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CERTIFICATE OF REGISTRATION

Lorne Laboratories Ltd

Unit 1 Cutbush Park Industrial Estate
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UL Medical Regulatory Services of UL LLC® (UL Solutions) issues this certificate to the Firm named above,
after auditing the Firm’s quality management system and finding it in conformance per the defined scope with
respect to:

ISO 13485:2016
EN ISO 13485:2016

with additional regulatory requirements listed on final page of this certificate.

The design and manufacture of in vitro diagnostic reagents for the detection of the blood groups.
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Authorized by
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Check Certificate Status:

Paul Hilgeman here
Senior Business Manager - Medical —
CMIT — Medical Regulatory
File Number A12241 Cycle Start Date May 23, 2023
Certificate Number 1459.230523 Effective Date May 23, 2023
Initial Issue Date June 26, 2018 Expiry Date May 22, 2026

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

UL Medical and Regulatory
Services UL, LLC is an

MDSAP Recognized fUL Solutions
.y . . 333 Pfingsten Road
Auditing Organization Northbrook, IL 60062-2096 USA
MDSAP
Form-ULID-000725 Issue 5.0 UL and the UL logo are trademarks of UL LLC © 2023
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http://database.ul.com/certs/AZBA.A12241.pdf

U|_ Solutions

CERTIFICATE OF REGISTRATION

Lorne Laboratories Ltd
Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berkshire RG6 4UT UNITED KINGDOM
Facility ID: F001410

Additional Regulatory Requirements

Brazil:

- RDC ANVISA n. 665/2022
- RDC ANVISA n. 551/2021
- RDC ANVISA n. 67/2009

Canada:
- Medical Devices Regulations — Part 1- SOR 98/282
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Certificate Number 1459.230523 Effective Date May 23, 2023
Initial Issue Date June 26, 2018 Expiry Date May 22, 2026

This quality system registration is included in UL’s Directory of Registered Firms and applies to the provision of goods
and/or services as specified in the scope of registration from the address(es) shown above. By issuance of this certificate
the firm represents that it will maintain its registration in accordance with the applicable requirements. This certificate is
not transferable and remains the property of UL Medical and Regulatory Services of UL LLC® (UL Solutions).
Certificates may be verified by visiting the Online Certifications Directory on UL.com.
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cgg LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

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

Product name Catalogue number
CRP Latex kit 850100A

has been classified as non List A, non List B (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
No0.618 which transposes the requirements of Directive 98/79/EC).

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

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

f

Eddy Velthuis
Technical Director

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

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518

o
V Danehill, Lower Earley Email: info@lornelabs.com
KAS

“@g UK A
Ey |

Berkshire RG6 4UT United Kingdom | www.lornelabs.com

File No A12241;

24268

1S0 13485:2003; 1SO 50012008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



cgg LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

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

Product name Catalogue number
ASO Latex kit 031100A

has been classified as non List A, non List B (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
No0.618 which transposes the requirements of Directive 98/79/EC).

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

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

f

Eddy Velthuis
Technical Director

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

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518

o
V Danehill, Lower Earley Email: info@lornelabs.com
KAS

“@g UK A
Ey |

Berkshire RG6 4UT United Kingdom | www.lornelabs.com

File No A12241;

24268

1S0 13485:2003; 1SO 50012008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



cgg LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

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

Product name Catalogue number
RF Latex kit 830100A

has been classified as non List A, non List B (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
No0.618 which transposes the requirements of Directive 98/79/EC).

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

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

f

Eddy Velthuis
Technical Director

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

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518

o
V Danehill, Lower Earley Email: info@lornelabs.com
KAS

“@g UK A
Ey |

Berkshire RG6 4UT United Kingdom | www.lornelabs.com

File No A12241;

24268

1S0 13485:2003; 1SO 50012008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



EC Certificate No. 1434-1VDD-075/2022

Full Quality Assurance System
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that the quality assurance system in the organization:

Lorne Laboratories Ltd

Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berkshire RG6 4UT, UNITED KINGDOM

for the design, manufacture and final inspection of in vitro diagnostic medical device
List A

The list of medical devices covered by this certificate is provided
in the Annex 1 to EC Design-examination Certificate No. 1434-IVDD-074/2022

complies with requirements
of Annex IV (excluding Section 4, 6) to Directive 98/79/EC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 28.04.2022 to 27.05.2025

The date of issue of the Certificate: 28.04.2022
c € 1434

The date of the first issue of the Certificate: 10.04.2019

Issued under the Contract No. MD-004/2022 n .
Application No: 505/2022 Aleksandra /'illgll(ta”ydﬂgned by
Certificate bears the qualified signature. eksandra
Warsaw, 28/04/2022 Kostrzewa  kostrzewa

Module H7 President

POLISH CENTRE FOR TESTING AND CERTIFICATION o02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pchc.gov.pl



CERTIFICATE

EC Certificate No. 1434-1IVDD-074/2022
EC Design-examination
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that manufactured by:

Lorne Laboratories Ltd
Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berkshire RG6 4UT, UNITED KINGDOM

i.e. in vitro diagnostic medical devices
List A

The list of medical devices covered by this certificate is provided in the Annex 1

in terms of design documentation, comply with requirements
of Annex IV (Section 4) to Directive 98/79/EC {as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 28.04.2022 to 27.05.2025

The date of issue of the Certificate: 28.04.2022
The date of the first issue of the Certificate: 10.04.2019

€

Issued under the Contract No. MD-004/2022 o ;
Application No: 504/2022 Aleksandra g;s;z‘l;rdsr?ned by
Certificate bears the qualified signature. Kostrzewa Kt
Warsaw, 28/04/2022 .

Module H6/V1 President

POLISH CENTRE FOR TESTING AND CERTIFICATION 02-844 Warsaw, 469 Pulawska Street, tel, +48 22 46 45 200, e-mail:pchc@pcbe.gov.p!



ANNEX 1 TO THE CERTIFICATE
VALID ONLY WITH CERTIFICATE

No 1434-IVDD-074/2022

List of medical devices covered by the certificate:

Anti-A Monoclonal 600010
Anti-B Monoclonal 610010
Anti-A,B Monoclonal 620010
Anti-D Clone 1 Monoclonal 730010
Anti-D Clone 2 Monoclonal 710010
Anti-D Duoclone Monoclonal 740010
Anti-C Monoclonal 690005
Anti-E Monoclonal 691005
Anti-c Monoclonal 692005
Anti-e Monoclonal 693005
Anti-C+D+E Monoclonal 700010
Anti-K Monoclonal 760010

Aleksandra Digitally signed by

C €1434 gty

Issued under the Contract No. MD-004/2022 Kostrzewa Kostrzewa
Application No: 504/2022 President

Certificate bears the qualified signature.

Warsaw, 28/04/2022

POLISH CENTRE FOR TESTING AND CER“F'CATION 02-844 Warsaw, 469 Pulawska Street, tel. +48 22 46 45 200, e-mallipche@pch

c.gov.pl
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G M — D CERTIFICAT
— CERTIFICATE OF REGISTRATION

GROUPE LNE
N° 10462 rev. 8

GMED certifie que le systéme de management de la qualité développé par

GMED certifies that the quality management system developed by

ELITECH CLINICAL SYSTEMS SAS
Zone Industrielle
61500 SEES FRANCE

pour les activités
for the activities
Conception, production, contréle et commercialisation de produits de chimie cliniques

pour le diagnhostic in vitro. Validation de la combinaison réactifs et automates.
Distribution d'automates et de produits de chimie cliniques pour le diagnostic in vitro.

Design, production, control and sales of clinical chemistry products intended to be used
for in vitro diagnostics. Validation of the combination reagents and analyzers.
Distribution of clinical chemistry analyzers and products for in vitro diagnostics.

réalisées sur le(s) site(s) de
performed on the location(s) of

ELITech Clinical Systems SAS
Zone industrielle - 61500 SEES - FRA

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

NF EN ISO 13485 : 2016

Début de validité / Effective date : July 25th, 2023 (included)
Valable jusqu'au / Expiry date :  July 27th, 2026 (included)
Etabli le /lIssued on: July 25th, 2023

cofrac On behalt

ianegtBy
Loy (Y
S :-..L‘.
Certification Director

GMED N° 10462-8
Ce certificat est délivré selon les régles de certification GMED  / This certificate is issued according to the rules of GMED certification

Q-F-V0-07-2018
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5‘ DE MANAGEMENT
S Accréditation n°4-0608
O Liste des sites accrédités .
et portée disponible sur Renouvelle le certificat 10462-7

www.cofrac.fr

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



ELITech Clinical Systems t@w&?
T - 0
Zone industrielle .%: ELI I @{TE’]GI’OUD
61500 Sees - France S
) / | =
Tel : +33 (0)2 3381 21 00 Fax : +33 (0)2 22 28 77 51 EHMPAWERING I¥D
www.elitechgroup.com

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité
que les réactifs référencés dans la liste ci-jointe (2 pages), sont conformes aux exigences essentielles des annexes I et III de
la Directive Européenne 98/79/CE relative aux dispositifs médicaux de diagnostic /n vitro et au code de la santé publigue.

Ces dispositifs sont classés dans la catégorie « autre dispositif » puisqu'ils n‘appartiennent ni a la liste A et liste B de
I'annexe II et ni a la dasse des autotests.

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

DECLARATION OF EC CONFORMITY

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility,
that the reagents such as listed attached (2 pages), conform to the essential requirements of appendices I and IlI of Evropean
Directive 98/79EC, relating to in vitro diagnostic medical devices and to the public health code.

These devices are classified in the “other device” category since they do not belong neither to fist A or list B of annex
I nor to self-testing class.

This declaration is based on the contents of each technical file and is supported by the certification of our quality
system according to the standard NF EN ISO 13485 : 2016 (Certification valid until July 27" , 2023).

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra uUnica
responsabilidad que los reactivos referenciados en la lista adjunta (2 paginas), son conformes con los requisitos esenciales de
los anexos I y III de /a Directiva Europea 98/79/CE sobre dispositivos médicos para diagndstico in vitro y el cddigo de salud
publica.

Estos dispositivos se clasifican en la categoria "otro dispositivo’, ya que no pertenecen a la lista A ni a 2 lista B del
anexo II, tampoco a la clase de autodiagnostico.

Esta declaracidn se basa en el contenido de cada expediente técnico y ests respaldado por la certificacion de nuestro
sistema de calidad segtin la norma NF EN ISO 13485 : 2016 (Certificacion véfida hasta el 27 de Julio 2023).

Sées, le 12 Mai 2021

ELITech Clinical Systems SAS

Valérie LAMBERT, Zone Industrielle

Responsable des Affaires Réglementaires 61500 SEES - France =
Regulatory Affairs Manager Tél, ; 433(0)2 33 81 21 00 - Fax : +33(0j2 33 28 77 51 «
Responsable de los Asuntos Reglementarios SIRET 313 365 228 00026

e A

Societé par actions simplifiee au capital de 1.688 392 33 € — SIREN : 318 365 228 — RCS ALENCON

DCCE - ECSSAS- V10 — Mai / May / Mayo 2021



DCCE-ECSSAS-v10

= |REFERENCES - REFERENCES - REFERENCIAS _ | codecmon
Metabolites divers / Miscellaneous metabolites

ALBUMIN ALBU-OEU’OID?DDNJ_@'ME:!H 53507
ALBUMIN ENVOY ALBU-0850

BILIRUBIN DIRECT 4+1 BIDI-0600/0250 53233
‘Bsunuam TOTAL 4+1 |BITO-0600/0250 53229
BILIRUBIN TOTAL & DIRECT 4+1 BITD-0800 5§3228/53233
CREATININE ENVOY CRSL-0850 53250
CREATININE JAFFE CRCO-0600/0700 53251
CREATININE PAP CRSL-M490 53250
CREATININE PAP SL CRSL-0630/0250

%CT BILIRUBIN BI0I-M430 53251_3
DIRECT BILIRUBIN ENVOY BIDV-0850 53233
GLUCOSE ENVOY (GPSL-0850

GLUCOSE HKk GHEL-M450

GLUCOSE HK SL GHEIL-OEDM_EO 533N
GLUCOSE PAP GPSL-MB30

GLUCOSE PAP SL GPEL-0507/0500/0707/0700/0250/0455/0487

LACTATE LACT-0100 53342
MICROPROTEIN PLUS PRTU-0600/0250 _ 53481
PHOSPHORUS PHOS-0600/02304430 59123
FPHOSPHORUS E_IEOY PHOS-0850

TOTAL BILIRUBIN BITO-M430 53229
TOTAL BILIRLUBIN ENVOY BITV-0650 53229
TOTAL PROTEIN PROB-M830

TOTAL PROTEIN ENVOY PROB-0850 53885
TOTAL PROTEIN PLUS PROB-0600/0700/0250

UREA URSL-MB30

UREA ENVODY URSL-0850 53587
UREA LV 5L U!_H_SHI:-MZTHMZIJ!DSDWDSDTIOZSWSS

URIC ACID AUML-MB30

URIC ACID ENVOY AUNVD-0850 53583
URIC ACID MONO 5L AUML-0487/0427/0420/0500/0507/0707/0250

URIC ACID 5L AUSL-D250

URINE PROTEIN PRTU-M230 53481

Enzymes / Enzymes

ALP SDEAI 5L PASL-0400/0420/0230

ALP ENVOY PIVD-0850 52028
ALP IFCC ALPI-0230

ALT ENVIOY ALSL-0850

ALT/GPT ALEL-M430 52023
ALT/GPT 4+1 SL ALSL-0410/0430/0510/0250/0455

AMYLASE AMSL-M430

AMYLASE ENVOY AMSL-0850 52040
[AMYLASE SL AMSL-0390/0400/0230

AST/GOT ASSL-M430

AST ENVOY ASVD-0850 52954
ASTIGOT 4+1 SL ASSL-0410/0430/05 1455

CHOLINESTERASE CHES-0053 52871
CK ENVOY CKSL-0850 53003
CK-MB ENVOY CMSL-0850 52004
CK-ME SL/ CKEMB CMSL-0410/0430VD230

CK NAC CKSL-M230 53003
CK NAC SL CKSL-0410/0430/0230

GAMMA-GT GISL-M230

GAMMAGT PLUS 5L GISL-0400, ] 53027
GGT ENVOY GISL-0850

LOH ENVOY LLSL-DBSD

LDH IFCC LLSL-M230 53072
LDH-L SL LLSL-0400/0420/0230

LIPASE LPSL-0250

LIPASE ENVOY LPSL-0850 53108
LIPASE 5L LPSL-0230

Electrolytes / Oligo-élements / Electrolytes / Trace-elements

CALCIUM ARSENAZO CALR VMAI0 45789
CALCIUM ENVOY CALA-0850

CHLORIDE CHLO- 60037
IRON ENVOY FEFE-0850 54758
IRON FERENE FEFE-0230/0600/M230

MAGNESIUM ENVOY MAGX-0850

MAGNESIUM X8 MGXB-0250/0600/M4230 46795
|MAGNESIUM XYLIDYL MAGX-0230/0500

Lipides | Lipids

CHOLESTEROL CHSL-MB30 53359
CHOLESTEROL ENVOY. CHSL-0850

CHOLESTEROL HDL 5L 2G HDLL-0230/0380/0390 53391
CHOLESTEROL LDL SL 26 LDLL-D230/0380¢0380 53395
CHOLESTEROL SL CHSL-0507/0500/0700/0707/0250/0455/0497 53359
HDL CHOLESTEROL CHDL-0250/0600/M330 53391
HDL CHOLESTEROL ENVOY HOLL-DBS0

LDL CHOLESTEROL CLOL-0250/M330 53365
ILDL CHOLESTEROL ENVOY LOLL-0850

TRIGLYCERIDES TGML-MES0

TRIGLYCERIDES ENVOY TGML-0B50 53460
TRIGLYCERIDES MONO SL NEW TGML-0427/0425/0515/0700/0517/0707/0497

TRIGLYCERIDES SL TGML-0250/0455

Vie
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REACTIFS - REAGENTS - REACTIVOS IREFERENGEB--‘ REFERENCES - REFERENCIAS Code GMDN
Contréles-Callbrants-Standards / Controls-Calibrators-Standards
CHOLESTEROL HDL 2G CALIBRATOR HOLL-0011/0041 44696
CHOLESTERCL LDL 2G CALIBRATOR LOLL-0011/0041 41728
CHOLESTEROL Standard 200 mg/dL CHOL-0055 44598
CK-MB CONTROL CKMB-0900 44693
|ELICAL 2 CALI-0550 47868
ELITROL | CONT-0050 47869
ELITROL Il CONT-0180
GLUCOSE Standard 100 mg/dL GLUP-0055 41818
HOL LDL CALIBRATOR HLCA-0041 47868
ISE CONTROL | |SCT-0046 47869
|ISE CONTROL I ISCT-0047
MICROPROTEIN PLUS Standard 100 mg/dL PRTU-DD22 53482
TRIGLYCERIDES Standard 200 mg/dL TRIG-0055 44702
UREA Standard 50 mg/dL URLIV-0055 53588
URIC ACID B ma/dL ACLR-0055 44704
Protéines spécifiques / Specific proteins
ANTI-STREPTOLYSIN O ASLO-0250 59055
CRP IP ICRP-0400/M220 53705
CRP [P CALIBRATOR SET ICRP-0043 41838
CRP [P CONTRCL | ICRP-0046
CRP IP CONTRCL Il ICRP-0047 41838
CRF WR CRPW-0230 53705
CRP WR CALIBRATOR SET CRPW-0043 41838
CRP WR CONTROL CRPW-0045 41839
CRF WR ENVOY CRPW-0850 53705
FERRITIN IFRT-D230 53718
FERRITIN CALIBRATOR IFRT-D022 41827
HAFTOGLOBIN IP IHAP-0400 53737
HoAlc HBAC-0240 50090
HbAlc CALIBRATOR SET HBAC-0043 §3215
HbAlc CONTROLL+H HBAC-0049 44435
IgA IP 1IGA-0400 53760
1G IP |nec-nann 53787
IgM P 1IGM-0400 53795
PALBUMIN IP ||mL.aaan 53475
LALBUMIN IF CALIBRATOR SET |imaL-0043 53477
BALBUMIN IP CONTROL | |inaL-a0as 3478
WALBUMIN IP CONTROL Il |ImaL-0047
OROSCMUCOID IP lioRo-0400 53606
PREALBUMIN IP IPAL-0400 53957
PROTEIN IP CALIBRATOR SET IFRO-0043 53593
RF CALIBRATOR IRFA-0042 42230
RHEUMATOID FACTOR IRFA-0230 55111
RHEUMATOLOGY CONTROL | IRCT-0D48 47888
RHEUMATOLOGY CONTROL Il IRCT-0047
TRANSFERRIN [P ITRF-0400 53041
Vitamines/Vitamins
VITAMIN D \VITD-0250 54476
VITAMIN D CALIBRATOR SET VITD-0043 54474
VITAMIN D CONTROL SET \VITD-0049 54475
ISE Solutions pour électrodes selectives d'ions /
ISE Solutions for ion-selective electrodes
ISE BASELINE SOLUTION ENVOY lispA.05D 59238
ISE CALIBRATORS |IscA-0250 52867
ISE CALIBRATOR ENVOY |iscv-osso
ISE CLEANERICONDITIONER |iscc-oza0 59058
ISE DILUENT |isol-o250 58237
ISE DILUENT ENVOY liscv-08s50
ISE REFERENCE SOLUTION ||sns-osuo 59238
|SE REFERENCE SOLUTION ENVOY 1SRS-0850
Solutions de lavage pour les équipements ELITech Clinical Systems /
Cleaning solutions for ELITech Clinical Systems Equipments
|ACID SOLUTION for ELITech Clinical Systems Anal SLHC-5900 59058
SYSTEM CLEANING SOLUTION far ELITech Clinical Systems Analyzars SLNA-5800 59058
SYSTEM SOLUTION 5LSY-5305 58236
SYSTEM SOLUTION for ELITech Clinical Systems Ana 5LSY-5000
WASH SOLUTION A S0LA-M163 59058
[WASH SOLUTION B WASH SOLUTION B 58058
Tests d'agglutination / Agglutination tests
CRP LATEX |LxcR-0112 53707
Vilo-
DCCE-ECSSAS-v10 212

052021



bsi.

By Royal Charter

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certify that:

Holds Certificate Number:

FM 743464

Abbott Laboratories Diagnostics Division
100 Abbott Park Road
Abbott Park

and operates a Quality Management System which complies with the requirements of ISO 9001:2015 for the

following scope:

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

For and on behalf of BSI:

Original Registration Date: 2018-10-12

Latest Revision Date: 2022-04-12

UKAS

MANAGEMENT
SYSTEMS

1o}

0003

Matt Page, Managing Director Assurance - UK & Ireland

Effective Date: 2021-10-13
Expiry Date: 2024-10-12

Page: 1 of 2

..making excellence a habit’

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=FM+743464&ReIssueDate=12%2f04%2f2022&Template=uk

Certificate No: FM 743464

Location

Registered Activities

Abbott Laboratories Diagnostics Division
100 Abbott Park Road

Abbott Park

Illinois

60064

USA

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

Abbott Laboratories Diagnostics Division
- Conway Park

675 North Field Drive

Lake Forest

Tllinois

60045

USA

Oversight of the Quality Management System for the Abbott
Diagnostics Division Sites

Abbott Laboratories Diagnostics Division
- K Complex - Distribution Center

Route 41 & Martin Luther King Drive
North Chicago

Illinois

60064

USA

Original Registration Date: 2018-10-12
Latest Revision Date: 2022-04-12

QC Inspection of incoming materials and distribution of IVD
products including test kits, reagents, accessories and
instruments.

Effective Date: 2021-10-13
Expiry Date: 2024-10-12

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=FM+743464&ReIssueDate=12%2f04%2f2022&Template=uk

bsi.
Certificate of Registration

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

ey ADEATEL

By Royal Charter

This is to certify that: Abbott Laboratories Diagnostics Division
100 Abbott Park Road
Abbott Park
Illinois
60064
USA

Holds Certificate Number: MD 743461
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

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

For and on behalf of BSI: Q“M \ XS %

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2021-06-01 Effective Date: 2021-10-13
Latest Revision Date: 2022-06-22 Expiry Date: 2024-10-12
& Page: 1 of 2
T ..making excellence a habit”

0003

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+743461&ReIssueDate=22%2f06%2f2022&Template=uk

Certificate No: MD 743461

Location

Registered Activities

Abbott Laboratories Diagnostics Division
100 Abbott Park Road

Abbott Park

Illinois

60064

USA

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

Abbott Laboratories Diagnostics Division
- Conway Park

675 North Field Drive

Lake Forest

Tllinois

60045

USA

Oversight of the Quality Management System for the Abbott
Diagnostics Division Sites.

Abbott Laboratories Diagnostics Division
- K Complex - Distribution Center

Route 41 & Martin Luther King Drive
North Chicago

Illinois

60064

USA

QC inspection of incoming materials and distribution of IVD
products including test kits, reagents, accessories and
instruments.

Abbott Japan LLC
278 Matsuhidai
Matsudo-shi
Chiba

270-2214

Japan

Original Registration Date: 2021-06-01
Latest Revision Date: 2022-06-22

Design and Development of in vitro diagnostics products
including test kits and reagents.

Effective Date: 2021-10-13
Expiry Date: 2024-10-12

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+743461&ReIssueDate=22%2f06%2f2022&Template=uk

aAbbott

Declaration of Conformity

Certificate Identification: SC-09H46
Abbott Laboratories
Legal Manufacturer’s Name: Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, 1L 60064 USA
List Numbers
and Size Code GMDN Code Names and Description of Devices Classification
of Devices
09H46-02 58236 CELL-DYN Emerald CLEANER Self-declared
09H47-02 61165 CELL-DYN Emerald CN-FREE LYSE Self-declared
09H48-02 58237 CELL-DYN Emerald DILUENT Self-declared
Authorized European ABBOTT
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation 4551 Great America Parkway
(Name and Address) Santa Clara, CA 95054
Harmonized Standards Listed in the Technical Documentation

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

This declaration is made in accordance with Annex 111 of the [VD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: N> o= Signature: :(%L"_——‘*ﬁ

3 B L e
Full Name: Barry Simpson Full Name;: Marcy Jaqua
Position: Site Quality Manager Position: Director, Regulatory Affairs

Date of Approval: Q2. Doe . 0 15 Date of Approval: O 4£c 2078

Date Issued: DEC 03 2015 Place Issued:; Abbott Santa Clara
IRIS V6 Effective (Date or
Supersedes: July 6, 2015 Lot Number): DEC 0 3 2015
CELL-DYN Emerald Reagents Declaration of Conformity
December 2015 (IRISV7)

Page | of |



bsi.
Certificate of Registration

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

e K T,

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.

ey C_ S\ aed C

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
m Page: 1 of 2
UKAS ‘ —_—
..making excellence a habit.

003

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

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


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

Certificate No: MD 69326

Location

Registered Activities

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Sunderland Enterprise Park

Colima Avenue

Sunderland

SR5 3XB

United Kingdom

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

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Queensway South

Team Valley Trading Estate
Gateshead

Tyne and Wear

NE11 0SD

United Kingdom

Original Registration Date: 2002-10-25

Latest Revision Date: 2021-04-13

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

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

Page: 2 of 2

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

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

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

A Member of the BSI Group of Companies.


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

Declaration of Conformity helena

Biosciences Europe

HL-7-0664DC 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
5267L Thromboplastin L 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: % M /% Date: 06 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



Declaration of Conformity helena

Biosciences Europe

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

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

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

Product Description GMDN
Code Classification Code
5186 Routine Control N 30590

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

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

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

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

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

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

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

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

Product Description GMDN
Code Classification Code
5187 Routine Control A 30590

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

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

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

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

www.helena-biosciences.com United Kingdom
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000 “MunuMen”, 241520, Poccuickan ®epnepaumn, Bpaxckan obnacts,
BpaHcKkuiA pauoH, c. CynoHeso, yn. lWoccenHan, 17 A

Ten. (4832) 92-97-97, 92-24-52, -53, -55, -56, -57, -58, -60, -61, -62

® MHorokaHanbHbIM Homep - 8-800-100-48-32
Dakc (4832) 92-24-54, 92-24-59, 92-24-61

nocmaswuk nabopamopuid WHH 3234007127 www.minimed.ru e-mail: info@minimed.ru

Peructpauuronsoe yaoctosepenre Ne @CP 2011/11306 ot 07.12.2015 1.
IHacmopT

Kpacutean Asyp-203un no Pomanosckomy (MunuMen-P)
TY 9398-003-29508133-2011

Cepusn 98 Jara usroroenenus (3.2023 2. HUcenonszosars a0 03.2024 2.

1. Haznauenue
[Mpeanasuayen nas oxpawuBaHus (JOPMCHHBIX IJICMCHTOB KPOBH.

2, Texnuueckne TpeboBaHNA

HanMeHOBAHKE MOKA3ATE/IH Hopma mo TY Pe3yainTarsl HCHBLITAHMIMA

1. BHemnuii Bua

TeMHO-CHHSIS CHPONOOOPA3HAS KUAKOCTE OC3

1.1. Kpacurens ) coomeencmeyem
HCPACTBOPHMBIX MpHMCCEii

1.2. Bydpep dochaThbrii [Tpospaunast OecUBETHAN KUAKOCTH coomeemecmeyem

2. [InoTHOCTB pacTBOpa

KPACHTCIS MPH KOMHATHOM 1,000 —1,100 1,01

temneparype 20+£2°C, r/iem?

3. Bpems HACTYIUICH Ml OKPACKH
Ma3Ka (Mpy Pa3BCACHHH 50 30
kpacutems 1:19), mun, He donec

SPHUTPOLMTBEI — PO30BBIC C CEPBIM OTTCHKOM, O€KeBO- PO30BBIC C CCPBIM
KOPHYHCBBIC OTTEHKOM
siApa NCHKOLMUTOR — (DHOJICTOBBIC (pronerossie
LATOIIA3Ma TUM(DOUMTOB — rony0as, cepo-romy0as; roayoas
HTOMIA3MA  HCIT (PHIOB — OJICAHO-PO30BAs, CCPo- -
1 'o d_i a HeiTpoduno OJCAHO-PO30BaAsL, CCp GCHO-PO30BAS
4. Oxpacka (popMEHHBIX PO3Opas, -
ICMCHTOB KPOBH 3CPHHCTOCTL  HCHTPOQMIOB — (PHOACTOBAA, KPACHO- KPACHO-(DHOJICTOBAS
(proncrosas;
3CPHUCTOCTH J03MHO(DHIOB — JKCATO-0PAHIKCBAS, PO30BO-
3CPHHCTOCTB J03HHO(UIO CIITO-OPAHIKCBAsS, PO30BO KEITO-OPAKCBA
(pnoneToBas;
3CPHUCTOCTH Ha30(HI0B — (JHONCTOBASL; (hpuonerosas
TPOMOOLIHTEI — PO30BO-(PHONICTOBEIC, PO30BO-CHHC- PO30BO-(HONCTORBIC
(pronerosrie

3. TpauncnoprHpoBaAHKE U XpancHue

TpaHCNOPTHPOBAHKHE KPACHTCIs-(DHKCATOPA JOKHO MPOBOAWTBCH BCCMH BHAAMHM KDPBITOIO TPAHCIIOPTA MPH
temneparype ot 0 1o 25°C B COOTBETCTBHH C MPAaBHIAMHM TCPECBO3KM TPY30B, ACHCTBYIOWIMMHM HA MAHHOM BHIC
TpaHcnopta. KpacuTens CICAyeT XpaHHTb MPH TeMmepatype oT +3° mo +25°C B TCMHOM MCCTC, BAIM OT KHCJOT H
LLLCBO'-ICﬁ B TCUCHHC BCCIO CpOKa FOOHOCTH.

4, FapanTHH H3I0TOBHTE.ISI
H3roToBHTEIE TAPAHTHPYCT COOTBCTCTBHC KpacuTens Asyp-303uHa no Pomanosckomy (MwunnMen-P)

TpedoBanuaM TY 9398-003-29508133-2011 npu cobnroacHHU NoTpeOUTENEM YCIOBHI TPDAHCTIOPTHPOBAHMUS, XPAHCHUS 1
MPUMEHEHHA B TEUEHHE BCEr0 CPOKA IOJHOCTH.

Hauvaasuur [ITO baouu B.A.




;\/__)

®EAEPAABHAS CAV;KBA TTO HAA3OPY B COEPE 3APABOOXPAHEHMSA
(POC3APABHAA3OP)

PETMCTPALIOHHOE Y/IOCTOBEPEHHE

HA MEAULIMHCROE U3AEJIUE
ot 07 nexaGps 2015 rona Ne ®@CP 2011/11306
Ha mMequnmHCKOEe u3enue

Kpacureas Asyp-Josun no Pomanoscxomy (ManuMen-P)
no TY 9398-003-29508133-2011

HacTosiimee peruCTpaiioHHOE Y0CTOBEPEHHE BbIIAHO

OB6mIecTBO ¢ OrpaHAYeHnol 0TBeTCTBeHHOCThIO ""MunnMen"

(000 "MuuuMen"), Poccns,

241520, Bpsinckas obaacTb, Bpsinckuii paiion, ¢. Cynoneso, yJ. Ilocceiinas, a. 17A

[IpousBoauTens

OO6mecTBO ¢ OrpaHAYCHHOI 0TBETCTBEHHOCTHIO "MuuanMen"

(000 "MunuMen"), Poccus,
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Hafop pearentor «Mac/io KMMEPCEOBHDE
no TY 9398-011-29508133-2009

I Cepan L 13! Jara marorosaenst ' 07.11.2022 ]

L. Hazwancuue
HCnoawsyerea a9 ADOXPOMATEMCCKHX ¥ AXPOMHTHYCCKNX OGLEKTHBOB MHEDOCKOINOB BCEX BHAOB, KpPOME
THOMHHCCUCHTHBIX, THCAHAZHANCHRE A4 PACOTHL B BHAHMOH 0ONACTH CicKTpa,

2. Texvnweckng 1pebunanna

XapaKrepuerska o

Haumeiosanne nokasaveasn
dapma uo TY

Perynrrars ammmﬂ

NMpospaunan GecupCTHAR KEAKOCTS CO

Breunust san CAUGBEM FKENTOBATLIM OTTEHKOM covhaemcmeyem
BirskocTs KHHEMATHYCCKAN NP3 TCMAEPATYPE Or 220 1350
200C, amifc

Hoxwiareas RpeoMachs npu Temmepatype OF 1.5150 10 1.5180 15157
20°C T i "
KoadJmemieHT nponyckanns macna, % He mence 70 01w - 99,1

54 par - 1000

HMMCPCHOMHOR MACHIO JIRTRG YAAMETCS ¢ TOBEPXHOCTH MPCNAPATY, PPONTAIBHON THHIB! 1 OnpuaBsl O0BEKTHBY;
WHCPTHO K OXPAICHHIAM 1 HECOKPHICHNBIM MPCOAPATAM.

YD4kOBKS — (GUAKOH-KANCABHMLA BMCCTUMOCTSY 1000 war 0fconcwmbieT VKKYPATHOC M IKOHOMHYHOC RIRCCCHMC
MOCI2 HA MPERAPAT.

Cpox rouviocTsr — 1,5 roaa ¢ aater M3roTosIcHIA,

3. Tpancsoprauposanue v xpaneune
TPaHCHOPTHPOBAHKE ROIKAO OPOBOIMTECA BCCMH BHAAMH KPHITOrO THAHCHOPTA B COOTBCTCTBHY € TPABMIKAME
RCPCBOIKA IPYI0B, ACHCTRYIOWIEMH HA JAHHOM BHAC TPAKCOOPTA. XPAHCHHE - @ YIAKORKE MPCAUPHATHA-HITOTOBHTCIA B
MPOXNIAAHOM MECTC MPH OTHOCHTCABHOH ENAXHOCTH BO3Ayxa HEe fonec §0% B MeCTaX, S0MMUICHHBIX OT BOIACHCTEHN
NPAMBIX CORHETHLIX JIyHCiH, ATMOCHEPHBIN OCIAKOB H ATPECCHBHEIX CPET B TCICHNUE BOEFD CPOKA MOJAHOCTH.

4. Capawrwg ssrorosireas
W3roTosutens rpauTHpyeT COOTBCTETBHE KAUCCTRA HAGOPI poarcHTos «Matmo MMMEPCHOHHOCH TpeBoBanim TY
9398-011-29508133-200% npw cobaroncsuw noTpediTency yeaosuii TPSHCTIODTHPOBAHNA, XPANCHHA W NPHMCHCHAS B
TEUCHHE BLETO CPOKA NOAHOCTH.

Hauaaennk NTO Baéug B.A.
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Hacnopr
Nanerka crexasnann x COD-merpy NC/COD-01
TY 9443-005-52876351-2002

1. Hasmiwenne

Mpeamiinasena 2nd IFIMCPCHMA DLICOTH CTORGA FUBSMW WPOEN TIw ONDCACACHHM CKOPOCTH OCLIaHIR

IPUTPOLATOR.
2. Ocmonunee yeTnNIecERe TIPA KVCPHCTREN

Mimerra igrerepnein 0o TY 2443-005-52876151-2002,
2. Manemsa wrotonmiy i Memnmpckero crewn o TOCT 19808 (_HC-{ ) wan xiumko-1aGopatopmons
crexan no TOCT 21400 (XC3 ).
Manetka npeacrisaner cofloll DRuyY0 KIMLAPEYID TPylky © B NRHaHS TOPUOM. Blone
KAMLANNPA HARSCEH DT,
Amem nunetiot, i, bt Sonee — 174,5. Briemanil anamerp, sy ~ 5+ 1,0,
BryTpeneui JTaseTp TN, sl — 1 4-1.6 .
Auanazon icssepemidl RucoTS CTODSA NAKME, M — 0-490. Lieta aencrn wianw, M -1 0.
Jomyexaeren cnaled? UBCTOB0H OTTEROMN.
Fuas YTRCPWREHMA T AIHOCHTCE BG TIADCTIKY METOINM BAIICARMN.

3. ¥ raxonusnne, YPANCHoInpORAUNe @ IPANEHAC
Vnaxosxs wracardl oSCCNCYHADCT HX COXPBMHOCTE UPH TPANCOOPTHpoom:, TRAHCIOPTHIA YNAKOSRN HWCCT
wannwce: «0CTOpoIHO, CTExn0y, Yormane Tp prip o A - oo NOCT 15150-69 8 apuTuM TpaLCRopre
Aoboro enla. Yemosna xpancunn - no TOCT 15130-69,
4. TpeGoranmn Geranacuocyy
Mpn SxcnaTyataiiy geofoanme cOBADIATE NPABTY SEIOMCHOCTA MPH PAtoTe CO CTEENHHIADMLI HIREIIKN,
H120aMC ¥e 20TIM0 DOIBCPIOTLCA PCUCM VASPEM B NPOUCESt SECAAYATAUNY, PODMEHIYEMIIG YEROMIN SNCILTYNTO MM,
TEMICPATYPE ORPYRUOMED cpema o 10 a0 35 °C 1l OTHOCHTENRHIA BATSHOCTS 000Y%a mpa 25°C 1e Gonee 30%.
5, Coraemts of yrauigIanme
Haaenne #e NPeICTABAMT QRACHOLTH 108 OKPYWHRAUNCA cpedsl, Hasrfil ¥ LI0POOLH MOALH NOCKC CEUHYRHIN
cpoxa coyatn, Toprtos yruscanyn muaear onpesernerca NMorpedirnems.
&. Tupauruy wiroropd eI
Hrorosmrens: OO0 «dumddcallpow», 242600, PO, Epanckan ofzacrs, r. Jsvswoeo, ya. Jewma, a 182,
xopn. 5.
Nocrasunie: 000 shfmaeny, 241520, PO, Bpuwtran obaacrs, Epanckndl palion, ¢. Cynoueso, yn.
lfocceftwan, 1TA,
Haromosteas FAPRHIMPYET COOTHCTCTEIE mancTiy crexnmmiol ¥ COD-merpy [1C/C02-01 1pedosaenm TY
9443-005-52876351-2002 npw colimoacin noTpeSimescs: YEIORH TPANCNOPTRPOSIHAN, XPONCHAA M SMCITyETALmA,
TapaAmilaeil Cpax BTy ITaag — |2 MocaUeR O ZHN BROAS & TRCILTYOTIMm.

7. ConaerenaniTmd ¢ UPReMKS
Hiaeme sIroToancn 5 COOTBETCTRNE C AcficTRyMouCH TCXMIrmes kodl SoxyseITamecil ¥ DRITHAHO MOMMLM AN
IRCIUTYATANIM.
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CERTIFICATO N° 5055GQ06

CERTIFICATE N° 5055GQ06

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System —~

messo inatto da
implemented by

APTACASpA.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)
nella Sede Operativadi ~— -

Operative Unit

2 Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma —
is-in-compliance with thestandard————— = 8

_UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi 7
concerning the (’oi.fowz’ng kinds of Processes —— ———

Gestione della fabbricazione e immissione in commercio di taﬁ'xpgjni sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi e dispositivi medici di classe | non sterile. Commercializzazione di dispositivi medici invasivi

e non di classe lla, Is, | e diagnostici in vitro. Commercializzazione di articoli da laboratorio.
Management of the manufacturing and piacing o the market of sterile tampans for sampling of biological specimens in natural orifice and in surgicat field.
Design and manufacturing of diagnostic medical devices for laboratories of aralysis and.non-sterile class | medical devices.

Marketing of invasive and nor-invasive medical devices of tlass lia, Is, | and in vitro diagnostics. Marketing of laboratory items.

Il presente Certificato é soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements-estobilished in the Rules for the certification in force-applicanie.
In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of discreparicy between the languages used tn the transtation of the content of this certificate, please rafer to the ltalian language

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

LR ICLHS

Dr. Ing.‘R;oberto Cusolito

Data di Prima Emissione Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza

First Issue Date First Issue Date [TALCERT 5 Renewal Date Expiration Date
1988-07-23 2011-10-30 2023-10-24 2026-10-29

Settore IAF 14 - 29

ACCRED

L'ENTE ITALIANO DI ACCREDITA

oS

SGQ N*022A
Membro degll Accordl i Mutuo Riconoscimento EA, 1AF e ILAC
Signatory of EA, JAF and JLAC Mutua) Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +3S 0266104876 | fax. +39 0266101479 | www.italcertit | italcertsri@legalmail.it




NUOVA APTACA s.r.l.

Regione Monforte, 30 -14053 Canelli (Asti) ITALY
Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92
L e-mail: info@aptaca.com - www.aptaca.com - www.vacucheck.com
A
= = :’? ja] IA- 0N LONENOQAL r E: 7EON0N > B A AR 1 L£TDAQ
AP"ITACA 38 P.IVA: 00862050960 - Cod.Fisc.: 07520900155 -R.E.A. MB 1167248

CERTIFIED COMPANY UNI ISO 9001:2008 & UNI CEI EN I1SO 13485:2012

DICHIARAZIONE DI CONFORMITA’ C€
C€ DECLARATION OF CONFORMITY

La sottoscritta Nuova Aptaca s.r.l.
The undersigned Nuova Aptaca s.r.l.

DICHIARA
DECLARES

Che il dispositivo medico diagnostico in vitro di seguito descritto:
That in vitro diagnostic medical devices described as follows:

PROVETTE CON ANTICOAGULANTE, SEPARATORI DI SIERO
BLOOD COLLECTIONS TUBES AND SERUM SEPARATORS

PRODOTTI NON STERILI — NOT STERILE PRODUCTS

(i cui codici di dettaglio sono riportati nell’allegato 1)
(which detailed codes are reported in Annex 1)

> Sono conformi ai requisiti essenziali di cui all’allegato | della direttiva 98/79/CE
del 27 ottobre 1998 recepita con il D.Lgs 332 del 08/09/2000.
Are manufactured in compliance with essential requirements of Annex 1 of the
98/79/CE Directive dated 27™ October 1998 put into force by D.Lgs. 332 dated
08/09/2000.

> | Dispositivi di cui all’Allegato 1 non rientrano nell’elenco A o B di cui
all’Allegato Il della Direttiva 98/79/CE.
The devices as per Annex 1 do not do not fall under list A or B of annex Il of the
Directive 98/79/EC.

> Classificazione EDMA: 1302808000 Coated tubes (Citrate, Heparin etc.)
EDMA code: 1302808000 Coated tubes (Citrate, Heparin etc.)

> La presente dichiarazione é stata redatta in conformita all’Allegato Il (escluso
punto 6) della Direttiva 98/79/CE.
The present Declaration was drafted in accordance with annex Il to Directive
98/79/EC.

Rilasciato / Released
Canelli, 26.07.2015

Qualita

Provette con anticoagulante e separatori di siero
Mod DC-048/01.06/3 Blood collecting tubes and serum separators Pag. 1 of 6
26.07.2015



NUOVA APTACA s.r.l.

Regione Monforte, 30 -14053 Canelli (Asti) ITALY
Tel: (+32) 0141 83.50.75 - Fax: (+39) 0141 83.52.92
= e-mail: info@aptaca.com - www.aptaca.com - www.vacucheck.com
P.IVA: 00862050960 - Cod.Fisc.: 07520900155 -R.E.AA. MB 1167248
ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE
Cop. DESCRIZIONE DESCRIPTION
Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per “SEDI- PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, pink cap for “SEDI-
10110/16 " d
RATE”. RATE” system.
Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per “SEDI- PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, pink cap for “SEDI-
10110/PR - =
RATE”. RATE” system.
2000 Provette fondo piatto PP @12x56 mm., con K2EDTA per 2,5 ml di sangue, PP flat bottom test tubes @12x56 mm., with K2EDTA for 2,5 ml of blood, light
tappo verde chiaro. green cap.
2000/1 Provette PP @12x56 mm., con K2EDTA per 1 ml di sangue, tappo verde PP test tubes @12x56 mm., with K2EDTA for 1 ml of blood, light green cap, for
chiaro, per uso pediatrico. paediatric use.
2000/1/V Provette PP @12x56 mm., con K2EDTA per 1 ml di sangue, con tappo, per PP test tubes @12x56 mm., with K2EDTA for 1 ml of blood, light with cap, for
uso pediatrico. paediatric use.
2001 Provette fondo piatto PP @16x60 mm., con K.EDTA per 2,5 ml di sangue, PP flat bottom test tubes @16x60 mm., with KzEDTA for 2,5 ml of blood, light
tappo verde chiaro. green cap.
2002 Provette fondo piatto PP @16x60 mm., con K.EDTA per 5 ml di sangue, tappo | PP flat bottom test tubes @16x60 mm., with K2EDTA for 5 ml of blood, light
verde chiaro. green cap.
2003 Eﬁ%";‘te PP £/12x86 mm., con K:EDTA per 2,5 ml di sangue, tappo verde | pp o 1o 519486 mm., with KLEDTA for 2,5 mi of blood, ight green cap.
2004 Eﬁg’;ﬁe B, con KEDTA per 5 mi di sangue, tappo verde PP test tubes @12x86 mm., with K.EDTA for 5 ml of blood, light green cap.
2005 Eﬁg’;‘te PP @13x75 mm., con K:EDTA per 2,5 ml di sangue, tappo verde | pp o 1o 313475 mm., with KLEDTA for 2,5 mi of blood, light green cap.
2007 CP':‘;V;“‘* PP 2/16x100 mm., con K:EDTA per 10 ml di sangue, tappo verde | pp ot 1o @116x100 mm., with K-EDTA for 10 ml of blood, light green cap.
2008 Eﬁg’;‘te - DT G A DA bl SN, E DT PP tost tubes @13x75 mm., with K.EDTA for 4 ml of blood, light green cap.
2100 Provette fondo piatto PP @12x56 mm., con KsEDTA per 2,5 ml di sangue, PP flat bottom test tubes @12x56 mm., with KsEDTA for 2,5 ml of blood, dark
tappo verde scuro. green cap.
2100/1 Provette PP @12x56 mm., con KsEDTA per 1 ml di sangue, tappo verde PP test tubes @12x56 mm., with KsEDTA for 1 ml of blood, dark green cap, for
scuro, per uso pediatrico. paediatric use.
2100/1/V Provette PP @12x56 mm., con K:EDTA per 1 ml di sangue, tappo viola, per | PP test tubes @12x56 mm., with KsEDTA for 1 ml of blood, dark violet cap, for
uso pediatrico. paediatric use.
2100/TM t:r;ggtte fondo piatto PP £12x56 mm., con KsEDTA per 2,5 ml di sangue, con | pp g+ potiom tast tubes @12x56 mm., with KsEDTA for 2,5 m of blood, with cap
2101 Provette fondo piatto PP @16x60 mm., con KsEDTA per 2,5 ml di sangue, PP flat bottom test tubes @16x60 mm., with KsEDTA for 2,5 mi of blood, dark
tappo verde scuro. green cap.
2102 Provette fondo piatto PP @16x60 mm., con KsEDTA per 5 ml di sangue, tappo | PP flat bottom test tubes @16x60 mm., with KsEDTA for 5 ml of blood, dark
verde scuro. green cap.
2103 sPchfte PP /12x86 mm., con K:EDTA per 2,5 mi di sangue, tappoverde | pp ot s 312x86 mm., with KEDTA for 2,5 ml of blood, dark green cap.
2104 Scrﬁ\r/:tte FR e R Gl e SO AR 2, OV PP test tubes @12x86 mm., with KsEDTA for 5 ml of blood, dark green cap.
2105 Provette PP @13x75 mm., con KsEDTA per 2,5 ml di sangue, tappo verde PP test tubes @13x75 mm., with KsEDTA for 2,5 ml of blood, dark green cap.
SCUro. Quantity for box 1,000 pieces
2105/TM Provetta PP @13x75 mm, con KsEDTA per 2,5ml di sangue, tappo viola. PP test tubes @13x75 mm, with KsEDTA for 2,5ml of blood, violet cap.
2105/VIOLA Provette PP @13x75 mm., con KsEDTA per 2,5 ml di sangue, tappo viola PP test tubes @13x75 mm., with KsEDTA for 2,5 ml of blood, violet cap.
2107 Provelte PP @16x100 mm., con K.EDTA per 10 ml di sangue, tappo verde | pp ot 4y as 16100 mm., with KsEDTA for 10 mi of blood, dark green cap.
2108 Spcrﬁrfﬁe PP @13x75 mm., con K&EDTA per 4 mi di sangue, tappo verds PP tost tubes @13x75 mm., with K:EDTA for 4 mi of blood, dark green cap.
2108/5 Ecrﬁftte PP @13x75 mm., con KsEDTA per 5 ml d sangus, tappo verde PP test tubes @13x75 mm., with KsEDTA for 5 ml of blood, dark green cap.
2108/TM Provette PP @13x75 mm., con K3EDTA per 4 ml di sangue PP test tubes @13x75 mm., with KsEDTA for 4 ml of blood
2108/VIOLA Provette PP @13x75 mm., con K3EDTA per 4 ml di sangue PP test tubes @13x75 mm., with KsEDTA for 4 ml of blood
2200 Provette fondo piatto PP @12x56 mm., con KF+Na2 EDTA per 2,5 ml di PP flat bottom test tubes @12x56 mm., with KF-Naz EDTA for 2,5 ml of blood,
sangue, tappo arancione. orange cap.
2200/G Provette fondo piatto PP @12x56 mm., con KF+Naz EDTA per 2,5 ml di PP flat bottom test tubes @12x56 mm., with KF-Naz EDTA for 2,5 ml of blood,
sangue, tappo giallo. yellow cap.
2201 Provette fondo piatto PP @16x60 mm., con KF+Naz EDTA per 2,5 ml di PP flat bottom test tubes @16x60 mm., with KF-Naz EDTA for 2,5 ml of blood,
sangue, tappo arancione. orange cap.
2201/G Provette fondo piatto PP @16x60 mm., con KF+Naz EDTA per 2,5 ml di PP flat bottom test tubes @16x60 mm., with KF-Na2 EDTA for 2,5 ml of blood,
sangue, tappo giallo. yellow cap.
2202 Provette fondo piatto PP @16x60 mm., con KF+Naz EDTA per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with KF-Naz EDTA for 5 ml of blood,
tappo arancione. orange cap.
2202/G Provette fondo piatto PP @16x60 mm., con KF+Naz EDTA per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with KF-Na2 EDTA for 5 ml of blood,

Mod DC-048/01.06/3
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NUOVA APTACA s.r.l.

Regione Monforte, 30 -14053 Canelli (Asti) ITALY
Tel: (+32) 0141 83.50.75 - Fax: (+39) 0141 83.52.92
= e-mail: info@aptaca.com - www.aptaca.com - www.vacucheck.com
P.IVA: 00862050960 - Cod.Fisc.: 07520900155 -R.E.AA. MB 1167248
ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE
Cop. DESCRIZIONE DESCRIPTION
tappo giallo. yellow cap.
2203 :rr;’r‘]’g‘;igp @12x86 mm., con KF+Naz EDTA per 2,5 ml di sangue, tappo. | pp o ot yhes 0512486 mm., with KF-Naz EDTA for 2,5 mi of blood, orange cap.
2204 zrrgr\llsitéi:P L L D TA per 5 mi di sangue, tappo PP test tubes @12x86 mm., with KF-Na2 EDTA for 5 ml of blood, orange cap.
2205 Provette PP @13x75 mm., con KF+Naz EDTA per 2,5 ml di sangue, tappo PP test tubes @13x75 mm., with KF-Naz EDTA for 2,5 ml of blood, orange cap.
arancione. Quantity for box 1,000 pieces
2205/TG ;rriz\i/gtta PP @13x75 mm, con KF+NA, EDTA per 2,5ml di sangue, tappo PP test tubes @13x75 mm, with KF+NA2 EDTA for 2,5ml of blood, grey cap.
2207 s:;’:g‘éi:" @16x100 mm., con KF+Naz EDTA per 10 ml di sangue, tappo. | pp o tpes g116x100 mm., with KF-Naz EDTA for 10 mi of blood, orange cap.
2208 s:;’r‘]’;‘;i:': R RPN KF+Na; EDTA per 4 ml di sangue, tappo PP test tubes @13x75 mm., with KF-Naz EDTA for 4 ml of blood, orange cap.
2300 Provette fondo piatto PP @12x56 mm., con Sodio Eparina per 2,5 ml di PP flat bottom test tubes @12x56 mm., with Sodium Heparin for 2,5 ml of blood,
sangue, tappo viola. violet cap.
2301 Provette fondo piatto PP @16x60 mm., con Sodio Eparina per 2,5 ml di PP flat bottom test tubes @16x60 mm., with Sodium Heparin for 2,5 ml of blood,
sangue, tappo viola. violet cap.
2302 Provette fondo piatto PP @16x60 mm., con Sodio Eparina per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with Sodium Heparin for 5 ml of blood,
tappo viola. violet cap.
2303 Provette PP 012186 mm. con Sodio Epatina per 2,5 m!di sangue, 4pPO. | pp test tubes 12486 mm., with Sodium Heparin for 2,5 mi of blood, vioet cap.
2304 Provette PP @12x86 mm., con Sodio Eparina per 5 ml di sangue, tappo viola. | PP test tubes @12x86 mm., with Sodium Heparin for 5 ml of blood, violet cap.
2305 Provette fondo piatto PP @13x75 mm., con Sodio Eparina per 2,5 ml di PP flat bottom test tubes @13x75 mm., with Sodium Heparin for 2,5 ml of blood,
sangue, tappo viola. violet cap.
2307 S’ig?;/ette PRI [t G S D B a0 (i G (8 PP test tubes @16x100 mm., with Sodium Heparin for 10 ml of blood, violet cap.
2308 Provette fondo piatto PP @13x75 mm., con Sodio Eparina per 4 ml di sangue, | PP flat bottom test tubes @13x75 mm., with Sodium Heparin for 4 ml of blood,
tappo viola. violet cap.
2400 Provette fondo piatto PP @12x56 mm., con Litio Eparina per 2,5 ml di sangue, | PP flat bottom test tubes @12x56 mm., with Lithium Heparin for 2,5 ml of blood,
tappo blu. blue cap.
2400/1 Provette PP @12x56 mm., con Litio Eparina per 1 ml di sangue, tappo blu, per | PP test tubes @12x56 mm., with Lithium Heparin for 1 ml of blood, blue cap, for
uso pediatrico. paediatric use.
2400/ TV Provette fondo piatto PP @12x56 mm., con Litio Eparina per 2,5 ml di sangue, | PP flat bottom test tubes @12x56 mm., with Lithium Heparin for 2,5 ml of blood,
tappo verde. green cap.
2401 Provette fondo piatto PP @16x60 mm., con Litio Eparina per 2,5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with Lithium Heparin for 2,5 ml of blood,
tappo blu. blue cap.
2402 Provette fondo piatto PP @16x60 mm., con Litio Eparina per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with Lithium Heparin for 5 ml of blood,
tappo blu. blue cap.
2403 Provette PP @12x86 mm., con Litio Eparina per 2,5 ml di sangue, tappo blu. | PP test tubes @12x86 mm., with Lithium Heparin for 2,5 ml of blood, blue cap.
2404 Provette PP @12x86 mm., con Litio Eparina per 5 ml di sangue, tappo blu. PP test tubes @12x86 mm., with Lithium Heparin for 5 ml of blood, blue cap.
2404/TV Provette PP @12x86 mm., con Litio Eparina per 5 ml di sangue, tappo verde. | PP test tubes @12x86 mm., with Lithium Heparin for 5 ml of blood, green cap.
2404/VERDE Provette PP @12x86 mm., con Litio Eparina per 5 ml di sangue, tappo verde. | PP test tubes @12x86 mm., with Lithium Heparin for 5 ml of blood, green cap.
2405 Provette PP @13x75 mm., con Litio Eparina per 2,5 ml di sangue, tappo blu. | PP test tubes @13x75 mm., with Lithium Heparin for 2,5 ml of blood, blue cap.
2405/TV Provetta PP @13x75 mm, con Litio Eparina per 2,5ml di sangue, tappo verde | PP test tubes @13x75 mm, with Lithium Heparin for 2,5ml of blood, dark green
SCUro. cap.
2407 Provette PP @16x100 mm., con Litio Eparina per 10 ml di sangue, tappo blu. | PP test tubes @16x100 mm., with Lithium Heparin for 10 ml of blood, blue cap.
2408 Provette PP @13x75 mm., con Litio Eparina per 4 ml di sangue, tappo blu. A tesf hibas 313x75 mim., wiimilriepani g ciblood Joitieican:
Quantity for box 1,000 pieces
2408/VERDE Provette PP @13x75 mm., con Litio Eparina per 4 ml di sangue, tappo blu. iy tesf tubes B13x75 iy with Lithium Heparin for 4 mi of blood, blue cap.
Quantity for box 1,000 pieces
2500 Provette PP @13x75 mm, con KsEDTA, con tappo perforabile verde, per 3 ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable green cap, for 3 ml of
di sangue. blood.
2500+ Provette PP @13x75 mm, con KsEDTA, con tappo perforabile verde, per 3 ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable green cap, for 3 ml of
di sangue. blood.
2500/N Provette PP @13x75 mm, con KsEDTA, con tappo perforabile neutro, per 3 ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable neutral cap, for 3 ml of
di sangue. blood.
2500/N* Provette PP @13x75 mm, con KsEDTA, con tappo perforabile neutro, per 3 ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable neutral cap, for 3 ml of
di sangue. blood.
2500/SE Provette in PP con K3 EDTA tappo perforabile verde, senza tappo PP test tubes @13x75 mm., with KsEDTA, without cap, for 3 ml of blood.
Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 3 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 3 ml of
2500/SE/V A -
sangue, senza etichetta. blood, without label
2500/V Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 3 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 3 ml of

sangue.

blood.
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Cop. DESCRIZIONE DESCRIPTION
2500/\/* Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 3 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 3 ml of
sangue. blood.
2500/V/2 Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 2 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 2 ml of
sangue. blood.
2500/V/SG Provette in PP con K3 EDTA sterili tappo perfviola Z’II;’ Otssts fggfes @13x75 mm., with KsEDTA, with pierceable violet cap, for 2 ml of
2501 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,4ml, tappo giallo PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,4 ml, yellow cap for
per coagulazione. coagulation.
2502 Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo giallo per PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, yellow cap for
coagulazione. coagulation
2503 Provette in PP @16x100 mm, con Sodio Citrato 0,4ml, tappo giallo PP test tubes @16x100 mm., with Sodium Citrate 0,4 ml, yellow cap
2505 Provette PP @12x56 mm, con Sodio Citrato 0,4ml, tappo giallo. PP test tubes @12x56 mm., with Sodium Citrate 0,4 ml, yellow cap
2505/1 Provette PP @12x56 mm, con Sodio Citrato 0,1ml, tappo giallo per PP test tubes @12x56 mm., with Sodium Citrate 0,1 ml, yellow cap for
coagulazione uso pediatrico. coagulation, for paediatric use.
2508 Provette PP @13x75 mm, con Sodio Citrato 0,4ml, tappo giallo per PP test tubes @13x75 mm., with Sodium Citrate 0,4 ml, yellow cap for
coagulazione. coagulation
2508/BLU CP(;(;\éitltanEEeme?S L CEDER DO T E D035 PP test tubes @13x75 mm., with Sodium Citrate 0,4 ml, blue cap for coagulation
2511 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,5ml, tappo giallo PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,5 ml, yellow cap for
per coagulazione. coagulation.
2512 Provette PP @12x86 mm, con Sodio Citrato 0,5ml, tappo giallo per PP test tubes @12x86 mm., with Sodium Citrate 0,5 ml, yellow cap for
coagulazione. coagulation.
2512/TB Provette PP @12x86 mm, con Sodio Citrato 0,5ml per coagulazione. PP test tubes @12x86 mm., with Sodium Citrate 0,5 ml for coagulation.
2513 Provette PP @16x100 mm, con Sodio Citrato 0,5ml, tappo giallo per PP test tubes @16x100 mm., with Sodium Citrate 0,5 ml, yellow cap for
coagulazione. coagulation.
2515/BLU Provette PP @13x75 mm, con Sodio Citrato 0,5ml, tappo blu PP test tubes @113x75 mm., with Sodium Citrate 0,5 ml, yellow cap
2515/TB/F Provette PP @13x75 mm, con Sodio Citrato 0,5ml, tappo blu PP test tubes @113x75 mm., with Sodium Citrate 0,5 ml, yellow cap
2590 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml, tappo giallo | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml, yellow cap
per coagulazione. for coagulation.
2520/TB Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml, tappo blu per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 mi, blue cap for
coagulazione. coagulation.
2520/TR Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml per PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml for
coagulazione. coagulation.
2591 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,25ml, tappo giallo | PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,25 ml, yellow cap
per coagulazione. for coagulation.
2592 Provette PP @12x86 mm, con Sodio Citrato 0,25ml, tappo giallo per PP test tubes @12x86 mm., with Sodium Citrate 0,25 ml, yellow cap for
coagulazione. coagulation.
2592/R Provette PP @12x86 mm, con Sodio Citrato 0,25ml, tappo rosa per PP test tubes @12x86 mm., with Sodium Citrate 0,25 ml, pink cap for
coagulazione. coagulation.
2595 Provette PP @13x75 mm, con Sodio Citrato 0,25ml, tappo giallo per PP test tubes @13x75 mm., with Sodium Citrate 0,25 ml, yellow cap for
coagulazione. coagulation.
2595/2 Provetta PP @13x75 mm, con 0,20 ml di Sodio Citrato per coagulazione, PP test tubes @13x75 mm, with 0,20ml of Sodium Citrate for coagulation, yellow
tappo giallo cap.
2525/32/BLU Provette in PP tappo blu con 0,25ml di Sodio Citrato 3,2%, fa’;te“ Leesioioimmtil 2anioiscainiCz e R aionib s
2600 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml, tappo rosa PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml, pink cap for
per VES. ESR.
Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,1ml, tappo rosa per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,1 ml, pink cap for
2600/1 VES ESR
Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml, tappo nero PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml, black cap
AU per VES for ESR.
2601 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,25ml, tappo rosa PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,25 ml, pink cap for
per VES. ESR.
2602 Provette PP @12x86 mm, con Sodio Citrato 0,25ml, tappo rosa per VES. PP test tubes @12x86 mm., with Sodium Citrate 0,25 ml, pink cap for ESR.
2603 Provette PP @16x100 mm, con Sodio Citrato 0,25ml, tappo rosa PP test tubes @16x100 mm., with Sodium Citrate 0,25 ml, pink cap
2605 Provette PP @13x75 mm, con Sodio Citrato 0,25ml, tappo rosa per VES. PP test tubes @13x75 mm., with Sodium Citrate 0,25 ml, pink cap for ESR.
2610 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,4ml, tappo rosa per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,4 ml, pink cap for
VES. ESR.
Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,4ml, tappo giallo PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,4 ml, yellow cap for
e per VES ESR
2611 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,4ml, tappo rosa per | PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,4 ml, pink cap for
VES. ESR.
2612 Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per VES. PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, pink cap for ESR.
Provette con anticoagulante e separatori di siero
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2615 Provette PP @13x75 mm, con Sodio Citrato 0,4ml, tappo rosa per VES. PP test tubes @13x75 mm., with Sodium Citrate 0,4 ml, pink cap for ESR.
2615/TN Provetta PP @13x75 mm, con 0,4ml di Sodio Citrato per VES, tappo nero. PP test tubes @13x75 mm, with 0,4ml of Sodium Citrate for ESR, black cap.
2620 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,5ml, tappo rosa per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,5 ml, pink cap for
VES. ESR.
2621 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,5ml, tappo rosa per | PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,5 mi, pink cap for
VES. ESR.
2622 Provette PP @12x86 mm, con Sodio Citrato 0,5ml, tappo rosa per VES. PP test tubes @12x86 mm., with Sodium Citrate 0,5 ml, pink cap for ESR.
2625 Provette PP @13x75 mm, con Sodio Citrato 0,5ml, tappo rosa per VES. PP test tubes @13x75 mm., with Sodium Citrate 0,5 ml, pink cap for ESR.
2632 Provette @12x56 mm in PP, con 0,25ml di Sodio Citrato x 1 ml di sangue CP;t?:: ’t:_usb;s G12x56 mm., with Sodlum Citrate 0,25 mi, plercealieiieagbten
2635 Provette @13x75 mm in PP, con 0,4ml di Sodio Citrato x 1,6ml di sangue CP ;tff:rt gjsbss @13x75 mm., with Sodium Cirate 0,4 mi, piercaakiaE i RERr
2661/E/TB Provette @16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @16 x 100 mm
2662/E Provette @16 x 100 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, @16 x 100 mm
2662/E/TB E;(;\;itte SRR in PMMA, con gel saparatore + acceleratore, tappo PMMA test tubes with separating gel + clot accelerator, @16 x 100 mm, low cap
Provette @16 x 100 mm. in PMMA, con gel separatore + acceleratore, tappo | PMMA test tubes with separating gel + clot accelerator, @16 x 100 mm, low cap,
2662/TB ! .
basso, senza etichetta without label
2662/TM in prov.16x100 in metacr. x 10 ml di sangue Ymarrone S%Agﬁttlzzte tlubes with separating gel + clot accelerator, @16 x 100 mm, low cap,
2663/E/TB E;‘;‘;g“e @13x75 mm. in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @13x75 mm, low cap
2664/E/TB E;c;\égtte AR, GO S DR REI 11 PP test tubes with separating granules + clot accelerator, @12x86 mm, low cap
2665/E Provette @13 x 75 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, @13 x 75 mm
2665/E/TB E;Z\éztte ORI B DAL, COMRIRREIEIN DEREe Rl e, (0 PP test tubes with separating gel + clot accelerator, @13 x 75 mm, low cap
2665/TB gel separ.+acc. in prov.13x75 pmma per 5 ml sangue PMMA test tubes with separating gel + clot accelerator, @13 x 75 mm, low cap
Provette @16 x 100 mm, in PP, con gel separatore + acceleratore, con PP test tubes with separatine gel + clot accelerator, @16 x 100 mm., with label,
2666/E/TB :
etichetta, tappo basso low cap.
2666/TB gel separ.+acc.in prov.16x100 pp x 10 ml di sangue ZlFA’/ tg;lt) tubes with separatine gel + clot accelerator, @16 x 100 mm., with label,
2668/E Provette @12 x 86 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, @12 x 86 mm
2668/E/TB E;‘;‘;gtte 912 x 86 mm. in PMMA, con gel separatore + acceleratore, tappo. | pyia ot tubes with separating gel + clot accelerator, @12 x 86 mm, low cap
Provette @12 x 86 mm. in PMMA, con gel separatore + acceleratore, tappo PMMA test tubes with separating gel + clot accelerator, @12 x 86 mm, low cap,
2668/TB " .
basso, senza etichetta without label
2678/E/TB Provette con gel+acceleratore per 5ml di sangue, in PP, #N/D
2700 Provette @13x75 mm in PP con 0,3ml di Sodio Citrato per coagulazione, PP test tubes @13x75 mm with 0.3ml of Sodium Citrate for coagulation, with light
tappo azzurro in gomma perforabile blue cap in pierceable cap.
2700/2 Provette in PP tappo azzurro perforabile con 0,2 ml di PP test tqbeg @13x75 mm with 0.2ml of Sodium Citrate for coagulation, with light
blue cap in pierceable cap.
2705 Provette in PP tappo blu con 0,35 ml di Sodio Citrato ZZ etecsat ptubes @13x75 mm with 0.35 ml of Sodium Citrate for coagulation, with
Provette @12x56 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @12x56 mm with 0.25ml of Sodium Citrate, pink cap, two blood
2710 Do ; ;
freccia di riempimento per VES e coagulazione level for ESR and coagulation
Provette @16x60 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @16x60 mm with 0.25ml of Sodium Citrate, pink cap, two blood
2711 S ; ;
freccia di riempimento per VES e coagulazione level for ESR and coagulation
Provette @12x86 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @12x86 mm with 0.25ml of Sodium Citrate, pink cap, two blood
2712 e h ;
freccia di riempimento per VES e coagulazione level for ESR and coagulation
Provette @13x75 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @13x75 mm with 0.25ml of Sodium Citrate, pink cap, two blood
2715 o ; .
freccia di riempimento per VES e coagulazione level for ESR and coagulation
3553/E Provette @16 x 100 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, @16x100 mm
3555/E Provette @13 x 75 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, @13 x 75 mm
3556/E Provette @16 x 100 mm in PP, con acceleratore PP test tubes with clot accelerator, @16 x 100 mm
3558/E Provette @12 x 86 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, @12 x 86 mm
3771/E/TB Provette @16 x 100 mm. in PP, con gel separatore, tappo rosso basso PP test tubes with separating gel, @16 x 100 mm, with low red cap
3772/E/TB Provette @13x75 mm. in PP, con gel separatore, tappo rosso basso PP test tubes with separating gel, @13x75 mm, red low cap
3773/E Provette @16 x 100 mm. in PP, con gel separatore PP test tubes with separating gel, @16 x 100 mm
3773/E/TB Provette @16 x 100 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separating gel, @16 x 100 mm, low cap
3773/TB gel separatore in prov. 16x100 pmma per 10 ml di sangue PMMA test tubes with separating gel, @16 x 100 mm, low cap
3774/E/TB Provette @12x86 mm. in PP, con gel separatore, tappo basso PP test tubes with separating gel, @12x86 mm, low cap
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3775/E Provette @13 x 75 mm. in PP, con gel separatore PP test tubes with separating gel, @13 x 75 mm

3775/E/TB Provetta @13 x 75 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separatine gel, @13 x 75 mm, low cap

3776/E/TB Provetta @16 x 100 mm. in PP, con gel separatore, tappo basso marrone PP test tubes with separatine gel @ 16 x 100 mm, brown low cap.

3776/TB gel separatore in prov. 16x100 pp+etichetta x 10 ml di sangue PP test tubes with separatine gel @ 16 x 100 mm, low cap.

3778/E Provette @12 x 86 mm. in PP, con gel separatore PP test tubes with separating gel, @12 x 86 mm

3778/E/TB Provette @12 x 86 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separating gel, @12 x 86 mm, low cap

4875/E Provette @13 x 75 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, @13 x 75 mm

4876/E Provette @13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 75 mm

4876/E/TB Provette @13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 75 mm

4876/ETB Provette con granuli + acc. per 5ml di sangue, in PP, PP test tubes with separating granules + clot accelerator, @13 x 75 mm

4876/TR/E Provette @13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 75 mm

4878/E Provette @12 x 86 mm. in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @12 x 86 mm, light
azzurro blue cap

4878/TR/E Provette @12 x 86 mm. in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @12 x 86 mm, light red
rosso cap

4883/E Provette @13 x 100 mm in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 100 mm

4883/E/TN Provette @13 x 100 mm in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @13 x 100 mm, black
nero cap

4884/E Provette @16 x 100 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, @16 x 100 mm

4885 Provette @16 x 100 mm. in PS, con granuli separatori + acceleratore PS test tubes with separating granules + clot accelerator, @16 x 100 mm

4885/E Provette @16 x 100 mm. in PS, con granuli separatori + acceleratore PS test tubes with separating granules + clot accelerator, @16 x 100 mm

4885/R Provette @16 x 100 mm. in PS, con granuli separatori + acceleratore, tappo PS test tubes with separating granules + clot accelerator, @16 x 100 mm, red
rosso cap

4886/E Provette @16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @16 x 100 mm

4886/TR/E Provette @16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @16 x 100 mm

4888/E Provette @12 x 86 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, @12 x 86 mm

4888/EB Provette @12 x 86 mm. in PMMA, con granuli separatori + acceleratore, tappo PMMA test tubes with separating granules + clot accelerator, @12 x 86 mm,
bianco white cap

5975/E Provette @13 x 75 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, @13 x 75 mm

5976/E Provette @13 x 75 mm. in PP, con granuli separatori PP test tubes with separating granules, @13 x 75 mm

5978/E Provette @12 x 86 mm. in PP, con granuli separatori PP test tubes with separating granules, @12 x 86 mm

5990 Granuli separatori in PS confezione da 1 Kg Separating granules in PS

5993/E Provette @13 x 100 mm in PP, con granuli separatori PP test tubes with separating granules, @13 x 100 mm

5995/E Provette @16 x 100 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, @16 x 100 mm

5995/ER Provette con granuli per 10ml di sangue, in PMMA, PMMA test tubes with separating granules, @16 x 100 mm

5996/E Provette @16 x 100 mm. in PP, con granuli separatori PP test tubes with separating granules, @16 x 100 mm

5998/E Provette @12 x 86 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, @12 x 86 mm
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EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI CONFORMITA

Name und Adresse des Herstellers: / BOEN HEALTHCARE CO., LTD
Name and address of the manufacturer: / Unit 602, International Center, N0.535, Shenxu Road,
Nom et adresse du fabricant: / Suzhou, 215021, Jiangsu, China

Nome e indirizzo del fabbricante:

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

das Medizinprodukt: / Gilson Pipette Tips
the medical device: /

le dispositif médical: /

il dispositivo medico:

der Klasse: / Common/Others IVD

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

di classe:

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

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

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

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

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

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

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

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

CE
&/ N
Suzhou, 2022.12.14 Gengnal h{laﬁgvg;e‘
< N A
Ort, Datum / Place, date / Name und vnktiQﬁ' e and f Y
Lieu, date / Luogo, data Nom et fonctio "IISrHeSG:gfqn,z@@ea L



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

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

Nome e indirizzo del fabbricante:

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

das Medizinprodukt: / Microscope Slide
the medical device: /
le dispositif médical: /
il dispositivo medico:

der Klasse: / Common/Others IVD

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

di classe:

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

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

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

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

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

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

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

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

Suzhou, 2022.01.01

Ort, Datum / Place, date /
Lieu, date / Luogo, data
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8 ITALCERT

CERTIFICATO N° 505DM0Q9

CERTIFICATE N° 505DM09

Si certifica che |l
this is to certify that

Sistema di Gestione per la Quallta

Quality Management Systerm —

messo in atto da
implemented by

APTACASPA.

Via Monte-Bianco, 4 = IT 20900 MONZA | (MB) =

nella Sede Operativa d1 =
e~ Operative Unif

=~ Regione Monforte, 30— IT 14053 CANELL] (AT)

& conforme alla norma —
is in.compliance with the-standard —

UNI CEILEN 1SO 13485-2021 (ISO 13485- 2016)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponl sterili per il prellevo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi e dispositivi medici di classe | non sterile.

Commercializzazione di dispositivi medici invasivi e non di classe Ila, Is, I e diagnostici in vitro.
Management of the manufacturing and placing on the market of sterite tamponsfor sampling of f biclogicat specimens in natural orifice and in surgical field.

Design and manufacturing of diagnostic-medical devices for laboratories of ana alysis and non-sterile class | medical devices.
Marketing of invasive and non-invasive medical devices of class fla, Is, | and in vitro diagnostics.

Il presente Certificato é soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established in the Rules for the certification in force-applicabls.
In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of discrepancy between the languages used in the translation of the content of this certificate. please refer to the ltalian language

L’AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

(L9

Dr. Ing. Roberto Cusolito

Data di Prima Emissione Data di Prima Emissione [TALCERT Data di Rinnovo Data di Scadenza
First lssue Date First lssue Date ITALCERT — Renewal Date Expiration Date
2007-10-30 2011-10-30 2023-10-24 2026-10-29

ACCREDIA N

ENTE ITALA

SGQ N® 0234
= Membro degll Accordl i Mutu Riconoseimento EA, JAF ¢ ILAC
Signatary of £4, TAF and JLAC Mutual Recognition Agresments

ITALCERT S.r.l. | Viale Sarca, 336 — 20125 Milanc (MI) | tel. +39 0266104876 | fax. +39 0266101479 | wwwiitalcert.it | italcertsrl@legalmail.it




DATA SHEET

CE

Polypropylene test tubes, with blue pressure cap, suitable for analysis in
Clinical Chemistry and Immunology.

Cod. Test Tubes Blood
2403 @ 12x86 mm 2.5 ml
2404 @ 12x86 mm 5.0 ml

2407 0 16x100 mm 10.0 mi


https://www.aptaca.com/images/categorie/624.jpg

125 D502 X

: : E N, Ind 1 - Décembre 21

certification CERTIFICAT g
CERTIFICATE e

BISROHIELE
un
wrerwcaliacie

N° A 3001-9001

Nous certifions par I3 présente que le Systéme de Management de la société :
We hereby céntify that the Management System of the company:

BIOLABO

LES HAUTES RIVES
02160 Maizy (France)

est conforme aux exigences de Ia norme suivante :
is in compliance with the requirements of the following standard

1SO 9001 :2015

Le domaine d’application du Systéme de Management est le suivant :
The scope of the Management System is:

Conception, Fabrication et Vente de Dispositifs Médicaux de
Diagnostic In Vitro. Support Technique et Service D’Assistance.

Design, Manufacturing and sale of in Vitro Diagnostic Medical Devices.
Technical Support and Support Services.

Ce certificat demeurera en vigueur jusqu‘a sa fin de validité & moins d’avis contraire, a condition que lamise en placeet la
conformité du Systéme du Management scient jugées satisfaisantes lors des audits de surveillance et que les conditions
du contrat de AB Certification soient observées.

This certificate is valid until its expiry date unless further notice, provided that the compliance and implementation of the
Management System are found to be satisfactory at follew-up audits and that AB Certification contract rules are fulfilled.

fait a PARIS, le 13 décembre 2021 Date de fin de validité : 23 décembre 2024
Signed in PARIS on the 13rd of December 2021 Expiry date : 23rd of December 2024

Date initiale de Certification : 24 décembre 2018
Qriginal Registration Date : 24th of December 2018

— | = 7 198 8317 DOOIE
il..i!(.ﬁl.-’\[,O.l ':‘-‘*\ JFR 82 317 398 832

5 ABI RACHED

ication The Company Representative
AB Certification Representative

Le Représentant de FEntreprise

Ca cartificat €54 la propriété &' A8 Certification, || devra lui &tre retaurné en cas de demande. AB Certification — 17, Aue de Chiteudun 75009 FARKS
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N° A 3001-13485

Nous certifions par la présente que le Systéme de Management de |a société :
We hereby certify that the Management System of the company:

BIOLABO

LES HAUTES RIVES
02160 Maizy (France)

est confarme aux exigences de la norme suivante :
is in compliance with the requirements of the following standard:

1SO 13485 :2016

Le domaine d'application du Systéme de Management est le suivant :
The scope of the Management System is:

Conception, Fabrication et Vente de Dispositifs Médicaux de
Diagnostic In Vitro. Support Technique et Service D’Assistance.

Design, Manufacturing and sale of in Vitro Diagnostic Medical Devices.
Technical Support and Support Services.

Ce certificat demeurera en vigueur jusqu’a sa fin de validité 4 moins d’avis contraire, a condition que lamise en place et la

conformité du Systéme du Management soient jugées satisfaisantes lors des audits de surveillance et gque les conditions
du contrat de AB Certification soient observées.

This certificate is valid until its expiry date unless further notice, provided that the comphance and implementation of the
Management Systemn are found to be satisfactory at follow-up audits and that AB Certification contract rules are Fulfilled

Fait & PARIS, le 13 décembre 2021 Date de fin de validité : 23 décembre 2024
Signed in PARIS on the 13rd of December 2021 Expiry date : 23rd of December 2024

Date initiale de Certification : 24 décembre 2018
Origina! Registration Date : 24th of December 2018

thet 317 39

= |
Hi!OL.-’\[,OIl TVA : FR 82

Le Représentant de I'Entreprise
The Company Representative

AB Certification Representative

Ce cartificas ot 3 propiléce d' A Cartilication. W dwvea i #tre retoume an cas de devnande A8 Cenification — 17, Rue de Chitesudun - 5003 AR




A gqui de droit / To whom it may concern

DECLARATION DE CONFORMITE CE
DECLARATION OF EUROPEAN CONFORMITY

REACTIFS & INSTRUMENTS DE LABORATOIRE
LABORATORY REAGENTS & INSTRUMENTS

Je soussigné, Isabelle Oget, Directrice des Affaires Réglementaires de BIOLABO S.A.S., certifie par la
présente que nos Réactifs Code HS 3822 00 00 et Instruments sont fabriqués par la société BIOLABO
S.A.S sur le site de Maizy (F-02160) pour une distribution mondiale incluant I'Union Européenne.

I, the undersigned, Mrs Oget Isabelle, Regulatory Affairs Director of BIOLABO S.A.S, certify that our
Reagents HS Code 3822 00 00 and Instruments

are manufactured by BIOLABO S.A.S in its Maizy facilities (Les Hautes Rives, F-02160, France) for a
world-wide distribution including European Union (EU).

1)

2)

3)

4)

La procédure de déclaration de conformité suivie est conforme aux indications de I'’Annexe Ill de la
Directive Européenne DMDIV 98/79/CE.

The conformity assessment procedure being followed is Annex Il of the IVD Directive 98/79/EC

Les Produits désignés (CONFORMEMENT A L’ ANNEXE, 7 PAGES) sont classés comme suit :

Autres dispositifs (tous dispositif, sauf Annexe Il et autotests)

These products (ACCORDING TO ATTACHED LIST, 7 PAGES) are classified as follows:
Other devices (all devices, except Annex Il and self testing devices)

Ces produits remplissent toutes les exigences essentielles (Annexe 1) de la Directive Européenne
DMDIV 98/79/CE.

These products fulfil the essential requirements (Annexe |) of European Directive IVDMD 98/79/EC.

Ces exigences sont documentées a l'aide de dossiers techniques incluant les informations
suivantes :

Essential requirements are reviewed by checking the technical files, including the following
information:

e Dossier de revue de conformité aux Exigences Essentielles.

File for checking Essential Requirements of above mentioned European Directive.
e Dossier de conception

File for device’s design
e Dossier Performances (spécifications techniques)

File for performance (technical specifications).

e  Description des Processus dans le Systeme Qualité

Adress : Les Hautes Rives F-02160 MAIZY (FRANCE) - Phone. : (33) 03 23 25 15 50 - Fax : (33) 03 23 25 62 56
BIOLABO S.A.S with a capital of 119700 € - SIRET 317 398 832 00038 - VAT : FR 82 317 398 832 - NAF 20597
WEB : http://www.biolabo.fr email : info@biolabo.fr



5)

6)

7)

e  Process management (BIOLABO Standard Operating Procedures)
e Référentiel d’étiquetage, Référentiel des notices
e Labelling instructions and references, Package inserts instructions and references.
e Dossiers de suivi des lots et retour d’'information des utilisateurs.
File for batches Traceability including customer’s information
e Dossier d’analyse des risques, basé sur le référentiel EN ISO 14971.
Risk Analysis, based on EN ISO 14971.

Le référentiel qualité de BIOLABO S.A.S. est certifié 1ISO 9001:2015 et ISO 13485 :2016 sous le
N°A3001 par AB Certification (Organisme accrédité COFRAC).

BIOLABO S.A.S Quality System Management is 1SO 9001:2015 certified and ISO 13485:2016
certified under N°A3001, by AB Certification (Accredited Body by COFRAC).

Je déclare exactes et sincéres les informations de la présente déclaration, certifiant que les
produits désignés ci-dessus sont conformes aux exigences de la directive européenne 98/79/CE,
lesquelles exigences sont intégralement remplies et documentées

| declare that the above information is true and sincere, certifying the product mentioned above fully
comply with European Directive 98/79/CE

Je m’engage a mettre a la disposition des autorités compétentes de la République Frangaise tout
élément d’information qui me serait demandé, y compris dans le cadre de vérifications requises par
leurs homologues étrangers.

| commit myself to provide to competent French Republic authorities any information which would
be requested related to this product, whatever is the origin of such request which may come from
their foreign homologues.

La présente déclaration est établie a Maizy, France, le 12 février 2021 et pour valoir ce que de droit

This Declaration is issued at Maizy, France, on 12 February 2021.

IR BIOLABOS'A.5:

t_rz- } ‘s
mm picca J Lﬁ' .,l,a' .ﬂ‘
| 5= -/_}:,-.9 1 : &
BIOIL -\!‘L’_J*" Sfret 317 398 832 00038
+ =" TYA ;: FR 82 317 398 812
: v
l. OGET

DIRECTION DES AFFAIRES REGLEMENTAIRES
REGULATORY AFFAIRS DIRECTOR

Adress : Les Hautes Rives F-02160 MAIZY (FRANCE) - Phone. : (33) 03 23 25 15 50 - Fax : (33) 03 23 25 62 56
BIOLABO S.A.S with a capital of 119700 € - SIRET 317 398 832 00038 - VAT : FR 82 317 398 832 - NAF 20597
WEB : http://www.biolabo.fr email : info@biolabo.fr



BIOLABO - Désignation des Dispositifs / Devices Designation

REF |DESIGNATION FR | DESIGNATION GB

Réactifs de Biochimie poudre polyvalents / Versatile Biochemistry powder reagents

80351 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method
80001 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method
87601 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method
99029 ALCOOL Ethanol ALCOHOL Ethanol
99059 ALCOOL Ethanol ALCOHOL Ethanol
80027 ALT / TGP (IFCC) Monoréactif ALT / GPT (IFCC) Single vial
80127 ALT / TGP (IFCC) Monoréactif ALT / GPT (IFCC) Single vial
80227 ALT / TGP (IFCC) Monoréactif ALT / GPT (IFCC) Single vial
80327 ALT / TGP (IFCC) Monoréactif ALT / GPT (IFCC) Single vial
92027 ALT / TGP Méthode Colorimétrique ALT / GPT Colorimetric Method
99261 AMMONIAC Méthode Enzymatique AMMONIA Enzymatic Method
99523 AMYLASE CNPG3 AMYLASE CNPG3
99123 AMYLASE CNPG3 AMYLASE CNPG3
99223 AMYLASE CNPG3 AMYLASE CNPG3
80025 AST / TGO (IFCC) Monoréactif AST / GOT (IFCC) Single vial
80125 AST / TGO (IFCC) Monoréactif AST / GOT (IFCC) Single vial
80225 AST / TGO (IFCC) Monoréactif AST / GOT (IFCC) Single vial
80325 AST / TGO (IFCC) Monoréactif AST / GOT (IFCC) Single vial
92025 AST / TGO Méthode Colorimétrique AST / GOT Colorimetric Method
99832 BICARBONATE Méthode Enzymatique BICARBONATE Enzymatic Method
99852 BICARBONATE Méthode Enzymatique BICARBONATE Enzymatic Method
80553 BILIRUBINE DIRECTE Méthode Acide Sulfanilique DIRECT BILIRUBIN Sulfanilic Acid Method
97553 BILIRUBINE DIRECTE Méthode DCA DIRECT BILIRUBIN DCA Method
97443 BILIRUBINE TOTALE Méthode DCA TOTAL BILIRUBIN DCA Method
97408 C.L.F. Capacité Latente de Fixation du Fer U.I1.B.C Unsaturated Iron Binding Capacity
92308 C.T.F. Capacité Totale de Fixation du Fer T.I.B.C. Total Iron Binding Capacity
80106 CHOLESTEROL CHOD-PAP CHOLESTEROL CHOD-PAP
87656 CHOLESTEROL CHOD-PAP CHOLESTEROL CHOD-PAP
87356 CHOLESTEROL CHOD-PAP CHOLESTEROL CHOD-PAP
88656 CHOLESTEROL Non estérifié¢ CHOD-PAP Non Esterified CHOLESTEROL CHOD-PAP
99656 CHOLESTEROL Non estérifié CHOD-PAP Non Esterified CHOLESTEROL CHOD-PAP
86536 CHOLESTEROL-HDL (PTA) Précipitant CHOLESTEROL-HDL (PTA) Precipitant
86516 CHOLESTEROL-HDL (PTA) Précipitant CHOLESTEROL-HDL (PTA) Precipitant
82526 CHOLINESTERASE Butyrylthiocholine CHOLINESTERASE Butyrylthiocholine
92207 CK-NAC IFCC Monoréactif CK-NAC IFCC Single Vial
92307 CK-NAC IFCC Monoréactif CK-NAC IFCC Single Vial
80008 FER (SFBC) Bathophénanthroline IRON (SFBC) Bathophenanthrolin
97099 G6-PDH lyophilisée Méthode cinétique U.V. Lyophilised G6-PDH U.V. Kinetic Method
97089 G6-PDH Méthode cinétique U.V. G6-PDH U.V. Kinetic Method
97199 G6-PDH Méthode Automatisée G6-PDH Automated Method
81110 GAMMA GT GPNA carboxylé GAMMA GT carboxy GPNA
81210 GAMMA GT GPNA carboxylé GAMMA GT carboxy GPNA
81310 GAMMA GT GPNA carboxylé GAMMA GT carboxy GPNA
80009 GLUCOSE GOD-PAP GLUCOSE GOD-PAP
87109 GLUCOSE GOD-PAP GLUCOSE GOD-PAP
87409 GLUCOSE GOD-PAP GLUCOSE GOD-PAP
16GL8 GLUCOSE GOD-PAP GLUCOSE GOD-PAP
82250 HEMOGLOBINE Méthode Colorimétriqgue (Cyanméthémoglobine) HAEMOGLOBIN Colorimetric Method (Cyanmethemoglobin)
97217 Isoenzyme CK-MB Méthode d’immunoinhibition CK-MB Isoenzyme Immunoinhibition Method
97317 Isoenzyme CK-MB Méthode d'immunoinhibition CK-MB Isoenzyme Immunoinhibition Method
92011 L.D.H. (LDH-P) Méthode SFBC modifiée L.D.H. (LDH-P) SFBC Modified Method
92111 L.D.H. (LDH-P) Méthode SFBC modifiée L.D.H. (LDH-P) SFBC Modified Method
92511 L.D.H. (LDH-P) Méthode SFBC modifiée L.D.H. (LDH-P) SFBC Modified Method
99881 LIPASE Méthode cinétique LIPASE Kinetic Method
99891 LIPASE Méthode cinétique LIPASE Kinetic Method
87212 MAGNESIUM Calmagite MAGNESIUM Calmagite
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BIOLABO - Désignation des Dispositifs / Devices Designation

REF |DESIGNATION FR | DESIGNATION GB
Réactifs de Biochimie poudre polyvalents / Versatile Biochemistry powder reagents
82560 PHOSPHATASE ACIDE Méthode Cinétique ACID PHOSPHATASE Kinetic Method
3300060 PHOSPHATASE ACIDE Méthode Point Final (PNPP) ACID PHOSPHATASE End Point Method (PNPP)
92214 PHOSPHATASE ALCALINE (DEA) ALKALINE PHOSPHATASE DEA Method
92314 PHOSPHATASE ALCALINE (DEA) ALKALINE PHOSPHATASE DEA Method
99105 PHOSPHOLIPIDES Méthode colorimétrique enzymatique PHOSPHOLIPIDS Colorimetric enzymatic Method
99110 PHOSPHOLIPIDES Méthode colorimétrique enzymatique PHOSPHOLIPIDS Colorimetric enzymatic Method
80016 PROTEINES TOTALES Méthode Biuret TOTAL PROTEIN Biuret Method
92026 Solution Soude 0,4 N NaOH Solution 0.4 N
80019 TRIGLYCERIDES Méthode GPO TRIGLYCERIDES GPO Method
87319 TRIGLYCERIDES Méthode GPO TRIGLYCERIDES GPO Method
80221 UREE Méthode colorimétrique UREA Colorimetric Method
80321 UREE Méthode colorimétrique UREA Colorimetric Method
92032 UREE U.V. Méthode Cinétique UREA U.V. Kinetic Method
92132 UREE U.V. Méthode Cinétique UREA U.V. Kinetic Method
99032 UREE U.V. Méthode Cinétique Haute Linéarité UREA U.V. High Linearity Kinetic Method
99132 UREE U.V. Méthode Cinétique Haute Linéarité UREA U.V. High Linearity Kinetic Method
92315 KIT CALCULS URINAIRES Méthode qualitative chimique STONE ANALYSIS SET Chemical qualitative method
92330 KIT CALCULS URINAIRES Méthode qualitative chimique STONE ANALYSIS SET Chemical qualitative method
Réactifs de Biochimie liquide prét a I'emploi polyvalents / Versatile Biochemistry ready-to-use liquid reagents

LP80501 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method
LP80601 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method
80002 ALBUMINE Méthode BCG ALBUMIN BCG Method
80107 CREATININE Méthode cinétique CREATININE Kinetic method
90107 CREATININE Méthode Enzymatique CREATININE Enzymatic method
80005 CHLORURES Méthode Colorimétrique CHLORIDE Colorimetric Method
80015 PHOSPHORE Inorganique Méthode U.V. Inorganic PHOSPHORUS U.V. Method
3502200 HEMOGLOBINE Méthode Colorimétrique (Cyanméthémoglobine) HAEMOGLOBIN Colorimetric Method (Cyanmethemoglobin)
LP80507 ALT TGP (IFCC) ALT GPT (IFCC)
LP80607 ALT TGP (IFCC) ALT GPT (IFCC)
LP99553 AMYLASE CNPG3 AMYLASE CNPG3
LP80505 AST TGO (IFCC) AST GOT (IFCC)
LP80605 AST TGO (IFCC) AST GOT (IFCC)
92108 FER Méthode directe (Féréne) IRON Direct Method (Ferene)
80403 BILIRUBINE TOTALE ET DIRECTE Méthode Acide Sulfanilique TOTAL AND DIRECT BILIRUBIN Sulfanilic Acid Method
80443 BILIRUBINE TOTALE Méthode Acide Sulfanilique TOTAL BILIRUBIN Sulfanilic Acid Method
90004 CALCIUM Méthode Arsenazo lll CALCIUM Arsenazo Il Method
80004 CALCIUM Méthode CPC CALCIUM CPC Method
LP80106 CHOLESTEROL CHOD-PAP CHOLESTEROL CHOD-PAP
90206 CHOLESTEROL-HDL Méthode Directe HDL-CHOLESTEROL Direct Method
90406 CHOLESTEROL-HDL Méthode Directe HDL-CHOLESTEROL Direct Method
90426 CHOLESTEROL-HDL Méthode Directe HDL-CHOLESTEROL Direct Method
90416 CHOLESTEROL-LDL Méthode Directe LDL-CHOLESTEROL Direct Method
90816 CHOLESTEROL-LDL Méthode Directe LDL-CHOLESTEROL Direct Method
LP80209 GLUCOSE GOD-PAP GLUCOSE GOD-PAP
LP87809 GLUCOSE GOD-PAP GLUCOSE GOD-PAP
98212 MAGNESIUM CALMAGITE Haute Stabilité - Haute Linéarité MAGNESIUM CALMAGITE High Stability — High Linearity
LP87016 PROTEINES TOTALES Méthode Biuret TOTAL PROTEIN Biuret Method
97016 PROTEINES U.S. Méthode Rouge de Pyrogallol U.S. PROTEIN Pyrogallol Red Method
LP80519 TRIGLYCERIDES Méthode GPO TRIGLYCERIDES GPO Method
LP80619 TRIGLYCERIDES Méthode GPO TRIGLYCERIDES GPO Method
LP99532 UREE U.V. Méthode Cinétique Haute Linéarité UREA U.V. High Linearity Kinetic Method
LP99632 UREE U.V. Méthode Cinétique Haute Linéarité UREA U.V. High Linearity Kinetic Method
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BIOLABO - Désignation des Dispositifs / Devices Designation

REF |DESIGNATION FR | DESIGNATION GB
Réactifs dédiés pour KENZA One / Dedicated reagents for KENZA One
K1501 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method
K1002 ALBUMINE Méthode BCG ALBUMIN BCG Method
K1507 ALT / TGP (IFCC) ALT / GPT (IFCC)
K1523 AMYLASE CNPG3 AMYLASE CNPG3
K1ASO ASLO Test Immunoturbidimétrique ASLO Turbidimetric Immunoassay
K1505 AST / TGO (IFCC) AST / GOT (IFCC)
K1553 BILIRUBINE DIRECTE Méthode Acide Sulfanilique DIRECT BILIRUBIN Sulfanilic Acid Method
K1443 BILIRUBINE TOTALE Méthode Acide Sulfanilique TOTAL BILIRUBIN Sulfanilic Acid Method
K1004 CALCIUM Méthode Arsenazo il CALCIUM Arsenazo Il Method
K1005 CHLORURES Méthode Colorimétrique CHLORIDE Colorimetric Method
K1106 CHOLESTEROL CHOD-PAP CHOLESTEROL CHOD-PAP
K1206 CHOLESTEROL-HDL Méthode Directe HDL-CHOLESTEROL Direct Method
K1416 CHOLESTEROL-LDL Méthode Directe LDL-CHOLESTEROL Direct Method
K1207 CK-NAC IFCC CK-NAC IFCC
K1107 CREATININE Méthode cinétique CREATININE Kinetic method
K1117 CREATININE Méthode Enzymatique CREATININE Enzymatic method
K150E CRP Test Immunoturbidimétrique CRP Turbidimetric Inmunoassay
K1210 D-DIMER Test Immunoturbidimétrique D-DIMER Turbidimetric Inmunoassay
K1RF1 FACTEURS RHUMATOIDES (FR) Test Immunoturbidimétrique RHEUMATOID FACTOR (RF) Turbidimetric Inmunoassay
K1108 FER Méthode directe (Féréne) IRON Direct Method (Ferene)
K1508 FERRITIN FERRITIN
K1110 GAMMA GT GPNA carboxylé GAMMA GT carboxy GPNA
K1209 GLUCOSE GOD-PAP GLUCOSE GOD-PAP
K1010 HbA1c Test Immunoturbidimétrique HbA1c Turbidimetric Immunoassay
K1217 Isoenzyme CK-MB Méthode d’immunoinhibition CK-MB Isoenzyme Immunoinhibition Method
K1011 L.D.H. (LDH-P) Méthode DGKC L.D.H. (LDH-P) DGKC Method
K1212 MAGNESIUM CALMAGITE MAGNESIUM CALMAGITE
K1214 PHOSPHATASE ALCALINE Méthode DEA ALKALINE PHOSPHATASE DEA Method
K1015 PHOSPHORE Inorganique Méthode U.V. Inorganic PHOSPHORUS U.V. Method
K1084 POTASSIUM Enzymatique POTASSIUM Enzymatic
K1016 PROTEINES TOTALES Méthode Biuret TOTAL PROTEINS Biuret Method
K1085 SODIUM Enzymatique SODIUM Enzymatic
K1208 TRANSFERRIN TRANSFERRIN
K1519 TRIGLYCERIDES Méthode GPO TRIGLYCERIDES GPO Method
K1532 UREE U.V. Méthode Cinétique Haute Linéarité UREA U.V. High Linearity Kinetic Method
K1701 VITAMIN D VITAMIN D
K1901 ZINC ZINC
Réactifs dédiés pour KENZA 240 et KENZA 450 TX/ISE / Dedicated reagents for KENZA 240 and KENZA 450 TX/ISE

K2501 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method
K4501 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method
K2002 ALBUMINE Méthode BCG ALBUMIN BCG Method
K2507 ALT / TGP (IFCC) ALT / GPT (IFCC)
K4507 ALT / TGP (IFCC) ALT / GPT (IFCC)
K2523 AMYLASE CNPG3 AMYLASE CNPG3
K4523 AMYLASE CNPG3 AMYLASE CNPG3
K2ASO ASLO Test Immunoturbidimétrique ASLO Turbidimetric Immunoassay
K4ASO ASLO Test Immunoturbidimétrique ASLO Turbidimetric Immunoassay
K2505 AST / TGO (IFCC) AST / GOT (IFCC)
K4505 AST / TGO (IFCC) AST / GOT (IFCC)
K2553 BILIRUBINE DIRECTE Méthode Acide Sulfanilique DIRECT BILIRUBIN Sulfanilic Acid Method
K4553 BILIRUBINE DIRECTE Méthode Acide Sulfanilique DIRECT BILIRUBIN Sulfanilic Acid Method
K2443 BILIRUBINE TOTALE Méthode Acide Sulfanilique TOTAL BILIRUBIN Sulfanilic Acid Method
K4443 BILIRUBINE TOTALE Méthode Acide Sulfanilique TOTAL BILIRUBIN Sulfanilic Acid Method
K2004 CALCIUM Méthode Arsenazo Il CALCIUM Arsenazo Il Method
K2005 CHLORURES Méthode Colorimétrique CHLORIDE Colorimetric Method
K2106 CHOLESTEROL CHOD-PAP CHOLESTEROL CHOD-PAP
K2206 CHOLESTEROL-HDL Méthode Directe HDL-CHOLESTEROL Direct Method
K4206 CHOLESTEROL-HDL Méthode Directe HDL-CHOLESTEROL Direct Method
K2416 CHOLESTEROL-LDL Méthode Directe LDL-CHOLESTEROL Direct Method
K4416 CHOLESTEROL-LDL Méthode Directe LDL-CHOLESTEROL Direct Method
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BIOLABO - Désignation des Dispositifs / Devices Designation

REF |DESIGNATION FR | DESIGNATION GB
Réactifs dédiés pour KENZA 240 et KENZA 450 TX/ISE / Dedicated reagents for KENZA 240 and KENZA 450 TX/ISE
K2207 CK-NAC IFCC CK-NAC IFCC
K4207 CK-NAC IFCC CK-NAC IFCC
K2107 CREATININE Méthode cinétique CREATININE Kinetic method
K2117 CREATININE Méthode Enzymatique CREATININE Enzymatic method
K4117 CREATININE Méthode Enzymatique CREATININE Enzymatic method
K250E CRP Test Immunoturbidimétrique CRP Turbidimetric Immunoassay
K2210 D-DIMER Test Immunoturbidimétrique D-DIMER Turbidimetric Inmunoassay
K4210 D-DIMER Test Immunoturbidimétrique D-DIMER Turbidimetric Inmunoassay
K2RF1 FACTEURS RHUMATOIDES (FR) Test Immunoturbidimétrique RHEUMATOID FACTOR (RF) Turbidimetric Immunoassay
KARF1 FACTEURS RHUMATOIDES (FR) Test Immunoturbidimétrique RHEUMATOID FACTOR (RF) Turbidimetric Immunoassay
K2108 FER Méthode directe (Féréne) IRON Direct Method (Ferene)
K4108 FER Méthode directe (Féréne) IRON Direct Method (Ferene)
K2508 FERRITIN FERRITIN
K4508 FERRITIN FERRITIN
K2110 GAMMA GT GPNA carboxylé GAMMA GT carboxy GPNA
K4110 GAMMA GT GPNA carboxylé GAMMA GT carboxy GPNA
K2209 GLUCOSE GOD-PAP GLUCOSE GOD-PAP
K2010 HbA1c Test Immunoturbidimétrique HbA1lc Turbidimetric Immunoassay
K4010 HbAlc Test Immunoturbidimétrique HbAlc Turbidimetric Imnmunoassay
K2217 Isoenzyme CK-MB Méthode d’'immunoinhibition CK-MB Isoenzyme Immunoinhibition Method
K4217 Isoenzyme CK-MB Méthode d’immunoinhibition CK-MB Isoenzyme Immunoinhibition Method
K2011 L.D.H. (LDH-P) Méthode DGKC L.D.H. (LDH-P) DGKC Method
K4011 L.D.H. (LDH-P) Méthode DGKC L.D.H. (LDH-P) DGKC Method
K2212 MAGNESIUM CALMAGITE MAGNESIUM CALMAGITE
K2214 PHOSPHATASE ALCALINE Méthode DEA ALKALINE PHOSPHATASE DEA Method
K4214 PHOSPHATASE ALCALINE Méthode DEA ALKALINE PHOSPHATASE DEA Method
K2015 PHOSPHORE Inorganique Méthode U.V. Inorganic PHOSPHORUS U.V. Method
K2084 POTASSIUM Enzymatique POTASSIUM Enzymatic
K2016 PROTEINES TOTALES Méthode Biuret TOTAL PROTEINS Biuret Method
K2017 PROTEINES U.S. Méthode Rouge de Pyrogallol U.S. PROTEIN Pyrogallol Red Method
K2085 SODIUM Enzymatique SODIUM Enzymatic
K2208 TRANSFERRIN TRANSFERRIN
K4208 TRANSFERRIN TRANSFERRIN
K2519 TRIGLYCERIDES Méthode GPO TRIGLYCERIDES GPO Method
K2532 UREE U.V. Méthode Cinétique Haute Linéarité UREA U.V. High Linearity Kinetic Method
K4532 UREE U.V. Méthode Cinétique Haute Linéarité UREA U.V. High Linearity Kinetic Method
K2701 VITAMIN D VITAMIN D
K4701 VITAMIN D VITAMIN D
K2901 ZINC ZINC
K4901 ZINC ZINC
Calibrants et contrbéles de biochimie / Biochemistry calibrators and controls

95010 EXATROL-N Taux 1 EXATROL-N Level 1
95110 EXATROL-N Taux 1 EXATROL-N Level 1
95011 EXATROL-P Taux 2 EXATROL-P Level 2
95111 EXATROL-P Taux 2 EXATROL-P Level 2
95015 MULTICALIBRATOR Calibrateur Multiparamétrique MULTICALIBRATOR Multiparametric calibrator
95115 MULTICALIBRATOR Calibrateur Multiparamétrique MULTICALIBRATOR Multiparametric calibrator
95801 Calibrant LIPASE LIPASE Calibrator
95406 CALIBRATEUR CHOLESTEROL-HDL HDL-CHOLESTEROL CALIBRATOR
95806 CALIBRATEUR CHOLESTEROL-LDL LDL-CHOLESTEROL CALIBRATOR
95506 CALIBRATEUR HDL LDL CK-MB HDL LDL CK-MB CALIBRATOR
95013 Controle Normal AMMONIAC ALCOOL BICARBONATE Normal Control AMMONIA ALCOHOL BICARBONATE
95023 Contrdle Pathologigue AMMONIAC ALCOOL BICARBONATE Pathological Control AMMONIA ALCOHOL BICARBONATE
95012 Contr6le urinaire Taux 1 et Taux 2 Urinary Control Level 1 and Level 2
95289 G6-PDH Controle Déficient (hémolysat humain lyophilisé) G6-PDH Deficient control (Lyophilised human hemolysed blood)
95089 G6-PDH Contrdle normal (hémolysat humain lyophilisé) G6-PDH Normal control (Lyophilised human hemolysed blood)
97599 G6-PDH Control Set G6-PDH Control Set
95315 KIT CALCULS URINAIRES Contrdles Positifs et Négatifs STONE ANALYSIS SET Positive and Negative Controls
95516 Sérum de contrdle HDL LDL CK-MB Lipides Taux 1 Control serum HDL LDL CK-MB Lipids Level 1
95526 Sérum de contréle HDL LDL CK-MB Lipides Taux 2 Control serum HDL LDL CK-MB Lipids Level 2
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BIOLABO - Désignation des Dispositifs / Devices Designation

REF |DESIGNATION FR | DESIGNATION GB
Réactifs d'hémostase / Haemostasis reagents
13560 BIO-CK TCA Kaolin BIO-CK APTT Kaolin
13570 BIO-CK TCA Kaolin BIO-CK APTT Kaolin
13450 BIO-FIBRI Dosage Chronométrique du Fibrinogéne BIO-FIBRI Chronometric determination of Fibrinogen
13451 BIO-FIBRI Dosage Chronométrique du Fibrinogéne BIO-FIBRI Chronometric determination of Fibrinogen
13660 BIO-SIL TCA Silice BIO-SIL APTT Silica
13670 BIO-SIL TCA Silice BIO-SIL APTT Silica
13702 BIO-TP LI (Low ISI) Taux de Prothrombine (TP) BIO-TP LI (Low ISI) Prothrombin Time (PT)
13704 BIO-TP LI (Low ISI) Taux de Prothrombine (TP) BIO-TP LI (Low ISI) Prothrombin Time (PT)
13712 BIO-TP LI (Low ISI) Taux de Prothrombine (TP) BIO-TP LI (Low ISI) Prothrombin Time (PT)
13880 BIO-TP Taux de Prothrombine (TP) BIO-TP Prothrombin Time (PT)
13885 BIO-TP Taux de Prothrombine (TP) BIO-TP Prothrombin Time (PT)
13881 BIO-TP Taux de Prothrombine (TP) BIO-TP Prothrombin Time (PT)
13980 BIO-TT Temps de Thrombine BIO-TT Thrombin Time
13565 CHLORURE DE CALCIUM 0,025M CALCIUM CHLORIDE 0.025M
13302 FACTOR Il Plasma Déficient FACTOR Il Deficient plasma
13309 FACTOR IX Plasma Déficient FACTOR IX Deficient plasma
13305 FACTOR V Plasma Déficient FACTOR V Deficient plasma
13307 FACTOR VIl Plasma Déficient FACTOR VIl Deficient plasma
13308 FACTOR VIII Plasma Déficient FACTOR VIII Deficient plasma
13310 FACTOR X Plasma Déficient FACTOR X Deficient plasma
13311 FACTOR Xl Plasma Déficient FACTOR XI Deficient plasma
13312 FACTOR XlII Plasma Déficient FACTOR XII Deficient plasma
13883 TAMPON OWREN KOLLER OWREN KOLLER BUFFER
Calibrants et contr6les d'hémostase / Haemostasis calibrators and controls

13965 TP-CALSET Set de Plasmas de Référence TP-CALSET Standard Set
13970 BIO-CAL Plasma de référence BIO-CAL Reference Plasma
13961 PLASMA CONTROLE Taux 1 CONTROL PLASMA Level 1
13962 PLASMA CONTROLE Taux 2 CONTROL PLASMA Level 2
13963 PLASMA CONTROLE Taux 3 CONTROL PLASMA Level 3
13210 D-DIMER Test Immunoturbidimétrique D-DIMER Turbidimetric Inmunoassay
13211 D-DIMER Control 1 D-DIMER Control 1
13212 D-DIMER Control 2 D-DIMER Control 2
13971 COATROL 1 Taux 1 COATROL 1 Level 1
13972 COATROL 2 Taux 2 COATROL 2 Level 2
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BIOLABO - Désignation des Dispositifs / Devices Designation

REF |DESIGNATION FR DESIGNATION GB
Réactifs calibrants et contrdles d'Immunoturbidimétrie / Turbidimetric Inmunoassay reagents, calibrators and controls
RFO50E Facteurs Rhumatoides (FR) Test Immunoturbidimétrique RHEUMATOID FACTOR (RF) Turbidimetric Immunoassay
RF520E Facteurs Rhumatoides (FR) Test Immunoturbidimétrique RHEUMATOID FACTOR (RF) Turbidimetric Immunoassay
RF CALSET51 |BIOLABO FR Kit de Calibration BIOLABO RF Standard Set
RF CALSH1 [BIOLABO FR Calibrant Super Haut BIOLABO RF Standard Super High
RF CONT1 BIOLABO FR Contréle BIOLABO RF Control
RF CONT5 BIOLABO FR Contrdle BIOLABO RF Control
CRPO50E CRP Test Immunoturbidimétrique CRP Turbidimetric Immunoassay
CRP620E CRP Test Immunoturbidimétrique CRP Turbidimetric Immunoassay
CRP CALSETS51 |BIOLABO CRP Kit de Calibration BIOLABO CRP Standard Set
CRP CALSH1 |BIOLABO CRP Calibrant Super Haut BIOLABO CRP Standard Super High
CRP CONTL1 |BIOLABO CRP Contrble Bas BIOLABO CRP Control Low
CRP CONTL5 |BIOLABO CRP Contréle Bas BIOLABO CRP Control Low
CRP CONTH1 |BIOLABO CRP Contrdle Haut BIOLABO CRP Control High
CRP CONTH5 |BIOLABO CRP Contrdle Haut BIOLABO CRP Control High
ASLOO050E ASLO Test Immunoturbidimétrique ASLO Turbidimetric Immunoassay
ASLO620E ASLO Test Immunoturbidimétrique ASLO Turbidimetric Inmunoassay
ASLO CALH1 |BIOLABO ASLO Calibrant Haut BIOLABO ASLO Standard High

ASLO CALSH1
ASLO CALSET41

BIOLABO ASLO Calibrant Super Haut
BIOLABO ASLO Kit de Calibration

BIOLABO ASLO Standard Super High
BIOLABO ASLO Standard Set

ASLO CONT1 [BIOLABO ASLO Controle BIOLABO ASLO Control
ASLO CONT5 [BIOLABO ASLO Controle BIOLABO ASLO Control
23010 MICROALBUMINE Test Immunoturbidimétrique MICROALBUMIN Turbidimetric Immunoassay
23011 MICROALBUMINE Test Immunoturbidimétrique MICROALBUMIN Turbidimetric Immunoassay
23012 MICROALBUMINE Calibrant Super Haut MICROALBUMIN Standard Super High
23013 MICROALBUMINE Kit de calibration MICROALBUMIN Standard Set
23014 MICROALBUMINE Contrdle MICROALBUMIN Control
22050 HbAlc ENZYM HbAlc ENZYM
22052 HbAlc ENZYM Kit de calibration HbAlc ENZYM Standard Set
22010 HbAlc Test Immunoturbidimétrique HbAlc Turbidimetric Imnmunoassay
22011 HbA1c Test Immunoturbidimétrique HbA1c Turbidimetric Immunoassay
22012 HbAlc Kit de calibration HbAlc Standard Set
22013 HbAlc Kit de contréle HbAlc Control Set
Tests sur lame / Slide tests

9905TH S. Typhi H (d.H) S. Typhi H (d.H)
9905TO S. Typhi O (9,12-0) S. Typhi O (9,12-0)
9905AH S. Paratyphi AH (a-H) S. Paratyphi AH (a-H)
9905A0 S. Paratyphi AO (1,2,12-O) S. Paratyphi AO (1,2,12-O)
9905BH S. Paratyphi BH (b-H) S. Paratyphi BH (b-H)
9905BO S. Paratyphi BO (1,4,5-O) S. Paratyphi BO (1,4,5-O)
9905CH S. Paratyphi CH (c-H) S. Paratyphi CH (c-H)
9905CO S. Paratyphi CO (6,7-O) S. Paratyphi CO (6,7-O)
9905BA Brucella abortus Brucella Abortus
9905PK Proteus OXK Proteus OXK
9905P19 Proteus OX19 Proteus OX19
9905P2 Proteus OX2 Proteus OX2
9905BM Brucella Melitensis Brucella Melitensis
9905RB Rose Bengal (B. Abortus) Rose Bengal (B. Abortus)
9901PC Contr6le Positif Polyvalent Positive Polyvalent Control
9901NC Controle Négatif Polyvalent Negative Polyvalent Control
99058 ANTIGENES FEBRILES Pour Tests de Widal Félix STAINED FEBRILE ANTIGENS For Widal Felix Tests
081050 ASLO-LATEX ASLO-LATEX
097100 CRP-LATEX CRP-LATEX
098100 FR-LATEX FR-LATEX
3800100 RPR-CHARBON RPR-CHARBON
3800150 RPR-CHARBON RPR-CHARBON
4500100 TPHA TPHA
4500200 TPHA TPHA
085100 HCG-LATEX HCG-LATEX
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BIOLABO - Désignation des Dispositifs / Devices Designation

REF |DESIGNATION FR | DESIGNATION GB
Analyseurs / Analysers

KENZA MAX |KENZA MAX BioChemisTry PHOTOMETRE KENZA MAX BioChemisTry PHOTOMETER

KENZA ONE |KENZA ONE - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE KENZA ONE - AUTOMATIC BIOCHEMISTRY ANALYSER

KENZA 240TX |KENZA 240TX - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE KENZA 240TX - AUTOMATIC BIOCHEMISTRY ANALYSER

KENZA 240ISE

KENZA 450TX

KENZA 450ISE

KENZA 120TX

KENZA 240ISE - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE
avec module ISE

KENZA 450TX - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE

KENZA 450ISE - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE

KENZA 120TX - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE

KENZA 240ISE - AUTOMATIC BIOCHEMISTRY ANALYSER with ISE
Module

KENZA 450TX - AUTOMATIC BIOCHEMISTRY ANALYSER

KENZA 450ISE - AUTOMATIC BIOCHEMISTRY ANALYSER

KENZA 120TX - AUTOMATIC BIOCHEMISTRY ANALYSER

BIOSOLEA 2 |BIO SOLEA 2 - COAGULOMETRE 2 CANAUX BIO SOLEA 2 - COAGULOMETER 2 CHANNELS
BIOSOLEA 4 |BIO SOLEA 4 - COAGULOMETRE 4 CANAUX BIO SOLEA 4 - COAGULOMETER 4 CHANNELS
SOLEA 100 SOLEA 100 - ANALYSEUR AUTOMATIQUE D'HEMOSTASE SOLEA 100 - FULL AUTOMATED COAGULATION ANALYSER
Consommables et solutions de nettoyage / Consumables and cleaning solutions
SCUP120 Serum Cup K120TX Serum Cup K120TX
C0O0080 SERUM CUPS SERUM CUPS
C04015 EXTRA Cleaning EXTRA Cleaning
C04020 IPO Cleaning IPO Cleaning
CO0058 SERUM CUPS K450 SERUM CUPS K450
K450CS Cleaning Solution K450 Cleaning Solution K450
RP240ISE Pack Réactifs - ISE Reagent Pack - ISE
G2058/A Cleaning Solution - ISE Cleaning Solution - ISE
5202 Electrode K - ISE Electrode K - ISE
5205 Electrode Li - ISE Electrode Li - ISE
5207 Electrode CI - ISE Electrode CI - ISE
5201 Electrode Na - ISE Electrode Na - ISE
5204 Electrode de référence Reference Electrode
S100CS CLEANING SOLUTION SOLEA 100 CLEANING SOLUTION SOLEA 100
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Certificate of Registration

AO Vector-Best

3, Pasechnaya str., Novosibirsk, 630117, Russian Federation

in recognition of the organization's Quality Management System which complies with

ISO 13485:2016

The scope of activities covered by this certificate is defined below

Design, Development, and Production of In Vitro Diagnostic Medical Devices

(ELISA, PCR)
~ certificate Number 209535/A/0003/UK/En 33,
H“mﬁmm the: mm\%@n hmﬁm\ﬁi"" R e T s s Enj refers to g chent

Date of Issue of Certification Issue

Cycle Nurnber Certificate Expiry Date Certification Cycle
| 050ctober2022 1 040ctober2025 1
Revision Date Rtsiom Original Certificate Issue Date Scheme Number
Number
~ 060ctober2022 1 050ctober2022 n/a

For detailed explanation for the data fields above, refer to http://www.urs-holdings.com/ logos-and-regulations

«

Issued by é_}; On behalf of the Schemes Manager

UKAS
MANAGEMENT
SYSTEMS

0043

1 theea is any doubl a8 1o the suthentichy of this certilicate, plesse do not hesitate o cantact the Head Office of the Group an InfofDurs-cesilication com.

RS Is @ memiber of United Registrar of Systems (Heldings) Lid, United House, 4 Hintan Road, Boumemouth, BHL 2EE, UK Company Registration no, 5258466 1



intertek

Total Quality. Assured.

CERTIFICATE

Certificate Number:

This is to certify that the management system of: 9362-8

Initial Certification Date:

Awareness Technology, Inc. March 26,2012

Date of Certification Decision:
Main Site: 1935 SW Martin Highway March 24, 2021

Palm City, Florida 34990 USA Issuing Date:

March 27, 2021
Additional site: 2325 SW Martin Highway, Palm City, Florida 34990 USA
Valid Until:

has been assessed by Intertek as conforming to the requirements of: March 27, 2024

501348525, (" SCC Accredited )

ISO 13485:2016 (fi\ﬁ) @

NS 24
. . . SRopcs®
The quality management system is applicable to: il L .
Intertek *
The design, development, manufacture, distribution, installation and
service of IVDD General Laboratory Instruments. \ﬂ: A "
L ]
Additional site: Manufacturing, Quality Control, Distribution, Shipping, Calin Moldovean
Installation and Service. President

Intertek Testing Services NA Ltd.,
1829, 32nd avenue, Lachine, QC, H8T 3J1,
Canada

e

Eor

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 m

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.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.

CT-ISO 13485_2016-SCC-EN-LT-P-12.dec.17



BOEN HEALTHCARE CO., LTD.

Certificate of Analysis

Report No.: GM03-BN23

Product Name Blood Lancet Specification 28G
Lot. No. 230401 Mfg. Date 2023-04
Exp. Date 2028-03 Order Quantity 20000pcs
Sampling Quantity 100pcs Inspection Date 2023.05.15
Inspection Standard Factory Standard Report Date 2023.05.15
Item Technical Requirement Result Conclusion
The lancet shall be clean, no foreign impurities. Comply Qualified
Appearance The lancet shall be no injection defects such as Compl Qualified
burr, fly edges, bubble, etc. Py
The needle should be smooth, no defects. Comply Qualified
Lancet
The needle is sharp. Comply Qualified
Firmness The needle is firmly connected with the base. Comply Qualified
Sterile The lancet shall be sterile. Comply Qualified
Conclusion

Inspector: Tom Li
Date: 2023.05.15




Certificate

S ®
TUVRheinland

Quality Management System

EN ISO 13485:2016

Registration No.:

Organization:

Scope:

SX 1614112-1

KABE-Labortechnik GmbH
Jagerhofstr. 17

51588 NUumbrecht
Germany

Design and development, production and distribution of in vitro diagnostic
devices and consumption materials for sample withdrawal, preparation and
storage as well as single-use medical devices

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:

((fDAk%(St :

Akkreditierungsstelle
D-ZM-14169-01-02

1092786-40
2021-10-25
2024-10-15
2021-10-25

i TOVRheintand
~—/'/ ) Dipl-Ing. F. Schwingen
Rheinland LGA Products GmbH
falle 2 - 90431 Nurnberg - Germany
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Cert|f| cate TUVRheinland

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1614112-1
Organization: KABE-Labortechnik GmbH
Jagerhofstr. 17
51588 NUmbrecht
Germany

The scope of certification also covers the following:

No. Facility Scope

/01 c/o KABE-Labortechnik GmbH Design and development, production and
Jagerhofstr. 17 distribution of in vitro diagnostic devices and
51588 Numbrecht consumption materials for sample
Germany withdrawal, preparation and storage as well

as single-use medical devices

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

Report No.: 1092786-40
Effective date: 2021-10-25
Expiry date: 2024-10-15
Issue date: 2021-10-25 A
Dipl.-Ing. F. Schwingen
7 ¥heinland LGA Products GmbH
(( DAKKS e 2 ' 90431 Nurnberg - Germany

( Deutsche
Akkreditierungsstelle
D-ZM-14168-01-02 2/2




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

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

Manufacturer: KABE LABORTECHNIK GmbH
Jéagerhofstr, 17
51588 Niimbrecht
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 I,
section 5 of the aforementioned directive. For placing on the market of class Ill devices covered by

Effective Date: 2020-10-07

Date: 2020-10-07

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

Wkt debE @ LW TUTW ens TUY 3 e egalersd bade varks. Lnhecn J01d aRpicatar resu 18s s apaeoval.




Iy ®
TUVRheinland

TUV Rheinland e
LGA Products GmbH
TillystraBe 2, 90431 Nurnberg

Attachment to

Certificate

Registration No.: HD 60150763 0001

Report No.: 21234760 013
Manufacturer: KABE LABORTECHNIK GmbH

Jagerhofstr. 17
51688 Nimbrecht
Deutschland

Products included:

- Cannulag for blood collection

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

- MBU Capillaries

Notified Body

Date: 2020-10-07 D‘f V y

. K. Kluge
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ZERTIFIKAT 4 CERTIFICATE

Management Service

CERTIFICATE

_ The Certification Body
of TUV SUD Management Service GmbH

certifies that

OSRAM Opto Semiconductors GmbH

Leibnizstral3e 4
93055 Regensburg
Germany

has established and applies
a Quality Management System for

Design and manufacturing of
opto semiconductor wafer,
opto electronic components and displays
(with Product Design as per Chapter 8.3).

An audit was performed and has furnished proof
that the requirements according to

IATF 16949
First Edition 2016-10-01

are fulfilled.
Issue date: 2021-08-10
Expiry date: 2024-08-09
Certificate Registration No.: 12 111 46091/05 TMS
IATF Certificate No.: 0416349
Part of the certificate is an appendix.

Q‘- A \()-e \-/L

Head of Certification Body
Munich, 2021-08-12

Page 1 of 2

TOV SUD Management Service GmbH e Zertifizierungsstelle  Ridlerstrasse 57 » 80339 Miinchen » Germany TUV®
www.tuev-sued.de/certificate-validity-check
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ZERTIFIKAT 4 CERTIFICATE

by

Management Service

Appendix of Certificate Registration No.:
12 111 46091/05 TMS
IATF Certificate No.: 0416349

OSRAM Opto Semiconductors GmbH

Leibnizstral3e 4
93055 Regensburg
Germany

The site is supported by the following remote locations:

Address Supporting functions

OSRAM Opto Semiconductors, Inc.
Kifer Road 1150

Sunnyvale, California, CA 94086 Customer service, Logistics

USA
OSRAM GmbH
Marcel-Breuer-Stralie 6 Policy making, Quality system management,
80807 Munchen Sales
Germany
Q‘- A \()-e \-/L
Head of Certification Body
Munich, 2021-08-12
Page 2 of 2
TOV SUD Management Service GmbH e Zertifizierungsstelle  Ridlerstrasse 57 » 80339 Miinchen » Germany TUV®

www.tuev-sued.de/certificate-validity-check
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MANAGEMENT SYSTEM
CERTIFICATE

CepTtudukar Ne: [aTa HavanbHoOW cepTudmKaumnm: [encTtBrTENEH:
59878-2009-AQ-MCW-FINAS 20 pekabps 2000 01 ceHTsI6ps 2021 — 31 aBrycra 2024

HacTtoswnm YOOCTOBEPAETCA, HTO CUCTEMA MEHEP)KMEHTa OopraHn3aunn:

AO «TEPMO ®ULLEP CAUEHTUDUK»

KybuHckas, 0.73, nutep A, kopnyc 1, CaHkT-lNetepbypr, Poccuinckaa ®egepaums, 196240

Obina Nnpn3HaHa COOTBGTCTByIOLLl,GVI CTaHOapTy:

ISO 9001:2015

HacTosawmn ceptudukat gencTeuTeneH ang cneayowlen obnacrum:

nPON3BOACTBO AO3ATOPOB NUMNETOYHbLIX U CNELUNAJIBHOIO
ANATHOCTUYECKOIO NMIACTUKA.

MecrTo u gara: OT BbINycKatoLLero ocguca:
Espoo, 18 nions 2021 DNV - Business Assurance
Keilaranta 1, 02150 Espoo, Finland

7 )
FINAS ) G
Finnish Accreditation Service ) p-\
5001 (EN ISO/IEC 17021-1)

Kimmo Haarala
MpepcTaBuTens pykoBOACTBa

HeBbinonHeHue ycnoeuid [loroBopa Ha cepTudmkaumio AenaeT AaHHbIi CepTudukat HedeNCcTBUTENbHBIM.
AxkpeauTtoBaHHbI oduc: DNV GL Business Assurance Finland Oy Ab, Keilaranta 1, 02150 Espoo, Finland - TEL: +358 10 292 4200. www.dnvgl.fi/assurance


http://www.dnvgl.fi/assurance
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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

ROLL S.r.l.

UNITA OPERATIVA / OPERATIVE UNIT

b 1) ¥at, Bra il

enntificuinn bocles, W

4265/5/B

Via Leonardo Da Vinci, 24A - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.
Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi
biologici. Stampaggio di materie termoplastiche ad iniezione per articoli medicali.

Design and production of Holders for vacuum sampling.
Design and production of diagnostic kits for blood and biological liquids
analysis. Injection moulding of thermoplastic materials for medical devices.

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

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

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

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
18/01/2007 18/01/2022 17/01/2025
e

Yo \R thff 5
il\ |

* Vincenzo Delacqua
Rappresentante Direzione / Management Representative

ICIM S.p.A.

Piazza Don Enrico Mapelli, 75 — 20099 Sesto San Giovanni (MI)
www.icim.it

FEDERAZIONE

ACCREDIA ¥
L'ENTE ITALIANO DI ACCREDITAMENTO - WA CIS CCOIm

CI5Q & |a Fecerazione Ttalizns di Orgaresm) o
SGQ N° 004 A Certificancns del sistemn| d gestione azerdalz,
LI5Q &5 the Jalns Federdliomof management
spatom Certficelion. Bodves

0860CM_03_IT


mailto:info@icim.it
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produzione articoli per laboratorio analisi
disposable labware

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato 111 della Direttiva 98/79/CEE "Dispositivi Medico-Diagnostici In Vitro” e s.m.i.
according to Annex HI of the Directive 98/79/EC on "In Vitro Diagnostic Medical Devices” as amended

fabbricante ROLL S.r.l.

manufacturer produzione articoli per laboratori analisi / disposable labware
indirizzo Via L. da Vinci, 24/A
R 35028 Piove di Sacco (PD) - Italia

posta elettronica

p— roll@tecnomeus.it

telefono fax
i ++39-049-9703144 i ++39-049-9719542

Produzione in plastica monouso di provette, tappi, puntali, tazzine e articoli per

strumentazione, contenitori, piastre di petri, pipette pasteur, camere di conteggio in

plastica (vetrini per sedimenti urinari) anse sterili, siringhe per dispensatori e provette con

tappo a doppia posizione, sonde di prelievo urine, contenitori con dispositive di preliavo
identificazione dei prodotti urine, KIT per urine (provette + contenitori o sonde)

product identification
Production of disposable plastic tubes, stoppers, tips, cups and products for instruments,
containers, petri dishes, Pasteur pipettes, plastic counting chambers (slides for urinary
sediments) sterile loaps, syringes far automatic dispensers and test tubes with two-position
closure cup, urine transfer straws, containers with urine device, urine KIT (test tubes +
containers or transfer straws).

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

Si dichiara
sotto la propria respansabilita che tutti i dispositivi sopraelencati rispettano le dispasizioni applicabili della Direttiva
98/79/CEE e s.m.i." Dispositivi Medico—Diagnostici In Vitro”.
Tutta la documentazione tecnica richiesta dall’Allegato III della succitata Direttiva e comprovante il rispetto dei Requisiti
Essenziali di cui all'Allegato I della Direttiva, € conservata a cura del Fabbricante

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

All the supporiting documents, as required by Annex II of the 98/79/EC Directive, in order to prove conformity to the
Essential Requirements as listed in Annex 1, are retained under the premises of the Manufacturer

luogo e data , .
nlica amddils Piove di Sacco, 27/10/2021
firma Assicuratore Qualita / Quality Manager
signature ~ GIOVANNI CHIARIN

Uleapart ot

ROLL s.r.l. - Via Leonardo da Vinci, 24/A - Z.|. Tognana - 35028 PIQVE DI SACCO (PD) Italy - e-mail : roll@tecnomeus.it
Tel, +39 049 9719511 - Fax +39 049 9719542 - Reg. Imp. Padova, Codice Fiscale e Partita VA 01526530280 - REA PD 167120 - Cap. Sac. Euro 50.000,00 iv.



®EAEPAABHASL CAVKBA IO HAA3OPY B COEPE 3APABOOXPAHEHMS
_ W COLIMAABHOTO PASBATUA ~

PETHCTPALUUOHHOE YAOCTOBEPEHHE
Ne ®CP 2009/05681

ot 15 cenTabps 2009 roxa Cpoxk neiicTBHS: He OrpaAHHYEH.

Hacrosmee yaocToBepeHHE BBIIAHO

3A0 "Tepmo ®umep CaiienTndux",
Pocens, 196240, Canxr-IlerepOypr, yi. Kyonnckas, 1.73, kopnyc 1, tut.A

H TIOATBEPIKAAET, YTO M3/E/IHE MEUIIMHCKOTO Ha3HAYCHUS
(u3nenue MeIUIUHCKON TEXHUKH)

Jlo3aTopsl NUNETOYHbIE, O/{HO- H MHOTOKaHa/IbHBIE, ''BidK"
no TY 9443-008-33189998-2009

TIpOHU3BO/ICTBA

3A0 "Tepmo ®umep CaiienTndux'',
Poccus, 196240, Canxr-IlerepOypr, yia. Kybunckas, 1.73, kopnyc 1, maT.A

KJIacC MOTEHIMANBHOIO pHCKa 2a OKII 94 4370

COOTBETCTBYIOLIECE KOMILIIEKTY perncmaunounoﬁ JOKYMEHTAIlHH

KPJI Ne 33014 o1 09.07.2009

npukasom Pocsnpasuanzopa ot 15 cenratps 2009 roga Ne 7252-T1p/09

03
P ooe D&y

HROCCUICKOM
Denepanuu ;

PyxoBoanTenas @enepaibHoil Ciyx0b1
no Haj3opy B cdepe 3ApaBoOXpaHEHHS
H COLHAJBbHOIr0 pa3sBHTHA

i S

osop P N2 08/6), ven. (495) 648 60468, 608 7617, 1 Macxeo, 2008 1,



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

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

Nome e indirizzo del fabbricante:

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

das Medizinprodukt: / Microscope Cover Glass
the medical device: /
le dispositif médical: /
il dispositivo medico:

der Klasse: / Common/Others IVD

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

di classe:

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

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

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

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

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

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

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

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

Suzhou, 201.05.26

Ort, Datum / Place, date /
Lieu, date / Luogo, data
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000 “MuHuMen”, 241520, Poccuiickas Pefepaumns, BpsAHcKasa obnacTe,
BpAHCKWI paioH, c. CynoHeBo, yn. WoccenHan, 17 A

Ten. (4832) 92-97-97, 92-24-52, -53, -55, -56, -57, -58, -60, -61, -62

@ MHorokaHanbHbIn Homep - 8-800-100-48-32

nocmasnwux nobopamopud WHH 3234007127 www.minimed.ru e-mail: info@minimed.ru

Perucrparnuonnoe yinocrosepenue No P3H 2016/4740 or 29.05.2017

IMacnopr
[Mocyna mepuas aGopaTopHast JUIsl KIHHHYeCKNX HeclefoBaHMi crerasanas mo TY 9464-013-52876351-2014

Hununopel mepHosie ¢ HOCUKOM HA CMEKIAHHOM OCHOBAHUU

1. Hasunavenne
IpenazHadeHnbl U1 OTMEPHBAHNA OMpe/ieIeHHOTo o0heMa HeleTYIHX HKUJIKoCTei.

2. OcHoBHbIE TEXHHYECKHE XapaKkTepHCTHKH

BMmecTuMocTn, Jonycruman Lena nenenns, Bricora ne Gogee,

Hammenpgume EM" l]Dl'pEl]tlHO{"l'l», CM“ li:l\l3 MM
Huanuap 1-10-2 10 + 0,2 0,2 140
Unomnanp 1-25-2 25 + 0,5 0.5 170
Hnanuap 1-50-2 50 +1,0 1.0 200
Huamuap 1-100-2 100 +1,0 1,0 260
Wpmmnnp 1-250-2 250 +2,0 2,0 335
Hwiamnap 1-500-2 500 +50 5,0 390
Huanmap 1-1000-2 1000 + 10,0 10,0 470
Huanuap 1-2000-2 2000 +20,0 20,0 570

1. Ilwmusapel marotoBiaeHsl o TY 9464-013-52876351-2014 B coOTBETCTBHH C TEXHHYECKHMH TPeOOBaHMAMH
['OCT 1770-74.

2. Hsrorornens u3 crekna XC1 no 'OCT 21400-75.
3. Hcnonnenue | — ¢ HOCHKOM, KJlace TOYHOCTH 2.
4. byxsa «H» B MapkipoBke, 0003HAYAET HAIMBHOMN, BEIMEPAEMBIL «110 HANOIHEHHION.

3. YnaxkoBbIBaHHe, TPAHCIIOPTHPOBAHHE H XPaHeHHe
YnakoBka u3ienuii obecniedMBaeT MX COXPaHHOCTH [IPH TpaHcopTHpoBKe. TpaHcHOpTHas ynakoBKa HMMeeT
naanuce: «OcTopokHO, cTekno». YcnoBua TpancnoprupoBanns musemuit - no 'OCT 15150-69 B kpriToMm Tpancnopre
moboro Buja. Yenosus xpanenus - o F'OCT 15150-69.

4. Tpebopanmusi Ge30mMacHOCTH
Ilpn sxcruryaTannu HeoOXoauMo coOII/ATh NpaBHia Ge30MacHOCTH NpH paboTe €O CTEKISHHBIMH W3JICAUAME.

H3menus He JI0IDKHBD NMOJABEPraTeCAa Pe3KkUM yilapaM B MpoIecce dKCniayaTalHn.

5. Ceejenus 00 yTHIH3AINH
HMzpenust He npejcTagiBsiEoT ONACHOCTH JUIL OKPYRAIOMEH cpejibl, sKU3HI W 310POBLS Jojleil 1oeie OKOHYaHMs
cpoka ciyxk0On1. opajok yrunmusannu usjenui onpenensercs [lorpeburenem.

6. TapanTHl H3roTOBHTEIA
Hzrortourens: Q00 «MunuMenllpom», 242600, Pocensi, bpsinckas o6nacts, 1. JlatekoBo, yiu. Jlenuna, . 182,

KopIL 5.
HsroroButenbh rapaHTHPYeT COOTBETCTBHE IMIMHJIPOB MEPHBIX € HOCHKOM HAa CTEKISHHOM OCHOBAHHH

TpeboBanusm  TY  9464-013-52876351-2014 u TI'OCT 1770-74 nppu  cobmojieHun  notpedMTEIeM  YCIOBHIA
TPaHCIIOPTHPOBAHMA, XPaHCHUA M IKcILIyaTaluu. I'apaHTHitHBIH cpoK SKkciLTyaraitnu — 12 Mecsner co JiHA BBOjJA B

IKCIIyaTarmio.
7. CBHETEILCTRO 0 NIPHEMKe
M3/ienus H3roToBICHHL B COOTBETCTBUM ¢ JIeHCTBYIOIIEH TeXHNUECKO JJIOKYMEHTAIlMeH U IPH3HAHB] TOAHBIMY JUls
IKCIITyaTallHH.

Hauansuuk OTK I'pysunnes C.A.
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