JEPKABHA CJIYKPBA 3 TIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMHU Y KHIBCHKIN OBJIACTI

npos. Caimmmanot Haadi, 3, m.Knis, 02099, rea‘Gaxc: (044) 363 -06-30
E-mail: dis.kof@dis.gov.ua, Koy €IPIIOY 37078774

BHCHOBOK
Npo AKICTH BBE3eHOT0 B YKpainy JikapcLKoro 3acody

08.11.2024 Ne 56624/24/10

KBAMATEJ®

(HofiMelyBagEg BiKapcLECro 3acofy IFiARG 3 peccTpauiiilie NOCRiZYEHHAM )
Ta6:1eTKH, BKPUTI NHBKOB0I0 060/10HK010, 110 40 M1} Ho 14 Tabaerox y faicrepi; 1o 1
Gaicrepy B KapToruiil ynaxosui

{thOpMA BRAYCKY, A03YBAHNIA, B [IAKYEAHIA AiRapeLEero jacoby)

Hanep pecerpaiiiitioro nocsiauesnn UA72937/02/02 crpox 4fi peectpaniimora nocsizaenns 01.01.2099

Cepis nixapeskoro 3acoby Ne T43331A Kinskicts BBe3cHoro aikapeskoro sacoby 630
Bupotunk BAT "T'epecon Pixtep", Yropumna
{itaiivenyranig BipolHIKS NiKAPCHROTO 33c00Y, KPIind NoXogenna)
Bgeseno s Ypainy Crispne yxpaigchKo-ecTolChbKe niaTpHemMcTro y (opaii ropapicrsa
3 ofMexenolo BignosigaasnicTo "Onrisa-Qapm, ATA", tnenr, roa:
21642228

(nafimenyBauEa T8 Ko 3a €JIPTIOY wpnmrasol ocodu abo upizsmie, in's, no Grrukowi Hizwanoi
ocofil - nianpnesmia, i adcie npoxnsaikg Ta peecTpaniitinil noMep ofaikoBoi KAPTRI NIATIUXKA
nogarkis abo cepis Ta HoMep hacnopra)

TlpoToxen sisyaasuoro korrpoare six 01.11.2024 Ne 3384/23.

3a pesydsTaTaMH  AEPKABHOTO KOHIPOMIO BCTAHOBACHO, o Nikepesriiii  3aci6  Beesemo B Yepainy 23

AOTPUMAHHAM minsor 3aK0H0aBCTRA W00 3afe3euenHa AKOCTI JTKAPCLKIX 3aco0iB.
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Iepexnaa na yKpainchbKy MOBY

T'eneon Puxrep

CEPTU®IKAT CEPII

Hasea npoayxuii: KBAMATEJ®

Kpaina eupoGHuka: Yropusa. Kpaina-imnoprep: Yxpaina

Homep peecTpaliifHOro nocBixdens: UA/2937/02/02

Yunne j10: 6€3CTPOKOBO

Cuana aii: 40 Mr paMOTHAKHY

Jlikapebka dopma: TaGICTKH, BKPUTI MUTiIBKOBOIO 000JIOHKOIO

Posmip i Tun ynaxoekn: 14 tabnerox y 6nictepi, no 1 GricTepy B YIaKOBIL.

Homep cepii: : T43331A Po3mip cepii: 15 120 ym.

JlaTa surorosaenns: 03.2024 JlaTa 3aKiHYeHHs TepMiHy MPUAATHOCT: 03.2029
Hasen, agpecu, HomepHu Jrinensii Ta cepTudiraris GMP Bcix BUPOGHUYHX JIISTHOK i JJTSIHOK
KOHTPOJIIO SIKOCTI:

Hassa(-u) i agpeca(-n) | Craaii supobHNNUTBA Homep minensii nua | Homep ceprudirara
pupodHNKa(-KiB) BUPOOHHIUTEO GMP

BAT «I"eneon Pixrep», | [Torruit muxi HU-M-RICH OGYE1/20786-7/2022
H-1103, Bynanemrr, BUPOOHWIITBA, YIIaKOBKa,

By Jlempet, KOHTPOJIb SIKOCTI Ta BUITYCK

19-21, Yropumta. cepit

KomenTapi: Brazana BUIIE CEPis BUMYUICHA Ha PUHOK.

3asBa npo ceprudikamio: uM 3acsiguylo, 10 HapeAcHa BULIC inpopMmawis cripapxkus i Touna. i
cepist nikapchkoro 3acofy Gyna BUrOTOBICHA, BKIIOYAIOUH YIIAKOBKY/MapKyBaHHs Ta KOHTPOIb SKOCTI,
Ha 3asnaueniii(-1x) BUIE BUPOOHUUIH(-MX) MinAHUI(-Kax) Yy nosuilt Bignosiamocti no Bumor GMP
MICIIEBOrO PCTYJIATOPHOrO Opramy Ta criennikalii, cxpaneHoi B KpafHi-iMmopTepi. [TpoTokonu
BUPOGHULITBA, YIIAKOBKH Ta aHaNi3ie Oy TeperNaHyTi | BCTAHOBJICHI BIIMOBIIHO 10 cranpapris GMP.

Jlata Bummycky cepii: 10.05.2024
Jlata Bumycky ceprudikata: 10.05.2024
Kyn-Avopas-Ilerepdi Tronae
VrosHOBaX€eHa 0coba
(rmigrc)

crop. 132

BAT «I'edeon Pixmep»
Micnesnaxomxenns: H-1103 Budapest, Gydmréi it 19-21., Yropwmua - Tloutrose pipainenis: H-1475 Budapest 10, P£27., Yropuniia
Teneon: +36 1 431 4000 «  www.gedconrichter.com
Tly6aikaitii saypaxkelrs 110 cepTHpikaTam: certificate_complaint@richter.hu
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Ne CEPII: T43331A

IMepexianx Ha yKpaiHChLKY MOBY

I'exeon Puxrep

PE3YJIbTATHU AHAJII3IB

TECTH BUMOT'M JAHT AHAJIIZY
OTIUC: TemHO-poXkeBi, OmyKii TabieTky, BKPHTI MIiIBKOBOIO

00010HKO10, 3 MapKyBanuaM F 40 3 oxuoro 6oky. diamerp

TabneToK OAM3EKO 8 MM. BigmoBigac
IHEHTUDIKALIS:
Hitoua pevosuna: Merox 1: Maxcumymu i MiniMymu Y@ criektpy BUnpo6yBaHoro | pigmosigae

i CTAaHIAPTHOTO PO3UWHY MOBUHHI 3'ABIATHCS TIPH TOTOXKHUX

JOBXHHAX XBUITh.

Meron 2: ThissMu Iii04oi peHOBHHH Ha XpoMaTOrpamMax BigmoBinae

BUMPOOYBAHOTO i CTAHIAPTHOTO PO3UMHY TTOBHHHI 3'SIBISTHCS

IpU TOTOXHIH Bemyuuni Ry
bapBuuKH: YeppoHwnii okcun 3anisa: [Tpu npoBeeHHi peakuii, TOBUHEH HeperynsapHe
(neperynsipHe BUIIpoOYBaHHS) | CIIOCTEPIraTHCS CUHiM ocaj, BHIPOOYBaHHA
(neperynsapue BunpoOysanns) | JBookwuc Tutany: I1pu npoBeneHHi peakuii, TOBHHHO HeperymnsipHe

criocrepiratics noMapanicse (hapOyBaHHS PO3UNHY.

BUNpoOYBaHHSA

CTOPOHHI AOMILIKY: CyMa JoMilok: | <1,0% 0,24%

(BEPX) IHIUBITYaTBHI TOMITIIKH!

(PamouianaMiMH BXOAHTE 10 | daMoaMimH; <0,2% <0,01%

CYMH JIOMilIIOK) damo kucnora: <0,2% <0,01%
damMoTHIOH! <0,3% 0,03%
Cynbokenn; <0,3% 0,05%
Huxnivanit gumep: <0,2% <0,01%
AMiX Gpamo KucnoTu: <0,3% 0,06%
Hducymsdin: <0,2% 0,05%
HesigoMa inpueigyansua gomimka: (koxua) | <0,1% <0,01%

MIKPOBIOJIOTTYHA 3aransia KinbKicTs acpobHUX Mikpooprawnizmis (TAMC):

YUCTOTA: He 6uibme 1000 KYO/r

(HeperynspHe BunpobyBaHHs) | 3aranbHa KinbKicTs pbkmKoBUX i usinerux rpubis (TYMC): HeperysspHe

e Ginpie 100 KYO/r BHITPOGYBAHHS

Escherichia coli: BIZICYTHICTB B IT

BMICT AIFOYOT damMoTHANH:
PEYOBHWHU: 38,00 - 42,00 mr / Tatur. 39,89 mr/ Tabu.
95,0 - 105,0% 99,7%
PO3ITAJAHHS: He 6inbure 30 xeunvH 4 Xa.
PO3YMHEHHSI: He mente 75% (Q) nirouoi peqoBUHY Ma€ pO3UMHUTHCS 34 98%
30xs.
OJJHOPIAHICTDH AV <15 (n=10), Ax110 yMOBa HE BUKOHYETHCS, TO
JIO30BAHUX AV <15 (n=30), i nna 30/30 TabneTox, BKPUTHX 000J0HKOH),
OJJMHUIIb KiNbKiCHHE BMICT J1it0v0l peyoBHHM Mae OyTi B iHTEpBai
(BurnpoGypanHs npoBoasTe Ha | 0,75xM - 1,25xM. AV =13,

sapi Tabnerox.)

Bucnosox: Skicts nipenapary Binnmosigae BuMoram, sasHadenuM B HJII Ne 5-00209-Q1-00-01

Micuesnaxomxenns: H-1103 Budapest, Gyomrdi at 19-21., Yropuuma *
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BAT «I'edeon Pixmep»

Tenedou: +36 1 431 4000 «  www.gedeonrichter.com

Tly6nikartii saysaxens no cepriudikatam: certificate_complaint@richter.hu

Tlowrone Bijninenns: H-1475 Budapest 10, P.27., Vropimna
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