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Medical device name: AQUA MARIS®, nasal irrigation system with enriched sea salt sachets Ne30

Hassa meguyHoro supoby: AKBA MAPIC®, cuctema ans NPOMMBaHHA HOCa B KOMNNEKTI 3i 3barayeHolo
MOPCbKOW Cinnio B nakeTuKax-cawe Ne 30

Declaration of Conformity: Ne 3-2/2017 (version 3) dtd. 04.04.2022
HAeknapauia signosigHocTi: Ne 3-2/2017 (sepcin 3) sig 04.04.2022
Manufaclurer & Qualily control: Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rljeka, Croatia
BupobHuk Ta kKoHtponb akocri: AppaH-TaneHcokuii JlabopaTopiii A.4., CeinbHo 20, 51000 Piexa, Xopsaria
Batch: (02813 Batch size: 1.600
Maptia; 02813 Posmip naprii:  1.600
Date of manufacture: 02.2023, Exp. date: 02.2026.
faTta supobHuurea: 02.2023. Mpupatiuia go: 02.2026.

CERTIFICATE Ne QC-JOB-23-0000000180
CEPTU®IKAT Ne QC-JOB-23-0000000180

PARAMETERS REQUIREMENTS RESULTS
MNAPAMETPH BUMOTIH PE3YNLTATH
CHARACTERS A white crystalline powder, with aromatic odour. Complies
30BHILLHIA BUIrNAn Binnit kpucTaniyHwit nopowok 3 APOMaTHUYHKAM 3araxom. Bignosigae
MASS OF FILING 2,97 £0,30g(2,67-3,27g) Complies
MACA HAMOBHEHHA 2,97 £0,30r1 (2,67 - 3,27 ) Bignosigae
MICROBIOLOGICAL PURITY Total number of microorganisms in 1 g of sample: Complies

Aerobic bacteria, yeast's and moulds: not more than 102CFU;
Staphylococcus qureus (in 0,5 g): absent;

Pseudomonas aeruginosa (in 0,5 g): absent;

Escherichia coli (in 0,5 g); absent;

Candida albicans (in 0,5 g): absent.

MIKPOBIONOTYHA YACTOTA 3aranbHa kinoKicte Mikpoopramismis s 1 r 3paska: Bianosigae
AepobHi 6akrepii, Apimasi Ta nniceHesi rpubu: e Ginbwe 102KYO;
Staphylococcus aureus (8 0,5 r): BigcyTHIN

Pseudomonas aeruginosa (g 0,5 r): BigCYyTHA

Escherichia coli (8 0,5 r): sigcyTHa

Candida albicans (8 0,5 r): BiAcyTHA

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.
3assa npo ceptudikaujio. Lum s nigreepasyio, wo sci BUPO6HKMYT cTagii {Bkmwouaioun N2KYBaHHA Ta MapKyBaHHA), a Takom
KOHTPOAL AKOCTI Wiel napTii Gyno NPOBEASHO ¥ NoBHIN BignosigHocTi Ao BCTaHOBAGHUX BMMOT. BUCHOBKM KOHTPOMIO AKOCT BupoGy
Bignosiaaioth cnewwdikauyi, o ¢ yachiomo rgxﬂigﬁo?'ggawayrﬂi}i
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JADRAN - GALENSKI LABORATORIJ d.d. » 51000 RIJEKA = Svilno 20 = CROATIA = +385 51 660 700 = www.jgl.hr
AQUA MARIS® nasal irrigation system+sea sait, 30 sachets - 02813 - UA i/1
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