




        
 
 

 

 

 

 
 

  

 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1810008 

 

 Certificate Holder: 
 

 MACHEREY-NAGEL GmbH & Co. KG  
 

 Neumann-Neander-Str. 6-8 
52355 Düren 
Germany  
 
 including the locations according to annex 
  

 

 Scope:  Design and development, production and distribution  

of products for filtration, rapid tests, water analysis, 

chromatography and bioanalysis 

 

   Proof has been furnished by means of an audit that the 

requirements of ISO 9001:2015 are met. 

 

 

 

 Validity:  The certificate is valid from 2020-05-29 until 2023-05-28. 

  

  

  

 2020-05-25   

 

  

  TÜV Rheinland Cert GmbH  
 Am Grauen Stein · 51105 Köln  

 

 

 

 

   
 

 

 www.tuv.com 
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 Annex to certificate  
 

  
 

 

 

 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1810008  

 

 

 www.tuv.com 

 

 ®
 T

Ü
V

, 
T

U
E

V
 a

n
d

 T
U

V
 a

re
 r

e
g

is
te

re
d

 t
ra

d
e
m

a
rk

s
. 

U
ti
lis

a
ti
o
n

 a
n
d

 a
p

p
lic

a
ti
o
n

 r
e
q

u
ir

e
s
 p

ri
o
r 

a
p

p
ro

v
a

l.
 

    No.  Location  Scope 
  H 
/01 MACHEREY-NAGEL GmbH & Co. KG 

Neumann-Neander-Str. 6-8                                                        
52355 Düren                                                                     
Germany 

Design, development and production  
of products for chromatography  
and bioanalysis 

/02 MACHEREY-NAGEL GmbH & Co. KG 
Valencienner Str. 11                                                            
52355 Düren                                                                     
Germany 
 

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

/03 MACHEREY-NAGEL GmbH & Co. KG 
Papiermühle 50                                                                  
52349 Düren                                                                     
Germany 
 

Waste disposal 

/04 MACHEREY-NAGEL GmbH & Co. KG 
Bahnstr. 120                                                                    
52355 Düren                                                                     
Germany 
 

Storage 

/05 MACHEREY-NAGEL GmbH & Co. KG 
Monschauer Str. 64                                                              
52355 Düren                                                                     
Germany 
 

Production 

 

 2020-05-25    

 

            TÜV Rheinland Cert GmbH 

Am Grauen Stein · 51105 Köln 

 
 

 

 

 

 

 



10/020 h 04 oa @ TUV. TUEV and TUV eve registered trademarks‚ Ulihsanon and apphca\lon requires pnor apprnval

EC Certificate Tüvahei„.af?d

Full Quality Assurance System
Directive 98/79/EC on In Vitra Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1038121-1

Manufacturer: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Düren
Germany

Products: Products for self-testing
— Single and multi-parameter disposable test strips for urine analysis
- Indicator test strips and papers for measurement of pH in urine

Replaces Certificate, Registration No.: HL 60119814 0001

The Notified Body hereby declares that the requirements of Annex lV, excluding sections 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has
established and applies a quality assurance system, which is subject to periodic surveillance, defined
by Annex IV, section 5 of the aforementioned directive. For placing on the market of List A devices
covered by this certificate an EC design—examination certificate according to Annex IV, section 4 and a
verification of manufactured products according to section 6 is required.

Report No.: 1106581-20

Effective date: 2022-02-16

Expiry date: 2025-05-26

Issue date: 2022-02-16 S»

.\°“d LGA

R
bein/anod

Dipl.-Ing.
7

TÜV einland LGA Products GmbH
Tillystraße 2 - 90431 Nürnberg - Germany

offmann

TÜV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC concerning in vitro

diagnostic medical devices with the identification number 0197.
Page 1 of2



m/uzo h 04.03 @ TÜV: TUEV and TUV are registered trademarks. Unirsatlon and application lequrres prior approval

EC Certificate Tüvahemraftd

Full Quality Assurance System
Directive 98I79/EC on In Vitra Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1038121-1

Manufacturer: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Düren
Germany

The scope of certification includes the following manufacturing sites:

No. Location Product groups manufactured

/01 MACHEREY-NAGEL GmbH & Co. KG Design and development, manufacture and
Valencienner Str. 11 quality control
52355 Düren
Germany

/02 MACHEREY—NAGEL GmbH & Co. KG Warehousing and Iogistics
Bahnstr. 120
52355 Düren
Germany

Report No.: 1106581-20

Effective date: 2022-02-16

Expiry date: 2025—05-26

Issue date: 2022-02-16

TÜV R einland LGA Products GmbH
Tillystraße 2 - 90431 Nürnberg - Germany

TÜV Rheinland LGA Products GmbH is a Notified Body according to Directive 98I79/EC concerning in vitro
diagnostic medical devices with the identification number 0197.

Page 2 of 2
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€13 tlsslar:ati*m o1' Con'l fo*'mrlty

EC Declaration of ln-vitro Diiagnostit;

Products

ThD procedure for EC declaration ol conformity was established on the basis of a full quality assulance system
according to El\ 1SO 9001t2008 and EN ISO 13485 2A1b-ACt2O12 according io the IVD directive 98i79iEC

for

An'rex lV, excElpt chapters 4 and 6.

1.E

MACHEREY-NAGEL, GmbH & Co.

MACHEREY-NAGEL GmbH & Co
Neumann-NeandeFSitf asse 6-6
D - 52355 Dueren
Germany

Name of manufacfurer

Address:

conf.rm tl"at th{) following test srrips for professiona use

Name of product Reference numbers

Medi-Test Glucose PN 93017i 930965
Medi-Test Glucose 93001i 93024
l\4edi-Test Glucose 3 93003i 93026
lvledi-Test Glucose/Keton 93020; 93025
l\4edi-Test Protein 2 93004; 93027
l\4edi-Test Keton 93005; 93028
NnediTest Nitrit 93006i 93029
MediTest Combi 2 93015; 93037
lvledi-Tesi Urbi 93012
l\.4edl-Test Combi 3 93050
lMedi-Test Combi 3A 93007; 93030
llledi-Test Combi 5 93009; 93032
lledi-Test Combi 5N 93035i 93036
lvledl-Test Combi 55 93055
lvledi-Test Combi 6 S3018; 93078
lvledi-Test Combi 64 93013; 93034
Medi-Test Combi 7 93010i 93022
Medi-Test Combi 7L S3031
Medi-Test Combi 8L 93021
Medi'Test Combi 9 93011 ; 93023
Medi-Test Cornbi 10 93056
Medi-Test Combi '10L 93058; 93079
Medi-Test Combi '10 SGL 93067; 93077
Medi-Test URY)qON Stick 10 93068; 930872
Medi-Test Combi '11 93060; 930871
Medi-Test Mikroalbumin 930874

DF/ nterralionalt CHr

T€1.: +aS 24 21 06S'0
FBX: +ag 24 21 S69-lgg
E.mali: ln joAlhn.net.com

Iel.r +41 62 388 55 00
Faxr +41 62 388 55 05
E-mailr saleo-ch@mn-net com

Tei : +33 388 68 22 68
Faxi +33 38861 76 88
E-mail: sales'ii@nlr]-net.conl

USI

Tel: +1 4€r 621 0984
Fax: +1 484 821 1272

E mailr soles-usornn-nei,con1





Reference number. REF 930 38

Qther. calibrators and standards (CC)
EDMS 1'1-50-03:90'00

12.02.2414



:rc ilscLARA1-;s;* sF 68 FCIR i'rv
ftxrof.rrfErn Anri x til ot tl0 lvD Dk€4iiv0 lStilllc

E:G i{onfo;'ntitiitsel'}ili*ratng
!4md; Anhrtlt iil(l[rlvo fiioirlltni! 9$/?3lEG

Vr/e hereby deElare

vice (lVD)

uRvxxottt" s(lo

RFF S30 080

and complies wiih the essential fequlrements

(Annex l) ofih() IVD Directive 98/79/EC,

Ifl additlon, i[ Ine€ts the requirements accordiog to the fol-
bwing directiv(,

equlp.ient (RoHS 2)

applied hafmonized sfandards

und die Grundlegend€n Anforderungen

(Anhang l) der lVo Rjchtlinie 98,/79/EG erfilllt.

Darilberhinaus ertrrllt e5 die Arforderungen
gemdf3 der{olgenden Richtl nie

Europiiisoho Richtlinie 2011/85/EU zur Bes(,h.dnktrng de.

Velwendung bestimmler geftihrjicher Stoffe j,l Eleklro- und

E ektronikgerAten (RoHS 2)

angewandte Harmon jsiOrie Normen

DII! EN ISO 15223-1:20'3
0|! EN 62366:2008

Dll{ EN 62304:2006

DIN EN 61326-'1:20'13

0lN EN ISO 9001i2008
trlN EN ISO 1i1485:2412 + AC:2O12

tllN EN ISO 14971:2012

DIN EN 61010-1:2010

DIN EN ISO'181 13:1i2010

DIN EN ISO 18113-3:2010

DtN EN 13612:2002

DIN EN 98012008

DIN EN 61010-2-101:2003-09

LJSI

Iel,: +r 48a 821 09in
Fax +1 4e482112:,t2
E mail sale3-rJs@mn.nel,con



$C ilEG{-ARA,Ti(;;'i 0i:: SOi'iF
ancDdlIt ro l{fnct lli o{ Lrrc IVD DkF(lv9 a6,'/ fiec

jiG Kc;rfo;*ni'tiltse rkl&run6
t.m,0 A(|lrn0lll dor rvl: Rlc'llllni.l!/TljlEG

ll/€ hereby derlare thal the in vitro diagnostic medical

vice (lVD)

URYXXoN" R(tax
REF 930 88

GMDN Cade: CT943 lnstrunBnuanalyser IVD9

EDMA lvD Classilicauon: 21 aE Urine Analysel

is dlassifled ae all olher IVD aocofd ng to Annex ll of th€

E!ropean dkective 08t9/EC on in vilfo diagnostic modrcal

devices (IVDD)

a.d comp ies v./ith the essenllal requl.ements

(l\nnex l) of tho IVD Directave 98t9/EC

In add tion, it fneets the requiremonts according to the fol-

cwing direciiver

Europesn dIrc(,UvB 2011/65/EU on ihe festdalian of the u6e

of cedain hazardous sub-gtances in electfical and electron c

equipnrent (RoHS 2)

applied harmonized standards

DIN EN ISO 9001i2008
CIN EN ISO 1a485t2012 + AC;2012

DIN EN ISO 12\97112012

GMDN Code: CTg43 lnstrunente/AnalysaLoren, IVD

EDMA lVD Kassifrzietung: 21 05 Uin Analysogerdt

gemdl'3 Anhang ll der Eufopdisoheh Richuinie sBtg/EG
Uber In-vitro-Diagnoslika als soarsl/ges /yD klassifizi€rt ist

und die Grund egenden Anforderufgen
(Anhang l) der IVD Richtlinie 98/7g/EG erfulli.

D6r0befiinaus ef[llt es die Anlodelungen
gemdB der folgenden R chUinie

EuropAische Richtlinie 20'1 1/65/EU zr.rf EeschrAnkLrng der
Verwendung beslmmter geftihrllcher Sloffe in Elekiro- und

Elektronikge.dten (RoHli 2)

angewandie Harmonlsierto Normen

0lN EN 610101i2010

DIN EN ISO 18'113-1:2010

DIN EN ISO 18113-312010

DtN EN 13612t2002
DIN EN 980:2008

olN EN 61010-2-101 :2003-09

DIN EN ISO 15223'1:2013

Dlll EN 62366:2008
011,1 EN 62304i2006

DIll EN 61326-1:2013

IJSi

Tel i +1 484 821 09€4
F3x. +1 4E4821 1272

E-ma ss€s-us@rrnr-nrn com
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