AEPKABHA CIIVABA 3 TIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTNKAMHM Y KHIBCBKIHN ObJACTI

npos. Citnuunoi Haaii, 3, M. Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €OPIIOY 37078774

BHCHOBOK
PO AKICTH BBE3EHOro B YKpainy JiKapchbKoro 3acofy

26.01.2024 Ne 2276/24/10

EBKADBAJI® KPATLII

(naiivenypayuns dixkapeexore sacofly sriryo 3 peecTpanifinun NOCBiTYSHIANM)
kpanai, I Mr/mi; mo 10 ma y duraxoni; o 1 gaakody B KaproaHii ynaxkoiti

(thopma BHNYCKY, N03VBEHEA, BHE NAKYBaHHAR JiXapcekoro 3acoby)

Houep peectpaniioro nocsiasenus UA/13241/01/01 crpox aii peectpauiiiuoro nocsizuenns 01.01.2099

Cepis nikapesxoro 3acoBy Ne 2131237 Kinnxicre BRezenoro nixapeskoro sacofy 1650
Brpobmix ®apma Beprirepoae I'm0X, Himeuunua
(matimeityparis spoGHIKa Jikapeskoro 3acoby, kpaika noX0mreNAT)
Bpe3eHo B Yipainy CHinbne yKpaiHCBKO-eCTOHCEKE MANPHEMCTRO Y dopMi TOBApHCTRA
3. 06MexeH010 BignosigaabHicTIo "OnTiMa-Papm, JATA", inent. koa:
21642228

(nafimenypaiud T2 ko 3a €APFIOY opnanyied ocofu abo upizsmme, iM'g, no OarsioBi hiztrynol
ocobu - nixnpuevus, i mtcite MPORNBAAKA TR peECTpaliiiiull HoMep oBAIROBO! KAPTKH NAATHNED
TieaTkie abo cepid Ta HoMep HaciopTa)

MpoTokexn sisyaneHoro kourponio sig 26.01.2024 Ne 0169/2.

3z pesyALTATAMH  JEPHABHOLO KOHTPOMK BCTAHOBASHO, IO JNIKAPCBKUE 3ac¢i6  BBeleHo 8 VYEpainy 3
AOTPHMAHHAM sUMOr 3aK0HOAABCTBA MO0 3a0EINCUCHA AKOCTI MLIXAPCHKHX 3dcobin.

Bitaniit BOHIAPEHKO

(iniuinseTa npisaiLe)




Prarars
Wennrceroor Gyl

Certificate of analyse/

Ceprudikar axocri

A

Name of the product/Hazsa npogyxry

Eucabal® drops,nasal drops 1 mg/ml/
Epkaban® wpanti, kparni | mr/mn

Pack/Tun ynaxkoeku

battle 10 mi Nol/
daakoH 10 My Nol

Activity/akTHBHicTs

1 mi content/ | mn MicTHTS;
Xylomethazoline hydrochloride/1 mg
KCHIOMETA30iHY riapoxnopuay ! mr

Country of origin/Kpaina noxomkeHHs

Germany/HiMeuunna

Reg. Certificate No/ Peectpauiiinmit Homep

UA/13241/01/01

Batch No/Homep cepii 2131237

Batch size/Poamip cepii 73478 packs/ynakosok
Manuf.date/Jara BupoSuuuTsa 01.11.2023

Exp. Date/Tepmin npupatuocti 11/2026

Manufacturer/BupoGrux

Pharma Wernigerode GmbH/
Dapma Bepuirepoae F'm6X

Address/Aapeca

Dombergsweg 35, 38855 Wernigerode, Germany/
Jopubepreeer 35, 38855 Bepuirepone, Himeuunna

Manuf. License No/Bupofuuua ninensis

DE_ST 01 MIA 2021 0016

GMP Cert. No/Ceprudikar HBIT

DE ST_01_GMP_2021 0025

Quality parameters/
Ilapamerpn

Limits/
Bumorn

Result/
Pesynbrar

1 Description/ Onne

Colorless, transparent liquid /Tlposopa 6e36apana
piaMHAa

complies / ginnorinac

2 Odor 3anax
Organoleptic/opeanonenmu
YKo

Weakly discernible smell /neas BinuyThumii 3amax

complies / sianopiaae

3 Vial content / Not less than the nominal /He menme vominansioro | 10,4 mi (M)
Hanopuenna gaaxona

4 Density/Tyernua 1,000 — 1,010 1,0076

Euwr Ph.2.2.5

3 Refractive index/ 1,330 — 1,350 1,3365
Hoxkasnux zagsoMaenusn

Eur Ph.2.2.6

6 pH Eur.Ph.2.2.3 5,5-6.1 5,84

7 Identity/ Inenruunicre

Xylomethazoline
hydrochloride/
Keuromemazoniny
2idpoxnopud
HPLC /BEPX

Retention time ol Xylometazoline hydrochloride
must comply with reference solution /

Hac yTpumanus kcunomerasoniny ua xpomarorpami
TECT-PUSHMHY LIUBMHEH BILIOBIAEIM YaCy yTPMMaHHK
KCUIOMETA30IiHY Ha XPOMATOrPaMi CTaHAapTHOrO
PO3HHHY.,

complies / gignoeinae

Benzalkonium chloride/
Benzanxoniro x1opud
HPLC /BEPX

Retention time of Benzalkonium chloride must
comply with reference solution /

Hac yrpumarua GensankoHito Xnopuay Ha
XpoMaTorpami TECT-po3uHHY ROBUHEH BiAMNOBIAATH
4acy YTPHMaHHA BeH3aNKOHII0 XA0pHIY Ha
XpomMaTorpami CTaHAAPTHOrO PO3YHHY.

complies / signoninae
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Praraa i
WERNIGERODE GasH

8§ Impurity/{ominxn

HPLC/BEPX

Impurity A/ Tomimka A | <3 % < 0,05 %
Benzyl alcohol/

benzunosuit ciupt <0,5% 0,31 %
Benzaldehyde/

Bedzannaeru <0,15% 0,07%
Unspecified impurities/

HEeBHM3HAYCH], OKpEMO <0,20% <0,05%
Sum of impurities/

CYMa AOMIIIOK <3,0% 0,38 %

9 Microbiological purity/
Mixpobionoriana
YHCTOTA

Eur.Ph26.12 2613

TAMC < 10? CFU/mI(KYO/hn)

TYMC < 10' CFU/mI(KYO/mn)

Staphylococcus aureus absent in 1 mi /BiacyThi B
Imn

Pseudomonas aeruginosa absent in | ml /eizcyTHi B
Imn

< 10 CFU/mI(KYO/mn)
< 10 CFU/mi(KYO/mn)
complies / pignosigac

complies / Bianosigae

10 Assay /Kiingicne BH3uatenasa

Xvlomethazoline
hydrochioride/
KCHI0MEMAZOATNY
2idpoxaopuo
HPLC /BEPX

95-105 mg/100 ml (Mr/100 m)

99,40 mg/100 ml (Mmr/100
M)

Benzalkoninm chloride/
Benzaaronio xnopuo
HPLC /BEPX

Release/gunyck

18-22 mg/100 m! (Mr/100 mn)
Shelf-life/snpocosnc mepyiny npudamnocmi
16-22 mg/100 m] (mr/100 mn)

20,56 mg/100 ml (mr/100
M)

NinTeepaxenns rignosinnocTi/Confirmation of compliance:

LM s miATREPKYHO, HIO 118 MapTis MiKapehkuX 3acofiB BUMOTOBNEHA TA POHLLIA IepeRipKy BiATOBIANO
A0 IBCTPYKIIH CTOCOBHO 0Oy jikapcbkux 3acofiB, IHCTpyKil 3af0BONBHAIOTE BHMOTaM 3AKOHY HOPO

mikapeeki 3acobn (AMG) rta IlocTasoBu [Ipo BUPOTOBMEHHS JKapchbKuX 3ac06iB Ta AilOYMX PEUOBMH
(AMWHY).

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
(AMWHV).

OxpiM 1bOro,  HIATBEPIXYIO, HO HaBeleHa iHQOPMALis € CrpaBXHEOK Ta NpaBUALHONI. Cepis
npojykry Oyna BHTOTOBIEHA (BKITIOUANOUY TAKYBAHHI/MapKyBaHHs) Ta [ICPEBIpEHa 3a3HAYEHHM BHIIIE
MApueMCTBOM-BUPOOHIKOM Y MOBHIH BigmosinxocTi 3 BuMoramu U10A0 Hanexmoi Bupo6muwoi
[paxruxy (GMP) BignosizaneHoro opramy iHenexiii, a Takok BIANOBiAHO A0 cremmdikanii, mo
MICTATECA y peccrpauiftHoMy mocke. BupoGumua ZoxkyMeHTamiss, MPOTOKOJIM IMAKYBAaHHA Ta TPOTOKOMN
KOHTPOIIO SKOCTI NPOHIITH MepeRipKy Ta BIAIIOBINAIOTh YCTAHOBIEHHM NapameTpaM GMP,




Prarsiy
Wernicerone GanHl

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
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).

JHara/Date: 12, BEZ. 2073

¥nosrosaseua ocoba/ Qualified person (name, signature) Dr. Oliver Meilbner
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