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Ceptudikar akocri N2 040000117499

Pesmokcnkam®, cynosutopii pekranbHi no 15 mr, no 5 cynosuTopiiB y 6nicrepi, no 1

Homep cepii. 440924
KinbkicTb npogyKkuii. 7.830 Tuc.ynak.
[lara BupobHuLTBa: 09.2024

6nicrepy B nauui

1cyno3unTopilh MicTUTE menokcukamy 15 mr

KpaiHa oTpumyBay: YkpaiHa
N2 PeecTp. NOCBiAYeHHA! UA/8230/01/01

TepmiH fii peecTp. NOCBIgHEHHSA: HeobmexeHui

AHaniz euKoHaHuWi no: MKA 113 go P NeUA/8230/01/01, amitu sig 11.08.2021 p.

HalimeHyBaHHA NoKasHUKIB

Bumoru AH(cneundikauii)

PesynbTaTn sBunpobysatb

Onuc

InpenTudikais

MenoKCUKam

ninodinbHa ocHOBa

OpfHopigHicTb

CepepfiHa maca
Po3napaHHAa
Yac po3m'aKLLEeHHA
CynposigHi pomilkn
5-meTunTiazon-2-inamiHy
OKpPemMol AOMILLIKK
cyma AOMILLIOK
OAHOPIAHICTL BO30BaHNX
oAVHULb
Mikpo6ionoriuda yncrora
3aranbHe uYMcno aepobHUX

mikpoopratizmis (TAMC)

CynosuTopii CBITNO-KOBTOr0 3 3eNeHyBaTuM
BiATIHKOM Konbopy, curaporoi6Hoi dopmu.
JlonycKaeTbCA HaABHICTb HaNbOoTY Ha NOBepPXHI

CynosunTopito

Ha xpomatorpami BUNpoboBysaHOro po3unHy,
OTpUMaHoro B po3aisi "CynpoBigHi Aomiwku", Hac
YTPUMYBaAHHA OCHOBHOTO MiKa MeNOKCUKamy NOBNHEH
chiBNagaTyi 3 4aCoM YTPUMYBaHHA OCHOBHOIO Nika
MeNOKCMKaMy Ha XpoMaTorpami posunHy MOpPIBHAHHA
ans ineHTudiKayil 3 TouHicTiO 22 %.

YTBOPIOETHCA 3aCTUMNUIA KUPOBWIA Wap Ha NOBEPXHI
BUNPOOOBYBEHOIO PO3UMNHY

MaioTb 6yTin opHopigrmy. Ha 3pisi matoTb ByTu
BiICYTHI BKparUleHHA, AOMnycKaeTbCA HaABHICTb
MOBITPAHOTO CTPUXHA abo nitikonopiGHol 3arnubnHn
Big 1,235 po 1,365 (1,3 £ 5%)

He 6inbwe 30 x8

He 6inbwe 15 x8

He 6inbue 0,15 %
He 6inbue 0,2 %
He 6inbuwe 0,5 %

Mae sutpumyBatv BUMOrU

KpuTepiin npuitatHocti 1000 KYO/r

Bignogigae

Bignosigae

Bignosigae

Bignosigae

1,309 r

21 x8

9 x8
0,00 % (<MB)
0,0 % (<MKB)

0,0 % (<MKB)

Bignosigae

20
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3aranbHe YnUCNo APIXKAKOBUX Ta Kputepiit npuiinsTHocTi 100 KYO/r
nnicHaBux rpubis (TYMC) 0 (Mexwe 10)
KinbKicHe BuU3HaueHHs
MenoKCcuKam Big 14,25 mr go 15,75 mr B ogHoMy cynosuTopil
B repepaxyBaHHi Ha cepefiHi0 Macy Cynosutopito
(Ha momeHT BUNycky). Big 13,5 mr no 16,5 mre

OAHOMY CYNno3uUTOpIl B NepepaxyBaHHi Ha cepefHio

macy cynosutopito 15,47 mr/cynosut
YnakoBKa Mae signosipgaTti BUMoram Bignosinae
MapkyBaHHs Mae Bsignosigat BUMOram Bignosigae
Tepmin npugaTtHocri: 2 poku Lo 09.2026

YmoBu 36epiranHa:  36epiratu npu Temrepatypi He Bule 25 °C

KomenTapi:

3aaBa npo ceptudikatiio:

Linm A 3acsiguyto, Wo BuleBKazaHa iHbopmallia € gocTosipHot | TouHow. Lo cepito npogykuii 6yno supobneHo (BKnouvaoun
yNaKoBKy/MapKyBaHHsA) Ta NPOBEAEHUA KOHTPONDb 1i AKOCTI Ha HUXKYEBKa3aHii AinbHULI B NOBHIN BignosigHocTi ao sumor GMP,
BCTaHOBMEHUX MICLIeBM PETYNATOPHUM OPraHoM, a TakoX Yy BignosifAHoCT i3 cneuundikauisamu, ki 3HaxogaTbCs y peecTpaliitHomy
focbe/Toprosol niueHsii. [poTokonn BUpo6HULTBA, NakyBaHHA Ta aHanizie 6ynu nepesipedi Ta BCTaHoBAeHa BianosiaHicTs GMP.

Do3Bonexo go peanizauii / 4o sigBaHTaXeHHn
YrnosHoBaxeHa ocoba — MposigHni iHxeHep BCraBM filpemerko B.B.
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19.09.2024

BupobHuua ginbHuus:

YKPATHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74 fliueHsia Ha BupobHuuTteo AE Ne 637430 gig 07.04.2015;
Ceptudikat GMP Ne 108/2023/GMP sig 20.12.2023; GMP_UZ-08:2023 sig 30.11.2023; GMP/EAEU/KZ/81-01-24 gip
15.12.2023

KouTponb aKkocti Ta Bugaua go3sony Ha peanizauito:
YKPAIHA, 04080 m. Knis-80, syn. Kupuniscoka, 74; Ceinoutso npo artectauito Ne 390 sig 22.01.2019
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