@ MDSAP

Medical Device Single Audit Program

America

CERTIFICATE

No. QS6 063429 0015 Rev. 06

Certificate Holder: MAICO Diagnostics GmbH
Y MAICO Sickingenstr. 70-71

10553 Berlin

GERMANY

Certification Mark:

1S0 13485

Scope of Certificate: Design and Development, Manufacture, Distribution
and Servicing of Audiometric Equipment for
the area of Audiology

Standard(s): 1ISO 13485:2016

Regulatory Authority(ies):  Australia TGA, Brazil ANVISA, Health Canada, Japan
MHLW / PMDA, USA FDA. See attached for listing of
specific regulatory requirements.
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The Certification Body of TUV SUD America Inc. certifies that the quality management system of the
manufacturer listed above has been audited against the stated criteria and found to conform to those
criteria for the scope of certification listed. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:QS6 063429 0015 Rev. 06

TUV SUD America Inc. is an MDSAP Recognized Auditing Organization.

REPs Facility ID: F002417
Report No.: 713354791
Effective Date: 2025-12-13
Expiry Date: 2028-12-12
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Date of Issue: 2025-10-15 ‘W

( Renee Walker )
Director, US Certification Body, MHS
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CERTIFICATE

No. QS6 063429 0015 Rev. 06

America

Regulatory Requirements:  Audit/Certification Criteria

Australia

Therapeutic Goods (Medical Devices) Regulations 2002
- Schedule 3, Part 1 (excluding Part 1.6) — Full Quality
Assurance Procedure

Brazil

- RDC ANVISA n. 665/2022 - Good Manufacturing Practices
- RDC ANVISA n. 551/2021

- RDC ANVISA n. 67/2009 - Vigilance

Canada
- Medical Device Regulations — Part 1- SOR 98/282

Japan

- MHLW Ministerial Ordinance No. 169 (2004), as amended by
MHLW Ministerial Ordinance No.60 (2021)

- Japan PMD Act (as applicable)

United States

-21 CFR Part 803

- 21 CFR Part 806

- 21 CFR Part 807 — Subparts Ato D
-21 CFR Part 820
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Facility(ies): MAICO Diagnostics GmbH
Sickingenstr. 70-71, 10553 Berlin, GERMANY

DGS Diagnostics A/S
Audiometer Allé 1, 5500 Middelfart, DENMARK

DGS Diagnostics Sp. z 0. o.
Rosoéwek 43, 72-001 Kolbaskowo, POLAND

Diagnostic Group LLC
10393 West 70th Street, Eden Prairie, Minnesota, 55344, USA
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America

CERTIFICATE

No. QS6 063429 0015 Rev. 06

Facility Scopes: MAICO Diagnostics GmbH
Sickingenstr. 70-71, 10553 Berlin, GERMANY

Design and Development and Distribution of Audiometric
Equipment

REPs Facility ID: F002417

DGS Diagnostics A/S
Audiometer Allé 1, 5500 Middelfart, DENMARK

Design and Development, Manufacture of Audiometric
Equipment

REPs Facility ID: FO05395

DGS Diagnostics Sp. z 0. o.
Rosowek 43, 72-001 Kolbaskowo, POLAND

Manufacture, Distribution and Servicing of Audiometric
Equipment
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REPs Facility ID: F005394

Ag

A

Diagnostic Group LLC
10393 West 70th Street, Eden Prairie, Minnesota, 55344, USA

Manufacture, Distribution and Servicing of Audiometric
Equipment

REPs Facility ID: FO07315
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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.




