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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
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CERTIFICA

EN ISO 13485:2016

DEKRA Certification GmbH hereby certifies that the organi}/a‘ti
e
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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
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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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ZERTIFIKAT o CERTIFICATE o

** *3’}* Benannt durch/Designated b

<

Zentralstelle der Lander

;f'!._é 7/\::/\‘7 fiir Gesundheitsschutz
%

== bei Arzneimitteln und
7/\\7 Medizinprodukten

** *** ZLG-BS-244.10.08

www.zlg.de

Product Service

EC Certificate

EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
(Devices in Class Ill)

No. G7 104155 0003 Rev. 01

Manufacturer: Datascope Corp
15 Law Drive
Fairfield NJ 07004
USA

Product: Guidewires

Guidewires for Cardiology

The Certification Body of TUV SUD Product Service GmbH declares that a design examination has
been carried out on the respective devices in accordance with MDD Annex Il (4). The design of the
devices conforms to the requirements of this Directive. For marketing of these devices an additional
Annex |l certificate is mandatory. See also notes overleaf.

Report no.: 713171530
Valid from: 2020-02-17
Valid until: 2024-05-26

Date, 2021-02-17 c
'@IL\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 + 80339 Munich « Germany



*i\( *3’}* Benannt durch/Designated by

Zentralstelle der Lander

g-l_ i\:;\‘7 fir Gesundheitsschutz
== bei Arzneimitteln und
7/\\7 7/\\7 Medizinprodukten

** *** ZLG-BS-244.10.08

EC Certificate

EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
(Devices in Class Ill)

No. G7 104155 0003 Rev. 01

www.zlg.de

Product Service

Model(s): Guidewires for 7.5 Fr or 8 Fr IAB Catheters
PTFE Stainless Steel Guidewire (Box of 5)
Size Catalogue Numbers
0.025"x 145cm 0684-00-0254-09
0.025" x 175cm 0684-00-0254-14
0.025" x 260cm 0684-00-0254-15

Guidewires for 7 Fr IAB Catheters
PTFE Stainless Steel Guidewire (Box of 5)
Size Catalogue Numbers

0.018" x 145cm 0684-00-0254-16

=
<
()
™
-
SS|
L]
(&)
\ 4
(=
(=]
<
(&)
™
o
==
Ll
(&)
4
—
<
x
=
©
>
o
o
LI
()
¢
I
!

IELE
aaE s

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

ZERTIFIKAT o CERTIFICATE o

TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 + 80339 Munich « Germany




*;"\7 ‘;/\\73’\\7* Benannt durch/Designated b

<

Zentralstelle der Léander

#f!._é <’A\;\( fiir Gesundheitsschutz
%

== bei Arzneimitteln und
* Medizinprodukten

*#% *** ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lIb or 1lI)

No. G1 102541 0003 Rev. 00

www.zlg.de

Product Service

Manufacturer: Datascope Corp.
1300 MacArthur Blvd
Mahwah NJ 07430
USA

Product Category(ies): Intra-Aortic Balloon Pumps and
accessories.

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II.

This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Ill devices an additional Annex Il (4) certificate is
mandatory. See also notes overleaf.

Report No.: 72155863
Valid from: 2020-05-28
Valid until: 2024-05-26

Date, 2020-05-28 8
'@IL\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 + 80339 Munich « Germany
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SCC Accredited

CB-MS

©

ocsm
Accrédité CCN o

&

America

No. QS2 102541 0002 Rev. 01
Certificate Holder: Datascope Corp.

1300 MacArthur Blvd

Mahwah NJ 07430

USA
Certification Mark:
Scope of Certificate: Design, Development, Manufacturing, Service,

Installation and Distribution of Intra-Aortic

Balloon-Pumps and Accessories; Design and

Development of Heart and Lung Machine Therapy

Device; Production of Collagen Raw Material for

use in Vascular Closure Application
Standard: ISO 13485:2016
The Certification Body of TUV SUD America Inc. certifies that the company mentioned above has established and is
maintaining a quality management system that meets the requirements of the listed standards.
Report No.: 72159139
Effective Date: 2020-10-21
Expiry Date: 2023-10-20
Page 1 of 1
Date of Issue: 2020-11-05 .

—\ >

\UJW{AL

( Tina Israel )

Manager, US Certification Body,

Medical and Health Services

TOV®

TUV SUD America Inc. « 10 Centennial Drive Ste 207 + Peabody, MA 01960 USA « www.tuvsud.com


http://www.tuvsud.com/

GETINGE 3¢

Declaration of Conformity aew. — T
(DMS#) (Version) (valid from) / {until)
Product Group: Blood Monitoring Unit 2095573 Vo3 gggg:gz:;gl
Page 1 of 2
Manufacturer: Maquet Cardiopulmonary GmbH
Address: Kehler Str. 31
76437 Rastatt
Germany
Product nhame: BMU Sensor
BMU Cell
Classification: Class lla

see attached Product List

We, Maqguet 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 Annex |l of Directive 93/42/EEC
Assessment:
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 Signature

7520~ 0¢- 0% | Affairs/Safety Officer)

Nursel Boelens (Director Regulatory , Yoy
V. ik .
/

FB-0049
Governing Procedure: SV 08.02 Version 12

Gultig 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



Declaration of Conformity

GETINGE 3¢

DMS# Version Giiltig ab / bis
(DMS#) (Version) (Valid from) / (until)
Product Group: Blood Monitoring Unit 2095573 V03 2020-07-10/
p: g 2024-05-26
Page 2 of 2

Product List

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

Products covered:

70104.0804

BMU Cell 1/2"
701040844 70104.0844 BMU Cell 3/8"
701040845 70104.0845 BMU Cell 1/4"
701040849 70104.0849 BMU Sensor 3/8"
701040850 70104.0850 BMU Sensor 1/4"
701040851 70104.0851 BMU Sensor 3/16"

Product description

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 fer validity and correciness before use.
FB-0076 /V 04 Giiltig ab: 2017-08-01



Declaration of Conformity

GETINGE 3¢

DMS# Version Gotfig ab / bis

(DMS#) {Version) (Valid from) / (unti)
. Los See signature/
Product Group: Capacitive Level Sensor 2486130 Vo7 2024-05-26
Page 1 of 2

Manufacturer:

Address:

Product name:

Products and

Accessories:

Classification:

Maquet Cardiopulmonary GmbH

Kehler Str. 31
76437 Rastatt
Germany

Capacitive Level Sensor (CLS) with the
accessories Level Sensor Pad (LSP)

see attached Product List

Class IIb

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—
Qoz4-05- Dr. Nico (Andreas) Braunegger - L_\
<1 (Teamlead Regulatory Affairs) KK v /
&4
y
- FB-0049
Governing Procedure: SV 08.02 Version 12

Gultig ab: 2017-12-08

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) (Vi from) / (unti
Product Group: Capacitive Level Sensor 2486130 Vo7 gg; 45_'095'_';;‘"9'
Page 2 of 2
Product List

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

Products covered:

REF no. Product description

701010855 701010855 CLS 20-535 Capacitive Level Sensor

701049252 701049252 CLS L2.0 Capacitive Level Sensor

Accessories covered:

REF no. Product description

Class lib
701022208 701022208 Level-Sensor Pads Pack 100 pcs

FB-0049
Governing Procedure: SV 08.02 Version 12

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



	EC Certi
	Annex

		2022-11-15T10:27:35+0200
	Moldova
	MoldSign Signature




