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CepTuixar akocti Ne 040000117726

Nisak®, TabneTku ANA CMOKTaHHA 3i CMaKOM anesibcuHy, no 10 Tabnetok y 6nicrepi, no 2
6nicrepn y nauui
TABFETKA MICTUTb IBOLIAMY MAPOXNOPVAY 10 MT Y MEPEPAXYBAHHI HA CYXY PEHOBUMHY, AEKBATIIHIIO XNIOPUAY
0,25 M Y MEPEPAXYBAHHI HA 100% CYXY PEYOBUHY

Homep cepil: 80924 KpaiHa oTpumyBay: YkpaiHa
Kinbkictb ApoRyKuil: 19.047 Tuc.ynak. N2 Peectp. noceigueHHs: UA/10651/01/01
Jata BUpo6HUMLTBA: 09.2024 Tepmin gii peecTp. nocsipueHHn:  HeobMmexeHui

AHanis BUKOHaHUIA No: MKSA /13 po P NeUA/10651/01/01, 3mitm sig 07.10.2021 p.

HalimeHyBaHHA NOKasHUKIB Bumoru AH[(cneuudikauii) PesynbTraTu Bunpo6yBsaHb

Onuc TabneTkn pPoXKeBO-OPaHXEBOrO KONbopy, 3
BKparyIeHHAMU, 3 NAIOCKOK0 MoBepXHet, PUCKOIo i
dackolo, 3i CMaKOM anenbCcuHy. Ha noeepxHi
TabneToK AONYCKAETHCA MapMypPOBICTL Bignosigae
InenTudikauis

LeKBaninito xnopua Ha xpomatorpami surpoosysaHoro pozunty (b)),
oTpumaniin y posgini "KinbkicHe BU3HAUYEHHA",
yac yTpUMYBaHHA Mika feKsaniHilo xnopupy mae
criBnagaTit 3 YacoMm YTPUMYBaHHA MiKa AeKBaniHiio

X1opuAY Ha XPOMaTorpaMi po3uuHy nopisHaHHs (b)

3 TouHicTio 2% Bignogigae
nisounmy rigpoxnopug AkicHa peakuin Binnosinae
3aniza (i) okecup fKicHa peakuis Bignosinae

CepepHAa maca Bin 0,713 r no 0,788 r 0,748 r
PosnagakHs He 6inbwe 30 xB 10 x8
OpHopigHicTb f030BaHUX OANHULID
Nizoyumy rigpoxnopug Mae BuTpuMyBaTH BUMOTU Bignosinae
[ekBaninilo xnopua Mae sutpumMyBaThh BUMOTM Bignosipnae
depmeHTaTVBHa AiA Mae signosigat BUMOram Bignosigae
Mikpo6ionoriuHa uucroTta
3aranbHe YUCno aepodHUX Kpuepiit nputinaTHocti 100 KYO/r
mikpoopraHismis (TAMC) * *
3arafibHe YNCNo APIKAKOBUX Ta Kpurepiit npuiinaTHocti 10 KyO/r
nnicHasux rpubis (TYMC) * *
Staphylococcus aureus * BincytHicTb B 1T *
Pseudomonas aeruginosa * Bigcytrictb B 11 *
KinbKicHe BU3HaueHHA
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nisouuMy rigpoxnopug Big 9,0 mr mo 12,0 mr, B nepepaxysaHHi Ha
cepefHio Macy oaHiel Tabnetku 10,3 mr/Tab
[eKBaNiHilo Xnopua Big 0,225 mr po 0,275 mr, B nepepaxyBaHHi Ha
cepefHio Macy ofHiel TabneTku 0,245 mr/tab
YnakoBKa Mae BignosigaTu BUMOram Binnosigae
MapkyBaHHs Mae signosinatu sumoram Bignoeigae
Tepmin npupaTHocri: 2 pOKK o 09.2026

Ymosu 36epiranHa;  36epiraTu npn Temnepartypi He Buule 25 °C.
KomexTapi:

*Ha niacrasi nepioguuHoro KoHTponto. Mpote My NiATBEPIXKYEMO BifNOBIGHICTE faHoi cepii sumoram HJ]

3asBa npo ceprudikauito:

Lium A 3acBiguyto, WO BUiLEBKasaHa iHpopMaLlia € JocTosipHow i TouHot. Lo cepito npopyKuii 6yno supobneHo (skntoualuu
ynakoBKy/MapKyBaHHA) Ta NpoBefeHUit KOHTPOb ii AKOCTI Ha HUXUEBKa3aHill AinbHWLI B nosHiv signoeigHocTi go Bumor GMP,
BCTaHOBNEHUX MICLEBUM PErYAATOPHUM OPraHOM, @ TakoxX Y BIANOBIgHOCTI i3 cneuudikauiamm, AKi 3HAXOAATLCA Y peecTpauinHomy
nocbe/ToproBoi niyensii. MpoTokonu BUPoBHWLTBa, MaKyBaHHs: Ta aHanizis 6ynu nepesipeHi Ta BcTaHoBEHA BignoeigHicts GMP,

DosBoneHo fo peanisauyii / go BigBaHTaXeHHA

YnosHosaxeHa ocoba — MNposigHuii iHxeHep BCraBll fipemeHko B.B. 30.09.2024

Bupo6Huua ginbHnLA:
YKPATHA, 04080 m. Kuis-80, Byn. Kupuniecska, 74; fliteHsia Ha BupobHuLTeo AE Ne 637430 sin 07.04.2015;

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

KoHTponb AKoCTi Ta BUjjaua f,03B0AY Ha peanisauito:
YKPATHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; CsigouTso npo aTectauiio N2 390 8in 22.01.2019
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