HAMILTON

IVIEDICAL

Intelligent Ventilation since 1983

Declaration of Conformity

We, Hamilton Medical AG,
Via Crusch 8, CH-7402
Bonaduz, Switzerland,
confirm that the following
products

Wir, Hamilton Medical AG,
Via Crusch 8, CH-7402
Bonaduz, Schweiz,
bestéatigen, dass die
folgenden Produkte

La société Hamilton Medical
AG, Via Crusch 8, CH-7402
Bonaduz, Suisse, confirme

que les produits ci-dessous

CEDCL-HSENSOR, Attachment on page 2

mit der folgenden EG-
Richtlinie (einschliesslich
aller zutreffenden
Anderungen) Ubereinstimmt;

meet the following EC
directive (including all
applicable amendments):

EC Medical Device Directive:
93/42/EEC, Annex Il, Art. 3

All listed products are
classified as class lla.

sont en conformité avec le
directive CE suivant (y
compris leurs amendements,
le cas échéant):

TUV Rheinland LGA Products GmbH

Tillystrasse 2

Germany

C€ o7

90431 Nirnberg

Registration No: HD 60137935 0001

Validity:

This declaration is valid for
products manufactured in
2020. Lot numbers are
traceable via
manufaciuring protocols.
This declaration is valid in
connection with the final
inspection report.

Giiltigkeit:

Diese Konformitatserkldrung
gilt fir Produkte, welche 2020
produziert werden, Die
Losnummern sind Uber
Fertigungsnachweise
nachvollziehbar. Diese
Konformitétserkldrung ist gliltig
in Verbindung mit dem
Endprifprotokoll.

Hamilton Medical AG

i)

Jens Hallek

01 -12- 16
CEO o

Bonaduz, .......

CEDCL-HSENSOR / 21

Validité:

Cette déclaration est valable
pour les produits fabriqués en
2020. Les numéros de lot
peuvent étre retracés par les
preuves de production. Cette
déclaration est valable
associée au rapport
d'inspection final.
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Intelligent Ventilation since 1983

CEDCL-HSENSOR Attachment

Product name P/N

Flow Sensor 281637
282049
282051
950185

1.8m (Box of 10)
2.6m (Box of 10)
3.3m (Box of 10)

1.8m (Box of 10)

Basis UDI-DI / GTIN

07630002800860
07630002800877
07630002800891

07630002803489

CEDCL-HSENSOR/ 21
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EC Certificate TUVRheinland
Directive 93/42/EEC Annex II, excluding Section 4 o
Full Quality Assurance System
Medical Devices

Registration No.: HD 60137935 0001

Report No.: 21213508 015

Manufacturer: Hamilton Medical AG
Via Crusch 8
7402 Bonaduz
Switzerland

Products: Ventilators and ventilator systems
(see attachment for additional site included)

Replaces Approval, Registration No.: HD 60136804 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex I, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on the market of class Ill devices covered by

this certificate an EC design-examination certificate according to Annex I, section 4 is :/;,J(’." N

/e
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Notified Body u./ \I,)
Effective Date: 2019-07-09 fw’
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Date: 2019-04-02 S A

‘f)upL-Ing. I Munklmff'_'{ .’«}/
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TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197,

@




Attachment to
Certificate

Registration No.:

Report No.:

Manufacturer:

Additional site:

% R
TUVRheinland

TOV Rheinland B Tl Begps 9
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

HD 60137935 0001
21213508 015

Hamilton Medical AG
Via Crusch 8

7402 Bonaduxr
Switzerland

Hamilton Medical AG
Parc Industrial Vial 10

7013 Domat/Ems
Switzerland

Date: 2019-07-09

Notified Body

Dipf.-Ing. I. Munk\l‘er”"j’fg;;f ""\

35 D000 30003t : B B —— S -




ion requires prior approval

JEV and TUV are registered trademarks_ Utilisation and applicat

Certificate

Standard ISO 9001:2015
Certificate Registr. No. 01 100 1710001

Certificate Holder: Hamilton Medical AG
Via Crusch 8
7402 Bonaduz
Switzerland

including the locations according to annex

Scope: Design and development, manufacturing, distribution and
servicing of ventilators and ventilator systems

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

Validity: The certificate is valid from 2020-07-09 until 2021-01-08.

2020-06-12

(( PAKKs

Deutsche
Akkredinerungsstelie
12-2M-16031-01-00

www.tuv.com

TUV Rheinland Cert GmbH
Am Graten, Stein - 51105 Kéln

A TUVééeinland“

Precisely Right.




and application requires prior approval

gistered rademarks. Utilisat o

E TUV. TUEVana TU

Annex to certificate

Standard

Certificate Registr. No.

No.
/01

102

/103

www.tuv.com

ISO 9001:2015

Location

Hamilton Medical AG
Via Crusch 8

7402 Bonaduz
Switzerland

Hamilton Medical AG
Parc Industrial Vial 10
7013 Domat/Ems
Switzerland

Hamilton Medical UK Ltd.
Unit 1 Forge Mills Park
Station Road

Coleshill

Birmingham

B46 1JH

United Kingdom

2020-06-12

01100 1710001

Scope

Design and development and distribution of
ventilators and ventilator systems

Manufacturing and servicing of ventilators and
ventilator systems

Distribution and servicing of ventilators and
ventilator systems

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kéin
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TUVRheinland

Precisely Right.
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