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Cepis fAikapcokoro 3aco6y Ne 3220422 Kinexicts spezenoro migapeskoro sacody 20112
BupobHmKk _TOB™"3enTiBa", Yecpka Pecnybrika
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ZENTIVA

_ Ceptudikar cepii Bupo6uuka Ne 3018

Haszea npenapamy 30JAK® Po3MID TAKVBAHH: 30 TabseToK, 1o
Homep npodykmy 11006455_0052 P Y ' BKPUTI 000JIOHKO0
Cepist Ne 3220422 LIMS HV cepii 289381
Cuna dif 10 Mr LIMS MZP cepii 264664
Dopma 8UNycky TabNeTKH, BKPUTI 0600HKOW BunyweHa Kiavkicmo 20 112 ynmako6BoK
Tun ynakogku 3x10 y 6aicTepax Kpaina-imnopmep YKpaina
Hdama suzomosienns 25.04.2022 Homep peecmpauiiinozo . e
Tepmin npudamuocmi 31.03.2025 noceidueHHs UA/4070/03/01
Cneyudpikayis PNY 400364 /14-01
Bunpoé6yeanns Cneyudpixayii Pesyasmami
Onuc TabaeTxku BKpUTi 060/0HKOW, H0A0BIYBATO] Bignosigac
¢opmy, Binoro abo Maike 6iJI0r0 KOJNLOPY 3 JiHIED
_ e posnoalny 3 0GHOT0 BOKY.
Cepeausa maca 1 TabneTKH, BKpUTOIO 0,119-0,131r 0,125 -
0G0JIOHKOH0 )
laenTudikanin
lieTHpusuny JUriipoxnopuj — Hac yTpuMaHHA OCHOBHOIO MiKa Ha XpoMaTorpami Binnosigae
BEPX AOCAIAXKYBAHOTO PO3YUHY IOBHHEH NPUOJIH3HO
BIANOBIZATH Yacy yTpUMaHHS OCHOBHOTO Mika Ha
XpoMaTorpamMi po3yuHy MopiBHSTHHE, o L
LeTHpH3uHy AUTIAPOXAOpHT — Y®-cnexTp norJivHAHHA OCHOBHOIO iKa Binnosifae
BEPX - YO cnexTp (LLeTHPHU3KHY) HA XPOMATOTPpaMi A0CAIKYBAHOTG
PO3YHHY IIOBHMHEH BiATNOBiAaTH YD-ClieKTpy
IIOrJIMHAHHA OCHOBHOTO MNiKa (LleTUPU3HHY) Ha
e _XpoMaTorpami po3sdiuRy ﬁﬂpiBHHHHH. S
TuTany giokcun CriocTepira€eThes NoMapadyeBe 3abapeaeHHs Bignosinae
| . __posuuHy. |
KiZbKicHe BUZHAYEHH 9,5-10,5 Mr 10,1 mr
LeTHPH3IMHY AU APOXIOPUAY B 1
TabJeTni BKPUTIH 060J0HKOI0
| OaHOPiAHICTL 4030BAHHX OAUHHU LB 1
OJIHOPIAHICTEL BMICTY [IpuiiMmanbHe yHcao AV <.15,0 Biamosigae 1
| Oxl;ﬂupinuic'rh-macu po3aineHnx He 6inbuaie o qHo1 iIHAMBIAyaEHOT MacH BUXOAUTL 33 |  Bignosigae
'TaGJEeTOK Mexki 85 - 115 %. IIpu nboMy K0AHa iHgMBIgyaabHa
e N MACa He IOBHHHA BUXOAUTH 3a Mexi 75-1259%. |
MikpooiosoriyHa yucroTa o
| -3arajpHa KIbKiCTh a€POBHUX He Ginbiie 103 KYO,/r 0 KYO/r '
o bakrepii (TAMC) e
. - 3arajibHe YUCAO APITKOBHUX i He 6inbumre 102 KYO/r 0 K¥O/r
naicHABUX rpu6is (TYMC) :
- BiACy THicTb Escherichia coli BigcyTHicTh (B 1r) Bignosigae
________ CynyTHi AOMIINKH
Hdomimka A < 0,2 %
[IpoayxT po3naay <0,1%
(BiHOCHMI Yac yTpuMaHHsA 0,62)
[H11i BigoMi goMilKHK <0,1%
. JHAuBIAYaibHO
HesigoMi goMmiliku iHAUBiAYanBLHO <0,1%
. Lyma fomiwok <0,5%
1 Poznag, He 6inbime 15 xs.
1 Bmict Bogay (3a K. Pimepom) He 6inbure 7,5 %

Ha oditifHoMy 6AaHKY BHPOBHUKA.




LENTIVA

CepTudikar cepii Bupo6nnka Ne 3018

Hazea npenapam J30JAK® . _ 30 TabjieToK, 110
Homep-nioayimyy 11006455_0052 PosMip maKyBaHHs: BKPUTI 060J0HKOIO
Cepisi N@ 3220422 LIMS HV cepii 289381

Cuna dit 10 mr | LIMS MZP cepii 264664

Dopma sunycky TabJIeTKK, BKPHUTI 000A0HKOIW  Bunywena kiaskicms 20 112 ynaKkoBOK.
Tun ynaxosku 3x10 y 6nicTepax Kpaina-imnopmep YkpalHa

Adama euzomoesieans  25.04.2022 Homep peecmpayiiinozo .
Tepmin npudamrocmi 31.03.2025 nocgigueHs UA/4070703/01
Cneuudbixauis PNY 400364/14-010

BHCHOBOK: Bignosiaae cnenudgikanii.

Lum sartBepaxyro, 1o HaBeend iHdopMalis € ZOCToBipHOW Ta To4Holo. Hio cepio NPOAYKILT 6YA0 BUIOTOBJICHO,
BK/IIOYHO MaKyBaHHA/MapkyBaHHA Ta KOHTPO/b AKOCTi, Ha BUIie3a3HaveHill BHPOGHUYIN AinsnHmi (-s1X) v moBHIH
BIANOBIAHOCTI BUMoraM GMP, BUMoraM 3aTBep/XKEHUM JIOKATLHUM PETYAATOPHUM OPraHoM, a TAaKOXK V BiAoBIAHOCTI
Ao crneurikalii go PeecTpauiiHOrO MOCBigYeHHS; WO MICTATbCH B PpeecTpalilHoMy Jocbe KpaiHHM-iMOopTtepa.
[lpoTokoIM BUPOOHULTBA, TAKYBAHHS Ta JOC/IIPKEHHS 6K NeperasaHyTi Ta BixnosigaoTs Bumoram GMP.

BMIIYCK 103BOJIEHO
AApeca BUPOOGHHITBA Td KOHTPOII0 AKOCTI: ) -
TOB «3enriBa» (npeacrasuuk AT «3enTiBa» 3 01.01.2009) Ten: 420267241 111
¥ xabenopku 130, 102-37 [Ipara, 10, Josui Mexonynu, Yechka Pecry6ika Dakc: +420 267 243,627

Bupo6HM4a -ﬂ'iuenaiﬂ-NE.'25473/_2/INS/98 (ocTanHs smina sukls228169/2022)
Ceprudikata GMP Ne sukls252740/2020

Samgepoocero Ynoguosancenoio ocoboro TOBR «3enmisay

Lleit cepTudikar ananisy 6yB Rigmucaniii eexTporHa y cucremi LIMS S
Bunymieno: IKyé MaTtyumek Jara sunycky: 28.06.2022 14:09:13

Ha odiniitHomy 651aHKY BHPO6HUKA




