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PRODUCT IDENTIFICATION

Product name Catalogue number
RPR Carbon kit o441504

0445004

MANUFACTURER

Name Lorne Laboratories
Address Unit 1 Cutbush Park lndustrial Estate

Danehill
Lower Earley
Berks, RG6 4UT

Cou ntry United Kingdom

MEANS OF CONFORMITY

I hereby declare that the products listed above comply with the essentierl
requirements and orovisions of Directive 98l79lEC of the Eurooean
Parliament and of the Council (also Sl 2002 18 which transposes the
requirements of Directive 98/79/EC). ..:,r

This declaration is valid from 17

Eddy Velthuis
Technical Director

Lorne Laboratof ies Limited
Unit I Cutbush Park lndustrlalEstate

Dan€hill, Lori/er Earley

Berkshire RG6 4uT United Kingdom

Teli +44 iol 1i8 92 i -?254

Fax: +44 (01 l1E 986 4518

Email: info,plornelabs corr
www.lornelabs.com
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LORNE
LABORATORIES

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
ASO Latex kit 031 100A

has been classified as non List A, non List B (Directive 98l79lEC, Annex ll)
and complies with the essential requiremenis and provisions of Directlve
98l79lEC of the European Parliament and of the Council (also Sl 2002
No.618 which transposes the requirements of Directive 98l79lEC).

and is in conformity with the national standards transposing harmonised
standards:

. BS EN 980:2008

. BS EN ISO 13485:2012

. BS EN 13612:2002

. BS EN 1364O:2002

. BS EN 13641:2002

. BS EN ISO 14971:2012
o BS EN ISO 18113. oarts 1&2

The conformity assessment procedure performed was in accordance with
Annex lll of Directive 98l79lEC.

EC DECLARATION OF CONFORMITY

This declaration
Laboratories Ltd

of conformity is
and is valid

sole responsibility of Lorne

Eddy Velthuis
Technical Director

Lorne Laboralories Limited
Unit I Cutbush Park lndustrial Estate

DanehiLl, Lowe. Earley

Berkshire RG6 4UT United Kingdom

Telr +44 (0) 118 92i 2264

Fax: r44 (0i 118 986 45I8
Ernaili iofo@lornelabs.com
www'tornelabs,com
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LORNE
LABORATORIES

EC DEGLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
CRP Latex kit 8501004

has been classified as non List A, non List B (Directive 98l79lEC, Annex ll)
and complies with the essential requirements and provisions of Directive
98l79lEC of the European Parliament and of the Council (also Sl 2002
No.618 whlch transposes the requirements of Directive 98l79lEC).

and is in conformity with the national standards transposing harmoniserl
standards:

EN 980:2008
EN ISO 13485:2012
EN 13612:2002
EN 13640:2002
EN 13641:2002
EN ISO 14971 :2012
EN ISO 18113, parts'1&2

The conformity assessment procedure performed was in accordance with
Annex lll of Directive 98l79lEC.

sole responsibility of l-orne

Eddy Velthuis
Technical Director

Lorne Laboratories Limited
Unit -I C'rtbush Park Industrial Estate

Danehill, Lower Earley
Befkshire RG64UT Unitcd Kingdom
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LORNIE
LABORATORIES

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Gatalogue number
RF Latex kit 830100A

has been classified as non List A, non List B (Directive 98l79lEC, Annex ll)
and complies with the essential requirements and provisions of Directive
98l79lEC of the European Parliament and of the Council (also Sl 2002
No.618 which transposes ihe requirements of Directive 98/79lEC).

and is in conformity with the national standards transposing harmonised
standards:

. BS EN 980:2008

. BS EN ISO 13485:2012
o BS EN 13612.2002
. BS EN 13640:2002
. BS EN 13641:2002
. BS EN ISO 14971:2012
r BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex lll of Directive 98l79lEC.

This declaration of conformitv i sole responsibility of Lorne
Laboratories Ltd and is valid

Eddy Velthuis
Technical Director

Lorne Laboratories Limited
Unit I Cutbush Park Industrial Estate

Danehill, Lo\,ver Earley

Berkshire RG6 4UT United Kingdom
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Tel: r44 (0) 118 921 2264
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f n Appf ication of the Council Directive gSnglEC on the apiproximatlon of
the laws ot the Member States relating to ln Vitro Diagnostic Medical
Devlces & CE marking,

Declaration of conformance to applicable sections of Annex l- Essential
Requirements and Annex lll (EC Declaration ot Conformity) imposed by
sections 2 to 5. The below listed products are nol classified under Annex ll Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product
Code

5250H

Description

Manual D-Dimer

I, the undersigned declare that
Classif ication Code conforms to

Full Name:

Signed:

M.J. Steohenson

Tel +44 (0)191 482 8440
Fax +44 (0)191 4A2 8442
inlo@helena-bioscionces,com

www.helena-biosciences.com

GMDN
Cla$sification Code

47346

against the above GMDN

Title: Managing Director

Date: 25 Aug 201 5

Helena Biosciences Europo

Oueensway South, Team Valley Trading Estale,

Galeshead, Tyne and Wear, NE11 oSD,

unitod Kingdom
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i:c DECLARATION OF CONFORMITY
dccordt'ra ro anr€r llr oltla lvD olr6onv. ta.rt/Ec

EG KonforrnitAtserklaru n g
!oni,6 A(hr.0 ill.t!r l!,D Sichnini€ l&79/EG

We horeby declare flat the in vlt|! di€nostlc mEdical ds- Hiemit erlddren wir. das8 das In-vtuo-DlEgnostikum (lVD)

vice (lVD)

unYxxoN" Reiex
REF 930 88

iMDN Coda: CT943 lnslrumenuanalyaer lVDs
EDMA IVD classification: 21 05 Ulno Analysel

is classified as all othar wD according to Annex ll of th€
Europoan directlve 98'/9/EC on in vibo dlagnostic medical
devic€s (IVDD)

and complies with the Ess€ntial requiremenE
(An.ex l) ot the IVD Dirsctive 98n9lEC,

In addition, it meets the requirementg €ccording to the fol.
lowng direotive

Europeen direcliv€ 2011/6tEU on the restnction of the use

of certain hazerdous sub€tancea in €lecl cal and electrgnic
oquipment (RoHS 2)

unvxxoNt neax
REF 930 88

GMDN Code: CT943 losttumentelAnelysatoren, IVD
ED\IA IVD Kassifrziarung: 21 05 Udn Analysageret

gemeR Anhang ll der Europdisohen Richdinie s8tg/Ec
Ube. In-vitro-Dragnostka als so,tstbes ,W) klassifziErt lst

und die Grundlegenden Anforderungeq
(Anhang l) der IVO Richtlhie 9U7g/EG erfult.

Oar0berhinaus erf0llt es die Anforderungen
gemeB derfobend€n Richtlinie

Europdische Richtlinie 2011/65/EU zur Beschrenkung d6r
Vgrwendur€ begtimmbr geghdlcher Sioffe in Elektlo- und
Elektronikgeraten (RoHS 2)

applisd hamonized stsDdards

DIN EN ISO s001:2008
DIN EN ISO 134E5;2012+ ACi2O12

DIN EN fSO 14971:2012

DIN EN 61010-l:20'10

ange\{andte Harmonisiert€ Norm€h

DIN EN ISO 18113-1:2010

DIN EN lSo 'l8l13-3:2010

DIN EN '|3612:2002

DIN EN 980;2008

DIN EN 61010-2-,|01:200M9

Quatily mffiement repr&encffe lauttrorized reprss€ntstlvs)

MAoHEREY-NAGEL GmbH & Co. KG Nourervr-Ne€r'de.-S1r. 6-8 . 52356 D{ftr' . G3trrgly

DEllnternailonal: CH: FR:

T6l.r +49 2{ 219@-0 T6t-: +41@S855@ ToL: +33384@2268
Fa* +.92421gGl.lgg FgI: +41m3485505 Fa: +33388517688
E.rnair; inirgmn-nar.oorn E-flil: sale6..h€n$-n6lco.n Efiail sal€3-i9@lm'net,com

us:
Tol.: +t 48a 821 0€84
Fet +t ae.821 .,272

E-rnal:sa€luiornn-ict,cdn 111



gC OECLARATION OF CONFORM{TY
.c.6'drn9 ro aod€x rll ot$o tval Di.an$vs !at!/Ec

EG Ko nfornrit&tserkltirun g
06maa Anh.ng lll (lllr lvD RlEhdinie 3,8r79lEG

We heroby declare that the ln vitfo diagnostic m€dical de-
vice (lVD)

uRvxxotrt soo
REF 930 080

cLiDN Code: CT943 lnstrumenYanalyse( lVDs
EDMA IVD Classlfication: 21 AS Udne Analyser

is classified as all oaher wD according to Annex ll of the
European direclive 9817 g,/EC on in vltro dlagnostic medical
devrces (IVDD)

and complies wilh the essential requirements
(Annex l) of the IVD Diredlw 98t9,/EC.

In sddition, it meeb the requirements accordhg tro h9 tol-
lowing direcliw

european diredive 201'1/6tEU on th€ rEduiction of the use
of oertain hazardous sub€tsnces in slgclrical and €lg€:tronjc
equipment (RoHS 2)

Hiermit erklgren wir, daas das In-vltro-Diagnostikum
(rvD)

URYXXoNo soo
REF 930 080

GMDN @da: CTg43 lnstrumentelAnalysatoten, IVD

EDMA IVD Kesslflzarung: 21 05 Udn Analysegeftt

gemdB Anheng ll der Europ6l8chen Rich0inl6 98t9lEG
ober In-vilro-Di€nostka als soasfi?es lyD klassifiziert jsf

und die Grundlegenden Anforderungen
(Anhang l) der IVD Richlinie g€y7g/Ec ed)llt.

Daroberhinaus erftlllt e8 die Anforderungsn
gemgR der frclgenden Richdinie

Eutoplische Richtlnie 2011/69EU z.,r Beschrdnkung der
Venwndung b€stimmter geftlhrliclrsr StoffE in Elektro- und
Elektronikg€.eibn (RoHS 2)

angewandie Harmonisierte Normenapplied hamonized sbndard6

DIN EN ISO 9001i2006
DIN EN fso 13485:2012 + Ac'.2o12
DIN EN lSO l4971:2012

DIN EN 61010-1:2010

DIN EN ISO 18113-1:2010

DrN EN rSO 181

DIN EN

DIN EN e80:2000

DtN EN 61010-2-

DIN EN ISO 1522;}.1:2013

EN 62366:20@
62304:2006

6132&1i2013

MACHEREY-NAGEL GmbH & Co, KG . Na.,nEm-Nea dorsf. &g 52365 odrdr ' Germ'tv

OE,/lot€..rqllon{|: CHi FR:
-Iet : +.9 z 2 | g&)-0 Tsr.: r41 a2 348 55 @ T€1.: +33 388 68 22 6a

Fer +492a2i9@-lg9 FsE r41823885505 Fd: +3338851 7688
E.nEilinfotfil.rs.oom E-ntisde3-che|m-6ct.co|n E.ma*sa1€,t€mn'net.corn

usr
rd r +l a84 821 098a
Fat 4 4e4A21 1272
E-mal: q|ci-u6Amn-rutccrn



EC Declaration of Conformity

EC Declaration of Conformity for In-vitro Diagnostic
Products

The prccedure for EC declaration of conformity was esiablished on the basis of a full quality assurance system
according to EN ISO 9001:2008 and EN ISO 1U85:2O12+AC:2O12 according to the IVD directive 98/79/EC
Annex lV, except chaptet€ 4 and 6.

FI\s,
We

Name of manufacturer

Addre6s:

confirm that the following test strips for professional use

MACHEREY-NAGEL GmbH & Co. KG

MACHEREY"NAGEL GmbH & Co, KG
Neumann-Neander-Strasse 6.8
D - 52355 Dueren
Germany

Rsferancs numbers

93017; 930965
930011 93024
93003; 93026
93020; 93025
93004; 93027
93005; 93028
93006; 93029
93015; 93037
930't2
93050
93007; 93030
93009; 93032
93035; 93036
93055
930'18; 93078
93013: 93034
93010; 93022
93031
93021
93011; 93023

Name of product

MedLTest Glucose PN
Medi-Test Glucose
Medi-Test Glucose 3
Med i-Tsst Glucose/Keton
Medi-Test Protein 2
Medi-Test Keton
MediTest Nitrit
Medi-Test Combi 2
Medi-Test Urbi
Medi-Test Combi 3
Medi-Test Combi 34
Medi-Test Combi 5
Medi-Test Combi 5N
Medi-Test Combi 55
MedFTest Combi 6
Medi-Test Combi 64
Medi-Test Combi 7
Medi-Test Combi 7L
Medi-Tast Combi 8L
Medi-Test Combi 9
Medi-Test Combi 10
Medi-Test Combi 10L
Medi-Test Combi 10 SGL
Medi-Test URYXXON Stick 10
Medi-Test Combi 11

lMedi-Test Mikroalbumin

MACHEREY-NAGEL GmbH & C,o, KG . Narr'lann NeFdcr-Slr 6{ . 52355 0d'0.! . GornBnv

OE/'lnt6m9lronBt:

Iot.: rJg 24 21 969-0
Fat: r-1E 24 2l 9€g- tgg
E r6il: ir{oArrur-net cnm

us:
Gl.: +1 484 621 tt@14
Fax: +14A4821 1272

E.matr slles-us€mn-iet,con

CHi FR:

lel.: +al6238855m Tet: +33 388 68 22 68
Fsxr +.4 I 62 384 55 05 Far- €3 3ag 5 | 76 88
E-mail s8b5{l€ff ne{,com E-mait saEs-t@lm-not.com


