CERTIFICATE

This is to certify that the company

Ypsomed AG

Brunnmattstrasse 6
3401 Burgdorf
Switzerland

with the organizational units/sites as listed in the annex

has implemented and maintains a Quality Management System.

Scope:

Design and development, manufacture and distribution of:
- infusion pumps,

- sterile infusion sets for infusion pumps,

- active and non-active injection pens and

- sterile pen needles for subcutaneous injection.

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH, it was
verified that the management system fulfills the requirements of the following standard:

ISO 13485 : 2003 + Cor. 1 : 2009

SCC Accredited

CB-MS
Certificate registration no. 334352 MP23CMDR
Certificate unique ID 170641900 «5)»
Effective date 2016-05-13
oCSm
Expiry date 2019-05-12 Accradis CCN
Frankfurt am Main 2016-05-13 DQS Medizinprodukte GmbH is a CMDCAS

recognized registrar (Canadian Medical Devices
Conformity Assessment System).

DQS Medizinprodukte GmbH

Sigrid Uhlemann Maxim Shkolnikov
Managing Director Product Manager

August-Schanz-StralRe 21, 60433 Frankfurt am Main,
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Annex to Certificate

Certificate registration No.: 334352 MP23CMDR
Certificate unique ID: 170641900

Effective date: 2016-05-13

Ypsomed AG

Brunnmattstrasse 6
3401 Burgdorf
Switzerland

Location

Brunnmattstrasse 6
3401 Burgdorf
Switzerland

Buchmattstrasse 100
3401 Burgdorf
Switzerland

Lochbachstrasse 26
3401 Burgdorf
Switzerland

Weissensteinstrasse 26
4503 Solothurn
Switzerland

Scope

Design and development, manufacture and

distribution of:

- infusion pumps,

- sterile infusion sets for infusion pumps,

- active and non-active injection pens and

- sterile pen needles for subcutaneous
injection.

Design and development, manufacture and

distribution of:

- infusion pumps,

- sterile infusion sets for infusion pumps,

- active and non-active injection pens and

- sterile pen needles for subcutaneous
injection.

Design and development, manufacture and
distribution of:
- active and non-active injection pens.

Design and development, manufacture and

distribution of:

- sterile infusion sets for infusion pumps,

- active and non-active injection pens and

- sterile pen needles for subcutaneous
injection.

This annex is only valid in connection with the above-mentioned certificate.
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