OKTAOHIHD

BrcokoouniieHum paktop

Koarynauill Kposl ntognuHuy IX

O [lpoBigHUN NPOAYKT MJa3mMoBoro dpakropa IX
014 NiKyBaHHA remodinii B4

O Hi ogHoOro Bunagky BUsIBJIEHHS IHIIOITOPIB
DIX abo Tpombo3y BNpoaoBX > 20 pokiB
3aCTOCYBaHHA* >

O KoHueHTpaT pakTopa IX 3 BIAHOBNIEHHAM
In vivo 1,34

O BiaMiHHa epeKTUBHICTb 97%
Ta NepeHoCUMICTb y aiten | PHI1* -

®IX — hakTop 3ropTtaHHsA KpoBi IX; PHI — paHilwe HenikoBaHWI MaLi€eNT.
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OKTAHIH ®. Ctucna iHchopmauia npo npenapat. Ckiad: fitoda pedosmHa: Human Coagulation Factor IX; 1 ma po3egeHoro po3ymHy Mictiute 100 MO dakTopa IX ntognHu; BMICT 3arasibHoro 6isika ctTaHoBUTb He MeHLe 1,6 Mr (100 MO). Po34UnHHUKK: BOAa ANA iH ekuin. Jlikapcbka
ghopma. NopoLLOK Ta PO3UMHHUK OJ18 PO3YMHY /1A iH €KL Y dhlakoHaX Pa3oM i3 KOMMIEKTOM OJ1A PO34YNHEHHSA Ta BHYTPILLHbOBEHHOIO BBeAeHHA. lToka3aHHA. JlikyBaHHs Ta NPOoMisiakTMKa KPOBOTEY Y NauieHTIB i3 remodinieto B (BpoaykeHn gediunt paktopa IX). MpomunoKka3aHHA.
MigBULLLEHA YYT/IMBICTb 0O aKTMBHOI pe4OBMHIN abo A0 ByOb-AKOI AONOMIXKHOI peqyoBUHU. Bigoma anepris, NoB'A3aHa 3i 3MEHLLEeHHAM KiflbKOCTI TPOMBOOLMTIB Nif Yac NikyBaHHA renapuHoM (TpomMoboumToneHis, CnpudnHeHa 3actocyBaHHAM renapuHy, Tmn ll). Cnocié 3acmocyBaHHA ma
do3u. Po3paxyHOK MOTPiOHOI 0o3un dakTopa IX Ba3syeTbca Ha eMnipnyHnx gaHux, ge 1 MO dakTtopa IX Ha 1 Kr Macu Tina nigBuLLye akTMBHICTb hakTopa IX y nna3mi Kposi Ha 1 % Aaii y Hopmi. [MoTpibHa 003a BM3HAYAETLCA 3a Takoto hopmysoto: MoTpibHa KiNbKiCTb 0gMHNULbL = Maca
Tina (kr) X 6axkaHe nigsueHHs daktopa IX (%) (MO/gn) X 0,8. MNpodinaktuka. Ona TprBanol NnpodiNakTUkm KpoBOTeY Y NaLIEHTIB 3 TAXKO reModisiieto B 3BMyanHa gosa ctaHoButb 20-40 MO Ha 1 kr macu Tina (MT) 3 iHTepBasioM Big 3 00 4 AHiB. YMoBU 36epi2aHHA. 36epiratu
npun Temnepatypi He Buue 25 °C B opuriHanbHIM ynakoBLi O51A 3aXUCTy Bif, cBiTNna. He 3amopoxyBatn. Kamezopisa Bionycky. 3a peuentoMm. BupobHuk. 1. OkTachapma ®PapmauesTuka lMNpoaykTioHcrec m.6.X., ABctpisa/Octapharma Pharmazeutika Produktionsges m.b.H., Austria.
2. Oktadhapma, ®paHuis/Octapharma, France. Cepmudpikam deprkaBHoi peecmpadii B YkpaiHi: N° UA/14330/01/02, N2 UA/14330/01/03 Big 25.05.2021

MNepepn BUKOPUCTAaHHAM HEOOXiAHO O3HAMOMUTUCA 3 IHCTPYKLIELIO i3 3aCTOCYBaHHA.

IHcbopmauia gna po3noBCoa>KEeHHA cepep, nikapiB i papmaueBTiB Nig 4ac cemiHapiB, KOH(epeHLin, CMMNO3iyMiB Ta iIHLLUMX HAYKOBUX 3aXOAiB 3 MegUYHOI TeMaTUKMN.
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