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Holder of Certificate: Getinge Global Sales and Service AB

-
=< Lindholmspiren 7A
K_|0 417 56 Gothenburg
oA SWEDEN

*

Certification Mark:

EN SO 13485

tuvsud.com/ps-cert

Scope of Certificate: Provision of Sales and Distribution of Non-Active
Medical Devices including Non-active implants in the
field of Acute Care Therapy and Surgical Workflows;
Provision of Sales, Distribution, Installation and
Servicing of Active Medical Devices in the field of Acute
Care Therapy and Surgical Workflows; Provision of
Equipment Validation Service for Cleaning, Disinfection
and Sterilization devices
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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, Certification,
Validation and Verification Regulations TUV SUD Group have to be complied with. For details and
certificate validity see: www.tuvsud.com/ps-cert?g=cert:Q8 120315 0001 Rev. 03

Report No.: 713393310 + 713406035
Valid from: 2026-07-28
Valid until: 2029-07-27

Date, 2026-07-15 c
'@lt\/

Christoph Dicks
Head of Certification/Notified
Body
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Applied Standard(s): SO 13485:2016
(EN ISO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)

Medical devices - Quality management systems -
Requirements for regulatory purposes

ASA

Facility(ies): Getinge Global Sales and Service AB
Lindholmspiren 7A, 417 56 Gothenburg, SWEDEN

*

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows; Provision of
Equipment Validation Service for Cleaning, Disinfection and
Sterilization devices

GETINGE Deutschland GmbH
Kehler Stralte 31, 76437 Rastatt, GERMANY
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Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows; Provision of
Equipment Validation Service for Cleaning, Disinfection and
Sterilization devices
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GETINGE Schweiz AG
Quellenstrasse 41B, 4310 Rheinfelden, SWITZERLAND

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows

GETINGE Osterreich GmbH
Lemboéckgasse 49, Haus 2, Stiege D, 1230 Wien, AUSTRIA

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows

JMEIEH @  CERTIFICATE o

ZERTIFIKAT e

Page 2 of 10
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany




( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

CNITIoN ARRANC

Certificate

No. Q8 120315 0001 Rev. 03

¢ CERTIFICADO

Getinge ltalia Srl
Via Guido Gozzano 14, 20092 Cinisello Balsamo (Mi), ITALY

ASA

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows; Provision of
Equipment Validation Service for Cleaning, Disinfection and
Sterilization devices

*

Getinge Netherlands B.V.
Olympia 4, 1213 NT Hilversum, THE NETHERLANDS

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows; Provision of
Equipment Validation Service for Cleaning, Disinfection and
Sterilization devices
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Getinge Belgium NV
Alfons Gossetlaan 17, 1702 Groot Bijgaarden, BELGIUM

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows; Provision of
Equipment Validation Service for Cleaning, Disinfection and
Sterilization devices

Getinge France SAS
Carnot Plaza, 14/16 avenue Carnot, 91300 MASSY, FRANCE

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows; Provision of
Equipment Validation Service for Cleaning, Disinfection and
Sterilization devices
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Getinge France SAS
Parc de Limere, Avenue de la Pomme de Pin, CS 10008 Ardon,
45074 Orleans Cedex 2, FRANCE

ASA

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows; Provision of
Equipment Validation Service for Cleaning, Disinfection and
Sterilization devices

*

Getinge Group Spain SL
¢ / Marie Curie 5, edificio Alfa Planta 6, 28521 Rivas Vaciamadrid,
SPAIN

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows; Provision of
Equipment Validation Service for Cleaning, Disinfection and
Sterilization devices
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Getinge Group Portugal Unipessoal LDA
Rua Dr. Anténio Loureiro Borges, 9/9A, 3°, 1495-131 Algés,
PORTUGAL

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows; Provision of
Equipment Validation Service for Cleaning, Disinfection and
Sterilization devices

Getinge Group Middle East FZ-LLC
1905N-1909N, Floor: 19, Dubai Science Park (DSP) Towers -
North, Dubai, UNITED ARAB EMIRATES

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows
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Getinge Denmark A/S
Tonsbakken 16-18, 2.sal, 2740 Skovlunde, DENMARK

ASA

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows; Provision of
Equipment Validation Service for Cleaning, Disinfection and
Sterilization devices

*

Getinge Finland OY
Vuoritontuntie 22, FI-02200 Espoo, FINLAND

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows; Provision of
Equipment Validation Service for Cleaning, Disinfection and
Sterilization devices
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Getinge Norge AS
Enebakkveien 150, 0680 Oslo, NORWAY

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows; Provision of
Equipment Validation Service for Cleaning, Disinfection and
Sterilization devices

Getinge Sverige AB
Ekebergsvagen 26, 305 75 Getinge, SWEDEN

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows; Provision of
Equipment Validation Service for Cleaning, Disinfection and
Sterilization devices
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Getinge Ltd.
Unit 3, Indurent Park, Andressey Way, Chaddesden, Derby, DE21
6YH, UNITED KINGDOM

ASA

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows; Provision of
Equipment Validation Service for Cleaning, Disinfection and
Sterilization devices

*

Getinge Medikal Sistemler San. ve Tic. A.S.
Kugukbakkalkdy Mh. Kayisdagi Cd. , Allianz Plaza Sitesi No: 1 Ig
Kapi No: 96, 34750 Atasehir - Istanbul, TURKIYE

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows; Provision of
Equipment Validation Service for Cleaning, Disinfection and
Sterilization devices
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Getinge Polska Sp.z.o.0.
Zwirki i Wigury 18, 02-092 Warszawa, POLAND

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows; Provision of
Equipment Validation Service for Cleaning, Disinfection and
Sterilization devices

Getinge Ireland Limited
B6 Calmount Business Park, Bally Mount, Dublin 12, IRELAND

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows; Provision of
Equipment Validation Service for Cleaning, Disinfection and
Sterilization devices
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Getinge Czech Republic, s.r.o.
Na Strzi 1702/65, 140 00 Praha 4, CZECH REPUBLIC

ASA

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows; Provision of
Equipment Validation Service for Cleaning, Disinfection and
Sterilization devices
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Getinge Medical Korea Co., Ltd.
13F, KeumKang Building, 304 Bongeunsa-ro, Gangnam-gu, Seoul
06143, REPUBLIC OF KOREA

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows
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Getinge Australia Pty Ltd
Level 7/11 Help Street, Chatswood NSW 2067, AUSTRALIA

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows; Provision of
Equipment Validation Service for Cleaning, Disinfection and
Sterilization devices

Getinge South East Asia Pte Ltd
20 Bendemeer Rd, #06-01/02 , BS Bendemeer Centre, Singapore
339914, SINGAPORE

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows
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Getinge (Thailand) Co. Ltd
5 Soi Krungthepkreetha 4 (B.GRIMM), Huamark, Bangkapi,
Bangkok 10240, THAILAND

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows
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Getinge Colombia S.A.S.
Carrera 16 N 95 - 70 Oficina 701, 110221 Bogota D.C.,
COLOMBIA

ASA

*

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows

Getinge do Brasil Equipamentos Medicos LTDA.
Av. Manuel Bandeira, 291 — Bloco B — Conj. 33 e 34, 05317-020
Sao Paulo, SP, BRAZIL

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows
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Getinge Group Hong Kong Limited
26/F, Port 33, 33 Tseuk Luk Street, San Po Kong, Kowloon, HONG
KONG

=
5O

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows; Provision of
Equipment Validation Service for Cleaning, Disinfection and
Sterilization devices

Getinge Group Japan K.K.
Sphere Tower Tennoz, 2-2-8, Higashishinagawa, Shinagawa-Ku,
Tokyo, 140-0002 JAPAN

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows
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Getinge Group Taiwan Co., Ltd.
Rm. 8, 6F., No. 288, Sec. 6, Civic Blvd., Xinyi Dist., 110417 Taipei
City, TAIWAN

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows
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Getinge Medical India Pvt. Ltd.
Andheri East, 9th floor, E Wing, Times Square, Marol, Andheri
Kurla Road, Mumbai, Maharashtra 400059, INDIA

ASA

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows

*

Getinge USA Sales, LLC
45 Barbour Pond, Wayne NJ 07470, USA

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows

Maquet Mexicana S. de R.L. de C.V.
Montecito #38, Piso10, Ofna 33, Col. Napoles. Del. Benito Juarez,
03810 Ciudad de México, MEXICO

©)
-
<
o
=]
.
=
-
2 4
[
o
*
0

&
(-]

=
5O

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows

Getinge Canada Ltd.
300-90 Matheson Blvd. W., Mississauga ON L5R 3R3, CANADA

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows

Getinge Regional Headquarter One Person
Company-Holding Limited Liability / Holding
Office 1, Laysen Valley Building 28, 12327 Riyadh, SAUDI ARABIA

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows
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Getinge Vietnam Co. Ltd.
Floor 6, YOCO Building, 41 Nguyen Thi Minh Khai, Saigon Ward,
700000 Ho Chi Minh City, VIETNAM

Provision of Sales and Distribution of Non-Active Medical Devices
including Non-active implants in the field of Acute Care Therapy
and Surgical Workflows; Provision of Sales, Distribution,
Installation and Servicing of Active Medical Devices in the field of
Acute Care Therapy and Surgical Workflows
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 TÜV SÜD Product Service GmbH, Ridlerstraße 65, 80339 Munich, Germany 
 
TÜV SÜD PSB Pte Ltd, 15 International Business Park, TÜV SÜD @ IBP, Singapore 609937 
 
 TÜV SÜD America, Inc., 401 Edgewater Place Suite #500, Wakefield, MA 01880, USA 
 
 TÜV SÜD Certification and Testing (China) Co., Ltd. Floor 1-4, Building B, No.37, Tuanjie Road(Middle), Xishan Economic and Technological Development Zone, Wuxi, Jiangsu, P.R. China 
 
 TÜV SÜD Danmark ApS, Strandvejen 125, 2900 Hellerup, Denmark 
 
 TUV SUD BABT Unlimited, Octagon House, Concorde Way, Segensworth North, Fareham, Hampshire, PO15 5RL, UK 
 
 TÜV SÜD (Malaysia) Sdn Bhd, No. 18, Jalan Astaka U8/82, Bukit Jelutong, 40150 Shah Alam, Selangor, Malaysia 
 
 TÜV SÜD SFDK, Av. General Valdomiro de Lima, 833, Jabaquara, São Paulo, SP, 04344-070, Brazil 
 
 TÜV SÜD Rail GmbH, Barthstraße 16, 80339 Munich, Germany 
 
 TÜV SÜD Auto Service GmbH, Daimlerstraße 11, 85748 Garching at Munich, Germany 
 
 TÜV SÜD Hong Kong Limited, 19/F Yuen Long Trading Centre, 33 Wang Yip Street West, Yuen Long, New Territories, Hong Kong
	
This certificate has been digitally signed by TÜV SÜD Product Service GmbH on behalf of the certificate issuing certification body as named in the pdf document's footer.
 
The sole responsiblity for the content of the certificate is with the certificate issuing certification body.




