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Ceptudikar akocri N2 040000117682

I

Eninentan®, Tabnetku 100 mr, no 10 TabneTtokK y 6nicrepi, no 3 6nicrepu y navui
1TABJTETKA MICTUTb: TAMOTPUIDKUHY 100 MIY NEPEPAXYBAHHI HA 100% PEHOBUHY

Homep cepii: 110924 KpaiHa oTprmyBay. YKpaiHa
KinbKictb npogyKuyir: 3.519 Tuc.ynak. Ne PeecTp. noceifveHHs: UA/6296/01/03
[ara BUpoGHULTBE: 09.2024 TepMiH il peecTp. NocsigueHHs:  HeobmexeHui

AHanis BUKOHaHWIA No: MKA 113 no PN NeUA/6296/01/03, 3mitu Big 04.05.2023 p.

HalimeHyBaHHA NOKa3HUKIB

Bumoru AHJ(cneyudikauir)

Pe3ynbraTtu BunpobyBaHb

Onwuc

lnenTudikauis

NaMOTRUAKUH

3aM1i3a OKCWIL XOBTUIA

CepefiHa maca

OaHOoPpIgHICTE [O30BaHWX
oANHUUb
PosunHeHHA
CynpoBifHi gomilkn
Oyab-aKa SoMilKa

cyMa AoMiloK

Mikpo6ionoriuHa uucrora
3aranbHe 4ucno aepobHUX
mikpoopraHizmie (TAMC) *
3aranoHe YnUco APKAKOBUX Ta

nnicHasux rpudis (TYMC) *

Escherichia coli *
KinbKicHe BU3Ha4eHHA

NaMOTPUANKNH

TabneTku Kpyrnoi $popmyt 3 ABOONYKAOKD
nosepxHelo, 6MiJo-KOBTOrO KO/LOPY, Ha NOBEPXHI
TabReToK AONYCKAKTLCA He3HaURi MapMypPOBICTL Ta

BKpanneHHA

Ha xpomatorpami BunpoboByBaHOro po3unHy,
oTpUmMaHin 8 pozaini "KinbkicHe Bru3HayeHHs",

Yyac yTpUMyBaHHA OCHOBHOIO NiKa Mae crisnagaru

3 4acoM YTPUMYBaHHA Nika NaMOTPULKNHY Ha
XpoMartorpami posynHy NopiBHAHHS 3 TouHicTio 2 %

AkicHa peakuis

Bin 0,38 rpo 0,42 r
04r+5%

Mae BuTpumyBaTH BUMOTW

He meHwe 80 % (Q) 3a 30 x8

He 6inbwe 0,3 %
He 6inbwe 0,5 %

Kputepin npuitHstHocti 1000 KYO/r

Kpurepii npuiiHaTHocTi 100 KYO/r

BifcytHicte B 1T

Bia 95,0 mr go 105,0 mr 8 nepepaxyBaHHi Ha

cepefHio Macy opHiel Tabnetkn (Ha MmomeHT

Bignosigae

Bignoeigae

Bignoeigae

0,40r

Bignosigae

Binnosinae

101 %

0,0 % (< MKB)
0,0 % (< MKB)
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Ten. (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten./dakc (044)49689-42, Ten. (044) 485-26-57 (uinopcboso,

Bunycky). Big 92,5 mr go 107,5 mr 8

nepepaxysaHti Ha cepefHio macy oaHiel Tabnetkmn 100,0 mr/Tab
YnakoBka Mae Bignosigatu BuMoram Binnosigae
MapkyBaHH#A Mae Bignogifiatin suMoram Bignosinae
Tepmin npuaaTHocti: 3 pokwu Lo 09.2027

Ymogsu 36epiraHus: B 3axuugeHomy Bifi CBiTna micui npu remnepatypi He suile 25 °C.
KomenTapi:

*Ha nigcrasi nepiognuHoro KoHTporto. Mpote My NiATBEPXKYEMO BIANOBIGHICTL ZaHoi cepii Bumoram HJ

3ansa npo ceprudikauilo:

Lium n saceinuylo, Wo BUleBKasaHa iHGopmalis € [IOCTOBIPHOLO | TOUHOIO. Lo cepito npogykuii 6yno Bupobnero (sknouaoun
yNaKoBKy/MapKyBaHHA) Ta MpoBelleHuit KOHTPoNs il AkocTi Ha HUKYEBKa3aHil QinbHULI B NOBHIl sipnosigHocTi go sumor GMP,
BCTAHOBAEHUX MICLEBIM PEryNATOPHUM OpraHoM, a TakKoX Y BIANOBIAHOCT i3 creumdikauiamu, AKI 3HAXOAATLCA Y peecTpauinHomy
flocke/Toprosoi niteHsii. MPoToKoMM BUPOGHWLITBA, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTaHoBreHa signosigHicTe GMP.

JossoneHo no peanizauyii / po sigBaHTaxeHHn

YnogsrosaxeHa ocoba — Mposighuit iHxeHep BCraBll Anppycuk-Uykiva M.M. 30.09.2024

Bupo6Huya ginbHuuAa:
YKPATHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; JliueHsia Ha BUpobHULTBO AE N2 637430 sin 07.04.2015;

Ceptudikat GMP Ne045/2022/GMP sia 25.08.2022; GMP_UZ-08:2023 sin 30.11.2023; UP/1-530-10/21-03/13 8ig
28.10.2021; GMP/EAEU/KZ/81-01-24 8ip 15.12,2023

KoHTponb AKocTi Ta BUAa4a A03BONY Ha peanisauito:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniecbka, 74; Ceifoutso npo atectadito N° 390 8in 22.01.2019
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