ENTEGRIS CLEANING PROCESS

Customer

DIVERSEY LTD

Management Quality Manual n® MMMQOO0OO (contractual)

Product :

Analyst :

Specification reference :

GGE

ClearKlens Cleansinald RTU VH9S

NA

Control report n° _:

Purchase order n° :

Date of receipt :

CERT 10286

4700956173
23/08/2010

Customer's batch n° :

ENT 11665 10 235

ISOTRON certificate n° : 15275001

Date of manufacturing : 23/08/2010 Produced guantity :160x5L
Expiry date : 02/2012 FIDT N°:1812ind G
ECP's batch n’ : 11665 Date of analysis : 23/08/2010
Résultats :
State in the production
Analyzed characteristics Methlo d.Of Specification
analyss Beginning middle 1 middle 2 end
Appearance 20°C NA C (& c c Clear slightly
yellow liquid
Smell NA Cc C C C Slightly
perfumed
Dossgeiof Mlematenial | 1y iog 0,085% 0,089% 0,090% 0,090% 0,07 4 0,09%
activates cationique $ s P : » , e ' i
Specific gravity (20°C) IDT 0301 0,999 0,999 0,999 0,999 0,990 - 1,010
pH (20°C) NA 10,83 9,0-11,7
MiSmbicioaical IDT0236 0 cfu/100mL k 10 cfu/100mL
contagion of the EDI
C: Conform NC : Not Conform
NA : Not Applicable
Conclusion : X |CONFORM NOT CONFORM

4

Date : 26/08/2010

Written by : G, W

Checked by : D,eﬂ,él?f@?
L~ 7

IMP 0180 - L
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| CERTIFICATE OF TREATMENT BY GAMMA RADIATION I

WE UNDERSIGNED :

- _!sotron France S.A.S.

Cy i MINT12
P I© 13323 MARSEILLE GEDEX 14 - FRANCE

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 ! BOTTLESKITS
Customer's reference ! ORDER# CF100225 OF 31/03/10

(eakfing dran wnalbd

Quantity : SPALLETS

Loy ENS _U66S Jo 235
Irradiation date : 2010.04.10 e %c\,‘o; 3318 | Us
Irradiation dose t 17.8 kGy to 24.3 kGy Ea,\re fﬂ . o9, ! 9019,
Irradiation batch number ¢ 15275001 5 BULes &

o (09 o

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 $.A.S,,

H. OSMAS C. SIMONIN
Process Conffol Officer Quality Officer

Certificate # 15275001 / 1
English translation of the french original certificate.
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Rapport d'essai de controle de stérilité par la technique de filtration sur membrane
Test report Essay of Sterility - Method filtration on membranes

selon la Phannacopee Européenne 6 édiﬂon chapiira 2 5 1

Volume d'échantillon

Tested volume of product
Solution neutralisante
Neutraknng sokution
Nombre de milieux testés 2
Quantty of media tested |
Cnn:ll_luns Milieux de culture Températures dincubation  Durée dincubation
Conditians Madia Time of
Bactéries aé N et i Bouillon Trypcase Soja . 14 jours
Awobic anc hergal Trogorss 46 cokiles 225+25C 14 daya
4 " P Boullion Thioglycolate avec
B L] : 14 jours
Anaerobic and serobic Résazunne 325+25°C

14 days

Validation de la methode
Method validation :
Lecture par évaluation de la turbidimétrie du milieu
of the media turbidimetry
Conditions |/ Milieux de culture Aprés 7 jours Aprés 14 jours
Conattions / Media -
Bacténes aerobies. levures et moisissures / Bouillon
Trypcase Soja

Aprobe and fungal / Tryplone soy solution

Bacteénies anaérobies et aérobies / Bouillon Thioglycolale
avec Résazurine
Anaerobic and aerobic / Thioglycolate Resazunne solulion

Contrile plan de travad (avanl el aprés)
Wk i control (e and s

Contréie air sous flux laminaire
Air control

Les echantillons testés sont tous stériles aprés 14 jours d'incubation
The tested product doesn't shown any microbian development after 14 days of incubation.

Aucun produil ne s'est révélé posilif lors de cel essai.

No products has been posmve dunng the res:
Approuve par
Anorowed bv
Ingénieur Biologiste
L& présent rappor ne peut élre reproduit totalement ou parbeliement gi rapp o 8lne que les objels soumis 4 fessai
Results and conclusion on the test articky rosted. of these data 1o other is the of the

MedicalLab
Microbiological and physico-chemical analysis - process validation

EN ISO 13485 (2003) E C P Regu le

5, chemin du Catupolan - 63120 Vaulx-en-Vehn - France
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