Declaration of Conformity helena

Biosciences Europe

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

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

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

Product Description GMDN
Code Classification Code
5187 Routine Control A 30590

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

Full Name:  M.J. Stephenson Title: Managing Director

Date: 31% October 2013

Signed:
1 ta{ ne&d by Ceaigovschi Tudor
Date: 2021.03.03/14:54 40 EET

Reason: MoldSign Signature
Location: Moldova

Tel +44 (0)191 482 8440
Fax +44 (0)191 482 8442
info@helena-biosciences.com
www.helena-biosciences.com

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

United Kingdom



Declaration of Conformity helena

Biosciences Europe

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

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

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

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

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

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

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

www.helena-biosciences.com United Kingdom



Declaration of Conformity

HL-7-0229DC DOI 2015/08 (6)

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

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

Product Description GMDN
Code Classification Code
5392 Thrombin Time 55987

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

Full Name: M.J. Stephenson Title: Managing Director
Signed: % M /% Date: 06 Aug 2015

7
Tel +44(0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom


mailto:info@helena-biosciences.com
http://www.helena-biosciences.com

Declaration of Conformity

HL-7-0512DC DOI 2015/08 (5)

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

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

Product Description GMDN
Code Classification Code
5556 Clauss Fibrinogen 50 55997

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

Full Name: M.J. Stephenson Title: Managing Director
Signed: % M/% Date: 12 Aug 2015

7
Tel +44(0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom


mailto:info@helena-biosciences.com
http://www.helena-biosciences.com

Declaration of Conformity helena

Biosciences Europe

HL-7-0673DC DOI 2015/08 (1)

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
5562 APTT Si L Minus 55981

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{ﬂ/ M /% Date: 11 Aug 2015

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

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

www.helena-biosciences.com United Kingdom



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.

S M Sra

Stewart Brain, Head of Compliance & Risk - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2002-10-25 Effective Date: 2018-04-14
Latest Revision Date: 2018-11-28 Expiry Date: 2021-04-13
@ 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=28%2f11%2f2018&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: 2018-11-28

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: 2018-04-14
Expiry Date: 2021-04-13

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=28%2f11%2f2018&Template=uk
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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
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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
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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




(g) LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product Name Catalogue Number
Anti-D Duoclone Monoclonal 740010

has been classified as List A (Directive 98/79/EC, Annex Il) and complies with
the essential requirements and provisions of Directive 98/79/EC of the
European Parliament and of the Council (also SI 2002 No.618 which
transposes the requirements of Directive 98/79/EC) and the Commission
Decision on Common Technical Specifications 2009/108/EC.

and is in conformity with the national standards transposing harmonised
standards:

BS EN ISO 13485:2012
BS EN 13612:2002

BS EN 13641:2002

BS EN ISO 14971:2012
BS EN ISO 15223-1:2016
BS EN ISO 18113-2:2011
BS EN ISO 23640:2015

The conformity assessment procedure performed was in accordance with
Annex IV of Directive 98/79/EC and was carried out by UL International (UK)
Ltd, Wonersh House, The Guildway, Old Portsmouth Road, Guildford, Surrey
GU3 1LR, United Kingdom, Notified Body Number 0843.

The certificates issued by UL-UK Ltd to show compliance are numbers
354.170425 and 355.130523.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 23 May 2017.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

)

{r,n“ﬁ\ MRAGENNT

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com
Berkshire RG6 4UT United Kingdom www.lornelabs.com

YSTEMS
4426
File No A12241;

1SO 13485:2003; ISO 9001:2008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66
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DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name

Catalogue number

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

MEANS OF CONFORMITY

LORNE

LABORATORIES

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

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

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

requirements of Directive 98/79/EC).

This declaration is valid from 17 May 2015.

f

Eddy Velthuis

Technical Director

= v
{r,.sn“ MANAGENENT

Wi
4426
File No A12241;

1SO 13485:2003; ISO 9001:2008

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill, Lower Earley

Berkshire RG6 4UT United Kingdom

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

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



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.



»
VELRTOH 000 ‘Mespxnon

— 127276 MoCKBO, BOTORMIECKOT YA

35T TN #7495 23122727499 502-T2T4—

MACNOPT-CEPTUPUKAT MPOUIBOAUTEAA
Ha «HaGop peareHTOB AAA ONpeAEAEHUs TPYIIN KPOBU YEAOBEKA CUCTEM
ABO, Pe3syc u Kelln no TY-9398-101-51203590-2009

( LOAUKAOHbI  AHTM-A, AHTU-B v AHTU-AB)
PernctpaumorHoe yaoctoseperue Ne $CP 2009/06043 ot 05 Hosbps 2009 1

Haumenoranue: Ilommnon AHTH-A Bo drakoHax 110 10 MJI ¢ KpacHEIMHA
KPBIIIKAMH

Cepnsi: 096111
" "NAzrotosaen: 05.11.2019

Exnauna: 100 M

Tomen mo: 05.11.2021
Hacnopt: A096111 o705 11 2019

___Konnuecreo equann. 40_

O6beMm cepun: 10000 Mo

HaumeHosaH1e Hopma no TY PeayAsTaT:
NOKQIATENR WCBITaHKWIA
1. BHeWwHWA BUA
1.1 LOAMKACH QHTU-A Mpo3payHas XMAKOCTb KPACHOTO UBETA. CooteeTcTeyer
1.2 LLOAMKAOH aHTW-B MNPO3PAYHAH XKMAKOCTE CUHETO LBETA.
1.3 LloAMKAOH OHTU-AB MNpo3payHas BECUBETHOR XMAKDCTS.
2. Cepoaorndeckue LLOAMKAOH QHTU-A  HE AOAXEH AQBATb AITAIOTMHALLMM
CBOWCTBQ C aputpoLmtamm rpynn B(lll) n O(l) CootseTcieyer
2.1 CneundomiHoCTs LLOAMKAOH QHTK-B  HE AOAXEH AQBATL AITAOTUHALLMM C
sputpoumtamm rpyna Aflll) n Ofl) CootseTCTBYET
LLOAMKACH QHTH-AB HE AOAXEH ACBQTL ArFAIOTUHALLMM
C apuTpoumtamm rpynnsl Ofl) CoorseTcisyeT
2 T EMarTAIOTHHUD YIOTIGH ATTAIOTHHOLIAT HO TTADCKOCTHA B0HTROMMTOR AT W B
cnocobHocTs C  COOTBEICTBYIOLLMMK  LLoAMKAOHAMKM  aAonkHA | COOTBETCTBYET
MOABUTLCA He No3aHee 10 Cek. TOCAE CMELLIMBAHMS 10 cekyHa
TuTe LLOAMKACHQ QHTU-A B PEAKUMA AITAIOTUHALIMK HA
NAOCKOCTH C 3putpounTamm rpynnel A(ll) 1:32 - 1:64 CooteeTcTeyet
23 Twrp TUTP LLOAMKACHT QHTU-B B PECKLIUM QITAIOTUHALUMM HA | 1:32- 1: 44
NAQCKOCTH © SpUTpouMTamMIM rpynnsl Bl
1:64 CooTtsercreyer
TUTP LLOAMKAOHQ GHTU-AB B pEAKLMM AITAICTUHO-LLAW 1:64
HQ MAOCKOCTH C 3PUTROLMIAMM TPV Afll) 1:32-1: 64
nB(ll) 1:64 R D, Coormercrayer
1:32-1: 64




4|
MEZIMK/IOH

000 ‘Megyxnon”

127276 Mocksa, BOTAHUIECKOA YA, 35, T\ch  +74%5 231-2272 +7499 502-1214

NACNOPT-CEPTUPUKAT MPOUIBOAUTEAS
Ha «tHa6op peareHTOB AAs ONpeAeAeHus rPynn KPOBU YEAOBEKA CUCTEM

ABO, Pesyc u Kelln no TY-9398-101-51203590-2009

( LOAMKAOHBI  AHTH-A, AHTH-B 1 AHTH-AB)

PerucTpaLMoRHoe yaocTosepeHue Ne PCP 2009/06043 ot 05 Hos6ps 2009 ©

Hanmenopaumne: Ilonrxion AeTi-B Bo ¢uraxonax no 10 M ¢ CHHAMY KphIDIKaMA

Cepusi: 095810

Egnanna: 100 ma

Hsrorosaen: 21.10.2019 KouanuecTro exmuun 40
Fomenno: 21162621 — — —— ——Ob6vem cepmir: 10000 M1
Macmopt: B095810 0121.10.2019
HanmeHosaHne Hopma no TY Pe3yAbTath!
MOKQ30TEAR MCPbITAHWA |

1. BHeHuin A

1.1 LlOAMKAOH QHTU-A MNPO3pPAYHAR XKUAKOCTb KPCICHOTO LBETA. CoOoTBETCTBYET

1.2 LLOAMKACH QHTM-B MNpo3payHas KMAKOCTL CMHETO LIBETAQ.

1.3 LLOAMKAOH QHTU-AB Mpo3poyHas 6eCUBETHAS XKUAKOCTb.

2. Cepoaormnieckme LLOAMKAOH CQHTU-A  HE AOAXEH AQBATH AMTAIOTUHALMMK

CBOMCTBA ¢ spurpoumtamu rpynn B(lil) 1 Ofl) CoortseTcTByeT

2.1 CneundpniHoCTb LLOAUKAOH QHTU-B  HE AOAXEH AQBATL QITAIOTUHALIMMK C
spuTtpoumTamm rpynn A(ill) 1 Ofl) CootBeTcTBYET
LLOAMKAOH AHTM-AB HE AOAXEH ACBATL AMTAIOTUHALMN
c apurpoumutamu rpynns Ofl) Coortsetcrayer

2.1 FeMar Mo TMHIMPYIOLLGR AFFAIOTHHOLLMS HO NACCKOCTI: 3pMTpOLIMTOR Al 11 B

CNoCcCoOBHOCTL c  coomercTaylowmmn  LloAMkaoHaMM  aoaxHa | CooTseTcTeyet
NnosemTECA HE No3aHee 10 CeK. NOCAE CMELLIMBAHWS 10 cekyHA
Tt LLOAMKAOHO HTU-A B PECKLIMM QIFAIOTHHALMK HA
MAOCKOCTH C 3puTpoLmMTamy rpynnsl Afll) 1:32 - 1:64- | Cootsercisyer

2.3 Tutp TMTP LLOAMKAOHQ CHTW-B B PECKLMM QITAIOTHHALMKM HA | 1:32-1: 64

NAOCKOCTH C 3pMTROLMTaMM rpynnbl B{lll)

T o8 - e

TUTP LLOAMKAOHQ QHTU-AR B PETKLMM OrTAIOTIHO- Lk
HA NACCKOCTU C mosqmoﬁﬁnis rpynmALH) _”m;.m,,.. I: 64
nB(lll) 1:64 £ O A

CUOCIEETICIBY ST
1:64

CooTBETCTBYET
1:32-1: 64

3aseayoLLas

OTK OO0 «MeANKACHY

8-101451203590-2009

M.C. Opaosa




- 000 ‘Megmxnor”
MEZMKNOH ,
127276 MOCKBO, BOTOHMECKAT YA S5 Thep—+7495-231-2272—+7499-502-1 214 —

NACNOPT-CEPTUPUKAT MNPOUIBOAUTEAS
Ha «Habop pedareHTOB AASl ONIPEAEAEHMA IPY KPOBU YEAOBEKA CUCTEM
ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

( LOAUKAOHBI  AHTH-A, AHTH-B 1 AHTKU-AB)
PervcTpaumoHHoe yaoctosepermne Ne PCP 2009/06043 ot 05 HosOpsd 2009 1

Haumenopanue: Ilommion Axtu-AB

Cepusi: 098611
Hsroronjen:

Tonen no: 05.11.2021

05.11.2019

Enunnna: 100 mn
Konuuecrro exunnn 10

O6Bem cepun: 10000 ML

Tlacmopt: AB098611 o1 05.11.2019

LLOAMKAOH COOTBETCTBYET qummona:xm? .

3aseayogs  OTK COO «MeAUKAOHN 2

HanmeHosaHne Hopma no TY Pe3yAbTaThI
NOKG3aTEAS UCHLITGHKA
1. BHeLUHWA BU1A,
1.1 LLOAMIKAOH QHTU-A MNPo3pAYHAd XKMAKOCTb KPUCHOTO LIBETA. CootseTcTByer
1.2 LOAMKAOH aHTK-B MNPO3pPadHHAs XXMAKOCTb CUHETO LIBETA.
1.3 LoAWKAOH GHTK-AB MNpo3payHas BECLBETHA XUMAKOCTb.
2. Cepoaormnieckme LLOAMKAOH QHTU-A  HE AOAXKEH ACBATL AITAIOTUHALMM
CBOMCTBA ¢ apurpoumutamm rpynn B{lit) n Ol) Coortsetcisyer
2.1 CneumdouyHoOCT LLOAMKAOH QHTU-B  HE ACAXKEH ACBATE AITAIOTMHALMK C
aputpoumramm rpynn Aflll) n Ofl) Cootsercieyer
LLOAMIKAOH QHTU-AB HE AOAXKEH ACBATH AITAIOTUHAUMM
¢ aputpoumtamm rpynnet O(l) CooTBeTCTRYST
2 FemarsoTMHMp YOO ATTAOTHHALMA HO TADCKOCTH-SPUTROUMTOR - Al-1-B
CNocoBHOCTh C  COOTBETCTBVIOLLIMMU  LLOAMKAOHOMM  AOAXHG | CooTBeTCTByeT
nosBnTLCA HE No3aHee 10 cek. NOCAE CMELNBAHMA 10 cekyHA
TITP LLOAMKAOHA QHTU-A B PEAKLMM AMTAIOTUHALMM HO
NAOCKOCTH O“HW‘U\—\_AUO_‘L.S\._.Q;S _.U«m_n__u_v_ >~_; 1:32 - 1:64 CoOoTBETCIBYET
2.3 Tutp TUTP LLOAMKAOHA CHTU-B B peaKkumm QrrAlOTMHALMKM HA | 1:32 - 1: 64
NAOCKOCTM C DpUTROLMTAMM ryins! Blll)
1164 : COOTBETCTBY ST
TuUTp LLOAMKAOHC QHTH-ABE BECKLIH T AOTUHA- LK 1:64
HO MAOCKOCTU C SPUIPOWATCAAA RYNITATE 1:32 - 1: 64
nB(I) 1 :64 ; N CootsetcrayeT
1:32-1: 64

-/9398:101-51203590-2009

M.C. Opaocsa
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127276 Mockea, botaHuieckas ya., 35, T\db (495) 231-2272

MACNOPT-CEPTUPUKAT MNPOUIBOAUTEAS

000 ‘Megnxaon”

(499) 502-1214

Ha «Ha6op pedreHTOBR AAfl ONPeAEAEHUS FPYNN KPOBH YEAOBEKA CUCTEM
ABO, Pesyc u Kelln no TY-9398-101-51203590-2009

( LOAUKAOH AHTH-D Cymep )
PerctpaunoHHoe yaoctoeepeHme Ne PCP 2009/06043 ot 05 Hos6ps 2009 r

Hanmenosauue: Ilonuxinon Aure-D Cynep Bo dakoHax o 10 Mi ¢ 3eneHbIME

KpEITIKaM#A
" Cepusi: 292711
~Hsroropien: 05:11.2019-
Tomen mo: 05.11.2021

Tacnopt: MHc292711 ot 05.11

Epununa: 100 mn
KommgecTso expuni 40

O6nem cepun: 10000 ML

2019

mEcﬂhﬁdﬁnmﬂuﬁmem

Ay

HaumernoBanue Xapaxrepacruka HopMsI o TY Pesynbrarst
TIOKA3aTEeNs HCIILITAHNA
1. Baemmmii Bug . TIpospaynas KHAKOCTS CRETIIO-GEXEBOIO LBETA
CooT1BeTCTBYET
2. Ceponoredeckne
CBO}CTBa i
2.1 Cuetmdmanocts Tomuknon Aati-D Cynep He fjomken. - . _ _| CooTBETCTBYET
arTOTHHUPOBaTs D(—) 3pHTPOIMTEL
2.2 T'eMarmmoOTARMpYOMAs Yerkas peakius arTIOTHHAIMH JOIDKHA CoOTBETCTBYET
cmoco6HOCTh HAcTynaTs B TedeHne 30 cex. mocne cMemmpanus | 30 cex.
pearerrareB(HoprTponyran,
2.3 Tutp Tarrp Lomakcosa: »mdm‘.b .Cyniep & peaxitin CooTBETCIBYET
gu&ﬁ Ha Eannondna dT,w 3pw-
Hﬂcém 327 NE A 1:32
Turp ngﬁomm Antu-D QSnm B ngﬁﬁu
npaMoii arrmoTusamEn ¢ D) uvgouwqu 1:256

Ifonuxnon coomeemcmeyem mpebosanusm TV — wmbmn.:: 51 \m 009 .”.\.“.

3asexyromas OTK OO0 «Mepukinony»

X

M.C.Opnosa




.& - 000 ‘Megmuraon”

MEANKACH

127276 Mocksa, boTaHmueckas yA., 35, T\d (495) 231-2272  (499) 502-1214

MACNOPT-CEPTUPUKAT MPOUIBOAUTEAR
Ha «tHaGop peareHTOB AAA onpeAeAeHHUS rPY KPOBM HEAOBEKA CUCTEM
ABO, Pesyc u Kelly no TY-9398-101-51203590-2009

( LOAUKAOH  AHTM-D (IgG) )
PerncrpaumonHoe yaoctoseperne Ne PCP 2009/06043 oT 05 Hoabpa 2009 r

HanmenoBanme: Ilommaon Anrn-D(IgG)

Cepusa: 292110 Epmanua: 100 mn
H3roropnen: 28.10.2019 Kosmygecrro equuun 10
Tomen no: 28.10.2021 O61bem cepun: 10000 M.

Macnopt: 1%292110 o1 28.10.2019

Haunmenosanue XapakTepucTHKa HOPMB PesynbraThl
II0Ka3aTreirs HCITBITAHUH
1. Baemnwii Bug IIpospaunas XHAKOCTH CBETIIO-0eXKEBOTO IBEeTa
COOTBETCTBYET
2. Ceponoruyeckue
CBOMCTBa
Honuxnon AnTu-D He qomken arrmotuaupo- | CooTeeTcTByeT
2.1 CrnenuduyHoCTs Bath D(-) 3pHTPOLATSL

2.

2 lemarmmoTutrupyiom | Arrmotasanms sputpowuros D+ ¢ Lionnko- | Cootsercrayer - =
a1 cmocobHOCTE HOM B IPOGHPOYHOM TECTE C JKENATHHOM
JOIDKHA MOABNATECA He fo3aHee 15 MuH.

2.

3 Turp Turp Honuxnona antu-D B npobupounom CooTBeTcTRYET
TecTe ¢ xenaturom 1:128: K

Turp Honuxnona s \wo_.&mgeﬁ 3

aHTHrIoOYIHHOROMTeeTE © 1:512

Zasenyrowas OTK OO0 «Meaukmon» M.C.Opnora




2 000 ‘Megnrnon”
MEAVKTIOH

127276 Mocksa, Botanuieckas ya., 35, T\dp (495) 231-2272 {499) 502-1214

NMACINOPT-CEPTUPUKAT NPOUIBOAUTEAA
Ha «Ha6op peareHTOB AAS ONpeAeAeHHUs rPynn KPOBM YHEeAOBEKA CUCTEM
ABO, Pe3yc u Kelly no TY-9398-101-51203590-2009

( LOAMKAOH AHTu-Kell Cynep)
o PeructpaumoHHoe yaoctosepetme Ne CP mooo%moam. o7 05 HoABpPs 2009

Haumenosanune: lonuxinon Arru-Kell Cynep

Cepna: 196410 Eannuna: 100 mn

WM3rorosien: 21.10.2019 KommygecrBo eannun, 10

Fonen go:-21:102021- - - - -~ O6bem cepuu: 10000 ML

IMacoopr: K196410 0121.10.2019

HammenoBanue XapaxTepucTuka HopMel o TY PesyneTarsl
IIOKA3aTeNs HCIBITaHHH
1.Buemauii sug [Ipospaunas xenroBarad HIU PO30OBATAs KUAKOCTE | CooTBeTCTRYET
2. Ceponoruueckue
CBOHCTBA
e I N P S P S TR GRS L R T e e s 2
arTIIOTHHHPOBATE 3pUTPOIMTEI K(-)
2.2 Temarrmornnupyiomas | YeTkad peakuys arrOTHHALMM Ha E.anooa:ngvﬂ:m
C1I0cOGHOCT HACTYTIATh B TedeHue 30 nnw. nonaa n:aﬁmuwmﬁ . CooTtsercTRYET
2.2 AXTHBHOCTB Tutp Honuknona >m,§ .ﬂa: OSHmv B @aéﬂﬁnzox CooTBeTcTBYET
arrmIoTHHALHNH B zxmﬂonmm,nn HE Eﬁmn L 516 3| i:ie

3arepyromas OTK OO0 &Sgsﬁ_om& zh.O@aomm




DEJIEPAIIEHOE ATEHTCTBO
~TI0 TEXHWYECKOMY PEI'VJIMPOBAHHIO U METPOJIOTHH
~ CUCTEMA JOBPOBOJ/IbHOM CEPTHOHKAIMM I'OCT P
«EAC AUDIT» =
PETHCTPAITMOHHBIN HOMEP POCC RU.32028.04EACI
OPIAH I10 CEPTHOHKAIIAN 000 «TOPTECT»
PECMCTPALIMOHHBI HOMEP POCC RU.32028
HH 7717616798 OTPH 1087746489060
HOpumnueckuii anpec: 109028, Poccus, . Mockea, Cepe6paunqccxaa HabepexHasd, 1. 27,

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

wis  CEPTUDUKAT COOTBETCTBUSA

Perucrpanuonnsiii Homep Ne 04EAC1.CM.00813

O611ecTBO ¢ OrpaHHYEHHOM 0TBETCTBEHHOCThI0 «MuuuMen»

(HAHMEHOBAHNE MHLA)

241520, Poccusi, Bpsinckas o61acts, Bpsanckui paiion, c. Cynonero, yi. llocceiinasn, 1.17A
(fopuiueckuit anpec Txua)

241520, Poccusi, Bpauckas obiaacTh, bpsaHckHA#A paiion, ¢. Cynoneso, ya. Iﬂoécéﬁﬁan, a.17A

(dbaxruyeckuii agpec nuua)

HWHH: 3234007127 OI'PH: 1023202138332

HACTOSIIAN CEPTU®UKAT YIOCTOBEPSIET COOTBETCTBHE

CHCTEMBI MeEHEe[:KMeHTa KadecTBa HM3JeJHii MegHmHHCKHX OfliecTBa ¢ OrPpaHHYEHHOH OTBETCTBEHHOCTBHIO
«MunaMen» TpeGopammsm TOCT ISO 13485-2017 (ISO 13485:2016) «Hsnenns memumunckHe. CHCTeMbI
MeHeKMeHTa KadecTsa, CHeTeMHbIe TpeGoBanus IR UeJieil peryIHpoBanus» npuMenuTeabao K Ilipon3soactso
JabopaTopHoil TOCYAbl, METHUHHCKHX W3XeJuil, MPHGOPOR M NPHHALIEKHOCTEH, KpacHTe/eil, pearcHToB H
Ha60pOB peareHToB AIs in-Vitro AHATHOCTHKH

Jara perucrpamnn: 19-03-2019

Cpox nefictus no: 18-03-2022

PyKOBOIHTENE OPrana e

10 cepTHHUKANHH:

B_. H. loronnu

(noanHes)

%“Zzé// E. JI. Kyp6atosa

(moanucs)

HACTORLLMA CEPTUOUKAT 0BA3bIBAET OPTAHU3ALLMIO NOJJEPWUBATH COCTOSHME BLIMOTHAEMBIX PAGOT B.COOTBETCTBUM C
BbIWEYKA3AHHBIMW CTAHLAPTAMM, 4TO BYET HAXOIMTBCA MOJ KOHTPONIEM OPTAHATIO CEPTUOUKALIUA CUCTEMBI
[0BPOBOJIbHON CEPTUOKKALLMM "EAC AUDIT" U NOJATBEPXJATLCA NPU NPOX0X AEHWM EXXEr0AHOT0 UHCMEKLLMOHHOTO KOHTPOJIA
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®epepanbHoe areHTCTBO N0 TEXHUYECKOMY PErysiMpoBaHMIO U METPOJIOTMM

T

Cuctema no6poBosbHoOI cepTudukaumm "HOMCC". POCC RU.31827.04)XCH1
OpraH no ceptudmkaumm 000 "Hesckuid AnbsiHC". OFPH 1147847286960 UHH 7842525530

WWW.NOPSS.ru

CEPTUDOUKAT
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Mpu ocywecTenexun paboT cornacHo npunoxenuto N21 k HacTosLieMy cepTUuduKaTy
CepTudomkar BbijaH Ha OCHOBaHUM PeLLIEeHNUA IKCMEPTHON KOMUCCHUM
0T 24.09.2018
Cpok geiAcTBuA 00 24 ceHTA0pA 2021

Homep B eauHoM peecTpe cucteMbi C1256
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PykoBoauTens opraHa“. / <"/ MNopnucb W > MnaTtoHoB B.A.
no cepTucmnkaLuu: ‘ o >
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HacToswui cepTudukar 06A3biBaET OPraHWsaLWIo NOJAEPXMBATL COCTORHWE BbINONHAEMBbIX pabor B
COOTBETCTBUM C BbilieyKa3aHHbIM CTaHAApPTOM, 4TO GyAeT HaXOfMTbCA NOJ KOHTPONeM OopraHa no
cepTudmuxayun CAC “HOMCC" n noaATBEPXAATLCS NPH NPOXOKACHUM €IKETORHOTO WHCIEKIIHOHHOTO KOHTPONIA.
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PepepanbHoe areHTCTBO N0 TEXHUYECKOMY PErynMpoBaHMIO U METPOJIOrMU

T

Cuctema nobpososibHoOI cepTudukaumm "HOMCC". POCC RU.31827.04)KCH1
Opran no ceptudmkaumm 000 "HeBckuid AnbsiHc”. OFPH 1147847286960 MHH 7842525530

WWW.NOpPSS.ru

NMPUJ10XXEHUE N21

K ceptudukary coorsercteus N C1256

anMEHMTe.ﬂbHO K BUaamMm neAaTesibHOCTU .

Mpon3BoACTBO nabopaTOpPHO NOCYAbl, MEAMUMHCKUX M3Aennit, npubopoe u
NPUHAANEXHOCTEN, KpacuTenei, peareHTOB U HabopoB peareHToB ANs in-vitro
AVarHOCTUKM.

PykoBoguTens opraka \« , | “ MnatoHoB B.A.

no cepTucmnkaLmm:

N
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DECLARATION OF CONFORMITY

1)  Manufacturer (Name, department): Monobind Inc.
Address: 100 North Pointe, LAKE FOREST, CA 92630. UNITED STATES

and

2) European authorized representative: CEpartner4U BV,

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;

(on product labels printed as:

CEpartner4U , ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS Tel.: +31 (0)6 516 536 26;
or as: CEpartner4U, 3951DB; 13. NL tel: +31 (0)6 — 516.536.26)

3) Product(s) (name, type or model/batch number, etc.):

Immunoassay products;
ELISA,

CLIA,

Control,

Instruments

(see appendix)

4) The product(s) described above is in conformity with:

Document No.

Title

Edition / Date of issue

L 331; 98/79/EC

In-Vitro-Diagnostic Directive

1998-10-27

5) Additional information (conformity procedure, Notified Body, CE certificate, etc.):

Conformity assessment procedure for CE marking: IVD Directive, Annex |l

Lake Forest, USA;2011-09-27  --------- A’sl«a'h'& ------------------------------

Tony Shatola; QA Director, Monobind Inc.

(name, function and signature of manufacturer)

(Place & date of issue (yyyy-mm-dd))

Maarn, NL; 2011-09-27

(Place & date of issue (yyyy-mm-dd))

Olga Teirlinck; Consultant, CEpartner4U BV

(name; function and signature of authorized representative)
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Appendix

Date: 2011-09-26

Device types ltem# Item# Item# ltem# EDMS code Risk Class Certificate #  First date_ of
ELISA CLIA Control | Instrument _ CE-marking

Thyroid
T3 — Triidothyronine 125-300 175-300 12.04.01.05.00 Low 2005-11-11
fT3 — Free Triidothyronine 1325-300 | 1375-300 12.04.01.01.00 Low 2005-11-11
T4 — Thyroxine 225-300 275-300 12.04.01.07.00 Low 2005-11-11
fT4 — Free Thyroxine 1225-300 | 1275-300 12.04.01.02.00 Low 2005-11-11
TSH — Thyrotropin 325-300 375-300 12.04.01.11.00 Low 2005-11-11
Rapid TSH — Rapid Thyrotropin 6025-300 | 6075-300 12.04.01.11.00 Low 2010-06-29
T3U — Triidothyronine Uptake 525-300 575-300 12.04.01.06.00 Low 2005-11-11
TBG — Thyroxine-Binding Globulin 3525-300 | 3575-300 12.04.01.09.00 Low 2005-11-11
Tg — Thyroglobulin 2225-300 | 2275-300 12.04.01.08.00 Low 2005-11-11
T3, T4 & TSH — Triidothyronine,
Thyroxine & Thyrotropin Combo 8025-300 | 8075-300 12.04.01.01.00 Low 2005-11-11
(VAST)
T3 — Triidothyronine (SBS) 8125-300 | 8175-300 12.04.01.01.00 Low 2010-06-29
T4- Thyroxine (SBS) 8225-300 | 8275-300 12.04.01.01.00 Low 2010-06-29
fT3, fT4 & TSH — Free
Triidothyronine, Free Thyroxine & 7025-300 | 7075-300 12.04.01.01.00 Low 2010-06-29

Thyrotropin Combo (VAST)
Neonatal Thyroid & Genetics

NTSH — Neonatal Thyrotropin 3425-300 | 3475-300 12.04.01.90.00 Low 2005-11-11

NT4 — Neonatal Thyroxine 2625-300 | 2675-300 12.04.01.12.00 | Low 2005-11-11

N 170HP — Neonatal 17 OH

Progcatorons 5525-300 12.05.01.07 Low 2008-02-01

Biotinidase 8825-300 1207029000 | Low 2011-09-26

Autolmmune Thyroid

Anti-Tg — Anti-Thyroglobulin Antigen | 1025-300 | 1075-300 12.10.03.04.00 | Low 2005-11-11

ANt-TPO — Anti-Thyroperoxidase | 4125.300 | 1175-300 12.10.03.01.00 |  Low 2005-11-11
ntigen

Fertility & Prenatal

LH — Lutropin 625-300 | 675-300 12.05.01.05.00 | Low 2005-11-11

FSH — Follitropin 425-300 | 475-300 12.05.01.04.00 | Low 2005-11-11

PRL — Prolactin 725-300 | 775-300 12.05.01.08.00 | Low 2005-11-11

PRL — Prolactin Sequential 6025-300 | 6075-300 12.05.01.08.00 | Low 2005-11-11

hCG — Human Chorionic

Conedtronn 825-300 | 875-300 12.05.02.05.00 |  Low 2005-11-11

Rapid hCG — Rapid Human } e

G onia Gonaatron 3325-300 12.05.02.05.00 |  Low 2005-11-11

FSH, LH, hCG, sPRL Combo (VAST) | g305 300 | 8375300 12.05.01.90.00 |  Low 2006-08-24

AFP, hCG, UE3 Combo (VAST) 8525-300 | 8575-300 12.05.01.90.00 | Low 2010-06-29

Steroid

Cortisol 3625-300 | 3675-300 12.06.02.04.00 | Low 2005-11-11

DHEA'S — Defydroepiandrosterone | 5125300 | 5175-300 12.05.01.02.00 |  Low 2010-06-29

DHEA - Dehydroepiandrosterone 7425-300 | 7475-300 12.05.01.02.00 Low 2011-09-26
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Device types ltem# Item# Item# ltem# EDMS code Risk Class Certificate # First date_ of
ELISA CLIA Control | Instrument _ CE-marking
E2 — Estradiol 4925-300 | 4975-300 12.05.01.03.00 Low 2010-06-29
UE3 — Estriol, Unconjugated 5025-300 | 5075-300 12.05.02.02.00 Low 2010-06-29
Progesterone 4825-300 | 4875-300 12.05.01.06.00 Low 2010-06-29
Testosterone 3725-300 | 3775-300 12.05.01.10.00 Low 2007-11-01
Free Testosterone 5325-300 | 5375-300 12.05.01.10.00 Low 2010-06-29
170HP - 17-Hydroxyprogesterone 5225-300 | 5275-300 12.05.01.07.00 Low 2010-06-29
Ei?g';gg“ydmxypmgeStem”e 9925-300 | 9975-300 12.05.01.07.00 |  Low 2010-10-18
Vitamin D3 — 25-Hydroxyvitamin D3 7725-300 | 7775-300 12.06.03.10.00 Low 2011-09-26
Growth & Bone Metabolism
hGH - Human Growth Hormone 1725-300 | 1775-300 12.06.04.02.00 Low 2005-11-11
PTH - Parathyroid Hormone 7825-300 | 7875-300 12.06.03.13.00 Low 2011-09-26
Diabetes
Insulin 2425-300 | 2475-300 12.06.01.03.00 Low 2005-11-11
Insulin Rapid 5825-300 12.06.01.03.00 Low 2010-06-29
C-peptide 2725-300 | 2775-300 12.06.01.01.00 Low 2005-11-11
Insulin & C-peptide Combo (VAST) 7325-300 | 7375-300 12.06.01.03.00 Low 2005-11-11

Cardiac Markers

CKMB — Circulating Creatine Kinase

B, 2925-300 | 2975-300 12.13.01.02.00 |  Low 2005-11-11
CTnl — Troponin | 3825-300 | 3875-300 12.13.01.07.00 | Low 2005-11-11
DIG — Digoxin 925-300 | 975-300 12.08.01.01.00 | Low 2005-11-11
Ro-ORP — High Sensitiviy G 3125:300 | 3175-300 12.13.01.90.00 |  Low 2005-11-11
Myoglobin 3225:300 | 3275-300 12.13.01.05.00 | Low 2005-11-11
Infectious Diseases

G — Anti/H. Pylori 1425-300 | 1475-300 15.01.04.03.00 | Low 2005-11-11
IgM — Anti/H. Pylori 1525-300 | 1575-300 15.01.04.03.00 | Low 2005-11-11
lgA — Anti/H. Pylori 1625-300 | 1675-300 15.01.04.03.00 | Low 2005-11-11
Cancer Markers

AFP — Alpha-Fetoprotein 1925-300 | 1975-300 12.03.90.01.00 | Low 2005-11-11
CA 125 Ovarian Cancer Antigen 3025-300 | 3075-300 12.03.01.06.00 Low 2005-11-11
CA 15-3 Breast Cancer Antigen 5625-300 | 5675-300 12.03.01.02.00 | Low 2010-06-29
gﬁti;‘;g - Pancreatic Cancer 3925-300 | 3975-300 12.03.01.03.00 |  Low 2005-11-11
CEA - Carcinoembryonic Antigen 1825-300 | 1875-300 12.03.01.31.00 Low 2005-11-11
CEA carainoembryonic Antigen | 4625-300 | 4675-300 12.03.01.31.00 |  Low 2010-06-29
g‘gr?g&rigfﬁ Beta Human Chorionic | 5455 300 | 2075-300 12.03.01.90.00 |  Low 2005-11-11
Allergy & Anemia

Ferritin 2825300 | 2875-300 12.07.01.02.00 | Low 2005-11-11
Folate 7525-300 | 7575-300 12.07.01.03.00 | Low 2010-06-29
IgE — Immunoglobulin E 2525.300 | 2575-300 12.02.01.02.00 | Low 2005-11-11
sTfR - Transferrin Soluble Receptor | 8625-300 | 8675-300 12.07.01.06.00 Low 2010-06-29

Vitamin B12 7625-300 | 7675-300 12.07.02.04.00 Low 2011-09-26
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Miscellaneous Controls

Anti-Tg & Anti-TPO — Positive &
Negative - Anti-Thyroglobulin, Anti-
Thyroperoxidase

AIT-101

12.50.01.16.00

Low

2010-06-29

High Level Fertility Control — Single
Level — Progesterone, Estradiol,
Human Chorionic Gonadotropin

FC-300

12.50.01.16.00

Low

2010-06-29

Maternal Control — Tri Level - Human
Chorionic Gonadotropin, Free Beta
Human Chorionic Gonadotropin
Subunit, Alpha Feta Protein, Estriol

MC-300

12.50.01.16.00

Low

2010-06-29

Thyroglobulin Control — Tri Level

TG-300

12.50.01.16.00

Low

2010-06-29

H. Pylori IgG Control — Positive &
Negative

HPy-
1gG-300

12.50.01.16.00

Low

2010-06-29

Miscellaneous Instruments

IC hardware + dedicated accessories +
software — Autoplex ELISA Analyzer &
CLIA Processor

INOO6

21.02.10.01

Low

2010-06-29

IC hardware + dedicated accessories +
software — Lumax Chemiluminescence
Strip Reader

INOO1

21.02.10.01

Low

2006-08-24

IC hardware + dedicated accessories +
software — Neo-Lumax
Chemiluminescence Strip Reader

INO10

21.02.10.01

Low

2011-09-26

IC hardware + dedicated accessories +
software — Impulse 2
Chemiluminescence Strip Reader

INOO5

21.02.10.01

Low

2006-08-24

IC hardware + dedicated accessories +
software — Impulse 3
Chemiluminescence Strip Reader

INOO7

21.02.10.01

Low

2010-06-29

IC hardware + dedicated accessories +
software — Lumax96
Chemiluminescence Plate Reader

IN004

21.02.10.01

Low

2007-03-01

IC hardware + dedicated accessories +
software — LuMatic
Chemiluminescence Plate Reader

INOO8

21.02.10.01

Low

2011-09-26

IC hardware + dedicated accessories +
software — Eldex 3.8 ELISA Strip
Reader

IN003

21.02.10.01

Low

2007-09-10

IC hardware + dedicated accessories +
software — Neo-Eldex ELISA Strip
Reader

INOO9

21.02.10.01

Low

2011-09-26

IC hardware + dedicated accessories +
software — Mircoplate Washer

IN002

21.02.10.01

Low

2010-06-29




100 North Pointe Drive
Lake Forest, CA 92630
TEL 949.951.2665
FAX 949.951.3539

January 11, 2021

AUTHORIZATION LETTER

To whom it may concern:

Herewith, we Monobind Inc., 100 N. Pointe Dr., Lake Forest, CA 92630 USA, do confirm that “GBG-
MLD”SRL with its address: Republic of Moldova, Chisinau, MD-2001, str. Tighina 65, office 607, is the
exclusive distributor our AccuBind® ELISA and AccuLite® CLIA products and accessories in Moldova. IM
Global Biomarketing Group is authorized to promote and supply our products, to contract for their
delivery and take part in tenders with our products.

This authorization is valid until 31 December, 2021.

S

On behalf of the Monobind Inc. “,‘«5;;'3':{{@3';?%
& ‘f-;;éﬂ“ﬂﬁé;i:-; 'z%
: S “
77/ . fx Nov. °% %
v~ : 3 20 iz
S % % 1978 .-';

b e
N '*sgnar? o
Alicia Jerome Volkov J
Marketing Director & Corporate Officer

Monobind Inc.
ISO 13485 Certified Company



Certificate

mdc medical device certification GmbH
certifies that

VECTOR

vB/E/S/TA

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

with the locations listed in the attachment

for the scope

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

has introduced and applies a
Quality Management System

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

EN ISO 13485

Medical devices — Quality management systems —
Requirements for regulatory purposes

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

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

. medical device certification I Head 4ﬁon Body

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-16002-06-00



No. D1213100019

Attachment of the certificate

date 2020-06-02 Page 1 of 1

Location

Scope

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

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

AO Vector-Best

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

design and development, production of medical

devices for in vitro diagnostics

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

design and development, production of medical

devices for in vitro diagnostics

medical device certification

MAaAC

mdc medical device certification GmbH

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

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

Peifd

Heaw Certification Body
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self-testing devices) G=\fectohep"G-igG: 3 virus =75 S N N
) ELISA kit for determination cf 19G 1o _zﬂmn_ocm
S 00303_5 assessment procedurs: Annex Il (not m:m_ﬁm:m.mm&wa 6). i 7. ._r<8m.mmm»._.n0 ~ |poreliosisagents - .i..|iml e |D.Kmm -
g |lymeBestight ELISA - kit for nm»m::.:m:o: of IgM to _:an_oﬁ 3 D-1454
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Maoufacturer. ZAO “Vector-Best” e
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9. |RecombiBest antipallidum-gG EUSA kit for determination of _nm to Treponema

D-1852
: mmw x:mm_m pallidum
.......... : 3 ?_.m +..~ nwmwvu umo R 3.. RecombiBest m.avm__aczf TELISA™ kit for nmﬁ::.:m».o: Q S,m_ m:mcoa_mm 3 " _“....mm.nm. S
" Fax 47 (383) 363 36 mm 17| total antibodies > I Treponema pallidam e, T s e
i 11 RecombiBest m:nvm___aca. ELISA kit for determination of _mz_ to ._.nm_vo:mam D-1858
“ligh . - jpaliidum = i
European authorized representative: Bioron GmbH, 12 RecombiBest antipallidum- ELISA (it for determination of total ‘antibodies to D857
Rheinhorststr. 18, D-67071 " itotal antibodies Treponema pallidum
Ludwigshafen, Germany. j ELISA kit for determination of 1gG to herpes simplex
tel’z +49 (0) 621 5720 915, feefieaiion.1.2 095 virus types 1 and 2 D-2152
: fax: +49 (0) 621 5720 916 K * ELISA kit for determination of IgM to sm.ﬂmm m_Bn_ox .
14, fVectoHSV - IgM virus types 1 and 2 D-2154
; ELISA kit for determination of IgG 6 human —_m_dmm i
15, |VectoHHV-8 - IgG vius type 8 D-2160
16_ | VECtaHHV.A - 196 ¢m:m> kit M: nm,m_.a_:m._o: of 19G to human :mimm R .
17 Ureaplasma urealyticum — ELISA kit for determination of 1gG to Ureaplasma D2254
~ {IgG-EIA-BEST urealyticum antigens
18 Ureaplasma urealyticum — EUSA kit for detemmination of 1gA to Ureaplasma D-2258
Date: 2013/04/12 Murat Khusainov " |ISA-EIA-BEST urealyticum anligens > =
General Director ZAO «Vector-Best» 19. |VectoParotitisHgG - ELISA kit for determination of IgG to parotitis virus D-2602
20. | VectoParotitis-igM - " | ELISA kit for determination of g to parotitis virus D-2604
2 ELISA kit for determination of IgG to toxocara
M.._. ,_.oxooﬁ_.:mw_uo.m_?mmmq antigens _u,.Nwa

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

23. | Echinococcus-1gG-EIA-BEST

ELISA kit for determination of 1gG to Echinococcus| D-3356
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25. | Lamblia-antibodies-EIA-BEST W.Mb_mzwhmmoaam_wwa_:m»_% of 1gG. IgM and IgA to} - ¢y e B 19&
. . 48. |1gG total EIA-BEST ELISA kit for determination of concentration of total 28662
26. | Lamblia-IgM-EIA-BEST m_n_w> _a_» for detemination of _az_ to _.ma_u__m D-3554 : A 19G :
57, | LambiiaantigenmEIA-BEST | ELISA kit for determination of Lambtia anfigen "B-35%6 48. | IgM total-EIA-BEST il R
ji it Helicobacter pylofi-CagA- ELISA kit for detemnination of “total “ antibodies te |* : ELISA kit for determination of concentration of total S
28. | antigen-EIA-BEST CagA Helicobacter pylori D-3752 50. | 1gA total E1A-BEST IgA Rt
e ra ~|ELYSA kit for determination of 8:8:33: of . = ELISA kit for amﬁm_._é:m»_o: 3 -concentration of i
RSN 284 TSH-EIA-BEST ““Ithyroid=stimualating Hiornmione™ iy Xw.m.m...w - {Gammaclntedferon-EIA-BEST.. ~l garmma-ereron— - SIS LSRR, e =TI Sy
= i ELSA kit fordeterminationof - no_..om:n.mno: of -total T .I|......|.mEm>Jrn ~for—determination--of--concentration--of o ke —
30.| T3 toal-EIA-BEST tHiodothyromine 52. | Intedeukine4-EIA-BEST rterisnlcine-4 A8754
! i e ELISA kit for determination of concentration of total ELISA kit for determination of no:nhnemco: oa
31 | T4 0t EIABEST | thyroxine i = . i i 183, [Alpha-TNF-EIABEST 1 by imar necrosis factor .. ottt
" 3 ELISA kit for determination of antbody a ELISA kit for determination of concentration of
e SantiiR GEG BESTE concentration to thyroperoxidase GS069 54. | Alpha-interferonrEIA-BEST & e feron BTeE
el ELISA kit for determination of concentration of . ELISA kit for determination of concentration of}|.
: 33. | PAPP-A-EIA-BEST pregnancy-associated plasma protein A U.A._.mc 55. intarleukine-6-EIA-BEST Interdeukine 6 £-8768
.| Mycoplasma hominis-igG- EUSA kit for determination of 1gG to z_woov_mmq:m st | SR ¥ ~_|ELISA kit _for determination of concentration ~of{" ki SR
34 | pla-BEST hominis D-4352 56 | Intereukine-2-EIA-BEST | "iioiiine 2 ~ABIT2
Mycoplasma :o:.::_m-_u> -ElA- [ELISA kit for nmﬁ::.:m:o: of IgA to Z_waou_mwam B s T 1ELISA kit for nﬁm::.:m__o: oq Bsomzc.meo: oq
135 |gEST hominis Ulum.a 57. | Procalcitonin-EIA-BEST SrocakDnin A-9004
Mycoplasma pneumoniae- ELISA «it for determination of IgG to Mycoplasma EUISA kit for n&w::s.ﬂmo_.. of concentration of N= g
o 1gG-EIA-BEST. pneumoniae SR 58. | NTproBNP-EIA-BEST terminal prohormone of brairy natriuretic peptide A
1.7 |Mycoplasma pneumoniae- ELISA kit for determination of IgM to _s<ncu_mm5m : ELISA kit for determination of concentration of|] ..
37 {{gM-EIA-BEST pneumcniae D-4366 59. | Troponin |-EIA-BEST traponia | e HI00
e y ELISA kit for determination of 19G to ‘Crmean-
38. | Vectocrimean - CHF —19G | o010 hemorthagic fever virus D2
- ELISA kit for determination of igM to O:_.:mm:-
38. { Vectocrimean — CHF —IgM Congo hemorrhagic fever virus R0y
-BEST T | ELISA kit for determination of _copceptration. of s
40, | CEA-EIA-BEST carcinoembryonic antigen T=8454
ELISA kit for determinaton of concentration of
41. | AFP-EIA-BEST Alpha-Fetal Protein T-8456
: et ELISA kit for determination of concentration of
42. |CA-125-EIA-BEST e e T-8466
43. |CA 19.9-EIA-BEST _._mw.._w> kit for determination of concentration of CA 1-8470
biief BEX R ELISA kit for detemmination of concentration of
4a54CH 15 3 CIREST oncomarker CA 15-3 84w
2 T : ELISA kit for determination of concentration of
45 NSE-EIA-BEST neuron specific énclase T-8476




Declaration of Conformity helena

Biosciences Europe

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

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

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

Product Description GMDN
Code Classification Code
5186 Routine Control N 30590

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

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

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

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

www.helena-biosciences.com United Kingdom
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