ENTEGRIS CLEANING PROCESS

An Entegris Company

CONTROL REPORT

M Diversey

JohnsonDiversey

Customer

DIVERSEY LTD

Management Quality Manual n®* MMMQOO00O (contractual)

e

Product : Control report n® : CERT 11243
Clearklens IPA VH1 70%
Specification reference : 7516050
Analyst : NMA Purchase order n® : 4701070616
Date of receipt : 07/26/2011
PHYSICAL AND CHEMICAL PROPERTIES CONTROL
Customer's batch n” : ENT15228 11 208 ISOTRON certificate(s) nt: 16730201
Date of manufacturing : 07/26/2011 Produced quantity : 160 x 5L
Expiry date : 07/2013 FIDT N°: 1814 ind |
ECP's batch n® - 15228 Date of analysis : 07/26/2011
Résultats :
State in the production
Analyzed characteristics Method.of Specification
analysis Beginning
Spegiie gl (BRse) IDT0301 0,871 0,865 - 0,875
(20°C)
Clear,
Appearance (base) 20°C NA Cc colourless
liquid
Microbiological contagion <10 CFU
of the EDI IDT0236 8 UFC/ 100 mL 100mL
C : Conform NC : Not Conform
NA : Not Applicable
Conclusion : X [CONFORM NOT CONFORM
Date : 08/02/2011 Edited : N. MARTZ Checked : P. PRE
g - e IMP 0180 - L
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CERTIFICATE OF TREATMENT BY GAMMA RADIATION I
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CERTIFY THAT WE TREATED BY GAMMA RADIATION ACCORDING TO THE SPECIFIC
CUSTOMER'S REQUIREMENTS AND TO :

- the specification of treatment # 224503P

- The requirements of the European Pharmacopoeia
- the results of the dosemapping # 110505 of 30/03/2006

THE FOLLOWING PRODUCTS : {according to the customer’s indication)

Customer : ECP ENTEGRIS CLEANING PROCESS
Product : BOTTLE KIT 5L
Customer's reference : ORDER # CF 110497 OF 10/06/11
DiversSEY LTV
Quantity : 2 PALLETS jz K& 5 TPA Tl
Bakd enTas8 M 88
Irradiation date . 2011.06.11 ‘
Irradiation dose : 193kGyto267kay Y. GHEOSY
2oM . 0A AL
Irradiation batch number : 16730201

The control of the applied radiation dose is done by Isotron France SAS using
Red Perspex dosimeters calibrated by the English National Physical Laboratory.

Isotron France S.A.S.,

H. OSMAS C. SIMONIN
Process Coiftrol Officer Quality Officer

Certificate # 16730201/ 1




> RAPPORT D’ESSAI / ANALYSIS REPORT
charles river NO° 84-019 _page/ Page 1/1

accelerating drug development. exactly.

Edité le / Printed on the : 28 juillet 2011, par / by : pour le client / for customer n° : 7669

Charles River Laboratories
Laboratoire Endosafe — Bat E2
Domaine des Oncins
Boite postale 0109
69592 L'Arbresle Cedex, France

ECP (Entegris Cleaning Process)
A T’attention Mr Olivier TASSART
__A I’attention Mr Damien GHERSY
395 rue Louis Lépine
%4000 MONTPELLIER

Tél. : +33 (0)4 74 01 69 32
Fax. : +33 (0)4 74 7228 21

N° o8N 0 24
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ESSAI DES ENDOTOXINES BACTERIENNES
Bacterial Endotoxins Test

Contrat Technique Produit / Product Limite en endotoxines / Endotoxin limit (Entegris)
S o ClearKlens IPA 70% 0,25 UI/mL
ENDO 90

Technique / Method Les essais ont été réalisés en accord avec la Pharmacopée Européenne en vigueur, chapitre

“2.6.14 — Endotoxines Bactériennes” harmonisé avec les Pharmacopées Américaine et

Méthode D Japonaise.
Colorimétrie cinéti que The assay was performed in compliance with the European Pharmacopoeia in force, chapter "2.6.14 — Bacterial

endotoxins", harmonized in collaboration with the American and Japanese Pharmacopoeias.

Sensibilité / Sensitivity ID produit / product ID
ClearKlens IPA
0,005 UI/mL
Lot / Prélevement / Numéro Concentration en endotoxines  Unités
, . Batch / Sample / Number Endotoxin amount  Units
Date de réception
Simple delivery date
ENT15227 11 206 <0,25 UI/mL
28 juillet 2011
ENT15228 11 208 <025 Ul/mL

Date d’analyse
Testing date

28 juillet 2011

Nbre d’échantillons
Number of samples

Note : les résultats ne valent que pour le (les) objet(s) soumis & I’essai. Results are valid only for (the) object(s) tested.

o) D’autre part, le(s) résultat(s) ne tiennent pas compte de I'incertitude de mesure de I’essai. Moreover, result(s) does not take into account the test uncertainty.
Opérateur / Operator Approbateur Qualité / Quality Reviewer Approbateur Technique / Technical Reviewer
Sofiane SAIDI .

ESSAIS Tech. de laboratoire / Lab. Technician Alexia DEVENS Gilles G oY

i3 " s LHeS Sy
ACCREDITATION gl Technicien Megagement Qualté Specialsé s S
Ne 1-1850 — ; - Responsable Technique Laboratoire
Scope available S -

on www.cofrac.fr = 2 ﬂli

- 0
W endotoxin and rﬁicgl;obill;lidetectlon

2 8 JUL. 201 BP109 - 69592 L’Arbresle Cedex, France
Tel: 00 800 15 78 97 43 e Fax: 00 33 474 01 65 31 e Email: eurendo@eu.crl.com e www.criver.com

Charles River Laboratories France S.A.S. ® Capital: 69 969 360 € e VAT No. FR 29 086 650 041 ¢ SIRET: 086 650 041 00022 * APE: 72192



Wickham Laboratories Limited,
Winchester Road, Wickham, Fareham,

) Wickhamlaboratorfes e .

contract analytical services Fax: +44(0}1329 834262

mail@wickhamlabs.co.uk
www.wickhamlabs,co.uk

CERTIFICATE OF ANALYSIS

M. Bill Ashton Datce Received: 04 Aug 11
Di ' y Limited Date Tested: 12 Aug 11
vers 1
s : 26 Aug 11
Cotes Park Industrial Estate Date Comploted: &
Sornercotes Purchase Order; -
Alfreton
Derbyshire
DESS 4PA
Test Article: ClearKlens IPA 70%
Sample Code: 7516050
Batch Ref: ENT 15228 11 208
Oty Received: 10 Containers
Lahoratory Reference:  0002119/1
Test Required: Sterility Test by Membrane Filtration (Steritest) Method I: Ph Eur and USP
Test Method Item Result
Sterility Test by Membrane Filtration (Steritest) MM107/00 Pass
Method
Growth in Tryptone Soya Broth at 20-25°C after MM107/01 Nao growth in one broth
14 days
Growth in Fluid Thioglycollate Medium at 30- MM107/62 No growth in one broth
35°C after 14 days
Product Standard Data Sheet FG047/psd FMO3
Volume Tested MMI07/05 10 x 60 mL

External Comments

20 Bottles Sent Testing 10 Bottles Only 10 Spare

External Comments

Test carried out according to current Pharmacopoeias.
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Approval is provided by Elcctronic Signature. Their name is shown below.
L/LV%VV'\

Mr K.A, Barker, CBiol, MSB
Business Manager - Microbiology

Date; 1 Aug 1T 12:46:56

Consignment: 0002119 Certificate of Analysis - OSMM Print Number P0004853
Diversy (Alfreton)
This report shall not be reproduced except in full, without the written approval of Wickham Laboratories Limited

4 %%35 @M @ @ L @ EE———L)_[D,//_\E__\ Company Registered in England No. 752951  Wickham Laboratories Limited, Registered Office: Winchester Road, Wickham, Fareham, Hampshire
. e L T T T S P ey




