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Ilepexiaan Ha ykpalHChLKY MOBY

Fepeon Puxrep
CEPTU®IKAT CEPII

Hassa npoayxkuii: AEKAPHUC

Kpaina supobunka: Pymynis, Yropmuna. Kpaina-imnoprep: Ykpaina

Howmep peectpaniiinoroe nocsinuennsi: UA/6866/01/02

Unnue go: 0€3cTPOKOBO

Cuuna aii: 150 mr nesamisony

Jixapceka popma: TaGnerku

Posmip i Tun ynakosku: 1 tabnerka s Guicrepi; no 1 6rnicTepy B kapToHHIN YnakoBIL,

Howmep cepii: F3A120A Posmip cepii: 60 000 yn,

Jata suroronennst; 10.2023 Jara sakinuenus Tepminy npuaarnocti: 10.2028
Hazeu, agpecn, HoMmepu Jinensii Ta ceprudikatie GMP Beix BUPOGHRYHX ANAHOK | MiARHOK

KOHTPOJIH SIKOCTI:

Hassa(-u) i anpeca(-n) Cranii Homep ninensii na | Homep ceprudikara
BHpoOHuKa(-KiB) BHPOOHNLTBA BHPOOHULITBO GMP

«'egeon Pixrep Pymynisn | TTorHMiT muxt 13F 021/2019/RO

A.T.», Byn. Kysa Boge, BMpOOHMUTBA, ynaKkoBKa

99-105, Tupry-Mypew, | { xonrpons axocti
Kyneus Mypem, 540306,

PymyHig
BAT «['eneoH Pixtep», Bunyck cepif HU-M-RICH OGYEL/20786-7/2022
H-1103, bynanemr,
ByJ1. Hemped,

19-21, Yropumna.

KomenTapi: Bkaszana eulle cepis BUMyLIeHa HA PUHOK.

3asiBa npo ceprudikaniio: I{uM 3acBiguyro, WO HaBegeHA BUILE tH(opMania cupaBxkHs 1 Touna. 1l
cepld JiKapCeKoro 3acoby 6yna BHIOTOBNEHA, BKIIOYAIOUM YTIaKOBKY/MAPKYBAHHA Ta KOHTPOJIb AKOCT,
Ha 3a3HaueHifi(-nx) Bume BUPOOHUUIH(-nX) AingHUi(-kax) y MOBHIE BiANOBIIHOCT] no sumor GMP
MICIIEBOTO PEryJaTOpHOTO OpraHy Ta cremudikaiii, cxpareHoi B Kkpaiui-imooprepi. Tlpotokonn
BHPOOHMIITBA, YTAKOBKH Ta aHaNi3iB Oy/IM MeperngaHyTi i BCTAHOBNEH] BiANOBiIHO 1O craHaapTie GMP,
Lleft ceprudixar sixocti € Bunparnenow sepcieo CeprudixaTa Slkocri sin 08.01.2024 poOXy.
Bunipas/ieHHS He BIUTUBAIOTE HA AKICTH [TPOIYKILIT.
Jarta Bumycky B peanizauiro: 08.01.2024
JlaTa BHeCeHHs RUNpaBiIens: 06.02.2024

Kyn-I{popas-Tlerepdi Tosze
Y noBHoBa)keHa ocoba (rimmuc)
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dapest, Gyomr6i ut 19-21,, Yropumna + [NomwrTope sizninennn: H-1475 Budapest 10., Pf27., Yropumna
Tenedon: +36 1 431 4000 +  www.gedeonrichter.com
Bnikauii 3aypaxess 0o ceprudiraram. certificate_complaint@richter. hu
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Ne CEPIL: F3A120A

Ilepexyiag HA yKpaiHCBKY MOBY

I'exeon Puxrep

PE3YJIbTATHU AHAJII3IB

TECTH BHMOI' PE3VYJILTATH
AHAJI3Y

Ol C: Kpyrni, niocki Tabnerky maiixe 6inoro konsopy, 3 hackowo Ta

rpasipyBaknsiM «DECARIS 150+» 3 ogHoro Goky, iHwuit 6ix 6e3

Hanucy. Jdiamerp Tabnerox GIU3LKO 9 MM. BUIIIORIIAE
OJAHOPIOIHICTD
MACH: Bumipsna cepennsa mMaca = 5% BLAMOBIAAE
CTHUPAHICTD: He 6inpie 1,0% 0,1%
MILIHICTB: He menue 10 H 61 H
INEHTHUDIKALILA: [Tpu Bukonanui tecty TIHIX nnsmu Jleramizony sunpoGysanoro
Jlepamizony PO34YMHY T4 PO3UMHY NOPIBHSHHS NOBHHHI [TOKA3YBATH i/ICHTHYHI
rigpoxnopuf (THIX)  sunauenns Rf. BiANOBi#AcE
(Cnextpodoromerpis) Makcumymu Ta Minimymu Y@ crexTpy BUnpoGyBaHOro PO3UYMHY Ta

PO3YMHY NOPIBHAHHA NMOBMHHI BUABMATUCE TIPY IDEHTHYHUX ZOBKHHAX

XBUJb, BIATIOBIAAE
CTOPOHHI CymMa noMiltok: <1,0% <0,0005%
JAOMUIIKH: I-(2-mepranToernn)-4-penin-2-imigasonignaon: < 1,0% <0,1%

[,1-(anTio-2,1-eranenin)bic[4-denin-2-

IMiZa301HHOH | <0,5% < {},05%

2,3-purigpo-6-denutiMinaszol2,1-b]riazon: <0,5% < 0,05%

3-(2-amino-2-benineTmn)-2-Tia3oniquHOH: <0,5% <0,07%
MIKPOBIOJIOITYHA  3araneHa xinbkicrs acpoGHux 6akrepiil (TAMC):
UUCTOTA: He Giipine 10° KYO B | ropenapary < 10 KYO/T
(1IepioauyHM TecT) 3aranbHa KUIBKICTh rpudiB (TYMC):

He Ginpuie 10° KYO B 1 rnpenapary < 10 KYO/T
Escherichia coli: BiZXCYTHICTh B | T npenapary BIMOBIZAE

BMICT JIFOUYOT
PEYOBVHU:

POSHAJIAHHA:
PO3IYHMHEHHA:

OJHOPIHHICTB
AJ0O30BAHUX
OJIUHHIb:
(pO3paxyHKORBO-
BAroBHI METOA)
BucHoBok :

SIKICTB Ipenapaty BiNOBifae BUMOTraM 3a3HadeHuM B cneldikanii BupoGHuka Ne S.T.207-19-17

JleBaMizony riapoOXnopuny:

177,00 Mr £ 5% /tabu.
JleBamizomy:

150,00 mr £ 5% /ta6n.
He 6inpimne 15 xB.

He menuie 80% (Q) airouol peHOBUHHM MTOBUHHO NEPENTH ¥ PO3UMH 34
30 xB.

Ipurimanene yucno (AV)< L1 (n=10) abo

[TpuiiManshe uncno (AV)< L1 (n=30), B 10OMy BUNAAKY:
MIHIMYM > (1- L2 x 0,01)M;

MakcumyMm < (1+L2 x 0,01)M, me L1=15,0; L2=25,0

Lleir ceprudikar sxocri € punpasnesowo Bepeieto Ceprudikara Skocti Bix 08.01.2024 poxy.

BumpasneHHs He BNIMBAIOTH HA AKICTh NPOAYKILI.
Jata Bunycky B peanizaitito: 08.01.2024
Hata BHeceHHs Bunpasnenn: 06.02.2024

Micuessaxomxensa: H-1103 Budapest, Gy6mréiut 19-21., Yropmuua -+

[lyGnikauli saysaxens no ceprudixaram: certificate_complaint@richter,
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[lowrTose sigminenns: H-147

Tenegou: +36 14314000 -  www.gedeonrichter.com

173,50 mr/Tabmn.

146,96 mr/Tabi.

4 XB.
101%

AV =30




