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Certificate of Irradiation
Date Issued: 04-Feb-2019 FR01512225907-1-1.

This is to cettify 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

ECP SAS

Le Millénaire

395 rue Louis Lépine
34000 MONTPELLIER

DveRsed
oarklens (eanarald. 5L 900 10845253
Badch o ENTUICH 19 U

FRANCE
 PeRRAD O
9/o5/1 iRk
Order Information
Account Number: 101999
Synergy Health Sales Part Reference: 1126321

Customer Reference Number:
Product Description:

Validation Reference:

Quantity Received:

Customer Minimum Specification kGy:
Customer Maximum Specification kGy:
Other Process Detalls:

CF190058 -14/01/2019

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

$12126430

10

25.0

45,0

The treatment of this batch was applled in two
fractions.

Irradiation Data

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

02-FEB-2019 01:14
25.7
394

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

Processing Site: M.LN, 712 - Arpavaux, , Marselile Cedex 14, 13323 Phone No: +33 (0} 4 91 214 214

Registered Office: M.LN. 712 - Arnavaux, 13323 Marsellle Cedex 14, FRANCE

N*® TVA: FR59 343 092 540
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= STERIS

http://www.steris-ast.com

Certificate of Irradiation

Date Issued: 18-Mar-2019 FR0151.2234363-1-1

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 veRsey
ECPSAS — .
Le Millénaire (Learleleny CQEGLM%MQ{,L SL U 1§ 52

395 rue Louis Lépine

34000 MONTPELLIER &LHL n° . eNT 4l (18 (1S

FRANCE \{ Pe{{R@
R3les/14 =

Order Information

Account Number: 101999

Synergy Health Sales Part Reference: 1126736

Customer Reference Number: CF190161-05/02/2019

Product Description: 224522P - CONSOMMABLES Sacs, Etiquettes,
Gants

Validation Reference: $12131503

Quantity Received: 1

Customer Minimum Specification kGy: 25.0

Custormer Maximum Specification kGy: 55.0

Other Process Detalls; The treatment of this batch was applied in two
fractions.

Irradiation Data

Date and Time of Iradiation: 17-MAR-2019 418:11

Calculated Minimum Dose kGy: 26.3

Calculated Maximum Dose KGy: 50.2

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

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

Registered Office: M,I.N. 742 - Arnavaux, 13323 Marsellle Cedex 14, FRANCE
N* TVA: FRE9 343 092 640
Page 1of1




Your Procision Cloaiing Zxpors

cé) y '.RbLE PHARMA“

Customer/CI/ent Management Quéluty Manuﬁl n° MMQOOOO -
(contractual)/Référentiel Plan Qualité n® MMMQOO0O00 (en
DIVERSEY Europe Operations BV vigueur)
Product/Produit dosé Clearklens Cleansinald 5L SKU 100848253 |S20irol report nb/N” de CERT 19268

rapport d'essai
Specification

reference/ CDC Edition n°3 October 2018
Référence CDC

Purchase order nb/n° bon

Analyst/Analyste
Analyst/Analyste GGE/ MJA da commande 4702389943

Date of receipt/Date
Date.of ref:el nt/Dare 04/29/2019
de réception :
PHYSICAL AND CHEMICAL PROPERTIES CONTROL / CON’I?ROLE:DESPROPRIETES PHYSIQUES ET.CHIMI QUES
Customer's batch n®/ : b o $122259070101
E Certificate N” STERIS/N
N° de lot client - BTG 191115 de certificat STERIS $122343630101

Date of manufacturing

Quantity produced/

/ April-19 oo T 480 x 5L
Date de fabrication : uantité produife :

Expiry date / Date

Expiry date/ Dafe October-3g” 3 FIDT N° : 1047 ind AB

de péremption :

ECP's batch N°/n° Lot Analysis date/Date
ECP: 418 _LH:EYT@—_: , e
Results/Résultats * Ao Q& No [O 3/020 (S/QW

Bharacteristios Analysis State in the production / Sifuation de I'échantillgh
analysed/Caractéristiques |method/Méthod dans la production Specification
analysées e d'analyse |Beginning/ Débutr Middle / Milieu l End / Fin
° Clear and colourless liquid
Appearance at 20°C - e
Aspect & 20°C NA Clear and colourless liquid / quU{de limpide et
incolore
; Very light smell / Odeur
Smell / Odeur NA Very light smell s léabre
Density/Densité (20°C) IDT0301 1,000 1,000 1,000 0,990 - 1,010
pH (20°C) IDT0312 10,94 9,0-11,4

Dosage of the cationic active
material /Dosage de la IDT0261 0,076 0,074 0,074 0,070% - 0,090%
matiére active cationique

Microbiological Quality of
water WFI /
Qualité microbiologique de
I'EDI

IDT0236 5 CFU/100ml <10 CFU / 100m|

C : Campliant/Conforme  NC : No CompllanVNon conforme

Rl wloased by ety Slogedd 7
49 o1 4

Conclusion : COMPLIANT/CONFORME [ |NO COMPLIANT/NON CONFORME \
,\ >l
1
. . |Written Checked
Date : 07-mai by/Etabli par : G. ORGE_S’A byl Virifié par : M. FERRAND

IMP 0180 - L



S e T R e T 1G] T01E, Apprad g ofmAmiEn. 9/OI/STE/052a
Demandeur : ; ‘ECP

Ter=] (1 ‘ Enguirer: 395, rue Louls Lépine

edicalGroup ShBe Lo e

Testreport - Membrane filtration steriity tosting

selon la Pharmacopée Européenne 9* édition chapilre 2.6.1
according (o the 9ih European Pharmacoposia Edition, chapler 2.6.1

ECHANTILLON(S)/SAMPLE(S)

Désignation ; Numéro de commande :
Proquct name : Ordor number

Référence client ; POE

Customer relerance « Sip:

Numéro de ol : Matdriau(x) :

Baleh numper © Materisl

Date de réceplion : Donnge de slérlisation :
Receipt gare Sterifration data :

Date de réalisalion ;

Tusting dato - Commentaire(s} :

Nombre d'échantillon(s) : Comment(s} -

Sample quanhly :

A .

volumo of

Number of Environnenant lested :

PROTOCOLE/PROTOCOL
Volume d'échantillon : .
Samplo votuma : e 3 ringages de 100 mide DNP Thio
Solution neutralisante : Volume de ringage : :
Newlralizing solution ; DNP + Thlosulfgte Rinsing velume ! : sl
Nombre de milieux leslés : ’ Volume d'immersion de la membrane ; 1 60 -

Conditlons Milisux de culture Tempéralure dincubalion Duréa dincubation
Coegitiony Emsronoement of cuture Incudation tamperalure incutaton penod
Bacléries aérobies, levures, champignons Buouillon Trypcase Soja 22,5+ 25C 14 jours
Asvoblc and fungal Tryplone soy swition ' * T days
Bacléties anaérabies et aérobies Boulllongggzg{rr?::aale avee 325 £25°C 14 jouts
Anaerobic and agrobic Thi N e 14 days

| COOWVALSTEI6s

Examen de la croissance microbienne du miliey
Ej of the microbian growth in the media
Condilions / Milieux de cullure Aprés 7 jours Aprés 14 jours
Condiions / Modia of culturo After 7 days Alter 14 days
, ! Positifs Posilils
B ies adrobies, K el moisissures / p os"".l: P Osm.i,e
Bouillon Trypease Soja — -
Aerabic and fungal / Tryptonn soy solulion Négalils Négal.lfs
Negalive Negative
Bacléries anacrobies el aérobies / Bouilion Posiiifs Posilifs
Thioglycolate avec Résazurine Paositive Posilive
Anaerobic and aerobic / Thioglycolate Négalifs Négalifs
Resazurine solulion Negative Negalive
CONTROLES /CONTROLS .
Avan! {Before,
Conlrdle plan d travail (UFC) = Contrale de gant (UFC) :
Week plan control (CFU) Glove contro! (CFU) :
Alr sous flux faminaire (UFC} Conirdle sténlité milleux :
Laminar Baw s coalrel (CFU) Aot siortdy conteed :
CONCLUSION:

Tesled producls doesn
Aucun produit ne s'est révélé positif lars de cet essai.
No Praduct was positive during the fest.

Les échantillons testés ne présentent pas de croissance microbienne aprés 14 Jours d'in

t shown any microbian development after 14 days of incuballon.

cubation

Rédigé par
Whittan by :

Dale: ¢

Approuvé par:
Approved by: -
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Lo présnnt rapport ne paul dlre produit
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que les cbjets soumis A Fosaai,
TRIS 100071 May ol o repeodined i whols o paet wilhowt ihe appeoval of the labceatory and onty involves the fested, NOdls

Global Health Company

Microblological and physico-chemical analysis « process validalion

EN ISO 13485 (2016)

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

Tel.: 33(0)4 72 81 22 62 - Fax: 33(0)d 7281 2272

www.medicalgroup.ir
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