Number:-D0000117192

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 040732 0042 Rev. 02

Product Service

Holder of Certificate: Stryker Trauma GmbH
Prof.-Kintscher-Str. 1 - 5
24232 Schoénkirchen
GERMANY

Certification Mark:

EN SO 13485

tuvsud.com/ps-cert

Scope of Certificate: Design and development and
manufacturing of non-active orthopedic
implants for the fixation of bones,
resorbable bone implants, powered
reusable, surgically invasive instruments
for bone surgery, single use surgically
invasive instruments for bone surgery,
sterile surgical instruments for bone
surgery and ultrasonic fusion systems
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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 and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?q=cert:Q5 040732 0042 Rev. 02
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RO ASE

Report No.: 713221203
Valid from: 2022-01-27
Valid until: 2024-11-25
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Date, 2022-01-27 Christoph Dicks
Head of Certification/Notified Body
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Number:-D0000117192 Windchill Revision: AA

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 040732 0042 Rev. 02

Product Service

Applied Standard(s): ENISO13485:2016
Medical devices - Quality management systems -

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

Facility(ies): Stryker Trauma GmbH
Prof.-Klintscher-Str. 1 - 5, 24232 Schonkirchen, GERMANY

Design and development and manufacturing of non-active
orthopedic implants for the fixation of bones, resorbable bone
implants, powered reusable, surgically invasive instruments for
bone surgery, single Use surgically invasive instruments for bone
surgery, sterile surgical instruments for bone surgery and
ultrasonic fusion systems

Stryker Trauma GmbH
Birgermeister-Schade-Str. 28, 24232 Schonkirchen, GERMANY

Manufacturing of non-active orthopedic implants for the fixation of
bones; surgically invasive instruments for bone surgery, single use
surgically invasive instruments for bone surgery, sterile surgical
instruments for bone surgery

Stryker Trauma GmbH
Prof.-Kintscher-Str. 10, 24232 Schonkirchen, GERMANY

Warehousing
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Stryker Trauma GmbH
Prof.-Klintscher-Str. 8, 24232 Schonkirchen, GERMANY

=] =%
RO ASE

Manufacturing of non-active orthopedic implants for fixation of
bones; surgically invasive instruments for bone surgery, single use
surgically invasive instruments for bone surgery, sterile surgical
instruments for bone surgery

Stryker Trauma GmbH
Sohren 50 B, 24232 Schoénkirchen, GERMANY

Warehousing
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Document Number: D0000117192 Windchill Revision: AA State: Released

Signatures for document: Q5 040732 0042 Rev. 02 - ISO 13485
Certificate (Kiel)

Document Number: D0000117192
Date: 2022-01-27 10:47:05.0
Revision: AA

ECR Number:

ECN Number:

This document has been signed using an electronic signature within Windchill. To access the original source
document and relevant information, please access the system directly.

Approval Information

Group Approval Role Name Date Vote

TE-Quality Divisional-QMS [Quality Divisional Schick Thomas 2022-01-27 11:18:42.0 Approve
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