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Ten, (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten./dakc (044)49689-42, Ten. (044) 485-26-57 (uinogotoso)

Ceprudikar axkocri N 0400001211 81

Apaxuno®, TabneTku, BKpUTi NNiBKOBOIO o6onoHkolo, no 10 mr, no 10 Tabneroky 6nicrepi,
no 3 6nicrepu y navui
ATABMETKA MICTWUTb ONIAH3AMIHY 10 MI

Homep cepii: 30425 KpaiHa oTpumyBau: YkpaiHa
KinbkicTb npogayKuii: 1.871 Tuc.ynak. Ne PeecTp. nocsigueHHA: UA/198053/01/02
[Jlata Bupo6HuLTBa: 04.2025 TepMiH ail peecTp. NocaiguenHs: 16.11.2026

Aranis BUKOHaHuiA Nno: MKA /13 go PN NeUA/19053/01/02 sig 16.11.2021 p.

HaiimeHyBaHHA NOKa3HUKIB Bumoru AHA(cneyundikauyi) PeaynbTaTu BunpobysaHb

Oonuc TabneTku Kpyrnoi popmu, 3 BBOONYKNOHO
noBepxHelo, BKPUTi MIiBKOBOK 06ONIOHKOI0 6inoro
abo malke Binoro Konbopy Bipnosizae
lpeHTudikauin
onaH3saniH Ha xpomaTtorpami BUnpo6oByBaHOro po3uuHy,
oTpUMaHilt y po3aini «KinbkicHe BU3HAYEHHA,
yac yTpUMYBaHH#A Mika onaHsaniHa Mae cnisnagaTtu
3 4aCOM YTPUMYBaHHA fika oflaH3ania Ha
XpomaTorpami po34MHY MOpPiBHAHHA (a) 3 TouHiCTIO
+2% Bignosigae
onaH3saniH YnbTpadionetoBuin CNeKTp NOrNMHaHHA
BUNPOBOBYBAHOrO PO3UMHy B 06nacTi BiA 210 UM

go 350 HM mae BignosigaTh CNEKTpy NOrMUHaHHA

PO3UYNHY NOPIBHAHHA Bignosina€
TUTaHy Jiokcug flkicHa peaKuis Binnosigae
CepepHa Maca
Bin 0,403r go 0,445t 0,424 r
0,424r+5% Bignosinae
Po3unHeHHs He meHwe 75 % (Q) yepes 15 xB 86 %
OpHopigHICTb AO30BaHUX Mae BUTpUMYyBaTV BUMOTY
OAVHULb Bignosigae
CynposigHi gomiwku
Aomilku B He 6inbwe 0,5 % 0,0 % (<MKB)
aomiwku D He 6inbwe 0,5 % 0,1 %
JOMILIKK 1 He 6inbwe 0,5 % 0,0 % (<MKB)
LOMILIKM 2 He 6inbwe 0,5 % 0,0 % (<MB)
6yAb-AKOI iHIIOT AOMILLKM He 6inbwe 0,2 % 0,0 % (<MKB)
cyma [OMILIoK He 6inbwe 1,5 % 0,1 %
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Ten. (044) 496-87-87, Ten./daxc (044) 239-19-38, Ten./paxc (044)49683-42, Ten. (044) 485-26-57 (uinogoboso)

Mikpob6ionoriuHa uncrora

3aranbHe Yncno aepobHUX Kputepitt npuitnaTHocti 1000 KYO/r
mikpoopranizmis (TAMC) 0 (Metwe 10)
3aranbHe YMCNO SPIXAXKOBUX Ta Kputepit npuitHatHocti 100 KYO/r
nnicusasux rpubis (TYMC) 0 (MeHwe 10)
Escherichia coli BincytHictb B 11 BincyTHi
KinbkicHe BUSHauYeHHA
onaxsaniny Bin 9,5 mr ao 10,5 mr B ofHil TabneTui 9,9 mr/Tab
Ynakogeka Mae Bignosigati Bumoram Binnogigae
MapkyBaHHSA Mae BignoBigaTn BuMoram Binnosigae
TepMmin npupaTHocTi: 2 PoKK Jo 04.2027

YmoBu 36epiranHs:  He notpebye ocobnueux ymos 36epiranHs.

KomeHTapi:

3asBa npo cepTudikauito:

Lum @ 3acBiguylo, Wo BuLeBKasaHa iHpopmalis € AOCTOBIPHOI i TOYHO. Lo cepito npoaykuii 6yno supobneHo (BKioyaiouu
yrNakoBKy/MapKyBaHHA) Ta NPOBefeHNA KOHTPONb i AKOCTI Ha HKUEBKasaHill AinbHULi B NOBHIN BignosigHoOCTI A0 BUMOT GMP,
BCTAHOBJIEHUX MICLLEBUM PEryNATOPHKM OPraHOM, a TakoX y BipgnosigHocTi i3 cneyundikauiamm, aki 3HaXOAATHCA Y peecTpatiiiHomy
Aocbe/ToproBoi nileHsil. MpoTokonu BUPOBHULITBA, MaKyBaHHA Ta aHanisis 6ynu nepesipeHxi Ta BCTaHOBMEHa BignosigHicte GMP.
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JosBoneHo fo peanisauyii / fo BigBaHTaXeHHs

YnosHoBaxeHa ocoba - HauanbHuk Bigainy BCraBMN NauTyx 10.M, 23.04.2025

Bupo6Huua ginbHuusa:
YKPAIHA, 04080 m. Kuig-80, Byn. Kupuniscbka, 74; Jiliensia Ha BupobHuuTeo AE N 637430 sig 07.04.2015;

Ceptudikat GMP Ne126/2024/GMP sig 29.11.2024; GMP_UZ-08:2023 sia 30.1 1.2023; 530-10/24-06/02 Big 02.09.2024;
GMP/EAEU/KZ/81-01-24 Bip 15.12.2023

KoHTponb sKocTi Ta BUAa4a 403807y Ha peanisayilo:
YKPAIHA, 04080 m. Kunie-80, Byn. Kupuniscbka, 74; Ceigoutso npo aTectauito Ne 390 eig 22.01.2019
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