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THE INTERNATIONAL CERTIFICATION NETWORK
www.ignet-certification.com

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

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

www.imq.it

CERTIFICATE N. 9124.LCH2
CERTIFICADO N.

WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY
CERTIFICAMOS QUE EL SISTEMA DE GESTION DE

LINEAR CHEMICALS, S.L.U.
C/JOAQUIM COSTA 18 2° PLANTA - 08390 MONTGAT (BARCELONA) - SPAIN

OPERATIVE UNITS / INSTALACION DE

|_ il\lEAR 1994

since

C/JOAQUIM COSTA 18 2° PLANTA - 08390 MONTGAT (BARCELONA) - SPAIN

IS IN COMPLIANGE WITH THE STANDARD / REUNE LOS REQUISITOS DE LA NORMA
ISO 13485:2016

FOR THE FOLLOWING ACTIVITIES / PARA LAS SIGUIENTES ACT/VIDADEé

Design, development, manufacturing and trading of medical devices for in vitro diagnosis. Import and distribution
of sterile set of infusion and syringe. Design, development, manufacturing, technical assistance and trading of
medical devices for in vitro diagnosis.

Disefio, desarrollo, fabricacién y comercializacion de producto sanitario para diagnostico in vitro. Importacion y
distribucion de equipos estériles de infusion y jeringas. Diseiio, desarrollo, fabricacion, asistencia técnica y
comercializacion de productos sanitarios para diagnéstico in vitro.

Conception, développement, fabrication et commercialisation de dispositifs médicaux de diagnostic in vitro.
Importation et distribution du ensemble de perfusion et seringues stérile. Conception, développement, fabrication,
assistance technique et commercialisation de dispositifs médicaux de diagnostic in vitro.

Design, desenvolvimento, fabricag&o e comercializagéo de dispositivos médicos para diagnéstico in vitro.
Importagéo e distribuigio de conjunto estéril de infusdo e seringa. Design, desenvolvimento, fabricacgéo,
assisténcia técnica e comercializacéo de dispositivos médicos para diagnéstico in vitro.

Further clarifications regarding the applicability of ISO 13485:2016 requirements may be obtained by consulting the organization
Cualquier aclaracién adicional relativa a la aplicacién de la norma ISO 13485:2016, puede obtenerse consultando a la organizacion

THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS
EL PRESENTE CERTIFICADO ESTA SUJETO AL RESPETO DEL REGLAMENTO
PARA LA CERTIFICACION DE LOS SISTEMAS DE GESTION

DATES: FIRST CERTIFICATION CURRENT ISSUE EXPIRY
PRIMERA CERTIFICACION EMISION ACTUAL VALIDO HASTA
2010-06-04 2022-09-01 2025-06-03
FEDERAZIONE
—
IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITA
Management Systems Division - Flavio Ornago
ACCREDIA X

www.cisg.com

Organismo di Certificazione Federato CISQ
www.imq.it

CISQ é la Federazione Italiana di Organismi di
Certificazione dei sistemi di gestione aziendale.

SGQ N° 005 A

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

Mutual Recognition Agreements

The validity of the certificate is submitted to annual audit and a reassessment

of the entire management System within three years

La validez del certificado estd sujeta a auditorias anuales y a la recercertificacién
completa del Sistema de Gestion con una periocidad trienal

CISQ is the Italian Federation of management
system Certification Bodies.
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(Certificate of GMP)

B H44Y/371HE (Company name of Applicant / License No.)

FA 3| AL oflo|EmT|Z/H e M 4736 &
ADMEDICAL Co., Ltd.

B 4 AA K| (Company address of Applicant)

A& Al =X Z 150 , olo|ElZ 28 ZE 825%
#G-825, |ITECO, 150, Jojeongdae-ro, Hanam-Si, Gyeonggi-do, Republic of Korea

W A=2Y (Name of Manufacturer)

H = Xl : Linear Chemicals SLU

W A= AXX| (Address of Manufacturer)

HM = X 2A, 3% Joaguim Costa, 18, 2 planta, 08390 Montgat, SPAIN

B 5 (Category)

22 & X ( See attached list)

He|xete|RI(7] XM= R SHHE 7= =HprgrE ldEct.
(We hereby certify that the above manufacturer complies with Korea Good Manufacturing
Practices of In-Vitro Diagnostic Devices for the product group |listed above)

whey 2 XH(Date of Issue) 1 2022. 10. 07
F&7|1ZKDate of Expiration) : 2025. 10. 06
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