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Medical device name:

Hassa meauyHoro BUpoby:
Declaration of Conformity:
Lexnapauja eianosigHocTi:
Manufacturer & Quality control:
BupobHuK Ta KOHTPOAL AKOCTI:

Batch:

Naprtia:

Date of manufacture:
Jara eupoBHULITBA:

AQUA MARIS® Allergy, nasal spray 20 ml

AKBA MAPIC® Anepai, cnipeid HasanbHuil 20 ma
Ne 8/2019 {version 2) valid till 03.04.2025

No 8/2018 (sepcis 2) giticHa o 03.04.2025

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

Ly

Anpan-TaneHceknii Naboparopilt 4.4., CeinbHo 20, 51000 Pieka, Xopsaria

Batch size:

324543

324543 Pozmip napTii:
03.2024, Exp. date:
09.2024, MpuaatHUiA £0:

CERTIFICATE Ne 170000042009
CEPTU®IKAT Ne 170000042009

10.000
10.000
09.2027.
09.2027.

PARAMETERS REQUIREMENTS RESULTS
MAPAMETPH BUMOIA PE3YNILTATH

CHARACTERS A clear, colorless liquid. Free from visible particles. Complies
30BHILHIKA BUrnag, Npo3opa 6esbapsxa piguHa. bes BMAMMMX YacTOK. Blanosiaag
pH 55-7,5 5.9
OSMQLALITY 370 - 500 mOsmol/kg 433 Osmol/ke
QCMONANBHICTL 370 ~ 500 mOcmone/ur 433 Ocmonb/|r
IDENTIFICATION QF The retention time of the characteristic peak in the chromatogram Complies
ECTOINE obtained with the test solution corresponds to the retention time of
{LO) ectoine peak in the chromatogram obtained with the reference so-

lution
IBEHNTUGIKALLIA EKTOIHY Hac yrpumysaHHA xapakTepHare nixy Ha XpOMaTorpami, oTpUMaHii Bignoeigae
{PX) 3 aunpoByBaHoro postnHy, SiANCBIAAE HaCY YTPUMYBaHHR NiKy

EKTOiHY Ha XpomaTorpami, oTpHMaHilk 3 POUKHHY NopiBHAHHA.
ASSAY OF ECTOINE 17.0-23.0 mg/g 19.3 mg/g
{LC) 85.0-115.0% 96.5 %
KINBKICHE BUIHAYEHHA 17,0-23,0 mr/fr 19.3 arfr
EXTOTHY (PX) 85,0 —115,0% 96.5%
CHLORIDES {Ci) The clouding of the sample solution is stronger than that of the Complies

reference solution.
XnoPuAau () MOoMYTHIHHA POMMHY 3PaBKa CUNLHIWE, HIH PO3UUHY NOPTBHAHHS, Bignoeinae
MICROBIOLOGICAL PURITY Total aerohic microbial count {TAMC}: not more than 10? CFU/ml Complies

Total combined yeasts/moulds count {TYMC): not more than 10*

CFU/ml

Staphyloccocus aureus: absent in 1 ml

Pseudomonas aeruginesa: absent in 1 m!
MIKPOBIONOMNYHA YACTOTA 3aranbHa KiabKicTe Mikpoopradiamis (TAMC): He Binbwe 102 Bigrosigae

KYO/mn

3araneHa KinbKicTL ApiMAMOBUX Ta NAiceHesux rpubis {TYMC): He

Ginvuwe 101 KYQ/mn

Staphyloccocus oureus: siacyThii 8 1 mn

Pseudomonas aeruginosa: BiocyTHiN 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.
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jgi A,
3anssa npo ceprudirauiio. Lum A nigTeepimyto, wo Bol BUpOGHMY cragil {BRAIOYZI0MM NAKYBRHHA Ta MapKyBaHHA), a Takox

KOWTPOAL AKOCTI Wiel napTil Gy/o nposeAeHo v nosHiit BIANDBIAHOCYI A0 BCTAHOBAEHMX BUMOT. BUEHOBHM KOHTPOJIO AKOCTI BUpoBy
BignoBigaloTs creundirauii, wo € HACTHHOIO TEXHINHOT AokymeHTayi,

Stamp Qualified Person Valentina Eiflic
Meuatka VnosHosaxena ocofa o oo na fc
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