ENTEGRIS CLEANING PROCESS

Customer

JOHNSON Diversey LTD

|Product :

Clearklens Bi-Spore RTU VH26S
Specification reference : NA
Analyst : LGR

CONTROL REPORT
Management Quality Manual n° MMMQOOOQO (contractual)
Control report n° : CERT 9897
Purchase order n° : 4700832590
Date of reception : 26/10/2009

Customer’s batch n° : ENT 08343 09 299
Date of manufacturing : 26/10/2009

Expiry date : 10/2011
ECP's batch n® : 08343

IISOTRON certificate n® : 14649301 et 14314401

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

Date of analysis : 26/10/2009

Results :
State in the production
Solution Analyz‘ed. Method.of Specification
characteristics analysis Beginning
Appearance (20°C) NA G (I wanotTe
liquid
Bi-Spore Activator = )
Solution pH (20°C) NA 1.5 11,56-13,5
Specific gravity (20°C)| 1DT 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 2,8 25-45
Specific gravity (20°C)| IDT 0301 0,999 0,990 - 1,010
Appearance (20°C) NA c AT Yoo
liquid
Bi-Spore Activator pH(20°C) NA 3,12 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 243ppm 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
/l
Date : 26/10/2009 Ecl!ited_;,g},QRESSE Checked: D. C%
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‘ CERTIFICATE OF TREATMENT BY GAMMA RADIATION I

WE UNDERSIGNED :

Isotron France S.A.S.

“*“’g:;,‘*'g . T IN 712
F__ R K [ ECU {£213323 MARSEILLE CEDEX 14 - FRANCE
ey |
79 001, 2009 |

B b E St ¢ b B

N _Cﬂ.,.azu _Qgﬁ_ N

B AT —

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

C&(L&ﬁna P -%.P_o_:t_ RTU

Quantity * 4 PALLETS 1
fob enc 083A3 o8 2949
Irradiation date 2009.10.17 Dake &RL‘ 26 [Jo 109
Irradiation dose : 17.7 kGy to 23.9 kG
yto Y de peL Jo |26 1
'rradiation batch number 14649301

J.aurReek  38/[Jo /o9

The control of the applied radiation dose is done by Isotron France SAS using 1
Red Perspex dosimeters calibrated by the English National Physical Laboratory. & )LLUT}}'
Isotron France S.A.S.,

S. DEFAZIO C. SIMONIN
Process Control Quality Officer




CERTIFICATE OF TREATMENT BY GAMMA RADIATION

WE UNDERSIGNED :
Isotron France S.A.S.

MIN 712
13323 MARSEILLE CEDEX 14 - FRA E/I/o

CERTIFY THAT WE TREATED BY GAMMA RADIATION ACCORDING TO THE SPE>FIC\/
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) i
|
|

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

C,& whleny ® ypore  RIU

Quantity : 2 pallets . - e
b exng 08343 o8 349
- (_‘
Irradiation date : 2009.06.24 Dae $ub: 20 /d0 109
Irradiation dose ! 26.2 kGy to 34.0 kGy tbc'\l " r“ s «do 195 i
irradiation batch number - 14314401

T. BUREOR {}. 2R o (.9
The control of the applied radiation dose is done by Isotron France SAS using 5 1 (
Red Perspex dosimeters calibrated by the English National Physical Laboratory.

1HA

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

-

Certificate # 14314401/ 1
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i 34000 MONTPELLIER !

Rapport d'essai de contréle de stérilité par la technique de filtration sur membrane
Test report Essay of Sterility - Method filtration on membranes

selon la Pharmacopée Européenne 6° édition chapitre 2.6. 1

Accorting fo the profocsi 26.1 ;
B AT T T

ECHANTILL a&g@ﬁma.a T
Du‘ommm
e . Chuﬂ(bnsBé-Splm _
Re‘érence client ! 3 y Référance |nterna
Curtumys refwonce : ‘& ?5“19& L i indorrie celacerie
Numéra de ol : ik g N Matardau(x)
iidc piede * LY ENToa 343032'&? e Mosiiar
Dete ¢e récaption SRR Donnée dirediation
Fismp Sk i 2ammm et
Date ce reaiisation : L . oo
Dt of tout * fhab L i :Z.nwm Commentaire(s) :
Nombre d'échantilion(s) : p: f
Quantly af ised sample 3 L

lalioy

Volume d'échantiion

Tested vomme of produc! : b :
Solution neutralisante - Volume de ringage :
Neutraizing sciution - DNP + Thiosulfate i : 3 3 x 100 mi
Nombre de milleux testés g Velume d'immersian de la membrane 100 mi
Quarntty of meds fested ' L/ W0 velume of : 5
Conditions tilieux de culture Tampémtures d'incubation  Duree dincubati
Condiicng Medin Incubadian lamperatue Timo of inoubetion
Baciéries adrobies, levures el moisissures Bouillon Trypcase Soja 228:25C 14 jours
Aprabes eag Feige’ Tryplone scy schuor ) e 14 daya
Bactéries anaérobles et adrobies Boution Thioglyoolate avec ¢ 14 jours
Anasrobic ang asrohe Reésazurine 325:25C o e
Thegiycoluts Resazurine sotton
Validation de la méthode : Sy T Y
Metnod validation 7. OS/OIVAL.STEI017

- 50 ™y T D H T s s T O RS 5 S P T i
g 4 "M 11 AN P A AR T e L L Sy

Lacture pwéukmmuh mrhmn&nenu mibeu

cf the medta turdcimany
Conditions / Milieux de culture Aprés 7 jours Agrés 14 jours
Condiiens / Media Aftor 7 days Aftor 14 days
Bactérios aérobies, levures et moisissures / Boulllon | . . Pasitfs 0 £ P°‘ﬂ‘
Trypcase Soja e - T ,ﬁ-"—ﬂ
Aerobiz and funga!/ Tryplone soy selunon : i o T ?@w 1 ga
Bactéries anasrobies el adrobles / Boullion Thicglycolate | s "“:‘""' 0 Eﬁ:
{1 NHR
Lk k1)
ot reorbecpvh sl p b ERERE 11 GE I DRSS
Contriie oir sous flux laminaire : ¥ g 15 P i Sl e S
jprigetion 3 L OUFC
a8 0 g '
il 3 "Lﬁs 3B v ih

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

Aucun produif ne s'ast révélé positif lors de cet essai.

No products has been postive during the fast.
T BERTHOME Audroy | Aprouvé par” " MARTINHO Alice- !
Tochricien Biologiste o Ingénieur Biologiste -
Date : 7 jaudi 12 novembre 2008 -—-\—-’—fﬁ —
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MedicalLab
Microbiological and physico-chemical analysis - process validation
EN IS0 13485 (2003)
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