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Ceptuoikar sakocri Ne 040000118256

Exanozua® Qopre, Tabnetku, no 10 Tabnerok y 6nicrepi, no 2 6nicrepu y nauui
1TABJIETKA MICTUTb EHANAMPUNY MAEATY B MEPEPAXYBAHHI HA 100% CYXY PEHOBUHY - 20 Mr:
FIAPOXNOPTIAZUAY (MAPOXSIOPTIA3NAY) B MEPEPAXYBAHHI HA 100% CYXY PEUOBUHY - 12,5 M

Homep cepif: 71024 KpaiHa oTpumysau: Ykpaina
KinbkicTb npoaykLji: 6.392 Tuc.ynak. Ne PeecTp. nocsigueHHs: UA/0702/01/02
[Hata BupobHULUTBA: 10.2024 TepmiH Qi peectp. nocsinueHHs: HeobmexxeHui

AHani3 BUKOHaHUW no: MKA N3 po P NeUA/Q702/01/02, aminn sig 22.03.2021 p.

HalimeHyBaHHA noKasHuUKis Bumoru AHf (cneuundikauir) PesynbraTu BUnpo6yeaHb

Onuc TabneTku XOBTOro KONLOPY MIOCKOLMIHAPUYHOT

dopmu 3 dbackoto i puckolo. Ha nosepxHi TabneTok

[ONYyCKalTbCA BKpanneHHs Bignosigae
lpenTudikayin
eHananpuny manear, Ha xpomatorpamax BUrnpo6oByBaHOrO PO3UMHY,
rigpoxnopTiazung ofepxaHux B po3gini "KinbkicHe BusHaueHHs",

YacK yTpUMaHHA OCHOBHUX MiKiB eHananpuny
Majsieaty i rigpoxnopoTiasuay MalTb CiBnagaT 3
4acamn yTpumMyBaHHA Nikis eHananpuny maneary i

riapOXNopOoTiasuay Ha XPOMaTOrpamax Po3ynHy

NMOPIBHAHHA. Bianosinae
CepepfiHa maca TabneTkn Bin 0,19 rpno 0,21 r 0,20r
CynposiaHi gomiwkn
cyma eHananpuny He 6inbwe 3 % (Ha momeHT Bunycky). He Ginbue
AvKeTOoNUNepasunyy 5% 0%
eHananpunary He 6Ginbwe 1 %
rinpoxnoptiaznay JCA 0%
PosunHeHHsA
eHananpuny manear He meHwe 85% (Q) 3a 30 x8 99 %
rigpoxnopTiasug He meHwe 65% (Q) 3a 30 x8 97 %
OpHopiaHicTb fo30BaHUX OQUHULD
eHananpuny manear Mae sutpumyBati Bumorn Bignosinae
rinpoxnopriasug Mae BuTpumMyBaTU BUMOIN Bignosigae
Mikpo6ionoriuna uucrora
3aranbHe Yncno aepobHux Kpurepin npuiHaTHocri 1000 KYO/r
mikpoopranizmis (TAMC) 0 (meHwe 10)
3aransHe 4MCno ApKAKOBUX i Kputepiii npuinHatHocti 100 KYO/r
nnicHasux rpubis (TYMC) 0 (meHuwe 10)
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Escherichia coli BipcyTHictb B 1 T BipgcyTHi
KintKicHe BU3SHaYeHHA

eHananpuny maneat Big 18,5 mr go 21,0 Mr B nepepaxyBaHHi Ha

cepelHio Macy opHiel Tabnetku (Ha momeHT

sunycky). Big 18,0 mr go 21,0mre

NepepaxyBatHi Ha CepeiHio Macy OfHIEl TabneTku 20,4 mr/Tab
rigpoxnopTiasung Big 11,6 mr no 13,1 Mr B nepepaxyBaHHi Ha

cepeqiHio Macy ofiHiel Tabnetkn (Ha MomeHT

Bunycky). Big 11,2 mr go 13,1 mrsB

nepepaxyBaHHi Ha cepefHIo Macy ORHIEl Tabnetku 12,6 mr/Tab
YnakoBKa Mae signogigati BUmMoram Binnosigae
MapkyBaHHA Mae Biznosifati Bumoram Binnoeigae
Tepmin npraaTHoOCTI: 2 poku o 10.2026

Ymosn s6epirannsa:;  36epiraTit B opuriHansHiii ynakosui npu Temnepatypi He Bule 25 °C.

KomeHTapi:

3asga npo cepTudikaduito:

Liym s 3aceifuylo, uio BullleBKasaHa iHbopMaLlis € [JOCTOBIPHOIO | TOUYHO. Lo cepito npoaykuii 6yno BUpoBneHo (BKMoYaoUu
yrakoBKy/MapKyBaHHs) Ta npoBsefieHnin KOHTPOb i AKOCTI Ha HUKUeBKa3aHilt AiNbHULI B NOBHIN BIANOBIAHOCTI A0 BUMOT GMP,
BCTaHOBNEHUX MICLEBUM PETYNATOPHUM OpraHom, a Takox y sigrosigHocTi i3 cneundikauiamu, AKi 3HAXOAATHCA Y peecTpauinHomy
[L0Cbe/TOProsoi NiteHsii. NpoTokonn BUPOOHUUTEA, MaKkyBaHH#A Ta aHanisie 6ynu nepesipeHi Ta BCTaHOBNEHA BIANOBIAHICTD GMP.

JoseoneHo fo peanizauii | po BigBaHTaXKeHHA

YrnosHosaxeHa ocoba — IposiaHuii itpkeHep BCraBll Apemenko B.B. 31.10.2024

)

Bupo6Huya ginbHuuA:

YKPAIHA, 04080 m. Kuis-80, Byn. KupuiiecbKa, 74; NiueHsis Ha supobHULTBO AE N 637430 sig 07.04.2015;
Ceptudikat GMP Ne045/2022/GMP sin 25.08.2022; GMP_UZ-08:2023 Big 30.11.2023; 530-10/24-06/02 sif 02.09.2024;
GMP/EAEU/IKZ/81-01-24 sin 15.12.2023

Koutponb AKocTi Ta Bugava go3sony Ha peanizauito:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscoka, 74; CsigolTeo npo atectatliio N 390 Big 22.01.2019
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