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Certificate of Irradiation

Date Issued: 23-Jun-2014

FR01511183147-1-1

This is to certify that Synergy Health Marseille has where appropriate delivered an irradiation process

in accordance with:

EN ISO 11137-1:2006 Sterilisation of Health Care Products
EN ISO 9001:2008 Quality Management System
EN ISO 13485:20412 Quality System - Medical Devices
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Order Information

‘Account Number:

Synergy Health Sales Part Reference:
Customer Reference Number:
Product Description:

Validation Reference:

Quantity Received:

Customer Minimum Specification kGy:

Customer Maximum Specification kGy:

101999

1023397
CF140655-11/06/2014
224516P - KITS BIDONS 5L
179848

1.

15.0

30.0

Irradiation Data

Date and Time of Irradiation:
Calculated Minimum Dose kGy:
Calculated Maximum Dose kGy:

22-JUN-2014 14:50
18.2
21.9

Irradiation Release Authorised By Synergy Health plc

Registered Office: M.I.N. 712 - Arnavaux, 13323 Marseille Cedex 14, FRANCE

N° TVA: FR59 343 092 540
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N o] our work protects your world

Certificate of Irradiation

Date Issued: 19-Jun-2014 FR01511183143-1-1

This is to certify that Synergy Health Marseille has where appropriate delivered an irradiation process
in accordance with:

ENISO 11137-1:2006 Sterilisation of Health Care Products
EN ISO 9001:2008 Quality Management System
EN ISO 13485:201.2 Quality System - Medical Devices

9) '\/@ < ‘:Y
ECP ENTEGRIS CLEANING PROCESS K -
Le Millénaire /] O
395 rue Louis Lépine C,é@f Kkﬁ\&a ' 62,} = S@’t [ tO VH ZGS
34000 MONTPELLIER o ) L‘
FRANCE Rakch N= ET2%03 M A5
DEHERSY, & T Ay
Order Information

Account Number: 101999
Synergy Health Sales Part Reference: 1023395
Customer Reference Number: CF140656-11/06/2014
Product Description: 2245414P -BOTTLES 100 ML + STOPPERS
Validation Reference: 135901
Quantity Received: 1
Customer Minimum Specification kGy: 25.0
Customer Maximum Specification KGy: 40.0

Irradiation Data
Date and Time of Irradiation: 18-JUN-2014 20:06
Calculated Minimum Dose kGy: 30.7
Calculated Maximum Dose KGy: 37.7

Irradiation Release Authorised By Synergy Health plc

Registered Office: M.I.N. 712 - Arnavaux, 13323 Marseille Cedex 14, FRANCE
N° TVA: FR59 343 092 540
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ENTEGRIS CLEANING PROCESS

An Entegris Company

CONTROL REPORT

.
\d 4

Diversey

Customer

DIVERSEY LTD

Management Quality Manual n® MMQOOOO (contractual)

Product : Control report n® : CERT 14226
Clearklens Bi-Spore RTU VH26S
Specification reference : NA
Analyst : GGE Purchase order n°: 4701531899
06/30/2014

Date of reception :

PHYSICAL AND CHEMICAL PR

OPERTIES CONTROL

Customer's batch n°:

ENT22003 14 154

SYNERGY HEALTH certificate(s) n® : $111831430101

Date of manufacturing : 06/2014 Produced quantity : 160 x 5L
Expiry date : 12/2015 FIDT N°: 1816 ind V
ECP's batch n®: 22003 Date of analysis : 06/30/2014
Results :
Analyzed Method of State in the production
Solution x4 . Specification
characteristics analysis Beginning
Appearance (20°C) NA- Clear colourless liquid Clearl_;oll?durless
Bi-Spore Activator s
Salufion pH (20°C) NA 12 9,0-12,5
Specific gravity '
(20°C) IDT 0301 1,004 1,004 - 1,020
Appearance (20°C) NA . Clear colourless liquid Clearl;ouliodurless
Bi-Spore Base Solution oH (20°C) NA A 25-50
RTU
Specific gravity
(20°C) IDT 0301 1,000 1,000 - 1,010
Appearance (20°C) NA Clear yellow liquid Cleﬁ;&/glow
H (20°C 4 -
Bi-Spore Activator s NA 25-50
Solution + Base Solution if ;
RTU Spe?'zf'(g’ogr)a"'ty IDT 0301 1,000 1,000 - 1,010
Dosage of the
materiel chlorine IDT 0261 122 100 - 180 ppm
dioxide
Microbiological contagion of the WFI IDT 0236 <1 <10 cfu/100mL
C : Conform NC : Not Conform
NA : Not Applicable
Conclusion : [X]conForRM [ |NOT CONFORM
/i
/o . [V
Date : 07/11/2014 I Edited : M. J Checked : D.GHERSY
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Report N°

) 1 Regpot N 4 41O1/STE/180
Demandeur : ECP

\/ NMedicall.ab " 395, rue Louis Lépine
, 34000 MONTPELLIER

Rapport d'essai - Essai de stérilité par la méthode de filtration sur membrane
Test report - Membrane filtration sterilty testing

selon la Pharmacopée Européenne 8° édition chapitre 26.1
according to the protocol 2.6.1 described into the eighth European Pharmacopoeia Edition

ECHANTILLON(S) - SAMPLES ‘
Numéro de commande CF140742

Désignatiori ; 5
s Clearklens Bi-Spore phisi ;
Référance client POE :
7516197 - -
Numéro de lot : Matériau(x) : ! X
Pl = ENT22003 14 154 . ;
Date de réception : Donnée de stérilisation . .
e 7 julliet 2014 s
Date de réalisaﬁon
9 juilist 2014 .
Vit : Commentaire(s) : 10 bidons pooiés
Nombre d'échanﬂllon(s) 2 ] Comment(s) : 3 ;
|PROTOCOLE - prOTOCOL ;
Volume d'échantilion : -
Product tested volume : k ) 500 mi )
Solution neutralisante : A ) Volume de ringage :
Noutrabsg sokiion - A DNP + Thiosuifate Ringng volime s | 3 x‘ 100 v ml
Nombre de milieux testés : : 2 Volume d'immersion de la membrane : 100 il ’
Tested media quantily : . Immersion volume of membranes : i
Conditions ' Milieux de culture Température dincubation Durés dincubation
Bactéries aérobies, levures, Champignons Bouillon Trypcase Soja | . 2254+ 25°C 14 jours
; Asroblc and fungel ) ] " Tryptone 30y sokution 1 B ! 14 deys
. Boulllon Thiogiyceiateavec | - - . . - o
Bactéries anaémbues et aérobies Y W . o . 14 jours
i Anserobic and serobic g : : . Résazurine op I . 325%25C L “J:;'
'Vaiidatsan de le méthode - e o o ot
" Method vaidation ' 09IOWAL.$TEIO17
RESULTATS - RESULTS
Examen de la croissance microbienne du mmeu
o : ) : of the moch microbian development
Conditions I Milieux de culture . Apras 7 jours : Aprés 14 jours
Conditions / Media After 7 days - - : After 14 days )
Bactéries aérobies, levures et moisissures / - Z?,s::fs 0 F::'::
Bouilion Trypcase Soja i .
Aerobic and fungal / Tryptone soy solution 5 Négatifs 1 Negatifs
pagEve negative
Bactéries anaérobies et aérobies / Bouillon - Positifs 0 Positifs
Thioglycolate avec Résazurine DOsEND posEve
Anaerobic and aerobic / Thioglycolate Resazurine Négatifs 1 Magauls
solution = negsive negstive
CONTROLES - CONTROLS
Avard (Before; Apras (ARer)
Contréle plan de travail (UFC) 0 o Contrdle de gant (UFC) 0
Wori plen conirof (CFU) Giove control (CFU)
Air sous flux laminaire {(UFC) Contrile stérilité miliewux
Laminer flow air contro! (CFU) Y ModSa steriity condrol : Conforme

CONCLUSION - CONCLUSION

Les échantillons testés ne présentent pas de croissance microbienne aprés 14 jours d'incubation
Tested products doesn't shown any microbian development after 14 days of incubation.

Aucun produit ne s'est révélé positif lors de cet essai.
No product was positive during the fest.

Rédigé par Approuvé par
R by LACHEREZ Sarah vod by MARTINHO Alice
. B ataciley e
F ey -
Date jeudi 24 juiliet 20t4—— o T

Le présent rapport ne peut &tre reproduit totalement ou partisiiement qu'avec I'approbation du laboratoire et ne concerne que les objets soumis 2 'essai
This report may not be reproduced in whole or part withou! the approval of the lsbarsiary end only involves the iesied articls.
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Microbiological and physico-chemical analysis - process validation ) E g™ i )
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5, chemin du Catupolan - 68120 Vauix-en-Velin - France
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