ENTEGRIS CLEANING PROCESS

/x’

CONTROL REPORT
Customer
Management Quality Manual n° MMMQOO000 (contractual)
JOHNSON Diversey LTD
Product : Control report n° : CERT 9615
ClearKlens DE VH29 70%
Specification reference : NA
Analyst : LGR Purchase order n” : 4300244459
Date of receipt : 31/03/2009
Customer's batch n®: ENT06165 09 091 ISOTRON certificate n° : 13951601
Date of manufacturing : 03/2009 Produced quantity : 160 x 5L
Expiery date : 03/2011 FIDT N° : FIDT 18150
ECP's batchn’ : 06165 Date of analysis : 01/04/09
Résultats :
State in the production
Analyzed characteristics Me'hlo d‘Of Specification
analysis Beginning
Clear,
Appearance 20°C NA C colourless
liquid
Smell NA c Slightly
perfumed
Specific gravity (20°C) IDTO301 0,883 0,872 - 0,896
pH (20°C) NA 9.0 6,0-9,0
Microbiological <10
contagion of the EDI 350208 =1 URC/100 mL cfu/100mL
C - Conform NC . Not Conform
NA : Not Applicable
Conclusion : X |CONFORM NOT CONFORM
Date : 01/04/09 EditediA ). BRESSE —Approv
S 4 =

—_\{"MP0180-L




Wickham Laboratories Limited,

. o Winchester Road, Wickham, Fareham,
Hampshire PO17 5EU England
Wickhamlaboratories el

contract analytical services Fax: +44(0)1329 834262
mail@wickhamlabs.co.uk
www.wickhamlabs.co.uk

CERTIFICATE OF ANALYSIS
Mr W Grayson Date Received - 08-Apr-09
Johnson Diversy UK Limited . Date Tested - 09-Apr-09
Osier Drive ' ;
Sherwood Pk : Date Completed : 23-Apr-09
Annesley NG15 0DS Purchase Order No, -
Test Article : Clearklens DE 70% SL
Sample Code : Expiry 03/2011
Batch Reference : ENT 06165 09 091 - 7516049
Laboratory Reference : LR-00845494 Article Quantity : 10
Test Required : Sterility Method I: Membrane Filtration by Steritest. BP, Ph Eur and USP.
Test Method Result
Sterility Test by Membrane Filtration (Steritest) . MMI107 Pass
Method ) B
Growth in Tryptone Soya Broth at 22°C after 14 . MM107/01 0/1
days - o
Growth in Fluid Thioglycollate at 32°C after 14 ‘ MM107/02 0/1
days - B - B B
Product Standard Data Sheet * MQ002/01 FMO03

Day Book Ref: 484010
Volume Tested: 10 x S0mL
Test carried out according to current Pharmacopoeias.

GLP
= \/\J) \-_IQS.LL Compliant

3 I Wood, BSc., CBiol., MIBol Laboratory
' Phanna -"lll‘l,‘ll Nilcrublu!ug Dgte ?q A@;\l /2{{_)'3

K.A.Barker, C.Biol, M.1. Biol.,
Business Manager - Microbiology

Sample Booking Number:  CN\00134175 Certificate of Analysis - OSMM Page 1 of 4
Johnson Diversy UK Limited

This report shall not be reprosuced except in full, without the written approval of Wickiam Laborataries Limited

0. GMP GLP FoA Company Regitered in England No. 752951 Wickham Labaralories Limited, Registered Ofice: Wnchester Road, Wickham, Fareham. Hampshice
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WE UNDERSI

CERTIFICATE OF TREATMENT BY GAMMA RADIATION

NED :

Isotron France S.A.S.

CP Recu

29 MAI 2009

O@C: scfcﬁ l

L

MIN 712
13323 MARSEILLE CEDEX 14 - FRANCE

CERTIFY THAT

WE TREATED BY GAMMA RADIATION ACCORDING TO THE SPECIFIC

CUSTOMER'S REQUIREMENTS AND TO :

- the specifi
- The require
- the results

THE FOLLOW!I
Customer

Product

Customer's IFfunnce

tion of treatment # 224503P
nts of the European Pharmacopoeia
the dosemapping # 110505 of 30/03/2006

G PRODUCTS : (according to the customer's indication)
ECP ENTEGRIS CLEANING PROCESS

1L & 5L BOTTLES KITS
ORDER # CF 080074 OF 20/02/09

Quantity 4 PALLETS
Irradiation ddte 2009.03.07
Irradiation I:JSE 16.1 kGy to 25.0 kGy

Irradiation batch number

13851601

The control of th; applied radiation dose is done by Isotron France SAS using

Red Perspex do

S. DJEFAZIO
Proce

Certificate # 13
English translation

meters calibrated by the English National Physical Laboratory.

Isotron France S.A.S,,

C. SIMONIN

s Control Quality Officer

1601 /1

of the french original certificate.

F-088

====.'
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Edité le / Printed on the : 29 mai 2009, par / by :

Charles River Laboratories
1.aboratoire Endosafe - Bit E2
Domaine des Oncins

Boite postale 0109

69592 L'Arbresle Cedex, France

TéL : 433 (0)4 74 01 69 32
Fax, : +33 (0)4 747228 21

RAPPORT D’ESSAI / ANALYSIS REPORT
N° 60-077 Révision 1 - page/ Page 1 /1
Annule et remplace le rapport 60-077

Cancel and replace analysis report 60-077

pour le client / for customer n° : 7669

ECP (Entegris Cleaning Process)
A I'attention Mr PORTEFAIX Jérbme

395 rue Louis Lépine
34000 MONTPELLIER

ESSAI DES ENDOTOXINES BACTERIENNES
'  Bacterial Endotoxins Test

Contrat Technique Produit / Product Limite en endotoxines / Endotoxin limit (Entegri
Techntcal Contract ClearKlens 0,25 Ul/ml
Questionnaire technique
Selon 58-036

Les essais ont é1é réalisés en accord avec la Pharmacopée Européenne en vigueur, chapitre
Technigue / Method “2.6.14 - Endotoxines Bactériennes” harmonisé avec les Phannacopees Américaine et

o Japonaise.

Méthode D The assay was performed in compliance vith the European Hmacopala in faru dmplzr "2.6.14 - Bacterial
Colorimétrie cinétique endotoxins”, harmonized in collaboration with the American and Jopanese Phar 7
Sensibilité / Sensitivity ClearKlens DE 70% SL

Lot/ PréRvement/ Numéro Concentration en endotoxines  Unitds
e il Batch/ Sample / Number Endotoxin amont  Units
Date de réception
smrmztu:;pdgz? ENTO06165 09 091 <0,25 Ul/mL

07 avril 2009

Date d’analyse
e

08 avril 2009

Nbre d’¢échantillons
Number of samples

U

1
cofrac
Majorie ARRIVAT Approbateur Qualité / Quality Reviewer Approbateur Technique / Teclical Reviewer
arjoric
ESSAIS Tech. de leboratoire / Lab. Technician ’f L/, ; 4 G GOV
ACCREDITATION [ ; i ﬂ.l.les
m.eoﬁu.k ‘lﬁ_ : ;_ _;_
79 MAI 2009 endotoxin and microbial detection ‘"?: m AT 700

BP109 - 69592 L'Arbresle Cedex, France -
Tel: 00 800 15 78 07 43 » Fax: 00 33 474 01 65 31 « Email: eurendo@w.crl.cbm * WWW.Criver.com
Chares River Laburalotes Francn SAS. « Capitai: 69 080 380 € » VAT Mo, FR 20 086 650 041 » SRET: 086 ASO D41 00022 » APE: 72197




