Certificate GB03/59951

- The management system of

Randox Laboratories Ltd

Ardmore, Diamond Road, Crumlin,
_CO A_ntr_im. BT29 4Q_Y, UK

has been asse_ssed él_zd _c(:erliﬁed as meet}hg the redu_irements of
ISO 13485:2003

= Forthefoilowing activities
The scope of regsstrat;on appears on page 2 of th:s certnf:cate.

This certificate is valid from 29 March 2010 until 18 August 2012 and
remains valid subject 1o satisfactory surveillance audits.

Re certification audit due before 06 August 2012

' lssue 7 Cefafsed ssnce 18 August 2003

T Thts is. a muEtl-szte cemf cation.
Additional s;te detat!s are ilsted on the subseqﬁent page.

- Authorised by

SGS Umted Klngdom Ltd Syszems & Servloes Cemﬁcatmrz
Rossmore Business Park - Eflesmere Pord Cheshire CHB5 3EN .UK

t+44 (0}151 350 6666 1*44 (0)151 350-6600 W, sgs com
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Certificate GB03/59951, continued

Randox La bdraftio'_ri_ies. Ltd

1ISO 13485:2003

Issue 7

Detailed scope

The design/development, manufacture, service and distribution of in-
vitro diagnostic medical devices, in-vitro daagnost;c test kits, in-vitro
diagnostic reagents and m-vntro diagnostic anaiysers used in
diagnosis and management of cancer, dlagnosxs of immune status,
disease status and autoimmune status, and the |dent|f|cat|on of drugs
of abuse, cardiac markers, pr_gte_m_m_e_tabo_hsm,_endqcnne_c_lr_sorders,
blood analytes, blood components, blood gases, coagulation,
transmissible agents, sexually transmissibie agents, fertility and for
immunological typing and therapeutic drug monitoring.

o -.'Addmonai facilites

34 Dlamond Road Crumlm Co Antr;m, BT29 4QY UK

36 Largy Road Cfumlm Co Antnm, BT29 4RN UK
44 Largy Road Crumlm Co Antr:m BT29 4RN UK
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