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Medical device name:
Hasea meguunoro supoby:

Declaration of Conformity:
Leknapauia BignosigHocTi:
Manufacturer & Quality control:
BupoBHIiK Ta KOHTpoAb AKOCTI:

Batch:

MapTis:

Date of manufacture:
Harta supobHuyTtea:

AQUA MARIS®, nasal irrigation system with sea salt sachets No30
AKBA MAPIC®, cuctema Ans NPpOMUBAHHA HOCA B KOMAMEKT] 3 MOPCBKOK cin-

N0 B NaKeTuKax-cawe No30 '
Ne 1-2/2017 (version 3) dtd. 04.04.2022

Ne 1-2/2017 (eepcisa 3) sig 04.04.2022

Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia

Appan-Tanencokuit Nabopatopiii 4.4., CeinbHo 20, 51000 Pieka, XopsarTia

00313 Batch size: 8.526
00313 PoaMip napTii: 8.526
12.2022. Exp. date: 12.2025.
12,2022, Mpupathuii go: 12,2025,

CERTIFICATE N2 23-0000000162/23
CEPTUO®IKAT N 23-0000000162/23

MIKPOBIOMOIIYHA
HNCTOTA

PARAMETERS REQUIREMENTS RESULTS
NMAPAMETPH BUMOI'U PE3Y/IbTATH
CHARACTERS A white crystalline powder, odorless. Complies *
30BHILWIHINK BUrnag Binui kpucTaniuHmii nopowok Ges 3anaxy. Bianogigae
MASS OF FILING 2,97 £0,30 9 (2,67 - 3,27 q) Complies
MACA HANMOBHEHHSA 2,97 £0,30r (2,67 - 3,27 1) Bianosigae
MICROBIOLOGICAL PURI| Total number of microorganisms in 1 g of sample: Complies

Aerobic bacteria, yeast's and moulds: not more than
102CFU;

Staphylococcus aureus (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.

3aranbHa Kinekicre MiKpoopraHismis B 1 r 3pa3ka: Bignosinae
AepobHi 6akTepii, apixaxi Ta NniceHesi rpmbu: He
6inbwe 10?2 KYO;

Staphylococcus aureus (8 0,5 r): BiACYTHIM
Pseudomonas aeruginosa (B 0,5 r): BigcyTtHn
Escherichia coli (B 0,5 r): BiACYTHS

Candida albicans (8 0,5 r): BiacyTHs

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 Tech nical file.

3asea npo ceptudikauiv. Lum a nigreepaXylo, Wo Bei BUPOBHMY cragii (BKAlOYauM nNakyBaHHA Ta MapKYBaHHA), a Takom
KOHTPOAL AKOCTI Uiei napTii 6yno nposeaeHo Y NOBHIW 8iANOBIAHOCTI A0 BCTAHOBASHUX BUMOT. BUCHOBKM KOHTROAID AKOCTI BUpo6Yy
BianosigatoTs cneumdikauii, Wo € YacTUHOW TeXHIYHOI OOKYMeHTauji.
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