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Ceprudikar akocri N2 040000113434

Gamokc, posunu ana indysiin, 400 mr/250 mn, no 250 mn y ¢nakoni, no 1 ¢nakoHy y nauyi
TONAKOH (250MN PO3YIUHY) MICTUTb MOKCUGIIOKCALIMHY MAPOXTIOPUAY 436 M, 1O EKBIBANTEHTHO 400 M

MOKCUONOKCALIMHY
Homep cepi: 10224 KpaiHa oTpumysau: YKpaiva
KinbkicTe npoaykuyir: 7.282 Tuc.ynak. N? PeecTp. nocBigMeHHA: UA/20240/01/01
Hara BupobHuuTBa: 02.2024 | Tepmin gl peectp. noceiguenna: 30.10.2028

AHani3 BUKOHaHWA no: MKA 113 no PN NeUA/20240/01/01 sig 30.10.2023 p.

HalmeHyBaHHA ROKazHUKIB Bumorn AHA(creundikauii) PesynbtaTi BUNpoGyBaHb
Onunc [fpo3opa piguHa Big »KOBTOrO O XKOBTO-3€NEHOro
KONbopy - Bianosinae

laenTndikauin
Ha xpomaTorpami Bunpo6oByBaHOTO pO3unHy,
OTpUMaHin B po3aini «KinbKicHe BU3HaYeHHAY,
Hac YTPUMYBaHHA NiKY MOKCUPNOKCAUVHY Mae
CMIBNagaTv 3 YacoM YTPUMYBAHHA Nika
MOKCUGIOKCALIMHY Ha XpOMaTOrpami PO3unHy
MOPIBHAHHA 3 TouHicTio £2%. Bignosinae
Ha xpomatorpami Bunpo6oByBaHOro posunHy,
OTPUMAaHIA 8 po3aini «KinbKicHe BU3HAYEHHAY,
CNEKTP Nika MOKCUDNOKCALMHY MaE CriiBnagath i3

CNEKTPOM MiKa MOKCUMOKCALMHY Ha XpOMaTOrpami

PO3UYNHY NOPIBHAHHA. Bignoeigae
[MpozopicTb Mae 6yt nposopum Bignoeigac
KonbopoBiCTb Mage byTu 6inbul iHTEHCUBHILLWM 32 eTanoH GY3 Bignosigae
pH Bin 4,1 no 4,6 (Ha momenT Bunycky). Big 3,9
ac 4.6 4.6
06 em, L0 BUTAra€THCS He meHie 250 mn Bignosigae
OcmonsnbHICTD Bin 234 mOcmonb/Kr ao 286 mOcmonn/Kr 257 MOcMonb/Kr
MeXaHiuHi BKnioUeHHA: BUaUMI [TpakTU4YHO BiNbHWI BiA YaCcTUHOK
YACTUHKK Bignosipae

MexaHiuHi BKNOUEHHA: HEBMANMI YaCTVHKHN

KinbKicTb YacTUHOK 3 He 6inbwe 25 yactuHok B 1 M
poamipom 10 mkm i 6inplue 3
KinbKicTb 4acTUHOK 3 He 6inbwe 38 1 mn
po3Mipom 25 MKM i GinbLie 1
Cynposigui gomiwkn
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6yab-fka AoMilUKa He Ginbwe 0,2 % 0,0 % (<MKB)
CymMa AOMILLIOK He 6inbwe 0,50 % 0,00 % (f-.MKB)
CTepunsHicTb Mae 6yTu crepunbHum BignoBigae
bakTepianbHi eHLOTOKCMHW paHKYHa KOHUEeHTPaALIA eHQOTOKCUHIB B
npenapari mae 6ytu He Gincwe 1,4 MO Ha 1 mn Bignosigae

KinbKicHe BN3HauYeHHA

MOKCUDITOKCALUHY Bia 1,52 mr ao 1,68 mre 1 mn npenaparty &
nepepaxyHKy Ha OCHOBHY PEUOBUHY 1,99 mrimn
YnakoBka Mae Bignosigat BUMOram Bignosgigae
MapKkygaHHA Mae Bianogigat Bumoram Bignosigace
Tepmin npugarHocTi: 2 poKM o 02.2026

Ymoen 36epiranna;  [Ina nikapcbKoro npenapaty He noTpibHi creujanbhi ymosn 30epiraHHA. Mpu 36epiraHHi NikapcbKun
NPenapart He OXONOMKYBaTU Ta He 3aMOPOXYBATH.
KomenTapi:

3ansa npo ceprudikaniio:

Linm s 3acsiguyio, Wo BuilleBkasaHa iHbopMallia ¢ AOCTOBIPHOIO | TouHoW. Lo cepito npogykuiil 6yno sBupobnero (Bkniovawoum
yNakoBKy/MapKyBaHHA) Ta NPOBEASHNIA KOHTPOND Ti AKOCTI Ha HUKYeBKa3aHiN AinbHWU B NOBHIM BignosigHocTi o sumor GMP,
BCTaHOBNEHNX MICLI@BUM DErYIATOPHUM OPraHOM, a TaKOX y BIANOBIAHOCTI i3 cneundikayiamm, axi 3HaxoasTbcA Y peecTpalinHomy
AOCHE/TOProBoi nilensii. FipoTokonu BUpo6HULUTBA, NakyBaHHA Ta aHaniie Oynu nepegipeHi Ta BcTaHoBNeHa signosigHicTe GMP.

flo3soneHo A0 peanizauil / f0 BigBaHTaXeHHSA

YnosHoBaxeHa ocoba - HauanbHuk sigginy BCTaBn ManTyx KO.M, 29.02.2024

Bupob6uuua ginbunua:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscebka, 74; liuensia Ha BUpoBHMUTBO AE Ne 637430 Big 07.04.2015;
UP/1-530-10/21-03/13 Bin 28.10.2021

KoHTpone skocti Ta Buaava Ao3sony Ha peanizauiio:
YKPAIHA, 04080 m. Knis-80, syn.Kupuniscbka, 74; Caigouteo npo atectauiio Ne 390 gig 22.01
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