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\ CERTIFICATE OF TREATMENT BY GAMMA RADIATION I

WE UNDERSIGNED :

Isotron France S.A.S.
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CERTIFY THAT WE TREATED BY GAMMA RADIATION ACCORDING TO THE SPECIFIC
CUSTOMER’'S REQUIREMENTS AND TO :

- the specification of treatment # 224503F
- The requirements of the European Pharmacopoeia
- the results of the dosemapping # 110505 of 30/03/2006

THE FOLLOWING PRODUCTS : {according fo the customer's indication)

Customer : ECP ENTEGRIS CLEANING PROCESS
Product ¢ "Kits bidons 51"
Customer's reference - ORDER # CF110985 OF 17/11/2011
DIWVERSEY ¢(TD
Cluantit DT PALLET s
? cleaidhn TEGO &

. Rakcht N = 6Nt (659 12
Irradiation date o200t 1118
Irradiation dose Y 16.7 kGy o 22 6 kGy 26 HXﬂJ\S\(, 202, 0d Ao

Irradiation batch number t 17262201 ﬁ‘?

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.5.,

5. DEFAZIO C. SIMONIN
Quality / Production Assistant Quality Officer
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CONTROL REPORT
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Customer
Management Quality Manual n” MMMQOO000 (contractual)
DIVERSEY LTD
Product : Control report n” CERT 12012
Ckearklens Tego 2000 RTU VH255
Specification reference : 7516051
Analyst : GGE Purchase order n” : 4701155340
Date of receipt : 01/20/2012
PHYSICAL AND CHEMICAL PROPERTIES CON L
Customer's batch n®;  ENT 16591 12 020 ISOTRON certificate(s) n” : 17262201
Date of manufacturing : 01/20/2012 Produced quantity : 160 x 5L
Expiry date : 07/20/2013 FIDT N°: 1813 ind G
ECP's batch n®: 16591 Date of analysis : 01/20/2012
Résultats :
State in the production
Analyzed characteristics Method_ ot : Specification
Specific grE:VIl'y (base) IDT0301 0,999 0,980 - 1,000
(20°C)
pH (base) (20°C) NA 7.61 73-82
Microbiological contagion =10UFC /
of the EDI IDT0236 9 UFC/ 100 mL 100mi
C: Conform NC : Not Conform
NA : Not Applicable
Conclusion : X [CONFORM NOT CONFORM
Date : 01/26/2012 Edited by, ,GW | __Cheekedby : B.GHERSY |
— R IMP0180-L
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[ Rapport d'essai - Essal de stérilité par la méthode de filtration sur membrane
J Test report - Membrane filtration sterilty testing

selon la Pharmacopée Européenne 7° édition chapitre 2 6 1
according o the protocol 2 6 1 descnbed into the seventh European Bharehacopoeia Editian

ECHANTILLON(S) - sampLes il =

Dasignation . e, Mumara de commande .
Briich s e Cleerkiens TEGO et CF120071
Référence client : 7548054 POE
Cusiommr referance 2 = gp
Numéro de lot = Materiau(x
i okt ENT 18581 12 020 bl
Date de réception - Donnée de sierilisation
Recaipt date 25 fanvier 2012 Aterilication data
Date de realisation A
i 8 janvier 2017
fasting date &30 LRl Gommentaire(s) 10 bidona pactés
Mombre d'échantillon(s) - Commani(si
isam,un- wuanitty -
|PROTOCOLE - rrotocor 1
I e 2 — —
| Volume d'echantillon 00
[ Product (ested volume . :
Solution neutralisante - Volume de ringage
Nsiitmbring-sotien DNF + Thiesulfate i e 3% 100 mi
Nambre de milleux lesiés 2 Yolume d'immersion de la membrans 106 "
Tested madia quantty immersicn volume of mambranes i
=S dandiions * Milizur de culture | Temperature dincubalion "~ Dufee dincubaton
= = it . _ - - Mudha { INCUBALoN Nemoraiure Wirulraton e
Bacléries agrobies, levures, champignons ’ Bouillon Trypoase Soja | 12,643 B°C 14 jours
Asrobic and fungat T itian 4 dayr
= e Bl I T — o - .
Bactéries anaérobies et adrobles 14 jours
Arinerahic ant asrobic Résazuring qRa 2600 14 days
_— R R - S N— —
Validation d la mathode
| Method validation 08/0IVAL.STE/22
RESULTATS - REsuLts =
v —— T — = |
Examen de |e croissance microbienne du milieu
= _ Assessmant ol the media microbian develooment N =
Conditions / Milieux de culture Aprés 7 jourg Apras 14 jours
Condtions / Madia After [ days After {4 days
. I osilif
Bactéries aérabies, lovures el maoisissures / J ':E:Jitfes 0 za&'::\;:
Bauillon Trypcase Soja = - T ' "
Arrobic and fungal / Tryptons soy solution Negatifa q Negalfy
. negative negative [
Bactéries anaérobias el aérobies / Boulllon : Positifs 0 Pasitifs
Thioglycolate avec Résazurine =—_—= L positive ] _posfive.
Anamrobic and serchic / Thisglycolate Resazuring Négalifs 1 Négatifs
L Aoifon: . z . negale 1 negafive
CONTROLES - cONTROLS . N
— —_— Avil (Befuwwy o — = — N
|Conitrale plan de travail (UFC o Conirdle de gant (UFC) 2 |
Work pien conrol (CFU) Giove canliol 1EFL)
Alr sous fuix [@mingire (LIFC) | Conirale stanlite miligus
| Lamner dow g cmfrof{.c!:ruj 0 Madta starity Ganirol L Ganfarme

[CONCLUSION - CONCLUSION =

Les echantillons testés ne présentent pas de croissance microbienne aprés 14 jours d'incubation
Tested products doesn't shawn any microban development after 14 days of incubation
Aucun produit ne s'est révélé positif lors de cet essai.
Ne product was positive during the test

REAI96 Par - ROUSSET Emilie APDIOUVE Dar  MARTINHO Alice
Radac! py F Approved by y
Technicien Biclogiate Ingénieur Buloginte =
Nate : |eud & février 2012 B
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