JAEPKABHA CJIYXBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHIIIPOIIETPOBCBKIHN OBJIACTI

Huinpo, mn.Cobopua,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kor EAPIIOY 37070665

BHCHOBOK
Npo FAKICTL BBe3eHOro B YKpainy JikapcsKoro 3acody
23.08.2024 Ne 42711/24/0411
ECKY3AH® KPAILIIL

(HaliMeHyBaHHA NikapcsKoro 3acofy ariaHo 3 peecTpauiifHEM NOCBIIYCHHAM)
Kpamji opajsHi, mo 20 mu y driakondi 3 kKpaneabHHIeo; 1o 1 ¢JiakoHy B KapToHHi#
KopoOui

(Qopma BUMycKy, NO3yBAlHA, BH NAKYBAHHH JIKAPCHKOro 3acofy)
Howmep peectpaniitnoro nocsimuenns UA/0217/01/01 ctpox aii peecpauiiinoro mocsimuenns 01.01.2099
Cepia nikapcekoro 3aco6y Ne 2118271 KinekicTs BBE3eHOrO nikapcekoro 3acoby 1450

BupoGHHK (apma Beprirepone I'm6X, Himeuunna

{naiimeHyBanHa BUpobHHKa Nikapchkoro 3acofy, kpalHa MOXOMKEHHS)

Brezeno B Yipainy ToBapucrBo 3 00MexkeHo010 BitnosiaaasHicTo "baJIM", inent. koa:
31816235

(HaliMeHyBaHHs Ta koA 3a €JIPTIOY wpuaruHOT 0cobH abo npissuie, iM'a, No 6aTeKOBI
PizHyHOT 0co0H - mianpHeMLs, 1T Miclle MpOXUBaHHA Ta PEECTPaLifiHHI HOMep o0nikoBOT
KapTKH NIaTHHKA noAatkis abo cepis Ta HoMep nacmopra)

ITpoToxon BisyaanbHoro xoutponto sin 22.08.2024 » 07-01/2121/8.

3a pesyJbTaTaMH JEpPXKaBHOr0 KOHTPONID BCTAHOBIEHO, M0 JHkapchkuit 3aci eBezeHo B VEpainy 3

AOTPHMAHHAM BMMOr 3aKOHOAABCTBA WIOAC 3a0e3NeUeHHS AKOCT] NIKapCEKHX 3aco0iB.

B. o. nHauansHuKa Jlep:xaBHOI cly#bH 3
mKapchKHX 3ac0o0iB TA KOHTPOJIIO 34

HapKoTHKamH y JIHIMponeTpoBCEKii Mapis BPE3ILILKA
obnacti
] (iniLiand Ta OpissHILe)

(nocanosa 0co0a QREEEETET——GRRHOTO KOHTPOMIO)
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PHARMA _
WERNIGERODE GMmeH

Certificate of analyse/
Cepradikar skocri

Name of the product/Hassa npogykry

Aescusan® drops oral drops,/
Eckyan® kpanni, kpanti opaneHi

Tun ynakopx/Pack

DnaxoH 3 kpanensHHEe020 mn Nol/dropping bottle 20 mi Nol

Activity/akTHBHRICTb

100 g contain/ 100 r MicTaTh:

Dry horse chestnut exiract/cyxnii ekctpaxt Haciuua KiHChkoro
kawrany (3-7:1) - 4,725 g(r)

Thiamine hydrochloride/riaminy rizpoxiopuny - 0.5 g(r)

Country of crigin/Kpaina noxo/xeHss Germany/Himeuupna
| Reg. Certificate No/ Peectpauiiinnii nomep UA/G217/01/0)
Batch No/Homep cepii 2118271
Batch size/Poamip cepii 126496 packs/yrakosok
Manuf.date/flata supoBunurea 22.02.2023
Exp. Date/Tepmin npnaathocri 0272026
Manufacturer/BupaeBunk Pharma Wernigerode GmbH/
DOapma Bepuirepoge MM6X
Address/Anpeca Domnbergsweg 35, 38855 Wemigerode, Germany/

Hopubepreeer 35, 38855 Bepuirepoae, HiMewunua

Manuf. License No/BupoSuuna niuewsin

DE ST 01_MIA 2022 0011

GMP Cert. No/Ceprudrixar HBF

DE_ST_ 01 GMP 2022 0018

Quality parameters/
Mapamerpx

Limits/Bumorn

Result/PesyarTar

Description (visual, prganoieptic)/
Onine (sisyansno. opeanonenmunno)

‘Transparent or slightly opaque liquid from yellow
to reddish brown color with specific odor.
Precipitate may form in the process of storage/
Mposopa abo 2nerka KanaMyTHa piaHHA BiR
OBTOIO IO “ENBOHYRATO-KOPHYHEBOrO KONLOPY 3
XApaKkTepHUM 3anaxouM. B mpoueci 3ﬁepiramm

Conforms/ainnosinac

MONCUIHBE YTBODEHHS OCany. ==
pH (Ph.Eur./€D 2.2.3) 35-50 /“\e\*“ H i B/ \\4,74
Density/IllinLnicrn 0.978 — 0.988 g/ml (r/mn) ot =
(Ph.Eur/ED 2.2.5) JOKVMEHTIB 99 20 g/ml (r/mn)
Content of ethanol/BuicT eanony | 28.8% - 32.8% (v/v) "
_(Ph.Eur/€® 2.2.28) ﬁ S ( " rﬁ AN\ %‘iq % (v/v)
Nominal volume (weighing, Average ~ not less than indjcated on'the Tabell [

conversion in mhfHominanenni
ob*em (maxcysannn ma
HEPEPAXYHOK HA M)

Cepenrie - He MeHIIe BKa3al o ermeri ™,

’)I\\/\\-’

Dose and uniformity of dosage
units (Ph. Eur. "Liquids for oral use.
Uniformity of dosage for oral

drops ") Ao3a Ta emiopianicTs
agayeanHa (Ph.Eur. «Pidxi hopau
On% apanbrozo acmocyeanud. HJosa
ma odnopidnicme do3veauna
OpATOHUX KPaneAbs

Any separate dose should not drﬂ‘?&a@g@g&f
more than by 10%. Total weight of 10 doses
shouid not differ from nominal weight of 10 doses
more than by 15%. Koznuna okpema noza ue
OBHHAA BiAPI3MATHCE BIR cepennboi Ginbiue Ax
Ha 10%. 3aransua maca 10 103 e nobulHa
BiapisnaTUCE BiA HOMiNAKEHOT Mack 10 a0z
Ginsite 9k ua 15%.

Conforms/sinnosinae

Identification Aescin/
lzenThdirxaulse ecunny
(Ph.Eur./EP 2.2.27)

TLC/THX

Conforms/piznopixae




PHARMA _
WeERNIGERODE GvisH

Identification Thiamine TLC/THIX
hydrochloride/
LaenTudicanis Tiamigy
rigpoxnopuay
(Ph.Eur/€ 2,2.27)
Sum of triterpene glycosides 90,0 - 116,0 % from declared quantity/sia
calculated as aescin/Cyma sasafeHol kinskocti (0,9 - 1,1 g (r)/100 g (r))
TPHTEPIEHOBHX IiKO3UAIR B
NEPEPAXYHKY HA €CLHH
(Ph.Eur. /€D 2.2.25)

Assay Thiamine hydrochloride/ 90,0 - 110,0 % from declared quantity/gin
Bwmicr Tiaminy rigpoxnopuny saaeneHo] kinekoeri (0,45 — 0,55 g(r¥100 g (t) 104 %
(Ph.Eur/€P 2.2.257)
Microbiological purity/
Mikpofiosioriysa uicrora
(Ph.Eur /€D 5.1.4)

Total acrobic microbial

count/saransHa Kinekicrs aepobunx | NMTper | g/
Gakrepiit (TAMC) ue Ginbue #a L r 10° KYQ/CFU < 10 KYQ/CFU

Conforms/pianopinac

101%

Total combined yeasts and moulds
count/JarankHa KineKicTs NMTperlg/
APBKILKOBKX TA NNICHABHX rpubkie | ne BinpimeHa 1 r 102 KYOQ/CFU < 10 K¥YQ/CFU

(TYMO)

Escherichia coli Absent per | g/Bincytasip Ll 1 Absent/Bincyrtha

TiaTeepmxenyun signoeinnocri/Confirmation of compliance:

Husm 8 mioTRepakylo, 10O LA TApTig AikapchKHX 3aco0iR BHTOTORMEHA Ta NpoMlina mepesipky BiAMORIDHO A0 iHCTPYKLiK
CTOCOBHO ODIry RikapcbkHX 3acobiB. THCTPYKUWIl 38A0BONBHAIOTH BAMOraM 3aKkoHy npo nikapceki zacobu {(AMG) Ta
MMocTaHoBH NPO BHrOTOBAEHREA NiKaPCHKUX 32C00IB T@ AlloMux pevosnn (AMWHY).

wbHo. Cepis nponykry Gyaa suroTornena
ninnpuemc*rnw-uﬂpoﬁuuxom y noBHi#

a JIOKYMEHTaI.llﬁ, MPOTOKQNH MAKYBAHHA Ta

BiAfoRiAHO A0 chetdikaniii, Mo MicTaThea ¥ pee g mﬁomy A0CEE. B‘ﬁpqﬁ
M mapamerpam GMP.

NpOTOKNA KOKTPONID AKOCTi Npoiiuuni nepesipky Ta Bl

Besides, I confirm that the information presented is true alidcoere '.f':Tﬁe 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).

VYnosropawena ocofa/ Qualified person: (name and signature, stampyseal)
{(Kepisruymao xoumpomo saxocmi)

Jara/Date: 13 JuL! 2823




NEPKABHA CJIVIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KHIBCBKINA OBJIACTI

nipos. Ceimmunoi Hanii, 3, M.Kuis, 02099, ten/axc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koxn €JIPTIOY 37078774

BUCHOBOK
Npo AKIiCTH BBE3€HOT0 B YKpaily JiKkapchKoro 3aco0y

31.01.2025 Ne 2231/25/10

ECKY3AH® KPAILJIIL

(HaliMenyBanHs JTiKapchKoTo 3ac00y STifHO 3 peecTpaliiHIM TOCBiAMEHHM)
Kpaii opanbHi; mo 20 mir y Gurakoni 3 KparneabHHLIEI0; 110 1 yiakony B KapTOHHIl Kopooui

(dbopma BUNYCKY, 103yBaHHs, BHJ [TAKyBaHH: nixapchkoro 3acoby)

Homep peectpauiitroro nocsinuenas UA/ 0217/01/01 crpox ii peectpaniiinoro nocsinuens 01 .01.2099

Cepis nikapcskoro 3aco6y Ne 2139991 KinbkicTs BBE3€HOT0 nikapeskoro 3acoby 1300
BupoGHuk ®dapma Bepuirepoae I'm6X, Himeuunna
(uaiiMenyBauHs BEPOGHHKA MiKaPCHKOTO 3acofy, KpaiHa NOXOJKEHH:)
Baeseno B Ykpaiy CrisibHe YKPAiHCHKO-eCTOHChKE THANMPHEMCTBO Y popMi TOBAPUCTBA
3 oGMeKeHok0 BinoBinanasnicTio "'OnriMa-Dapwm, JITA", inenr. xon:
21642228

(naiiMeHyBanHs Ta ko 3a €APTIOY ropuanaHoi ocobu abo Tpi3BuILE, iM's, O GaThKOBI BisnHHOT
oco6u - minnpueMus, i Micle NpoXKUBaHHA Ta peecTpallifiHuit Homep 06J1KOBOT KapTKH IIaTHHKA
Honarkis abo cepis Ta HOMep IacropTa)

TIpoToK0JI Bi3yalbHOr0 KOHTPOIO Bl 28.01.2025 Ne 0154/2.

3a pesynbTaTaMM  JIepXKaBHOTO ~KOHTPONIO  BCTAHOBINEHO, IHO nikapcekui  3aci®  BBE3eHO B Ykpainy 3

JOTPUMAHHAM ByMOT 3aKOHOAABCTBA WOJ0 3aGe3neuer s AKOCTI NKapChKUX 3aC00IB.
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Onsra EPBOMEHKO

(nipuwc) (imirgiany Ta Api3BHILE)




PHARMA (
WirnNigerope Gyl

Certificate of analyse/
Ceprudikar axocri

Name of the product/Hazna npoiaykry

Aescusan® drops oral drops./
Ecky3an® xpanai, Kpari opasinii

Activity/akTHBHicTb

100 g contain/ 100 ¢ micrsir:

kawrany (5-7:1) - 4,725 o(r)

Germany/Himeuyuna

Country of origin/Kpuina noxomkcus
R ‘ertificate No/ Peecrpaniiimiii nosep

UAM217/01/01

“Batch No/Homep cepit

2139991

Bateh size/Posmip cepii

127500 packs/ynakosox

Manul.date/flara supoSnmirsa
Exp. Date/Tepmin npuaarthocTi

102.02.2024

Maakon 2 kpanesbHuuen) ma Neldropping boutle 20 ml Nol

Dry horse chestnut extract/cyxnil eKCTPAKT HACiHbst KiHCLKOIO

0272027

Manufacturet/Bupoduig

Pharma Wernigerode GmbH/
Mapma Bepuirepoae 'm6X

Address/Anpeca

Dornbergsweg 35, 38855 Wernigerode, Germany/
Jlopubepreper 35, 38855 Bepuirepoae, Himeuuina

Manuf. License No/BupoGuua sineusis

DE ST 01 MIA 2022 0011

GMP Cert. No/Ceprudixar HBII

DE ST 01 GMP 2022 0018*

#Ceprudicar HBITVGMP Certificate No. (8ianosinno BHcHOBKY WOR0 NIATBEPKCHHS BIANOBIAHOCT] yMOB BIpOOHHLITRA
Jikapewkix 3acodis umoram HBIT/In accordance to the conclusion of confirmation of GMP in Ukraine Ne 509/2023/¢-

1040 sig/dtd 13.09.2023)

Quality parameters/
Mapametpu

Limits/Buamorn Resu lt/l’e';_

Description (visual, preanoleptici/
Onne (wizvaiono., apeanoienniueiio)

Transparent or slightly opaque fiquid from yellow
to reddish brown color with specific odor.
Precipitate may form in the process of storage/
[Tposopa alo 3crka KataMmyTHa plakHa Bia
TKOBTOTO A0 HEPROHYBATO-KOPHTHEROIQ KOJILOPY 3
sapakTepHuM 3anaxom. B ripoueci 30epirans
MOIKIIHBE YTBOPEHHS OCAILY.

pH (Ph Eur/Cp 2.2.3)

3.5-5.0 4.84

Density/lWinenicts
(Ph.Eur. 762 2.2.5)

(1,978 - 0,988 g/ml (r/mu)

Content of ethanol/Bmict etanoay
(Ph Eur./Cd 2.2.28)

18 804 . 32 8% ;
28.8% J-.g,()(v/\) 29.97 % (vIv)

Nominal volume (weighing,
conversion in my/Hominaasuiii
00’ em (zeancyeanna nda
NEPEPAXVHOK Ha 1)

Average - not less than indicated on the label/

Cepeiane - He MCHUIC BKAZAHOIO HA eTHKETI
I © © ! 20.8 ml

Dose and uniformity of dosage
units (Pl L. " Liguids for oral use.
Uniformity of dosage for oral
drops”Jo3a va oamopianicrs
acsysauust (Ph Ewr. « Piowgi hopar
U OPAABHOLO 2ACNOCVEAnIE. flozd
ma OOnOPIGHICcHL So3vEdanis
OPCABHUN KPANETH »

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
maore than by 5%, /Koxxa okpema a03a we
AOBHHUA BIAPRHATHCEH B Cepetbol Ginblie sx
Ha 10%. 3araabha maca 10 203 ve noBMHHA
BLAPIHATHCL BI HOMIBAALHOT Mack [0 103
Oiibiue sk Ha 5%,

fdentification Aescin/

TLCTIIX

ILTAT

Conforms/sinnosizac

0.9835 g/ml (1/ma)

Conforms/sianosiae

Lrenrndikauis ecunny Conforms/sinnorigae

(Ph Eur/Cdp 2,2.27)

LPE e W /6’\/5/*
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Prarya LA
WerNoERODE GysH

Identification Thiamine CITIEX
hydrochloride/
Lacwrrudicanis tiaminy Conforms/sianosinae

FIAPOXAOPHAY
(Ph.Ewr,/C7ch 2,227

Sum of triterpene glycosides 90.0 -~ 110,0 % from declared quantity/sia
caleulated as aescin/Cyma aaBiaeHoT kiankoceti (0,9 « 1,1 g (/100 g (1))
TPHTEPIICHOBHX THIKOBHAIB B (.99 g(ry¥100 g (r)

Hti[}q)ti,\'_\»‘ Hh_‘y’ Ha CCLUHH
(Ph Eur./

Assay Thiamine hydrochloride/ 90,0 - 110,0 % from declared quantity/ia
Baticr viaminy riapoxnopHiy sanpieHo! kinbrocti (045 0,55 g(ry/100 g () 0.52 g(ry100 g (r)
(PhLur € 2.2.257)

Microbiological purity/
Mikpodioaorivua unerora
(Ph. Eur s 5.1.4)

Total aerobic microbial
countisaraabHa Kinbkicrs aepodunx | NMT per 1 g/

Gaxrepiit (tTAMO) He Ginbie Ha | 1 10° KYO/CFU < 10 KYO/CFU
Total combined yeuasts and moulds

count/3araania KiALKICTD NMT per 1 g/

APPIGUKOBHN Ta MicHABHX rpuikis | He Olabwe va 1 r 10 KYO <10 KYO/CFU
(TYMO)

“scherichia coli Absent per | ¢/BincytHas | r ’ Absent/Biacytis

Mixrsepaawenns sianosiaumocri/Coufirmation of compliance:

LM 5 [HATBEPILKYIO. 1O 18 NAPTis AiKapehkuX 3aco0is BHIOTOBACHA Ta NPOia nepesipKy BIANOBIAHO 0 iHCTPYKUiH
CTOCOBHO 0BIrY Nikapcbkux 3aco0is. lHCTPYKUiT 3a10BOABHAIOTL BUMOraM 3aKOHY PO nikapeski 3acoln (AMG) T1a
[ToCTaHOBH NPO BHFOTOBNEHHA JIKAPCLKMX 3a¢0Bi8 Ta Ailouux pewosin (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).

OKpiM ULOFO. # NATBEPAKYIO, 1O HABEACHA THPOPMALLS € CAPABAHBOLO Td IPABIALHOIO. Cepist npoaykTy Oyna BHCOTOBACHA
(BRAKUAIONH  ILAKYBAHHA/MAPKYBAHHSA) TR UCPERIPEHR  Ba3HAMCHAM  BHLIC NEANPHEMETROM-BHPOBHIKOM Y TOBRHIT
sianosiasocri 3 sumoravn woso Hasenuol BupoSunuoi [pakrukn (GMP) BianosigansHoro oprany IHCHEKUIT, @ TaKow
BiANMOBIANO 10 crieundixauill, O MICTATLE Y peeCTpauiiinoMy 10cke. BupoSrita 10KyMEHTAUIS, NPOTOKOIN NAKYBAHIS T
HPOTOKOA KOWTPOMO AKOCTI MPOHILINN NEPEBIPKY Ta BIANOBIAAOTH YCTAHOBIEHHM IIAPAMETPAM GMP.

Besides, 1 confirm that the information presented is true and corvect, The product batch has been manulfactured, 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 protacol are tested and comply with requirements of Good manufacturing Practice (GMP).

Vnosnopaxena ocobn/ Qualified person:  (name and signature, stumpdseal) Dr. Oliver Meifiner

(Kepicnuymao konmpoaio saxocmi) / -
Ilara/Date: 06.05.2024 {:@ Z’V)\w
- (e
Pharma Wernigerode GimbH

Dornbergsweag 45
38855 Wernlgerode
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