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Ceprndikar axkocri N2 040000116418

JNincrep®, Tabnetxm no 400 mr, no 10 rabnertok y Gnicrepi, no 2 6nicrepu y nauyi
1TABRETKA MICTUTb ALMKNOBIPY ¥ MEPEPAXYHKY HA 100% GE3BOAHY PEMOBWHY 400 MI

Homep cepii: 40624 KpaiHa oTpumyBau: YkpaiHa
KinbkicTe npogykuii- 9.318 Tuc.ynak. Ne PeecTp. NocBigueHna: UA/18320/01/02
Hata supotHnyTea: 06.2024 TepmiH gii peectp. noceiguenna:  17.09.2025

AHanis BUKOHaHu# no: MKA 13 no P NeUA/M8320/01/02 eig 17.09.2020 p. 3miHm Big 21.06.2023 p.

HaiimeHyBaHHA NOKA3HUKIB Bumoru AHJ{cneumndixanyii) PesynbTaTv BUnpobyBaHb
Onnc TaGneTku kpyrnoi $opmn 3 ABOONYKNOID
noeepxHelo, Ginoro abo malxke Ginoro konbopy Bignoeigae
laeHTHdiKaLin
ALMKnoBip ¥neTpadioneToBUi CNekTp NOrAMHAHHA

BUNpoboByBaHOrO po3uKMHY B oBnacti Bif 230 Hm

Ao 350 HM NOBUHEH MaTH: Bignoeigae

MaKCMMYM 3a JOBXMHM XBUNi (25512} HM 255 HMm

nneve 3a AOBXMHM XBWNI BNM3bKO 274 HM Bignoeigae
ALMKnoBip Ha xpomaTorpami BUNpoBoByBaHOrO poO3UnHY,

ofepxaHiin npy eunpobyeaHHi "KinbkicHe
BU3HAYEHHA", Yac YTPUMYBAHHA OCHOBHOrO Nika
aUVKNoBIpY Mae CrniBnagaTi 3 Yacom YTPUMYBaHHA

OCHOBHOTO MiKa aLKNoBipy Ha XpoMarorpammi

PO3uUMHY NOpiBHAHHA (a) 2 TouHicTio £ 2% Bignoeigae
CepegHa maca
Big 0,475r po 0,525 0,498 r
0,500r+5% Bignoeigae
CynposigHi gomilxm
Homiwka B 0,3 %
byab-AKa iHWa gomiwKa 0,1%
Cyma gomilok 04 %
Po3uuHeHHA 102 %
OpHopigHicTh AO30BaHNX
OaUHULb Bignoeigae
Mikpo6ionoriuna uncrora
3aranbHe Yucno aepoBHUX Kputepiil npuitHaTHocTi 1000 KYO/T
mikpoopraHismie (TAMC) 0 (MeHwe 10)
3aranbHe YUCNO ApiKAXKOBUX Ta Kputepiil npuidHaTHOCTI 100 KYO/T
nnicHABux rpubie (TYMC) 0 (MeHwe 10)
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Escherichia coli BigcyTHictb B 1T BigcyTHi
KinbKicHe B13HaveHHA Big 380,0 mr go 420,0 mr, B nepepaxyBaHHi Ha

cepefHIo macy ofiHiel Tabnetkw ( Big 95 % go 105

% Big 3aABnNEHOI KiNbKOCTI) 4024 mritab
¥Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTtu Bumoram Bignoeigae
TepmiH npuAaTHOCTI: 2 pokun Do 06.2026
¥moeu sbepiranna. [penapaT He notpebye cnevjansHWX ymos 36epiraHHa

3ansa npo cepradikayin:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLlia € gocTtosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYaOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWii KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTokonn BMpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepeeipeni Ta BcTaHoBNEHa BignosigHicts GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaKeHHA

YnoeHoeaxeHa ocoba — NposigHuiA iHxeHep BCraBll Kpaeuenko C.M. 10.07.2024

Bupobnnua finoHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Jliuensia Ha supoBHuuTeo AE N° 637430 Bip 07.04.2015;

Cepmudikat GMP Ne045/2022/GMP Big 25.08.2022; GMP_UZ-08:2023 sig 30.11.2023; UP/1-530-10/21-03/13 Big
28.10.2021; GMP/EAEU/KZ/81-01-24 Bin 15.12.2023

KoHTponb AKOCTi T2 BMAAYa 03BOAY Ha peanizayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CeigouTeo npo atectauiio N2 320 Big 22.01.2019
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