Ilepexaan Ha yKpaiHCLKY MOBY

T'eneon Puxrep

. CEPTU®IKAT CEPIi

Hasga nponykuii: HOPMOJIUIITH

Kpaiuna Bupo6uuka: Yropmusa. Kpaina-imnoprep: Ykpaina

Homep peecrpauiiinoro nmoceixuenus: UA/2777/01/02

Yunue 10: 6e3CTPOKOBO

Cuura nii: 10 Mr amitoguItiny

Jlixapceka gopma: Tabnerxu

Posmip i Tun ymakosku: 10 Tabnerok B Gnicrepi; 3 GiicTepy B yakoBi.

Howmep cepii: T33344C Po3wmip cepii: 5 030 yn.

Harta Buroronienns: 03.2023 Jlata 3akinueHHs TepMiny npugaTHocti: 03.2026

Hasen, agpecu, HoMmepu Jinensii Ta ceprudikarie GMP Beix BUpoOHMINX AiNAHOK i AiIAHOK
_ KOHTPOJIIO SIKOCTi:

Hasea(-n) i agpeca(-n) | Cranii BupoGnuuTBa Howmep sinensii na | Homep ceprundikara
BHpodHnKa(-KiB) BUPOOHUNTBO GMP

BAT «[eneod Pixtep», | Ilosumii nuxn upobrunTea, | HU-M-RICH OGYEIL/20786-7/2022
H-1103, Bynamemrt, YI1aKOBKa,

Bya. dempel, KOHTPOJb SKOCTI Ta BHILYCK

19-21, Yropuiina. cepii

KomenTapi: Brasara Bunie cepis BUITylIeHa Ha PHHOK.

3asiea npo ceprudixauiro: L{uM 3aceiguyro, mo HaBemeHa BHue indopMauis cripaBxHd i ToyHa. Llg
cepist sikapeskoro 3acofy Gyna BHrOTOBIEHA, BKIIOYAKOYH YIIaKOBKY/MapKyBaHHS Ta KOHTPONE SKOCTI,
Ha 3a3HaucHii(-nx) BHINE BHPOOHWUIH(-ux) mingmui(-kax) y moBHiH Bignmopigmocti Ko Bumor GMP
MICUEBOTO DeryJsTOpHOTO oprany Ta creundixanii, cxeaneHoi B kpafmi-immoprepi. IIporoxommn
BUPOBHWITBA, YIIAKOBKM Ta aHaNi3iB 6yiy meperisHyTi i BcraHosxeHi Bignosixwo xo crangapris GMP.

Hata BHIYcKy cepil: 07.07.2023
Hara Bunycky cepTHdikarta: 07.07.2023
Kyu-Ovopas-Ilerepdi Tronze

VrnosHOBaxeHa ocoba
(mixmuc)
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BAT «I'edeon Pixmep»
Micuesnaxowxenns: H-1103 Budapest, Giomroi it 19-21., Yropmuna + Iowrose Bijutinenns: H-1475 Budapest 10., P£27., Yropuwuua
Tenedon: +36 1 431 4000 -  www.gedeonrichter.com
TTyGrikauii saysaxenn 1o cepTapixatam: certificate_complaint@richter.hu
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Ne CEPIf: T33344C

Ilepexnan na ykpaiHcbKy MOBY

T'epeon Puxrep

PE3VJIBTATH AHAJII3IB
TECTU BHMOTI'M JAHI AHAJIIZY
OITAC: Bini a6o Maitke 6ini [BOOMYKIIi TabIETKH IPOOBIYBATO-
OKpyTIOoi popmu 3 rpasitoBanHAM 10 3 oHOTO GOKY Ta PHCKOIO 3
inroro. osxuna: 6museko 11,5 MM, Hluprra: 6auspko 8,3 MM BiAmoBizgae
CTHUPAHHA: He 6ineie 1,0% 0,1%
MIITHICTb: He menme 50 N 147N
INEHTUOIKAITILA: Yacu yTpUMyBaHHA Oit040i PEYOBHHH Ha XpoMaTorpaMax
Hitoua peuopuHa: CTAHIAPTHOTO i JOCTiPKYBAHOTO PO3UMHY IOBUHHI O6YTH
(BEPX — IM]T) IIEHTHYHHMH TIpH OfHakoBHUX yMoBax BEPX. BiITOBiHae
CriexTp MOTTHHAHHS, 3HATHI 3 TiOA-MaTPHYHUM AETEKTOPOM TIpH
Yacy YTPUMYBAHHA [if040i peIOBHHM, TTOBHHEH MTOKAa3yBaTH
MAKCHMYMM TIPH THX € JOBKHHAX XBHIIb, SIK IS
BHIIPOGYBAHOrO PO3UMHY, TaK i I CTAaHAAPTHOT'O PO3YHHY. BIAMOBIAE
CTOPOHHI JOMIILKMU: | Oxucnennii amnomuniny 6esinar: <0,2% <0,05%
Bynp-sixuit He inenTudikoBanuit nponykr posknaganss: <0,2% <0,05%
Cyma noMimok: <0,5% <0,05%
MIKPOFBIOJIOTTYHA 3aranbHa KinbKiCTh aepobHux Mikpooprarismis (TAMC):
YUCTOTA: He 6impmre 10° KVO/r | <IOKYO/r
(Heperynsipre 3aranbHa KinekicTs Apixmxkis i rpubis (TYMC):
BUNPOGYBaHHS) e 6inpure 10> KVO/r | <IOKYO/r
BigcyTHicTB: Escherichia colis 1 r | BigmoBigae
JIFOYA PEHUOBHHA: Awmitonunin:
(BEPX) 9,50 — 10,50 mr/Tabu. 9,79 mr/Tabur.
95,0 - 105,0% 97,9%
POSITAJAHHST*: He Ginpie 15 xB. 1 xB.
PO3YMHEHHA: He mentre 80% (Q) akTHBHOI pEIOBHHH Mae PO3YHMHHTHCS
3a 30 xB. 98 %
OIHOPIOHICTDH AV <15 (n= 10), 1x1m0 yMOBa He BUKOHYETECS, TOAI
JIO30OBAHUX AV <15 (n=30), i nua 30/30 Tabnerok, KinbKicHUN BMICT Airodol
OJWHNIIE: pedoBuHH Mae 6yTH B inTepnaini 0,75xM - 1,25xM. AV=29
(BEPX)

Bucnosok: SIkicts npernapary Bignosizae BuMoram, 3aznavenuM B HJT Ne 5-00120-Q1-02-01

*3riguo 3 €sp. DapM. BUNpPoOYBaHHS HEOOXIHO MPOBOAUTH ¥ BUIIAAKY, KOIM HE MPOBOAATE BUNPOOYBaHHS Ha
p. Pap poOyB p y Y, P p

PO3YHUHCHHA.

Micuesnaxouxenns: H-1103 Budapest, Gidmréi ut 19-21., Yropwusa «
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BAT «I'edeon Pixmep»

Teneon: +36 1431 4000 » www.gedeonrichter.com

Tly6nikanii 3ayBaxenn mo cepridixatam: certificate_complaint@richter.hu

Tlowrose simuinennsn: H-1475 Budapest 10., P£27., Yropuusa




TEAEOH PUXTEP

CEPTUOUKAT CEPUHM
Haspanme npoayxuun: HOPMOINIINH
Crpaua nponssoauresst: Benrpus. Crpaua-umuoprep: YKpania

Homep perucrpanpronnoro yxocrosepesus: UA/2777/01/02
J{eHCTBHTENBIO N0 5ECCPOUHO

Cuna peficrsus: 10 Mr avnoannia
Jlexapersenuas Gopma: TabieTRI

Pazmep H Trn yuakoskn: 10 tabnerox B Gnucrepe; 3-Giuerepa By HAKOBKE.

Homep ceprm: T33344C Pasmep cepua; 5030 yn.
Jarra npoussopersa: 03 2023 Jara merenenns CpOKA FONHOCTH: 032026

Hazpangst, aapeca, nomepa inensui i ceprudurarop GMP peex HPOHIBOACTBOHNEBIX yIACTROB H yIACTIOB
ROHTPONIST KAMeeTRA :

Hazsanne(s) u axpec(a) Cragun Hpou3BoOACTBA Homep munensun Ha Homep ceprudimxara
npowssognTeas(ieh); HPOH3BOACYTBO GMP

OAQ «Lepeon Puxrepy, TTomnuerit I HU-M-RICH OGYEI20786-7/2022
1-1103, byaanewr, HPOU3BOACTBA, YNAKOBKA,

vir. Hempen, KOHTPOJIB KauecTna

19-21, Benrpus. W BBITLYCK CEPHE

Kommenrapun: YKazaHHas BILIE CCPUS BRITYIIEHA HA PHIHOK.

Jasipaenue 0 cepruurannn: HacTOSUMM YAOCTOBEPSIO, UTO NPUBEASHHAs Bbie HAQOPMALUS NOANMHHAL U
Toufas, DTy Cepuio JICKAPCTBEHHOro. CpeaAcTsa Obilo H3TOTOBJEHO, BK/HOHas YIAKOBKY/MApKUPOBKY ' KOHTPOML
KAYECTRA, Ha YKa3aHHOM(BIX) BhILIE (IPOH3BOACTBCHHOM(BIX) yuacTke(ax) B HOJIHOM COOTEETCTBHY C TPeOOBAHNSIMK
GMP MeCTHOro perysupyrowero oprada u cnerdUKaALEY, YTBEPKACHHOR B CTpaHe-HMropTepe. TIpoToKois!
IPON3BOACTSA, ynar(orsxu..u'a.l.-x,an 1308 OB NEPECMOTPEHBI 1 ycTéEl’Oéﬂ@‘HO cootreTcTBHEe GMP,

'Y /”
&
812 BLEJERA CEPHIL 07.07.2023 Syr-Epas-Terepdn Tionge
Jlara eiycka ceprudpurara;  07.07.2023 t“g,ﬁﬁ%gﬁmaueuﬁge ﬁmﬂg

erp: 1w 2

QOAD «l'egeon Puxtep»
Mecronaxoxenie: H-1103 Budapest, Gysmrdi 0t 19-21.. Benrpusg » [owrosoe ornencume: H-1475 Budapest 10.. PL 27.. Benrprs
Tenedion: +36 1 431 4000 » www.gedeonrichter.com
TTyGonkanmy saMedannif 110 cepruuratan: certificate_complaint@richterhn



[EAROH PUXTEP

Ne CEPVIY: T33344C PE3YJILTATHL AHAJIHA30B
TECTBI TPEBOBAMMA JAHHBIE AHAJTTA3ZA
OITCAHHE: Berble wiM TouTy 6eiible TBOAKOBBITYKIIbIe TaGNETKM IIPOAOITOBATO-

oxpyriol gopme! ¢ rpapuposkoli 10 Ha onHol cTOpOHE ¥ PUCKOH HA

apyrol. Omuna: okono 11,5 mm, wpuna: oxono 8,3 MM COOTBETCTBYET
HUCTHUPAEMOCTD: He 6onee 1,0% 0,1%
TIPOYHOCTE: He menee SON 147N
[IOJIMHHOCTS: BpeMeHa yIepXuBaHHs JeliCTBYIOLIEr0 BEIIECTBa Ha
JleiicTByromee BEIECTBO:  XpOMATOrpaMMax CTAHIaPTHOTO i MCIIBITYEMOTO PACTBOPA HOJDKHBL
(BOXEX-AMD GBITh MAEHTAHBIMY TIPH OMUHAKOBEIX yooBusx BOXKX, COOTBETCTBYET

CrieKTp MOTIOIIEHHAS, CHATHIH ¢ AMOAHO-MATPHYHBIM JETEKTOPOM

IIp¥ BPEMEHH yepyKIBaHus JeHCTBYIOMIErO BELIECTBa, AOJLKEH

MOKA3BIBATH MAKCUMYMBI TIPH TEX JKe JUTHHAX BOJIH, KaK VI

MCIIEITYEMOr'0 PacTBOpPa, TaK M IS CTAHAAPTHOrO pacTBopa. COOTBOTCTBYCT
TTIOCTOPOHHHME OKUCNEHABH aMIoaanuna Oesnar; <0,2% <0,05%
TIPUMECH: JhoGoit He mueRTHGUIMPOBANARY mpoxyKT pastoxerns:  <0,2%  <0,05%

Cymma npumeceit: <0,5% <0,05%
MHKPOBHOJIOI'M- O6mee amcio aspobupix Mukpoopranuzmos (TAMC):
YECKAS YHCTOTA: ge Gonee 10° KOE/r < 10KOE/r
(uHeperynspHOe O61mee unco Aposxckelt 1 rpubos (TYMC): e Gonee 102 KOE/r <10 KOE/r
HCHBITAHHE) OrcyTersre: EscherichiacoliB1r  coOOTBETCTBYET
JIEACTBVIOIIEE AMITOIHNUH;
BEILECTBO: 9,50 — 10,50 mr/radiL. 9,79 mr/1abm.
(BOXX) 95,0 —105,0% 97,9%
PACITATAEMOCTD*: He 6omee 15 mun. 1 MuH,
PACTBOPEHYE: He menee 80% (Q) axTHBHOTO BEILIECTBA NOJIKHO

pacTBOpHTHCS 32 30 MUKHYT. 98%
OTHOPOJTHOCTD AV £15 (n= 10), ecia ycnoBHue He BRITIONHACSTCS, TO
HNO3HWPOBAHHBIX AV £15 (n = 30), u ama 30/30 TabeToK KOMUUECTBEHHOE
BJIVHHLL: comepxanye AefcTBYIONETO BENIECTEE JOMKHO HAXOIUTECS B :
(BOXX) varepeane 0,75XM — 1,25XM. AV=29

Jaxsouenne; KadecTso Ipemapara COOTBETCTBYET TPeGOBAHMAM, ykasaHHbM B HIT No 5-00120-Q1-02-01

*Coriacao Esp, ®apM ucnsranie HeoGX0HMO IPOBOJATE B ClIyae, €CIIH HE BBITIOTHAIOT HCTILITAHILS Ha

PACTBOpEHHUE.
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OAQ «I'efedH Puxrep»

Mectonaxomxaenne: H-1103 Budapest, Gydmrdi ut 19-21., Beurpus « Iloutosoe otaenenne: H-1475 Budapest 10., PE. 27., Benrpna

Tenedon: +36 1 431 4000 » www.gedeonrichtercom
TlyBanxatus sanenannit no ceprudikaram: certificate_complaint@richter.hu



AEPKABHA CIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIHU OBJACTI

npos. Cetrsurynol Haxgil, 3, m.Kuis, 02099, Ten/bake; (044) 363-06-50
E-mail: dls.kof@dls.gov.ua, Koa €APTIOY 37078774

BHUCHOBOK
Ipo AKICTH BBE3eHOro B YKpaiHy JikapehKoro 3acoly

27.06.2024 No 30943/24/19

HOPMOAHIIIH

{srafiverysanis aikapebRoro $acofy 3riaHa 3 peecrpaniiiiing nocsi acHENN)
TabaeTicn no 10 mr; mo 10 Tadaerok y Guietepi; no 3 Gaicrepu B KapTonHill yakosi

{(hopMa BUNYCKY, AO3YBAHHA, BILT TAKYBIKHR AiKZPLRKOTO 3acofy)

Hoxep pecerpauiiiroro nocsiauenns UA2777/(11/02 erpoxk aii pecctpaniiisoro nocsinuenns 01.01.2099

Cepis aixapeskoro 3acofy Ne T33344C Kinskicts Beesenoro aikapcekoro 2acoby 180
BupoBuux BAT "Tea¢on Pixtep", Yropiuna
{mafimeityaanna rupoGHIKY Nikapeskoro 3acoby, Kpafia NOXOTACHAN}
Baesedo » Vipainy Criarue YKpaiHCLRO-€CTOHChKE HIANPHEMCTBO V.opMi ToBaApHCTBA
3 00mekenolo Bigmosizanapnierio " Onrista-®apm, ITA", izenr. kon:
21642228

(uafiMenysamis ta xog 3a CAPIIOY wpuanymol ocodnt abo npizsume, in's, no Gare-kosi hizmunot
ocobin ~ niznpuesus, i Micle npoxnBanns Th pocotpaniiisi novep obrkoboT KapTRH IRATHIKA
HCHATKIE abo cepin Ta HOMCp BacnopTa}

[Ipotoroa eisyaasioro xourpomo siz 21.06.2024 No 1746/3.

Ja  peswibrataMit JICDKARHOTO KOHTPOMO  BCTAHOBAEHO, 1o JAikapewxkidi  sacid  BBezeno 8 Ykpainy 3

AOTPHMAHMAM puvor 3ak0HOABBCTRY WOAD 3a0e30eueHRa AR0CT HKapeskax sacobiz.

% . @Z/ Bixrop CTE®KIBCbKMI
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