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Ceptudikar skocri N2 040000114885

Biconpon®, Tabnetku no 2,5 mr, no 10 TabneTtok y 6nicrepi, no 5 6Gnictepis B nauui
1TABETKA MICTUTb BICOMPONONY OYMAPATY B NEPEPAXYBAHHI HA 100 % PEHOBUHY 2,5 MF

Homep cepil: 50424 KpaiHa oTprmysay: YKkpaiHa
KinbKkicTb npoaykuii: 45.918 Tuc.ynak. N2 PeecTp. noceigueHHs: UA/3214/01/03
Nata BUpoBHWUTBA: 04.2024 Tepmin il peectp. nocsigueHna:  HeoBMeXeHW

AHanis BUKOHanwi no: MKA 13 go PM NeUA/3214/01/03, 3minuv Bif 14.11.2023 p.

HalimeHyBaHHA NOKa3HUKIB Bumoru AH[(cneundikanir) Pesynbratu BunpobyeaHb

Onuc TabneTku binoro Konbopy Kpyrnoi Gopmu 3
ABOOMYKNOK NOBEPXHEK, 3 PUCKO abo 6e3 pucku.
Ha nogepxHi TabneTok AONYCKAETLCA MaPMYpPOBICTb. Bignosigae
lpenTudikauin

biconponony pymapat Ha xpomatorpami unpobosysaHoro posumnHy,
oTpuMaHin y po3aini "KinbkicHe Bu3HayeHHs",
Yac yTpKrmyBaHHA Nika Giconponony mae
CNiBNagaTy 3 Yacom YTPUMYBAHHA Mika

biconponony Ha xpoMaTorpami po3dnHy NOPiBHAHHA

(b) 3 TounicTio £ 2 % Bignosinae
CepeaHa maca Big 100 mr po 110 mr 106 mr
CynpogigHi gomiwknu
6yAb-AKOI LOMILIKY He 6inbwe 0,5 % 0,0 % (< MKB)
cyma AOMILLOK He 6Ginbwe 2,0 % 0,0 % (< MKB)
OpHOPIAHICTE A030BaHMX Mae BignosigaTn BUMoOram
OfUHULb Bignosinae
Po3unHeHHs He mexwe 85 % (Q) 3a 30 xs 96 %
Mikpob6ionoriyHa uncrora
3arafibHe Yo aepobHnx Kpwutepin npuiHatHocti 1000 KYO/r
MmikpoopraHismis (TAMC) 0 (MeHwe 10)
3aranbHe Yncno ApPIKAMKOBKX Ta Kputepin npuiinatHocTi 100 KYO/r
nnicHaBKx rpubis (TYMC) 0 (MeHwe 10)
Escherichia coli BigcyTHicTb B 11 BipcyTHi
KinbKicHe BU3HaueHHA
biconpopony dpymapat Bin 2,38 mr go 2,63 mr B nepepaxyBaHHi Ha

cepeaHo Macy ofHiel Tabnetkn (Ha momeHT

sunycky). Big 2,25 mr no 2,63 mr

nepepaxyBaHHi Ha cepeaHio Macy ofHiel TabneTkn 2,47 mr/Tab
Ynakoska Mae signosigaTi BMMOram Bignosipae
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MapkyBaHHA Mae BignogigaTi BUMOram Bignogigae

TepmiH npupaTHocTI: 2 poku [o 04.2026
Ymosu 36epiranna:  36epiraty 8 opuriHanbHii ynakosui npu Temnepatypi He suwe 25 °C,

KomeHrapi:

3asBa npo ceprudikadiio;

Lum a 3aceiguyio, Wo eulleskasaHa iHpopmalis € focTosipHoto | TovHow. Lo cepito npoaykuil 6yno supobneHo (BkMYaouu
YyNakoBKy/MapKyBaHHs) Ta NPORENEHNI KOHTPONb 1 AKOCTI Ha HWMKUYEBKa3aHi finbHWUUI B NOBHIM BignoBigHocTi go Bumor GMP,
BCTAHOBNEHUX MICLEBUM PErynATOPHWM OPraHoM, a TakoX Y BigNoesigHoCTI i3 cneundikaliamu, AKi 3HAXOAATLCA ¥ peecTpalinHomy
pocbe/Toprosol niuersii. MNpoTokonu BMpobHMLTRA, NaKyBaHHA Ta aHanizie bynw nepesipeHi Ta BCTaHoBNeHa BiANoBiAHIcTE GMP,

No3soneHo Ao peanisayii/ go BigBaHTaXKeHHA

YnoeHoeaxeHa ocoba — NposigHun iHxeHep BCraBll Kpasuenko C.M. 08.05.2024

Bupo6Huua fiinbHMLA:

YKPATHA, 04080 m. Kuie-80, syn. Kupuniscoka, 74; JliueHsia Ha BupobHuuteo AE N2 637430 eig 07.04.2015;
Ceptudikat GMP Ne045/2022/GMP eig 25.08.2022; GMP_UZ-08:2023 sig 30.11.2023; UP/1-530-10/21-03/13 8ia
28.10.2021; GMP/EAEU/KZ/81-01-24 Big 15.12.2023

KoHTponb AKOCTI Ta BUAaya A03BONY Ha peanisauyiw:
YKPATHA, 04080 m. Kuis-80, Byn. Kupuniaceka, 74; Ceigoytso npo atectayito N¢ 390 eig 22.01.2019
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