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Servo-i Ventilator
Spare Parts List

Table 3: Patient unit, Inspiratory section

ID
60
60A
60B
60C
60D
60E
61
61A
61B
61C
61D
61E
62
63
64
65
66
67
68
69
70

Maquet Critical Care AB

Part no.
6671137
6693792
6039528
6169416
6169358
6532654
6671135
6693792
6039528
6169416
6169358
6532647
6488113
6670330
9303892
6532662
6532977
6640044
6448612
6487958
6888750

Roéntgenvagen 2

SE-17154 Solna, Sweden

www.getinge.com

Description

Gas module 02, Type lll
Nozzle unit

Rubber seal for bacteria filter
Bacteria Filter for Gas Module
Non-return valve, 2 pcs
Module adapter O2, with O-rings
Gas module Air, Type Il
Nozzle unit

Rubber seal for bacteria filter
Bacteria Filter for Gas Module
Non-return valve, 2 pcs
Module adapter AIR, with O-rings
Module bracket

Pull magnet incl. bracket
Filter for O2 cell, 25 pcs
Inspiratory pipe

Tube

02 cell

Connector muff

Cable for O2 cell

02 cell holder

Comments

Fits only modules with 2 screws in end plate

Fits only modules wit 2 screws in the end plate
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EVU-141482 - ISO 13485 Certificate for Maquet Critical Care AB Version: 05 Approved at 2020-12-29 by:

Jan Lagergren u2387527
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ZERTIFIKAT & CERTIFICATE o
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 072017 0013 Rev. 01

Product Service

Holder of Certificate: MAQUET CRITICAL CARE AB

GETINGE ;'.< Réntgenvagen 2
171 54 Solna
SWEDEN
Facility(ies); MAQUET CRITICAL CARE AB

Réntgenvagen 2, 171 54 Solna, SWEDEN

See Scope of Certificate

Certification Mark:

EN 1SO 13485

tuv-sud.com/ps-cert

Scope of Certificate: Design, development and manufacturing
of Anaesthesia, Monitoring, Ventilator
Systems and Perfusion Systems

Applied Standard(s): ENISO 13485:2016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:Q5 072017 0013 Rev. 01

Report No.: 713193727
Valid from: 2020-12-30
Valid until: 2023-12-29

C)@/L\_/

Date, 2020-12-28 Christoph Dicks
Head of Certification/Notified Body
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Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and lll
(Class lla and Class llb Devices)

No. G10 072017 0015 Rev. 00

Manufacturer: MAQUET CRITICAL CARE AB
Réntgenvagen 2
171 54 Solna
SWEDEN

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in

Article 10 (9) of the Regulation (EU) 2017/745 on medical devices. Details on device categories
covered by the quality management system are described on the following page(s).

The Report referenced below summarises the result of the assessment and includes reference to
relevant CS, harmonized standards and test reports. The conformity assessment has been carried
out according to Annex IX Chapter | and Il of this regulation with a positive result.

The quality management system assessment was accompanied by the assessment of technical
documentation for devices selected on a representative basis.

The certified quality management system is subject to periodical surveillance by TUOV SUD Product
Service GmbH. The surveillance assessment shall also include an assessment of the technical
documentation for the device or devices concerned on the basis of further representative samples.

Report No.: 713170827
Preceding certificate No.: This certificate is issued for the first time
Valid from: 2020-02-17
Valid until: 2025-02-16

Date of initial issuance / Rev.00: 2020-02-17

c@t‘.\/

Christoph Dicks

Issue date: 2020-02-17 Head of Certification/Notified Body
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Product Service
EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and Ili
(Class lla and Class llb Devices)
No. G10 072017 0015 Rev. 00
Device(s): Risk CND Code Intended Purpose
classification
INSTRUMENTS llb Z120301 Intended for respiratory support, administration
FOR of anesthetic and treatment of neonatal,
ANESTHESIA pediatric and adult patients.
AND
PULMONARY
VENTILATION
SUPPORT
The validity of this certificate ./.
depends on conditions and/or
is limited to the following:
Revision History including Revision / Issue Date / Report
Changes: Rev. 00/2020-02-17 / 713170827
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