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CERTIFICATE N. 9120.TRR1
CERTIFICADO N.

WE HEREBY CERTIFY THAT THE QUALITY SYSTEM OPERATED BY
CERTIFICA QUE EL SISTEMA DE CALIDAD DE

TERRATS MEDICAL, S.L.

FERRERIA 62 - 08110 MONTCADA | REIXAC (BARCELONA) - SPAIN

OPERATIVE UNITS
INSTALACION DE

FERRERIA 62 - 08110 MONTCADA | REIXAC (BARCELONA) - SPAIN

1S IN COMPLIANCE WITH THE STANDARD
REUNE LOS REQUISITOS DE LA NORMA

iSO 9001:2008

FOR THE FOLLOWING ACTIVITIES
PARA LAS SIGUIENTES ACTIVIDADES

Disefio, fabricacion y comercializacion de productos sanitarios
e instrumental en implantologia clinica-dental y mecanizado de precision
Design, manufacturing and marketing of medical
devices and instruments in clinic-dental implantology precision machining

Refer to quality manual for details of applications to ISO 9001:2008 requirements
Rererido al manual de calidad para fa aplicacién de la norma /SO 8001:2008

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
2010-03-29 2013-04-04 2016-03-28

/M'

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO
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C1SQ is a member of

wnw.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 subsitiaries
all over the globe.

CISQ & la Federazione [taliana di
Organismi di Certificazione del
sisteml di gestione aziendale.

CISQ is the Italian Federation

of management system
Certification Bodies.

FEDERAZIONE"

cis@

g;ﬂ%ﬁ%‘,f;ﬁ The validity of the cartificate is submitted to annual audit and a reassessment of the entire Management Syslem with'n three years wvew.cisg.com
SGE K00\ La validez del cartificado ests sujela a auditorias anuales y a la recercentificacidn complela del Sistema de Gestion con una periocidad lrienal 3 5
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

|QNet and its partner
CIsQ/IMQ-CSQ
hereby certify that the organization

TERRATS MEDICAL, S.L.

FERRERIA 62 - 08110 MONTCADA | REIXAC (BARCELONA) - SPAIN
for the following field of activities

Design, manufacturing and marketing of medical
devices and instruments in clinic-dental implantology precision machining

Refer to quality manual for details of applications to ISO 9001:2008 requirements

has implemented and maintains a

Quality Management System
which fulfills the requirements of the following standard

1ISO 9001:2008

Issued on: 2013 - 04 - 04 Expiry date: 2016 - 03 - 28

Registration Number: 1T - 69060

Michael Drechsel Ing. Claudio Provetti
President of IONET President of CISQ

IQNet Partners™:
AENOR Spain AFNOR Certification France AIB-Vingotte International Belgium ANCE-SIGE Mexico APCER Portugal CCC Cyprus
CISQ Italy CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany DS Denmark
FCAV Brazil FONDONORMA JVenezuela ICONTEC Colombia IMNC Mexico INNORPI Tunisia
Inspecta Certification Finland IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway
NSAI lreland PCBC Poland Quality Austria Ausiria RR Russia ST Israel S1Q Slovenia SIRIM QAS International Malaysia
SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.
* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com



CISQ is a member of

MeD www.ignet-certification.com

5 - 1QNet, the association of the world’s first
www.img. it class certification bodies, is the largest
provider of management System

Certification in the world.

CERTIFICATE N. 9124.TRR2 e o 2
CER TIFICADO N all over the globe.

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

TERRATS MEDICAL, SL.

FERRERIA 62 - 08110 MONTCADA | REIXAC (BARCELONA) - SPAIN

OPERATIVE UNITS
INSTALACION DE

FERRERIA 62 - 08110 MONTCADA | REIXAC (BARCELONA) - SPAIN

IS IN COMPLIANCE WITH THE STANDARD
REUNE LOS REQUISITOS DE LA NORMA

ENISO 13485:2012

FOR THE FOLLOWING ACTIVITIES
PARA LAS SIGUIENTES ACTIVIDADES

Disefio, fabricaciéon y comercializacién de productos sanitarios
e instrumental en implantologia clinica-dental y mecanizado de precision
Design, manufacturing and marketing of medical
devices and instruments in clinic-dental implantology precision machining

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
2010-03-29 2013-04-04 2016-03-28

CISQ & la Federazione ltaliana di
Organismi di Certificazione dei
sistemi di gestione aziendale.

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO

CISQ is the Italian Federation
of management system
Certification Bodies.
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SGE NComEd La validez del centificado esté sujela a audiorias anuales y a la recercertificacion complela del Sisfema de Gesltidn con una periocidad trienal wvav.Cisg.com
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mod.687/2014-03/2.000/Med.

EC CERTIFICATE

Certificate No 1334/MDD
Full Quality Assurance System Approval Certificate

On the basis of our examination carried out according to Annex Il, excluding section 4, of the Directive
93/42/EEC and its revised version, we hereby certify that:

TERRATS MEDICAL, S.L.

08110 MONTCADA | REIXAC-Barcelona - POL.IND. LA FERRERIA, AVDA LA FERRERIA 62 (ESP)
Spain

manages in the factories of:

08110 MONTCADA | REIXAC-Barcelona - POL.IND. LA FERRERIA, AVDA LA FERRERIA 62 (ESP) -
Spain

a quality assurance system ensuring the conformity of the following products:

Clinical screws

Type ref. As to document "Listado de referencias rev. 10 dated 31-03-2015"; valid only if provided
with IMQ stamp.

Interfaces and abutments

Type ref. As to document "Listado de referencias rev. 10 dated 24-03-201 5"; valid only if provided
with IMQ stamp.

with the relevant essential requirements of the aforementioned directive (from design to final
inspection and testing) and it is subject to surveillance as specified in section 5 of Annex II.

Reference to IMQ files Nos: 10AK00056: 10AK00176; 10AL00121; 10AMO00019: 10EMO00065,
10AN00052; DM15E0390698-01.
This Aﬁrovéf Certificate is iéaledﬁby IM(_)_S.p.A. as Notified Bod?for' the Directive |
93/42/EEC and its revised version.
Notified Body notified to European Commission under number: 0051.

Do 2010-05-25 4 , L/( ‘ 3
Updated: 2015-05-22 e %
Substitution Date: 2013-08-01 IMQ

This Approval Certificate is subjected to the provisions laid down in the “Rules for managing the EC
Certification of Medical Devices on the basis of the Directive 93/42/EEC”,
‘In any case, it does not remain valid after 2020-05-21 (article 11, clause 11 of the Directive).

This is a translation of the Italian
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