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SIMA | Form \ SP-PR-LIB-F-023 Creation date : 12/10/2023
PHARMA Certificate of Analysis DIVERSEY for ClearKlens |Modification date : -
Plus VH5 100x0.03L Index : 01
S ClearKlens Plus VH5 100x0.03L
SKU 101109135
Batch Number SPH16012024
Production date 01/2024
Expiration Date 12/2025

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

ClearKiens Plus VH5

Test Test Method Specification Unit Results
Clear colorless to Clear colorless to
Appearance PS-CON-I-029 yellow liquid N/A yellow liquid
pH neat (20°C) PS-CON-I-040 5.0 - 6.0 - 5.6
pH (1% solution in ) 1 _ )
water, 200C) PS-CON-I-040 54-6.4 6.3
Specific gravity (20°C) PS-CON-1-027 1.010 - 1.050 - 1.036
Anionic substance
content (%) PS-CON-I-050 15.50 - 16.50 - 16.26
Control of the Sterility of the product :
Sl . Reference
Test Test Method Specification | Conformity N et
Sterilization Gamma Irradiation 25'8((';;;0'0 C 2023-14277A
Membrane filtration sterility
Sterility certificate testing No Growth C 24/CBH/STE/054
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.

(o2

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

This document is the exclusive property of SIMA PHARMA, it cannot be reproduced or communicated without its written authorization. Pa ge 10f2
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SIMA
PHARMA

Diversey?

Batch Number

Production date
Expiration Date

SP-PR-LIB-F-023

Certificate of Analysis DIVERSEY for ClearKlens | Modification date : -
Plus VH5 100x0.03L

Creation date : 12/10/2023

Index : 01

ClearKlens Plus VH5 100x0.03L

SKU 101109135

SPH16012024
01/2024

—

12/2025

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

Stamp and signature

54 Avenue de la Piaine, 24
13106 ROUSSET Cedex
Tél. 04 42 25.06 43 - Fax 04 42 20 06 75

SAS au capitat de 1 000 €
RCS AIX 821 995 511

Plaine, 13790 Rousset, France

([ o] 24,

Date :

DIVERSEY Control and signature

Name: ;,1iana de souza Hyczy Hamberland

Position: Quality Programs Manager

A Solenis Company

Diversey - A Solenis Company

<

DocuSigned by:

Made at :
Diversey Europe Operations BV, Maarssenbroeksedijk
2, 3542 DN Utrecht, The Netherlands

DABD7554EF0947F ...

15/03/2024

*¥**End of certificate of analysjs**x*

For further information, please contact Diversey at Qharma@divgrsgx.com

This document is the exclusive property of SIMA PHARMA, it cannot be reproduced or communicated without its written authorization. Pa ge 20f2
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R 24/CBHISTE/054

MedicalGr oup | conarsou:  STMAPHARMA

| Enauirer 54 3venuo de a Plain ZI ds Rousset
13700 ROUSSET

Rapport d'essai - Essal de stérilité parla methode de filtratlon sur membrane
Test report - Membrane filtration starlity testing

selon la Pham\acopee Eunopéenne 11° &dition chapitre 2 6.1

according tothe 11 European Pharmiacoposla Edition, chapter 2.6.1

ECHML'[Z’N(ST/SAK&#LR}‘) Sy e e TR .
Informations Cl ient / Customer |nformartions
Désignation : Mumérode commande:

oA CLEARKLENS PLUS vH5 amérgde FBCO1454
Référence client : POE :
Cust i . 401108135 P
Numéro de lot ; tériau(x) :
Pl SPH16012024 Matériau(x)
Nombre d'échanﬁllon(s) H . Donnée de s!énllsauon
Sampia Staritizaton date
N‘ cahler des charges

‘of condlions of conlract
Commentaire(s) :

CAisire( 10 Bidons oooks de 30 mL

informations Medical Group / Medical Group informations:

—— —_— —

Date de on :  Date de réalisation : .
me"“"“ maral 12 fevrier 2024 T Jeudi 15 féviier 2024
[PROTOCOLE/PROTOCOL E = ~ r P WA Y W Ve
Volume d'échantillon filirs 10 m
Flired sample volume :
Solution neutralisante : Volume de H
oo e ONP + Thiosulfate i 3x100 ml
Nombre de mitisux testés : 3 Volume d'is ion de la E 100 '
Nuimber of Environnement testad - Immersion volume of membrenos : Ly
o Conditions = ] Milieux de culture Tampérature dincubation | Durée dincubation
— —contene | evewsmecioutes | notetnsoesnee | iessionswist
Bactéries aérobies, levures, champignons | Boulllon Trypcase Soja o 14 Jours
poroticandrge T ) rm.wmajq 25:28C  thdays
Bactéries anatrobies et adrobles S5ilon Thioglycolate avec . | 14 jours
Anaerobic and aerobic e mm{; ne = 325225C 14 days
SAARNON eE A il s
N R Tl 20 10/0VVAL .STE/004a
|RESULTATS / RESULTS e = g = e
[ Examen de la croissance microblenne du milieu 1
F o = L — _Examination of the microbian growth in the media E————
[ Conditions / Mileux de cutture CApres 7 jous Aprés 14 jours
%cﬁaonslmaalaﬂlm N Alhr?duys | || S _ ARer 14 days =
Bactéries adrobies, levures et moisissures / 1 | Limpide.impid i Limpide/Limpid
Bouilion Trypcase Soja —_ — — —
Aerabic and fungal / Tryptone soy solution 0 Troubla/Cloudy 4] Trouble/Cloudy
| Bactéries snaéronies et aérobiss / Boullion P ) Umpldefumpid . 1 “ﬁm;d;mw
Anaerobic and aerob /TL | Bl 7 Tl o
Resaaurne sofior) | o  Trouble/Cloudy 0 | Troube/Cousy |
CONTROLES JCONTROLS T i BT L =NT
[Conbdle plan de travall : avan uvaml T = [Confiedegan= gaucra ' | "7
1 aprés (UFC) o 0 droit (UFC) : 0 o
Work pisn cmg;;,um/-mr v ! - I Glove mmmow foht /right
L s—rt - —l — —_—
Alr sous fiux laminaire bmoins d
statique ,’,?,"‘-""""'“.32‘5’ 0 a | cﬁmpuraﬁon H ¢ Conforme
_ L 4 | Conkol handiing indicators :
[CONCIUSIONT:. = e T T F EASLE= o =i

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

Aucun produit ne s'est révélé positif lors de cet essai.

No Product was positive during the fest. / 7 i:
- Redgépar: .o o  Approwvepar: ;-j N
et Lausine SROSSE "Pg"f“ P | AnLAS
‘ éu lo
:ﬂl—d%ﬂm ML.A %;r
Date: isudi 2 tevner cua
117 Lo présenl rappost ne peut étre fotal ou qu'avec I ndu '_ne quole‘ohjsh uourml rssul |
Thia report may not b8 reproduced in whola or pav withoul the epprovel of ihe lebaralory end only involves the fasted products.
MedicalGroup SIMA PHARMA
33, route de Lyon 69800 Saint-Friest - France 54 Avenue de la Plaj ine, ZI
Tel.: +33 (0)4 72 81 22 82 -Fax:+33(0)472812272 13106 ROUSSET Cedex NCU\IEAU ‘

Tél. 04 42 29 06 43 - Fax 04 42 29 06 75
SAS au capital de 1 000 € 04 I 3"’2@’2
RCS AIX 821 995 511
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STERIS: Gamma Certificate Of Processing

Prepared for: SIMA PHARMA (11582)
Gamma Process Run ID 2023-14277A

Product Code Lot Number Quantlty UOM
320340P - CLEARKLENS PLUS VHS 30 SPH18012024 3 Each
ML

Validation Reference Number: 2023-12537A

Processing Run Start Date: 03-Feb-2024 6:35 PM
Processing Run End Date: 04-Feb-2024 2:00 AM

Specified Dose Range (kGy): 25.0 - 40.0 Calculated Min Dose (kGy): 25.5
Reference Dose Range (kGy): 29.3-32.7 Calculated Max Dose (kGy): 37.4

PO Number: FBC01424 - 31/01/2024

Product meets Customer specifications; zero nonconformities oceurred during this Irradiation run,

Gamma Process Run Approval authorized by STERIS
Date/Time Approved: 05-Feb-2024 11:44 AM

Operating faclilities are in compliance with applicable regulations providing services under a certified quality system
which meets the requirements of FDA QRS, EN ISO 13485 current certified version and Is in alignment with EN ISO
111371 current certified version.

ocatlo
Synergy Health Marseille SAS,
a STERIS Company
MIN 712 Les Arnavaux
13323 Marseilie Cedex 14 SIMA PHARMA
France 54 Avenue d la Plaine, 7] Conlieale. ol
Phone: +33 (0) 491-214.214 13106 ROUSSET Cedex .
Tel. o4;§§9%43-Fa04 2200875 NOWEAU '
au capital de 1 000 € —
RCS AIX 821 895 511 0o 22y

(o2
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