Product name:

Ha3ssa nikapcskoro 3acoby:

Registration certificate in Ukraine:
Peectpauifine noceiguentn s
Yrpaiui:

Strength/Activity:

Cuna plifakTusHicTe:

The size and type of packaging:
Po3mip i Bug naxysarns:

The dosage form:-

Nikapcbka dopma:

Country - producer:

Kpaita - snpobuuk:
Manufacturer & Cuality control:
BupobHuK Ta KOHTPOAb AKDCTI:
Confirmation of GMP certificate;
BucHosok Bignosigmocri BUPOD-
HHUUTBA BUMOram GMP:
Manufacturing license-

fliensia va BUpobHUUTRO!

Batch:
Cepin;

Date of manufactyre:
Aara BupobHuuTsea:

Z

MERALYS®

nasal spray, solution 0,05 % 10 mi in bottle with a metering device
MEPANIC®

Cripen Ha3anbHMiA, PO34MH 0,05 % no 10 mn PO34MHY v pnakoHi 3 gosyio-

UM NPUCTPOEM

Na UA/12207/01/01 dtd. 04.07.2017
Ne UA/12207/01/01 8ig 04.07.2017

1 ml of solution containsg xylometazoline hydrochloride — 0,5 mg

1 MA pO3YUHY MicTUTD KCUNOMETA30NiHY riapoxnopuay - 0.5 mr

10 mt in bottie with a metering device

no 10 mn posuuHy y dnakoni 3 AO3YHOHNM NPUCTPOEM

nasal spray, solution 0,05 %

Chpet HazanbHWii, poaYuH 0,05 %

Croatia Country of destination: Ukraine
Xopsarin Kpaiva npussavenna: YKpaiva
ladran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia
Hapan-TaneHcbruia NabopaTopiii .4, CeiabHo 20, 51000 Piexa, XopsaTin
Ne 650/2023/C-1334 dtd. 24,11.2023

No 650/2023/C-1334 Bif 24.11.2023

UP/1-530-01/13-03/09 dtd. 17.05.2022
UP/1-530-01/13-03/09 Bin 17.05,.2022

382534 Batch size: 15.464
382534 Po3mip cepii: 15.464
11.2023. ' Exp. date: 11.2026.
11.2023. Mpuaathnit go: 11.2026.

CERTIFICATE Ne 170000035867
CEPTU®IKAT Ne 170000035867

HYDROCLORIDE
(HPLC)
IAEHTUGIKALLIA
KCUNOMETA3ONIHY

PARAMETERS REQUIREMENTS RESULTS

TAPAMETPU o BHUMOry PE3Y/bTATH
CHARACTERS A clear, colourless solution. Complies
(Organoleptic) ]

i 30BHILHIA BUIAAA lipo3opuii 6e36apeHuii PO3YUH, I Bianosinae
{BizyansHo) | b
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-

tention time of the xylometazoline peak in the chromatogram
obtained with the standard solution,

Hac yTpumysaHus niky KCMAOMETA30nIHY Ha XPOMaTOrpami Bignoeigae
BUNpobyBaHoro PO34MHY noeuvHeH Bianoeigatu yacy

(Ph. Eur, 2,2.35.)
, OCMIONANBLHICTL
(Eap. ¢apm.2.2.35‘)

NAPOXNOPUAY YTRUMYBaRHA Niky Kenaomerazoni HY Ha Xpomarorpami
| {BEPX) CTaHAAPTHOrO PO3umMHY. b
pH 35-8,5 5.8
(Ph. Eur. 2.2.3)) 5
pH 5,5-86,5 ; 5.8
(EBp. Gapm. 2.2.3.) B P _
OSMOLALITY 230 - 320 mOsmol/kg o v 287 mOsmol/kg

230 ~ 320 MmOcmonb/kr . 287 mOcmone/kr

~ £

RELATED SUBSTANCES
(HPLC) ;
JADRAN - GALENSK] LABORATQORIZ d.d.

MERALYSnasa} spray soclution 005 % 10 mi - 382534 - YA

Reference CoA:v2
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Impurity A - not more tha E it <0.05 %
Any other impurity - not n 'é . <0.05 %
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Total impurities - not more than 1,0 % <0.05 %
CYMYTH! AOMILIKK Aomiwka A - He Ginblie Hi 0,4 % <0.05 %
(BEPX) byab-aAka iHwa gomiwka - He Oinbwe Hix 0,2 % <0.05 %
e orantHa KbKICT, JOmILOK - He Ginbwe 1 10% | <008 % .
ASSAY OF XYLOMETAZOLINE 95,0 to 105,0% in relation to the declared content | 100.8 %
HYDROCLORIDE {
(HPLC) 1
KINbKICHWUA BMICT '+ 95,0 - 105,0 % sig 3an80eH0] KifbKoCTi 100.8 %
KCMNOMETA3OAIHY ,,
rAPOXNOPU LY 5
(BEPX) o
NUMBER OF ACTUATION PER | Not less than 100 103
CONTAINER |
(in-house method) ?
KINbKICTbL n03 o He meHwe 100 103
BUMYCKAETLCA

| {(MeToa KOMNaHif)

DROPLET SIZE DISTRIBUTION Dv {10): not less than 10 (Hm 33 um
(Ph. Eur, 2.9.31.) Dv {50): 50 to 160 um 87 um

Dv (90): not more than 700 Km 176 pm
BU3HAYEHHA PO3MIPY HYACTOK Dv {10): He meHwe Hix 10 MKM 33 Mrm
{€ep. Papm. 2.9.31) Dv (50): eig 50 ao 160 mm 87 mMKm

Dv (90}): He Binbwe nim 700 MKM 176 mkm
STERILITY Solution should be sterile. Complies
(Ph. Eur. 2.6.1.)
CTEPUABHICTL i PO3unH noeuHen OyTh cTepubHUm, Bianosigae
(€E8p. dapm. 2.6.1.)

Certification statement. [ hereby certify that information above is correct and
production stages including packing and marking) and guality controlled in exact compliance to the GMP guidelines implemented
by local regulatory body as weil as Specification included into the registration dossier.

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

3anBa npo ceptugirkauito. Lium s ‘ Ulo cepiwo NPOAYKLLI
byno eupobnero {BKAKOYaKOYK naHyBaHHn/mapHyﬁaHHH) Td NPOBEAEHO KOMTPOAB Ti AKOCTI M3 BULLLe3a3HaueHIn ainbHuy; Y NOBHIN
BionoeigHOCT 3 BUMOramu GMP, BCTAHOBMGHUMM MicLLeBUM PEryAaTOpHUM opravom, a Takow BignoeiaHo ao cneumeirauini, wo

MICTATbCA y PEECTPAUIMHOMY aOChE. lpoTokonu 8UPOBHMLTBS, NIKYBAHHA Ta aHanisig byno nepernanyro
Bignosiaricrs GMP.

Td BCTAHOBAEHO

4

Qualified Person

Valentina Stuli¢ /
YnosnoBaxeHa ocoba... y
Date of release: Signature o
Aata sunycky cepii: lignuc 414_%_
Date of CoA signature: .;f

Aata nignucy ceptudikara: % a
w &
JGLd.d X

JADRAN - GALENSK] LABORATOR1] d.d. 51000 RIIEKA o Svilno 20 = CROATIA o +385 51 660 700 » www.igi.hr

MERALYSnasal spray solution 005
Reference Coa:v2

Y 10 ml - 382534 - YA 2/2

10.01 24




