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Ceptudikar akocri N¢ 040000116661

Nizak®, TabneTKku ANA CMOKTaHNA 3i cMakom wokonaay, no 10 Tabnerok y 6nicrepi, no 4
6nicrepu y nauui
1TABNETKA MICTUTb NI3OLMMY TIAPOXSIOPUAY 10 MT Y MEPEPAXYBAHHI HA CYXY PEYOBUHY, BEKBAMIHIO XNOPUAY
0,25 M Y NEPEPAXYBAHHI HA 100% CYXY PEYOBUHY

Homep cepii: 120724 Kpaina oTpumysau: YkpaiHa
KinbkicTb npogyKuir: 10.182 Tuc.ynak. Ne PeecTp. NOCBiAYEHHA: UA/10650/01/01
Data sBupo6Huurea: 07.2024 TepMiH Al peecTp. nocsigueHHA:  HeoBMeXeHui

AHani3 BUKOHaHWi No: MKA N3 go PN NeUA/10650/01/01, 3minm gig 07.10.2021 p.

HaliMmeHyBaHHA NOKa3HUKiB Bumoru AHA(cneundikauii) PesynbraTu BUNpoGyBaHb

Onwnc Ta6neTtkun Bif Ciporo 4o KOpPUYHEBOTrO KONbOPY, 3
BKpanseHHAMU, 3 NNOCKOK NOBEPXHEID, PUCKOIO i
dackolo, 3i cMakoM Kakao. Ha nosepxHi Tabnetok
JOMYCKAETLCA MapMypPOBICTb Bianosinae

InenTndikauia i e
AeKBaniHilo xnopug, Ha xpomaTorpami sunpobosysaHoro posuuHy (b),

oTpuMaHill y po3gini "KinbkicHe BU3HaueHHR",
Jac yTpuMyBaHHA niKa.neKBaniHiro xXnopuay mae
cniBnagaTi 3 YacoM YTPMMYBAHHSA Mika AleKBasiHilo
XNOpWaYy Ha XpomaTorpami po3unHy nopisHAHHA (b)

3 TouHicTio £ 2% .Binnosinae

nisoyumy rigpoxnopug, flkicHa peakujin Bignosigae
CepenHa maca Bin 0,713 rpo 0,788 r 0,751 r
Po3napaHHA He 6inbwe 30 xs 12 x8
OpnHopigHicTb A030BaHNX OAUHMUD
nisoyumy rigpoxnopug Mae BuTpumysat BUMOTU Bip.nosi,qqe
NeKBaninito xnopug Mae Butpumysatu sumorun Bianosipae
QepmeHTaTNBHA AiA Mae signosigaty eumoram Bignosipae
Mikpo6ionoriuna uncrora
3aranbHe Ynucno aepobHUx Kputepii npuitatHocri 100 KYO/r
mikpoopraismis (TAMC) * * ’
3aranbHe YMCno APIKIKOBUX Ta KpuTepiit npuiiHaTHocti 10 KYO/r
nnicHasux rpuéis (TYMC) * *
Staphylococus aureus * BigcyTHicteB1 T . *
Pseudomonas aeruginosa * BipcytHictb B 1 1 *
KinbkicHe BU3HaUeHHA
nizouuMy rigpoxnopug Big 9,0 mr no 12,0 mr, B NnepepaxyBaHHi Ha
Cepmupikam nidnucarHo enekmpoHHUM Nidnucom ID 040000116661
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cepenHio Macy ogHiel TabneTku 9,7 mr/Tab
OekBaniHilo xnopup, Bin 0,225 mr go 0,275 mr, B nepepaxyBaHHi Ha
cepeHio Macy ofHiel Tabnetku 0,246 mr/Tab
Ynakoska Mae signosigaTtn sumoram Binnosipae
MapkyBsaHHs Mae Bignosigat BumMoram Bipnosigae
Tepmin npugatHocri: 2 poku [o 07.2026

YmoBu 36epiranna:  36epiratv npu Temnepatypi He suwe 25 °C.
KomeHTapi:

*Ha nigcrasi nepioanvHOro KoHTponio. NMpoTe My NiaTBEPAXKYEMO BIANOBIAHICTb faHOl cepil BuMoram HJ

3anBa npo ceptudikauiio:

Lium s 3acsiguylo, Wo BuuieBKasaHa iHGopmMalia € AocrosipHoto i TouHol. Lo cepilo npogykuil 6yno BupobneHo (BKIO4aOuU
ynakoBKy/MapKyBaHHA) Ta NpoBeAeHU KOHTPOAb ii AKOCTI Ha HUXYEBKa3aHil AinbHULi B nNoBHilt BianosigHocTi oo sumor GMP,
BCTaHOBEHUX MICLIEBUM PErYNATOPHMM OPraHOM, a TaKoX Y BiANOBIAHOCTI i3 cneudikaLiaMu, AKi 3HAXOAATLCA y peecTpauitHomy
pocbe/Toprogoi niuensii. MpoTokonu BUpo6HULTBA, NaKyBaHHA Ta aHanisie 6ynu nepesipeHi Ta BCTAHOBNEHA BiATIOBIAHICTL GMP.

DoszsoneHo fo peanizauii/ 4o BigBaHTaXKeHHA

YnosHogaxeHa ocoba — MNpoeigHui imxeHep BCraBlN ¥ KpasueHko C.M. 18.07.2024

Bupo6Huua ginbHuys:
YKPAIHA, 04080 m. Kuie-80, Byn. Kupuniscbka, 74; JliueHsia Ha supobHuuTso AE Ne 637430 sing 07.04.2015;

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

KouTponb AakocTi Ta BUfa4a fo3BONy Ha peanisauiio:
YKPATHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; CeigouTso npo atectauiio Ne 390 sig 22.01.2019
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