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Besides, | confirm that the information presented is true and correct. The product batch has been
manufactured, packaged, labeled and tested by the above manufacturer in full compliance with

requirements of Good manufacturing Practice (GMP) of the relevant inspecting authority and in
compliance with specification in the registration dossier. Manufacturing documentation, packaging

protocols and quality control protocol are tested and comply with requirements of Good manufacturing
Practice (GMP).

Nava/Date: 1§, FEQ. 2072
L—: = .
VnosHosaxeua ocoba/ Qualified person (name. signature) Dr.O.MeiBner 87 A \\




JIEPXIIKCITYKBA
I[EP)KABHA CJIYIKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU
Y JHIITPOOETPOBCBHKIN OBJIACTI

Huinpo, n.Co6opha,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPIIOY 37070665

BUCHOBOK
Npo SIKiCTH BBE3€HOro B YKpaiHy JikapchbKoro 3acody

17.02.2023 Ne 6819/23/0411

EBKABAJI® KPATLII JIJIS1 NITEM

(HaHMEHYBaHHs JIIKAPCHKOTO 3ac00y 3riIHO 3 peecTpaLifHIUM NoCBiMueHHIM)
kpamii, 0,5 Mr/ma o 10 v y thaaxoni, mo 1 clmalcouy B KapTOHHiH ynaxkoBii

(thopma BuTyCKY, T03YBaHNA, BHI TAKYBAHHS Jikapcskoro 3acoby)

Homep peectpauiiisoro nocinuenns UA/13241/01/02 crpox nif peectpauiiinoro nocsinuenns 01.01.2099

Cepis nikapcekoro saco6y Ne 2091850 Kinekicts BBe3eHoro nikapcskoro saco6y 1000
Bupo6Gauk ®apma Bepuirepone I'm6X, Himeuunna
; (naliMenyBaHHs nnpoﬁnu_xa JlikapckKkoro 3acofy, Kpailna noxXomkeHHs)
BBeseno B Ykpainy ToBapHCTBO 3 06GMEKEHOI0 BIANOBIAAILHICTIO "Benura. JITA", inenr.
kon: 21947206

(Hatimernypanns Ta koa 3a €JPIIOY wpuaudnoi ocobu abo npizeuiue, iM's, 10 GaThKoBi iznHuHOT
0co0H = nignpxems, i Miclie POXKUBAHHS Ta pecCTpailiHmi HoMep 06aiKOBOT KAPTKH MIaTHHKA
nojarkis aGo cepis Ta HoMep nacnopra)

IIporokoa Bisyansnoro konrpomo sin 16.02.2023 Ne 07-01/380/5.

3a  pesynbTaTaMu JEpP/KaBHOTO KOHTPONIO BCTAHOBJICHO, MO nikapcekuii  3aci6  BBeseHo B Vkpaimy 3
AOTPHMAHHSAM BUMOT 3aKOHOABCTBA MO0 3a0€3NeYeHH AKOCTI JTiKapCHKHX 3aC0GiB. .

Hauanpuauk JlepixaBHOI Ciryk0H 3
JIKapCHKHX 3aCO0IB Ta KOHTPOJIO 3

. HapkoTukamu y JlainponeTpoBcekiit
obacri : '

IOmis OBYAPEHKO

(mocanosa ocoBa oprany JepKaBHOIO KOHTPOIO) (ninrMc)/ (ininiann Ta npizeHie)




L TRUAVENE
Wersiurronr Gyapil

Certificate of analyse/
Ceprudixar akocri

Name of the product/Hatsa npoaykry

Pack/Tun ynaxoskis

| Eexaband xpanai ans aireii, kpanai 0,5 S Mr/an

Eucabal® draps for children.nasal drops 0.5 mg/mll ™

bottle 10 ! Nol/
thnaon 10 ma Nl

Activity/akrsegnicrn T

| ml content/ | ma micTHTs:
Xylomethazoline hydrochloride 0,5 mg/
KCHNOMETaIONINY rispoxiopuay 0.5 mr

Country of origin/Kpaiua NOXOMKEHHS
Reg, Certificate No/ Peectpauifinnfi HOMED

Germany/Himeyunna

UA/13241/01/02

Batch No/Howmep cepii 2001850 ' T
Batch size/Posnip cepii 45816 packs/ynaxosox -
Manuf.date/fJava pitpoGusirraa '31.01.2022 —
Exp. Date/Tepmin npugatnocti 01/2025
Manufacturer/BupoBuux Pharma Wernigerode GmbH/
3 Qapma Bepuirepone MbX
Address/Anpeca Dombergsweg 35, 38855 Wernigerode, Germany/

Manuf, License No/BupoGuuua ninensis

Hopubeprceer 35, 18855 Bepuirepone, FHimeuusuua
DE_ST 01 MIA 202[ 0016

GMP Cert. No/C epTdixar HBI

DE ST 01_GMP 2021 0035

Quality parameters/

Ifapanerpn

Limits/
Bamorn

1 Description/ Onne
Eur.Ph2.2./, 2.2.2

“Colorless, transparent liquid Mposopa Geaﬁa;;;-na

Result/
Peayanrat

piauua

2 Odor /3anax
Organoleptic/
OPZANVILNNIINNO

complies / signosinae

Weakly discernible smell /neqs sinuyTHHHE anax

complies / pignosinae

3 Vial content /
Hanosuennn paaxona

Not less than the nominal /He menwe HOMiIHankHOro

10,4 ml (mm)

4 Density/Tyeruna
EurPh.2.35 .

1,000 - 1,010

1,0075

5 Refractive Index/
HMoxanunx 3anorsnennn
Eur-Ph2.2.6

1,336 - 1,350

1,330

6 pH Eur. Ph.2.2.3

5,5 - 6,1

5,81

7 Identity/ Inerraunicrs,

PO3HHHY.

Xylomethazoline Retention time of Xylometazoline hydrachloride complies / sinnoniane
hydrociilorides must comply with reference solution /

Keunosemadoniny Yac yTpumanus KCHIOMETAZoNIHY Ha XpoMaTorpami

2idpoxnopud TECT-POIUHHY TOBHHCH BIAMOBIAATH HaCy yTpUMaHHs

HPLC /BEPX KCHNOMETAIONIHY Ha XpOMATO rpami CTAHZAPTHOrO

Benzalkontum d:}rs}fde/
Benaarkonie xropug
HPLC /BEPY

Retention time of Benzalkonium chloride must
comply with reference solution /
Yac yTpimanns Geniamconio XNopHay Ha

XPOMATOr paMi TECT-POIUHHY NOBUHEH BiRNOEiAATH
qacy yrpumanun Getsnnkonito xnopuay Ha
XPOMATOrpaMi CTAHAAPTHOrD PoTuMHy.

Bk Gy /0054 Big 450,40

-
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PHARN A
Wersintrone Gl

Pack/Tun ynakosku

Activity/ak rusHic s

Name of the p_m-duch’l-lmsa NponyKTy

Certificate of analyse/
CepTudikar sakocri

bottle 10 ml Nol/
hnaxon 10 sin Nol
I ml content/ | Ma MicTHTB:

KCHJIOMETa30iHYy riapoxiopuay 0.5

 Country of origin/Kpaina noxomkens

Germany/Himeuunna

Eucabal® drops for children.nasal drops 0.5 mg/inl/
Epkadan® kpani s aited, kpanai 0.5 Mr/ya

Xylomethazoline hydrochloride 0,5 mg/

My

Reg. Certificate No/ Peecrpau,luﬂuu HOMEp

Batch NoiHoucp cepu
Batch size/Posmip cepif

| UA/13241/01/02

2091850

45816 packs/ynakosok

Manuf.date//lata BupoOHuuTBa

31.01.2022

Exp. Date/Tepmin npusatHocTi

01/2025

Manufacturer/BupobHuk Pharma Wernigerode GmbH/
Mapma Bepuirepoge ['m6X
Address/Anpeca Dornbergsweg 35, 38855 Wernigerode, Germany/

Hopubepreser 35, 38855 Bepuirepoae, Himeuunna

Manuf. License No/BupoGHHua niuensis

DE ST 01 MIA 2021 0016

GMP Cert. No/CepfrmpmaT HBII

DE_ST 01_GMP 2021 0025

Quality parameters/ Limits/ Result/
IMapamerpu Bumoru Pesyasrart
Colorless, transparent liquid /[Tpo3opa Ge36apsua complies / signosigae

1 ﬁéscription! Onue

Eur.Ph2.2.1 222 plavHa

2 Odor /3anax Weakly discernible smell /neas iguyTauii 3anax complies / Bianosinae
Organoleptic/

OP2AHOALNMUIHO

3 Vial content / Not less than the nominal /He meHiue HomiHaABHOrO 10,4 ml (mn)
HanoBuennna paaxkona

4 Density/T'ycruua 1.000 - 1,010 1,0075
Eur.Ph.2.2.5 -

5 Refractive index/ 1,330 - 1,350 1,330
IMokazuuk 3anomaeHnn

Eur.Ph.2.2.6

6 pH Ewr.Ph.2.2.3 5,5-6,1 o | 5,81

7 Identity/ InenTuusicTs

Xylomethazoline
hydrochloride/
Kcuromemasoainy
2idpoxropud
HPLC /BEPY

Retention time of Xylometazoline hydrochloride
must comply with reference solution /

Hac yTpumaHus KCHMIOMETA30/1iHY HA XPOMATOr pami
TECT-PO3YMHY MMOBHHCH BiAMOBINATH Yacy YTPUMAHHS
KCH/IOMETA30J1iHY HAa XPOMaTorpami cTaHIapTHOrO
pO3HHHY.

complies / Bianoginae

Benzalkonium chioride/
Benzaakonito xropuo
HPLC /BEPX

Retention time of Benzalkonium chloride must
comply with reference solution / y
Yac yrpumatins GeuaJKoHIIO XJ0pUHILY Ha

XpoMator pam TECT-POIYHHY NOBHHEH BIﬂIIOBlﬂa‘é e “2
4acy yTpUMaHHs GEH3a/IKOHII0 XI0pHAY Ha QL

XpoMaTtorpaMi CTaHAAPTHOrO PO3HYMHY. W <

4 _\'.‘-_I. : 3 0 ".1
% i)
I/ /
1 Pi
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Proaraas
WerstGeEroDE GyisH
| 8 Impurity/doMmimkn
HPLC /BEPX
[mpurity A/ JTomimka A | <3 % <0.05 %
Benzyl alcohol/
BewsuiloBuit cnupt <0.5% 0.29 %
| Benzaldehyde/
bensaneneru <0.15% 0.07 %
Unspecitied impurities/
HEBH3HAYEH], OKPEMO <0,20 % <0,05%
Sum ot impurities/
CyMa JIOMIMIoK [=£3.0% - 10,36% B
9 Microbiological purity/ | TAMC < 10* CFU/mI(KYO/ma) < 10 CFU/mI(KVO/mn)
Mikpo6ionoriuna TYMC < 10' CFU/mI(KYO/mn) < 10 CFU/mI(KYO/mn)
YHCTOTA Staphylococcus aureus absent in 1 ml /BigcyTHi B complies / Binnosigae
Eur.Ph.2.6.12, 2.6.13 Imn
Pseudomonas aeruginosa absent in | ml /siacytui 8 | complies / Bianosinae
LM
10 Assay /KinbkicHe BH3HAYeHHA }
Xplomethazoline 47,5-52.5 mg/100 m! (mr/100 mn) 49,54 mg/100 ml (mr/100
hydrochloride/ M)
KCHAOMEMAZOAINY
zidpoxopuod
HPLC /BEPX ——— {
Benzalkonium chioride/ Release/sunyer 19,35 mg/100 ml (mr/100
Benszanxonito xnopuo 18-22 mg/100 ml (Mmr/100 M) MJT)
HPLC /BEPX Shelf-life/enpooveoic mepminy npudamnocmi
| 16-22 mg/100 ml (mr/100 mn)

ITiarBepmxennn BinnosiaHocti/Confirmation of compliance:

[lum 51 miaTBEPOKYIO, IO U MApTis JiKapebkHX 3acobiB BHIOTOBJIEHA Ta (IPOHLIA NEPEBIPKY Bi/INMOBIAHO
JI0 iHCTpYKUii cTocoBHO 06iry JslikapcekuX 3acobiB. [HCTPYKIIT 3a0BONBHAIOTE BUMOTaM 3aKOHY 0pO
nikapewki 3aco6u (AMG) Ta [loctaHoBH PO BUrOTOBJICHHS JIKAPCHKHX 3aco0iB Ta JIIOUHX PEHOBHH
(AMWHYV).

Hereby I confirm that this medicinal product batch was manufactured and tested in accordance with
instructions on medicinal products turnover. The instructions comply with requirements of the Medicinal
Products Act (AMG) and Ordinance for the Manufacture ot Medicinal Products and active Substances
(AMWHYV).

OKpiM 1BOro, s MIATBEPIKYI. IO HaBeJeHa iH(oOpMALis € CHpaRKHBOK Ta MpaBuibHOW0. Cepis
MPORYKTY Gyna BUTOTOBIEHA (BKIIOHAOYH naxysaﬂnm’uapxysanua) T4 [1epeBipeHa Ja3Ha4YeHuM BULLE
i ANPUEMCTBOM-BUPOOHMKOM y TMOBHIH BIAMOBIAHOCTI 3 BUMOramMu MOJS" Hanexmal Bupobuuuoi
[paktixu (GMP) sianoBizaibHOro opraHy iHCHeKdii, a Takox Blﬂnqﬁ'ﬂp@ [0 CHeHAR
MICTATBCA Y peec*rpamﬁuomy poche. BupobHuya QoKyMeHTaLlisl. npo'r;,sigor(u’,r BIcyBaHIs 1* \
KOHTPOJIIO SKOCTI HPOHLUTH IEPEBIPKY Ta BiIMOBIAAOTH YCTAHOBICHUM {mpaﬁ/{{;;w GMP* \

A //’7:71;}
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