AEPKABHA CIYXEBA 3 TIKAPCBKHX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTUKAMU Y KHIBChKII OBJIACTI

npos. Caitimunol Hauii, 3, m.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €JIPIIOY 37078774

BHCHOBOK
Npo SIKICTE BBe3eH0r0 B YKpainy Jikapebkoro 3acofy

19.11.2024 Nz 59305/24/10

MEPAJIC®

(mafimenysausa nigapcskoro 3acoGy 3rigHo 3 pecerpaniiEIM MoCRiAYEHHAM)
cnpeit HasaabHME, pozunn 0,1 % no 10 ma po3unmy y duiaxodi 3 nosyouum npucrpoem; o 1
¢dumakony B xaptTouHiil Kopobui

(tbopma BHIYCKY, NOIYRAKHS, BHI [AKYBAHHS TIKAPCLKOTO 3ac06y)

Howmep peccrpaniiiioro nocsinuenns UA/12207/01/02 crpox nii peeerpauiiinoro nocsigeenns 01.01.2099

Cepia nixapesxoro 3acoby Ne 20854 Kinsxicrs BBesesoro aikapeskoro sacoby 3040
BupoGuux S npan-Tanenerpkuii JlaGoparopiit a.x1., Xopsaris
{waitmenypanng BupoOBNKa AiKapcbroro 3acoly, kKpalHa NOXomKeH )
Baeseno B Yipainy Criabie ykpaiHCbKO-eCTOHChKE NIANPHEMCTEO Y GOpMi TOBApHCTRA
3 ofmeskenolo pinnosigansuictio "OntiMma-®apm, JITI", izenr. kox:
21642228

(naiimenysarns ta Koz 3a €IPIIOY oprauusol ocodu abo npizerile, iM's, No GaTHEOBI thizmugol
ocofi - mgnpremu, it Micie NPoRIBAKHA T pecCEpauiitiui HoMep 0BMikoBol KAPTX MAATHIKA
nonatris a6o cepis Ta HaMep necnopTa)

Iporokoa Bisyansnore xonrpoaro six 18.11.2024 Ne 3513/5,

3a  pesyseTaTaMH JepKaBHOTO KOHTDONI0 BCTAaHOBNEHO, WO JRiKAPCHKHIL 3aci6 BBesemo B VYxpaimy 3
OJOTPHMAHHAM erAMOT 33K0HOAMRCTBA WOA0 3afesnevents akocTi nikapepKuX 3acobiB,
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Ha3zgea nikapcbkoro 3acoby:

Registration certificate in Ukraine;

PeecTpauifide nocBigHeHHA B
YKpaiHi:

Strength/Activity:

Cuna ail/akTueHICTS:

The size and type of packaging:
Posmip | BUG NaRyBaHH#:

The dosage form:

NikapcbKa dopma:

Country - producer:

KpaiHa - BUPOGHKK:
Manufacturer & Quality control:
Bupo6HKMK Ta KoHTpoab AKoCTi:
Confirmation of GMP certificate:
BucHosok BignoaigHoOCT BUpO6-
HULTBA BUMOram GMP:
Manufacturing license:

RiueHsin Ha BMpOBHULTBO:

MERALYS®

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

MEPANIC®

cnpeid HaszanbHUK, po3unH 0,1% no 10 ma po3uuHy y GAaKOHI 3 A03y04Mm

npucTpoem
Ne UA/12207/01/02 dtd. 04.07.2017
Ne UA/12207/01/02 sig 04,07.2017

1 mi of solution contains xylometazoline hydrochloride = 1 mg
1 mMA pO2YUHY MICTUTL KCHNOMETa3DATHY rigpoxaopuay — 1 mr

10 mlin a bottle with a metering device; 1 bottle in a cardboard box

no 10 ma pozunny y GAakoHi 3 403y0udm NpucTpoem; no 1 gnaxow
nasal spray, solution 0,1 %

crnpeit HaszanbHWK, po3umu 0,1 %

Croatia Country of destination:
Xopsaria Kpaita npraHaveHHA;
Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia
Aapan-Tanexcokuii flaGopaTopii g.4., CeinbHo 20, 51000 Pieka, X
Ne 485/2024/C-956 dtd. 21.06.2024

No 485/2024/C-956 sig 21.06.2024

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

Y B KBPTOHHIH KopoGui

Ukraine
Ykpaida

opBaTia

KCUACMETA3ONIHY

BUNPOOYBAHOrD PO3YMHY NOBWHEH BigNOBIAATK Yacy

Batch: 20854 Batch size: 79.462
Cepia: 20854 Po3mip cepii:  79.462
Date of manufacture: 06.2024. Exp. date: 06.2027.
fata supobuuuTtea: 06.2024, MpuaatHuia go: 06.2027.
CERTIFICATE N2 170000040363
CEPTU®IKAT No 170000040363
PARAMETERS REQUIREMENTS RESULTS
NAPAMETPH BHUMOT U PE3YNbTATH
CHARACTERS A clear, colourless solution. Complies
(Organoleptic)
30BHILHIA BUFNAL Mpo3opuii 6eabapeHUi Po3UMH. Bianosigas
(BisyanbHo)
IDENTIFICATION OF The retention time of the xylometazoline peak in the chromato- Complies
XYLOMETAZOLINE gram obtained with the test solution should comply with the re-
HYDROCLORIDE tenticn time of the xylometazoline peak in the chromatogram
{HPLC) obtained with the standard solution.
IAEHTHUDIKALIA Yag yTpumyBaHHA NiKY KCMAOMETA30iHY Ha XPoMaTorpami Bignosigae

FEPOXNOPUAY YTPUMYBAHHA NiKY KCUNOMETAZOAIHY Ha XpOMaTorpami

{BEPX) CTEHABPTHOIO PO3HMHY. o

pH 55-6,5 5.8

{Ph. Eur, 2.2.3.)

pH 55-6,5 5.8

{€sp. thapm. 2.2.3.)

OSMOLALITY 230 - 320 mOsmol/kg 284 mOsmol/kg

(Ph. Eur. 2.2.35.)

OCMOAANBHICTL 230 — 320 mOcmonb/Kr 284 paOcmans/Kr

(Epp. ®apm.2.2.35.)

RELATED SUBSTANCES Impurity A - not more than 0,4 % <0.05 %

(HPLC) Any other impurity - not more than 0,2 % <0.05% %
JADRAN - GALENSKI LABORATORIJ d.d. = 51000 RIJEKA = Svilno 20 - CROATIA » 4+3B5 51 660 700 = www.igl.hr

MERALYSnasal spray solution 01 % 10 ml - 20854 - UA

Reference CoA:v3
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Total impurities - not more than 1,0 % <0.05 %
CYNYTHI AOMILLKMK Domiwka A - He Binbwe Hix 0,4 % <0.05 %
{BEPX} Byap-AKa iHwWa aomilika - He Binbwe Hix 0,2 % <0.05 %
3aranbHa KinbKicTs AOMIWOK - He Ginbwe wik 1,0 % <0.05 %
ASSAY OF XYLOMETAZOLINE 95,0 to 105,0% in relation to the declared content 100.8 %
HYDROCLORIDE
(HPLC)
KITbKICHMA BMICT 95,0 — 105,0 % Big 3asaBAeHOl KiAbKOCTI 100.8 %
KCWAGMETA3ONIHY
reapoOXnoruay
(BEPX)
NUMBER OF ACTUATION PER Not less than 100 102
CONTAINER
{in-house method)
KIALKICTE A03 L0 He meHwe 100 102
BUMYCKAETLCA
{MeTtoa komnawii)
DROPLET SIZE DISTRIBUTION Dv (10): not less than 10 um 24 um
{Ph. Eur. 2,9.31.) Dv (50): 50 to 160 um 60 pum
Dv {90): not more than 700 um 128 ym
BU3HAYEHHA PO3MIPY YACTOK Dv (10): He meHwe Hix 10 MM 24 mKm
{€ep. Dapm. 2.9.31.} Dv (50} sip, 50 Ao 1650 mKm 60 MKMm
Dv {30): ve Binbiue HiM 700 MKM 128 MKm
STERILITY Solution should be sterile, Compilies
{Ph. Eur. 2.6.1.}
CTEPUNBHICTb PO34YMH NosuHEH DYTKH CTepHUAbHMAM. Bignogigae
{Epp. Papm. 2.6.1.}

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 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.

3ansa nipo cepTudikayire. Linm A 3aceiayyio, Wo HasedeHa Bruie IHGOPMaLA e AOCTORIPHOIO Ta TOUHOW. LI cepilo npogyxuii
Byno supobneno {BxAI04AIOM NaKYBAHHA/MAPKYBAHHA} T2 NPOREACHO KOHMTPOAS I AKOCT HA BUILE3a3HaYeHIN AinbHUL ¥ NIOBHIN
EignosigHocTi 3 BUMmoramin GMP, BCTaHORABHUMU MICHEBMM DEIYIATOPHMM OPraHOM, 2 TAKOM BignoeiaHO g0 cneuudivauin, o
MICTATBCA ¥ PEECTPaLiAHOMY /l0cbe. MPOTOXKOAW BMPOBHWITBA, NakyBAHHA Ta aHani3iB Byno NeperNAHYTO Ta BCTAHOBACHO
BignosigHicTe GMP,

Stamp Qualified Person valentind Stalié
MNMeyaTKa ¥YnosHoRameHa ocoba R S
Date of release: Signature
‘o080 oy ;

Jata Bunycky cepil:

Tignure
Date of CoA signature: 38 . l P JGL d.d. Yé
Jara nianncy ceprudikara: © 2,‘ og{w '8 (1 ig G é Svilno 20

Rijeka

JADRAN - GALENSKI LABORATORI) d.d. = 51000 RIJEKA = Svilno 20 = CROATIA o +385 51 660 700 « www.jgl.hr

MERALYSnasal spray sofution 01 % 10 mi - 20854 - UA 2/2
Reference CoA:v3
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