JEPXKABHA CHOYKBA 3 JIKAPCHEKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI
npos. Haxil Ceitanunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BUCHOBOK
PO AKIiCTH BBE3EHOTO B Ykpainy JikapebKroro 3acoly

03.09.2024 Ne 45003/24/26

BEHOIIJAHT

(vafiMeny BREHS JKAPCHLKOO 3ac00y PN 3 peecTpaui M HOCBITICHHSM)
TaBACTICH 3 BIACTPOUEHAM BUBIILHEHHsIM; 110 20 ragierok y Gaicrepi; no 1 6aicrep y
Kaprousii Kopobui

((ropma BUNYCKY, JO3YBATHA, BHA TAKYBANHA nikapebkoro 3acoly)

Homep peectpauiifnoro nocsigueHHs UA/8371/01/01 crpox aii peecTpauiifHoro nocsinueHHs AEOOMEeNCHHH

Cepia nikapeskoro sacoby Ne 0550423 ICinbKicTh BBE3EHOTO NiKkapekkoro sacofy 3360
Bupobuuk Ilp. Bismmap [aGe I'm6X i Ko. KT, HiMeyuuna
(naiivcHyBatis supofiuka NiKapeLKOro 3acoBy, Kpaia MOXoKCHI)
Bresero B Yipainy Mpusarne acuionepne Tosapucrso "HAT YPOAPM'", igeur. xou:
24930169

(naimesty satns 1a ko 38 CAPIIOY opraMHaHoT 0coBH alo npisirle, it 1o Barhikoni Gizsroiol
0COOH - ALANPHEMLS, 1T MICIC NPOKABANIE Ta peecTpauifiunit HoMep 06aic0BOT KapTicH NAATIHIE
[orKiB 860 Cepis Ta HOMEp UacnopTa)

IpoToKost Bi3yanbHOTO KOWTPOIO BIjL 03.09.2024 N 3002/1.

3a  pelynLIATAMU  [EPKABHOTO  KOHTPOIIO BCTAHORIEHO, L0 Jikapchkuii 3aci6  BBE3CRO B Vipainy 3
JAOTPHMAHHIM BUMOr 3aKOHOAABCTRA L1010 3abe3neuents sKocTi

ABCLKHX 3ac00iB.
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Dr. Willmar Schwabe GmbH & Co. KG

Ceprudpikar ananisy

KouTpont akocTi

Binemap-Lisate-lWrpacce, 4
76227 Kapncpye, Himexwunna
Ten. +49 (0) 721 4005-556
dakc +49 (0) 721 4005-557

Mpenapar BeHonnauT, TabneTky 3 BifCTpOMEHUM BUBINbHEHHAM, o 20 TabneTok e bnicrepi

Cepin Ne 0550423

no 1 6nicTepy B _KapToHHiR kopobi. Mapkysaiis YKpaiHCLKOW Ta 8HITIRCKKO MOBaMN.

Homep peectpauiiinoro caeigoyrsa: UA/B371/01/01

Aivicno go; BHeacTpokoso

IHdbopmauis npo micue supebHuyTeal ceprudikar GMP: | Ous. Jogarok 1

Roaalcuna pil 1 1abneTka 3 BIACTPOYEHUM BUBINbHEHHAM micTuTL: 263,2 wmr cyxoro

@KCTPAKTY HaciHHS KiHCbkore xaiuTana (Aesculus hippocastanum) (4,5-55:1),
wo signosigae 60 Mr TPUTEPNEHOBUX [NIKO3WAIB Yy MEPEpaxyBaHi Ha
Be3BOAHWN ecuUmH (excTpareHT: eTanosn 50 % (m/m))

i CNEUNDIKALIA | PESYNLTAT
30BHIWHIV BUINRALN OpAaHXKEBo-KOpUUHER] kpYrNi Tabnerku | signosigae
IAEHTUYHICTDL
AKTUBRNN KOMMOHEHT: sianosiaae
(BEPX sk onucano 8 posgini "KinbkicHe sustavexns” XPOMaTOorpama spaska nosuHHa GyTi
a0 AK anLTepHaTRa, XpoMarorpatiuHui TecT Ha NOPIBHAHHOK 3 XPOMATOPaMOI POIYUHY
laeHTruHlcTs, onucaHuit B Modorpadit "Hippo-castani NOPIBHAHHS (BCUUH) T8 XPOMBTOrPAMOLD
extractum siccum normatum” aliovo! pegarujl POIYNUHY CYXOTO BKCTPAKTY
dapwmakoner)

Bapsuukn (Mokpi XiMivHi peakyin) signosiaae
- 3aniso GriakuTHWi 0cag (He € PYTUHHUM TEcToM)
- TWTaH (6rigo) xoate qapbysatHs (He € pyTUHHIM
TECTOM)
UYUCTOTA
OaHopigHicTs mack (Eep.®. 2.9.5) ’EOSHiQST"Me BlAXuneHHs Big cepesHbol mack +198% -3.76%
PosuuserHs 1% roguna (HC10.1M) £30% 18 %
(Cep.®. 2.9.3, nonaTesuit anapar) 3% roguta (Oydep pH 6.8) =270 % 89 %
(Qososani hopmu 3 BIgCTPOUEHUNM
BuBINbHEHHAM/METOR A)
MikpoGionoruuna uucroTa €ep. ®apwm., 5.1.8, Ka1. B Bignonipae
(2.6.12/2.6.31)
KINLKICHE BUIHAHEHHA
Cyxuit €KCTPaKT HACIHHA KIHCbKOro KawTady (Aesculus 178.5-263.2 mrirabnetky 3 BIACTPOEHNUM 191.8 mr/rabnerky 3
hippocastanum) (4.5-5.5:1) rputepnenosi rnikoangu y BUBINLHEHHSAM gigcTpodeHuM
nepepaxynky Ha 6eanoaHuil ecluH (aioye pejakyia 0BnacTh NpUAYCTUMIX 3Haverk: 95 -105 % BUBIMTGHEHHAM
€ap. ®apm., BEPX) 50 MriTabneTky 3 BIACTPOMEHUM BUBINLHEHHAM
Mapkepa aKTUBHOTC KOMPIOHEHTA:
TPUTEPNEHOBNX ITIIKO3VAIB Y NEPEPaxyHKy Ha 50.6 mr/rabneTky 3
OasBogKuil ecynH BIACTROYEHM
0BrnacTb NpURYCTUMUX 3HaueHs: 95 -105 % BUBITLHEHHAM
NATA BUPOBHULITBA 01/2023
NPUOATHUN 40 01/2026
[ATA BUNYCKY CEPII 06,04.2023
PO3MIP CEPH 30 456 ynakosok

Hana cepin slanosigas cneundikayil | 403B0NEHA A0 BUNYCKY, Aeknapauiic npo ceprudikauito ane. Qoaarok 1.

Lara Koutpors skocTi
11.04.2023/st Y. Krot/Kepisruk BKA
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Dr. Willmar Schwabe GmbH & Co. KG

‘SCHWABE'

YKpaina
KORTPOnt SKOCTi
Op. Binsmap Wsabe
FumeX un Ko Kl
Binsmap-llsate-lUrp. 4
76227 Kapncpye
Himeuunna
P. O. Box 41 09 25
76209 Kapnepye
HiMeudura
Ten.+49(0)721 40 05-0
www.schwabe.de
www.schwabepharma.com
dogartok 1
Ceprudikar BigNOBIAHOGTI BUMOraM | pE BW 01 GMP_ 2022 0124
HBI' - T T - B
NiyeHsis Ha nposapkeHHA Ne DE BW 01 MIA 2022 0075/DE_BW 01_Schwabe
Appeca supoSHuka (Micue Binomap-lUsa6e-Ltpacce 4, 76227 Kapncpye, HimeyunHa
BrpobHULiTBa)

Heknapauis npo ceprudikauliio

LIim 5 ninTBEpMAXYIO, WO BUKNAAeHa IHOPMALIA € BBTEHTUYHOIO | TOHHOK. L cepis npenapaty Byna
NPOBEMEHa, BKIIOHAIOHN ETANY YNAKOBKW, MAPKYBaHHS Ta KOHTPONK AKOCTI, Ha BUpoBHUIOMY
MaliaHumnKy, 3asHaqeHoMy BULLe ¥ NOBHIN BianosigHocT [0 BuMor HBI, BCTaHOBNEHUX micLeBUMM
perynsiTopHUMI Opranamm, a Takox sianosigHo Ao crieumdikauit, Wo e AoAaTKOM o PeecTpadinHoro
cainouTea iMnopTyHoUoT Kpalky, 3anucy woge BUpobHULTEE, NakysaHHA Ta aHaniay paxot cepil
nepesipeHi Ta Bu3Hani sBignosigsuMu sumoramu HBI.

Y. KroTt

YriosHoaxeHa ocoba

Op. Binemap Weabe m6X i Ko. KT
Kaprcpye
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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 Ukrainian_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 myg of dry extract
from horse chestnut seeds (4.5-5.5:1), that is equivalent to
50 mg triterpene glycosides, calc. as anhydrous sascin
(extraction agent: ethanol 50 % (m/m))
SPECIFICATION | RESULT
CHARACTERISTICS
APPEARANCE (organcleptic) | orange-brown round tablets | corresponds
IDENTIFICATION
Active ingredient
(HPLC described for "Assay” or, alternatively , the sample chromatogram. should be comparable
following chromatographic test for identity with chromatagram of the reference solution corresponds
described in monograph “Hippo-castani extractum (aescin) and with chromatogram of the dry extract sp
siccum normatum” in the current version of solution
Pharmacopoeia)
Colouring agents {wet chemical reactions)
- lron blue precipitate (not tested on a routine basis) corrgsponds
- Titanium pale(yellow) calor (not tested on 4 routine basis)
TESTS
Uniformity of mass (Ph.Eur. 2.8.5) Tolerance, deviation from average mass £ 5 % +188% -376%
Dissolution (Ph.Eur. 2.9.3; paddle apparatus) 1 hour (MCI 0.1M) <30% 19 %
3% hour (buffer pH 6.8) 270 % 89 %
(Delayed-re} dosage forms/method A}
Microbial quality (Ph.Eur, 2.6.12/2.6.31) Ph.Eur,. 5.1.8, Cat. B correspands

ASSAY

Dry extract from horse chestnut seeds (Aesculus
hippocastanumy} (4.5-5,5:1) triterpene glycosides,
cale. as anhydrous aescin

{current Ph. Eur. HPLC)

178.5 - 263.2 mg/delayed-release tablet
tolerance range: 85 -105 %

50 mgl/delayed-release tablet active marker
substance: triterpene glycosides, calc. as
anhydrous aescin

tolerance range: 95 -105 %

191.8 my/dealayed-
release tablet

§0.6 mg/delayed-
release tablet

MANUFACTURING DATE 01/2023
EXPIRY DATE 01/2026
BATCH RELEASE DATE 06/04/2023
BATCH SIZE 30,456 packs

The batch meets the specification and is therefore released, see Certification statement in Annex 1

Date
11.04.2023/Gei

Quality Control
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Dr. Willmar Schwabe GmbH & Co. KG

Ukraine Quality 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 GVP 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

Certification statement:

[ hereby certify that the above information is authentic and accurate, This batch of product has been
manufactured, including packagingftabelling and quatity 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.

U. Knoth

Qualified Parson

Dr. Willmar Schwabe GmbH & Co. KG
Karlsruhe
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