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MACHEREY-NAGEL

EC Deciaration of Conformity

EC Declaration of Conformity for In-vitro Diagnostic

Products

The procedure for EC declaration of conformity was established on the basis of a full quality assurance system
according to EN (SO 9001:2008 and EN IS0 13485:2012+AC:2012 according to the IVD directive 88/79/EC

q3

Annex |V, except chapters 4 and 6.

Name of manufacturer
Address:

conifirm that the following test strips for professicnal use

Name of product

Medi-Test Glucoss PN
Medi-Test Glucaose
Medi-Test Glucose 3
Medi-Test Giucose/Katon
Medi-Test Protein 2
Medi-Test Keton
Medi-Test Nitrit
Medi-Test Combi 2
Medi-Test Urki
‘Medi-Test Combi 3
Medi-Test Combi 3A
Medi-Test Combi 5
Medi-Test Combi 5N
Med|-Test Combi 58
Medi-Test Combi 6
Madi-Test Combi BA
Medi-Test Combi 7
Madi-Test Combi 7L
Medi-Test Combl 8L
Medi-Test Comhbi &
Medi-Test Combi 10
Medi-Test Combi 10L
Medi-Test Combi 10 SGL
Medi-Test URYXXON Stick 10
Medi-Test Combi 11
Medi-Test Mikroalbumin

MACHEREY-NAGEL GmbH & Go. KG

MACHEREY-NAGEL GmbH & Co, KG
Neumann-Neander-Strasse 6-8

D - 52355 Dueren

Germany

Reference numbers

93017; 930865
83001; 93024

93003; 93026

93020; 93025

93004; 93027

93005; 93028

93006; 53029

93015; 93037

93012

93050

93007; 93030

93009; 53032

93035; 93036

93055

93018; 93078

93013; 93034

93010; 93022

93031

83021

93011; 93023

3056

93058; 93079

93067; 93077

93068; 930872
93060; 930871
930874

WWWLmA=Ne!eom

DE/ International; CH:
Tol:  +49 24 21 969-0 Tel:  +471B23895500
Fax. +4€ 24 21 869-169 Fax. +41B62388 5506

E-mali: info@mn-net.com E-mall: sales-ch@mn-net.com

MACHEAEY-NAGEL GmbH & Co. KG - Nasmann NeandeeStr &-8.- 52866 Diran - Germarny

us:

Tel:  +1 484 621 09B4
Fax: +1 484 821 1272
E-mal: sales-us@mn-net.com

FA:
Tel: +33 388662268
Fax; +3338B56(1 7688

E-mait: sales-frié&mn-net.com u2
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Typa: | - r1na Multi-constituent Tast Strips
; EDMS 11-70-02-02-00

Registration number: = DE/CA21/MACHEREY/2002/06/VD/0001

Notified body: | - ' TUV Rheinland LGA Products GmbH
Tiltystr, 2, 90‘431 Mirnbarg

aramanutactured in compliance with thE Eumpaan Dlractwa QBJ'?QIEC Tha maﬁufacturer s exr:.lu'sﬁ.raly =
sibllity for the declarstion of confarmity. - 3

jD[IIren 22 09.2017

ppa, Dr. Mar}:us Mausel (GAM, Manager Reg.
Affalrs)

-
. s - W MR sam
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e | DB/ Intarnetlonal H: ) FE : s g
R ) e esm 2091 0880, Taly 1 B2 38866 00 “Tal: - mmﬁgzzw TElL 1 484521 DRE4
Faxi 448 #3421 0RO 100 Fgw: 24182 888605 Fad +B398B.67 TE RS Fax ol dBABE| 1BFE
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Fillration + Rapd Tests « Wik Analyas - Chromalograghy - Elnu.nll:.lgl:
Filtrafan - Behnedtedls - Wassamnalylik - Ghoenatographis - Boanaliik

EC Declaration of Conformity

The procedure for EC declaration was established according to the IVD directive 88/79/EC on the basis of
a full quality assurance systern accarding to EN 150 9001:2008 and EN 150 13485:2012+AC. 2012,

C€

Mame of manufacturer MACHEREY-NAGEL GmbH & Ca. KG

Address: MACHEREY-NAGEL GmbH & Co, KG
MNeumann-Neander-Strassa 6-8
D - 52355 Dueren

Germany
confirm that the following product far professional use
Name of product Medi-Test Control
Reference number, REF 930 38
Type: Other. calibrators and standards (CC)
EDMS 11-50-03-80-0C
Registration number: CE/CAZIMACHEREY/2002/11/IVD/Q007

is manufactured in compliance with the Edropsan Dirautiva-QBJTEfEC.

Dueren, 12.02.2014

( (Bl (s

A Markus Meusel (QA Manager)

MACHEREY-MAGEL OmbH & Co. KG + Haumann-Neandar-Str. B8 - 52355 DOmn - Gormany - Tel! 443 24 24 8500+ Fak: 445 B4 31 868100 - E-iadt: Infa@nn-nsteam « wewmsnnkoom
Arrlsganchl [iirmn, HAS 1184 Ust i+ DEATEITIS y

anthH sisgelmgen telm Amisgenoh) tiinen, HAB 520 Herkon  Deulschs Dpok AG, Dotes  [BILZ AR5 700 61] BOE0786  {19AN CSEEIALTCOG I0AIRITON] (EWAFT Cade DEUTORORIGS]
Horabeiich habands Geéslichalisnm Foslbm Kite 1B AR 104 B0} 2736 [T :BM CEQEATIICLS0002IVHIGNT) [BWIST Lece PRNKIEFF)
WACHEREY-HAGEL CankH, Diswy Coarmnimveiias Dlisn (3LZ 380 400 82} 4370300 O CESIREARAE J0AFTCAN000) EVWIFT dCode CORADEFF 53X
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MACHEREY-NAGEL

o

Sar

ZC DECLARATI

auearding te Anne® (i of the VD Direeiive BBITHEC

EG Ronformitdtseriifrung

gemas Anbang il der B/E Rivhilinia 4377526

Wa hereby declare that the In vitro disgnostic medical de-
vice (VD)

URYXXON® 500
REF 30 080

GMON Code: CTRY3 Insfrumentanalyser VDg
EDMA IVD Classicatian: 21 05 Uing Analysar

s classified g6 all othar VD according to Annex 1| of the
Eurppean diractive BEFSEC on/in vitre dlagnestic madical
devices (VDL

and complies with the essential requirements
(Annex 1) of the 1VD Directive 98/79/EC,

in addifion, it meets the requirements according to the fol-
lowing directive

Europsan directive 201 1/65/EU on the restriction.of the use
of garalin hazardous sub-stances |n glactical and electranic
equipment (RoHS 2)

applied harmenized standards

BIN EN 150 9001:2008
DIN EN 180 13485:2012 + AC:2012
DIN EN IS0 14971:2012 DIN EN 13812:2002

DIN EN 680:2008

DIN EN 81040-1:2010

DIN EN I15C 18113-1:2010
DIN EN [8C 18113-3:2010

DIN EN 81018-2-101:2003-08

i OF CONFORMITY

Higrmil erklgren wir, dass das In-vitro-Diagnostikum
(V)

LRYXXON® 500
REF 230 DED

GMON Coda: CTE43 Instrumantelsnalysatoren, IVD
EDMA VD Mlassilizierung: 21 05 Urin Analysegerd!

pemdl Anhang Il der Eurcpslschen Richllinle B879/EG
Gibar Jn-ﬁmniagnuﬁﬂm als sonatlges IVD kassifizlert st

und die Grundlegendsan Anforderungen
(Anhang 1) der IVD Richtlinie 88/79/EG erfalit

Dariiberhinaus edulit s die Anfordegrungen
gemal der folgenden Richtlinie

Europdischa Hichtiinie 2011/86/EU zur Beschréinkung der

Vernwendung bestimmter gefahriicher Stoffe in Elekiro- und
Elektronikgeraten (ReHS 2)

angewandte Harmonisierte Normen

DN EN 180 15223-1:2073
DIN ENN 62366:2008
DIN EN 62304:2006

DIN EN 61326-1:2013

Didiren, 12 Baptembe?um- QL‘
page . £ ;z,'»(l,_f | @
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MACHEREY-NAGEL

BC DECLARATION OF CONE
arannilig to Annes ot the V5 Direslive gt
=G Konformitdtserkldrung

gamal Auhang 12 dey VT Richflinie 98/79EG

We hereby derlare that the in vitro diagnestic medical de-
vice {IVD})

URYXXON® Retax
REF $30 88

GMPN Code; ©T943 Instrument/analyser IVDs
EDMA IVD Classificafion: 21 08 Urine Analyser

is ciassified as alf other JVD according to Annex |l of the
European direstive 98/79/EC on in vitro diagnostic medical
davices {IVDL)

and complies with the essential requirements
{Annex 1} of the IVD Diractive 88/79/EC,

In addition, it meets the requirements according to the fol-
lgwing directive

European directive 2011/65/EU on the restriction of the use
of cenlain hazardous sub-stances in elactrical and electionic
aquipment (RoHS 2)

applied harmonizéd standards

CIN EN 180 8001.2008
CIN EN 130 13485:2012 + AC:2012
CIN EN ISO 14871:2012 DIN EN 13612:2002

DIN EN 880:2008

CIN EN 61010-1:2010

CIN EN 150 18113-1:2010
DIN EN IS0 18113-3:2010

DIN EN £1010-2-101:2003-09

ORMITY
ORMITY

Higrmit erkldren wir, dass des in-vitro-Disgnosikum {IVD)

URYHON Ratax
REF 930 88

GMDN Code: CT943 InstrumentetAnalysatoren, IVD
ECMA IVD Klassifizierung: 21 05 Urin Analysegerst

gem4l Anhang |l der Europtischen Richilinie 98/7%/EG
tiber In-vifro-Diagnostika als sonstiges VD klassifiziert ist

und die Grundlegenden Anforderungen
{Anhang 1) der IVD Richilinie $8/79/EG erfulfl

Darlberhinaus erfiiit es die Anforderungen
gemaln der folgenden Richtlinie

Européische Richtlinle 2011/65/EU zur Beschrénkung der

Verwenduag bestimmter gefahrilcher Sioffe in Eleklro- und
Elektronikgeraten (RoHS 2)

angewandte Harmonisierte Normen

DIN EN 180 15223-1,2013
DIN EN 62366:2008
DIN EN 82304:2006

DIN EN 81328-1:2013

Coran, 12 Seplambear 2018

Qg ﬁﬁ,é.x_.,. /- ((;’i_{?
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www.rfn-nat.com

B2/ vl rngiond CH;
Tel: #4024 23 GER-0 Tel: +41 B2 EAES00
Fey:  «48.24 24 562- 192 Fax: 81 B2 3BBE505

E-rralt infa@mi-nist.oom E-imiai: soles-ahGma-nat 0am
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® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

www.tuv.com

Certificate

Standard

Certificate Registr. No.

Certificate Holder:

Scope:

Validity:

1SO 9001:2015
01 100 1810008

MACHEREY-NAGEL GmbH & Co. KG

Valencienner Str. 11
52355 Diiren
Germany

including the locations according to annex

Design, development, production and distribution of products
for filtration, rapid tests, water analysis, bioanalysis and
chromatography, as well as service and administration.

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

The certificate is valid from 2023-05-29 until 2026-05-28.

2023-04-18 &L\

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdéln

Akkrediti tell . .
it e Precisely Right.

(( DAKKS



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Annex to certificate

Standard

Certificate Registr. No.

No.

/01

/02

/04

1ISO 9001:2015
01 100 1810008

Location

c/o MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11

52355 Diiren

Germany

c/o MACHEREY-NAGEL GmbH & Co. KG
Neumann-Neander-Str. 6-8

52355 Diren

Germany

c/o MACHEREY-NAGEL GmbH & Co. KG
Bahnstr. 120

52355 Diren

Germany

2023-04-18

www.tuv.com

Scope

Design, development, production and
distribution of products for filtration,
rapid tests, and water analysis,

as well as service and administration

Design, development and production

of products for bioanalysis and
chromatography

Storage

2

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdéln

Page 1 of 1

A TUVRheinland®

Precisely Right.



Certificate TOVRheinland

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1038121-1

Organization: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Diren
Germany

Scope: Design and development, manufacture and distribution of in vitro diagnostic
test strips including self-testing devices and reflectometers used in the field
of urine and gastric fluid analysis, as well as in vitro diagnostic products for
bioanalytical sample preparation.

(see attachment for sites included)

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

Proof has been furnished that the requirements specnﬁe i
management system is subject to yearly surveillance.

ouememloned standard are fulfilled. The quality

e

Report No.: 1127255-40
Effective date: 2023-05-29 ﬂNRholnld Sa
Expiry date: 2026-05-28
Issue date: 2023-04-12 CQ—‘%

Irene Carraretto
= TUV Rheinland LGA Products GmbH
((( DAKKS TillystraBe 2 - 90431 Nurnberg - Germany

- Deutsche
\\\l‘“_"//" Akkreditierungsstelle
D-ZM-14169-01-02 142




Certificate

Quality Management System
EN ISO 13485:2016

Registration No.:

Organization:

The scope of certification covers the following sites:

No. Facility
/01 c/o MACHEREY-NAGEL GmbH & Co.
KG
Valencienner Str. 11
52355 Diren
Germany
102 c/o MACHEREY-NAGEL GmbH & Co.
KG
Neumann-Neander-Str. 6-8
52355 Diren
Germany
/03 c/o MACHEREY-NAGEL GmbH & Co.
KG
Bahnstr. 120
52355 Diren
Germany
Report No.: 1127255-40
Effective date; 2023-05-29
Expiry date: 2026-05-28
Issue date: 2023-04-12
Zn
(( DAKKS

SX 1038121-1

Valencienner Str. 11
52355 Duren
Germany

\\\iff - Deutsche

Akkreditierungsstelle

D-

ZM-14169-01-02

TUVRheinland

MACHEREY-NAGEL GmbH & Co. KG

Scope

Design and development, manufacture and
distribution of in vitro diagnostic test strips
including self-testing devices and
reflectometers used in the field of urine and
gastric fluid analysis, as well as in vitro
diagnostic products for bioanalytical sample
preparation.

Design and development, manufacture and

quality control of in vitro diagnostic products
for bioanalytical sample preparation.

Warehousing and logistics

S e

- Irene Carraretto
TUV Rheinland LGA Products GmbH
TillystraBBe 2 - 90431 Nurnberg - Germany

2/2
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