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Medical device name:

Hasea meguuHoro eupoby:
Declaration of Conformity:
Aexnapauin signosigHocti:
Certificate of Conformity:
Ceprudikar BignosigHocri:
ianufacturer & Quality contral:
BupoBHuMK Ta KOHTROAb AKOCT:

AQUA MARIS® Baby Intensive, nasal spray 150 ml

AKBA MAPIC® Bebi IHTeHCHB, cripeii HasanbHuit 150 ma

Ne 7/2024 dtd. 03.06.2024

Ne 7/2024 sip, 03.06.2024 .

N2 UA.TR. 126 753 24 061 07, issued 03.06.2024 (UA. TR. 126}
Ne UA. TR. 126 753 24 061 07, svganuit 03.06.2024 {UA. TR. 126)
Jadran-Galenski Lahoratorij d.d., Svilno 20, 51000 Rijeka, Croatia

flapan-Tanencsruit laBopatopiii A.4., CBiALHO 20, 51000 Pieka, Xopsartin

Batch: 230446 Batch size: 32.125
NapTtia: 230446 Poamip naprii: 32.125
Date of manufacture; 07.2024. Exp. date: 07.2027.
fata supobHuursa: 07.2024. MNpuoathuil go:  07.2027.
CERTIFICATE Ne 170000040630
CEPTM®IKAT Ne 170000040630
PARAMETERS REQUIREMENTS RESULTS
MAPAMETPH BUMOTN PE3YNLTATH
APPEARANCE Clear, colourless solution. Complies
BOBHIWHIA BUTAAA, Mpo3opwii, be3bapsHkiA po3uuH. Bignosigas
pH 6,0-9,0 8.0
OSMOLALITY 270 -- 310 mOsmol/kg 298 mOsmol/kg
OCMOJIA/BHICTL 270— 310 mOcmonb/kr 298 mOcmonb/xr
MICROBIOLOGICAL Total aerobic microbial count (TAMC): not more than 102 CFU/m Complies
PURITY! Total combined yeast and moulds {TYMC): not more than 10* Complies
CFU/ml
Staphyloccoccus aureus: absent in 1 ml Complies
Pseudomonas aeruginosa: absent in 1 ml Complies
‘MIKPOBIOJIOTTYHA 3araneHa KinbKicTk aepoBHux MikpoopraHizmis (TAMC): He Slaswe | Bignosigae
YWCTOTAL 102 RYO/mn
3arantHa KineRicTb ApDKOKOBUX Ta nAiceHEBUX rpubis (TYMC): He Bianoeigae
. Ginbwe 10" KYO/mn
Staphyloccocecus aureus: sincyTHI B 1 ma Bignogisae
Pseudomaonas aeruginosa: sigcyTHIR 8 1 ma Bigrosigae

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 ceprudikauiio. Uum 8 nigreepamylo, wo Bci Bupobnuyi craall (BruCUEIOUH NEKYBAHHA Ta MapKyBaHHA), 3 TaKoM
KGHTPOL AKOCTI Liel napTii 6yno npoBeaeno y noswiit BignoBigHOCT A0 BCTAHOBASHUX BHMOr. BUCHOBKH KOHTpOMO ArRocTi BUupoby
BianosifatoTh cneuudikali, Wo € YacTHHOK TEXHIYHOT JorymenTanli,

! —Parameter is examined by sterility test / Napametp BusHavaeTbea B TecTi Ha CTepU/bHICTL
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Date of release:

fara sunycry:

Date of CoA signature:
Aara nignwcy ceptudikara;

Qualified Person
Mewatkdlsy, 1 .. Mirna Simici¢
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