Declaration of Conformity helena

Biosciences Europe

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

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

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

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

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

Full Name:  M.J. Stephenson Title: Managing Director
Signed: Z{/’/ CM /% Date: 07 May 2014
Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442

info@helena-biosciences.com

wingi thibyengnedducfegadeny gavinl udor
Date: 2021.12.15 15:24:54 EET

Reason: MoldSign Signature
Location: Moldova

Queensway South, Team Valley Trading Estate,
Gateshead, Tyne and Wear, NE11 0SD,

United Kingdom




bsi.
Certificate of Registration

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

By Royal Charter

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

Holds Certificate Number: MD 69326

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

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

(o C_Saed ¢

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

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

003

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

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


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

Certificate No: MD 69326

Location

Registered Activities

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Sunderland Enterprise Park

Colima Avenue

Sunderland

SR5 3XB

United Kingdom

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

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Queensway South

Team Valley Trading Estate
Gateshead

Tyne and Wear

NE11 0SD

United Kingdom

Original Registration Date: 2002-10-25

Latest Revision Date: 2021-04-13

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

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

Page: 2 of 2

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

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

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

A Member of the BSI Group of Companies.


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

Zertifikat TOVRheinland

Qualititsmanagementsystem
EN ISO 13485:2016

Registrier-Nr.: SX 1614112-1
Organisation: KABE-Labortechnik GmbH
Jagerhofstr. 17
51588 NUmbrecht
Deutschland
Geltungsbereich: Entwicklung, Herstellung und Vertrieb von In-vitro-Diagnostik-Produkten

und Verbrauchsmaterialien fir die Probengewinnung, -vorbereitung und
-aufbewahrung sowie von Medizinprodukten zur einmaligen Anwendung

Die Zertifizierungsstelle der TUV Rheinland LGA Products GmbH bescheinigt, dass die Organisation ein
Qualitatsmanagementsystem fur Medizinprodukte eingefiihrt hat und anwendet.

Der Nachweis wurde erbracht, dass die Forderungen der oben genannten Norm erfiillt sind. Das Qualitatsmanagementsystem
unterliegt einer jahrlichen Uberwachung.

Bericht Nr.: 1092786-40
Glltig ab: 25.10.2021
Gultig bis: 15.10.2024
Datum: 25.10.2021
Dipl.-Ing. F. Schwingen
NN oy einland LGA Products GmbH
(( DAKKS anefle? - 90431 Nirnberg - Deutschland
\ Deutsche

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

10/020 h 04.08 @ TUV, T!




Zertifikat TUVRheinland

Qualititsmanagementsystem
EN ISO 13485:2016

Registrier-Nr.: SX 1614112-1

Organisation: KABE-Labortechnik GmbH
Jagerhofstr. 17
51588 Numbrecht
Deutschland

Der Geltungsbereich beinhaltet folgende zusatzlichen Standorte:

Nr. Standorte Geltungsbereich

/01 c/o KABE-Labortechnik GmbH Entwicklung, Herstellung und Vertrieb von
Jagerhofstr. 17 In-vitro-Diagnostik-Produkten und
51588 Numbrecht Verbrauchsmaterialien fir die
Deutschland Probengewinnung, -vorbereitung und

-aufbewahrung sowie von Medizinprodukten
zur einmaligen Anwendung

/02 c/o KABE-Labortechnik GmbH Lager
Werner-von-Siemens-Str. 1
51674 Wiehl
Deutschland

Bericht Nr.: 1092786-40
Gultig ab: 25.10.2021

Gultig bis: 15.10.2024
Datum: 25.10.2021

(( DAKKS

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

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



EC Certificate TOVRheinland
Directive 93/42/EEC Annex ll, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60150763 0001
Report No.: 21234760 013

Manufacturer: KABE LABORTECHNIK GmbH
Jagerhofstr. 17
51588 Nimbrecht
Deutschland

Products: - Cannulas for blood collection
- MBU Capillaries
(see attachment for details)

Replaces certificate, Registration No.: HD 60105393 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex Il, excluding section 4 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 Il,
section 5 of the aforementioned directive. For placing on the market of class lll devices covered by

Effective Date: 2020-10-07

Date: 2020-10-07 Y. /.
Dr. K. Kluge

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TOUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

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




Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products included:

Date: 2020-10-07

- MBU Capillaries

TUV Rheinland
LGA Products GmbH

HD 60150763 0001
21234760 013

TillystraRe 2, 90431 Nirnberg

KABE LABORTECHNIK GmbH

Jagerhofstr. 17
51588 Nimbrecht
Deutschland

- Cannulas for blood collection

For the following devices the scope covers only
the aspects of the manufacture concerned with
the securing and maintaining sterile conditions:

Notified Body

O YU

Doc.

- ®
TUVRheinland

1/1, Rev. 0

Dr. K. Kluge

10/020h 0408 ®  TOV, TUEV and TUV are registered trademarks. Utlisation and epplication requires prior approval.
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THE INTEANATIONAL CERTIFICATION NETWORK
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.
IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

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

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

4265/4/C

E CONFORME ALLA NORMA / 1S 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

EA: 29

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.

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 'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application lo reference standard requirements.

Per informazioni puntuali e aggiornate circa eveniuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si praga 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 confact the number +39 02 725341 or email address info@icim.if.

Data emissione Emissione corrente Data di scadenza
First issue Current issue Expiring date
18/01/2007 18/01/2019 17/01/2022
y | @/\,
ICIM S.p.A.
Piazza Don Enrico Mapell,/75 — 20099 Sesto San Giovanni (MI)
www.icim.it

FEDERAZIONE

CisQ

WWW.Cisg.com

ACCREDIA X,

L'ENTE ITALIANO DI ACCREDITAMENTO -

o
SGQ N° 004 A CISQ & |a Federazione Italiana di Organismi di

Certiflcazione del sistemi di gestione aziendale.
Membro degli Accordi di Mutuo Riconoscimento EA, 1AF e ILAC CISQ is the Itaiian Federation of management

Signatory of EA, IAF and ILAC Mutual Recognition Agreements system Certification Bodies.

0860CM_02_IT



Icim >4
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www.vacutestkima.it

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.
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THE INTERNATIONAL GEHTIF\G_ATION NETWORK
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.

IQNet is compesed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

CERTIFICATO n. 4264/4/C
CERTIFICATE No.

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

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

£ CONFORME ALLA NORMA / (S IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 29

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.

Trading of the products of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterife needles.

Riferirsi alla documentazione del Sistema di Gestione per fa Qualita aziendale per 'applicabllita del requisiti della norma di riferimenta.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.
II presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” ¢ al relativa Schema specifico.
The use and Ihe validily of his ceriificate shall salisfy the requirements of the ICIM document "Rules for the certification of company management systems” and specific Scheme.
Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente ceriificato,
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 certffication status referred fo in this certificate,
please confact the number +33 02 725341 or email address info@icim.it.

Data emissione Emissione corrente Data di scadenza
First issue Current issue Expiring date
18/01/2007 18/01/2019 17/01/2022

™\
\
/
\

ICIMS.p.A.
Piazza Don Enrico Mapelli, 75} 20099 Sesto San Giovanni (MI)

wiwwg icim. it

FEDERAZIONE

CIsQ

ACCREDIA %,

=

ml L'ENTE ITALIANO DI ACCREDITAMENTO

o i

EI www.cisg.com

g SGQ N°004A CISQ & la Federazione Italiana di Organismi di

3 Certificazlone del sistemi di gestione aziendale.

o Membro degli Accordi di Mutuo Riconoscimente EA, IAF e ILAC CISQ is the Italian Federation of management
system Certification Bodies.

Signatory of EA, IAF and ILAC Mutual Recognition Agreements
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ZERTIFIKAT ¢ CERTIFICATE ¢

A 4

italia

CERTIFICATO

Nr. 50 100 11497 - Rev. 003

Si attesta che / This is to certify that

IL SISTEMA QUALITA DI
THE QUALITY SYSTEM OF

LIOFILCHEM S.r.l.

SEDE LEGALE E OPERATIVA:
REGISTERED OFFICE AND OPERATIONAL SITE:

VIA SCOZIA SNC - ZONA INDUSTRIALE
-64026 ROSETO DEGLI ABRUZZI (TE)

SEDE OPERATIVA:
OPERATIONAL SITE:

CONTRADA PIANE VOMANO - TRAVERSA DI VIA GRECIA
-64026 ROSETO DEGLI ABRUZZI (TE)

E CONFORME Al REQUISITI DELLA NORMA
HAS BEEN FOUND TO COMPLY WITH THE REQUIREMENTS OF

UNI EN ISO 9001:2015

QUESTO CERTIFICATO E VALIDO PER IL SEGUENTE CAMPO DI APPLICAZIONE
THIS CERTIFICATE IS VALID FOR THE FOLLOWING SCOPE

Progettazione e sviluppo, produzione e commercializzazione di
dispositivi medico diagnostici in-vitro: terreni di coltura per
batteriologia, sistemi di identificazione e antibiogramma, Kit per la
determinazione di plasmaproteine (IAF 12, 29)

Design and development, production and sale of in-vitro diagnostic
medical devices: culture media for bacteriology, identification and
susceptibility testing systems, kits for plasma protein determination

(IAF 12, 29)
Per 'Organismo di Certificazione Validita /Validity
ACC RE D IA & For the Certification Body e,
CENTE TAUANO DIACCREDTAMENTO__ ~ TOV Italia S.r.l. Dal / From: 2019-02-11
PRSINZIR Al/ To: 2022-02-10
Membro degli Accordi di Mutuo Riconoscimento
EA, IAF e ILAC
Signatory of EA, IAF and ILAC Mutual
Recognition Agreements Q _ _ _
Lo LJ« ___________________________________________ >Q__.. Daaemissione/lssuing bate
Andrea Coscla 2019-02-11

Direttore Divisione Business Assurance

PRIMA CERTIFICAZIONE / FIRST CERTIFICATION: 2012-09-25

“LA VALIDITA DEL PRESENTE CERTIFICATO E SUBORDINATA A SORVEGLIANZA PERIODICA A 12 MESI E AL RIESAME COMPLETO DEL SISTEMA DI
GESTIONE AZIENDALE CON PERIODICITA TRIENNALE”

“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS AND ON THE COMPLETE REVIEW OF
COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS”

TUV Italia S.r.l. « Gruppo TUV SUD e Via Carducci 125, Pal. 23 « 20099 Sesto San Giovanni (MI) e Italia ® www.tuv.it

TUV®
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EC Certificate TUVRheinland
Directive 98/79/EC Annex IV, excluding Sections 4 and 6
Full Quality Assurance System
In Vitro Diagnostic Medical Devices

Registration No.: HL 60119814 0001

Report No.: 21265422 001

Manufacturer: Macherey-Nagel GmbH & Co. KG
Neumann-Neander-Str. 6-8
52355 Diiren
Deutschland

Products: Products for self-testing
(see attachment for products and sites included)

Replaces Certificate, Registration No.: HL 60076687 0001

Expiry Date: 2022-05-28

The Notified Body hereby declares that the requirements of Annex IV, excluding section 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has established
and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex

IV, section 5 of the aforementioned directive. For placing on the market of List A devices covered by
this certificate an EC design-examination certificate according to Annex IV, section 4 and-a.

LG
verification of manufactured products according to section 6 is required. (,_'.‘-"'f.ﬁ——*f._\g'g"\
f'.‘ QF/«-/ \\O'oﬁ\\
s D 4 % \
Notified Body/=> ; \ o\
Effective Date: 2017-05-29 L\ 2|
‘ /£

Date: 2017-05-29

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnberg

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.




TUV Rheinland poc.

LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: HL 60119814 0001

Report No.: 21265422 001

Manufacturer: Macherey-Nagel GmbH & Co. KG

Neumann-Neander-Str. 6-8
52355 Diiren
Deutschland

Products for self-testing:

- 8ingle and multi-parameter disposable test strips
for urine analysis

- indicator test strips and papers for measurement
of pH in urine

Additional site for warehousing and logistics:

Bahnstr. 120
52355 Duren, Germany

Date: 2017-05-29

. ®
TUVRheinland

1/1, Rev. 0




Certificate

, ®
TUVRheinland

Quality Management System

EN ISO 13485:2016

Registration No.:

Organization:

Scope:

SX 1038121-1

MACHEREY-NAGEL GmbH & Co. KG
Neumann-Neander-Str. 6-8

52355 Duren

Germany

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

(see attachment for sites included)

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.
Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality

management system is subject to yearly surveillance.

Report No.:
Effective date:
Expiry date:

Issue date:

{( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

3309079-90
2020-05-29

2023-05-28

2020-05-28 S .

/. Dipl.-Ing. S. Hoffmann
TY einland LGA Products GmbH
TillystraRe 2 - 90431 Nurnberg - Germany

142
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Certificate

Quality Management System

EN ISO 13485:2016

Registration No.:

Organization:

No. Facility

SX 1038121-1

: ®
TUVRheinland

MACHEREY-NAGEL GmbH & Co. KG

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

/02 MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11

52355 Duren
Germany

103 MACHEREY-NAGEL GmbH & Co. KG

Bahnstr. 120
52355 Duren
Germany

Report No..
Effective date:
Expiry date:

Issue date:

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

3309079-90
2020-05-29
2023-05-28
2020-05-28

Scope

Design and development, manufacture,
quality control, distribution and customer
service

Warehousing and logistics

W Dipl.-Ing. S. Hoffmann
heinland LGA Products GmbH
TillystraBe 2 - 90431 Nurnberg - Germany

2/2




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

www.tuv.com

Certificate

Standard

Certificate Registr. No.

Certificate Holder:

Scope:

Validity:

1ISO 9001:2015
01 100 1810008

MACHEREY-NAGEL GmbH & Co. KG
Neumann-Neander-Str. 6-8

52355 Duren

Germany

including the locations according to annex

Design and development, production and distribution
of products for filtration, rapid tests, water analysis,
chromatography and bioanalysis

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

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

2020-05-25 /&(%/b

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdéln

A TUVRheinland®

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

(( DAKKS

Deutsche



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

Annex to certificate

Standard

Certificate Registr. No.

No.

/01

/02

/03

/04

/05

Location

MACHEREY-NAGEL GmbH & Co.

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

MACHEREY-NAGEL GmbH & Co.

Valencienner Str. 11
52355 Diren
Germany

MACHEREY-NAGEL GmbH & Co.

Papiermihle 50
52349 Diren
Germany

MACHEREY-NAGEL GmbH & Co.

Bahnstr. 120
52355 Diren
Germany

MACHEREY-NAGEL GmbH & Co.

Monschauer Str. 64
52355 Diren
Germany

2020-05-25

www.tuv.com

KG

KG

KG

KG

KG

1SO 9001:2015
01 100 1810008

Scope

Design, development and production
of products for chromatography

and bioanalysis

Design, development, production

and distribution of products for filtration,
rapid tests, water analysis.

Service and administration

Waste disposal
Storage

Production

YA

TOV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdln

Page 1 of 1

A TUVRheinland®

Precisely Right.



MEDICA

Medica Corporation
5 Oak Park Drive
Bedford, Massachusetts 01730

Tel 781 275 4892
Fax 781 275 2731

www.medicacorp.com

Declaration of Conformity C€

Product Name: Model/Type:

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

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

Manufacturer

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

Representative

Emergo Europe, Prinsessegracht 20,
2514 AP The Hague, The Netherlands
Tel: +31 70 345 8570
Fax: +31 70 346 7299

Means of Conformity

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

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

Signature:

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




EasyLyte Accessories

Catalog
No.

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

Accessory

EasyLyte Na/K Analyzer

EasyLyte Plus Na/K/Cl Analyzer

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

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

EasylLyte K+ Electrode

EasyLyte Na+ Electrode

EasyLyte Cl- Electrode

EasyLyte Li+ Electrode

EasylLyte Ca++ Electrode

EasyLyte pH Electrode

EasyLyte Disposable Reference Electrode
EasyLyte Reference Electrode

EasyLyte Membrane Assembly

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

EasyLyte Daily Cleaner Cup

EasyLyte Solutions Valve

EasylLyte Sample Probe

EasyLyte Sample Detector

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



EasyLyte Accessories, continued
Catalog No. Accessory

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

EasyLyte Tubing Kit

EasyLyte Calcium Tubing Kit

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

EasyLyte Urine Diluent (500mL)

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

EasyLyte Printer Paper (3 rolls)

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

EasyLyte Capillary Tubes

EasyLyte Capillary Adaptor Kit

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

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

EasyLyte Sample Tray

EasyLyte Sample Cup Retainer Ring

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

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



EasyElectrolytes Accessories

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

Accessory

EasyElectrolyte Na/K/Cl Analyzer

EasyElectrolyte Na/K/Li Analyzer

Reagent Module, Na/K/Cl

Reagent Module, Na/K/Li

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

EasyElectrolyte CI- Electrode

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

EasyElectrolyte Troubleshooting Kit

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

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

EasyElectrolyte Na/K/Cl Demonstration Kit

EasyElectrolyte Na/K/Li Demonstration Kit

EasyElectrolyte Capillary Tube Kit

EasyElectrolyte Sampler

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

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

EasyElectrolyte Daily Cleaner Sample Cups

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

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



CERTIFICATE

This is to certify that the quality management system of:

Medica Corporation

Main Site: 5 Oak Park Drive

Bedford, Massachusetts 01730 United States

has been assessed by Intertek as conforming to the requirements of:

1ISO 13485:2016

The quality management system is applicable to:

The Design, Development, Manufacture, Service, Distribution of in-vitro
diagnostic medical devices, in-vitro diagnostic test kits, in-vitro diagnostic
reagents, in-vitro diagnostic analyzers/software used in the diagnosis and
management of cancer, immune status, disease status, autoimmune
status, cardiac markers, protein metabolism, endocrine disorders, blood
analytes, urinalysis, blood gases.

intertek

Total Quality. Assured.

Certificate Number:
0082581-01

Initial Certification Date:
2009-04-17

Certificate Issue Date:
2019-01-01

Certificate Expiry Date:
2021-04-16

SCC Accredited
CB-MS

©

OCSM
Accrédité CCN

il

President

Intertek Testing Services NA Ltd.,

1829, 32nd avenue, Lachine, QC, H8T 3J1,

Canada

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

request.
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EasyLyte EasyBloodGas EasyStat

Training Certificate

This is to certify that

(/ P
LIVDE. PLACy o ey 2/
Of 4//',-{2}’_/’ By f%",azf-': /
I 5 B ‘ e ) .j' o .
has completed training for the operation and service of the

EasyLyte, EasyBloodGas, and EasyStat analyzers.

MEDICA

~\

K“‘_};- Npsd0

7

Signed: Randall Rollins
Technical Service Manager
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= 000 "MeankaoH"
MEONK/OH

127276 Mockea, Boranuyeckas ya 35, T\ +7495 231-2272  +7499 502-1214

MACNOPT-CEPTUDUKAT MNPOU3IBOAUTEA]
Ha «Habop peareHToB AAS ONpeAeAeHMs FPYNN KPOBU YeAOBEKa
cuctem ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

( HOAMKAOH AHntn-D Cynep )
Pemctpawontoe yaoctosepetite  Ne PCP 2009/06043 ot 05 Hosbps 2009 r

HanmenoBanne: Iomuxion Axtu-D Cynep Bo ¢pnakoHax 1o 10 M ¢ 3eTleHBIMH

KPBIIIKAMH

Cepus: 212108 Eguauna: 100 mn
Hsrorosnen: 30.08.2021 Koanuecrso exqunmy 40
Tonen no: 30.08.2023 Ot6bem cepum: 10000 mir.

IMacmopt: [c212108 ot 30.08.2021

HawumeHoBaHue

Hopwa o TY Pe3YAbTGTEI
rokasareAsd VCNLITQHWUA
1. BHeluHwit BuA MpospayHas xuakocTb cBeTAc-Eexeroro LseTa Coorsercrayer
2. Ceponornyeckue
CBOWCTBA
2.1 CneumdbnyHocTb Uoavkaoh Artn-D Cynep He AomKeH arraioTUHWpoears | CootsetcTayer
D(-) spurpoumrsi.
2.2 TemarraloTuHVpyowas | YeTkas peakums arrAiSTUHALMM AGAKHA HOCTYNATS B Coorsetcrayer
cnocobHocTb TedeHue 30 cek. NocAe CMelLMBAHUS pedareHTa ¢ D(+) 30cex
SPUTPOLUTAMU
2.3 Tvrp Tmp Uoamkrowa Awm-D  Cynep B peakum| CootseTctayer
AITAIOTYHAUMA HaQ naockocTM ¢ D(+) spurpoumuramm 1:32
1:32 i
Turp Lloavkaong -Anfia;D. Cymep, 8 peakwm npsmoit | CooteeTcTayet
arrsTMHAWAE D} SprTpoLMTaKA 'BW 1:256
Hwke 1:256 / /1

fifs

|

TY 9398} UJT;-.% zgﬁgﬁao-zoog
‘.“-'T_" by i;.j_" 75 = &

o

1
St P,
i

LloAnkAaoH cootBeTcTRYET TREGOBG

%

3aseayowas
OTK OO0 «MeaukroH»



| 000 "Meankaon”
MEZWKMOH

127276 Mockea, boranundeckas ya. 35, b +7495 231-2272  +7499 502-1214

MACNOPT-CEPTUDPUKAT MNPOUIBOAUTEAS
Ha «Habop peareHToB AAs onpeAeAeHns rpynn KPOBU YeAoBeKa
cuctem ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

LIoAVKAOH QHTW — A — MOHOKAOHOABHBIE aHTUTEAd (IgM) K aHTUreHY A
LloAnKAOH aHTW — B — MOHOKAOHAALHBIE aHTUTEAA (IgM) Kk aHTUreny B
LloAukaOH aHTi — AB ~ MOHOKAOHGAGHbIE GHTUTEAd (IgM) K aHTUreHaM A 1 B

PeructpaumorHoe yaoctoBepenne Ne $CP 2009/06043 ot 05 HosBpsa 2009 r.

HanmenoBanne: [{omuxnon AETH-B Bo ¢uakonax mo 10 MJI ¢ CHHUME KpPEBIIIKaMK

Cepusa: 018809

HMzrorosaen: 06.09.2021

Tonen po: 06.09.2023

Egpuuna: 100 M
Konugecrso eanuun 40

Oo0nem cepun: 10000 ML

HMacuwopr: B018809 ot 06.09.2021

HauveHoBarue Hopwa no TV Peaw\bTCm:l
noKasceas MCNBITAHMI
1. BHewmuit Bua,
1.1 UoankaoH aHTU-A MpospayHas XMAKOCTL KPACHOTC LBeTa. Coortserciayer
1.2 HoamkaoH ant-B MNpospa4Has XMAKOCTL CUHero LBeTd.
1.3 LoanikaoH aHt-AB lpospayHas 6ecuBeTHAs MAV CASIKA OKPALLISHHAR
HNAKOCTb.
2. CepoAoruyeckme
CBOICTBO
2.1 CneunduqHoeTs LioAKkAOH QHTU-A He AOKEH AQBATL QITAIDTUHALMY C CooTeerctayer
sputpoumtami rpynn BAIN v Of)
LloAKkaoH aHT-B He AOAKeH AaBaTL ArFAOTHHALMM C Coorserciayer
apurpoumrami rpynn Al u O(l)
LloAMKAOH aHTU-AB He AOAXSH AQBATL QITAIRTUHALMM © Cootmercmyer
sputpouMTamy rpynnsl O(f)
2.2 FeMAITAIDTUHUPYIOWLAS | ATTAIOTUHALMS HQ NACCKOCTH sputpoumros Al uB ¢ CoorteercTeyeT
cnocobHocTs COOTBETCTBYIOLUMMU LIOAMKAOHAMM AOAKHA HOSBUTLCS 10cek.
He nozaHee 10 cek. NOcAe CMEMBAHMS
2.3 Tutp Tutp LoavkaoHa unmdw-petmmn CITAIOTMHOLMM Ha | CootBeTcTByeT
NAGCKOCTY C pmpauy:duh RynoRAl) - 1:32 - 1:64 | 1:32- 1:64
Tutp Llowmnq«amu Be paakum ANOTVHAUMW Ha| CooTBeTtcTayer
MIAOCKOCTU/C/ SpATPOLMTAMY rpynqu B - 1:64 1:64
Tutp L OHO QHTU-AB B pegmmw TloTUHAUMY Ha | CooTBeTCTBYST
NAOCKOCTHI G- GPKTEOWME Agi = 1i32-1:64| 1:32-1:64
v BON) - lréﬂ- VLN St

K.B. lFOweHko




« 4
000 ‘Megurnon
MEAMKNOH
127276 Mocksa, BotaHuyeckas yA., 35, T\cb (495) 231-2272 (499) 502-1214

NMACNOOPT-CEPTUPUKAT MNMPOU3IBOAUTEAS
Ha «Ha6op peareHToB AAS onpPeAeAEHMUs FPYMN KPOBU YEAOBEKA CUCTEM
ABO, Pesyc u Kelln no TY-9398-101-51203590-2009

( WOAUKAOH AHTU-Kell Cynep)
PermctpaunorHoe yaoctoseperne Ne PCP 2009/06043 ot 05 HosEps 2009 r

Haumenopanne: Lomuxion Anaru-Kell Cynep

Cepus: 115709 Epmanna: 100 mn
M3zrorosaen: 13.09.2021 KoauuyecTBo enunnn 4
Tonmen mo: 13.09.2023 Oo0vem cepun: 10000 M.

Macnopr: K115709 ot 13.09.2021

HamMenosauue XapaK‘repHchca HOPMEI ITO Iy PCSyJ'IBTaTBI
IIoKa3arTeisa HCOBITAaHUHI
1.BHemnumii Bug ITpospayHas jKeNTOBATAs MIIH PO30BATAS KUIKOCTE CootsetcTByeT

2. Ceponoruyeckue
CBOMCTBa

2.1 Crnenudpuynocts Honnxnon Antu-Kell cynep ne gomken Cootsercrayer
arnIlOTHHHPOBAThL SPUTPOIMTEL K(-)
2.2 TeMaITIIOTHHHPYIOIIAA Yerkas peakuus armiOTHHALMH Ha IUTOCKOCTH JOJDKHA

cnocobHoCTh HacTymaTh B TeyeHue 30 cex. mocie, s;ycmnnaﬂm CooTsercrByeT
ﬂ;l:,!‘ “x
P [ Mg N
1/’,3- e ‘\ N
2.2 AKTHBHOCTB Turp Lomuxnona ﬁH@KCH Cynep B penﬁnﬁu\npmcu CootBeTcTByeT
aTTIIOTHHALHY B nnate He Hwke 131§+ \"?{; 1:16
=i 14
tf { Sf I|'\- | ‘\1
_“.' LY '\\"__‘:."“

Honuxnon cooTBercTByer TpeGoBanmwiM TY — 93&%
3arenyromas OTK 000 «Meauxiony

-]

191" 513035593}_,

\) \
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MEZWKNOH

LioAvkaoH aHM — A — MOHOKAOHGABHBIE aHTUTEAA (IgM) K aHTUreHy A

000 "Meankaon”

127276 Mocksa, botamnyeckas ya. 35, 1\ +7495 231-2272  +7499 502-1214

NMACNOPT-CEPTUDPUKAT MNMPOUSBOAUTEAS
Ha «Habop peareHToB AAsi onpeAeAeHUa rPynn KPOBH YeAoBeKq
cucreMm ABO, Peayc u Kell» no TY-9398-101-51203590-2009

LloA KAOH aHTU — B — MOHOKAOHAABHbIE GHTHTEAA (IgM) K aHTUreHy B
LloAnKAOH aHTK — AB — MOHOKAOHAALHBIE aHTUTEAd (IgM) K aHTMreHam A n B

Pervietpaumotoe yaoctoBeperne Ne $CP 2009/06043 ot 05 Hos6ps 2009 r.

Haumenoranue: [{ommknon Antu-AB

Cepua: 013309

H3rorosaen: 27.09.2021

I'open mo: 27.09.2023

Epuanna: 100 mu
Koymuecrso equann 10

Oo6nem cepun: 10000 M

Macnopr: AB013309 ot 27.09.2021

HaumeHoBaHme HopMa 1o TV PeayAchmvl
noxasareAs UCTILITAHU#
1. BHevuHwit Bup
1.1 UonmiacH aHm-A TMpo3pa4Has XMAKOCTL KPacHoro LgeTa. Coorercieyer
1.2 LoamkaoH aHtu-B [po3payHaR XXMAKOCTL CUHEO LBETA.
1.3 UommxroH aHm-AB MNpospayHas 6ecLBeTHAd AU CAETKA OKPALLIEHHAA
HVIAKOCT.
2. Ceponaomyeckue
CBOWCTBA
2.1 CreumdbnyHoCTL LloAkaoH QHTU-A He AONKeH ACBATL QITAIOTUHOLMAM C Cootetrcrayer
sputpourtamu rpynn B{lil) n Of)
LloavkaoH aHT-B He AOAKeH AaBaTtb qrr/uomuauwu ¢ | Cootsercrayer
sputpoumTtamu rpynn A(ll) n O[I]
UoAMKACH GHTU-AB He AOAXEH AQBATL ArFATUHALMM C Coomsercayer
aputpourTaMu rpyrng Off)
2.2 l'eMarmAOTURUPYIOLLCS | AITAISTUHALMS HG TAOCKOCTU sputpoumtos Al UB ¢ CoortserctByer
CNocobHOCTL COOTBOTCTBYIOLMMMU LIOAMKAOHAMM ACAKHA MOSBUTLCS 10cek.
He riosaHee 10 cek. I]Q_Quﬂmemmaum
2.3 Tump Tutp Llcmm\oaa T T B pewunw ITAOTUHAUMM Ha | CooTBeTCTByeT
MAOCKOCTU C Tpaumaw rpynnb; — 1:32 - 1:64 1:32-1:64
Turp LoAvikadhic dim-B B peaxuyn hr‘rnh:bmauuuu Ha| CoortBerctayer
nAockoc f:apmpoumamn TRYFINA! B@ILJ 1l 64 1:64
Tuip uommeha QHTW-AB & PRaKLMMA CIfTAIYT CootBerctayeT
NAQCKOCTU g HTPOLMTGM'H - 1:32-1:64
n BN — 1:64: %
LioakaoH cooTeeTcTRYST TpeGOoBAHMSM T\?‘T«S‘BQ& 1’
3aseayiowas OTK OO0 «MeankaoH» K.B. FOweHko



000 "Meankaon”
MEZIMK/IOH

127276 Mocksa, Borannyeckas ya. 35, b +7495231-2272 47499 502-1214

MACNOPT-CEPTU®PUKAT NPOU3BOAMUTEAS
Ha «<Habop pearenToB aAs onpeaereHus rRYMN KPOBU YeAoBeKa
cuctem ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

LIoAvKAOH aHTM — A — MOHOKAOHGABHBIE GHTUTEAT {lgM) k aHTureny A
LloAMKAOH aHTU — B — MOHOKAGHQALHBIE QHTHTEAD (IgM) k aHTUreHy B
LloankaoH anTit — AB — MOHOKACHQABHbIE QHTUTEAT (lgM) k arTUreHam A v B

PervctpaunoHos yaoctoseperne Ne $CP 2009/06043 or 05 Hosibpa 2009 r.

Haumenosanne: Ilomixion Autu-A Bo daaxonax mo 10 mu ¢ KPAacHBIMH

KPBIIIKaMHA
Cepusa: 018709 Epunnna: 100 mn
HMsrorosnen: 06.09.2021 Konnuecreo equnnn 40
T'open mo: 06.09.2023 O6bem cepan: 10000 M1
Hacoopr: A018709 ot 06.09.2021
HavmeHoBarue Pesyastam
nokasareas Hopua no TY WCTILITAHMIA
1. BHeluHuit Bip
1.1 LoAMKAOH QHTU-A TNpospauHas »uaKkocTs KpacHoro useta. Coortsercrayer
1.2 Lomkaon aHtun-B TPO3PALHAS MAKOCTE CUHEro LBeTA.
1.3 LoavknoH ant-AB MNpospauHas BecuseTHas UK crerkd OKpaLieHHaq
XKMAKOCTb.
2. CepoAormueckne
CBOMCTBA
2.1 CneunchnyHocT LloankacH aHTu-A He AoAKeH AgBa arraoTHAWmM ¢ | CooTeeTcTeyer
3IpuTROLMTAMM rpynn B{lll) u Of)
UonrkaoH aHTK-B He AO/KeEH AQBOTH arraotuHauMu ¢ | Cooreetcrayer
apurpoumtami rpynn Afll) u Of))
Lioavkaon aHTi-AB He AomkeH aasams arrroTMHAUMK ¢ | CooTBeTcTBY ST
3pPUTPOLIMTAMM rpyrinkl Off)
2.2 TeMOITAIOTMHUPYIOLOS | AFTAIOTUHALMA HG NASCKoCTM apuTpoumTos Al U B ¢ CootBetcrayer
cnocobHocTL COOTBETCTBYIOLUMMI LIOAMKAOHTAMI AOAKHA MOSBUTLCS 10cexk.
He nosaHee 10 cex, NocAB EMaIMBAHIS
2.3 Tutp Tup Lloniaoa, QHTl-A-8 Peaktiid affARTMHOLIN Ha Cootaetcrayer
MAOCKOCTU C SPMTRGLMTAMA rpymbI A{Iﬁ‘_%a_llzsz -1:64| 1:32-1:64
Tutp Loakaopdl’ aHm-B g peakum grtAlBTHHALM Ha| CooTeeTcTByeT
MAOCKOCT C hiTpowMTamy, rayrtibi B(Il) = fﬁ'm 1:64
Turp LioaviknoHg akmitAB & peakiim QATAGTAHAUAM Ha | CooTsetcTByet
NAOCKOCTU € S -y 2-1:64 1:32-1:64
nB(l) - 1:64 \\ AN /

Loamkaon cootsetcTeyer tpeboBanmam TV — 9.’{38 Gl '

3aseayiowas OTK OO0 «MearKAOH» K.B. lOwetko



& Nsal

Certificate of Registration
of Quality Management System
to I.S. EN ISO 13485:2016

The National Standards Authority of Ireland certifies that:
Monobind Inc.

100 North Pointe Drive

Lake Forest, CA 92630

USA

has been assessed and deemed to comply with the
requirements of the above standard in respect of the scope of
operations given below:

The Design, Manufacture and Distribution of In-Vitro Diagnostic
Medical Device Immunoassays and Related Reagents, Controls, and
Semi-Manual and Automated Washers and Analyzers.

Additional sites covered under this multi-site certification are listed on the
Annex (File No. MD19.4585)

Approved by: Approved by: % ZQQZ
Geraldine Larkin Caroline Dore Geraghty C
Chief Executive Officer Director of Medical Devices /

Head of Notified Body

Registration Number: MD19.4585
Certification Granted: May 18, 2010
Effective Date: September 25, 2019
Expiry Date: September 24, 2022

National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland T +353 1 807 3800

GCT-25-07 Rev 2.0
Page 1 of 2



9 Nsal

Annex to Certificate Number: MD19.4585

Scope of Registration:

The Design, Manufacture and Distribution of In-Vitro Diagnostic
Medical Device Immunoassays and Related Reagents, Controls,
and Semi-Manual and Automated Washers and Analyzers.

Activity Location

Headquarters, Administration, Monobind Inc.

Design, Manufacturing, 100 North Pointe Drive

Distribution Lake Forest, CA 92630
USA

File No.: MD19.4585

Manufacturing, Distribution Monobind Inc.
103 North Pointe Drive
Lake Forest, CA 92630
USA
File No.: MD19.4585/A

Verified by:
Operations Manager

GCT-25-07 Rev 2.0
Page 2 of 2



Product List — CE Marked

Certified by

ISO 13485:2016

EC — Directive 98/ 79 EC
For In-Vitro-Diagnostics

2020-02-1

1 20022020-BZ



NovAaATEC

ImMmunDiagNnOsTICA GmvBH

¥

NovalLisa ® Virology

Prod. No. Name

ADVA0010 Adenovirus IgA

ADVGO0010 Adenovirus 1gG

ADVMO0010 Adenovirus IgM

CHIG0590 Chikungunya Virus 1gG capture
CHIMO0590 Chikungunya Virus IgM p-capture
CMVGO0110 Cytomegalovirus (CMV) I1gG
ACMV7110 Avidity Cytomegalovirus (CMV) IgG
CMVMO0110 Cytomegalovirus (CMV) IgM
DENGO0120 Dengue Virus 1gG

DENMO0120 Dengue Virus IgM

DVMO0640 Dengue Virus IgM p-capture
NS1D4020 Dengue Virus NS1 Antigen
EBVAQ0150 Epstein-Barr Virus (VCA) IgA
EBVG0150 Epstein-Barr Virus (VCA) 1gG
AEBV7150 Avidity Epstein-Barr Virus (VCA) IgG
EBVMO0150 Epstein-Barr Virus (VCA) IgM
EBVGO0580 Epstein-Barr Virus (EBNA) 1gG
HANGO0670 Hantavirus 19G

HANMO0670 Hantavirus IgM

HEVGO0780 Hepatitis E Virus (HEV) IgG
HEVMO0780 Hepatitis E Virus (HEV) IgM
HSVG0250 Herpes simplex Virus 1+2 (HSV) 1gG
HSVMO0250 Herpes simplex Virus 1+2 (HSV) IgM
HSV1G0500 Herpes simples Virus 1 (HSV 1) IgG
HSV1M0500 Herpes simplex Virus 1 (HSV 1) IgM
HSV2G0540 Herpes simplex Virus 2 (HSV 2) IgG
HSV2M0540 Herpes simplex Virus 2 (HSV 2) IgM
INFA0290 Influenza Virus A IgA

INFG0290 Influenza Virus A I1gG

INFM0290 Influenza Virus A IgM

INFA0300 Influenza Virus B 1gA

INFG0300 Influenza Virus B 1gG

INFMO0300 Influenza Virus B IgM

MEAGO0330 Measles Virus 1gG

AMEA7330 Avidity Measles Virus 1gG
MEAMO0330 Measles Virus IgM

MUMGO0340 Mumps Virus 1gG

MUMMO0340 Mumps Virus IgM

PAIA0360 Parainfluenza Virus 1,2,3 IgA
PAIG0360 Parainfluenza Virus 1,2,3 1gG
PARGO0370 Parvovirus B 19 I1gG

PARMO0370 Parvovirus B 19 IgM

RSVAO0380 Respiratory syncytial Virus IgA
RSVG0380 Respiratory syncytial Virus 1gG
RSVMO0380 Respiratory syncytial Virus IgM
RUBG0400 Rubella Virus 1gG
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ARUB7400 Avidity Rubella Virus 1gG

RUBMO0400 Rubella Virus IgM p-capture
TICG0440 TBE / FSME 1gG

TICMO0440 TBE / FSME IgM

PTICG044 TBE / FSME 1gG plus

VZVA0490 Varicella-Zoster Virus (VZV) IgA
VZVG0490 Varicella-Zoster Virus (VZV) 1gG
VZVM0490 Varicella-Zoster Virus (VZV) IgM
ZVGO0790 Zika Virus IgG capture

ZVMO0790 Zika Virus IgM p-capture

NovalLisa Bacteriology

Prod. No. Name

BAR0900 Bartonella

BOPA0030 Bordetella pertussis IgA

BOPGO0030 Bordetella pertussis 1gG

BOPMO0030 Bordetella pertussis IgM

BPTAO0610 Bordetella pertussis toxin (PT) IgA
BPTG0610 Bordetella pertussis toxin (PT) IgG
BORGO0040 Borrelia burgdorferi 1gG

BORMO0040 Borrelia burgdorferi IgM

BRUGO0050 Brucella 1gG

BRUMO0050 Brucella IgM

CHLAO0070 Chlamydia trachomatis IgA
CHLGO0070 Chlamydia trachomatis 1gG
CHLMO0070 Chlamydia trachomatis IgM
CHLAO510 Chlamydia pneumoniae IgA
CHLGO0510 Chlamydia pneumoniae I1gG
CHLMO510 Chlamydia pneumoniae IgM
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebycterium diphtheriae toxin 5S IgG plus
COX1G0600 Coxiella burnetii (Q-Fever) Phase 1 IgG
COX2G0600 Coxiella burnetii (Q-Fever) Phase 2 IgG
COX2M0600 Coxiella burnetii (Q-Fever) Phase 2 IgM
HELAO0220 Helicobacter pylori IgA

HELG0220 Helicobacter pylori 19G

PHELAO022 Helicobacter pylori IgA plus
PHELGO022 Helicobacter pylori 1gG plus
LEGG0650 Legionella Pneumophila 1IgG
LEGMO0650 Legionella Pneumophila IgM
LEPGO0660 Leptospira IgG

LEPMO0660 Leptospira IgM
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MYCAO0350 Mycoplasma pneumoniae IgA
MYCGO0350 Mycoplasma pneumoniae 1gG
MYCMO0350 Mycoplasma pneumoniae IgM
TETG0430 Clostridium tetani toxin IgG
TETG5043 Clostridium tetani toxin 5S 1gG
PTETGO043 Clostridium tetani toxin 5S IgG plus
NovalLisa Parasites

Prod. No. Name

CHAGO0560 Chagas (Trypanosoma cruzi) 19G
TRYPO0570 Chagas

ENTGO0140 Entamoeba histolytica 1gG
LEIG0310 Leishmania infantum 1gG
MALO0620 Malaria

TOXA0460 Toxoplasma gondii IgA
TOXG0460 Toxoplasma gondii 1gG
ATOX7460 Avidity Toxoplasma gondii 1gG
TOXMO0460 Toxoplasma gondii IgM p-capture
NovalLisa Worms

Prod. No. Name

ASCG0020 Ascaris lumbricoides 1gG
ECHGO0130 Echinococcus IgG

FILO760 Filariasis

SCHGO0410 Schistosoma mansoni 1gG
SCHMO0410 Schistosoma mansoni IgM
STRO0690 Strongyloides

TAEG0420 Taenia solium IgG
TOCGO0450 Toxocara canis 1gG
TRIG0480 Trichinella spiralis 1gG
Novalisa Fungi

Prod. No. Name

ASPG0680 Aspergillus fumigatus IgG
ASPM0680 Aspergillus fumigatus IgM
CANAO0060 Candida albicans IgA
CANGO0060 Candida albicans IgG
CANMO060 Candida albicans IgM
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NovalLisa Hormones

THYROID HORMONES
(ELISAs for the determination of thyroid hormones a

nd antibodies)

Prod. No. Name
ATG1010 Anti-TG
ATP0O1020 Anti-TPO
FT41050 Free T4
TSH1030 TSH
Hormones

STEROID HORMONES
(ELISAs for the determination of steroid hormones

in plasma and serum)

Prod. No. Name

DNOVO001 Cortisol
DNOV002 Testosterone
DNOVO003 17 beta-Estradiol
DNOV004 17-OH Progesterone
DNOV005 DHEA-S
DNOVO006 Progesterone
DNOV008 Androstenedione
DNOV009 Free Testosterone
DNOV011 Total Estriol
DNOV012 Aldosterone

STEROID HORMONES IN URINE

(ELISAs for the determination of steroid hormones i n urine)
Prod. No. Name

DNOVO010 Urinary Cortisol

STEROID HORMONES IN SALIVA

(ELISAs for the determination of steroid hormones i n saliva)
Prod. No. Name

DSNOV20 Cortisol Saliva

DSNOV21 Testosterone Saliva

DSNOV24 DHEA-S Saliva

DSNOV27 Androstenedione Saliva
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PROTEIN HORMONES

(ELISAs for the determination of proteins in plasma and serum)
Prod. No. Name

DNOV030 LH

DNOV031 FSH

DNOV032 Prolactin

DNOV033 AFP

DNOV034 beta HCG

THYROID HORMONES

(ELISAs for the determination of thyroid hormones a

nd antibodies)

Prod. No. Name
DNOVO051 Free T3
DNOVO053 Total T3
DNOV054 Total T4
DNOV057 Thyroglobulin

DIABETES MONITORING
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV111 Insulin
DNOV112 C-Peptide

CIRCULATING IMMUNO COMPLEXES
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV093 CIC-Clq
DNOV094 CIC-C3d
DNOV096 CH-50

TUMOR MARKERS
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV 060 CEA
DNOV061 CA 125
DNOV062 CA 15-3
DNOV063 CA 19-9
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MISCELLANEOUS

(ELISAs for the determination of specific analytes in plasma and serum)
Prod. No. Name

DNOV100 Ferritin

DNOV101 HGH

DNOV102 IgE

NovaLisa ® Autoimmune

Autoimmune

(ELISAs for the determination of specific autoimmun e antibodies)
Prod. No. Name

ATG1010 Anti-TG

ATP01020 Anti-TPO

Rheumatology

(ELISAs for the determination of specific analytes in plasma and serum)
Prod. No. Name

RFM3010 Rheumatoid Factor IgM

NovaLisa ®© Recombinant Antigens
Prod. No. Name

BORGO0040 Borrelia burgdorferi 1gG

BORMO0040 Borrelia burgdorferi IgM

CHAGO0560 Chagas (Trypanosoma cruzi) IgG
TRYPO0570 Chagas

HANGO0670 Hantavirus IgG

HANMO0670 Hantavirus IgM

HELAO0220 Helicobacter pylori IgA

PHELAO022 Helicobacter pylori IgA plus
HEVGO0780 Hepatitis E Virus (HEV) IgG
HEVMO0780 Hepatitis E Virus (HEV) IgM
HSV1G0500 Herpes simples Virus 1 (HSV 1) IgG
HSV1M0500 Herpes simplex Virus 1 (HSV 1) IgM
HSV2G0540 Herpes simplex Virus 2 (HSV 2) IgG
HSV2M0540 Herpes simplex Virus 2 (HSV 2) IgM
MALO0620 Malaria

STRO0690 Strongyloides

ZVGO0790 Zika Virus IgG capture

ZVMO0790 Zika Virus IgM p-capture
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NovaLisa © Quantitative Assays (WHO standardized)
Prod. No. Name

BPTA0610

Bordetella pertussis toxin (PT) IgA

BPTG0610 Bordetella pertussis toxin (PT) IgG
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebycterium diphtheriae toxin 5S IgG plus
RFM3010 Rheumatoid Factor IgM

RUBG0400 Rubella Virus 1gG

TETG0430 Clostridium tetani toxin IgG

TETG5043 Clostridium tetani toxin 5S IgG
PTETGO043 Clostridium tetani toxin 5S IgG plus
TOXG0460 Toxoplasma gondii IgG

ATOX7460 Avidity Toxoplasma gondii IgG

TSH1030 TSH

Novalisa Quantitative Assays

Prod. No. Name

ATG1010 Anti-TG

ATPO1020 Anti-TPO

BPTA0610 Bordetella pertussis toxin (PT) IgA
BPTG0610 Bordetella pertussis toxin (PT) 1gG
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebacterium diphtheriae toxin 5S 1gG plus
FT41050 Free T4

HELAO0220 Helicobacter pylori IgA

HELGO0220 Helicobacter pylori IgG

PHELAO022 Helicobacter pylori IgA plus

PHELGO022 Helicobacter pylori 1IgG plus

RFM3010 Rheumatoid Factor IgM

RUBG0400 Rubella Virus IgG

ARUB7400 Avidity Rubella Virus 1gG

TETG0430 Clostridium tetani toxin IgG

TETG5043 Clostridium tetani 5S toxin IgG
PTETGO043 Clostridium tetani toxin 5S IgG plus
TICG0440 TBE / FSME 1gG

PTICGO044 TBE / FSME 1gG plus

TOXG0460 Toxoplasma gondii IgG

ATOX7460 Avidity Toxoplasma gondii IgG

TSH1030 TSH
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Antigen Assays

Prod. No. Name

NS1D4020 Dengue Virus NS1 Antigen
NovaLisa © IgM p-capture Assays
Prod. No. Name

CHIMO0590 Chikungunya Virus IgM p-capture
DVMO0640 Dengue Virus IgM p-capture
RUBMO0400 Rubella Virus IgM p-capture
TOXMO0460 Toxoplasma gondii IgM p-capture
ZVMO0790 Zika Virus IgM p-capture
NovaLisa ® Antibody Assays

Prod. No. Name

ASCG0020 Ascaris lumbricoides 1gG
CHAGO0560 Chagas (Trypanosoma cruzi) 1gG
TRYPO0570 Chagas

ENTGO0140 Entamoeba histolytica 1gG
LEIG0310 Leishmania infantum 1gG
MALO0620 Malaria

STRO0690 Strongyloides

TAEG0420 Taenia solium IgG

TOCGO0450 Toxocara canis 1gG

TRIG0480 Trichinella spiralis 19G
NovaLisa ®© Avidity Assays

Prod. No. Name

ACMV7110 Avidity Cytomegalovirus (CMV) IgG
AEBV7150 Avidity Epstein-Barr Virus (VCA) 1gG
AMEA7330 Avidity Measles Virus 1gG
ARUB7400 Avidity Rubella Virus 1gG
ATOX7460 Avidity Toxoplasma gondii IgG
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NovaLisa
Prod. No.

®

Liquor Diagnostic
Name

BORG0040
BORMO0040

Borrelia burgdorferi 1gG
Borrelia burgdorferi IgM
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Certificate

- ®
TUVRheinland

Quality Management System

EN ISO 13485:2016

Registration No.:

Organization:

Scope:

SX 1624072-1

Seramun Diagnostica GmbH
Spreenhagener Str. 1

15754 Heidesee

Germany

Design and development, manufacture and distribution of in-vitro
diagnostics and laboratory systems, consisting of laboratory equipment and
associated analysis software, for the detection of autoimmune diseases
and infectious diseases

Design and development, manufacture and distribution of substrates and
protein stabilizers for in-vitro diagnostics, as well as antibody production
and contract development

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

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

Report No.:
Effective date:
Expiry date:
Issue date:

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

3324901-90

2021-03-10 \ W\J
2024-03-09 , L

2021-03-03

TUV Rheinland LGA Products GmbH
TillystralBe 2 - 90431 Nurnberg - Germany

1/1
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