Certificate of Irradiation

Date lssued; 05-Aug-2015

Thisis to certify that Synergy Health Marseille has where appropriate delivered an irradlation process

in accordance with:

synergyhealth

oy week prafecks paue worlid

Rttpes S syie

ravhealithple.com

FRO1511438797-1-1

EN 150 11137-1.2006 Sterllisation of Health Care Products
EN IS0 9001:2008 Quality Management System
EN IS0 134852012 Quality System - Medical Devices

ECP ENTEGRIS CLEANING FROCESS
Le Millénalre

395 rue Louls Lépine

34000 MONTPELLIER

FRAMNCE

2316563

Ordar Informatlon

Account Number;

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

101999

1AN23397¥
CFLR097L-22/07/2015
224516P - KITS BIDONS 5L

Validation Reference: 179848
Quantity Recoived: i
Customer Minimum Speciflcatlon K&y i5.0
Custamer Maximum Speciflcation kiGy: 30.0
Irradiation Data
Date and Time of Inadiation: 048 UG2015 14:47
Caleulated Minimum Doso KGy: 1756
Caleulated Maxinmum Dosce KGy; 222

Irradiation Release Authotised By Synergy Health ple

Registered Officg: MLN, 712 - Arnavaus, 123223 Marseille Cadex 14, FRANCE

M® TWA: FRSY 443 082 540
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Certificate of Irradiation

Date lssued: 14-Aug-2015 FROL311446591-1-1

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

EN IS0 11137-1:2006 Sterlisatlon of Health Care Products
EM IS0 2001:2008 Quality Management System
EN 50 134852012 Quality Systerm - Medical Devices

ECP ENTEGRIS CLEANING PROCESS = s
Le WMillEnaire 4 Vs Gt eSpores KAV H 24>
395 rue Louis Lépine AR A pe.
34000 MONTPELLIER < CMRERY. @Aed ST g =
FRANCE ) =
ok J1 . ?1 (D A :
Order Informatlon

Account Number: 1049009
Synergy Health Sales Part Reference: 1023395
Customer Reference Number: CF1B0972-22/07/2015
Product Description: 224514F-BOTTLES 100 ML -+ STOFFERS
Valldation Reference: 514216019
Quantity Received: 1
Customer Minimum Specification kGy: 250
Customer Maximum Specification kGy: 40.0

Irradiation Data
Date and Time of rradiation: 14-AUG2015 10015
Calculated Minimum Dose kGy: 271
Calculated Maximum Dose kGy: 34.9

Irradiatlon Release Autharsed By Synergy Health ple

Registered Office; M.LN, 712 - Arnavaux, 13322 Marsellle Cedex 14, FRANCE
M TvhA: FRES 242092 540
Fage 1of 1



ENTEQMIS CLEANING PROCLESS

An Fategris Mompory

CONTROL REPORT

..I'F“

Diversey

Custoiner

CIVERSEY LTD

Managoment Qualily Manual n® MMGO000 (coniractzal)

1 =

Froduct : Control report n® - CERT 154549
Clearklens Bi-3pore RTU VHZES
Specifleation reference : A
Analyst : P F JAE AN Purchase order n® AFT11676
Date of reception 0aM82015
PHYSICAL AND CHEMICAL PROPERTIES CONTROL
Gustomer's batch n" - ENT25449 15 175 SYNERGY HEALTH certificate(s) n" - 5114458410101
Date of manufacturing ; 072015 Produced guantity ; 160 x 5L
Expiry date : avzmy FIDT N7 . 1816 Ind Y
ECP's batch n” 25449 Date of analysis : 0818/2015
Results :
el State in the productian
Salution Analyzed characterstics M”tmd.ur Specification
analysis Baginning
Appearance (20°C) P Claar colouriess liguid Elegrlﬁ:'ﬁfr:ess
Bi-Spare Activator Solution pH (2070} M2 11,46 94-125
Specific gravity (207C) IDT 0301 1,006 1.00d - 1,020
Appearance (20°C) MA Clear colourless liguid '*learlﬁi:ﬁu"ﬁ'i
Bi-Spore Base Solution RTU gH (20°C) [FS 200 25-50
Specific gravity (20°C) 1T Q301 1,005 1.000- 1,00
Appoarance (20000 MA Cloar yollow figuid Gl yellnn
iggLiied
pH {20°C) P A 3,02 25-50
Bi-Spore Activator Selution —|
+ Base Solution RTU Spacific gravily (20°C) 10T 0304 1,000 1.000- 1,010
Doszage of the materiel :
e TF ' &
chlarine dicxide IDT 0261 1,75 100 - 180 ppm
Kicrobiological contagion of the WE] INT 0236 8 =< 10 efu/100mL
CrQonform NG Naf Canfoem
MA Mar Apoleabla
Conclusion ; X | CONFORM NOT CONFORM

Edited : G. GEORGES

| Checked : D.GHERSY
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' 34000 MOMTPELLIER
oy ; ; MC‘ ; i ;
& & Rapport dessai - Egsaidastérilité par laméthode-de ﬁ!tratmn sur membrane
Lo e S e — e g g .
N, Te - {BFane filiration sierity testing
galon la Pharmacopée Européenng &° adition chapire 2.8.1
avcording to the 8th Eumpsan Pharmacoponia Edilion, chenter 2.0.7
ECHANTILLON{S)/SAMPLE(S)
Désignation : I Murnérn de commands - -
I Clearklens Bi-apore ke CF150825
Réf&ranne client : ' ROE :
Cunsloniey referanipa I i hA
Muméro da lof : £ fatariauix) :
il EMT25448% 15 175 ol
Diate de récaption - Py Donnae de skarilisalon |
Racainl dala mardi 20 aodt 2015 S e re
Diala do réalisalion | mardi 25 aoul 15
Taslng dafa - Commaniairals) : 10 bidons poales
Mombre déchantiliangs) © 2 Cointanifa)
Sampla quaniey :
PROTOCOLE/PROTOCOL
walurme g'échantilian.: 3 . ;
i ke 500 mi 3 ringages de 100 ml de ONP Thia
Soiution neulralisanle | 3 Volurme de ringagoe !
Metitralring solii DNP + Thiosulfate i vakime - J=100 ml
Maombre de milisux tastas | Wolume dimmersion de la membrans 100 i
Munibar of ERvEaRTeman reshed Immeesn wilarn af ppanibvaies |
Condition:s lllers de culture Ternpéraiure d'incubeticn Durée d'inzubation
Crogritions Lo of culrs it HzeAba i nnea e dtuhalion pevind
Bactdring aérehios, levures, champignons Bouillon Trypoass Soj 20 4 55 14 jours
Aarolic and T Toybona Sy soridion - ' 14 vaya
Baclérles anzérabies ot adrobiay TR g!"l_ugl:'rg?!:m o 2252 25°C T
Anaerobic ard aercbic THi pmcLLm e ' 14 days
jabvndale Resasuring
Melhade noen valldée
N valinefad method Co/OIVAL STEIT
RESULTATS / RESULTS
Examon te la croassance micrabisnne du milisu
Examinatlon of the micrabian growth in e maoa
Conditions / Miligux de sultuss Mol T jouirs Apirks i Jaure
Congditions e of callire: Allay T dsps Alar 14 daws
i Pozififs Poeitifs
Baclirias adrohbles, l8vures et moisissuras | = : 4] i
Bouillen Trypcass Soja Eintiny sdlbiy
uillers 2 5 -
Awvobic an faogid £ T S5y Soulon o Megalis 1 Négailfs
I eggitvg I agative
Bacltaries aratiobles el aérobies [ Boilion Posilifs 0 Foazitifs
Thioglyooiale aves Résaruring 5 Positive Fositive
Anzarabic and avrabicy [hagheolate _ MEgatifs 1 Mé&galits
Rasazurne solulion Megalive Hegativa
CONTROLES /CONTROLS
byanl (Zeforal Aprde (Afles
Coalride plan de iaval {UFC) B 0 Contedle de gant (UFC] : 0
Wark plan confrol {CELY) 0k ORI {CRU) -
Airzaus Mux larinaie JUFCY Comirala sknilibd milicus
Laminzr flaw BT omnied (07 4 a Manta sty cant': Gonforme
CONCLUSION
Les &chantillons testés ne présentenl pas de croissance microbienng aprés 14 jours d'incubation
Tastod products doesnt shown sy micreblan development affer 14 daye of incebation.
Aveun produil ne s'est revéle positif lors de cel essai,
Mo Product was positive during tfe last.
Rédigé par: Approuys par:
Vintian by Justine DORAND Apiovei By Audrey BERTHOME
Vachnicicnra Sk — Mespanealie s'eszals morchiplogiots —T—— 1 |
Bicioglst tach Microbiakagca 1ests Maneqer
Date meicredl 9 seplembne 2015 =
La présant rapanct na pos G repradail fol@lemeal ou panklamant suaves “aparbalicn dy laberalcis el pe concarma qus los phitls souris 3 lessal.
Thiz repart mray sl b peprdfinesd ( iehoin ar pard withaut he agooual of the labersdoey ekl aily ivokas $ho feshod procists.

MedicallLab

ticrotislogical and physico-ghermics! anslyals - process validation
LM 150 13480 {2012}

5, chemindu Catupalan - 88120 Vaulx-en-Velin - Franga
Tal - 33 (0)4 72 81 2262 - Fax; 33 (D4 T2 B1 2272
W, madisalgroup.in

SEULE L Yesskrh PAPER BIGNET FAIT FOU
OWLY THE SKIRED PARER VERSIOM 1§ ALTHIATIC

11
ENRTS-TLBE-DI2R - Bnsaltats STE PREUR 78




