ENTEGRIS CLEANING PROCESS

CONTROL REPORT

Customer
JOHNSON DIVERSEY LTD

Management Quality Manual n® MMMQOOOO (contractual)

f

Product : Control report n° : CERT 9854
Clearklens TEGO 2000 RTU VH25S
Specification reference : NA
Analyst : LGR Purchase order n° : 4700835158
Date of receipt : 05/10/2009
Customer's batch n° : ENT 08096 09 278 ISOTRON certificate n° - 14575101
Date of manufacturing : 10/2009 Produced quantity : 40 x 5L
Expiery date : 10/2010 FIDT N°: FIDT 1813 D
ECP's batch n® : 08096 Date of analysis : 05/10/2009
Résultats :
State in the production
Analyzed characteristics Melhod. of Specification
analysis Beginning
Appearance 20°C NA C Clear liquid
Specific gravity (20°C) IDTO301 0,998 0,980 - 1,000
pH (20°C) NA 7,72 73-82
Microbiological <10
contagion of the EDI D70236 SR cfu/100mL
C - Conform NC . Not Conform
NA : Not Applicable
Conclusion : X |CONFORM NOT CONFORM

.V

Date : 05/10/2009

Analyst : L. GR‘I:;ng'E*)

A
Checked : D. QHE‘(J,’DB
&

IMP 0180 - L




I CERTIFICATE OF TREATMENT BY GAMMA RADIATION I

WE UNDERSIGNED :

Isotron France S.A.S.
MIN 712

ECP Recu lg | 13323 MARSEILLE CEDEX 14 - FRANCE

| 2 & SEP. 2009

No G(\nﬁz,é fo. & Q

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 : 5L BOTTLESKITS
Customer's reference - ORDER # CF040074 OF 17/09/09

g_ﬁCLLM{hx %(\c .z_ocx_')

Quantity * 2 PALLETS
Bt ENN Ro3C 09 248
e |
Irradiation date ¢ 2009.09.19 . : o
Irradiation dose * 18.6 kGy to 25.1 kGy DC\}ﬁ %AL [ [ -
Irradiation batch number  : 14575101 Dake peL - JolJo

The control of the applied radiation dose is done by Isotron France SAS using T.AUREOS
Red Perspex dosimeters calibrated by the English National Physical Laboratory. H . .
&,_ oS [do (5

Isotron France S.A.S., |

H. OSMAS C.SIMONIN . MQ‘) |
Process Control Officer Quality Officer JQ:,-: .

=
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\/MedlcalLEb l - 34000 MONTRELLIER

Rapport d'essai de controle de stérilité par la technique de filtration sur membrane
Test report Essay of Sterility - Method filtration on membranes
sefon la Pharmacopée Européenne 6" édition chapitre 2.6.1
znummmmm= Flwrnx:lmEmﬂ
BB § 4
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" Référance inlere ;
intamaf raferance

Matériawx) :
 Matvra!

Volume d'échantition :
Tosled volume of product .
Solution neutralisante : Vou e de ringage !
Neulradring sokion DNP + Thiceulfate pe A P
Nomive de milieux testés : 2 \fum-tdlmﬂhﬂﬂhmm, 100 o
Quanily of media fesied immarsion volume of membranes - T
Conditicns Milieux de cuiture Tempé es dincubeli Durée dincub
Condtions Megy FuCales fmogralut Tina of ncuboton
Bactéries sérobies. |levures el moisissures Bouilion Trypcase Soja 225425C 14 jours
Aarabic and fungal Trypdone 3oy Souon * " 14 days
|
Bactéries anaérobles et aérovies Bouillon Thiaglycolate avec s 14 Jours
Anserobio and serobl Rasazrine 325125C 14 dayy
Wmmam
Validaton de la méthode :

WVIHM'

Lmnwmm«aa ' turbidimétrie du milieu
A33633700 e medi turbiclimalry

Aprés 7 jours Aprés 14 jours
After 7 days Aftar 14 cays
Bactéries aérobles, levures et moisissures / Boullon : Fositifs ' h Posis
Trypoase Soja N@é!'z_th : %_.
Agarobic and fungal / Tryptone say solulion sgati
Legalls tho |

AL

Bactéries anasrobles et aércbies / Bouilon Thioglycolate |
evec Résazurine .

Conirtie plan de ravad (avam et apres) |
Work okat condro (Yefore and after)

Gwm&wulﬂmhmﬂam :

Les échanﬁllons testés sont tous stériles apréa 1‘- jours d mwbat;on
The tested product doesn't shown any microbian developmen’ a/'=+ | 4 days of incubation.

Aucun produit ne s'est révélé positif lors de cel Sssai.

No Progusts Aas been POsive dunng e lest
Technicion Biclogiste Ingénieur Biclag
Dete . L mereledi 28 ostobre:
Le présent ranport ne paut élre raproduit | e Loancane Gue les otjets soumis A Fessal
Resals and conohaion ol thw

MedicalLab
Microbiological and physico-chemical analysis - process validation

EN ISO 13485 (2003) E C P R€(;U Ie

. cremin cu Cetupclan - 89120 Veubs-an-velr - Frarce
Tel : 33(0)4 72 81 2262 - Fax 33 (0M 7287 22 72
E-mail : infodl A = www, fr
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