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Ceptudikar axkocri N2 040000115168

Fen-ApT®, Ta6NeTKN KUWKOBOPO34MHHI, no 400 mr, no 4 Tabnetkn y 6nicrepi, no 5
6nicrepis y nauyi
1TABIETKA MICTWATb: AQEMETIOHIH 1,4-BYTAHAUCYNIbOOHAT-760,0 M, (LLO BIANOBIAAE KATIOHY
AZLEMETIQOHIHY-400 Mr)

Homep cepit: 50524 KpaiHa otpumyBsay: Ykpaida
KinokicTb npofyKuii: 4.447 Tuc.ynak. N2 Peectp. nocsigueHHs: UA/18365/01/01
[ata Bupo6HuLTBa: 05.2024 Tepmik aii peectp. nocsipguenns:  12.10.2025

AHasl3 BUKOHaHuiA o: MKA 113 go PI NeUA/18365/01/01 sia 12.10.2020 p., 3minm 8ig 01.10.2021 p.

HaitmeHyBaHHA NoKasHUKiIB Bumoru AHA(cneundikauii) Pesynetath BunpobysaHb

Onuc TabneTku BKpUTI NNIBKOBOIO 060NOHKOI0 Bif

CBITNO-XOBTOrQ B0 XOBTOrO KOSIbOpY, OBaNbHOI

dopmu, 6e3 TPILKMH, YWwKoAKeHb Ta HaByxaHHA Bignosinae
InenTudikanis
AnemMeTioHiH Ha xpomaTorpaM'i BUNPOBOBYBAHOIO PO3YMHY,
1,4-6yTaHgucynopoHat oTpuMaHii B po3aini "KinbkicHe BU3HaYeHHA.
AfleMeTiONIH", Yac yTpumyBaHHA Nika.afpeMeTiOHiH
1,4-6yTaHaucynbdoHaTy Mae cniBnagaTi 3 Yacom -
YTPUMYBaHHA Nika ageMeTIOHIH
1,4-6yTaHaucynbOHaTY Ha XpOMaTOrpami PO3UMHY
NopiBHAHHA 3 TouHicTIO £ 2 % . Binﬁoéinae '
3aniza (lll) okcup flkicHa peakuia ' ' Binnosinae
TMTaHy fiokeup, AkicHa peakuin " Bignosigae
OpnHopigHicTb macu
Bin 888 mr go 982 mr- 930 mr
935 Mr £ 5% : Bianosinae
Boga He 6inbwe 5,0 % (Ha momeHT BUNYCKyY). He
6inblwe 6,0 % 3.8%
OfHOpPIAHICTL AO30BaHUX Mae sutpumyBaTtii BUMOTU
oAuHUUb Bignosigae
4 —
Po3napaHHA
B 0,1 M xnopucroBogHesil BigcyTHicTb gil npotArom 2 roguH T—
KUcnorti Bipnoeipae
B docdarHomy 6ydepHomy He 6inbwe 30 x8 )
po3unHi pH 6,8 - 18 x8
Po3uuHeHHA
B 0,1 M xnopuctosogHesil He 6inbwe 10 % uvepe3 120 x8
Cepmucpikam nidnucaHo eneKmpoHHUM nidnucom ' ' 1D 040000115168
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KUCNoTi
B docdarHomy 6ydepHomy
po3umnHi pH 6,8
CynpoBigHi gomiukn
AfEeHiH
S-ApeHosun-L-TomouucreiH
MeTun TiocapeHo3nH
Nekap6okcn-S-agemncin
METIOHIH iOH
KoxHoi He igeHTudikoBaHOI
DOMILLKN
Cyma JOMilIOK
Mikpob6ionoriuna yucrora
3aranbHe YMcno aepobHux
MikpoopraHismis (TAMC)
3arafibHe YiCnNo ApPiKAMKOBUX i

nnicHasux rpubie (TYMC)

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

He merwe 75 % 3a 90 x8

He 6inbwe 0,5 %
He 6inbwe 0,5 %
He 6inbwe 1,5 %

He 6inbwe 1,5 %
He 6inbwe 0,2 %

He 6inbwe 3,0 %

Kputepin npuiHaTtHocti 1000 KYOQ/r

Kputepiit npuiaHaTHocti 100 KYO/r

0%

94 %

0.1 %

0,1%

0.3 %

0,0 % (<MKB)

0.0 % (<MKB)

0.6 %

0 (MeHwe 100)

0 (MeHwe 10)

Escherichia coli BigcytHicto B 1T BipcyTHi
KinbkicHe BU3HauYeNHA . ’
ALEeMETIOHIH Bin 380 mr go 420 mr B nepepaxyHKy Ha cepefHio
macy Tabnetku 399 mr/Tab
S,S-isomep He meHwe 65 % (Ha momeHT BUnycky). He meHwe .
50 % T2%
Ynakoeka Mae signosigatu BumMmoram Bianosigae
MapkyBaHHsA Mae Bignosigaty sumoram .BiAHOBiAaE
TepmiH npuaaTHocTi: ‘ 2 poKK o 05_‘2026

Ymosu 36epiranna:  36epiraTi B opuriHanbHill ynakosui npu TeMnepatypi He suwe 25 °C.

KomeHTapi:

3anBa npo ceptudikauito:

LUum s 3aceiguyio, WO BMILEBKasaHa iHGopMmaLlin € AocToBipHOK i TouHol. Lo cepilo npogykuil 6yno BupobneHo (Bknovaloum
yNaKoBKy/MapKyBaHHA) Ta NpoBefeHuiA KOHTPONG ii AKOCTI Ha HWKJeBKa3aHii AinbHWYi B nNoBHil signosigHocTi go sumor GMP,
BCTaHOBNEHUX MICLIEBUM PEryNaTOPHUM OPraHoM, 2 TaKOX Y BiANOBIAHOCTI i3 cneyvdikauismu, AKi 3HAXOAATLCA Y peecTpaLinHoMy
pocbe/Toproeoi nilewsii. MpoTokonn BUpo6HULTBa, NaKyBaHHA Ta aHanisie 6ynu nepesipeHi Ta BCTaHOB/EHA BiANOBIQHICTL GMP.

DoseoneHo Ao peanisayii / 4o BigBaHTaMeHHA

YnoeHoBaXeHa ocoba — MposigHWiA iHxeHep BCraBM

KpasueHko C.M.

30.05.2024

Cepmucpikam nidnucaqo enexmpoHHUM nidnUCcom

ID 040000115168

Cton 72 23R
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Ten. (044) 496-87-87, Ten./paxc (044) 239-19-38, Ten./paxc (044)49689-42, Ten. (044) 485-26-57 (uinopoboeo)

Bupo6Huua ainbHUYA:
YKPAIHA, 04080 m. Kuia-80, syn. Kupuniscbka, 74; Niuensia Ha supobHuuteo AE Ne 637430 sig 07.04.2015;

Ceptudikar GMP NeQ45/2022/GMP sia 25.08.2022; GMP_UZ-08:2023 sia 30.11.2023

KouTponb AKOCTi Ta BUfaua Ao3sony Ha peanisauilo:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; CeigouTso npo atectauiio Ne 390 sig 22.01.2019

%X. [J/Z/&l/', LTS T @/Q/ Lot (. 27 Frert

ID 040000115168

Cepmudpikam nidnucaHo enekmpoHHUM nidnucom
pmuc p Ctop.3 33




