AEPKABHA CIIYKBA 3 MIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHAKAMMH ¥V KHIBCLKIM OBJIACTI

npoB. Ceitmuaroi Hanif, 3, m.Kuig, 02099, Ten/bakc: (044) 363-06-50
E-mail: dis.ko(@dls.gov.ua, Kog €APTIOV 37078774

BHCHOBOK
PO AKICTH BBE3CHOI'0 B Y KpaiHy AiKapcLbKoro 3acody

07.09.2023 Ne 43520/23/10

MEPAJIIC® IHTEHCHB
(HafiMeHyRAHHA AIKAPCLKOTO 3ac0By 3FIAHO 3 PEECTRALINMUA HI0CBIMYERHAM)
CTpeil HA3ANLHMH, po3uid no 10 Ma y uraxoni 3 103y104HM nprcTpoen; o 1 QIAROHY ¥
KAPTOHHINH KopoGui
{$opma BUIYCKY, AOIVERAHHS, BILT NAKYRAUHA NKapehkoro 3aco6y)

‘Homep peectpaniitaoro noceimuerns UA/17378/01/01 crpox aii peectpauifinors nocsimuenna 26.04.2024
Cepis nikapepkoro sacoby Ne 21553 Kinsxicts Bseseroro sikapeskoro saco6y 1120

Bupotuus Anpan-I"anencermi JTaboparopiit a.1., XopeaTia
(Hafimenypauns BUPOGHAKA JTiKApCHROre. 3ac08y, Kpaiia ROXOLKEHHH)

Bpeseno B Yxpainy Cninbne ykpainchKo-ecTOHCEKE MARPRCMCTRO ¥ opMmi ToBapNCTBA

3 oOMexeHor BiANOBigaNbRicTIO " OnriMa-®apn, AT, ienr. xoa:
21642228
{naiiMeHyRaHEA T2 KOR 32 EJIPTIOY fopuIFHOY ocobu abo Rpizemue, iM'a, no OaTeROBI diziynol

0¢o011 - minmpueML, il MiCLE NPOXHAZHHA Ta peccTpaliiini HoMep ofaixosoi KAPTHH ILTaTHIIKA-
moaaTkis 300 cepid Ta HOMEp MACTOPTA)

{Iperokon Bisyansnore keurposo sin 06.09.2023 Ne 273679,

32 pesynnraramm  AEPAABHOIO KOHTPONI0 BCTAMOBASHO, IO JiKapcsKnil 3acié  Bmeseno B Yxpainy 3
AOTPHMAHHAM siMor 3aK0HOJABCTEA 100 3a0e3ne4eHns SKOCT JMRAPCHXHX 3acobin,
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Hasea nikapcekoro 3acoby:

Registration certificate in Ukraine:
PeecTpauiiHe NOCBIOYEHHA B
Yrpaiui:

Strength/Activity:

Cuna aiifaHTHEHICTE:

The size and type of packaging:
Po3Mip | BMAO NAKYBAHHA:

The dosage form:

Nikapcoka Gopma:

Country - producer:

Kpaina - supobHuk:
Manufacturer & Quality control:
BupoBHUK T2 HOHTROAL AKDCTH
Canfirmation of GMP certificate:
BHCHOBOK BignosigHoCTi Bupob-
HUUTBA BUmoram GMP:
mManufacturing license:

NiueH3sia Ha BAPODHWLTED:

MERALYS® INTENSIVE

nasal spray, solution 10 ml in bottle No1 with a metering device

MEPANIC® IHTEHCHUB

cnpeit HasanoHwi, posuud no 10 mn y dnakoni Nel 3 gosytouMm npu-
CTPOEM

Ne UA/17378/01/01 dtd. 26.04.2019

Ne UAS17378/01/01 sig 26.04.2019

1 ml of solution contains ipratropium bromide 0,6 mg and xylometazoline hydrochloride
0,5mg

1 MA Po3uMHY MICTMTL inpaTponiio Gpomiay 0,6 mr i kcunomeTasonidy rigpoxnopray 0,5
Mar

10 ml in bottle Mol with a metering device

no 10 mn y dnaroHi N2l 3 4o3yI0UMM NPUCTPOEM

nasal spray, solution

CNPeR HazaNLHKA, POIYKH

Croatia Country of destination:
Xopeartia KpaiHa npH3HaveHHA:
Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka
Anpan-Tanencerwit NaGopatopii g.4., Ceinexo 20, 51000 Pieka
Me 610/2021/C-1418 did, 22.12.2021

Me 610/2021/C-1418 eig 22.12.2021

Ukraine
Yepaina

UP/1-530-01/13-03/09 dtd. 03.10.2019
UPR/I-530-01/13-03/09 8ig 03.10.2019

Batch: 21553 Batch size: 20.139
Cepin: 21553 Posmip cepii:  20.139
Date of manufacture: 06.2023. Exp. date: 06.2026.
Nata eupobruurea: 06.2023. MNpuaathui go: 06.2026.
CERTIFICATE N: 170000033259/23
CEPTM®IKAT Ne 170000033259/23
PARAMETERS REQUIREMENTS RESULTS
NAPAMETPM : BUMOTH PE3Y/IbTATH
APPEARANCE | A clear, colourless solution. Complies
(Visual)
onuc Npozopwi, Ge3bapBHUA PO3YKH. Bignosigae
{Bisyanewa) T
pH Y 3,7-4,7 | 4.0
(Ph. Eur. 2.2.3.) |
pH 3,7=-4,7 4.0
(Eep. Papm. 2.2.3.)
OSMOLALITY 0,340 - 0,420 Osmol/k 0.390 Osmol/kg
(Ph. Eur. 2.2.35)
OCMONANBHICTD 0,340 - 0,420 Ocmone/wr 0.290 Ocmons/wr
(Eep. Papm. 2.2.35.) .
ASSAY OF XYLOMETAZOLINE HY- 0,475 - 0,525 mg/ml 0.501 mg/ml
DROCLORIDE (LC) (95,0 - 105,0%) 100.2 %
KINBKICHE BM3HAYEHHA KCK- 0,475 — 0,525 sar/mn 0.501 mr/mn
NOMETA3IONIHY MNAPOXNOPHAY | (95,0 - 105,0%) 100.2 %
(PX) '
ASSAY OF IPRATROPIUM BRO- 0,570 - 0,630 mg/ml 0.595 mg/ml
| MIDE [LC) (95,0 to 105,0%) 99,2 %
KINBKICHE BM3HAMEHHA INPA- 0,570 - 0,630 mr/mn | 0.595 mr/mn
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i TPOMIKD BPOMIAY (PX) (95,0 — 105,0 %) 99.2 %
IDENTIFICATION OF XYLOMETA- a) The retention time of the xylometazoline peak in the chroma- | Complies
ZOLINE HYDROCLORIDE togram obtained with the test solution should comply with the
(LC with DAD detector) retention time of the xylometazoline peak in the 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 xylomet-
azoline peak in the chromatogram of reference solution.
IAEHTHUDIKALIA KCHNOMETA- a) Mac yTpHUMYBAHHA XapaKTEQHOrD Nixy Ha XpoMaTorpami Bignosigae
30NIHY BUNPOOYBaHOMD PO34MHY BIANOBIAAE YaCy YTRMMYBAHHA iy
(PX 3 AioOHO-MATPUUHUM KCWADOMETAZ0NIHY HA XPOMATOrpami CTAHAAPTHOTO PO3YHHY.
AeTertopom)
6) CnexTp xapakTepHOro Niky Ha Xpomatorpami sunpobysaHoro Bignosigae
POYMHY BIANOBIAAE CREKTRY NiKY KCHAGMETAIONIHY Ha i
XPOMATOrpami CTaHA3PTHOTD POUMHY. :
IDENTIFICATION OF IPRATROPI- a) The retention time of the ipratropium peak in the chromato- Complies
um gram obtained with the test solution should comply with the re-
(LC with DAD detector) tention time of the ipratropium peak in the chromatogram ob-
tained 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 ipratropi-
um peak in the chromatogram of reference solution,
IGEHTHDIKALIA INPATPONIKD a) Yac yTPUMYBAHHA XAPaKTEPHOID NikY Ha XpoMaTorpami Bignosigac
(P — pioOHO-MaTPHUYIHMM BUNPOOYEAHOTO PO3YNHY BIANOBILAE YaCcy YTRPMMYBAHHA NiKy
ASTEHTOROM) inpaTponin Ha XPoMaTorpami CTaHAAPTHORD PO3HUHY.
6) CnexTp xapanTepHoro niky Ha xpomarorpami eunpobyeaHoro Binnosigae
PO34YMHY BIANOBIAIE CNEKTRY NiKY iINPaTpoNin Ha xpomaTorpami
CTAHAAPTHOTD PO3YHHY. |
RELATED SUBSTAMNCES (LC)
Impurity A (xylometazolineg) Mot more than 0,3 % <0, 1%
Impurity C (ipratropium) Mot more than 0,2 % <01 %
Impurity D [ipratropium) Mot more than 0,2 % <0.1%
Impurity F (ipratropium) Not more than 0,2 % <0.1 %
Any other known impurity Not more than 0,2 % <0.1 %
Any other unknown impurity Mot more than 0,1 % <0.1 %
Impurity A (ipratropium) (LC-MS) Not more than 0,2 % <0.1 %
Total impurities Mot more than 0,8 % <(0.1 %
CTOPOHHI JOMILLKH (FX)
Oomiwka & (KcunomeTazonivy) He Ginbwe 0,3 % <0.1%
Domiwka C (inpatponino) He Binbwe 0,2 % a0.1%
Aomiwka D (inpatponin) He Binowe 0,2 % <0.1%
Domiwka F (inpatponig) He Ginbwe 0,2 % <0.1 %
By.ab-AKi iHWi 8i40Mi AOMIWKAK He Ginbwe 0,2 % <0.1%
Ey.ab-AKi iHWI HeBigoMI gomilwkm He Ginbwe 0,1 % <0.1%
Homiwxa A (inparponio} (PX-MC) He Binbwe 0,2 % <0.1%
3aranbHa KiNbKICTe AOMILLIOK He Ginbwe Hiw 0,8 % <0.1 %
NUMBER OF ACTUATION PER Not less than 65 72
CONTAINER
{in-house method)
KINBKICTE 403, WO BUNYC- He meHwe 65 72
KAETLCA 3 KOHTEAHEPA
| (MeTon komnaHii)
DROPLET SIZE DISTRIBUTION
{Ph. Eur, 2.9.31.)
Dw (10) Mot less than 10 um 27 um
Dwv (50) 50 to 150 pm 67 pm
Dw [90) Mot more than 250 pm 142 pm
% VOL of SUB 10 um | = 5% | 0.01%
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PO3NO4UMEHHA KPANENE NO
PO3IMIPY
[Emp. Papm. 2.9.31.)
Dv (10) HE meHwWe, His 10 M 27 MEM
Dv (50) 8ig 50 go 150 mum 67 MEm
Dv (90) He Binble, His 250 Mem 142 mEM
% 0B'eMy HACTOR POIMIDOM MeHWe | £ 5% 0.01%
10 mrm
MEAN WEIGHT OF THE DOSE 0,105 -0,175 g/spray 0.144 g/fspray
{Ph. Eur. 0676)
CEPEQHA MACA A03M 0,105 - 0,175 r/enpucy 0.144 r/snpHcK
(€8p. apm. 0676) e s = o o= o = = |
UNIFORMITY OF MASS Mot more than two from ten individual values can deviate by Complies
{Ph. Eur. DE76) more than 25% from the average value, and none deviate by
rmore than 35%.
OOHOPIAHICTE MACHKH He Binble 2-x iHAWB AYansHMX 3HaUeHs 3 10-Ti MOMYTS BidxH- Bignosinae
(Eap. Papm. 0676) nATHea Ginelwe, Hix Ha 25% 8i4 CEPEAHBOTO 3HAYSHHA | HOOHE

IHAYSHHA HE MOMEe BiaxuAATHEA Binble, Hik Ha 35%.

MEAN DELIVERED DODSE |
{in-house method)

xylometazoline hydrocloride B0-81 pg 72 ug
ipratropium bromide 71-97 ug 85 pg
CEPEQHA A03A, O AOCTAB-
NAETLCA
{MeTog KomnaHii)
KCHNOMETA3ONIHY rigpoxnopyay 60— 81 mkr T2 MKr
inpaTponio Gpomiay 71— 97 mur 85 maKr
MICROBIOLOGICAL PURITY Total aerobic microbial count (TAMC): not more than 10° CFU/ml | Complies
(Ph. Eur. 2.6.12.,, 2.6.13.) Total combined yeasts/moulds count (TYMC): not more than 10°

CFU/ml

- Staphylococcus aurews: absent in 1 ml

- Pseudomonas geruginosa: absentin 1 mi
MIKPOBIONOTN4YHA YMCTOTA 3araneHa KinekicTe agpobHux mikpooprasiamis (TAMC): Bignosigae
(Eep. ®apm. 2.6.12., 2.6.13.) He Ginewe 10° KYO/r

3aransHa KiNeKICTE ARIMAMOBKMXY Ta NAICEHeBUX rpubie (TYMC):
He Binswe 10" KYO/T

- Staphylococcus aureus: BIACYTHIR 8 1 mA

- Pseudormonas geruginosa: BiacytHa 8 1 mn

[ = BMIHAYAETLCA B NPOUSC) BUrOTOBABHHA | BMBYEHHA cTabinkHoCTi

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
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 npo ceprudinayin. Lum A zacsiguyio, wo Haseneda snwe ivdopmayia € gocTosipHoe Ta Touxow. Lo cepilo npogykyii
Gyno eupobneHo (BRAKHAKNNK NaKYSAHHA MAPKYBaHHA) Ta NPOBEASHD KOHTPONL T AKDCTI Ha BMWE3azHaYeHIR AlNbHUW ¥ NOBHIR
BiONOBIAHOCTI 3 BMMOrami GMP, BCTAHOBNEHUMK MICUEBHM DETYAATORHWM ORTaHOM, 3 TaKOW BIANOBIAHD A0 cneumdikauii, wo
MICTATRCA Y pRECTpauiiHOMy focee. MNpoTokonu BWpo0HMUTEA, NaKyBaHHA Ta adanizie Gyno nepernAHyTC Ta BCTAHOBAEHOD
BlanosigHicTE GMP. " o
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