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¢ Blood Glucose Monitoring System
TD-4116
98/79/EC (IVDD), Annex I, List B

* 98/79/EC (IVD), Annex 1V excluding section 4&6
¢ V1052126 0042 Rev.0l
¢ MedNet EC-REp GmbH
BorkstraBie 10, 48163 Miinster » Germany
: TOV sUD Product Service GimpH
Ridlerstrafe 65, 80339 M tUnchen, Germany
i 062537

with the lollowing standard(s) or other notmative

ISO 13485:2016

———e e |
ENISO 149712012

EN61010-1:201¢

p—

EN 62304:2006+A 12015

EEN 1SO 23640:2015

EN 15223-1:2016

ENISO 18113-1:201)
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Medical devices - Quality management systems - Requirements for regulatory

purposes

- ]

Medical devices - Apphcanon of risk management to inedicat devices
_

Safety requirements for clectrical equipment for measurement, control ang

taboralory use. General requirements.

_ ——— ___.—-_.__N_,_..—\\—N_.___‘_—-—-——___

Medical device software - Software fite ¢yele processes
In vitro diagnostic test systems —Requirements for bload-glucase nonitoring

sysiems f'm'se!f'-testing in managing diabetes mellitus
e —_— ]
Invitro diagnostic medical devices, Evaluation of stability of in vitro

diagnoslic reagents
——-———__...__—————-_____-\u:\-—-—

Medical devices - Symbols to be used with medical deviee labels, labelling

and information (o be supplied. Part 1: General requirements

;. S [ —

o Iiagllosr-&c medical devices. Ip formation supplied by the Mmanutacturer

) In vitro diagnostic inslruments for professional use
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» In vitro diagnostic medicat devices. Infor nation supplied by the manufactyrer
EN1SO 181133901 | 14 i pp Y the manofacture;

{labelling). tn viiro dingnostic instruments for professional use

R i e

In vitro diagnostic medical Devices. information supplied by the manufacturer

ENISO 18113-2:2011

(labelting). In vitro diagnostic reagents for professional use
— e, _.__'__—-—-_..._________‘———.__\__N_—"—-—-_.____——‘I

In vitro diagnostic medical Devices. Information supplied by the manufacturer

ENISO 18113-4:2011

(kabelling). In vitra diagnostic reagents for sell-testing
N e S

In vitro diagnostic medical devices - Information supplied by the

ENISO 18113-5:2011 mamﬁhcturcr(Izlbelliny,) - Part 5: In vitro diagnostic instruments for

self-testing
—_— — T e
EN [3532:2002 General requirements for in vitto diagnostic medical devices for self-testing
e

-—._______‘____-—-—._.____________

EN 13612:2002 Performance evaluation of in vitro diagnostic medical devices

Electrical cquipment for Measurement, control and taboratary use, EMC
EN 61326-1:2006

requirements. General requirements
B S R N,

Electrical equipment for measurement, contro} and laboratory use - EMC

EN 61326-2-6 :2006 requirements - Part 2-6: Particular requirements - In vitro diagnostic (1VD)

medical equipment

Safety requirements for electrical equipient for measiurement, control, and
EN61010-2-101:2015 laboratory use - Part 2-101: Particular requirements for in vitro diagnostic

(VD) medical cuipment

EN 62366-1:2015 Medical devices -- Application o Cusability engineering to medical

Medical electrical equipment. General requirements for basic safety and
EN60601-1-6:2010+A1:2015 ) ‘ o
essential performance. Collateral standard. Usability

R TR R

In vitro diagnostic medical devices. Measurement of quantities in biological

ENISO 17511:2003 samples. Merrological traceability of values assigned to calibrators and

control materials

—— ]

Technical documentation for the assessinent of electrical and elecironic

EN 50581:2012 ) e .
producls with respecet Lo the restriclion of haza-dous substances

201 1/65/EU The restriciion of the use ol certain hazardous substances in electrical and

electronic equipment,
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The object of the declaration des

ceribed above is in conformity with Dire
the European Pardiament

and of the Council of § June 2011 on the re
hazardous substances in clectri

ctive 98/79/EC,2011/65/EU of

striction of the usc of cerfain
cal and electronic equipment.
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Late of Issue Jim Jan

Management Representative
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