JEPKABHA CJHIYKDBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMHU Y KHiBCBKIHA OBJIACTI

~y

npoBs. Ceitnnunoi Haui, 3, m.Kuie, 02099, ren/axc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €JIPTIOY 37078774

BHMCHOBOK
Hpo sIKiCTH BBC3CHOTO B YKpainy JIiKapcLKore 3acody

28.11.2024 © 6§291/24/10

EBKABAJI® CNPE#H

(HAliMEITYBAIHA TIKAPCHKOr0 $acoBy, 3FIANO 3 peceTpaniiity nocsirieisny)
po3vny HasaabHuil, I Mr/va noe 10 Ma y dusaiconi; o 1 durakony 3 103aTOPOM B KApTOHHIT
YHAKOBUI

. (hopma BUTyCKy, HO3YBAHHS, BUI AKYRAHIS JHKAPCHLKOTQ 3C00Y)
Homep peccrpauiiinoro nécsiggenns UA/13241/02/01 crpok nii pecerpauiiiiioro nocsinuenia 01.01.2099
Cepis nikapenkoro 3acoby Ne 2143934 KinpKicTh BBE3€HOTO Jikapehkoro 3aco6y 70

Bupobuix @apma Bepuirepojie I'm6X, HiMeuynna

(HaliMeRyBaHHA BHPOGHHKA 1iKAPCHKOTO 3acoby, KpaiHa TI0X0JUKCHHS )

Boezeno s Yipainy . Cuiabie yKpaincbKo-eCTOHCHKE NIINPHCMCTRO Y GOpPrii TORAPHCTRR
3 oOMeskeH o BiAnoBigaanuicTio "OnriMa-Dapm, JITH", inewr. xox:
21642228 :

(naitmenysannst Ta koy 3a CAPTIOY woprmuunoi ocobu abo npisshule, is's, 110 farskori (izmaiol
0COOH - IHATPHCMLLL, 1T MICHC TIPORHBAINDL TA PCCCTPAIEI NN HOMCP 0GR IKOBOT KAPTRU (AT HER
nojaTkir abo cepis Ta Homep nacnopra)

"

Iporokou Bizyaubhero Kjonh_’pomplsiz; 23’.“.2'024 ‘Ng3v678/3. '

3a  pesynbTaTaMM  UCPHKABHOIO  KOHTPONIO  BCTAHOBICHO, WO JHKapebkuil  3aci6  Baesewo B Yepainy 3

JOTPHMAHHAM BUMOT 3aKOHOABCTBRA MO0 3a6e3IICUCHHS AIKOCT JIKAPCHKIX 32C0O0IB.

O CPHOMPEHKO
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PHARMA L
WERNIGERODE GagH

Certificate of analyse/
Ceprudikar socri

Name of the product/Hassa nponyxry

Eucabal® spray,nasal solution 1 mg/ml/
Epxaban® crnpeli, pe3unn vazansunil 1| Mr/mi

Pack/Tun ynakosxu

bottle with spray pump 10 ml Nol/
naron 3 jroraropom 10 v Nel

Activity/axTushicrs

1 ml content/ | mn micTurs:

Xylomethazoline hydrochloride/1 mg
KCHJIOMETAZ0MHY THIpoXaopuayl mr

Country of origin/Kpaina noxookerns

Germany/HiMeuunra

- Reg. Certificate No/ Peecrpauiitnuii Homep UA/13241/02/01
Batch No/Homep cepil 2143934
Batch size/Posmip cepii 74480 packs/ynaxoBok
Manuf.date/Jata supobuuiirsa 28.05,2024
Exp. Date/Tepmin npuparnocti 05/2027

Manufacturer/Brupobrnk

Pharima Wemigerode Gmbhy/
Dapma Bepuivepoue I'm6X

Address/Apnpeca

Dornbergsweg 35, 38855 We:nigerode, Germany/
Hopubepreser 35, 38855 Bepuirepone, Himeuunna

Manuf. License No/Bupofuunua niuensia

DE ST 01 MIA 2022 0011

GMP Cert. No/Ceprndirar HBI]

DE ST 01 GMP 2022 0013*

*Ceprudikar HBIT/GMP Certificate No. (Bianosiaso BychosKy 1040 NIATBEPIKERHA BIANOBIAHOCTI YMOB BHPOGHMLTEA
sikapewrux 3acobis numoram HBIT/In accordance to the conclusion of confirmation of GMP in Ukraine Ne 509/2023/c-

1040 sin/did 13.09.2023)

Quality parameters/
Iapamerpu

Limits/
Bumory

Result/
Pesyabrar

1 Deseription/ Onuc
Fur.Ph2.21, 222

Colorless, transparent liquid /Ipozopa GesBapsna
pianHa

complies / sianosinae

2 Odor 3anax
Organnleptic/opeanonenmu
e

Weakly discernible smell /nens sinuyrHuii 3anax

complies / signosinace

3 Vial content / Not less than the nominal /He MeHite HOMiHaNb-OTO 10,4 ml (mn)
Haunosuenns duaxona

4 Density/T'yernua 1,000 - 1,010 1,0057
Lur.Ph.2.2.5

5 Refractive index/ 1,330 - 1,350 1,3364
Moxasuux samomiaequs

Eur.Pi2.2.6 ,

6 pH Fur.Ph.2.2.3 3.5~ 0,1 5,85

7 Identity/ Ineswrnanicrs

Xylomethazoline
hydvochloride/
Keunosentazoniny
2idpoxiaopud
HPLC /BEPX

Retention time of Xylometazoline hydrochlorids
must comply with reference solution /

Yac yrpuMaHtg KCHIOMETA30MHY Ha XpOMATOr pami
TECT-PO3UMHY MOBHHEH BIJNOBIRATH Yacy YTPHVAHHS
KCHJTOMETa30/TiHy Ha XPOMATOrpami CraHiapTHoro
postiuny.

complies / Bignosigac

Benzalkonium chiovide/
Bewsanxouio xnopuo
HPLC /BEPX

Retention time of Benzalkonium chioride must
comply with reference solution /

Yac yTpuMaHHa BeH3ankonio XaopHiy Ha
XPOMATOrpami TeCT-po3HKHHY MOBHHEH BiANOsi1aTH
yacy yTpumanns Sensanxoniio Xnopuay Ha

complies / sinnosinac
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8 Impurity/ Tomimxu
HPLC /BEPX
Impurity A/ Jlomimxa A | <3 % < 0,05 %
Benzyl alcohol/
Bersmopnit criupr <0,5% 0,30 %
Benzaldehyde/
beusanpnerun <0,15% 0,06 %
Unspecified impurities/
HEBU3HAYCHI, OKPEMO <0,20 % 0,07 % (rrt 0,43)
Sum of impurities/
CyMa IOMiIoK <3,0% 0,43 %
9 Micrabiological purity/ | TAMC <102 CFU/mI(KYO/mn) < 10 CFUMIKYO/mn)
MixpoGiosoriuna TYMC £ 10' CFU/mMIKYO/mn) <10 CFU/mI(KYO/ma)
GHCTOTA Staphylococcus aurcus absent in 1 ml /sincyrui £ complics / sinnosinac
EurPh.2.6.12, 2.6.13 Imn
Pseudomonas aeruginosa absent in 1 ml /sigcyrri 8 complies / Biznosinae
LM
10 Assay /Kinskicue snsnavenns
Xyplomethazoline 95-105 mg/100 ml (Mr/100 ) 99,70 mg/100 ml (mMr/100
hydrochlovide/ M)
KCUNOMEMU3ONINy
2iopoxnopud
HPLC /BEPX
Benzalkonium chloride/ Release/sunycx 20,05 mg/100 ml (mr/100
Beuzanxonito xnopud 18-22 mg/100 ml (Mr/100 mn) Mi1)
HPLC /BEPX Shelf-lifelanpodosorc mepminy npudarocmi
16-22 mg/100 m! (mr/100 mn)

Hiarsepmxenns sinnosigmocri/Confirmation of compliance:

iy s minTeepmkyro, 110 us napris mikapehkux 3aco6is BUrOTORNEHE Ta TPOHILIA IEPERIPKY BIAMOBIAHO
IO iHCTPYKUiH CTOCOBHO 06iry miKapehbKux 3acobis. [HCTpYXUiT 3a/030BHAIOTL BUMOraM 3akony npo

nikapekki 3acobu (AMG) ta ITocrasonu NP0 BHrOTOBJIEHHA JIKAPCEKMX 3acoBiB Ta NUOUMX pevoBHH
(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
(AMWHYV),

OxpiM uporo, s MiATBEPIXKYIO, 1O HaBeAEHA indopmauis € cnpamiHpolo Ta npasunbnon. Cepis
(PORYKTY Byna BUTOTOBJCHA (BIIIOYAIOUM TAKYBANHS/MAPKYBalHi) Ta nepeBipena 3a3HaYenum BHIIG
NIANPHEMCTROM-BUPOBHHKOM Yy TOBHIM BianosimHocT 3 BEMOraMH (OO Hanexnoi Bupobunuof
Hpawruen (GMP) pismnosinansaoro oprany imcrexuii, a racox BANOBIANO J1o cnenuicauii, o
MICTSIThCS Y peecTpaniiinoMy gocee. Bupobuuua AOKYMEHTALLS, MPOTOKOM MAKYBANUS TA HPOTOKON
KOHTPOJIIO SKOCTI NPOUINITH NEpeBipKy Ta BIANOBIAAKTS YCTAHOBIEHRY napametpam GMP.



Besides, 1 confirm that the information presented is true and correct. The product batch has been
manufactured, packaged, labeled and tested by the above manufecturer 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). '

Hara/Date: ‘@f((ﬂzbébf

Ynosuosaxena ocoba/ Qualified person (name, signature) Dr. Oliver Meiliner
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