Medical device name:

Ha3ga meguuHoro supodby:
Declaration of Conformity:
[exnapauin signosianocti:
Certificate of Conformity:
CepTudikar signosigrocTi:
Manufacturer & Quality control:
BUPOBHMK T8 KOHTPOAL AKOCTH:

AQUA MARIS®, nasal spray 50 mi

AKBA MAPIC®, cnpeit HasanbHmi 50 mn

Ne 4/2024 dtd. 03.06.2024

Ne 4/2024 sin 03.06.2024

Ng UA. TR. 126 753 24 061 07, issued 03.06.2024 (UA. TR. 1286)
No UA. TR. 126 753 24 061 07, nuaannit 03.06.2024 {UA. TR. 126)
Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia

Anpan-Tanencormi Nabopatopin a.4., CainbHo 20, 51000 Pieka, XopsaTin

Ratch: 25344 Batch size: 24.518
Maprin: 25344 Po3mip naprtii:  24.518
Date of manufacture: 08.2024. Exp. date: 08.2027.
Data supobruursa: 08.2024. MpuaarHuia go. 08.2027.
CERTIFICATE Ne 170000041069
CEPTU®IKAT Ne 170000041069
PARAMETERS REQUIREMENTS RESULTS
NAPAMETPUA BMMQTM PE3Y/IbTATH

APPEARANCE Clear, colourfess solution, Complies
SOBHILLUHIA BUTNAL Mpo3sopui, Heabapauni pO39u8, Bignosigae
pH 6,0-9,0 81
GSMOLALITY 770~ 310 mOsmolfkg 292 mOsmol/ke
CCMOSIANTBHICTE 270 ~ 310 MOCMONb/KE 292 MOCMONB/RT
MICROBIOLOGICAL Total aerobic microbial count {TAMC): NMT 107 CFU/ml Complies
PURITY? Total combined yeast and moulds (TYMC): NMT 10° CFU/ml

Stophyloccoccus aureus: absentin 1 e

pseudomonas aeruginosa; absent in 1 mi !
MIKPOBIONOMHHA JarassHa KIALKICTL Mmikpooprasiamis {TAMC): He Biabwe 107 KYO/ mn . Bianosisae
YACTOTA! JaraNbHa KINbKICTL APIHPKOBMX Ta TMICEHEBUX rpubis (TYMC): se Ginvwe 104

KYO/mn

Stophyloccocous aurgus: BiacyTHIR 8 1 ma

Pseudomonas 0eruginosa: sincyTHi 8 1 mn

Certification statement. | hereby certify that all manufacturing stages (including packaging/labeling) and quality contro of this batch of product have been cardied

out in fult compliance with stated requirements, Quality control data of the Medical device complies with the Specification described in the Technical file.

3anna npo cepradirayio. Lm A AlATBEPAMYIO, WO Bl anpoBunui cTagli (BKAIOURICUH NARYBAHHA T MAPKYBBHHA), 8 TEKOM KOWTPO/bL wRoCT Wiel napti Byno
NpCBRARHO Y AOGBHIR BIANOBILHROCTI A0 BCTAHOBACHWUX BHMOT. BUCHOBRW KOHTPOIO AKOCTI BUPOBY gignosinaioTs cnegndiraull,

.

1. parameter is examined by sterility test / [Tapamerp 8U3HaUETLCA B TECTI HA CTEPUNLHICTL

Date of release:

[arta puitycry:

Date of CoA signature:
[Dara nignucy cepTudikara:

JADRAN - GALENSKI LABORATORL d.d. = 51000 RIJEKA = SVILN

Stamp Qualified Person
Mevarka Mirna Simigié
yriopHoBameHa 0coba
. Signature

Mianne

3

Aqua Maris nasal spray 50 mi -25344 v3 - UA

Reference CoA: v2
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