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BACKGROUND AND NOTES FOR GUIDANCE

A programme of inspections of GMP Compliance monitoring for UK contract GMP Quality Control
Testing Laboratories has been in place since 2005. These laboratories perform quality control testing
for products that are manufactured in accordance with EU GMP and as a result are inspected against
EU GMP as they apply to a contract laboratory.

Contract laboratories do not hold their own licence, but are named by manufacturing and product
licence holders as a contract laboratory performing quality control testing on their behalf. It is
acknowledged that there are a number of manufacturing licence and manufacturing authorisation
holders that also offer contract quality control testing to GMP; these sites are not captured within this
list.

The inspection cycle for UK contract GMP Laboratories is within a 3 year period. All laboratories
listed within this document have been issued with a GMP certificate.

An inspection of a contract laboratory will usually be conducted when the laboratory is undertaking the
following testing of either a marketed or investigational medicinal product:

Microbiological testing which includes non-sterility testing and sterility testing of either raw materials or
finished products.

Chemical/physical analysis and stability studies (finished products only).

Microbiological testing of manufacturing areas, i.e. Environmental Monitoring.

LABORATORY ACTIVITIES INCLUDE:

Microbiological: Non-sterility testing

Includes but is not necessarily limited to the following tests: total viable count, absence of pathogens,
environmental monitoring, microbial identifications, microbial bioassays, incubation or certification of

biological indicators, LAL endotoxin testing.

Microbiological: Sterility testing
Which only applies to the sterility testing of finished sterile products.

Biological testing

Chemical/physical analysis
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Contract Laboratories that have been inspected against EU GMP between June

2009 and March 2012.

Almac Sciences Limited
Elvingston Science Centre
Elvingston

Tranent

EH33 1EH

Scope of work:
Chemical/Physical

Sentinel Reference Number: 31890/877913

Andersen Caledonia Limited
Caledonia House

Phoenix Crescent
Strathclyde Business Park
Bellshill

ML4 3NJ

Scope of work:
Microbiology: non-sterility

Sentinel Reference Number: 22500/1125023

Associates of Cape Cod International
Deacon Park

Moorgate Road

Knowsley

Liverpool

L33 7RX

Scope of work:
Microbiology: non-sterility

Sentinel Reference Number: 22775/31008
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Date of Inspection

11 December 2011
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2 February 2012




Astron Research Ltd. 24 January 2012
2nd and 3rd

Floor Sage House

319 Pinner Road

North Harrow

HA1 4HF

Scope of work:
Chemical/Physical
Microbiology: sterility
Microbiology: non-sterility

Sentinel Reference Number: 62872/89567

BioOutsource Ltd. 7 April 2010
Units 1 -4 Technology Terrace

Todd Campus

West of Scotland Science Park

Glasgow

G20 0XA

Scope of work:
Biological
Chemical/Physical

Sentinel Reference Number: 32917/448600

BioReliance (Pentland) Pentlands Science Park 26 March 2012
Bush Loan

Penicuik

EH26 0PZ

Scope of work:

Biological

Sentinel Reference Number: 22774/2062763

Broughton Laboratories Ltd. 25 January 2011
Coleby House

The Water Mill Park

Broughton Hall

Skipton

BD23 3AG

Scope of work:
Chemical/Physical

Sentinel Reference Number: 29769/303305
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Butterworth Laboratories Ltd.
54-56 Waldegrave Road
Teddington

TW11 8NY

Scope of work:
Chemical/Physical

Sentinel Reference Number: 14849/5712

CEM Analytical Services Ltd.
Glendale Park

Fernbank Road

North Ascot

Berkshire

SL5 8JB

Scope of work:
Chemical/Physical

Sentinel Reference Number: 16699/8405

Charles River Laboratories Ltd.
Elphinstone Research Centre
Tranent

East Lothian

EH33 2NE

Scope of work:
Biological

Sentinel Reference Number: 24616/25448

Covance Laboratories Limited

(Chemistry Manufacturing Controls Pharmaceutical
Development Services)

Otley Road

Harrogate

North Yorkshire

HG3 1PY

Scope of work:
Chemical/Physical

Sentinel Reference Number: 15967/7364
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Covance Laboratories Limited

(Department of Metabolism and Environmental
Sciences)

Otley Road

Harrogate

North Yorkshire

HG3 1PY

Scope of work:
Chemical/Physical

Sentinel Reference Number: 15967/87401

Dexcel Pharma Laboratories Ltd.
Ashacres House

Ashacres Business Park
Draycott in the Clay

Ashbourne

Derbyshire

DEG6 5GX

Scope of work:
Chemical/Physical

Sentinel Reference Number: 31623/370106

EA - Microbiology Limited (Trading as Edwards
Analytical

Unit 7 &14

Evans Business Park

Durham Way South

Aycliffe Business Park

Co. DurhamDL5 6ZF

Scope of work:

Chemical/Physical (for raw materials and packaging
components only)

Microbiology: non-sterility

Sentinel Reference Number: 40591/4978080
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Eastgate Laboratory Services Ltd.
Queen Street Place

Louth

Lincolnshire

LN11 9BD

Scope of work:
Chemical/Physical

Sentinel Reference Number: 27649/116546

Eclipse Scientific Group

2 Bartholomews Walk
Cambridgeshire Business Park
Ely

CB7 4ZE

Scope of work:
Chemical/Physical
Microbiology: sterility
Microbiology: non-sterility

Sentinel Reference Number: 15936/92250

Environmental Scientifics Group Limited
Bretby Business Park

Ashby Road

Burton upon Trent

DE15 0YZ

Scope of work:
Chemical/Physical

Sentinel Reference Number: 36708/1684727

Exova (UK) Limited
Lochend Industrial Estate
Newbridge

Mid Lothian

EH28 8PL

Scope of work:
Chemical/Physical
Microbiology: sterility
Microbiology: non-sterility

Sentinel Reference Number: 16441/28874

27 April 2011

24 September 2010

12 April 2011

14 June 2011
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FDAS

Biocity Nottingham
Pennyfoot Street
Nottingham

NG1 1GF

Scope of work:
Chemical/Physical
Microbiology: sterility
Microbiology: non-sterility

Sentinel Reference Number: 62716/89536

Gen-Probe Life Sciences Ltd
(Tepnel Pharmaceutical Services)
Appleton Place

Appleton Parkway

Livingston

West Lothian

EH54 7TEZ

Scope of work:
Chemical/Physical
Microbiology: sterility
Microbiological: non-sterility

Sentinel Reference Number: 29716/388368

Harlan Laboratories Ltd.
Shardlow Business Park
London Road

Shardlow

Derbyshire

DE72 2GD

Scope of work:
Biological

Sentinel Reference Number: 14022/4571

12 October 2009

11 November 2009

20 July 2010
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Helvic Laboratories Limited 7 April 2011
Unit E4

Trentham Business Quarter

Trentham Lakes South

Stoke on Trent

Staffordshire

ST4 8GB

Scope of work:
Microbiology: sterility
Microbiology: non-sterility

Sentinel Reference Number: 39630/2968688

Herd Mundy Richardson Ltd. 5 January 2011
Oak House

Bredbury Parkway

Ashton Road

Bredbury

Stockport

SK6 20N

Scope of work:
Chemical/Physical
Microbiology: sterility
Microbiology: non-sterility

Sentinel Reference Number: 14083/4655

Honeyman Group Ltd. 15 July 2010
Harmire Enterprise Park

Barnard Castle

County Durham

DL12 8BN

Scope of work:
Chemical/Physical
Microbiology: non-sterility

Sentinel Reference Number: 22563/30429
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ILS Ltd.Shardlow Business Park
London Road

Shardlow

DE72 2GD

Scope of work:
Chemical/Physical
Microbiology: sterility
Microbiology: non-sterility

Sentinel Reference Number: 8596/89192

Intertek ASG
PO Box 42
Hexagon House
Blackley
Manchester

M9 87S

Scope of work:
Chemical/Physical

Sentinel Reference Number: 31047/343945

J C Analytical

Unit A, Florence Road Industrial Estate
Kelly Bray

Callington

Cornwall

PL17 8EX

Scope of work:
Chemical/Physical
Microbiology: non-sterility

Sentinel Reference Number: 22572/93666

Keane Analytical Ltd.
Vallum Farm

East Wallhouses
Military Road
Newcastle-upon-Tyne
NE18 OLL

Scope of work:
Chemical/Physical

Sentinel Reference Number: 22578/30444
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26 January 2011

1 September 2010




Kennet Bioservices Ltd. 4 August 2010
6 Kingsdown Orchard

Hyde Road

Swindon

Wiltshire

SN2 7RR

Scope of work:
Chemical/Physical
Microbiology: non-sterility

Sentinel Reference Number: 15259/561958

MedPharm Ltd. 5 January 2011
Unit 3 Chancellor Court

50 Occam Road

Surrey Research Park

Guildford

GU2 7YN

Scope of work:
Chemical/Physical
Microbiological: non-sterility

Sentinel Reference Number: 25076/331469

MGS Laboratories 17 May 2010
Unit 14 Newlands Drive

Poyle 14 Horton Road

Poyle

Berks

SL2 0DX

Scope of work:
Microbiology: non-sterility

Sentinel Reference Number: 20517/1643735
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Microbiological Consultant Services Ltd. 8 December 2011
Units 8 & 9

Rockmill Business Park

The Dale, Stoney Middleton

South Yorkshire

S32 ATF

Scope of work:
Microbiology: non-sterility

Sentinel Reference Number: 17071/1061254

Microbiological Validation Services Ltd. 6 January 2012
Unit 5C

Aven Industrial Park

Tidehill Road

Maltby

S66 7QR

Scope of work:
Microbiology: non-sterility

Sentinel Reference Number: 25958/107845

Millipore BioPharma Services 20 December 2011
91 Milton Park

Abingdon

Oxon

0X14 4RY

Scope of work:
Biological

Sentinel Reference Number: 36915/1822978

Minerva Scientific Ltd. 13 October 2011
Minerva House

Unit 2 Stoney Gate Road

Spondon

Derby

DE21 7RY

Scope of work:
Chemical/Physical

Sentinel Reference Number: 19575/3773410
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Minton, Treharne & Davies
Unit 5

Liwyn-Yr-Eos

Parc Menter

Cross Hands

Llanelli

Carmarthenshire

SA14 6RA

Scope of work:
Chemical/Physical
Microbiology: non-sterility

Sentinel Reference Number: 22708/2806365

Mlynefield Research Services Limtied
Mlynefield Lipid Analysis

Errol Road

Invergowrie

Dundee

DD2 5DA

Scope of work:
Chemical/Physical

Sentinel Reference Number: 34058/626148

Moredun Scientific Ltd
Pentlands Science Park
Bush Loan

Penicuik

EH26 0PZ

Scope of work:
Microbiology: sterility
Microbiology: non-sterility
Biological

Sentinel Reference Number: 16776/8489

24 March 2011

24 November 2011

14 December 2010
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NDA Analytics 9 March 2011
Woolley Road

Alconbury

Cambridgeshire

PE28 4HS

Scope of work:
Chemical/Physical
Microbiology: non-sterility
Biological

Sentinel Reference Number: 2915/36834

Northumbrian Water Scientific Services 30 September 2011
Horsley Laboratory

Horsley

Newcastle-upon-Tyne

NE15 OPE

Scope of work:
Chemical/Physical
Microbiology: non-sterility

Sentinel Reference Number: 37315/2095856

Panspermia Microbiology 4 June 2009
Unit A1

Mildmay Industrial Estate

Foundry Lane

Burnham-on-Crouch

Essex

CMO0 8SH

Scope of work:
Microbiology: non-sterility

Sentinel Reference Number: 14832/5689
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Reading Scientific Services Ltd.
Reading Science Centre
Whiteknights Campus

Pepper Lane

Reading

Berkshire

RG6 6LA

Scope of work:
Chemical/Physical
Microbiological: non-sterility

Sentinel Reference Number: 15351/38651

Select Pharma LaboratoriesLimited
55 Stirling Enterprise Park

Stirling

FK7 7RP

Scope of work:
Chemical/Physical

2 March 2011

28 October 2010

Sentinel Reference Number: 37174/1992550

SGS M-Scan Limited

2 - 3 Millars Business Centre
Fishponds Close
Wokingham

Berks

RG41 2TZ

Scope of work:
Chemical/Physical

Sentinel Reference Number: 16762/87471

Somerset Scientific Services
County Hall

Tauton

Somerset

TA1l 4DY

Scope of work:
Microbiology: non-sterility

Sentinel Reference Number: 34008/619019

10 December 2009

1 March 2011
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STS Analytical Services
Analytical Services
Torrington Avenue
Coventry

Cv4 9GU

Scope of work:
Microbiology: non-sterility

Sentinel Reference Number: 15116/449719

Vitrology Limited

5 South Avenue
Clydebank Business Park
Glasgow

G81 2LG

Scope of work:
Biological

Sentinel Reference Number: 33228/464870

Wickham Laboratories Ltd.
Winchester Road
Wickham

Fareham

Hampshire

PO17 5EU

Scope of work:
Microbiology: sterility
Microbiology: non-sterility
Biological

Sentinel Reference Number: 27951/14581

Zeta Analytical Ltd.
Unit 3

Colonial Way
Watford

Herts

WD24 4YR

Scope of work:
Chemical/Physical

Sentinel Reference Number: 62515/89520

17 March 2010

20 May 2010

7 September 2010

26 January 2011
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