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Ceptudikar akocri N2 040000125511

Fen-ApT®, TabneTkun KnMWKoBopo3unHHi, no 400 mr, no 4 TabneTtkn y 6nicrepi, no 5
6nicrepiB y nauyi
1TABNETKA MICTUTb: AIEMETIOHIH 1,4-BYTAHAMCY/IbOOHAT-760,0 MF, (LLO BIAMOBIIAE KATIOHY
AZLEMETIOHIHY-400 M)

Homep cepii: 41225 KpaiHa oTpumysau: YkpaiHa
KinbKicTs npoaykuji: 4.133 Tuc.ynak. Ne PeecTp. nocsigueHHs: UA/18365/01/01
[Jlata Bupo6HULTBA: 12.2025 TepMiH Aii peecTp. nocsigueHHa: HeobMexeHuit

AHanis BUKOHaHWi no: MKA N3 go PN NeUA/18365/01/01, 3minn gig 20.06.2024 p.

HaiimeHyBaHHA NOKa3HMKIB Bumoru AHJ(cneundikauii) PesynbTraTu BunpobyBaHb

Onuc TabneTku BKpUTI NNiBKOBOK 060M0HKOIO Bif

CBITNO=XOBTOr0 40 XOBTOr0 KONbOPY, OBaNbHOI

dopmu, 6e3 TpilmH, ylIKoAKeHb Ta HabyxaHHA Bignosigae
IgeHTudikayin
ApemeTioHiH Ha xpomarorpami BUNpo6oByBaHOro PO3UNHY,
1,4-6yTaHancynodoHar OTpWMaHiit B po3aini "KinbKicHe BU3HAuYeHHS.
AneMeTioHiH", Yac yTpUMyBaHHA Nika agemMeTioHiH
1,4-6yTangucynbpoHaty Mae cniBnagatu 3 4acom
YTPMUMYBaHHA Mika afeMeTioHiH
1,4-6yTangucynbpoHaty Ha XpomaTtorpami po3unHy
MOPiBHAHHA 3 TouHicTIO = 2 % Bignosigae
3aniza (lIl) okeup fAkicHa peakuin Bignosigae
Tutany piokempg flkicHa peakuis Bignogigae
OpHopigHicTb MacK
Bin 888 mr no 982 mr 920 mr
935 mr + 5% Bignosigae
Bopa He 6inbwe 5,0 % (Ha momeHT Bunycky). He
6inbie 6,0 % 4.0 %
OpHopigHiCTb AO30BaHNX Mae ButpumyBaTU BUMOTK
OAWUHULbL Bianogigae
Po3napgauun
B 0,1 M xnopucroBogHesil BiacyTHicTb gii npotarom 2 roanH
KWUCnoTi Bianogigae
B docdatHomy bydepHomy He 6inbwe 30 xB
posuuHi pH 6,8 14 x8
Po3unHeHHA
B 0,1 M xnopucroBoaHesiit He 6inbwe 10 % uepes 120 xB
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KUCNOTI 0%
B docdarHomy bydepHomy He meHwe 75 % 3a 90 xB
po3uuHi pH 6,8 94 %
CynposigHi gomiwkun
ApeHiH He 6inbwe 0,5 % 0,1 %
S-ApeHosun-L-Fomouucrein He 6inbwe 0,5 % 0,1 %
MeTtun TioapeHo3MH He 6inbue 1,5 % 0.2%

Dexapbokcu-S-agemncin
METIOHIH iOoH
Ko»Hoi He igeHTudikoBaHOT
AOMILLKI

Cyma gomilok
Mikpobionoriuna unucrora
3aranbHe YnCno aepobHux
mikpoopraHismis (TAMC)
3aranbHe YMCNo ApiMKOKOBUX i

nnicHaBmx rpubis (TYMC)

He 6inbe 1,5 %

He 6inbie 0,2 %

He 6inbue 3,0 %

KpuTepiit npuinnaTtHocti 1000 KYO/r

KpuTepiit npuianaTtHocti 100 KYO/r

0,0 % (<MKB)

0,0 % (<MKB)

0.4 %

0 (meHwe 100)

0 (meHwe 10)

Escherichia coli BiacytHictb B 11 BiacyTHi
KinbkicHe BM3Ha4YeHHA
AfemMeTioHiH Bia 380 mr ao 420 Mr B nepepaxyHKy Ha cepefHio
macy Tabnetku 399 mr/Tab
S,S-isomep He meHwe 65 % (Ha momeHT Bunycky). He meHwwe
50 % 67 %
YnakoBka Mae Bignogigatn BumMmoram Bignogigae
MapkyBaHHA Mae Bignogigatn BumMmoram Bignogigae
Tepmin npupaTHOCTi: 2 poKu o 12.2027

Ymoem 36epiraHHa:  36epiratv B opuriHanbHii ynakosui npu Temnepatypi He Buwe 25 °C.
KomeHTapi:

3anBa npo cepmmdikauiio:

Lium a 3acsiguyio, Wo BulleBKasaHa iHpopmauia € goctosipHoto i TouHolo. Lo cepito npogykuii 6yno supobneHo (Bkniovaouu
ynakoBKy/MapKyBaHHA) Ta NpoBeAeHWUI KOHTPONb i AKOCTi Ha HUXYeBKasaHil AinbHULI B NOBHIN BignosigHocTi go Bumor GMP,
BCTAHOBNEHUX MiCLIeBUM PerynaTopHUM OpraHoMm, a TakoxX Y BiANOBIAHOCTI i3 cneumdikaviamm, aki 3HaxoAATbCA y peecTpaLliiiHomy
Aocbe/Toproeoi niueHsii. Mpotokonu BUpOBHULITBA, NaKyBaHHA Ta aHanisie 6ynu nepesipeHi Ta BctaHoBneHa BianosigHicte GMP.

[lo3soneHo Ao peanisauii / 4o BigBaHTaXeHHA

YnosHoBaxeHa ocoba - HauanbHuk sigainy BCraBIM

NaHTyx 0.M. 22.12.2025

Cepmutcbikam nidnucaHo eneKmpoHHUM nidnucom ID 040000125511
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Bupo6Huua ginbHuua:
YKPAIHA, 04080 m. Kuiig-80, Byn. Kupuniscbka, 74; JliueHsis Ha supobHuuteo AE Ne 637430 sig 07.04.2015;

Ceptugikat GMP N2126/2024/GMP sig 29.11.2024; GMP_UZ-08:2023 sig 30.11.2023; 530-10/24-06/02 Big 02.09.2024;
GMP/EAEU/KZ/257-11-2025 Big 31.10.2025

KonTponb akocti Ta Bugaua go3sony Ha peanisauyiio:
YKPAIHA, 04080 m. Kuiig-80, syn. Kupuniscbka, 74; Ceigourso npo atecrauito N2 390 sig 22.01.2019

Cepmucpikam nidnucaHo eneKmpoHHUM nidnucom ID 040000125511 Crop.3 33
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