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JEPKABHA CJIYKDBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTUKAMMH Y KHIBCHKIA OBJIACTI

npos. CeiTnuunoi Haxii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Koz CAPIIOY 37078774

BUCHOBOK
PO AKICTHL BBE3EHOr0 B YKpaiHy JIKapCHLKOro 3aco0y

104.01.2024 Ne 67094/24/10

— _ . KABIHTOH ®OPTE

(HaliMeHYBaHHA NiKapchkoro 3acoBy 3rifHO 3 peecTpaliifHiUM MOCBITUEHHSM)

~Tabaerku no 10 mr, no 15 TadJeToK y osicTepi; mo 6 OaicrepiB y KapTOHHIMN ynaKoBUi

(bopMa BRITYCKY, HO3yBaHHA, BHI TaKyBaHHA JIikapchKOro 3acoly)

Homep peecrpartiitaoro mocsimuenas UA/4854/01/01 crpox mii peectpaniiinoro nocsiguesns 01.01.2099

Cepis nikapcwkoro sacoby Ne T39253 A KinekicTs BBE3€HOrO JiKapckkoro 3acoby 186
BupoGHHK ~BAT "Teneon Pixtep”, Yropmuna -
(HaumeHyBaHHﬂ BUPOOHHKA JTIKapchKOro 3acoly, KpalHa I'IOXOI[}ICEHHH)
BeeseHo B YKpainy CrninbHe ykpaiHChbKO-eCTOHChKE MANPHEMCTBO Y GOpMI TOBAPUCTEA
3 0GMeskeHor0 BianosizanpuicTio "Onrima-®apm, JITH", ineur. kox:
21642228 i - - - L .

(HaiiMeHyBaHHS Ta kox 3a EJPTIOV ropumutrof ocobn abo npissuie, iM'4, 10 0aThKOBI PISUUHOL
0coGu - ianmpueMi, if Miclle NPOXUBaHHA Ta peecTpalliftHii HoMep 0ONIKOBOT KAPTKM NIATHHKA
nogaTkiB abo cepis Ta HOMep NacrnopTa)

IIpoToxoi Bisyansnoro konTpomo six 03.01.2024 Nz 4261/8.

3a pe3yNbTATAMM JIEPKABHOIO KOHTpPOJIO BCTAHOBJIEHO, IIO JIKapCHKUH 3aci® BBE3eHO B YKpalHy 3

ATOTPUMAHHSAM BHMOT 3aKOHOJABCTBA MO0 3a0€3I1eICHHS SIKOCTI JIKapChKMX 3aCO0IB,
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Ilepexyax HA YKPATHCBLKY MOBY

I'eneon Puxrep

CEPTU®IKAT CEPII

Hazpa npoaykuii: KABIHTOH ®OPTE

Kpaina BupoGHuka: YropliyHa, Kpaina-imnoprep: Ykpaina

Homep peecTpauiiinoro nocsiguenns: UA/4854/01/01

YunHe 00: OS3CTPOKOBO

Cuaa aii: 10 Mr BIHITOLETHUHY

Jdikapcbka popma: Tabnerky

Posmip i THn ynakosku: 15 tabnerok y 6aicrepi, 1o 6 GnicTepiB B yNaKoBL.
Homep cepii: : T39253A Po3mip cepii: 15 837 ym.

Nlata suroroBJjenns: 09.2023 JlaTa 3aKinyeHHs Tepminy npuaaTHocri: 09.2028

Haseu, aapecH, Homepn Jiuensii Ta ceprudikaris GMP Beix BUPOOHHYHX AIISTHOK | ALJITHOK
KOHTPOJIIO AIKOCTI:

Hassa(-n) i angpeca(- | Cranii BHpOOHHUTBA Homep Jjinensii Ha Homep cepTHdikaTa
1) BHpPOOHHKA(-KIB) BHPOOHHUTBO GMP

BAT «TeneoH TTOBHUM LUK HU-M-RICH OGYE1/20786-7/2022
Pixtep», H-1103, BHPOOHHULITBE, YIIAKOBKA,

Bynaneuir, By1. KOHTPOJIb SIKOCT1 1 BUITYCK

Hemped, cepil

19-21, YropuuHa.

KomenTapi: BkasaHa BUILE Cepist BUITylLIeHa HA PUHOK,

3asiea npo ceprudikaniro: LluM 3acBiguyo, WO HaBEACHA BHLIE indopmatiis cripaBxHs 1 TouHa. Lis
cepis Jikapchkoro 3acody Oyina BUrOTOBJIEHA, BKIIIOYAIOHH yIaKoBKY/MapKyBaHHs Ta KOHTPOJIb SKOCTI,
Ha 3a3HadeHii(-ux) Bulle BUPOOHMUIH(-MX) AiTAHUI(-Kax) Yy noBHilt BignosigHocti mo BuMor GMP
MICLIEBOrO DEryiATOPHOro oOpraHy Ta creumdikai, cxBajieHoi B KpaiHi-immoptepi. [lpoTokonw
BUPOOHULITBA, YIIAKOBKY Ta aHaJli3iB Oynn neperasHyTi i BCTAHOBJIEH] BiAMOBIIHO A0 cranpaprie GMP.

JlaTa BUITYyCKY ceplii: 03.11.2023

Tlata Bunycky ceptudixara:  03.11.2023
Kyu-Isopap-Tlerepdi Tronne

VIOBHOBAKEHA ocoba /mignuc/

cTop. 132

BAT «leoeon Pixmep»
\¥3 Budapest, Gydmréi Gt 19-21,, Yropuwta -« TlowTose pigninenns; H-1475 Budapest 10., Pf.27., Yropuwina

Tenetou: +36 14314000 +  www.gedeonrichter.com
[My6aikawii 3ayBaxceHb ri0 CepTH(iKaTaM: certificate_complaint@richter.bu
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Ilepexnaa Ha YKpaTHCHKY MOBY

I'eneon Puxrep

Ne CEPII: T39253A
PE3YJbLTATHU AHAJII3IB
TECTH BUMOI'U TAHI AHAJII3Y
OINIHC: Bini a6o Maibke 6ini, miiacki, kpyri TabneTky 3 @ackoro,
niaMerpom 6iusbko 8,0 MM, 3 HarucoM «10 mgy 3 0OIHOTO
OOKY i pHCKOIO 3 IHLIOTO. BiJITIOBIJAE
CTHUPAHHA: He 6ineiue 1% 0,3%
TBEPIICTb:
(CTIHKICTE 10 Bin20 H no 100 H 40 - 64 H
pO3AABJIIOBAHHS)
CITPABXXHICTD: Meron 1.: OcHOBHa MIsiMa Ha XpOMaTorpami
BUIIPoOYBaHOro po3yuHy i 3HaueHHs Rf mae BianosinaTy
[J1siMi BIHITOLIETUHY Ha XpoMarorpamMi cTaHAapTHOro
PO3YUHY, BigmoBinae
Meroz 2.: Maxcumymu Y® crniexTpiB BUIpoOyBaHOrO i
CTAaHAAPTHOrO PO3UUHIB MOBUHHI 3'ABAATUCA NPH
TOTOXHHUX JOBXKHHAX XBWIb. BiZrIOBIAAE
CTOPOHHI AOMIIIKHW: | AnoBiHKaMIHOBa KHCJIOTA. He 6inbLue 0,1%
(BUMIpIOETECA TUIBKA B OkcHM BIHKaMOHA.: He 6inbme 0,1%
TecTax Ha cTabinpHICTE) | BiHKaMOH: He 6inplue 0,1%
Erwiiosuii edip BiHKaMiHOBOT
KUCJIOTH.: He 6inpuue 0,1%
ATOBIHKaMIH: He Oinpiue 0,1% | |
JuriapoBiHIOLETHH: ge Oipie 0,1% BUMIPIOETBCA TIUILKH B
By ap-sika iHIa JOMiLIKa: He Ginbiie 0,2% Tettan Ha
CyMa JOMilIOK: He Ginbire 0,5% CTabITBHICTD
MIKPOBIOJIOTTYHA 3arajibHa KiNbBKIicTh aepOoOHUX
UCTOTA: MiKpOOpTaHi3MiB: He Ginpme 10°B 1 1 HeperyJIspHe
(HeperynsapHe 3aragpHa KUIbKICTh rpHOIB. He Ginbiue 10°8 1 1 BUNPOOYBaHH
BUNpPOoOYBaHH) Escherichia coli: HeMae B 1T
KUTBKICHUW BMICT BiHMOLETHH:
THOYOI PEUOBWHU: 9,50 - 10,50 mr / Tabmn. 10,06 Mr/rabu.
95,0 - 105,0% 100,6%
PO3ITAJAHHA: He 6inpure 15 xBuiuH 1 XB.
PO3YMHEHHA: He Mmenwie 75% (Q) airouol peuoBUHY MA€E MEPEUTH Y
po3uMHa 3a 30 XB. 100%
OJIHOPIOHICTD AV <15 (n = 10), Axwo yMOBa HE BUKOHYETBCA, TO
NJO30BAHHMX AV <15 (n = 30), i gnst 30/30 Tabnerok KuTbKICHUH BMICT
OJUHULIb: meron mitovoi peuoBrHy Mae 6yt y intepsali 0,75xM - AV =125
[psAMOro BU3HAYCHHS 1,25xM.

BHCHOBOK: SIKiCTB nperapaTy Bianosinae Bumoram, 3asHaveHum B HJI Ne 5-00121-Q1-00-01

CTOp. 2 32

BAT «I'edeon Pixmep»

6 D3 Budapest, Gydmrdi ut 19-21.,, Yropumna - [lowTtose simninenns: H-1475 Budapest 10., Pf.27., Yropunna
Tenedon: +36 1 431 4000 - www.gedeonrichter.com

IMy6nikauii 3ayBaxeHb No cepTH(IKaTaM: certificate_complaint@richter.hu
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['EALOH PUXTEP

CEPTUOHUKAT CEPUHA

Hazeanue npogyknuu: KABUHTOH GOPTE
Crypana npomwssemurens: Bexrpusa. CTpana-uMnoprep: YKkpauna

Homep perneTpalioHIIore yaocToBepenns: UUA/4854/01/01
HeHdcrBRTeNsHO J10; HECCPoUHo

Cana nesicredst: 10 M BMHNOLETHHA

Jlexaperpennasa popma: TabNeTKH

Pasmep u Tun ynakosku: 15 tabnetox B Gnacrepe; no 6 Oy11ucTepos B yMakOBKE,

Homep cepuu: T39233A Pasmep cepuns 15 837 yn.

Jara npousgoacrea: 09 2023 JlaTa ncTedenus cpoka roguoera: 09 2028

Hazsanus, agpeca, HoMepa Jauensuii u cepruduraros GMP BeeX NPOU3BOACTBCHHBIX YHACTOB W yHACTIROD

KOHTPOJISt KAYECTRA:

Hazsanue(n) u agpec(a) Craauu NpoOU3BOACTBA Homep nuueHsuu Ha
NPOM3IBOARTENA(JIEH); HPOH3BOACTBO

OAQ «'eneon Puxrep», TToNHbIA UKXKA HU-M-RICH
H-1103, bynaneuir, HPOU3BOACTRA, Yy NAKOBKA,

yJ1. Jempen, KOHTPOJIb Ka4eCcTBa

19-21, Benrpnsi, 1 BBIYCK CEpyH

KommenTapuu: YKazadHas Bbille CepHs BRIITYLIEHA Ha PLIHOK.

Homep ceprugurara
GMP

OGYEI/20786-7/2022

Jasenenue o ceprudukanun: HacTosuuM yIOCTOBEPSID, YTO DPWBCACHHAA BRILIC pHGOpMALMS NOANUHHAN ¢
TOUHAs, DTa CepHs JEKapCTBCHHOrO cpeactsa Oblna H3rOTOBNCHA, BK/IOMAA YIAKOBKY/MAPKUPOBKY # KOHTPOID
KAuecTBa, HA YKa3aHHOM(bIX) BbILE IPON3BOACTBCHHOM(bIX) yuactKe(ax) 8 NOJHOM COOTBETCTBHH C TpeBOBAHHIMH

GMP MECTHOrO Peryidpyloliero OpraHa u crelr@ukaumm, yTBEpIKACHHOI B cTpane-umMroptepe. TIpoTOKOMLT
MPOUSBOACTRA, YIIAKOBKM ¥ ABa/1M308B ObUIY NEPECMOTPCHBI H YCTAHOBIICHBL B COOTBETCTRMY ¢ cTanjapTamu GMP.

Y

--u--ﬂ-'*"'
A
s

JlaTta BRIITYCK& CCPHR! 03.11.2023 <yn-fépnb-Tlerepdu Tioupe
Hara seinycka ceptudukara: 03,1 1,2023 VO RHOMOYEHROE AWML

crp.l 13 2

OAQ «epeon Puxrep»
1103 Budapest, Gyénudi at 19-21., Bearpus ¢ [loarosoe oraeacnne: H-1473 Budapest 10.. Pf. 27.. Benrpus
Teaedoi: +36 1 431 4000 » www.gedeoniichler.com
[TyGaukatnta saMenannii 0o ceptuduraran: certificute_compla int@irichterhu
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No CEPUNA: T39253A

FEAEOH PUXTEP

PE3YJILTATHI AHAJIU30B

PETTPTPLT T L A ottty

COOTBETCTBYET
0,3%

40 - 64 H

COOTBETCTBYCT

COOTBETCTBYCT

HIMEPSIETCH TONLKO B
TecTax Ha CTabHNBHOCTS

HEPETYIAPHOEL
HCTIBITAHUE

10,06 mr/rabJt,
[00,6%

1 MHUH.

100%

TECTHL . ... .. TPEBOBAMMA e e DAHHDIE AHAJIVSA
OITUCAHHUE: bennie i 1104TH 60.11510 nnoclme Icpyr JIBIE Ta6mﬂcn ¢ dackol,
AraMeTpoM okono 8,0 MM, ¢ Hannmuckso «10 mg» Ha OAHON
CTOPOHE 1 PUCKOH Ha APYTOH.
NCTUPAEMOCTD: He 6osice 1%
TBEPIOCTD:
(YCTOHMUBOCTD K Or20H no 100 H
DA3NABIMBAHWIO)
MOJIJIMHHOCTD: Meron 1.: OCHOBHOE MATHO HA XPOMATOTPAMME HCTIBITY SMOTO
PACTBOPA U 3HAUEHMIO Ry JOJDKHO COOTBETCTBOBAT IISTHY
BUMIIONETHHA HA XPOMATOTPAMME CTAHLAPTHOrO pacTeopa.
Mertop 2.; MakcumMymbl YO CrieKTpOB HCNBITYEMOro H
CTAHAAPTHOrO PACTBOPOB JOJIKHEI (OABNATECA NPH
TOMASCTREHHbIX JUTHHAX BOMNH.
[TOCTOPOHHHE ATOBHHKaMHUHOBAs KACIOTA: He 6omnee 0,1%
[MNPUMECH.: OxcuM BUHKAMOHA! we Bosee 0,1%
(M3MEpPAETCA TONBKO B TECTAX  BHHKAMOH: He Gonee 0,1%
Ha CTAOUILHOCTS) "1unoBeil 3QUP BUHKAMUHOBOH KHCITOTBL  HE donee 0,1%
ATIOBIHKAMHH! ue Gonee 0,1%
Jura ApOBNHIONETHH: He bonee 0,1%
TTroGasg npyrast NpHMECH! ne Gonee 0,2%
CymmMa npuMecen: ue 6onee 0,5%
MUKPOBHROJIOTHUECKASL  Obutee uucio adpoOHbIX MUKDOOPraHU3MOB: HE Gonee 10°B 1T
UUCTOTA: O6ee yrCaIo rpudoB: e Gonee 1078 1T
(ReperynspHoe UCTIbITaHKe) Escherichia coli: rCyTeTRME B 1 T
KOJIMYECTBEHHOE ' _—
COELEP,}K&HME BHHHOH&‘»EHH{} 50 — 10,50 mr/rabi.
TEUCTBYIOLIETO 935 0 10’5 0% |
BEILECTBA: ’ ’
PACITAIAEMOCTD: J1e 6onee 15 MuH.
PACTBOPEHMNE: He menee 75% () OT HOMUHANLHOTO KOIUMECTEA NeHCTBYOILErO
BelLlecTBA JOJDKHO nepeliTy B pacTrop 3a 30 MHH.
OHOPOJHOCTD AV <15 (n = 10), eciti yCnoBsve He BhINOTHACTCA, TO
TO3HUPOBAHHDBIX AV < 15 (n= 30), u 215 30/30 Tabnerox KOJTHUYECTBEHHOE

BIIAHHALL: MeTon npamoro
onpeaelenus

Jaxmouense: Kauectro [Iperapara cooTBeTCTRYET TPEOOBAHNAM, YKA3aHHbIM B HJL Ne 5

MecTomaxosnenue: H-1103 Budapest, Gydmrdi 0t 19-21., Benrpus ¢ Houtonoe oTaeacnne: H-14735 BuN

coJepKaHne AeHCTBYIOMIETO BEWECTBA JO/DKHO Haxo;{mbcﬂ 3

uurepsane 0,75xM - 1,25xM

CTP.2 U3 2

OAQ «lepeon Puxrep»

Texedon: +36 1 431 4000 « wwiw.gedeonrichter.com
ITyGankainig saMeMAHHH N0 CePTH@EHEATAM: certificate ¢ omplaint@richterhu




