JEPYABHA CJIVIKBA 3 JIKAPCBKHX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHUEBI]
npos. Hanii Caitnwasol, 3, Kuie, 02099, Ten.: (044) 295-26-85
E-mail: dls.kyiv@dis.gov.ua, Ko €JIPTIOY 37079055

BUCHOBOK
npo AKiCThL BBE3EHOrO B Y kpainy JliKapcbKoro 3ac00y

31.07.2023 Ne 39054/23/26

MEMOILIAHT ®OPTE

(HafiMeHYBAHNS HIKAPCHKOTO 3acofy 3riMo 3 peccrpautifiuum flocRiAeHIAM)
rabrerks, BRPTI NAIBKOBOIO 000101K010, MO 10 raéaerox y Gaictepi; no 2 Gaicrepu B
kapronuiii kopodui

(opMa BHITYCKY, JO3YBAHHA, BUL NAKYBAHHR nikapeskoro 3aco0y)

Homep peectpatiiinoro nocsiauenna UA/0204/01/01 crpox aii peectpauiiroro focsinueHns HeoBMexeHuH
Cepis sikapebkoro 3acoby Ne 0970223 KinsKicTs BBEIEHONO 1ikapehkoro 3acoy 960

Brpobruk Jip. Binsmap Isate IMOX i Ko. KI', Himeyuuna

(HafMCHY BOHIA BAPOBHMKA NIKAPCHKOTO 3acofy, kpaita TIOXOJIACHHA)

MMpuparue aKuionepie TOBAPHETRO YHATYPOAPM", inen. ko
24930169

Baescxo 8 Ykpainy

(atisciy BauIg T2 K04 34 CIIPTIOY wopuanuiot ocobu a0 npizerine, M4, 00 OurLKOBI
dhismuniol ocofu - aiARPHEMLS, 17 MiCLIC TIPOMMKBAHESR T3 pecerpauifitt nomep oGaikosoi
KAPTRY IIETHHKA (0AATKIB aBo cepis Ta iomep HacnopTa)

IpoToKos Bi3yaabHOT0 KOHTPOMO pin 31.07.2023 X 2177/2.

Ja  pesyNbTaTaMi  AEPKABHOrO  KOHTPOMO CTAHOBGHD, L0 hixapehkud 3acib  BBC3CHO B Yxpainy 3

nOTpHMﬂ}MMﬁM;Qr 3aKOHOAANCTBA L1040 3a6esncHeH s AKoCTi AiKapChKHX 3ac00iB.
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Dr. Willmar Schwabe GmbH & Co. KG

Ceprudpikar ananizy

Konrpons sikocti

Binemap-iipabe-Wrpacce, 4
76227 Kapncpye, Himeuuuna
Ten. +49 (0) 721 4005-556
®daxc +49 (0) 721 4005-557

IMpoayxr

Cepisi Ne 0970223

MemonnanT cpopTe, Tabnetn BKpuTi 060/10HKO0, 110 80 M Ne 20 y BnicTepi

no 10 rabnerok y Bnicrepi; no 2 BricTepn B KAPTOHHIN YNakoBLy: MapkyBatHs yKpaiHCHKOK MOBO0O

Homep peecrpauiiHoro NOCBIAYEHHS!

UA/0204/01/01

HiticHe no:

GescTpokoso

IHthopmauin npo micue BupoGHuLTea / cepTudpikar
GMP:

Aue. BopaTtok 1

Hosa / cuna pit

ExcTpakty nucts Mikkro GinoGa, cyxoro 80 mr/ TabrigTky

NOKPUTY 0BONOHKGIO

(2.6.12/2.6.31)

CrNEUN®IKALLA PE3YILTAT
Oruc ‘—lepBQHi rnazxi kpyrni taéreTin, sinnosizac
BKPUTI 0BONOHKOK
VAEHTUOIKALIA
Exkcrpakr nuers rikrko Ginoba, cyxui OUiHKE PO3TaLLYBAHHS NIIsM
(35-67: 1) (TLUX / AnbTepHaTUBHMIA sapianT: BEPX CbﬁaBOH%BMX l"J“I)I'/KOSMmB FiMKro Bignosinae
B PamKax KinbKiCHOro BUSHaYEHHS)
BapsHuku MosuHHa BiaANoBiNaTH BUMOram MO3UTUBHO
3anisa okcun wepsoHuil (B 172) (MOKpUIA XiMiHHNIA
METO/, KONLOPOBA PeaKyis)
3anisa oKkeuyl KopUUHEBUE (E 172) (mokpuit ximivHnn
MeTOM, KOMboposa peakLlis)
Turany piokeng (E 171) (konwoposa peaxuis) MosuHHa BignosigaT BUMOroto €8P, | NO3NTUBHO
Dapm.
HYNCTOTA
OaropiaHicTs no maci IpannaHo gonycrime sigxuneHHs . .
(€ap.®. 2.9.5) 8if cepenHbol macu + 5 % BlAnosinae
Pacnapaemocts HomitaneHo: < 30 MuH < 30 miH
(€Bp.®. 2.9.1)
MikpoBionoriuHa uncrora €ep.dapm., 5.1.8, xar. B sifinosigac

KINbKICHE BU3HAYEHHS

EKGTpakTy nueTst ridrko 6inoba, cyxoro (35-67: 1)
(BEPX)

80.0 mr / Tabnetky, Bkputy
0BOMNOHKOIO
Mexi: 95 - 105%

77.1 wr/ TabneTky,
BKPUTY 0BONOHKOI0

PnasoHOBI rMiKoanay FHKFO (mapkepw)

17.6 — 21.6 mr/ TabreTky, BKPUTY
06 05IOHKOK

19.4 mr/ Tabrietxy,
BIPUTY OBOMNOHKOH

TepneHosi nakToHu (cyma rikronigos A, B,Ci
6inobanaos)

4.32 ~ 5.28 mr/ Tabnetky, BkpuTY
0BOSIOHKOW

4.79 wmr/ Tabnerky,
BKPNTY 06ONOHKOW0

PO3MIP CEPII

10 480 ynakosok

DOATA BUPOBHWLTBA 11/2022
APURATHIAR [0 11/2027
OATA BUTYCKY CEPIT 04.05.2023

[awa cepis signosigae cneundikalil i o3sonena Ao BANYCKY, AeKnapauit npo ceprudikauio gus. Jogatox 1,

Nara
24.05.2023/sf

KoHTpont sikocti
[p. Xeremanu/ Kepiaruk BKS




Dr. Willmar Schwabe GmbH & Co. KG

Ykpaina KoHTposis sikocTi
[ip. Binbmap Wsabe MmGX i Ko K

Binsmap-tisaGe-wrp, 4
76227 Kapncpye
Himeuumra

P.O.Box 4109 25

76209 Kapricpye
Himeuunna

Ter.: + 49 (0) 721 40 05-0
www.schwabe.de
www.schwabepharma.com

DopaTok 1

CeptudhmkaT BignosigHocTi BUMoram DE_BW_01_GMP_2022_0010

HBIM

Nidewsia Ha BUpoGHULTBO Ne DE_BW_01_MIA_2019_0094/DE_BW 01_Schwabe
Anpeca supobruia (micue BrpobHuLTBa)| Binbmap-lsabe-lUrpacce 4, 76227 Kapncpye, Himeuuura

Heknapauist npo ceptudikauio

Lim s ninTeepmkyio, wo euuiesukriageHa iHthopmalist € aBTeHTWMHOW | ToyHow. [aHa cepis
npenapaty Gyna supobrieHa, BKNOYAIOUM eTamy Ynakosku, MapkyBaHHs | KOHTpONto akocTti, Ha
BUPOGHUYOMY  MalpaHuuKky, 3asHaveHo! Bulle B MOBHIN BiAnoBigHOCTI 3 BuMoramu HBI,
BCTAHOBNGHUMN MICLIEBUMMW PEryNSTOPHUMY OpraHamu, a Takox y BignosigHocti si crielmdpikadismu,
Ak € gopaTkoM fo PeecTpauiliHoro CBIOUEHHAM KpaiHu-imnopTepa. 3anucu wono empobHULTBaE,
ynakoBku Ta ananiay AaHoi cepii nepesiperi i BusHani BignosigHmm sumMoram HBIM.

p. Xereman

YnosHoBaeHa 0coba

Ap. Binbmap Wsabe MibX i Ko. KI
Kapncpye

Mepexnan 3 aHrmnificbkol Moay Ha yKpaidcsky mMosy spobuna Hatans Pegunus ( npescTasHuK Komnarun [p. Binemap Lisa6e g
YKpaiHi/ Mereikep 3 peccTpaulii nikapcbkix 3acobin).




Dr. Willmar

Schwabe GmbH & Co. KG

Product

Batch No.

Certificate of Analysis

Quality Control

Willmar-Schwabe-Str. ¢
76227 Karlsruhe, Germany
Tel. +49 (01721 4005-556
Fax +49 (0)721 4005-557

0970223

Memoplant forte 80 mg f.c.t. 20 f.c.t. in biister

10 tablets in bl

blisters in cardboard box Labeling in Ukrainian language

Number of reg document

; UA0204/01 /U1

Valid anti

unlimited

Site / GMP information

see Annex 1

 Streng

Ginkgo dry extract 80 mg/f.c.t.

SPECIFICATION

RCaULT

APPEARANCE

red, smooth, round fet,

Corr sx%ponds

IDENTIFICATION

Ory extract from Ginkgo bil. leaves
(35-67:1) (TLC, alternatively HPLC wilhin
- the framework of assay)

; flavone glycosides

Evaluation of the bands Ginkgo

fron oxide red E172

caorresponds

lron oxide brown E172 (wet chemical corresponds corresponds

method, colour rewction)

'htamum dioxide £171 (colour reaction) corresponds o corresponds ’
Uniformity of mass (Ph, Eur. 2.9.5) deviation fr ge mass x 5 % Mc‘"orresy)onds !
Disintegration time (Ph. Eur. 2.9.7) < 30 miny i ! 30 min :
Microbial quality (2 ( 12/2 6.31) Ph. Eur, 5.1.8, Cat. B g carresponds

ASSAY

Dry extract from Ginkgo bil. leaves
(38-87:1) (HPLC)

180 my / film-coated tabiets

Tolerance: 95.0 - 105.0 %

‘ ] Ginkgo ﬂavo};ém&l‘ycosid'gé"(;iaélrkers)

7.6 - 21.6 mglfct

{771 mg /film-coated tablets |

A, B, C) (HPLC)

Terpene lactones (bilobalide + ginkgolides

4.32 - 5.26 mglict,

BATCH SIZE

MANUFACTURING BATE

EXPIRY DATE

 BATCH RELEASE DATE

04083635 '

The batch meets the specification and is therefore released, see

Date
04.05.2023/sf

Certification statement in Annex 1

Dr. H{*c;ormnn/‘—ioad of Quality Contro
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Dr. Willmar Schwabe GmbH & Co. KG

Al

Guatity Controid

Wilimar-Schwabe-Sir. 4
76227 Karlsruhe, Germany
Tel. +49 {0)721 4005-556
Fax +49 {0)721 4005-557

Annex 1

ertificate of GMP compliance DE_BW 01 _GMP 2022 0010
| Menufacturing Authorization No, DE BW 01 _MIA 2019 0094/DE BW 0
Willmar-Schwabe-Strg

 D-76227 Karlsruhe, Germany

f,fy}gmgfacturmg site

Certification statement:

I'hereby certify that the above information is authentic and accurate. This batch of preduct has been
manufactured, including packaging/labelling and quality contral 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.

Quality Controf
Dr. Hegemann/Heac of Quality Controt




