Medical device name:

Ha3sa mefMuHoro Bupoby:
Declaration of Conformity:
Jeknapauin BianosigHocri:
Certificate of Conformity:
Ceprudirar 8innosigHocti:
Manufacturer & Quality control:
BrpoBHKUK Ta KOHTPONL AKDCTE

AQUA MARIS® Plus, nasal spray 30 ml

AKBA MAPIC® Mmoc, cnpeit HasaibHuia 30 ma
No 3/2019 {version 3} dtd. 08.12.2023
Ne 3/2019 (sepcin 3) sin 08.12.2023
No UA. TR. 126 753 23 061 06, issued 04,12.2023 (UA. TR. 126)

No UA. TR. 126 753 23 061 06, Buganuit 04.12.2023 (UA. TR, 126)
Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia
fapan-Fanencokunit Nabopatopit a.4., CainbHo 20, 51000 Piexa, Xopsaris

Batch: 043543 Batch size: 30.584
MNapria: 043543 Pozmip napril:  30.584
Date of manufacture: 02.2024. Exp. date:  02.2027.
[Dara supoBHuyrsa: 02,2024, MpupaTthuit go:  02.2027.
CERTIFICATE Ng 170000037453
CEPTU®IKAT Ne 170000037453
PARAMETERS REQUIREMENTS RESULTS
NAPAMETPU BAMOIH PE3Y/IBTATH
APPEREANCE A clear colorless liquid without odor. Complies
30BHILLIKIA BUrAAL, Mposopuit 6esbapsrnit pogunt 6es zanaxy. Bianosinae
pH 50~6,5 5.6
- OSMOLALITY 0,280 - 0,320 Osmol/kg 0.304 Osmol/kg
OCMOJTANBHICTD 80 ~ 0,320 Ocmonb/Ke 0.304 OcMONb/KT
e =3 comiics
HAMOBHEHHA He menwe 30 ma Bignosinae
STERILITY Solution must be sterile, Complli'es
CTEPUNBHICTD Po3UnH mae BYTH CTEPUNbHAM. | Bianosinae

Certification statement. | hereby certify that all manufacturing stages (

including packaging/labeling) and quality control of this batch

of product have been carried out in full compliance with stated requirements, Quality control data of the Medical device complies

with the Specification described in the Technical file.

3ansa npo ceptudikagiio. Lum A DIGTBEPAXYIO,

wo sci prpoBHWYl CTaall (BRAKOHAIOHM TaKYBaHHA T3 MAPKYBAHHA), @ TaKOX

KOHTPONG AroCT wiel naptil Byno nposedeHo y HOBHIJ BIANOBILHOCT! 40 BCTAHOBABHUX BUMOT. BUCHOBKM KOHTPOSIO akocti supoby
BignosigaoTs creundikauil, Wo € 4acTUHOW TexHiuHOT AokymeHTaul,
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