Boauvuy 3a nabopaHTtH

Hemlibra (emicizumab)

lWto e Hemlibra?

MeaounumHckm npownseon

e Emicizumab e xymanusupaHo, umMyHorno6ynun G4 (IgG4), 6ucnevduyHo
MOHOKINOHANHoO ~ aHTUTeno mMpoW3BEAEHO CO pPeKOMBMHAHTHA OHK
TexHomnoruja co ynotpeba Ha jajue KNeTKW Ha KUHECKU xpyak (Chinese
Hamster Ovary, CHO).

e ®dapmakoTepaneBTcka rpyna: aHTuxemoparuk, ATC koa: BO2BX06

MexaHu3am Ha nejcTeo

e Emicizumab rv nospsysa akTusupaHuoT takTop IX v dakTopot X 3a ga ja
BpaTu pyHKUMjaTa 3a aKTUBMPaHUOT takTop VIl koj HegocTacysa, a Koj e
HEeOonxoAeH 3a erkacHa XemMocTasa.

e Emicizumab Hema crpykTypHa MOBP3aHOCT W HemMa CeKBeHLMOHa
XomonorHocT co dakropot VI, 1 kako Takos He MHOYUMPa HWUTY nak ro
NOAApXYBa PasBojoT Ha AUPEKTHN MHXMBUTOPU KOH dakTopot VIII.

PapmakoguHamuka
2o M MEZN

o [lpodunakTuyHUoT TpeTmaH co Hemlibra ro ckparyea aPTT wig
aktueHocTta Ha ¢aktopot VIII (co ynoTtpeba H J xp‘q) OregH ecej‘@og MaHu
KoarynauuoHu dakrtopu). OBue asa d)apmakoﬁwuamém,mépkegm e ro

pecbriekTpaaT BUCTUHCKMOT XEMOCTATCKU ed:eRTEHa_.-efﬁ'jgiz{jm@ AN vivo
(@PTT e npemHory ckpaTeH 1 akTueHoCTa Ha ¢ ‘%égoiiﬂlié%&oxée 3/6une
NpeLeHeTa) HO 0OBO3MOXYBA penaTuBHa MHOMKaLW ﬁaﬂ&qj{pa?y ‘

eekT Ha emicizumab. *

TepaneBTCKM MHAUKALMM

e Jlekor Hemlibra e wHauumpaH 3a PyTWHCKa npodhunakca Ha envsogu Ha
KpBapere Kaj nuua co
® xemodunuja A (KOHreHuTanew Aeduumt Ha daktop VIII) co
UHXMBUTOPK Ha thakTopot VIII.
°  Tewka xemodunuja A (KOHreHuTaneH Aednumnt Ha daktop VI FVIII
< 1%) 6e3 uHxmbuTopu Ha cakropot VIII.
e Hemlibra moxe aa ce ynotpebyea Kaj cuTe BO3pacHu rpynu.

o Cronst
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WutepdhepeHumnmn co nabopaTropucku koarynauuoHu TEeCTOBM

Hemlibra Bnujae Ha ecejoT 3a aKTUBMPaHo napumjanHo TpomMGonnacTMHCKO
speme (aPTT) 1 Ha cuTe ecen BasupaHu Ha aPTT, Kako LITO € aKTMBHOCTA
Ha egHo-taseH dakrop VIl (BunaeTe noaony 8o Tabena 1).

3aToa, pesynTtatute aPTT-GasupaHu KoarynauioHi nabopaTopurcku
TECTOBM Kaj NauveHTn kou Gune TpeTMpaHn co npocunakca co Hemlibra
He Tpeba Aa ce KopucTaT 3a MOHWUTOPVPa:e Ha akTueHocTa Ha Hemlibra,
3a onpedenysake Ha [fosata Ha samecTuTeneH dakrtop unu
aHTVKOarynauvja unm npu Mepetbe Ha TUTapot Ha UHXNBUTOPU Ha hakTop
VIl (BupeTe nogony).

Cenak, emicizumab He Brnvjae
KOpWCTaT XPOMOTeHN Unii 1 604 eToAM 1 MOXe Aa ce kopuctaT
3a MOHUTOPWHI Ha xoaryr;agﬁgﬂh'?g 1 BO TEK Ha TPETMaHoT, CO
crneundnyeH oCBPT KOH e@@e 38 amgsﬂ‘éc’g a xpomoreHuoT FVIIL.
EcewnTe 3a aKTMBHOCT Ha -a_;pﬁomqfemq?%‘aq:zi;c@ VIl koj coapxu roBeacku
KoarynauvoHu cakropy =Hg Ce -censumslin Ha emicizumab (Hema
uaMepeHa aKTUBHOCT) 1 ny%&qéi‘feé‘ﬁbpgg& a cnefewe Ha eHporeHara
nnu MHdysnpadkaTa aktu "bqr wa @am‘_op} Ill, unn 3a mepere Ha HUBO
Ha anti-FVIII nHxmbuTtopw. & fancé KoPUCTWN XPOMOreH Bethesda ecej
Koj KopWCTW roeeacku BasvpaH (akTop VIIl xpomoreH TecT Koj e
HeceH3UTVBeH Ha emicizumab.

NaBopaTopWcku TECTOBW Ha KOW BnWjae wnv He Bnvjae Hemlibra ce
npvkaxxaHu Bo Tabena 1 nogony.

Mopagn AONMMOT MOMYXWUBOT Ha Hemlibra, oBve edektn Bp3
KoarynauuoHWTe ecen Moxe Aa nepsuctupaar Jo 6 wmeceuu nocne
nocrnegHata gosa (BugeTe BO AENOT 5.2 on 36upHMOT W3BelwTaj 3a
0COBUHWTE Ha NEKOT).

cente Co noeaviHedeH thakTop Kowu

Ta6ena 1 Peaynratu of koarynauMoHu TecToBu Ha KOW BNujae Unu He

enujae Hemlibra

PesynTaTty Ha KOW Brinjae - :
¥ | PesynTaTti Ha KOW He Bninjae Hemlibra

Hemlibra
—  AKTVBMpPaHO NapumjanHo - Tpom6uHcko Bpeme (TT)
TpomBONNAacTMHCKO BpeMe (aPTT) — EpHo-thaseH, 6aaupaH Ha
-  AKTMBMpaHO KoarynauuoHO BpeME NPOTPOMBUHCKO Bpeme, NOeAnHEHEeH
(ACT) ¢hakTop ecej
— EpHo-thaseH, aPTT-GasmnpaH, - XpomoreH GasupaH ecej Ha noeavHe4eH
noegnHeYeH akTop ecej gpakTop, pasnuyeH og Fvint
—  aPTT-6aswpaH aktempar npotevH C —  WmyHo-Ba3upaH ecej (Ha np. ELISA,
peaucTeHTeH (APC-R) TYpBUMETPUCKIA METOAN)
— Bethesda ecej (basupaH Ha — Bethesda ecej (roBeACk/ XPOMOreH) 3a
koarynauwja) 3a Turap Ha UHXMouTOopU TuTap Ha uHxubuTopu Ha FVIII
Ha FVIII —  [eHeTcKu TECTOBK 3a KoarynaunoHw
daxTopu (Ha np. daktop V Leiden,
Prothrombin 2010)

13a nHdopmauun nosp3aHn co ecej 3a FVIIl xpomoreHa akTUBHOCT, BUAETE BO penot 4.5 og
36MPHUOT M3BELLTA) 38 OCOOMHUTE Ha NEKOT.
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e [llopagu [OonrvoT  nonyxuse Bp3

‘ A na ce obpatm pfo
30PpaBCTBEHNOT PabOTHIUK 3a A AUGKYTUPAET aBHOPManHUTE peayrnTaT
07l TECTOBUTE. s

MoBuk 3a npujaByBame

o 3a LenocHM NHGopMaLMM OKOMY CUTE MOXHU HECaKaHU HacTaHu Be Monuve
BUAeTe ro 3GMpHUOT M3BELLTa] 38 OCOBUHUTE Ha NEKOT Koj € A0CTareH Ha
MaKe[OoHCKW ja3uk, Ha Beb cTpaHaTa
https://lekovi.zdravstvo.gov.mk/drugsregister

e OBoj nek e npegMeT Ha AONONHUTENHO crieaere. OBa ke OBO3MOXM Op3a
naeHTudukaumja Ha Hoeu GesbenHOCHM WHpopMaLwn. O 3apaBCTBEHUTE
paboTHuLWM ce Bapa Aa NpujaBaT cekakBa COMHUTENHA HecakaHa peakuuja og
0BOj Nex.

e Bo cny4aj Ha comHeBarbe Ha HecakaH HacTaH npujaBeTe ro 4o:

Oppnen 3a 6e36eQHOCT Ha fleKoBM

POLW Makepgonunja JOOEN Ckonje
Appeca: yn. Makcum opku 6p.13 kaT 3
Ten: 02 3103 500

e-mail: macedonia.drugsafety@roche.com

AﬂTepHaTVIBHO CeKoe COMHeBaHh-e 3a HecakaH HacTaH npwjaBeTe ro go:

HauuwoHaneH ueHTap 3a chapmakosurnaqLa npu AreHumjaTa 3a neKkosu u
MeauumnHckn cpeacTea Ha PM (MAJIMEL)

Agpeca: yn. Cs. Kupun v Metoguj 6p. 54 kaT 1

Ten: 02 5112 394

Mo eneKTPoHCKM NaT npeky Bed cTpaHaTta Ha AreHuujaTta
http://malmed.gov.mk/

e-mail: farmakovigilanca@malmed.gov.mk

3e MeaUUMHCKKU WHpopMaumm obpaTeTe ce A0:
macedonia.medinfo@roche.com

mnu
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