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JEPYKABHA CJIYIKBA 3 TIKAPCBKHX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHKAME Y KHIBCBKIV OBJACTI

npos: CaiTmauioi Haaii, 3, m.Knig, 02099, ten/paxc: (044) 363-06-30
E-mail: dis ko@dls.gov.ua, Koa €JIPIIOY 37078774

BHCHOBOK
npo AKiCTH BBE3eHOr0 B YKpainy JiKkapcsKoro sacofy

22,08.2023 Ne 406683/23/10

ECKY3AH® KPATLII

(naiimMenyBaling SiRapcekoro Jacoby rigHO 3 PLecTPaiHHEN DOCRINM EHAAM)
Kp AL npam.m, no 20 may t}mamnm 3 KpaR&JIbHHUCHE 110 1 [}]Hﬂl{ﬂﬂy B KHPTGHHIH Rﬂp{lﬁlll

(dropna BHNYCKY, ZO3YBAKKA, BIE DaxyBasHa AikapcsKoro 1acoby)

Homep peecrpauifisoro mocsinuenus UA/0217/01/01 crpox aii peectpaniiiuoro nocsizuenns 01.01,.2099

Cepia aikapcekoro 3acoby Ne 2118271 KinbxicTs RRe3eroro nikapeskoro sacofy 230
Bupofuux dapmsa Beprirepoae I'm6X, Himeuunua
(naiineayBarHs BitpabHItKD JIKAPCLKOTo 3aco0y, KPAiHa NOXOMKEHHR}
Beeseno B Yrpaiuy. CuinbHe YKpaTHCHLKO-€CTOHChKE RIJHPHEMCTBO Y QOPMi TOBAPHETBA
3 ofmexenoro Biznopigaanuicrio " OnriMa-Papm, JITI", inenr. kon:
21642228

{maftmeryBanuA T2 k04 3a CIPIIOY ropumdHot seoln afo npissime, iM's, no Gatskesi diziuol
ocoBit - MignpHeMLd, T Micle NpoXIBAHHA TA peecTpauiiingit Hoyep o0nikoBol KAPTRI NAATHIKA
nojarkie aGo cepia TA-HOMEp Nacnopra)

IIpoTokon Bizyassnore kontposo Bin 17.08.2023 Ne 2569/6.

33 pe3IVALTATAMI! EEPIKABHOID KOHTPOAKS BCTAHOBNEHO, IO MiKapehKait sacid BBe3eHO B Yxpainy 3
DJOTPHMAHHAM BiMOr 33KOHOZABCTAZ 100 330€3MEUEHNR AROCTI NIKAPCHKHX 3ac0BIB.
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PHARMA
WERNIGERODE GMsH

Certificate of analyse/
Cepradikar sakocTi

Name of the product/Hassa npoayxry

Aescusan® drops oral drops,/
Eckysan® kpanni, kpanni opanbHi

Tun ynaxorku/Pack

PriakoH 3 KpanenbHutier020 i Nel/dropping bottle 20 m! No

Activity/akTHUBHICTD

100 g contain/ 100 r MicTaT:

Dry horse chestnut extract/Cyxuli ekcTpaxT HACIHHA KIHCHKOTO
kawraHy (5-7:1) - 4,725 g(r)

Thiamine hydrochloride/riaminy rigpoxnopuny - 0,5 g(r)

Country of origin/Kpaina noxomxeHus Germany/Himexunna

Reg. Certificate No/ Peecrpauiiumit Homep UA/0217/01/01

Batch No/Homep cepii 2118271

Batch size/Po3mip cepii 126496 packs/ynaxosok

Manuf.date/Hara supoSuuursa 22.02.2023

Exp. Date/Tepmin npunarHocTi 02/2026

Manufacturer/Bupobuuk Pharma Wernigerode GmbH/
®apma Bepuirepone ITM6X

Address/Anpeca

Dornbergsweg 35, 38855 Wemigerode, Germany/
Hopubepreser 35, 38855 Bepuirepoae, Himeuunna

Manuf. License No/BupoGxuua niteH3is

DE_ST 01_MIA 2022 0011

GMP Cert. No/Ceprudixar HBI1

DE_ST 01_GMP 2022 0018

Quality parameters/
IMapavierpu

Limits/Bumorn

Result/PesyabtaTt

Description (visual, prganoleptic)/
Ounce (sisyarero. opeanonenmuurio)

Transparent or slightly opaque liquid from yellow
to reddish brown color with specific odor.
Precipitate may form in the process of storage/
Ipo3sopa abo 3erka KanamyTHa pinuHa Bij
KOBTOTO JI0 UePBOHYBATO-KOPUUHEBOTO KONLOPY 3
XapakrepHuM 3anaxom. B npoueci 36epiranns
MOXKIHBE YTROPSHHA OCANY.

Conforms/sinnoeinae

pH (Ph Eur./€® 2.2.3) 3.5-5.0
Density/LllinbHicTn (.978 — 0.988 g/ml (r/mn)
(Ph.Eur/€P 2.2.5)

Content of ethanol/Bmict eranony | 28.8% - 32.8% (v/v)
(Ph.Eur /€D 2,2.28)

Nominal volume (weighing,
conversion in m)/Hominaapuui
- 00’eM (3gasicysaring ma
REPepaxyHox Ha Mi)

Average —not less than indicated on the label/
Cepense - He MeHILE BKA3AHOTO Ha eTHKETL|

Dose and uniformity of dosage
units (Ph.Eur. " Liquids for oral use.
Uniformity of dosage for oral
drops”)/J032 Ta ofHOpigRicTL
nosyeauwus (Ph.Eur. « Pioki hopau
018 OpaNBLHO20 3acmocysanus. JJo3a
ma ooHopiOHicmb do3yeants
OPARLHUX KDANENby

Any separate dose should not differ from average
more than by 10%. Total weight of 10 doses
should not differ from nominal weight of 10 doses
more than by 15%. 2Koaua oxkpema n03a He
MOBHHHA BIAPIIHATHCH Bil CepesiHkLOl Dinbiue gk
Ha 10%. 3aransHa maca 10 103 He oBuuHa
BIAPI3HATUCH Bif HOMiHATLHOT MacH 10 fo3
6Lbiie sk Ha 15%.

Conforms/signosinac

Identification Aescin/
Inenrudixania ecuuny
(Ph.Eur./€D 2.2.27)

TLC/TIIX

Conforms/sinnosinae

@}C Rye‘e /LS /ﬁyﬁf /

O% 0% A5 ;




PraarMA
WERNIGERODE GaipH

Identification Thiamine TLC/TLX
hydrochloride/
LaenTudikauis TiaMiny Conforms/sianosiaac
TAPOXIOpUaY

(Ph.Ewr./€D 2.2, 27)

Sum of triterpene glycosides 90,0 — 110,0 % from declared quantity/sin
calculated as aescin/Cyma sassiieHol kuibkocTi (0,9 — 1,1 g (r)/100 g (1))
TPUTEPTIEHOBHX INiKO3MAIB B 10} %
NepepaxyHKy Ha €CLIHMH
(Ph.Eur./€D 2,2.25)

Assay Thiamine hydrochloride/ 90,0 - 110,0 % from declared quantity/sin
BmicT tiaminy rigpoxnopuny 3afBjienol Kinbkocri (0,45 — 0,55 g(r)/100 g (1)) 104 %
(Ph.Eur/€D 2.2.257)
Microbiological purity/
Mikpobioaoriuua 4HcTOTA
(Ph.Eur/€®D 5.]1.4)

Total aerobic microbial
count/zaransHa Kinbkictb aepobuux | NMT per 1 g/

Saktepiii (TAMC) He Sinbwe Ha 1 1 10° KYO/CFU < 10 KYO/CFU
Total combined yeasts and moulds

count/3arajibHa KiIbKICTH NMT per 1l g/

APDKIKOBUX Ta rUticHasux rpudkis | ne Ginpme na 1 r 10* KYO/CFU < 10 KVO/CFU
(TYMO)

Escherichia coli Absent per | g/Bincytuap I r Absent/BincyThs

IMiareepmkennna sianosinnocTi/Confirmation of compliance:

[lum s miaTBepaXylo, IMO LA NapTis JXapchbKHX 3ac0GiB BUrOTOBAEHA Ta Mpoiiunia IepeBipKy BimoBinHo o IHCTPYKLHA
CTOCOBHO 00iry mikapchbkux 3acobip. IHCTpyKUIT 3anmoBonbHAOTH BHMOram 3akoHy npo Jikapeeki 3acobn (AMG) Ta
[locTaHosu npo BHroTOBNEHHA NikapchkHX 3acolis Ta Airounx pevosun (AMWHY).

Hereby ! 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).

OkpiM uporo, f OiATBEPLAXKYIO, WO HaBeAcHa iHOPMALIA € CNPaBKHBO Ta NpaBWIbLHOW, Cepia npoaykTy Gyaa BUrOTOBNEHA
(BIMIOWAIOUM MAaKyBaHHA/MApKYBaHHA) T4 [MepeBipeHa 3a3HaueHUM BHINE DIANPHEMCTBOM-BUPOOHHKOM Y  MOBHIl
BIAMOBINHOCTI 3 BUMOTamH wolo Hanexnoi Bupobunuol Ipakruku (GMP) sinnosinansHoro oprany iHcnekuii, a Takosx
BIANOBIAHO A0 crienndikauii, mo MicTATECH y peecTpauiiiioMy gocke. Bupofrnua AoKyMeHTallis, NPOTOKONM NAKYBaHHA Ta
[IPOTOKOA KOHTPOIIO AKOCTI NpoHlLNyY Neperipky Ta Bi/NOBiNAOTL ycTaHOBAEHHM napameTpam GMP,

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).

Ynosnosaxesa ocoba/ Qualified person: (name and signature, stamp/seal)
(Kepisnuymeo xoumpomo sikocmi)

Hata/Date: 13 JULI -




