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EN ISO 13485:2016

Registration No.:

Organization:

Scope:

SX 2233460-1

Spectralytics Inc.
125 3rd Street South
Dassel MN 55325
USA

For the Contract Micro Machining of Medical Device Components using
Laser and Complementary Technology

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality

management system is subject to yearly surveillance.
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Certificate

Quality Management System
EN ISO 13485:2016

Registration No.: SX 2233460-1

Organization: Spectralytics Inc.
125 3rd Street South
Dassel MN 55325

USA

No. Facility

/01 Spectralytics Inc.
125 3rd Street South
Dassel MN 55325
USA

/02 Spectralytics Inc.
145 3rd Street South
Dassel MN 55325

USA
Report No.: 234176737-30
Effective date: 2021-10-15
Expiry date: 2024-10-14
Issue date: 2021-10-15
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Scope

For the Contract Micro Machining of Medical
Device Components using Laser and
Complementary Technology

For the Contract Micro Machining of Medical
Device Components using Laser and
Complementary Technology

v “~_Sandor. Juhasz
54 TUV Rheinland LGA Products GmbH
TlIIystraBe 2 - 90431 Nurnberg - Germany

2/2




