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Ceprudikat axkocti N¢ 040000116247

Rianipua®, Tabnerkn no 3 mr Ne 30 (10x3) y Gnicrepax
1TABAETKA MICTUTb: ITIMEMIPUZY MIKPOHI30OBAHOTO 3 M B MEPEPAXYBAHHI HA 100% PEHYOBMHY

)

Homep cepii: 40624 KpaiHa oTpumyBay: Ykpaina
KinbKicTb npofy«uir: 14.443 Tuc.ynak. Ne Peecrp. NOCBigYeHHA: UA/16360/01/02
[ata BupobHuyTea: 06.2024 TepMiH il peecTp. nocsigueHHs:  HeobmexeHuit

AHani3 BUKoHaHui no: MK 113 po PN NeUA/16360/01/02, 3miHn Bip 22.12.2020 p.

HaliMeHyBaHHA NOKa3sHUKIB

Bumoru AH[l(cneuudikauii)

PesynbTatu BUNpobyBaHb

Onuc

IpenTudikayin

rnimenipug,

rniMenipng

3a0i3a OKCUL KOBTUNA
CepegfHs Mmaca
OpHopigHicTb A030BaHKX
of4MHNLb
Po3unHeHHA
CynposigHi gomiluku
rnimenipugy cynboHamig
(nomiuka B)

6ynb-AKoi HeBILOMOT AOMILLIKN

cyma JOMIlOK (He BpPaxoByloum
oMLKy B)
CyMa JOMILLOK (3 BPaxyBaHHAM
JOMILLKy B)

Mikpo6ionoriuHa yucrora

Tabnerku Big 651i10-KOBTOFO [0 XXOBTOMO KOJIbOPY
Kpyrnoi ¢opmu 3 NNOCKOI0 NOBEPXHELD 3i CKOLIEHNMU
KpasMu i puckoto. Ha nosepxHi TabneTok

AONYCKAaETbCA HAABHICTb BKpanneHo

"Ha xpomarorpami BUNpo6oByBaHOro po3UHY,
oTpVMaHIi y posgini "KinbkicHe BU3HaueHHA"",

yac yTpuMyBaHHSA Niky rnimenipugy Mae

cniBnagat 3 4yacoMm yTpUMyBaHHA Miky

rniMenipnay Ha Xxpomarorpami po34nHy MopiBHAHHA
3 TouHicTio £ 2 %"

Ha xpomaTorpami Bunpo6osyBaHOro po3ynHy mae
BUABMATUCA OCHOBHA MNAMa Ha piBHI OCHOBHOT
NASAMU Ha XpoMaTorpami po3uuHy NopiBHAHHA
fikicHa peakuia

Bin 0,143 r po 0,158 r (0,150 r £ 5 %)

Mae BuTpuMyBaTV BUMOTU

He meHwe 80 % (Q) 3a 30 xe

He 6inbwe 0,4 % (Ha momeHT BUnycky). He
Ginbwe 2,5 %
He 6inbwe 0,2 % (Ha mMomeHT Bunycky). He
6inbiue 0,5 %
He 6inbwe 0,9 % (Ha momeHT Bunycky). He
6inowe 1,0 %
He 6inbwe 1,3 % (Ha MoMeHT Bunycky). He

6inbwe 3,5 %

Bignoeigae

Bignosigae

Binnosinae

Bignoeigae

0,150 r

Bigpnosigae

90 %

0,1 %

0,0 % (<MKB)

0,0 % (<MKB)

0,1 %
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3aranbHe Yucno aepobHnX Kputepiit npuitnatHocti 1000 KYO/r

mikpoopraHizmis (TAMC) 0 (meHwe 10)

3aranbHe YUCHo APIKAKOBUX Ta Kputepin npuitHaTHocTi 100 KYO/r

nnicHaswux rpubis (TYMC) 0 (meHwe 10)
Escherichia coli BiacytHictb B 11 BincyTHi

KinbKicHe BU3Ha4eHHs

rnimenipng Bin 2,85 mr go 3,15 mr B oaHin Tabnetyi (Ha
MOMEHT BUNycKy). Big 2,70 mr go 3,30 mr 8
oAHin Tabnetui 3,03 mr/rab
YnakoBkKa Mae BignosigaTy BUMOram Bianosigae
MapkyBaHHsa Mae signosigatn Bumoram Bignosigae
Tepmin npnpatHocTi: 2 pokn [lo 06.2026

Ymosu 36epiraHHa; B opuriHanbHii ynakosui npu Temnepatypi He suwe 25 C.

KomeHrapi:

3aaBa npo ceprudikauito:

LM A 3acsiguyo, WO BUlLeBKasaHa iHdopmMalia € JOCTOBIpHOW | TouHoto. Lo cepito npoaykuii 6yno supobneHo (BraOHaoun
yNaKoBKy/MapKyBaHHaA) Ta NPOBeAeHUN KOHTPONb il AKOCTI Ha HUXKUYEeBKa3aHin AinbHUUI B NOBHIM BipnosigHocTi go eumor GMP,
BCTAHOBNEHYX MICLIEBUM PerynaTOPHUM OpraHoM, a TakoX Y BIGNOBIAHOCTI i3 cneyudikauiamuy, AKi 3HaX0AATLCA Y peecTpaLinHomy
ROCbe/Toprosol nilieHsii. MpoToKonu BrPoBHMLTBA, NaKyBaHHA Ta aHanisie 6ynu nepesipeHi Ta BcTaHoBNeHa BianosigHicTe GMP.

HossoneHo Ao peanizauii / fo BigsaHTaXeHHA

YnoeHosaxeHa ocoba — lNpoeigHui iHxenep BCraBll KpaBuerko C.M, 05.07.2024

Bupo6Huua ginbruuA:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; JliueHsia Ha supo6Huteo AE Ne 637430 sin 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 Bin 15.12.2023

KoHTponb AIKOCTi Ta BUAa4a AO3BONY Ha peanizayito:
YKPAIHA, 04080 m. Kuie-80, Byn. Kupwniscoka, 74; CaifouTeo npo atecrauiio Ne 390 sin 22.01.2019

Cepmucpikam nidnucaro enekmpoHHUM nidnucom ID 040000116247 Crop.2 32



