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BitakcoH®, TabneTku, BKpUTi NniBkoBolo o6onoHKolo, no 10 Tabnerok y Gnicrepi, no 6
6nictepis y nauyi
ATAB/IETKA MICTUTb: BEHOOTIAMIHY 100 MI B MEPEPAXYBAHHI HA 100% CYXY PEYOBUHY, MIPUAOKCUHY
MAPOXNOPUAY 100 MI B NEPEPAXYBAHHI HA 100% CYXY PEYOBWHY
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Ten. (044) 496-87-87, Ten./daxc (044) 239-19-38, Ten./daxc (044)49689-42, Ten. (044) 485-26-57 (yinopoboso)

Ceptudikar sakocti N¢ 040000115583

Homep cepii: 120524 KpaiHa oTpumyBay: Ykpaina
Kinbkictb npoaykuii: 3.476 Tnc.ynak. N2 PeecTp. nocBigYeHHs: UA/10507/02/01

[Nata rnpobHuUTBA: 05.2024 TepMiH il peecTp. noceigueHHa: HeobmexeHni

AHani3 BUKOHaHWIA No: MKA N3 po PN NeUA/10507/02/01, 3minn sig 07.07.2022 p.

HalimeHyBaHHA NOKa3HWKIB Bumoru AHA(cneundikauii) Pesynstath BunpobyBaHb

Onuc TabneTku 6inoro abo maixe Ginoro Konbopy,
Kpyrnoi ¢opmu, 3 BOONYKNOK NOBEPXHED, BKPUTI
nniskosoto oc6onoHKo Bignosinae
laenTndikauia
BeHdoTiamiH, NipMAOKCUHY Ha xpomaTorpami BUNpo60oBYBaHOTrO pO34MHY,
rinpoxnopva oTpuMaHin y po3gini "KinbkicHe Bu3HaueHHA",
yacu yTpyMMyBaHHA OCHOBHMX Nikie 6eHdoTiamiHy
Ta NipWAOKCUHY Tiapoxnopuay MalTb cniBnagatu
3 yacamm yTpUMYBaHHA OCHOBHUX NiKiB
6eHdoTiamiHy Ta NipUAOKCUHY Triapoxnopuay Ha

XpOMaTorpami po3uvHy NOPIBHAHHA 3 TOYHICTIO * 2

% Bianosipae
CepeaHna maca Bia 449 mr po 497 mr 474 mr
OpHopigHICTb [O30BaHMX Mae BuTpUMyBaTH BUMOTU
oanHMLb Binnosipnae
Bona Bia 2,0 % no 4,0 % 4,0 %
Po3unHeHHA
6endoTiamin He meHwe 75 % (Q) 3a 60 xs 100 %
NipWAOKCUHY rigpoxnopva He meHwe 75 % (Q) 3a 60 x8 101 %

CynposigHi gomiwkn. flomiwku 6endotiaminy

TiamiHy rigpoxnopua

TiamiHy o-moHodocdaT

6eH3ofHa KncnoTa

HeieHTUdIKoBaHI JOMILLIKK
cyma HeifeHTUPIKoBaHUX
AOMILLIOK

CYMa BCiX AOMILLIOK

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

He 6inblwe 2,5 %

0,0 % (<MKB)
0,1%
0,0 % (<MKB)
0,3 %

0,4 %
0,5%

Cepmucbikam nidnucaqo enekmpoHHUM nidnucom
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Ten. (044) 496-87-87, Ten./daxc (044) 239-19-38, Ten./daxc (044)49689-42, Ten. (044) 485-26-57 (uinopoboso)

CynpoBiaHi gomiwkn. [lomilwkn nipnaoKcHy rigpoxnopupy

NipyaoKcanto rigpoxnopua He 6inbwe 0,5 % 0,0 % (<MKB)
HeieHTUdIKOBaHI AOMILIKK He 6inbwe 0,5 % 0,0 % (<MKB)
Ccyma HeigeHTudikoBaHmx He Ginbwe 1,0 %
LOMiLLIOK 0,0 % (<MKB)
cyma BCiX JOMILIOK He 6inbwe 1,5 % 0,0 % (<MKB)
Tanbk, aepocun He 6inbwe 6 % 2%
Mikpo6ionoriuHa unctoTta ¢
3aranbHe 4ncno aepobHmnx KpwuTepin npuinaTHocTi 1000 KYO/r
MikpoopraHismis (TAMC) * *
3aranbHe YACNo APIKAXKOBMX Ta KpwuTtepin npuinatHocti 100 KYO/r
nnicHamx rpubie (TYMC) * *
Escherichia coli * BiacytHictb B 11 *
KinbkicHe BU3HaYeHHA
beHdoTiamiH Bia 95,0 mr no 105,0 Mr B nepepaxyBaHHi Ha
cepefHio macy ofHiel TabneTkm 101,8 mr/Tab
nipuaOKCUHY rifpoxnopua Big 95,0 mr go 105,0 mr B nepepaxyBaHHi Ha
cepefHio Macy ofHiel TabneTku 103,1 mr/Tab
Ynakogka Mae signoeigaTh BMMOram Bignosigae
MapKyBaHHA Mae Bianosigatn BUMoram Bigpnosigae
Tepmiu npupaTHOCTI: 3 poku Ho 05.2027
Ymoew 36epiranHa:  36epirati 8 opuriHanbHiin ynakosui npv Temnepatypi He Buwe 25 °C.
KomeHnTapi: M

*Ha niacTaei nepioAnMyHOro KoHTponio. NpoTte MM NiATBEPAXKYEMO BIANOBIAHICTL AaHOT cepil Bumoram HJl

3anaBa npo ceptndikauyiio;

Lium A 3acBigyylo, WO BWLiEBKa3aHa iHbOpMaLia € JOCTOBIpHOW i TouHolo. Lo cepito npoaykuii 6yno supobneHo (Briouakoymn
yNakoBKY/MapKyBaHHA) Ta NPOBeAeHUI KOHTpoNb ii AKOCTI Ha HWX4YeBKa3aHi AiNbHULI B MOBHIA BiANOBIAHOCTI A0 BUMOT GMP,
BCTaHOB/IEHMX MICLIEBMM PerynaTopHUM OPraHoM, a TakKoX Y BIANOBIAHOCTI i3 cneundikauiamm, Aki 3HaXOAATLCA Y peecTpaLinHoMy
AOChC/TOProBoi nilensii. MpoTokonu BUPoBHMLITEA, NaKyBaHHA Ta aHanisie 6ynu nepeeipeHi Ta BcTaHoBNeHa BiAnoeigHicTs GMP.

DNossoneHo fo peanisauii / fo BigBaHTaXKeHHA

YnosHoBaxeHa ocoba — NposigHni inxkeHep BCTaBll Kpaeuerko C.M. 30.05.2024
Bupo6Huua ginbHMUA:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; JliueHsia Ha BupobHuuteo AE Ne 637430 Bin 07.04.2015;
Ceptndikat GMP N2045/2022/GMP sig 25.08.2022; GMP_UZ-08:2023 eig 30.11.2023
KoHTponb AKoCTi Ta BUAaYa A03BONY Ha peanizauilo: [ ]
YKPATHA, 04080 m. Kuis-80, syn. Kupuniecbka, 74; Ceigoutso npo atectauito N2 390 sig 22.01.2019
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