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{ Batch Release Certificate n° 317/2024

Name of product: OPHTHALMIC SOLUTION WITH HA, P-Plus, SCO and Calendula, Hamamelis, Plantago
Trade name: FLORA VISION IRRITATED EYE, eye drops, 15ml REF: D15F1288
Medical device certificate number: 1934/MDD

Issued on: 13/03/2017

Expiration date:26/05/2024 Extension date: 31/12/2028
Notified Body: IMQ ' ‘
Destination Country: SLOVAKIA PO N24-160 PART 1 & PART 2

batch number ‘ Quantity / Batch Size
241005 6246
Date of manufacture | Expiry date
Year Month Year Month
2024 1" 2027 05
Results of the tests made throughout production:
Appearance pH Density Osmolality | Viscosity | SOC Nominal Test Resulit
_ assay Conteni

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 yellow, g/ml) X Conforming

with - '

characteristic o Non conforming

odor

X Conforming 7,37 1,003 291 47,95 0,047 15,10

o Non

conforming

Result of the final microbiolagical tests X Conforming o Non conforming

Verifying Compliance Labeling "X Conforming o Non conforming

Verifying Compliance transportation documents X Conforming o Non conforming

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

Remarks: Store between 5 and 35°C and protect from a direct source of light. -
Control of data performed by REGS QA/RQS/RQA: %Q_

Declaration of Conformity and Batch Release

The product FLORA VISION IRRITATED EYE baltch n° 241005 is a Medical Device class b (rule 15 annex
IX point 2.1 Direclive 93/42/EEC and following modifications) meets the requirements of annex | Direclive
93/42/EEC and following modifications and the specifications related in the Technical File as provided
according to annex II, excluding section 4, of the same direclive.

The validity of the CE Cerlificate, issued under Council Directive 93/42/EEC on MDD, is extended until
31/12/2028 since the required conditions of Regulation (EU) 2023/607 are met (IMQ S.p.A. Confirmation
Letter / Reference: 1002C05166770C CL).

. “ NOVAX PHARMA 3.AM
Date: 19/12/2024 X" -E CORONADO
20, Avenue de Fontvieille
98000 Monaco
RCI : 08504866 T "00pc.anpyy
PSSE 48021 : zznmﬁfgﬁfy

20 avenue de Fontviellle, Le Coronado - 98000 MONACO - Telephone: (+377) 97983211 - Fax: (+377)‘(§Z§ 3212 7 WeW.NOV
1y

. TADIKaWiAHpg
Register DSEE : 4646213033 - RCI: 08 S 04866 - TVA No FR 4700008 u@ N K05 41941
2, %:‘\\\ 076
7 k>

5

=
MOD 7.5.03 Rev.08 daled 26/05/2024 ’ %;&«a““o.g\;;jiéﬁ’




NQVAX

ITepexian [TransLaTION]
[o3B.in Ha peanisaudito cepii Ne 222/2023

Hassa Tosapy: O®TANIbMONOIYHUNA PO3UUH 3 rianypoHaTom Hatpito, P-Plus (ny6pikant*), SCO
(okcuxonokomnnekcom*) Ta Kanenaynot, Mamamenicom, MoaopoxHnkom

Toproea Hassa: ®JIOPA BDKH NOAPA3HEHI OUl, kpanni ouHi, 15 mn Homep 3a katanorom: D15F1288
Howmep ceptudiikaty meguutoro eupo6y: 1934/MDD

Lie 3: 13.03.2017

TepwmiH gii: 26.05.2024 MoposxeHa gara: 31.12.2028
HoTtudikoBaHui opran ceptudikauii: IMQ

Kpaina npusnauennsn: CJIOBAKIA PO N24-160 yactuHa 1 i yactuHa 2

Homep cepii Kinbkictb cepii
241005 ' 6246
[ara BupobHuuTBa TepmiH npupaTHoCTI
Pik Micsaub Pik Micsaub
2024 1 2027 05
Pe3ynbTaTtn npoBeAieHUX TECTIiB NPOAYKTY:
3oBHIWHIN BUrnan pH WinsHicTb | OcMonsipHicTb | B'askic SOC HomiHanbH Pe3ynbTaTt Tecty
Tb aHanis U BMIicT

piavHa, Big (6,90- (0,975 - (250 - 350) (25 - (0,040 - (14,55 -
6e3bapBHOro go 7,50) 1,025 55 cSt 0,060) % 15,45)
6nipno-xoBTOro r/mn)
KONnLopy,:3 X Bignosigae
XapaKTepHuUM
3anaxom O He Bignosigae
X Bignosinae 7,37 1,003 291 47,95 0,047 15,10
(1 He BignoBigae

Pe3ynbTaTi NigCyMKoBUX MikpoGionoriyHux TecTiB Binnosinae (] He signosinae

MepeBipka BiANOBiAHOCTI MapKyBaHHA X Bignosigae [ He signosinae

MepeBipka BignoBigHOCTI TPAaHCMOPTHUX AOKYMEHTIB X Bignosiaae (] He signosinae

BigxunexHs B npoueci BUPOOHMLUTBA

[Z]_BiqcyTHi [] HasisHi ogHe abo pekinbka
BiAXUNEHb:

O KoHTponsosaHe [ He koHTponkoBsakHe;
Ne BiaxuneHHs:

Npumitku: 36epiraTh npy TemnepaTypi Big 5 go 35°C Ta 3axvLLaTy Bia AHKepen Npsamoro caitna.

KoHTponk 3pificHMB cnewjanicT 3 perynioBaHHa Ta akocti  [MIAMAUC]
[Oeknapauis BignosigHocTi Ta [lo3Bin Ha peanisadito cepil

Meauynui Bupi6 ®NTIOPA BDKH NMOOAPA3HEHI OMI cepii Ne 241005 knacy 6eanekw Ilb (npasuno 15, popatok IX,
nyHkt 2.1 Oupektusn 93/42/EEC €C 3i aminamu) Bianoeigae sumoram aoAaTky | Oupektusu 93/42/EEC €C 3i
3MiHaMu Ta TexHiYHuM ymMoBaMm, MOB'A3aHMM 3 TexHiuHum dannom, Lo HaaaTbCA 3rigHo 3 popatkom I,
BUKMIOYaoYM po3gin 4 uiei x [Jupektusu.

TepMiH fii cepTudikaTta, BuaaHoro BianosiaHo ao Avpektusu Pagu €C 93/42/ EEC €C npo _meguuHi Bupobu,
npogoexeHo Ao 31.12.2028, ockinbku BUKOHYIOTLCS HEOOXiAHI ymoBu PernameHTy (EC) 2023/607 (IMQ S.p.A. IlucT-
nigTeepmkeHHs / MocunaHHs: 1002C05166770C CL).

MoHako,
Oara: 19.12.2024 MevaTtka Mignuc reHepanbHOro MeHeaxepa

*npumimxa nepexnadaya
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