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AEPZKABHA CJIVKBA 3 JUIKAPCBbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KAIBCBHKIM OBJIACTI

npos. Ceitnuynoi Hagii, 3, M.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BHCHOBOK
Npo SKiCTEL BEE3eHOro B YKpaiHy JikapcbKoro 3aco6y

12.03.2025 Ne 10885/25/10

MEPAJIIC®AINBAHC

(naiimenyBanKa NikapcLkoro 3acofy 3riAHD 3 peccTPALIfiHIM TOCBIACHHAN)
cnpeit Bazanbuui, pos4nn 0,1 %; no 10 ma 'y drakoni 3 xosytouns apucrpeem, no 1 paaxony
Yy kapToHHiil kopobui

(thopma prertyeky, no3yBanKs, BILA NOKYBAHEA JIKApCLEOTO 3aC08Y)

Houep peecrpaiifinoro nocsizuenun UA/17967/01/02 crpox aii peecrpauiiinoro nocsiauenns 06.03.2026

Cepis nikapenxore sacoby Ne 326542 KinmbkicTs BBeacHOTO Hikapeskoro sacoby 14400
Brpofanig Snpau-Tanenceknit Jlaboparopiii a.4., XopsaTis
{uafimenysanni snpoGnuka Aikapeskoro 3acoBy, kpalia noxowent:)
Baeseno B Ykpainy Crinbae yRpaincbKo-eCTOHChbKE Nignpiemcreo y gopai Tosapuersa
3 oOMesxeno10 BiAnoBiaaaLuicrio "OntiMa-Papm, ATHA", izenr. rox;:
21642228

(nafvenysanns Ta ko4 32 €PTIOY wopumiuol ocodi afo npisanne, it's, 10 GaTbKOB] (Hi3HIHGT
ocofH - migapitemud, 1T MiCLe IPOXIBAKEY T4 PEECTPAL I HoMep 0GNiKOBOT KapTKN NIXTHNKE
noaaTxip abo cepit Ta Homep HacnopTa)

[pororon sizyansuoro xoutpoeate six 07.03.2025 X 0690/2.

3a  pesynbTaTaMHE JEPAABHOTO KOHTPOAIO BCTRHOBNEHO, IO JHKapchkuit 3acif Beesewo B VYipaiHy 2
AOTPHMAHHAM BHMOf 30K0HOAABCTBA MO0 3a0¢3MeuCHHA #KOCT IKApCHKHX 3ac06iD,

Onsra EPBOMEHKO

(rinouc) (iuinianu Ta:npixemoe)




U

Product name:

Haasa nikapcororo sacoby:

Registration certificate in Ukraine:
Pescrpauifine nocsiguenHa 8 Yipaini
Strength/Activity:

Cvna diifaxmpricts:

The size and type of packaging:
Poamip i U naRYBIHHA:

The dosage form:

Mirapcoka opma:

Country - producer:

Kpaina - supobuu:

Marufacturer & Quality controb;
BUPoBHUK Ta KDHTPOAL SKOCTE
Confirmation of GMP certificate:
BucHosok signoaigroct supobuvuTia
gumoram GMP:

Manufacturing license:

Niyensin #a supobruyTso:

MERALYS® ADVANCE

nasal spray, solution 0,1% 10 ml in a bottle with a metering device

MEPAMC® ALBAHC

cnpelt HasansHui, posumk 0,1%; no 10 may bnakoHI 3 DO3YIOUMM

NPUECTPOEM

Np UAJ17967/01702 did, 08.03.2020

Ne UA/17967/01/02 8in 06.03.2020

1 ral of solution containg 1 mg xylometazoline hydrochloride

1 0A1 POFHHHY MICTUTE 1 MI KCHADMETE30AIHY FlaposXAspuiy

10 mlbina bottle with a metering device, 1 bottle in a cardboard

hox

1o 10 My GABKOHT 3 A0TVIOUMM NPUCTROEM, N0 T GAaKOHY Y KapTOHHI kopebui

e
Y%

nasal spray, solution 0,1
chpet nasanshui, pozunn 0,1 %

Croatia Country of destination:
Xopsaria KpalHa npuaHauenta;
Jadran-Galenski Laboratorij d.d., Sviine 20, 51000 Rijeka, Croatia
Aapan-Tanevcuisit Naboparopit o4, CBiAbHO 20, 51000 Piska,
No 800/2024/C-1644 dtd. 29.10.2024

Ne §00/2024/C-1644 8ip 25.10.2024

Up/t530-01/13-03/09 did, 17.05.2022
UP/1-530-01/13-03/09 Big 17.05.2022

Ukraine
Yepaing

Xopearia

Batch: 326542 Batch size: 49,920
Cepin: 326542 Poamip cepil:  49.920
Date of manufacture: 09.2024. Exp. date: 09.2027.
Dara supobruuyrsa: 09,2024, MNpupartHui po: 08.2027.
CERTIFICATE No 170000041598
CEPTHMIKAT Na 170000041988
PARANMETERS REQUIREMENTS RESULTS
- NTAPAMETPH i B samork PESYNILTATH
APPEARANCE A clear, colourtess solution. Ccmpiiés
{(Visual}
onuc Npo3opwuit Geabapsnnil posils, Bignosijgae
_{Opranonentindno) o B
IDENTIFICATION OF a) The retention time of the xylometazoline peak in the Complies
XYLOMETAZOLINE chromatogram obtained with the test solution should comply
HYDROCLORIDE with the retention time of the xylometazolineg peak in the
A} HPLC chromatogram obtained with the standard solution. !
8) HPLC-DAD b} The spectrum of the characteristic peak in the chromatogram i Complies
of the tast solution corresponds to the spectrum of the
xylometazoline peak in the chromatogram of reference solution,
IQEHTHSIKALLA a) Hac yiprmyRsHHA NIKY KEMAOMETAZ0AIHY HA KPOMATOIPAMI Bignosigae
KCUNOMETASOHIRY GHNPOBYRIHOIO POTUMUHY NOBHHEH BlANCBILATY Haty
MAPOXNOPULY VIPHMYBIHBA (1KY KCHAGMETIZONHY HE xpomarorpam
A} BEPX CTAHAAPTHOIO POIMUIY.
B) BEPX-DAD 3 giopHo-marpudtinn 6} CNekTp XapakTepucTiysore niKy Ha XpomaTorpami i Blgnosinae
LETERTOROM gUNPOBYBAHOTO PO3HIHY B ANDBIAE CHERTRY NIRY :
KCWAOMETAZONIY H3 XPOMATOrPaNi PO3|H (Brs A, e
pH 5,5 6,5 S 5.9
{Ph, Eur. 2.2.3.)
pH : 5,565 | 5.9
| (€sp, Gapw, 2.2.3)

JADRAN - GALENSKI LABQRATORL) d.dd. =

MERALYS® ADVANCE nasal spray, solution 0,1 % -

oference Cofn v

51000 RIEKA » Svilno 20 o CROATIA o +385 51 660 700 «
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OSMOLALITY 0,240 - 0,320 Osmolfkg 0.302 Qsmol/kg

{h, Eur. 2.2.35.)
OCMOHRALRICTD 0,240 - 0,320 Qcrmons/we (1,302 Ocmanniur
(€pp. Papm, 2.235)
RELATED SUBSTANCES (HPLC) T

fmpurity A Mot more than ¢4 % <(3.04 Y%
Any other impurity Not more than 0,2 % <0.04 %
Total irapurities Not more than 1,0 % <D.04 %
CTIOPIAHER! ZOMILLIKK {BEPX)

Domiuma A He Binpwe win 0,4 % <0.04 %
ByAb-AK] TRUIT OMItIRY He Binnte vin 0,2 % 2004 %

Buranpua KinvkicTs gomiwok ¢ He Biswe niv 1,0 % R <004 % v

ASSAY OF XYLOMETAZOLINE 0,950 to 1,050 mg/m} 1.002 mgf/ml

HYDROCLORIDE {HPLC) {93,0 to 105,0%) L 100.2 %

KINBKICHE BAIHAMEHHA 0,850 - 1,050 tar/mn 1.002 mr/mn

HEUNOMETAIONHY {95,0 - 105,0 %) 1 100.2 %

IAPOX/IOPUAY (BEPX] e

NUMBER OF ACTUATION PER Not less than 64 70

CONTAINER

{in-house method)

HINBKICTD BUAYHEHWX He meriue 65 it}
AO3/ROHTERHEP

{Meron romnanii) N B
DROPLET SIZE DISTRIBUT!ON
{Ph Fur. 2.9.31.)

Ov {1 ) not less than 10 um 15 um
Dv (50 20 to 150 pm 31 um
Dv (90). not more than 250 pm 67 pm
POIMIP KPANESL 11X PO3MOMA
{Cup. hapm. 2.8.31) v
v {10): - ne menwe 10 MEm 15 mrm
D {S0): zig 20 20 150 mirm e
Dy {90): | He Binblue 250 mkm BT mkm
UNIFORMITY OF MASS Not more than two from ten individual vales can deviate by - Comiplies
{#h. Eur, 2.9.40.) more than 25% from the average value, and none deviate by :
more than 35%,.
QUHOPIAHICTD MACH He Binpe 2-X IHAUBIAYatbHax 3Ha%eH, 3 10-14 MORYTE Binnosinse
{Eap. Dapm. 2.9.40.) BiamuasTucn Ginplie Hin pa 25% ain cepeaHbLOro SHIUEHHA i
. SKOAHE 3HIYEHAA HE MOME BIAXUAATACA Binowe winna 35%. s
WMASS OF DOSAGE UNITS 0,100 ~ 0,166 p/spray 0.147 g/spray
{Ph. Fur. 2.9.40.)
OAHOPIAHICTD JOSOBAHKX 0,100 - 0,166 r/noua 0.147 ripoaa
CanHULiL
(€op. Papm, 2.9.40.) B . o ,
IDENTIFICATION OF 50DIUM A purpie-pink rihg is formexd on the phase border. Camplies
HYALURONAT
{Chemical reaction)
IBEHTUGIKALIA HATPHD Hi seemi $aa YTBOPIOETHCA GIONETORO-POIERE Kinbue. Bignosigac
FANYPOHATY
! STERILITY - Solution should be sterile, Complies
| {Ph. Eur. 2.6.1)
CTEPUALHICTD L Poauun Mac ByTi CTEPUADHIAM. Bignosigae
{Esp. Gapm. 2.6.1.) :

JADRAN - GALENSKI LABCRATORYS d.d. = 51000 RUEKA © Svilng 20 = CROATIA = +3B5 51 660 700 « vy jghhbr

nasol spray, seiution 0,1 % - 226540 - UA 2713




jgl€S

Certification statement. | hereby certify that information above is correct and precise, This batch was manufactured {all
production stages including packing and marking) and quality controlled in exact compliance to the GMP puldelines
implemented by local regulatory body as well as specification included into the registration dossier.

Protocols of packing and analysis were revised and GMP compliance is identified.

3aasa npo ceprmdikaio. Lum 8 sacsiguyio, Wo Haseqena snye iHGopmauin £ ACCTOBIPHOIO T3 TOUHOIO. Lo cepiio npoaykyii
BYA0 BUPOBABHD [BRAIGUEIONM NAKYBAHHA/MAPKYBAHNA) T NPOBEAEHO KOUTPOAL T SX0CTl MO BULEsA3HAuEHTR pirbHIu ¥
noawiid BignosigHocTt 3 aumoramyt GMP, BCTAHOBAEHWMM MICLEBMM DETYIATOPKMM ODFIHOM, d Takow SIAMGBIAHO [0
CReUUdIKaUif, WO MICTATHCH ¥ PEECTRALIAHOMY BOCHE, ﬂpprmwm m&@{%ufuuma fAKYBAHHA T3 aHANI3IB BYN0 NEPETARHYTO Ta
srTaHOBARHD slgnonianicTe GMP,

‘amp"' h ' Qualified Person .
Nevaria YROGHOBAMENa 0coba Valenting gt%lic
Date of release: I Signature A
[ara aunyery cepiic ipnue

Date of CoA signature: 1,4
Hura nignucy ceprvdikata:

JADRAN - GALENSK! LABORATORL) d.d. © S1000 RUEKA = Svino 20v CROATIA « +385 51 650 700 wwwalhr

MERALYS® ADVANCE nasal spray, solution 0,1 % - 326542 - UA 373
Reference CoA: v4
12.02.25
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