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Medical device name:
Hazsa meguuHoro supoby:
Declaration of Conformity:
Aexnapauia signosigHocTi:
Certificate of Conformity:
Ceprudikat signosigHocT:
Manufacturer & Quality controk:
BrpoBHUK Ta KOHTRONB AKOCTI:

AQUA MARIS® Extra Strong, nasal spray 150 ml

AKBA MAPIC® Ekctpa CTpoHTr, cripeii HazaabHMiA 150 mn
Ne 8/2024 dtd. 03.06.2024

No 8/2024 sip 03.06.2024

Ne UA. TR. 126 753 24 061 07, issued 03.06.2024 {UA. TR. 126}

Ne UA. TR. 126 753 24 061 07, sugaHuii 03.06.2024 [UA. TR. 126}
Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia

Aapan-TaneHcsuuii labopatopin 4.4., Ceineno 20, 51000 Pieka, Xopsatia

Batch: 232442 Batch size: 13,973
Mapria: 232442 Posmip naprii: 13,973
Date of manufacture: 07.2024. Exp. date: 07.2027.
Data supobHuytea; 07.2024. Mpuaathuid go: 07.2027,
CERTIFICATE Ne 170000040782
CEPTUDIKAT Ne 170000040782
PARAMETERS REQUIREMENTS RESULTS
NAPAMETPH BUMOTH PE3YALTATI
CHARACTERS Clear, colourless solution. Complies
30BHIWHIR BUArnAL ltpo3opwit, GesBapsuuii posava, Bignosigae
pH 7.0~-9,0 8.1
OSMOLALITY 0,620 - 0,700 Osmol/kg 0.668 Osmol/kg
OCMOAANbHICTEH 0,620 - 0,700 Ocmonb/vr 0.668 Ocmonb/Kr
FILLING MASS 153.0g+ 2% Complies
(150.0~156.0 g}
MACA HAMOBHEHHA 153,0r+ 2% Bignosigae
{150,06-156,0r)
MICROBIQLOGICAL PURITY Total aerobic microbial count (TAMC): not more than 10% CFU/ml Complies
Total combined yeast and moulds (TYMC): not mare than 10
CFU/ml
Staphyloccoccus aureus: absentin 1 m)
Pseudomonas geruginosa: absent in 1 mi
MIKPOEIONONYHA YACTOTAL 3aranbha KinbKicTb aepoBHux mikpoopramiamie {TAMC): He Giabwe Bignosinae

10% KYO/mn

3aranbHa KinbKICTL APIKAKOBHX Ta NAICeHERMX rpubia (TYMC): He
Ginbwe 10 KYO/mn

Staphyloccoccus aureus: pigcyTHil B 1 mn

Pseudomonas aeruginosa: sigcyTHiil B 1 mn

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.

3asea npo ceprudikauiio. Uum A nigreepgixyio, Wa B BUPOBHMYl cTagii (BRMOUZIOUM NAKYBAHHA Ta MAapKYRaHHA), a TAKOK
KOHTPOAL AKOCTI wiei NapTil §ync nposeaeHo y NosHili BIANCBIAHOCT] 40 BCTAHOBAEHMX BMMOT. BHCHOBKM KOHTROAIO AKOCTH BupoOy
BlAnosiaaoTe cneurdinadii, L0 € YACTUHOW TeXHIYHOT HOKyMeHTaL (i,

— Parameter is examined by sterility test / fapameTp BU3HAYAETLCA B TECTI Ha CTEPUALRICTE
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