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Certificate of analyse/

Ceprudikar axocri

LA

Name of the product/Ha3zsa nponyxry

Eucabal® drops,nasal drops 1 mg/ml/
EBkaban® kparui, xpamsi | mr/mn

Pack/Tun ynakonxu

bottle 10 mi Nol/
dyakon 10 My Nel

Activity/aKTUBHICTD

I mi content/ | mn MicTuTE;
Xylomethazoline hydrochloride/1 mg
KCHAOMETa307iHY riapoxnopuay | mr

Country of origin/Kpaiua noxompkeHHs

Germany/HimMeuunna

Reg. Certificate No/ Peectpautiiiunit Homep

UA/13241/01/01

Batch No/Homep cepii 2131237

Batch size/Po3mip cepil 73478 packs/ynakosok

Manuf.date/Jata BnpoSumirsa 01.11.2023

Exp. Date/Tepmin npunarnocri 11/2026

Manufacturer/BupoGuux Pharma Wernigerode GmbH/
Dapma Bepuirepone I'moX

Address/Aapeca

Dornbergsweg 35, 38855 Wernigerode, Germany/
Hopubepreser 35, 38855 Bepuirepone, Himeuunna

Manuf. License No/Bupofuuua ninemis

GMP Cert. No/Ceprudixar HBIT

DE_ST 01 _MIA_2021 0016

DE ST 01 GMP 2021 0025

Quality parameters/ Limits/ Result/
Iiapamerpn Bumoru Pesynprar
I Description/ Onite Colorless, transparent liquid /TIposopa 6e36aprHa complies / Binnorinae
Eur Ph221 222 pLAMHA

2 Odor Banax

Organoleptic/opeanonenmu
YHO

Weakly discernible smell /neas BinuyTHui 2anax

conmplies / Bianorinae

3 Vial content / Not less than the nominal /He menme Hominanshoro | 10,4 mi (1)
Hanosueuns ¢gpaaxona

4 Density/Tyernua 1,600 — 1,010 1,0076

Eur. Ph.2.2.5

3 Refractive index/ 1,330 — 1,350 1,3365
Hoxkasnug zajsomjaenun

Lur.Ph2.26

6 pH Fur.Ph.2.2.3 5,5-6,1 5,84

7 Ldentity/ InenTuunicrs

Xylomethazoline
hydrochloride/
KCHIoMema3oniny
2IOpOXIOpPUO
HPLC /BEPX
PO3UHHY.,

Retention time of Xylometazoline hydrochloride
must comply with reference solution /

Hac yTpumanHs KCHIOMETa30M1iHY Ha XpoMaTorpami
TECT-POUMHY LIUBAHEH BLUIOBIUEIM Y4CY VIPUMaHHs
KCUIOMETA3OMIHY Ha XPOMATOrPaMi CTaHaapTHOrO

complies / signoBiaae

Benzalkoninum chiloride/

bensanxoniro xaopud
HPLC /BEPX

Retention time of Benzalkonium chloride must
comply with reference solution /

Hac yrpumanna GeH3ankoHito X10puay Ha
XpoMaTorpami TeCT-pO3YHHY MOBMHEH BiANOBIIATH
4aCy YTPUMAaHHSA OEH3aNKOHII0 XJIOPHIY Ha
XpoMaTorpami CTRHAAPTHOrO PO34HNY.

complies / signosinae




PHARMA 3
WERNIGERODE GanH

8§ Impurity/{omincn
HPLC /BEPX
Impurity A/ Tomimka A | <3 % < 0,05 %
Benzyl alcohol/
beH3HI0BUH CIIUPT <0,5% 0,31 %
Benzaldehyde/
beusanbaeru <0,15% 0,07%
Unspecified impurities/
HEBH3HAMCHL, OKPEMO < 0,20 % < 0,05 %
Sum of impurities/
cymMa AOMIIIIOK <3,0% 0,38 %
9 Microbiological purity/ | TAMC < 10° CFU/mI(KYO/mn) < 10 CFU/mI(KYO/mn)
MigpobGiosoriusa TYMC < 10" CFU/mI(KYO/mn) < 10 CFU/mI(KYO/mn)
YHCTOTA Staphylococcus aureus absent in 1 ml /BiacyTHi B complies / Biarosiaac
Eur.Ph.2.6.12, 2.6.13 {Mn
Pseudomonas aeruginosa absent in | ml /gigcytHi B8 | complies / ianosigac
1 M1
10 Assay /KiankicHe BU3HAMEHHSA
Xyvlomethazoline 95-105 mg/100 ml (mr/100 mn) 99,40 mg/100 ml (mr/100
lydrochloride/ MJ1)
KCUTOMEMA3ONTIY
2iopoxaopuo
HPLC /BEPX
Benzalkonium chioride/ Release/sunyck 20,56 mg/100 ml (mr/100
bernsaaronio xnopuo 18-22 mg/100 ml (Mr/100 mn) MUJT)
HPLC /BEPX Shelf-life/anpodosoc mepyiny npudanmocmi
16-22 mg/100 ml (mr/100 mn)

HinTeepmxenns pianosinnocTi/Confirmation of compliance:

LiuM st mMATBEPIKYIO, IO LA HAPTIs NKAPCHKUX 32c00iB BUTOTORJIEHA TA POHUIINIA HEPERiPKY BiATOBITHO
A0 IHCTPYKUIH CTOCOBHO 0OIry nikapcebkuX 3acofiB, IHCTpykuil 3a/0BOABHAOTE BHMOIaM 3aKOHY HOpoO

nikapepk: 3acobu (AMG) ta [locTaHoBH PO BUFOTOBAEHHS JHKAPCLKHX 3aC0O0IB Ta MI0YMX PEUOBUH
(AMWHY).

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 of Medicinal Products and active Substances
(AMWHY).

OxkpiM 1BOTO, % DIATBEPIDKYIO, IO [aBefieHa iHQOpPMAI[S € CrpaBXKHBOK Ta TpaBHiIbHOIO. Cepis
npojyKTy Oyna BHIOTOBAEHA (BKIIQUAIQUY TAKYBAHHA/MapKyBaHHs) Ta IEpeBIpeHa 3a3HaYeHUM BUIIC
M IIPHEMCTBOM-BUPOOHUKOM P tm%%‘iﬁ‘ BOBLAHOCTI 3 pBUMOramu Imofo Hanexwoi Bupobuudoi
[Tpaktuxu (GMP) Biznogizd HHY S OPres cnemli'f, a TAKoX BIANOBLIHO JIo cneumdikaiif, mo

¥ JOCEa,0BUpOREM#N foxyMenTanis, MPOTOKOIM IAaKyBaHHA Ta IIPOTOKOI

MICTATACS y peecTpauitngli
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Besides, I 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
requircments 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).
Hara/Date: 12, DEZ. 073

YnosHosaxcena ocoba/ Qualified person (name, signature) Dr. Oliver Meifiner




