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Ilepexnag Ha ykpaincbKy MOBY

I'eneon Puxrep

CEPTUDIKAT CEPII

Ha3sBa npoaykuii: ®TOPOKOPT®
Kpaina pupobnnka: Vropmuua, Kpaina-imooprep: Ykpaiua
Homep peectpaniiinoro nocsiguenns: UA/7093/01/01

Yunne no: 6e3¢TpoKoBO

Cuora aii: | Mr TplamMUMHONOHY aleToHify/T

Jikapcbka popma: Masn

Po3mip i THo ynakoskm: 15 r masi B Ty6i, 1 Ty6a B ynaxosui.
Po3mip cepii: 18 920 yn.

Homep cepii: G3A081A

Harta Burorosienusn: 10.2023

Jara sakinveHHas tepminy npuaarsocti: 10.2025

Hassn, anpecn, Homepu ginensii Ta ceprudikaris GMP Beix BHPOOGHHUYMX TiNSIHOK i
JISTHOK KOHTPOII0 AKOCTI:

Haspa(-u) i anpeca(-n)
BHpoOHHKA(-KIB)

Cranii BUpoOHHIITBA

Homep ainensii Ha
BUPOOHHUIITBO

Homep ceprudikara
GMP

BAT «I'eneon Pixtepy,
H-1103, bymanemr,
ByJI. lempei,

19-21, YropuiuHna.

[ lopruUIT tu
BUPOOHHUUTBA, YNIAKOBKA,
KOHTPOJIEL AKOCTI Ta
BUITYCK cepii

HU-M-RICH

OGYEI/20786-7/2022

Komenrapi: Bkazana pume cepig Bumnyliesa Ha puHOK.

JasiBa mpo ceprudikaniro: LluM 3acBinuyio, WO HaBeAeHa BULIE 1H(OpMALis CIIPaBXHA i
TouyHa. s cepia nikapchKoro 3aco0y 0yiaa BUTOTORNEHA, BKIIIOYAIOYN YIIAKOBKY/MapKyBaHHs Ta
KOHTPOJIb AKOCTI, Ha 3a3HaveHif(-ux) Bulle BHUPOOHHMUIA(-MX) AiNgHUI(-Kax) y TIOBHIH
BIANOBIAHOCTI 10 BUMOT GMP MicIeBoro perynsaTtopHoro oprasy ta creuundikauii, cXpaneHoi B
KpaiHi-iMnoptepi. [lpoTokosnn BupoGHMUTBA, YIAKOBKM Ta aHAaili3iB Oynu nepernguyri |
BCTaHOBJIEH] BIANOBIAHO o cTannaptis GMP.

JlaTa BUNIYCKY cepil:

Hara Bunycky ceprudikara: 29.11.2023

Micuesnaxomxenna: H-1103 Budapest, Gydmrdi at 19-21., ¥YropiunHa -

29.11.2023

MikyiHe Doprau Honopec

BAT «I'edeon Pixmep»

Tenedron: +36 1 431 4000 -

ITyGnixanif 3aysaxedb 0o ceprudiraram: certificate_complaint@richter. hu

AWOBKeHa ocoba (mignuc)

[Mowrtose sizsinenus: H-1475 Budapest 10, P£27. Yropuwuna
www_gedeonrichter.com




Ne CEPII: G3A081A

Ilepexniax Ha YKpaiHCBKY MOBY

%)

I'eqeon Puxrep

PE3YJILTATH AHAJII3IB
TECTHU BUMOI'H HAHI AHAJII3Y
OITNC: bina abo maiixe Buia 0AHOpifHA Ma3k, PAKTHYHO He3 3amaxy. BIMOBIIAE
MACA BMICTY
YTTAKOBKU: He menme 15,0 BIATIOBInaE
OAHOPIAHICTh: Ma3b noBuHHa OYTH MOBHICTIO OAHOPIIHOIO. BIJITIOBI A€
(31Tl YacTky, Kparvli piAMHK, YaCTHHKY 1HUIOrO KOJIBOPY,
CMYTH He TOBHHHI BUSBIATHCS.)
BA3ZKICTh: 6 000 -~ 14 000 cIl 11 100 cIT
[INEHTHUDIKALILA: Metop 1.: Yac yTpuMyBaHHsS OCHOBHOTO ITiKY Ha XpOMATOrPaMi
Jiroua peuosuHa: BUIIPOOYBAHOIO PO3YHHY MAE BUIIOBIATH YaCy YTPUMYBaHHS
iKY TPUAMIMHOMOH ALETOHIAY Ha XpOMAaToOrpaMi CTaHAAPTHOrO
PO3YUHY. BIZITIOBI 1a€
Metop 2.: PosumH MoBUHEH HAOYTH YePBOHOIr0 3a0apBIICHHS. BiAIOBIgaE
CTOPOHHI TpiamiHonos (Jlomituka "A" 3a €pp.Dapm.): He binswe 0,5% | <0,10%
JOMIIIKH: 1,2-guriapo-TIA: ue ouIse 0,5% <(0,20%
TLIA-genbTa-14: He OuisIle 0,5% <0,10%
TLA-2 1 -ansgeria rigpar: He Oinplie 0,5% <(0,10%
byae-aka 1HI111a [OMILTKA: He binpe 0,5% <0,20%
CyMa JOMIILOK: He Outptie 2,0% <0,20%
MIKPOBIOJIOI'TMHA | 3aransHa KinbKicTs aepoBHMX MiKpooprauismis:
YUCTOTA: He Oineine 10° B 1 r mpenapary
(HeperynapHe 3aranbHa KUIBKICTE APBKIDKOBUX i UBINEBUX IpubiB:
BUNpOOYBaHHA) He Oueie 10 B 1 r npenapary | HeperynapHe
Mikpoopranismu poavau Pseudomonas aeruginosa: BUNIpoOyBaHHS
BiICYTHi B | T mpenapaty
Mixpoopranizmu ponuan Staphylococcus aureus:
BIACYTHi B | T npenapary
KUIBKICHE TplaMI{UHOIOH alleTOHI;
BU3HAYEHHA 1,000 mr /r£5% 99.,4%
JIFOYOI (0,950 — 1,050 mr/r) 0,994 mr/r
PEHOBHWHMU:
KOHCEPBAHT: MeTtunnapariIipokcu6eH304aT:
2,000 Mr/r+10% 101,2%
(1,800 - 2,200 mr/r) 2,023 mr/r

BucrHoBox: fIKicTh rpenapaTy BIANOBinae BUMOraM, 3a3HaYeHIM B HJ Ne 5-00257-Q1-01-01

Micuesnaxomxenns: H-1103 Budapest, Gyomréi at 19-21 Yropmuna -

CTOp. 2 3 2

BAT «I'eoeon Pixmepy

[Towrtose Bigninenns: H-147 468
Tenedon: +36 1 431 4000 -  www.gedeonrichter com
[TyGnikauii 3aypancHe no ceprudixaram: certificate_complaint@richter, I\




