Product name:

Ha3sa nikapcuroro sacoby:

Registration certificate in Ukraine:
Peectpauiiiie noceiadenHs 8 Yupaidi;
Strength/Activity:

Cyna gii/akTUBHICTL:

The size and type of packazing:
Poamip { 814 NakyBaHHA:

The dosage form:

Nixapcoxa popma:

Country - producer:

Kpaina - anpobHu;

Manufacturer & Quality control:
BUPGBHUK T3 KOHTPOAL AKGCT:
Confirmation of GMP certificate:
Buicsosoxr signoaigsocri supobnmurea
sumoram GMP:

Manufacturing Hicense:

Riuensin Ha supobuuureo:

MERALYS® ADVANCE

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

MEPANIC® AABAHC

chRpen HasanbHui, poasnd 0,05%; o 10 ma y GAakoHi 3 403yiounsm apu-

CTRGEM
Ne UA/17957/01/01 dtd. 06.03.2020

Ne UAS17967/01/01 gip 06.03.2020

1 ml of solution contains 0,5 mg xylometazoline hydrochloride
1 mn poadnKy micTuTh 0,5 mMr KCUAOMETA3CAIRY FADDXNORUSY

10 mlina bottle with a metering device, 1 bottle in a cardboard box
0 10 ma y GaarkoHi 3 A03YI04MM NPUCTPoEM, No 1 $rakoHy ¥ KapToHik kopobu)

nasal spray, solution 0,05 %

chpeil HazanbHui, posuns 0,05 %

Croatia Country of destination:
Xopsaria Kpaiva npusHadenHa:

Lkraine
Yupaina
ladran-Galenski Laboratorij d.d., Svilne 20, 51000 Rijeka, Croatis

fRapan-Tanencokwi Naboparopiit 4.a., Ceinero 20, 51000 Picka, Xopsaria

Ne 485/2024/C-956 did. 21.06.2024
No 485/2024/C-956 pin 21.06.2024

UP/I-530-01/13-03/0% dtd. 17.05.2022
UP/i-530-01/13-03/0% sig 17.05.2022

Batch: 131543 Batch size: 57.487
Cepia: 131543 Poamip cepiit  57.487
Date of manufacture: 04.2024. Exp. date: 04,2027,
farasupobuuurea:  04.2024. MpuaatHnid nor  04.2027,
CERTIFICATE Ne 1700000358074
CEPTHBIHAT Ne 170000039074
PARAMETERS REQUIREMIENTS RESLLTS
NAPAMETPU  BUMOTHK PEIYNBTATH
APPEARANCE A clear, colourless solution. Complies
{Visual}
Cnugc Mposzopui beabapsunii pozunH. Bignosinae
_(OpranosenTiio) o
IDENTIFICATION OF a) The retention time of the xylometazoline peak in the chroma- Comples
XYLOMETAZOLINE tograrn obtained with the test solution should comply with the
HYDROLCLORIDE retention time of the xylometazoline peak in the chromatogram
AYHPIC obtained with the standard solution.
B} HPLC-BAD b) The spectrum of the characteristic peak in the chromatogram Complies
of the test splution corresponds to the spactrum of the xylometa-
zoline peak in the chromategram of reference solution,
IBEMTHOIKALIR a) Mac YTDMMYBEHHA NiKY KCUAOMETAZCAIHY HA XpomaTarpami Binnosinae
KCUMOMETAIONINY BUNPODYBAHOM POIMKY NOBHHEH BIANOBILATH HaLy
riaraxnoeugy YTRUMYBaHHA NIKY KCHAOMETI30AIMY Ha XpomarTorpami
A} BEPX CTAHAIPTHOTO POSUKHY.
B) BEPX-DAD 3 pioAHo-MaTpuuHum | 6) CnexTp xapakTepueTHUHOro 1Ky Ha ¥pomaTorpami Bignoeigae
AeTexTopom eunpolysanorc posvuny SiANoRIAIE CEKTDY Niky
KCHSAOMETA3CAIHY H2 XPOMATCTpam! po34mKY NOBIBRARHY.
pH 55~86,5 5.9
(Ph. Eur. 2.2.3.} '
pH 55-6,5 5.9
{€a8p. Dapm, 2.2.3.}
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(EBp. Papm. 2.9.40.)

| MASS OF DOSAGE UNITS |

(Ph. Eur. 2.9.40.)
OAHOPIAHICTE A030BAHMN
OAMHKHLD

{€ap. Papm. 2.9.40.)

IDENTIFICATION OF SODiUM

HYALURONATY

{Chemical reaction}
IAEHTHDIKALLA HATPIO
FIARYPOHATY

{Ximixra peaxuin)

£

BIAXMAATCA Binblue BiK Ha 25% B4 CELEARLOTO JHBYAHHS |

0,054 - 0,087 g/spray

0,054 - 0,087 r/ao3a

A purple-pink ring is formed on the phase border.

Ha memi ¢as yreopoeTben HiOACTOBO-pOMERS RiNbLE.

HMOLHE HAUSHHS HE MOME BIAXUNATICA Binbue wix Ha 35%.

STERILITY
{Ph. Eur. 2.6.1.)
CTEPUABHICTS

Seiution should be sterile,

Po3uus nosuHeH SYTU CTEDUABHWM,

0.074 g/spray

0.074 rfnoza
Co rﬁ}stlies

Binnosifae

. Complies

Binnosinae

OSMUOLALITY 0,240 - 0,320 Osmoifkg 0.296 Osmisifkg j
(Ph. Eur. 2.2.35.) 3
DCMOARNBRICTY 0,240 — 0,320 Ocmons/kr : 0258 Qcmons/ur *
(Esp. @apm.2.2.35) L .
RELATED SUBSTANCES (HPLC)
Impurity A Not more than 0,4 % ©<0.04 % :
Any cther impurity Not more than 0,2 % C D04 %
Total impurities Not more than 1,03 % : <0.04 %
CNOPIGHEH! AOMIWKY (BEPX) :
Homiwxa A He binswe wik 0,4 % ; <0.04%
By fib-ARE HW A0mMILWL KA He Ginpwe e 0,2 % <004 %
3aransha KinbKicT AOMILIOK Re Bimowe wiw 1,0% 9%
ASSAY OF XYLOMETAZOLINE 0,475 t0 0,525 mg/mi ;0458 mg/fm!
HYDROCLORIDE {HPLC) {45,0 to 105,0%) c 99.6%
KIABKICHE BAIHAYEHHA 0,475 — (3,525 mrfmn : 0.498 mrfmn
KCUMOMETAZOMHY {95,0—105,0 %) F99.6 %
FAPOXAOPMAY (BEPX) g
NUMBER OF ACTUATION PER Not less than 125 L 126

! CONTAINER :

i {in-house method) :

| KIBKICTS BUAYSEHWX He menwe 125 1126

. DNOI/HOHTERHEP

! (MeToq xomnanii)

DROPLET S1ZE DISTRIBUTION

| (Ph. Eur. 2.9.31)
Dv (10): not less than 10 um 18 prn
Dv {50} 20to 150 um 43 um
Dv {80): net more than 250 um 99 um
POIMIP KPANEAR 1 TX PO3NOALN
{€ap. apm. 2,9.31) |
Dv {10} He meHwe 10 saxm 18 minm
Dv {50): 8if 20 20 150 Mim | 43 mum
Dv {90} ve binswe 250 mum 99 mnm
UNIFORMITY OF MASS Not more than two from ten individual values can deviate by Complies
(Ph. Eur. 2.9.40)) more than 25% from the average value, and none deviate by

more than 35%.

OAHOPIAHICTE MACH He &inbiwe 2-x inanBiAYannHsX 3Ha4eHb 3 10-T4 MOMYTE Bignosinae
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Certification statement. | hereby certify that information above is correct and precise. This batch was manufactured {all production
stages including packing and marking) and gquality 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 wera revised and GMP compliance is identified.

3anea npo ceprndinanio. Lum a 3acBiaqye, Wo HaBed2Ha Srlle IHGOPMALLIA £ ZOCTORIPHMI Ta ToMHOW. Lo cepiio npoAYRUi Byao
BUDO0AEHD {BRAOYAIDUN NAKYBAHHA/MIPKYBAHHA) Ta NPOBLAGHD KOHTRONL 1 AXOCTI Ha BHULLE3AIHAYEHIN AlasHuul ¥ nosuii
BIAFIOBIAHOCT 3 Bumoramu GMP, BCTZHOBAGHMMM MICLLOSMM PEIYAATURHWAM DPTaHomM, a Takow aianosiano go cnesrdikauii, wo
MICTATLCR ¥ pescTpauifieiomy aocse. TpoToKonW SupabHuBUTES, MABKYBAHHA Ta aHanizis EyN0 NepParnARYTe Ta BCYAHOBNEHG
gignoBinuicTs GMP,

Stamp Qualified Person
Nevarka YnoeHosaxens ocoba

Date of release: Signature
&% A
Dara sunycay cepil: {5{ L(lo !"("\ flianus }f”r \a/‘ ’
Date of CoA signature:
Aara nignuey ceprudiara: s ’i 0W ?"0&’
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