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CERTIFICATO N° 5055GQ04

CERTIFICATE N° 5055GQ04

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

é conforme alla norma
is in compliance with the standard

UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi 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.

Commercializzazione di dispositivi medici e diagnostici in vitro.
Commercializzazione di articoli da laboratorio
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in
natural orifice and in surgical field. Design and manufacturing of diagnostic medical devices for laboratories
of analysis. Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles.

Il presente Certificato & 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 applicable.

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 Italian language

L’AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

Dr. Ing. Roberto Cusoljto

Data di Prima Emissione Data di Prima Emissione ITALCERT Data di Modifica Data di Scadenza
First Issue Date First Issue Date ITALCERT Modified Date Expiration Date
1998-07-23 2011-10-30 2019-11-06 2020-10-29

Settore IAF 14 - 29 \ ACCREDIA ¥

SGQ N° 023A

Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
Signatory of EA, IAF and ILAC Mutual Recognition Agreements

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



(8) 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
Danehill, Lower Earley Email: info@lornelabs.com

o)
7 ees Sl R Berkshire RG6 4UT United Kingdom | www.lornelabs.com

4426
File No A12241;

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



(8) 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
Danehill, Lower Earley Email: info@lornelabs.com

o)
7 ees Sl R Berkshire RG6 4UT United Kingdom | www.lornelabs.com

4426
File No A12241;

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



(8) 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
Danehill, Lower Earley Email: info@lornelabs.com

o)
7 ees Sl R Berkshire RG6 4UT United Kingdom | www.lornelabs.com

4426
File No A12241;

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



Certificate ES16/20725

The management system of

DELTALAB GROUP
DELTALAB, S.L., KEYLAB, S.L.U,,
NIRCO, S.L., ENVASES FARMACEUTICOS, S.A.

Pol. Ind. La Llana
Plaza de la Verneda, 1
08191 Rubi, Barcelona

has been assessed and certified as meeting the requirements of

1ISO 9001:2015

For the following activities

Design, manufacture and sale of laboratory material for the collection, transport and
conservation of samples for microbiological, molecular biology, haematology,
biochemistry, histology, microscopy and colorimetric analysis, general labware,
containers and healthcare products. Manufacture and commercialization of
consumables for the laboratory. Commercialization and distribution of equipment for
the storage of prepared samples, cryogenic stored samples, syringes, general
labware and industrial packages. Commercialization and distribution of equipment
and instrumentation for the laboratory, diagnostic kits, healthcare products,
cosmetics and food for special medical purposes. Commercialization, distribution,
installation and technical service of equipment and instrumentation for the
laboratory.

This certificate is valid from

11 October 2019 until 11 October 2022,

Issue 4. Company certified since October 2010.
Certified with SGS since 11 October 2016.

This is a multisite certification. See following page(s).
Authorised by

Certification Management

SGS INTERNATIONAL CERTIFICATION SERVICES IBERICA, S.A.U.
ClTrespaderne, 29 28042 Madrid Espana
£3491 313 8115 f 3491 313 8102 www.sgs.com

Page 10f2

This document is issued by the Company subject to its General Conditions of Certification
Services accessible at www.sgs.comfterms_and_conditions.htm. Attention is drawn to the
limitations of liability, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at http:/www.sgs.com/en/certified-clients-
and-productsicertified-client-directory, Any unauthorized alteration, forgery or falsification
of the content or appearance of this document is unlawful and offenders may be

prosecuted to the fullest extent of the law.

CERTIFICACION
N® 05/C-8SC001
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Certificate ES16/20725

DELTALAB GROUP
DELTALAB, S.L., KEYLAB, S.L.U,,
NIRCO, S.L., ENVASES FARMACEUTICOS, S.A.

ISO 9001:2015

Issue 4

Sites where these activities are fotally or partially carried out

DELTALAB, S.L.
Pol. Ind. La Llana, Plaza de la Verneda, 1 - 08191 Rubi, Barcelona (Espaiia)

Design, manufacture and sale of laboratory material for the collection, transport and
conservation of samples for microbiological, molecular biology, haematology, biochemistry,
histology, microscopy and colorimetric analysis. Commercialization of equipment for the
storage of prepared samples, cryogenic stored samples, general labware and industrial
packages.

Commercialization of equipment and instrumentation for the laboratory, diagnostic kits,
healthcare products, cosmetics and food for special medical purposes.

: KEYLAB, S.L.U.
Pol. Ind: La Liana, Avda. de la Llana, 115-117 - 08191 Rubi -Barcelona (Espana)

Design, manufacture and sale of laboratory material for the collection, transport and
conservation of samples for microbiological, molecular biology, haematology, biochemistry,
histology, microscopy and colorimetric analysis. Commercialization of equipment for the
storage of prepared samples, cryogenic stored samples, general labware and industrial
packages.

Commercialization of equipment and instrumentation for the laboratory, diagnostic kits,
healthcare products, cosmetics and food for special medical purposes.

CERTIFICACION
N°  05/C-SC001

NIRCO, S.L.
Pol. Ind. Expansion, Puerto de Navafria, 12 - 28935 Méstoles -Madrid (Espana)
Pol. Ind. La Llana, Avda. de la Llana, 115-117 - 08191 Rubi -Barcelona (Espaiia)

Manufacture and commercialization of consumables for the laboratory.
Commercialization and distribution of diagnostic kits

Commercialization, distribution, installation and technical service of equipment and
instrumentation for the laboratory.

ENVASES FARMACEUTICOS, S.A.
Cl Paralela, 15 - 28860 Paracuellos de Jarama (Madrid)

Design, manufacture and commercialization of laboratory material for the collection,
transport and conservation of samples for analysis, laboratory material for general use,
containers and products for personal care

Commercialisation and distribution of laboratory material for general use, products and
equipment for personal care, syringes and cosmetic products.

Page 2 of 2




Certificate ES16/20725.01

DELTALAB, S.L.

Pol. Ind. La Llana
Plaza de la Verneda, 1
08191 Rubi, Barcelona

has been assessed as part of the management system of DELTALAB GROUP
certified organization as meeting the requirements of

1ISO 9001:2015

For the following activities

Design, manufacture and sale of laboratory material for the collection,
transport and conservation of samples for microbiological, molecular biology,
hematology, biochemistry, histology, microscopy and colorimetric analysis.
Commercialization of equipment for the storage of prepared samples,
cryogenic stored samples, general labware and industrial packages.
Commercialization of equipment and instrumentation for the laboratory,
diagnostic kits, healthcare products, cosmetics and food for

special medical purposes.

in / from the following sites
Pol. Ind. La Llana, Plaza de la Verneda, 1 - 08191 Rubi (Barcelona)

Valid from
11 QOctober 2019 until 11 October 2022.
Issue 1.

This document Is part of Certificate ES16/20725.
The validity of this document is subject to the certificate.

Authorized by

Certification Management

SGS INTERNATIONAL CERTIFICATION SERVICES IBERICA, S.A.U.
CiTrespaderne, 29. 28042 Madrid. Espaiia.
t 34913138115 f 34913138102 www.sgs.com

Page 1 of 1

CERTIFICACION
N° 05/C-SC001
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This document is issued by the Company subject to its General Conditions of Certification
Services accessible at www.sgs.com/fterms_and_conditions.htm. Aftention is drawn to the
limitations of liability, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at htip:/lwww.sgs.com/enfcertified-clients-
and-products/certified-client-directory. Any unauthorized alteration, forgery or falsification
of the content or appearance of this document is unlawful and offenders may be



CISQ is a member of
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THE \NTEHNATIUNAL CEF.TIFICA‘HUN NE’WUHK
www.ignet-certification.com

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

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

CERTIFICATO n. 4264/4
CERTIFICATE No.

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

GRUPPO VACUTEST KIMA

Sede / Head Office
Via delllndustria,12 — 35020 Arzergrande (PD) - ltalia
Unita Operative / Operative Units
MEUS S.r.l. - Via Leonardo da Vinci, 24B — 26 — 28 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
MEUS S.r.l. - Via dell'Industria, 2 - 16 — 35020 Arzergrande (PD) - Italia
ROLL S.R.L. - Via Leonardo Da Vinci, 24A — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
KIMA S.R.L. - Via Leonardo da Vinci, 22 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
VACUTEST KIMA S.r.l. - Via dell'Industria,12 — 35020 Arzergrande {(PD) — Italia
VACUTEST KIMA S.r.l. via L. Da vinci, 22 Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gesticne per la Qualita / Quality Management System
PER LE SEGUENTI ATTIVITA /| FOR THE FOLLOWING ACTIVITIES

EA: 14 - 29

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine.
Produzione di provette per microprelievi di sangue. Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.
Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi biologici. Progettazione e produzione di
terreni di coltura per microbiologia. Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico.
Commercializzazione di prodotti del Gruppe: kit diagnostici, terreni di coltura per microbiolegia, articoli in plastica per
laboratorio analisi, provette con vuoto predeterminato e aghi sterili. Progettazione e produzione di stampi per articoli in
plastica per laboratorio analisi. Stampaggio di materie termoplastiche ad iniezione per articoli medicali.

Design and production of test tubes with predetermined vacuum for collection of haematological samples, biological liquids
and urine samples. Production of test tubes for micro-collection of haematological samples. Design and production of
Holders for vacuum sampling. Design and production of diagnostic kits for blood and biological liquids analysis. Design and
production of culture media for microbiology. Design and production of sterile needles and devices for collection of
haematological samples. Trading of the products of the Group: diagnostic kits, culture media for microbiology, plastic
disposable labware, test tubes with predetermined vacuum and sterile needles. Design and production of moulds for plastic
labware. Injection moulding of thermoplastic materials for medical devices.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per ['applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.
Il presente certificato & soggetto al rispetto del documento CIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifica.
The use and the validity of this cerfificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and specific Scheme.
Per informazioni puntuall e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contatlare il n® telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please confact the number +39 02 725341 or email address info@icim.it.

Data emissione Emissione corrente Data di scadenza
First issue Current issue Explring date
18/01/2007 18/01/2019 17/01/2022
Un
IcIM S.p.A.
Piazza Don Enrico Mapellil 75 — 20098 Sesto San Giovanni (MI) FEDERAZIONE

CIsQ

ACCREDIA X

LENTE ITALIANO DI ACCREDITAMENTO

www.cisg.com

C15Q & la Federazione Italiana di Organismi di
Certiflcazione dei sistemi di gestione aziendale.
Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC CISQ is the Italian Federation of management
Signatory of EA, IAF and ILAC Mutual Recognition Agreements system Certification Bodies.

SGQ N° 004 A

0449CM_03_IT



CI3Q is a member of

THE INTERNATEDNALCERTtFICATIE;N NEFWD‘R?( )
www.ignet-certification.com

IQNet, the association of the worid’s first class
certification bodles, Is the fargest provider of management

System Certification in the world.
IQNet is composed of mare than 30 bodies and counts
over 150 subsidiaries afl over the globe.

CERTIFICATO n.
CERTIFICATE No.

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

GRUPPO VACUTEST KIMA

Sede ! Head Office
Via dellIndustria,12 — 35020 Arzergrande (PD) - ltalia
Unita Operative | Operative Units
MEUS S.r.l. - Via Leonardo da Vinci, 24B — 26 — 28 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
MEUS S.r.l. - Via dell'Industria, 2 - 16 — 35020 Arzergrande (PD) - Italia
ROLL S.R.L. - Via Leonardo Da Vinci, 24A — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
KIMA S.R.L. - Via Leonardo da Vinci, 22 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
VACUTEST KIMA S.r.l. - Via dellIndustria,12 — 35020 Arzergrande (PD) — Italia
VACUTEST KIMA S.r.l. via L. Da vinci, 22 Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia

4265/4

E CONFORME ALLA NORMA / IS iIN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System
PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 14 - 29

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine.
Produzione di provette per microprelievi di sangue. Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.
Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi biologici. Progettazione e produzione di
terreni di coltura per microbiologia. Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico.
Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per microbiolegia, articoli in plastica per
laboratorio analisi, provette con vuoto predeterminato e aghi sterili. Progettazione e produzione di stampi per articoli in
plastica per laboratorio analisi. Stampaggio di materie termoplastiche ad iniezione per articoli medicali.

Design and production of test tubes with predetermined vacuum for collection of haematological samples, biological liquids
and urine samples. Production of test tubes for micro-collection of haematological samples. Design and production of
Holders for vacuum sampling. Design and production of diagnostic kits for blood and biological liquids analysis. Design and
production of culture media for microbiology. Design and production of sterile needles and devices for collection of
haematological samples. Trading of the products of the Group: diagnostic kits, culture media for microbiology, plastic
disposable labware, test tubes with predetermined vacuum and sterile needles. Design and production of moulds for plastic
labware. Injection moulding of thermoplastic materials for medical devices.

Riferirs! alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilits del requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of appiication to reference standard requirements.

Per informazioni puntuali e aggiomate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di conlattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For fimely and updated information aboul 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 18/01/2019 17/01/2022
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ICIM S.p.A.
Piazza Don Enrico Mapelli, 75~ 20099 Sesto San Giovanni (MI)
wvw,icim. it

FEDERAZIONE

CiSQ

www.cisg.com

ACCREDIA X

LENTE ITALIANG DI ACCREDITAMENTO ~

SGQ N°004A CISQ & la Federazione Italiana di Organismi di
Certificazlone del sistemi di gestione azlendale.
Membro degli Accordi di Mutuo Riconoscimento EA, T1AF e ILAC CISQ is the Italian Federation of management

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

0860CM_02_IT



DNV-GL

MANAGEMENT SYSTEM
CERTIFICATE

Certificate No: Initial certification date: Valid:
59878-2009-AQ-MCW-FINAS 20 December 2000 21 June 2018 - 31 August 2021

This is to certify that the management system of

THERMO FISHER SCIENTIFIC, JCS

Kubinskaya 73, liter A, build.1, Saint-Petersburg, Russian Federation, 196240

has been found to conform to the Quality Management System standard:

ISO 9001:2015

This certificate is valid for the following scope:
MANUFACTURING OF LIQUID HANDLING PRODUCTS AND SPECIAL

DIAGNOSTIC PLASTICS.

For the issuing office:

DNV GL - Business Assurance
Trekhprudny per. 9 build. 2, office 406,
Moscow, Russian Federation

Place and date:
Moscow, 21 June 2018

S, Gyvoo bine

FINAS Serguei Groubine
Finnish Accreditation Service Management Representative
S001 (EN ISO/IEC 17021)

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV GL BUSINESS ASSURANCE FINLAND OY AB, Keilasatama 5, 02150 Espoo, Finland. TEL:+358 10 292 4200. assurance.dnvgl.com



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

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

wis  CEPTUDUKAT COOTBETCTBUSA

Perucrpanuonnsiii Homep Ne 04EAC1.CM.00813

O611ecTBO ¢ OrpaHHYEHHOM 0TBETCTBEHHOCThI0 «MuuuMen»

(HAHMEHOBAHNE MHLA)

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

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

(dbaxruyeckuii agpec nuua)

HWHH: 3234007127 OI'PH: 1023202138332

HACTOSIIAN CEPTU®UKAT YIOCTOBEPSIET COOTBETCTBHE

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

Jara perucrpamnn: 19-03-2019

Cpox nefictus no: 18-03-2022

PyKOBOIHTENE OPrana e

10 cepTHHUKANHH:

B_. H. loronnu

(noanHes)

%“Zzé// E. JI. Kyp6atosa

(moanucs)

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




GOST R CER;I‘IFICATION SYSTEM
FEDERAL AGENCY FOR TECHNIQUE REGULATION AND
' TROLOGY

VOLUNTARY CERTIFICATION SYSTEM
"SMK-STANDARD"
Reg. No. POCC RU.31060.047K7KFO0

Certification authority:
G No. SMK STANDART.RU.0005
INTERNATIONAL CERTIFICATION CENTER Limited Liability Company
Address: 138, Naberezhnaya Obvodnogo Canala, block 1, office 421, St. Petersburg, 190020
phone: +7 (812) 438-76-71 standart@iso-smk.ru
Check the authenticity of the certificate in the register on the website http://www.iso-smk.

CERTIFICATE OF CONFORMITY
© /" No.ST.RU.0001.M0013380

This Certificate of Confogmity is issued o

Agat Med, Ltd. /
\ | Address: 6, Glavnaya st., Moscow, 105173, Russia
TRN 7719187311 OGRN 1037739073970
Date of issue: 26.01.2018 Period of validity: 26.01.2021

This certificate certifies that:

Medical devices. Quality management system. System requirements for regulatory purposes in relation to m«
in accordance with Annex 1 to this certificate

(the attachment is an integral part of the certificate)

CORRESPONDS TO THE REQUIREMENTS OF GOST ISO 13485-2011 (EN ISO 13485:20

1
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