U|_ ) Solutions

CERTIFICATE OF REGISTRATION

. Digitally signed by Ceaicovschi Tud
Lorne Laboratories Ltd Date: 2025.03.05 170327 EET
Unit 1 Cutbush Park Industrial Estate Reason: MoldSign Signature

h Location: Moldova

Danehill [ MOLDOVA EUROPEANA |
Lower Earley

Berkshire RG6 4UT UNITED KINGDOM

UL LLC® (UL Solutions) issues this certificate to the Firm named above, after assessing the Firm’s quality
system and finding it in compliance with:

ISO 13485:2016
EN ISO 13485:2016

The design and manufacture of in vitro diagnostic blood grouping reagents. The purchase for resale of in vitro diagnostic
serology test kits.

Authorized by

T A =,

UKAS Paul Hilgeman —
SYSTEMS Senior Business Manager - Medical Check Certificate Status:
a426 CMIT — Medical Regulatory here
File Number A12241 Cycle Start May 23, 2023
Certificate Number 1458.230523 Effective Date May 23, 2023
Initial Issue Date June 26, 2018 Expiry Date May 22, 2026

This quality system registration is included in UL’s Directory of Registered Firms and applies to the provision of
goods and/or services as specified in the scope of registration from the address(es) shown above. By issuance
of this certificate the firm represents that it will maintain its registration in accordance with the applicable
requirements. This certificate is not transferable and remains the property of UL LLC® (UL Solutions).

% 5 UL Solutions

.P)-Em‘t\ 333 Pfingsten Road
Northbrook, IL 60062-2096 USA

Form—tlSI_CI)nggg%iongue 4.0 UL and the UL Solutions logo are trademarks of UL LLC © 2023


https://database.ul.com/certs/PDWS.A12241.pdf
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DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name

Catalogue number

RPR Carbon kit 044150A
044500A
MANUFACTURER
Name Lorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berks, RG6 4UT
Country United Kingdom

MEANS OF CONFORMITY

LORNE

LABORATORIES

| hereby declare that the products listed above comply with the essential

requirements and provisions of Directive 98/79/EC of the European

Parliament and of the Council (also SI 2002 No.618 which transposes the

requirements of Directive 98/79/EC).

This declaration is valid from 17 May 2015.

f

Eddy Velthuis

Technical Director
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File No A12241;

1SO 13485:2003; ISO 9001:2008

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill, Lower Earley

Berkshire RG6 4UT United Kingdom

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

Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



Intertek

Total Quality. Assured.

CERTIFICATE

Certificate Number:

This is to certify that the management system of:
0089217-01

M Ed ica co rpo ratio n Initial Certification Date:

2019-04-19

Date of Certification Decision:

(FIN F002402)
2022-03-24

Main Site: 5 Oak Park Drive, Bedford, Massachusetts, 01730, United States Certification Effective Date:

Additional Site: 3 Oak Park Drive, Bedford, Massachusetts, 01730, United States 2022-04-18

Certification Expiry Date:

has been registered by Intertek, an MDSAP recognized auditing organization,
2025-04-18

as conforming to the requirements of:

ISO 13485:2016

Brazil: Federal Law n. 6360/76; RDC ANVISA n. 16/2013; RDC ANVISA n. 23/2012; e DICAL DEVICE SINGLE ALDIT PROGRAM
RDC ANVISA n. 67/2009; RDC ANVISA n. 56/2001

3485;,
\‘,o A 20 16'

Pripcan®
Canada: Medical Devices Regulations — Part 1- SOR 98/282 FiC ™

United States: 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 (Subparts A to D) lntertek

Japan: MHLW Ministerial Ordinance 169, Article 4 to Article 68; PMD Act

The management system is applicable to:

Design, Development, Manufacture, Service, Installation and Distribution of
in-vitro diagnostic medical devices, in-vitro diagnostic test kits, in-vitro
diagnostic reagents, in-vitro diagnostic analyzers/software used in diagnosis

Calin Moldovean
President, Business Assurance

and management of cancer, immune status, disease status, autoimmune Intertek Testing Services NA, Inc.
status, cardiac markers, protein metabolism, endocrine disorders, blood 900 Chelmsford Street
analytes, urinalysis, blood gases. Lowell, MA, USA 01851
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1*"..r.|

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement. This

certificate’s validity is subject to the organization maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may be confirmed via email at
certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to whom it must be returned upon m
request. Validity of this certificate may be verified at http://www.intertek.com/business-assurance/certificate-validation,

CT-MDSAP-2016-NA-EN-LT-P-3.JUN.21


http://www.intertek.com/business-assurance/certificate-validation/

NMEDICA

Medica Corporation

5 Qak Park Drive

Bedford, Massachusetts 01730
Tel 781 275 4892

Fax 781 275 2731
www.medicacorp.com

Products For Health Care

Declaration of Conformity Ce

Product Name: Model/Type:

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

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

EasyStat and accessories per attachment pH/IpCO2/p02/Na/K/CalHct, pH/pCO2/p02/Na/K/Cl/Hct

EasyBloodGas and accessories per attachment pH/pCO2/p02

Manufacturer

#d Medica Corporation
5 Qak Park Drive, Bedford, Massachusetts, 01730, USA

Representative

Emergo Europe, Molenstraat 15
NL-2513 BH 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 11, List A or Annex I, 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 and the corresponding national laws of the Member States.

Place and Date: Bedford, Massachusetts, USA, December 10, 2014

Signature:

Name: Photios Makris, Ph.D.
Title:  Director of Regulatory Affairs



EasyBloodGas and EasyStat Accessories
Catalog No. Accessory

6201
6202
6203
6204
6101
6301
6303
6304
6305
2118
6402
6503
6603
6306
6504
6505
6506
6507
6508
6518
6537
6520
7101
7205
7206
7207
7208
7301
7309
7603
7303
7306
7304
7506
7302

EasyStat/EasyBloodGas pH Electrode
EasyStat/EasyBloodGas pCO2 Electrode
EasyStat/EasyBloodGas pO2 Electrode
EasyStat/EasyBloodGas/EasyElectrolyte Reference Electrode
EasyBloodGas Reagent Module

EasyBloodGas Troubleshooting Kit

EasyQC Level 1 Blood Gas and Electrolyte Quality Control
FasyQC Level 2 Blood Gas and Electrolyte Quality Control
EasyQC Level 3 Blood Gas and Electrolyte Quality Control
Daily Cleaning Sclution Kit

Red Test Dye Solution

EasyBloodGas Capillary Tube Kit

EasyBloodGas Demonstration Kit

EasyBloodGas Sampler

EasyBloodGas/EasyElectrolyte Pump Tube
EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper (5 rolls)
EasyBloodGas Sensor Module

EasyStat/EasyBloodGas Valve Module

Compression Plate

Serial Cable, 25-pin

Serial Cable, 9-pin

Barcode Reader Kit

EasyStat Reagent Module

EasyStat/EasyElectrolyte Na Electrode
EasyStat/EasyElectrolyte K Electrode

EasyStat Ca Electrode

EasyStat Cl Electrode

EasyStat Troubleshooting Kit

Bi-Level Hematocrit Quality Control

EasyStat Demonstration Kit

EasyStat/EasyBloodGas Capillary Tube Kit

EasyStat Sampler

EasyStat Pump Tube

EasyStat Sensor Module

Probe Wipers

EDMA Code
11703104
11703104
11703104
11040401
11703110
21041001
11703150
11703150
11703150
11010127
11703190
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
11703110
11040107
11040106
11040102
11040103
21041001
13017003
21041001
21041001
21041001
21041001
21041001
21041001



EasyElectrolyte Accessories
Catalog No. Accessory

4102
4103
7205
7206
4203
4204
6204
4207
4301
2118
4402
4403
2814
2815
4405
4406

4306
6504
6505
4506
4507
4508
7302
4522
4535
6518
6537
6520

EasyElectrolyte Reagent Module Na/K/Cl
EasyElectrolyte Reagent Module Na/K/Li
EasyStat/EasyElectrolyte Na Electrode
EasyStat/EasyElectrolyte K Electrode
EasyElectrolyte Cl Electrode
EasyElectrolyte Li Electrode
EasyStat/EasyBloodGas/EasyElectrolyte Reference Electrode
EasyElectrolyte Spacer Electrode
EasyElectrolyte Troubleshooting Kit

Daily Cleaning Solution Kit

Red Test Dye Solution

EasyElectrolyte Urine Diluent

EasyQC Bi-Level Quality Control Kit

EasyQgC Tri-Level Quality Control Kit
EasyElectrolyte Demonstration Kit, Na/K/Cl
EasyElectrolyte Demonstration Kit, Na/K/Li
EasyElectrolyte Capillary Tube Kit
EasyElectrolyte Sampler
EasyBloodGas/EasyElectrolyte Pump Tube
EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper (5 rolls)
EasyElectrolyte Sensor Module
EasyElectrolyte Valve Module
Compression Plate

Probe Wipers

EasyElectrolyte Daily Cleaner Sample Cups
EasyElectrolyte Sensor Module, Li

Serial Cable, 25-pin

Serial Cable, 9-pin

Barcode Reader Kit

EDMA Code

110301
110301
11040107
11040106
11040103
11040104
11040401
11040190
21041001
11010127
11703190
11040490
11500204
11500204
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001



Easylyte Accessories
Catalog No. Accessory/Product Name

2070
2004
2014
2015
2016
2021
2030
2101
2102
2113
2106
2150
2151
2152
2103
2258
2120
L2120
2121
L2121
2122
L2122
2123
L2123
2028
L2028
2109
12109
2112
12112
2115
L2115
2114
12114
2026
L2026
2124
2814
2815
2843
2118
2598
2108

Easylyte EasySampler

EasylLyte Analyzer

Easylyte Plus Analyzer

EasylLyte Li+ Analyzer

Easylyte Calcium Analyzer

EasyLyte Na/K/Cl/Li Analyzer

EasylLyte EXPAND Na/K/Cl/Ca/Li Analyzer
EasylLyte K+ Electrode

Easylyte Na+ Electrode

Easylyte Cl- Electrode

Easylyte Li+ Electrode

Easylyte Ca++ Electrode

Easylyte pH Electrode

EasylLyte Disposable Reference Electrode
EasyLyte Refrence Electrode

EasyLyte Membrane Assembly

EasyLyte Na/K 800mL Solutions Pack
EasyLyte Na/K 800mL Solutions Pack
EasyLyte Na/K/Cl 800mL Solutions Pack
EasylLyte Na/K/Ci 800mL Solutions Pack
EasyLyte Na/K/Li 800mL Solutions Pack
Easylyte Na/K/Li 800mL Solutions Pack
EasylLyte Na/K/Ca/pH 800mL Solutions Pack
EasyLyte Na/K/Ca/pH 800mL Solutions Pack
EasyLyte Na/K/Cl/Li 800mL Solutions Pack
EasyLyte Na/K/Ci/Li 800mL Solutions Pack
EasylLyte Na/K 400mLl Solutions Pack
EasylLyte Na/K 400mL Solutions Pack
EasylLyte Na/K/Cl 400mL Solutions Pack
EasyLyte Na/K/Cl 400mL Solutions Pack
EasylLyte Na/K/Li 400mL Solutions Pack
EasyLyte Na/K/Li 400mL Solutions Pack
EasyLyte Na/K/Ca/pH 400mL Solutions Pack
EasylLyte Na/K/Ca/pH 400mL Solutions Pack
EasyLyte Na/K/Cl/Li 400mL Solutions Pack
EasylLyte Na/K/Cl/Li 400mL Solutions Pack
EasylLyte 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

EDMA Code
21041001
21071102
21071102
21071102
21071102
21071102
21071102
11040106
11040107
11040103
11040104
11040102
11703102
11040401
11040401
21041001

110301
110301
110301
110301
110301
110301
110301
110301
110301
110301
110301
110301
110301
110301
110301
110301
110301
110301
110301
110301
110301
11500204
115002 04
21041001
11010127
21041001
21041001



EasyLyte Accessories, continued
Catalog No. Accessory/Product Name

2107
2257
2104
2100
2492
2309
2111
2577
2323
2541
2585
2596
10745
2253
2590
2292
2578
2572
2571
2105
2095
2076
2074
7118
2544

EasyLyte Sample Probe

EasyLyte Sample Detector

Easylyte Tubing Kit

EasyLyte Calcium Tubing Kit

FasylLyte Internal Filling Solution (125mL)
EasylLyte Wash Solution (50mL)

EasyLyte Urine Diluent (500mL)

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

Easylyte Printer Paper (3 rolls)

EasylLyte EasySampler Sample Cups, 500ul. (500)
Easylyte Sample Cups 2.0mL (500)
Anti-Evaporation Caps (500)

Easylyte Capillary Tubes

EasyLyte Capillary Adaptor Kit

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

EasylLyte Troubleshooting Kit (Na/K/Ca/pH and Na/K/Cl/Li)
Easylyte Quarterly Operating Kit
EasyLyte Maintenance Kit

Easylyte Sample Tray

EasyLyte Sample Cup Retainer Ring

Daily Rinse/Cleaning Solution Kit
EasylLyte C Series Printer Paper (5 rolls)

EDMA Code
21041001
21041001
21041001
21041001
11040490
11040490
11040490
11040490
21041001
21041001
21041001
21041001
21041001
21041001
21041001
11040490
11040490
21041001
21041001
21041001
21041001
21041001
21041001
11010127
21041001
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EasyLyte EasyBloodGas EasyStat

Training Certificate

This is to certify that

(/ P
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I 5 B ‘ e ) .j' o .
has completed training for the operation and service of the

EasyLyte, EasyBloodGas, and EasyStat analyzers.
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Signed: Randall Rollins
Technical Service Manager
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