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Medical device name:

Ha3sa meguuHoro supoby:
Declaration of Conformity:
deknapauin BignosigHocTi:
Certificate of Conformity:
Ceprudikar signosigHocri:
Manufacturer & Quality control:
BupoBHWK Ta KOHTPOAb AKOCTI:

AQUA MARIS® Baby Intensive, nasal spray 50 mi

AKBA MAPIC® Be6i IHTeHcHB, cnpeit HasanbHUM 50 ma

Ne 5/20189 (version 4) dtd. 08.12.2023

Ne 9/2019 (sepcia 4) pig 08.12.2023

Ne UA.TR. 126 753 23 061 06, issued 04.12.2023 (UA. TR. 126)

Ne UA. TR. 126 753 23 061 06, suaanuit 04.12.2023 (UA.TR. 126)
Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia
Appan-TaneHcbruit Nabopatopiit A.4., CeinbHo 20, 51000 Pieka, XopBaria

Batch: 386433 Batch size: 19,996
MapTia: 386433 Po3mip napTii: 19,996
Date of manufacture: 12.2023. Exp. date: 12.,2026.
Hata snpobruurea: 12.2023. MpugatHwida no:  12.2026.
CERTIFICATE Ne 170000036646
CEPTHU®DIKAT Ne 170000036646
PARAMETERS i REQUIREMENTS RESULTS ﬁ}‘
MNAPAMETPH | BEMMOTH PE3Y/IbTATU
CHARACTERS { Aclear, colorless liquid. Complies
| 30BHILLUHIA BUrNag Mpo3opuit 6e36apsHuil poaumH, Bignoeigae
pH 6,0-9,0 6.8
OSMOLALITY 270310 mOsmol/kg 292 mOsmol/kg
OCMONANLHICTL 270 — 310 mOcmonb/Kkr 292 mOcmons/Kr

MICROBIOLOGICAL

| Total aerobic microbial count (TAMC): not more than 10% CFU/m| i Complies
PURITY Total combined yeast and moulds (TYMC): not more than 10 CFU/ml ‘
Staphyloccoccus aureus: absentin 1 ml |
i Pseudomonas aeruginosa: absent in 1 mi |
MIKPOBIONOMNYHA | 3aranbHa KifbKicTh aepobHux MikpoopraHiamia (TAMC): He Binbwe 102 Bianosinae
YMCTOTA | KYO/mn !
| 3aranbHa KiNbKICTb APIMAKOBMX Ta NAiceHeB kX rpubis (TYMC): He Ginbwe |
| 10* KYO/mn ‘

- Staphyloccoccus aureus: BigcyTHIN B 1 mA ‘
I = £ cu 1
Pseudomonas aeruginosa: sigcyTHii B 1 mna

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 ceptudikayio. Lium s nigTeepAMKYI0, WO Bci BMPOGHMUI cTagil (sxaiovaloum NaKkyBaHHA Ta MapKyBaHHA), a TaKoX
KOHTPOAL AKOCTI LiEl NapTii Byno npoaeaeHo y nosHiii BianosiaHocri A0 BCTAHOBAGHUX BMMOT. BUCHOBKM KOHTPO/IO AKOCTI BUPOBY
BiAnosiaaioTs cneundikauii, Wo € YacTMHOK TeXHIYHOoT LOKyMeHTaLi.
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