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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

IQNet and its partner

CISQ/CERTIQUALITY S.r.l.
hereby certify that the organization

ASTRA S.R.L.

| -20123 MILANO (MI) - VIA CIRO MENOTTI, 1/A
has implemented and maintains a

Quality Management System

which fulfills the requirements of the following standard

ISO 13485:2003

for the following activities Code EA 12
Development, manufacturing, sale and after-sale servicing of
in vitro diagnostic medical devices for clinical analysis laboratories.

in the following operative units
| -20129 MILANO (MI) - VIA CIRO MENOTTI, 1/A
| -10010 LESSOLO (TO) - VIA MIGLIORE, 24

Issued on: 2009-04-07
Certified since: 2006-04-12
Expire on: 2012-04-06

Registration Number. 1T-41226

NTERNAT AL CERTIFGATIGN FETWORW,

-TaNet — (U o cIso =

Rene Wasmer Gianrenzo Prati

President of IONET President of CISQ
IQNet partners*:
AENOR Spain  AFAQ AFNOR France AIB-Vingotte International Belgium ANCE Mexico APCER Portugal CISQ ltaly CQC China
CQM China CQS Czech Republic Cro Cert Croatia DQS Germany DS Denmark ELOT Greece FCAV Brazil -

FONDONORMA Venezuela HKQAA Hong Kong China ICONTEC Colombia IMNC Mexico Inspecta Certification Finland
TRAM Argentina JQA Japan KFQ Korea MSZT Hungary Nemko AS Norway NSAI Ireland PCBC Poland QMI Canada

Quality Austria Austria RR Russia SAI Global Australia SII Israel SIQ Slovenia SIRIM QAS International Malaysia

SQS Switzerland SRAC Romania TEST St Petersburg Russia  YUQS Serbia
IQNet is represented in the USA by: AFAQ AFNOR, AIB-Vingotte International, CISQ, DQS, NSAIT Inc., QMI and SAI Global
*The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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CERTIFICATO n.
CERTIFICATE No 1 0869

S| CERTIFICA CHE L'ORGANIZZAZIONE
WE HEREBY CERTIFY THAT THE ORGANIZATION

ASTRA S.R.L.

[ -20123 MILANO (MI) - VIA CIRO MENOTTI, 1/A

NELLE SEGUENTI UNITA' OPERATIVE / IN THE FOLLOWING OPERATIVE UNITS

1 -20129 MILANO (MI) - VIA CIRO MENOTTI, 1/A
|- 10010 LESSOLO (TO) - VIA MIGLIORE, 24

HA ATTUATO E MANTIENE UN SISTEMA DI GESTIONE QUALITA' CHE E' CONFORME ALLA NORMA
HAS IMPLEMENTED AND MAINTAINS A QUALITY MANAGEMENT SYSTEM WHICH COMPLIES WITH THE FOLLOWING STANDARD

UNI EN ISO 13485:2004

- SETTCORE
PER LE SEGUENTI ATTIVITA'/ FOR THE FOLLOWING ACTIVITIES CODE EA 1 2

Progettazione, produzione, vendita e assistenza post-vendita di
dispositivi medici diagnostici in vitro per laboratori di analisi cliniche.
Development, manufacturing, sale and after-sale servicing of
in vitro diagnostic medical devices for clinical analysis laboratories.

Certificazione rilasciata in conformita al Regolamento Tecnico SINCERT RT 20

RIFERIRS| AL MANUALE DI GESTIONE QUALITA' PER L'APPLICABILITA’ DEI REQUISITI DELLA NORMA
REFER TO MANAGEMENT SYSTEM MANUAL FOR DETAILS OF APPLICATION TO STANDARD REQUIREMENTS

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL REGOLAMENTO PER LA CERTIFICAZIONE DE! SISTEMI DI GESTIONE
THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE REQUIREMENTS OF THE RULES FOR THE CERTIFICATION OF MANAGEMENT SYSTEMS.
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