AEPKABHA CJIVIKBA 3 JHKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM V KHIBCHKII OBJIACTI

mpoB. Ceimmuanol Hanil, 3, M. Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BHUCHOBOK
Ipo sikicThk BBe3eHOro B YKpainy jgikapchbKkoro 3acody

26.02.2024 ' Ne 6565/24/10

ECKY3AH® JIOHT"
(natiMenyBaHH: HKapobKoro 3aco6y 3TiNHO 3 peecTpaniiiHiM ocBi AeHHIM)
KANCyJH npojoHrosanoi aii mo 50 Mr mo 10 kancya y 6aicrepi; no 6 6aicrepie y KapTonuiii
Kopobui ‘
{dhopMa BUIYCKY, A03YBAaHHA, BH NIAKYBAHHEA JTIKapCEKOTo 3acoby)

Howmep peectpaniitroro nocsigzenns UA/15249/01/01 crpok ait peectpaniiinoro nocsimsenns 01.01.2009
Cepis aixapcsxoro 3acoby Ne 1504340100 Kinskicrs peesenoro nixapcsxore 3acoby 126

BupoGHHK Ecnapma I'mM6X, Himeuunna
(HaliMenyBaHHA BHPOOHEKA HEAPCHKOro 3aco0y, Xpaia N0X0/KeHH)

Baesero B Yxpainy CrhiabHe ykpaiHCEK0-eCTOHCEKe MANPHEMCTBO ¥ dopmi ToBapucTea
3 ofmexeHox0 BianopixaapricTio "OnriMa-Papm, ITH", inenr. xon:
21642228

(nafimenyBanuA Ta kox 3a €IPIIOY ropuanunol ocobn abo npissume, iM'a, mo Gatekosi dizuuno]
0cob - mipnpreMmis, TF Micie NPoXHBAKHN T2 peccTpanlifinni Homep o6nikoBol KapTrH IRaTHHKA
noparxis aBo cepis Ta HOMep nACTIOPTA)

Ilporokon Bisyansnoro kenrpomo six 26.02.2024 N 0148/5.

3a pesynbTaraMM  IepKaBHOTO KOHTPOJIO BCTAHOBIEHO, IO JlKapcbkHMi 3aci6 BeeseHo B VYrpainy 3

JOTPHMAHHAM eimMor 3aK0HOZABCTBA MO0 3a0e3TedeHHs AKOCTI MKapChKHX 3aco0is.

Bikrop CTEOKIBCEKIH

(inittianicTa npissiie)

"u = mnuekr
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Ceprudikar skocTi

[ Name of the product/Hassa MPOSYKTY

AESCUSAN® LONG prolonged release capsules /
ECKY3AH® NOHT, Kancynv Npongrrosadoi oif

Pack /Tun ynakosku

10 kancyn y 6nicrepi, 6 Bnictepis y kaproHHin Kopobui

Activity/akTveHicTb

1 capsule contains/1 Kancyna mictuThb;

Horse Chestnut seed extract corresponding to
Triterpene glykosides/Cyxuix eKCTPaKT 3  HaciHHA
KIHCbKOrO KawTaHy B NepepaxyHky Ha GeasogHuis

eCLWH
50 mg/mr
Country of origin/Kpaina NEXcAMeHHA Germany/Himeuwuuna
Reg. Cerlificate No/ Peectpatiiiinmi Homep UA/15249/01/01
! Batch No/Homep cepil 1504340100
Batch size/Poamip cepi 51,027 packs/ynakosox
Manuf. date/flata BUpobHYUTEA 08/2023
Exp. Date/Tepmin NPHMAATHOCTI 08/2026

Manufacturer in bulk /BUPOBHUK in bulk

Temmiler Ireland Limited /
Temmnep Ipenang Nimiten

Address/Anpeca

Killarglin, County Kerry, Ireland /
Kinnoprrin, rpacberso Keppi, Ipnaxais

Manuf, License No/Bupo6Hrua niuenais

M01042/00001

GMP Cert. No/CepTudikar HBA

33129/M01042/ASR11374

Manufacturer {orimary  and secondary | Swiss Caps GmbH /

packaging)f Cricc Kenc MvbX

BupobHuk  (nepeumnne  ma smopurite

naxyaaHHs)}

Address/Anpeca MpacciHrepwrpacce 9, 83043 baa-AEninr,

HimeuumnHa / Grassingerstrasse 9, 83043 Bag Aibling,
Germany

Manuf. License No/BupoBHuya nilenrain

DE_BY_04 MIA_2023 0111

GMP Cert. No/Ceptudikar HBN

DE_BY_04_GMP_2023 0150

Manufacturer batch release/BupobHuk aunyck
cepii

Esparma GmbH /Ecnapma Mi6X

Address/Anpeca

Wallenroder Strasse 8-10, 13
Banenpogep Wrpacce 8-1 0,
HimeydnHa

435 Berlin, Germany/
13435 Bepnin,

Manuf, License No/BupoBHuya niuenain

DE_BE, 01_MIA_2023 0044

GMP Cert. No/Ceprudikar HBM

DE _BE_01_GMP_2023 0082

Quality parameters/
Napametpn

Limits/Bumorn

Result/Peaynurar

Description {visual)/
Onuc (pizyansHo)

Hard gelatin capsules with green
transparent body and brown opaque
cap, content — fight brawn {o brown

Complies/algnosinae

esparma GmbH - g company of the Aristo Pharma Group

Firmenstiz: Bietefelder Straks 1 38171 Shlzalal

QT Osterweddingsn  Deutschland

Verwallungssitz: Wallenroder Sirafie 8 - 10 13435 Berlin  Deutschland

HypoVereinsbank (BAN: DE10 1002 0890 0029

esparma)

ARZNEIMI EL
MITTEL Geschar’!sfahrung: Ghrislian Jagks §

/"%_}\’

Tel +4930 71094 - 4200 Fax +49 30 71084 - 4250 infoghesparma de Www aristo-pharma de

193098 BIC: HYVEDEMMARS

Amisgericht Stendal HRB 9439 USt-IdNr DE113866180 Sleuer-Nr 37/004/48246
ascha Rauschike Robert Szymariski
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spherical pellets/Teepa enaTnHosi

Kancynu 3 Npo3opuM KepPMycoMm

SGNEHOro KoNLOPY Ta 3 HeMPO30poK

KPULLIEYKDID KOPUMHEBOTO KOMLOpY,

3aMOBHEHI CHePUYHMU rpaHynamMu Big

CBITNO-KOPMYHEBOTO [0 KOPUIHEBOrO

KOMBODY.,
identification/inenTndikauia
Herse Chestnut extract/
EKCTRaKT 3 HaGiHHs KiHCbKOro Complies with standard/signosigae Complies/aignosigae
KaluTaHy cTangapry
Eur.Ph, 2.2.27 ;
Aescin/Ecuunn Complies with standard sianosigae ; . .
Eur.Ph. 2.2.27 craspapty Complies/rinnoeigae
E171
T;tam_Jm dioxide (colour Positive/noauTueHa Complies/signosigae
reaction)/
Turany giokewn (axicha peakyin)
E 172
Iron oxides (colour reaction)/
3aniaa okcug (sKicHa peakyin) Positive/nosutuena Complies/sianoeigae
E 132
Indigocarmine Complies with standard/signoeigae : . ,
IHauroKkapMin CTaHEapTy A Complies/signosigac
Eur.Ph. 2,227
E 104
Quinoline yellow/ Complies with standard/s nosinae . ; ;
Xitoniu mgamﬁ CTaHEapTy A Complies/sianosinae
Eur.Ph. 2.2.27
Average fill weight/
Cepeansa maca
HaNOBHeHHS Kancynu 413 mg(Mr) +7,5% 398 mg (mr)
EurPh. 295
Uniformity of dosage
forms/Ogtopinnicrs
Oaunmnyn
Eur.Ph. 2.9.40
g:}srfg?%lj;tjlonmoana,qauun = 30 min (xe) Complies/aianonigac
Assay/Kinukiche BU3HavYenna Eur.Ph. 2.2.25
Harse Chestnut extract/
EkCTpaKT 3 HaciHhs KiMchkoro 285,0 - 315,0 mg (mr) 300,6 mg (Mr)
KBLTaHY
Aescin/EetunH 47,5 - 52,5 mg (mr) 30,2 mg (M1)
Dissolution rates Aescin/ 1 hour (rogusa): 25 % - 45 9 11 %
Buninsuenus ecuynny 2 hour (roanumn): 50 % - 75 % 61 %
Eur.Ph. 2.2.29 4 hour (rosunn); > 75 % 89 %
Purity/ucToTa No additional zones/ NOAATKOAI . . )
EurPh. 2,227 3oHU(NItAMK) MaloTs ByTR BigcyTHI Complies/aianosinae

Pyrrolizidine alkaloids?

not more than 0,175 itirfcapsule

not tested/

esparma),

esparma GmhH - a company of the Aristo Pharma Group
ARZNEIMITTEL
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lMiponianauHosi ankanoigu** re Ginbuee 0,175 mMxr 8 kancyni He nepesipanocs
{SOP/meToguka thipmu**)
Microbiological purity/ Mikpo6ionoriyna unctoTa*
Eur.Ph. 5.1.8B, 26.12, 2.6.13
Total aerobic microbial
count/aaraneoHa Kinbkicrs < 10* CFU/g (KYOIr)
aepoBHux Bakrepin (TAMG)
Total combined yeasts and

moulds count/3aransua = 10* CFU/g (KYOrr)

KiNbKiCTb Apbianonmx Ta not tested/
NAICHABUX rPrbKia (TYMC) He nepesipanock
Bile-tolerant gram-negative = 10% CFU/g (KYO/r)

bacteria/ TonepantHux A0 XoBui
rpamHerarneHux Gakrepii
Escherichia coli Absent per/aigcyTHi s 1 a(r)
Salmoneila Absent perfaigeyTHi B 25 g(r)
** not performed as a routine batch control /he ¢ PYTHHHUM TecToM

*kh

. iN-pProcess/BUKOHYETLCH B npoLeci BupobHALTBa

Niogreepaxenns aiAnoainHocTiIConﬁrmation of compliance:

Unm 5 niarsepmkyio, wao L NapTis nikapebkuvx 3acobig BUroToBneHa Ta npoiwna nepesipky
BignoeigHo go iHCTPYKU cToCOBMHG ofiry nikapcokux aacoGis, IHGTRYXUIT 3ag0BaNbHATE
Bumoram 3akoHy npo nixapcbki 3acoby (AMG) ta Mocramosm fIPO BUrOTOBRIEHMA TlikapChKux
sacobis Ta gilounx peuosun (AMWHV),

Hereby | confirm that this medicinal prodiuct 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 Upboro, g NIATBEPANKYIO, WO HaBefleHa iHbopMaLin ¢ CNPaBXHLO Ta NPaBUNbLHOW.
Cepin npoaykty Gyna surotosnena (BrMOYaloul naxyBaHHﬂlmapkysaHHﬂ) Ta nepesipeHa
3a3Haverum Buile ni,qnpmemcmorm-awpoﬁmmm y NOBHIA BignoRigHocTi 3 BAMOramM¥ L4o[o
Hanexnor BupobHuuci Mpaktuin (GMP) BiAnosiqansHoro opraHy Hcnekuii, a Takox
BignoeinHo  ao eneuvdpikauii, wo MicTATbCs Y PeecTpauiiiHomy pgoche. BupoGHuua
AGKymeHTauia, rnpoTokonm MAKYBAHHA Ta NPOTOKON KOHTPONIO SiKOCT NpoAwnK nepesipky Ta
BignosigaoTs YCTaHOBNEHUM NapameTpam GMP.

Besides, | confirm that the information presented is true and correct. The product batch has
been manufactured, packaged, labeled and tested by the above manufacturer in fyll
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 Yuality control protoco) are tested and comply with requirements of
Good manufacturing Practice (GMP).

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

{Kepistiuymao KOHMPOMO AKocm) /‘ // (7
/’ [

15, JAN. 2024 o Fonrt ok

WAl fuyy,,, esparma GmbH
Wallenroder Strane 8-1p
13435 Berlin

Hata/Date;

(espatma)

ARZNEIMITTEL

esparma GmbH ~ 3 company of the Aristo Pharma Group
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