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Ceptudikart akocti N2 040000118906

EsoHekca®, TabneTku Kuwkosopo3sunHHi no 40 mr N2 14 (7x2) y 6nicrepax
1TABNETKA MICTUTb E3OMEMPA3O0JTY MATHIIO AWIIAPATY 43,5 MI, WO EKBIBANIEHTHO E3OMENPA30/Y 40 MI

Homep cepii: 162616 KpaiHa oTpumysau: YkpaiHa
Kinbkictb npogaykuii: 22.580 Tne.ynak. N2 PeecTp. NocBig4eHHA: UA/16607/01/02
lata BupobHuYTBa: 09.2024 TepMmiH Aii peecTp. nocsigueHHs:  HeoOMeXeHui

AHania BUKOHaHMIA No: MKA 113 go PN NeUA/16607/01/02, 3minu Big 30.10.2020 p.

HaiimeHyBaHHA NoKasHUKIB Bumoru AH[(cneyudikauir) PesynbTaTyn Bunpobysaxb

Onuc Poxesi, fBOOMYKNI, eninTUUHOT Gopmn, BKPUTI
obonoHkow TabneTkn posmipom (8,2 £ 0,5) mm x
(17 £ 0,6) mm. Bignosiaae
IneHTudikauin
Ha xpomatorpami eunpoboByBaHOro pPo3unHy,
oTpuMaHin B posgini "KinbkicHe Bu3HauyeHHA",
yac yTpuMyBaHHA Miky esomenpasony mae
CniBNagaTt 3 4acom yTPUMYBaHHA MiKy
@30Merpasofly Ha XpomaTorpami PO3UUHY MOPIBHHA. Bignosipae
CnekTp niky esomenpa3sony Ha xpomMaTorpami
BUNPOOOBYBAHOrO PO3YUHY, OTPUMAHIN Ha
AiogHo-MaTpuuHoMy feTekTopi 8 obnacti sig 200
HM no 350 Hm B po3gini "KinbkicHe BusHaueHHs",

Ma€ BignoBiAaTy CNeKTPy Miky e3omenpo3osy Ha

Xpomartorpami po3dnHy nopiBHAHHA. Bignosipae
3anisa okcug flkicHa peakuis Ha 3anisa okcug Bignosigae
TUTaHy AioKcug fikicHa peakLis Ha TUTaHy fioKcug, Bignoeinae

OfHOPIAHICTD 4O30BaHNX Mae ButpumyBsaty BUMorn AV meHlle abo JopiBHIOE
oAnHULb 15,0 Bignosigae
CepegHAa maca 618,0 mr = 5% (Big 587,1 mr go 648,9 wr) 609,3 mr
Po3nagaHHA He 6inble 30 x8 9 xB
Po3unHeHHnA
He 6inbwe 10 % nicns 120 xe 0%
He meHwe 75 % (Q) nicna 165 xe 104 %
CynposigHi gomiwkn
pomiwka E (N-oxkcng) He 6inbwe 0,2 % 0,1%
pomiwka D (cynbdoH) He 6inbwe 0,2 % 0,0 % (<MKB)
NipUAOHOBA KUCNOTa He Ginbtue 0,5 % 0,0 % (<MB)
Tion He 6inbiue 0,2 % 0,1 %
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N-meTusn He 6inbwe 0,2 % 0,0 % (<MKB)
oKpema HeBifoMa BoMmillKa He 6inbue 0,2 % 02 %
cyma AOMILIOK He 6inbwe 2,0 % 09%

Mikpo6ionoriuHa uncrora

3aranbHe uucno aepobHux Kputepiit npuitHaTHocti 1000 KYO/r

mikpoopratizmie (TAMC) 0 KYO/r (meHwe 10)

3aranbHe YnNCno JPIKANKOBUX Ta Kputepiit npuanatHocti 100 KYO/r

nnicHasux rpubis (TYMC) 0 KYO/r (menwwe 10)
Escherichia coli BigcyTHicTb B8 11 BigcyTHi

KinbkicHe Bu3HaueHHA

esomenpason Big 95 % gpo 105 % (sin 38 mr go 42 mr) 98 %
YnakoBKa Mae signosigaT BUMmoram Bigrnosigae
MapKyBaHH# Mae Bifnogigatu Bumoram Bignoeigae
Tepmin npupatHocTi: 2 poxn Ho 09.2026

YmoBu s6epiravHa;  36epirati B opuriHanbHii ynakosui npu temnepatypi He Bulle 30°C

KomeHnTapi:

3ansa npo ceprudikauito:

Lum s 3acsiguylo, W0 sBuueBKasaHa iHGopmalin € focTosipHot i TouHow. Lo cepito npoaykuii 6yno BupobrneHo (Bxiovaoun
ynaKoBKy/MapKyBaHHA) Ta NPOBEAEHUIA KOHTPONb il AKOCTI Ha HUXXUYeBKasaKiil AinbHUUi B NoBHIN signosigHocTi go sumor GMP,
BCTAHOBAGHUX MICLIEBUM PEryNATOPHUM OPraHoM, a TaKoX Y BIAMOBIAHOCTI i3 cneludikaLiamu, sKi 3HaxXOOATLCA Y peecTpauitHoMy
Nocke/Toproeoi niueHsil. MpoTokonu BUPOGHULTBA, NakyBaHHA Ta aHanisie 6ynu nepesipeni Ta BCTaHoBNeHa BignosigHicts GMP.

k -'///y:'WOHHOSa}’r(‘&H
ey 5
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YnosHoBaxeHa ocoba — MposigHutt iHxeHep BCraBll flpemerko B.B. 28.11.2024

Bupo6Huua ginbHnya:

BALKANPHARMA DUPNITSA AD, BOJITAPIA 3, SAMOKOVSKO SHOSSE STR., DUPNITSA, 2600, BULGARIA,; NiueHsia Ha
BNPOBaAXEHHA roCNofapcbKol pisnbHocTi 3 iMnopty J13: AE Ne192328 gig 01.03.2013; Ceprtudnikar N2 122/2024/C-254

Big 22.02.2024; N BG/GMP/2023/244 &in 21.08.2023

YKPAIHA, 04080 m. Kunis-80, syn. Kupuniscoka, 74; NliueHsia Ha Bupo6HuuTo AE Ne 637430 sig 07.04.2015;

Ceptudikat GMP N2 108/2023/GMP Big 20.12.2023; GMP_UZ-08:2023 sig 30.11.2023; 530-10/24-06/02 sig 02.09.2024;
GMP/EAEU/KZ/81-01-24 8ip 15.12.2023

KoHTponb sKocTi Ta BuAayua 4O3BONY Ha peanisaito:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; Ceigoutso npo atecrayito Ne 390 sig 22.01.2018
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