Certificate GB98/12112

The management system of

Andersen Caledonia Limited

- o Caledonian House, Phoenix Crescent, Strathiclyde Business Park,
S| Lanarkshire, ML4 3NJ, UK

has been assessed and certified as meeting the requirements of
ISO 9001:2008
a2

For the following activities

Provision of environmental monitoring and microbiological testing to
SRl s healthcare and other industries including bioburden determination and
R e monitoring of controlled environments.
e A Ethylene oxide processing of medical devices to customer specified
requirements including, where appropriate, the applicable
requirements of 1SO 11135.

Cleanroom packing of medical devices.

Further clarificalions regarding the scope of this cerlificate and the applicability of
150 8001:2008 requirements may be oblained by consulting the organisation

This certificate is valid from 09 December 2011 untii 09 December 2014 and
remains valid subject to satisfactory surveillance audits.

Re certification audit due before 09 December 2014

Issue 16, Certified since 09 February 1998

Authorised by

£
3

SGS United Kingdom Lid Systems & Sevices Cerification
Rossmare Business Park Ellesmere Port Cheshire CH65 3EN UK
t +44 (01151 350-6666 f+44 (0)151 350-6600 www.sgs.com

55 9001-8 01 0311
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This gocument is isswad by the Company sublect to its General Conditions of
Cerfification Sendcas accessible at www.535.comvterms_and_condiions him.
Attention is drawn to the Imitations of liabity, indemnificaton &nd junsdictonal
issues established therein. The authenticlty of this document may be verified al
g Hwww. sgs.comicEertsicantified_dlisnts him. Any unauthorized alteration,
Toegary o falsification of the content or appaarance of this decument is Unlawhul
ard offenders may be proseculed 1o the fullest eatent of the law.

o

UKAS

MANAGEMENT

SYSTEMS

araphie deabyn arpklys rogar plend prencad By orsl] foocs peenriny peistlag ot it iand

005




Certificate GB99/15367

i e The management system of

Andersen Caledonia Limited

Caledonian House, Phoenix Crescent, Strathclyde Business Park,
Lanarkshire, ML4 3NJ, UK

. ISO 13485:2003
 ENISO13485:2003 / AC:2009

For the following activities

Provision of environmental monitoring and microbiological testing to
healthcare and other industries including bioburden determiffdtion and
monitoring of controlled environments.

Ethylene oxide processing of medical devices to customer specified
requirements including, where appropriate, the applicable
requirements of 1SO 11135,

Cleanroom packing of instrument kits and procedure packs.

This certificate is valid from 09 December 2011 until 0% December 2014 and
remains valid subject to satisfactory surveiilance audits.

Re certification audit due before 69 December 2014

lssue 15, Certified since 18 January 1899

Authorised by i

i e

% UKAS

3 MANAGEMENT

; SYSTEMS
R SGS United Kingdom Ltd Systems & Services Certification 005

Rossmore Business Park Ellesmere Port Cheshire CHES 3EN UK
t +44 (01151 350-6666 f-+44 (0)151 350-6600 www.sps.com

SGS5 13485-2 0911
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Thiz document is issued by the Company subject to its General Condiions of
Certification Sanvices accessible st www.sps.comienns_and. conditons.him.
Atterdion |5 drawn 10 the limitations of Babifity, indemnification and jurisdictional
issues established thevein. The authenbicity of this document may be verified at
hilpfveww sg3.comichientaicartfied clients him, Any unauthorized afteration,
forgery or falsification of the content or appearance of this docurent 15 unlawful
and offenders may be prosecited 1o the fullest extent of the faw.
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EC Certificate Production Quality Assurance System: Certificate
GB99/15368

The management system of

Andersen Caledonia Limited

Caledonian House, Phoenix Crescent, Strathclyde Business Park,
Lanarkshire, ML4 3NJ, UK

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex V

For the following products
Procedure packs and single-use surgical instruments,

For ptacing on the market of Class IIb or Class Il devices covered by this certificate, an EC Type
Examination Certificate according o Annex !l is required.

This certificate is valid from 09 December 2011 until 03 December 2016 and
remains valid subject to satisfactory surveillance audits.

Re certification audit due before 09 December 2014

issue 18. Certified since 18 January 1999

Cetification is based on reports numbered GBIPC (18642
Authorised by

£
3

SGS United Kingdom Ltd, Notified Body 0120
2028 Worle Parkway, Weston-super-Mare, BS22 6WA UK
1 +44 (011934 522017 444 (0)1024 522137 www.sqs.com

365 CE 13 0311
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