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S5 Zertifikat

Standortzertifikat zum Hauptzertifikat Reg.-Nr. H80007

Die SQS bescheinigt hiermit, dass nachstehend genannte Organisation tiber ein Managementsystem
verfligt, das den Anforderungen der aufgefiihrten normativen Grundlage entspricht.

SDI Surgical Device International GmbH
Helmstrasse 1

2562 Port

Schweiz

Geltungsbereich

Kontruktion, Herstellung und Vertrieb von
Komponenten und Baugruppen fir
die Medizintechnik und andere Industrien

Normative Grundlage

1SO 9001:2015 Qualitatsmanagementsystem

Reg.-Nr. $80870 Giiltigkeit 02.05.2021-01.05.2024
Ausgabe 02.05.2021

T dull

F. Miiller, CEO SQS

Schweizerische Vereinigung fiir + Partn_erOf®
Qualitdts- und Management-Systeme (SQS) N
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Bernstrasse 103, 3052 Zollikofen, Schweiz Swiss Made *
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S5 Zertifikat

Standortzertifikat zum Hauptzertifikat Reg.-Nr. H14237

Die SQS bescheinigt hiermit, dass nachstehend genannte Organisation tiber ein Managementsystem
verfligt, das den Anforderungen der aufgefiihrten normativen Grundlage entspricht.

SDI Surgical Device International GmbH
Helmstrasse 1

2562 Port

Schweiz

Geltungsbereich

Kontruktion, Herstellung und Vertrieb von
Komponenten und Baugruppen fir
die Medizintechnik und andere Industrien

Normative Grundlage

EN ISO 13485:2016 Medizinprodukte —
Qualitatsmanagementsystem

Reg.-Nr. 580871 Giiltigkeit 02.05.2021-01.05.2024
Ausgabe 02.05.2021

T dull

F. Miiller, CEO SQS

Schweizerische Vereinigung fiir + Partn_er0f®
Qualitdts- und Management-Systeme (SQS) N
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Bernstrasse 103, 3052 Zollikofen, Schweiz Swiss Made *
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Certificate

Site certificate of main certificate Reg. no. H80007

The SQS herewith attests that the organisation named below has a management system that meets
the requirements of the normative basis mentioned.

ISO 9001:2015

Reg. no. $80870

SDI Surgical Device International GmbH

Helmstrasse 1
2562 Port
Switzerland

Scope

Construction, manufacturing and distribution
of components and subassemblies for
medical devices and other industries

Normative base

Quality Management System

Validity 02.05.2021-01.05.2024
Issue 02.05.2021

/ (ot 2]

A. Grisard, President SQS

Swiss Association for Quality
and Management Systems (SQS)
Bernstrasse 103, 3052 Zollikofen, Switzerland

T dull

F. Miiller, CEO SQS

Swiss Made

Partner of
***** ©
* *
"'*:*:
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Certificate

Site certificate of main certificate Reg. no. H14237

The SQS herewith attests that the organisation named below has a management system that meets
the requirements of the normative basis mentioned.

EN ISO 13485:2016

Reg. no. 580871

SDI Surgical Device International GmbH

Helmstrasse 1
2562 Port
Switzerland

Scope

Construction, manufacturing and distribution
of components and subassemblies for
medical devices and other industries

Normative base

Medical devices —

Quality Management System

Validity 02.05.2021-01.05.2024
Issue 02.05.2021

/ (ot 2]

A. Grisard, President SQS

Swiss Association for Quality
and Management Systems (SQS)
Bernstrasse 103, 3052 Zollikofen, Switzerland

T dull

F. Miiller, CEO SQS

Swiss Made

Partner of
***** ©
* *
"'*:*:
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Certificat

Certificat de site au certificat principal No d’enreg. H80007

La SQS atteste par la présente que 'organisation indiquée ci-apres dispose d’un
systeme de management répondant aux exigences de la base normative mentionnée.

ISO 9001:2015

No d’enreg. S80870

SDI Surgical Device International GmbH

Helmstrasse 1
2562 Port
Suisse

Périmetre

Construction, fabrication et distribution
de composants et d'assemblages pour la technologie
médicale et d’autres industries

Base normative

Systeme de management de la qualité

Validité 02.05.2021-01.05.2024
Emission 02.05.2021

/ Cpoa ]
A. Gris%fjsidente SQS

v
Association Suisse pour Systémes

de Qualité et de Management (SQS)
Bernstrasse 103, 3052 Zollikofen, Suisse

Tl

F. Miiller, CEO SQS

Partner of
**** ©
*
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) ek
Swiss Made
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SRS Certificat

Certificat de site au certificat principal No d’enreg. H14237

La SQS atteste par la présente que 'organisation indiquée ci-apres dispose d’un
systeme de management répondant aux exigences de la base normative mentionnée.

SDI Surgical Device International GmbH
Helmstrasse 1

2562 Port

Suisse

Périmetre

Construction, fabrication et distribution
de composants et d'assemblages pour la technologie
médicale et d’autres industries

Base normative

EN ISO 13485:2016 Dispositifs médicaux —
Systeme de management de la qualité

No d’enreg. S80871 Validité 02.05.2021-01.05.2024
Emission 02.05.2021

/}/47&4/24 fM

A. Grisard, Présidente SQS F. Miller, CEO SQS
v

Association Suisse pour Systémes + Partn_er0f®
de Qualité et de Management (SQS) "
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* hF

Bernstrasse 103, 3052 Zollikofen, Suisse Swiss Made *
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

SOS has issued an IQNet recognized certificate that the organization:

SDI Surgical Device International GmbH
Helmstrasse 1
2562 Port
Switzerland

has implemented and maintains a
Management System

for the following scope:
Construction, manufacturing and distribution of components
and subassemblies for medical devices and other industries

which fulfills the requirements of the following standard(s):
IS0 9001:2015

Issued on: 2021-05-02
Expires on: 2024-05-01

This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as
a stand-alone document

Registration Number: CH-S80870

Lo {W SIS

Alex Stoichitoiu
President of I[QNet CEO SQOS
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IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland

NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST StPetersburg Russia TSE Turkey YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

SOS has issued an IQNet recognized certificate that the organization:

SDI Surgical Device International GmbH
Helmstrasse 1
2562 Port
Switzerland

has implemented and maintains a
Management System

for the following scope:
Construction, manufacturing and distribution of components
and subassemblies for medical devices and other industries

which fulfills the requirements of the following standard(s):
EN ISO 13485:2016

Issued on: 2021-05-02
Expires on: 2024-05-01

This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as
a stand-alone document

Registration Number: CH-S80871

Lo {W SIS

Alex Stoichitoiu
President of I[QNet CEO SQOS

£
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IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland

NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST StPetersburg Russia TSE Turkey YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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