'y
J5

Medical device name:

Hassa meanuHore supody:
Declaration of Conformity:
Lernapauis slanoginHocti:

Certificate of Conformity:

Ceprudikar signosigrocti:

AQUA MARIS®, nasal spray 150 ml

AKBA MAPIC®?, cnpeii HasanbHui 150 ma

Ne 5/2024 dtd. 03.06.2024

Ne 5/2024 sig 03.06.2024

Ne UA. TR. 126 753 24 061 07, issued 03.06.2024 (UA. TR. 126)
Ne UA. TR, 126 753 24 061 07, supanuit 03.06.2024 (UA, TR. 126)

Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia
flapan-Fanencernit NaBoparopiit 4., CeinsHo 20, 51000 Pieka, Xopsaria

Manufacturer & Quality control:
BUPOBHKK Ta KOHTPO/b AKOCTE:

Batch: 25144 Batch size: 15%.083
Napria: 25144 Posmip napri:  15.083
Date of manufacture: 07.2024. Exp. date: 07.2027.
Data supobuuurea: 07.2024. lpupatrvil no:  07.2027.
CERTIFICATE Ne 170000040939
CEPTUDIRAT Ne 170000040939
PARAMETERS REQUIREMENTS RESULTS
MAPAMETPU BUAMOIH PE3Y/ILTATM
APPEARANCE Clear, colourless solution. Complies
30BHILHIFA BATNAL Npoaopuii, 6esbapsruit posuns. Bignosinae
pH 6,0-9,0 8.2
OSMOLALITY 270 - 310 mOsmol/kg 296 mOsmol/kg

OCMONANBLHICTL

270 - 310 mOcmonb/xr

296 MmOCMOAL/Kr

MICROBIOLOGICAL Total aerobic microbial count (TAMC): NMT 10% CFU/m| Complies
PURITY!? Total combined yeast and moulds (TYMC): NMT 161 CFU/ml

Staphyloccoccus aureus: absentin 1 mi

Pseudomonas aeruginosa: absent in 1 ml
MIKPOBIONIOTYHA 3ara/ibHa KiNbKICTb Mikpoopranizmis {TAMC): ne Gincwe 102 Bignosinae

YUCTOTAL KYOQ/mn

3arasbHa KinbKICTb APUKAKOBKX Ta ruriceHesux rpubis (TYMC): He
Ginbie 10 KYO/mn

Staphyloccoccus aureus: BiacyTHin B 1 mn

Pseudomonas aeruginosa: siacytHin s 1 ma

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.

3aasa npo ceprudikauito. Lum A nigreepikyio, uwio BC BupobHUUL CTaall (BRMOUBIOUM NAKYBaHHA Ta MBPKYBAHHA), @ TaKOX
ROHTPOAL AKOCT Uiel naptii ByAo NpoBeaeHo y NosHiM BIANOBIGHOCT A0 BCTAHUBACHUX BUMOT. BUCHOBKN KOHTPOIO AKOCT supoBy
BIANOBIAAI0TL Creundikauil, Wo € YaCTUHOIO TEXHIYHOT JOKYMEHTALLT

— Parameter is examined by sterility test / TapameTp BU3HAUAETLEA B TECTI HA CTEPUALHICTD
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Date of release:

[arta sunycry:

Date of CoA signature:
[ata nignucy cepThdirata:
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[TepuaTha

Qualified Person
Mirna Simicié

YnosHoBaxeHa 0toda

Signature A
Miganc /
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