ENTEGRIS CLEANING PROCESS |

An Entegns Company |

Customer
DIVERSEY LTD

Management Quality Manual n° MMMQOOQO0O0 (contractual)

Product :

Analyst :

Clearklens IPA VH1 70%

Specification reference : NA

AVI

Control report n°_: CERT 10288
Purchase order n® : 4700956172
Date of receipt : 30/08/2010

ID CHEMICAL PROPERTIES CONTROL

Expiry date :

Customer's batch n® :

ENT1174510242

Date of manufacturing : 30/08/2010

ISOTRON certificate n° : 15464301
Produced quantity :160x5L

08/2012 FIDT N°: 1814 ind |
ECP’s batch n® : 11745 Date of analysis : 30/08/2010
Results :
State in the production
Analyzed characteristics Methcr(silof Specification
analysis Beginning
Clear,
Appearance 20°C NA o] colourless
liquid
Specific gravity (20°C) IDT0301 0,875 0,865 - 0,875
Microbiological <10
contagion of the EDI IDT0236 0 UFC/mL UFEM00mL
C: Conform NC : Not Conform
NA : Non Applicable
Condlusion: [ X|CONFORM [ ]NoT conForm
}‘/}’ p—
01/09/2010 Written by: A. VAILLE Checked by: D. %W

IMP 0180 - L




| CERTIFICATE OF TREATMENT BY GAMMA RADIATION I

WE UNDERSIGNED :
Isotron France S.A.S.

[+ MIN712
P 13323 MARSEILLE CEDEX 14 - FRANCE

N° loc9e9 e A |
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 * BOTTLES KITS
Customer's reference ! ORDER # CF100393 OF 27/05/10
((-(’(L\\L(,C;m: vl Jo r'/\
Quantity * 3 PALLETS * . ‘
Lo e~ VLS e 4L
\ '.\ L - - 3 { b
Irradiation date : 2010.06.05 ke \.\“1‘ - Bolot Mo
Irradiation dose ¢ 17.4 kGy to 23.2 kGy Sk \x& 0% ,2‘_ 12,
Irradiation batch number : 15464301 N o . ,
y. ueeS 1L oY (oq s
The control of the applied radiation dose is done by Isotron France SAS using % \ )
Red Perspex dosimeters calibrated by the English National Physical Laboratory. \ ' g}}}’k

Isotron France S.A.S.,

H. OSMAS C. SIMONIN
Process Control Officer Quality Officer
Certificate # 15464301/ 1 / 4

English translation of the french original certificate.




> RAPPORT D’ESSAI / ANALYSIS REPORT
charles river N© 74-085 — page / Page 1 /1

accelerating drug development. exactly.

Edité le / Printed on the : 8 septembre 2010, par / by : pour le client / for customer n” : 7669

Charles River Laboratories ST T
R [ IS H s
Laboratoire Endosafe — Bt T—- ECP (Entegris Cleaning Process)

Domaine des Oncins F "": ';",} Rf‘ AL '!e A Iattention Mr Olivier TASSART / Mr Damien

I3oite postale 0109 GHERSY

69592 1" Arbresle Cedex, France P : 395 rue Louis Lépine

‘ ‘: 34000 MONTPELLIE
Tél #3301 7401 6932 10 SEP, 2010 | 14000-MONFFELLIER
Fax s 433 (004 74722821 . {

' Jo o9 M odB

ESSAI DES ENDOTOXINES BACTERIENNES
Bacterial Endotoxins Test

Contrat Technique Produit / Product Limite en endotoxines / Endotoxin limit (Entegris)
lechnical Contract ClearKlens IPA 70% “‘25 R
ENDO 90

Technique / Method Les essais ont 6t¢ réalisés en accord avee la Pharmacopée Ewropéenne en vigiewr, chapitve
- “2.6.14 — Endotoxines Bactériennes” harmonisé avec les Pharmacopées Américaine et
Méthade D Japonaise.

iy s 5 The assay was performed tn compliance with the Enropean Pharmacopoeia in force. chapter "2.6.14 - Bacterial

Colorimétric cinétique A e Ll T Ll AN e i
endotoxins”, harmonized i collaboration with the American and Jupanese Pharmacopocias.

Sensibilité / Sensiriviry 10 produit/ product 1D

ClearKlens IPA

0,005 Ul/mL

Lot/ Pe¢lévement / Numdéro Coneentration en endotoxines  Unités
. Batch ” Sample / Number Endotoxinamownt — Units
Date de réception
Stmple delivery date
07 septembre 2010
ENT 1174510 242 <0,25 Ul/ml,

Date d'analysc
Testing date

07 septembre 2010

Nbre d'échantillons
Number of samples Note les résuttats ne valent que pout le (les) obict(s) sourmis § Uens Rewdis are slul only for (thes obectis) festol
1¥ autre part, lels) resultat(s) re ticnnent pas compte de Pimcentitude de mesure de Vessat Moreonvrn resulify) dis pof ke trtes inccisenid the test uncertamiy

cofrac

Opérateur / Operator Approbateur Qualite £ Qualiny Reviewer Approbateur Technique / Technical Reviewer
Sofiane SAIDI Jessica Oﬁ“ A,L Vanessa SAVOYE
ESSAIS Tech. de laboratoire / Lab. Technician TEd'll'Iiden Managwﬂ,an\ Qualiié Techrvaerna de labeeatore i
ACCP:Q.EE:E;T;ON ) _ ,“.-«.- - _— 2 &_')uv\‘*ii/{
T~ v G GEP. 2010 =<
I] B 5”“ Zum endotoxin and microbial detection o= M P SEP 2010

BP109 - 69592 L'Arbresle Cedex, France -
Tel: 00 800 15 78 97 43 » Fax: 00 33 474 01 65 31 ¢ Email: eurendo@eu.crl.com = www.criver.com
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Test report Essay of Stenility - Method filtratlon on mentbranes
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Les échantillons ies(és sont tous stériles aprés 14 jours d'mcubat on
The tested product goosn't shown any microbian development afier 14 days of incubstion.

Aucun protiuif no s'est reveld positif lors de col essal.
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