RIS CLEANING PROCESS

CONTROL REPORT

Customer

JOHNSON Diversey LTD

Management Quality Manual n® MMMQOOOO (contractual)

Product :

Analyst :

Clearklens Bi-Spore RTU VH26S

Specification reference :

LGR

NA

Control report n° _: CERT 9893
Purchase order n° : 4700788206
Date of reception : 22/10/2009

Customer's batch n° : ENT 08321 09 295

Date of manufacturing : 22/10/2009

Expiry date : 10/2011
ECP's batch n° : 08321

ISOTRON certificate n° : 14529501 and 14314401

| Produced quantity : 40 x 5L
FIDT N° : FIDT 1816 G

Date of analysis : 23/10/2009

Results :
) Analyzed Method of State in the production -
Solution i : Specification
characteristics analysis Beginning
Appearance (20°C) NA c Clear _colpurless
liquid
Bi-Spore Activator a
Sohstion pH (20°C) NA 115 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 i 2
Solution RTU pH (20°C) NA 2,9 25-45
Specific gravity (20°C)( IDT 0301 0,999 0,990 - 1,010
Appearance (20°C) NA G Clegr ygllow
liquid
Bi-Spore Activator pH (20°C) NA 3,02 25-55
Solution + Base
Solution RTU Specific gravity (20°C)| DT 0301 1,000 1,000 - 1,010
Dosage of the
materiel chlorine IDT 0261 277 ppm 230 - 280 ppm
dioxide
Microbiological contagion of the WFI IDT 0236 <1 cfu/100mL <10 cfu/100mL
C: Conform NC - Nof Conform
NA © Not Applicable
Conclusion : X |CONFORM NOT CONFORM
/
4
Date : 23/10/2009 Edite Checked: D, ZHEONG>

d: L5{GRESSE
O

IMP 0180 - L




‘ CERTIFICATE OF TREATMENT BY GAMMA RADIATION I

WE UNDERSIGNED :

Isotron France S.A.S.

\ 0 SEP. 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

Product
Customer's reference

Quantity

Irradiation date
Irradiation dose

Irradiation batch number

The control of the applied radiation dose is done by Isotron France SAS using _
Red Perspex dosimeters calibrated by the English National Physical Laboratory. (‘e 26 Uu ( :j

S. DEFAZIO
Process Control

Certificate # 14529501 / 1

MIN 712
ECP Recu le | 13323 MARSEILLE CEDEX 14- FRANCE

Isotron France S.A.S.,

ECP ENTEGRIS CLEANING PROCESS

KITS BIDONS 5 L
ORDER # CF090074 OF 03/09/09

4 PALLETS (/PQCLk%EEW& Pam EE\CE‘E RIU
lob % exngoR32J 09 285
2009.09.05 TD(L)‘C Sﬂl’ 39 o | 4

18.9 kGy to 24.3 kGy

ke pec - J
14529501 e Jo | 2ol

I.QUuReoR

T. CAVA
Quality Manager




CERTIFICATE OF TREATMENT BY GAMMA RADIATION

WE UNDERSIGNED :
Isotron France S.A.S.

MIN 712
13323 MARSEILLE CEDEX 14 - FRANGE Vo

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

CYC(LLE&L’M. Pat-s{-\cm RT_U_

Quantity : 2 pallets .

lob enT o832) o3 29%
Irradiation date 1 2009.06.24 ga}e %&Lt] « 991 Jo 19
Irradiation dose : 26.2kGyto34.0kGy C

Make O Jo |20
irradiation batch number : 14314401

7. eurRet i 2¢ldo /63
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,
S. LE GONIDEC C. SIMONIN
Quality Assistant

=S

Certificate # 14314401/ 1
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Rapport d'essai de contrdle de stérilité par la technique de filtration sur membrane

Test report Essay of Sterility - Method filtration on membranes

selon la Pharmacopée Européenne 8° édition chapitre 2.6.1

#cwﬂngaomepmcwzh

ibed ko the swith Evropean Fhermagcopoe Ediion

IDésignation -
Name of progier
Référence client -
Curalorme retemee
Numéro de lol :
Baloh putiber

Date de réception -
Date of recanyt

Date de réaitsation :
Calw of test

Nombre d'échantilion(s) :

Orciwr Gumber |

Rétérence Interne .
Infomal retarpice

k Ml‘urlau(x}'

Dorme dirradiation :
Catn eteiiention *

Numéro de commanda

10 bidons pooiés

Quanily of ured samps .

‘ et ) =T
eﬁtdw il Y e

'\hﬁ"-

LA

Volume cl'écnnnllslcn )

Testod voiume of product , '.“.’.o o
Solution neutralisante : Velume de ringage iy
Neutraizng scivten DNP + Thiosulfate Mkv‘xm ' 3 ‘ 100 mi
Nombre de milieux testés : 2 Velume d'imy de la T |
Quarntty of meda tosiad ! vokame of t ™
Cenaitons - M fliewx de culture Températures dincutation  Dunée d"ncubation
Congfiony Mace Incubigfon farperatuns Tims of moubation
Baciéries aérobies, levures &l molsissures Boullion Trypcase Soja 225+25°C 14 jours
Ameabic and Lngel Tryptons soy soksfon . ' 14 tays
. Bouillon Thioglycolate avec
Bacléries ma&g:im el :ﬁroblu Ridizizing 325225C 1; ];::s
rma;_;_mu Roraguriow sofution
Validation de 18 méthedea 2
Method validation - WOUVMTEM?I 7

1 Bl Bamen e

BT

Cantrdie air nous fMux laminaire

Lt nt oy b4 ¢ EBEA ik : -
1 Lectura par & 1 de la turblaimétria du miieu
Assassment of i meds turbalimelry
Conditions / Milieux de culture Aprés 7 jours Aprés 14 jours
Condifons / Madia Alter 7 days Afver 14 days
Bactéres aérobles, lsyures et molsissures / Boullon | - .. Positifs
Trypcase Soja - _pogitve
Asrobic and fungat/ Trygtone sy salution et Négatifs
. QSQotNe
Baciéries anaérobles et aérobies | Boullon Thiogyycolate & Positifs
avec Résazurine - e pomiive
Anaerabic and eerobic / Thioglxcolate Resarurine sokticn SRSET A Negatifs
3 s
8 f TR E T AP T
4l N b 5 o ,_".'__"-ql:z-‘.
Contrdie plan de raval (avant af apras)
Wors i oantroi (Dafors ond adle) .

; "F’Q“!‘]"""'":"t
| ,:fgl\rnn.pf

Les échantillons testés sont tous siénlas aprés 14 jours d'incubation

The lested product doesn't shown any microbian development after 14 days of incubation.

MedicalLab

Microbiofogical and physico-chemicel analysis - process validation

EN IS0 13485 (2003)

5 chemin du Catugoian - 59120 Vaulx-en-Vekn -
Te, nronnuzzez Fax:. 23 {0)4 812
E-mal infod I - wanv.med cabeo, ir

05-ORSTE-182 -Résullata STE PREUR fitr bilin

I?A

Aucun produit ne s'est révélé posilif lors de cet essai.
No oroducis hes bean costive dunng the tast
i i [BERTHOME Audrey { . o et o MARTINHO Alice
Technicien Biologiste Ingérieur Biologisle 7 e
Date jeudi 12:noventbre 2009 = F =
Le présent rapaort no pout dire reproduilt tota ement ou partielemant qu'avec fapprobaticn cu orANCITD of N6 EANCAMA Guk Mk Dbjels SIS & (Bssal |
lemw G Lhe bast arficie tested Ay s of thazs dain ic cther g 5 5 the re JRVY oF B
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