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declare under our sole responsibility that the product

: Blood Glucosc Monitoring System

1 TD-4227

: 98/79/EC (IVDD), Annex I, List B

* 98/79/EC (1VD), Annex 1V excluding section 4&6

: V1052126 0069 Rev.00
: McdNet EC-REP GmbH
BorkstraBe 10, 48163 Miinster , Germany
: TUV SUD Product Service Gmbl |
Ridlerstralie 65, 80339 Miinchen, Germany
1 62537

1o which this declaration relates is in conformity with the following standard(s) or other normative
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ISO 13485:2016

EN ISO 14971:2012

Medical devices - Qualily management systems - Requirements for regulatory

purposes

Medical devices - Application of risk management to medical devices

EN61010-1:2010

Safety requirements for electrical equipment for measurement, control and

laboratory usc. General requirements.

EN 62304:2006+A1:2015

Medical device soflware -- Sofiware life cycle processes

EN1SO 15197:2015

EN ISO 23640:2015
!

In vitro diagnostic test systems —Requirements for blood-glucose monitoring

systems forself-testing in managing diabetes mellitus

In vitro diagnostic medical devices. Evaluation of stability ol in vitro

diagnostic reagents

|
EN 15223-1:2016
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«levices - Symbols (o be used with medical device fabels, labelling

; ation to be supplied. Part 1: General requirements

_— = e

1/3




ENISO 18113-1:2011
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In vitro diagnostic medical devices. Information supplied by the manufacturer

(labelling). In vitro diagnostic instruments for professional use

ENISO 18113-3:2011

In vitro diagnostic medical devices. Information supplied by the manufacturer

(labelling). In vitro diagnostic instruments for professional use

ENISO 18113-2:2011

In vitro diagnostic medical Devices. Information supplied by the manutacturer

(labelling). In vitro diagnostic reagents for professional use

ENISO 18113-4:2011

In vitro diagnostic medical Devices. Information supplied by the manufacturer

(labelling). In vitro diagnostic reagents for self-testing

ENISO 18113-5:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 5: In vitro diagnostic instruments for

self-testing

[EN 13532:2002

General requirements for in vilro diagnostic medical devices for self-testing

EN 13612:2002

Performance evaluation of in vitro diagnoslic medical devices

EN 61326-1:2013

Electrical equipment for measurement, control and laboratory use. EMC

requirements. General requirements

EN61326-2-6 :2013

Electrical equipment for mecasurement, control and laboratory use - EMC
requirements - Part 2-6: Parlicular requirements - In vitro diagnostic (1VD)

medical equipment

EN 61010-2-101:2015

Safety requirements for electrical equipment for measurement, control, and
laboratory use - Part 2-101: Particular requirements for in vitro diagnostic

(1VD) medical equipment

EN 62366-1:2015

Medical devices -- Application of usability engineering to medical

EN 60601-1-6:2010+A1:2015

Medical electrical equipment. General requirements for basic safety and

essential performance. Collateral standard. Usability

EN ISO 17511:2003

In vilo diagnastic medical devices. Measurement of quantitics in biological
samples. Metrological (raceability of values assigned to calibrators and

control malterials

EN 50581:2012

Technical documentation for the assessment of electrical and electronic

products with respect to the restriction of hazardous substances
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The object of the declaration described above is in conformity with Directive 98/79/EC,2011/65/EV of the European

Parliament and of the Council of 8 June 2011 on the restriction of the use of certain hazardous substances in electrical
and electronic equipment.
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