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I CERTIFICATE OF TREATMENT BY GAMMA RADIATION I

WE UNDERSIGNED : Isotron France S.A.S.

MIN 712 - Les ARNAVAUX
13323 MARSEILLE CEDEX 14 - FRANCE

Kodde © AR

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 51"

Customer's reference - ORDER # CF120080 OF 24/01/2012
PiveERiey

Quantity : 3PALLETS (ol - Egﬁ

Lot wo EWTAIT? 1 W2

Irradiation date ¢ 2012.01.28 4
jati : W faods _—
Irradiation dose ¢ 19.1 kGy to 25.3 kGy _é;,\ S
‘4’/-‘- -
Irradiation batch number ¢ 17494601
The control of the applied radiation dose is done by Isotron France SAS using
Red Perspex dosimeters calibrated by the English National Physical Laboratory.
Synergy Health (Marseille),
S. DEFAZIO T. CAVA
Quality / Production Assistant Plant Manager
— i ey,
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Certificate # 17494601 / 1




ENTEGRIS CLEANING PROCESS

1\ s

- .
y Diversey
Customer
Management Quality Manual n® MMMQO0000
DIVERSEY LTD w b Q0000 (contractuai)
|F'r°d_uct= Control report n” CERT 12154
Ckearklens Tego 2000 RTU VH25S
Specification reference : NA
FAnalm ; GGE Purchase order n": 4701193956
Date of receipt : 05/31/2012
PHYSICA RO Bt Do i R
Customer's batch n": ENT 17387 12 152 ISOTRON certificate(s) a®: 17546101
|Date of manufacturing : 05/31/2012 Produced quantity - 160 x 5L
Expiry date - 12/01/2013 FIDT N” 1813 ind H
ECP's batch n” - 17387 Date of analysis 05/31/2012
|Résultats -
State in the production
Analyzed characteristics Methodvof Specification
analysis Beginning
Specific gra:wty (base) IDT0301 0,999 0.980 - 1,000
(20°C)
pH (base) (20°C) NA 7.80 73-82
Microbiological contagion <10UFC /
of the EDI IDT0236 8 UFC/ 100 mL oy
C : Conform NC : Not Conform
NA @ Not Applicable
Conclusion : X |CONFORM DNOT CONFORM
e
[ Date:06/0412012 | Edited by : S [ Checked by : D.GHERSY |
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\/ MedicallLab

l!amn d'essai -

Esni de stérilité par la méthode de filtration sur membrane

et A 2/OUSTEQT8
ECP
385 rue Louis Lepwne

| .

Test report - Membrane filtration sterilty testing

mumzmrwmnzat
accorang lo the prolocol 2 6 1 described mio e seventh European Pharmacopoesa Eanon

i

Dessgnaton Numerc de commance
| s CieariGens TEGO e CF120458
{Ph—— 7518051 POE i
Icu-m s
Numéro de lot Materiauix) 3
[m_._, ENT17 387 12 152 ras |
Date de récapton Dornee ge sterksanon g
i,___, § juin 2012 i
|Date de réahsation
| outg date 5 juin 2012 —
Commentare( 10 budons pooies
' Nombre d echantilio s 2 Cammrmern 11
e e T
[PROTOCOLE - proToco ]
Volmne d echantdion 500
Proc ! hested eolme
Sohstion neutraksanie Volume de nncage
Nouaking Sohest DNP + Thiosulfate pertasidn Ix100
Nombre de mebsus tes1és Volume ¢ mmerson de 18 membrane 100 al
Teytad ol Juantty s vOwsme of memtrane:
Condore - Whoux 0% e | Tempivate Gincibabon | Duree
iy Mmooy | e e - ey
Bacenes acrobes evues champgnons Boushon Trypcase Soa 225325C 14 ours
Aemtm pt P Topetew toy Bohdborn
Flounion Thing yoniste Svec 19
Bacteres anaerutees ot aerotees 5 Jours
At ot Resazunine 325225C
SsZpogs Doigere bass
Valdat-on de la méthooe
Motod wideion 09/OWVAL STEN22
RESULTATS - RESULTS
ma-mmﬁuﬁ
T T — __+__ OF the Ml MICTODAN DEveOpmer! - 1
[ Condivons /| Mikeux de culture mun-n hn-upn |
Conamons ! Meda Aer | Gays Afer 14 days
' o ot 0 Posats
Bacienes sérotres, levures et morsmsunes | pleame=ses 1
Bouilion Trypcase Soje e
| Negahts Negatts
Acrobe and fugal / Tratone sov sokudon - - 4 |
| Baciénes ansérctees et acrobees | Boudon Fosafs o Posats
Thioglycoiate avec Re povtwe fstive
| Ansermbe and secabe / Thogicotate Resazunne Negauts 1 hegatts |
L soston - . -
- CONTROLS
Contrtle gian de WS« (UFC)) Comriie de gant (UFC) o
Work e corleor | FUY 0 L Gl cowrns (CFUY
| s
A sous fus lenae (UFCH 0 c-:---— Conforme

| e e e cowtres ALY
‘m « CONCLUSION

LnWMmeuﬂmmwup;nfmﬂm

Tested products doesnt shown any microbian development after 14 days of incubabon
Aucun produit ne s'est révélé positif lors de cet essai.
No proouct was positive dunng the test
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MicTobOogCal and phySCo-Chemical analysss - (rocess vakdaton

EN 1SO 13485 (2002

5 chemn du Catupolan - 69120 Vauls-an-Vein - France
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