JEPKABHA CJIVKDBA 3 HIKAPCI:HI_’_IX 3ACOBIB TA KOHTPOJINO 3A
HAPKOTHKAMM ¥ KMiBChKIH OBJACTI
npoe. CeiTnnusol Hagii, 3, m.Kuis, 02099, Ten/takc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kon €JIPIIOY 37078774

BHCHOBOK
npo sIKicTh BBe3eHOro B Yikpainy JikapcbKoro 3acody
Ne 59708/23/10

04.12,2023
KABIHTOH
(HaltMey RANHA TIKBPCLKON F0C00Y WLIHO 3 PeeeTRaLLiRHiN NOERLIHEHHAM)
KOHUEHTPAT ISt po3unmy Aas indysiii, 5 mr/ma; no 2 ma B amnyai; nmo 5 aMnyay
naacTukoBiii dopwmi; mo 2 naacTHKoBi GopMH B KAPTOHHIi YIAKOBI
(hopma BHIYCKY, BOBYBAHHA, BIVE TRKY BUHHA Nikapeekore wacoby)

Howmep pecerpauiiinoro nocsiguenis UA/4854/02/01 crpo aif peectpauifinoro nocsinucnia 01.01.2099
KinpiicTs Baesenoro tikapeskoro sacoby 2808

Cepis nikapchkoro sacoby Ne A36088B
BAT "l'egeon Pixtep", Yropuiina
(praiiMeHy BaHRA BUPODHIKDR RIKAPCRROTD wcofy, KPATHA NOXOIESHIA )

Bupoduak
CnifibHe YRpaiHCHLKO-eCTONCEKE NANPHEMCTBO ¥ thopmi ToBapHCTBA

Breteno B Yipainy
3 ofmeskenoio BianosigansricTio "Ontima-Papm, JITHA", inewr. ko

21642228
[naiiveryrants Ta kog w8 CAPTIOY woprmsmoel acoln albo npiswiile, iM'A, 1o Garsxoni dianenol
ocodn - nianpiesia, i Jicme TposnEanEs Ta pecc TR HUT HOMED ODmR0 0T KUFTRH TUELTHHES

MOIATKID a0 Cepia T4 HOMED TRCIopTa)

Yepainy 3

Mporoxon sisyansiore kontpomo sia 01.12.2023 ¥ 3818/7.
BECIEHO B

PETAHOBACHO, WO Aikapeskuil  3acid

Ja  peyneTATAMH  ICPEABHOID  KOHTPONIG
AOTPHMAHHAM BHMOT JAKOHOARRCTEA W0A0 Jabeaneuchns axoCTI Nikapchkux 3acobie.
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Ilepeknaa Ha YKPAIHCbKY MOBY

I'eneon Puxrep

CEPTU®IKAT CEPII

Hassa npoaykuii: KABIHTOH

Kpaina supodunka: Yropumuna., Kpaina-immopTrep: YxpaiHa

Homep peectpauiiinoro nocsinuennsi: UA/4854/02/01

Yunue 10:; 0€3CTPOKOBO

Cuaa Aaii: 5 Mr BiHITOLETHHY /MJI

Jikapcbka gopma: KOHUEHTpAT Wi POZHUHHY Al iH(y31i.

Po3mip i THn ynakoBKkH: 2 M1 B ammyii, 10 aMmyn B KapTOHHIH yIaKoBIll.

Homep cepii: A36083B Po3mip cepii; 14 771 ym.

Jlata surorosjenns: 06.2023 J{aTa 3aKiHYeHHs TePMiHY NPHAATHOCTI: 06.20238
HasBu, aapecu, HoMepH Jiuensii Ta ceprudikaris GMP BCiXx BHPOOHHYHMX JUISTHOK | AUISIHOK
KOHTPOJIIO SIKOCTI:

Hazga(-n) i aapeca(-u) | Craaii BUpoOHHITBA Homep aineHsii Ha Homep cepTugikara
BHpoOHUKA(-KiB) BHPOGHHLTBO GMP

BAT «egeon PixTep», | [loBHMH LUK HU-M-RICH OGYEI/20786-7/2022
H-1103, bynanerur, BUPOOHMLITBA, YIIaKOBKa,

ByJI. Jdempel, KOHTPOJIb SKOCTI1 Ta

19-21, YropuuHa. BUITYCK cepil

KomenTapi: Bxazana BuILIe cepis BUILYLIEHA HA PHHOK.

3asBa npo ceprudixkauiro: um 3aciadyro, O HaBeICHA BHUILE inbopmarlis cnpapxkHs i TouHa. L
cepis Jikapcekoro 3acofy Oynna BUIOTOBJIEHA, BKIIOHAIOTH YaKOBKy/MapKyBaHHsS Ta KOHTPOJIb STKOCTI,
Ha 3a3HaveHiii(-ux) BHlEe BUPOOHMUiN(-uX) AinAHLI(-Kax) Yy nosHii BimnoeigHocti mo Bumor GMP
MiCLIEBOrO pPEryJIAiTOPHOro OpraHy Ta crienuGikallil, cxBajleHOl B kpaiHi-imnoptepl. IlpoTokony
BHPOGHHULITEA, YIIAKOBKH Ta aHaJi3iB Oynu reperyIsHyTi i BCTAHOBJIEH]! BIIMOBIAHO 10 craHgaptis GMP.

JlaTa BUIYCKY Cepii: 14.09.2023
Jlata BUMYCKY cepTU(IKATA: 14.09.2023

IT-p Xonyn AHreinika

VnosHoBaxeHa ocoba
(mipnuc)
crop. 132
BAT «l'eoeon Pixmep»

Micuesnaxomrenua: H-1103 Budapest, Giomro6i Gt 19-21.,, Yroplumna - IowTore Binainenns: H-1475 Budapest 10., Pf.27., YropiumHa
Tenegou: +36 1 431 4000 - www.gedeonrichter.com
[Ty6nikauii 3ayBaKeHb 10 CEPTHIKATAM! certificate_complaint@richter.hu



No CEPII: A36088B

IMepexJiajg Ha YKPATHCLKY MOBY

I'eneon Puxrep

PE3YJIbTATHU AHAJII3IB
TECTHU BHUMOI' IOAHI AHAJII3Y
OIINC: BesbapsHuii a00 37€rKa 3eMeHyBaTHi, [IPO30PHH
PO3YHH. BIAIOBIAAE
[IPO3OPICTh: [IpenapaT rnoBruHeH OyTH NPO30pPHM BiNMOBIAAE
3ABAPBJIEHHA: BesbapBHuii 260 3/1€TKa 3e/ieHyBaTHi pO3UrH ( HE
iHTeHcuBHilIe 3a eranoH GYse) BiMOBI1OAE
MEXAHIYHI Po34ypH MOBUHEH OYTH NPO30PUM i BUTBHHM Bil
BKJIFOUEHHA: BUIMMHX MEXaHIYHHUX YaCTOK. BiAIIOBiAA€E
BUJIUMI YACTKH:
MEXAHIYHI > 10 MxM: He Oinpme 6000/amryna 26/aMnyny
BKJIFOUEHHA: > 25 MxM: He Oinpie 600/ammyna 3/ammyny
HEBHIMMI YACTKU.:
Ob’EM, [LO
BUTAT'ACTBCA: He menue 2,0 M 2,0 MJ1
pH 3,0-4,0 3,4
ITEHTHUOIKALA: Merop 1.: TTnaMu BiHNMOULETUHY HA XpoMaTorpamax
BUMPOOYBAHOrO Ta CTAHAAPTHOI'O PO3YHHIB
MIOBUHHI BUSIBJIATUCH NPH OfHaKOBIM Benuuuui Rf. | Bignosigae
Meroz 2.: Y®-cneKkTpy BUIpoOyBaHoro Ta
CTAHIAPTHOI'O PO3YMHIB MOBUHHI MATH MaKCHMYMH
. [pY OHAKOBMX JOBXHHAX XBIIb. BIATIOBIZAE
CTEPUJIBHICTD: Po3unH NOBUHEH OYTH CTEPHIIBHUM BiIMOBIAE
FEAKTEPIAJIBHI |
EHIOTOKCHHMU: He Oinpuie 25 EO/Mn <1,20 EO/Mn
KIJIBKICHE BiHmoneTHH: : 4,750-— 5,250 mr/mn | 5,188 mr/ma
BU3HAYEHHA: 95,0 - 105,0% 103,8%
beH3usnoBuil CrupT: : 9,00 — 11,00 mr/mi 10,21 mr/mn
90,0 — 110,0% 102,1%
HaTpiro MeTabicysbdiT: 0,600 — 1,100 mr/mn | 0,950 mr/mn
60,0 - 110,0% 95,0%

BucnoBok: SIKicTh npenapary Bianosigac BuMoram, 3asHayeHumM B HII Ne 5-00141-Q1-02-01

CTOp. 23 2
pIH
BAT «l'edeon Pixmep»
' HESE{%ﬂH{BHHﬂI 21 WX\Budapest, Gidmréi Gt 19-21., Yropiumna - TlowTose BigninerHs: H-1475 Budapest 10., Pf.27,, YropuwHsa
“‘\u’ QA0 Tenedou: +36 1431 4000 «  www.gedeonrichter.com
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TEAEOH PUXTEP

CEPTHOHUKAT CEPKHN

Hassauwe npoaysmni: KABUHTOH
CTpana NpoN3BOITTCIs. Beurprig. Crpava-pMuoprep: Ykpanta

Homep perucTpaionioro yA0CTOBePeus: LIA/4854/02/01
JleftcTrIrresbuo g0t 0ECCpOUno

Cran felCTBHS: 5 MI BHHIOWSTHITA /M
Jlexapersenuast hopya: KOHUEHTPAT A48 pacTROPA JUIA MH Y31,

Pasmep u Tan yaarosru: 2 ma s amiyae, | 0 amriysn B KAPTOHHON YITAKOBKC.

Homep cepuu: A360881 Paamep cepun: 14 771 yi,
Hara qpoRsBOACTRE: 06,2023 Jlara HOTCHCHEN CPOKA CONHOCTHE (06,2028

Hazpaus, agpeca, Hovepa anuensnii w cepruduiaron GMY Beex MPOMIBOAC TBEHHLIX YHALTIROB 1 yIaCTROB
ROWTDOAY Kaueerna;

Haszsanue(s) 4 ajapee(a) Crajiun nponssojicTea Homep auuensiy Ha Honsmep cepruipurara
HPOR3BOAUTENSI(f1ER): HPOH3BOACTBO GMP

OAQ «eneon Puxtepn, FTomrptit UK HU-M-RICH (Q)GYQ[—":'Z 1720786-7/2022
H-1103, byganewr, [IPOHIBOACTRA, YITAKOBKA,

ya, HNempen, KOHTPOL KAUeCTRa

19-21, Benrpus. 1 BbINYCK CePH

KKoMMerrapuy: Y KasanHas BLIIC CCPHS BhilYHIEHA A PhIHOK.

Jasipaenie 0 ceprudnrammy: HacTosumm YAOCTOBEPSIO, HTO NPHBEACHHAS BbILIE HH hopMais HORHHES
TOYNAL. DTA CEPHS NEKAPCTBEHHOrO CpeacTna Obifia HIroTOBICHA, BKAIOUAS YIAKOBKY/MAPKHPOBRY M KOHTPOI
KAMECTRA, HA YKA3aHHOM(LIX) BBILIC [TPOU3BOACTBEHHOM(bIX) YUACTKE(AX) B IHOIHOM COOTRETCTRHH C TPEOOBAH MM K
GMP MECTHOrO perysiupyiomero oprata i Cneln DHKALMH, YTBEPIKIACHH olf B crpase-imMiopTepe. HpoTorosis
TPOUSBOACTBA, YITAKOBKE I AHATH3OR GLUTH EPECMOTPEH B! M YCTAHOBACHDB! B COOTBETCTBRHL € CTAHAAPTAMY GMP.

Jlara BLINYCKa CEpin: 14.09.2023
Jlara BLUTYCKA LepIUBITRATA! 14.09.2023 L“‘\a
\
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OAQ «lepeoH Puxrep»

03 Budapest, Gysmrdi it 19-21., Benrpus © LlouTosoe oTieaeHne. H--1475 Budapest 10.. P 27, Benrpus
Tenedion: +36 1 431 4000 « www, gedeonrichter.com:

[IyGBKating 3aMeHaHH 10 CepriguKaTi certificite_complaint@richterhu




No CEPUI1L: A36088B

TEAEOH PRXTEYD

PE3VIETATHI AHAIM30E
TECTDI TPEBOBAHWA _ ~ TAHHBIE AHAJIM3A
OINMCAHUE: BecLBETHEL MK Clierka 3eIeHOBAThIH, [IPO3PATHBIH
PacTBOP. COOTBETCTBYET
[TPO3PAHYHOCTD: [IpenapaT xoJHKeH ObITh TPO3PAIHEIM, 'COOTBETCTBYET
[IBETHOCTD: BecLBETHRIA MM ClIErka 3eNIEHOBAThIH PacTBOP
(3i¢ UHTEHCHBHEE, HEM ITANOH GYs). COOTBETCTBYET
MEXAHITIEC PacTBOD JOIDKEH OBITH NPO3PAUHbIM ¥ CBOOOLHBIM OT
BKJIIOYEHNS: . PR :
BUAMMBIX MEXAHUYESCKIX BKJIIOUESHUH, COOTBETCTBYET
BUIIMbIC YACTHIb
MEXAHWYECKHUE
BKJTIOUEHWA: > 10 mxM  He Sonee 6000/amuyy 26/aMryny
HEBUEHMbIE YACTHLE! > 95 MkM  He Gonee 600/amnyiry 3/ammyny
IMBIEKARMBIN OBBLEM: He menee 2,0 ma 2,0 M
pHL: 3,0~4,0 3,4
MMOIIJIMHHOCTb: MeTon Nel; IlsTHa BHATIONETHHA HA XpOMATOrpaMMax
HCILITYEMOTO B CTAHAAPTHOrO PACTBOPOB NOJDKHA!
ITPOSABIIATHOS IPH 0K HAKOBOH BENUTUHE Rt. COOTBETCTBYET
Meton Ne2: YO-CrexTpbl UCNLITYeMOro i CTaHAapTHOIO
PACTBOPOB AOIDKHEI HMETh MAKCUMYMBT TIPH O/IHHAKOBBIX
LIMHAX BOJH, COOTBETCTBYET
CTEPUILHOCTD: PacTsop A0/NKeH ObITh CTCPHIbHBIM. COOTBETCTBYET
BAKTEPHUAJIBHbIE
SHIOTOKCHHDI: He 6onee 25 EQ/mn < 1,20 ES/mn
KONMWUECTBEHHOE BUHIIOLECTHH: 4,750 — 5,250 Mr/mn 5,188 mr/mi
OIPEIEJIEHHE: 95,0 - 105,0% 103,8%
BensuoBkii cnupt: 9,00 — 11,00 mr/mit 10,21 mr/mia
90,0 ~ 110,0% 102,1%
HaTpust MeTabucy ILQHT: |
0,600 ~ 1,100 Mr/mn 0,950 mMr/Mma
60,0 — 110,0% 95,0%

3aaroucHane: Kauectso mpenapara COOTBETCTBYCT TpeGoRaHUAM, yKa3aHHEIM B H ]

Mectoraxomierne: H-1103 Budapest, Gytmedi 0t 19-21., Benrpus ¢ Houropoe oraeivnie: H-14735 Bud\g

cTp. 2 M3 2

CAQ «["'epeon Puxrep»

Teaedon: +36 1 431 4000 wwiv.gedeonrichter.com
[LyGrrpiattstst 3aMeRaid no cepriduraTan: certificate_complaint@@richterhn
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