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Certificate of Analysis DIVERSEY for ClearKlens

Cleansinald RTU VH9S 4x5L

Date of g

pplication : 13/07/2023

Index : 01

<=

ClearKlens Cleansinald RTU VH9S 4x5L

SKU 100848253

Batch Number SPH31082023
Production date 08/2023
Expiration Date 01/2025

This is to certify that the above batch of product has been tested and conforms to the manufacturing
Quality Control specification for the product.

ClearKlens Cleansinald VH9S RTU

Test Test Method Specification Unit Results
Clear Clear
ARREaaNce 5= COIRIFDED colorless liguid N/A colorless liquid
Relative density (20°C) PS-CON-1-027 0.990 - 1.010 - 1.000
pH (neat Solution 20°C) PS-CON-I-040 9.0-11.4 - 10.9
Content of cationic ) T B o
substances (%) PS-CON-I-034 0.070 - 0.090 Yo 0.078
Water routine test
. . . . Water PPI VRAC
Mlcroble\ll?:?l\cl\e;;t(gl:allty of European <10 cfu/100ml 1%IZ)Um/L <1
pharmacopoeia
Control of the Sterility of the product:
e D . Reference
Test Test Method Specification | Conformity T
_ FR02512751857-
Sterilization Gamma Irradiation 25.0kG 45.0 C 1-1
(kGy) 2013-1211A
Membrane filtration sterility
Sterility certificate testing No Growth C 23/CBH/STE/229
EP 11.0 2.6.1

The analysis results above could change over time in function of the storage temperature. It is imperative
to store the products according to the recommended conditions indicated in the Safety Data Sheet.

This document is the exclusive property of SIMA PHARMA, it cannot be reproduced or communicated without its written authorization.
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SIMA Form \ SP-PR-LIB-F-013 Status : APPLICABLE
PHARMA Certificate of Analysis DIVERSEY for ClearKlens | Date of application : 13/07/2023
Cleansinald RTU VH9S 4x5L Index : 01
@ ClearKlens Cleansinald RTU VH9S 4x5L
SKU 100848253
Batch Number SPH31082023
Production date 08/2023
Expiration Date 01/2025

We certify that, except for the exceptions or deviations listed above, the quoted supply has been manufactured and tested in accordance
with the requirements of the specifications in force

SIMA-PHARMA Control
(Responsible for the production process of the Stamp and signature
final product) :

Name: ¢ R Ccoue

Position: (Gevcncl m—%‘Zﬂ\

Produced on behalf of Diversey at:
Sima Pharma: Z.I. de Rousset / Peynier, 54 Av. de la
Plaine, 13790 Rousset, France

pate: /% ‘C)S\ YIS

***End of certificate of analysis***

For further information, please contact Diversey at pharma@diversey.com

This document is the exclusive property of SIMA PHARMA, it cannot be reproduced or communicated without its written authorization. Pa ge 20f2



ENR7S5-TLBB-562 C

13790 ROUSSET

Rapport N°: = 1
» | Reoort N* L L L
MedicalGroup o SIMAPHARMA
‘ Enquiei. 54, avenue de la Plain 2! de Rousset

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

selon la Pharmacopée Européenne 11° édition chapitre 2.6.1
according to the 11th European Pharmacopoeia Edilion, chapler 2.6.1

ECHANTILLON(S)/SAMPLE(S)
Informations Client / Customer informartions:

Désignation : Numéra de commande : " roen ]
sighiatior Clearklens Cleansinald RTU VHSS S o [ FeCOVISe
Référence chent POE : -
Customar relarence 100848253 SiP
Numéro de lot * Matériau(x) =
Batch pumber = Materrat
Nombre d'échanbillon(s) : 1 Donnée de stérilisation : =
Sampis quanity Stentizalon oxts
N° cahier des charges -
N of conditans of contrect
Commenlaire(s) :
ks 10 Bidons poolés de 5 L

Infarmations Medical Group / Medical Group informations:

Dale de réception : i Date de réalisation
[ mercredi 6 septembre 2023 Tostrg et mardi 12 septembre 2023
PROTOCOLE/PROTOCOL
Volume d'¢chanlillon filtré :
Filtred sample volume 500 m!
Solution neutralisante : Velume de ringage :
Neuirslizing solution : DNP + Thiosulfate Runsing voluma - 3x100 ml
Nombre de milieux testés : 2 Volume dimmersion de la membrane : 100 ml
Number of Environnement lested . 4 volume of "
Condilions [ Milieux de culture | Température dincubation | Durée dincubabon
Condilions | Enveannement of cutture cubshon iemperature Incubatian penod
Bactéries adrobies, levures, champignons Bouillon Trypcase Soja 225 +25°C 14 jours
Asrobic ang fungsr Tryplone soy soluion ‘ ) 14 days
. . e Bouillon Thioglycolate avec = i
Bacléries anaérobies et aérobies 4 . 14 jours
Anserobic and aerobic sz Résazurine o 825+25°C 14 days
hiogiycoiale Resazunng .
Validation da la méthode
Method validabion 09/0IVAL..STE/016a
RESULTATS / RESULTS
[ Examen de la croissance microbienne du milieu |
Exarmination of the ricrobien trowth in the media |
; Congitions / Milieux de culture Aprés 7 jours Aprés 14 jours |
Conditions / Modha of culture Alter 7 deys After 14 days
| Bacténies aérobies, levures el moisissures / 1 Limpide/Limpid 1 Limpide/Limpid
Bouillon Trypcase Soja  — -
Aercbic and fungal / Tryptone soy solution 0 Trouble/Cloudy 0 Troub]elcmudy—‘
Bacléries anaérobies et aérobies / Bouillon e MW P i
Thioglycolate 1 Limpide/Limpid 1 LimpideiLimpid
| Anasrobic and aerobic / Thioglycolate
:_ Resazurine solution) 0 Trouble/Cloudy 0 Trouble/Cloudy
CONTROLES /CONTROLS
Contrdle plan de Iravail : avant [mhﬁ‘-é ‘de gani= gaucfie
{ eprés (UFC) o 0 } droit {UFC} : 0 o )
Work pisn controi. before 7 aher Glave controi product felt 2 nght
CFUL { IGFU
[ Air sous flux farnaire .
| Contréle témoins de
1a 1d UFC - v
| B ﬂu:myzazli:e'(‘m ,) 0 0 manipulation : Conforme ‘
| dpnasmsc(CFU) Coniral handiing mdicators
CONCLUSION

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

Aucun produit ne s'est révélé positif lors de cet essai.
No Prpd'u,cj was pusitive during the fest,
o |

— e : 7 7 : : P - = = =
Rédigé par : Gloria PEISEY Approuvé par Mathilde DJAAL AB
Written by | | Approvad by - i
Technigienne Kl 1y Res:ufsar-h, 'rq{oue Micrabiclogie
Microbiolegy Tusfirfcian Mioxabiogey g:?ﬂaloryManager
Date : mercredi 27 sepleffibre 2023 I (
Le présent rappo!t ne peul étre rep thent ou llemen qu'avac | bation du etne q_ue les1':.r-Jels sounus 3 i'easa), B

Thits report may ot be repraguced i whole or part without ihe approvet of the taboratery and oniy wvolves tra testad Provucls

MedicalGroup W 62/ o o
33. route de Lyon 69800 Saint-Priest - France / 4 ‘&”
Tel.. +33(0)4 728122 62 - Fax: +33(0)4 7281 22 72 ‘/é g 7/
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= STERIS

http://www.steris-ast.com

Certificate of Irradiation

Date Issued: 10-Jul-2023

FR02512751857-1-1

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

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

SIMA PHARMA

Zl

54, avenue de la Plaine
13790 ROUSSET
FRANCE

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:
Customer Unit Lot/Batch Number:

142994

1135482

FBC01062 -05/07/2023
320315P - Consommables 5L
$12119969

12

25.0

45.0

OFC000120

Irradlation Data

Date and Time of Imadiation:

08-JUL-2023 17:12

Calculated Minimum Dose KGy: 28.9
Calculated Maximum Dose kGy: 40.0
SIMA PHARMA Regu 10 oIS
54 Avenue de la Plaine, ZI
13106 ROUSSET Cedex cm}’ﬁch ck

Tél. 04 42 29 06 43 - Fax 04 42 29 06 75 .
SAS au capital de 1 000 € CARRIER € . S
RCS AIX 821 995 511 C

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

Processing Site: Lieu-dit Combe Bertrand, RD 138, 30200 CHUSCLAN, , Phone No: +33 (0) 4 66 903 940

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

N® TVA: FR59 343 092 540
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