NOVAX

Ilepexnam [TransLATION]

Ao3gin Ha peanizayiro cepii Ne 218/2023

Ha3pa Tosapy: ODTANBMOSMOMNYHUIKA PO3YMH 3 TH (rianypoHatom Hatpito*), P-Plus (nyGpikaut*),

SCO {okcuxnopokomnnekcom™) va Anoe

Toproea Hazsa: @JTOPA BIXKH CYXI OHI, kpanni ouni, 15 Mmn
Homep cepTUpikaTy MeauuHoro Bupoby: 1934/MDD

Die 3: 13.03.2017
Tepmin gii: 26.05.2024
HorudikosaHunin opran ceptudikauiic [IMCQ

Howmep 3a katanorom: D15FD286

Kpaina npusnauennsi: PECITYBIIIKA CNOBAKIA PO 1019-23 ta 1020-23

Homep cepii KinukicTs cepil
230692 11296
RaTta BupoGHUUTBa TepMmid npupaTHocTi
Pik Micauyk Pik Micsub
2023 09 2026 03
PezynbTaTH NPOBeAeHUX TECTIB NPOAYKTY:
3oBHiWwHIK BUINAQ pH WinsricTs | Ocmonap | B'askicte | SOC HomiHane | PeaynbTar Tecty
HiCTL aHanis | HuA BMicT
npo3opui abo {6,90- {0,975 ~ (250 — {25—55 | (0,040 - (14,55 -
3nerka 7,50) 1,025 350) cP) 0,060) 15,45)
ONanecueHTHUA rimn) %
pPO34KH, Bif
pesbapBHOTO OO v Binnosiaae
onigo-xoeTOrO, [ He eignosigas
B'A3KOro, be3s
3anaxy
v Bignoeigae 7,24 1,004 295 39,56 0,045 14,76
[T} He Bianoginae
PeaynbLTaTv NiGcyMKOBUX MiKpoGionorivHux TecTie ~ Bignoeinae
[[] He signosigae
Mepesipka BignoBigHOCTI MapkyBaHHA ANA 3aABHUKIBR

v Bignosigae
[] He eignosigae

Mepesipka BIANORIAHOCTI TPAHCHOPTHUX HOKYMEHTIB v Bigiosigae
[ He signosiaae
Bigxunexus B npoueci BupotHuuTEa v BincyTH]

[[] HasgHi ogHe abo
OEKiNbKa BiOXWAEHb
HaseHe BigxuneHHs:
LT Komrponsosae.

He xoHTPONLOBAHE,
Ne BigaxuneHHa;

Mpumitku: 3BepiraTn npu TemnepaTypi Big 5 4o 35°C Ta 3aXULLETW BiA [Kkepen NpsamMore ceirna.

Monako, 30.10.2023

KoHTpons 3pidcHuB cneyianicT 3 perynioBaHHA Ta AKOCTI

Hexnapauia signosigHocTi Ta [lo3sin Ha peanizayiw cepii
Megwunuia supid ©ITOPA BIXKH CYXI OYl cepii Ne 230692 knacy feanexun b (npasuno 15, noaarox IX, nyHkr

2.1 OupexktuBn 93/42/EEC €C 3i amiHamu) eignosigae sumoram gopatky | Jupextuen 93/42/EEC €C 3i
3miHami Ta TexHiMHUM ymoBam, nos'A3aHnm 3 TexHivHMM halinom, Wo HagaloTbes 3rigHo 3 goaatkom I,

BUKNOHaoyu po3gin 4 wiei x Jupexktnen.

Hata: 30.10.2023
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Mianne reHepankHoOro MeHemxepa
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| Batch Release Certificate n°® 218/2023

Name of product: OPHTHALMIC SOLUTION WITH HA, P-Plus, 5CO and Aloe.

Trade name: FLORA VISION DRY EYES, eye drops, 15ml REF: D15FD286
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
230692 11 296
Date of manufacture Expiry date
Year Month Year Month
2023 08 2026 03
Results of the tests made throughout production:

Appearance pH Density Osmolality | Viscosity | SOC Nominal Test Result
assay Content

clear or slightly | (6,90 -1 (0,975- | (250 - 350) 25— 55 {0,040 + | (14,55 +

opafescent 7,50) 1,025 cSt 0,060) % | 15,45)

solution, from gfmt} X Conforming

colorless fo pale

yellow, viscous, o Non conforming

odoriess

X Conforming 7,24 1,004 295 39,56 0,045 14,76

n Nen

conforming

Result of the final microbiological tests X Conforming o Non conforming

Verifying Compliance Labeling X Conforming o0 Nonconforming

Verifying Compliance transportation documents X Conforming o Non conforming

Presence of deviation during production process X no deviation o One or more deviations
If a deviation is present:
o_conirolied o pon controlled
N° deviation

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

Monaco, 30/10/2023 Control of data performed by REGS QA/RQS/RQA: WA\ m

Declaration of Conformity and Batch Release
The product FLORA VISION DRY EYES batch n® 230692 is a Medical Device class Hib (rule 15 annex |X
point 2.1 Directive 93/42/EEC and following modifications) meets the requirements of annex | Directive
93/42/EEC and following modifications and the specifications related in the Technical File as provided
according to annex Il, excluding section 4, of the same directive.
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