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Ceptudikar akocti Ne 040000115592

Diarniana® MR, tabnetku 3 mogudikoBaHnm sBuBinbHeHHAM, 30 mr, no 10 TabneTok y
6nicrepi, no 6 6nicrepis y nauui
1TABNETKA MICTUTb FAIKNA3MAY 30 M

Homep cepii: 50524 KpaiHa oTpumysau: Ykpaixa
KinekicTb NpoAyKujii: 18.779 Tuc.ynak. Ne PeecTp. nocsiffueHHs: UA/6986/01/01
Nata supobHuyTea: 05.2024 TepMmiH 4ii peecTp. NocsiaueHHs:  HeobmexeHui

AHanis BUKOHaHWI Nno: MKA 113 po PN NeUA/6986/01/01, 3minu i 23.02.2022 p.

HaiimenyBaHHA noKasHuKiB Bumorn AHA(cnenudikauii) Pesynbratn BUnpobysaHb

Onuc TabneTku Kpyrnoi $opmun 3 NNOCKOI0 NOBEPXHELD 3i
CKOWEHVUMM Kpaamu i puckoto abo 6e3 pucku,
6inoro a6o 6inoro 3i 3nerka xosTyBaTNM
BiATIHKOM Konbopy. [lonyckaerbca MapMyposBicTb Bipnosinae
IgeHTudikayin
rniknasuma Makcumym nOl‘nVl.HaHHﬂ BUNPO6GOBYBAHOT D PO3YMHY,
nNpuroToBaHoro B po3gini "KinbkicHe

BWU3HaueHHA", Ma€ cnisnaflaT 3 MakCUMyMOM

NornuHaHHA pO3LIVIHy'ﬂ0piBHHHHFI 3 TOuHicTIO 22 % Bipnoginae
CepepHAa maca
Bin 0,143 rpo 0,157 r 0,149 r
0,150r£5% - Bianosinae
OpHopiAHICTb 4O30BaHKX Mae BuTpumyBaT BUMOTU
O4VHUUbL ' Bignosigae
CynposiaHi gomiwkun
Domiwku F He 6inbwe 0,2 % (Ha moMeHT Bunycky). He
6inowe 0,2 % 0,0 %.(<MB)
JOMILLKI 3 BIAHOCHUM YacoM He 6inbwe 0,2 % (Ha MOMeHT BUNYCKY). He |
yTpumysanHa 0,3 6inbwe 0,75 % 01% i
6ynb-AKOT iHWOT AOMIWKN He Ginbwe 0,2 % (Ha MOMEHT BUNYCKY). He |
6inbwe 0,2 % 0,0 % (<MB) , '
CYyMW JOMILLOK He 6inbwe 0,4 % (Ha MOMeHT BUNYCKY). He .
Ginowe 1,0 % 0,1%
PosunHeHHA
yepes 2 rof Big 17 % no 31 % 24 %
yepes 4 roa Bin 35% no 55 % ’ 48 %
yepes 12 rop He meHuwe 85 % 102 %

Mikpobionoriuna uncrora
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3aranbHe yncno aepobHUx Kputepin npuiinaTHocti 1000 KYO/r

mikpoopraHismie (TAMC) *

3aranbHe YUCNo OPiKAKOBUX Ta Kputepin npuianatHocti 100 KYO/r
nnicHasux rpubis (TYMC) * *
Escherichia coli * BincytHictb B 11 *

KinbkicHe BM3HaueHHA

rniknasua Big 28,5 mr o 31,5 mr y nepepaxyBaHHi Ha
cepeaHto macy opHiel Tabnetku 30,7 mr/Tab
YnakoBka Mae BignoBigatv BUMoram Binnosigae
MapkyBaHHsa Mae signosigatn sBumoram Bianosigae
Tepmin npuaaTHocTi: 3 poku Lo 05.2027

Ymoeu 36epiraHHa: 36epiraTi 8 3axuwieHomy Bia CBiTna Micyi npu TemnepaTtypi He Buwe 25 °C.
KomenTapi:

*Ha nigcrasi nepioanyHoro KoHTponto. Mpote Mu NiaTBEpAXKYEMO BiANOBIAHICTL AaHOI cepil Bumoram HL

3anBa npo ceprudikauio:

Unm s 3acsiguyto, wo suiieBkasaHa iHGopMauis € focToBipHOW i TouHow. Lo cepito npoaykuii 6yno BupobneHo (Bkiovakuu
YNaKOBKY/MapKyBaHHA) Ta NpoBefeHniA KOHTpOonb ii AKOCTI Ha HWXKUYEBKasaHin AinbHULi B NOBHil BignosigHocTi go Bumor GMP,
BCTAHOBNEHMX MICLIEBUM PErynaiTOPHUM OpraHoMm, a TakoX Y BignoBiaHOCTI i3 cneumdikauiamm, AKi 3HaXOAATLCA Y peecTpaLintHomy
focbe/Toprosol niuensii. MpoTokonu BUPOBHUUTBA, NaKyBaHHA Ta aHanisie 6ynu nepesipeHi Ta BCTaHOBNEHa BignosigHicTb GMP,

flossoneHo Ao peanisayii / o BigBaHTaxeHHA

YnoBHoBaxeHa ocoba — MNpoeigHuit iHxenep BCTaBll KpaBueHko C.M. 31.05.2024

Bupo6Huua ginbHMLUA:
YKPAIHA, 04080 m. Kuie-80, Byn. Kupuniscbka, 74; Niuensia Ha BupobHuuteo AE N2 637430 sig 07.04.2015;

Ceptudikat GMP Ne045/2022/GMP Bin 25.08.2022; GMP_UZ~08:2023 Big 30.11.2023; GMP/EAEU/KZ/81-01-24 Bia
15.12.2023; UP/I-530-10/21-03/13 Big 28.10.2021

KonTponb sikocTi Ta BUAava Ao3BoNy Ha peanisauito:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscoka, 74; Ceigoutso npo atectauiio Ne 390 sig 22.01.2019
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