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Medica Corporation
5 Oak Park Drive
Bedford, Massachusetts 01730

Tel 781 275 4892
Fax 781 275 2731

www.medicacorp.com

Declaration of Conformity C€

Product Name: Model/Type:

EasyLyte and accessories per attachment EasyLyte Na/K, Na/K/Cl, Na/K/Li, Na/K/CI/Li,
Na/K/CalpH, Na/K/Cl/CalLi

EasyElectrolytes and accessories per attachment EasyElectrolytes Na/K/Cl, Na/K/Li

Manufacturer

s Medica Corporation
5 Oak Park Drive, Bedford, Massachusetts, 01730, USA

Representative

Emergo Europe, Prinsessegracht 20,
2514 AP The Hague, The Netherlands

Tel: +31 70 345 8570
Fax: +31 70 346 7299

Means of Conformity

Medica Corporation declares that the products listed are covered by Annex Il of Directive 98/79/EC. These products are
self-certified since they are for professional use only and are not listed on Annex II, List A or Annex Il List B of Directive
98/79/EC. In addition, they are in conformity with the Annex |, “Essential Requirements” and provisions of council Directive
98/79/EC for In Vitro Diagnostic Medical Devices, Directive 2011/65/EU Restriction of Hazardous Substance in Electrical and
Electronic Equipment, and the corresponding national laws of the Member States.

Place and Date: Bedford, Massachusetts, USA, September 27, 2018

. Digitally signed by Ceaicovschi Tudor
Slgnature: Date: 2023.01.16 12:29:26 EET
Reason: MoldSign Signature
Location: Moldova

Name: Photios Makris, Ph.D.
Title: VP, Regulatory Affairs




EasyLyte Accessories

Catalog
No.

2004
2014
2015
2016
2021
2030
2070
2101
2102
2113
2106
2150
2151
2152
2103
2258
2120
2121
2122
2123
2028
2109
2112
2115
2114
2026
2124
2814
2815
2843
2118
2598
2108
2107
2257

Accessory

EasyLyte Na/K Analyzer

EasyLyte Plus Na/K/Cl Analyzer

EasyLyte Lithium Na/K/Li Analyzer
EasyLyte Calcium Na/K/Ca/pH Analyzer
EasyLyte Na/K/Cl/Li Analyzer

EasyLyte EXPAND Analyzer, Na/K/Cl/Ca-Li
EasyLyte EasySampler

EasylLyte K+ Electrode

EasyLyte Na+ Electrode

EasyLyte Cl- Electrode

EasyLyte Li+ Electrode

EasylLyte Ca++ Electrode

EasyLyte pH Electrode

EasyLyte Disposable Reference Electrode
EasyLyte Reference Electrode

EasyLyte Membrane Assembly

EasyLyte Na/K 800 ml Solutions Pack
EasyLyte Na/K/Cl 800mL Solutions Pack
EasyLyte Na/K/Li 800mL Solutions Pack
EasyLyte Na/K/Ca/pH 800mL Solutions Pack
EasyLyte Na/K/Cl/Li 400mL Solution Pack
EasyLyte Na/K 400mL Solutions Pack
EasyLyte Na/K/Cl 400mL Solutions Pack
EasyLyte Na/K/Li 400mL Solutions Pack
EasyLyte Na/K/Ca/pH 400mL Solutions Pack
EasyLyte Na/K/Cl/Li 800mL Solution Pack
EasyLyte Na/K/Cl/Ca-Li 800ml Solutions Pack
EasyQC Bi-Level Quality Control Kit
EasyQC Tri-Level Quality Control Kit
EasyLyte Quality Control Sample Cups (60)
Daily Cleaning Solution Kit

EasyLyte Daily Cleaner Cup

EasyLyte Solutions Valve

EasylLyte Sample Probe

EasyLyte Sample Detector

EDMA Code
21071102
21071102
21071102
21071102
21071102
21071102
21071102
1104 01 06
1104 01 07
1104 0103
1104 01 04
11040102
11703102
11040401
11040401
21071102
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
115002 04
11500204
21071102
110101 27
21071102
21071102
21071102
21071102



EasyLyte Accessories, continued
Catalog No. Accessory

2104
2100
2492
2309
2111
2577
2323
2541
2595
2596
10745
2293
2590
2292
2578
2572
2571
2105
2095
2076
2074
7118
2544
2934

EasyLyte Tubing Kit

EasyLyte Calcium Tubing Kit

EasyLyte Internal Filling Solution (125mL)
EasyLyte Wash Solution (50mL)

EasyLyte Urine Diluent (500mL)

EasylLyte Standard Solution, Urine (50mL)
EasyLyte Probe Wipers (6)

EasyLyte Printer Paper (3 rolls)

EasyLyte EasySampler Sample Cups, 500uL (500)
EasyLyte Sample Cups 2.0mL (500)
Anti-Evaporation Caps (500)

EasyLyte Capillary Tubes

EasyLyte Capillary Adaptor Kit

EasyLyte Capillary Adaptor Cleaning Kit
EasyLyte Red Dye Test Solution (50mL)
EasyLyte Troubleshooting Kit

EasyLyte Troubleshooting Kit (Na/K/Ca/pH and Na/K/Cl/Li)
EasyLyte Quarterly Operating Kit
EasyLyte Maintenace Kit

EasyLyte Sample Tray

EasyLyte Sample Cup Retainer Ring

Daily Rinse/Cleaning Solution Kit
EasyLyte C Series Printer Paper (5 rolls)
EasyLyte Barcode Reader Kit

EDMA Code
21071102
21071102
11 04 04 90
11 04 04 90
11 04 04 90
11 04 04 90
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
11300111
21071102
21071102
21071102
21071102
21071102
21071102
11010127
21071102
21071102



EasyElectrolytes Accessories

Catalog No.
4002
4003
4102
4103
7205
7206
4203
4204
6204
4207
4301
2118
4402
4403
2814
2815
4405
4406
4404
4306
6504
6505
4506
4507
4508
7302
4522
4539
6537
6520

Accessory

EasyElectrolyte Na/K/Cl Analyzer

EasyElectrolyte Na/K/Li Analyzer

Reagent Module, Na/K/Cl

Reagent Module, Na/K/Li

EasyElectrolyte/EasyStat Na+ Electrode
EasyElectrolyte/EasyStat K+ Electrode

EasyElectrolyte CI- Electrode

EasyElectrolyte Li+ Electrode
EasyElectrolyte/EasyStat/EasyBloodGas Reference Electrode
EasyElectrolyte Spacer Electrode

EasyElectrolyte Troubleshooting Kit

Daily Cleaning Solution Kit
EasyStat/EasyBloodGas/EasyElectrolyte Red Test Dye Solution
EasyElectrolyte Urine Diluent

Bi-Level Quality Control Kit
Tri-Level Quality Control Kit

EasyElectrolyte Na/K/Cl Demonstration Kit

EasyElectrolyte Na/K/Li Demonstration Kit

EasyElectrolyte Capillary Tube Kit

EasyElectrolyte Sampler

EasyBloodGas/EasyElectrolyte Pump Tube
EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper
EasyElectrolyte Sensor Module

EasyElectrolyte Valve Module
EasyStat/EasyBloodGas/EasyElectrolyte Compression Plate
Probe Wipers

EasyElectrolyte Daily Cleaner Sample Cups

EasyElectrolyte Sensor Module, Li+
EasyElectrolyte/EasyStat/EasyBloodGas Serial Cable, 9-pin
EasyElectrolyte/EasyStat/EasyBloodGas Barcode Reader Kit

EDMA Code
21071102
21071102
1104 04 02
1104 0402
1104 01 07
1104 01 06
11040103
1104 0104
11040401
1104 0190
21071102
110101 27
11300111
1104 04 90
11500204
11500204
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102



DocuSign Envelope ID: E8F445D9-0AEC-4A47-8EC1-8F9310154111

G M E D CERTIFICAT

GROUPE LNE CERTIFICATE OF REGISTRATION
N° 10462 rev. 7

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
61500 SEES FRANCE

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

DocuSigned by:

Début de validité / Effective date : July 28th, 2020 (included)
Valable jusqu'au / Expiry date :  July 27th, 2023 (included)
Etabli le /lIssued on: July 17th, 2020

cofrac o B gl
o Lionel DREUX
2 Certification Director
I GUEGTON  GMEDN° 104627 \ o o . -
S DE SYSTEMES Ce certificat est délivré selon les régles de certification GMED  / This certificate is issued according to the rules of GMED certification
' DE MANAGEMENT

ugJ Accréditation n°4-0608
O Liste des sites accrédités

et portée disponible sur Renouvelle le certificat 10462-6

www.cofrac.fr

GMED e« Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n°® 0459
Siége social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 » gmed.fr





ELITech Clinical Systems

Zone industrielle @ EI_I eC Grou p
61500 Sées - France EMPOWERING 1VD
Tél: +33 (0)2 33 81 21 00 Fax : +33 (0)2 22 28 77 51 o '
www.elitechgroup.com

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 (7 pages), sont conformes aux exigences essentielles des annexes I et III de
la Directive Européenne 98/79/CE relative aux dispositifs médicaux de diagnostic /7 vitro et au code de la santé publique.

Ces dispositifs 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 la classe des autotests.

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

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons les électrodes conformes a la
Directive 2011/65/UE du parlement européen et du conseil du 8 juin 2011 relative a la limitation de I'utilisation de certaines
substances dangereuses dans les équipements électriques et électroniques incluant la DIRECTIVE DELEGUEE (UE) 2015/863
DE LA COMMISSION du 31 mars 2015 modifiant I'annexe II de la Directive 2011/65/UE du Parlement européen et du Conseil
en ce qui concerne la liste des substances soumises a limitations.

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 (7 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
1T 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).

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify electrodes; conform to
Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of certain
hazardous substances in electrical and electronic equipment, including Commission Delegated Directive (EU) 2015/863 of 31
March 2015 amending Annex II to Directive 2011/65/EU of the European Parliament and of the Council as regards the list of
restricted substances.

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra unica
responsabilidad que los reactivos referenciados en la lista adjunta (7 paginas), 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”, ya que no pertenecen a la lista A ni a /a lista B del
anexo II, 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 segun la norma NF EN ISO 13485 : 2016 (Certificacion vélida hasta el 27 de Julio 2023).

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos los electrodos conformes
con la Directiva 2011/65/UE del parlamento europeo y del consejo del 8 de junio de 2011 sobre restricciones a la utilizacion
de algunas sustancias peligrosas en aparatos eléctricos y electronicos incluyendo la Directiva delegada (UE) 2015/863 de la
comision del 31 de marzo de 2015 por la que se modifica el anexo II de la Directiva 2011/65/UE del Parlamento Europeo y
del Consejo en cuanto a la lista de sustancias restringidas.

Sées, le 19 Mai 2022

Valérie LAMBERT, Cécile GOUBAULT,
Responsable des Affaires Réglementaires Directeur Général Délégué
Regulatory Affairs Manager Managing Director
Responsable de los Asuntos Reglementarios Directora General

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

DCCE - ECSSAS- V16 — Mai /May / Mayo 2022



Annex

REF PRODUCT NAME GMDN Code

3918-004 Na electrode 52896
3918-005 K electrode 52892
3918-006 Cl electrode 52876
3918-003 CO2 electrode 60773
3918-002 Reference electrode 59241
ACUR-0055 URIC ACID Standard 6 mg/dL 44704
ALBU-0250 ALBUMIN 53597
ALBU-5220 ALBUMIN 53597
ALBU-0600 ALBUMIN 53597
ALBU-5600 ALBUMIN 53597
ALBU-0700 ALBUMIN 53597
ALBU-5700 ALBUMIN 53597
ALBU-M830 ALBUMIN 53597
ALBU-5M30 ALBUMIN 53597
ALPI-0230 ALP IFCC 52928
ALPI-5100 ALP IFCC 52928
ALPI-6050 ALP IFCC 52928
ALSL-0250 ALT/GPT 4+1 SL 52923
ALSL-5220 ALT/GPT 4+1 SL 52923
ALSL-6050 ALT/GPT 4+1 SL 52923
ALSL-0410 ALT/GPT 4+1 SL 52923
ALSL-5415 ALT/GPT 4+1 SL 52923
ALSL-6255 ALT/GPT 4+1 SL 52923
ALSL-0430 ALT/GPT 4+1 SL 52923
ALSL-0455 ALT/GPT 4+1 SL 52923
ALSL-0510 ALT/GPT 4+1 SL 52923
ALSL-5515 ALT/GPT 4+1 SL 52923
ALSL-6615 ALT/GPT 4+1 SL 52923
ALSL-M490 ALT/GPT 52923
ALSL-5M90 ALT/GPT 52923
ALSL-6M30 ALT/GPT 52923
AMSL-0230 AMYLASE SL 52940
AMSL-5220 AMYLASE SL 52940
AMSL-0390 AMYLASE SL 52940
AMSL-5405 AMYLASE SL 52940
AMSL-0400 AMYLASE SL 52940
AMSL-M430 AMYLASE 52940
AMSL-5M30 AMYLASE 52940
ASLO-0250 ANTI-STREPTOLYSIN O 59055
ASLO-5025 ANTI-STREPTOLYSIN O 59055
ASLO-6006 ANTI-STREPTOLYSIN O 59055
ASL0O-4001 ANTI-STREPTOLYSIN O 51744
ASSL-0250 AST/GOT 4+1 SL 52954
ASSL-5220 AST/GOT 4+1 SL 52954
ASSL-6050 AST/GOT 4+1 SL 52954
ASSL-0410 AST/GOT 4+1 SL 52954
ASSL-5415 AST/GOT 4+1 SL 52954
ASSL-6255 AST/GOT 4+1 SL 52954
ASSL-0430 AST/GOT 4+1 SL 52954
ASSL-0455 AST/GOT 4+1 SL 52954
ASSL-0510 AST/GOT 4+1 SL 52954
ASSL-5515 AST/GOT 4+1 SL 52954
ASSL-6615 AST/GOT 4+1 SL 52954
ASSL-M490 AST/GOT 52954
ASSL-5M90 AST/GOT 52954
ASSL-6M30 AST/GOT 52954
AUML-0250 URIC ACID MONO SL 53583
AUML-5220 URIC ACID MONO SL 53583
AUML-0420 URIC ACID MONO SL 53583
AUML-5405 URIC ACID MONO SL 53583
AUML-0427 URIC ACID MONO SL 53583
AUML-0497 URIC ACID MONO SL 53583
AUML-5505 URIC ACID MONO SL 53583
AUML-0500 URIC ACID MONO SL 53583
AUML-0507 URIC ACID MONO SL 53583
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Annex

REF PRODUCT NAME GMDN Code
AUML-0707 URIC ACID MONO SL 53583
AUML-5710 URIC ACID MONO SL 53583
AUML-M830 URIC ACID 53583
AUML-5M30 URIC ACID 53583
AUSL-0250 URIC ACID SL 53583
AUSL-5220 URIC ACID SL 53583
AUSL-6050 URIC ACID SL 53583
BIDI-0250 BILIRUBIN DIRECT 4+1 53233
BIDI-5220 BILIRUBIN DIRECT 4+1 53233
BIDI-6050 BILIRUBIN DIRECT 4+1 53233
BIDI-0600 BILIRUBIN DIRECT 4+1 53233
BIDI-0500 BILIRUBIN DIRECT 53233
BIDI-5600 BILIRUBIN DIRECT 53233
BITD-6250 BILIRUBIN DIRECT 53233
BIDI-M430 DIRECT BILIRUBIN 53233
BIDI-5M30 DIRECT BILIRUBIN 53233
BIDI-6M10 DIRECT BILIRUBIN 53233
BIDV-0850 DIRECT BILIRUBIN ENVOY 53233
BITD-0600 BILIRUBIN TOTAL & DIRECT 4+1 53229/53233
BITO-0250 BILIRUBIN TOTAL 4+1 53229
BITO-5220 BILIRUBIN TOTAL 4+1 53229
BITO-6050 BILIRUBIN TOTAL 4+1 53229
BITO-0600 BILIRUBIN TOTAL 4+1 53229
BITO-5600 BILIRUBIN TOTAL 4+1 53229
BITD-6400 BILIRUBIN TOTAL 4+1 53229
BITO-M430 TOTAL BILIRUBIN 53229
BITO-5M30 TOTAL BILIRUBIN 53229
BITO-6M10 TOTAL BILIRUBIN 53229
BITV-0850 TOTAL BILIRUBIN ENVOY 53229
CALA-0250 CALCIUM ARSENAZO 45789
CALA-5220 CALCIUM ARSENAZO 45789
CALA-0600 CALCIUM ARSENAZO 45789
CALA-5600 CALCIUM ARSENAZO 45789
CALA-M430 CALCIUM ARSENAZO 45789
CALA-5M30 CALCIUM ARSENAZO 45789
CALI-0550 ELICAL 2 47868
CALI-1550 ELICAL 2 47868
CHDL-0250 HDL CHOLESTEROL 53391
CHDL-5021 HDL CHOLESTEROL 53391
CHDL-6014 HDL CHOLESTEROL 53391
CHDL-0600 HDL CHOLESTEROL 53391
CHDL-5090 HDL CHOLESTEROL 53391
CHDL-6060 HDL CHOLESTEROL 53391
CHDL-M330 HDL CHOLESTEROL 53391
CHDL-5M30 HDL CHOLESTEROL 53391
CHDL-6M30 HDL CHOLESTEROL 53391
CHEB-0250 CHOLINESTERASE 52971
CHEB-5008 CHOLINESTERASE 52971
CHEB-6005 CHOLINESTERASE 52971
CHES-0053 CHOLINESTERASE 52971
CHLO-0250 CHLORIDE 60037
CHLO-0600 CHLORIDE 60037
CHOL-0055 CHOLESTEROL Standard 200 mg/dL 44698
CHSL-0250 CHOLESTEROL SL 53359
CHSL-5220 CHOLESTEROL SL 53359
CHSL-0455 CHOLESTEROL SL 53359
CHSL-0497 CHOLESTEROL SL 53359
CHSL-5505 CHOLESTEROL SL 53359
CHSL-0500 CHOLESTEROL SL 53359
CHSL-0507 CHOLESTEROL SL 53359
CHSL-0700 CHOLESTEROL SL 53359
CHSL-5710 CHOLESTEROL SL 53359
CHSL-0707 CHOLESTEROL SL 53359
CHSL-M690 CHOLESTEROL 53359
CHSL-5M90 CHOLESTEROL 53359
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Annex

REF PRODUCT NAME GMDN Code
CKMB-0900 CK-MB CONTROL 44693
CKMB-1030 CK-MB CONTROL 44693
CKSL-0230 CK NAC SL 53003
CKSL-5220 CK NAC SL 53003
CKSL-6050 CK NAC SL 53003
CKSL-0410 CKNAC SL 53003
CKSL-5405 CK NAC SL 53003
CKSL-6255 CK NAC SL 53003
CKSL-0430 CK NAC SL 53003
CKSL-M230 CK NAC 53003
CKSL-5M30 CK NAC 53003
CKSL-6M10 CKNAC 53003
CLDL-0250 LDL CHOLESTEROL 53395
CLDL-5021 LDL CHOLESTEROL 53395
CLDL-6014 LDL CHOLESTEROL 53395
CLDL-M330 LDL CHOLESTEROL 53395
CLDL-5M30 LDL CHOLESTEROL 53395
CLDL-6M30 LDL CHOLESTEROL 53395
CMSL-0230 CK-MB 52004
CMSL-5220 CK-MB 52004
CMSL-6220 CK-MB 52004
CMSL-WR CK-MB 52904
CMSL-0410 CK-MB SL 52004
CMSL-5405 CK-MB SL 52004
CMSL-6255 CK-MB SL 52004
CONT-0060 ELITROL | 47869
CONT-1060 ELITROL | 47869
CONT-0160 ELITROL Il 47869
CONT-1160 ELITROL Il 47869
CRCO-0600 CREATININE JAFFE 53251
CRCO-5600 CREATININE JAFFE 53251
CRCO-6600 CREATININE JAFFE 53251
CRCO-0700 CREATININE JAFFE 53251
CRPW-0043 CRP WR CALIBRATOR SET 41838
CRPW-0045 CRP WR CONTROL 41839
CRPW-0230 CRP WR 53705
CRPW-0850 CRP WR ENVOY 53705
CRSL-0250 CREATININE PAP SL 53250
CRSL-5221 CREATININE PAP SL 53250
CRSL-6070 CREATININE PAP SL 53250
CRSL-0630 CREATININE PAP SL 53250
CRSL-5505 CREATININE PAP SL 53250
CRSL-6470 CREATININE PAP SL 53250
CRSL-M490 CREATININE PAP 53250
CRSL-5M90 CREATININE PAP 53250
CRSL-6M30 CREATININE PAP 53250
FEFE-0230 IRON FERENE 54758
FEFE-5140 IRON FERENE 54758
FEFE-6040 IRON FERENE 54758
FEFE-0600 IRON FERENE 54758
FEFE-5600 IRON FERENE 54758
FEFE-6400 IRON FERENE 54758
FEFE-0850 IRON ENVOY 54758
FEFE-M230 IRON FERENE 54758
FEFE-5M30 IRON FERENE 54758
FEFE-6M10 IRON FERENE 54758
GHSL-0250 GLUCOSE HK SL 53301
GHSL-5220 GLUCOSE HK SL 53301
GHSL-6050 GLUCOSE HK SL 53301
GHSL-0600 GLUCOSE HK SL 53301
GHSL-5505 GLUCOSE HK SL 53301
GHSL-6605 GLUCOSE HK SL 53301
GHSL-M490 GLUCOSE HK 53301
GHSL-5M90 GLUCOSE HK 53301
GHSL-6M30 GLUCOSE HK 53301
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Annex

REF PRODUCT NAME GMDN Code

GISL-0250 GAMMA-GT PLUS SL 53027
GISL-5220 GAMMA-GT PLUS SL 53027
GISL-6050 GAMMA-GT PLUS SL 53027
GISL-0400 GAMMA-GT PLUS SL 53027
GISL-0420 GAMMA-GT PLUS SL 53027
GISL-5405 GAMMA-GT PLUS SL 53027
GISL-6255 GAMMA-GT PLUS SL 53027
GISL-M230 GAMMA-GT 53027
GISL-5M30 GAMMA-GT 53027
GISL-6M10 GAMMA-GT 53027
GLUP-0055 GLUCOSE Standard 100 mg/dL 41818
GPSL-0250 GLUCOSE PAP SL 53301
GPSL-5220 GLUCOSE PAP SL 53301
GPSL-0455 GLUCOSE PAP SL 53301
GPSL-0497 GLUCOSE PAP SL 53301
GPSL-5505 GLUCOSE PAP SL 53301
GPSL-0500 GLUCOSE PAP SL 53301
GPSL-0507 GLUCOSE PAP SL 53301
GPSL-0700 GLUCOSE PAP SL 53301
GPSL-5710 GLUCOSE PAP SL 53301
GPSL-0707 GLUCOSE PAP SL 53301
GPSL-M690 GLUCOSE PAP 53301
GPSL-5M90 GLUCOSE PAP 53301
HBAC-0043 HbA1c CALIBRATOR SET 53315
HBAC-4301 HbA1c CALIBRATOR SET 53315
HBAC-4302 HbA1c CALIBRATOR SET 53315
HBAC-4303 HbA1c CALIBRATOR SET 53315
HBAC-4304 HbA1c CALIBRATOR SET 53315
HBAC-0049 HbA1c CONTROL L + H 44435
HBAC-4605 HbA1c CONTROL L +H 44435
HBAC-4705 HbA1c CONTROL L +H 44435
HBAC-0240 HbA1c 59090
HBAC-5224 HbA1c 59090
HBAC-6076 HbA1c 59090
HBAC-6004 HbA1c 59090
HBAC-7225 HbA1c 59090
HBAE-0043 HbA1c Enzymatic Calibrator Set 53315
HBAE-4301 HbA1c Enzymatic Calibrator Set 53315
HBAE-4303 HbA1c Enzymatic Calibrator Set 53315
HBAE-M130 HbA1c Enzymatic 63151
HBAE-5M30 HbA1c Enzymatic 63151
HBAE-6M30 HbA1c Enzymatic 63151
HBAE-7050 HbA1c Enzymatic 63151
HDLL-0011 CHOLESTEROL HDL 2G CALIBRATOR 44696
HDLL-0041 CHOLESTEROL HDL 2G CALIBRATOR 44696
HDLL-0230 CHOLESTEROL HDL SL 2G 53391
HDLL-0380 CHOLESTEROL HDL SL 2G 53391
HDLL-0390 CHOLESTEROL HDL SL 2G 53391
HLCA-0041 HDL LDL CALIBRATOR 47868
HLCA-4001 HDL LDL CALIBRATOR 47868
ICRP-0043 CRP IP CALIBRATOR SET 41838
ICRP-4311 CRP IP CALIBRATOR SET 41838
ICRP-4312 CRP IP CALIBRATOR SET 41838
ICRP-4313 CRP IP CALIBRATOR SET 41838
ICRP-4314 CRP IP CALIBRATOR SET 41838
ICRP-4315 CRP IP CALIBRATOR SET 41838
ICRP-0046 CRP IP CONTROL | 41839
ICRP-4610 CRP IP CONTROL | 41839
ICRP-0047 CRP IP CONTROL Il 41839
ICRP-4710 CRP IP CONTROL I 41839
ICRP-0400 CRP IP 53705
ICRP-6125 CRP IP 53705
ICRP-5025 CRP IP 53705
ICRP-M230 CRP IP 53705
ICRP-6M30 CRP IP 53705
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Annex

REF PRODUCT NAME GMDN Code

ICRP-5M30 CRP IP 53705
IFRT-0042 FERRITIN CALIBRATOR 41927
IFRT-4230 FERRITIN CALIBRATOR 41927
IFRT-0230 FERRITIN 53718
IFRT-5020 FERRITIN 53718
IFRT-6005 FERRITIN 53718
IHAP-0400 HAPTOGLOBIN IP 53737
IHAP-6125 HAPTOGLOBIN IP 53737
IHAP-5025 HAPTOGLOBIN IP 53737
1IGA-0400 IgA IP 53760
IIGA-6125 IgA IP 53760
IIGA-5025 IgA IP 53760
11GG-0400 IgG IP 53787
1IGG-6125 IgG IP 53787
11IGG-5025 IgG IP 53787
1IGM-0400 IgM IP 53795
IIGM-6125 IgM IP 53795
1IGM-5025 IgM IP 53795
IMAL-0043 JALBUMIN IP CALIBRATOR SET 53477
IMAL-4311 UALBUMIN IP CALIBRATOR SET 53477
IMAL-4312 JALBUMIN IP CALIBRATOR SET 53477
IMAL-4313 UALBUMIN IP CALIBRATOR SET 53477
IMAL-4314 JALBUMIN IP CALIBRATOR SET 53477
IMAL-4315 UALBUMIN IP CALIBRATOR SET 53477
IMAL-0046 JALBUMIN IP CONTROL | 53478
IMAL-4610 UALBUMIN IP CONTROL | 53478
IMAL-0047 JALBUMIN IP CONTROL Il 53478
IMAL-4710 UALBUMIN IP CONTROL Il 53478
IMAL-0400 JALBUMIN IP 53475
IMAL-6125 JALBUMIN IP 53475
IMAL-5025 JALBUMIN IP 53475
IMAL-M230 MICROALBUMIN IP 53475
IMAL-6M30 MICROALBUMIN IP 53475
IMAL-5M30 MICROALBUMIN IP 53475
IORO-0400 OROSOMUCOID IP 53606
IORO-6125 OROSOMUCOID IP 53606
IORO-5025 OROSOMUCOID IP 53606
IPAL-0400 PREALBUMIN IP 53957
IPAL-6125 PREALBUMIN IP 53957
IPAL-5025 PREALBUMIN IP 53957
IPRO-0043 PROTEIN IP CALIBRATOR SET 53593
IPRO-4311 PROTEIN IP CALIBRATOR SET 53593
IPRO-4312 PROTEIN IP CALIBRATOR SET 53593
IPRO-4313 PROTEIN IP CALIBRATOR SET 53593
IPRO-4314 PROTEIN IP CALIBRATOR SET 53593
IPRO-4315 PROTEIN IP CALIBRATOR SET 53593
IRCT-0046 RHEUMATOLOGY CONTROL | 47869
IRCT-4610 RHEUMATOLOGY CONTROL | 47869
IRCT-0047 RHEUMATOLOGY CONTROL I 47869
IRCT-4710 RHEUMATOLOGY CONTROL Il 47869
IRFA-0042 RF CALIBRATOR 42230
IRFA-4220 RF CALIBRATOR 42230
IRFA-0230 RHEUMATOID FACTOR 55111
IRFA-5020 RHEUMATOID FACTOR 55111
IRFA-6005 RHEUMATOID FACTOR 55111
ISCA-0250 ISE CALIBRATORS 52867
ISCA-4221 ISE CALIBRATORS 52867
ISCA-4222 ISE CALIBRATORS 52867
ISCT-0046 ISE CONTROL | 47869
ISCT-0047 ISE CONTROL Il 47869
ISDI-0250 ISE DILUENT 58237
ISDI-5220 ISE DILUENT 58237
ISRS-0800 ISE REFERENCE SOLUTION 59238
ITRF-0400 TRANSFERRIN IP 59041
LACI-0250 LACTATE 53342

DCCE - ECSSAS-V16
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Annex

REF PRODUCT NAME GMDN Code

LACI-5008 LACTATE 53342
LACI-6005 LACTATE 53342
LACT-0100 LACTATE 53342
LDLL-0011 CHOLESTEROL LDL 2G CALIBRATOR 41728
LDLL-0041 CHOLESTEROL LDL 2G CALIBRATOR 41728
LDLL-0230 CHOLESTEROL LDL SL 2G 53395
LDLL-0380 CHOLESTEROL LDL SL 2G 53395
LDLL-0390 CHOLESTEROL LDL SL 2G 53395
LLSL-0230 LDH-L SL 53072
LLSL-5220 LDH-L SL 53072
LLSL-6050 LDH-L SL 53072
LLSL-0400 LDH-L SL 53072
LLSL-5400 LDH-L SL 53072
LLSL-6250 LDH-L SL 53072
LLSL-0420 LDH-L SL 53072
LLSL-M230 LDH IFCC 53072
LLSL-5M30 LDH IFCC 53072
LLSL-6M10 LDH IFCC 53072
LPSL-0230 LIPASE SL 53108
LPSL-0250 LIPASE 53108
LPSL-5088 LIPASE 53108
LPSL-6061 LIPASE 53108
LPSL-0850 LIPASE ENVOY 53108
LXCR-0112 CRP LATEX 53707
MAGX-0230 MAGNESIUM XYLIDYL 46795
MAGX-0600 MAGNESIUM XYLIDYL 46795
MAGX-0850 MAGNESIUM ENVOY 46795
MGXB-0250 MAGNESIUM XB 46795
MGXB-5220 MAGNESIUM XB 46795
MGXB-0600 MAGNESIUM XB 46795
MGXB-5600 MAGNESIUM XB 46795
MGXB-M430 MAGNESIUM XB 46795
MGBX-5M30 MAGNESIUM XB 46795
PASL-0230 ALP (DEA) SL 52928
PASL-5220 ALP (DEA) SL 52928
PASL-6050 ALP (DEA) SL 52928
PASL-0400 ALP (DEA) SL 52928
PASL-5405 ALP (DEA) SL 52928
PASL-6255 ALP (DEA) SL 52928
PASL-0420 ALP (DEA) SL 52928
PHOS-0230 PHOSPHORUS 59123
PHOS-5220 PHOSPHORUS 59123
PHOS-0600 PHOSPHORUS 59123
PHOS-5600 PHOSPHORUS 59123
PHOS-M430 PHOSPHORUS 59123
PHOS-5M30 PHOSPHORUS 59123
PIVD-0850 ALP ENVOY 52928
PROB-0250 TOTAL PROTEIN PLUS 53985
PROB-5220 TOTAL PROTEIN PLUS 53985
PROB-0600 TOTAL PROTEIN PLUS 53985
PROB-5600 TOTAL PROTEIN PLUS 53985
PROB-0700 TOTAL PROTEIN PLUS 53985
PROB-5700 TOTAL PROTEIN PLUS 53985
PROB-M830 TOTAL PROTEIN 53985
PROB-5M30 TOTAL PROTEIN 53985
PRTU-0022 MICROPROTEIN PLUS Standard 100 mg/dL 53482
PRTU-0250 MICROPROTEIN PLUS 53481
PRTU-0600 MICROPROTEIN PLUS 53481
PRTU-5600 MICROPROTEIN PLUS 53481
PRTU-M230 URINE PROTEIN 53481
PRTU-5M30 URINE PROTEIN 53481
RHFA-M130 RHEUMATOID FACTOR 55111
RHFA-5M30 RHEUMATOID FACTOR 55111
RHFA-6M30 RHEUMATOID FACTOR 55111
RHFA-4220 RHEUMATOID FACTOR 42230

DCCE - ECSSAS-V16
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Annex

REF PRODUCT NAME GMDN Code

TGML-0250 TRIGLYCERIDES SL 53460
TGML-5220 TRIGLYCERIDES SL 53460
TGML-0425 TRIGLYCERIDES MONO SL NEW 53460
TGML-5415 TRIGLYCERIDES MONO SL NEW 53460
TGML-0427 TRIGLYCERIDES MONO SL NEW 53460
TGML-0455 TRIGLYCERIDES SL 53460
TGML-0497 TRIGLYCERIDES MONO SL NEW 53460
TGML-5515 TRIGLYCERIDES MONO SL NEW 53460
TGML-0515 TRIGLYCERIDES MONO SL NEW 53460
TGML-0517 TRIGLYCERIDES MONO SL NEW 53460
TGML-0700 TRIGLYCERIDES MONO SL NEW 53460
TGML-5710 TRIGLYCERIDES MONO SL NEW 53460
TGML-0707 TRIGLYCERIDES MONO SL NEW 53460
TGML-M690 TRIGLYCERIDES 53460
TGML-5M90 TRIGLYCERIDES 53460
TIBC-0250 Direct TIBC 53904
TIBC-5025 Direct TIBC 53904
TIBC-6007 Direct TIBC 53904
TIBC-M130 Direct TIBC 53904
TIBC-5M30 Direct TIBC 53904
TIBC-6M30 Direct TIBC 53904
TRF2-M230 TRANSFERRIN 59041
TRF2-5M30 TRANSFERRIN 59041
TRF2-6M10 TRANSFERRIN 50041
TRIG-0055 TRIGLYCERIDES Standard 200 mg/dL 44702
URSL-0250 UREA UV SL 53587
URSL-5220 UREA UV SL 53587
URSL-6050 UREA UV SL 53587
URSL-0420 UREA UV SL 53587
URSL-5405 UREA UV SL 53587
URSL-6255 UREA UV SL 53587
URSL-0427 UREA UV SL 53587
URSL-0455 UREA UV SL 53587
URSL-0500 UREA UV SL 53587
URSL-5505 UREA UV SL 53587
URSL-6605 UREA UV SL 53587
URSL-0507 UREA UV SL 53587
URSL-M830 UREA 53587
URSL-5M30 UREA 53587
URSL-6M10 UREA 53587
URUV-0055 UREA Standard 50 mg/dL 53588
VITD-0043 VITAMIN D CALIBRATOR SET 54474
VITD-4311 VITAMIN D CALIBRATOR SET 54474
VITD-4312 VITAMIN D CALIBRATOR SET 54474
VITD-4313 VITAMIN D CALIBRATOR SET 54474
VITD-4314 VITAMIN D CALIBRATOR SET 54474
VITD-4315 VITAMIN D CALIBRATOR SET 54474
VITD-0049 VITAMIN D CONTROL SET 54475
VITD-4630 VITAMIN D CONTROL SET 54475
VITD-4730 VITAMIN D CONTROL SET 54475
VITD-0250 VITAMIN D 54476
VITD-5021 VITAMIN D 54476
VITD-6005 VITAMIN D 54476

DCCE - ECSSAS-V16
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bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

i AT

By Royal Charter

This is to certify that: ELITechGroup Inc.
370 West 1700 South
Logan
Utah
84321
USA

Holds Certificate No: FM 703046

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

The design, manufacture, distribution and servicing of automated slide stainers,
cytocentrifuges, cystic fibrosis sweat testing systems, and osmometers, and proprietary
standards, controls disposables and reagents for use with these types of equipment.
Manufacture and distribution of controls, standards, consumables, accessories and supplies for
in vitro diagnostic systems, laboratory equipment, and erythrocyte sedimentation rate test
systems.

(o C S aed ¢

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2003-05-12 Effective Date: 2022-01-11
Latest Revision Date: 2021-12-23 Expiry Date: 2025-01-10
Page: 1 of 1

SCC Accredited |
CB-MS

..making excellence a habit’

ocsMm
Accrédité CON |,

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+703046&ReIssueDate=23%2f12%2f2021&Template=inc

bsi.
Certificate of Registration

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

By Royal Charter

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.

(o C_Saed ¢

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2002-10-25 Effective Date: 2021-04-14
Latest Revision Date: 2021-04-13 Expiry Date: 2024-04-13
@ Page: 1 of 2
UKAS . o
..making excellence a habit:

003

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.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=13%2f04%2f2021&Template=uk

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: 2021-04-13

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: 2021-04-14
Expiry Date: 2024-04-13

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.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=13%2f04%2f2021&Template=uk

Declaration of Conformity helena

Biosciences Europe

HL-7- 0135 DC DOI 2013/10 (6)

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.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5183 Routine Control SA 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %/M /% Date: 31% October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe

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

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7- 0137 DC DOI 2013/10 (6)

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.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5186 Routine Control N 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %/M /% Date: 31% October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe

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

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7- 0138 DC DOI 2013/10 (6)

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.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5187 Routine Control A 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %/M /% Date: 31% October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe

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

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7- 0163 DC DOI 2014/05 (8)

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.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5265 Thromboplastin LI 55983
5265H Thromboplastin LI 55983
5267 Thromboplastin LI 55983
5269 Thromboplastin LI 55983

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: Z{/, CM /% Date: 07 May 2014

{
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7-DC-0511 Rev.5

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.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5376 Clauss Fibrinogen 100 55997

I, the undersigned, declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name: C.J. Sandercock Title: QA and Regulatory Affairs Officer

7y 7 2
Signed: A1 /Mf"”\"é’”‘ﬂ/é Date: 04 Jun 2020

M EC |REP

Helena Biosciences Europe, Prince Technologies B.V.
Gateshead, Tyne and Wear, Waanderweg 62,

NE11 0SD, United Kingdom 7812 HZ Emmen,

Tel +44 (0)191 482 8440 The Netherlands

info@helena-biosciences.com
www.helena-biosciences.com



mailto:info@helena-biosciences.com
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Instrument Tra

ELITechGroup

VITAL

Vital Scientific BV hereby declares that the participant has
attended a four days seminar for service engineers and the
participant is now a certified engineer for the declared
instruments.

Participant: Mr. A. Legun
Company: Global Biomarketing Group-Moldova SRL
Moldova
Instrument: Vitalab: XL Series
E Series
Junior Series
Dry ISE
Micro Series
ProXS

Date of training: April 20th — April 23rd, 2010

System jgpgort Mapager: System Support Engineer:

. Fobs
Fr :

/7 Jan Oostendorp




EC Certificate TOVRheinland

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1038121-1

Manufacturer: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Diren
Germany

Products: Products for self-testing
- Single and multi-parameter disposable test strips for urine analysis
- Indicator test strips and papers for measurement of pH in urine

Replaces Certificate, Registration No.: HL 60119814 0001

The Notified Body hereby declares that the requirements of Annex IV, excluding sections 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has
established and applies a quality assurance system, which is subject to periodic surveillance, defined
by Annex IV, section 5 of the aforementioned directive. For placing on the market of List A devices
covered by this certificate an EC design-examination certificate according to Annex IV, section 4 and a
verification of manufactured products according to section 6 is required.

Report No.: 1106581-20
Effective date: 2022-02-16
Expiry date: 2025-05-26
Issue date: 2022-02-16 S~

TillystraRe 2 - 90431 Nurnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC concerning in vitro

diagnostic medical devices with the identification number 0197.
Page 1 of 2

10/020h 04.08 ®

TUV, TUEV and TUV are registered trademarks. Utili




EC Ce rtIfICate Tl'.'lVRheinIarc?d

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1038121-1

Manufacturer: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Diren
Germany

The scope of certification includes the following manufacturing sites:

No. Location Product groups manufactured

/01 MACHEREY-NAGEL GmbH & Co. KG Design and development, manufacture and
Valencienner Str. 11 quality control
52355 Diren
Germany

/02 MACHEREY-NAGEL GmbH & Co. KG Warehousing and logistics
Bahnstr. 120
52355 Diren

Germany
Report No.: 1106581-20
Effective date: 2022-02-16
Expiry date: 2025-05-26
Issue date: 2022-02-16

& 7 :
TUV Rheinland LGA Products GmbH
Tillystrale 2 - 90431 Nurnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC concerning in vitro

diagnostic medical devices with the identification number 0197.
Page 2 of 2

10/020h 04.08 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval
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® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 1810008

Certificate Holder: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Duren
Germany

including the locations according to annex

Scope: Design, development, production and distribution of products
for filtration, rapid tests, water analysis, service and administration

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

Validity: The certificate is valid from 2020-05-29 until 2023-05-28.

2022-05-03 (Change) /&I/Qé/)

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdéln

A TUVRheinland®

Akkrediti tell . .
0-ZM-16031-01.00 Precisely Right.

(( DAKKS

Deutsche

www.tuv.com




® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Annex to certificate

Standard

Certificate Registr. No.

No.

/01

/02

/03

/04

/05

01 100 1810008

Location

c/o MACHEREY-NAGEL GmbH & Co.

Valencienner Str. 11
52355 Diren
Germany

c/o MACHEREY-NAGEL GmbH & Co.

Neumann-Neander-Str. 6-8
52355 Diren
Germany

c/o MACHEREY-NAGEL GmbH & Co.

Papiermiihle 50
52349 Duren
Germany

c/o MACHEREY-NAGEL GmbH & Co.

Bahnstr. 120
52355 Diren
Germany

c/o MACHEREY-NAGEL GmbH & Co.

Monschauer Str. 64
52355 Duren
Germany

2022-05-03

www.tuv.com

ISO 9001:2015

KG

KG

KG

KG

KG

Scope

Design, development, production and
distribution of products for filtration,
rapid tests, water analysis, service
and administration

Design, development and production
of products for chromatography
and bioanalysis

Waste disposal
Storage

Production

TOV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kaoln

Page 1 of 1

A TUVRheinland®

Precisely Right.



Certificate TOVRHEnand

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1038121-1

Organization: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Diren
Germany

Scope: Design and development, manufacture and distribution of in vitro diagnostic
test strips including self-testing devices and reflectometers used in the field
of urine, gastric and vaginal fluid analysis, as well as in vitro diagnostic
products for bioanalytical sample preparation.

(see attachment for sites included)

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard are
management system is subject to yearly surveillance.

Report No.: 1094054 -20
Effective date: 2020-05-29
Expiry date: 2023-05-28
Issue date: 2022-02-16 . I X i
R‘%O Dipl.-Ing—S Hoffmann
TUV Rheinland LGA Products GmbH
« DAKKS TillystraRe 2 - 90431 Nirnberg - Germany
Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02 172

0/020h 04.08 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval



Certificate

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1038121-1

Organization:

The scope of certification also covers the following:

Valencienner Str. 11
52355 Diren
Germany

No. Facility
/01 c/o MACHEREY-NAGEL GmbH & Co.

KG

Valencienner Str. 11
52355 Diren
Germany

/02 c/o MACHEREY-NAGEL GmbH & Co.

KG

Neumann-Neander-Str. 6-8
52355 Diren

Germany

/03 c/o MACHEREY-NAGEL GmbH & Co.

KG
Bahnstr. 120
52355 Diiren

Germany
Report No.: 1094054 -20
Effective date: 2020-05-29
Expiry date: 2023-05-28
Issue date: 2022-02-16
(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

P ®
TUVRheinland

MACHEREY-NAGEL GmbH & Co. KG

Scope

Design and development, manufacture and
distribution of in vitro diagnostic test strips
including self-testing devices and
reflectometers used in the field of urine,
gastric and vaginal fluid analysis, as well as
in vitro diagnostic products for bioanalytical
sample preparation.

Design and development, manufacture and
quality control of in vitro diagnostic products
for bioanalytical sample preparation.

Warehousing and logistics

" ! W Dipl.-Ing. S. Hoffmann
TUV Rieinland LGA Products GmbH

TillystralRe 2 - 90431 Nirnberg - Germany
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Certificate

Specialized Waste Management Company
Certificate Registration No.: 01 400 0114 (Certificate for Decoration)

On 2022-03-11 TUV Rheinland Cert GmbH carried out a voluntary inspection on the
premises of

MACHEREY-NAGEL
GmbH & Co. KG
Valencienner Stral3e 11
D- 52355 Diren

as part of a repeat audit with regard to the criteria contained in the Ordinance on Specialized
Waste Management Companies (EfbV) on the basis of Art. 56 and 57 KrwG.

This Certificate is valid for

Site
Papiermiihle 50 ¢ D- 52349 Diiren
(Waste producer number: E35828749, waste management number: E35837000)

and covers the storage, treatment and disposal of waste Code no. 16 05 06*, 16 05 07* and 16 05 08*
as stated in annex 1 of the official certificate according to annex 3 of EfbV.

Evidence was provided in Audit Report No. 37189536 that the above conditions have been met.

According to Art. 22 EfbV this Certificate is valid until 2023-08-31. The next audit (at least one
audit per year as specified in Art. 22 EfbV) will be conducted until 2023-02-28. This Certificate
is valid only in connection with the official certificate dated from 2022-07-13 according to
annex 3 of EfbV.

Cologne, 2022-07-13

Y vd v

TUV Rheinland Cert GmbH EfbV- Expert
EfbV- Certification Body Thomas Nitsche
Christoph Schmieder

www.tuv.com A TUVRheinland”
Precisely Right.
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Eehnk Elektronik

CERTIFICATE
Mr. Sergey Sorokovitsch

actively and successfully participated
in

SERVICE AND APPLICATION
TRAINING

for

Thrombolyzer Systems

from 26" November to 30" November 2012
location

t
Co.

Kommanditgesellschaf
Behnk Elektronik GmbH &
Hans-Bdéckler-Ring 27
22851 Norderstedt
Germany

[P

Holger Behnk, Director
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Certificate

mdc medical device certification GmbH
certifies that

VECTOR

vB/E/S/TA

AO Vector-Best
Research and Production Area
Building 36,0ffice 211, Koltsovo
630559 Novosibirsk region
Russian Federation

with the locations listed in the attachment

for the scope

Design and development, production and distribution of
medical devices for in vitro diagnostics (PCR, ELISA, Biochemistry)

has introduced and applies a
Quality Management System

The mdc audit has proven that this quality management system
meets all requirements of the following standard

EN ISO 13485

Medical devices — Quality management systems —
Requirements for regulatory purposes

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016

Valid from 2020-07-04
Valid until 2023-07-03
Registration no. D1213100019
Report no. P20-00568-173687
Stuttgart 2020-06-02

. medical device certification I Head 4ﬁon Body

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-16002-06-00



No. D1213100019

Attachment of the certificate

date 2020-06-02 Page 1 of 1

Location

Scope

AO Vector-Best
Arbuzova str. 1/1, 630117 Novosibirsk
Russian Federation

design and development, production and
distribution of medical devices for in vitro
diagnostics

AO Vector-Best

Research and Production area, building 386,
Koltsovo, 630559 Novosibirsk region
Russian Federation

design and development, production of medical

devices for in vitro diagnostics

AQ Vector-Best
Pasechnaya str, 3, 630117 Novosibirsk
Russian Federation

design and development, production of medical

devices for in vitro diagnostics

medical device certification

MAaAC

mdc medical device certification GmbH

Kriegerstralle 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10

Internet: http://www.mdc-ce.de

Peifd

Heaw Certification Body
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CLARATION O Product name identification data | RrEF
.......... e Y7 Qo:mv >-_m_<_ . mqrhwm _.S _“oq ..nm.m:s_:m:o: o* _Es 3 .._mvma_m > O. owmm
: . - ~ “|EUSA kit for = quantitatve and qualitative |
s 2. fVectohep A-gG determination of 9G to hepatitis Avirus, D-0352
............ i qmn::.mBm:ﬁ of Annex | Directive wmnw\mo o« Mq Onﬁocmq 1998 :wmw_‘n_:m invitrodiagnostic 13, Vectohep ITV-igG- ELISA kit for detemmination of IgG 10 TT-virus D-0802
medical devices. 1 it for. de ination -of - itis - |
4; (00»03&ﬂ E-lgG mwhw}r; -G g.ﬁm»_oﬁ. Oﬂ _mm to _Jm_umnm_m m D-1056

B e ST e A, : 2 | Vectohep E-igM.
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__________________ _ Other devices (all de e 0, | . |ELISA kit _for_determination of IgG.to_he atitis G
self-testing devices) G=\fectohep"G-igG: 3 virus =75 S N N
) ELISA kit for determination cf 19G 1o _zﬂmn_ocm
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Maoufacturer. ZAO “Vector-Best” e
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9. |RecombiBest antipallidum-gG EUSA kit for determination of _nm to Treponema

D-1852
: mmw x:mm_m pallidum
.......... : 3 ?_.m +..~ nwmwvu umo R 3.. RecombiBest m.avm__aczf TELISA™ kit for nmﬁ::.:m».o: Q S,m_ m:mcoa_mm 3 " _“....mm.nm. S
" Fax 47 (383) 363 36 mm 17| total antibodies > I Treponema pallidam e, T s e
i 11 RecombiBest m:nvm___aca. ELISA kit for determination of _mz_ to ._.nm_vo:mam D-1858
“ligh . - jpaliidum = i
European authorized representative: Bioron GmbH, 12 RecombiBest antipallidum- ELISA (it for determination of total ‘antibodies to D857
Rheinhorststr. 18, D-67071 " itotal antibodies Treponema pallidum
Ludwigshafen, Germany. j ELISA kit for determination of 1gG to herpes simplex
tel’z +49 (0) 621 5720 915, feefieaiion.1.2 095 virus types 1 and 2 D-2152
: fax: +49 (0) 621 5720 916 K * ELISA kit for determination of IgM to sm.ﬂmm m_Bn_ox .
14, fVectoHSV - IgM virus types 1 and 2 D-2154
; ELISA kit for determination of IgG 6 human —_m_dmm i
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16_ | VECtaHHV.A - 196 ¢m:m> kit M: nm,m_.a_:m._o: of 19G to human :mimm R .
17 Ureaplasma urealyticum — ELISA kit for determination of 1gG to Ureaplasma D2254
~ {IgG-EIA-BEST urealyticum antigens
18 Ureaplasma urealyticum — EUSA kit for detemmination of 1gA to Ureaplasma D-2258
Date: 2013/04/12 Murat Khusainov " |ISA-EIA-BEST urealyticum anligens > =
General Director ZAO «Vector-Best» 19. |VectoParotitisHgG - ELISA kit for determination of IgG to parotitis virus D-2602
20. | VectoParotitis-igM - " | ELISA kit for determination of g to parotitis virus D-2604
2 ELISA kit for determination of IgG to toxocara
M.._. ,_.oxooﬁ_.:mw_uo.m_?mmmq antigens _u,.Nwa

; Onmmﬁ.:oﬁ:mmmmm — laG-ElA- ELISA kit for determination of 1gG to ou.m:._oqo:_mm_m ;
“ 5 BEST m:»ﬁm_..m D-2952

23. | Echinococcus-1gG-EIA-BEST

ELISA kit for determination of 1gG to Echinococcus| D-3356




VECTOR

ZA0 “Vector-Best” |

Q\I.|.\I : jmh...u..a ZAQO “Vector-Best” Rev. 81
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anfigens -
_ - - s dmr_m> kit for determination of concentration of 1.8552
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25. | Lamblia-antibodies-EIA-BEST W.Mb_mzwhmmoaam_wwa_:m»_% of 1gG. IgM and IgA to} - ¢y e B 19&
. . 48. |1gG total EIA-BEST ELISA kit for determination of concentration of total 28662
26. | Lamblia-IgM-EIA-BEST m_n_w> _a_» for detemination of _az_ to _.ma_u__m D-3554 : A 19G :
57, | LambiiaantigenmEIA-BEST | ELISA kit for determination of Lambtia anfigen "B-35%6 48. | IgM total-EIA-BEST il R
ji it Helicobacter pylofi-CagA- ELISA kit for detemnination of “total “ antibodies te |* : ELISA kit for determination of concentration of total S
28. | antigen-EIA-BEST CagA Helicobacter pylori D-3752 50. | 1gA total E1A-BEST IgA Rt
e ra ~|ELYSA kit for determination of 8:8:33: of . = ELISA kit for amﬁm_._é:m»_o: 3 -concentration of i
RSN 284 TSH-EIA-BEST ““Ithyroid=stimualating Hiornmione™ iy Xw.m.m...w - {Gammaclntedferon-EIA-BEST.. ~l garmma-ereron— - SIS LSRR, e =TI Sy
= i ELSA kit fordeterminationof - no_..om:n.mno: of -total T .I|......|.mEm>Jrn ~for—determination--of--concentration--of o ke —
30.| T3 toal-EIA-BEST tHiodothyromine 52. | Intedeukine4-EIA-BEST rterisnlcine-4 A8754
! i e ELISA kit for determination of concentration of total ELISA kit for determination of no:nhnemco: oa
31 | T4 0t EIABEST | thyroxine i = . i i 183, [Alpha-TNF-EIABEST 1 by imar necrosis factor .. ottt
" 3 ELISA kit for determination of antbody a ELISA kit for determination of concentration of
e SantiiR GEG BESTE concentration to thyroperoxidase GS069 54. | Alpha-interferonrEIA-BEST & e feron BTeE
el ELISA kit for determination of concentration of . ELISA kit for determination of concentration of}|.
: 33. | PAPP-A-EIA-BEST pregnancy-associated plasma protein A U.A._.mc 55. intarleukine-6-EIA-BEST Interdeukine 6 £-8768
.| Mycoplasma hominis-igG- EUSA kit for determination of 1gG to z_woov_mmq:m st | SR ¥ ~_|ELISA kit _for determination of concentration ~of{" ki SR
34 | pla-BEST hominis D-4352 56 | Intereukine-2-EIA-BEST | "iioiiine 2 ~ABIT2
Mycoplasma :o:.::_m-_u> -ElA- [ELISA kit for nmﬁ::.:m:o: of IgA to Z_waou_mwam B s T 1ELISA kit for nﬁm::.:m__o: oq Bsomzc.meo: oq
135 |gEST hominis Ulum.a 57. | Procalcitonin-EIA-BEST SrocakDnin A-9004
Mycoplasma pneumoniae- ELISA «it for determination of IgG to Mycoplasma EUISA kit for n&w::s.ﬂmo_.. of concentration of N= g
o 1gG-EIA-BEST. pneumoniae SR 58. | NTproBNP-EIA-BEST terminal prohormone of brairy natriuretic peptide A
1.7 |Mycoplasma pneumoniae- ELISA kit for determination of IgM to _s<ncu_mm5m : ELISA kit for determination of concentration of|] ..
37 {{gM-EIA-BEST pneumcniae D-4366 59. | Troponin |-EIA-BEST traponia | e HI00
e y ELISA kit for determination of 19G to ‘Crmean-
38. | Vectocrimean - CHF —19G | o010 hemorthagic fever virus D2
- ELISA kit for determination of igM to O:_.:mm:-
38. { Vectocrimean — CHF —IgM Congo hemorrhagic fever virus R0y
-BEST T | ELISA kit for determination of _copceptration. of s
40, | CEA-EIA-BEST carcinoembryonic antigen T=8454
ELISA kit for determinaton of concentration of
41. | AFP-EIA-BEST Alpha-Fetal Protein T-8456
: et ELISA kit for determination of concentration of
42. |CA-125-EIA-BEST e e T-8466
43. |CA 19.9-EIA-BEST _._mw.._w> kit for determination of concentration of CA 1-8470
biief BEX R ELISA kit for detemmination of concentration of
4a54CH 15 3 CIREST oncomarker CA 15-3 84w
2 T : ELISA kit for determination of concentration of
45 NSE-EIA-BEST neuron specific énclase T-8476




KEMA Quality

CERTIFICATE

ELECTROMAGNETIC COMPATIBILITY

Applicant

Contact person
Address

Postal code, Place
Country

Manufacturer
Address

Postal code, Place
Country

Electrical apparatus

. Vital Scientific B.V.

. Mrs. C. v.d. Broek

: Van Rensselaerweg 4

. 6956 AV Spankeren/Dieren
. The Netherlands

. Vital Scientific B.V.

. Van Rensselaerweg 4

. 6956 AV Spankeren/Dieren
. The Netherlands

: Clinical Analyser

Trademark : Elitech Clinical Systems
Type designations : Flexor EL200, Selectra ProM
Environment : Laboratory

EN 61326-1:2006
EN 61326-2-6:2006

EN 55011:2007
+A2:2007

EN 61000-3-2:2006
EN 61000-3-3:1995
+A1:2001+A2:2005
EN 61000-4-2:1995
A1:1998+A2:2001
EN 61000-4-3:2006
+A1:2008

EN 61000-4-4:2004
EN 61000-4-5:2006

: Equipment for measurement, control and laboratory use
. Electrical equipment for measurement, control and laboratory use — EMC requirements —

Part 2-6: particular requirements — In vitro diagnostic (IVD) medical equipment, from which:

: Emission - Class A

. Limit for harmonic currents emissions
: Limitation of voltage fluctuations and flicker

. Electrostatic discharge (ESD) immunity
: Radiated Electro-Magnetic field immunity

: Electrical fast transient (EFT) immunity
: Surge transient immunity

EN 61000-4-6:2007
EN 61000-4-8:1993
+A1:2001

EN 61000-4-11:2004

: Conducted Radio-Frequency disturbances immunity
: Power frequency magnetic field immunity

: Voltage dips and interruptions immunity

The undersigned declares that the described product meets the requirements of the mentioned standards,
based on a non-recurrent examination. The test results lay down in our test reports with reference 2129388.0501-QUA/EMC
and 2136226.0501-QUA/EMC.

KEMA Quality B.V.
(Notified Body EMC)
Arnhem, September 20, 2010

A.T. van der Meijden

Certification Manager EMC Certificate nr. 2136226.0551-QUA/EMC

Integral publication of this certificate and adjoining reports is allowed.

KEMA Quality B.V. Utrechtseweg 310, 6812 AR Arnhem P.O. Box 5185, 6802 ED Arnhem The Netherlands

T+31263562000 F +3126 3525800 www.kemaquality.com Registered Arnhem 09085396
a B DEKRA company
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