JEPKABHA C.}IY}I{BAB JHKAPCI:KI{!X_SACQBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMWU ¥V KHIBCBKIN OBJACTI

npociekt Banepin JTobanorcrkoro, 51, M, Kuis, 03110, Ten/darc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog CIPIIOY 37078774

BHCHOBOK

21.06.2023 Ne28837/23/10

_______________ EBKABAJI® CHPOIL

(HaliMeHyRaHHS JIXapchKOrd 22¢08y 3rimio 3 peccTpanifinng nucaint:mﬁ}m) .
cupon, 3 1/15 r B 100 r, mo 100 M y daaaxoni is exia; no 1 daaxony B KapToRHIH Kopooni

{thopma BITIYCKY, AO3YRARHS, BHI TAKYSARHA MIKAPCEKOTO 3ac06y)

Homep peecrpaniiinoro noceinuenna UA/5754/01/01 erpok nif peectpauiiinoro nmocsimuenns 01.01.2099

‘Cepis nixapcrkoro 3acoGy Ne 2117989 KimekicTs BReI€HOTO MikapesRoro szacoby 2000
Brpo6rnk _Dapma Beprirepone I'M6X, HiMequnna
{BnitmeHyBaRKA BUPOGHNUKA NiKApCEKOLO 3aC00Y, Xpaina noxogxensEa)
Baeseno 8 Yxpainy CrinbHe yrpaiHchKo-ecTOHCHKe MAPHEMCTBO Y OpMi ToBapHeTBA
3 obMexeno10 BianosiganeuicTio "OnriMa-®aps, ITA", inenr. xoa:
21642228

(vafivesrysanna 1a.kon 3a €JIPTIOY sopuamaroi ocob abo npizetg, iM'%, o Barexopi diznanoi
ocodi - nignpsemng, Il Micue NpoXHRAHNA TA PeECTPALIITEIIT HoMep 06IiK0BO0T KAPTRH ILIATHK
noaaTkie abo cepif Ta HOMEP HacmopTa)

IfpoTokon Bisyansiore xourpomo eix 21.06.2023 ne 1862/5.

31 pesynbTaTAMIL. JPXKABHOIO . KOHIPOMOD. BOTAHOBNENHO, M0 JiKAPCHEKHMI 3aci6 ‘Bmeseno. B Ypainy 3
ACTPHMAHHSAM BHMOT 3aK0HOIABCTBA MOH0 3abeanedersi AKOCT] MKapChKIX 3acoBiE.
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Pil.l&%t A Y
Werstosrope Dawld

Certificate of analyse/CeprudikaT sixoeri

[ Name of the pmducﬁﬂmsanpamry

,Eucabal@symp, syrup 3 g/ 15gin 100 g, botile 100 ml/
_Esxafan®cupon, cupon 3r/15r y 100 r, dnaKors mo 100 mn

1 Tun Eamnmf?ﬁck

®nakox 100 mn Nel/bottle 100 ml Nol

1 Activity/axTuBHicTS

100 g content/ 100 r MmicTaTs:

Liquid Plantago extract/piaxuit ekcrpakr nonopoxiuxa 1:2-2,5

—3g/r
4 Liquid Thymi extract/piaxuit excrpaxr Tam’sny 1:2-2,5 — 15g/r |

| Country of origin/Kpaina noxouxenns

Germany/Himewsnna

Reg. Certificate No/ Pecetpauiiinnit romep

UA/5754/01/01

Batch No/Homep eepii

2117989

| Batch size/Poamip cepii

35700 packs!ynamnoic' ) I,

Manuf,date lata pupobuuiTBa

31.03.2023

| Exp. Date/Tepamin npuaatHocTi

03/2025

- Manufacturer/Bupo6Hux

Pharma Wemi gerode GmbH/
®apma Bepnirepone I'M6X

Address/Anppeca

Dornbergsweg 35, 38855 Wernigerode, Germany/
HopuGepreser 35, 38855 Bepuirepone, HIMGII‘IHH&

Manuf. License No/BupoOuuua srinenzis

DE ST 01 MIA 2022 0011

GMP Cert. No/Ceprudixar HBIT

DE ST 01_GMP_2022_0018

Parﬁmg&ter/

Iapaserp | Bamora

Requiréement/

Result/
PesyanTaTt

L Appearance
(visually)/
3oBrimmuiii BREJAR

| KanaMyTHOl
(BizyajinHO) |

‘Dark brown liguid, from a transparent to a
turbid/Temuo-kopuutiesa pigung Bix HPO30POT A0

| Complies/sinnosinae

2. Odour/taste
(organoleptic)/
j 3anax!cmalc

- Fragrﬁntfsﬁéet,-fragram/
| ApomatHuii/cononKuii, apoMaTHui

‘Complies/Bignosinae

3.pH Ph.Eur 223 | 4.5-60

4. Relative density/ | > 1.100

Binnocna minericrs
20
 dy
Ph.Eur2.2.5

5, Refractive uiﬂexl .'
IToxa3zngk

. 3AJJOMNEHHAA

20
np

| Ph.Eur2.2.6

1 1.400-1.500

6. Dry residue/ 160 ~70%
Cyxnif saasmor

Ph.Eur2.8.16

{ Identification and content of active substances&ueumg)mams 1 nmc'r ,uuotmx pPeYOBHHE

1 Identifi catmn/lnenrmpmamﬂ

HPLC - “fingerprint

The "fingerprints” of the finished medicinal |

' Compl'i-esfni,unnﬁ'i;uae
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Pragma _
WeamNiGERGDE Ostnil

-' analjéis” of a liquid

[ -product should comply thh the “fi ngerpnnts” |

- MicTHTBCA 15,0£5% pifKkoro eKCTpaKTy THM aHa,
BUPaXOBYETHCS N0 IHAUKATOPHIH peuoBHHI THMON |

thyme extract/ used in a series of incoming substances. at the
BEPX- «Bin6uTru same concentration: typical peaks of incoming
| manmsuis» pigroro substances should be detected in the
EKCTPAKTY THM #Ha corresponding system/ o
HPLC - “fingerprint «BinbuTKH TABLiB» NOTOBOIO JiKAPCHKOro Complies/Birnosinae
analysis” of a liquid 3acoby MoBKHHI BIOBIAATH «BiaGUTKAM
plantago extract / IANBLiB» BUXIHAX PEHOBHH, (WO
BEPX-~ «igburiu BHKOPHCTOBYHTECA B.¢epii MPH OAHAKOBiH
NANLLIBY PIAKXOro ' KOHUEHTPALT: THIOBI NIKK BUXIAHUX pevOBUH
eKCTPaKTY TIOBHHHI BH3HAYATHCE Y BiAHOBIAHil cHcTeM
MOAOPOXHHKA _ N
alternatively: TLC — Typical thymol zones for the ihyme should be - Comphes/ BiANIOBIAGE
“fingerprints” of liquid | detected as compared to the incoming substances
thyme extract ‘used in series/TUNOBI 30HH “THMOJLY HOBHHH]
anvmepramusro: TIHX | BH3HaUaTHCE B MOPIBHAHHI 3 BUXiAHOKO
«BiIOHTKH ManbUiB» PEYOBRHOO
PLAKONO @KCTPAKTY
THM Ha O T e
alternatively: TLC — | Typlcal iridoids zones for the plantago shoulcl be Complies/Biarnoninae
“fingerprints” of a “detected as compared to the incoming substances
liquid plantago extract | used in series/tunosi 30ku ipunoinis aas
anemepramugro: TIIX NONOPOXKHKKA [OBMHHI BHIHAYATHCH B
«BiAOUTKHA NAABLIBY NOPIBEAHHI 3 BEXIAHOIO PEYOBHHOIO
PIAKOTO eXCTPaKTY
NOAOPOXKHUKA . b e
Methyl parahydroxy- | Retention times of both preservatwes peaks | Complies/iznopinac
benzoate/ should coincide with retention times of
| Metnnnaparigpokcu correspondent peaks in standard substance/Yac
| bensoar YTpUMaHH# MiKiB 000X KOHCEPBAHTIB IIOBHHEH
HPLC/BEPX COiBIANATH 3 4ACOM YTPUMAaHHs DiKiB Y CTAHAApTL |
Propyl parahydroxy- | Complies/Binnorinac
benzoate/ | |
| ITponinnaparigpoxcu
“Oensoar
{ HPLC/BEPX
{ Content (HPLC)/BMH:T (BEPX)
Liquid thyme extract/ 100 g of syrup contains 15.0 % 5% of liquid 14,87.¢/100 g (r/100r)
Pipxuit excrpakr thyme extract; it is calculated by the thymol index
| THM AHA substance at the series control /y 100 r cnpony

ALiquicui plantagol_ extract/
PiKUP eKCTpaKT
| TOAOPOXHHKA

100 g of syrup contains 3.0 + 5% of liquid
plantago extract; it is calculated by the aukubin

‘index substance at the series control/ y 100 r

cupony Micturkes 3,0+5% piakoro excTpakry

TOAOPOKHHKA, BUPAXOBYETHCA 110 IHAUKATOPHI i
‘pedoBuHi ayKyOin

2

3,02 /100 g (/1000
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Pragaia ol
Wennicerons GxasH

Content and quality other components/xinkxicne Ta sixicHe BU3HAYEHAS IHITMX KOMIOHEHTIB

Ethanol/Etanon | 7.52 - 8.73% (V/V, 06 ’em) of ethanol/erarony 8,05% (V/Vy
1. GCIX | 4.65—5.40% (W/W, maca) of ethanol/eTanony 4,98% (W/W)

Methyl parahydroxy- 63.0—77.0 mg/100 g of the finished drug i 70,08 mg/100 g
benzoate/ (mr/100r roToBoro MPOAYKTY) | (mMr/100r)

1 Merunnapariapokcu Corrgsponds to 90-110% of manifested quantity/
6eH3oar Bigmnoeindge 90-110% 3assnenol kiibkoeT
HPLC/BEPX

| Propyl parahydroxy- 27.0 - 33.0 mg/100 g of the finished drug 1 30,23mg/100 g

benzoate/ (Mr/100r roTosoro npoayxry) + (Mr/100ry

| NMponinnaparigpokcn | Corresponds to 90-110% of manifested quantity/ |

| Genzoar | Bignoninae 90-110% 3assnenol kinskocTi
| HPLC/BEPX |

8*. Weight of the T Meets the réquirements of Eur. Pharm/ ﬁiﬁﬁdain&ej
bottle content/ Crponeiicbkiit Gapmakornel
Maca pmicTy haaxkony

Cornpﬁes/ni,ﬁﬁbﬂinae'

9. Microbiological Eur. Ph, 5.1.8B;

purity/ | |
| MixkpoGionxorigna Complies/ginnorinae
YHCTOTA

* Index is controlled in the manufacturing process/TTokazuuk mmpunmmcﬁ B npuuéc-i Bnpnﬁ'ﬁﬁma

Iliareépmxenns sinnopinnocri/Confirmation of compliance:

[TuM 8 migTBepRYIO, IO N ngmiﬂ_nixappamx_ 3aco0is BUrOTOBAEHA T4 TIPO ﬁma-rnep'egipky- BLAMORIAHO 10
iHCTpyxuilt cTocoBHO 06iry nikapcskux 3acobis. THCTPYKUET 3a10RONBHNOTE BUMOTAM 3akouy mpo sixapeeki

3aco6u (AMG) Ta TTocTaHOBM PO BATOTORIIEHHS JTiKapebkuX 3aco6ie Ta gitounx pesosun (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 acfive Substances (AMWHYV),

‘OxpiM 1pOro, 5 MATBEPIKYIO, WO HaBeaeHs indopMaiin € CIpanKHLOIo 14 fipaBuiIbHOO. 1lapris npoyikry Gysa.

BUTOTOB/ICHA (BKIOYAIONH IaKySaHHA/MapKyBaHEA) Ta NEPEBIPCHA 333HAYCHUM BHINE MiANPHEMCTEOM-

BHpoOHHKOM 'y moBHIH BignoBixwocti 3 BHMoramH wmono. HanexHol Bupobauuol Tlpaxmku (GMP)
'BIANOBIIANLHONG .OpraHy iHCHeKuil, & Taxox mignoeigso A0 cheundixani, mo MmicTarses Yy peecTpauifHoMy
JBocke. BUpoGuuYa AoKyMeHTaxis, MPOTOKONM NaKyBaHHA T IPOTOKOJ KOHTPGIIIO AKOCTI NPOKHIIIA Neperipky Ta

BiEMOBIAAIOTE YCTAHOBNEHUM NapameTpaM GMP.

Besides; I-confirm that the information presented is true and correct. The product batch has been manufactured,
packaged, labeled and tested by ihe 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).

'L
Kpanitixosana ocoba/ Qualified person: PN TR o T g
(Kepisiifinao koimpomo sxocmi) L h 4 Stl ne B e

- Qualified Person
Tlata/Date: 22.05.2023.
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