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Certificate of Irradiation

FR01S12219680-1-1

Date Issued: 07-Jan-2019

This is to certify that Synergy Health Marseille, a STERIS Company has where appropriate delivered an irradiation
process in accordance with the current certified standards:

EN ISO 11137-1 Sterilisation of Health Care Products
EN ISO 13485 Quality System - Medical Devices

Niersey
E:PM ﬁgziizls CLEANING PROCESS C/QMRMNJVJ P - aﬂ“_ RTU VHL 65

395 rue Louis Lépine
34000 MONTPELLIER
FRANCE
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Order Information

Account Number: 101999

Synergy Health Sales Part Reference: 1023395

Customer Reference Number: CF181549-21/12/2018

Product Description: 224514P - BOTTLES 100 ML + STOPPERS

Validation Reference: $11215019

Quantity Received: 1

Customer Minimum Specification kGy: 25.0

Customer Maximum Specification kGy: 40.0

Irradlation Data

Date and Time of Irradiation: 06-JAN-2019 10:59
Calculated Minimum Dose kGy: 25.8
Calculated Maximum Dose kGy: 33.2

Irradiation Release Authorised By Synergy Health Marseille SAS, a STERIS Company

Processing Site: M.I.N. 712 - Arnavaux, , Marseille Cedex 14, 13323 Phone No: +33 (0) 4 91 214 214

Registered Office: M.L.N. 712 - Arnavaux, 13323 Marseille Cedex 14, FRANCE
N° TVA: FR59 343 092 540
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Certificate of Irradiation

Date Issued: 31-0Oct-2018 FR01S12185929-1-1

This is to certify that Synergy Health Marseille, a STERIS Company has where appropriate delivered an irradiation
process in accordance with the current certified standards:

EN ISO 11137-1 Sterilisation of Health Care Products
EN ISO 13485 Quality System - Medical Devices

D eRsey
ECP ENTEGRIS CLEANING PROCESS

Le Millénaire p MS
395 rue Louis Lépine h'QLM %\ ﬂk)p\& PTU \/u
2;200 MONTPELLIER E &C éf\T(' L\CD%D % \:)"L(
NCE
Y.FR ﬁ@
260219

Order Information

Account Number: 101999

Synergy Health Sales Part Reference: 1126321

Customer Reference Number: CF181287-19/10/2018

Product Description: 224521P - CONSOMMABLES BIDONS ET
BOUCHONS </= 5L

Validation Reference: $12126430

Quantity Received: 10

Customer Minimum Specification kGy: 25.0

Customer Maximum Specification kGy: 45.0

Irradiation Data

Date and Time of Irradiation: 31-0CT-2018 02:43
Calculated Minimum Dose KGy: 26.1
Calculated Maximum Dose kGy: 36.8

Irradiation Release Authorised By Synergy Health Marseille SAS, a STERIS Company

Processing Site: M.LN. 712 - Arnavaux, , Marseille Cedex 14, 13323 Phone No: +33 (0) 491214 214

Registered Office: M.L.N. 712 - Arnavaux, 13323 Marseille Cedex 14, FRANCE
N° TVA: FR59 343 092 540
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PHARMACEUTICAL CONTROL REPORT

Your Precision Cleaning Expert

Customer

DIVERSEY LTD

Management Quality Manual n® MMQOO0OO (contractual)

Product : DI Clearklens Bi-Spore RTU VH26S Control report n? - CERT 19029
Specification reference : NA Purchase order n® : 4702312916
Analyst : JAR /MJA Date of receipt : 01/10/2019
PHYSICAL AND CHEMICAL PROPERTIES CONTROL
S121859290101
. b, ; .
Customer's batchn’ : ENT40085 18 354 Certificate Nb STERIS : S$122196800101
Date of manufacturing : 01/2019 Produced quantity : 160 x 5L /160 x 0,1L
Expiry date : 01/2021 FIDTn®: 1816 ind AB
ECP's batch n” : 40085 Date of analysis : 01/10/2019
Results :
Analyzed Method of State in the production
Solution . . Specification
characteristics analysis Beginning
Appearance (20°C) NA Clear colourless liquid Clearliczqu?durless
Bi-Spore Activator o
Solution pH (20°C) NA 12,0 9,0-125
Specific gravity
(20°C) IDT 0301 1,008 1,004 - 1,020
Appearance (20°C) NA Clear colourless liquid Clearl;;cﬂic:jurless
Bi-Spore Base o
Solution RTU pH (20°C) NA 2.8 2,5-5,0
Specific gravity
(20°C) IDT 0301 1,000 1,000 - 1,010
Appearance (20°C) NA Clear yellow liquid Clear yellow liquid
Bi-Spore Activator PH (20°C) NA 3,0 25-50
Solution + Base — -
Solution RTU Specmcggrawty IDT 0301 1,001 1,000 - 1,010
(20°C)
Dosage of the
materiel chlorine IDT 0261 121 100 - 180 ppm
dioxide
Microbiological contagion of the WFI IDT 0236 3 <10 cfu/100mL
C: Conform NC : Not Conform
\'{ C é@ Q M ﬁ NA : Not Applicable

CONFORM

Conclusion :

|:|NOT CONFORM

D,

Date : 01/15/2019

Written by : G. GEORGES |

Checked
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. Demandeur : ECP
S B H i Enquirer: 395, rue Louls Lépine
/&M edicalGroup 395, s Lous Lépine

"»l_%apport d'essai - Essai de stérilité par la méthode de filtration sur membrane
Test report - Membrane filtration sterilty testing

selon la Pharmacopée Européenne 9° édition chapitre 2.6.1
according to the 9th Europsan Pharmacoposeia Edition, chapter 2.6.1

ECHANTILLON(S)/SAMPLE(S)

Desionton: Clearklens Bi-spore Hlmerths cnednde: CF190054
Damérode ot ENT40085 18 354 Mathranix):
E;SP‘ d: a{:é:cethcn : mercredi 16 Janvler 2019 g:z‘rﬁ; d;:sérilisaﬁon 5 S

Data de réalisation : mercredi 6 février 2019

Testing date : Commentaire(s) : :
Ob &
Nombre d'échantlllon(s) : Commen(s): (0ibdone poolés
Sampls quantity :
PROTOCOLE/PROTOCOL
Volume d'échantillon : .
Samplo s 500 mi 3 ringages de 100 ml de DNP Thio
Solution neutralisante : Volume de ringage :
Neutralizing solution : DNP + Thiosulfate Rinsing volume : Sxa00 mi
Nombre de milieux testés : 2 Volume d'immersion de la membrane : 100 mi
Number of Environnement tested : Immersion volume of membranas :
Conditions Milieux de culture Températurs d'incubzation Durée d'incubation
Conditions _ Environnement of cuiture __ Incubation temperaturg Incubaticn period
Bactéries agrobies, levures, champignaons Bouilllen Trypcase Soja 225425C 14 jours
Asrobic and fungal Tryptone soy solution ! * 14 days
Bactéries anaérobiss et aérobies BoTJlTlong ; loglycolate avec 325+25°C 14 jours
Anagrobic and aerobic a sazuraie D4 14 days
Valdaton dela methode 08/OUVAL.STE/017a
RESULTATS / RESULTS
Examen ds la croissance microbienne du milisu
Examinstion of the microblan growth In the media
Conditions / Milieux de culture Aprés 7 jours Aprés 14 jours
Conditions / Madia of cufture After 7 days Aiter 14 days
it Posilif:
Bactéries aérobiss, levures et moisissures / - :os?t"fs ] p .Hvs
Bouillon Trypcase Soja wmfs i
Aerobic and fungal / Tryptons soy solution - Négatifs 1 Négalifs
Negativa N egative
Bactéries anaérobies et aérobies / Bouillon Positifs 0 Positifs
Thioglycolate avec Résazurine = Positive Positive
Anaerobic and aerobic / Thioglycolata 7 Négatifs 1 Négatifs
Resazurina solution Negative Negative
CONTROLES /CONTROLS
Avanl (Befors) Aprés (After)
Contrdle plan da travall (UFC) 0 B Contrdle de gant (UFC) : 0
Work plen control (CFU) Glova conired (CFU) @
Alr sous flux laminaira (UFC) Contréte stérilité milieux :
Lominar fow pir contrel (CFU) 0 Medla steriily control : Oonforme
CONCLUSION

Les échantillons testés ne présentent pas de croissance microbienne aprés 14 jours d'incubation
Tested producls 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 test.

Rédigé par: . Approuvé par : - < e
Writen by : Jennifer PAYS e 5 gty Ségoléne CHAB%T = >
Tachnicienne Biologlste <~ 2> Responsable | olre Micrabiologie .
Biologist techniclan . A lology Lab y I -
Dale : mercredi 20 février 2019~ i ‘ =
Le présent rapport ne peut &tre repradult totalement ou par Wt qu'avec I'approb du lab /,’  etna Concema que les objets soumis A 'essai.
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Global Health Company

Microbiological and physico-chemical analysis - process validation

EN ISO 13485 (2016)

5, chemin du Catupolan - 69120 Vaulx-en-Velin - France
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