ENTEGRIS CLEANING PROCESS

An Entegris Company

CONTROL REPORT

JohnsonDiversey $_;_z Dlver§é4y

Customer
Management Quality Manual n® MMMQOOQOO (contractual)
DIVERSEY
Product : Control report n® : 11244
Clearklens Bi-Spore RTU VH26S
Specification reference : NA
Analyst : GGE Purchase order n” 4701055855
Date of reception : 26/07/2011
PHYSICAL AND CHEMICAL PROPERTIES CONTROL
Customer's batch n®: ENT 15226 11 206 ISOTRON certificate(s) n®: 16730201
Date of manufacturing : 26/07/2011 Produced quantity : 480 x 5L
Expiry date : 06/2012 FIDT N°: 1816 ind L
ECP's batch n”: 15226 Date of analysis : 26/07/2011
Results :
) Analyzed Method of State in the production -
Solution L . Specification
characteristics analysis Beginning
Appearance (20°C) NA Clear colourless liquid Clearlgzlci:jurless
Bi-Spore Activator o
Solution pH (20°C) NA 11,9 11,5135
Specific gravity
(20°C) IDT 0301 1,020 1,015 -1,035
Appearance (20°C) NA Clear blue liquid Clear blue liquid
Bi-Spore Base Solution oH (20°C) NA 2.00 25-45
RTU
Specific gravity
(20°C) IDT 0301 1,030 0,990 - 1,010
Appearance (20°C) NA Clear yellow liquid Cleﬁgzglow
20° 2,94 =
Bi-Spore Activator PH (20°C) NA 25-55
Solution + Base Solution ie ;
RTU Steic gravity IDT 0301 1,000 1,000 - 1,010
(20°C)
Dosage of the
materiel chlorine IDT 0261 250 ppm 230 - 280 ppm
dioxide
Microbiological contagion of the WFI IDT 0236 9 CFU/100mL <10 cfu/100mL

Conclusion :

[ X JconFoRM

NOT CONFORM

C : Conform NC : Not Conform
NA : Not Applicable

Date :

01/08/2011

Written by : G. GEORGES

Checked by : 'QIGHERSY
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! CERTIFICATE OF TREATMENT BY GAMMA RADIATION I

WE UNDERSIGNED :
..~ Isotron France S.A.S.
. MINT12
w 13323 MARSEILLE CEDEX 14 - FRANCE

MY A6 o3k

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

- the specification of trealment # 224503
- The requiremenis of the Ewropean Phanmacoposia
- the resulis of the dosemapping # 110505 of IW03/2008

THE FOLLOWING PRODUCTS : {according fo the customer’s indicalion}

Cusiomer - ECP ENTEGRIS CLEANING PROCESS
Product * iGils badons 5
Customer's reference - ORDER#CF110501 OF 15062011

DiveRrEey LTO

e CAPARES Heonklewn BSpre RV
Pkch N~ aumi5226 M %6
Inadiation dafe : 2011.06.19
D.6HE ON. A6
Ireadiation dose - D.Gft&‘fkg‘/, QO/P( CS

LRl

frradiation baich number

The coniyed of the: spplied radizfion dose is done by isolion France SAS using
Red Peispex dosimeiers cafibraded by fhe English Nafional Physicall Lsbosaforg.

17.7 Gy 1o 239 kCy
167447 //&

Isofron France S.AS.,
S. DEFAZIO €. SIMONIN
Quality { Produciion Assistant Qusality Officer
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Certificate # 16744701 1 1 T




; CERTIFICATE OF TREATMENT BY GAMMA RADIATION I

WE UNDERSIGNED :
Isotron France S.A.S.

| MIN 712
LU TR 13323 MARSEILLE CEDEX 14 - FRANCE
|
|

R1C - § ™7 1 3 ok E“Q i
N AAQFAL _OAR |

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

- the specification of treatment # 224514P-

- The requirements of the European Pharmacopoeia
- the results of the dosemapping # 135901 of 28/10/2008

THE FOLLOWING PRODUCTS :. {according to the customer’s indication}

Customer * ECP ENTEGRIS CLEANING PROCESS

Product : BOTTLES 100 ML + STOPPERS
Customer's reference : ORDER # CF110573 OF 06/07£11

DvesEsyY OO
Cgmrk\r:xxs Qe&-gedhi, v

Quantity 1 PALLET , !
"Ba&\x N~ e Asi6 M &b
D GHERSY fodd 6D, A€
Irradiation date :2011.07.10 ' X L
Irradiation dose © 26.9kGy to 33.1 kGy e
o = " - 9 ; 9 — .l
lrradiation batch number : 16821301 e
_,/'/
The contrel of the applied radiation dose is done by Isotron France SAS using
Red Perspex dosimeters calibrated by the English National Physicat Laboratory.
isotron France S.AS.,
H. OSMAS C. SIMONIN
Process Conirol Officer Quality Officer
' /: I : :
ho Al - P
) / /1, !! I -—"/’ /A;i’(;f;:,_?i
(D A>:\/// o
Certificate # 16821301/ 1 .




Wickham Laboratories Limited,
Vinchester Road, Wickham, Fareham,
Hampshire PO17 SEU England

W7 @ﬁﬂ@ﬁﬁﬁ&@b@ﬁ@@@ﬁ@g Telephone: +44(0)1329 832511

contract analytical services Fax: +44(0) 1329 834262

mail@vwickharnlabs.co.uk

CERTIFIC ATE OF ANALYSIS vanvickhamlabs.co.uk

: Date Received: 22 Aug 1l
Mr. Bill Ashton Vpaogog o Sen 1]
, i a ate Tested: Sep
Diversy Limited
Date Completed: 21 Sep i1

Cotes Park Industrial Estate

SOII]e"CoteS Purchase Ovder: -
Alfreton
Derbyshire
DESS 4PA
Test Article: ClearKlens Bi-Spore Base
Sample Code: SKU: 7516196
Bateh Ref: ENTI15226 11 206
Qty Received: 10 x 4.9L Bottles
Laboratory Reference:  0002218/1
Test Required: Sterility Test by Membrane Filtration (Steritest) Method It Ph Eur and USP
Test Method Item Result
Sterility Test by Membrane Filtration (Steritest) MM107/00 Pass
Method
Growth in Tryptone Soya Broth at 20-25°C after MM107/01 No growth in two broths
14 days
Growth in Fluid Thioglycollate Medium at 30-35° MM107/02 No growth in two broths
C after 14 days
Product Standard Data Sheet FG047/psd FMOS
Volume Tested MM107/05 2x 5060 mL

External Comments
Test carried out according to current Pharmacopoeias.

2 Sample containers (1 x Debut + 1 x 3/4) were selected at random and tested as per Client's email.

NO/L'{GS?A : (‘)/t A

Approval is provided by Electronic Signature. Their name is shown belew.

’) Vs A ) ..‘ ST
. 9") - -
Date: 22 Sep 11 16:32:53
Mrs S.L. Wood, BSc {Hons), CBiol, MSB
Laboratory Manager - Pharmaceutical Microbiology
Caonsignment: 0002218 Certificate of Analysis - OSMM Print Number POO0G04S

Diversy (Alfreton) )
This report shall not be reproduced except in full, witlout the written approval of Wickkam Laboratories Limited

Winchester Road, Wickham, Fareham, Hampshire

33 IRED 20 W WA - 8 . A IohE Yk 2 T AT s s
S EEY fj‘!‘ i} ;} {l))j\ Company Registered in England o, 752851 Wickham Laboratoriss Umited, Registerad OF




Vickham Laboratories Limited,
Vinchester Road, Wickham, Fareham,

= A Hampshire PO17 5EU England
Q WickhamLzvoratories Taehane +440) 1353 8551
= contract analytical services Fax: +44(0) 1329 834262

mail@wickhamlabs.co.uk
v ysickhamiabs,.co.uk

CERTIFICATE OF ANALYSIS

4 Date Received: 22 Aug 11
Mr. Bill Ashton Date Tested $5 o g3
. o d ate Tested: 20 Aug
Diversy Limited
Date Completed: 09 Sep 11

Cotes Park Industrial Estate
Purchase Order: 5

Somercotes
Alfreton
Derbyshire
DESS5 4PA
Test Article: ClearKiens Bi-Spore Activator
Sample Cade: SKU: 7516196
Batch Ref: " ENTI5226 11 206
Qty Received: 10x 100 mlL
Laboratory Reference: 000221872
Test Required: Sterility Test by Membrane Filtration (Steritest) Method I: Ph Eor and USP
Test Method Item Result
Sterility Test by Membrane Filtration (Steritest) MMI07/00 Pass
Method
Growth in Tryptonc Soya Broth at 20-25°C after MMI107/01 No growth in one broth
14 days
Growth in Fluid Thioglycollate Medium at 30- MM107/02 No growth in one broth
35°C after 14 days
Product Standard Data Sheet FG047/psd FMO4
. Volume Tested NMM107/03 10x350mL

External Comments

Test carried out according to current Pharmacopoeias.
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Approval is provided by Electronic Signature. Their name is shown below.
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OWwr. [ T :
Dite: 12 Sep 11 11:44:06
Mrs S.1L. Weod, BSc {Hons), CBiol, MSB
Laboratory Manager - Pharmaceutical Microbiclogy
Censignment: (002218 Certificate of Analvsis - OSMA Print Number PO004081

Diversy (Alfreion}
This repors shaif not be reproduced except ia full, withewt the veritten approval of Wickham Ladoratories Limited

i s SV & P i s i T I S .
M i f= D/A\) Company Begistered in England Mo, 752958 Wikham Labamataies afied, Registered Gifice: Winchester Pozd, Walham, Foreham, Hlampshie
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