ENTEGRIS CLEANING PROCESS

CONTROL REPORT

Customer

JOHNSON Diversey LTD

Management Quality Manual n® MMMQOQOO (contractual)

Product :

Specification reference :
Analyst : LGR

Clearklens Bi-Spore RTU VH26S

NA

Control report n° : CERT 9895
Purchase order n° : 4700811361
Date of reception : 23/10/2009

Customer's batch n° : ENT 08322 09 296
Date of manufacturing : 23/10/2009

Expiry date : 10/2011
ECP’'s batch n°® : 08322

ISOTRON certificate n°® : 14649301 and 14314401

Produced quantity : 120 x 5L
FIDT N°: FIDT 1816 G

Date of analysis : 23/10/2009

Results :
State in the production
Solution Anaiyzgad_ Method‘of Specification
characteristics analysis Beginning
° Clear colourless
Appearance (20°C) NA C liquid
Bi-Spore Activator .
Selidion pH (20°C) NA 11,5 11,5-13,5
Specific gravity (20°C)[ IDT 0301 1,015 1,015 - 1,035
Appearance (20°C) NA C Clear blue liquid
Bi-Spore Base n
Solution RTU pH (20°C) NA 29 25435
Specific gravity (20°C)| IDT 0301 0,999 0,990 - 1,010
Appearance (20°C) NA C Clasr yolow
liquid
Bi-Spore Activator PH (20°C) NA 3,08 25-55
Solution + Base )
Solution RTU  |Specific gravity (20°C)| IDT 0301 1,000 1,000 - 1,010
Dosage of the
materiel chlorine IDT 0261 263 ppm 230 - 280 ppm
dioxide
Microbiological contagion of the WFI IDT 0236 <1 cfu/100mL < 10 cfu/100mL
C: Conform NC : Not Conform
NA : Not Applicable
Conclusion : X |CONFORM NOT CONFORM
[
Y 7 A=
Date : 23/10/2009 Checked: D.

L IMP 0180 - L
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‘ CERTIFICATE OF TREATMENT BY GAMMA RADIATION I

WE UNDERSIGNED :
Isotron France S.A.S.

IN 712
E CP Recu |e13323 MARSEILLE CEDEX 14 - FRANCE

LZ? 0CT. 2008

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 5l
Customer's reference . ORDER # CF 090074 OF 08/10/09

okl B spoe RSV

Quantity * 4 PALLETS R . L
lob ENS 08322 08 29C |
ke Sab: 2310 [
Irradiation date : 2009.10.17 Do %t . 3
Irradiation dose * 17.7 kGy to 23.9 kGy Da\-e 2 O ’ 20 M)
Irradiation batch number * 14648301
SEpR T.aueeet § 28 [Jo (o9
The control of the applied radiation dose is done by Isotron France SAS using 2\ ) !
Red Perspex dosimeters calibrated by the English National Physical Laboratory. 7

Isotron France S.A.S.,

S. DEFAZIO C. SIMONIN
Process Control Quality Officer
R
[ VAL

[ - " e

Certificate # 14649301 / 1




CERTIFICATE OF TREATMENT BY GAMMA RADIATION

WE UNDERSIGNED :
Isotron France S.A.S.

MIN 712
13323 MARSEILLE CEDEX 14 - FRANGE /o

CERTIFY THAT WE TREATED BY GAMMA RADIATION ACCORDING TO THE SPECIFIC
CUSTOMER'S REQUIREMENTS AND TO :

- the specification of treatment # ESSAI 1 DOSE
- the requirements of the European Pharmacopea

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

Customer I ECP ENTEGRIS CLEANING PROCESS
Product . BI-SPORE BOTTLES 100 ml + STOPPERS
Customer's reference ! Order # CF090369 of 16/06/09

dL a&&(n& Y porc C_QTU

Quantity : 2 pallets

lob enT oR2329 o9 24¢
Irradiation date : 2009.06.24 Dake "SL.JO 92 (o [0 8
Irradiation dose : 26.2kGyto34.0kGy '

Dake pe - Jo 120 )
irradiation batch number : 14314401

5. uese’ & 2% [Jo /o9
The control of the applied radiation dose is done by Isotron France SAS using \
Red Perspex dosimeters calibrated by the English National Physical Laboratory. &\,L

Isotron France S.A.S,
S. LE GONIDEC C. SIMONIN
Quality Assistant Quality Officer

o c""
Certificate # 14314401/1
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| Demandeur 9 :

aas » Louis Lépina

~~¢ MedicalLab
34000 MONTPELLIER

Rapport d'essai de contréle de stérilité par la technique de filtration sur membrane

Test report Essay of Sterility - Method fiitration on membranes
selon la Pharmacopée Européenne 6° édition chapitre 2.6.1
ﬂm»mw!sImenmemmewﬁr.ammaEmn
Y iy e AT iy 5 S " LR 4 r. # _"m - i T 0]
Eﬁm' "‘T‘Bj:ﬂ & I-J;.-:: n.::l:u Ui g —-412- 5‘%-!:. f; i i‘
Deésignation Numére ge commande B e
Namo of prosuct . Oroer rumbee .
Référance client - - Référence Interne
Curtoma neiwenes e refararce | ¥
Numéro de lot : Matériau(x) : i
Batoh nuber At
Date ce réception : Domnée dimadiation :
Dnde of recoe! ' Datw wherkization ©
Date de réaiisation ;
|Dnte o test .+ Commentaire(s) -
Nombre d'échantillon(s) : 1 Comimani(s)
SRR S ekl e
500 mi
DNP + Thiosulfate v 3x100 ml
Nombrs de milisux tesiés : 2 Volume dimmersion de la membrane - - 1 00
Quenmty of moda flested imimersion volume of membases - (o0 Ml
Conditions uilleux de culture Températures d'incubation  Durés dincubation
Canddons ncubabon lerperatore Time of incubation
Bactéries aérobies, levures et moisissures Bouilion Trwme Scje 225%250C 14 jours
Anrabic and kmgal Tryplona soy solution ? 14 days
Bouillon Thicglycolate avec
Me::mm et aérobies Ré iy 325£26C 1:‘ {n“::n
Theogooiate Messrare selatisn
Valigation de la méthode ° '
Lieinod wilkdationn: 09/OUVAL.STEI017
HLTATS - RESL) TE %13 “,.-'.‘-,.,.'-..' Bt i FKE= P T R EREN
[RESULTATS - RESULTS TR SR B AR

Lecture par évaluation ce la turbcdhimu du mileu

1
|

Azsassment of the mada turnidimefry
Conditions / Milieux de culture Aprés 7 jours I Aprés 14 jours
Conditons / Media Afer 7 days After 14 deys

Bactéries arobies, levures ef o8 / Bouilion : Poaitifs D) B i e

Trypcase Soja s SR
Aerobic and fungal / Tryplone soy scision - Nagatifs 1 Négatifs
Bactéries anadrobies et aérobles / Baullen Thioglycolate p Posltifs 0 Positfs

avec Résazurine _20siive Wm"‘"‘
Anderobic and aerobic / Thioglycolate Reaszunne soiution - Négalifs 1 g‘,“'

geguive.

Eﬁmﬁﬁ”@@wW"

RPBNNOLS || TELres Foen g% vy gL
Canlrle plan de vavad {svant et aprés) | 5o '
Pk plen corive! (heiere et afer) O_K‘_JFC_\ S L } = Qure -
Corirse &7 Sous fux laminaio R Dot '
u- ren) l

Les échanlillons testés sont tous stériles aprés 14 jours d'incubation
The tested product doasn't shown any microbian development after 14 days of incubation.

Aucun produit ne s'est révélé posilif lors de cel essai,
No preducis has besn pondive during the test
sl and BERTHOME Audrey el MARTINHOAlce
Tachnicien Biologiste ingenewr Bickogiste —
Date - ijeldin2 2009 ——————géz;g—

|

Ou laborBio-e 61 e CONCaMs qus les obyels soumis & ‘essx.
N of MeTs dat o Sy 3Ty 3 (e ey, ol e

ECP

1 guavec

l Ls préssn: rapport ne peus bire reprocul totalement ou
Resuls fr! goncksion Gndy o She fast il fesing

MedicalLab
Microbiological end phiysice-chemice! anelysis - process validation
EN IS0 13488 (2003)
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