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Customer
Management Quality Manual n® MMMQOO0OO (contractual)
JOHNSON Diversey LTD
Product : Control report n® : CERT 9956
Clearklens Bi-Spore RTU VH26S

Specification reference : NA
|Analyst : JBU rc ern® 4700861043

Date of reception : 11/30/2009

Customer's batch n°: ENT 087?8 09 334
Date of manufacturing : 12/2009

ISOTRON certificate n° : 14745901 et 14314401
Produced quantity : 120 x 5L

Expiry date : 12/2011 FIDTN°: FIDT 1816ind H
ECP’s batch n° : 08778 Date of analysis : 11/30/2009
Results :
. Analyzed Method of State in the production _—
Solution : Specificati
characteristics analysis Beginning T
Appearance (20°C) NA c Ciearlf‘;:l(ﬂ%udess
B"SWS; uﬁf‘;ﬂ"m’ pH (20°C) NA 1,5 11,5-135
Specific gravity (20°C)| IDT 0301 1,015 1,015 - 1,035
Appearance (20°C) NA c Clear blue liquid
ﬁjm g".r’i‘j’ pH (20°C) NA 34 25-45
Specific gravity (20°C)| IDT 0301 0,997 0,990 - 1,010
5 Clear yellow
Appearance (20°C) NA C liquid
Bi-Spore Activator pH (20°C) NA 32 25-55
Solution + Base
Solution RTU  |Specific gravity (20°C)| I1DT 0301 1,000 1,000 - 1,010
Dosage of the
materiel chlorine IDT 0261 250ppm 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
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‘ CERTIFICATE OF TREATMENT BY GAMMA RADIATION I

WE UNDERSIGNED :

Isotron France S.A.S.

IMIN 712
ECP Recu le 13323 MaRSEILLE CEDEX 14 - FRANCE

13 NOV. 2008

N3 L) 04 A

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 BOTTLES KITS & STOPPERS
Customer's reference * ORDER # CF090688 of 03/11/09
(‘K_E cu‘ﬂl'\;. A Disperte RIL
\ _
Quanti 4 Pallets =B S~
ty f:"L_ & (S Q"(': \{\F{-' C(i - --:'Zl
Sake Yob 12, | 200 S
Irradiation date : 2009.11.08 Pale. pb: Jd (2003
Irradiation dose : 18.4kGyto23.5kGy .\ peL 19, ] 2o

Irradiation batch number * 14745901 - C

) 1AV RGOS Lé

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.,

T.CAVA C. SIMONIN
Quality Manager Quality Officer

Certificate # 14745901 / 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 ! ECP ENTEGRIS CLEANING PROCESS
Product ! BI-SPORE BOTTLES 100 ml + STOPPERS
Customer's reference ! Order # CF090369 of 16/06/09
O{ (A .\1‘& Ly 1".' | ( Y [‘- _‘l\ )
Quantity : 2 pallets L o
Loy enS 08778 o
Irradiation date : 2009.06.24 Dade \ab . 2 | 20
Irradiation dose * 26.2 kGy to 34.0 kGy Nk \‘ " 49, / 7k
Irradiation batch number * 14314401
-__'j '.:..|L (%3 i: I_--_'-'. Illk'- C ‘.: ‘l ] :' l v i
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 Quality Officer

-~ o

Certificate # 14314401/ 1
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N MedicalLab

Rapport d'essai de contréle de stérilité par la technique de filtration sur membrane
Test report Essay of Sterliity - Method filtration on membranes
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Bacléries aérobles, levures et moisissures Bouillon Trypcase Soja 2254 25°C 14 jours
Abrodie Bnd fungel Tryptone soy scadion 14 dwys

Bouillon Thioglycolats avec
Bactérias anadrables ot adrobles Ré ; 3284 25°C 14 jours

i
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of the med turbidimetry
Condifions / Milieux de culture Aprés 14 jours
Condtions / Medbs Afor 14 déys
Bactéries aérobies, levures et moisissures / Bouilion Positifs 4%
Tomane Som Negalifs
Awrobic and fungal/ T solubion ”
hmgal/ Tryplone soy
Positits
positha
Négatfs
cegatee

Les édmntjﬂum testés aont toua stériles aprés 14 jours d' Inwbaﬂon
The tested product doesn't shown any microbian development after 14 days of incubation.

Aucun produit ne s'est révélé positif lors de cet essai.

No products has bean posiive during the lest,
Approuve par :
Annrovend v
ummmmmwmmm, { b cul e ol ne que les objets soumis & lessel.
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