JEPKABHA CJIIYIKBA 3 JIKAPCHLKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHEBI
npos. Haxii Ceitauunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kog €JIPTIOY 37079055

BUCHOBOK
po sKicTh BBe3enoro B Yipaiuy JiKapenKoro 3acoly

03.09.2024 Ne 45003/24/26

BEHOIIJIAHT

(1atiMenyBanisi NKAPCLKOFO 3aco0y IPLAHO 3 peecrpauifiauM HOCBInUCHHSM)
TaBaeTky 3 BiACTPOYEHAM BHBIILHEHHsIM; 110 20 rafirerok y 6uicrepi; no 1 6aicrep y
Kaproumiii Kopobui

((ropma BUNYCKY, 103y BAIA, BHA NAKYBANHA nikapebkoro 3aco0y)

Homep peecTpalliiiHoro NocsiAeHHs UA/8371/01/01 crpox aii peecTpauiifHoro nocsinieHHs AE0OMEeKEHHHA

Cepia nikapeskoro sacoby Ne 0550423 KinbKicTh BBE3EHOTO Nikapehkoro sacofy 3360
Bupobuuk Ip. Bummap [Isabe 'm6X i Ko. KI', HiMeuwyuna
(naliMcHyBaua BAPODIUKA NIKAPCLKOIO 3ac06y, kpailia NOXONKCHH)
Boesero 8 Vipainy TMpusarne akuionepHe TOBAPUCTBO "HATYPDAPM", ineur. xou:
24930169

(natmenysais Ta koi 3a CAPIIOY jopramH ol 0coBy abo npisbuue, is'st. 00 Barhkoni Giznol
0COBH - IiANPHEMLS, T MICHE NPOKHBANIE Ta peecTpauifitnil HOMEp o6nixoBoT KapTIKH MAATITHEL
[OIATKIB 450 cepin Ta HOMEP NacnopTa)

poToKos Bi3yaabHOT0 KOHTPO/IIO BijX 03.09.2024 N 3002/1.

3a  pesyibTaTaMd EPIABHOIO KOHTPONO  BCTAHOWIEHO, o nikapcbkuit  3aci6 Beeseno B Ykpainy 3
JAOTPHMANHIAM pumor

sakoHoiascTBa woo 3abesneuenis skocTl pgpebKkux 3acobiB.
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Dr. Willmar Schwabe GmbH & Co. KG

Ceprucpikar aHanisy

Koutponbk AKocTi

Binbmap-llisate-Urpacce, 4
76227 Kapncpye, Himevunna
Ten. +49 (0) 721 4005-556
dakc +49 (0) 721 4005-557

MNpenapar BeHONNaHT, TabneTku 3 BiACTPOMEHUM BUBINbHEHHAM, no 20 TabneTok 8 GnicTepi

Cepin Ne 0550423

1o 1 BRicTepy B _KapToHHIR kopobll, MapiysaHHs YKpaiHELKOI Ta HITIRCKKOD Mogamn,

Homep peecTpauiiiioro ceigoursa; UA/8371/01/01

Livicwo ao; HeacTpokoso.

IHbopmalis npo micue supoSHuuTBal ceprudikar GMP: | Ous. fosarok 1

Do3salcuna ail 1 1abneTka 3 BIACTPONEHUM BUBINbHEHHAM MicTuTL: 263,2 mr cyxoro
@KCTPAKTY HaciHHs KiHCbKore KaluTana (Aesculus hippocastanum) (4,5-5,5:1),
uo eignosinae 60 mMr TPUTEPNEHOBMX [NIKO3WAIB Y nepepaxyBandi Ha
Be3BoaHUI ecuH (ekcTpareHT: eTaHon 50 % (m/m))

i CNEUNDIKALISA | PESYNLTAT
30BHIWHIV BUIAA opankeso-kopulHeB Kpyrni Tabnerku | signosigae
\JEHTUYHICTL
AKTUBHWIN KOMMOHEHT: sipnosiaae
(BEPX sk onucato 8 poagini "KinbkicHe suanauexnsa” XPOMaTOrpama 3paska noBuHHa GyTu
alo aK aneTepHaTUea, XpomavorpadiuHui TecT Ha NOPIBHSIHHOK 3 XPOMaTOPaMOoio PO3MURY
JaeHTUUHICT, onucanui s Modorpadeit "Hippo-castani NOPIBHAHHS (BCUUH) Ta XPOMETOrNAMOI0
extractum siccum normatum” aliovol pegaxui PO3UNHY CYXOro eKCTPaxTy
dapmakonel)

Bapsuuku (Moxpi ximiuHi peakuii) signosiaae
- 3aniso BriakuTHWA 0cag (He € PYTURHUM TEcToM)
- ThTan (Bripo) woare dapbysarHs (He € PyTUHHIM
TECTOM)
UYUCTOTA
OpHopigHicTe mack (€sp.©. 2.9.5) ’2‘75"{/:7"'”6 BlAXUNeHHs BIA cepeAHbol Mack +198% -3.76%
Po3uupeHHs 1% roguna (HC10.1M) $£30% 19 %
(€sp.®. 2.9.3, nonaresuii anapar) 3*roguna (Bypep:pH 6.8) =270 % 89 %
(Dosoaaki opmu 3 sigcTpoueHum
BuBiNbHEHHAM/METoA A)
MikpoBionoruyna uucToTa €ep. ®apm., 5.1.8, Kar. B Bignonipae
(2.6.12/2.6.31)
KINLKICHE BUSHAHEHHA
Cyxuit KCTPAKT HACiHHA KiIHCbKOro kawTauy (Aesculus 178.5-263.2 mritabnetky 3 sigcTpodeHnm 191.8 mr/vabneTky 3
hippocastanumy) (4.5-5.5:1) rputepnenosi rnikoanau y BUBINLHBHHAM BIACTPOYEHUM
nepepaxyHKy Ha GeaBoAHN ECLMH (RiloYe peaakuis 0BNACT NPUAYCTUMUX 3HaUeHs; 95 -105 % BUBIMGHEHHAM
€ap. dapm., BEPX) 50 Mr/rabneTky 3 BiiCTPOYEHUM BUBIMLHEHHAM
MapKkepa aKTUBHOIO KOMNOHEHTA:
TPUTEPIIEHOBUX FTIIKO3UAIB Y NEPEepaxyHky Ha 50.6 mr/rabneTky 3
OessogKui ecumH BIACTROYESHUM
0BrnacTb NPURYCTUMUX 3HAUSHDL: 95 -105 % BUBINTLHEHHAM
OATA BUPOEBHULITBA 01/2023
NPUOATHUNM A0 01/2026
[ATA BUNYCKY CEPI] 06,04.2023
PO3MIP CEPII 30 456 ynakosok
Tava cepist Blanosigae cneuvdpikayil i 403soneHa 40 BUNYCKY, Aewapaliic npo cepTudiikauilo Aus. foaarok 1.

[ara KoWtponb aKkocTi
11.04.2023/st Y.Krnot/Kepisrnk BKA
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Dr. Willmar Schwabe GmbH & Co. KG

SCHWABE'

Ykpaina
KORTPOsit SiKoCTi
Ap. Binomap Wsabe
FuweX v Ko KM
Binsmap-llisate-Lrp. 4
76227 Kapnecpye
Himeuuura
P. Q. Box 41 09 25
76209 Kapnecpye
HiMeuduna
Ten,:+49(0)721 40 05-0
www.schwabe.de
www.schwabepharma.com
Hoparok 1
Ceprudbikar Bip,ndBiAHOGTi BAMOraM | DE BW 01 GMP 2022 0124
HBI1 -7 - B
Niyersis Ha nposakeHHs Ne DE BW 01 MIA 2022 0075/DE_BW 01 Schwabe
Appeca BupoGHUKa (Micue Binbmap-LUsa6e-LUtpacce 4, 76227 Kapncpye, Hiveyunna
BUpoBHUL{TBA)

[eknapauis npo ceprudikadiro

LiimM 5 nigTBEPAXYIO, WO BUKNaAeHa iHpopmaLjis € aBTEHTUYHOLO | TOHHOK. Ls cepis npenapaty Oyna
NPOBEAEHE, BIIIIOHAIOHN 8TANY YNAKOBKW, MAPKyBaHHA Ta KOHTPOMNK SKOCT, Ha BUpoBHUIOMY
MailfaHumKy, 3a3HaYeHoMy BULLE y NOBHIN BianosiaHocTi 4o sumor HBI, BCTaHoBEHUX micuesumMy
PerynsiTopHUMIA Opranami, a Takox signosigHo 4o crieundikanii, wo e A0[aTKOM A0 PeecTpauinHoro
CBINOUTBA IMNOPTYIHOT KpalHu. 3anucy wogo supobHULTBa, nakyBaHH:A Ta aHaniay aawot cepii
nepesipeHi Ta Bu3HaHi BignosigHumu sumoramu HBI.

Y. KHot

YriosHosaxeHa ocoba

[Op. Binbmap Wisabe MuBX i Ko. KI
Kapncpye
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Dr. Willmar Schwabe

Pharmaceuticals

Certificate of Analysis

Quality Control

Product Venoplant delayed release tablets,
20 tablets in blisters
Batch No. 0550423
Order No.
1 blister in cardboard box, Labeling in Ukralnian_and English languages.
Number of registration document UA/8371/01/01
Valid until unlimited
Site / GMP information see Annex' 1
Strength 1 delayed-release tablet contains 263.2 mg of dry extract
from horse chestnut seeds (4.5-5.5:1), that is equivalent to
50 mg triterpene glycosides, calc. as anhydrous aescin
(extraction agent: ethanol 50 % (m/m))
SPECIFICATION | RESULT
CHARACTERISTICS
APPEARANCE (organoleptic) | orange-brown round tablets | correspands
IDENTIFICATION
Active ingredient
(HPLC described for “Assay” or, alternatively , the sample chromatogram should be comparable
following chromatographic test for identity with chromategram of the reference solution sotresponds
described in monograph “Hippo-castani-extractum (aescin) and with chromatogram of the dry extract 50
siccum normatumn’” in the current version of solution
Pharmacopoeia)
Colouring agents {wet chemical reactions)
- lron blue precipitate (not tested on a routine basis) corresponds
- Titanium pale(yellow) color (not tested on « routine basis)
TESTS
Uniformity of mass (Ph.Eur, 2.8.5) Tolerance. deviation from average mass = 5 % +198% -3.76%
Dissolution (Ph,Eur. 2.9.3; paddle apparatus) 1% fiour (HCI 0.1M) <30% 19%
3% hour (buffer pH 6.8) 270 % 8% %
(Delayed-rele dosage forms/method A}
Microbial quality (Ph.Eur. 2.6.12/2.6.31) Ph. Eur,, 5.1.8, Cat. B cofresponds

ASSAY

Dry extract from horse chestnut seeds (Aesculus
hippocastanum} (4.5-5.5:7) triterpene glycosides,
cale. as anhydrous aescin

{current Ph. Eur. HPLC)

178.5 - 263.2 mg/delayed-release tablet
tolerance range: 95 -105 % release tablet
50 mgl/delayed-release tablet active marker
substance: triterpene glycosides, calc. as
anhydrous aescin

tolerance range: 95 -105 %

release tablet

MANUFACTURING DATE 01/2023
EXPIRY DATE 0172026
BATCH RELEASE DATE 06/04/2023

BATCH SIZE

30,456 packs

The batch meets the specification and is therefore rel d,

see Cerlification statement in Annex 1

Date
11.04.2023/Gei

Quality Control
(UR K'g,oth

/Z;a -
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Dr. Willmar Schwabe GmbH & Co. KG

Ukraine Quuatity Control

Dr. Willmar Schwabe
GmbH & Co. KG
Willmar-Schwabe-Str, 4
76227 Karlsruhe
Germany

P. O, Box 41 09 25
76209 Karlsruhe
Germany

Phone +49(0)721 40 05-0

www.schwabe.de
www.schwabepharma.com

Annex 1

Certificate of GMP compliance DE _BW 01 GMP 2022 01‘24

Manufacturing Authorization No. DE_BW 01_MIA 2022 0075/DE _BW 01 _Schwabe
Manufacturing site Willmar-Schwabe-Strasse 4, D-76227 Karlsruhe, Germany

Cettification statement:

I hereby certify that the above information is authentic and accurate, This batch of product has been
manufactured, including packaging/tabeliing and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with. the specifications in
the Marketing Authorisation of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP.
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U. Knoth

Qualified Parson

Dr. Willmar Schwabe GmbH & Co. KG
Karlsruhe
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