NOVAX

[TRANSLATION/ NEPEK/IAL]
Nlo3Bin Ha peani3auito cepii Ne 150/2023

Hasga Tosapy: O®TAJIbMOJTOTNYHUA PO3YUH 3 IH (rianypoHarom HaTpito*), P-Plus (nybpikanT*),
ENEKTPONITAMU, SCO (okcuxonokomnnekcom*) Ta Biraminom B12

Toproga nazsa: BDKHJTKOKC NMNKOC kpanni ouHi 10 mn Homep 3a kaTtanorom: D10VXP2740M
Howmep ceptudpikary meguuHoro supody: 1934/MDD

Hie 3: 13.03.2017

Tepwmin aii: 26.05.2024

HotudikosaHui opran ceptudikauii: IMQ

Kpaixa npusnauennsi: YKPATHA PO 1021-23 ta 1022-23

Homep cepii KirnsKictb cepii
BF48607 34020
Harta BupoGHuuTBa TepMiH npugaTHocTi
Pik Micaub Pik Micsub
2023 07 2026 01
PesynbkraTi npoBeAeHUX TeCTiB NMPoAyKTY:

3oBHIiWHIN pH WintHicTte | Ocmonsip | B'askicTe SOC Hominanb | PesynbTar recty
BUrnag HiCTb aHarnia | HuK BMiCT
MNpo3opa (6,90- (0,975 ~ (250 - (20,50 — 28,50 | (0,040 (9,60 +
B’AA3Ka 7,50) 1,025 350) cP) +0,060) | 10,40
piavHa, r/mn) (cBixui %
POXeBOro NpoaykT
KOnbOpY, v Bignosigae
6es sanaxy | He sinnosigae
v 7,27 1,004 341 28,48 0,047 10,2
Binnosinae
(] He
BignoBinae
PesyneraTti nincyMkoBuX MikpoBionoriuHux tecrtis v Bignosinae

[C] He Bignoeinae

MNepegipka BigNoBiAHOCTI MapKyBaHHA ANs 3a8BHUKIB v Bignosinae
[T He Bignosipae

MNepeBipka BiANOBIAHOCTI TPAHCNOPTHUX QOKYMEHTIR ‘/Biqnoaiaae
] He signosigae

BinxuneHHs B npoueci BupoBHuUTBa ‘/Bi,qcyTHi

[[] HasigHi ogHe abo
eKirnbka BigxuneHb
KoHTponsosakHe
[J He koHTponbosate;
Ne BigxuneHHs:

Mpumitku: 36epirati npn Temnepatypi Big 5 4o 35°C Ta 3axuiaTy B gxepern npsmMoro caitna.

MoHako, 01.08.2023 KoHTpons 3ailicHuB crieuianicT 3 peryntosatia Ta sikocti  [MIAMNC]
Heknapalis BignosigHocTi Ta [Jo3Bin Ha peanisadito cepii

MeandHuit Bupi6 BDKHITHOKC NMIKOC cepii Ne BF48607 knacy Geaneku b (npasuno 15, goaatok IX, nyHkT
2.1 fupextusu 93/42/EEC €C si SMIHaMVI) Bignosigae Bumoram gopatky | ,D,mpelcrmam 93/42/EEC €C 3i
3MiHaMK Ta TexHiYHUM ymoBam, MoB's3aHnM 3 TexHiMHUM halinom, Lo HaAaTLCS 3riAHQss:H gegarkom |l
BUKMOYaoMu posfin 4 uiel x OupekTusu. LEIN

[ara: 01.08.2023 MeuaTka

MeHezxepa

*npumimka nepexnadayva Inentvdinauinnmi
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[ Batch Release Certificate n° 150/2023

Name of product: OPHTHALMIC SOLUTION WITH HA, P-Plus, ELECTROLYTES, SCO and VITB12
Trade name: VISIONLUX PLUS 10m! REF: D10VXP2740M

Medical device certificate number: 1934/MDD

Issued on: 13/03/2017

Expiration date: 26/05/2024

Notified Body: IMQ

Destination Country: UKRAINE PO 1021-23 & 1022-23

batch number Quantity / Batch Size
BF48607 34 020
Date of manufacture Expiry date
Year Month Year Month
2023 07 2026 01
Results of the tests made throughout production:
Appearance pH Density Osmolality Viscosity | SOC Nominal Test Result
assay Content

Clear viscous (6,90 - | (0,975 - {250 - 350) (20,50 - (0,040 - | (9,60 -

solution, pink, 7,50) 1,025 mOsm/Kg 28,50 cP) | 0,060) % | 10,40) ml

odourless g/ml) (fresh X Conforming

product)
.| X Conforming 7,27 1,004 341 28,48 0,047 10,2 1 Non conforming
.| o Non

conforming

Result of the final microbiological tests X Conforming © Non
conforming

Verifying Compliance Labeling X Conforming 1 Non
conforming

Verifying Compliance transportation documents X Conforming © Non
conforming

‘Presence of deviation during production process X_no deviation r One or
more deviations
i a deviation is present:
o_controlfed o _non
controlied
N° deviation:

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

Monaco, 01/08/2023 Control of data performed by REGS QA/RQS/ROA:\\)‘?QDQ@

Declaration of Conformity and Batch Release
The product VISIONLUX PLUS batch n° BF48607 is a Medical Device class lib (rule 15 annex IX 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 I, excluding section 4, of the same directive.

Date:  01/08/2023 GM/RP;
NOVAX PHARMA S.AM
LE CORONADO ,
20, Avenue de Fontvieille (
98000 Monaco )

RCI : 08504866
DSSE ; 46462!303&
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