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Ceptudikar akocti N¢ 040000117001

BectiHopm®, Tabnetkm no 16 mr, no 10 Tabnerok y 6nicrepi, no 6 Gnicrepis y nauui
1TABNETKA MICTUTb: BETATICTUHY AUTIAPOXTIOPUAY 16 MT Y MEPEPAXYBAHHI HA 100% CYXY PEYOBMHY

Homep cepil: 110724 Kpaina oTpumysau: Ykpaina
KinbkicTb npogyKujir: 23.394 Tuc.ynak. Ne PeecTp. NOCBIAYEHHA: UA/6356/01/02
[ata BupobHUUTBA: 07.2024 Tepmin aii peecTp. nocsiguenHs:  HeoBMeXeHui

AHani3 BUKOHaHUIA No: MKSA N3 go PN N2 UA/6356/01/02, 3miHu Big 25.08.2023 p.

HalimeHyBaHHA NOKa3HUKIB Bumorn AH[l(cneundikauii) Pesynbratu BunpobysaHb

Onuc TabneTkn Kpyrnoi ¢opmMun 3 NIOCKOK NOBEPXHELD 3
puckolo Ta dackoto, binoro abo maiixe 6inoro
Konbopy. Ha nosepxHi TabneTok fgonyckaeTbes
MapMypoBICTb Bignosigae

laeHTudikauin
GeTaricTuHy aurigpoxnopua Ha xpomarorpami Bunpo6boRyBaHOro po3uunHy,

oTpumaHiii y pozaini "KinbkicHe BU3HaueHHs",
yac yTpyUMyBaHHA nika GeTaricTuHy
aurigpoxnopuay Mae crienagaTi 3 4acom
YyTPMMYBaHHA Nika BeTarictTuHy gurigpoxnopuay Ha

XpOMaTorpami po3uunHy nopisHAHHA (b) 3 TouHicTio

+2% Bignosinae
CepeaHa maca Big 0,238 r 0o 0,263 r (0,250 r £ 5 %) 0,252r
CynposiaHi aomiwkn
AoMmilka A He 6inbwe 0,1 % 0,0 % (<MB)
Jomiwka B He 6inbwe 0,2 % 0,0 % (<MB)
fomiwka C He 6inbuwe 2,0 % 0,0 % (<MB)
byab-AKa HeBifoma AoMilIKa He 6inbwe 0,2 % 0,0 % (<MKB)
cyma JOMILIOK He 6inbwe 2,0 % . 0,0 % (<MKB)
OaHopIAHICTb A030BaHMX Mae BuTpumyBaTH BUMOrn
OlNHWLb Bignosinae
Po3uynHeHHs He menwe 80 % (Q) 3a 30 x8 100 %
Mikpo6ionoriuHa yncroTa
3aranbHe YKUCNo aepobHuX Kputepin npuianatHocti 1000 KYO/r
mikpooprauismie (TAMC) * ¥
3arasbHe YMCNo APIKAXKOBUX Ta Kputepin npunnaTtHocti 100 KYO/r )
nnicHaemx rpwbis (TYMC) * . *
Escherichia coli * BigcyTHicTb B 11 . ®
KinbKicHe BUSHa4YeHHA
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6eTaricTuHy gurigpoxnopua Big 15,4 mr go 16,6 mr y nepepaxysaHHi Ha
cepefiHio Macy ofHiei Tabnetkn (Ha momeHT

Bunycky). Big 15,2 mr po 16,8 mry

nepepaxyBaHHi Ha cepefjHi0 Macy ofHiel TabneTkm 16,2 mr/Tab
YnakoBka Mae BignoeigaTtn BUMOram Bignosipae
MapkyBaHHA Mae signosigatv Bumoram Bignogipae
TepmiH npugaTHoOCTI: 3 poku o 07.2027
Ymoen 36epiranna: 36epirati B 3axuiLeHoMy Bif CBiTNA Micui npu TemnepaTypi He euute 25 °C.

KomenTapi:

*Ha nigcTaei nepioguuHoro KoHTponto. MpoTe My NiATBEPIKYEMO BiANOBIAHICTL AaHoi cepii Bumoram HJ
3anBa npo cepTudikayiio:

LM a 3acsiguylo, wo BuweBKaszaHa iHpopmMalia € AoCToBipHOW i TouHow. Lo cepilo npogykuii 6yno BupobneHo (BKIYaoum
ynakoBKy/MapKyBaHHA) Ta NPOBEAEHNA KOHTPONb 1i AKOCTI Ha HUKUeBKasaHii AinbHWLI B MOBHIA BIANOBIAHOCTI A0 BAMOT GMP,
BCTaHOBMEHNX MICLEBIIM PETYNATOPHMM OPraHOM, a TaKoX y BIANOBIAHOCTI i3 cneludikauiamu, AKi 3HaXOAATLCA Y peecTpauiitHoMy
nocbe/Toproeoi niuewsii. MpoTokonn BUpoBHULTBA, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTaHoBNeHa BianosiaHicte GMP.

Moseonexo fo peanizayii / ao BigBaHTaXeHHA

YnosHosaxeHa ocoba — MNposigHwuii iHxeHep BCraBll ApemeHko B.B. 28.08.2024

Bupo6Huua ginbHMUA:

YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Niuensia Ha supobHuuteo AE Ne 637430 sig 07.04.2015;
CepTudikat GMP Ne045/2022/GMP sig 25.08.2022; GMP_UZ-08:2023 sig 30.11.2023; UP/1-530-10/21-03/13 sia
28.10.2021; GMP/EAEU/KZ/81-01-24 gig 15.12.2023

KoHTponb AKOCTI Ta BUAa4a Ao3BoNY Ha peanisauiro:
YKPATHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; Ceigouteo npo atectauito Ne 390 sig 22.01.2019
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