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Ceprndikar axocri N2 040000111681

KeiiBep®, po3umnH anna iv’exyin, 50 mr/2 ma no 2 mn B amnyni, no 3 amnyn y 6nicrepi, no
16nicrepy y nauni
1M PO3YUHY MICTUTb JEKCKETONPOGEHY TPOMETAMONY Y NEPEPAXYBAHHI HA 100% CYXY PEYOBMHY 36,9Mr, IO
EKBIBAJIEHTHO JAEKCKETOTPO®EHY 25MT

Homep cepii: 281123 KpaiHa oTpumyBay: YkpaiHa
KinbkicTe npogykuii- 112.915 Tuc.amn. Ne PeecTp. nocBigueHna: UAM3877/01/01
Hata enpotHnuTea: 11.2023 TepMiH aii peecTp. noceigueHHn:  HeoGMexeHni

AHanis BUKOHaHM# no: MKA 13 no P NeUA/M 3977/01/01, 3minm Big 04.02.2023 p.

HaiimeHyBaHHA NOKAa3HUKIB Bumoru AHJ{cneumndikanii) PesynbTaTy BUNpobyBaHb

Onnc MNpo3opa Ge3bapeHa piguHa Bignosigae
lgenTndikanin
AeKcKkeTonpogeHy Ha xpomatorpami BUNpoBoByBaHOrO po3unHY,
OTpuMaHiin B po3gini "KinbkicHe BU3HAYeHHA",
yac YTPUMYBaHHA Mika JekcKeTonpodeHy Mae
CniBnagary 3 YacoM YTpUMYBaHHA Nika
JeKckeTonpogeHy Ha XpoMaTorpami posunHy
NOPIBHAHHA 3 TOUHICTIO +2% Bignoeigae
R - eHaHTiOMepy Ha xpomaTorpami BUNpoBoByBaHOrO po3unHY,
OTpUMaHiid B po3pini "R-eHaHTiomep®, vac
YTPUMYBaHHA nika R-eHaHTiomepa Ma€ cniBnagaTu

3 YacoM YTPUMYBaHHA Nika R-enaHTiomepa Ha

HA 3 TOuHicTIO £2% Bignoeigae

MNpo3opicTb Mae ByTi bum"{ 4% '\\”@\,\ Bignosigae
KonbopogicTb Mae 6yl L)B}Ifll‘n\'l.l\;x i l: '\)%_\ Bignoeigae
pH Big 7.0 "Eaﬂ,M 35} 7.6

06°eMm, 1O BUTAraETbCA He meHL ' ‘:«" :f Binnosigae

CynpoBigHi gomilxm

byab-AKoI HeBigoOMOT OMILLKK He 6inbwe 0,2 % 0,0 % (<MB)
Cyma gomilok he Ginbwe 0,6 % 0,0 % (<MB)
MexaHiuHi BKNIOUeHHA: BUAUMI lNoBMHHI 6YTU NpaKTUIHO BIACYTHI
YacTKu Bignoeigae

MexaHiuHi BKNIOYeHHA: HEBUAMMI MaCcTKN

YacTok 3 poamipom 10 MKM i He Ginbwe 6000 B amnyni
Sinble 28
YacToK 3 po3mipom 25 MKM | He Ginbwe 600 B amnyni
Sinble 5
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CrepunbHicTb Mae ByTh cTepunbHUM Bignoeigae
bakTepianbHi eHBOTOKCMHK He 6inbwe 175 MO B 1 mn npenapaty Bignoeigae
R - eHaHTiOMEp He 6inbwe 1,0 % 0,1 %
KinekicHe BU3HaUYeHHA
AeKcKkeTonpogeHy Big 23,75 mr go 26,25 Mr B 1 mn npenapary 26,06 mr/mn

¥Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTtn Bumoram Bignoeigae
TepmiH npuaaTHOCTI: 2 pokn Ho 11.2025

¥Ymosu sbepiranna. 36epiraTu B opuriHanbHiil ynakoBUi npu Temnepatypi He Buwe 25°C.
KomexTapi:

3ansa npo cepradikayin:

Lum A 2aceiguyio, WO BUleBKa3aHa iHdopMalia € pocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHnii KOHTPONDb Ti AKOCTI HA HWKYeBKa3aHiil ainbHUUI B NOBHIi BignosighocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamn, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepeeipeni Ta BcTaHoBNEHa BignosigHicts GMP.

AosBoneHo Ao peanizayii / Ao BigBaHTaKeHHA

YnoeHoeaxeHa ocoba — posigHuiA iHxeHep BCraBll AHapycuk MM, 13.12.2023

Bupobnnua finoHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Jliuensia Ha BupoBHuuTeo AE N° 637430 Bip 07.04.2015;

Cepmudikat GMP/EAEU/BY/0045-2021 Big 25.02.2021; Ceptndikat GMP Ne084/2023/GMP eig 09.10.2023;
UP/1-530-10/21-03/13 Big 28.10.2021

KoHTponb AKOCTi T2 BMAAYa [03BOAY Ha peanizayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CeigouTeo np
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