(%)

[epeon Puxrep

CEPTU®DIKAT CEPII

Haspa npoayxuii: PUTEBIIOH

Kpaina supofuunxa: Yropmuna.

Kpaina — imnoprep: Yxpaina

Homep peecrpaniiinoro moceixuenns: UA/2778/01/01

Hificne xo: GescTpoxoso

{

Ilepekian Ba ykpaiHChKY MOBY

Airoui pedorunu/cuaa xii: 0,15 Mr nesowoprecrpeny Ta 0,03 mr €THHINEeCTpajiony

Jixapceka dopma: TabneTku, BKPHTI 060I0HKOI0

Po3mip ra T ynakosxu: 21 Tabnerxa, BKpura oboinonkomw, B Gicrepi; o 1 6xicrepy B yriakosmi.

Howmep cepii: T45608B

Hata supobunursa: 05 2024

Poamip cepii: 7200 ym.

Jara saxinvenHs Tepminy npaparHoeri: 11 2026

Ha3geu, anpecn, Homepa Jinensiii ta cepradiratis GMP ycix BupoSunyux gingnox i ainsmox

KOHTDOJIIO SIKOCTi:

Hasga(-n) i agpeca(-u)

Cragii BupoSuunTBa

Homep niuensii na

Homep ceprudikata

BUITYCK cepil

BHpoOHHKA(-KIB) BHPOOHHITBO GMP

BAT «Ieneon Pixtep», | IToBHuH ain HU-M-RICH OGYEL/20786-7/2022
H-1103, Bygnanemr, BHPOOHHUTEA,

BYy1. Jemped, YIIaKOBKa,

19-21, Vropuna, KOHTPOJIb AKOCTI Ta

Komenrapi: Brasana Biute cepis punyiena na pusox.

3asea npo cepragikauio: [{um 3acimuyro, mo aapexena BHINe iH(OpMania cpasxus i Togna. Lx
cepis ikapcekoro 3acofy Gyna BHIrOTOBNEHA, BKIIOYAIOTH YIIaKOBKY/MAPKYBaHHs! Ta KOHTPONb AKOCTI,
Ha 3a3HaveHii(-1X) Bumte BRpoGHITH(-1X) AingHLi(-Kax) Y TIOBHil BigmoBigHOCTI K0 BHMoOr GMP
MICLIEROTO PEryRATOPHOTO Oprany Ta cnennpixanii, cxpanexol B xpaini-imooprepi. poroxom:
BHPOGHUITBA, YIIAKOBKY Ta aHAT31B Gymu TEPEraAHyT 1 BCTAHORNIEHI BIAMOBIIHO 10 crannapTiz GMP.

eit ceprndikar sxocti € Bunparenoio Bepcicto Ceprudixara Sxocri six 23.08.2024.

BunipasieHHs He BINTMBAIOTE HA AKICTE OpOIYKUIT,

Hara sunycky B peanizanito: 23.08.2024
Hara BHeceHHd BunpasneHs: 15.11.2024

Micuesnaxopmenna: H-1103 Budagest, Gyamri Ot 19-21., YropiguHa +

ITPON.

BAT «l'edeoH Pixmep»

Tenedon: +36 14314000 «  www.gedeonrichter.com
NyBiKayis ayeameHb CTOCOBHD ceprudikarin:certificate_complaint@richter.hu

B e 1 2657 Fg 2972224

J-p Uunomnr [Terep
YnosroBaxkena ocoba /mimruc/

Mowrose sigginenHa: H-1475 Budapest 10., PR.27., YropwuHa




Ilepexnan Ha ykpaiHCLKY MOBY

(%)

Teneon Prxrep

Ne CEPII: T45608B TTPOI.
PE3YJBTATH AHAJII3IB
TECTH BHMOT'H JAHI
AHATIZY
OIIUC: biti, xpyTai, ABOONYKA TabNeTkH, BKPETI 060N0HKOIO, IiaMeTpoM 6 MM. BLINOBifae
OIHOPIIHICTE 3A | Cepensst maca £15% Bigmosigae
MACOH: (3 BuKopuCcTaHHAM 20 TabreToK, BKPHTHX 050NORKOI0)
IMEHTHOIKAI: Yac yTpHMyBaHHA ABOX OCHOBHMX NiKIiB Ha XpOMaTOrpami BHIPOGYBAHOTO | BUIIOBiMaE
Merox 1 | posumuy Mae BinnoisaTn qacy yrpuMyBanis Nixis eruainecTpaziony ta
FIEBOHOPTECTPEIY HA XPOMATOTPaMi CTAHNAPTHHX PO3YHHIE,
Meroa 2 | Tlnsavu Airowux PEYOBHH Ha XPOMATOrpami BUIPOGYBAHOrG PO3UMHY 1O BiOmoBinae
KONBOpY, InTeHCHBHOCTI Ta Benuyiui Rf mopmmHi 8ixmosizaty mumam
CTHHINECTPAJioNa Ta NEBOHOPrecTPeNa Ha XPOMATOrPaMi CTAHIAPTHOTO
pO34HHY.
Turany mioxcnn: | Metogom 1311 HeoDOR’ A3KOBE
(reoboB’13K0Be BUNPOOYRaHHA) BHNIpOOYBaHHS
CTOPOHHI 6-OH-neBoHoprectpen: He Ginnmme 0,2% 0,08%
JOMIIIIKH: 10-OH-neBonoprecrpen He Binnime 0,1% 0,02%
(nepiomiyne 6-0Kco-eTHHINECTpAMION: ae Oimpre 0,2% <0,10%
BHTIpoOyBanHs) 9,11-munerinpoeruninectpamion: He Ginnime 0,5% 0,10%
Byze-sxa imma inentrdikopana gomimka oxpemo:
He Binswe 0,3% 0,03%
Byne-axa neinenTndikorana aomiuka oxpemo: He Bincmre 0,2% 0,03%
Cyma sioMimox: He Oinnme 0,6% 0,10%
(32 BUHATKOM ieHTH(IKOBAHMX AOMIMOK)
MIKPOBIOJIOITMHA | 3aranbya kinexicts aepobuux mikpooprauismis (TAMC):
YHUCTOTA: He Bimsme 10° KVO/r
{Heperynapue 3aranba Kinskicrs apixpxis i rpubis (TYMC): -
BHNpoGyBaHHs) He 6inmsme 102 KYO/r
Escherichia coli: BigcyTricTs B | r npenapaty
BMICT 040t Eruninectpazion: 28,5- 31,5 mxr/ra6m. sxpar. o6oi. 30,24 mEr/rabn.
PEYOBUHH: 95,0 - 105,0% 100,8%
Jlesonoprectpen: 142,5-157,5 mMxr/ra6. BKpHT. ofor. 152,95 Mrx/rabn
95,0-105,0% 102,0%
POSTIATAHIL: He binpme 30 xpumn 4 xa.
PO3UHMHHICTE: He menme 75% (Q) ernninecrpaaiony i ve menuse 75% (Q)
(nepiomnune JIEBOROPrecTpeny BiA HoMiHans ol KiMbKOCTi Mae nepeiiTi ¥ posunn 3a
BHNpODYRAHHES) 60xs. Eruninectpanion: | 87%
Jleponaprecrpen: | 89%
OIHOPIHHICTL AVZ135 (n=10), K110 YMOB& HE BHKDHYETBCH, TONI
JO30BAHUX AV=1S (n=30), 1 nna 30/30 TaGrerox BXpUTIX 0GONOHKO0 KimbKicEui
OJUHUIIL: BMICT Hif090i PEYOBHHH Mac 3HAXO[HTHCE B imreprani 0,75xM-1,25%M.
Eruninecrpagion: | AV=2,8
Jieronoprecrpen: | AV=3,5

BucHosox: SkicTs npenapary BiZMOBinae BHMoray, 2a3nayeHnmM B HJT Ne 5-00307-Q1-00-01

Leit ceprudixar sxocti € Bumpassenoco Bepciero Ceprudikara Sxocri sig 23.08.2024.
BHIlpapneH s He BINHBAIOTE HA AKICTE TIPOAYKILI].

HJata pumycky B peanizauizo: 23.08.2024

Hata Brecenns sunparnens: 15.11.2024

MicyesHaxopmenna: H-1103 Budapest, Gyomr&i it 19-21., Yropwmua «

BAT «uledeon Pixmep»

Tenedou: +361 4314000 + www.gedeonrichter.com
MyGaikayla 3aysaetb CTOCOBHA ceprudinarie:certificate_complaint@richter,hu

Nowrvose eipainenna: H-1475 Budapest 10., PF.27., YropumHa




