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\
N° 2025/0367 i
|
|

[ATA:14/11/2025

“Hasea komnanii; BISYM ®APM, TOB

| Erran M — Ouni Kpanni 3 eRTOTHOM Ta rianypoHarom Hatpiio

| 2028-10

MpoayKr:

Koa npoayKTy: B
_____ Makysarna npodykry: | KopoGkas 10 oanop i
~ Cepia Homep: | 029225
| Migeepin: . N/A

[ata srpobHuuTsa: 23/10/2025

Tepmin NprAaTHOCT

_______________ }Ki"”‘?“i“b’h - 6.538 ynakoBOK, 3 3 AKUX AAR apXiBy 36epexeHux 3paskis

W— AAAAA TECT - CHELUMOIKALLIA PESVAILTAT
SommiwHIl BUENAD fposopuit, Gesbaperni posunH, bez Bignosiaac
pH 6,5-7,5 %8
OCMONANBHICTD 260 - 300 }aOcm/Kr 286M0€M/Kf
HominanbHuii 06'em 20,5 msi/mMoHOp033 ~ Bipnosinae
CrepiAEHICTS 5 CrepunbHo CTepunibHO

(Espapmakon) i i

| NakyeaHHa NPOAYKTY Bianosigac Bipnosinae

4 BIANOBIOAE. m HEBIANOBIBAE
| BugaHuitc
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AEKNAPALYIS BIAMNOBIAHOCTI €C

BupobHuk: Enable Innovations Sr; Via Claudio Tolomeo, 26, 41012, m. Kapni, Itania

Peecrpauiitiuil Homep BupoBumxa SRN {Single Registration Number): IT-MF-000026056

Meguunuit Bupi6: Ouni kpanni Ha ocHoB] @KTOIHY Ta rianypomarty HaTpio, modess EC+HA {Eye drops with
Ectoine and Sodium Hyaluronate, Model EC+HA )

Mpr3Haverns / uinbose 3actocysanna (Intended Use): 3axucna, crabinisyBanbHa Ta 3BONOKYBANbHA atl]
Knacudikauia (Classification) signosiaHo ao foaatka VIIE MOR: Knac Iib — CTEPUALHKIA

EMDN (€sponeficbra HOMEHKNATYPa MeandHuX supobis): Q0299 Bazosuii UDI-DI (Basic UDI-DI):
80540851218P2

Toprosa mapka (Brand name):

EKTA/I M — criomusya ynaxoska {KapToHHa Kopobka) 3 10 OAHOA030BMX GNaKoHIE M0 0,5 M KOMHMIT
Kon Toprosoi mapru (Koa toprosoi mapru): GOEC-003 Kog npoaykty (Koa Tosapy): 050531

Cepin (naprin): 029225 Cy6eepin (Subbatch): e suKopuctosyere (N/A) Tepmin npuaatrocri (tepmin
npudartHocti): 10.2028

fata BurovoenenHs : 23.10.2025 Burotosnexa KINbKiCTL: 6 538 ynakosox.

A, wo Hikve nigancasces, sagenio nig MOBHY BIANOBINANLHICTY, WO BUILE3aZHAUCHITT MeAMIHNIA BUDI6
BIANOBINAE 38CTOCOBHUM OCHOBHUM BUMOTaM Pernamenty (€C) 2017/745 wopno MeanYHux supobis sig 5
kBitHst 2017 poky, 2i sminamu Ta AONOBHEHHAMY, BHECeHUMU PernameHTom (E€C) 2020/561 Bif, 24.04.2020,
BiANOBIAHO A0 WARXY cepTugixaui, BuaHaueHoro [ogatkom IX, Posgin 1, 1l (nynxr 4), U1, Texuivnui dbarn, wo
MICTUTL BIgnoBiARY AokymenTadito, 36epiraetues y supo6ruka Ta ¢ AOCTYNHUM SNA KOMNETEHTHUX OpraHis |
HOTWIKOBaHOTO Oprany. Komnatia Enable Innovations Srl pospobuna npoueaypy nicaspeanizauifinoro
HarnAAy 3a meauuLum smupobom sinnosiaro 40 MEDDEV 2.12/1 ra Pernamenty (€C) 2017/745.

OcHosHi 3acTocosyioTben rapmoHi3oBaHi eBponeicoi CTAHAAPTY (BIANOBIAHO A0 YUHHOrO surycky Odiuifinoro
’KypHany €aponeiiceroro Colosy ):

-Baniaauis npouecy acenTUIHOro HanosHeHHs METO40M 3aN0BHEHHA HOCIA BIANOBIgHO 46 1SO 13408-1 , 150
13408-2;

-Banigauia npouecy crepunizauji NEePBUHHOTO NakyBaHHA signosigHo Ao 1SO 111371 ;

-AHaNi3 pusukis signosiaHo A0 150 14971, .

Hotugikosanuit apran (Rotudikosanui opran): ICIM SpA Homep HoTubikosakoro oprany (Notified Body No.):
0425

Agapeca: Piazza Don Enrico Mapelli, 75, 20099 Sesto San Giovanni (M), Itanin

Homep ceprudixara (Ne ceigoursa): 0425-MDR-030119-00 MNotouna iHbopmauis sngayi {oToMHMN HoMED):
03.02.2025

[ata sakinuenns crpoky Aii (Expiring Date): 02.02.2030

Bea indopmauin, Hagseaera y Ceptudikati ananisy Ne 2025/0367, ¢ AOCTOBIPHOIO T8 TOUHOIO.

3ragama cepia 6yna BUrOTOBACHA, yNaKoBaHa Ta NPoaHaniaosaKa Ha BUPOGHUUOMY mainanuury Enable
Innovations. T
Dorymeritauin no cepii Bysa flepesipeHa Ta BuU3HaHa BIANOBIAHOW BUZHAYEHMM cneumbmauigr\ﬁ.

EAMHNI agminicTpatop i N\

m. Kapni, (aata suaaui) Axoparo Kanawxa,

€100.000,00 v, -
1012 carpl {(MO) - Part

tonsit - www.enableinnovations.iv

5.0, - Ca
fa Claudio Tolomeo 26 -
@enableinnoy




CERTIFICATE OF ANALYSIS ID; 2025/0367 issue date: 14/11/2025

Company Name; VISUM PHARM LDA
Product: EKTAL MVl ~ Eye drops with Ectoine and Sodium Hyaluronate
Product Code: 050531

Finished product packaging: Sale box with 10 single-cdose vials filled with 0,5 ml each

Batch Number: 029225
Subbatch: N/A
Manufacturing date: 23/10/2025
Expiry date: 202810
Quantity: 6.538 boxes, 3 of which‘for;_l.‘.g}aineq samples archive
TEST SPECIFICATION RESULY

o Clear, colorless solution, free of )
Appearance ) Compliant
suspended particles

pH 6,5-7,5 7,1
QOsmolality 260 — 300 mOsm/Kg 286 mOsm/Kg
Extractable Volume 2 0.5 ml./ Vial Compliant

Sterility test

(Ph Eurc. e.) Sterile Sterile
Finished product packaging Compliant Compliant
V] compLIANT 1 NOT COMPLIANT

Issued by:

CHEM LAB #5470 270 5 MICRO LAB futlsint e oo oir i i
(ﬁIiApﬁr;oved / Rejected O by: Fﬁﬁctiqn; | Date: Signatljre
Evelina Gritco | QC/QA S L




DICHIARAZIONE DI CONFORMITA UE / EU CONFORIVITY DECLARATION

Fabbricante (Manufocturer): Fnable Innovations S.r.l.; Via Claudio Tolomeo, 26 — 41012 Carpi (MO)
Numero di registrazione del Fabbricante SRN (Single Registration Number): {T-MF-000026066

Dispositivo Medico (Medical Device): Gocee aculari a base di Ectoina e Sodio faluronato Modello ECHHA - [Eye drops with
Ectoine and Sodium Hyaluronate Model: EC+HA)

Destinazione d’'uso (Intended Use): Azione protettiva, stabilizzante ed idratante (Protective, stabilizing and hydrating actions)
Classificazione (Classification) Annex VIL MDR: lib-Sterile (Ib-Sterile}
EMDN (European Medical Device Nomenclature): Q0299; UD-DI di base (Basic UDI-pl): 80540851218P2

Marca (Brand name): EKTAL M astuccio vendita da 10 fiale da 0,5 mL (Sale box with 10 single-dose vidls filled with 0,5 ml.
each)

Codice brand name (Brand name code) GOEC-003 :; Codice prodotto (Product code): 050531
Lotto (Boteh): 029225; Sublotto (Subbatch): NfA; Scadenza (Expiry Date): 2028-10
Data di preparazione (Manufacturing date): 23/10/2025; Quantita prodotta (Quantity munufactured): 6.538 astucci (boxes)

Il sottoscritto dichiara sotto la propria totale responsabilitd che il Dispositivo Medica sopra menzionato & conforme al Requisiti
Essenziali applicabili del Regolamento (UE) 2017/745 dei Dispositivi Medici del 5 aprile 2017, modificato e integrato dal
Regolamento (UE) 2020/561 del 24/04/2020 secondo il percorso di certificazione Allegato IX Capo 1l (4}, 11 Fascicolo Tecrico
contenente la documentazione pertinente & conservato presso il Fabbricante ed & a disposizione delle Autorita Competenti e
dell’Organismo Notificato. Enable Innovations s.r.l. ha sviluppato una procedura per la sorveglianza post- vendita del Dispositivo
Medico in accordo alla MEDDEV 2.12/1 e al Regolamento (UE) 2017/745.

The undersigned declares on his full responsibifity that the above-mentioned Medical Device complies with the applicable Essentic!
Requirements of the Medical Device Regulation (EU) 2017/745 of 5 April 2017, as amended and supplementad by Regulation (FU)
2020/561 of 24/04/2020 according to the certification route Annex IX Chapter |, 1l (4), 1il. The Technical File containing the retevant
documentation is kept at the Manufacturer's premises and available to the Competent Authorities and the Notified Body. Enabile
Innovations s.r.l. has developed a procedure for post-market surveiflance of the Medical Device in accordance with MEDDEV 2.1 2/1
and Regulation (EU) 2017/745.

Principali norme europee armonizzate applicabili - Gazzetta Ufficiale dell’'Unione Europea edizione corrente:

(Main harmonized European applicable standards - Official Journal of the European Union current edition);

Convalida del processo di ripartizione in asepsi tramite media fill secondo (SO 13408-1, [SO 134082
validation of aseptic filling process by media fill based an (SO 13408-1, 1SO 13408 2;
Convalida della sterilizzazione de! contenitore primario secondo 150 11137-1;
Validation of the primary packaging sterilization process based on IS0 11137-1;
Analisi dei Rischi secondo ISO 14971,
Risk Analysis based on 1SO 14971,
Orpanismo Notificato (Notified Body): ICIM S.p.A. Organismo Notiticato Nr. (Notified Body Nr.J: 0425 indirizzo {Address): Piazza
on Enrico Mapeli, 75 Sesto San Giovanni 20099 (M) - Italy
Certificato Nr. (Certificate No.): 0425-MDR-030119-00 Emissione corrente (Current issue): 03/02/2025
Data di scadenza (Expiring Date): 02/02/2030

inoltre, si certifico che:

‘Tutte le informaczioni riportate nel Certificato di Analisi N® 2025/0367 sono autentiche ed accurate.

lHlotio in opgelto & stato fabbricato, confezionato, analizzato nel sito produttivo di Enable innovations inriferimento alle EU GMPs.
La documentazione di fotto @ stata revisionata ed & risultata conforme alle specifiche definite.

Moreover, itis certified that:

Every information reported in the Certificate of Analysis N” 2025/0367 is true and accurate.

This butch was manufactured, packed and analyzed at the Enable Innovations production site in ace r)rdnme with the EU GMIPs.
I'he batch documentation has been reviewed and found to comply with the defined specifications.

Carpi, H (issue date):

DR_MD/O00YS Re
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OFTdlinid @ Eye draps based-on liposomes and medivm moleeular weight
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4.3 mi

EwranM Ol wpanii #3 ocsosi exveiny 2% 7a natpho risaypensry
8,1% Bes woucepranriny mMonezoanxnp 8,5 s {inl)

Ektalld Bys drops based on egiving 2% and sodinm hvaboonats 018 withou
preservaivesin single Jayes of 0.5 mi

O@TAnawpin Ount kpanai #a convai riaayponsss! wuenera 0,4% 1a
BEeTraeananel poan ravamesicy siprincsrore, fez voucepsantin, 18 wa
{ml}

QF Tdlaorim Eyedrops based or Ryaluronic aeid 0,.3% gnd Hamamelis

Virgintang distiiled waler, preservative-free, 10wl
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Enable Innovations Sl
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Yroosuopauenuit npegerasnan s YRpaiuii Tosapucree 3 obvexerow signesizansaicrs «BIAVC DAPM
Authorized represomative.in Uraine: sy Byaiugyerpll, 58, s Kuls, 01013, Yipaina

T 38 (0441 281 24 05

Eaewrponny anpoca; info@visuspharan.com

CAPTIOY 43493344

Limited Habiliy company "VISUS PHARMY

St Budinidhusivit, 5-8. Kviv, §1013, Ulraine

Tel +38 (0423281 24 G5

e-maill info@visuspharmcom

USREQU Code 43485344
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8.5 ma{mly

QOFTAlipid ® Eye deope based on liposowmes and medivm molecule wht sodien
fiahaonate, Sterile solurion withow: preserictives in single doses of 0.5 mi

Exvand Ousd xpanat na ocnosi ecvoiny 2% va narpbo riaaypesary §,1% des
RoHcepsadTiB ¥ vomogoaax no 8,5 M {mly/

Ketaldd Eyve drops based on getoing 2% and sodivm hyaluronate 0.1 withow
preservatives in single doses of 05 mi

O®TAzlan Do wpanai wa oowosl riasxyponorel kucrora §.4% 18
SHCTHALUBIHOT BOIH raMAMARIRY BIprigceRoTe, §e3 Koncepsanrin, 18wy (mbY
CFLdhyad+ Eve drops based on hyaturonic acid 04% and Homamelis Firginiang

distilled water, preservathea-free, 10wl
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Enable fnnovations Sonlk
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