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By Royal Charter

Helena Laboratories (UK) Lid
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. Queensway South :

Team Valley Trading Estate
Gateshead

Tyne and Wear

.NE11 0SD

United Kingdom

Holds Certificate Number: MD 69326
and operates a Quality Management Systemn which complies with the requirements of 150 13485:2016 & EN 1SO
Hwam.unwowm for the mo__ns;:o scope: e e S i

The design, manufacture, supply, servicing and repair of in-vitro diagnostic devices, malecular
biclogy products, immunochemistry products and medical faboratary equipment and
consumables.
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Stewart Brain, Head of Compliance & Risk - Medical Devices

Effective Date: 2018-04-14

Original Registfation Date; : 2002:10-25' i
: ~Expiry Date: 2021-04-13

Latest Revision Date: 2018-11-28
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This certificate was issued electronically and rereins the property of BSI and 1s bound by the conditions of contract.
An electronic certificate can be autherticated galine.
Printed copies can be velidated 2t e brsigroup.comy ChisntDirectoey

Information and Contac: BSI, Kitemark Court, Cavy Avenue, Knowthill, Milton Keynes MKS 8PP, Tel: + 44 345 080 9000
BSI Assurance UK Lirmited, registered in England under number 7805321 at 389 Creswick High Road, Londan ¥ $AL, UK.
A Member of the BSI Group of Companies.

Certificate No: MD 69326

Location Registered Adivities

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Sunderland Enterprise Park
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SRS B

S SAD

United Kingdom

and consumables. .

The design, manufacture, supply, servicing and repair of
in-vitra diagnostic devices, molecular biglogy products,
immunechemistry products and medical laboratery equipment
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The design, manufacture, supply, servicing and repair of
in-vitro diagnastic devices, malecular biolagy products,
immunochemistry products and medical laboratory equipment
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Zone industrielle

61500 Sees - France

Tél 1 +33 (0)2 33 8121 00 Fax 1 +33(0)222 28 77 51
www._elitechgroup.com

RE| TechGroup

DECLARATION DE CONFORMITE CE

Nous, EllTech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule

ELITech Clinical Systems SAS

Zone industrietle
61500 Sées - France

Tel: +33 (0)2 33 8121 00 Fax - +33 (0)222 28 77 51

www elitechgroup.com

N El [HechGroup

GROUPE 1 - METABOLITES DIVERS
GROUP 1 - MISCELLANEOUS METABOLITES
GRUPO 1 — METABOLICOS VARIOS

; L pa 7 ; NOM DU DOSSIER CE
responsabilité que les réactifs appartenant au graupe : «METABOLITES DIVERS », référencés dans !a liste ci-jointe, sont DESIGNATION DU REACTIF/ REFERENCES/ EC FILE NAME/ / Code GMDN/
conformes aux exigences essentielles des annexes 1 et IIT de la Directive Européenne 98/79/CE relative aux dispositifs REAGENT DESIGNATION/ REFERENCIAS NOMBRE DEL ARCHIVO GMDN Code/
médicaux de diagnostic i vitro et au code de la santé publique. . ' . DESIGNACION DE REACTIVO cR Codigo GMDN
Cette déclaration est basée sur le contenu de chaque dossier technique DOS-CE-XXXX et sappuie sur la N ALBU-0600/0700/0250 =
_ certification. de notra systame qualité selon la_norme NE EN SO 13485 : 2016 (Certification valable jusquau 27 juillet e DOS-CE-ALBU_R&Std 53507
2020). ALBUMIN ENVOY ALBU-0B30
e i i 30 T
{Voir jiste ci-jointe). BILIRUSIN DIRECT 4+1 BIDI-0600/0250 53233
o e
BILIRUBIN TOTAL 4+1 BITO-0600/0250 DOS-CE-BILI 4+1 53229
L
BILIRUBIN TOTAL & DIRECT #+1 BITD-0600 53229/53233
DECEARATION OF EC CONF QNRHQJ\ CREATININE ENVOY CRSL-0850 DOS-CE-CRSL 53250
) ) CREATININE JAFFE CRCO-0600/0700 DOS-CE-CRCO_R&Std, 53251
Wa, EtiTech Clinical Systems SAS, Zone Industrielle 61500 SEFS France, . hereby certify, under our own n =
responsibility, that the reagents belonging to Group 1 “MISCELLANEOUS METABOLITES®, such as listed hereto, conform CREATININE PAP SL CRSL-0630/0250 DOS-CE-CRSL 53250
fo ..H_m m.mmm_«..ﬁ.mm requirements .u_q appendices [ and HI of Furopesn Directive 98/79/EC, relating to in vitro diagnostic DIRECT BILIRUBIN ENVOY BIDV-0850 DOS-CE-BIDV 53233
medical devices and to the public health code. - = : = -
This deciaration fs based on the Contents of esch DOS-CE-XXXX technical file and is supported by the certification GLUCOSE ERVOY GESLOED0 DOS-CE-GPSL_R&5td
of our quality systen according to the standard NF.EN ISO 13485 ; 2016 (Certification vaiid untj! July 275, 2020). GLUCOSE HK SL GHSL-0600/0250 DOS-CE-GHSL 9301
S sl e GPSL-0495/0500/0700/ T
- *SL- 5/035 i . 5 c
= GLUCOSE PAP SL 0507 /0707 /02500455 /0497 DOS-CE-GPSL_R&Std
. - HEMOGLOBIN HEMG-0400 DOS-CE-HEMO 32430
DECLARACION CE DE CONFORMIDAD (RON TIBC FECA-0050 DOS CE-TIBE 53504
Nosotros, ELITech Clinical Systems SAS, Zone Industrielie 61500 SEES France, declaramaos bafo nuestra dnica LACTATE A RTRY DOSCE-TACT By
responsabilidad que fos reactivos pertenecientes &l grupo 1 "MET: ABCHIC0S VARIDS * referenciados en la fista adjunts, MICROPROTEIN PLUS PRTU-060070250 DOS-CE-PRTU_R&Std 53481
son conformes con los requisitos esenciales de los anexes Iy 1IT de la Directive Europea 88/79/CE sobre dispositivos ” :
== ot L e e e PHOSPHORUS PHOS-0600/0230
rmédicos para diagngstico in vitro v &l codigo de saivd publica. - . \ . £004 DOS CE-PHOS_R&Std 59123
Esta dedzracion <= bass én el contenido de cads DOS-CE-XXXX técnica y estd respaldado por la certificacion de PHOSPHORUS ENVOY PHOS-0850
nuestro sistema de calidad segun & nomma NF EN IS0 13485 ; 2015 (Certificacion vélioa hasta el 27-de Jufio 2020). TOTAL BILRUBIN ENVOY BITV-0850 DOS-CE-BITV 53029
(Ver fista adjuntz)
TOTAL PROTEIN PRTB-0600 DOS-CE-PRTB
s
- - TOTAL PROTEIN ENVOY PROB-0850 53985
Sées, le 18 Mai 2018 DOS-CE-PROB_R&Std
| TOTAL PROTEIN PLUS PROB-0600/0700/0250
= URSL-0850 DOS-CE-URSL_R&Std
Valérie GOURDON, Cécile GOUBAULT, UGRUV-0500 DOS-CE-URUV 3587
Responsable des Affaires Réglementsires Directeur Général Délégué wﬁwﬁ%m&%w@m%m 10455 DOS-CE-URSL_R&Std
Regulatory Affairs Manager Managing Director pOS20IISDL/ 050,089
Responsable de fos Asuntos Reglementarios . Directom-General ACUR-0200/0400 DOS-CE-ACUR
ey EiiTech Chnical Systems SAS P , .
9 ﬁ PO | AUVD-0830 DGS-CE-AUVD
P r/ / AUML-0420/0500,/0700/ - 53383
,.. 33287758 = 0427 /0497 /0507 /0707 /0250 DOSHCRz MRS
S | AUSL-0250 DOS-CE-AUSL

s simplifise au capital de 1 216 592 14€ — SIREN 318 365 228 - RCS ALENCON Saciélé par actions simiplifiée au capilal de 1 219 582 14€ — SIREN © 318 363 228 — RCS ALENCON
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ELITech Clinical Systems SAS

Zone industrielle

61500 Sées - France

Tél: +33 (0)2 33 81 21 00 Fax: +33 (0)2 22 28 77 51
wwaw_elitechgroup.com

& ELiTechGroup

AT

MITE CE

™~

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre secule
responsabilité que les réactifs appartenant au groupe 2 « ENZYMES », référencés dans |a fiste ci-jointe, sont conformes
aux exigences essentielles des annexes I et I11 de |z Directive Européenne 98/79/CE relative aux dispositifs médicaux de
diagnostic in vitro et au code de la santé publique.

— — -~ Cette-déclaration-est basée-sur-te-contenu-de-chaque-dossier technique DOS-CEXXXX et 5'a ppuie_sur la certification

de notre systéme qualité selon la narme NF EN IS0 13485 : 2016 (Certification valable jusqu'au 27 juillet 2020).
{Voir liste ci-jointe).

DECLARATION OF EC CONFORMITY

We, ELITech Cinical Systems 545, Zone Industriele 1500 SEES france, hereby certify, under our own
responsibility, that the reagents belonging to Group 2, "ENZYMES”, such as listed hereto, conform to the essential
requirements of appendices { and HI of European Directive 58/75/EC, relating fo in vitre diagnestic medical devices and
to.the public health code. sibd: .

Thic doclaration is hased bn the contents of each DOS-CE-XXXX technical file and is supported by the certification
of our quality system according to the standard NE EN ISO 13485 : 2016 (Certification valid until July 22", 2020).
{See attached fist). : -

{See attas /ST)

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industriee 61500 SEES France, deciaramos bajo nuestra dnica
responsabifidad que los reactivos pertenecientes al grupe 2 : "ENZIMAS', referenciados en Iz lista adjunta, son conformes
con los requisitos esendiales de los anexos I y III de lz Directiva Eurdpea $8/79/CE sobre dispositivos mégicos pars
diagndstico in vitro y el codigo de salud publica. :

Fsta deciaracian se basz an e contenido de cada DOS-CE-XXXX técnica y estd respaldado por fa certificacidn de
nuestro sistema Qm calidad segun fa norma NF EN IS0 13485 2016 (Certificacion vafida hasta el 27 de Juiio 2020).

(Ver lista adjunta) —

e

Sées, le 28 Juillet 2017

Valérie GOURDON, Cécile GOUBAULT,
Responsable des Affaires Régltementaires Directeur Général Délégué
Regulatory Affairs Manager Mapaging Diréctor
Responsabie de los Asuntos Reglermentarios ..,,bamﬁu..nw.ﬂmwmﬂ__
- " o ! /”...Jl =S¥ ____Ll&, - ’
—f ~,

Société par actions simplifiee au capital de 1219 592 14€ - SIREN 318 365 228 — RCS ALENCON

ElITech Clinical Systems SAS
Zone industrielle
61500 Sées - France

Tél: +33 (0)2 338121 00 Fax : +33 (0)2 22 28 77 51

wvew.elitechgroup .com

GROUPE 2 - ENZYMES
GROUP 2 — ENZYMES

eroyrasac

GRUFU £ — ENLLIMAS

DESIGNATION DU
BEACTIE/

REACTIH/

REAGENT Umwm~02>HHOZ /
DESIGNACION DE

REFERENCES/
REFERENCIAS

_ NOM DU DOSSIER CE/

P 3 D)
EC FILE NAME/

NOMBRE DEL

Code GMDN/
GMDN Code/
Codigo GMDN

REACTIVO ARCHIVO CE
ALP (DEA) SL PASL-0400/0420/0230 DOS-CE-PASL 52925
ALP ENVOY PIVD-0850 DOS-CE-PIVD
ALT ENVOY ALSL-0850 DOS-CEALSL4+1 |
1
| ALT /GPT ALAT-0200/0400 DOS-CE-ALAT | 52023
i ALSL- i
S-CE-~ +
AYT/ @R A L-SL 0410/043070510/0250/0455 | DOS CE-AISL A4
_Hz_ﬁ.»mm ENVOY AMSL-0850
DOS-CE-AMSL 52940
AMYLASE SL AMSL-0390/0400/0230
AST ENVOY ASVD-0850 DOC-CE-ASVD
AST/GO ASET 02000500 DOS-CE-ASAT 52054
T S ASSL- C_CE-ASSL 4+1
ASTHGONT Tl 0410/0430/0510;025070455 | DOCCE-ASSL A1
CHOLINESTERASE CHES-0053 DOS-CE-CHES 52971
CK ENVOY CKSL-0850 | DOS-CE-CKSL 53003
CK-MB CKMB-0030 DOS-CE-CKMB
CK-MB ENVOY CMSL-0850 | 52994
- DOS-CE-CMSL
CK-MB SL CMSL-0410/0430/0230 _
CK NAC CKNA-0030 DOS-CE-CKNA —_—
rE - Lo 5
L CK NAC SL CKSL-0410/0430/0230 | DOS-CE-CKSL
“GAMMA-GT SL PLUS GISL-0400/0420/0500/0250 5 -
b R ; - DOS-CE-GISL 53027
% 0% ENVOY GISL-0850 |
LHENVOY LLSL-0850 ,,
- | DOS-CB-LLSL -
75 | LOHE su LLSL-0400/0420/0230 W 53072
vl VYDHEP), LDHP-0030 . DOS CE-LDHP
|FIBASE ENVOY LPSL-0850
i DOS-CE-LPSL 53108
KIpASE SL LPSL-0230

Société par actions simplifiée au capilal de 1 219 592,14€ - SIREN

315 265 228 — RCS ALENCON




" de notre systéme qualité selon (@ norme

ELiTech CI
Zane industri
81500 Sées - France

Tél : +33 (0)2 33 81 21 00 Fax : +33 (0)2 22 28 77 51

www elitechgroup.com

ﬂ._.mnrm_.ocv

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES Frence, dédarons sous notre seule
responsabilité que les réactifs appartenant au groupe 3 «ELECTROLYTES/OLIGO-ELEMENTS», référencés dans la liste ¢i-

S e g

Joine, soini Cor

NES alX EXiGences es5ef

cmoc mocamballas der ameemwae T ok TIT de {3 Tirechve Eurcpeenns 08/79/CE relative aux

elies G5 annexes 1 L 11l GT \a Lireliyve BUTCPEENNE 25/ /7/LT raistive alx

dispositifs médicaux de n_mmgoman in vitro et au code de la santé publique.
Cette déclaration est basée sur le contenu de chaque dossier technigue DOS-CE-XXXX et sappuie sur Ia certification

(Voir liste ci-jointe).

NFEN SO 13485 ¥ 2016 (Certification valable jusqu'an 27 juillet 2020):

DECLARATION OF EC CONFORMITY

We, ELITech Chinical Systems SAS, Zone Industrielfe 61500 SEES France, hereby certify, under our own
responsibility, that the reagents belonging to Group 3 "ELECTROLYTES/TRACE-ELEMENTS', such as listad herera, conromm
to the essentizl requiremnents of appendices I and IIT of European Directive 98/75/EC, relating o in vitro diagnostic medical

gevices and to the public health code.

- This declaration is based on the contents of each DOS-CE-XXXX technical fife and fs supported by the certification

of our quality sysitem according (o the standard NF BN 750 13485 : 2016 (Cetification v

(See attached list).

DECLARACION CF

he AR 20201

y &0, L0206,

Nosotros, ELITech Clinical Systems SAS, Zone industriele 61500 SEES France, declaramos bajo nuestra Unica
responsabifidad que los reactivos pertenecientes al grupo 3 “ELECTROLITOS/OLIGO-ELEMENTOS ) referenciados en 2
fista adjunta, son conformes con los requisitas esenciales de los anexos I y IiT de Je Directive Europes S8/79/CE sobre
dispositivos médicos para diagndstico in vitro y el codigo de salud piblica.

Esta declaracion se basa en &f contenido de cada DOS-CE-XXXX técnica Y estd respaldado por Ia certificacion Qm
nuestro sistema de calidad segun 3 norma NF EN ISO 13485 : 2016 (Cedtificacion valida hasta ef 27 de Julio 2020).

(Ver lista adjunta)

Sées, le 29 juin 2018

Vaiérie GOURDON,

Responsable des Affaires Réglementaires
Regulatory Affairs Manager
Responsable de los Asuntos Reglementarnios

=

i

ELITech Clinical Systems
Zone Industrisile
£1500 SEES - France
T+ +33(012 2381 23 00 - Fax s 33(012 33 2BIT 5
SIRETSI8 365 128 0035

Société par aclions simplifise au capital de 1 215 592, 14€ — SIREN : 318 365 228 - RCS ALENCON

une [ Junin 2018

ELITech Cii
Zone industrielle
61500 Sées - France

Tél: +33 (0)2 33 81 21 00 Fax: +33 (0)2 22 28 77 51

www elitechgroup.com

GROUPE 3 — ELECTROLYTES / OLIGO-ELEMENTS

e g N = Pl = Y

GROUP 3 — ELECTROLYTES / TRACE-ELEIMENTS
GRUPO 3 — ELECTROLITOS / OLIGO-ELEMENTOS

DESIGNATION DU
REACTIF/

REAGENT DESIGNATION/
DESIGNACION DE

REFERENCES/
REFERENCIAS

NOM DU DOSSIER CE/
EC FILE NAME/
NOMEBRE DEL

Code GMDN/
GMDN Code/
Codigo GMDN

HIVO CE
REACTIVO ARC e
CALCIUM ARSENAZO CALA-0600/0250
DOS-CE-CALA_R&Std 45789
CALCIUM ENVOY CALA-0850
CHLCRIDE CHLC-0600/0250 DOS-CE-CHLO_R&Std | 60037
IRON CHROMAZURCL FECA-0600 DOS-CE-FECA
IRON ENVOY FEFE-0850 -
DOS-CE-FEFE-R&Std 54758
IRON FERENE FEFE-0230/0600
IRON FERROZINE FEFR-0600 DOS-CE-FEFR_R&Std
MAGNESIUM CALMAGITE MAGN-C600 DOS-CE-MAGN_R&Std
MAGNESIUM ENVOY MAGX-0850 46795

MAGNESIUM XYLIDYL

MAGX-0230/0600

DOS-CE-MAGX-R&Std

ElTech Clinical Systems SAS

Nn:m Industriclle

Tel 143 w,oﬁ..

Secéle par zclions simpliiée au capital de 1218 592 14€ — SIREN : 218 365 228 — RCS ALENCON

DCCE-Gx - v2l

heme fwmo 2018




ELITech Clinical Systeins SAS

Zone industrielle

61500 Sées - France

Tél: +33 (0)2 33 81 21 00 Fax : +33 (01222 28 77 51
www.elitechgroup,.com

ELITech Clinical Systems SAS
Zone industrielle
61500 Sées - France

Tél - +33 (0)2 33 81 21 00 Fax : +33 (0)2 22 28 77 51 y q mr_.._..mnjﬂqocﬁ :

www.elitechgroup .com

DECLARATION D FORMITE CE

M
(@]
S

GROoUDPC A1 TDTNEFC

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule

GROUP 4 — LIPIDS

S
) Y N GRUPO 4 — LIPIDOS
responsabiité que les réactifs appartenant au groupe 4 «LIPIDES », référencés dans la liste ci-jointe, sont conformes

pSterence syt aps]

aux exigences essentielles des annexes I et 111 de la Directive Eurapéenne 98/79/CE relative aux dispositifs médicaux de
diagnastic in vitro et au code de la santé publique.

" Cetfe declaration est basée sur & contenu de chaque dossier—techniques DOS-CE-XXXX-et-s'appuie sur-la

certification de notre systéfmie qualité selon la norme NF EN JSO 13485 : 2016 (Certification valable jusqu‘au 27 juiliet DESIGNATION DU NOM DU DOSSIER 7 = Ay
2020). ’ REACTIF/ REFERENCES/ CE/ | Code GMDN/
(Vair liste ci-jointe). REAGENT DESIGNATION/ REFERENCIAS EC FILE NAME/ _ GMDN Code/
DESIGNACION DE NOMBRE DEL | Codigo GMDN
...... - REACTIVO ARCHIVO CE |
DECLARATION OF EC CONFORMITY CHOLESTEROL CHOL-0220/0420 DOS-CE-CHOL
CHOLESTEROL ENVQY CHSL-0850 53359
We, ElLiTech Ciinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own CHSL-0495/050070700/ DOS-CE-CHSL
responsibility, that the reagents belonging to Group 4 “LIPIDS', such as listed hereto, conform o the essential CHOLESTEROL SL 0507 /0707 /0250/0455 /0497
requirements of appengices I and IIT of Eurcpean Directive 88/79/EC, relating to in vitro diagnostic medical devices and -
to ine public health code. CHOLESTEROL HDL SL 2G HDLL-0230/0380/0390 DOS-CE-HDLL 53391
This declaration is basad on the contents of sach DOS-CE-XXXX technical file and is supported by the certification =
of our quaiity system according to the standard NF EN IS0 13485 : 2016 (Certification valid until July 277, 2020). CHOLESTEROL LDL SL 2G| LDLL-0230/0380/0390 DOS-CE-LDLL 53395
Se list).
Gentadiorle HDL CHOLESTEROL HDLC-0060 DOS-CE-HDLC et
HDL CHOLESTEROL ENVOY | HDLL-0850 DOS-CE-HDLL | —
DECLARACION CE DE CONFORMIDAD LDL CHOLESTEROL ENVOY | LDLL-0850 DOS-CE-LDLL _ 53395
L 1G-0200/0400 DOS-CE-TRIG _

Nosotros, FLITech (linical Systems SAS, Zone Industriefie 61500 SEES France, declaramos bajo nuestra unica TRIGLYCERIDES R 00 |
responsabilidad que los reactivos pertenecientes al grupe & "LIFIDOS *, referendados en Ja lista adjunta, son conformes TRIGLYCERIDES ENVOY TGML-0850 53460
con los requisitos esencisies de ios anexas I y Il de la Directiva Europes 96/75/CE sobre dispositivos médicos para ] = = = ; =TACTS =
diagrdstico in vitro y el eddlige de salud pibiic. wmﬂmiomﬂonm MONO SL Mm%%\x%uww Y %wﬂw\m‘\cmw / 407 | DOS-CE-TGMLN _

Esta. declaracion se basa en &l contenide de cada DOS-CE-XOQX técnica y estd respaldado por la cervificacion de £ / / ¥
nuestro sistema de calidad segurn fa norma NF EN I50 13485 : 2016 (Certificacion valida hasta et 27 de Julio 2020). 3 TRIGLYCERIDES SL TGML-0250/0455

(Ver lista edjunta) 4

Sées, le 28 Juiilet 2017
Yalérie GOURDON;,
Responsable des Affaires Régiementaires
Regulatory Affairs Manager
Responsable de fos Asuntos Reglementarios
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ELITech Clinical Systems SAS

Zone industrielle

€1500 Sées - France

Tél: +33 (0)2 33 8121 G0 Fax : +33 {0)2 22 28 77 51
www elitechgroup.com

¥ El ITechGroup ..

DECLARATION DE CONFORMITE CE

Nous, ELITech ical Systerms SAS, zone industrielle 61500 SEES France, déclarons sous natre saule
responsabilité que les réactifs appartenant au groupe 5 «CONTROLES/ CALIBRANTS/ STANDARDS », référencés dans la
liste ci-jointe, sont conformes aux exigences cssentielles des annexes I et TIT de la Directive Européenne 98/79/CE
relative aux dispositifs médicaux de diagnostic #7 vitro et au code de la santé publique, i

Cette déclaration est basée sur le contenu de chaque dossier technique DOS-CE-XXXX et s‘appuie sur la
certification de notre systémie qualité selon a norme NF EN1SO 13485 1-2016-(Certification-valable-jusquaw- 27 juillet--—
2020).

(Vair liste ci-jointe).

HDLL-0011/0041 DOS-CE-HDLL-CAL 44696
DECLARATION OF EC CONFORMITY CHOLESTEROL LDL 2G CALIBRATOR | LDLL-0011/0041 DOS-CE-LDLL-CAL 41728
We, ElITech Clinical Systems SAS, Zone Industrele 61500 SEES France, hereby certify, wngsr cur own CHOLESTEROL Standard 200 mg/dL CHOL-0055 DOS-CE-CHOL200 44698
responsibifity, that the reagents belonging to Group 5, "CONTROLS/ CALIBRATORS/ 5T¢ ANDARDS™. such as listed hereto, - , Ll 5
conform to the essential requirerments of appendices [ and I of Europesn Directive 98/79/EC, refating fo in viro CHEMBIE ONIROT CKMB-0900 DOS-CE-CKMB-CT 4ge9s
diagnostic medical devices and to the public health code. . ; ol : ) CREATININE Standard 2 mg/dL CREN-0055 DOS-CE-CREN2 44700
This declaration is based on the contents of each DOS-CE-XXX tech, file and is supported by the certn
of our quality system according to the standard NF EN ISO 13485 : 2016 (Certification vafid until July 270, 2020). ELICAL 2 CALJI-0550 DOS-CE-CALI2 47868
(See attached Jist). d
Sy ELITROL 1 CONT-0060 DOS-CE-ELIT 1 ferDe
7
ELITROL 0I CONT-0160 DOS-CE-ELIT II
DECLARACION CE DE CONFORMIDAD GLUCOSE Standard 100 mg/dL GLUP-00S5 DOS-CE-GLUP100 41818
J! -
Nosotros, ELITech Qiical Systems SAS, Zone Industrielie 61500 SEES France, deciaramos bajo nuestra Unica ISE CONZROLL ISET-0046 AT 2560
responsabilidsd que los reactivos pertenecientes al grupo 5 "CONTROLES/ CALISRADORES/ ESTANDARES', ISE CONTROL II ISCT-0047
referenciadas en 3 fista adjunts, son conformes con los requisitos esenciales de los anexes Iy 1T de lo Directiva MICROPROTEIN FLUS
Europea 98/79/CE sobre dispasitives médices para diagnastic in witro y ef coidigo oo salud publics. . Standard 100 /dL PRTU-0022 DOS-CE-PRTU100 33482
Estz deciaracion se bass en =l contenido de cada DOS-CE-XOX téenica y estd respaldado porla certificacion de s AS me .
nuestro sistema de.calidad seqiin Iz norma NF EN ISO 13485 : 2016 (Certificacion valida hasta el 27 de Julio 2020). TRIGLYCERIDES Standard 200 mg/dL | TRIG-0055 DOS-CE-TRIG200 44702
‘er lista ad =
e UREA Standard 50 mg/dL URUV-0055 DOS-CE-URUVS0 53588
== —— =
URIC ACID Stand: dL ACUR-0055 DOS-CE-ACU 44704
Sses, e 28 uillet 2017 IR Standard-6 mg), DU e B6 ! ]

Valérie GOURDON,

Responsable des Affaires Réglementairas
Regulatory Affaics Manager

Respaonsable de fos Asuntos Reglementarios

EL Tl

ELITech Clinical Systemns SAS
Zone industrielle
61500 Sées - France

itechgroup.com

GROUPE 5 — CONTROLES/CALIBRANTS/STANDARDS
GROUP 5 — CONTROLS/CALIBRATORS/STANDARDS
GRUPO 5 — CONTROLES/CALIBRADORES/ESTANDARES

Tél: +33 (0)2 33 81 21 00 Fax - +33 (0)2 22 28 77 51

| DESIGNATION-DU-REACTIF/-

REAGENT DESIGNATION/
DESIGNACION DE REACTIVO

REFERENCES/ . __
REFERENCIAS

NOM DU DOSSIER
CE/ . - .
EC FILE NAME/
NOMBRE DEL
ARCHIVO CE

GMDN Code/ _ﬁ
Codigo GMDN |

i

CHOLESTEROL HDL 2G CALIBRATOR

Société par aclions simplifiée au caprai de 1219 532.14C— SIREN : 318 365 228 - RCS ALENCON
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@5 1LORNE 05 LORNE

N7 LABORATORIES U7 LABORATORIES

This declaration of conforinity is issued under the sole responsibility of Lome
EC DECLARATION OF CONFORMITY Laboratories Ltd and is'v E.ﬁo?.,‘_oiua_wgm. i

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

_ Product Name | Catalogue Number \l\\%ﬂ
|

470020
LISS Ready For Use - 470250 Eddy Velthuis
470025 Technical Director

has been classified as non List A, non List B (Directive 98/79/EC, Annex II)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No.618 which transposes the requirements of Directive 98/73/EC).

This _u.qoa.,cn,.u :mm.cmmz.?m:imﬂ:aa c,<.,_.o.=._m _.mmoqmﬁo:mmram::m:
facilities which aré located'at: .~ : =

Address line 1 Unit 1 Cutbush Park Industrial Estate " -
Address line 2: Danehill : ,
City: Lower Early

County. Berkhire

Postal code: RG6 4UT

Country: United Kingdom

Telephone number: +44-(0)118 921 2264

Fax number: +44-(0)118 986 4518

Website: www.lomelabs.com

DUNS Number: 732670703

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

B8S EN IS0 13485:2016
BS EN 13612:2002

BS EN 13641:2002

BS EN ISO 14971:2012
BS EN IS0 15223-1:2016
'BS EN1SO 18113-2:2011
‘BS EN ISO 236402015

o & 5 o 8 0 O

The conformity-assessnient procedure performed
" Annex lll.6f Directive 98/79/EC.

LemeLabarastories Uimited | Telo+44 {0y 118921 2754

&, ) - Rt Cmhush Paricindustrial Estate. | Fax 444 (G118 966 4518
% —.——. J Q L, =_: | K Danahill, Lower Earley Emai- info@lomelabs.com
| A?F% | | serkshire RGEAUT United Kingdom | www.torpelabs.cam

) = . " . .

e oo . - Fllo Ma RIZRTE L P . 2
o e e siegintared officn as adeve: Repiviared in England No 04540797 VAT Mo, $00-3655 88 £50 134882003 5D 9601:2008 angistaroc offica a3 ahovd Registered n England Ko CAOTET. VAT No 8002646 66
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Easylyte- >ﬂnmmmoqmmm .
Catalog No: >nommmcq<

2070
2101
2102

2113

2133

2106

2492
2309
2111
2577
2323
2541

Easylyte mmm<mm_.:u_m1
Easylyte K+ Electrode
Easylyte, 2m+ Electrode: : C e
Easylvte n_ Electrode
Easylyte U+ Electrode
mmm<_,<ﬁm Ca++ Electrode

asylyte pH Electrode
mmm<_.<ﬁm Disposable Reference Eléctrode
Easylyte Refrence Electrode .
mmm<r§m Membrane Assembly - -
mmm<..<5 Na/K mOo:.__.mc__.:.o_._m Pack
mmm<_.<._”m Zm\_A\Q mcoB_.mc_:»_o:m _umnw
mmm<_.<.nm ZN\ K/Li'800mL Solutions Pack
- Easylyte Na/K/Ca/pH 800mL Solutions Pack
mmm<_.<~m Na/K/Cl/Li 800mL Solutions Pack

" Easylyte Na/K 400mi Solutions Fack

mmmﬁﬁm NafK/Cl 40Bmt Solutions Pack

~Easylyte Na/K/Li 400m.Sol
Easylyte Wa/K/Ca/pH 400mL mo_c:ca _umnw
m.n_m<_,§m Na/K/Clfu 400mL Solutions Pack
c Bi-kevel Quality ControlL Kit
mmm<Dn Tri-Level Quality Controi Kit
Easylyte Quality Control wns.._,u_m Cups (60}
Daily. Cleaning Solution Kit
Easylyte Daily Clearier Cup
Easylyte Solutions Valve
Easylyte Sample Probe
Easylyte Sample Detector,
mmm<r<ﬁm Tubing Kit
syLyte Calcium Tu _u__:m,.w*._mr .
mmﬁrﬁm Internal Filling S Tutiion 25miL)
Easylyte Wash uoEn_mF. %&mﬂ =8
Easylyte Urine c::m_w— GUQBE 8 .\\
,Easylyte Standard 5 m.m«._ .E::m?&& t\\@
Easylyte probe Wige ﬁa \.\C\ .«nav .Nv#

Easylyte Printer Papert; éamwu E:m.ﬂ

" A\1 - 0

EDMA Code
21041001
11040106
11040107
11040103
11040104
11040102
11703102
11040400
11040401
21041001
110301
110301
110301
110301
110301

ﬂouou
110301 | )
110301
110301
110301
115002 04
11500204
21081001

- 11OTEEF

21041001
21041001
21041001
21041001
21041001
21041001
11040450
11040490
1104 0430
1104 04 80
21041001
21041001

Easylyte Accessories, continued
Catalog No. Accessory

2595 Easylyte EasySampler Sample Cups, 500ul (500)
2596 Easylyte Sample Cups 2.0mL (500)

10745 Anti-Evaporation Caps (500)

2293 Easylyte Capillary Tubes

2560 Easylyte Capillary Adaptor Kit

2292 Easylyte Capillary adaptor Cleaning Kit

2578 Fasylyte Red Dye Test Solution {50mL)

2872 Fasylyte Troubleshooting Kit

2571 Easylyte Troubleshooting Kit (Wa//CafpH and Na/K/CI/Li)
2105 Easylyte Quarterly Operating Kit

2085 Easylyte Maintenace Kit

2076 Easylyte Sample Tray

2074 Easylyte Sample Cup Retainer Ring

7118 Daily Rinse/Cleaning Solution Kit

2544 Easylyte C Series Printer Paper (5 rolls)

EDMA Code
21041001
21041001
21041001
21041001
2141001
11040450
11040490
21041001
21041001
21041001
21041001
21041001
21041001
11010127
21041001
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