Certificate of analyse/
CepTudiraT sIKOCTI

Name of the product/Hazga npoaykry AESCUSAN® LONG prolonged release capsules,/
ECKY3AH® JIOHT, kancynu npoyionrosaHol ait

Pack /Tun ynakosku 10 xanicyn y 6aicrepi, 6 6nicTepis y KapToHHii kopobui

Activity/akTHBHICTE 1 capsule contains/1 xancyna MicTHTE:
Horse Chestnut seed extract corresponding to Triterpene
glykosides/Cyxuii excTpakT 3 HACiHHS KIHCBKOTO KallTany
B NiepepaxyHky Ha Oe3BoAHUE ecluH
50 mg/mr

Country of origin/Kpaina noxomkenns Germany/Himeuunna

Reg. Certificate No/ Peectpartifiinii Homep UA/15249/01/01

Batch No/Homep cepil 1352450100

Batch size/Posmip cepii 47.626 packs/ynakosok

Manuf.date//lara BupoGHuLTBA 10/2019

Exp. Date/TepMiH npugaTtHocTi 10/2022

Manufacturer in bulk /Bupotunx in bulk Temmler Ireland Limited /
Temmnep Ipenany Jlimiten

Address/Anpeca Killorglin, County Kerry, Ireland /
Kinnoprnin, rpadcrso Keppi, Ipnanais

Manuf. License No/Bupobuuua ninensis M01042/00001

GMP Cert. No/Ceprudixar HBII 15421/M1042/ASR11374

Manufacturer (primary and secondary | Swiss Caps GmbH /

packaging)/ Cgice Kenc I'm6X

Bupobruk (nepeunne ma smopuniie naxysanus)

Address/A npeca I'paccinrmrpacce 9, 83043 BGap-AiiGninr, Himeuuuna /
Grassingstrasse 9, 83043 Bad Aibling, Germany

Manuf. License No/BupobHuua nimensis DE BY 04 MIA 2018 0153

GMP Cert. No/Ceprudixar HBIT DE BY 04 GMP 2018 0145

Manufacturer baich release/Bupo6uuk sunyck | Esparma GmbH /Ecnapma 'mM6X

cepil

Address/Anpeca Wallenroder Strasse 8-10, 13435 Berlin, Germany/
Banenpoaep Hlrpacce 8-10, 13435 Bepnin, Himeuunna

Manuf. License No/BupoGHuua niuensis DE BE 01 MIA 2017 1012

GMP Cert. No/Ceprudikar HBI1 DE BE 01 GMP 2017 1061

Quality parameters/ CinsirBusingi Result/Pesynntar

[Mapamerpn

Hard gelatin capsules with green transparent body
and brown opaque cap, content — light brown to
brown spherical pellets/ TBepai skenatuHosi
KaIlcy/ii 3 MPO30PUM KOPIIYCOM 3€JISHOTI0 Complies/sinnoeinae
KOJIbOPY Ta 3 HEMPO30POK KPHULISTKOIO
KOPHUHEBOTO KONBOPY, 3AMOBHEH] CPepHIHHMH
rpaHyNaMH Bifi CBITIIO-KOPHYHEBOrO A0

Description (visual)/
Onuc (BizyansHo)
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KOpHYHEBOTO KOJIBOPY.

Identification/IxenTudixanis

Horse Chestnut extract/
ERaipair 3 Has RIS E10re Complies with standard/pianosinae cranaapTy Complies/sianosinac
KallTaHy
Eur.Ph. 2.2.27
Aescin/Ecuun : ; ; : o .
EurPh. 2227 Complies with standard/sianosinae cranpapty Complies/zianosinae
E 171
Titanum dioxide (colour reaction)/ Positive/no3utueHa Complies/sianosinae
Turtany NIOKCH (kicua peakyis)
E 172
Iron oxides (colowr reaction)!
3ai1i3a OKCH/L (AKicua peaxifis) Positive/mo3uTHBHA Complies/signosinae
E 132
Indigocarmine : g : s L .
IBAMCOKApMIN Complies with standard/sianosinae crangapty Complies/giamoninae
Eur.Ph. 2.227
E 104
annol.me yell(}\uv/ Complies with standard/sinnosinae crangapTy Complies/sianosinae
XIHOMIH KOBTHH
Eur.Ph. 2.2.27
Average fill weight/
Ceppiini Matd 413 mg (Mr)+ 7,5 % 415.8 mg (mr)
HAMOBHEIHS KANCYIH
Eur.Ph: 2.9.5
Uniformity of dosage
forms/OaHopiAHICTH N030BAHUX Must comply to Eur.Ph. 2.9.40/mae sianosinatu Cotiplisssiiosinse
OanuunL sumorasm Eur.Ph. 2.9.40
Eur.Ph. 2.9.40
Disintegration/Posnananns ; . . .

<
EurPh. 2.9.1 < 30 min (x8) Complies/eianosinac
Assay/Kinbkicne pusnauenns Eur.Ph. 2.2.25
Horse Chestnut extract/
EkcrpakT 3 HaciHHA KiHCLKOTO 285,0 - 315,0 mg (mr) 301.0 mg{mr)
KalTaHY
Aescin/Ecunn 47,5-52,5 mg (mr) 50.3 mg (mr)
Dissolution rates Aescin/ 1 hour {roauHa): 25 % - 45 % 33 %
BuBiIbHEHHS eCLIHHY 2 hour (roaunHu): 50 % - 75 % 61 %
Eur.Ph. 2.2.29 4 hour (roanuu): > 75 % 88 %
Purity/Ymncrora No additional zones/ gonarkosi 308M(MIIMH) Fommlies/si )
Eur.Ph. 2.2.27 MatOTh BYTH BiICYTHI OMPIES/BINORIAAE

Microbiological purity/ Mixpo6ionoriuna uucrora*
Eur.Ph.5.1.8B,2.6.12,2.6.13

Total acrobic microbial
count/saransha KinbkicTh aepobunx | < 10 CFU/g (KYO/r)
faxtepiit (TAMC)

Total combined yeasts and moulds
count/3arancHa KilbKiCTh < 10% CFU/g (KYO/r)

not tested/ne
neperipsioch
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APk TKOBAX TA MIICHABUX IPHUOKIB
(TYMC)

Bile-tolerant gram-negative bacteria/ | < 10? CFU/g (KYO/r)
TonepaHTHHX A0 HKOBUI
rpaMHEraTHBHUX DakTepiit
Escherichia coli Absent per/BigcyTsi B | g (1)
Salmonella Absent per/BiacyTni B 25 g (r)

* not performed as a routine batch control /1e € pyTHHHUM TecTOM

IMiarpeprxennn sianosinnocti/Confirmation of compliance:

Lum 51 OiATBEpIIKYIO, L0 LA MAPTiA JIKApChbKHX 3acobiB BUTOTOBJIEHA Ta NPOHUINA fEpeBipky BIAMOBIAHO A0 iHCTPYKuUii
cTocoBHO 00iry nikapchkMx 3acofie. [HCTpykUiT 3a10BONMLHAKOTE BMMOraMm 3akoHy Ipo nikapebki 3acobm (AMG) T1a
[TocTaHOBM TIPO BUTOTORNEHHSA NiKapchKUX 3acobiB Ta Oitounx peuoBuH (AMWHYV).

Hereby I confirm that this medicinal product batch was manufactured and tested in accordance with instructions en 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 1bOro, A MATBEPDKYIO, M0 HaBenaeHa indopMalis € chpaexubOI0 Ta npasunbHoto. [lapTis npoaykry ©yna
BHIOTOBJIEHA, YIIAKOBAHA Ta NepeRipeHa 3a3Haue M BULIE NIANPHEMCTBOM-BHPOOHUKOM Y NOBHIHA BIANOBIAHOCTI 3 BUMOramu
moao Hanexunol Bupobuuuoi [Npakruku (GMP) BianoeinansHoro opramy iHcnekuii, a Takox BIANOBiAHO Ao cneundikauii,
110 MiCTAThCA ¥ peecTpalifinomMy foche., BupobHHYa MOKYMEHTALA, MPOTOKOIM MakyBaHHA Ta NPOTOKOJ KOHTPOMIO AKOCTI
NpPOHLLIIM MEPEBIPKY Ta BIINORIAAKTL yCTaHORIEHWM napamerpam GMP,

Besides, I confirm that the information presented is true and correct. The product batch has been manufactured, packaged 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).

YnoeHoBaxena ocoba/ Qualified person:
(name and signature, stamp/seal)

Hara/Date: 09.04.2020
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JIEPXJIIKCJIIV)KBA
JEPXABHA CJIYKEBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM Y KHIBCBHKIN OBJIACTI

npocnekt Banepis JloGatosckkoro, 51, m. Kuis, 03110, Ten/akc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua,https:/www.dls.gov.ua, Kox E€JIPTIOY 37078774

BHCHOBOK
Npo AKICTL BBe3eHOro B YKpaiHy Jikapchkoro 3aco0y

02.03.2021 Ne 7432/21/10

ECKY3AH ® JIOHI'

(HafiMeHyBaHHS TiKapchKOro 3aco6y 3riaHo 3 peecrpaiimm TMOCBiT4EHHAM )
KancyIm npo.;onrosanoi aii mo 50 mr; no 10 xancya y 6aicrepi; no 6 GaicTepis y kapronmiii
KopoOui

((hopma BHIyCKY, I03yBAHHS, BUJI MAKYBAHHS nikapcekoro 3acoby)

Howmep peectpauiiitioro nocsinuenns UA/15249/01/01 crpok aii peecTpauiiitoro noceimuenns 15.08.2021

Cepis nikapcskoro 3acoby Ne 1352450100 KinskicTs BBe3€HOr0 ikapcskoro 3acoby 630
Bupo6Huk Ecnapma I'mM6X, HiMeuunna
(HalimeHyBaHHs BUPOGHKKa Nikapckkoro 3acoby, KpaiHa NoXomKeHHS )
Baesero B Vkpainy CrinbHe ykpainchKko-ecToHCbKe nianpueMcTBo y dopmi ToBapucTBa
3 00MeKeHO10 BiAnoBiga LHiCTIO "Onrima-®apm, JIT/", inenr. xon:
21642228

(hakimeryBannsa Ta Koz 3a €JIPTIOY opuanuHoi ocobH abo Npi3BHLLE. iM's, N0 GaTbkoBi diznunol
0co0H - mianpueML, ii Micue npoxkuBaHuA Ta peecTpauiiinmit Homep o6nikoBoT KapTKH NIATHMKA
nozarkis abo cepis Ta Homep macropra)

Mporokon Bisyansroro kontpoumo sia 23.02.2021 Ne 0454/3.

3a pesynsTataMH JepKaBHOTO KOHTPOMIO BCTAHOBJIEHO, MmO JiKapchkuif 3aci6 BBeseHo B VYkpainy 3
AOTpHMA

| \
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