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Fen-ApT®, TabneTkn KNWKOBOPO3UNHHI; Mo 400 mr, no 4 Tabnerkn y Gnicrepi, no 5

6nicrepiB y nauuj

1TABNETKA MICTUTb: ABGEMETIOHIH 1,4-BYTAHOUCYNbOOHAT-760,0 MI™, (WO BIANMOBIBAE KATIOHY

ANEMETIOHIHY-400 M)

Homep cepii:. 10124 KpaiHa oTpumysau:- YKpaina
KinbKiCTb NpOayKL|ii: 4.472 Tuc.ynak., N¢ PeecTp. nocBigueHHA" UA/18365/01/01
[Nata supo6ruyTaa:; 01.2024 TepMmiH gii peecTp. noceiguerns:; 12.10.2025

AHani3 BUKOHAHWIA No:

~ MKR 13 no P NeUA/18365/01/01 ig 12.10.2020 p., 3mikm gia 01.10.2021 p.

HanmeHyBaHHA NOKAZHWKIB

Bumorn AH(cneundikauii)

PesynbTarn BUNpobyBaHb

Onuc.

laenTudikailin
AnemeTioHiH

1,4-6ytangucyrindoHar

3aniza (1) 6kein
TuTaHy piokcug

OpHopignicTs mack

ORHOPIAHICTb Ho30BaHUX:
OOUHWLb

Po3napanua.

B 0,1 M xnopucrosogHesii
KUCNOTI

B docdarHomy GydepHomy
PO34KHI pH 6,8

Po3unHeHHA

B 0,1 M xnopuctoROnHEBIt

TabneTku BKpUTI Nniskosok 060N0HKO Big
CBITNO-XOBTOrO A0 KOBTOrO KONbOPY, OBanbHO!

‘dopmu, Ge3 TpilWH, YWKopPKeHb Ta HabyxaHHsA

Ha xpomarorpami 8unpo6osyBaHOro posuliHy,
'OTPWUMaHIi B po3aini "KinbKicHe BUaHauyeHHS.
AfemeTioHiH", Yac yTpuMyBaHHA Nika agemeTioHin
1,4-6yTaHaucynbdoHaTy Mae cnisnafiatim 3 Yacom
YTPVMYBaHHA Nika ageMeTioHiH
1,4-6yTaHancynbgoHaTy Ha XpomaTorpami posuinry
TOPIBHAHHA 3 TOYHicTIO + 2. %

HkicHa peakiis

HAkicHa peakuis

Bin 888 mr no 982 mr
935 Mr+ 5%

He 6inbure 30 x&

He Ginblie 10 % uepes 120 xs

BignoBigae

Bignosinae
BionoBigae

Bignosipae

931 Mr

Bignoeigae

4.1 %

Bigriosifae

Biarosigae:

14 xe
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KUCHOTI 0%
B pocdaTtHomy bydepHomy He menwe 75 % 3a 90 xe
po3uuHi pH 6,8 88 %
CynpoBigHi pomMiliku
AfeHiH He Ginbwe 0.5 % 0.1%
S-ApeHosnn-L-FomouyicTeiii He 6inbwe 0,5 % 0,0 % (<MKB)
‘MeTus TioageHo3UH He Ginbwe 1,5 % 08%
Nekapbokcn-S-agemnciri Hée 6inbwe 1,5 %
METIOHIH iOH 0,0.% (<MB)
KOXHOI He ineHTudi KOBaHOT _H'é'j'6i11'|‘.-.'mé 0.2 %
AOMILLKW 0.1 %
Cyma. AOMILLOK ‘He Binbiwe 30 % 1.1 %

Mikpo6ionoriuna viicrora

3aransHe uncno aepobHIx Kputepiit npunasTHocti 1000 KYO/r
Mmikpoopratimie (TAMC) 0 (meHwe 100)
3aranbHe 4ncno ApHRIKOBMX i Kputepin npuinatHocri 100 KYO/r
nnicHABKX rpubis (TYMC) 0 (meHwe 10)
Escherichia coli BigcytHictb e 1 1 BigcyTHi
KinbKicHe BUSHaueHHA
ANleMEeTIOHIH Big 380 mr o 420 Mr 8 NepapaxyHky Ha cepanHio
macy TabneTku 405 mr/ra6
S,S5-isomep He meHwe 65 % (Ha momeHT Bunycky). He mewe
50 % 74 %
Ynakoeka Mae signoeinatv Bumoram. Bignosigac
MapKyBaHHs Mae Bignoigatn sumoram. Bignogipae
Teowin o e o . ﬂb. e I

YmoBu 26epiranun;  36epiratv B opuriHanbHiil ynakoedi Npwn TeMnepaTypi He Buwe 25 °C.
KomeHTapi:

3asBa npo ceptudikatyio:

Lium A 3acsiguyio, WO BULleBKa3aHa iHPOPMALLA € AOCTOBIPHOK | TOYHOIO. Liio cepito npoaykuii 6yno supobneHo (exniovaioum
YNaKOBKY/MapKyBaHHA) Ta NPOBEAEHWIA KOHTPONMb il AKOCT Ha HWKYEBKa3aHIM ginbHuLi B NOBHIA Bignosigrocti no sumor GMP,
BCTAHOBAGHUX MICLEBUM PETYNATOPHUM OPraHoMm, a TakoxX Y BignosigHocTi i3 cnelundikauiamm, aki 3HaxoATLCA Y peecTpaLiiHomy
AOCLE/TOproeol nilensii. NMpoTokonu BUPOOHMLTBaA, NaKyBaHHA Ta aHani3iB 6ynu nepepipeHi Ta BCraHoBReHa signosigricts GMP.

fAoseoneno fo peanisauil / go n’i’nsanfamn'

ynosHoBaxeHa ocoba — Mposiauii inxee ol 06.02.2024
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BupoOGHuva ginbHuya:

YKPATHA, 04080 m. Kuis-80, Byn. Knpuniscska, 74; Nigensia na BUpobHUYTBO AE N© 637430 Big 07.04.2015:

Ceptugikat GMP N2045/2022/GMP Big 25.08.2022: GMP/EAEU/BY/0045-2021 Bifl 25.02:2021; UP/1-530-10/21-03/13 sin
28.10.2021

KoHTponb sikocTi Ta Bugaia Ao380NY Ha peanizailiio: N |
YKPAIHA, 04080 m. Kuis-80, syn. Knpuniecbka, 74; CeifouTes Apo atectauiic NO 390 Big 22.01.2019
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