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ELITech Clinical Systems B
Zone industrielle .
61500 Sées - France

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

ELI lechGroup

EMPOWERING IVD

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 ests respaldado por la certificacion de nuest‘ro
sistema de calidad segtin la norma NF EN ISO 13485 : 2016 (Certificacion vélida hasta el 27 de Julio 2023). :

Digitally signed by Ceaicovschi Tudor
Date: 2022.12.07 10:40:58 EET
Reason: MoldSign Signature
Location: Moldova

Sées, le 12 Mai 2021

ELITech Clinical Systems SAS

Valérie LAMBERT, Zone Industrielle Céci_lg,_,_ﬁ__g_

Responsable des Affaires Réglementaires 61500 SEES - France ¢ /Directeur Gené

Regulatory Affairs Manager Tél, :+33(0)2 33 81 21 00 - Fax : +33(0)2 33 28 77 51 d naging-Mire

Responsable de los Asuntos Reglementarios SIRET 318 365 228 00036 Directora General
———
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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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Current issue date: 22 June 2021 Original approval(s):
Expiry date: 21 June 2024 ISO 13485 - 9 June 2019
Certificate identity number: 10361225

Lloyd's
Reqister

Certificate of Approval

This is to certify that the Management System of:

ELITechGroup B.V.

Van Rensselaerweg 4, 6956 AV Spankeren, The Netherlands

has been approved by Lloyd's Register 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, contract manufacturing of erythrocyte sedimentation rate
analyzers and warehousing of erythrocyte sedimentation rate tubes for the in vitro diagnostic investigation of samples of human
origin.

Paul Graaf

Chief Operating Officer, Management Systems, MSIS %
Issued by: Lloyd's Register Nederland B.V. MQN!(GQEET
for and on behalf of: Lloyd's Register Quality Assurance Limited “E,Tgf

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents
are, individually and collectively, referred to in this clause as 'Lloyd's Register'. Lloyd's Register 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 Lloyd's
Register 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: Lloyd's Register Nederland B.V., K.P. van der Mandelelaan 41a, 3062 MB Rotterdam, The Netherlands for and on behalf of: Lloyd's Register Quality Assurance
Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom
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Lloyd's

Reg | Ster Certificate identity number: 10361225
Certificate Schedule
Location Activities
ELITechGroup B.V. 1ISO 13485:2016

Van Rensselaerweg 4, 6956 AV Spankeren, The Netherlands ~ Design, development and manufacturing of clinical
chemistry analyzers, contract manufacturing of

erythrocyte sedimentation rate analyzers and
warehousing of erythrocyte sedimentation rate tubes for
the in vitro diagnostic investigation of samples of human

origin.
ELITechGroup B.V. 1ISO 13485:2016
Kanaaldijk 90, 6956 AX Spankeren, The Netherlands Design, development and manufacturing of clinical

chemistry analyzers, contract manufacturing of
erythrocyte sedimentation rate analyzers and
warehousing of erythrocyte sedimentation rate tubes for
the in vitro diagnostic investigation of samples of human
origin.

o

v

KAS

MANAGEMENT
SYSTEMS

001

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents
are, individually and collectively, referred to in this clause as 'Lloyd's Register'. Lloyd's Register 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 Lloyd's
Register 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: Lloyd's Register Nederland B.V., K.P. van der Mandelelaan 41a, 3062 MB Rotterdam, The Netherlands for and on behalf of: Lloyd's Register Quality Assurance
Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom
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o ELI Group

ELITechGroup B.V.

P.0.Box 100

6950 AC Dieren

Van Rensselaerweg 4

6956 AV Spankeren

The Netherlands

T: 431313430500
info.ecsni@elitechgroup.com
www.elitechgroup.com

C

hamber of Commerce 09175642 Spankeren, 16 April 2021

To Whom It May Concern
MANUFACTURER’S AUTHORIZATION LETTER

We, ELITechGroup B.V., manufacturer of automated clinical chemistry analyzers, having factories at:
Van Rensselaerweg 4

6956 AV Spankeren

The Netherlands

and being a company of the ELITechGroup hereby confirm that:

GBG-MLD SRL

Str. Tighina 65, of. 607
Mun. Chisinau, MD-2001
Moldova

is our distributor in Moldova and is fully authorized to offer and deliver the ELITechGroup B.V. products
as mentioned in Appendix A.

GBG-MLD SRL is also authorized in Moldova to:
* register, notify, renew or modify the registration of the products as listed in Appendix A;
* participate in public tenders for supply of automated clinical chemistry analyzers;
e perform service activities.

We guarantee that the quality of our products is corresponding to the requirements for IVD products.

Products will be invoiced via:
ELITech Clinical Systems SAS
Zone Industrielle

61500 Sées

France

This Manufacturer Authorization Letter (MAL) is governed by and construed in accordance with Dutch
law and is valid for a period of two (2) years unless terminated with a written notice by the issuer.

ELITechGroup B.V.

’
=

Maurice Verdaasdonk
Managing Director

& CERTIFIED

Lo

013485
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.. ELITechGroup

EMPOWERING 1VD

Appendix A - List of products

e SELECTRA MACHS
Including all accessories and parts

g CERTIFIED
-
o
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aAbbott

Declaration of Conformity

Certificate Identification:

Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

SC-09H39

Abbott Laboratories
Diagnostics Division

Abbott Park, IL 60064 USA

Parc Euromedécine II,

Rue de la Valsiére,

CEDEX 5, CS 14287

34 099 — Montpellier FRANCE

List Numbers and GMDN Names and Description of Devices Classification

Size Code of Devices Code
09H39-01 35476 CELL-DYN Emerald Instrument Self-declared
Authorized European Abbott GmbH
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation 4551 Great America Parkway
(Name and Address) Santa Clara, CA 95054
BIT Group France,

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and
bearing the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the
European Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices and
Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011, as they are transposed

into the laws of the member states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole

responsibility of the manufacturer.,

UU@J N

Signature: @/ :

Signature:

Full Name: Cheryl Nowlan Full Name: Thao Phan

Position: Director Quality Assurance  Position: Associate Director Regulatory Affairs
Date of Approval: | Y JAN 07| Date of Approval: l "”\3’ 4\'/\) 2021

Date Issued: JAN 14 2021 Place Issued: Abbott Santa Clara

Supersedes: Effective (Date or JAN 1 4 2021

IRIS V7 (July 1, 2016)

Lot Number):

CELL-DYN Emerald Instrument
January 2021

Declaration of Conformity
(IRIS V8)
Page 1 of 1




] Abbott

Declaration of Conformity

Certificate Identification: SC-09H59
Abbott Laboratories
Legal Manufacturer’s Name: Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, IL 60064 USA
List Numbers and GMDN Names and Description of Devices Classification
Size Code of Devices Code
09H59-01 35476 CELL-DYN Emerald 22 Instrument Self-declared
Authorized European ABBOTT
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation 4551 Great America Parkway
(Name and Address) Santa Clara, CA 95054
BIT Group France
Parc Euromedecine 11,
Rue de la Valsiere
34 099 — Montpellier, Cedex 5 France
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and
bearing the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the
European Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices and
Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011, as they are transposed
into the laws of the member states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

/ /
% / N . P 3 J
Signature: ot § 7 ”Z_\ Signature: )] Z R ]/ Y (G
Full Name: Kevin Richardson Full Name: Mirna DiPano
Position: Manager, Supplier Quality Position: Director of Regulatory Affairs

Date of Approval: LO= Ty - 2o/ 7 Date of Approval:  jo ~ T. /; - 07
7 174 ’

Date Issued: JUL 1 0 2017 Place Issued: Abbott Santa Clara

Supessedes: ) Effective (Date or
CELL-DYN Emerald 22 Instrument Declaration of Conformity
July 2017 (IRIS V2)
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Lloyd’s
Reqister

Certificate of Approval

This is to certify that the Management System of:

Abbott Laboratories Diagnostics Division

100 Abbott Park Road, Abbott Park, IL, 60064, United States

has been approved by LRQA to the following standards:
ISO 9001:2015

Cliff Muckleroy - Area Operations Manager Americas
Issued by: Lloyd's Register Quality Assurance, Inc.

for and on behalf of: Lloyd's Register Quality Assurance Limited

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.

Current issue date: 13 October 2018 Original approval(s):
Expiry date: 12 October 2021 ISO 9001 — 3 December 2017
Certificate identity number: 10155324

Approval number(s): ISO 9001 — 0015681

The scope of this approval is applicable to:
Design, Manufacture, Development, Installation, Service and Support of In Vitro Diagnostic Products including
Test Kits, Reagents, Accessories and Instruments.

KAS
AGEMENT
STEMS

MAN,
SY:!

001

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd's Register'. Lloyd's Register 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 Lloyd's Register 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: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States for and on behalf of: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37
7ES, United Kingdom
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Lloyd’s
Register

Certificate Schedule

Certificate identity number: 10155324

Location Activities

100 Abbott Park Road, Abbott Park, IL, 60064, 1SO 9001:2015

United States Design, Manufacture, Development, Installation,
Service and Support of In Vitro Diagnostic
Products including Test Kits, Reagents,
Accessories and Instruments.

Conway Park, 675 North Field Drive, Lake Forest, IL, ISO 9001:2015
60045, United States Oversight of the Quality Management System for
the Abbott Diagnostics Division Sites.

K Complex - Distribution Center ISO 9001:2015

Route 41 & Martin Luther King Drive, North Chicago,  pistribution of In Vitro Diagnostic Products

IL, 60064, United States including Test Kits, Reagents, Accessories and
Instruments.

o

v

UKAS

MANAGEMENT
SYSTEMS

001

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd's Register'. Lloyd's Register 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 Lloyd's Register 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: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States for and on behalf of: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37
7ES, United Kingdom
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Lloyd’s
Reqister

Certificate of Approval

This is to certify that the Management System of:

Abbott Laboratories Diagnostics Division

100 Abbott Park Road, Abbott Park, IL, 60064, United States

has been approved by LRQA to the following standards:
ISO 13485:2016

Cliff Muckleroy - Area Operations Manager Americas
Issued by: Lloyd's Register Quality Assurance, Inc.

for and on behalf of: Lloyd's Register Quality Assurance Limited

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.

Current issue date: 13 October 2018 Original approval(s):

Expiry date: 12 October 2021 ISO 13485 — 7 December 2017
Certificate identity number: 10155326

Approval number(s): 1ISO 13485 — 0015680

The scope of this approval is applicable to:
Design, Manufacture, Development, Installation, Service and Support of In Vitro Diagnostic Products including
Test Kits, Reagents, Accessories and Instruments.

&
Y.

MANAGEMENT
SYSTEMS

001

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd's Register'. Lloyd's Register 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 Lloyd's Register 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: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States for and on behalf of: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37

7ES, United Kingdom
Page 1 of 2



Lloyd’s
Register

Certificate Schedule

Certificate identity number: 10155326

Location Activities

100 Abbott Park Road, Abbott Park, IL, 60064, ISO 13485:2016

United States Design, Manufacture, Development, Installation,
Service and Support of In Vitro Diagnostic
Products including Test Kits, Reagents,
Accessories and Instruments.

Conway Park, 675 North Field Drive, Lake Forest, ISO 13485:2016

IL, 60045, United States Oversight of the Quality Management System for
the Abbott Diagnostics Division Sites.

K Complex - Distribution Center ISO 13485:2016
Route 41 & Martin Luther King Drive, North Chicago, pistribution of In Vitro Diagnostic Products

IL, 60064, United States including Test Kits, Reagents, Accessories and
Instruments.

o

v

UKAS

MANAGEMENT
SYSTEMS

001

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd's Register'. Lloyd's Register 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 Lloyd's Register 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: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States for and on behalf of: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37
7ES, United Kingdom
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OEOEPAJIBIIOE ATEHTCTBO

110 TEXHUYECKOMY PET'YJIMPOBAHWIO U METPOJIOI'MH

CUCTEMA JIOGPOBOJILHOW CEPTHO®UKALIMA I'OCT P

«EAC AUDIT»

PEFUCTPAIIMOHHBII HOMEP POCC RU.32028.04EAC1

OPI'AH 110 CEPTUOHKAIIMH 000 «I'OPTECT»

PEMCTPAITMOHHDBI HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

I0pummaecknii anpec: 109028, Pocens, . Mockea, CepedpsHuteckas nabepexras, 1. 27,

sraxk 4, moM. 1, koM. 17
Tenedon: 8 (800) 1000-730, c-mail: info@eacaudit.ru

wosi2  GEPTUPUKAT COOTBETCTBUA

Perncrpanuonnpiii Homep Ne 04EAC1.CM.03842

O01ecTBo ¢ OTPAHMYEHHOI 0TBETCTBEHHOCTEIO «AraT-Men»

(nauMEHORAHKE TTHTA)

105173, Poccust, r. Mockga, yir. Imasuas, 1. 6, k. 12

(ropuame ekt wapec M)

143906, Poccus, MockoBckas 00aacTs, . Bamanmixa, ksapraia Illutauxoso, a. 88A
{fparTHICCKMI apec TTHIL)

HUHH: 7719187311 OI'PH: 1037739078970

HACTOSAIIUI CEPTUOUKAT YIOCTOBEPSIET COOTBETCTBHE

CHCTEMBI MEIEKMEHTA KauecTBa uiemii Meauunnckux OfiecTsa ¢ orpanuyennioil 0TBETCTBEHNOCTHIO «AraT~
Megy» Tpedosaunsm FTOCT 18O 13485-2017 (ISO 13485:2016) «M3menns MeaRIHACKHE. CucreMbl MeHEIKMEHTA
KavdecTBa. CHeTeMbbie TpefoBanus JMaH ueell peryinpoBanus» MPHMEHHTEILHO K pa3paborke, NPOH3BOICTBY H
npogake MEXHIMHCKIX H3ACAHI A8 in vitro IHArHOCTHKH: PEArcHTOB M Ha(OpPOB pearcHTOB JUIA KIHHHYeCKOoi
ﬁilﬂxlil\iﬂll, a4 TAKMKC lcamlﬁparopun H KOHTPOJILHBIX MaTEPH aloB

Jara perucrpaumu: 08-09-2021

Cpox aesicreus go: 07-09-2024

Pykosoauresnb opramna
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HACTOSLLMIA CEPTUOMKAT OBA3LIBAET OPTAHM3ALLMIO NOJ AEPKUBATL COCTOSAHME BLINOJIHAEMbIX PAEOT B COOTBETCTBHM C
BBIWEYKASAHHEIMW CTAHAAPTAMM, HTO BYJIET HAXOQUTLCA NOJ KOHTPONEM OPTAHA M0 CEPTHOUKALIWA CUCTEMBI
HAOGPOBOJIGHOM CEPTHOUKALIMK "EAC AUDIT" W NOATBEPHAATLCA NPU NPOXOXMAEHWMA EXXErOAHOT 0 MHCNEKLIMOHHOT 0 KOHTPONA




DEJEPAJIEHOE ATEHTCTBO

1O TEXHUYECKOMY PETYJIMPOBAHHWIO H METPOJIOT WA

CHUCTEMA JOBPOBOJILHOW CEPTUOUKALIMM TOCT P

«EAC AUDIT»

PETHUCTPAITMOHHBII HOMEP POCC RU.32028.04EAC1

OPI'AH 110 CEPTHO®HKAILIHHM OO0 «'OPTECT»

PETCUCTPALIMOHHBIN HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

I0punugeckuit agpec: 109028, Poceus, . Mockea, CepeGpanudcckan nabepexnas, 1. 27,

oraxk 4, noM. 1, ko, 17
Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit,ru

PAZPEHIEHHUE
Ha NpUMMeHeHHe 3HaKa COOTBEeTCTBMS

cucremMsl JoOposossnoi ceprudpuxanuu 'OCT P

«EAC AUDIT»
Perucrpauuonnbiii Homep Ne 04EAC1.CM.03842

BEIJTAHO HA OCHOBAHHWH PEIUEHMS O BBIJAYE CEPTU®HKATA COOTBETCTBHA
CUCTEMBI MEHE/[KMEHTA KAYECTBA U3JIEJUNA MEAMUMHCKHAX

O611ecTBO C OTPAHMYEHHON OTBETCTBCHHOCTBIO «Arar-Mem»

(HAMMENODAITIE THLA)

105173, Poceus, r. Mockea, yiu. I'nasHas, 1. 6, kB. 12

(HOPHITHYECRIT aTipec THIT)

143906, Poccus, Mocxosekas obaacts, r. Banammxa, kaprai Ilurauncoso, 1. 88A

(thawrHuccKmit aipec ima)

ViHH: 7719187311 OCPH: 1037739078970
PASPEINAET

TIpHMCHATE 3HAK COOTBETCTBHs cucTeMbl moGporonbuoit ceprudmkaunn «EAC AUDIT» na nepron acicrsus ceprudurara
cooreercTBua No 04EACL.CM.03842 B mro6oit dopme, HCKIIOIAIOMIEH BOIMOMHOCTE TOIKOBAHHA €0 KAK 3HAKA COOTBETCTBHA
KaviecTha Mpogykumy. JonyckaeTca WCHIONB30BATE 3HAK COOTBETCTBMS B pexmaMHBIX Oyknerax, npocnektax, Gpomnopax,
IaKarax, G1aHkax opraHr3aHORHO-PACTIOPAIUTCABHON TOKYMECHTALMH OPraHi3allHi — ASPIKATENI cepTrduKaTa.
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HACTOALMIA CEPTUPUKAT OBA3BIBAET OPTAHH3ALIMIO MOAAEPUBATD COCTOSHUE BbINOIHAEMBIX PAGOT B COOTBETCTBHU C
BBILIEYKA3AHHBIMW CTAHQAPTAMM, 4TO BYAAET HAXOAWTLCA NOA KOHTPONTEM OPTAHA NO CEPTHONKALIMM CHCTEMbB!
AOBPOBONIbHON CEPTUOUKALLIWM "EAC AUDIT" W NOATREPXAATHLCA NPH NPOX0H AEHUK EXET04HOM0 MHCNEKLMOHHOMO KOHTPONA




GOENEPAJILIOE ATEHTCTBO

I1O TEXHUHECKOMY PEI'YJIMPOBAHHWIO U METPOJIOTMHA

CUCTEMA TOBPOBOILHOU CEPTHOUKAIIMA I'OCT P

«EAC AUDIT»

PEIHCTPALIMOITHEIN ITOMEP POCC RU.32028.04EACI

OPT'AH ITO CEPTU®PHKAIIMH 000 «I'OPTECT»

PETUCTPATIMOHHLIN HOMEP POCC RU.32028

HHH 7717616798 OTPH 1087746489060

IOpuaHueckuii agpec: 109028, Poceus, ©. Mockea, Cepelpanudeckas Habepexnas, u. 27,

arak 4, noM. 1, ko, 17
Teaedou: 8 (800) 1000-730, e-mail: info@cacaudit.ru

CEPTUPUKAT COOTBETCTBUA AYAUTOPA
Perncrpanuonnsiii nomep Ne 04EAC1.CM.03842-02

HACTOSIIUN CEPTUDPUKAT YVIOCTOBEPSET, UTO

Inagyn Buranaii Buxroposuy

cooTBeTCTBYeT  TpeGoBaHMsM  cucreMmbl  JjoOpoBonpHON  ceprudukanmmu  «EAC  AUDIT»,
NpeassSBASEMBEIM K ayIUTOpaM BHYTPEHHUX MPOBEPOK CUCTEMBI MEHE/KMEHTA KauecTBa H3JIEeNui
Menunurckux Ha coorBercrsue craHmapty I'OCT ISO 13485-2017 (ISO 13485:2016) «Usnemms
MeguupHckue.  CHcTeMBl  MeHemKMeHTa  kadecTsa, CucremHele TpeGoBaHMs  Jna  Lenei
PETYTHPOBAHUA»

Jara perucrpanun: 08-09-2021

Cpox peiicreus go: 07-09-2024
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HACTOALLUA CEPTAGUKAT 0B6A3bIBAET OPTAHUIALUIO NOJJAEPHMUBATE COCTOAHME BLINONHAEMBIX PAGOT B COOTBETCTBHU ©
BBILEYKAIAHHBIMH CTAHZAPTAMM, 4TO BYAET HAXOAWTLCA NOS KOHTPOJMIEM OPTAHA N0 CEPTUOWKALIMK CHCTEMBbI
AOEPOBONBHOU CEPTHOUKALLMA "EAC AUDIT" M NOATBEPX AATLCA NMPU NPOXOX AEHWH EMETOAHOM0 MHCNEKLMORHOI O KOHTPONA




OEOEPAIILHOE ATEHTCTBO

IO TEXHUMUECKOMY PEIYJIMPOBAHWIO W METPOJIOIMH
CHCTEMA JOLPOBOJ IbHOW CEPTUOUKALIMM TOCT P
«EAC AUDIT»

PEI'MCTPALIMOHHBIN IIOMEP POCC RU.32028.04EACI
OPI'AH I1O CEPTHOHUKALIMH OO0 «'"OPTECT»
PEFHCTPATIHOI‘IHLIH HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

FOpuanueckuit anpec: 109028, Poceus, . Mockera, Cepebpannueckas nadepexkHan, 1. 27,
oTax 4, nom. 1, kom. 17

Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit.ru

CEPTU®UKAT COOTBETCTBUSA AYAUTOPA
Perncrpauuonnsiii Homep Ne 04EAC1.CM.03842-03

HACTOSIIIIUN CEPTUOUKAT YIOCTOBEPSET, YTO

Hedyxor FOpuit Huxonaesuy

COOTBCTCTBYCT  TpeGOBaHMAM  CHCTEMbI  106poBonbHOM  ceprudukammu  «EAC  AUDIT»,
NpeaBABIAEeMEIM K ayquTOpaM BHYTPEHHHMX IIPOBEPOK CHCTEMBI MEHEIKMEHTA KauecTBa M3Je/i
MEIMOWHCKHX Ha coorsercrsue cranmapry T'OCT ISO 13485-2017 (ISO 13485:2016) «Msnenus

mepmuouiickue.  CHUCTeMBI  MEHCxKMEHTA KayectBa. Cucrtemnbie  TpeOoBaHms  JIjid
PETYIMPOBAHUS

Jara peruerpannu: 08-09-2021

Cpox peitcrsust xo: 07-09-2024
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HACTOALLMIA CEPTUDUKAT DEA3LIBAET OPTAHM3ALIMIO NOAJEPHUBATL COCTOAHKE BbINOIHAEMbIX PAGOT B CODTBETCTBHMM C
BBIEYKA3SAHHBIMW CTAHIAPTAMM, 4TO BYJET HAXOJUTLCA NOJL KOHTPONEM OPTAHA NO CEPTUGHKALIMKA CUCTEMBI
AOBPOBONLHON CEPTUHUKALMK "EAC AUDIT" N NOATBEPX AATHCA NPK NPOXOMAEHWK EXXET0AHOM0 MHCNEKLIWOHHOTO KOHTPONA

Hemnen




IKOaa0-Metox Karo

(Ha®op aJ1s oOHapy:KeHHA B (heKaJIUAX reJJbMUHTOB
U UX SIUI METOA0M TOJICTOI0 Ma3Ka)

IIpousBoguresnn: JkoJlabd

Crpana: Poccus

En. u3m.: Habop

Buja ynmakoBKH: KapTOHHAsI KOPOOKa

Aptukya: 38.08

Onucanue

HaGop peareHTOB AJ11 MUKPOCKOMTMYECKOTO UCCieI0BaHus Kana 1o Karo npeaHazHaueH
JUISI BBISIBJICHUSI SIML] T€JIbMUHTOB METOJIOM TOJICTOrO Ma3ka u okpacku 1o Kato
(mpocBeTieHe MIUIEPUHOM U TOJIKPAIMBAHNE MAJaXUTOBOM 3€JI€HbIO), PACCUMTAH Ha
500 uccnenoanuii (mpu pacxozae 10 mi peaktuBa Karo Ha 100 rmmacTHHOK)

TexHu4YecKHe XapaKTePUCTHKHU

H360p JIIA O6Hapy}KeHI/ISI B d)eKaJII/I}IX T'CIIBMHHTOB M UX ML MCTOJOM TOJICTOI'O Ma3Ka.
HpeI(HaBHa‘-ICH AJIA OIIPCACICHUA L. aCKapuabl, BJIaCOrjaBa, OCTPUIIbI,
AHKWJIOCTOMUIBI, TPUXOCTPOHTUIN/BI, CPI6I/IPCKOI>1 JABYYCTKH, KJIOHOPXA, TCHCUIbI,
KapJIMKOBOT'O LICIIHA, KPBICHHOI'O IICITHA, JIETOYHOM JABYYCTKH, IIEYCHOYHOMU JABYYCTKH.

1. PeaktuB Karto, 50 M x 1 drakon

2. lennoganoBblie MOKPOBHBIE MIACTHHKH - 500 mIT.

3. [IpoOka 13 CHIIMKOHOBOM PE3UHBI - | MIT.

®dopma BhIMMycKa: B KAPTOHHONU KOPOOKE BMECTE C MHCTPYKITUEH MO TPUMEHEHHUIO.
KomnuectBo onpenenennit: He menee 500.

Cpok TOJHOCTH - 2 ToJia C 1aThl NPOU3BOJICTBA, YKA3aHHON Ha YIaKOBKE.
VYcnoBus XpaHeHust: TP KOMHATHOW TeMIIepaType B CyXOM TEMHOM MECTe.
[TomHocThiO cooTBeTcTBYET TY 9398-099-70423725-2012

Peructpanmonnoe ynocroeperne Ne ®CP 2012/13937 ot 27.09.2012



EC Certificate TUVRheinland

Production Quality Assurance

MDD Annex V

Registration No.; DD 2063008-1

Manufacturer: Boen Healthcare Co., Ltd.
Unit 602, International Center, No. 535, Shenxu Road,
Suzhou,
215021 Jiangsu
P.R. China
Medical Brushes, Disposable Vaginal Speculums, Disposable
Gynecological Sets,
Disposable Dressing Kits, Disposable Colostomy Bags, Disposable
Umbilical Cord Clamps, Disposable Urine Drainage Bags, Sterile Wooden
Tongue Depressors, Non Woven Surgical Drapes, Non Woven Surgical
Gowns, X-ray Detectable Gauze Swabs (Sponges), Gauze Balls and Lap
Sponges in Sterilization Packing, Gauze Swabs (Sponges), Gauze Balls
Gauze Bandages and Non Woven Wound Care Products, Medical Elastic
Bandages, First Aid Kits and Its Related Products, Disposable Nasal
Speculums, Disposable Ear Checkers, Disposable Oral Cavity Kits and
Implements, Sterile Urine Meters:
Aspects of manufacture concerned with conformity of products with
metrological requirements: Sphygmomanometers, Mercury-free Clinical
Thermometers
Replaces Approval, Registration No.: DD 60142274 0001

Report No.: 15092074 009

Effective date: 2020-11-18

Expiry date: 2024-05-26 -—

Issue date: 2020-11-18 \ &

TUV Rhei?lmd LGA Prodia
TillystraBe 2 - 90431 Nurnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197.
Page 2 of 2




EC Certificate TUVRheinland

Production Quality Assurance

MDD Annex V
Registration No.: DD 2063008-1
Manufacturer: Boen Healthcare Co., Ltd.
Unit 602, International Center, No. 535, Shenxu Road,
Suzhou,
215021 Jiangsu
P.R. China
Products: Nasal Oxygen Cannulae, Suction Catheters, Stomach Tubes, Feeding

Tubes, Suction Connecting Tubes with Yankauer, Sterile Latex Surgical
Gloves, Disposable Surgical Blades & Scalpels With Plastic Handle, Sterile
Blood Lancets, Disposable Syringes, Disposable Infusion Sets, Disposable
Transfusion Sets, Intravenous Needles for Single Use, Sterile Hypodermic
Needles for Single Use, Disposable Tracheal Tubes (Standard &
Reinforced), Disposable Oxygen Masks, Non-Rebreathing Masks, Aerosol
Masks, Closed Suction Catheters, Tracheostomy Tubes, Laryngeal Mask
Devices, Disposable Air Cushion Face Masks, Disposable Breathing
Circuits, Oropharyngeal Airways, Venturi Masks, Self-destruction Safety
Syringes, Blood Collecting Needles, Foley Catheters, Disposable
Acupuncture Needles, Three-way Stopcocks (with Extension Tube),
Nelaton Catheters, Insulin Needles for Single Use, Wound Drainage
System with and without Trocars, Needle Free Connectors, Digital
Thermometers, Humidifier Jar (Bubble Humidifier Jar), Enteral Feeding
Sets (Bag);

Aspects of manufacture concerned with securing and maintaining sterile
conditions: Sterile Hemostasis Adhesive Dressing Series (Sterile Wound
Plaster, Liquid Transfusion Plaster and Adhesive Dressing), Disposable

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC 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 V, section 4 of the
aforementioned directive. For placing on the market of class Ilb and class Ill devices covered by this
certificate an EC type-examination certificate according to Annex Il is required.

Report No.: 16092074 009
Effective date: 2020-11-18
Expiry date: 2024-05-26 _—
Issue date: 2020-11-18 ‘ &r UV
. ; "\ ~\Jason Pan’,
TUV Rheinland LGA Produgls Gmpk"
TillystraRe 2 - 90431 Niirberg ~Geérmany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197.
Page 1 of 2




EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI CONFORMITA

Name und Adresse des Herstellers: / BOEN HEALTHCARE CO.,LTD
Name and address of the manufacturer: / Unit 602, International Center, No.535, Shenxu Road,
Nom et adresse du fabricant: / Suzhou, 215021, Jiangsu, China

Nome e indirizzo del fabbricante:

Wir erklaren in alleiniger Verantwortung, dass / We declare under our sole responsibility that /
Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilita che

das Medizinprodukt: / Plastic Test Tube
the medical device: /
le dispositif médical: /
il dispositivo medico:

der Klasse: / Common/Others IVD

of class: / (Devices of NOT Annex Il and NOT self-test)
de la classe: /

di classe:

(IVDD, Artikel 9 Absatz 1) nicht Teil der Liste A und B von Anhang Il sein / (IVDD, Article9(1)) not be part of list A & B of annex II
(IVDD, article 9, paragraphe 1) ne fait pas partie de la liste A et B de I'annexe Il / (IVDD, articolo 9, paragrafo 1) non fanno parte dell'elenco A e B
dell'allegato I

den einschlagigen Bestimmungen der Medizinprodukte-Richtlinie 98/79/EG und deren Umsetzungen in nationale
Gesetze entspricht. Die Erklarung gilt in Verbindung mit dem zum Produkt gehérigen ,,Endpriifprotokoll®. /

meets the provisions of the directive 98/79/EC and its transpositions in national laws which apply to it. The declaration
is valid in connection with the “final inspection report” of the device. /

remplit toutes les exigences de la directive sur les dispositifs médicaux 98/79/EC et de ses transpositions en droit
national qui le concernent. La déclaration est valable si elle est associée au «rapport de 'inspection finale» du produit. /

soddisfa tutte le disposizioni della direttiva 98/79/EC e della loro trasposizione nel diritto nazionale che lo riguardano.
Questa dichiarazione & valida in congiunzione con il “rapporto di ispezione finale” del prodotto.

Konformitatsbewertungsverfahren: / Anhang lll (voraussichtlicher Punkt 6) der IVDD 98/79 /
Conformity assessment procedure: / EG Annex lll (expect point 6) of IVDD 98/79/EC
Procédure d’évaluation de la conformité: / Annexe lll (sauf le point 6) de I'lVDD 98/79 / CE
Procedura di valutazione della conformita: Allegato lll (aspettarsi il punto 6) dell'lVDD 98/79 / CE

Registrier-Nr.: /
Registration No.: /
N°d’enregistrement: /
Numero di registrazione:

Benannte Stelle: /
Notified Body: /
Organisme notifié: /
Organismo notificato:
CE

Suzhou, 201.05.26

Ort, Datum / Place, date /
Lieu, date / Luogo, data
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www.ignet-certification.com

IQNet, the association of the world's first class
certification bodies, is the largest provider of management
z % Systemn Certification in the world,
www.imq. it IQNet is composed of more than 30 bodies and counts

C E RTI F ICATO N . owver 150 subsidiaries all over the globe.
CERTIFICATE N. 9190.CRC3

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

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

UNITA' OPERATIVE / OPERATIVE UNITS

Vedere gli Allegati per le Unita Operative (n. 2 pagine)
View the Annexes for the Operative Units (n. 2 pages)

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

ISO 9001:2015
PER LE SEGUENTI ATTIVITA'/ FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso industriale, ferroviario, medicale
e biglietteria anche conto terzi. Produzione e stampa di etichette e biglietti anche a lettura/scrittura in radio
frequenza (RFID). Sviluppo e produzione di creme, gel sterile e non sterile per applicazioni elettrodiagnostiche e
ad ultrasuoni, anche conto terzi. Commercializzazione ed immissione in commercio di accessori per
applicazioni elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Produzione di elettrodi per ECG.
Gestione della produzione ed immissione in commercio di elettrodi per ECG. Immissione in commercio di
piastre per elettrobisturi e defibrillatori. Commercializzazione di video stampanti, carte fotografiche per video
stampanti, stampanti e relativi materiali di consumo ed accessori
Manufacture and print of special recording chart papers for industrial, railway, medical use and ticketing also on
behalf of third parties. Manufacture and print of labels and tickets also radio frequency reading/writing (RFID),
Development and manufacture of creams, gels sterile and not sterile for electromedical and ultrasound
procedures also on behalf of third parties. Trade and placing on the market of accessories for electromedical
and ultrasound diagnostic devices and for electromedical equipment. Manufacture of electrods for ECG.
Production management and placing on the market of electrods for ECG. Placing on the market of
electrosurgical plates and defibrillation pads. Trade of videoprinters, photographic papers for videoprinters,
printers and related consumable and accessories

Ulteriori informazioni riguardanti I'applicabilita dei requisiti 1ISO 9001:2015 possono essere ottenute consultando l'organizzazione
Further clarifications regarding the applicability of ISO 9001:2015 requirements may be obtained by consulting the organization

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE

THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2020-08-29 2023-10-07

IMQ S.p.A_ - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

ACCREDIA X, |, \““Q

SGQ N° 005 A

FEDERAZIONE

CISQ

WWW.CIsg.com

Lo vahdts del cerificatn & subordinata a sorveghanza annuale & tessme compielo
del Sistema o Gestiane con peris nunnale

Thie vlidiy of Ahe cerficats is submMted 1o annusal audt and o eassRarmant Organismo di Certificazione Federato CISQ CISQ & |a Federazione Italiana di Organismi di
af the arfira management System wiinin tres years www.img.it Certificazione dei sistemi di gestione aziendale,
CISQ is the Italian Federation of management

system Certification Bodies.




CISQ is a member of

'.THE INTERNATICHAL L-:"-i I'I[-I(:AI'IIEI.'J NEWJ"_'[‘-\D-
www.ignet-certification.com

IQNet, the association of the world's first class
certification bodies, is the largest provider of management
= . System Certification in the world.
www., II'T'Iq, “ IQNet is composed of more than 30 bodies and counts

ALLEGATO N . 91 90 .C R03_1 over 150 subsidiaries all over the globe,
ANNEX N.

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

Attivita:
Activities:

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso industriale, ferroviario,
medicale e biglietteria anche conto terzi. Produzione e stampa di etichette e biglietti anche a
lettura/scrittura in radio frequenza (RFID). Sviluppo e produzione di creme, gel sterile e non sterile per
applicazioni elettrodiagnostiche e ad ultrasuoni, anche conto terzi. Commercializzazione ed
immissione in commercio di accessori per applicazioni elettrodiagnostiche, ad ultrasuoni e per
strumenti elettromedicali. Produzione di elettrodi per ECG. Gestione della produzione ed immissione
in commercio di elettrodi per ECG. Immissione in commercio di piastre per elettrobisturi e defibrillatori.
Commercializzazione di video stampanti, carte fotografiche per video stampanti, stampanti e relativi
materiali di consumo ed accessori.

Manufacture and print of special recording chart papers for industrial, railway, medical use and
ticketing also on behalf of third parties. Manufacture and print of labels and tickets also radio
frequency reading/writing (RFID). Development and manufacture of creams, gels sterile and not sterile
for electromedical and ultrasound procedures also on behalf of third parties. Trade and placing on the
market of accessories for electromedical and ultrasound diagnostic devices and for electromedical
equipment. Manufacture of electrods for ECG. Production management and placing on the market of
electrods for ECG. Placing on the market of electrosurgical plates and defibrillation pads. Trade of
videoprinters, photographic papers for videoprinters, printers and related consumable and accessories

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA’ OPERATIVA NELL'/AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AlM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRS| AL CERTIFICATO N. 9180.CRC23
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9190.CRC3

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2020-08-29 2023-10-07

—

IMQ S.pA. —VIA%N/TILIANO. 43 - 20138 MILANO ITALY
Management Systems Divisicn - Flavio Ornago FEDERAZIONE

Il presente documenta integra il certificalo n 9180 CRC3
ACCRED EA ( This document 15 A part of cenificate n 9190, CRCA
L} .
“

IAF: 07, 09,19, 29, 12
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CISQ is a member of

he YONAL CERTIFICATION NETHORK
www ignet-certification.com
IQNet, the association of the world's first class
certification bodies, is the largest provider of management
z 3 System Certification in the worid,
WWW‘Imq‘ it IQNet s composed of more than 30 bodies and counts

ALLEGATO N i 91 90 -C RC3_2 over 150 subsidiaries all over the globe,
ANNEX N.

CERACARTA SPA
VIA GRAMADORA 12/14 - 47122 FORLI' (FC)

Attivita:
Activities:;

Produzione di creme, gel sterile e non sterile per applicazioni
elettrodiagnostiche e ad ultrasuoni, anche conto terzi
Manufacture of creams, gels sterile and not sterile for electromedical
and ultrasound procedures also on behalf of third parties

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA' OPERATIVA NELL'/AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRSI AL CERTIFICATO N. 9190.CRC3
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9190.CRC3

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2020-09-29 2023-10-07

IMQ S.p.A - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Omago

Il presente do integra il certificalo n. 2180 CRC3
ACCREDIA \ This document is a part of certificate n, 3120 CRC3
L 3
-
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CIs@
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

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

CERACARTA SPA

VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)
VIA GRAMADORA 12/14 - 47122 FORLI' (FC)
has implemented and maintains a

Quality Management System

for the following scope:

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

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

related consumable and accessories
Further clanfications regarding the applicability of ISO 9001:2015 requirements may be obtained by consulting the organization

which fulfills the requirements of the following standard:
ISO 9001:2015

Issued on: 2020 - 09 - 29
Expires on: 2023 - 10 - 07

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

Registration Number: 1T - 112265

_— ) |

Alex Stoichitoiu Ing. Mario Romersi
President of IONET President of CISQ

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Jtaly
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group US4
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI freland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia S Israel S1Q Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.iqnet-certification.com
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r AL INTERNATK H-ll f EATWICATION NETWDRK
www.ignet-certification.com

IQNet, the association of the world's first class
certification bodies, is the largest provider of management
" iz System Certification in the world.
www.img.it IGNet is compased of more than 30 bodies and counts

CERTI FICATO N . over 150 subsidiaries all over the globe,
CERTIFICATE N. 9124.CRC4

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

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

UNITA"' OPERATIVE / OPERATIVE UNITS

Vedere gli Allegati per le Unita Operative (n. 2 pagine)
View the Annexes for the Operative Units (n. 2 pages)

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

ISO 13485:2016

PER LE SEGUENTI ATTIVITA' / FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso medicale anche conto terzi. Produzione e
stampa di etichette ad uso medicale. Sviluppo e produzione di creme, gel sterile e non sterile per applicazioni
elettrodiagnostiche e ad ultrasuoni, anche conto terzi. Commercializzazione ed immissione in commercio di accessori per
applicazioni elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Produzione di elettrodi per ECG. Gestione della
produzione ed immissione in commercio di elettrodi per ECG, Immissione in commercio di piastre per elettrobisturi e
defibrillatori. Commercializzazione di video stampanti, carte fotografiche per video stampanti, stampanti e relativi materiali di
consumo ed accessori per uso medicale
Manufacture and print of special recording chart papers for medical use also on behalf of third parties. Manufacture and print
of labels for medical use. Development and manufacture of creams, gels sterile and not sterile for electromedical and
ultrasound procedures also on behalf of third parties. Trade and placing on the market of accessories for electromedical and
ultrasound diagnostic devices and for electromedical equipment. Manufacture of electrods for ECG. Production management
and placing on the market of electrods for ECG. Placing on the market of electrosurgical plates and defibrillation pads. Trade
of videoprinters, photographic papers for videoprinters, printers and related consumable and accessories for medical use

Ulteriori informazioni riguardanti 'applicabilitad dei requisiti 1ISO 13485:2016 possono essere ottenute consultando l'organizzazione
Further clarifications regarding the applicability of /SO 13485:2016 requirements may be obtained by consulting the organization

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE
THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE:  PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
1999-07-20 2020-09-29 2023-10-07

IMQ S.pA. -VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

FEDERAZIONE

cIsQ

ACCREDIA X

VINTE ALIANE D ACCMDTTARMUNTT

sorvegliunzd annuak e fiesame completo

e www.cisg.com

| auid® and & reansessment

SGQ N7 005 A

Tire manageme

Organismo di Certificazione Federato CISQ CISQ & la Federazione Italiana di Organismi di
www.img.it Certificazione dei sistemi di gestione aziendale.
CISQ is the [talian Federation of management

system Certification Bodies.




CISQ is a member of

S THE INTERNATICHAL CEATIRCATION NETWORK
www.ignet-certification.com

1QNet, the association of the world's first class
certification bodies, is the largest provider of management

. . System Certification in the world.
www.imq.it IQNet is compased of mere than 30 badies and counts
aver 150 subsidiaries all over the giobe.
ALLEGATO N. 9124.CRC4-1 '
ANNEX N.
CERACARTA SPA

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

Attivita:
Activities:

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso medicale anche
conto terzi. Produzione e stampa di etichette ad uso medicale. Sviluppo e produzione di creme, gel
sterile e non sterile per applicazioni elettrodiagnostiche e ad ultrasuoni, anche conto terzi.
Commercializzazione ed immissione in commercio di accessori per applicazioni
elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Produzione di elettrodi per ECG.
Gestione della produzione ed immissione in commercio di elettrodi per ECG. Immissione in
commercio di piastre per elettrobisturi e defibrillatori. Commercializzazione di video stampanti,
carte fotografiche per video stampanti, stampanti e relativi materiali di consumo
ed accessori per uso medicale
Manufacture and print of special recording chart papers for medical use also on behalf of third
parties. Manufacture and print of labels for medical use. Development and manufacture of creams,
gels sterile and not sterile for electromedical and ultrasound procedures also on behalf of third
parties. Trade and placing on the market of accessories for electromedical and ultrasound
diagnostic devices and for electromedical equipment. Manufacture of electrods for ECG.
Production management and placing on the market of electrods for ECG. Placing on the market of
electrosurgical plates and defibrillation pads. Trade of videoprinters, photographic papers for
videoprinters, printers and related consumable and accessories for medical use

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA" OPERATIVA NELL'AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRSI AL CERTIFICATO N. 8124 CRC4
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9124.CRCH4

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
1999-07-20 2020-09-29 2023-10-07

IMQ S.p.A. - VIA QUINTILIAND, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Omago FEDERAZIONE

Il presente documenta integra il cedificato n, 9124 CRC4 I M Q
ACC RE D IA & This document is a part of cedificate n. 9124 CRC4
~

CISQ

o www.cisg.com
SGQ N 005 A La validia del cemtficata & subordimata G:r\nglnnza annuale e nesame completo
del Gistema di Gestione con pencdicta tnennale " . g r. 3 .8 e . o
Mermbra degh Accordi di Mubuo ittt s S Organismo di Certificazione Federato CISQ  CISQ & |a Federazione Italiana di Organismi di
14 0 III.‘»\_E of the entee management Systam within Ihres yeass www.imq.it Certificazione del sistemi di gestione aziendale.

LML ITALIAO 06 ATRIDATASENTD

CIS3 is the Italian Federation of management
system Certification Bodies.




CISQ is a member of
O ———

B kka -,h m d

- R}, Fﬁ,\..al et —
ESAd B AW
| *** B N N W

3 THE IN Il—.i‘iNA-f \'."‘-J&I l_'.} Hl'lrlf_'.ﬂTlrJH NETWORK
www.ignet-certification.com

IQNet, the association of the world's first class
certification bodies, is the largest provider of management
s P System Certification in the world,

Www. tmq It IQNet s composed of more than 30 bodies and counts

ALLEGATO N 91 24.CRC4‘2 over 150 subsidiaries all over the globe.
ANNEX N.

CERACARTA SPA
VIA GRAMADORA 12/14 - 47122 FORLI' (FC)

Attivita:
Activities:

Produzione di creme, gel sterile e non sterile per applicazioni
elettrodiagnostiche e ad ultrasuoni, anche conto terzi
Manufacture of creams, gels sterile and not sterile for electromedical
and ultrasound procedures also on behalf of third parties

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA' OPERATIVA NELL AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/QPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRSI AL CERTIFICATO N. 9124 CRC4
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9124.CRC4

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
1999-07-20 2020-09-29 2023-10-07

IMQ S.pA - VIAQUINTILIANO, 4%- 20138 MILANO ITALY

Management Systems Divisicn - Flavio Omago

FEDERAZIONE

This document is & part of cedificate n. 9124 CRC4

ip d integra il Eertificato n 9124 CRGA \IMQ

AN

LENTE (1AL

WWW.Cisq.com

a
SGQ N® 005 A La validits del centificata & subordinata a sorveghanza annuale & nesame compiets . . - P . ) . t . 4
. . del Sisterna i Gestione con penadicita trennale Organisma di Certificazione Federato CISQ CISQ & la Federazione Italiana di Organismi di
egli Accords di Mutuo Tha validity of ine certificate is submitted 1o annual audit and 3 reassassmant o Wit ifi ior i di il i
£ b ol o Www.imgq, Certlflc.azmne dcTI slstemi dl. gestione aziendale.
v of B4, JAF and JLAC CISQ is the Italian Federation of management
system Certification Bodies.
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EC CERTIFICATE

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

No. 7-029-400-2002

The NEOEMKI National Medical Device Conformity Assessment and Certification LLC.
certifies that the manufacturer:

77 Elektronika Miiszeripari Kft.

Fehérvari ut 98.

1116 Budapest

Hungary

for the products / product categories:

Self-diagnosis systems for the measurement of blood sugar
(blood glucose meters and test strips)

applies a quality system which meets the requirements of Directive 98/79/EC on in vitro diagnostic
medical devices, Annex IV.
Registry number of the related audit report: NE/1006/2020

This certificate is valid until 2025-02-12 supposed that the results of the regular yearly surveillance
audits are satisfactory.

Issued by NEOEMKI LLC. as a Notified Body with identification number 1011.

This certificate is valid only with the attachment.

Issue: 3

First issued by the Directorate of Device Testing and Clinical Engineering (EMKI) on 13 February 2020.

Budapest, 2022-05-03 /

N O =

Laszlodmt oo oo e
Managing Director EMKI 2832

The authenticity and validity of the certificate are verifiable at NEOEMKI LLC.

neoEMKI Nemzeti Orvostechnikai Eszktz MegfelelGségértékel§ és Tanusito Kft.
neoEMKI National Medical Device Conformity Assessment and Certification LLC.

N =] 4
H-1097 Budapest, Albert Flérian Gt 3/A, tel: +36 20 268 75 95, e-mail: cert@emki.hu ey “ B
www.emki.hu



ATTACHMENT TO EC CERTIFICATE

Page 1 of 1

Additional information for Certificate No. 7-029-400-2002

The certificate is valid for the following manufacturing sites / facilities:

77 Elektronika Miiszeripari Kft.

H-1116 Budapest, Fehérvari at 98.
H-1116 Budapest, Sztregova utca 1.

The certificate is valid for the following products / models:

Self-diagnosis systems for the measurement of blood sugar (blood glucose meters and test strips)

dc61 AutoSense blood glucose meter

dc62 AutoSense Voice blood glucose meter
dc68 AutoSense Plus blood glucose meter
dc66 Dcont NEMERE blood glucose meter
dc67 Dcont MONDA blood glucose meter
dec71  Dcont ETALON blood glucose meter
dc72  Dcont NOVUM blood glucose meter
dc73  Dcont ETALON B blood glucose meter
ITB  Ideal Teszt test strips

for Dcont Ideal, Dcont Ideal +, Dcont TREND, Dcont HUNOR, Dcont MAGOR,
Dcont NEMERE and Dcont MONDA blood glucose meters

AST AutoSense Test test strips
for AutoSense, AutoSense Voice and AutoSense Plus blood glucose meters

ETN ETALON Teszt test strips
for Deont ETALON, Dcont NOVUM and Dcont ETALON B blood glucose meters

Issue: 3 Dite: 2022-05-03 First issued: 2020-02-13

neoEMKI Nemzeti Orvostechnikai Eszk6z MegfelelGségértékeld és Tanusito Kft.
neoEMKI National Medical Device Conformity Assessment and Certification LLC.

H-1097 Budapest, Albert Florian Ut 3/A, tel: +36 20 268 75 95, e-mail: cert@emki.hu
www.emki.hu



Ce rtlfl Cate TUVRheinIar(?d

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1006099-1

Organization: 77 Elektronika Miszeripari Kft.
Fehérvari ut 98.
1116 Budapest
Hungary

Scope: Design and development, production, distribution, installation and servicing
of blood glucose measuring systems, urine analyzers and rapid test
readers, including related consumables.

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

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

Report No.: 93389457-30
Effective date: 2022-11-18
Expiry date: 2025-11-17
Issue date: 2022-11-09

" Rafat Byczkowski
: TUV Rheinland LGA Products GmbH
« DAKKS TillystraBe 2 - 90431 Nirnberg - Germany

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02 1/2

- i

e

10/020h 0408 ®  TOV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.




Certificate

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1006099-1

- ®
TUVRheinland

Organization: 77 Elektronika Mlszeripari Kft.

Fehérvari ut 98.

1116 Budapest
Hungary

The scope of certification includes the following additional sites:

No. Facility

/01 Elektronika Mdszeripari Kft.
Fehérvari ut 98.
1116 Budapest
Hungary

/02 77 Elektronika Miszeripari Kft.
Telephely
Sztregova utca 1
1116 Budapest

Hungary
Report No.: 93389457-30
Effective date: 2022-11-18
Expiry date: 2025-11-17
Issue date: 2022-11-09
(( DAKKS

Deutsche
" Akkreditierungsstelle
D-ZM-14169-01-02

Scope

Design and development, production,
distribution, installation and servicing.

Manufacture and warehouse of blood
glucose measuring systems, urine analyzers,
related consumables and parts.
Manufacturing of SMT technology.

" Rafat Byczkowski
TUV Rheinland LGA Products GmbH
TillystralRe 2 - 90431 Nirnberg - Germany

2/2

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




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

Certificate

Standard 1SO 9001:2015

Certificate Registr.No. 01 100 2024081

Certificate Holder: 77 Elektronika Miiszeripari Kft.
Fehérvari ut 98.
1116 Budapest
Hungary
77 ELEKTRONIKA
Site:
1116 Budapest, Sztregova u. 1.

Scope: design, development, manufacturing, sales and service of in vitro
diagnostic (IVD) medical devices and veterinary devices.

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

Validity: The certificate is valid from 06.10.2021 until 05.10.2024.

06.10.2021 /&J%A

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 KdIn

WWW.tuv.com (( DAklla(eiche A TUVRheinland®
et Precisely Right.



EC Certificate TOVRheiniand

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

Registration No.: HL 1006099-1

Manufacturer: 77 Elektronika Mdszeripari Kft.
Fehérvari at 98.
1116 Budapest
Hungary

Products: In-vitro Diagnostic Medical Devices for self-testing and for professional use:

- SensoCard blood glucose meter

- SensoCard Plus blood glucose meter
- SensoCard Test Strips

- CareSens control solutions

- SensolLite Nova blood glucose meter

- SensoL.ite Nova Plus blood glucose meter
- SensolLite Nova Test Strips

- CareSens control solutions

- GlucoTalk blood glucose meter
- GlucoTalk Test Strips
- GlucoTalk control solutions

Replaces EC Certificate Registration No. HL 60147430 0001

The Notified Body hereby declares that the requirements of Annex 1V, 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 |V, 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.: 93387425-40

Effective date: 2022-05-24

Expiry date: 2025-03-02

Issue date: 2022-05-24 Z

. Rafat Byczkowski
TUV Rheinland LGA Products GmbH
Tillystraf’e 2 - 90431 Nirnberg - Germany

TOV 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

O

10/020h 04.08 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.
3 "
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TUVRheinland

EC Certificate

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

Registration No.: HL 1006099-1

Manufacturer: 77 Elektronika MUiszeripari Kft.
Fehérvari ut 98.
1116 Budapest

Hungary

The scope of certification includes the following additional sites:

No. Location

/01 77 Elektronika MUszeripari Kift.

Fehérvari ut 98.
1116 Budapest
Hungary

/02 77 Elektronika Mlszeripari Kft.

Sztregova Ut 7.
1116 Budapest
Hungary

/03 77 Elektronika MUszeripari Kft.

Sztregova Gt 1.
1116 Budapest

Hungary
Report No.: 93387425-40
Effective date: 2022-05-24
Expiry date: 2025-03-02
Issue date: 2022-05-24

Product groups manufactured

Activity: Design and development,
distribution, installation and servicing

of In-vitro diagnostic medical devices

for self-testing and for professional use
(blood glucose monitoring systems, urine
analyzers).

Activity: Activities related to manufacture
of IVDs.

Activity: Activities related to inspection,
warehousing and final packaging of IVDs.

y Rafat Byczkowski
TUV Rheinland LGA Products GmbH
TillystraBe 2 - 90431 Nirnberg - 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

T0/020h 04.08 ®  TOV, TUEV and TUV are registerad trademarks. Utilisation and application requires prior approval.
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DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE “Dispositivi Medico-Diagnostici In Vitro” e s.m.i.
according to Annex III of the Directive 98/79/EC on "In Vitro Diagnostic Medical Devices” as amended

fabbricante VACUTEST KIMA S.r.l. - articoli per laboratori analisi
manufacturer disposable labware
indirizzo Via dell'Industria, 12
FrESs 35020 Arzergrande (PD) - Italia

posta elettronica

p info@vacutestkima.it
e-mail

telefono fax
phone +39-049-9720624 P +39-049-9720182

Sistema di prelievo di sangue e altri liquidi biologici
S , ~ mediante provette con vuoto predeterminato in plastica
identificazione dei prodotti “WACUTEST KIMA".

product identification

“WACUTEST KIMA” vacuum blood and biological liquids
collection tubes in plastic.

nome commerciale

brand name “"VACUTEST KIMA”

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product classification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i."Dispositivi Medico—-Diagnostici In Vitro”.
Tutta la documentazione tecnica richiesta dall’Allegato Il della succitata Direttiva e comprovante il rispetto dei Requisiti
Essenziali di cui all’Allegato | della Direttiva, & conservata a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive 98/79/EC
as amended on 'In Vitro Diagnostic Medical Devices”.

All the supporting documents, as required by Annex III, in order to prove conformity to the Essential
Requirements as listed in Annex I, are retained under the premises of the Manufacturer

plllggoaﬁ ;Zgate Arzergrande, 01/01/2015
] Assicuratore Qualita / Quality Manager
irma _ Giovanni Chiarin

signature

| OV QLL«Q M

VACUTEST KIMA srl - Vacuum tubes - Via dell’Industria, 12 - 35020 ARZERGRANDE (PD) Italy - e-mail: info@vacutestkima.it
Tel. +39 049 9719511 / 9720624 - Fax +39 049 9719543 / 9720182 - Reg. Imp. Padova, Cod. Fisc. e P. IVA 03450130285 - REA PD 311870 - Cap. Soc.€15.300,00 i.v.



0860CM_03_IT

CISQ is a mamber of

el )
L] Il * I
E Ly :N et
L
*t**

THE INTRASATIOMAL CRATIF AT nETeoR <
e ignel=carlification_com

I} Pat, Hra aacial
ke

ICIM

CERTIFICATO n.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

VACUTEST KIMA S.r.l.

Sede / Head office
Via dell'Industria, 12 - 35020 Arzergrande (PD) — Italia
Uffici direzionali e amministrativi
Unita Operative / Operative Units
Via dell'Industria, 12 - 35020 Arzergrande (PD) — Italia
Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine.
Produzione di provette per microprelievi di sangue. Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni
di coltura per microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto predeterminato e aghi sterili.
Via Leonardo Da Vinci, 22 — 35028 Piove di Sacco (PD)
Uffici commerciali e magazzino.

4265/5/D

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo
ematico, liquidi biologici e urine. Produzione di provette per microprelievi di sangue.
Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per
microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto
predeterminato e aghi sterili.

Design and production of test tubes with predetermined vacuum for collection of
haematological samples, biological liquids and urine samples. Production of test tubes
for micro-collection of haematological samples. Trading of the products of the Group:
diagnostic kits, culture media for microbiology, plastic disposable labware, test tubes
with predetermined vacuum and sterile needles.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and Specific Scheme.

Per informazioni puntuali e aggiorate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n°® telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
18/01/2007 18/01/2022 17/01/2025
= ['. WL 17
/s \ & \_/f,a.f f > _ FEDERAZIOME

|
| A%}
b Vincenzo Delacqua

Rappresentante Direzione / Management Representative C,m

ICIM S.p.A.

ACC RE D IA & Piazza Don Enrico Mapelli, 75 — 20099 Sesto San Giovanni (MI)
L'ENTE ITALIANO DI ACCREDITAMENTO - www.icim.it WIS C.COm

C150 & la Federazione Italizne di Organismi o
SGQ N° 004 A Certificazions del sistem| dl gestione azderdslz,
CI5Q i the Jalan Federation of mansgement
systam Certification Bodves
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NVEDICA

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/CI/Li, Na/K/Ca/pH
__EasyElectrolyte and accessories per attachment . FasyFlectrolyte Na/K/CI, Na/K/Li_

EasyStat and accessories per attachment pH/pCO2/pO2/NalK/CalHct, pHIpCO2/pO2/Na/K/Cl/Hct

EasyBloodGas and accessories per attachment pH/pCO2/p02

Manufacturer

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

Representative

Emergo Europe, Molenstraat 15
NL-2513 BH The Hague, The Netherlands

Tel: +31 70 345 8570
Fax: +3170 346 7299

Means of Conformity

Medica Corporation declares that the products listed are in conformity with the Annex Iil, essential requirements and provisions of
council Directive: 98/79/EC

Place and Date: Bedford, Massachusetts, USA, March 1, 2012
Signature:

Gzyﬂyj /[Mg /Z?}//f 5

Néme: Photios Makris

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
EasyQC Level 2 Blood Gas and Electrolyte Quality Control
EasyQC Level 3 Blood Gas and Electrolyte Quality Control
Daily Cleaning Solution Kit

Red Test Dye Solution

EasyBloodGas Capillary Tube Kit

EasyBloodGas Demonstration Kit

EasyBloodGas Sampler

EésYBIoodGas/EéSyE!ectrolyte Pump Tube
EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper (5 rolis)
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
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

s

4406
4404
4306
6504
6505
4506
4507
4508
7302
4522
4539
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
EasyQC Tri-Level Quality Control Kit

EDMA Code

110301
110301
11040107
11040106
11040103
11040104
11040401
11040180
21041001
11010127
11703190
11040480
11500204
11500204

EasyEkl‘ectrolyte Demonstration Kit,kN'a/K/Cl‘ B
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

21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001



EasylLyte Accessories
Catalog No. Accessory

2070
2101
2102
2113
2106
2150
2151
2152
2103
2258
2120
2121
2122
2123

2028

2109
2112
2115
2114
2026
2814
2815
2843
2118
2598
2108
2107
2257
2104
2100
2492
2309
2111
2577
2323
2541

Easylyte EasySampler

Easylyte K+ Electrode

EasylLyte Na+ Electrode

Easylyte Cl- Electrode

Easylyte Li+ Electrode

Easylyte Ca++ Electrode

Easylyte pH Electrode

Easylyte Disposable Reference Electrode
Easylyte Refrence Electrode

Easylyte Membrane Assembly

EasyLyte Na/K 800mL 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/CI/Li 800mL Solutions Pack

Easylyte Na/K 400mL Solutions Pack
Easylyte Na/K/Cl 400mL Solutions Pack
Easylyte Na/K/Li 400mL Solutions Pack
EasylLyte Na/K/Ca/pH 400mL Solutions Pack
Easylyte Na/K/Cl/Li 400mL 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

Easylyte Sample Probe

EasylLyte Sample Detector

Easylyte Tubing Kit

Easylyte Calcium Tubing Kit

Easylyte Internal Filling Solution (125ml)
Easylyte Wash Solution {(50mL)

Easylyte Urine Diluent {(500mL)

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

Easylyte Printer Paper (3 rolls)

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

110301
110301
110301
110301
110301

110301
110301
110301
110301
110301
11500204
11500204
21041001
110101 27
21041001
21041001
21041001
21041001
21041001
21041001
110404 90
11040490
11040490
11040490
21041001
21041001



Easylyte Accessories, continued
Catalog No. Accessory

2595
2596
10745
2293
2590
2292
2578
2572
2571
2105
2095
2076
2074
7118

44

Easylyte C Series Printer Paper (5rolls)

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

EasylLyte Sample Tray

EasylLyte Sample Cup Retainer Ring

Daily Rinse/Cleaning Solution Kit

EDMA Code
21041001
21041001
21041001
21041001
21041001
11040490
11040490
21041001
21041001
21041001
21041001
21041001
21041001
11010127

241000




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

45 ]
915‘:'

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/
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