[TraNsLATION/ MEPEKNAL]

Hoasin Ha peanisauito cepii Ne 19/2024

Ha3ga Tosapy: O®TANBMONOMYHUA PO3YUH 3 TH (rianypoHatom Harpito*), Bitaminom A,
BitramiHom E Ta SCO (oxcuxnopokomnnekcom*)

Toproea nasea: HABITE MIMKOC, kpanni ouHi, 15 mn Homep 3a katanorom: D15NP2760M
Homep cepTudbikaty meguuHoro Bupo6y: 1934/MDD

Lie 3: 13.03.2017

Tepmin gii: 26.05.2024

Hotudikosanuit opram ceprudikauii: IMQ

KpaiHa npusnauenns: CITOBAKIA PO N24-07 yacTuHa 1

Homep cepii Kinbkictb cepii
BF02012 29160
[ara BupobHuuTBa Tepmin npugatHocTi
Pik Micsiub Pik Micaub
2023 12 2026 06
Pe3ynbTati nposenexHux recris npoaykry:
30BHIWHIN pH WineHicte | Ocmonsap | B'siskicts | SOC Hominanshuit | PesynbTat Tecty
BUArNAA HiCTb 20°C aHania | Bmicr
Mpo3sopa pigwna | (6,80- | (0,975- | (275-— (2,50~ (0,040 | (14,60 +
abo 3 nerkoto 7,40) 1,025 325) 6,50) +0,060) | 15,40)
onanecueHuieto, g/ml) (cBixun %
B'53Ka 1 HeBignosinae
X Bignogipae 7,31 1,007 316 6,46 0,052 15,2
[ He
Bignosigac
PesynbTaTh nigcymkoBux MikpoBionorivnux tecTis X Bignosinae
[J He Bignosigae
Nepesipka BiAnoBigHOCTI MapKyBaHHA ANA 33ABHNKIB ; X Bigrosiaae
[0] He Bignosigae
Mepegipka BiANOBIAHOCTI TPAHCNOPTHUX AOKYMEHTIB X Bignosinae
] He Bianoeigae
BigxuneHHs B npoueci BupobHuUTBa X BigcyThi
[(HasasHi oaHe abo
JAekineka Bigxuneds
HageHe BigxunexHs:
LI Konrponsosane
3 He korTponsosane
Ne BigxuneHHs:

Mpumitku: 36epirati npu Temnepartypi Big 5 go 35°C Ta 3axuuiaTi Big gKepen npsAMoro ceitna.

Mosako, 15.01.2024 KoHTponb 3gificHuE crievianicT 3 perynioBaHHs Ta sIKoCTi [MAnnc)
HAexnapauis signosigHocTi Ta [oasin Ha peanisauito cepii

Meguurui Bupi6 HABITE MITHOC cepii Ne BF02012 knacy 6esneku llb (npasuno 15, gogatok IX, nyHkT 2.1

Hupextusn 93/42/EEC €C 3i 3miHamu) signosigae Bumoram goaaTky | DupekTnsu 93/42/EEC €C 3i amiHamu

Ta TexHiYHMM yMoBam, NoB's3aHumM 3 TexHYHUM chaitniom, o HaaatoTbes 3rigHo 3 goaaTkom |l, Buknodaoun

posain 4 uiei x Qupektusu.

Hata: 15.01.2024 MeyaTka rignnc reHepanbHOro MeHekepa

*npumimka nepexnadaya
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Batch Release Certificate n° 19/2024

Name of product: OPHTHALMIC
NAVITAE PLUS, eye drops, 15 m!
Medical device certificate number: 1934/MDD
Issued on: 13/03/2017
Expiration date:26/05/2024
Notified Body: MG
Destination Country: SLOVAKIA PO N24-07 PART 1

Trade name:

SOLUTION WITH HA, VIT A, VIT E and SCO

REF: D15NP2760M

batch number Quantity / Batch Size
BF02012 29 160
Date of manufacture Expiry date
Year Month Year Month
2023 12 2026 06
Results of the tests made throu hout production:
Appearance pH Density | Osmolality Viscosity | SOC Nominal Test Result
20°C assay Content

clear solution or | (6,80 - (0,975 ~ (275 - 325) (2,50 — (0,040 + | (14,60 +

silghtly 7,40} 1,025 6,50 ¢cP) 0,060) % | 15,40)

opalescent, gimil) {fresh X Canforming

yellow, product)

odorless, @ Non conforming

slightly viscous.

X Conforming 7,31 1,007 316 6,46 0,052 15,2

11 Non

conforming

Result of the final microbiological tests X Conforming n Non
confarming

Verifying Compliance Labeling X Conforming « Non
conforming

Verifying Compliance transportation documents X Conforming 1 Non
conforming

Presence of deviation during production process X_no deviation - One or

maore deviations

If a deviation {s present:
L controlled . non
controlied

N° deviation:

Remarks: Store batween 5 and 35°

Manaco, 15/01/2024

C and protect from a direct source of light.

Declaration of Conformity and Batch Release

Control of data performed by REGS QA/RQS/RQA: ' l\)f)f\ O \h Q.

batch n°

annex Il, excluding section 4, of the same directive.
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