CERTIFICATE OF TREATMENT BY GAMMA RADIATION

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 # 224503P

- The requirements of the European Pharmacapcefa
- the resulis of the dosemapping # 110505 of 30/03/2006

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

KTV

Customer : ECP ENTEGRIS CLEANING PROCESS
Product ¢ "Kits bidons 51
Customer's reference : ORDER # CF110985 QF 17/11/2011
DIVEREEY (D
e Bio oo
Quantity 1 PALLET CPE‘DJLK it Cleadiz ﬂapo\
Rakch M ENTI6 ootz a3

Irradiation date CO2011.11.18

' A2 ol . A0
Irradiation dose 167 kGy to 22.6 kGy 2. €Hﬂp\£\/’ & \ g

B
Irradiation batch number v 17262201 /,A& "l

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

Isotron France 5.A.8,,

5. DEFAZIO C. SIMONIN
Quality / Production Assistant Cusality Officer
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Certificate # 17262201 / 1 /

#




ENTEGRIS CLEANING FROCE

Elc[P

CONTROL REPORT

JohnsonDiversey s_ik Dlvergé;)hl

Customer

DIVERSEY LTD

Management Quality Manual n® MMMQOO0OQO (contractual)

Product :

Specification reference :
Analyst :

ClearKlens Cleansinald RTU VH9S

NA
LGR / GGE

Purchase ordern :

|Control report n° -

b

Date of receipt :

CERT 12015

4701155340
01/23/2012

PHYSICAL AND CHEMICAL PROPERTIES CONTROL

Customer's batch n® :

ENT16600 12 023

ISOTRON certificate(s) n” : 17262201

Date of manufacturing : 01/23/2012 Produced quantity : 320 x 5L
Expiry date 07/23/2013 FIDT N® : 1812 ind H
ECP's batch n” : 18600 Date of analysis ; 01/23/2012
Résultats :
State in the production
Analyzed characteristics Methlodlof e : Specification
analysis beginning middle 1 middle 2 end
Clear,
Appearance (base) 20°C NA Clear, colourless liquid colourless
liquid
Specific gravity (20°C) IDT 0301 1,000 1,000 1,000 1,000 0,990 - 1,010
pH (20°C) NA 10,51 9,0-11,7
Dosage ofthe materisl | py oy 0,088% 0,089% 0,089% 0,089% 0,07 & 0,09%
activates cationique 2 X J : : y
Microbiological contagion =10 CFU
of the EDI IDT0236 9 UFC / 100mL 100mL
C: Conform  NC : Not Cenfarm
NA @ Not Applicable
Conclusion : X |CONFORM [ |NOT conFORM

O (apmynad

[Date : 01/30/2012 |

Checked by : __)!‘gyER‘S’Y

Edited by : G. GEORGES —
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Haparf N°

) ReponN' 4 2/ONUSTEOTE

Dermandeur

= (‘f = | Spulu:: ECF
\ M e O 4 fj’ L = b 385, rue Louis Lépine
¥4000 MONTPELLIER

Rapport d'essai - Essai de stérilité par la méthode de filtration sur membrane
Test report - Membrane filtration sterilty testing
selon la Pharmacopée Européenne 7° édition chapitre 2 6 1
accarding fo the protocol 2 6 1 descabed into the seventh European Pharmacoporia Edihon
ECHANTILLON(S) - SAMPLES z
penigaaton Clearkians Clesnsinald SUTIBAD f dmmiinia GF 120078
Reférence client ; 2 4) POE
Cuslomir reforenco ki SiF
| Numéro de lat . 1
el NTiORRo Mk
Date de réceplion | Donnée de stérlisalion
Rereipt dato - 3 janvianzoia Stenfization data
Date de réalisation - ;
26 2012
Tasitng dale il Commentalrs(s) 10 bidans poales
Nombre d'echantillan(s) a Commentis) P
Laende quaniity =
PROTOCOLE - FrOTOCOL i IS Wi N
Valume d'échaniilon : 50D
Product fested volume
Solution neutralisante | Vaolume de nncage
Weulralizing solutian DMP + Thipsulfate Rinsing Ww?ﬁ 3 =100 ml
Nombre do milisux testés 2 Volume dimmersion de la membrana o |
Tested media quantity Immersion volume of Membranas 10 m
- Condmions Milleux de culture \ Temparature d'incubation Dures d'incubation
- o SO p—— Medlo .. Jncuvatintemzeratars | ncubaton )
Baciéries acrobies, lavuras, champignons I Bouillon Trypease Soja & 14 jours
Anrnibic and fungal Tryplane soy solulion 225225 l 14 days
: 7 Bouillon Thioglycolate aves | R
Baclan aerobl erob "
s SICRbed 1wt Revsaunne mease |l
R s e Thianventata Rasatimna setition | — ! -
Validati ls méthods
D e 09/0I/VAL STE16
RESULTATS - RESULTS 5 I
[ Examen de |a craissance microbienne du milieu -
S . Assessmenof the media micmbian deveiopment —
Conditions / Milieux de culiure Apras 7 jours Aprés 14 jours
Conditions / Media After I days Aftar 14 days
| | Bactéries aérobles, levures et moisissures / ‘ * Feitis [t} | Flmllurs
: L - posiie pastive
Bouillon Trypcase Soja = - .
Aerabic and fungal / Tryplone svy solution i i Négatifs [ 1 Négatifs |
! . pi e e S IR ! Lopsing i il ]
| Bactéries anaérobies et aérobjes / Bouillon ] Paositils 0 Paositifs
Thioglycolate avec Résazurine _ bositive _positive
‘ Anagrobic and aerabic / Thioghyoolate Resnzunne Negatifs | 1 Negatifs
—miu_lmn_ = —- =1 negative | _negative
|CONTROLES - CONTROLS = B 3 &
.|\ L] At (ANe) ‘ - — S
Confréle plan de ravail (UFC) 0 o Conlrole de ganl (UFC) 2
Wark plan central (EFL) Giove coniml (CFU)
Air sous Nux laminaire (LUFC) Conlréle stérilite milieux
Lumina few mr contred (2FU) 0 D"'M:m': :-n:N " :-:m :“ Confarme
[CONCLUSION - conciuston
Les échantillons testés ne présentent pas de croissance microbienne aprés 14 jours dincubation
Tested products doesn't shown any microbian development after 14 days of incubation
Aucun produit ne s'est révélé positif lors de cet essai.
No product was positive during the test
Hadige par R_ e d Approuve par y
Radactty DOMPSET RMITY M B v MARTINHO Allce
Tachnicien Blolagisle Ingénieu -
Dale Jeudl § tevrier —, P
Le pmsem_raprinne -(.‘:BT.I-!-NI& IBDI'D-d-III lotalement ou parfiaiiemant qu'avac ‘I;np;:r{:l;qi\nn [: 1] labnrétgnlra qll na CoNCAme que (85 abjgts soumis 4 l'essal
Thun rmport iy mol by o whale or o without the aiooeniol the laboratory and only invohees (he fested atigle -
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