DocusSign Envelope ID: D2399A94-E268-4692-A094-685ECF24B662

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 |
~ ClearKiens Plus VH5 100x0.03L ]
SKU 101109135
Batch Number SPH29012024
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.

ClearKlens Plus VH5
Test Test Method Specification Unit Results
Clear colorless to Clear colorless to
Appearance PS-CON-1-029 yellow liquid N/A yellow liquid
pH neat (20°C) PS-CON-I-040 5.0 - 6.0 - 6.0
PH (1% solution in R 1. _ )
water, 200C) PS-CON-I-040 5.4 -6.4 5.6
Specific gravity (20°C) PS-CON-I-027 1.010 - 1.050 - 1.036
Anionic substance
content (%) PS-CON-I-050 15.50 - 16.50 - 16.14
Control of the Sterility of the product :
B, H Reference
Test Test Method Specification | Conformity e
Sterilization Gamma Irradiation 25'(°k(';y4)°'° c 2023-14382A
Membrane filtration sterility
Sterility certificate testing No Growth C 24/CBH/STE/055
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

}ie 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 Sforce

This document is the exclusive property of SIMA PHARMA, it cannot be reproduced or communicated without its written authorization,
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DocuSign Envelope ID: D2399A94-E268-4692-A094-685ECF24B662

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
" ClearKlens Plus VH5 100x0.03L
SKU 101109135
Batch Number SPH29012024
Production date 01/2024
Expiration Date 12/2025

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

Stamp and signature

SIMA PHARMA
54 Avenue de la Plaing, Z1
13106 ROUSSET Cedex
Tél. 04 42 26 06 43~ Fax 04 422806 75
SAS au capital de 1 000 €
RCS AIX B21 885 511

Name: £ (N oo
Position: C-€ o ) ‘EJ\LL‘-“J—%_»&

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

Pate: | (|22

DS

DIVERSEY Control Stamp and signature
Name : Juliana de Souza Hyczy Hamberland (
Position: 314ty Programs Manager @ A Solenis Company
Diversey - A Solenis Company
Made at :
Diversey Europe Operations BV, Maarssenbroeksedijk

DocuSigned by:

\\ WA%M&W

2, 3542 DN Utrecht, The Netherlands

DABD7554EF0947F ...

On: 15/03/2024

***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.
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DocuSign Envelope ID: D2399A94-E268-4692-A094-685ECF24B662

ENK/S-1LHB-S02 C

I ot N*
. L R"’,,',’m " 24/CBH/STE/055 _]
MedicalGroup e SIMAPHARMA
= 1 Exdes Enauer: = avenue de ta Plsin 21 de Roussar
lobe Lk fing ¢ ety 13790 ROUSSET
Rapport d'essai - Essai de stérilité par la méthode de filtration sur membrane
Test report - Membrane filtration sterilty testing
selon la Pharmacopée Europ&enne 11° &dition chapitre 2.6.1
according to the 1#th European Pharmacoposia Edition, chapler 2.6.1
| ECHANTILLONTS)/ SAnPLETS) _ T
Informations Client / Customer informartions:
Désignation: e S Numéro 9o oo nde : = =
= W'n_m‘:'j CLEARKLENS PLUS VH5 D L9 CotmEn FBC01455
Référence client - :
Rl st 101109135 o
Numéro de lot : Matériau(x) :
el SPH29012024 ()
Nombra d'échantilion(s) : P Donnée de stérilisation :
Sampia quanity : Staritization dats ;
N cahier des charges :
N'n!mnﬂuualw.'
Comme;\}alre(s) : 10 Bidons poo'és de 30 mL
Informations Medical Group / Medical Group informations:
Date de récepiion :  Date de réalisation : B = ]
Py CopOn marai 13 février 2024 S aon Jeudi 16 février 2024
| PROTOCGLE/PROTOCOL i B R iy i s 50
Volums d'échantilion Fitre :
Filtred aample volume : 3 mi
Solution neutralisante : Voiume de rin, ¢
Neutraiing acfitie ONP + Thiosulfate Pbrsan g ax 100 mi
Nombye de milleux testés : 2 Volume dimmersion de la membrane ; 160 m
Number of Environnement tested - Immeraion votume of membranes :
EE—- ~ Conditions il | Milieux de culture | Températurs dincubation | Durés dincubabion
B . 2 - Sroemntotege | incdationtamescatrs | iocubationparod
Bactéries aérobies, levures, champi Bouillon Trypcas 14 jours
Adrobio 'e":l""rﬂo" il roy:a:n lﬂyadu:msqa 25£25°C 14 dayx
~ | Bauillon Thiogiycolate aves =
Bactéries anaérobies et aérobles . 14 jours
Anaerobic and serobic i Résazurine 325+25°C 14 deys
- scgiate Besasuring | = —
van a
s SR 1/OIVAL STEN040
|RESULTATS / RESULTS S = 2]
n ~ Examen de (8 croissance microbienne di miie — —|
e . _ Examination of the microbian growth in the media - ]
% Conditions / Milisux de cufiure Aprés 7 Jours Aprés 14 jours
Conditfons / Media of culture After 7 days ARer 14 days
I i = : S - — ||
Baciéries aérobies, levures et moisissures / 1 | LimpideAimpid 1 1 LimpidefLimpid
[ Boulllon Trypcass Soja -
)»Aembic and fungal / Tryptone soy solution 0 Trouble/Claudy 0 Trouble/Cloudy
Bactéries anaérobles el aérobles / Bouillon con
Thiogiveoiats 1 Ir Limpide/Limpid 1 Limpide/Limpid |
Anaerobic and aerobic / Thiogiycolate
’_ Resszrine soltmo:;g' 0 ! Trouble/Cloudy 0 TrCabe/CRonicy
[ CONTROLES /CONTROLS 3 B = m{
[Conmsle plen de favaii avant] T [Convoe 58 gants gauce 7 ] =
1 aprée (UFC) 0 n droit {UFC) : o o |
‘ WMplmcag:;;‘bo!wa/lM Glonwn&nlp;m e/ right |
1 ] = A -
|, Aireous flux taminaire | | Contrle témains de
i ‘mﬂlow&m:q(u-:s) 0 o I ‘ manipulation : Conforme
[ dynamic{CFL) =2 % | humﬁngndb:lu
CONCLUSION __:___:_—-—_ = i = i LS S = o
Les échantillons testés ne présentent pas de croissance microbienne aprés 14 jours d'incubation
Tested products doesn't shown any microbian development after 14 dsys of incubation,
Aucun produit ne s'est révélé positif lors de cet essai, P
No Product was positive during the test, i
" Rédigépar . T~ s  Approwvépar:
@”:; ; Laurine iaaosss Approuv [+
Date : feuat z'g"evn'er 207 I
. :mnmnm;mm_ o ent ou partielleme qu'avec I 1 du laborakire et ne oo qhahaw"mmbaﬁm
mxmmmayndb-numahMohnrp-rtnhwlllnlppvwaldhhbcmwymm&hvwntmmudmm- DS
MedicalGroup SIMA PHARMA \ 4 L7/ 4
33, routo de Lyon 69600 Saint-Friest - France 54 Avenue de la Plaine, ZI @mng ol

Tel.: +33(0)4 72 81 22 62 - Fax : +33 (0472812272 13106 ROUSSET Cedex

Tél. 04422906 43 - Fax 04 4220 06 75 NOUWWERU L.

SAS au capital de 1 000 €
RCS AIX 821 995 511
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DocuSign Envelope ID: D2399A94-E268-4692-A094-685ECF24B662

STERIS: Gamma Certificate Of Processing

Prepared for: SIMA PHARMA (11582)
Gamma Process Run ID 2023-14382A

Eroduct Code Lot Number Quantity UOM
320340P - CLEARKLENS PLUS VHS 30 SPH29012024 3  Each
ML

Validation Reference Number: 2023-12537A

Processing Run Start Date: 06-Feb-2024 6:08 PM
Processing Run End Date: 07-Feb-2024 1:52 AM

Specified Dose Range (kGy): 25.0 -40.0 Calculated Min Dose (kGy): 26.0
Reference Dose Range (kGy): 29.3-32.7 Calculated Max Dose (kGy): 38.5

PO Number: FBC01428 - 05/02/2024

Product meets Custormer specifications; zero nonconformities occurred during this irradiation run,

Gamma Process Run Approval authorized by STERIS
Date/Time Approved: 07-Feb-2024 10:27 AM

Operating facllities are in compllance with applicable regulations providing services under a certified qualkty system
which meets the requirements of FDA QRS, EN ISO 13485 current certifled version and Is in alignment with EN IS0
111371 current certified version.

Processing Location
Synergy Health Marseilie SAS, DS
MIN 712 Los Aroanaux SIMA PHARMA onbiiby ok | QP
;?:::eﬂamllle Cedex 14 5143?@;8 Sg:gl;lgn;:,e f verol
Phone: +33 (0) 491-214-214 TH o2 04 Fax0idz200575  NOUVENS |
RCS Alxp821 99&l g%o € o3ctftoth
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