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Ceptudikar akocri N2 040000125311

FemoTpaH®, po3unH ans iH'ekyin 50 mr/mn, no 10 mn B amnyni, no 5 amnyn B 6nicrepi,
no 2 Gnicrepm y nauui
1M PO3UYMHY MICTUTb TPAHEKCAMOBOI KUC/IOTW Y MEPEPAXYBAHHI HA 100% CYXY PEYOBUHY 50Mr

Homep cepii: 41025 KpaiHa oTpumyBau: YkpaiHa
KinbkicTb npogykuii: 41.010 Tuc.amn. N2 PeecTp. noceigueHHs: UA/13975/01/01
[aTa BupobHuLUTBa: 10.2025 TepmiH i peecTp. noceigueHHa: HeobMexeH Wit

AHanis BUKOHaHuii no: MKA N3 go PN NeUA/13975/01/01, 3minum Bip 09.09.2024 p.

HaiimeHyBaHHA NOKa3HMKIB Bumoru AHJi(cneuundikauii) PesynbraTu BunpobyBaHb
Onuc Mpo3opuia, 6e36apBHUIA ab0 CBITNO-KOPUUYHEBWIA

PO34YMH Bianogigae
lneHTUikauin Ha xpomatorpami po3uuHy nopisHaHHA (b),

ofepaHiin B po3aini "CynposiaHi gomiluku", yac
YTPUMYBaHHA Nika TpaHeKCcamoBOi KUCNOTU MaE
cnisnagati 3 4acom YTPUMYBaHHA Mika

TpaHeKcamoBOi KUCJIOTU Ha XpoMaTorpami po3uuHy

nopiBHAHHA (c) 3 TouHicTIO +2 % Bianosigae
Mpo3opicTb Mae 6yt nposopum Bignoeigae
Konbopogictb Mae 6yTn 6e3bapeHuM abo 3abapBneHHs npenapary
mae 6yTu He iHTeHCUBHILLUM 32 eTanoH B7 Bignosigae
pH Bin 6,5 no 8,0 75
06 eM, WO BATAraeTbCA He meHwe 10 mn Bianosinae
CynposigHi gomiwkun
AoMillKa A He 6inbwe 0,5 % 0,0 % (<MKB)
Aomiluka B He 6inbwe 0,5 % 0,0 % (<MKB)
pomiwwka C He 6inbwe 0,1 % 0,0 % (<MKB)
Aomiwka D He 6inbwe 0,1 % 0,0 % (<MKB)
HecneyndikoBaHa goMilLKa He 6inbwe 0,1 % 0,1 %
CyMa [OMILIOK He 6inbwe 1,0 % 0,1 %
MexaHiuHi BKNoYeHHA: BUAUMI MoBuHHI 6yTn BiACYTHI
YacTKku Bianogigae

MexaHiuHi BKNIIOYEHHA: HEBUZUMI YACTKU

YacTtok 3 posmipom 10 MKm i He 6inbwe 6000 B amnyni

6inblue 827

YacTtok 3 po3mipom 25 MKM i He 6inbwe 600 B amnyni

6inbe 21
CTepunbHIiCTb Mae 6yTn ctepunbHUm Bignosigae
BakrepianbHi eHAOTOKCHMHU paHWuYHa KoHuUeHTpayia craHoBuTb 0,33 MO Ha 1
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Mr TPaHEeKCaMOBOI KNCJI0TU Bianogigae
KinbkicHe Bu3Ha4YeHHA
TpaHeKcaMoBa KUCoTa Bin 47,5 mr go 52,5 mr B 1 mn npenapary 51,4 mrimn
YnakoBka Mae Bignogigatn Bumoram Bianogigae
MapkyBaHHA Mae Bignogigatn BumMmoram Bianogigae
Tepmin npugaTHoCTi: 2 poku Oo 10.2027

Ymoem 36epiranHa: 36epiratv B opuriHanbHil ynakosdi npu TemnepaTtypi He suwe 25 °C
KomeHTapi:

3anBa npo ceptudikauiio:

Lium a 3acsiguyio, Wo BuleBKasaHa iHpopmauia € goctosipHoto i TouHow. Lo cepito npogykuii 6yno BupobneHo (Bkniovaouu
ynakoBKy/MapKyBaHHA) Ta NpoBeAeHWUI KOHTPONb ii AKOCTI Ha HUXYeBKasaHilt AinbHULI B NOBHIN BignosigHocti go sumor GMP,
BCTAHOBNEHUX MiCLIeBUM PerynaTopHUM OpraHoMm, a TakoX Y BiANOBIAHOCTI i3 cneumdikauiamm, Ak 3HaxoAATbCA y peecTpaLliiniHomy
Aocbe/Toproeoi niueHsii. Mpotokonu BUpOBHULITBA, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BctaHoBneHa BianosigHicte GMP.

[lo3soneHo Ao peanisauii / 4o BigBaHTaXeHHA

YnoBHoBaxeHa ocoba — MposigHuii iHxeHep BCTaBll AHppycuk-LLykiHa M.M. 11.12.2025

Bupo6Huua ginbHuua:

YKPAIHA, 04080 m. Kuiig-80, Byn. Kupuniscbka, 74; JliueHsis Ha supobHuuteo AE Ne 637430 sig 07.04.2015;
Cepmudikat GMP N2043/2025/GMP Big 29.04.2025, GMP/EAEU/KZ/ 81-01-2024 Big 15.12.2023; 530-10/24-06/02 Big
02.09.2024, GMP_UZ - 08:2023 Big 30.11.2023

KouTponb akocti Ta Bugaua go3sony Ha peanizauiio:
YKPAIHA, 04080 m. Kuiig-80, syn. Kupuniscbka, 74; Ceigourso npo artecrauito Ne 390 sig 22.01.2019
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