O T E CANQ Declaration of Conformity

EU DECLARATION OF CONFORMITY

This declaration of conformity is issued under the sole responsibility of the manufacturer:

TECAN AUSTRIA GMBH, Untersbergstr. 1A, A-5082 Grodig, Austria

SRN: AT-MF-000020241

for the product:

HYDROFLEX PLUS

Part No. Model Configuration
30190374 Hydroflex Plus N/A

Valid from serial number: 2205000001
Embedded Software: V4.22

EMDN: W0201020299LIMITED PANEL IMMUNOCHEMISTRY ANALYSERS - OTHER
Basic UDI-DI: 9120052071VS10080001AP4

Intended purpose:

The HYDROFLEX PLUS is a plate washer for professional use in a laboratory, for automated washing of 96-well
microplates.

The instrument is intended primarily for in-vitro diagnostic use in Enzyme-linked immunosorbent assays (ELISA) for
the semi-automation of plate washing-steps. The scheduled wash procedure, as well as the type of specimen is
defined by the user selected assay.

The HYDROFLEX PLUS is intended for processing of qualitative and quantitative assays according to scheduled
wash parameters and instrument specifications.

The product is intended for professional laboratory use by trained personnel. The product is not for home or lay
person use.

The product is in conformity with the provisions of the following European Regulation when installed in accordance
with the installation instructions contained in the product documentation:

Regulation 2017/746 — IVD-R

on in vitro diagnostic devices
Classification: Class A acc. Rule 2.5 (b)
Conformity assessment procedure: Self declaration according Article 17 (Annex Il & Il1)

Directive 2006/42/EC o~ machinery

DI rective 201 1/ 65/ EU on the restriction of the use of certain hazardous substances in electrical and electronic
equipment (RoHS 2) including Commission Delegated Directive (EU) 2015/863 (RoHS3) amending Annex |l to Directive 2011/65/EU
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O TECAN.

and that the standards referenced below were taken in consideration:

Declaration of Conformity

EN 61010-2-101: 2017 Safety requirements for electrical equipment for measurement, control and
laboratory use — Part 2-101: Particular requirements for in vitro diagnostic (IVD) medical equipment.

EN 61326-2-6: 2013 Electrical equipment for measurement, control and laboratory use - EMC requirements
- Part 2-6: Particular requirements - In vitro diagnostic (IVD) medical equipment

EN 62304: 2006/A1:2015 Medical Device software — Software life cycle processes
EN 62366: 2008/A1:2015 Medical Device software — Application of usability engineering to medical devices

EN ISO 15223-1: 2020 Medical devices - Symbols to be used with medical device labels, labelling and
information to be supplied- Part 1: General requirements

EN ISO 18113-3: 2011 In vitro diagnostic medical devices - Information supplied by the manufacturer
(labelling) - Part 3: In vitro diagnostic instruments for professional use

EN ISO 14971: 2019 Medical devices — Application of risk management to medical devices
EN ISO 12100: 2010 Safety of machinery - General principles for design - Risk assessment and risk reduction

EN IEC 63000: 2018 Technical documentation for the assessment of electrical and electronic products with
respect to the restriction of hazardous substances

Tecan Austria GmbH maintains a quality system certified to the following standards:
EN ISO 9001: 2015 Quality management systems — Requirements

EN ISO 13485: 2016 Medical devices — Quality management systems — Requirements for regulatory purposes

Tecan Austria GmbH maintains a quality system certified to the following standards:
EN ISO 9001: 2015

Quality management systems — Requirements

EN ISO 13485: 2016

Medical devices — quality Management Systems — Requirements for regulatory purposes

Reviewed by Person Responsible for Regulatory Compliance:

Il

Ay A
2 VI 2522 -0S 4§
Bernhard Walter Date

Senior Manager Regulatory Affairs

TECAN AUSTRIA GMBH, Untersbergstr. 1A, A-5082 Grodig, Austria, 2022-05-16

< X ‘.;7

y
Siegfried Sasshofer us Lanschiitzer
Authorized Signatory uthorized Signatory
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O TECAN. Declaration of Conformity
UK DECLARATION OF CONFORMITY

This declaration of conformity is issued under the sole responsibility of the manufacturer:

TECAN AUSTRIA GMBH, Untersbergstr. 1A, A-5082 Grodig, Austria

UK Responsible Person: Tecan UK Ltd, Court, 11 — 13 High Street, Theale,
Reading, RG7 5AH, United Kingdom

for the product:

HYDROFLEX PLUS

Part No. Model Configuration
30190374 Hydroflex Plus N/A

Valid from serial number: 2205000001
Embedded Software: V4.22

GMDN: 17489 Microplate Washer IVD, automated

is in conformity with the provisions of the following UK Regulation(s) when installed in accordance
with the installation instructions contained in the product documentation:

Medical Devices Regulations 2002
Classification: Other device (all devices except Annex Il and self-testing devices)
Conformity assessment procedure: Annex i

The Supply of Machinery (Safety) Regulations 2008
The Restriction of the Use of Certain Hazardous Substances
in Electrical and Electronic Equipment Regulations 2012
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O T E CANQ Declaration of Conformity

and thal the slandards referenced below were taken in consideration:

BS EN 61010-1: 2010+A1:2019
Safety requirements for electrical equipment for measurement, control and laboratory use - Part 1:
General requirements

BS EN 61010-2-101:2017
Safety requirements for electrical equipment for measurement, control and laboratory use - Part 2-101 :
Particular requirements for in vitro diagnostic (IVD) medical equipment.

BS EN 61326-1: 2013
Electrical equipment for measurement, control and laboratory use - EMC requirements - Part 1: General
requirements

BS EN 62304: 2006+A1:2015
Medical Device software — Software life cycle processes

BS EN 62366-1: 2015+A1:2020

Medical Device software — Application of usability engineering to medical devices

BS EN ISO 15223-1: 2020
Medical devices. Symbols to be used with medical device labels, labelling and information to be supplied.
General requirements

BS EN ISO 18113-1: 2011
In vitro diagnostic medical devices - Information supplied by the manufacturer (labelling) - Part 1: Terms,
definitions and general requirements

BS EN ISO 18113-3: 2011

In vitro diagnostic medical devices -- Information supplied by the manufacturer (labelling) -- Part 3: In vitro
diagnostic instruments for

professional use

BS EN ISO 14971: 2019

Medical devices — Application of risk management to medical devices

BS EN ISO 12100: 2010

Safety of machinery - General principles for design - Risk assessment and risk reduction

BS EN IEC 63000: 2018
Technical documentatlon for the assessment of electrical and electronic producls wilh respect lo the resliclion of
hazardous substances

Tecan Austria maintains a quality system certified to the following standards:
BS EN ISO 9001: 2015

Quality management systems — Requirements

BS EN ISO 13485: 2016

Medical devices — quality Management Systems — Requirements for regulatory purposes

TECAN AUSTRIA GMBH, Untersbergstr. 1A, A-5082 Grodig, Austria, 2022-05-16

g : ( Q ey y
Siegfried Sasshofer . : Markus/LﬁschUtzer
Authorized Signato Authorized Signatory
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