JEPYKABHA CJYKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haaii Ceivnuanoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.us, Kox €APTIOY 37079055

BHUCHOBOK
npo AKICTHL BBE3eHOTr0 B YKpainy NikapcbKoro 3acoby

07.02.2024 Ne 5224/24/26

NPOCTAILIIAHT

(HARMSHYBARNA AIKAPCLROTO, 3ac0BY 3TANO 3 PECCTPAUIHHEM TIOCHACILNM)
rancyan no 320 mr no 10 kancya y Baicrepi; no 3 6aierepu B kapronuiii xopooui

(roppa BHNYCKY, LO3YBOHIA, BILL NAKYBAHHE nikapebkard sacoly)

Homep peectpattiiinoro nocsinuenns UA/4372/01/02 crpox aii peecrpauifinoro nocsinuenns HEOOMEKEHHH

Cepia nikapebkore sacoBy Ne 3151123 KinvkicTb BBE3EHOrO Nikaposkoro saceCy 700
Bupobuix Hp. Binemap Wsa6e I'v6X i Ko. KI', HiMeuunna
(HaimMeiysariig sHpoBiia MKIPCLROrG 3acoGy, KPAIHA NoXoLKeI 1)
Bueseno s Yrpainy [pasarue akwiouepne Tosapnerno "HATYPOAPM", inenr. won:
24930169

(uatiseriynanus ra €on 1a CAPTIOY topuitisnioi ocobu abo rpisumtie, iM's, no Garurobi Gisuiol
acofin - nianpuemus, T Micue npoxcsaniig Ta peccrpauiiinult womep aGaikonol kapTki TIATHIKA
nosireis 800 COPiv Ta HoOMEp racnupia)

[Iporekoen sisyansuoro kontposmo sin 07.02.2024 Ne 403/2,

3a  pesysbTATAME  QE[OKABHOTO. KOHTPONK)  BCTAHOBICHO, IMO  fikapchkuii  3aci6  sseseno 8 Yipalny 3

AOTPHMAHHIAM BHMOP 3aK0HOAABCTEA (010 Jabesrneueting AKoCTi nikapeLrPX 3acobis.

Havansauxg Mauxomna XONOJEHKO

{nimiae) (iniuiagm ta npissiie)
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Dr. Willmar Schwabe GmbH & Co. KG

CeprudpikaT aHanisy
KoHrponsk AKocTi

Mpopyxr
Cepisn Ne,

flpocTannaHT kancynu rno 32
3151

0 mr 10 kancyn s Bricrepi
123

N0 3 BricTepy Y KapToHHIN kopoGui 3 Mapkysant

AM YKPATHCLKOIO Ta AHrNIACHEKOI0 MOBAMW

Homep peecTpauiiHoro nocsiA4enHs:

UA/4372/01/02

[ivicke no:

GescTpokose

Indhopmallis npo micue
supobruTea/cepTudikat HBIM:

[us. Jopatok 1

[osalcuna ait

320 mr/kancyrny

cTpakt nnogis nansmw cadane (Serenoa repens) (10-14.3:1),

CTIELH®IKAUIA PE3YILTAT
BNACTUBOCTI
FOBHIWHM BUTNAL (BisyansHuit) OBANbHI TEMHO-38FEHI M'AKi XenaTuHoB sianosinae
Kancynu 3i LWBom
IAEHTUMHICTD
AxmueHUl KOMIOHEHIT .
ExcrpakT nnoais nanshu cabank (Serenoa BlANOBIAGE
repens) (10-14.3:1) ekcrparedT: 1aHon 90 % SikicHe NiATBEPMIKEHHS BiANOBIAHOCT
KOHchirypauii nikie nikam BUKOPUCTAHOTO
(i) (Ep. dapm. 2.2.28, X y pamax emﬁ’);\/‘gy' e vaatnE E5%
KiNLKICHOIO BU3HAMEHHS)
Bapenuku
. 3aniaa okcug xosTui, (E 172) yTEOPIOETLCA BriaknTHwit ocan NOSUTUBHO
- Baniaa okeug vophui, (E 172)
(KonsopoBa peakuis 3 po3dmiHoM
rexkcatlianoceppaty(l)xanio
- Darexrosanuit cunin V, E 131 (TCX) Ha XPoMATOrpamax A0CHIMKYBaHOro signosigac
PO3UUHY Té PO3UUHY NOPIBHAHHA BUAHO
OASMY, WO Y3roAKYIOTLCS 38 KONbOPOM
Ta gHauerHamy R
Yucrora
HominansHa cepefiis Maca BMICTY Kancynm
320.0 mr 318,3 mr
OaHopiaricts no maci (€sp. Papm. 2.9.5) +7.5% gignosigac
Posnasricts (€8p. ®Papm. 2.9.1) % 30 min < 30 MiH
Mikpobiorioriuna vucTora: 2.6.12/2.6.31)
JaranbHa Kinekicts Gakrepin He Ginbwe 10% 1r
RaranbHa KinekicTs rpubis He Binbue 10781
Sarageia KLbKicTs PpaMHeraruninx Gakrepif, signosigae

criftinx 10 ail worui

He-Ginblue 1028 11

Salmor}ellg ' roBuHHI ByTu BiacyTHimm B 25T
Escherichia coli roBuHHI ByTh BigcyTHIMM B 1 T
BMICT

ExctpakT nioais nanbmv cabans (Serenoa
repens) (10-14.3:1) ekcTparedT. eraHon 90 %
(m/m) (Eep. Papm, 2.2.28, 'X)

320 mr/kancysty [85 - 105 %]

316.5 mr/kancyny

OATA BUPOBHULITBA 01.2023
NPUBATHUN O 01.2028
OATA BUNYCKY CEPII 01.12.2023

PO3MIP CEPII

Q 860 ynakoBoK

List cepist signosigae crieuuchikanii Ta Ao3BONEHa 40 BUNYCKY, Aeknapauiio npo ceptudikauio avs. Noparok 1

Dara
15.01.2024/s{

KoHTposi AKocTi
Y. Krot/Kepissuk BKA
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Dr. Willmar Schwabe GmbH & Co. KG

'SCHWABE |

Ykpaina

Donartox 1

KoHTpONL AKOCTI

Np. Binsmap Weabe
Fu6X v Ko.KI"
Binemap-Llsabe-LLitp. 4
76227 Kapncpye
Himeuvuunxa

P. 0. Box 410825
76209 Kapncpye
HimeuvuHa

Ten.:+48(0)721 40 05-0

www.schwabe.de
www.schwabepharma.com

CepTtudikar BignoBiAHOCTI BUMOram
HBI

DE_BW_01_GMP_2022_0124

Jliexsia Ha nposamxeHHs Ne

DE_BW_01 _MIA_2022_0075/DE_BW 01 _Schwabe

Agpeca BupobHuKa (micue
BUPOBHULITEA)

Binemap-Ulsabe-lUrpacce 4, 76227 Kapnecpye, HimeuuuHa

[exnapauis npo ceprudikauito

Lim 5 nigTeepaxyio, WO BrknageHa ihopmallis ¢ aBTeHTHYHOK | TouHoI. Lis cepis npenapary 6yna
NPOBEAEHA, BKIKOYAIOUN €TANN YNaKoBK1, MAPKyBaHHS T8 KOHTPOSTO AKOCTI, Ha BUPOBHUHIOMY
MaiaHuMKy, 383Ha4EHOMY BULLE Y MOBHIR BignosiaHocTi 4o sumvor HBI, BCTaHORNEHUX MICLEBUMN
PEryNATOPHUMI OPraHamu, @ Takox BiANOBIAHO A0 cnetudikauiii, Wo € goaaTkom ao PeecrpalliiiHoro
CcBIAOLTBa IMAORTYIOHOT KpaiHn, 3anucu Woao BUPOGHALTBA, NakyBaHHs Ta aHanisy AaHol cepil
nepesipeHi Ta BU3HaHI BignosigHumMu Bumoramu HBI.

Y. KHot

YnosHosaxeHa ocoba

Op. Binbmap Weabe MabX i Ko. KI'
Kapncpye

Page 1/1



http://www.tcpdf.org

