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[TRANSLATION/ NEPEKNAL]

| {lossin Ha peanisauilo cepil Ne 221/2023

Hazea Tosapy: OO TANIBMOJIOMNYHKIA PO34YUH 3 MANYPOHOBOK KUCIIOTOMO, P-Plus (nyBpikanT®),
SCO (okcuxonokomnnekcom*) Ta Pomauixoro, OuaHkolo, Kyprymoio

Toproea nazea: ®JIOPA BIXXH YEPBOHI OUI, ouni Kpanni, 15 mn Homep 2a katanorom: D15FR290
Homep cepTudikaTy MeauvHore supoSy: 1934/MDD

Hie 2: 13.03.2017

Tepwmin gii: 26.05.2024

HorudixosaHui oprad ceprudixanii: IMQ

Kpaita npusnayennsa: PECNYBIKA CNOBAKIA PO 1019-23 Ta 1020-23

Homep cepii KinekicTb cepii
230698 5664
Hata eupoGHMYTBa TepMin npuaaTHOCTI
Pik Micay Pik MicAub
2023 09 2026 03
PesynbraTn nporeeHux TecTie npoaykry:

3oBHIWHIK pH WinbHicTe | Ocmonapricts | B'askicTs SoC HomiHanb | PesynebTaT Tecry
BUrhsg, aHaniz | HWiA BmicT
Nposopa B'A3ka | (6,90 | (0,975 — (250 = 350) 25-55 | (0,040-| (14,55-
pinuHa, Big - 1,025 cSt) 0,060} 15,45)
GesbapeHoro ao | 7,50) rimn) {CBKUIA %
Gnigo-xoBTOrO NPOAVKT
KONLOpY, 3 v Bignosigae
XapakTepHUMm [J He signosigae
3anaxom
v Bignosigac 7,34 1,003 303 45,04 0,046 15,24
[l He
BifinoBigae

PesynbTaTtu nincymxkeBux MikpoGionoriuiux TecTie v Bipnogigae

{1 He signoeinace

Mepeeipka eignosigHocTi MapKyBaHHs ‘/anoainae

7] He signoeigae

MNepesipxa BignosigHocTi TpaHenopTHUX BOKYMEHTIB v Bignosigae

] He eignosinace

Bigxunenna B npoueci BApobHMLTEA ~ Bincythi
{1 Haneni onue abo
Eexinbxa BigxuneHb
KoHTponboBaHe
He koHTponLoBaHe;
No BigxunexHs:

Npumitku: 3GepiraTn npy Temnepartypi sig 5 Ao 35°C Ta saxmuwaTi Bifl M>Kepen npaAMoro ceitna.

Monako, 30.10.2023 KonTpons 3pilicHuB crieuianicT 3 perynioRaHHs Ta SKOCTI [mAasiC]

Heknapauia signosignocti Ta fo3sin Ha peanisadito cepil
Meauunnii Bupic ®NOPA BIXKH YEPBOHI OuI cepil Ne 230698 knacy Geanekn llb (npaeuno 15, nogatok IX, AYHKT
2.1 [lupexTiien 93/42/EEC €C ai aminamn) Bignosinae umoram Aopatky | lupektuen 93/42/EEC €C 3i aminamu Ta
TexHiMHUM YyMOBAM, NOB'A3aHUM 3 TeXHIYHUM thaiinom, Lo HaaaKThes arigHo 3 aogaTtkom |, BUKkMOUaIOYY po3gin 4
uiel x [upekTusn.

Aarta: 30.10.2023 Me4vatka Mignuc renepansHoro MeHemxepa

*npumimea nepexnadava
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PHARMA

Batch Release Certificate n® 221/2023

Name of product: OPHTHALMIC SOLUTION WITH HA, P-Plus, SCO and Chamomila, Euphrasia, Curcuma,
Trade name: FLORA VISION RED EYES, eye drops, 15ml REF: D15FR290
Medical device certificate number: 1934/MDD

Issued on: 13/03/2017

Expiration date: 26/05/2024

Notified Body: IMQ
Destination Country: SLOVAK REPUBLIC PO 1019-23 & 1020-23

batch number Quantity / Batch Size
230698 5664
Date of manufacture Expiry date
Year Month Year Month
2023 09 2026 03
Results of the tests made throughout production;
Appearance pH Denslty Osmolality | Viscosity | SOC Nominal Test Result
assay Content

Clear, viscous, (6,90- | {0,975- (250 - 350) (25 - 55 {0,040 - | (14,55 -

from colorless 7,50) 1,025 cSt) 0,060} % | 15.45)

to light yelfow gimi} {fresh X Conforming

with product}

characteristic o Non conforming

odor

X Conforming 7,34 1,003 303 45,04 0,046 15,24

o Non

confortining

Result of the final microbiological tests X Conforming o Non
conforming

Verifying Compliance Labeling X Conforming o Non
conforming

Verifying Compliance transportation decuments X Conforming n Non
conforming

Presence of deviation during production process X _no deviation o One or

more deviations
If a deviation is present:
1on

0 controfled o
controlled
N° deviation:

Remarks: Store between 5 and 35°C and protect from a direct source of light.

Control of data performed by REGS QarasiRaA: W ) a (O

Monaco, 30/10/2023

The product FLORA VISION RED EYES batch n° 230698 is a Medical Device class lib
g modifications) meets the requirements of annex | Directive
and the specifications related in the Technical File as provided
, of the same directive,

point 2.1 Directive 93/42/EEC and followin
93/42/EEC and following modifications
according to annex Il, excluding section 4

Date: 30/10/2023

Declaration of Conformity and Batch Release

NOVAX PHARMA S.A.M
LE CORONADO

20, Avenue de Fontvieille

Q8000 Monaco
RCI : 085048658

DSSE : 4646213033

Novax Pharma S.A.M.
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