7.0 mm)
23 Fr (7.7 mm)
15 Fr (5.0 mm)
17 Fr (5.7 mm)
19 Fr (6.3 mm)
21 Fr (7.0 mm)
23 Fr (7.7 mm)

One cannula per carton

Product order details venous HLS cannulae

Type

PVS 1938
PVS 2138
PVS 2338
PVS 2538
PVL 2155
PVL 2355
PVL 2555
PVL 2955

Outer diameter
19 Fr (6.3 mm)
21 Fr (7.0 mm)
23 Fr (7.7 mm)
25 Fr (8.3 mm)
21 Fr (7.0 mm)
23 Fr (7.7 mm)
25 Fr (8.3 mm)
29 Fr (9.7 mm)

One cannula per carton

Insertion length
15cm
15cm
15cm
15¢cm
15cm
15cm
23 cm
23cm
23cm
23cm
23cm

Insertion length
38cm
38cm
38cm
38cm
55cm
55cm
55cm
55¢cm

4
7

Pressure drop for all venous HLS Cannulae 3/3"

Pressure drop [mmHg]

200 |

180
160
140
120
100
80
60
40

20

Side holes

2

N NN

Side holes

12
12
16
20
20
20
24
32

PVS 1938

PVL 2155

PVS 2138

PVL 2355
PVS 2338

PVL 2555
PVS 2538

PVL 2955

Perforationlength Connector

Tcm
Tcm
1cm
Tcm
lcm
Tcm
lcm
Tcm
Tcm
Tcm

Tcm

Perforationlength
10cm
10cm
10cm
10cm
20cm
20cm
20cm
20cm

4

5

6 7

Blood flow [I/min] (H20 room temperature)

3/8" LL
3/8"LL
3/8" LL
3/8"LL
3/8"LL
3/8"LL
3/8"LL
3/8"LL
3/8"LL
3/8"LL
3/8" LL

Connector
3/8"
3/8"
3/8"
3/8"
3/8"
3/8"
3/8"
3/8"

Bioline Coating
BE-PAS 1315
BE-PAS 1515
BE-PAS 1715
BE-PAS 1915
BE-PAS 2115
BE-PAS 2315
BE-PAL 1523
BE-PAL 1723
BE-PAL 1923
BE-PAL 2123
BE-PAL 2323

Bioline Coating
BE-PVS 1938
BE-PVS 2138
BE-PVS 2338
BE-PVS 2538
BE-PVL 2155
BE-PVL 2355
BE-PVL 2555
BE-PVL 2955
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Lot: 6;7

The Quadrox-i product design
4 variants to cover all patient sizes

Neonatal
HMO 10000 / HMO 11000 (w. filter)

Edge length 45 mm
Maximum blood flow 1.5 I/min
Gas transfer surface area 0.38 m2
Heat exchanger surface area 0.07 m?
Fiber diameter 300 um
Priming volume without filter <41 ml
Priming volume with Filter <43 ml

MCP-SC-2021-0016-03 « Quadrox-i oxygenators sales presentation * For internal use only!
2021-11-17
Page 18

Pediatric
HMO 30000 / HMO 31000 (w. filter)

55 mm
2.8 I/min

0.8 mz2
0.15 m?
380 um
<190 mi
<107 mi

AR
e T 'y
Small Adult Adult
HMO 50000 / HMO 51000 (w. filter) HMO 70000 / HMO 71000 (w. filter)
90 mm 90 mm
5.0 I/min 7.0 I/min
1.3 m2 1.8 m2
0.3 m? 0.4 m2
380 pum 380 um
*181 + 3 ml *232 £+ 4 ml
*303 + 3 ml *344 + 5 m|

* Has been updated in IFU accordingly.

GETINGE X¢
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Venous bubble sensor

Pressure transducer
Four pressures

Air emboli protection

Emergency Drive holder

Rail holder

HKH9101-R

Cardiohelp Emergency
Drive holder for standard
rail 10x25 mm
70104.9304

Sprinter Cart / Sprinter Cart XL

Heater Unit HU 35

N o (@ HeaterUnitHU35
See separate system
flowchart.

GETINGE « CARDIOHELP

BS3/8x3/32L1.7

Bubble Sensor for 3/8" x 3/32"tubing

70105.5720

e Length: 1.7 m.

« Foruse with HLS Set Advanced
and sets with Quadrox-iR.

I + Coded with blue spout.

Medex Transducer Kit 960 LogiCal :‘
70104.9184
« Includes:
- Transducer cable 1.8 m, for
g pressure module connection.
- Pressure transducer with

transducer plate.
- Marker kit 4 colours.

Medex MX 960 LogiCal D
pressure dome
70102.2744

« Disposable.

Medex MX 960 LogiCal :‘
transducer holder

70102.0721

« Pole mount.

« Holds 4 Medex LogiCal

transducers.

1 CLS
\ Capacitive level sensor kit
l 70104.9490
- ;D « Includes:
- Capacitive level sensor

with cable 2 m.
- Level sensor pad, 100 pcs.

Extra sensor pads

70102.2208

5050
988885 > "
0°5°%5° « Disposable.

Lot: 8

Level sensor pad, 100 pcs D

« To be attached to the venous
bubble trap / reservoir at the

chosen level.

Mast holder

HKH 9101-M ]
_, Cardiohelp Emergency
" Drive holder for mast
70104.8006

Sprinter Cart/ Sprinter Cart XL

« Note: If you use Cardiohelp-i on
the Sprinter Cart / Sprinter Cart
XL, the Cardiohelp Emergency
Drive has to be mountedona
Cardiohelp Emergency Drive
holder.

See separate system flowchart,
which also includes Gas Control

Equipment.
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| HLS Set Advanced 5.0 / 7.0, HIT Set Advanced 5.0/ 7.0 | 17|

B During patient transportation, environmental influences and supply sources for the system
change. This can lead to infections and inadequate patient support.

- Take the CARDIOHELP Emergency Drive and the power supply cable for the CARDIO-
HELP-i with you.

- Prevent the patient from cooling down during transportation.

- Make sure that there is sufficient oxygen in the gas bottle and that the batteries of the
CARDIOHELP-i are charged.

- Connect a pressure reducer when using gas bottles.

- Protect the patient, devices and system from environmental influences such as rain and
dust.

B Duringinter-hospital patient transportation, the atmospheric pressure on the patient and
system can change. This can lead to a reduced gas transfer rate and changed display values
on the CARDIOHELP-i.

- Please note that when using the system at increasing altitudes without equalizing the
pressure, the gas transfer rate decreases as a result of the lower atmospheric pressure.

- Take great care when making settings on the CARDIOHELP-i and take the changed am-
bient pressure into account.

6 Product Information

6.1 Technical data

Lot :4

Device version HLS Set Advanced 5.0 / HLS Set Advanced 7.0 /
HIT Set Advanced 5.0 HIT Set Advanced 7.0

Blood flow 0.5-51/min 0.5-71/min

Gas flow max. 10 I/min max. 14 |/min

Recommended ratio of gas flow to 0.5:1-2:1 0.5:1-2:1

blood flow

Tube size (inside diameter x wall 3/8"x 3/32" 3/8"x 3/32"

thickness) (9.53 mm x 2.38 mm) (9.53 mm x 2.38 mm)

Centrifugal pump speed 0-5000 rpm 0-5000 rpm

Oxygenation membrane surface 13m’ 1.8m’

area

Heat exchanger surface area 03m* 0.4m*

Priming volume of the HLS Set Ad- 570 ml 600 ml

vanced for 2 x 2.2 m tube length

Priming volume of the HLS 240 ml 273 ml

Module Advanced

Residual blood volume of the HLS 130 ml 175 ml

Module Advanced

Sterilization method Ethylene oxide Ethylene oxide

Maximum permissible values HLS Set Advanced 5.0 / HLS Set Advanced 7.0/

HIT Set Advanced 5.0

HIT Set Advanced 7.0

Pressure on blood side

Max. 0.533 bar (400 mmHg)

Max. 0.533 bar (400 mmHg)

Pressure on gas side

Max. 12 mbar (9 mmHg)

Max. 15 mbar (11.25 mmHg)

Water/blood temperature
difference

Max. 8°C (14.4°F)

Max. 8°C (14.4°F)

Water pressure (heat exchanger
inlet)

Max. 1 bar (750 mmHg)

Max. 1bar (750 mmHg)

Water temperature (heat
exchanger inlet)

Max. 41°C (105.8°F)

Max. 41°C (105.8°F)

Instructions for Use | 2.5 | G-460 | 01
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