CERTIFICATE OF ANALYSIS/ CEPTH®DIKAT SIKOCTI
BLEPHACLEAN - 20 sterile pads

Baedakiin, crepuibHi cepBeTKH IS WIOAEHHOI

rirican mosik ra yyrinueoi mkipu (20 cepserok)
Reference: CMC-DP-4365 version 04

LABORATOIRES
4

3 Manufacturing date/ .
Batch N° /7 124 ) = = Control N°/
i a BHPOOH a: 27/05/2024 M
Ne Cepii: 124 Hlara nupoGuitrsa; 27/05/2024 Ne Kontpomo : NA

Country of

—— France Expiry/ Date of analysis/ N
Kpﬁ‘mﬁ SHpOBE: Ppanuis Tepatin npugatrocti: 0572026 Hara awanizy: 11/07/2024
ANALYSIS/AHAJIZ SPECIFICATIONS/CITELIM®IKALT RESULTS/ PE3YJIBTATH

i

| General Characters/

3aransHi BUACTHBOCTI :

i, Appearance © White to slightly yellow pad impregnated with the hygiene Complies ;
. (Visual inspection ) ' lotion ? [
i . 3osrimmil Buraaa Cepperka, 3BON0MKEHA OHMHILLY BATLHHM JIOCHHOHOM, Binnosinae j

(Bizyanesni ornsan) ' KosbopoM Gilta 210 3nerka xoprol 5
.. Leak test ; No leakage Complies i
! (Internal method (IPC)) )
. Tect ta repMeTHYHICTE BipcyTHICTE BHTOKY Binrnosingac ;
i (Bu. Meron (IT1K))

| Identification/ Luenrndicanisn

| Capryloyl glycine Chromatogram is identical to that of standard Complies

! (Internal method (HPLC))

¢, Kanpunoin ruingx XPOMATOrpaMa ileHTHYHA XpoMaTorpami Cranaapry | Bianosinae
(Bu. meron (BEPX)) ; i

Assay/ Ananiz

. Capryloy] glycine 1.80-2.20 /100 ¢ 2.00 /100 ¢
b (Internal method (HPLC)) : :

| - Kanipusrolsr ravinus 1.80-2.20 t/100 ¢ 2.00 /100
i (Bu. Meton (BEPX))

Sterility c lies
Eur, Ph. 2.6.1 Sterile ‘omplies
Crepuinuicts Binnosinae
€pp.DPapwm. 2.6.1 : Crepuiasao ‘

PRODUCT COMPLIES/ IIPOAYKLIS BUIHHOBIIAC

We hereby certify that the above information is authentic and accurate. This certificate is the copy of the
manufacturer certificate of analysis; this batch has been manufactured, packed and analysed in full compliance
with the specifications described in the dossier of the country. This batch is released for sale.

Liym ninTsepaxyro, o BullesKasaHa iH opmayis € cnpasxHsor0 | TouHORO. Lleit ceptug ikat € roria ceptud ikaty
akocTi BUpobHMKa, ua naptia 6ysaa BUrOTOBAEHa, YNAkosawa | rpoaHanizosaxa 8 rnosHili sianosigHocti 3i
crieyung ikayiamu, onucaHnmn 8 gocee Kpallu, Lis naptis sunyljeHa y rnponax.

Clermont-Ferrand, .49 ’L}fl,k,(‘:xj <Q~'<35?3’i; JULIE GENDRE
Kiepmon-eppan, f i

PRODUCT QUALITY MANAGER~

LABORATOIRES THEA SAS, » §.AS. AU CAPITALDE 1 GO4 672 » 390 813 988 R.C.S. CLERMONTFERRAND o TVA INTRACOM. FR 66 390 813 988
12 RUE LOUIS - BLERIOT « Z.). DU BREZET » 63077 CLERMONIFERRAND CEDEX 2 » FRANCE
TEL 04.73.6.14.36 » [AX 04.73.98.14.24
hiip:/ /vevow laboratoiresthec.com
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BULLETIN N° : PRO-E-117

D’ANALYSES [/ : 4 @ U r OWE p @ S EZ?? ie//SS/zozzl

CERTIFICATE OF ANALYSIS Edition 1 9
- Sachet Bag ANJALC

Version électronigque du document original rédigé, vérifié et validé en interne
Electronic version of the original document written, chcked and vafidated internally.

Produit fini : Finish Product:  Blephaclean
Référence © Reference :  CMC-DP-4365 VO1 T1177, Wipes

N° de Lot Date de Site de fabrication gumodwx(rfesd C

e Lot! e e : , raes du Grand Champ

. u24 fabrication : 2710512024 o sife © | Parc d'Acivités de Aun:
Batch N° . Manufacturing date : Manufacturing site . s 200 Ng é!E 8:\&1“1‘ EE Rg% ou
Code Article : Péremption : Date d’'analyse:
Arficle number : 1176LG20113  Validily: @ﬁj 2026 Analysis date : 11/07/2024
ANALYSES E RESULTATS SPECIFICATIONS
ANALYSIS RESULTS SPECIFICATIONS

Caractéres généraux
General Characters

Lingette blanche ou sensiblement jaune

. Aspect CONFORME imprégnée de solution d’hygiéne.
. Appearance White to slightly yellow pad impregnated with the
hygiene lotion
. Test d’étanchéite CONFORME Absence de fuite
. Leak test No leakage

Identification Identification

Chromatogramme identique & celui du

. Capryloyl glycine CONFORME standard
. Capryloyl glycine Chromatogram is identical to that of standard
Essais Tests
. Capryloyl glycine 2.00 1,80 -2,20 g/100g
. Capryloyl glycine 1.80-2.20 g/100g
Stérilité sterility CONEORME Conforme au test Ph. Eur. en vigueur
Complies with current Eur. Ph. test

Jo certifie par la présente que les informations ci-dessus sont authentiques ef exactes. Ce fot de produit & 616 fabrique, y compris le conditionnement et le controle qualité sur le site
mentionné ci-dessus, en pleine conformité avec les exigences SO applicables de l'autorité de réglementation locale ef avec les spécifications de f'autorisation de mise sur fs
marché du pays importateur. Les dossiers de fabrication, de conditionnement et de conlrdle qualité des lots ont été examinés ef se sonf révélés conformes aux 1SO applicables.

1 hereby certify that the ahove information is authenlic and accurate. This bateh of product has been manufactured, including packaging and quality control at the above mentioned
site in full compliance with the applicables ISO requirementpLipe local Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The
baich processing, packaging and analysis records were re and found to be in compliance with applicables 1SO.

Date de signature : EURO \/}/iﬁ > [Sffoy ~ Responsable Controle Qualité
, IAVICE QUALITE ROy
11 Qé Z@gfg SERW‘C?:QU PALAG §O§§T‘- oy
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Euro Wipes
2 rue du Grand-Champ - Parc d'activités de I'Aunay - 28400 Nogent-le-Rotrou - France
T&h: +33 (0)2 3754 50 70/ Fax 1 +33 (0)2 37 54 57 69 www.eurowlpes-anjac.com

Euro Wipes SAS au capital de 1 181 400 € - RCS Chartres B 435 226 527 - N*TVA INTRACOMMUNAUTAIRE FR 35 435 226 527 - SIRET 435 226 527 000 24
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BATCH certificate of conformity

MES-E-177
%Page 1L

iLe ; 21/05/2024
‘Edilion 1 25

Elactronic. version of th oviyingl document watten, chesked

200 yakdabed internally.

Sterile pads BLEPHACLEAN

Praduct presentation : wipes

. ) ~ Country of destination and N |
Batch Number Validity Praduct categery : Chant article : EW artichs ¢ . " Quantity costified ©
registration n®
Uz4 L2026 Cosmuatic 1L76LGAOLLS 5400765 UKRAINE 30 208 dtuis
Produstion date (k) ¢ 2710512024 Progustion Line (packaging) : DER2 [Protuction dats (packaging) : 0L-02-03-04
[06/2024
Bestedalion dosumen: = Technical dossier for medical devices
v General technical and quality agreement EUROWIPES/ THEA in effect
= Specification sheet
ESTABLISHMENT AND VALIDATION RECORD BATCH
& 10, 50 sent 1o the Resp, Quallty Lontrol Lannmtaring THEA? 9 representative boxes of the bulch di over Tt various 2 articles {of which risiouns 3 toxas per artice)
Yaligation of sterfilzation; - controfied doses - on P batwoan 324 kGy na 30,8 XGy =» Comgptiant o - Non-Comaltant
cen G2 236Gy
Tlmaliness ; + e f ays between Thes stan of the pregaration of the Toticn ao ihe end of e g arget £ 10 doys) N of doys = & jours [G 180
. 3 etwnan fing and stetastion (agel S 10 duys} Nl of taya = 433 joors (41K ) oug
Docuinns to be sant: {Z Anatysis roport (PRO-EA117) Packinglist patets Sending IONISOS (ACH-£-16)

=]

Tesl roport{s]: stetiilty test

2 Magees aperandl of lolion marndwciudng {H1a00717CY

{2 Microbiotogical Andysis of buth Bt end B2 (MES-E-157)

7 A cotnpinta claan up of thu factory ing {PRO-E-10%)

G Cleantng & Qlsinfaction reglatation (FRE-E- 514 cu PRO-E-ISE)

1 Cortificata of fonizution

(@ Micrabiotoglest Anutysls Finlshed Product (MES-E-178)

Gurtificats of analysts of Capretof glycina : bulk and (Intshed prodact (MES-E-Y

] Anatyals cortiflsal : Aspoct Yast (AES-E-163 o ME

Compltance of the explry ontored In the ERP ¢

£ NG

DECISION FINALE / FINAL DECISION

1 htrgay vazily tiat e stovo Infermution is ataiantit aod Sroy
< GMP,

-+ Ro tica CEYR2NZ009 1or COSNIGHE prodIscis.

- Curvent Mudizsi Dovics Regulation in EU axd in thy destinations counlrylLouniing
< Geners! technionl nad quatty apraaman EUROWIPES/THEA,

- Tactakai cpssier lor medisal govices.

bl

COMPLIANT

=] RON.COMPLIANT on

T azceptuacs [ERF) -

Raf. #f non-canfonaity{s durlnyg thls batch

Cemnznts,

2024

4

25AO N

vel. 02 37

cutie. £ eartdy thut the peduats ard mamdacturlag steps of this balch are In comprance veiii! Mt repurerns

Y

e e
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L) LABORATOIRES
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Autorisation pour expédition par
I’ Assurance Qualité
Authorization for shipment by
Quality Assurance

Date : 19-Jul-2024

By : Severine BARBATE
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"Tipo. mumyucHrn 3 o0iry, nepepodry, yruiiaumiio, smunesns 200 DOJARBNE BRKOPMCTANHY HeRKioRol 3
]

nebernennet npoayruii”,

38 pesyapraraumys mayrosol ouisxs of'eny pocsipwens Kocoumersunsit acil Bredaxuin® / Blephaclean®,
CTEPHILHI SEPRETIN A BOASHROT riricHy MONIK T2 MY THHROT (IKIPH, 38 HAJaHIM 3a9BHIKOM 3PRIK0M slanosinac
BUMOPEM  MEIBKO-CEHITADHMN HOPMATHSIB § 33 YMOE JOTPUMAHHA BHMOT LBOTO RUCHOBKY MOme Oy
BUKODHCTAHEN B 304BIeRIN cop! 380 00YBANHE,

Tepstin #pragraovtl rapanTosanti pEpoSHEKOM,

Inopyanis Moo CTUNCTKH, MOTPYKIH, HPaBAT TOWMO TOKCT OTHNOTYRAHHR YEPATHCRKOIO MOBOID NOBMHEH
WICTHTHCS Ha KORHTH ol npoayRidl; Maprysans iRemosary ¥ BLIHOBLHOUT! 3 YHEHEM 3aK0HDAABCTEOM
Yrpaiun, Hasnil sucsosox He Mome Syri RUKOpHCTANNE 1% DEKNAMH CUOKHEURX SROCTeH of'eKT] RO AREnD,

Bi;gs‘sm;séggm;‘m;ic’m 33 SOTPHMANAEY BUMOD HAMTO BECHOBKY HOCe 189BHEK.

Dpa svint penerrtypy, TOXHOMOMT BUPOTOBHGHHS, Kl MOmYTH 3minwry szacrusocti of'exra pociigmens ado
CUHPMUMHMTH  HOTATHRHRH  RIVGIMB B3 300pos’s Jnogel, odeps 3aCToCYRAENE, VMOB actocypanus ofi'exra
OO UTHCHD JAHEN BHCHOROK WIPAYAs CHIY.

Buononow gificua# Tpy poxH.

Helt Bucuopor € peayapraros 1a sopi’cvnme wactineo sayxoso-gocaiznol pobors, suriaagensel
v 3niti Ne3/28-A-686-24 sin 25.07.2024 p.

T.B.0. xepisamka pLULTY, HaYROBHE cnirpobivaug Terana IHEYLHBKA

Haramis HYMAK

Craprnigh sayveorsdt crispoGitiuk
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G PRSHEY U8 Z00DOS'Y HACUTEHNE, PORIILY CVTIDOBLINEY JOKYMENTIS, § TAKOW PEIYILTATIM BUANGOYBANE HaauR.
WRARHIKOM 3008 O CKTE BRONSDTHY, & CAMS 78 BUICYTHIETIO HIKipo-nomantoranenol i (Merommn syasisin "Ouenke.
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BuupoSyaauns ppossnest sianosiyne no swor ACTV IROAEC 170252006, Areorar sepenrandl Hanlonaistora
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Tidopyanis HOA0 STRRETIN, THCTPYRI, HPRBIA TOME TORCT SIMESTYBANEA VEDATHCBEOI MOBOK NOBUNCH MISTHTHCE HA
KoK oseut poayRein MApKYR MisoRaT VBl ey

HansH BHcBUBOE HE MRS TVTIL BHEQBUCTANNE L PORAaMI CIMRHBIR SKOLTS

31U EKTA CRUTIODTHIY,

Bucuosor mitcund H'ers posia
RIANOBIIAABHICTS 38 AUTPHMANAS REMOT HB0F0 BHCHOBKY HEOE SABHEK.
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