PHARMA L=
WermicrropE Guunl

Certificate of analyse/Ceprudixar sxocri

Name of the product/FHassa nponykry

Eucabal®syrup, syrup 3g/15g in 100 g, bottle 100 ml/
Epkaban®cupor, cupon 3r/15r y 100 r, daaxonu o 100 m

Tun ynakosku/Pack

Gpaxon 100 Myt Nel/bottle 100 m] Nol

Activity/akTHBHICTh

100 gm content/ 100 r MicTsTh!

3g(r)

Liquid Plantago extract/pinkuii ekcTpaxt nojAopoxHuKa 1:2-2,5

f

Liquid Thymi extract/pinkuii excrpakr tam’ sny 1:2-2,5 — 15g(r)

Country of origin/Kpaiva noxomxenus

Germany/Himewunsa

Reg. Certificate No/ Peectpauiiinuii nomep UA/5754/01/01

Batch No/Homep cepii 2196831

Batch size/Po3mip cepii 36510 packs/yakosox
Manuf.date Jara Bupo6HuiTBa 25.06.2025

Exp. Date/TepMin npuiaraocri 06/2027

Manufacturer/BupoGuux

Pharma Wernigerode GmbH/
Papma Bephirepone 'm6X

Address/Anpeca

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

Manuf. License No/BupoGuuua niuensis

DE_ST 01 MIA 2024 0015

GMP Cert, No/Ceprudikatr HBIT

DE ST 01 GMP_ 2024 0038

Parameter/ Requirement/ Result/
IHapamerp Bumora Pesyawrar
1.Appearance Dark brown liquid, from a transparent to a BiIIOBiTa€
(visually)/ turbid/Temuo-kopraseBa pifuHa Bl 1po30pol 1o
3oBHimMii BHLIS KanaMy THoOT
(Bi3yas-HO)
2. Odour/taste Fragrant/sweet, fragrant/ BIJTOBLIAE
(organoleptic)/ ApomMaTHui/conoaKaii, apoMarHuil
3anax/emax
(OpTasoJIeITHYIHO)
3. pH Ph.Eur 2.2.3 4.5-6.0 5.43
4. Relative density/ | > 1.100 1.2841
Binnocna minsuicrs
d2o
Ph.Eur 2.2.5
5. Refractive index/ | 1.400 - 1.500 1.4493
Hoxasznux
3aI0MJICHHSK
20

| L 9D)]
Ph.Eur 2.2.6
6. Dry residue/ 60 — 70% 64.6 %
Cyxuii 3ammmox
Ph.Eur 2.8.16

7. Identification and content of active substances/InenTudikanis i BMicT JI0OUHX PeIOBHH

Fdentification/Inewrug

ixcanis

HPLC - “fingerprint
analysis” of a liquid
thyme extract/

The” fingerprints™ of the finished medicinal
product should comply with the “fingerprints™
used in a series of incoming substances at the

Complies/simosinac

/ﬁ{ (il A {,& A7 Lr




BEPX- «BinOHTKH
HaBLIBY PLAKOrO
CKCTPAKTY TUM siHA

same concentration: typical peaks of incoming
substances should be detected in the
corresponding system/

HPLC - “fingerprint
analysis” of a liquid
plantago extract /
BEPX- «BU10MTKH
TAIBIIB» PLIKOTO
EKCTPaKTY

110 IOPOKHIKA

«BiabuTKe NAIBIIB» TOTOBOTO JIKAPCHKOro
3ac00y TIOBMHHI BIATOBINATH «BlIOHTKAM
TANBIIBY BUXIHAX PEYOBHH, 110
BUKOPHCTOBYIOTBCA B Cepil IIPH OHAKOBIH
KOHUEHTPAllil: THIOBI KM BUXIAHUX PEIOBHMH
NOBHHHI BU3HAYATHCHY BLANOBIAHIHN cucTemi

Complies/sinosinae

alternatively: TLC —
“fingerprints” of
liquid thyme extract
aremepuamueno. TIHX
«BIZOUTKY MATBIIBY
PIIKOTO eKCTPaKTy

THM STHZ

Typical thymol zones for the thyme should be
detected as compared to the incoming substances
used in series/TUIIOBI 30HM THMOJTY TIOBHHHI
BH3HAYATUCH B IIOPIBHAHHEI 3 BUXIJHOIO
PEUOBUHOIO

Complies/sinmogisae

alternatively: TLC
“fingerprints” of a
liquid plantago extract
anvmepramueno; TIILX
«BIIOUTKH ITANBIIBY
PIIKOTO €KCTPAKTy

Typical iridoids zones for the plantago should be
detected as compared to the incoming substances
used in series/THIOBI 30HH 1pUIOLMIB JULL
HOLOPONKHUKE TOBUHHI BU3HAYATHCH B
DOPIBHAHHEI 3 BUX1JIHOIO PEYOBUHOIO

Complies/simnosinae

[IOOPOKHHKA

Methyl parahydroxy- | Retention times of both preservatives peaks Complies/Binnosinac
benzoate/ should coincide with retention times of

Merunmaparinpoxcu6 | correspondent peaks in standard substance/Yac

enzoar HPLC/ BEPX | yrpumanus mikis 060X KOHCEPBAHTIB HOBHHEH

Propyl parahydroxy- | cIiBmazaTi 3 4acoM yTpUMaHHS Hikis y cranfapti | Complies/sinnosizac
benzoate/

[TponinnapariipoKcH

Gerzoar HPLC/

BEPX

Content (HPLC)/Bmicr (BEPX)

Liquid thyme extract/
Pinxu#t excrpakt

100 g of syrup contains 15.0 & 5% of liquid
thyme extract; it is calculated by the thymol index

15.02 /100 g (r/100r)

THM SIHa substance at the series control / y 100 r cuporny
MicTThCs ] 5,0+5% piAKOro eKCTpakTy THM sHa,
BUPAXOBYETHCA 110 {HAMKATOPHIM PEYOBMHEI THMOI
Liquid plantago 100 g of syrup contains 3.0 £ 5% of liquid 3.03 g/100 g (r/100r)
extract/ plantago extract; it is calculated by the aukubin
Pigxuit excrpaxt index substance at the series control/y 100 r
IO LOPOIKHHUKA cupoIty MicTUTbCs 3,0+5% PiAKOTO EKCTPaKTy

TIOAOPOMINKA, BUPAXOBYETLCS TI0 IHIMKATOPHIK
peyoBHHi ayKyOin

Content and quality ot

her components/KiabKicHe Ta AKiCHe BH3HAYEHHS IHITNX KOMIOHEHTIB

Ethanol/Eraron 7.52 ~8.73% (V/V, 06 ’em) of ethanol/eranomny 7.83 % (V/V)
GCITX 4.65 — 5.40% (W/W, maca) of ethanol/eranony 4.84 % (W/W)
Methyl parahydroxy- | 63.0 — 77.0 mg/100 g of the finished drug 71.65 mg/100 g
benzoate/ (Mr/100r roTOROIO LIPOAYKTY) (m1/100r)

Merunnapariapoxcud
ensoatr HPLC/ BEPX

Corresponds to 90-110% of declared quantity/
simmozixac 90-110% 3assieHol KULKOCTI

2




Propyl parahydroxy-  27.0 ~33.0 mg/100 g of the finished drug 29.95mg/100 ¢

benzoate/ (mr/100r rorosoro mpoaykry) (Mr/100r)
[poninmaparigpoxeu | Corresponds to 90-110% of declared quantity/

Benzoar siaroigae 90-110% saapnenoi kinprocti

HPLC/BEPX

8.Volume of the > 100 ml (m) Complies/Bianosizac

bottle content/
0O6’em BmicTy
thaaxony

9. Microbiologieal Eur. Ph. 5.1.8B: Complies/Biniosinac
purity/
Mixpobiosoriuna
YHCTOTA

10. Pyrrolizidine < 10 ng/kg (mxr/xr) <10 pg/kg (Mxr/xr)
alkaloids/
Hiponizumnosi
ankaaoimu**
Acc./Bipn. 3.2.8.4.2

* Parameter is controlled in the manufacturing process/ITokasuux KOHTPOJIIOETBCS B ITPONIEC]
BHpOOHUIITRA
** Parameter is tested on extracts/ OKa3HHK KOHTPOITIOECTECA B CHPOBUHI

HipTeepaxkenns simmoinnocti/Confirmation of compliance:

[T 5 iaTBEPIUKYFO, WO 1 HApTis JTiKapchKUX 3ac0BiB BUIOTOBIEHA T4 IIpOHIILIA IEPEBIPKY BIAIOBIIHO
JO IHCTPYKIil CTOCOBHO 06iry nikapchikux 3acobis. [HCTPYKUI 38/0BOMBHAIOTE BAMOraM 3aKoHy Mpo
miKkapekki 3acobu (AMG) Ta IlocTanoBs mpo BHroTOBJCHHS JKAPCHKAX 3acOBiB Ta MiIOUMX pEeYOBHH
(AMWILIV).

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
(AMWEHYV).

OkpiM 1BOTO, 5 TiATBEPIKYIO, WO HaBegeRa iHpopMauis € COPaBXHbOXO Ta npasuibHO. Cepis
nposiyKty Oyiia BUTOTOBNEHA (BIJIFOYAIOYH [AKyBAHHA/MAPKYBAHHS) Ta epeBipeHa 3a3HAYECHAM BHINE
HiAIpUEMCTBOM-BUPOGHHKOM y moBHid Binosigmocri 3 sumoramu mogo Hamexuol BupoGruyoi
Upaxtuin (GMP) BimmosinansHoro opramy iHcmexiii, a Taxox BiUIOBimHO 10 cnenudixaii, 1o
MICTATECS Y peeCTpalifHOMy IOChe. BHpoGHHYA JOKYMeHTAIis, IIPOTOKONM NaKyBaHHS Td HPOTOKOJ
KOHTPOIIO SKOCTI MPOHINITA ITepeBipKy Ta BIAOBIIAIOTs YCTAHOBNCHAM HapameTpam GMP.

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).

Kganidirosana ocoba/ Qualified person:  Dr. Oliver Meifiner o
(Kepisuuymeo konmpomo sxocni) .
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