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Ceprtudikar akocri N2 040000118701

Banigon®, Tabnetkn cybnivrsanbHi no 0,06 r, no 10 Tabnerok y 6nicrepi, no 5
6nicrepis y nauui
1TABJIETKA MICTUTb PO3YUHY MEHTONY Y MEHTUNOBOMY EQIPI KUCNOTU I30BAJTEPIAHQBOI (HATYPANTbHUIA MEHTON
-EKCTPAKT M'iTU - 4,9%) 0,06 T

Homep cepii: 1721124 Kpaina oTpumyBau: YkpaiHa
KinekicTe npogykuii: 9.595 Tuc.ynak. Ne PeecTp. NOCBIAYEHHSA; UA/2713/02/01
DAara supobHuyTBa: 11.2024 TepMiH aii peecTp. nocsinuenHs:  HeobmexeHui

AHani3 BUKOHaHWUM NoO: MKSA N3 o PN NeUA/2713/02/01, 3minn ig 07.05.2024 p.

HanwmeHyBaHHA nokasHukis Bumorn AH[A(cneuudikauii) ) Pesynbraru Bunpo6ysanb

Onuc TabneTku nnockouuninapwuHoi dopmu 3 dpackolo i
puckolo, 6inoro abo xosTysato-6inoro konbopy, 3
XapaKTepHUM 3anaxom meHTony. Ha noeepxHi
TabneTok [ONYCKatoTbCA Cipi BKpanneHHa i Hanit
NOPOLLKY uprOB:ﬁ nyapwu ’ Bignosinae
lpenTudikauin
AkicHa peakuis : ‘Bianosigae
Ha xpomatorpami BMHbOGOByBaHOFO PO34UHY,
OTpuMaRiIn y po3aini "KinbkicHe BU3HaueHHA",
BiHOCHI Yacn yTpUMyBaHHA QCHOBHUX NiKiB
MEHTORY Ta MEHTUNOBOrO edipy KUCNoTH
i3oBanepiaHoOBOI MalTb CNiBNajaTy 3 BiAHOCHVIMVI
Yacamu yTpumysaHHA OCHOBHUX NiKiB MeHTONY i

MeHTUNoBOro edipy KUCNOTK i3oBanepiaHoBOi Ha

XPOMATOrpami PO3YNHY NOPIBHAHHA 3 TOUHICTIO £2 % Bignosigae
CepepnHa Maca TabneTku Big 1,162 r go 1,284 r 1,214 r ..
OpHopiaHICTL A030BaHKUX Mae ButpumyBaTn BUMOrNn
oauHMLb Bignosigae
PosnapaHHA He 6inbwe 15 xB 7 xB
CynpoBigHi gomiwkn | ) —_—
CyMa JOMILLOK He 6inbwe 1 % 0%
Mikpo6ionoriuna uncrora —
3aranbHe YUCRo aepobHUX Kputepiit npuiHaTHocti 100 KYO/r
mikpoopraHizmie (TAMC) * *
3aranbHe UNCnNo APIXAKOBUX Ta Kputepiit npuitHaTHocTi 10 KYO/r
nnicHaeux rpuéis (TYMC) * *
Staphylococcus aureus * BigcyTHictb B 1T *

Cepmucbixam nidnucaHo enekmpoHHUM nidNUCcom ID 040000118701 L



OAPMAK
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Pseudomonas aeruginosa * BigcytHicTe B 17

KinbkicHe BUSHaYeHHA
PO3UNH MEHTONY B MEHTWSIOBOMY Bin 57 mr pno 63 mr, B nepepaxyBaHHi Ha
edipi kKucnoTn isoBanepiaHoBoi cepeaHo Macy opHiei Tabnetku (Ha MomeHT

BuNycky). Big 54 mr no 66 mr, B nepepaxysaHHi

Ha cepeaHI0 Macy OfHiel TabneTku 59 mriTab
Ynakoeka Mace signosiaarn sumoram Binnosigae
MapkyBaHHA Mae Bignosigatu BUMOram Bignosigae
Tepmin npuaarHocri: 2 poku [o 11.2026

Ymosu 36epiraHna: 36epiraTi 8 opurianbHin ynakosui npu Temnepartypi He euwe 15 °C.
KomeHTapi: '

*Ha nigcrasi nepioanuHoro KoHTposio. MpoTte My nNigTBEpIAXyeMO BiANOBIAHICTL AaHOT cepii BuMoram HJ}
3assa npo cepTudikauito:

LUum a 3acsiguylo, Wo BULEeBKa3aHa iH(bopmauiﬂ € [ocToBipHOW i TouHow. Lo cepilo npoaykuii 6yno BupobneHo (Bkitouaouu
yrnakoBKy/MapKyBaHHA) Ta NPOBeAEHUA KOHTPONb 1i AKOCTI Ha HUXYeBKa3aHiv AinbHULI B NOBHIN BignosigHocTi go sumor GMP,
BCTAHOBMEHUX MICLLEBM PErynaTOPHUM OPraHoM, a TakoX Y BIANOBIGHOCTI i3 cnedudikauiamn, sKi 3HaXOAATbCA Y peecTpauiiHomy
AoCbe/ToproBol niuensii. MpoTokonu BUpo6HUUTBA, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTaHOBNEHA BIANOBIAHICTL GMP.

HoseoneHo fo peanisayii / fo BigBaHTaXKeHHA

YnosHoBsaxeHa ocoba — MpoBigHun iHxeHep BCraBh ‘ﬂpemeHKo B.B. 15.11.2024

Bupo6Huua pinbHuuA: »
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscobka, 74; NiueHsia Ha BupobHuuTeo AE Ne 637430 i 07.04.2015;

Ceptudikat GMP Ne045/2022/GMP sig 25.08.2022; GMP_UZ-08:2023 sig 30.11.2023; IWSF.405.75.2023.IP.1
WTC/0492_03_01/140 sig 02.08.2023; GMP/EAEU/KZ/81-01-24 Big 15.12.2023

KoHTponb AKocTi Ta BuAaua A03BONY Ha peanisauilo:
YKPATHA, 04080 m. Kuie-80, syn. Kupuniscbka, 74; Ceigoutso npo atectayiio Ne 390 sig 22.01.2019

G ﬁmy‘ o 2667 fo 27 0 2 Pl

Cepmudpikam nidnucaHo enekMpoHHUM nionucom ID 040000118701 Crob. 9 32




