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We, TaiDoc Technology Corporation
B1-7F, No.127, Wugong 2nd Road, Wugu Dist, 24888 New Taipei C
declare under our sole responsibility that the product

Product Name . Blood Glucose Test Strip
© TD-4302

© 98/79/EC (IVDD), Annex I, List B

Product model

Classification

Conformity Assessment Route

EC Certificate Number .+ V1052126 0042 Rev.01

: MedNet GmbH
BorkstraBe 10, 48143 Miinster, Germany

© TUV SUD Product Service GmbH

European Representative

Notified Body (CE0123)
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Ridlerstrafie 65, 80339 Minchen, Germany

GMDN code 2537

to which this declaration relates is in conformity with the following standard(s)

document(s) :

or other normative

Medical devices.
I1SO 13485:2016

purposes

_—_—

|ENISO 14971:22012 | Medical devices

L

n vitro diagnostic test systems. Requirements for blood-glucose monitoring

I
( ENISO 15197:2015
L systems for self

Quality management systems. Requir

- Application of risk management to me

ements for regulatory

dical devices

“testing in managing diabetes mellitus

‘ EN 15223-1:2016 r ' _ .

‘ ‘ Information to be supplied. General requirements

——————————— = rPICU. benerai requirem
ENISO 18113-1:2011

(labelling). Terms, definitions and general requireme

Medical devices. Symbols to be used with medical devig

In vitro diagnostic medical devices. Information supplieq

e labels, labelling and

| by the manufacturer
nts

Invitro diagnostic medical Devices Information supp
ENISO 18113-4:2011 [

labelling). In vitro diagnostic reagents for self-testing

lied by the manufacturer

In vitro diagnostic medical Devices. Information supp

(L

EN 1SO 18113-5:2011

abelling). In vitro diagnostic instruments for self-testin

lied by the manufacturer

!

In vitro diagpostic medical devices. Eva
(AR

{;\l ISO 23640:2015

luation of stability

of in vitro diagnostic

Digitally signed by v oveanuRuxanda—y
Da%e: 2021.04.13 21:23:30 EEST

Reason: MoldSign Signature
Location: Moldova

1/2




Taiboc

210 BT IR 1 B

Yaibae Techaotogy Curp.
WA =

General requirements

information supplied by the mianufactur

Lok omdi- 2 s 5 oHals

VBT 2 -Gied S spahill

il | R

or of medical devices

for in vitro diagnostic medical devices for sel{-testing

EN 13612:2002

Performance eval

uation of in vitro diagnostic medicat devices

Dale of Issue

. rll,' - ;
{_h/'ﬁ@-"‘ VW‘?

Jim Jan

Management Represeniative

212




		2021-04-13T21:23:30+0300
	Moldova
	MoldSign Signature




