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CepTtudikar akocti N2 040000112275

3onmirpeH® , Tabnerku, BKpUTi nNiBKoBOI 060A0HKOW0, NO 2,5 Mr, no 2 TabneTkn y

6nicrepi, no 1 Gnicrepy y nauyi

1TABIETKA MICTWTD: 30NIMITPUNTAHY Y MEPEPAXYBAHHI HA 100% PEMOBUHY 25 MM

Homep cepit; 10124
KinuKkicts npoaykuii:
lata BupobHuuTea:

AHani3 BUKOHAHWA No:

47.401 Tuc.ynak.
01.2024

KpaiHa oTpumyBay; YkpaiHa
N2 Peccrp. noceigueHHs: UA/4796/01/01
TepmiH pif peecTp. noceiguenna:  HeoBmeaxeHui

MKA N3 po P11 NeUA/4786/01/01, aminu sig 18.10.2023 p.
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HaimeHnyRaHHA ROKazHUKiB

Bumorn AH[{cneundikauii)

Peaynetath BUnpo6yeanp

Onuc

laeHTndikauia

30MITpUNTaH

CepefHa maca
OpHopiaHicTb Jo30BaHMX
oAUHMLLb
Cynpogigri gomilkn
AOMIWKWN 3 BIAHOCHUM Y4acom
yTpumyBaHHa 6rmsbko 1,15
6y ab-AKOT OAMHUYHOT AOMILLIKIA
CYyMa AOMILIOK
Po3unHeHHA
Mikpo6ionoriuna uncrora
3aranbHe uneno aepobHux
mikpoopraHismia (TAMC)
3aranbHe YuCno APIKOXKOBMX Ta
nnicHasux rpubie (TYMC)
Escherichia coli
KinbKicHe Bu3sHayeHHn

30NMITPNTaH

TabneTku kpyrnol dopmm 3 geoonyknoio

NOBEPXHElD, BKPUTI NAiBKOBOK 0BONOHKOW, Bhigoro

KOPNYHEBO-KOBTOrO KONbLOpPY. Bignoeigae
Ha xpomaTtorpami sunpofiosysaxoro pPO3YUHY,
oTpumatii y posgini "KinbkicHe BusHauenHs",
HacC YTPUMYBAHHA OCHOBHOTO NiKy 30NMitprnTany
MaE CIBMaAaTH 3 4acom YTPUMYBAHHA OCHOBHOID
Miky 30NMITPUNTaHy Ha XpomaTorpami PO3YNHY
nopieHAHHA (b) Bignosipae
Big 97 mr no 107 mr 102 mr
Mae BUTpuMyBaTU BUMOTM

Bignosigae

He 6inbwe 0,3 %
0.0 % (<MKB)

He 6inbuie 0,2 % 0,0%
He 6inbe 1,0 % 0,1%
He menwe 75 % (Q) 3a 45 xs 97 %

Kputepit npuinatiocti 1000 KYO/r

0 (merwe 100)
KpvTepiit npuiHatHocti 100 KYO/r

0 (meHwe 10)

BincyTtHicte B 11 BigcyTHi
Bin 2,25 mr o 2,75 mr, B nepepaxyBaHHi Ha
cepefHo macy ogHiel Tabnerkn 2,50 mriTab
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Ynakoeka Mae signoeigaTi BuMoram Bignosigae
MapkysaHHA Mag Bignogigatv BAMOTam Bignosinae
Tepmin npugaTHocTi: 3 pokm Ho 01,2027

¥mosu 36epiranna:  36epirati B opuriHanbkii ynakoeUi npwu Temnepatypi He guiie 25 °C.

KomeHnTapi:

3anBa npo cepTndikayin:

Lnm A 3acsinuy:o, WO BUWEBKa3aHa iHGOPMALA € JOCTORIPHOIO | TOUHOM. Lo cepik npoaykuii 6yno supobneHo (BrAOUYAIGUU
YMaKOBKY/MapKYBaHHA) Ta NPOBEAEHUI KOHTPOb 11 AKOCTI Ha HWKYeBKasanIG AiNbHWLI B MOBHINA BigNoBigHOCTI A0 BUMor GMP,
BCTRHOBAEHUX MICLIEBMM PETYNATOPHMM OPraHoM, a TAKOX Y BiAAOBIGHOCTE i3 cneyudikaLliamm, Aki BHaxoaaTbea y peecTpaliitHomy
pocbe/Toprosof niyeHsii. MpoTokony enpobHnuTea, NakyeaHHs Ta aHanisie 6y/1 nepesipeHi Ta BcTaHOBASHa BignosigHicTE GMP.

fozeoneHo go peanizauii / po BigBaHTameHHA

YnosHoeaxeHa ocoba — MNposigHui inxenep BCTaBI KpagueHko C.M. 17.01.2024

BupobHuua ginbuuua:
YKPATHA, 04080 m. kuis-80, Byn. Knpuniscbka, 74: JiueHsia Ha smpobHuuTEe AE N2 637430 eig 07.04.2015;

Ceptugikat GMP Ne045/2022/GMP sig 25.08.2022; GMP/EAEU/BY/0045-2021 Bia 25.02.2021; UP/1-530-10/21-03/13 sig
28.10.2021

KouTtpone axacti Ta Bugava goseony va peanizauiio: i
YKPATHA, 04080 m. Kuia-80, syn. Kupuniecoka, 74; Caigoureo npo atecraiiic Ne 390 sig 22.01.2019
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