Ilepexiiag Ha YKPATHCBKY MOB

TOB «lefeoH Pixtep Moaslwa o
. 05-825, r. N'poasncek MazoseubKunii ¥
Gedeon Richter Polska 8yn. KH.H0.MoHAToBEEKOr 0,5, TIo/bWwa cropl/2
Ten./dakc: (+48 22) 755 96 00, 755 20 41

CEPTU®IKAT CEPII Ne 1816/2024 — 1955/2024

Hassa npoayknii: HIOYPOKCA3H PIXTEP

Kpaina supo6ruxa: [Tonsma. Kpaiua-imnoprep: Yxpaina

Homep peecTpaniiinoro noceinuenns: UA/9060/01/01

Tunue po: 6e3cTPoOKOBO

Cuna aii: nidbypoxcasun, 100 mr

Jlikapcepka dopma: tabnerky, BKpuTi 060I0HKOIO

Pozmip i tun ynaxosku: o 24 Tabnerku B 6nicTepi; mo 1 Gmicrepy B kapToHHiit xopobii.
Homep cepii; H47021A Po3mip cepii: 30 870 ym. Ne24

Jata earorosienun: 07.2024 Jara 3akindenns Tepminy npugatrocti: 07.2028

Hassu, anpecn, nomepn sinensii Ta ceprudixarie GMP Beix BHpoGHHunX HingHoK I AlAsHOK
KOHTPOJIO SIKOCTI:

Hassa(-u) i agpeca(-u) Cranii supofanursa | Homep minernsii Homep ceprudixara
BHpobHHKA{-KiB) na Bupo6HuNTBO | GMP
TOB «I'epeon Pixrep ITonema» | BupobHuuTso 164/0031/15 IWSI.405.15.2022.IP.1
05-825, I'popsucex Hepo3(acoraHoro WTC/0031_03 01/20
Maszopeupkuit HpPOIYKTY, IIEpBHHHA
Byi. I'paBmuna,35, [Nonsmma YIaKOBKa, BYOPHHEA

YIaKoBKA
TOB «I'eneon Pixtep Ionsma» | Konrpons axocti, 164/0031/15 IWSF.405.15.2022.1P.3
05-825, I'ponsucex BHITYCK cepii WTC/0031_02_03/22
Masoensxuit
Byi. Ku.XO.IlouaToBcskoro,s,
[Tonema
Konenrapi: -

YmoBH 36epiranns: 36epirati npu Temneparypi ve pume 25°C.

3ansa npo ceprudiranio: Lum 3acsinuyro, mo HaBexena Bue iHpopMauin cripaxkHs i Toyna, s cepin
JMiKAapchKOro 3acofy Gyna BHTOTOBNEHS, BIGIIOMAIONH YNAKOBKY/MADKYBAHHA Ta KOHTPONI: fKOCTI, Ha
3a3HaveHiN(-uxX) Bume BHpOOHMYIH(-Hx) RinaHui(-kax) v nOBHIH BimmoBiHOCTI 10 BHMor GMP MICIXEEOTO
PEryJATOPHOro oprany Ta cneuudixanii, cxsamenoi B xpaiui-iMmoprepi. IlIporoxomu rupobHHLTBa,

YI4KOBKM Ta aHamizie OymM repernauyTi 1 BeraHoBaeHI BIANOBITHO HO cragzaprie GMP. Bkasaua muie

Cepis BHITYIeHA HA DPHHOK.
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Ieperyag

HA YKPAIHCbKY MOBY

Gedeon Richter Polska

TOB «'egecH Pixtep Monbuias
05-825, r. Mpoaauncki MasoeeubRMi
gya. KH.IO.MonaToBCRKOrO,5, MNoAbita

Ten./dakc: (+48 22) 755 96 00, 755 20 41

YKP
cTop2/2

PE3VJIBTATH AHAJI3IB

HI®YPOKCA3HU/] PIXTEP

Homep cepii: H470214A

No Hoxaznurn Bunors npit BIIYCRY TA X0 3aKinyeHns tepyiny aii | PesynnTate punpoSysaus
1. | Onuc rabnerxn Kpyrni Tabnerxn srpuri ofonorkoio, 3 ofox cropin Bignosinae
OITYKJLi, JKOBTOro Kosiibopy. JMiamMerp 6auM3sxo 9 mn.
2. | Cepenna maca tabierky 304,0 mMr = 5%
(288,8 wr —319,2 ur) 304,7 wr
3. | OnmuopimuicTs Macu rabneTkn He Ginewe 10,0% inmuBigyansHux Mac Moxyrs
BiAXMIIATHCE Bifl CEPENHELOT MACH Ha Bilsme Hix £ 5,0%, 2940 mr—311,5Mr
XKOJHA Maca He Ma€ BIXUAATHICE Bif Cepelunoi MacH
Ginpmie Hixe £ 10,0%.
4. | Imenrndiraria
Hidypoxcasun CriexTp noBuHEH BHABAATH MakcuMyM abeopbuii npn Bigmnosizae
1.Y® criexrp nowxcuii xpumi 373 + 2 ma.
2. Teer metogom BEPX, Yac yTpHMYBaHHA OCHOBHOI'G IIKY Ha XpoMaTorpami Bignoginae
BHIPOSYBATBHOTO PO3UHHY IIOBHHEH BigMOBifaTH qacy
YTPHMYBAHHI OCHOBHOTO HIKY HA XpOMAaTorpami
CTAHIAPTHOT'O PO3YHHY,
Xinoninosuii xxoeThii (£104) Koetinient Rf nmsamu ma xpomarorpami Bimnorinae
BHNPOOYBANBEHOTO PO3YMHY HOBMHEH BiANIOBIgATH
koediuienty Rf muamu na xpomarorpami craugapraoro
PO3YHHY.
Turany pioxcun (E171) Hepsoro-nomapatnyene 3a6apsAeHHs pOIYHHY 3 BOJHIO Binnosinae
niepexucomM (30%)
5. | Xpomarorpaiuna yucrora
BEPX He 6inbime 0,2% < 0,05%
Jonimka A He 6inbwe 0,3% < (,05%
Joninma B He 6inpme 0,3% < (,05%
HJontimrxa C He 6inpre 0,3% <0,05%
Jonimxa D
MaxcuMym onna 3 omimor: Binbe 0,2% HE 3 ABAAIOTECA
B,Ca6oD
Homimka E He Ginsine 0,3% 0,1%
Hesinoma nomimia He 6inbie 0,20% < 0,05%
Cyma moMiimox (oxpim He Ginbe 0,5% < 0,05%
JoMimok A ta E)
6. | Buicr airouol pewosuun 100,0 mr/Tabs. £ 5%
Hipyporcasug (95,0 mr/rabn. — 105,0 Mr/Tabn.) 100,6 mrfrabu.
7. | OmuopimticTs gozoBannx Mpuiivansae =ucno (AV)S L1 (n=10) (L1 =15) abo
OOHHHLL [puimannsue yncno (AV)< L1 (n=30), AV=34
(po3paxyHKoBO-BAropmit B I{bOMY BUIAIKY: MiniMym = 97,1%
METOH) mimivym > (1- L2 x 0,01)M (L2=25) Maxcumym = 102,0%
MakcHMyM = (1+L2 x 0,010M (L2=25)
8. | Posmanamms He 6inbiue 20 xs. 09:58 xB
9. | Buicr eranony (FX)* He 6insine 2000 ppm 1020 ppm
10. | Mikpobionoriuna uncrora
3araneHa KinbLKiCTE aepofuux
Mikpooprauxismie (TAMC) He binsmre 1000 KYO/r <10 KYOfr
3aransHa Kin-Th HPDKIDKOBHX He 6inpine 100 KYO/r <10KYOir
ra rurcHaekX rpubis (TYMC)
Escherichia coli BigcytHicre 5 1 1 BijcytTHiB I T

Bucnosox: Tpenapat sizmosinae sumoram creuudixauii Ne 1-00047-28-PL-06, sarsepwxeniit y KpaiRi-iMrioprepi.
YnoruosaxeHa ocoba , axa Hagana HO3BiN HA BUILYCK cepii

Jara nigmacanss: 11.10.2024

KaTtapusa Bianax (nignue)




