NTEGRIS CLEANING PROCESS

CONTROL REPORT

Customer

JOHNSON Diversey LTD

Management Quality Manual n° MMMQOO0O0O (contractual)

NA

Product :

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

Control report n°_:

Purchase order n° :

Date of reception :

CERT 9817

4700806488
09/2009

o CONTROL

Customer's batch n® : ENT07745 09 250
Date of manufacturing : 09/2009

Expiry date : 09/2010

ECP's batch n® : 07745

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

Date of analysis : 07/09/2009

ISOTRON certificate n® : 14314401

Results :
State in the production
Solution Analyz‘ed‘ Melhod_of Specification
characteristics analysis Beginning
Cl lourl
Appearance (20°C) NA c ear[::o ourless
quid
Bi-Spore Activator pH (20°C) NA 15 115-135
Solution
Specific gravity (20°C)| DT 0301 1,035 1,015-1,035
Appearance (20°C) NA C Clear blue liquid
Bi-Spore Base .
° 2,68 25-45
Solution RTU pH (20°C) =
Specific gravity (20°C)| DT 0301 0,998 0,890 - 1,010
o Clear yellow
Appearance (20°C) NA C luid
H(20°C NA 2,84 25-55
Bi-Spore Activator Btk )
Solution + Base
Solution RTU | Specific gravity (20°C)|  IDT 0301 1,000 1,000 - 1,010
Dosage of the
materiel chlorine IDT 0261 277ppm 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
’ N 7
T
Date : 07/09/2009 Edited: L. GR_ESS D Checked: D tHEtﬁG

. IMP 0180 - L




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

(&CLL%GUL'; A. spore RSV

Quantity : 2 pallets a——
fob enT 0¥Y4% 09 250
5 |
Irradiation date : 2009.06.24 Tule S“L 03 /2003
Irradiation dose : 262kGyto340kGy Dade peL: 09 /2o do
irradiation batch number 14314401 J. RGeS E a3 168 (oS

The control of the applied radiation dose is done by Isotron France SAS using %&w

Red Perspex dosimeters calibrated by the English National Physical Laboratory.

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

, el e
Certificate # 14314401/1




) o Repone: - 09/OUSTE/S2
. o TR T
\f( MedicallLab e 365, rus Louis Lipine

24000 MONTPELLER

Test report Essay of Sterility - Method filtration on membranes

Aooordlng to the pmiocal 2.6.1 described into the sixth Europeen Pharmacupee Edmon

" learens Bpoe

Name of product : - _
Customer raference : e ?51:5,19‘3_. .. 7 Internal reference R PR ; S
Batch number . ENTO774508280 Material S i L At
|Date of receipt . 1lseplembre2009° Data sieriization ' Rt au T L SRRES
Date of test : £ 11 septembre 2006 ' A
e L : - Comment(s) ° e
Quantity of used sample : SN A0 i <
e n.-»-.'-n'ﬁ- iy
: u’hﬂ i
Tested volume of product - 800 mi
Neutralizing solution : DNP + Thio Ringing valume : SO 3 x:‘lqtl'rp'l-_' £l
Number of media tested : 2 immersicn volume of mambranes : 100 ml
Conditions Media Incubation temperalure  Time of Incubation
Aerobic and fugal Tryptone soy solution 225225C 14 days
Thioglycclate Résazurine 3
Anaercbic and aerobic solution 25:225C 14 cays
bethed validation : 09/0OVVAL.STE/N17
A gﬂ’l, - Ak Q_"i.. : =08 Wy ¥ i .;_‘._i,_n__:.l -a:‘_.;__;_.. 13
Pign i aish -af::.-': o P EEIRT R T %y b s s st
Assessment of the media turbidimetry
Conditions After 7 days Aftar 14 days
: o+ positive 0 ' poshive
Tryptone soy solution
5 negative 5 nagative
0 positive 0 positive
Thiaglycolate Résazurine solution e
5 5
o ol RUREIRE 7 TS W
CONTROUBIARE S o b g 100
Work pian control 0 ? 0
(before and after} gt
Aur coritrol © ' : kG x ‘Bl

The tested product doesn't shown any microbian development after 14 days of incubation.
No product has been positive during the test.

Redact by BERTHOME Audrey | . Approved by MARTINHO Alice ]
Technicien Biologiste CIS%—— L Ingénieur Biokogiste -

Resuils and conclusion apply on'y on the tes! articie tested. Any exirapolation of these data 1o othar samples is the responsibility of 1ne Sponsor.

MedicalLab
Microbiological and physico-chemica! analysis - process validation E C P RQQU le

EN 180 13485 (2003)
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5, chemin du Catupalan - 68120 Vaulx-er-Velin - Franca
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