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Ceptudikar akocri N2 040000117913

KeiiBep®, po3uuH ans iH’ekuiit, 50 mr/2 mn no 2 mn B amnyni, no 5 amnyn y 6nicrepi, no

16nicrepy y nauui
1M1 PO3YUHY MICTUTb JEKCKETOMPO®EHY TPOMETAMONY Y MEPEPAXYBAHHI HA 100% CYXY PEYOBUHY 36,9Mr, LLO

EKBIBAJIEHTHO AEKCKETOMNPO®ERY 25Mr

Homep cepii: 340924 Kpaina oTpumysay: YKkpaiHa
KinbkicTb npogykuit: 112.995 Tuc.amn, Ne PeecTp. NocsigHeHHA: UA/13977/01/01
HaTa BupobHuUTEa: 09.2024 TepMmiH fii peectp. NocBigYeHHA.  HeobMexeHui

AHani3 BUKOHaHUi no: MK$ J13 go P NeUA/13977/01/01, aminn Big 04.02.2023 p.

HallMeHyBaHHA NOKa3HUKIB Bumoru AHA(cneuudikanii) Pesynbratn BunpobysaHb

Orninc Mpo3opa 6e3bapeHa piguHa Bipnoeinae
lnenTudikauin
feKkckeronpodeHy Ha xpomaTorpami BunpobosysaHoro posuury,
oTpumatin B pozgini "KinbkicHe BusHavyeHHs",
yac yTpumyBaHHs Nika fekcketonpodeHy mae
cniBnagatit 3 Yacom yTPUMYBaHHA Nika
nekckeTonpodeHy Ha XpoMaTorpami PO3ynHY
NOPIBHAHHA 3 TOYHicTIO 22% Binnoeigae
R - eHaHTioMepy Ha xpomaTtorpami BUNpoboBYBaHOTC PO3UNHY,
oTpuMmaHin B po3gini "R-eHaHTiomep”, Yac
yTpUMyBaHHA nika R-eHaHTiomepa mae cniBnapatu

3 YacoM YTPUMYBaHHA nika R-eHaHTiomepa Ha

XPOMaTOorpami PO3UNHY NOPIBHAHHA 3 TOUHICTIO £2% Bianosinae
MNposopictb Mae 6yt npo3zopum Binnosginae
Konboposictb Mage 6yTu 6e3bapBHUM Binnogigae
pH Bin 7,0 no 8,0 7,6
06’ eM, WO BUTAraETLCA He meHwe 2 mn Bionosinae
CynpoBigHi gomituku
Bynb-aKol HeBigoMOl oMLK He 6inbwe 0,2 % 0,0 % (<MKB)
Cyma LomilloK He 6inbwe 0,6 % 0,0 % (<MKB)
MexaHiuHi BKNoUeHHA: BUAUMI MNOBUHHI BYTU NPAKTUYHHO BIACYTHI
YacTKu Bianosinae

MexaHiuHi BKNOYEHHA: HEBUANMI YacTKN

Yacrok 3 po3mipom 10 MKM i He 6inbwe 6000 B amnyni
Ginbuue 62
YacTok 3 po3mipom 25 MKM i He 6inbwe 600 B amnyni
Ginblue 3
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CrepunbHicTb Mae ByTn cTepurnbHIM Binnosinae
bakTepianbHi eHgoTOKCUHM He binbwe 175 MO B 1 mn npenapaty Binnosinae
R - enaHTiomep He 6inbwe 1,0 % 0.1 %

KinbKicHe B3HaYeHHs

fekckeTonpodeHry Big 23,75 mr flo 26,25 mr B 1 mn npenapaty 25,29 mrimn
YnakosKa Mae Bignoeigatu sBumoram Bignosinace
MapKyBaHHA Mae BignosigaTut BUmoram Binnoginae
Tepmin npupgarHocri: 2 poku No 09.2026

Ymosu 36epirannn:  36epiratv B opuriHanbHiit ynakosui npu Temnepatypi He suwe 25°C,

Komenrapi:

3asiBa npo ceprudikayiio:

LUum A 3acsiguylo, wo sulleskasaHa iHbopmalis € gocToBipHow i TouHow. Lilo cepilo npoaykuii 6yno supobneno (BKMovalouu
ynakoeKy/MapKysaHHA) Ta NPOBEAEHUI KOHTPOMb 1l AKOCTI Ha HUKUYEBKa3aHil AinbHULI B NOBHINM BignosigHocTi go sumor GMP,
BCTAHOBMNEHUX MICLEBUM PEryJIaTOPHUM OpraHoM, a TakoX Y BiANoBigHocTi i3 cneundikauismm, Ak 3HaXOAATLC Y peecTpatliiiHomy
AOCbe/ToProsoi nileHsii. MipoTokonn BUPOBHULTEa, NaKyBaHHs Ta aHanisis 6ynu nepesipeHi Ta BcTaHoBNeHa sianosiaHicTe GMP.

HBosBoneHo po peanizauii / fo BigBaHTaXKeHHs

YnosHoBaxeHa ocoba — fposigHuii iHxeHep BCraBM Axppycuk-lLykiHa M.M. % } 04.10.2024

Bupo6Huua ginbHuysa:
YKPAIHA, 04080 m. Kuis-80, Bys. Kupuniscbka, 74; NiueHsia Ha supo6Huyteo AE Ne 637430 eig 07.04.2015;

Ceptudikat GMP N°084/2023/GMP Big 09.10.2023, GMP/EAEU/KZ/ 81-01-2024 sig 15.12.2023; UP/I-530-10/21-03/13 8ig
28.10.2021, GMP_UZ - 08:2023 8ig 30.11.2023

KoHTponb AKocTi Ta Bugaya AO3BONY Ha peanizauito:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; Csigoutso npo atectauio Ne 390 sig 22.01.2019
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