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b LORNE

/ LABORATORIES

DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name Catalogue number

RPR Carbon kit 044150A
044500A

MANUFACTURER

Name Lorne Laboratories

Address Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley

Berks, RG6 4UT

United Kingdom

Country

MEANS OF CONFORMITY

| hereby declare that the products listed above comply with the essential
requirements and provisions of Directive 98/79/EC of the European
Parliament and of the Council (also SI 2002 Nao, 518 which transposes the
requirements of Directive 98/79/EC).

This declaration is valid from 17 May 21315
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Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 101 118921 2264
Unit 1 Cutbush Park tndustrial Estate Fax: +44 (0} 215 986 4518
Danehill, Lower Eartey Ermail; info@lornelabs com
Berkshire RGE 4UT United Kingdem | www.lornelabs.com
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" LABORATORIES

EC DECLARATION OF CONFORMITY

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

Product name Catalogue number
| ASQ Latex kit 031100A

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

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 13640:2002

BS EN 13641:2002

BS EN I1SO 14871:2012

BS ENISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is isstied.ungder the sole responsibility of Lorne
Laboratories Ltd and is valid from 43 April 2046¢

Eddy Velthuis LIANTS
Technical Director

Lorne Laborataries Limited | Tel: +44 (0) 118 921 2264
n|T Unit 1 Cutbush Park industrial Estate | Fax: +44 (0} 118 986 4518
UL | 'v’ | Danehill, Lowes Earley Email: info@lornelabs.com

e Rt Berkshire RG64UT United Kinpdom | wwwilornelabs.com

Regmiered affice o5 above Rugstersin Ergland Ko, 04545797 VAT ko 200 38 {7



EC DECLARATION OF CONFORMITY

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

Product name Catalogue number |
CRP Latex kit 850100A J

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No0.618 which transposes the requirements of Directive 98/79/EC).

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 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April-20186.
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Eddy Velthuis
Technical Director
Lorne Laboratories Limited | Tel: +44 (0) 118 621 2264
n' | Unit 1 Cutbush Park Industrial Estate | Fax:+44 (0} 115 986 4518
X UL . V’ Banehill, Lower Earley Email: info@tornelabs.com
EEW [l Berkshire RGE 4UT United Kingdem | www.lornelabs.com
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» LORNE

/" LABORATORIES

EC DECLARATION OF CONFORMITY

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

Product name Catalogue number |
RF Latex kit 830100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex |l)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also S| 2002
No.6818 which fransposes the requirements of Directive 98/79/EC).

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 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex |l of Directive 98/79/EC.

This declaration of conformity is issted under.the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April, 2016.
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Eddy Velthuis
Technical Director

Lorne Laboratories Limited | Tel: +44 {#) 118921 2264
Unit 1 Cutbush Park Industrial Estate Fax: +44 (D} 115 986 4518
Danehill, Lower Earley | Email: info@lornelabs.com
Berkshire RG6 4UT United Kingdom www.lornelabs.com
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Declaration of Conformity helena|

Bisciences Esmpo

FIL-7-0&8820C DOl 201508 (1)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Viitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il 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 Description GMDN
Code Clasgsification Code
5250H Manual D-Dimer 47346

I, the undersigned declare that Lhe ﬂewces ragstared against the above GMDN

Classification Code conforms to thd gaid Dikcties” |2 i

Full Name:  M.J. Stephenson

Signed: Z&,{ﬂ/% Date: 25 Aug 2015

Title: Managing Director

Tel +44 (0)191 482 B440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



MACHEREY-NAGEL

£C DECLARATION OF CONFORMITY

according to Annex il of ity IVD Direstive 9079/EC

£G Konformitidtserkldrung

gomal Achang il dar iVD Richtlinie 98/73/EG

We hareby declare that the in vitro diagnostic medical de-
vica {IVD)

URYXXON® Relax
REF 930 88

GMDN Code. CT943 Insirument/analyser IVDg
EDMA IVD Classificetion: 21 05 Uring Analyser

is classified as aif other IVD according to Annex Il of the
Europsan directive 98/79/EC on in vitro diagnostic medical
devices (IVDD)

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-
iowing directive

European directive 2011/65/EU on the restriclion of the use
of cartain hazerdous sub-stances in slecirical and electronic
equipment {RoHS 2)

applied harmonized standards

DIN EN IS0 8001:2008
DIN EN ISO 13485:2012 + AC.2012
DIN EN IS0 14974:2012 DIN EN 13612:2002

DIN EN 880:2008

DIN EN §1010-1:2010

DIN EN 150 18113-1:2010
DIN EN 18O 18113-3:2010

DIN EN 61010-2-101:2003-06

Hiermil erklaren wir, dass das [n-vitro-Dlagnostikum (WD)

URYXXON® Retax
REF 930 88

GMDN Code: CT843 Instrumente/Analysatoren, VD
EDMA IVD Klassifizierung: 21 05 Urin Analysegerat

gemal Anhang || der Europdischen Richtlinie 98/79/EG
tiber In-vitra-Diagnostika als senstiges IVD klassifiziert Ist

und die Grundlegenden Anforderungen
{Anhang D) der VD Richtlinie 98/79/EG erfallt.

Darobsrhinaus erfiilit es die Anforderungen
gemaf der folgendan Richtlinie

Europsische Richtlinia 2011/86/EL zur Beschrénkung der

Verwendung bestimmter gefahriicher Sioffe in Elektro- und
Elektronikgeraten (RoHS 2)

angewandte Harmonisierts Normen
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Diren. 12 September 2018 1 -~
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/1 Quality'management representative (authorized representative)

www.mn-net.com

'_"l::ﬂ'u DE/International; CH:
FET ) fal: #4824 21 963-0 Tel:  +41 62 38656 00
Fax +4a@2421969-188  Fax  +4162 3885505

E-mai; info@mn-net.com E-mail: salgs-ch@mn-net.com

MACHEREY-NAGEL GmbH & Co. KG  Neumann-Neender-Str. §-8 - 52355 Duren - Gamary

FR: US:
Tel: +33 398662268 Tel: «1484 821 0884
Fax: +333885i7688 Fax  «1 484 821 1272

E-mail: sales-fr&mn-net.com E-mal: sgie3-us@min-rnet.com M



_ MACHEREY-NAGEL

ZC DECLARATION OF CONFORMITY

atcargding to Annex Ul of the IVD Dirgonve 38/78/EC

£C Konformitétserkidrung

gemds Annang I der VD Richtlinie S3/7TYEG

We heraby declare that the In vitro diagnostic medical de-
vice {IVD)

URYXXON® 500
REF 930 080

GMDN Coda: CT943 Instrument/analyser IVDs
EDMA IVD Ciassification. 21 05 Urine Analyser

is classified as all ather IVD according to Annex Il of the
Eurppean directive 98/79/EC on in vitro diagnostic medical
devices (IVDD)

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

In addition, it meets the requirements according lo the fol-
lowing directive

European directive 2011/85/EL) on the restriction of the use

of certain harardous sub-stances in electrical and slectronic
aguipment (RoHS 2)

applied harmonized standards

DIN EN ISO 8001:2008
DiN EN 1SO 13485:2012 + AC:2012
DIN EN IS0 149714:2012

DIN EN 5101C-1:2010

DIN EN 1SO 18113-1:2010
DIN EN IS0 18113&2nmmtj;;:f 7 BN EN 62366:2008
DIN EN 13817Z:2002 -

DIN EN 80:2008 '

DIN EN 61010-2- 1q:1 iﬂmvnﬂ o

Hiermit erklaren wir, dess das in-vitro-Diagnostikum
(VD)

URYXXON® 500
REF 930 0BO

GMDN Coda: CT043 Instrumente/Anaiysatoren, IVD
EDMA IVD Klassifizierung: 21 05 Unin Analysegerét

gemalt Anheng Il der Europaleghen Richilinle 98/79/EG
Uber In-vilro-Diagnostika als sonstiges IVD klassifiziert ist

und die Grundlegenden Anforderungan
(Anhang 1} der VD Richtlinie 98/7/EG erfilitt.

Darbberhinaus erfulit es die Anforderungen
gemaf der folgenden Richilinie

Europdische Richtlinie 2011/65/EU zur Beschrankung der
Verwandung bestimmiter gefahrlicher Stoffe in Elekiro- und
Elektronikger&ten {RoHS 2)

angewandte Harmonisierta Normen

DIN EN 1SO 15223-1:2013

”‘- ﬁ'u\i EN 62304:2008

N 61326-1:2013

Daren, 12 Septembar 2016 .-" .
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'".'_:F: DE / Intarnational; CH:
et Tel: +4B 24 21 883-0 Tel:  +41 82 388 55 00
Fax +4D 2421 969- 129 Facx +41 82 388 55 05

E-mait info@mn-nex.com

E-mait: sales-ch@mn-net.com

MACHEREY-NAGEL GmbH & Co, KG - Meumann-Neander-Str. 6-8 - 52356 Duren - Cermeny

FA: us:

Tel: +33 3866082268 Tel:  +} 484 B21 0984

Fax: +33388517688 Fax: «1 484 8211272

E-mak: saies-r@mn-net, com E-rhall: sa'es-us@mn-nel.com W



_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 IS0 9001:2008 and EN 1SO 13485:201
Annex IV, except chapters 4 and 6.

Name of manufacturer
Address:

confirm that the foliowing test strips for professional use
Name of product

Medi-Test Glucose PN
Medi-Test Glucose
Medi-Test Glucose 3
Medi-Test Glucose/Keton
Medi-Test Protein 2
Medi-Test Keton
Medi-Test Nitrit
Medi-Test Combi 2
Medi-Test Urbi
Medi-Test Combi 3
Medi-Test Combi 3A
Medi-Tast Combi 5
Medi-Test Combi 5N
Medi-Test Combi 58
Medi-Test Combi &
Medi-Test Combi BA
Medi-Test Combi 7
Medi-Test Combi 7L
Medi-Test 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
Medi-Test Mikroaibumin
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‘93068, 280872

2+AC:2012 according to the IVD directive 98/79/EC

€

MACHEREY-NAGEL GmbH & Co. KG

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

D - 52355 Dueren

Gemany

Reference numbers

93017, 930865
93001, 93024
893003; 93026
93020, 83025
93004, 93027
93005; 93028
93006; 93029
93015; 83037
93012
93050
93007; 93030
93009, 93032
93035, 93038
93055
93018; 93078
93013; 93034
93010, 93022
93031
93021
93011; 93023
93056 ___
5303895070
7z
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DE / imternationat;

Tel.:  «45 74 21 BBI-0
Fax: +4G24 21 989-199
E-mait: info@mn-net com

CH:

Tel..  +41 823885500
Fax: +41623885505
E-rmail: sales-ch@mn-net.com

MACHEREY-NAGEL GmbH & Co. KG - Neurmann-Neander-Str. 6-8 - 52355 Diren - Germany

us:

Tel: +1484 521 0084
Fax: +1484821 1272
E-mail: sales-us@mn-ret.com

FR:
Tel: +333BB6B82268
Faxw +33388517688

E-mai: sales-fr@mn-nel.cam i ]



