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Certificate of analyse/
CeprHdikar axocri

Name of the product/Hazsa npo,aymy T

Eucabal® spray,nasal solution 1 mg/ml/
Eskaban® cripet, posunn Hazansumi | mr/vn

Pack/Twn ynakosku

bottle with spray pump [0 m] Nol/
(aaxon 3 aosatopom 10 mn Nel

1 Activity/akTHBHICTD

| ml content/ | MA MICTHTE:

Xylomethazoline hydrochloride/I mg
KCHIIOMETa30MIHY HiaApoXIopray ] Mo

{ Country of origin/Kpaixa noxomkeHHs Germany/Himeuuynna
Reg. Certificate No/ Peectpauifinmit nomep UA/13241/02/01
Batch No/Homep cepii 2117060
| Batch size/Po3mip cepii 73960 packs/ynakoBok
{ Manuf.date//lata BupobruuTea 15.03.2023
1 Exp. Date/Tepmin npunarnocri 03/2026

Manufacturer/Bupobuuk

Pharma Wernigerode GmbH/
Dapma Bepnirepoge 'm6X

| Address/Anpeca Dornbergsweg 35, 38855 Wernigerode, Germany/
Jopubepreser 335, 38855 Bepuirepoae, Himewunua
Manuf. License No/BupoGuuua nineHsis DE_ST 01 _MIA 2022 0011
GMP Cert. No/Ceprudikar HBI1 DE ST 01 _GMP 2022 0018
Quality parameters/ Limits/ Result/
[TapameTpn Bumorn PesyanTar

I Description/ Onne
{ Ewr.Ph 221 222

Colorless, transparent liquid /[Tposopa 6e36apsa
pIAMHA

~complics / Bianosigae

2 Odor Banax

| Organoleptic/opeanonenmu

1 YHO

Weakly discernible smell /nean sinuytHMii 3anax

complies / Bignosiaae

3 Vial content /
Hanosuenns guaxona

Not less than the nominal /He MeHlile HOMIHATILHOrO

10,3 mi (M)

1,0076

4 Density/T'ycruna 1,OGO —- 1,010

Eur.Ph2235

5 Refractive index/ 1,330 - 1,350 1,3365
IokasHHK 3a/10MIeHEH

Eur Ph.2.2.6 o |
6 pH Eur.Ph.2,2.3 3,5-6,1 5,82

7 Identity/ IneHTHuHiCTE

Xylomethazoline
hydrochloride/
KCHAOMEMA30iHY
2i0poxnopo
HPLC /BEPX

Retention time of Xylometazoline hydrochloride
must comply with reference solution /

Hac yTpuMaHHs KCUIOMETa30/iHy HA XpoMaTorpami

TECT-PO3UHHY NOBHHEH BIANOBIAATH HYaCy YTPUMAHHA
KCHTOMETa30/IHY. HA XPOMATOrpaMi CTaHAaPTHOTO
PO34HHY.

complies / Bianosinae

Benzalkonium chloride/
beunszanxoniio xaopuo
HPLC /BEPX

Retention time of Benzalkonium chloride must
comply with reference solution /

Hac yTprmanus GeH3aIKOHI0 XJI0pUAY Ha
XPOMaTorpaml TeCT-pO3HHHY NMOBHHEH BiAHOBIAATH
HacCy YTpUMaHH: DEH3aNKOHII0 XJIOpHUAY Ha

"\ XpOMaTorpaMi crauaapTHOro posunny.

complies / Bignosinae

Seam N 6135 1100, ¢ 77




Pragaa L4 |
WeErsIGErODE GainH

8 Impurity/ {omimxn
HPLC /BEPX | |
Impurity A/ Jomimka A | <3 % <0,05 %
Benzyl alcohol/
Benzunosuii cniupt < 0,5% 0,30 %
Benzaldehyde/ |
Benzanenerun 1 <0,15% 0,06 %
Unspecified impurities/ |
HEBU3HAUEHI, OKPEMO <0,20% < (,05%
Sum of impurities/ |
CyMa JOMILIOK 1 =£3,0% L 0,36 % N
9 Microbiological punty/ TAMC < i0? CFU/ml(KYO/wm) < | CFU/mI{KYO/mn)
Mikpobionoriuna TYMC < 10" CFU/mI(KYO/mn) <1 CFU/mI(KYO/mn)
yHCTOTA Staphylococcus aureus absent.in | ml /BiacyTui s -complies/ sianosigae
FEur Ph.2.6.12, 2.6.13 Inmn |
Pseudomonas aeruginosa absent in 1 ml /BiacyTHi B complies/ Bianosigae
Ima
10 Assay /KisibkicHe BH3HAYeHHS :
Xylomethazoline 95-105 mg/100 m! (mMr/100 mn) 69,17 mg/100 ml {mr/100
hydrochloride/ MIT)
KCUTOMEmA30iHy |
2iopoxnopuo
HPLC /BEPX 1 | L
Benzalkonium chioride/ Release/sunyck 19,75 mg/100 ml (mr/100
benzanxonite xnopuo 18-22 mg/100 ml (mc/100 mn) MJT)
HPLC /BEPX Shelf-life/enpooossic mepminy npudamuocmi
| 16-22 mg/100 mi (Mr/100 mi)

Higreeprxenns signmopiznocti/Confirmation of compliance:

LM s T ATBEPKYIO, IO U MADPTIS NiKapchkux 3acoGiB BUrOTOBNEHA T4 APOiina HEPEBIPKY BIATOBI ARG
JI0 IHCTPYKUiH CTOCOBHO 06iry nikapchinx 3acoGis. IHCTPYKIiT 3a10BOTLHAIOTE BUMOraM 3aKkoHY PO
nikapcekl 3acobu (AMG) ta ITocTaHOBM NMpo BUTOTOBNEHHS JIKAPCHKMX 3aCO0iB Ta MIIOYHX PEUOBHH

(AMWHV),

Hereby 1 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),

OxpiM 10T, niHTBepH}t{ymj. U0 HaBeaeHa 1H(GOPMALIL € CIPABKHLOI Ta MpaBMiIsHOK. Cepist
NpoayKTy Oyna BHIOTOBACHA (BKIIOYAIOUM [AKYBAaHHS/MApKyBaHHA) Ta mEpeRipeHa 3a3HAYCHHUM BHIIE
HiﬂaneMCTBOM-BHpOE)HHKOM‘ Yy MOBHIM BIANOBIAHOCTI 3 BuMoramu oo Hanpexuol Bupofuuuoi
ITpaktuxku (GMP) BianoBiganpHOTO Opravy IHCIEKIII, & TaKOXK BI,IIHOBI,I[HO J0--CU um{m{aum 1o
MICTSITECS ¥ peecq‘paumHomy nocke. BupoOHMYA JOKyMEHTamis, npo*rom RV |
KOHTPOIIIO #KOCT} NPOMILIM NEPEBIPKY Ta BiANOBIAAIOTE YCTAHOB/ICHHUM 1A




PrARs
WrraNiuerrons Oyl

Besides, T 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).

Jara/Date: {7, MA] 2823

YnosrosaxeHa ocoba/ Qualified person (naine, signature)  Dr.Oliver MeiBner .




