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DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, dédlarons sous notre seule
responsabilité que les réactifs appartenant au groupe 1 «METABQLITES DIVERS », référencés dans la liste ci-jointe, sont
conformes aux exigences essentielles des annexes I et III de la Directive Européenne 98/79/CE relative aux dispositifs
médicaux de diagnostic in vitro et au code de la santé publique.

Cette dédclaration est basée sur le contenu de chaque dossier technique DOS-CE-XXXX et s'appuie sur la
certification-de-notre-systéme-qualité-selon fa-norme NF-EN-150-13485 - 2016-(Certification valable jusqu'an-27-juillet
2020).

{Vair liste ci-jointe).

DECLARATION OF EC CONFORMITY

We, ELiTech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own
responsibility, that the reagents belonging to Group 1 "MISCELLANEOUS METABQLITES”, such as listed hereto, conform
fo the essential requirements of appendices I and III of European Directive 98/75/EC, relating to in vitro dfagnostic
medical devices and to the public health code.

This declaration is based on the contents of each DOS-CE-XXXX technical file and is supported by the certification
of our quality system according o the standard NF EN ISO 13485 : 2016 (Certification vafid untif July 27", 2020).
{See agached i),
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GROUPE 1 - METABOLITES DIVERS
GROUF 1 - MISCELLANEQUS METABOLITES
GRUPO 1 — METABOLICOS VARIOS

DESIGNATION DU REACTIF/
REAGENT DESIGNATION/
DESIGNACION DE REACTIVO

REFERENCES/
REFERENCIAS

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

Code GMDN/
GMDN Code/
Codigo GMDN

AL

ALBU-0600,/0700,/0250

DOS-CE-ALBU 53597
ALBUMIN ENVOY ALBU-0850 1
BILIRUBIN DIRECT 4+1 BIDI-0600/0250 | 53233 |
S t—
BILIRUBIN TOTAL 4+1 BITQ-0600/0250 DOS-CE-BILI 41 53229

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Ciinical Systems SAS, Zone Industriefle 61500 SEES France, declaramos bajo nuestra dnica
responsabilidad que los reactivos pertenecientes af grupo { "METABOLICOS VARK 0S ", referenciados en la lista adjunta,
son conformes con fos requisitos esenciales de jos anexos Iy IIT de ia Direciva ms.chmm 98/79/CF sobre dispositivos
médicos para diagndstice in vitro y el codige de salud publica.

Esta declaracion se basa en ef contenido de cada DOS-CE-XXXX técnica y estd respaldado por fa certificacion de

nuestro sistema de calidad segdn i3 norma NF EN IS0 13485 : 2016 (Certificacion vélida hasta el 27 de Julio 2020).
(Ver lista adjunta)

Sées, le 28 Juillet 2017

Valérie GOURDON,

Responsable des Affaires Réglementaires
Regulatory Affairs Manager

Respensable de los Asuntos Reglementarios

Cécile GOUBAULT,

Directeur Général Délégué

Managing Director
@\U\ﬁmﬂdﬂ mm:m&\

O

Societé par actions simplifiee au capital de 1 219 552,14€ -~ SIREN : 318 365 226 — RCS ALENCON

BILIRUBIN TOTAL & DIRECT 4+1 BITD-0600 53220/53233

CREATININE ENVOY CRSL-0850 DOS-CE-CRSL 53250

CREATININE JAFFE CRCO-0600/0700 DOS-CE-CRCO 53251

CRRATININE PAP SL CRSL-0630/0250 DOS-CE-CRSL 53250

DIRECT BILIRUBIN ENVOY BIDV-0850 DOS-CE-BILI 53233

GLUCOSE ENVOY GPSL-0850 DOS-CE-GPSL

GLUCOSE HK SL | GHSL-0600/0250 DOS-CE-GHSL |

GIATCOSE PAT GLUP-0700 — ~DOS-CEGLUP =20
| GLUCOSE PaP SL mwww_‘.oewww\,.wwm.\mmm“ Bini DOS-CE-GPSL,

HEMOGLOBIN HEMO-0400 DOS-CE-HEMO 32430

[RON TIBC - FECA-0050 DOS-CE-TIBC 53904

LACTATE LACT-0100 DOS-CE-LACT 53342

MICROPROTEIN PLUS PRTU-0600,0250 DOS-CE-PRTU 53481

PHOSPHORUS PHOS-0600/0230

DOS-CE-PHOS 59123

PHOSPHORUS ENVOY ! PHOS-0850

TOTAL BILRUBIN ENVOY BITV-0850 DOS-CE-BILI 53229

TOTAL PROTEIN PRTB-0600 DOS-CE-PRTB s

TOTAL PROTEIN ENVOY PROB-0830 A iy

TOTAL PROTEIN PLUS

PROB-0600/0706/0250

DOS-CE- vﬁ@ﬂ.«. ..u,}z.\ﬁu.

UREA ENVOY URSL-0850
UREA UV URUV-0400
URSL-0400;0420/0500
CERR S, 0407/0427/0507/0250/0455 DOS; A_w&mme
e
URIC A ACUR-0200/0400 UOm.Qw...mUEN, Ley
URIC ACID ENVOY AUVD-0850 cow.nﬁ»dlm:w

URIC ACID MONO SL

AUML-G420/0500/0700/
0427 /0507 /0707 /0250

DOS-CE- »J/F, -5

URIC ACID SL

AUSL-0250

DOS-CE- >Cm/

;_u._uu‘
SA
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Fehampmr GROUPE 2 - ENZYMES
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GRUPO 2 — ENZIMAS

zop‘_m‘ ELTTech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule

responsabilité que les réactifs appartenant au groupe 2 « ENZYMES », référencés dans la liste ci-jointe, sont conformes DESIGNATION DU NOM DU DOSSIER CE/ Code GMDN/
mcx exigences essentielles des annexes I et I1I de la Directive m:«o_umm::m 98/79/CE relative aux dispositifs médicaux de REACTIF/ REFERENCES/ EC FILE NAME/ -
. — stic-i-vitro-2t-au-code-de-la-santé-publigu - REAGENT DESIGNATION/ | REFERENCIAS NOMERE DEL GMDN Code/
Cette déclaration est basée sur le contenu de chague dossier technique DOS-CE-XXXX et s'appuie sur la certification DESIGNACIGN DE ARCHIVO CE Codige GMDN
de notre systéme qualité selon la norme NF EN 1SO 13485 : 2016 (Certification valable jusqu'au 27 juiifet 2020). REACTIVO
(Voir fiste ci-jointe). ALP (DEA]) SL PASL-0400;0420/0230 DOS-CE-PASL "
ALP ENVOY PIVD-0850 T DUS-CE-PIVD — —
ALT ENVOY ALSL-0850 DOS-CE-ALSL 4+1
DECLARATION OF £EC CONFORMITY
ALT /GPT ALAT-0200/0400 DOS-CE-ALAT 52923
We, EliTech Chinical Systems SAS, Zone Industrielle 61500 SEES france, hereby certify, under our own ALT/GPT 4+1 SL Wrwm\S\ N o DOS-CE-ALSL 4+1
responsibility, that the reagents belonging to Group 2, "ENZYMES®, such as listed hereto, conform to the essential = 0410/0436/0510/0256/0455
requirernents of appendices I and [II of Furopean Directive 98/79/EC, rejating to in vitro diagnostic medical devices and AMYLASE ENVOY AMSL-0850 . o
to the public heaith code, - DOS-CE-AMSL 52940
This declaration is based on the contents of each DOS-CE-XXXX technical file and is supported by the certification AMYLASE SL AMSL-0390/0400/0230
_of our quality system scconding to the standard NE EN IS0 13485 - 2016 (Certificatinn valid until Tuly 220 2020). AST-ENVOY ASVD-0850 DOC-CE-ASVD
(SEBIAHBCHETIS oo e e ———————————————— g - E -
—— AST/GOT ASAT-0200;0400 DOS-CE-ASAT 53954
ASSL-
AST/GOT 4+1 SL = DOC-CE-ASSL 4+1
2 0410/0430/0510/0250/0455
DECLARACION CE DE CONFORMIDAD e T s DOS.CE.CHES 52971
Nosotros, £LITech Chinical Systems SAS, Zone Industriefle 61500 SEES France, declaramos bajo nuestra unica CK ENVOY CKSL-0850 DOS-CE-CKSL 53003
responsabilidad que los reactivos pertenecientes al grupo 2 : "ENZIMAS®, referenciados en la lista adjunta, son conformes Nor
con los requisitos esendiales de fos anexos I y III de fa Directiva Europes 98/79/CE sobre dispositivos médicos para CK-MB CKMB-0030 DOS-CE-CKMB
diagndstico in vitro y el codigo de salud piblica. CK-MB ENVOY CMSL-0850 52994
Esta declaracion se basa en el contenido de cads DOS-CE-XXXX ténica y estd respaldado por i3 certificacion de - DOS-CE-CMSL
nuestro sistema de calidad segun I norma NF EN ISO 13485 : 2016 (Certificacion vidlida hasta el 27 de Juiio 2020). CK-MB SL CMSL-0410/0430/0230
(ver fista acjuntz) CK NAC CKNA-0030 DOS-CE-CKNA i
&
T— CK NAC SL CKSL-0410/0430/0230 DOS-CE-CKSL
Sées, |e 28 Juillet 2017 )
A- SL-0400/0420/0500/0250
GAMMA-GT SL PLUS Gl / / / DOS-CE-GISL 53007
Valérie GOURDON, Cécile GOUBAULT, GGT ENVOY GISL-0850 e
Responsable des Affaires Réglementaires Directeur Général Délégué T R SUNUERE :\
Reguiatory Affairs Manager Managing Qirector "+ EDHIENYOM EiESL-0850 w@ﬂa\hﬁ&ﬂ? . c\ 2
Responsable de los Asuntos \Wmmu\mimzwmlom LDH-L SL LLSL-0400/0420/0230 \\ 0 g mmvav y u./.” 53072
- . LDH-P LDHP-0030
LIPASE ENVOY | LPSL-0850
| LIPASE SL. _ LPSL-0230

Société par actions simplifiée au capital de 1 219 532 14€ — SIREN : 318 365 228 - RCS ALENCON
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DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule
respansabilité que les réactifs appartenant au groupe 3 «ELECTROLYTES/OLIGO-ELEMENTS», référencés dans la liste ci-
jeinte, sont conformes aux exigences essentielles des annexes I et III de la Directive Eurapéenne 98/79/CE relative aux

dispositifs di de-di. inwitroeb au-code dela sante bl

L = L 1 -

Cette declaration- est basée sur le contenu de chaque dossier technique DOS-CE-XXXX et s'appuie sur la
certification de notre systéme qualité selon la norme NF EN ISO 13485 : 2016 (Certification valable jusqu'au 27 juillet
2020).

(Voir liste ci-jointe).

DECLARATION OF EC CONFORMITY

We, ELITech Ciinical Systems SAS, Zone Industrieffe 61500 SEES France, hereby ceriify, under our own
responsibility, that the reagents belonging to Group 3 “ELECTROLYTES/TRACE-ELEMENTS”, such as listed hereto,
conform to the essential requirements of appendices I and [II of Furopean Directive 98/79/EC, relating to in vitro
diagnostic medical devices and to the public health code.

_This dediaration is based on the contents of each DOS-LE-XXXX rechnical file and is supported by the certification
iy i #h, 4 1 C - A

(See attached list).
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GROUPE 3 — ELECTROLYTES / OLIGO-ELEMENTS
GROUP 3 — ELECTROLYTES / TRACE-ELEMENTS
GRUPO 3 — ELECTROLITOS / OLIGO-ELEMENTOS

DESIGNATION DU
REACTIF/

REAGENT DESIGNATION/
DESIGNACION DE
REACTIVO

REFERENCES/
REFERENCIAS

EC FILE NAME/
NOMBRE DEL
ARCHIVO CE

CALCIUM ARSENAZQO

CALA-0600/0250

NOM DU DOSSIER CE/

Code GMDN/
GMDN Code/
Codigo GMDN

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industrielie 61500 SEES France, declaramos bajo nuestra Unica
responsabilidad que los reactivos pertenecientes al grupo 3 “ELECTROLITOS/OLIGO-ELEMENTOS *, referenciados en fa
fista adjunta, son conformes con los requisitos esenciales de los anexos I y IIf de Iz Directiva Europea 98/79/CE sobre
dfspositivos médicos para diagnostico in vitro y el codigo de salud pablica.

Esta declaracidn se basa en el contenido de cada DOS-CE-XXXX técnica y estd respatdado por (3 certificacion de

nuestro sistema de calidad segun fa norma NF EN ISO 13485 » 2016 (Certificacion valida hasta e/ 27 de Julio 2020).
(Ver lista adjunta)

DOS-CE-CALA 43789

CALCIUM ENVOY CALA-0850

CHLORIDE CHLO-0600/0250 DOS-CE-CHLO 60037

RGN CHROMAZURCL BESA-0608 DOS-CE-FECA

seator il sl Jolie 270 3030) ORI S R
1 ¥ ERCFN BT F 5 ih i g e e =

DOS-CE-FEFE 54758

[RON FERENE- -——-—1FEFE-0230

IRON FERROZINE FEFR-0600/0250 DOS-CE-FEFR

MAGNESIUM CALMAGITE MAGN-0600/0125 DOS-CE-MAGN

MAGNESIUM XYLIDYL MAGX-0230 46795
DOS-CE-MAGX

MAGNESIUM ENVOY MAGX-0850

DCCE-G3 - V1Y

Sées, le 28 juillet 2017

Valérie GOURDON,

Responsable des Affaires Réglementaires
Reguiatory Affairs Manager

Responsable de jos Asuntos Reglementarios

Cécile GOUBAULT,
Directeur Généra! Délégué
Managing Director
Directors General

Société par actions simplifiée au capital de 1 219 592,14€ — SIREN : 318 365 228 - RCS ALENCON
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DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems $AS, zone industrielle 61500 SEES France, déclarons sous notre seule
responsabilité que les réactifs appartenant au groupe 4 «LIPIDES », référencés dans la [iste ci-jointe, sont conformes
aux exigences essentielles des annexes [ et I1I de la Directive Européenne 58/75/CE relative aux dispositifs medicaux de

diagnastic /n vitro ¢t 2u code de Iz sante publique.
Cette déclaration est basée sur le contenu de chaque dossier technique DOS-CE-XXXX et szppuie sur la

certification de notre systéme quaiité sclon fa norme NF EN IS0 13485 : 2016 (Certification valable jusqu'au 27 juiliet
2020).

~(Vioir liste- ci-jointe):

DECLARATION OF EC CONFORMITY

ELITech Clinical Systems SAS

Zane indus!
Zone indus|

61500 Sées - France

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

www elitechgroup.com

GROUPE 4 — LIPIDES
GROUP 4 — LIPIDS
GRUPO 4 — LIPIDOS

.. nmC._,mm:mﬁo_,_U

DESIGNATION DU

NOM DU DOSSIER

REACTIF/ REFERENCES/ CE/ Code GMDN/
REAGENT DESIGNATION/ REFERENCIAS EC FILE NAME/ GMDN Code/
DESIGNACION DE NOMERE DEL Codigo GMDN
REACTIVO ARCHIVO CE

CHOLESTEROL | CHOL-0220/0420 DOS-CE-CHOL

CHOLESTEROL ENVOY

CHSIL.-0850

53359
We, Ellfech Clinical Systems SAS, Zone Industrielie 61500 SEES France, hereby certify, under our own CHSL-0495/0500/0700/ DOS-CE-CHSL
responsibilty, that the reagents belonging to Group 4 “LIPIDST such as listed hereto, conform to the essential CHOLESTEROL SL 0507 /0707 /0250 /0455 /0497
requirements of appendices I and III of Evropean Directive 98/79/EC, relating to in vitro diagnostic medical devices and { {0250/ /
CHOLESTEROL HDL SL 2G HDLL-0230/0380/0390 DOS-CE-HDLL 53391
" THis deciaration 15 based on e contents of each DUS-CEXXAX tethinicsl fie ang is supported by the certification 3 . =
oF our quality system according o the standard NF EN 15O 13485+ 2016 (Certiication vahd uniil JUly 277 Z020): CHOLESTEROLLBLESE2G LDLL-02230/03280/0200 DOS-CE-LDL 53395
See attached Jist).
(Seerattacned.ist) HDL CHOLESTEROL— —— - HDLE-0066— - ——— ----——— | DOS-CE-HBLE- - —- ==oT
30
HDL CHOLESTEROL ENVOY | HDLL-0850 DOS-CE-HDLL
DECLARACION CE DE CONFORMIDAD LDL CHOLESTEROL ENVOY | LDLL-0850 DOS-CE-LDLL 53393
y -CE-T! |
Nosotros, ELITech Ulinical Systems SAS, Zene Industriefle 61500 SEES France, dediaramos bajo nuestra umica TRIGEYCERIDES TRIG-0200/0400 DOS-OR-TRIG
responsabilidad que los reactivos pertenecientes al grupo 4 "LPIDOS ', referenciades en ia lista adjunta, son conformes TRIGLYCERIDES ENVOY TGML-0850 53460
con fos requisitos esenciales de fos anexos I y Iil de la Directiva Furopea 98/79/CE sobre dispositivos médicos para N

diagndstico in vitro y el codigo de salud publica.
Esta dectaracion se basa en el contenido de cada DOS-CE-XXXX técnica y esta respaldado por la certificacion de

nuestro sistemna de calidad segin la norma NF EN ISO 13485 : 2016 (Certificacion vélida hasta ef 27 de Julio 2020).
(Ver lista adjunta)}

TRIGLYCERIDES MONO SL
NEW

TGML-0425/0495/0515/
0700/0427/0517 /0707 /0497

TRIGLYCERIDES SL

TGML-0250/0455

DOS-CE-TGMLN

Sées, le 28 Juillet 2017

Valérie GOURDON, Cécile GOUBAULT,
Responsable des Affaires Réglementaires Directeur Général Délégug
Regulatory Affairs Manager e, MBNEGING Director
Responsable de los Asuntos Reglementarios .,\ Qﬁmﬁuww.mm:mam\
N e . P e "y 54
A z\ﬂx\c\.«nﬂ Ll iacn TS Sk &‘
St
e
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DECLARATION DE CONFORMITE CE

Neus, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons scus notre seule
responsabiiité que les réactifs appartenant au groupe 5 «CONTROLES/ CALIBRANTS/ STANDARDS », référencés dans la
liste ci-jointe, sont confarmes aux exigences essentielles des annexes I et 111 de la Directive Européenne 98/79/CE

_ relative au dispositifs médicauk de disgnostic i vitro et au code de la santé publique.

ELITech Clinical Systerns SAS
Zone industrieiie

www elitechgroup.com

GROUPE 5 —~ CONTROLES/CALIBRANTS/STANDARDS
GROUP 5 — CONTROLS/CALIBRATORS/STANDARDS

GRUPO 5 — CONTROLES/CALIBRADORES/ES TANDARES

Catte déclartion est basée sur le contenu ge chaque dossier technique DOS-CE-XXXX el sappuie sur la NOM DU DOSSIER 7
certification de notre systéme qualité sefon la norme NF EN IS0 13485 : 2016 (Certification valable jusquau 27 juillet DESIGNATION DU REACTIF/ REFERENCES/ CE/ Code GMDN/
2020). . L REAGENT U.HM...QE.HHOZ..« REFERENCIAS EC FILE NAME/ GMDN Code/

(Voir fiste ci-jointe). DESIGNACION DE REACTIVO NOMBRE DEL Codigo GMDN

0 ARCHIVO CE 1
CHOLESTEROL HDL 2G CALIBRATOR | HDLL-0011/0041 DOS-CE-HDLL-CAL 44696
DECLARATION OF EC ﬁ.szQ\NEN.NJ\ CHOLESTEROL LDL 2G CALIBRATOR LDLL-0011/0041 DOS-CE-LDLL-CAL 41728
We, ELITech Clinlcal Systems SAS, Zone Indusiriefie 61500 SEES Frante, hereby certily, under our own CHOLESTEROL Standard 200 mg/dL | CHOL-0055 DOS-CE-CHOL200 44698
responsibility, that the reagents belonging to Group 5, "CONTROLS/ CALIBRATORS/ STANDARDS', such a5 listed hereto, 7
conform to the essentisl requirements of appendices I and LI of European Directive S8/78/EC, relating to in vitro CK-MB CONTROL CKMB-0900 DOS-CE-CKMB-CT o0
diagnostic medical devices and to the public health code. ) o CREATININE Standard 2 mg/dL CREN-0055 i DOS-CE-CREN2 44700
 This dedarstion Is based on tie conteits of each DOS-CEXRXK SeEhiCa i CnaR eSS UP BORCR-by Hoa-Carlifs 2 lOg,
of aur quality System according to the standard NF ENTSO 13485 = 2016 (Certification vaiid unti Joly 27, 2626} ELICAL 2 CALI-0550 DOS-CE-CALIZ 47868
(See attached list). = =
ELITROL 1 CONT-0060 DOS-CE-ELIT I 69
4786
ELUITROL II CONT-0160 DOS-CE-ELIT 11
DECLARACION CE DE CONFORMIDAD GLUCOSE Standard 100 mg/dL GLUP-0055 DOS-CE-GLUP100 41818

Nosotros, ELITech Clinical Systems SAS, Zone Inustrielle 61500 SEES France, declaramos bajo nuestra tnica ISECONT O EOEIS00H0 T S
responsabilidad que los reactivos pertenecientes al grupe 5 "CONTROLES, CALIBRADORES/ ESTANDARES', ISE CONTROL II ISCT-0047
referenciados en la lista adjunts, son conformes con los requisitos esenciales de os anexos I y 1T de la Directiva MICROPROTEIN PLUS
Europea 98/79/CE sobre dispositivos médicos para diagnastica in vitro y el codigo de saiud publica, 5 Standard 100 daL PRTU-0022 DOS-CE-PRTU100 33482

Esta deciaracion se basa en &l contenido de cada DOS-CE-X000 téanica y estd respaldado por la certificacion de AL mg/
nuestro sistems de calidad seguin la norma NF EN ISO 13485 : 2016 (Certificacion vélids hasta ef 27 de Julio 2020). TRIGLYCERIDES Standard 200 mg/dL | TRIG-0055 DOS-CE-TRL O nen

O UREA Standard 50 mg/dL URUV-0055 Dos owmm%n.&c. i
N andars mg/ -0055 CE/ A = I |
Sées, Ie 28 Juillet 2017 URIC ACID Standard ¢ mg/dh ACUR-0055 | BE

Valérie GOURDON,

Responsable des Affaires Réglementaires
Reguiatory Aftairs Manager

Responsable de los Asuntos Reglementarios

Cécile GOUBAULT,
Directeur Général Délégué
Managing Director
Directora General

Fie Lo, Ve, N°
Bt Mo A

e Sl
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GROUPE 11 - ISE SOLUTIONS POUR ELECTRODES SELECTIVES D'IONS
: GROUP 11 - ISE SOLUTIONS FOR ION-SELECTIVE ELECTRODES
DECLARATION DE CONFORMITE CE GRUPO 11 — ISE SOLUCIONES POR ELECTRODES SELECTIVOS DE IONES

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

responsabilité que les réactifs appartenant au groupe 11 «ISE SOLUTIONS POUR ELECTRODES SELECTIVES DTONS »,
référencés dans la liste ci-i

[
inte, sont conformes aux exigences essentiefles des annexes I et TII de la Directive : NOM DU DOSSIER
Européenne 98/79/CE relative aux dispositifs médicaux de diagnostic 77 vifro et au code de 1a sante publique. DESIGNATION-DU-REAC€TIF/- REFERENCES/ CE/ - Code GMDN/
Cette déclaration est basée sur le contenu de chaque dossier technigue DOS-CE-XXXX et s‘applie sur la ,_ REAGENT DESIGNATION/- - REFERENCIAS EC FILE HAME/ GMDHN Code/
certification de notre systéme qualité selon Ia norme NF EN ISO 13485 : 2016 (Cerification valable jusqu'au 27 juillet DESIGNACION DE REACTIVC NOMERE DEL Codigo GMDN
2020). ARCHIVO CE
—{WairfisteciHjointe)—— = T =
_ 1SE BASELINE SOLUTION ENVOY ISBA-0850 DOS-CE-ISE ENVOY 59238
ISE CALIBRATORS 1SCA-0250 DOS-CE-ISE 2867
DECLARATION OF EC CONFORMITY ISE CALIBRATOR ENVOY ISCV-0850 | DOS-CE-ISE ENVOY -
; ISE CLEANER/CONDITIONER 1SCC-0280 59058
We, ELlTech Clinical Systems SAS Zome Industrielie 61500 SEES France, hereby certify, under our own : DOS-CE-ISE
responsibility, that the reagents belonging to Group 11 “ISE SOLUTIONS FOR ION-SELECTIVE ELECTRODES', such as ISE DILUENT 1SDI-0250 58237
Jisted hereto, conform to the essential requirements of appendices [ and IIT of European Directive 38/78/EC, relating o = = . 2020
in witro diagnasiic medical devices and to the pubfic health code. ISE DILUENT ENVOY ISDV-0830 DOS-CE-ISE ENVOY
— JHis dediaration Is based o thé contents of each DOS-CEO00 Technical Tie 31 is supported by the certiication RRENCESOLTON -CEA
T 6ilr quallly system according To the Sandand WF EN 150 13905 + 2075 [Certieation vald Uit J0y 277 20207 ISE REFERENCE SOLUTION 1 ISRS-0800 DOSCEASE
(See attached list).

SFESE-

[SE REFERENCE SOLUTION ENVQY | ISRS-0850 _

DOS-CE-ISE ENVOY |

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, dedlaramos bajo nuestra unica
responsabilidad que los reactivos pertenscientes al grupo 11 " ISE SOLUCTONES POR ELECTRODES SELECTIVOS DE
TONES", referenciados en la lista adjunts, son conformes con los requisitos esenciales de fos anexos Iy I de 12
Directiva Europes G8/76/CF sobre dispositivos médicos pars disgndstico in vitro y ef codigo de salud pablica.

Feta deciaracion se basa en & contenido de cada DOS-CE-X)XXX técnica y ests respaldado por la certificacian de
nuestra sistema de calidad segin 3 norma NF EN ISO 13485 : 2016 (Certificacion valida hasta el 27 de Julio 2020).

(Ver lista adjunta)

Sées, le 28 juillet 2017

Valérie GOURDON, Cécile GOUBAULT,
Responsabie des Affaires Réglementaires Directeur Général Délégué
Regulatory Affairs Manager

Managing Director
Responsable de fos Asuntos Reglementarios Dirgctora General

Sociate par actions simolifiée au capital de 1 219 592,14€ — SIREN : 318 365 228 — RCS ALENCON y Societé par actions simplifiss 2u capital de 1 219 592,146 — SIREN : 318 365 226 — RCS ALENCON
DCCE-GHE~ V1] -

gl



ELITech Clinical Systerns SAS

Zone industrielle

61500 Sées - France

Tél:+33(0)2 338121 00 Fax :+33(0)222 287751
www elitechgroup.cam

By
“ ELifechGroup

DECLARATION DE CONFORMITE CE

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

responsabifité que les dispositifs appartenant au groupe 12 «SOLUTIONS DE LAVAGE pour equipements ELITech Clinical

Systemns », référencés dans la liste ci-jointe, sont conformes aux exigences essentielies des annexes T et III de Ta

* es al; gences esse

Directive Européenne 98/79/CE relative aux dispositifs medicatix de diagnostic / vitro et au code de la santé publigue.

Cette déclaration est basée sur le contenu d de chaque dossier technique DOS-CE-XOXX et sappuie sur la

certification de notre systéme qualité sefon la norme NF EN 1SC 13485 : 2016 (Certification valable jusqu’au 27 juillet

(Vvair liste ci-jointe).

DECLARATION OF EC CONFORMITY

We, EiiTech Clinical Systems SAS, Zane Industrielle 61500 SEES France, hereby certfiy, under our own

responsibifity, that the devices belonging to Growp 12, "CLEANING SOLUTIONS for ElTech Clinical Systems
Equipments”, such as listed herefo, conform to the essential requirements of appendices I and {7 of European Directive
98/79/EC, relating fo in vitro diagriostic medical devices and to the public heaiti coge.

This declaration is hassd upon the content of each DOS-CE-000¢ technical file and is supported by Hie

certification of our guality system according to the standard WF EN 150 13485 : 2016 (Certification valid until July 2787,

ELITech Clinical Systems SAS

Zane indus
ZOnE inaus

61500 Sées =France————

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

www.elitechgroup .com .

N ELITechGroup

GROUPE 12 - SOLUTIONS DE LAVAGE pour les équipements ELITech Clinical Systems
GROUP 12 - CLEANING SOLUTIONS for ELITech Clinical Systems Equipments
GRUPO 12 —SOLUCIONES DE LIMPIEZA para los equipos ELITech Clinical Systems

NOM DU DOSSIER

Clinical Systems Analyzers

DESIGNATION DU REACTIF/ REFERENCES/ CE/ Code GMDN/
REAGENT DESIGNATION/ REFERENCIAS EC FILE RAME/ GMDN Code/
DESIGNACION DE REACTIVO NOMBRE DEL Codigo GMDN
ARCHIVO CE

WM“W MWWCMMVMM,.Mﬁ ELITech Clinical SLIC-5900 _

ystems Analy 59038 !
SYSTEM CLEANING SOLUTION for 7

NA- -CE-SOLV

ELITech Clinical Systems Analyzers SENA-S900 O s TS
SYSTEM SOLUTION for ELITech SLEv-5060 —

2020).

(See attached list)

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industrielie 61500 SEES france, declaramos bajo nuestra dnica
responsabilidad que los dispositivos pertenscientes al grupo 12 : " SOLUCIONES DE LIMPIEZA para los equipos ElITech
Clinical Systems”, referenciacios en i3 lista adjunta, son conformes con los requisitos esencisles de fos anexos Iy IIT de Iz
Directiva Europea 98/79/CE sobre dispositivos médicos para diagndstico in vitro y el cddigo de salud piiblica.

Esta dedlarscicn ests documentads por su contenide de cada DOS-CE-XX0X tecnicd y estd respaldado por fz
certificacidn de nuestro

DCCEGI2

de calicad segin la norma NF EN ISC 13485 : 2016 (Certificacion vdlidz hasta el 27 de ZONDERE |
Tulio 2020, FC AR N
(Ver fista adjunta) ur_.. } \..‘v,/,.,

Sées, le 28 luiliet 2017

Valérie GOURDON, N Cécile GOUBAULT,
Responsable des Affaires Réglementaires e i ¥ s rDirecteur Général Délégué
Regulatory Affairs Manager Managing Director
Responsable de los Asuntos Reglementarios Djrectora General
Foo
3 - 2 " 3
e = s
e
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150 9601 -NF EN ISO 13483

#

0o

7one Industrielle — 615{}0 SEES — France
Tl - +33 (0233 812100/ Fisi: + 33(0)23328 7751
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reagent applications fo

Reagents, other than

equipments, and we
equipmerits,

May 22™, 2012

Noi, subsem
Clinical Systems, avand
cé reagentil au fost test
existand si protocoate s
reagentii cat i echipan

Alii reagenti inafara de
Vital Scientific si noi nu
Scientific.

22 mai 2012
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Signed on behaif of th
Valérie GOURDON

Regulatory Affairs Manager
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B M [.‘r! CAL SYSTEMS
170 Wiess 1700 South
zan; PangRaed Yoo EC DECLARATION OF CONFORMITY

TAE IR O

wald v e echigroup.aom

Manufacturer's Name: ELITechGroup Inc.
Manufacturer’s Address: 370 West 1700 South

Logan, Utah 84321 USA
Eurapean Authorized Representative: ELITechGroup B.V.

Van Rensselaerweg 4

Spankeren, Gelderland, 6956 AV

i The Netherlands
Declares, under sole responsibility, that the following items,
Devices: lon Selective Electrodes
Description: Solid state ion selective electrodes
ttem Number | Product Name Description GMDN Code EDMA Code
3918-002 Reference Electrode Reference lon Selective Electrode 59241 11040401
3918-003 Carbon Dioxide {CO2) Electrode | Indicator lon Seleﬂ!;iue Electrode 60773 11040201
3918-004 Sodium (Na) Electrode indicator lon Seleclkiue Electrode 52896 11040107
3918-005 potassium (K) Electrode indicator lon Selective Electrode 52892 11040106
3918006 | Chloride (Cl) Electrote Indicator lon Selective Electrode | 52876 11040103
3918-007 Bypass Electrode Circult Bypass Elec_‘!tLrode N/A N/A
|

Conform to the applicable sections and the Essential Reguirements of the European Union Council Directive
concerning InVitro diagnostic medical devices, VDD 98/79/EC Annex | and Annex Ill. These products are nat in List
A, st B nor Self-Testing and as such meet the characteristics in the category of Other/General; In addition, thesa
jtems confarm to the European Uhlon Coundil Directive concerning RoHS 2, 2011/65/EC.

These lterns bear the IVD and CE lLarklngs. IE ‘: €
Manufactiirer's signature European Authorized Repy ntative'sSignature
Bryc ,c% { f Adriaan Intveld

; ; = /-uv""’ |

o v
’«,..-""""_'_

Da\Zl tgrdue Date Location
Diractor of Quality / Regylatory Affaics I F§ » -
r___\:%Mh% ? g AL A |S {‘ﬂgu,:{‘ O\t ) ca‘@,.\/\/ Sl U\%/gv

Flle DOC-01314B/doe; Form DOC-00920B.dotx pagelofl | © ELiTechGroup jnc
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a. Abbott

Certificate Identification:
Legal Manufacturer's Name:

Legal Manufacturer's Adércs

E

Declaration of (

SC-09H46

Conformity

Abbott Laborator
Diagnostics Divis

ics
ion

Abbott Park, IL 6

0064 USA

List Nambers
and Size Code
of Devices

GMDN Caode

Names anc

1 Deseription of Devices

Classification

(09H46-02 582306 CELL-DYN Emerald CLEANER Self-declared
09H47-02 61165 CELL-DYN Emerald CN-FREE LYSE Self-declared
09H48-02 58237 CELL-DYN Emerald DILUENT Self-deelared

Authorized European
Representative
{(Name and Adidress)

ABBOTT
Max-Planck-Ring-2

65205 Wiesbaden, Germany

Storage site of technieal
documentation
(Name and Address)

Abbott Laboratories
4551 Great America

Santa Clara, CA 9505

Parkway

'NI

Harmonized Standards

Listed in the Teuhn-ica] Documentation

We, L%he undersigned, hereby de
CE marking, conform with the
of (he Councit of 27 October 19
ile member states,

This deelaration is made in ac

clare that the in vitro dzanncsllic medical devices described
ipplicable provisions oftlm EC Directive 98/79/EC of the European Parliament and
98 on In Vitro Diagnostic Medical Devices as they are tra:rpmod into the laws of

Signature; Signatare:
Full Name: Barry Simpsen full Nam

Position: Site Quality Manager Position:

Date of Approval: O . Doe . 20 1.5

Date Issued: DEC 0 3 2015 Place lss

IRIS V6

Supersedes: July 6, 201

wh

Effective {Date or

Lot Num

CELL-DYN Emerald Reagents
December 2015

Date of Approval:
|

1e; Marcy laqua

above and bearing the

cordance with Annex 1T of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Director,

Regulatory Affairs

21 dEe 2008

ued: Abbotl Santa Clara

ber):

EJEC 0 3 2015

P :kﬁonlm mity

Q§§ -



a Abbott

Certificate Identification: |
Legal Manufacturer’s Name:

Legal Manufacturer’s Addre

SC-09H72

Declaration of Conformity

Abbott Laboratories
Diagnostics Division

553

Abbott Park, [L 60064 USA

List Numbers |

and Size Code GMDN Code Names and Description of Devices Classification
of Devices |
09H72-01 5586¢ CELL-DYN 22 Plus/Control, Full Pack Self-declared
09H72-02 5386 CELL-DYN 22 Plus/Control, Half Pack Self-declared

Authorized European
Representative
(Name and Address)

ABBOTT
Max-Planck-Ring-2
65205 Wiesbaden, Germany

Storage site of technical
documentation
(Name and Address)

Abbol( Laboratories|
455} Great America Parkway
Santa Clara, CA 95054

Streck

7002 S. 109(h Street
La Vista, NE 68128
USA

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby d
CE marking, conform with the
of the Council 0f 27 October |
the member states. 1

wclare that the in vitro diagnostic medical devices described above and bearing the
applicable provisions of'the EC Directive 98/79/EC of the European Parliament and
998 on in Vitro Diagnostic Medical Devices as they

are (ransposed into the lays of

This declaration is made in accordance with Annex 11 of the IVD Directive and is issucd under the sole

responsibilily of the manufag

tarer,

i
A

Signature: M, Signature:
Full Name: Kevin Righardson Pl Name:
Pasition: Manager] Supplier Quality Pasiliof:

Date of Approval:

APR

Date Issued:

// ¥ /"}"’/g;z -y /6 Date of Approval:
15 2016

Place Issued:

Supersedes: N/A

Lot Number):

CELL-DYN 22 Plus Conlrol
April 2016 i

Iy
! Effective (Date or

|
Zaman Khan

Associate Director, Regulatory Affairs

|
[l A go oo

Abbolt San‘ta Clara
APR 15 2010
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Declaration of Conformity

HL-7-0664DC DOl 2015/08 (|

—

s Council Directive 98/79/EC on the app

In Application of the
ating to In Vitro Diagn

the laws of the Member States rel
Devices & CE marking.

Declaration of conformance to applicable sections of Annex
Requirements and Annex |li (EC Declaration of Conformity
sections 2 to 5. The Hlelow listed products are not classified unde
A or B. Access to the appropriate technical files will be made
appropriate body in the event this is required.

helena

Binsciences Europa

roximation of *
ostic Medical -

| - Essential
) imposed by
r Annex Il Lists
available to the

Product Dejsc ription GMDN _
Code | Classification Code
5267L Thromboplastin L 55983

|, the undersigned de
Classification Code cot

M.J. Ste

.

Tel +44 (0)191 482 8440
Fax +44 (0)191 482 8442
info@helena-biosciences.c
www.helena-biosciences.c

Full Name:

Signed:

f &l

om

Helena Biosciences Europe S 3 L S

Queensway South, Team Valley Tfadiilg Estate’, &'&:@‘ 2
om Gateshead, Tyne and Wear, NE1 EE: ), _.h{%%:}" : 2; i
SRS ¢ G

.clare that the devices registered against the above GMDN
1forms to the said Directives.

phenson Title: Managing Director

Date: 06 Aug 2015

United Kingdom




Declaratioﬁ of Conformity

HL-7-0612DC DOI 2015/08 (5)

)8/79/EC on the app

In Application of th
to In Vitro Diagn

the laws of the Me
Devices & CE marki

8
ber States relatinz

:EnCouncil Directive
g.

rmance to applicable sections of Annex
\nnex Il (EC Declaration of Conform|ty‘
elow listed products are not classified unde

Declaration of confo
Requirements and £
sections 2to 5. The b
A or B. Access to th
appropriate body in the event this is required.

)

Product Description GMDN
Code
5556 Clauss Fibrinogen 50 55997

clare that the devices registered against the

|, the undersigned de
forms to the said Directives.

Classification Code cor

Full Name:  M.J. Stephenson

Signed: D 12
oo gl [ G s
Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax -+44 (0)191 482 8442
i,ufo@_:he!eml—biosgiences,g
www.helena-biosciences.ca

D

=i

United Kingdom

B |

Queensway South, Team Valle
Gateshead, Tyne and Wear, N 11—0 \ﬁ

Jiua v SoIcpe

roximation of *
stic Medical =

}

I - Esééntial
imposed by

r Annex Il Lists
e approprlate technical files will be made available to the

Classification Code

above GMDN

Title: Managing Director

2 “GDERE u,,'
n"""ﬂ“‘“‘f"‘.‘ ALY

‘:Ir{d in

W% e IDNGD N W
: m

xS ‘aa’ -




Declaratlon of Conformity

HL-7-0138DC DOI 2015/07 (7

In Application of th

the laws of the Me

-

Devices & CE marking.

Declaration of cohfo
Requirements and 4
sections 2to 5. The b

A or B. Access to th

appropriate body in th

%

Product Desctription
Code
5187 Routine Control A

I, ;thfe undersigned de
Classification Code con

M.J. Ste

Full Name:

Signed:

Tel +44 (0)191 482 8440
Fax 44 (0)191 482 8442

phenson

et 5

mfo@helena b|030|en<,es com

www.helena-biosciences.co

m

rmance to applicable sections of ‘Annex
\nnex 1l (EC Decla(atlon of Conformity) imposed by
elow listed products are not classifie
e approprlate technical files will be
e event this is required.

clare that the devices| registered aga
forms to the said Directives.

Titlet

Helena Biosciences

Queensway South,

Gateshead, Tyne and Wear, NE1

United Kingdom

Date: 28 Jul 2015

helena

Bioscientes Europe

Council Directive $8;’79IEC on the apprommatlon of -
mber States relating to In Vitro :

Diagnostic Medical

| - Essential

iundu Annex Il Lists

ade available to the

[

GMDN
Classification Code

30590

nst the above GMDN

Maqaglng Director

R'm &f‘*@*& \j

Team: Valley




Declaration of Conformity helena

HL-7-0135DC DOI 2015/07 (7)

In Application of the Council Directive 98/79/EC on the approximation of
the ‘laws of the Member States relating to In Vitro Diagnostic Medical.»--
Devices & CE marking. ' b {#¢

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and ﬁlhnnex 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 r]"wadej available to the
approptiate body in the event this is required.

Product Description GMDN 1,
Code Classification Code
5183 Routine Control SA 30590

|
‘ | \
|, the undersigned declare that the devices registered agajnst the above GMDN

Ciassification Code conforms to the said Directjves.

Full Name:  M.J. Stephenson Titler Managing Director

Sfc ned: g Date: 28 Jul 2015
. el /% |

,.--\'~\1\>:'J‘§ LiMrox
70 Pmmoq.““‘;{;{-\\_
, * Ny

| &
Tel +44 (0)191 482 8440 Helena Biosciences Europe /15 4 3 .{ffg\ ﬁ'. 7
Fax i+44 (0)191 482 8442 Queensway South, Team Vallpg f'adingflé ta g7
info@helena-biosciences.com Gateshead, Tyne and Wear, \%HQOSQ}’"}&

Gk \Cad

www helena-biosciences.com United Kingdom




Declaration

HL-7-0137DC DOI 2015/07 (7)

In Application of the

 of Conformity

helena

Bioscienges Europs

Council Directive 98/79/EC on the approximation. of | %

the laws of the Member States relating to In Vitro Diagnostic Medical .. .

Devices & CE marking. ;
Declaration of conformance to applicable sections of Annex | - Esée’ntial
Requirements and Annex |l (EC Declaration of Conformlty) imposed by

sections 2 to 5. The below listed products are not classified under Annex Il Lists

A or B. Access to th
appropriate body in th

e
e

Product

appropriate technical files will be made available to the
event this is required.

Description GMDN < i
Code Classification Code
5186 Routine Control N 30590

l, | thé undérsigned de

Full Name:  M.J. Ste

Signed:

Tel (+44 (0)191 482 8440
Fax +44 (0)191 482 8442
mfo@helena b|030|ences com
www.helena- biosciences.co

m

phenson

Ut d |

e clare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

7

Title: Managing Director

Date: 28 Jul 2015




Declaration of Conformity | helena

—_—

HL-7-0136DC DOI 2015/07 (6

In Application of the Council Directive )8/79/EC on the approximation: o
the laws of the Member States relating to In Vitro Diagnostic Medical "
Devices & CE marking. ' %

Declaration ¢f conformance to applicabi? sections of Annex | - Essential
Requirements and Annex |l (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.

i

Product Desctription GMDN .
Code Classification Code
5185 Calibration Plasma 55995

|, the undersigned declare that the deviceJ registered against the above GMDN ’
Classification Code conforms to the said Direjcﬁives. ' ;
|

Full Name:;  M.J. Stephenson i Title: Managing Director

o e

Tel +44 ((‘J)i191 482 8440
Fax +44 (0)191 482 8442
info@helena#biosciencés.com
www.helena:biosciences.com United Kingdom
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‘ 2 LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

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

Product Name Catalogue Number
Anti-Kell Monoclonal 760010

has been classified as List A (Directive 98/79/EC, Annex I1) 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 the Commission
Decision on Common Technical Specifications 2009/108/EC.

and is in conformity with the national standards transposiq‘g harmonised
|

standards:
|

BS EN ISO 13485:2012

BS EN 13612{2002

BS EN 1364112002

BS EN 1SO 14971:2012

BS EN ISO 15223-1:2016

BS EN ISO 18113-2:2011
S EN 1SO 23640:2015

The conformity assessment procedure performed was in accordance with
Annex IV of Directive 98/79/EC and was carried out by UL International (UK)
Ltd Wonersh House, The Guildway, Old Portsmouth Road, Guildford, Surrey
GU3 1LR, United Kingdom, Notified Body Number 0843.

The certificates issued by UL-UK Ltd to show compliance are numbers
354.170425 and 355.130523.

This declaration of conformity is issued jun;derthe sole responsibility of Lorne
Laboratories Ltd and is valid from 23 May 2017.

Eddy Velthujss .
Technical {

Lorne Laboratories Limited | Tel: +44 (0)|118 921 2264

Unit 1 Cutbush Park Industrial Estate | Fax:+44 (0{‘118 986 4518
panehill, Lower Harley | Email: info@lornetabs.com

Berkshire RG6 4UT United Kingdom www.lornélabs,com|

File Mo A12241; |, E 3 >
150 13435:2003; 180 B0 412008 Repistered off !(."F?' as above. fepistered in Engl anvil Mo, DABADTHT, VAT Ko, 800 3655 66




¢ LORNE

)" LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the foilowing 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/EF Annex Il)
and complies with the essential requirements and prowsmins of Directive
98/79/EC of the European Parliament and of the Council (‘also S| 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 I1SO 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 confarmity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole re pon3|b|I|ty of Lorne
Laboratories Ltd and is valid from 13 Apr|| 2016. 7

i

Eddy Velthuis
Technical Director
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Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
panehill, Lower Barley
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File No A12241;

LORNE

LABORATORIES

F CONFORMITY

EC DECLARATION Oi

Lorne Laboratories Ltd declares that the fo'flowing in vitro diagnostic reagent:
Product name C'atalogue number
CRP Latex kit 850100A
has been tlassified as non List A, non List /B (Directive 98/79/EC, Annex IUI)
and complies with the essential requirements and provisions of |rect|ve
98/79/EC of the European Parliament and of the Council (also :-I 2002
No.618 which transposes the requlrement$ of Directive 98!79!EC).
and is in conformity with the national standards transposing harmonised
standards; |
e BS|EN 980:2008
¢ BS|ENISO 13485:2012
e BSEN 13612:2002
e BS|EN 13640:2002
o BSEN 13641:2002
e BSENISO 14971:2012
e BSENISO 18113, parts 1&2
\
The confarmity assessment procedure performed was in 5 ccordance with
Annex Il pf Dlrectwe 98/79/EC. f : \

This declaration qf c
Laboratoriies Ltd anc

jﬁ;ﬁ;

Eddy Veli

Technica

Rkl

1S0 11485:2000; 1SO 900112008

huis
Director

il is valid from 13 April

B

onformity is issued under the sole responsibility of Lorne
2016.

DER
ﬁ\\\Nl RE L

/L/%\ M&“&L 2

o,

Lorne Laboratories Limitgd: - ¥ Tel: %4» ¥ Zﬁﬁfl
nit 1 Cutbush Park Industrial Est te Fax: 98 4‘61,&
Danehill, Lower Earlgl "% \‘@ foggilsrlm .bigom

erkshire RG6 4UT United Kingd :f;www.lornela@ _ 31}‘1,'
2055 6h

05y 1ot \*“ ‘ /|
Registered office as above, Riglstered ™ (dkl M L/l'br
"3!', \‘r
A W MD\ V=




File No &1224%;

Lorne Lab

has been
and comp
98/79/EC

No.618 which transp

and is in gonformity

standards;

¢« BS|EN 980:2008

e BS|EN ISO 13485:2012

e BSEN 13612:2002

e BSEN 13640:2002

» BSEN 13641:2002

e BSENISO 14971:2012

e BSENISO 18113, parts 1&2
The confa
Annex |l| pf Directive 98/79/EC.

This declaration of ¢
Laboratories Ltd anc

B

s ——

EC DECLARATION ogF CONFORMIT

) LORNE

LABORATORIES

Y

oratories L

td declares that the following in vitro diagno

Product name

C%atalogue number

ASO Latex kit

031100A |

classified
ies with tht
of the Eurg

Eddy Veltihuis

Technica

1SG 13485:2003; 1SO $001:2008

Director

vith the national standards transposir

as non List A, non List B (Directive 98(79/EC
e essential requ1remehts and provisions of [
pean Parliament and of the Council

oses the requirements of Directive 98

Lorne Laboratories Lirmited

Unit 1 Cutbush Park Industrial Estate
Danehill, Lower Earley

Berkshire RG& 4UT United Kingdom

also'S
/79/E.(

1g harr

stic reagent:

Annex fl)
Directive
51 2002

C).

nonised

mity assessment procedure performed was in accorcﬂance with

onformity is issued under the sole responsibility of Lorne
{ is valid from 13 April 2016.

1}8921@}@: ’-
{0?115;3@4%13% -
[arﬁelabs m?n ‘:_

to‘?'n‘e abs*com ~. e




Fie No Af2231;

1SG 13435:20013; 15O 204122008

Lorne Lahc

EC DE

 LORNE

LABORATORIES

Ty

CLARATION OF CONFORMITY

yratories Lt

P
AHG Elite (Green)

lowing in vitro diagno stic reagent:

d declares that the fol

roduct Name Cétalogue Number

|

has been ¢lassified as List B (Directive 981’]79!EC, Annex |I) and complies with
the essential requirements and provisions of Directive 98/79/EC of the
European [Parliament and of the Council (4Iso§8| 2002 No.618 which
transposes the requirements of Directive 98/79/EC).
and is in gonformity with the national stanc%ard‘s transposing harmonised
standards: |

o BSEN ISO 13485:2012

e BSEN 13612:2002

o BS EN 13641:2002

« BSENISO 14971:2012

« BSENISO 15223-1:2016

« BSEN ISO 18113-2:2011

e BSEN ISO 23640:2015

The conf
Annex |V
Ltd, Won
GU3 1LK

The cert
354.170:

This ded

Laboratories Ltd a

="

=

SAETATER O3

ormity ass
of Directi\
ersh Hous
2, United K

ficates iss
4125 and 3§

laration of

assment procedure performed

e, The Guildway, Old

was in accordance with

o 98/79/EC and was carried out by UL International (UK)
Portsmouth Road, Guildford, Surrey

ingdom, Notified Body Number 0843

ued by UL-UK Ltd to show com pliance are numbers
»5.130523.

conformity is issued under the sole responsibility of Lorne

nd is valid from 23 May 2017.

Eddy Véithu
Techrfical

(
(=

-'s-..-c-‘;‘.-:-(

Tel: +44 (0) 118 921 2264
Fax: +44 (0) 118 986 4518
Email: info@lornelabs.com
www.iomeuabﬁ.cpm

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
panehill, Lower Earley

Berkshire RG6 4UT United Kingdon

Registered office as abgve, Registered in Englarsd No DABABTET, VAT N%n ROV 3655 6




EG-KON

Name und Adres
Name and addre

Wir erkldren in alte1
dass die In-Vitro-D
We declare under
that the in-vitro-dia

' kapillare Blute

« Kapillarblute

« kapillare Pr¢
» Blutgaskay
« Hamatokri
« end-to-en
« kapillare P
« Blutgaskay
« H&matokri
» end-to-eng
» Mikro-Kap

der Klasse / of cl

den einschlagige

entspricht, Die Konformitatserkiarung gilt fir die durch die KA

meets the provisig

is valid forjthe bziches released

Kanformitétsbew
Conformity assis

Niimbrecht-Elsen

Konformitaetserklasrung_IVD_PG2B.dog

!

!‘i

FORMITA

e des Herste

iniger Veranty

pur sole respg
gnostica of prs

:ntnahmesy
shenbehéltn
fllaren (BK)
kapillaren (H
Kapillaren (
benbehaltn
illaren (BK)
kapillaren (H
Kapillaren (
llar-Pipetten

458
1 Bestimmun

ns of the dire

ertungsverfah
sment proced

oth, 26.07.20

s of the manufacturer*/distributor**:

lagnostika der

ntnahmesysteme

e

i

TSERKLARUNG * EC
KA
lers*/Handlers**: Jig
518

vortung® bzw. aufgrund deru
Praduktgruppe /
nsibllity* respectively accord|

oduct group

stem (GK)*
isse aus Kunststoff*

1K)

EK)

isse aus Glas**

1K)

EK)

mit Ringmarke (RM)

- An

gen der IVD-Richtlinie 98/

ctive 98/79/EC and its transp
by KABE LABORTECHNIK (

Ri

ren: a

ure:

8

Deutschiand / Germany

Other IVD-devices

DirI

i

LABORTECHNIK

s

> DECLARATION OF CONFORMITY

BE LABORTECHNIK GmbH
erhofstralie 17
88 Nitmbrecht-Elsenroth

hs vom Hersteller varliegenden Informationen™,

ng to the information of the manufacturer™

capillary blood collection systems
. capillary blood collection system (GK)*
« capillary sample containers made of plastic®
- blood gas capillaries|(BK)
« haematocrit capillarigs (HK)
« end-to-end capillaries (EK)
. capillary sample containers made of glass**
« blood gas capillaries (BK) '
« haematocrit capillaries (HK)
« end-to-end capillaries (EK)
« micro-capillary pipettes with ring mark (RM)

dere IVD-Produkte

ungen in naticﬁaia Gesetze
freigegebenen Chargeri.

7O/EG und deren Umsetz
BE LABORTECHNIK GmbH
ositions in national laws whi;ch apply to it. This declaration
SmbH.

htlinie 98/79/EG Anhang Ill
ective 98/79/EC Annex Il

KA ELABORTECHMK-G";;;\H
IW Jagerhofstrafie 17 & -/

1588 Numbrechl- Else;‘r

[
s
=
\..

And




Gestion

per il pn
Progettazione

C

Management of the ma
natural orifice an
of analysis.

Il presente ¢

I caso di discorn
In cases

Data di Prima Emissione
First Issue Date,

1998-07-23
Settore IAF 14 - 29

ITALCERT Sr.l. | Viale Sarca, 336 = 2012

CER

Sisten

Via

Reg

U

iz

> della fab
elievodic
» e fabbric

Cor
nufacturing ¢
i in surgical
Marketing of
lertificato.¢ sogge
This Certificat

danza tra le lingu
of discreponcy betwe

Data di Prime
First Issd

2

¢

[IFICATO

CERTIFICATE N° &
Si certifica

this is to certif)

1a di Gestion

Qualily Marnagem

messo in a
implemente

APTACA

Monte Biah‘co, 41T

nella Sede Op

Operative |

one Monforte, 30 -

& conforme al
it in compliance with

[ EN ISO 9001-201

per i seguenti
concerning the following

bricazione ed immissi
ampioni biologici in o
zione di dispositivi m

nmercializzazione di a
and placing on the market
field. Design and manufac
medical and diagnostic de

& ITALCERT

° 5055GQ

055GQ04

che il
v that

e per la Qu

it System

'to da
tl by

S.p.A.
20900 MONZA (MB)

erativa di
Uit

[ 14053 CANELLI (AT)

la norma
' the standard

5 (ISO 9001-2015)

Processi
linds of Pracesses

one in commercio di

04

ta

tamponi sterili

rifizi naturali e in amt
edico diagnostici per

ommerciamzzazione di dispositivi medici-e diagnostici

rticoli da laboratorio

vices in vitro. Marketing o

ito chirurgico.
laboratori di analisi.
‘in vitro.

of sterile tampons for sampling of biological specimens in
turing of diagnostic medical devices for laboratories

f laboratory articles.

tto al rispetto delle condizioni stabilite dai Regolamenti pei:r la certificazione in vigore applicabili,

b shall satisfy the requirentents established in the Rules for the ceqlificition’in force applicable.

4 lilizzate nella traduzione del conte
e the longuages used in the transiation of

L'AMMINISTRATO

Emissione [TALCERT
¢ Date ITALCERT

011-10-30

;

MANAGING D |REC,‘T_OR

ACCREDIA &

LENTE ITALAND I ACCRIDITAMENTD
{
SGQ HY 02.3"‘
Wembra dagil Accordi 8l Mutus Ricanosclmento EA, IAF 8 1LAC
Signatary of EA, JAF and ILAC Mutial Recognition Agreemets

| 4] | {
6 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | wwwiitalcertt | italcertsri@legalmall.it

E DELEGATO
QAAQ/UY-}

Dr. Ing. Roberto Cusolito
Data di Modifica

Mocfr'ﬁé

2019

~

riuto-del presente ceftifi;:gato.' fare riferimento alla lingua taliana
i confent of this certificate; please refer tix the Ralion langeage

o Date

11-06




>

o |
v ITALCERT

CERTIFICATO N° 505DM06

CERTIFICATE N® FGSDMOG

Si certifica che il
this is to cem'f,jz that

Sistema di Gestione per la Qua

Quality Management System

ita

. I
messo in atto da
implementerd by

APTACA S.p.A.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Qperative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

@& conforme alla norma
is in compliance with the standard

UNI CEl EN ISO 13485-2016 (ISO 13485-2016)

per i seguenti: Processi ‘
concerning the fo!lC)vv{/'ng"kinds of Processes |
Gestione della fabbricazione e immissione in commercio di tamponl sterili
per il prejevo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.

Commercializzazione di dispositivi medici e diagnostici in vitro.
Management of manufaciuring and placing on the market of sterile tampons for sampling|of biological specimens in natural
orifice and in surgical field. Design and manufacturing of diagnostic medical devices for analysis laboratories.
Marketing of medical and diggnostic devices. in vitro.

Il prasente Certificato @ soggetto al rispetto delle condizloni stabillite dai Regolamenti per la certificazione In vigore applicabill,

This Certificate shall satisfy the requirements estoblished ity the Rules for the r.'eaﬁﬁw:n:on i force applicable.

In caso di discoldanza tra le lingue utifizzate nella traduzione del contenuto del presente certificato, fare riferimento alla linqua italiana
In caed of discrepancy betwgen the languages used in the tralislaticn of the conent of this ceptificate, please refer 1o the talion fanguage

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

Dr. Ing: Roberto Cusolito

Data di Prima Emissione Data di Prima Ernissione ITALCERT : Data di Modifica
First lssue Date . First issue|Date ITALCERT Matdified Date

2007-10-30 /7 - 201-10-30 2019-11-06

ACCREDIA %

AT ALK B ACCRUEHTAMENTO L

5GQ N 0234
Merbro deg!l Accardl d) tutuo Ridonoscimenta BA, TAF @ ILAT
Stgnatory of EA; IAF and ILAC Hulual Recognition Agreements

[TALCERT Surl. | Viale Sarca, 336 - 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | wwwiitalcertlt | Italcertsri@legalmail.it




CERI
CER]

Sl CER
WE HEREBY (i

GR

Vi

a

NMEUS S.r.l. - Via Leonardo da Vin
MEUS S.r.l.

ROLL 8.R.L. - Via Leonardo [
KIMA S.R.L. - Via Leonardo
VACUTEST KIW)

VACUTEST KIMA S.r.l. via |

Progettazione e produzione dip
Eroduzione di provette per microprelig
Progettazione e produzione di kit di
terreni di coltura per microbiolo

IFICATE

“RTIFY THAT TH

UPPO

]
e

ICIM

i 426514
No. |

STENMA DI GESTIONE PER LA QUALITA DI
= QUALITY MANAGEMENT SYSTEM OPERATED BY

VACUTEST KIMA

Sede / Head Office

dell‘lndustria,1i£ - 35020 Arzergrande (PD) - ltalia

|
IFICATO

TIFICA CHE .8

CISQ is a member of
£

g

i

*H o
*

B S i
* %
W | -

W
ks

S Se—— e
‘g INTERNATIONAL CERTIFICATIGN NETWORK
www.lgnet-certification.com

IQNeat, the association of the world's first closs
rrification hodles, (5 the lergest pravidar of managament
Systam Cartification in the werld,

rONet is composed of more than 30 bodias and counts
over 150 subsidiarias alf aver the globe.

Unita Operative / Operative Units |
hi, 24B — 26 — 28 —Zona Industriale Tognana - 35028 Piove di Sacco (PD) - Italia
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Hafop pearenros An% onpeaeieHHs reMOrnofHHA B KPOBH

reMEMIOSHATHAHEANLIM METOLIM

«Temornotug-ATATY
{600 ctip. X 5 M1)

Cepus 117/970319 Jlara BEITYCKA 03.201¢  Coaex no 04.2021
KomruceTno 1abopoe B COPHE 50400

HanmeHoBalfie GOKAIATCISN XapagTepHCTHIRA H nopma o | Pesyabrave avaania

TY 9398-280-11498242-00

1. Buempuii sBEg

1.1 . TpanchopMupyion{ri pearcuT [Mopomox xce,r]rm-opal{::xcaam Cuecs fenbix 1
LBETE HITH cMerh Denbix 1 OPAHKEBEIX KPUCTAIIOH
opammam't KpHCTAILIOB
.2 ALCTOHLMAHTEIIET Eecuacrﬁa? npo3paqHan BecupeTHax mpo3paHan
AUAKOCTE HHJKOCTE
1.3 Kamm6ponoanLmi pheTeop TeMOrIooHaa TIpospaunas BHIKOCTE 0T [Ipospafizas KHAKOCT:
TEM ;m—xpaci{om HO TEMTIO- rEMHO-KPACHOTO LIBETA

KOPAIHEBOTO UBETE |

2. TexHEYECKHC XapPiKTePHCTHR
ﬂmﬁpampa

2.1 Teer Ha COQTHCTCTBHE

KOHTPOMBHOMY naﬂTpampﬂnmy PACTBOPY 2 CooTBercrryeT

remornobuna 120 1/ orknonenue » %, mef |

Gonee

2,2 Yyscreurennroet, 171, we Gonee L0 CooTaercTByeT

3, TTokazarenu npagpieHOCTH oNpefenendL '

3.1 Teer va "nunetinodre’’ B AHATATOHE

kommerrrpauni or 20 jiH 200 r/n oTiIOHEHNE B 2 CugraercreyeT

%, ne Gostee | | |

3.2 Tect wa "oTKpEITAY, Ol‘lCJIUECEI[e B %, He

Bonee 2 ConTBETCTBYET

3.3 KosqhuupenT sapiialtit pezyn LTATOB

onpeneacHus, %, Be Gijnee ‘ |2 CoaTBETCTBYET
2 CoqTReTCIRYET

11311311]'[8]’[5}{51)‘1 otIpei JICITHEX Om[.ﬁ IIpOﬁhI &
pazHEIME HatopaMu ozfoit cepiy, 6, ne fonee
3.5 Bpena BrIX0/A O {HeCkod [UIQTHOCTI 1a
yeToifuMBHC ToKA3aTe i mocne JobanacHut
lananusupyeMolt npobrimuy, He Gallee

3.4 onycTHMblH pas ﬁ:}c peayTETATOB TPH

20 COOTBETCTBYET

Jaxmovenrne OKK OO «Arar-Mey»:
Cepus 17/970319 cooppercrryet 1peboBAHMN TY 9398-280- 11498242 Q0

Hawarmax OKK 000 kATAT-MEJI» ranys B.B.
«4 »mapra 2019 1.

Konus gna 3nektporopek Conoeeang T.B, K gokyme
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