AEPIKABHA CJIVKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHUKAMM Y KHIBCBKIN OBJACTI |

mpog. Caimmnarol Haaii, 3, m.Kuis, 02099, Ten/hakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €PIIOY 37078774

) BUCHOBOK
Npo SKicTh BBe3eHOro B YKpainy JiKapehLKoro 3acody

01.02.2024 Ne 2259/24/10

_ MEPATIC®

{mojiMeRYBAHIA RIKAPCBROTO 3aC00Y ITIAHO 3 peeCTpaniiisten DocBiAYe LM}
cnpeit HasaasEHI, posynan 0,1 % no 10 M posunny y gurakoeni 3 A03y0uuM npueTpoeM; no 1
¢dAsKoRy B KapToHHiit Kopo6ui

{(bopma BimyCKy, A03YRARESA, BHE NAKYRAHNA MHKAPCEKOTO 3acoly)

Homep peecrpautiiinoro nacsiguenus UA/12207/01/02 cxpox aii peecrpatiizoro nocaimeerns 01.01.2099

Cepis nikapebkore 3acoby Ne 211535 Kinekicts BBC3eHOrG nikapeskoro aacody 1600
Brpobaux Anpar-Tanencexnit Jlaboparopiit o.o., XOpBaris -
{(HeiivMCcHYBanus BripoGHMK: NikapesKoro 3acaby, kpaina ROXOTHEHHA)
‘Baeseno B Yxpainy . Crniasne yRPaiHChKO-eCTOHCHRE MANPHEMETBO Y dopai TOBApHETBa
3 00MeReno10 Bixnosigaapnicrio “Onrima-Gapm, JITA", iaenr. wox:
21642228

(saiisenyBatny Ta kog 33 CHPIIOY wopimunot ocobu abo npisewime, iM'e, No HETLKOR] thizstyrol
ocobu - mianpresus, i Micne npoxHeaHHs Ta peecTpaniiindgi RoMep o6nikorol RAPTR{ GNaTHEKA
HotaTRiB abo cepiz Ta HOMEp nactiopTa)

TMpotokon sizyasioro komrpomno sia 24,01,2024 N 0166/10.

3a  pesynpraTaMHt  JePAKABHOTO KOHTPOMO BCTAHOBMEHO, IO NiKAPCLKIGE 34¢i6  BBEIEHO Vpaiuy 3
JOTPHMAHHAM Bunor 3aKOHOAARCTEA MOA0 3a6e3MeteNts AK0CT NiKapCceKiX 3ac00iB.

S ‘Biraniti BOHIAPEHKO

(nocanoss pcofh

(imittasmt T4 npiasuing).
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Product name:

Hassa NiKapCLKROro 3ac06y:

Registration certificate in Ukraine:

PeecTpauiiihe nocsiauenia s
YKpalni:

Strength/Activity:

Cuna gii/akTueHicte:

The size and type of packaging:
Po3mip-ienp NaKyBaHHA:

The dosage form:

Nikapcbka dopma:.

Country - producer:

KpaiHa - BUpoBHUK®
Manufacturer & Quality controf:
BupobHuk Ta koHTpoA AKoCT]:
Confirmation of GMP certificate:
BucHosok signosigHocti BUpoDH-
HUUT8A BumMoram GMP:
Manufacturing license:

NiueHsia Ha Bupo6HULTBOD:

MERALYS®

nasal spray, solution 0,1 % 10 ml in bottle with a metering device, 1 bottle
in a-cardboard box |
MEPASIC® o | _

CNpen Ha3anbHUi, po3vNuH 0,1 % o 10 mn PO3YMHY ¥ .pnakoHi 3 go3yicuinm
NpUCTPOEM; no 1 dnakoHy B KapTOHHIi Kopobui

Ne UA/1220 7/01/02 dtd. 04.07,2017

Ne UA/12207/01/02 8ia.04.07.2017

1 mlof solution contains xylometazaiine hydrochloride =1 mig
1 M pozyuny mictuts KCMNTOMETA30iHY rigpoxnopuay — 1 mr
10 mlin bottle with a metering device

N0 10 mn po3unky v dnakoni 3 AO3YIOYUM NPUCTPOEM

+ nasal spray, solution 0,1 %

CPEN RA3aNbLHUA, po34nH 0,1 %

Croatia Ukraine
Xopearia KpaiHa npusHaveHig: YKpaika
Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia
RapaH-FaneHcbKuit NtabopaTopiit g.a., CBinbHo 20, 51000 Pieka, XopsaTia
Ne 610/2021/C-1418_dtd._22.12-2021-
'NE'_'610/2021/C-1418.Bip,.22.12.2021

Country of destination:

UP/I-530-10/20-03/19 Ne: 381-13-08/243-21-12 dtd. 06.04.2021
UP/1-530-10/20-03/19 Ne: 381-13-08/243-21-12 8i4 06.04.2021

Batch: 211535 Batch size: 35,697
Cepia: 211535 Po3mip cepii: 35.697
Date of manufacture: 06.2023. Exp. date: 06.2026.
AaTa supobHuursa: 06.2023. Mpupatuuii po: '06.2026.
CERTIFICATE N¢ 170000033146/23
CEPTUDIKAT Ne 170000033 146/23
PARAMETERS REQUIREMENTS RESULTS |
! NAPAMETPH N BUMOT B PE3YILTATH
CHARACTERS A clear, colourless solution. Complies
(Organoleptic)
30BHILIHIA BUrnan Mpo3opiiA be3bapsrnin pozunm. Bignosinae.
_{BizyansHo) 3 e
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 1 tention-time of the xylometazoline peakin the chromatogram
1 (HPLC) obtained with the standard solution.
IAEHTUDIKALLIA Hac yTpumyBaHHAa niky KCM/IOMETA30/iHY Ha xpomaTtorpami 'Bi;n;n'O'a'i,n;a"E'
KCUIOMETA3IOAIHY BUNPOGYBAHOIrO POIYUHY NMOBUHEH 8i4nosinaTtM vacy
| napoxnornay YTPMMYBAHHA Niky KCMIOMETA30NIHY Ha XPOMATOrpami
{BEPX) CTaHAAPTHOrO PO34KHY. R
pH 55-6,5 5.8
(Ph. Eur. 2.2.3.} - |
pH 1.9,5=6,5 .58
(€8p. Papm. 2:2.3) . . | e
OSMOLALITY 230~ 320 mOsmol/kg 286 mOsmol/kg
{{Ph.Eur. 2.2.35)
| OCMOAIANBHICTL 230 - 320 #mOcmonb/kr 286 MmOCMOnNbL/Kr
{€8p. Papm.2.2.35.)

Meralys 0,1% nasal spray, solution 0,1 % 10 ml - 211535- UA

13.09.23
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RELATED SUBSTANCES Impurity A - not more than 0,4 % <0,05 %
(HPLC) “Any other impurity - not more than 0,2 % -<0,05 %
Total impurities - not more than. 1,0 %. 120,05 %
CYNYTHI AOMILLKH “Jdomiiika A - He Ginbtie Hix 0,4 % <(,05 %.
(BEPX) Byab-fKa inwa gomiwka - He Biabwe Hik 0,2 % <0,05 %
. | | | __| 3aranbHa KinbKicTb AOMILLOK - He Binpwe HiK 1,0% | <0,05%
ASSAY OF XYLOMETAZOLINE 1 85,0 t0 105,0% in relation to the declared content 99,8 %
HYDROCLORIDE
(HPLC) |
KINbKICHUA BMICT 1-95,0=105,0 % Bifl 32ABAEHOT KiNBKOCTI 199,8%
KCUNOMETA3OAIHY |
raPoOX/1I0PULY
_{BEPX) TP IS N
NUMBER OF ACTUATION PER Not less than 100 103
CONTAINER
(in-house method}
KIABLKICTL A03 WO | He menwe 100 1103
| BUNYCKAETLCA
1 {Mertoa komnanii)
| DROPLET SIZE DISTRIBUTION Dv (10): not less than 10 um 26 pm
+{Ph. Eur, 2.9.31.) Bv (50): 50 to 160 um 63 um
Dv {90): not more than 700 um 138 pm
BU3HAYEHHA PO3MIPY YACTOK | Dv {10): He MeHwe HiX 10 MKm 26 MKM
| {€8p. Papm. 2.9.31.) Dv (50): 8ia 50 a0 160 mkm 63 MKM
L Dv (90}: He binbwe HiK 700 mkm 138 mKmM.
1 STERILITY Solution should be sterife, Complies
1 {Ph. Eur. 2.6.1.)
CTEPHU/IBHICTDb. PO34nH nosnuHer ByTH CTepuabHUM, Bianosigac
1 {€sp. Papm. 2.6.1.})

Certification statement. | hereby certify that information above is correct and precise. This batch was manufactured (all produc-
tion stages including packing and marking) and quality controlled in exact compliance to the GMP guidelines implemented by
tocal regulatory body as well as specification included into the registration dossier.

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

3aasa npo ceprndirauiio. Lium A 3acsiguyio, Wwo Haseaena suwe indopmauis € 4OCTOBIPHOIO Ta TouHo. Uio cepiio NPOOYKL
Byno supobneHo (sk04aI04M NaKyBaHHA/ MapKYBAHHA) T3 NPOBELEHO KOHTPOMDb 1T AKOCTI Ha BULLE3a3HAUBHIR AiNbHUL] ¥ NOBHIN
BIANOBIAHOCTI 3 BUMOramu GMP, BCTAHOBACHUMM MICLLEBUM PETYIATOPHUM OPraHOM, @ TAKOX BIANCBIAHO 40 cheundirauiii, uso

MICTATLCA Y PeEcTpauitHOMy A0CbE. MPOTOKOAKW BUPOBHWULITBA, MaKYBaHHA Ta aHanisie Oyno nepernAHyTO Ta BCTAHOBAGHO
BifNOBIAHICTL GMP,

tamp Qualified Person 7/
NevyaTka Valentina Stulié
YnosHoBaxeHa 0coba ek . Ay
Date of signature: Signature o

AaTta nignucy:

(5[ oa] 2023

y Svilno 20
Rijeka

JADRAN - GALENSKI LABORATORL d.d. = 51000 RIDEKA + Svilne 20°a CROATIA = +385 51 660 700+ www.idlhr

Meralys 0,1% nasal spray, solution 0,1 % 10l - 211535~ UA 2/2
13.09.23




