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RAPPORT DE CONTROLE PHARMACEUTIQUE

W

Client
Référentiel Plan Qualité n° MMMQOOQO0O (en vigueur)
JOHNSON DIVERSEY
Produit dosé : N° rapport d'essai : CERT 9818
ClearKlens Cleansinald RTU VHIS
Référence CDC : CDC Edition n°2 du 08/11/05
Analyste : LGR N° du bon de commande : 4700810713
Date de réception : 07/09/2009
Lot de fabrication : ENTO07774 09 250 N° certificats ISOTRON 14491301
Date de fabrication: 07/09/2009 Quantité produite : 2650 x 1L
Date de péremption: 07/03/2011 FIDT N° : FIDT 1043 E
N° LOT ENTEGRIS: 07774 Date d'analyse : 08/09/2009
Résultats :
Caractéristiques Méthode Situation de I'échantillon dans la production
I 1 Spécification
analysées d'analyse début milieu 1 milieu 2 fin
Liquide
Aspect a 20°C NA C C c c limpide et
incolore
Odeur NA c c c c Gy yes
legere
Dosage de la matiere P . o
active cationique IDT 0261 0,08% 0,08% 0,08% 0,08% 0,07 4 0,09%
Qualité microbiologique <10
de l'eau WFI IDT0236 <1 UFC/100mL UFC/100mL
C: Conforme NC : Non Conforme
NA : Non Applicable
Conclusion : X |CONFORME NON CONFORME
. S
Date : 08/09/09 Analyste 14/ GRESSE Vérifié : D. GHEBNG—~
o .

IMP 0180 - L




| CERTIFICATE OF TREATMENT BY GAMMA RADIATION I

WE UNDERSIGNED :
Isotron France S.A.S.

MIN 712
E C P 13323 MARSEILLE CEDEX 14 - FRANCE
Recu le

03 SEP. 2009

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 ! Kits bidons 11 & BOUCHONS
Customer's reference *  Order # CF090074 of 20/08/09

Baklins Eansinald

Quantity ¢ 2 pallets o -
Go!: ENT CE{VVA CS 200
B Y o(
Irradiation date : 2009.08.22 e %al? . 01198 oS
Irradiation dose * 19.2 kGy to 25.3 kGy / >
Dak Pt o 1531
Irradiation batch number - 14491301

TJ.evreos € 25108009

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

(o o

Isotron France S.A.S.,

S. LE GONIDEC C. SIMONIN
Quality Assistant Quality Officer
Certificate #14491301 /1 /
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\/’Medlca'Lab -386, rue Louis Lépﬁ .

‘34000 MONTPELLIER -

Test report Essay of Sterility - Method filtration on membranes

Acoordlng to the protocol 2.6.1 descriped into the sixth Europeen Pharmacopee Edlﬂon
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Name of product : Glaerians Cleansmald _ Order number
Customer refarence : e 7513;15 X Internal reference - oy 535
Batch number o et 740025 Material e
Date of receipt : s ‘lisaptambrem - Dota steriization = St
Date of test i e 11umbrbzooa
< Comment(s)
Quantity of used sample : =10
Tested volume of product : P ARSHE " m)
Neutralizing solution : DNP + Thio Rinsing volume o 3x100 I'I'Il
Number of media tested : 2 Immersion volume of membranes . _' 100 ml
Conditions Media Incubation temperature  Time of incubation
Aerobic and fugal Tryptone soy solution 2251225C 14 days
Anarobic and aerobic Thioglycolate Résazurine 325425C 14 days
solution
Method validation 09/QIIVAL.STEI016
N S i ) I R - 5 R s SR |
Assessment of the media turbidimetry
Conditions After 7 days After 14 days
_ 5= positive e
Tryptone soy solution :
5 negative
; 0 pasilive
Thioglycolate Résazurine sclution -
-8 negative
I8 R /S L S SR S
5_;%4 ! R R e oo oA
Wark plan control R 0 l 0
(befare and afler) © A -
Alr control : iR el T

] ‘r ST §

By
,-‘.'w'c RArin

The tested product doesn't shown any microbian deveiopment after 14 days of incubation.
No product has been posifive during the test.

Redact by : !-ERTHOHE Audrey MARTINHO Alice
Tachnicien Biclogste 4 Ingérieur Bnlogm ——
Date : vendredi 25 seplembre g s

Results and concausion apply only on fhe test artidle tested. Any extrapolation of these data to other sampias is the responsibility of the Sponsor,
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