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Certificate of Irradiation

Date Issued: 02-Feb-2015 FR01S11319043-1-1

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 ANVER SET
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Order Information

Account Number: 104999
Synergy Health Sales Part Reference: 1023395
Customer Reference Number: CF150073-19/01/20415
Product Description: 224514P -BOTTLES 100 ML + STOPPERS
Validation Reference: 511215019
Quantity Received: 1
Customer Minimum Specification kGy: 25.0
Customer Maximum Specification kGy: 40.0

Irradlation Data
Date and Time of Irradiation: 31-JAN-2015 13:21
Calculated Minimum Dose KGy: 26.4
Calculated Maximum Dose KGy: 34.0

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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Certificate of Irradiation
Date Issued: 21-Jan-2015 FR01511314552-1-1

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 9004:2008 Quality Management System

EN ISO 13485:2012 Quality System - Medical Devices
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Order Informatlon 7

Account Number: 1041999
Synergy Health Sales Part Reference: 1023397
Customer Reference Number: CF150072-19/01/2015
Product Description: 224516P - KITS BIDONS 5L
Validation Reference: 179848
Quantity Received: B
Customer Minimum Specification kGy: 15.0
Customer Maximum Specification kGy: 30.0

Irradiatlon Data
Date and Time of Irradiation: 20-JAN-2015 18:26
Calculated Minimum Dose kGy: 18.5
Calculated Maximum Dose KGy: 228

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

l An Entegris Company

CONTROL REPORT

wl P

Diversey

Customer

DIVERSEY LTD

Management Quality Manual n®* MMQOOOO (contractual)

Product :

Specification reference :

Analyst :

Clearklens Bi-Spore RTU VH26S

NA
JAR

Control report n° :

Purchase order n” :

Date of reception :

CERT 15062

4701620359
02/09/2015

PHYSICAL AND CHEMICAL PROPERTIES CONTROL

Customer's batch n°:

ENT23785 15 008

SYNERGY HEALTH certificate(s) n® : $113190430101

Date of manufacturing : 01/2015 Produced quantity : 160 x 5L
Expiry date : 01/2017 FIDT N°: 1816 ind X
ECP's batch n®: 23785 Date of analysis : 02/16/2015
Results :
_ Analyzed Method of State in the production o
Solution oo ; Specification
characteristics analysis Beginning
Appearance (20°C) NA Clear colourless liquid Clearlzoljijurless
Bi-Spore Activator 0
Solution pH (20°C) NA 11,59 9,0-125
Specific gravity
(20°C) IDT 0301 1,008 1,004 - 1,020
Appearance (20°C) NA Clear colourless liquid Clearljcaoéic:jurless
Bi-Spore Base Solution pH (20°C) NA 0.82 25-50
RTU
Specific gravity IDT 0301 1,000 1,000 - 1,010
(20°C) ' ' A
Appearance (20°C) NA Clear yellow liquid Cleﬁcr]z%llow
Bi-Spore Activator pe (R NA 3,07 2,5-5,0
Solution + Base Solution ifi :
RTU Spe‘(;gg,gr}av’ty IDT 0301 1,000 1,000 - 1,010
Dosage of the
materiel chlorine IDT 0261 135 100 - 180 ppm
dioxide
Microbiological contagion of the WFI IDT 0236 8 < 10 cfu/100mL
C: Conform NC: Not Conform
NA : Not A pplicable
Conclusion : | X |conFoRm NOT CONFORM

Date : 02/16/2015 |
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Rapport N*
) bt N 15/Ol/STEf022
Demand
. Sl ECP
( MedicallLab 395, rua Louls 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 chapiire 2.6.1
according to the protocol 2.6.1 described into the eighth European Pharmacopoeia Edition
ECHANTILLON(S) - SAMPLES
Désignation : Muméro de commande !
PR A ClearKiens Bi-Spore e CF150194
Référence client ; POE :
Customer referenca : 7516187 Se -
Numéro de lot : Maltériau(x) : E
Buatch number ENT23 78515008 Matorial
Dale de réception Donnée de stérlisation "
Recaii dale 19 février 2015 Stanifation date
Date de réalisation : %
Tasting date AR5 Commentaire(s) : 10 bldons poolés
Nombre d'échantillon(s) : 2 Commenl(s} :
Sumple quantity
PROTOCOLE - pPrOTOCOL
Volume d'échantillon :
Product tested voluma : 500mL.
Solution neutralisante : Volume de ringage :
Neulralizing solution : DNP + Thiosulfate Rinsing volume . 3x100 ml
Nombre de milieux testés : 2 Volume d'immersion de la membrane : 100 |
Tested media quantity : {tnmarsion voluma of mambranes m
Conditions Milieux de culture Tempétature d'incubation Durda d'incubation
Condiione Morchin tncuhaben lompatalun Inzubalion poancsd
Bactéries aérobies, levures, champignons Boullion Trypcase Soja 225 £ 25°C 14 jours
Asrobic and fungal Tryptone soy solulion ' ' 14 days
. ¢ Bouillon Thioglycolate avec
Bactéries anaérobies et aérobias o 14 jours
Angerobic and eerobic = o Résazurine " REL25C deays
Validatlon de la méthode
Mathod valklation 09/0I/VAL.STE/017
RESULTATS - RESULTS &
Examen de la croissance microbienne du milieu
Assessment of the media microbjan development
Conditions / Milieux de culture Aprés 7 jours Aprés 14 jours
Conditions / Media After 7 days After 14 days
Bactéries aérobles, levures et moisissures / - ';3:;&5 0 m
Bouillon Trypcase Soja Negatifs Negalis
Aasrobic and fungal / Tryptone soy solution - posie 1 i
Bactéries anaérobies et aérobies / Boulllon Z Positifs 0 Positifs
Thioglycolate avec Résazurine positive positive
Anaerobic and aerobic / Thioglycolate Resazuring N Négaiifs 1 Négalifs
fLith negatve negalive
CONTROLES - CONTROLS = E
Aviint {Balara) Annds (Altar)
Contrdie plan da travad (UFC) 0 9 Contrdla de gant (UFC) : 2
Work plan controi (CFU) Gilove control (CFU) -
Air sous o lamineire (UFC Contrdle stérilité milieux .
Lunhrm&mﬂ'd(f‘:‘-‘w ) 0 Media slerility controd : Conforme
CONCLUSION - CONCLUSION i =
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 réveélé positif lors de cet essai.
No product was positive during the test.
Reédigé par : — Approuvé par:
s by BERTHOME Audrey —— ot by MARTINHO Alice
Technicien Blologiste = Ingéniewr Biologisle - f >
e - ) - - >
Date : lundi 9 mars 2015 3 — T e
Le présent rapport ne peut 8tre reproduit totalement ou partieliement qu'avec 'approbation du laboratoire et ne conceme qua las objets soumis & l'ossal,
This repart may not ba raproduced in whole ar part without tha approval of the Isboralory end only involvos the tostod adicle
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