Product name:

Hassa nikapcukoro 3acoby:

Registration certificate in Ukraine:
PeeCTpallifine nocsigyerHa 8
Yrpaiui:

Strength/Activity:

Cwna palifaxrTvsHicro:

The size and type of packaging:
Posmip | A NEKYBaHHAL

The dosage form:

Nikapcoka dopma;

Country - producer:

Kpaiua - supobivme:
Manufacturer & Quality control:
BrpoBuUK T8 KOKTPOAb AKOLTE
Confirmation of GMP certificate:
BHCHOBOK signosiarocti
sApobHMITES suMoram GMP:
Manufacturing license:

Niuensia Ha supobrHuyTs:

MERALYS® INTENSIVE

nasal spray, solution 10 ml in bottle N2l with a metering device

MEPAJIC® INTEHCHUB

capeit wasanbHuil, pozuvH no 10 ma y daakoni Nel 3 posyoumm

MPUCTPOEM
Ne UA/17378/01/01 dtd. 26.04.2019
Ne UA/17378/01/01 sig 26.04.2019

1 mi of solution contains ipratropium bromide 0,6 mg and xylometazoline hydrochloride

0,5 mg

1 M po3auHy MicTuTh Inparponin Bpomigy 0,6 mr i Kounomerasonivy rigpoxsopnay 0,5

pMmr
10 mi in bottle Nel with a metering device

no 10 ma y gaaroni Ne1 3 A03yiounm NPUCTROEM
nasal spray, solution
CHPed HA3ANLHUA, POZUMH
Croatia

XopeaTia

Country of destination:
Kpaisa npuasadexHa:

Ukraine

Yupaina

ladran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia
fapan-Tasercexrui Jlabopatopiit 4.4., Ceinvro 20, 51000 Piexa, Xopearis

Ng 650/2023/C-1334 dtd. 24.11.2023
Ne 650/2023/C-1334 8ip 24.11.2023

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

Batch: 072542 Batch size: 23.010
Cepin: 072542 Posmip cepii:  23.010
Date of manufacture: 03.2024. Exp. date: 03.2027,
Hara supobunursa: 03,2024, MpupatHuit go: 03.2027,
CERTIFICATE Ne 170000038309
CEPTUDIKAT Ne 170000038309
PARAMETERS ~ REQUIREMENTS RESULTS
) NAPAMETPU BuMory  PE3VABTATM
APPEARANCE A clear, colourless solution. Complies
{Visual)
onuc Mposzopuit, Gesbapruitt pOIYH, Bignosinae
(Biayaneno}
pH 3,7-4,7 3.9
{Ph, Eur. 2.2.3.)
pH U 3,7-4,7 3.9
(€op, Papm, 2.2.3.) o
OSMOLALITY 0,340 ~ 0,420 Osmolfkg 0.386 Osmol/kg

- (Ph. Eur. 2.2.35.)
QUMONENBHICTL
(Cep. Papm, 2.2.35.}

0,340 ~ 0,420 Qcmons/«r

0.386 Ocmonpfer

* ASSAY OF XYLOMETAZOLINE 0,475 0,525 mg/ml £ 0.498 mg/ml
HYDROCLORIDE {LC) {95.0 ~ 105,0%) 99.6 %
KifIbKICHE BUIHAYEHHA - 0,475~ 0,525 mr/mn 0.498 mr/mn
KCUAOMETAIONIHY {95,0 - 105,0%) 99.6 %

MAPOXNIOPURY (PX) o
ASSAY OF IPRATROPIUM 0,570 ~ 0,630 mg/mil 0.595 mg/ml
BROMIDE {L.C) (95,0 to 105,0%) 99.2 %
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" KILBKICHE BU3HAHEHHA 0,570 ~ 0,630 mr/mn £ 0.595 mr/ma
IMPATPONIO BPOMIAY (PX] | (95,0 -105,0 %) | 99.2%
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 xylometazoline peak in the
{LC with DAD detector} chromatogram obtained with the standard solution.
b} The spectrum of the characteristic peak in the chromatogram Complies
of the test solution corresponds to the spectrum of the
wylometazoline peak in the chromatogram of reference solution.
CALEHTUOIKALLA a) Hac yTpMMYBAHHA XAPAKTEPHOTO AiKY Ha xpomarorpami . Bigriosigas
- KCUNOMIETABOAIHY BUNPOBYBAHOTO POIUMHY BIANOBIAAE YBCY YTPHMYBAHHA NiKY
. {PX 3 ploArO-MATRHUHIM KCUACMETASONTHY HA XPOMATOTpami CTOHAGPTHOTO POSUNHY,
| BeTeKTopom)
8) CnexTp ¥apaKTepHOro Niky Ha Xpomatorpami sunpobyearoro Binnosinae
PO3HMHY BIANOBIRAE CREKTPY MiKY KEHAOMETES0NIHY HD
, XPOMATOrpam! CTANABPTHOMG POIUUHY,
IDENTIFICATION OF a) The retention time of the ipratropium peak in the Complies
IPRATROMIUM chromatogram obtained with the test solution should comply :
(LC with DAD detector) with the retention time of the ipratropium peak in the
chromatogram obtained with the standard solution.
b} The spectrurm of the characteristic peak in the chromatogram Complies
of the test solution corresponds to the spectrum of the
Ipratropium peak in the chromatogram of reference solution.
LAEHTUGIKALIA INPATPOTHIIO a3} Mac yTPUMYBAHHA XapaKTepHOro niky Ha XPOMBTOrpami Bianosinle
(PX — [iogQHO-MaTpUYHmM BUNPOBYBaKOro PO3UNHY BIANOBIAE HaCY YTPUMYBAHHA iRy
ABTEKTOpOM) iNPaTponio Ha XPOMATOTPEMI CTAKABPTHOTD PO3UMHY.
) Cnerp XapaKTepHoro fiky Ha xpomarorpami sunpobysBanoro Bignosigae
DOBUMHY BIANOBIARE CNEKRTPY NiKY INPaTPONiO Ha xpomarorpami

CTAHAAPTHOIO POIHMHY.

| RELATED SUBSTANCES (LC)

¢ Impurity A {xylometazoline)

* impurity C {ipratropiumy)

© Impurity D {ipratropium)
Impurity F {ipratropium}

Any other known impurity

Any other unknown impurity
Impurity A lipratropium} (LC-MS)
Total impurities

CTOPOHHL SOMILUKY (PX]
Homilka A (KCUAOMeTazoniHy)
Nomixa C (inparponin)
Homiwxka D {inparponito)
 Jomiwxa F {inparponia)
Byaw-axi inwi sigomi gomiwios
Byab-ari iKWl Heslgomi Aomiwixm
Honiwxa A (inpatponino) {PX-MC)
3aranbHa KiALRICTs QOMILIOK

Not more than 0,3 %
Not more than 0,2 %

S0 1% :
F 1% !

NUMBER OF ACTUATION PER
CONTAINER

{in-house method)

KIIBHICTD 203, WO
BUNYCKAETLCA 3 KOHTERHEPA
(Meron komnatii)

DROPLET $1ZE DISTRIBUTION
{#h. Eur, 2.9.31)

Dy {10}

Dv (50)

Dy (90)

JADEAN . CALENSE LABGRATING

Muralys int
Reference (o
Pue 4

v

| Not less than 10 um
| 50 to 150 ym
i Not more than 250 um

i
?
|
|
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Not morethan 0,2 % <01 %
Not more than 0,2 % «0).3 %
Not more than 0,2 % <01 %
Not more than 0,1 % <0.1 %
Not more than 0,2 % 20.1 %

! Not more than 0,8 % <01 %
He Binbuwie 6,3 % <0.1%
He Binotie 0,2 % <0.1%
He Sinvwe 0,2 % <0.1 %
He Binpwe 0,2 % <0.1%
He Ginswe 0,2 % <0.1 %
He Ginswe 0,1 % <0.1%
He Ginowe 0,2 % <0.1%
He Binblae i 0,8 % <0.1 %
Not less than 65 70

. He menwe 65 70




MEAN WEIGHT OF THE DOSE
{Ph. Eur. 0876)
CEPELHA MACA 031

| {€np. Tapm, 0676}

0,105 ~ 0,175 rfsupuck

% VOL of SUB 10 um % 5% 0%
POSNOAIAEHHA KPANENL O

PO3MIPY

{€sp. Dapm. 2.9.31.)

Dv {10) He meHwe, HK 10 mMrm 26 MK
Dv {50) Big 50 no 150 mrm 69 MmKm
Dv {90) He Binbie, Hiu 250 mKm 143 mrm
% 00'eMy HACTOK PoIMIpOM MeHwe | £ 5% 0%

0150 g/spray

0.150 rfenpucxk

{Eap. Papm. 2.6,12,, 2.6.13.)

He Binbwe 10° KYO/r

JaransHa KitbidcTs APDKAKOBUX 18 niiceresux rpubis (TYMC):
ne Ginpwe 10° KYQ/r

- Staphylococcus aureus: BigeyThii a 1 ma

- Pseydomonas aeruginosa: BigcyTHa 8 1 mn

UNIFORMITY OF MASS Not more than two from ten individual values can deviate by Complies
{Ph. Eur. 0676) more than 25% from the average value, and none deviate by

more than 35%.
QLAHOPIOHICTD MALH He Ginbwe 2-x iHAUBIAY3ABHIMX 3HaYeHL 3 10-T MONKYTL Bignosigae
{Esp. Papm. 0676} siaxunsTaca Ginslue, Kim Ha 25% sig CepeaHboro SHAYeHHR |

KOAME 3HAUCHHA HEe MOKe BIAXMARTHCA Binblie, Hiw Ha 35%.
MEAN DELIVERED DOSE
{in-house method}
xylometazcline hydrocloride 6081 ug 74 ug
ipratropium bromide 71-97 ug 89 ug
CEPEIHR 03A, 1O
AOCTABARETBCA
{(MeTog xomrianii}
KCUADMBTAZONMHY riapoxnopnay 60 — 81 mur 74 mxr
inpatponiio Spominy 71~ 97 mer 89 mur
MICROBIOLOGICAL PURITY Total aerobic microbial count {TAMC): not more than 107 CFU/ml | Complies
(Ph. Eur. 2.6.12,, 2.6.13.} Total combined veasts/mouids count {TYMC): not more than 10

CFU/mi

- Staphylococrys gureus: absent in I ml

- Pseudomonas aeruginosa: absent in 1 ml
MIKPOBIOACHIYHA YUCTOTA BaraneHa Kiftericrs aepobrux mikpaopranizmis [TAMC): Bigrosinae

U e B 3HEUSETLCR B RPOUGCH BUTOTOBACHHS | BUGHEHHA cTabinsroCT

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 puidelines 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.

3an83 npo cepTHdiraubio. LM B I3CHBIAYE, IO HABEAEHD BUIIE IHOOPMILIN € BOCTOBIPHON Ta TOUH0I. LI cepiis npoayruli Byno supobaeno
{BrM0uB NN NSHYBARHA/MADRYBARKS] T2 GPOBEARNO KOHTROAL i AKOCTE HA BME3a3HAUEHIN Alaskuul y nosuilt signosinHOCT 3 BUMOramMu
GMP, BCTaHOBASHUMN MICUEBUM PErYASTODHUM OPIaHom, a TBKOM BIANOBIAHO Q0 Creurdikayilt, Wo MICTATLR ¥ PEECTPAWIRHOMY [OCHE.
NoToKo i 8rpaBHULTSS, NBkyBaHHA Y3 analsis GYno neperasHyTo Ta BCTaHOBAGHO BinnoainHicTe GNP,

Qualified Person
YnosHosameHa ocoba
Stgnature

flignue

Stamp
{leuarxa
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