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Ceprudikar akocti Ne 040000117647

PeBmokcnkam® , Tabnerku 15 mr, no 10 Tabnetok y 6nicTepi, no 2 6nicrepm y nauui
1TABNETKA MICTUTb: MEFIOKCUKAMY 15 MI

Homep cepi: 180024 Kpaiha oTpumysau: YKpaiHa
KinbKicTb npogyKkuir: 14.289 Tuc.ynak. Ne PeecTp. NocBiAYeHHA: UA/17042/01/02
[aTa BUpoBHULTBa: 09.2024 TepmiH fijii peecTp. nocsiguenHa:  Heobmexenui

AHani3 BuKoHaHuit no: MK# 13 go PN NeUA/17042/01/02, 3minn Big 02.07.2021 p.

HatimeHyBaHHA NOKasHUKIB Bumoru AHI(cneundikauii) PesynbraTyn Bunpobysanb
Onuc TabneTkn kpyrnol Gopmu, 3 NAOCKOK NOBEPXHEI,
$acKkolo i pUCKoIo, XOBTOIrO KONbopy Bignosigae

InenTudikayin
MenoKcuKam Ha xpomaTorpami BuNpo6oByBaHOro posunHy,
oAepxaHitt B posaini "KinbkicHe BusHayeHHs",
yac yTpUMYBaHRSA MiKy MeloKcuKamy, Ma€
CMiBNafaTh 3 HaCoOM YTPUMYBaHHA Niky
MeSIOKCMKaMy Ha XpoMaTorpami posumHY ropiBHAHHSA
3 TouHicTIo £ 2 % Bignosigae
MeroKcukam YrbTpadioneToBuin CNeKTp NorivHaHKHA
BunNpoboByBaHOro po3uuHy, B obnacti sig 270 Hm

80 400 HM NOBMHEH MaTK MaKCUMYM 3a JOBXWHN

xBusii (350 £ 2) Hm 350 um
CepepHa maca Big 0,171 r 5o 0,189 r (0,180 £ 5 %) 0,179 r
Boga He 6inbwe 5,0 % (Ha momeHT Bunycky). He
6inbuie 8,0 % 3.3%
PosuunHeHHn He meHie 80 % (Q) yepes 30 xe (Ha momeHT
sunycky). He merwe 70 % (Q) uepes 30 xB 82 %
CynposifiHi gomiwkin
5-metunTiazon-2-amiHy He 6inbwe 0,15 %
(nomiwka B) 0,00 % (<MB)
6yab-sikol HecneundikoBaHol He 6inbwe 0,2 %
JOMILIKK 0,0 % (<MB)
Cyma BCiX AOMILIOK He 6inbiue 0,5 % 0,0 % (<MB)
OpHopifHicTb fo3oBaHUX Mae BUTpUMYBaTK BUMOTW: npuiMansHe yucno (AV)
OfUHULb MeHLUle abo pgopisHioe 15 (n = 10) ; npuiimanbHe
yucno (AV) meHwe abo gopisHioe 25 (n = 30) Bignosipae
Mikpo6ionoriyHa uncrora
3aranbHe uucno aepobHux Kputepiit npuitnatHocti 1000 KYO/r
Cepmugbikam nidnucano enekmpoHHUM niBnUCoM ID 040000117647 Crop.1 32
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mikpoopranizmis (TAMC) 0 (meHwe 100)

3aranbHe YKCAO0 APIKAKOBNX i Kputepin npuinstHocti 100 KYO/T

nnicHasux rpuéis (TYMC) 0 (meHwe 10)
Escherichia coli BigcyTHictb B 1T BincyTHi

KinbKicHe BU3HaueHHA

MENOKCUKAM Big 14,25 mr po 15,75 mr 8 Tabnetui (95,0 % -
105,0 %) 14,75 mr/tab
YnakoBKa Mae Bignosigat BuMoram Bignosigae
MapkyBaHHA Mae BignoBigaT BUMOram Bignoeigae
TepmiH NPUATHOCTI: 3 poku No 09.2027

Ymosu 36epirannn:  He noTpebye crneujanbHnx ymos 36epiraHHa

KomeHTapi:

3anaBsa npo ceptudikayito:

Linm s 3aceiguyto, W40 BuiieBKasaHa iHpopMaLlis € AOCTOBIPHOIO | TOHHOIO. Liio cepito npoaykuii 6yno BUPOGEHO (BKIlOHAOUN
ynaKOBKy/MapKyBaHHﬂ) Ta NPOSeAeHNU KoHTporb i AKOCTI Ha HUbKUYeBKa3aHil AinbHUUI B NOBHIK BignosigHOCTI fO BUMOT GMP,
BCTAHOBNEHWX MICLEBUM PEryNATOPHUM OPraHom, a TakoxX 'y BifnosigHoCTi i3 cneumdikaLliamm, AKi 3HAXOAATLCA Y peectpauitHomy
pocbe/Toproeoi niteHsii. [PoToKonM BUPOBbHULTBA, NakyBaHHA Ta aHarisie 6ynu nepesipeHi Ta BCTaHOBIEHa BiAMOBIAHICTb GMP.

JozBonexo go peanizauii / fo BiABaHTaXeHHA

YriosHoBaxeHa ocoba - HauanbHuk Bigainy BCraBll Nantyx 0O.M. 30.09.2024

Bupo6Huua ainbHnus:
YKPAIHA, 04080 m. Kuie-80, syn. Kupunisckka, 74; Jlilensis Ha supobruuTeo AE Ne 637430 sin 07.04.2015;

CepTudikat GMP Ne045/2022/GMP sin 25.08.2022; GMP_UZ-08:2023 gig 30.11.2023; UP/1-530-10/21-03/13 sin
28.10.2021; GMP/EAEU/KZ/81-01-24 sin 15.12.2023

KoHTponb AKOCTi Ta BUfjaua f03BONY Ha peanisaujto:
VKPATHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; CigouTtso npo aTecTauio Ne 390 sig 22.01.2019

Cepmucikam nidnucaHo enekKmpoHHUM nidnuUcom ID 040000117647
Crop.2 32



