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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: 3 dated 2021-02-08

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 integrated arterialfilter
» Venous Hardshell Cardiotomy Reservoir ﬁ”/‘-‘”’: thout SOETHINE Codti

VN Or-v a J
o Pediatric
o Neonatal
» Combination of Reservoir with-Oxygenater with-orwithout SOFTEINE-Coating:
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: 3 dated 2021-02-08

Devices/device categories included in the certificate:

Class Il b:

* Hemoconcentrators

+  ROTAFLOW Drive Unit

« ROTAFLOW Il Base Unit

« ROTAFLOW Il Drive (flex)

«  ROTAFLOW Il Drive (compact)

+ CARDIOHELP Base Unit

» CARDIOHELP-i

» Capacitive Level Sensor CLS with accessory Level Sensor Pad L
*  Flow-Bubble Sensor FBS

+ Bubble Sensor BS

»  Temperature Probe

* Venous Probe

*  Heater Unit HU 35

* Heater-Cooler Unit HCU 40

*  Blood Monitoring Unit BMU 40
* Tubing Set with Hemoconcentrz without SOFTLINE
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Valid from 2020-03-03 to 2024-05-26
Revision status of the annex: 3 dated 2021-02-08

Devices/device categories included in the certificate:

Class lll:

certificate according to directive 93/42/EEC annex Il (4) is required.

Annex to the EC Certificate No. 5000¢

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 integra ‘u:
o QUADROX-ID ’// _.//H
- Pediatric, di mer ne
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CERTIFICA

EN ISO 13485:2016

DEKRA Certification GmbH hereby certifies that the organi}/a‘ti
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(further locations see annex)

has established and maintains a quality management system according to the above .-m'e'h'tiohed '
standard. The conformity was adduced with audit report no. 50008-Z7-00.

Certificate registration no.: 50008-14-01 Certificate valid from: 2020-03-03
Validity of previous certificate: 2020-03-02 Certificate valid to: 2023-03-02
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Annex to the Certificate No. 50008-14@01

Revision status: 0
valid from 2020-03-03 to 2023-03-02 %
The following locations belong to the certificate above: t:,
i
3
§
i
Headquarters Certified location Scope of ceniﬂcatﬁan
Maquet Cardiopulmonary | Kehler StraBe 31 Design, manufactufing, ‘ :;;'?:
GmbH D-76437 Rastatt distribution and service of DA
medical devices for the scof AN
heart surgery, intensive car AN
cardiology and emergency AN
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Declaration of Conformity

GETINGE 3¢

DMS# Version Giltig ab / bis
(DMS#) (Version) (Valid from} / (until)
Product Group: Catheters and Cannulae 1260414 V10 gggg:g;:;g/
Page 1 of 3
Manufacturer: Maquet Cardiopulmonary GmbH
Address: Kehler Str. 31
76437 Rastatt
Germany
Product name: HLS Cannulae
- Arterial
- Venous
Optional: With SOFTLINE Coating
Products: see attached Product List
Classification: Class lla

We, Maquet Cardiopulmonary GmbH, hereby declare under our sole
responsibility that the mentioned devices comply with the provisions of:

European Medical Device Directive 93/42/EEC

Conformity
Assessment: Annex Il of Directive 93/42/EEC
Notified Body: DEKRA Certification GmbH

Handwerkstr. 15, 70565 Stuttgart, Germany
(Notified Body ID-no. 0124)

For and on behalf of Maquet Cardiopulmonary GmbH, Rastatt,

| Date | Name
Nursel Boelens (Director
. 79720 - 07-0¢| Regulatory Affairs)

Signature

Vi £

Governing Procedure: SV 08.02

Print-outs and copies of this document have to be checked for validity and correctness before use.
FB-0076/V 04 Giiltig ab: 2017-08-01

FB-0049
Version 12
Giiltig ab: 2017-12-06

Governing Procedure: SV 02.03



GETINGE 3¢

Giltig ab / bis
(Valid from) / (until)
2020-07-10/
2024-05-26

Page 2 of 3 -

Declaration of Conformity

Version
{Version)

V10

DMS#
(DMS#)

Product Group: Catheters and Cannulae 1260414

Product List

This product list specifies the products {and accessories} covered by the
Declaration of Conformity.

Products covered:

Class lla

Art. HLS cannula OD =15 Fr (5.0 mm)

PAL 1523 70104.7256

BO-PAL 1523 70105.3099  3/8" connector with LL, insertion length 23 cm

PAL 1723 70104.7258  Art. HLS cannula OD =17 Fr (5.7 mm)

BO-PAL 1723 70105.3100  3/8" connector with LL, insertion length 23 cm

PAL 1923 70104.7259  Art. HLS cannula OD = 19 Fr (6.3 mm)

BO-PAL 1923 70105.3101  3/8" connector with LL, insertion length 23 cm

PAL 2123 70104.7263  Art. HLS cannula OD = 21 Fr (7.0 mm)

BO-PAL 2123 70105.3102  3/8" connector with LL, insertion length 23 cm

PAL 2323 70104.7267  Art. HLS cannula OD = 23 Fr (7.7 mm)

BO-PAL 2323 70105.3103  3/8" connector with LL, insertion length 23 cm

PAS 1315 70105.3275  Art. HLS cannula OD = 13 Fr (4.3 mm)

BO-PAS 1315 70105.3278  3/8" connector with LL, insertion length 15 cm

PAS 1515 70104.7255  Art. HLS cannula OD = 15 Fr (6.0 mm)

BO-PAS 1515 70105.0048  3/8" connector with LL, insertion length 15 cm

PAS 1715 70104.7257  Art. HLS cannula OD = 17 Fr (6.7 mm)

BO- PAS 1715 70105.3104  3/8" connector with LL, insertion length 15 cm

PAS 1915 70104.7260  Art. HLS cannula OD =19 Fr (6.3 mm)

BO- PAS 1915 70105.3105  3/8" connector with LL, insertion length 15 cm

PAS 21156 70104.7264  Art. HLS cannula OD =21 Fr (7.0 mm)

BO- PAS 2115 70105.3106  3/8" connector with LL, insertion length 15 cm

PAS 2315 70104.7268  Art. HLS cannula OD = 23 Fr (7.7 mm)

BO-PAS 2315 70105.3107  3/8" connector with LL, insertion length 15 cm

PVL 2155 70104.7266  Venous HLS Cannula OD= 21Fr (7.0 mm)

BO- PVL 2155 70105.3108  3/8" connector without LL, insertion length 556 cm
- FB-0049

Governing Procedure: SV 08.02 Version 12

Glltig ab: 2017-12-06

Print-outs and copies of this document have to be checked for validity and correciness before use. )
Governing Procedure: SV 02.03

FB-0076/V 04 Giiltig ab: 2017-08-01



Declaration of Conformity

Product Group: Catheters and Cannulae

GETINGE 3¢

DMS# Version Giltig ab / bis

(DMS#) {Version) (Valid from) / (until)
2020-07-10 /

ok 2024-05-26
Page 3 of 3

PVL 2355
BO-PVL 2355

PVL 2555
BO-PVL 2555

PVL 2955
BO- PVL 2965

PVS 1938
BO- PVS 1938

PVS 2138
BO- PVS 2138

PVS 2338
BO- PVS 2338

PVS 2538
BO- PVS 2538

70104.7270
70105.3109

70104.7271
70105.3110

70104.7273
70105.3111

70104.7261
70105.3112

70104.7265
70105.3113

70104.7269
70105.3114

70104.7272
70105.3115

Venous HLS Cannula OD= 23Fr (7.7 mm)
3/8" connector without LL, insertion length 55 cm

Venous HLS Cannula OD= 25Fr (8.3 mm)
3/8" connector without LL, insertion length 55 cm

Venous HLS Cannula OD= 29Fr (9.7 mm)
3/8" connector without LL, insertion length 55 cm

Venous HLS Cannula OD= 19Fr (6.3 mm)
3/8" connector without LL, insertion length 38 cm

Venous HLS Cannula OD= 21Fr (7.0 mm)
3/8" connector without LL, insertion length 38 cm

Venous HLS Cannula OD= 23Fr (7.7 mm)
3/8" connector without LL, insertion length 38 cm

Venous HLS Cannula OD= 25Fr (8.3 mm)
3/8" connector without LL, insertion length 38 cm

SOFTLINE Coated variants are indicated by a BO (SOFTLINE) prefix in the

ref number.

FB-0049
Version 12
Giiltig ab: 2017-12-06

Governing Procedure: SV 02.03

Governing Procedure: SV 08.02

Print-outs and copies of this document have to be checked for validity and correctness before use.
FB-0076/V 04 Giiltig ab: 2017-08-01



GETINGE 3¢

Declaration of Conformity Sa— p— ——
(DMS#) (Version) (Valid from) / (until)
Product Group: Catheters and Cannulae 1260417 V 09 2020007101
' 2024-05-26
Page 1 of 2
Manufacturer: Maquet Cardiopulmonary GmbH

Address:

Product name:

Products and
Accessories:

Classification:

Kehler Str. 31
76437 Rastatt
Germany

Percutaneous Insertion Kit

see attached Product List

Class lla

We, Maquet Cardiopulmonary GmbH, hereby declare under our sole
responsibility that the mentioned devices comply with the provisions of:

European Medical Device Directive 93/42/EEC

Conformity
Assessment:

Notified Body:

Annex |l of Directive 93/42/EEC

DEKRA Certification GmbH
Handwerkstr. 15, 70565 Stuttgart, Germany
(Notified Body ID-no. 0124)

For and on behalf of Maquet Cardiopulmonary GmbH, Rastatt,

[Date Name

| Signature

Nursel Boelens (Director Regulatory #

(7020 ~0 7~ O & | Affairs)

Governing Procedure: SV 08.02

FB-0049
Version 12
Giiltig ab: 2017-12-06

Print-outs and copies of this document have to be checked for validity and correctness before use.

FB-0076/V 04

Giiltig ab: 2017-08-01 Governing Procedure: SV 02.03



GETINGE 3¢

Declaration of Conformity — e —
(DMS#) (Version) (Valid from) / (until)
Product Group: Catheters and Cannulae 1260417 V09 202007510 |
: 2024-05-26 B
Page 2 of 2

Product List

This product list specifies the products and accessories covered by the
Declaration of Conformity.

Products covered:

Class lla

PIK 100 70104.7384 Percutaneous Insertion Kit
(scalpel, puncture needle, guidewire 100 cm,
dilators, syringe)

PIK 150 70104.7385 Percutaneous Insertion Kit
(scalpel, puncture needle, guidewire 150 cm,
dilators, syringe)

Accessories covered:

Classlla L
PIK dilator set L 70105.4427

PIK dilator set large 18/20 20/22 22/24 Fr
PIK dilator S 70105.4606 PIK dilator small 8/10Fr

PIK Guide wire 100 70105.5457 Guide wire set PIK 100 cm

PIK Guide wire 150 70105.5459 Guide wire set PIK 150 cm

FB-0049
Governing Procedure: SV 08.02 Version 12

Gltig ab: 2017-12-06
Print-outs and copies of this document have to be checked for validity and correctness before use. .
FB-0076/V 04 Giiltig ab: 2017-08-01 Governing Procedure: SV 02.03



Lot:2;3

HLS Cannulae

Solutions from tip-to-tip

This document is intended to provide information to an international audience outside of the US. G E T I n G E g<
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Печатный текст
Lot : 2; 3


Smooth transition between introducer and cannula tip Stop ring defines maximum insertion depth

HLS Cannulae

Trusted vessel access

The HLS Cannulae are indicated for cannulation of all An excellent flow performance, a wide range of cannulae

suitable vessels (e.g. femoral vessels) and can be sizes and different coating options make it one of the

inserted percutaneously, using the Seldinger technique, most popular peripheral cannulae - the perfect choice for

orunder visual control into the previously exposed vessel.  vessel access during extracorporeal circulation.

Performance characteristics: Easy to use:

« Thin cannula walls support an excellent » Locking mechanism keeps introducer in position
pressure/flow performance during insertion

« Reinforced side holes help reduce the risk of kinking « Smooth transition from introducer to cannula to

« Versions with Bioline Coating for extended support a safe cannula insertion

respiratory and / or circulatory support o Depth marks to control insertion depth,

« Duration of use from 6 hours up to 30 days* a stop ring to define maximum insertion depth

« Selectively hardened proximal cannula body,
reduces the risk of kinking after insertion

A pair of side holes on every arterial tip Multiple drainage openings on every venous cannula

2 *HLS cannulae with Bioline Coating in combination with PLS Set, PLS Set Plus or HLS Set Advanced (all with Bioline Coating) can be used for up to 30 days in CE region.



Pressure drop for all arterial HLS Cannulae ¥/s"

200 |
180
160
140
120

Pressure drop [mmHg]

100
80
60
40
20

PAS 1315
PAS 1523

PAS 1515

PAS 1723
PAS 1715
PAS 1923

PAS 1915

PAS 2123
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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
23cm
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]
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Side holes
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Side holes

12
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16
20
20
20
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32

PVS 1938

PVL 2155

PVS 2138

PVL 2355
PVS 2338

PVL 2555
PVS 2538

PVL 2955

Perforationlength Connector

lcm
Tcm
1cm
Tcm
lcm
lcm
lcm
Tcm
lcm
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


artiom
Выделить

artiom
Выделить


Percutaneous Insertion Kit

Kit to prepare for arterial or venous peripheral cannulation
of vessels for extracorporeal circulation.

The kit includes:

o 4vessel dilators: 10/12 Fr., 12/14 Fr., 14/16 Fr., 16/18 Fr.

« Guide wire for arterial cannulae 0.038" (0.097 cm) x 100 cm, J-tip
« Guide wire for venous cannulae 0.038" (0.097 cm) x 150 cm, J-tip

e Guidewire advancer

« 18 Ga (1.27 mm) puncture needle
« Miniscalpel
« 10 ml (10 cc) syringe

« Additional dilator sizes and guidewires available

Order details percutaneous insertion kits and cannulae accessories

Article No. Guide wire length Description
PIK 150* 150 cm Percutaneous insertion kit for venous HLS cannulae
PIK dilator set L** Cannulae accessories: 3 multi-step dilators,

dilator sizes 18/20 Fr., 20/22 Fr., 22/24 Fr.

PIK dilator S** Cannulae accessories: 1 multi-step dilator,
dilator size 08/10 Fr.

PIK guidewire 100** 100 cm Cannulae accessories: separate guidewires for arterial cannulae
PIK guidewire 150** 150 cm Cannulae accessories: separate guidewires for venous cannulae
*One kit per carton, sterile packed **5 pcs. per carton, sterile packed
Note

Allinformation presented in this brochure is either referenced by the below publications or is on file at Getinge.
HLS Cannulae Set: Instructions for Use - 70104.8192 - G-139 - Version 05 - NONUS - 2021-04
Percutaneous Insertion Kit- Instructions for Use - 70104.8194- G-137 - Version 06 - GLOBAL - 2020-06

This document is intended to provide information to an international audience outside of the US. The products in this brochure
may be pending regulatory approvals to be marketed in your country. Contact your Getinge representative for more information.
Refer to Instructions for Use for current indications, warnings, contraindications and precautions.

The following are registered trademarks or pending trademarks of Getinge AB, its subsidiaries or affiliates in the United States or
other countries: Getinge, Maquet Cardiohelp, Avalon Elite, Bioline Coating, Softline Coating, Rotaflow.

Manufacturer - Maquet Cardiopulmonary GmbH - Kehler Str. 31- 76437 Rastatt - Germany - +49 7222 932-0

wwgstings.com GETINGE 3¢

-05- Getinge is aregistered Trademark - Copyright 2021 by Getinge - Subject to modifications.

MCP_BR_10018_EN_2-2021
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