JTEPKABHA CJIYXKBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KNIBCBHKIN OBJIACTI

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

BUCHOBOK
npo AKiCThL BBE3eHOro B Y Kpainy JikapchbKkoro 3acody

01.05.2025 Ne 19886/25/10

MEPAJIIC®AABAHC

(naiimeryBamHs NiKapebKoro 3acody 3riHo 3 peecTpauifiiM HOCBIMCHHIM)
cnpei nasananLuui, pozuun 0,05%, mo 10 M y gpaakoHni 3 103y109uM MPUCTpoeEM, no 1
(p1akony y kaprouuiii xopooui

(hopma BuIycKy, RO3YyBalHSI, B AKYBAHHS JHKAPCLKOIo 3ac00y)

Howmep peecrpauiiinoro nocsiguenns UA/17967/01/01 crpoxk uii peecrpauiiinoro rocsigucnns 06.03.2026

Cepis nikapcskoro 3acoby Ne 019554 Kinnkicts BBesenoro sikapcbkoro sacoby 1600
Bupo6Hux Anpan-TI'anencekuit Jlabopartopiit n.4., Xopsaris

(naliMenynauns BHpOGHKKA JliKapChKoOTo 3acoby, KpaiHa NOXOMKEHHS)

Baeseno B Yipainy CrninbHe ykpaiHCbKO-eCTOHCHKE MiANPHEMCTBO Y GOpPMi TOBAPHUCTBA
3 o0MeskeHolo BianosinaabuicTio "Onrima-dapm, JIT", inenr. kon:
21642228

(nalimenysanis Ta ko 3a CJAPIIOY opuanurol ocobu abo npissuuie, im's, o GaTbkoBl (isnunoi
ocobu - nianpuemus, 1 Micue NpoxKHUBAHHS Ta peecTpauiitmil HoMep 06iKOBOT KAPTKH MUIATHUKA
nonarkis abo cepist Ta HoMep nacriopra)

[Iporokoa Bisyanbnore kontposio in 28.04.2025 Ne 1283/7.

3a  pesymbTataMM  JICPKABHOTO KOHTPOJIIO  BCTAHOBACHO, 1O Jikapchkuil  3aciG  weeseno B Yxpainy 3

AOTPHMAHHAM BUMOTr 3aKOHOZABCTBA MO0 3a0C3ICUCHHS SKOCTI JiKapChKkux 3acobiB.




Product name:

Hassa nikapcskoro 3acoby:

Registration certificate in Ukraine:

PeecTpauifiHe nocsigyerHA 8 YrpaiHi:

Strength/Activity:

Cuna aii/akTuBHiCT:

The size and type of packaging:
Poamip i 814 NaKyBaHKHA:

The dosage form:

Nikapcbka Gopma:

Country - producer:

Kpaina - 8upoBHUK:
Manufacturer & Quality control:
BUpoOHUK Ta KOHTPOL AKOCTI:
Confirmation of GMP certificate:

BUcHOBOK BIANOBIAHOCTI BUpOBHUUTE]

sumoram GMP:
Manufacturing license:
NliueHsia Ha supobruLTeo:

MERALYS® ADVANCE

nasal spray, solution 0,05% 10 ml in a bottle with a metering device

MEPAMIC® AOBAHC

cripeit HasanbHWi, posdun 0,05%; no 10 ma y daakoni 3 A03YIOUUM MpU-

CTPOEM

Ne UA/17967/01/01 dtd. 06.03.2020

Ne UA/17967/01/01 sig 06.03.2020

1 mi of solution contains 0,5 mg xylometazoline hydrochloride
1 MA POSUMHY MICTUTL 0,5 Mr KCMADMETAZOAIRY MiApOXA0PUAY

10 miina bottle with a metering device, 1 bottle in a cardboard box
no 10 M y pAGKORI 3 A03YIOHUM NPUCTPOEM, 110 1 GNKOHY Y KapTOHHIN Kopobui

nasal spray, solution 0,05 %

cnpedt HazanbHui, posumH 0,05 %

Croatia Country of destination:
Xopaartis Kpaita npusHaveHHa:
Jadran-Galenski Laboratorij d.d., Svilna 20, 51000 Rijeka, Croatia

Ukraine
Yxpaina

AnpaH-Tanencskuin NaBoparopiit a4, CeineHo 20, 51000 Piexa, Xopsatia

Ne 800/2024/C-1644 dtd. 29.10.2024
Ne 800/2024/C-1644 sig 29.10.2024

UP/1-530-01/13-03/09 dtd. 17.05.2022
UP/1-530-01/13-03/09 sin 17.05.2022

Batch: 019554 Batch size: 52.000
Cepin: 019554 Pozmip cepit:  52.000
Date of manufacture: 01.2025. Exp. date: 01.2028.
[Nara supobHuursa: 01.2025. Npugaraunit po:  01.2028.
CERTIFICATE Ne 170000044239
CEPTHUOIKAT Ne 170000044238

PARAMETERS REQUIREMENTS RESULTS

MAPAMETPY BUMOT PESYNILTATH
APPEARANCE A clear, colourless solution. Complies
(Visual)
onnc fpo3opuit Ge3BapeHUil po3HUH, Bianosinae
(OprakonenyuuHo)
IDENTIFICATION OF a) The relention time of the xylometacoline peak in the chroms- Complies
XYLOMETAZOLINE togram obtained with the test solution should comply with the
HYDROCLORIDE retention time of the xylometazoline peak in the chromatogram
A) HPLC obtained with the standard solution.
8) HPLC-DAD b) The spectrum of the characteristic peak in the chromatogram Complies

of the test solution corresponds to the spectrum of the xylometa-
zoline peak in the chromatogram of reference solution.

IAEHTU OIKALLLR a) Yac yTpumMyBaHHa [iKy KCUAOMETA30AIHY Ha XpoMator pami Bianosigae

KCUNOMETASOMIHY
[1LAPOXNOPULY

A} BEPX

B) BEPX-DAD 3 fiogRO-MaTpUUHM
ACTEKTOPOM

eunpobysanoro posunHy NOBUHEH BIAN0BIAATH Hacy
YTPUMYBAHHA NiKY KCUAOMETA3O/IHY HA XPOMATOrpami CTanaapT-
HOTO pO3HURY.

6) CnexTp XapakTepuCTUYHOIO NiKY HA XPOMaTorpami sunpobysa-
HOrO PO3YMHY BIANOBIAGE CNEKTPY NIKY KCUAOMETIZONIHY Ha XPO-
MAETOFpami PO3UUHY [TOPIBHAHHA.

Bianosinae

pH

(Ph. Eur. 2.2.3.)

pH

(€ep. ®apm. 2.2.3.)

5,5-6,5

55~6,5

(€3]
B

5.9
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OSMOLALITY 0,240 ~ 0,320 Osmal/kg £.295 Osmol/kg
{Ph. Eur. 2.2.35) !
GCMOARNLMICTL ? 0,240 - 0,320 Ocmonb/kr 0.295 Ocmons/ur
{€op. ®apm.2.2.35)
RELATED SUBSTANCES (MPLC)
Impurity A Not more than 0,4 % <0.04 %
Any other impurity Not more than 0,2 % <0.04 %
Total impurities Not more than 1,0 % <0.04 %
CIOPLOHER BOMILLIKY {BEPX)
Aomixa A He Binswe Hik 0,4 % <0.04 %
Byab-ari iHWi gomituku He Binswe 1w 0,2 % <0.04 %
3aranvHa KINbKICTL AOMILLOK He Ginoe Hix 1,0% <(.04 %
ASSAY OF XYLOMETAZOLINE 0,475 to 0,525 mg/ml 0.497 mg/ml
HYDROCLORIDE (HPLC) {95,0 to 105,0%) 994 %
RIABKICHE BU3HAMEHHA 0,475 ~ 0,525 mr/mn 0.497 wmr/mn
HCUAOMETAZOINY {95,0 - 105,0 %) 994 %
FAPOXNOPKUAY (BEPX)
NUMBER OF ACTUATION PER Not less than 125 130
CONTAINER
lin-hause method)
KIALBKICTL BUAYHEHKX He meHwe 125 130
[O3/KOHTERHEP
{Meron komnauii)
DROPLET SIZE DISTRIBUTION
(Ph. Eur. 2,8.31)
Dv {10} not less than 10 um 17 um
Dv {50): 20 to 150 um 36 um
Dv (90): not more than 250 pm 81 um
POIMIP KPATIEAL 11X poanoain
{Eap. Dapm. 2.9.31.)
Dv {10): He MeHe 10 mMum 17 maKm
Dv (50}: Big 20 20 150 mrm 36 mrm

| Bv {30} He Biblue 250 Mrm 81 mxm
UNIFORMITY OF MASS Not more than two from ten individual values can deviate by Complies
{Ph. Eur. 2.9.40.) mare than 25% from the average value, and none deviate by

more than 35%.
OAHOPIOHICTE MACK He Ginblie 2-X iHAUBIBYaNbHUX 3HAMEHD 3 10-Tv MOKYTS BiAXM- Bianosinae
(€ap. Gapm. 2.8.40)) AATuEA Binbwe Him Ha 25% B cEPeaHbOro 3HA4EHHA | WoaHe
IHAMCHHA HE MOXe BIAXMARTUCA Binbuie HiXK Ha 35%.

MASS OF DOSAGE UNITS 0,054 - 0,087 g/spray 0.075 g/spray
{(Ph. Eur. 2.8.40.)
OAHOPLAHICT [0308AHUX 0,054 - 0,087 r/po2a 0.075 r/no3a
GAMHULD
{€ap. dapm. 2.9.40.)
IBENTIFICATION OF SODIUM A purple-pink ring is formed on the phase border. Complies
HYALURONAT
{Chemical reaction)
IOEHTUGIKALIR HATPIIO Ha mewi gaz yreopoeThest Gionetoso-poxene rinbiie. Bignosiasc
MAAYPOHATY
{Ximiuna peaxuis)
STERILITY Solution should be sterile. Complies
{Ph. Eur. 2.6.1.)
CTEPUALMICTD Po3umH nosuHeH ByTu cTepunbHum, Bianosigae
(€sp. dapm. 2.6.1))
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Certification statement. | hereby certify that information above is correctand precise. Thisbatch was manufactured (all production
stages including packing and marking) and quality controlled in exact compliance to the GMP guidelines 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.

3anaa npo ceprudixauiio. Lnum A 3aceiguyio, uio HaseaeHs sulle iHGopMauis € gocroaipHow Ta Touros. Lo cepito npoaykuii Byno
BUPOBASHD (BIAIOUAIOUY  MAKYBaHHA/MApKYBaHHA] Ta NPOBEAEHO KOHTPOAbL 1T AKOCTI Ha BULLE3a3HaueHit AlisHuul v noswilk
sianosigHocTi 3 Bumoramu GMP, BCTAHOBAGHUMU MICUEBUM PETYARTOPHUM OPraHomM, 3 TAKOXK BIAN0BIAHO N0 cneundikayii, Wo
MIiCTATRCA Y peccTpauiliHomy aocke. TIpoTOKOAW BUPOBHWUTRA, NaKkyBaHHWR Ta aHanizis Byno neperasHyTo T3 BCTAHOBAEHO
gignosigsicts GMP,

Stamp Qualified Person

Meyartka Ynossosakera ocoba

Date of release: Signature
Jlara sunycky cepii: Mianuc

Date of CoA signature:
Hata nignucy ceprudikarta:
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