G M E D CERTIFICAT

GROUPE LNE CERTIFICATE OF REGISTRATION
N° 10462 rev. 8

GMED certifie que le systéme de management de la qualité développé par

GMED certifies that the quality management system developed by

ELITECH CLINICAL SYSTEMS SAS

Zone Industrielle Digitally signed by Ceaicovschi Tudor
Date: 2026.03.24 09:26:06 EET

6 1500 S E ES F RA N C E Reason: MoldSign Signature

Location: Moldova
MOLDOVA EUROPEANA ‘

pour les activités
for the activities
Conception, production, contréle et commercialisation de produits de chimie cliniques

pour le diagnhostic in vitro. Validation de la combinaison réactifs et automates.
Distribution d'automates et de produits de chimie cliniques pour le diagnostic in vitro.

Design, production, control and sales of clinical chemistry products intended to be used
for in vitro diagnostics. Validation of the combination reagents and analyzers.
Distribution of clinical chemistry analyzers and products for in vitro diagnostics.

réalisées sur le(s) site(s) de
performed on the location(s) of

ELITech Clinical Systems SAS
Zone industrielle - 61500 SEES - FRA

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

NF EN ISO 13485 : 2016

Début de validité / Effective date : July 25th, 2023 (included)
Valable jusqu'au / Expiry date :  July 27th, 2026 (included)
Etabli le /lIssued on: July 25th, 2023
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Current issue date: 22 June 2024 Original approval(s):
" Expiry date: 21 June 2027 1ISO 13485 - 9 June 2019
Certificate identity number: 10598757

Certificate of Approval

This is to certify that the Management System of:

VitalScientific B.V.

also trading as: ELITechGroup

Van Rensselaerweg 4, 6956 AV Spankeren, The Netherlands

has been approved by LRQA to the following standards:

ISO 13485:2016
Approval number(s): ISO 13485 — 00020722

This certificate is valid only in association with the certificate schedule bearing the same number on which the locations applicable to
this approval are listed.

The scope of this approval is applicable to:
Design, development and manufacturing of clinical chemistry analyzers and contract manufacturing of ion-selective electrodes (ISE)
and erythrocyte sedimentation rate (ESR) analyzers.

Paul Graaf

Area Operations Manager, Europe

Issued by: LRQA Limited "l‘{s’f,‘s%%%*

0001

LRQA Group Limited, its affiliates and subsidiaries and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 'LRQA". LRQA
assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever
provided, unless that person has signed a contract with the relevant LRQA entity for the provision of this information or advice and in that case any responsibility or liability is
exclusively on the terms and conditions set out in that contract.

Issued by: LRQA Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom
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I RQ \ Certificate identity number: 10598757

Certificate Schedule

Location Activities

VitalScientific B.V. ISO 13485:2016
also trading as: ELITechGroup Design, development and manufacturing of clinical

chemistry analyzers and contract manufacturing of
Van Rensselaerweg 4, 6956 AV Spankeren, The Netherlands ion-selective electrodes (ISE) and erythrocyte

sedimentation rate (ESR) analyzers.

VitalScientific B.V. ISO 13485:2016
also trading as: ELITechGroup Design, development and manufacturing of clinical

- chemistry analyzers and contract manufacturing of
Kanaaldijk 90, 6956 AX Spankeren, The Netherlands ion-selective electrodes (ISE) and erythrocyte

sedimentation rate (ESR) analyzers.

MANAGEMENT
SYSTEMS

0001

LRQA Group Limited, its affiliates and subsidiaries and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 'LRQA". LRQA
assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever
provided, unless that person has signed a contract with the relevant LRQA entity for the provision of this information or advice and in that case any responsibility or liability is
exclusively on the terms and conditions set out in that contract.
Issued by: LRQA Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom
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ELITech Clinical Systems e
Zone industrielle ;
61500 Sées - France

Tel: +33 (0)2 338121 00 Fax : +33 (0)2 22 28 77 51
www.elitechgroup.com

EMPOWI:R!NG VD

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité
que les réactifs référencés dans la liste ci-jointe (2 pages), sont conformes aux exigences essentielles des annexes I et III de
la Directive Européenne 98/79/CE relative aux dlSpOSltIfS médicaux de diagnostic /n vitro et au code de la santé publique.

Ces dlSpOSItIfS sont classés dans la catégorie « autre dispositif » puisqu'ils n'appartiennent ni a la liste A et liste B de
I'annexe II et ni a |a classe des autotests.

Cette déclaration est basée sur le contenu de chaque dossier technlque et s'appuie sur la certification de notre systeme
qualité selon la norme NF EN ISO 13485 : 2016 (Certification valable jusqu'au 27 juillet 2023).

DECLARATION OF EC CONFORMITY

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility,
that the reagents such as listed attached (2 pages) , conform to the essential requirements of appendices I and III of European
Directive 98/79/EC, relating to in vitro diagnostic medical devices and to the public health code.

These devices are classified in the "other device” category since they do not belong neither to list A or list B of annex
IT nor to self-testing class.

This declaration is based on the contents of each technical file and is supported by the certification of our quality
system according to the standard NF EN ISO 13485 : 2016 (Certification valid until July 27" , 2023),

DECLARACION CE DE CONFORMIDAD

Nosotros, ElfTech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra unica
responsabilidad que los reactivos referenciados en la lista adjunta (2 pdginas), son conformes con los requisitos esenciales de
los anexos I y III de la Directiva Europea 98/79/CE sobre dispositivos médicos para diagndstico in vitro y el codigo de salud
publica.

Estos dispositivos se clasifican en la categoria "otro dispositivo®, va que no pertenecen a fa lista A ni 3 Ia lista B de/
anexo I, tampoco a la clase de autodiagndstico.

Esta declaracion se basa en el contenido de cada expediente técnico y estd respaldado por la certificacion de nuestro
sistema de calidad segtin la norma NF EN ISO 13485 : 2016 (Certificacion vélida hasta el 27 de Julio 2023).

Sées, le 12 Mai 2021

ELITech Clinical Systems SAS

Valérie LAMBERT, Zone Industrielle

Responsable des Affaires Réglementaires 61500 SEES - France .
Regulatory Affairs Manager Tél, :+33(0)2 33 81 21 00 - Fax : +33(0)2 33 28 77 51
Responsable de los Asuntos Reglementarios SIRET 313 365 228 00036

( t:lﬁux)’t\u f\

Société par actions simplifiée au capital de 1.688.392,33 € — SIREN : 318 365 228 — RCS ALENCON
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TRIGLYCERIDES MONO SL NEW

TGML-0427/0425/0515/0700/0517/0707/0457

TRIGLYCERIDES SL

TGML-0250/0455

IREACTIFS - REAGENTS - REACTIVOS |REFERENCES - REFERENCES - REFERENCIAS Code GMDN
Metabolites divers / Miscellaneous metabolites
ALBUMIN ALBU-0600/0700/0250/MB30 53597
ALBUMIN ENVOY ALBU-0850
BILIRUBIN DIRECT 4+1 BIDI-0600/0250 53233
BILIRUBIN TOTAL 4+1 BITO-0600/0250 53229
BILIRUBIN TOTAL & DIRECT 4+1 BITD-0600 53229/53233
CREATININE ENVOY CRSL-0850 53250
CREATININE JAFFE CRCO-0600/0700 53251
CREATININE PAP CRSL-M480 53250
CREATININE PAP SL CRSL-0630/0250
DIRECT BILIRUBIN BIDI-M430 53233
DIRECT BILIRUBIN ENVOY BIDV-0850 53233
GLUCOSE ENVOY GPSL-0850
GLUCOSE HK GHSL-M450
GLUCOSE HK SL GHSL-0600/0250 53301
GLUCOSE PAP GPSL-M630
GLUCOSE PAP SL GPSL-0507/0500/0707/0700/0250/0455/0497
LACTATE LACT-0100 53342
MICROPROTEIN PLUS PRTU-0600/0250 53481
PHOSPHORUS PHOS-0600/0230/M430 50123
PHOSPHORUS ENVOY PHOS-0850
TOTAL BILIRUBIN BITO-M430 53229
TOTAL BILIRUBIN ENVOY BITV-0850 53229
TOTAL PROTEIN PROB-M830
TOTAL PROTEIN ENVOY PROB-0850 53985
TOTAL PROTEIN PLUS PROB-0600/0700/0250
UREA URSL-MB30
UREA ENVOY URSL-0850 53587
UREA UV SL URSL-0427/0420/0500/0507/0250/0455
URIC ACID AUML-M830
URIC ACID ENVOY AUVD-0850 53583
URIC ACID MONO SL AUML-0487/0427/0420/0500/0507/0707/0250
URIC ACID SL AUSL-0250
URINE PROTEIN PRTU-M230 53481
Enzymes / Enzymes
ALP (DEA) SL PASL-0400/0420/0230
ALP ENVOY PIVD-0850 52928
ALP IFCC ALPI-0230
ALT ENVOY ALSL-0850
ALT/GPT ALSL-M430 52023
ALT/GPT 4+1 SL ALSL-0410/0430/0510/0250/0455
AMYLASE AMSL-M430
AMYLASE ENVOY AMSL-0850 52940
AMYLASE SL AMSL-0390/0400/0230
AST/GOT ASSL-M490
AST ENVOY ASVD-0850 52954
AST/GOT 4+1 SL ASSL-0410/0430/0510/0250/0455
CHOLINESTERASE CHES-0053 52971
CK ENVOY CKSL-0850 53003
CK-MB ENVOY CMSL-0850 52994
CK-MB SL / CKMB CMSL-0410/0430/0230
CK NAC CKSL-M230 53003
CK NAC SL CKSL-0410/0430/0230
GAMMA-GT GISL-M230
GAMMA-GT PLUS SL GISL-0400/0420/0250 53027
GGT ENVOY GISL-0850
LDH ENVOY LLSL-0850
LDH IFCC LLSL-M230 53072
LDH-L SL LLSL-0400/0420/0230
LIPASE LPSL-0250
LIPASE ENVOY LPSL-0850 53108
LIPASE SL LPSL-0230
Electrolytes / Oligo-élements / Electrolytes / Trace-elements
CALCIUM ARSENAZO CALA-0500/0250/M430 45789
CALCIUM ENVOY CALA-0850
CHLORIDE CHLO-0600/0250 60037
IRON ENVOY FEFE-0850 54758
IRON FERENE FEFE-0230/0600/M230
MAGNESIUM ENVOY MAGX-0B50
MAGNESIUM XB MGXB-0250/0600/M430 46795
MAGNESIUM XYLIDYL MAGX-0230/0600
Lipides / Lipids
CHOLESTEROL CHSL-M630 53350
CHOLESTEROL ENVOY CHSL-0850
CHOLESTEROL HDL SL 2G HDLL-0230/0380/0390 53391
CHOLESTEROL LOL SL 2G LDLL-0230/0380/0380 53395
CHOLESTEROL SL CHSL-0507/0500/0700/0707/0250/0455/0497 53359
HDL CHOLESTEROL CHDL-0250/0600/M330 53391
HOL CHOLESTEROL ENVOY HDLL-0850
LDL CHOLESTEROL CLDL-0250/M330 53305
LOL CHOLESTEROL ENVOY LDLL-0850
TRIGLYCERIDES TGML-M530
TRIGLYCERIDES ENVOY TGML-0850 53460
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REACTIFS - REAGENTS - REACTIVOS

[REFERENCES - REFERENCES - REFERENCIAS

Code GMDN

Contrdles-Calibrants-Standards / Controls-Calibrators-Standards

CHOLESTEROL HDL 2G CALIBRATOR HDLL-0011/0041 44696
CHOLESTEROL LOL 2G CALIBRATOR LOLL-0011/0041 4172
CHOLESTEROL Slandard 200 mg/dL CHOL-0055 4469
CK-MB CONTROL CKMB-0800 4469
ELICAL 2 CALI-0550 4786/
ELITROL | CONT-0060 47869
ELITROL Il CONT-0160
GLUCOSE Standard 100 mg/dL GLUP-0055 41818
HDL LDL CALIBRATOR HLCA-0041 47868
ISE CONTROL | ISCT-0046 47860
ISE CONTROL Il ISCT-0047
MICROPROTEIN PLUS Standard 100 mg/dL PRTU-0022 53482
TRIGLYCERIDES Slandard 200 mg/dL TRIG-0055 44702
UREA Standard 50 mg/dL URUV-0055 358!
URIC ACID Slandard 6 mg/dL ACUR-0055 44704

Protéines spécifiques / Specific proteins
ANTI-STREPTOLYSIN O ASLO-0250 59055
CRP IP ICRP-0400/M230 53705
CRP IP CALIBRATOR SET ICRP-0043 41838
CRP IP CONTROL | ICRP-0046 41830
CRP [P CONTROL Il ICRP-0047
CRP WR CRPW-0230 53705
CRP WR CALIBRATOR SET CRPW-0043 41838
CRP WR CONTROL CRPW-0045 41839
CRP WR ENVOY CRPW-0850 53705
FERRITIN IFRT-0230 53718
FERRITIN CALIBRATOR IFRT-0042 41927
HAPTOGLOBIN IP IHAP-0400 53737
HbA1c HBAC-0240 59090
HbA1c CALIBRATOR SET HBAC-0043 53315
HbA1c CONTROL L + H HBAC-0049 44435
IgA IP 1IGA-0400 53760
19G IP [GG-0400 53787
IgM IP [uem-0400 53795
PALBUMIN IP |ImMAL-0400 53475
PALBUMIN IP CALIBRATOR SET |IMAL-0043 53477
PALBUMIN IP CONTROL | |IMAL-0046 53478
BALBUMIN |P CONTROL Il |IMAL-0047
OROSOMUCOID IP |loro-0400 53606
PREALBUMIN IP |iPAL-0400 53957
PROTEIN IP CALIBRATOR SET |iPRO-0043 53593
RF CALIBRATOR |IRFA-0042 42230
RHEUMATOID FACTOR IRFA-0230 55111
RHEUMATOLOGY CONTROL | IRCT-0048 47869
RHEUMATOLOGY CONTROL Il IRCT-0047
TRANSFERRIN IP' ITRF-0400 59041

Vitamines/Vitamins
VITAMIN D VITD-0250 54476
VITAMIN D CALIBRATOR SET VITD-0043 54474
VITAMIN D CONTROL SET VITD-0049 54475
ISE Solutions pour électrodes selectives d'ions /

ISE Solutions for ion-selective electrodes
ISE BASELINE SOLUTION ENVOY ISBA-0850 50238
ISE CALIBRATORS ISCA-0250 52867
ISE CALIBRATOR ENVOY ISCV-0850
ISE CLEANER/CONDITIONER ISCC-0280 59058
ISE DILUENT 1S01-0250 58237
ISE DILUENT ENVOY ISDV-0850
ISE REFERENCE SOLUTION ISRS-0800 59238
ISE REFERENCE SOLUTION ENVOY ISRS-0850

Solutions de lavage pour les équipements ELITech Clinical Systems /
Cleaning solutions for ELITech Clinical Systems Equipments

ACID SOLUTICN for ELITech Clinical Systems Analyzers SLHC-5900 59058
SYSTEM CLEANING SOLUTION far ELITech Clinical Systems Analyzers SLNA-5900 59058
SYSTEM SOLUTION SLSY-5805 58236
SYSTEM SOLUTION for ELITech Clinical Systems Analyzers SLSY-5900
WASH SOLUTION A SOLA-M163 59058
WASH SOLUTION B WASH SOLUTION B 59058

Tests d'agglutination / Agglutination tests
CRP LATEX |LxcR-0112 53707

o
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| Bblgan Ha OCHOBAHUM PEIIEHHS DKCHEPTHON KOMUCCHH,

|

No 0228552

CUCTEMA ,[[OBPOBOJIBHOﬁ CEPTUOUKAIIUN
«IIPOMTEXCTAHIIAPT»

Ne POCC RU.32001.04UBD1 B enunom peecrpe 3aperiucTPHPOBAHHLIX CHCTEM 100POBO/ILHON cepTHGHKAHH
PEJEPAJIBHOE ATEHTCTBO IO TEXHUUYECKOMY PET'YJHUPOBAHUIO 1 METPOJIOI'MHA

CEPTUOUKAT COOTBETCTBUA

PerMCTpanMOHHbm Homep POCC RU.32001.04M1b®1.0C40.60057

nco

Cpox neucmm.c 03;0' ) 2 ‘24 o 02 09 2027

OPFAH I'IO CEPTIMDVIKAUMM
: ‘N«_i‘,POCG}-R-U,32 04UBD1.0C40
/ OﬁuieCTBo corpannqenﬁo OTBBTCTBCHHOCTL}O "IIporpecc"
Poccust, 115191, r. Mockea, BH. TE[.L. MyHULMTANBHEL OKpYr JIoHcKoH, nepeynok Jlyxosckoii, 4. 17, ctp. 15, nom. 11w1/2,
WHH: 77333986”35 OF PH 1227700834613 email: progress.reestr@yandex.ru

3 MQCKBa yi. T naBHax,zn 6 KB. 12.
Jcaﬂ oﬁnacn:, B Eanaumxa, KBapTaJI [luTHEKOBO, 1. 88A

6noxmmm a TaKxke Ka.rmﬁparcpt) F‘n KOHTpo.m mmk MaTepnaJmB

COOTBETCTBYET TPEBOBAHVIFIM CTAHLIAPTA
Frocrt ISO 13485 2017 (ISO 13485 2016)

npotoxos POCC RU.32001.04I/IE<I)1.0C40.60057H’QT 03()92024 :

I'lposepxa
NOANMHHOCTK
cepTudmkara
COOTBETCTBUA

% YKOBOAUTE/b OpraHa
Qracea P e E.K. Slums
=5 Nounucs— UHHUHATBL, hamiTis

I1.K. YecHOoKOBa

HHHIHANLL, haMHANs

CemepmcaT He NpUMeHsIeTCs npu oﬁma'renbnou ceprudukann

Hacrosumii cepTudurar coorsercTsist 00583LIBACT OPraHn3ALIo nozmepamnnn COCTOSHUE BLINOIHSTEMBIX PADOT (vc.uyr) B/COOTBETCTBHE C BLINEYKATAHHBIM CTAHAAPTOM, YTO GyAeT HAXOAHTHLCR
110/ KOHTPO.1EM OPraHa no CeprahKALI CHCTEMBI 100POBO.TLHOI i ceprud «lIpomTexCranaapr» u noaTsep THCH HpH 1p €/RETOAHOT0 HHCICKIMOHHOI0 KOHTPOJIS




Ne 0228553

CI/ICTEMA'I[OBPOBOJIBHOﬁ CEPTUOUKAIIAHU
 «IIPOMTEXCTAHIAPT»
Ne POCC RU.32001.04B®@1 B eanHom peeerpe 3aperucTpHPOBAHHbIX CHETEM 100pOBOILHOM cepTHHHKALNH
®EJEPAJIBHOE ATEHTCTBO IO TEXHUYECKOMY PET'YJIMPOBAHHIO U METPOJIOT AN

PA3PELUEHUE |

HA MPUMEHEHWE 3HAKA COOTBETCTBUSR CUCTEMbl AOBPOBOABHOW CEPTUOUKALUN «MPOMTEXCTAHAAPT)

Pervcrpanuonsbt Homep POCC RU.32001.041BD1.0C40.60057P

Cpox mevicteus ¢ 03.09.2024 110 ,02;09.2027

IpH MapKHPOBKe npouymmu, upn mcasalmn paﬁo*r (yc.uyr), na GIaHKax. OpraHu3anu,
B pexnamno-mnbopmaunormux MaTepuaax, HedaTHBIX H3AHHSX, BHIBECKAX,
BHICTABOYHBIX CTEH/IAX H T.1., HA caiiTax oprann3anns B cetn MurepHer,

B COOTBETCTBHH ¢ npammanm NpHMEHEHHS 3HAKA COOTBETCTBHS
CHCTEMBbI 0OPOBOTBEHOMN cemebmcmmu "HpOMTeXCTaHl]apT"
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+ =29 PykosoauTens opraHa
A ¥ @ P e E.K. Smun
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A
&/ 9KcnepT I1.K. Yecuokosa
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Ceprudurat He npuMensieres ApH 00s13aTeBHON cepTudUKanun

Hacrosuiuii ceprudmiar COOTBETCTBUN 0DA3LIBACT OPranA3ALII0 TONIEPKNBATE COCTOSHNE BhINOTHSTEMbIX PAGOT (YCAYT) B-.COOTBETCTBIE C BHUNEYKAIAHHBIM CTARAADPTOM, 4T0 GyAeT HAXOANTHCS
MO KOHTPO.IEM 0PraHa 0. cepTAHHKALAH CHCTEMBI 100} abHOH cepTH «IpomTexCTanaapT» H-NOATBEPRAATHCA IPH OPOXOAICHNN €/REr0HOr0 HHCNEKIIHONHOr0 KOHTPOs |
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CUCTEMA I[OBPO]OJIBHOﬁ CEPTI/I(DI/IHAHI/II/I
«HIPOMTEXCTAHIIAPT»

Ne POCC RU.32001.041IB®1 B enunom peecrpe 3apemcrpnponanuux CHCTEM noﬁpoaonbﬂou cepTuuKaunn
PEAEPAJIBHOE ATEHTCTBO IO TEXHUYECKOMY PEFYJIHPOBAHI/IIO N METPOJIOI'MN

CEPTUOUKAT COOTBETCTBMH 9KCNEPTA

Perncrpanmonnsiit Homep POCC RU.32001.04Mb®1.0C40.132942

HB(DI OC40

: BbIlIa.H Ha OCHOBaHmI peﬁjeﬂnx 9KcnepTHOn KOMI/ICCHI/I
npomxon No POCC RU. 3200] 04I/IB(Dl OC40 13294H9 0T 03 09.2024

U 3apETUCTPUPOBAH B peeCTpe 3KC1’IepTOB ‘CHCTEMBI" ;roGpoBonbﬂon cep'm(bmcaunn "ITpomTexCranmgapt"

@ E.K. Smma

HHHLhabL, haviutis

%’ IT.K. YecnokoBa

Mb uHIUHans, hamMunna

Cepmq:uKaT He npumenﬂercﬂ npu oﬁmare.uhnou cemel)mcauuu

Hacrosumii cepruduiaT coOTBETCTBIA 0053bIBACT OPFAHHIALHIO HOJ VRHBATE. ‘cocTonme MBIX pnﬁor (yulyr) B’COOTBETCTBHE C BLIMEYKAZAHHLIM CTAHIAPTOM, 9T0 OyJeT HAXOAHTLCH
NOA KOHTPOAEM OPIAHA Mo CePTHHNKAINH CHCTEMBI nnGpoao IBHOI ceprml:mcamm «HpomTexCraniapm» W nOATBEPAAATHCS TIPH Af CRET0AHOT0 HHCIIEKIHOHHOI 0 KOHTPOIS
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CI/ICTEMA HOBPOBOHBHOﬁ CEPTUOUKAIIUN
«IIPOMTEXCTAHIAPT»

Ne POCC RU.32001.04MB®1 B eamnoM peectpe 3aperucrpnposaﬂnmx CcHETeM A00pOBOILHOM cepTHHHKALMI
®EJAEPAJIBHOE ATEHTCTBO IO TEXHUYECKOMY PEI‘YJII/IPOBAHHIO N METPOJIOI'YA

CEPTUOUKAT COOTBETCTBHUA SKCNEPTA
Perucmanuonnblﬁ HOMep POCC RU.32001.04MB®1.0C40.132953

KA Ll M VI
()41/15@1 0C40

: BI:II[aH Ha OCHOBaHHI/I peme}mﬂ alccnepTHoﬁ KOMI/ICCI/IH
nporoxon No POCC RU. 32001 O4I/IBCDI OC4O 13295H3 oT 03 09. 2024

U 3aperucTpupoBaH B peeCTpe 3KcnepTOB CHCTCMBI 11@6pOBGHLHOH cepmdmxaunn "TIpomTexCranmapt"
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JKcnept I1.K. YecnokoBa
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Hacrosmuit ceprudukar coorBercrans oﬁmusne‘r Oprasu3aunio nonnepml'ma'rb wrronmle Bbmommewlux pnﬁor (yc_rlyr) B.COOTBETCTHIE C BBILEYKAZAHHBIM CTARAAPTOM, 9TO0 DY1eT HAXOANTHCS
110/l KOHTPO1eM 0PTana 1o cepTHHHKALAH CHCTEMBI 106pPOBOALHOIT cepTind) 1 «ﬂpomTemennapr» T DOATBEPAAATECH PH Ip ERErOAHOI0 HHCNEKIHOHHOr0 KOHTPOIs

VNGNS /A AO «ONLOH», M T, (B, T3 No 312, [ANa /A
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bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

This is to certify that: Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Queensway South
Team Valley Trading Estate
Gateshead
Tyne and Wear
NE11 0SD
United Kingdom

Holds Certificate Number: MD 69326

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The design, manufacture, supply, servicing and repair of in-vitro diagnostic devices, molecular
biology products, immunochemistry products and medical laboratory equipment and
consumables.

For and on behalf of BSI: <:~==M \\-uxls\*\ékf

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2002-10-25 Effective Date: 2024-04-14
Latest Revision Date: 2024-03-26 Expiry Date: 2027-04-13
ohy Page: 1 of 2
et ..making excellence a habit”

0003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowilhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.



Certificate No: MD 69326

Location

Registered Activities

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Sunderland Enterprise Park

Colima Avenue

Sunderland

SR5 3XB

United Kingdom

The design, manufacture, supply, servicing and repair of in-
vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Queensway South

Team Valley Trading Estate
Gateshead

Tyne and Wear

NE11 0SD

United Kingdom

Original Registration Date: 2002-10-25

Latest Revision Date: 2024-03-26

The design, manufacture, supply, servicing and repair of in-
vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Effective Date: 2024-04-14
Expiry Date: 2027-04-13

Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A Member of the BSI Group of Companies.
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