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DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, dédarons sous notre seule
responsabilité que les réactfs appartenant au groupe 1 «<METABOLITES DIVERS », référencés dans la liste ¢ ointe, sont
conformes aux exigences essenticlies des annexes I et I1I de la Directive Européenne 98/79/CE relative aux dispas
médicaux de diagnostic m vitro et au code de la santé publique.

Cette dédaration est basée sur le contenu de chague dossier technique DOS-CE-XXXX et s'appuie sur la
_nmno.;.nwnon‘mwmmnm_ﬂmncmx&mm“oim m_zﬁmzmowwawm“mowmﬁmm_..n,_mg.ﬁ_o:<mmm_o_mu.cmnc..mcN:cz_mﬁ

DECLARATION OF EC CONFORMITY

We, EllTech Clinical Systems SAS, Zone Industriefle 61500 SEES France, hereby certify, under our own
responstbility, that the reagents belonging to Group 1 "MISCELLANEOUS METABOLITES”, such as listed hereto, conform
to the essential requirements of sppendices [ and IIT of Furopean Directive 98/79/EC, refating to in vitro diagnostic
medical devices and to the public featth 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 accarding to the standard NE EN ISO 13485 : 2016 (Certification vafid untit July 27 , 2020).
(See attached Fst).

DECLARACION CE DE CONFORMIDAD

Nesotros, ElTTech Cinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra Unica
responsabilidsd que los reactivos pertenedientes af grupo 1 "METABOLICOS VARIOS . referenciados en 13 lista adfunta,
son canformes con fos requisitas esencisles de los anexos Iy IIT de iz Direciiva Europes O8/79/CE sobre dispasitivos
médicos para diagndstica in vitra y el codigo de salud peiblica.

Esta dedlaracion se basa en el contenido de cada DOS-CE-XXXX técnica y estd respaldado por 13 certificacion de

nuestro sistema de calidad segdn la norma NF EN ISO 13485 : 2016 (Certificacion vélida hasta ef 27 de Juiio 2020).
(Ver lista adjuntz)

Sées, le 28 Juillet 2017

Valérie GOURDON,

Cécile GOUBAULT,
Responsabie des Affaires Régiementaires
Regulatory Affairs Manager
Responsable de fos Astatos Realementari
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Tél 1 +33 (0)2 33 81 21 00 Fax: +33 (0)2 22 28 77 51
www elitechgroup.com

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

DESIGNATION DU REACTIF/ REFERENCES/ MMW%M wmuwwwmm CE/ Code GMDN;
REAGENT DESIGNATION/ REFERENCIAS RO e cHIve | GMDN Code/
DESIGNACION DE REACTIVO o Codigo GMDN
ALBUMIN ALBU-0600/0700,0250

DOS-CE-ALBU 53597
ALBUMIN ENVOY ALBU-0850
BILIRUBIN DIRECT 4+1 BIDI-0600/0250 53233
BILIRUBIN TOTAL 4+1 BITO-0600/0250 DOS-CE-BILI 4/1 53229

BILIRUBIN TOTAL & DIRECT 4+1 BITD-0600 53229/53233
CREATININE ENVOY CRSL-0850 DOS-CE-CRSL 53250
CREATININE JAFFE CRCO-0600/0700 DOS-CE-CRCO 53251
CREATININE 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
GLUCQSE HK SL GHSL-0600,/0250 DOS-CB-GHSL
GLUCOSE PAP GLUP-0700 DOS-CE-GLUP S50
cucose s e R T
HEMOGLOBIN HEMO-0400 DOS-CE-HEMO 32430
IRON TIEC FECA 0050 DOS-CE-TIBC 53904
LACTATE LACT-0100 DOS-CE-LACT 53342
MICROPRQTEIN PLUS PRTU-0600/0250 DOS-CE-PRTU 53481
PHOSPHORUS PHOS-0600/0230
RGSPHORUS ENVOY FHOS-0850 DOS CE-PROS o923
TOTAL BILRUBIN ENVOY BITV-0850 DGS-CE-BILL 53229
TGTAL PROTEIN PRIB-0600 DOS-CE-PRTB
TOTAL PROTEIN ENVOY | proB-085D 53085
DOS-CE-PROB
TOTAL PROTEIN PLUS PROB-0600/0700/0250
UREA ENVOY URSL-0850 DOS CE-URSL
UREA UV URUV-0400 DOS-CE-URUY 53587
UREA UV SL Qa0 TS0 Ibas o DOS-CE-URSL
URIC ACID i ACUR-0200/0400 DOS-CE-ACUR
URIC ACID ENVOY AUVD-0850 DOS-CE-AUVD =
UM 0400 /0500 105007 5258
Os2t 0307167070350 POS OB AUNL
URIC ACID SL AUSL-0250 DOS-CE-AUSL
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DECLARATION DE CONFORMITE CE

Mous, ELITech Clinical Systems SAS, zome industriefle 61500 SEES France, déclarons sous notre seule
responsabifité que les réactifs appartenant au groupe 5 «CONTROLES/ CALIBRANTS/ STANDARDS », références dans la
liste C-jointe, sont conformes aux exigences essentielles des annexes I et 11T de la Directive Européenne 98/79/CE
refative aux dispositifs médicaux de diagnostic in witro et au code de |z sante publique.

Cette déclaration est basée sur le contenu de chaque dossier technique DOS-CE-XOX( et sappuie sur la
certification de notre systéme qualité selon Iz norme NF EN ISO 13485 : 2016 {Certification valable Jusqu'au 27 juillst
2020).

(Voir liste ci-jointe).

DECLARATION OF EC CONFORMITY

We, EllTech Clinical Systems SAS, Zone Industrielfe 61500 SEES France, hereby certify, under cur own
responsibility, that the reagents belenging to Group 5, "CONTROLS/ CALIBRATORS/ STANDARDS ™, such as listed hereto,
conform to the essential requirements of appendices T and IT of Eurgpean Directive 98/7%/EC, relating to in witro
diagnosiic medical devices and o the public health code.

This dedlaration is based on the contents of each DOS-CE-XXXX technical fle and is supported by the certification
OF our quaity system according to the standard NF EN 10 13485 : 2016 (Certification valid sntil July 27 | 2020),
(See attached ist).

3 - . -
DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra dnica
respansabiided que los reactivos pertenecientes &l grupe 5 "CONTROLES/ CALIBRADORES/ ESTANDARES"
referencadas en 1s lista adjumia, son conformes con los requisitos esenciales de los anexas T y [T de {3 Directiva
Europea 88/78/CF sobre dispositivos médicos para diagnostico in vitro y ef codigo de saiud poblica.

Esta declzracion se basa en ef contenido de cada DOS-CE-XXXX técnica y estd respaidado por a certificacion de
nuestro sistema de cafidad segin 2 narma NF EN IS0 13485 : 2016 (Certificatidn vilids hasta ef 27 de Julin 2020),

(Ver listz adiumta)

—-Sées;fe- 28 Juittet 2017

Valérie GOURDON,
Responsable des Affaires Réglementaires

Cécile GOUBAULT,
Directeur Général Délégué

Reguiatory Aifaits Manager Managing Director
Responsable de los Asuntos Reglementarios b\wmﬂm\\w General
S - e - T
e € e ;
\ %\\. bt
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ELITech Clinical Systems SAS
Zone industrielle
61500 Sées - France

Tel: +33 (0)2 33 8121 00 Fax : +33 (0)2 22 28 77 51

www elitechgroup com

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

N ELiTechGroup

NOM DU DOSSIER

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

CHOLESTEROL HDL 2G CALIBRATOR | HDLL-0011/0041 DOS-CE-HDLL-CAL 44696
CHOLESTEROL LDL 2G CALIBRATOR | LDLL-0011/0041 DOS-CE-LDLL-CAL 41728
CHOLESTEROL Standard 200 mg/dL | CHOL-0055 DOS-CE-CHOL200 44698
CK-MB CONTROL CKMB-0900 DOS-CE-CKMB-CT 44693
CREATININE Standard 2 mg/dL CREN-0055 DOS-CE-CREN2 44700
ELICAL 2 CALI-0550 DOS-CE-CALI2 47868
ELITROL I CONT-0060 DOS-CE-ELIT 1 —
ELITROL I1 CONT-0160 DOS-CE-ELIT 1I
GLUCOSE Standard 100 mg/dL GLUP-0055 DOS-CE-GLUP100 41818
ISE CONTROL 1 ISCT-0046

| DOS-CE-ISCT 47860
ISE CONTROL 1f ISCT-0047 .
MICROPROTEIN PLUS -

L] ! S-CE- U100 3

Standard 100 me/dL PRTU-0022 DOS-CE-PRTU100 53482
TRIGLYCERIDES Standard 200 mg/dL | TRIG-0055 DOS-CE-TRIG200 44702
UREA Standard 50 mg/dL URUV-0055 DOS-CE-URUVS0 53588
URIC ACID Standard 6 mefdl— —— ACUR-0055 | DOS=CE-ACURG ~—— | 43704 —

DCCE-G5 123 - jui

Sociéte par aclions simplifiée au capital de 1 219 592,14€ ~ SIREN : 318 365 228 ~ RGS ALENCCN
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EC CERTIFICATE

. Lorne Laboratories Ltd
Lorne Laboratories Ltd Unit 1 Cutbush Park Industrial Estate,
Unit 1 Cutbush Park Industrial Estate,

Danehill, Lower Earley, Berkshire RG6 4UT, UK
Danehill, Lower Earley, Berkshire RG6 4UT, UK

EC Certificate - Full Quality Assurance

Attachment 1 of 1

m .—.. > — 0 :. _ﬁ. .—.. : The products detailed below are covered under the scope of this certificate
<m em U U—.°<m ertricate Device Description Model Classification
————-Annex-IV,-(excluding-sections-4 and 6)-of Council-Directive 98/79/EC-on-In-Vitro—— == = P ——
= = ~Diagnostic Madical Devices e Anti-A Monoclonal §00005/500010/600000
Anti-B Monoclonal 610005/610010/610000
Scope of Certificate: Anti-A,B Monocional 620005/620010/620000 Annex Il List A
The design and manufacture of in vitro diagnostic reagents for Anti-C Monoclonal 690005 Annex H List A
identification of blood groups Anti-E Monoclonal 691005 Annex l List A
3 . 3 : Anti-c Monoclonal 692005 Annex Il List A
Device Classification: i e
Annex II, List A and B .“ Anti-e Monaoclonal 693005 Annex Il List A
: AR Tl TEO00STE00TD ARAERITLIETA
Device Descriptions: Anti-D Clone 2 Monaclonal 710010/710000 Annex Il List A
Please refer to Attachment 1 : Anti-D Clone 1 Monoclonal 730010/730000 Annex |l List A
= Anti-D Duoclone Monoclonal 740010/740000 Annexfi-ListA
Model: : Anti-Jka Polyclonal 323002/323000 Annex || List B
Please refer to Attachment 1 = Anti-Jkb Polyclonal 324002/324000 Annex Il List B
Anti-Fyb Polyclonal 317002/317000 Annex il List B
AHG Elite Clear 415010/415100/415000
AHG Elite Green 435010/435100/435000
Anti-Fya Monoclonal 774000/774002
Anti-C+D+E Monoclonal 700005/700010/700000
Anti-Human IgG Clear 401010/401000
i = Anti-Human 1gG Green 402010/402000
File Number A12241 Cycle Start Date 23 May 2017 Monoclonal Rh Control 640010 Annex i
“Godificaie.Noe— 354170425 Efiee Date:— 23 Moy 2017 Gis ~Manacional O Negative Contral 650010 ~ AnnexITListA
Expiry Date 22 May 2022
Authorised by File Number A12241 Cycle Start Date 23 May 2017
Certificate No.  354.170425 Effective Date 23 May 2017
= \ Expiry Date 22 May 2022
Autherised by

B. Rodgers . %
Certification Manager :
For and on Behalf of UL Intemational (UK) Ltd

We hereby declare that an examination of the full quality assurance system has been catried out per report 11640248 B. Rodgers

, following the requirements of the national legistation to which the undersigned is subject, transposing Annex IV i Certification Manager

(with the exemption of sections 4 and 6) of Council Directive 98/79/EC on In Vitro Diagnostic Medical Devices, We B For and on Behalf of UL International (UK) Lid
certify that the full quality assurance system conforms with the relevant provisions of the aforementioned directive

and is subject to periodic surveillance as required by 98/79/EC, Annex IV, Section 5. For Annex II, List A devices

where they are covered by this certificate, an EC Design Examination certificate according to 98/79/EC, Annex IV, E zo.—..m.—"_ QQ WOB_

Section 4 is required. This certificate is issued with 1 attachment listing model numbets. B <

Notified Body UL International (UK) Limited . c mh.w o0 A 55 L A 005 0 ULInternational (UK) Limited

Wonersh House, The Guildway, Old Portsmouth Road, i ) Wonersh House, The Guildway, Old Portsmouth Road,

o mhw Guildford, Surrey, GU3 1LR, United Kingdom e Guildford, Surrey, GU3 1LR, United Kingdom
WDD A4 $3 £Q 00-NB+0051 Issue: 60 3




CISQ is a member of

1Quat I composed of mace than 10 badies
aver 150 subsidiaries aif over the glabe.

).|11|~|_.I.\J T AL

CERTITRGA T TN

CERTIFICATE N.  9190.CRC3

S1 CERTIFICA CHE IL SISTEMA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY SYSTEM OPERATED BY

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

UNITA' OPERATIVE / OPERATIVE UNITS

VIA SECONDO CASADE! 14 Z.I, VILLA SELVA - 47122 FORL!' (FC)

/IL )
E' CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

ISO 9001:2015

PER LE SEGUENTI ATTIMITA' / FOR THE FOLLOWING ACTIVITIES

T
|

R R R

THE __x_._.mw_x_)._._OZ}_. Omm._.__n_m.u}._._OZ NETW ﬁo_u__A

CERTIFICATE

CISQ/IMQ has issued an IQNet recognized certificate that the organization:

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

has implemented and maintains a

ione e stampa di carle speciali e diagrammate per registraziane ad uso industriale, ferroviario, medicale
e biglielteria anche conto terzi. Produzione e stampa di etichette e biglielfi anche a lettura/scrittura in radio
frequenza (RFID). ws__._nuo e ancn_o:m di creme, gel mﬁm:_m enon mHm:_m per applicazioni m_mEOQ_mo:om:n:m e

T N i g PP 1.

Tastuoni, aicne CONG &

A anrnna
orelc di acCess:

applicazioni elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Sviluppo e produzione di elettrodi
per ECG. Gestione della produzione ma immissione in commercio di eletirodi per ECG. Immissione in

_n_mq video starfip. w.rm_uatnn &d mnnmmmc:
Manufacture and ptint of special recording chart papers for i A qu.nm\ uss and tic
behalf of third parties. Manufacture and print of labels and tickets also radio frequency reading/wrifing (RFID),
Development and manufacture of creams, gels sterile and not sterile for efectromedical and uftrasound
procedures aiso on behalf of third parties. Trade and pfacing on the market of accessories for electromedical
and ultrasound diagnostic devices and for elecfromedical equipment. Development and manufacture of
electrods for ECG. Production management and placing on the market of electrods for ECG. Placing an the
markef of electrosurgical plates and defibrillation pads. Trade of videoprinters, photographic papers for

videoprinters, printers and refated consumable and accessories

Ultesior fnfc i :c_._m_dm:__ I'applicabiita del requisiti 1SO 9001:2015 possono essere otlenufe consullande 'organizzazicne
Further clarificati g the applicability of 1ISO 9001:2015 requirements may be oblained by consulting the organization

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEL SISTEM) DI GESTIONE
THE UISE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE

REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2018-09-14 2020-10-07

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Managemenl Systems Dlvislon - Flavio Ormago

Data di scadenza del precedente ciclo di cerlificazione: 2017-10-07
Data dj concluslone dell'audit df ova; 2017-10-11
Data gelta declsiona di rinneva: 2017-10-13

ACCREDIA ', [ R RERT
SGRQN0D3 A s
e it s 5 5

Siuskery ol 3, 1w RAE =] Orgarisme dj Carlificarione Faderat LIS

wwwimg.it

Quality Management System

for the following scope:

Manufacture and print of special recording chart papers for industrial, railway, medical use and
ticketing also on behalf of third parties. Manufacture and print of labels and tickets also radio
frequency reading/writing {(RFID), Development and manufacture of creams, gels sterile and not
sterile for electromedical and ultrasound procedures also on behalf of third parties. Trade and

placing on the market of accesscories for electromedical and ultrasound diagnostic devices and for
electromedical equipment. Development and manufacture of electrods for ECG. Production
management and placing on the market of electrods for ECG. Placing on the market of
electrosurgical plates and defibrillation pads. Trade of videoprinters, photographic papers for

_videoprinters, ._2..533 and related c ble and a ies
Further clarif dding the af ity of IS0 90012015 negui may he abtnined by lting the

which fulfills the requirements of the following standard:

NN, 1TE
UV L. c.hc

This attestation is directly linked to the IQNet Partner’s original certificate
and shall not be used as a stand-alone document

Registration Number: 1T - 112265

Alex Stoichitoin
President of IONET

Ing. Claudio Provetti
President of CISQO

IQNet Partners*:
AENOR .m,hn.,x AFNOR Certification France APCER Portugal CCC Cyprus CISQ Jtaly

CQC China CQM Ching CQS Czech Repubiic Cro Cent Creatia DQS Holding SmbH Germrary FCAY Brazil
FONDONORMA ¥ {a ICONTEC Cofombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica

TRAM drgentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Nowway NSAL lrefand

NYCE-SIGE Mévico PCBC Poland Quality Austria dustria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzeriand SRAC Romarnia TEST St Petersburg Russia TSE Turkey YUQS Serbia

IQNet is represcuted in the USA by: AFNOR Certificafion, CISQ, DQS Holding GrbH and NSAT Inc.

* The list of TQNet partners is valid at the time of issuc of this certificate. Updated information is available under w net-cortification.com

m_
|
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AHH: 3204007127 OTPH: 1023202138332 e g

~ «MunuMen» tpeGopanmam TOCT ISO 13485-2017 (ISO 13485:2016) «Hbuesun MeAwuMHCKYe, Cuc'renm-'::"

-Haﬁopon pearen‘mn st m-v:tru ,zmaruocmm:

i b {l - d/&.’ =

PyKOBOAHTEIE OPrara - Nl B e :

10 cepTHduKanHU: ; = B. H. lforonun
I g {(nomunes) e it e

OEIERAL LHOE ATEHTCTBO
11o: TEP(]II'ILH:CKOMY PEI‘VJIH]POEAH HIO M MhlPOJIOI HH_
«EAC‘ AUDIT» :
'PEFHCTP/‘JII/IOHHBIH HOMJ«I‘ POC(, RU 32028 O4EAC'I -
" OPTAH IO CEPTHOUKALIN 000 «[OPTEC -
PEIH dTPA LIMOHHBII HOMEF POCC RU 32028 = i
VIHH 7717616798 OTPH 1087746489060~
'}Opn, w;em\mx artpm 109028 Pou}tx T Mou(B

',(mpmmﬂexmﬂt anpec mma) 1
T |

.(Q,akmuecxuﬁ a)|ec Jmus)

-
HALTOHIHHH CEPTI/IG)HI(AT YI],OCTOBEPH}LT COOTBETLTBH]* ‘

CHCTEMBI Meue}uxmema KQ%CC[‘Ba W3NesIHii Mf'llﬂl.[l!l‘lﬁhllx 051[18(!']‘88 C 01p.1um'iemlon (i’fBeTC]HEHHD‘ [blO

Meuenmmwa KAYECTBA. Cmtemme Tpeﬁonmmu s m:maii perymiponauna» npuneuammo K l'!pnnanonc‘rno.'

},[Ma pcmeurpanm[ 19-03-2019

Cpox nedcrnns ao; ‘[ 18-03-2022
|
I

%{’M@M 4// E. JI. Kyp6atosa

(noﬂ MICH)

HACTOSLIMIA CEPTUOUKAT DEASBIBAET ORFAHHIALMIO M0/ AEPKUBATE COCTORHUE BHMONHAEMBIX PAEOT B COBTBETCTRUM C-

BHULEYKAIAHHBIMUY CYAHAAPTAMM, 4TO BYAET HAXOZWTBCA IO KOHTPO/IEM ORTAHA 10 CEPTUOUKAUMA CHCTEMI
[ICEPOBO/IEHON BEPTH@HKMLMM "EAC AUDIT"H ﬂOL\TPEP)_KﬂATbCH;ﬂPH fIPOXOXIEHWK EXXEr0AHOT0 WHCTIEKLIMBHHOT O KOHTPOSL
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