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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 to the customer’s indication)

Customer . ECP ENTEGRIS CLEANING PROCESS
Product ¢ 5LBOTTLES KITS
Customer's reference : ORDER #CF110916 OF 314011

DivERIEY LD

Quantity ; : 3PALLETS CQ@LKQWJ”& Cﬁeﬂ' o mQQC\ &L

Rakah N & ENTA 642 M32H

Irradiation date so2011.11.06 ‘
Irradiation dose : 17.1kGyto 24.5kay - CWEREY, fodd. A2.05
Irradiation batch number = 17202901

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 Gongtrol Officer Quality Officer
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ENTEGRIS CLEANING PROCESS

E[CIP

CONTROL REPORT

JohnsonDiversey .}\._; Dlvergéiy

Customer
Management Quality Manual n® MMMQO0OO (contractual)
DIVERSEY LTD
Product : Control report n® CERT 11427
ClearKlens Cleansinald RTU VHSS
Specification reference : NA
Analyst : NMA Purchase order n° : 4701125138
Date of receipt : 11/23/2011
PHYSICAL AND CHEMICAL PROPERTIES CONTROL
Customer's batch n”:  ENT16192 11 327 ISOTRON certificate(s) n° : NA
Date of manufacturing : 11/23/2011 Produced quantity : 320 x 5L
Expiry date ; 05/23/2013 FIDT N® - 1812 ind H
ECP's batch n”: 16192 Date of analysis : 11/23/2011
Résultats :
State in the production
Analyzed characteristics Methnd‘nf Specification
analysis beginning middle 1 middle 2 end
Clear,
Appearance (base) 20°C NA c colourless
liquid
Specific gravity (20°C) IDT 0301 1,000 1,000 1,000 1,000 0,890 - 1,010
pH (20°C) NA 10,9 90-11.7
Dosage of the materiel | |\ 64 0,082% 0,082% 0,082% 0,086% 0,07 & 0,09%
activates cationique : ! ' ! ' ik
Microbiological contagion <10 CFU
of the EDI IDT0238 8 UFC / 100mL 100mL

Conclusion :

[ X ]conFoRM

C: Conform NC ' Not Conform

NA : Not Applicable

[ ]NOT cONFORM

[Date : 1172972011 |

Edited by : N. MARTZ
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Rapport d‘essai - Essai de stérilité par la méthode de filtration sur membrane
Test report - Membrane filtration sterilty testing

selon la Pharmacopée Européenne 7° édilion chapitre 2 6 1
aceording to the profocol 2.6 1 described info the seventh Eurapean FPharmacepoeia Edition

ECHANTILLON(S) - sAMPLES

Déaignation Cleaildame Cleanminsid Numéro de commande CE 1111007
Proin:t nim ! el et
Reférence client 7848719 POE
Cuatismir silurrics oS B
Numeéro de ot - - a1 A Matériau(x) -
Batcn numbar ENTI8102 11 22 Matetial
Date de réceplion A Donnee de stérilisation
FReceipt dafe - 25 poverite d013 Stonkzation data
Date de réalisation d
24 novambre 2811
ik Commentaire(s) 10 Bldons poolés
Nombre d'échantillon(s) 2 Cammenis)
St qupniity

PROTOCOLE - proTocoL

Voluma d'échantillan :

Froduct tested voluma 500
Solution neutralisante Volume de nngage
Neutralzing salufion DNF + Thiosulfate Rinsing valume 4100 mi
Mombre de miligux lestés 2 Volume dimmersion de la membrane 100 i
Testad meta quanity Immerson voiume af membranas m
o Conditicns v Milieux de culture {emperature dincubation ‘ Divew dincubation
Conditions Maddin inr-‘ubﬂimu tamporature Ingubabion pessad
= = i ] AT A AT A ‘
Bacléries aérobies, levures, champlgnons Bauillan Trypease Soja 12549 5°C ‘ 14 jours
Awrobic anid fungat { lepmnn m,- mlmmn i ! 14 days
= ‘ “Buullien Thisglyeaiate avec " S
Bactenes anaerobles el atrobies | o 4 |ours
Angerobic and agrobic | Rasazurine R5:£25C 14 days
—— TSI B sl — =
Valldation de l& méthods
Nalliod valtation 09/0IVAL STEIO16
RESULTATS - sesuLrs ) . =
=5 Examen de Is cralssance microbienne du milieu ]
L Assessmani of the media microblan develapment o
Conditions / Milieux de culture Aprés 7 jours Apris 14 jours
Condtions / Media Affer 7 days Altar 14 days
Bactéries agérobies, levures el moisissures / it 0 E;:f:
Boulllen Trypease Soja &agtfs |
Awrabic and fungal / Tryptone say salufion = 1 Négatifs
nngaim
Bactéries anaérobies et aerobies / Boulllon . Positifs 0 Foaitirs
Thioglycalate avec Résazurine pasiive . positive
Apaerobic and aerobic / Thioglyeolate Rasazynne Négatifs 4 Negatifs
- salution B g | nagative | negaiive
CONTROLES - CONTROLS
£y (Htie] Apeas (Aftir) —_
Contidle plan de ravail [Ln-'lt::)l 0 o Contréile de gant (UFC) 7
Wrk plin canfeal (£FU) Ghove Fanirol fEFL) -
Air 5006 fUx IaminBIrB (UFCi Cantrale utérllllé rnlimuu
Laminr o & conirgd (GEL) 0 ala sterity sl Canfarme
CONCLUSION - CONCLUSION ) =

Les echantillons testés ne présentent pas de croissance microbienne aprés 14 jours d'incubation
Tested products doesn't shown any microbian development affer 14 days of incubation

Aucun produit ne s'est revélé positif lors de cet essai.
No product was pasitive during the test

Rt'.'dl_gtr par Approuve par
Redict by ROUE mll}! A By MARTINHO Alice .--—
:.'anr.mr‘ uq;sm - "5"/-' Ingénisur Hluin,mu- . _“'_‘—'-r!/
Date vandredi 8 déeambre 2011
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5, chermin du Catupolan - 89120 Vaulx-en-Velin - France
Tel |33 (0)4 7281 2262- Fax:33(0 72812272
E-mail . mfo@medicallab fr - www medicallab fr
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