Actemra® (tocilizumab)

BaxxHu 6e36egHOCHM
uHdopmauumm 3a
naumeHTmTe

[OBaa 6powypa obesbeagysa knyyHu uHdopmauuu kon Tpeba Aa MM NOMOrHaT Ha
nauveHTUTe U Ha OHME KOW ce FrpuXKaT 3a HuB, fa pasbepaT kako GesbegHo ga ce
kopuct Actemra. Be monume npouuTajTe ro OBOj AOKYMEHT, YnaTcTeoTo 3a
ynotpeba Ha nek: YnaTcTBO 3a nauueHT 3a nekoT Actemra, kako u Kaptuykata sa
nHcopMupare Ha nauneHTuTe Ha Tepanuja co Actemra, W BHUMaTENHO U 3a4yyBajTe
M Kako pedepeHTHH.

Ako HewTo o oBue MH(popmauuuM He Bu e jacHo npawajte ro BawwmoTt nekap,
MeauuUuMHCcKa cecTpa wunu dhapmaueBT 3a nojacHyBawe. Hdopmauuute kou ru
nobusaTte co oBue JOKYMEHTU M HagononHysaaT uHchopMauunTe kou Ke ru gobuete
of BawmoT nekap, MmeguumMHCKa cectpa unu chapmauesT]

Osaa Bpoluypa 3a nauneHTUTe 3a NekoT Actemra coapu BaxHn 6eabe onJd
nHcpopmaumuu 3a kon Tpeba fa GuaeTte CBECHW NpPea U 3a BPEME Ha NeKyBakeTO CO
Actemra. OBaa bpoluypa 3a nauveHTu Tpeba aa ce uuta 3aegHo co Kaprtuukara sa
nHpopMKUpare Ha nauneHTUTe Ha Tepanuja co Actemra (koja cTe ja gobwne og
BawuoT nekap) n co YnaTcTeoTo 3a ynoTpeba Ha Nek: YnaTcTBO 3a NauueHT Koe
poara co nexot (aoctanHo Ha Beb cTpaHaTa
https://lekovi.zdravstvo.gov.mk/drugsregister/overview) Ouaejkn coapxar BaxHN
nHdbopmMauuy 3a Actemra BKy4yBajku U ynaTcTBo 3a ynotpeba.
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Actemra (tocilizumab)

Kako ce pasa Actemra?

Actemra ce gaBa kako uHTpaseHcka (Bo BeHa) (IV) uHdy3amnja co urna unm cynkytaHa
(nog koxa) (SC) uHjekumja co HanONHET NHJEKLMCKA LUNpUL,.

WMHTpaBeHcka cpopmynaumja

e Actemra ce ynotpebyBa 3a nekysaie Ha BO3pacHW NaLMeHTH CO YyMepeH
0O TEXOK aKkTMBeH peBmatougeH aptputuc (RA), aBToumyHa GonecT, ako
nNpeTXoAHUTE Tepanuu He gane nosuTueeH oarosop. Actemra BooGuyaeHo ce
naea Bo kombuHauuja co methotrexate. Cenak, Actemra moxe ga ce gage v
CaMOCTOjHO aKko neKapoT ogpedu Aeka nekyeaketo co methotrexate e
HecooaBETHO.

e Actemra moxe ga ce ynotpebu 3a nekysawe Ha BO3PaACHM NAUMEHTM KOW
npeTxogHo He Bune nekyeaHu co methotrexate ako umaar Telwka, akTMBHA U
nporpecuBHa chopma Ha peBmaTouieH apTpuTuc.

e Actemra ce ynoTrpebyBa 3a nekyBake Ha geua co sJlA. Actemra ce
ynoTpebyBa Kaj deua Ha BO3pacT o4 2 roAMHW W MOCTapy KoM Wmaar
akmueeH cucmeMcku jyeeHumeH uduonamcku apmpumuc (sJIA),
uHcbnamaTopHa Oonect Koja npeavw3BuMKyBa Oonka W OTeKkyBawe Ha
arnoGoBuTe Kako M Tpecka u ocun. Actemra ce ynotpebysa 3a nogoGpysatse
Ha cumnTomMuTe Ha sJIA n Moxe aa ce aasa Bo kombuHaumnja co methotrexate
WA CaMoCTOjHO.

e Actemra ce ynorpebGyBa 3a nekyBate Ha geua co pJlA. Actemra ce
ynoTpebyea Kaj geua Ha BospacT 04 2 roAWHW W MOCTapu KoM KMaar
nonuapmukynapeH jyseHuned uduonamcku apmpumuc (sJIA),
uHcpnamaTopHa BonecT Koja npegusBuKyBa Bonka U oTeKyBake Ha efeH unu
Ha noeeke 3rnobosu. Actemra ce ynoTpebysa 3a nogobpyBake Ha
cumnTomuTe Ha pJIA M Moxe aa ce aaea BO kombuHauuja co methotrexate
WAKN CaMOCTOjHO.

o Actemra ce ynotpebyBa 3a nekyBate Ha BO3PacHW W dewa CO TEXOK Unu
KNBOTO-3arpo3yBayku LUTOKUH ocnobogysadku cuHapom (CRS), HecakaHo
[AejCTBO Kaj maumeHTV NeKyBaHW CO XuMepeH aHtureH peuentop (CAR) T-
KNneToyHa Tepanuja koja ce KOpUCTU 3a NeKyBake Ha OApefeHu BMAOBMW Ha
KapLWHOM.

e Actemra ce KOpPUCTW 3a NnekyBathe Ha BO3PACHM CO KOPOHABUPYCHA
Gonect 2019 (COVID-19), koM npumaaT CUCTEMCKW KOPTUKOCTEPOMAW U
6apaaT A0ONONHUTENEeH KUCNnopoa Unn mexaHu4ka BeHTMﬂaqua.




CynkyTtaHa chopmynauuja (ynotpeba Ha HanonHeT UHjeKLUCKKA Wnpuu)

Actemra ce ynotpebyBa 3a NneKkyBate Ha:

BO3pacHM NaUMeHTM CO YMepeH [0 TEeXOK aKTUBeH peBMaTouaeH
aptputuc (RA), asToumyHa GonecT, ako MPeTXOAHWUTE Tepanuu He Jane
NO3WTUBEH OArOBOP

BO3pacHX NauueHTU CO TeXOK, aKTUBEH M NMPOrpPecUBEH peBMaTOMAEeH
aptputuc (RA) kou npetxoaHo He BGune nekyeaHn co methotrexate. Ce
nokaxa gexka Actemra ro 3abaByBa oLITETYBakETO Ha 'pCcKaBuLUaTa 1 KockaTa
Ha arnoboBuTe npeauasKkann og 6onecta u ja nogobpyea cnocobHocTa npu
BpLUEH-E HA CEKOjOHEBHUTE aKTUBHOCTN.

Actemra BooGu4yaeHo ce faBa BO koMbOuHauuja co apyr nek 3a RA koj ce
Hapekysa methotrexate. Cenak, Actemra Moxe Aa ce Aage n CaMOCTOjHO aKo
nexkapoT ogpeau aeka nekysaweTo co methotrexate e HecoogseTHO.

BO3pacHu NaLMueHTH co GoNnecT Ha apTepuUTe Koja Ce HapeKyBa rMraHTo-
uenynapeH aprteputuc (GCA), npegusBuMkaHa of BocnaneHWe Ha
HajronemuTe apTepuu Ha Tenoto, ocobeHo oHue kou cHabaysaaT KpB BO
rnaeata v BpatoT. CumnTomuTe BKNyYyBaaT rnasobonka, 3amop 1 Gonka Bo
BunuuyaTta. Ecpextnte Moxe aa BKydyBaaT MO30YHU YAApW U CNEnuno.

Actemra ja HamanyBa GonkaTta U OTEKYBaHETO BO apTepUUTe U BEHWUTE Ha
Bawara rnaea, BpaToT v paueTe.

GCA 4ecTonaTtu ce TpeTupa CO NEKoBU Hape4veHu ctepougu. Tue obudHo ce
ehukacHM, HO MOXaT Aa WMMaaT HecakaHu edq)eKkTW AOKONKY Ce KopucTaTt
NoOAONT BPeMeHCKW nepuod Bo ronemu Ao3u. HamanyeaweTo Ha gosarta Ha
cTepouauTe MoXe Aa goeege u Ao wupekwse Ha GCA. [logaBarwe Ha Actemra
Ha TPETMaHOT 3HauW JeKa CTepouauTe MOXAT Aa Ce KOPUCTAT 3a MoKpaTKo
BpeMe, Aojeka cé ywTe ro koHtponupaaTt GCA.

Actemra ce KOPUCTKU 3a NeKyBake Ha Aela W afonecueHTH, Ha Bo3pacT
of 1 roguHa W mMocTapu CO aKmMueeH CuUCMeMCKU jyeeHuneH
uduonamcku  apmpumuc (sJIA), wHdnamatopHa GonecT  koja
npean3sukysa Gonka W oTekyBawe Ha 3rnoboBMTE Kako M Tpecka W ocun.
Actemra ce ynotpebyga 3a nogobpyeare Ha cumntomnTe Ha sJIA. Moxe na
ce gaea Bo kKombuHauuja co methotrexate unu camocTtojHo.

Actemra ce ynotpebyBa 3a nekyBarbe Ha Oeua M adonecueHTW, Ha
BO3pacT o4 2 roAuWHW W nocTapu, CO aKmueeH MoauapmuxynapeH
JjyeenuneHn uduonamcku apmpumuc (pJiA). Oea e undpnamaropHa 6onect
Koja npeamasukysa Gonka u oTekyBarwe Ha eAeH unu Ha noeeke 3rnoGoBw.
Actemra ce ynotpebysa 3a nogobpysare Ha cumnTomuTe Ha pJIA 1 Moxe aa
ce gaea Bo kombuHauuja co methotrexate nnu camocTojHO.




lNMpea 3anoyHyBake Ha nNekyBakwe co Actemra
(tocilizumab)

Mpepa 3anouHyBake Ha nNekyBaweTo co Actemra, KaxeTe My Ha fieKapoT WK Ha
MeOMUMUHCKaTa cecTpa ako NauMueHToT:

e l[ma 3Haum Ha uHdekuuja (kako WTO e Tpecka, Kawnuua unu rrnasobornka,
MMa KoXXHa MHAbeKLMja co OTBOPEHN paHu (Bapuyena Wim Xxepnec 3ocTep), ce
nekysa 3a uHdexumja, unu gobusa vyectn uHdekuun. Mma aujabet unu gpyru
COCTOj6U KoM ja 3ronemMyBaaT BepojaTHOCTa 3a UHheKUuK

o lma TyBepkynosa (TB) unu 6un Bo GNM3OK KOHTAKT CO HEKOj koj uman Th.
BawwoTt nekap Tpeba aa Be Tectupa 3a Tb npen 3anouHyBake co Actemra

e VMan uHTeCTUHANHW YNKYCU Wnu SUBEPTUKYNUTUC
e Wman xenatanHa Gonect, BUPYCEH XenaTuTuc

e bun BakuuHMpaH BO CKOPO Bpeme (MMyHM3auuja), Kako WTo e BakuuHaTa 3a
MMR unu my e 3akaxaHo ga npumu BakuuHa. MNauneHTuTe Tpeba axypHo ga
MM NpMMaT CUTE BaKUWHWU Npef 3anovHyBawe co Actemra. OgpeneHu TMNOBU
Ha BakUMHKM He Tpeba Aa ce kopucTaT 40oAeKa NauWeHToT npuma Actemra.

e lma kapuuHom. PasroeapajTe co nekapoT LITO o Mpenuwan NekoT Aanu
Tpeba ga npumate Actemra

e Vma cpuera unu uMpKynatopHa GONECT Kako LITO € BUCOK KPBEH MPUTUCOK
UNM BMCOK XonecTepon

e lma aneprucka peakuuja Ha Apyru NekoBu, BknydutenHo u Actemra

e l[man unum mMomMeHTanHo uma nopemeTeHa GenogpobHa dyHKuMja (Ha np.
uHTepctuuujanHa OGenoapobHa GonecT, npu wTo uWHbNamauujaTa "
¢ubposata Ha Benute apoboeu ro oTexHyBaaT foOWBaKETO Ha KUCNopOa)

OcgeH Toa, kaj nauueHTH co sJIA, KakeTe My Ha nekapoT UNM MegMUMWHCKaTa
cCecTpa ako NauueHToT:

e lma aHamHesa 3a makpodhareH akTMBaUWUCKN CUHAPOM

e 3ema Apyru NekoBu 3a TpeTMaH Ha sJIA. OBa BKy4yyBa opanHu NeKoBW, Kako
wTto ce NSAID (Ha np. ibuprofern), kopTukocteponau, methotrexate (MTX) u
OMonoLLKN NeKoBM




Bo TeKkoT Ha neKkyBaweTo co Actemra
(tocilizumab)

Kou ucnurtyBama ke ce HanpagaT 3a Bpeme Ha neKysamweTto co Actemra?

lMpu cekoja noceta Ha nekap wunM MeAMLMHCKa CecTpa, The Moxe Aa Bu zemat kps
wTo ke nomorHe ga ce soau Baweto nekyBare. Tue Moxe ga nobapaat ga ce
napaborar:

e HeyTtpodunu. [losoneH 6poj Ha HeYTPOUNK e BaxeH 3a A4a My NOMOrHe Ha
HaweTto Teno fda ce Gopu co uHdekumn. Actemra fejcTByBa Ha UMYHUOT
CUCTEM U MOXe [a Npeau3BuKa Hamanysake Ha 6pojoT Ha HeyTpodunu (Bua
Ha Oenu kpsHM knetku). 3atoa, BawuoT rnekap Moxe fna Hanpasu
ucnuTyBare 3a ja nposBepu Janv umarte AOBOMHO HeyTpodunv v Aa v
cneau sHauuTe U CUMNTOMUTE 3a UHbeKUMja.

e Tpombouutu. TpomMBoLUTUTE CE ManU KOMMOHEHTU Ha KpBTa KOW nomaraat
Aa ce conpe KpeapeweTo co hopMuparse Ha koarynymu. Kaj Hekou nuua kou
npumMaar Actemra goara fo onarawe Ha OpojoT Ha TpoMBoUWUTH BO HUBHAaTA
KpB. BO KNUHW4KWUTE CTyauW, NagoT Ha TpomBouutuTe He 6un NoBpsaH co
CEPUO3HO KpBapeHe.

e XenatanHuW €H3WMMU. XenaTtanHuTe €H3UMU Ce MNPOTEeWHW CO3JafeHW of,
UpHMOT gpob6 kou MoxaT Aa ce ocnoboaaT BO KpBTa, M NOHEKorail
nokaXKysaaT xenaTtanHo olTeTyBawe Unu Gonect. Hekou nuua kou npumane
Actemra UMaaT NopacT Ha XenaTanHUTE EH3UMMU, LLTO MOXe Ja Ouae 3HaK Ha
XenaTarnHo owTeTyBawe. [1opacToT Ha xenaTanHuTe eHauMu e 3abenexad
rMo4YecTo aKo NEeKOBMTE KoM MOXaT Ja Guaar WTeTHu 3a upHuoT Apob ce
KopucTtaTt 3aeAHo co Actemra. Ako umaTe nopacTt Ha XenaTanHUTe eH3UMM,
Bawwot nexkap Tpeba BeaHall ga ce norpwxu 3a Toa. BawmoT nekap mMoxe
Aa oanyyn Aa ja npoMmeHu gosata Ha Actemra, unu Ha ApYrvMoT nek, unu
noTeHLMjanHo KOMMIETHO Aa ro NpPekuHe NekysaweTo co Actemra.

e Xonectepon. Hekon nuua kou 3emaat Actemra Mmaat nopact Ha KPBHUOT
Xonectepon, WTO npeTcTtaByBa BuA Ha nunug (MacHoTuja). Ako umare
nopacT Ha xonecTeponoT, BalmoT nekap Moxe ga Bu npenviie nekosu Kow
ro HamanysaaT XONecTeponorT.

Oanu nauneHTUTE MOXE Aa ce BaKUMHMpaaT 3a Bpeme Ha neKkyBakbe co
Actemra?

Actemra e nek Kkoj Bnujae Ha MMYHOMOLUKMOT CUCTEM W MOXe Ja ja Hamanu
cnocobHocTa Ha Tenoto Aa ce Gopu co mHdekumn. VMyHusaumjata co XuBuM Unu
XKUBU-ATEHYMPaHW  BakuWHKW  (KOW  coapXaT MHOTYy Manu  KOMWYMHWU  Ha
MWUKPOOPraHuamu mnu ocnabeHn MUKpPOOPraHu3MK, Kako LUTO € BakuuHaTa 3a rpun
unu Manu cunaHuum, sayuwku, pybeona (MMR) BakuuHa) He TpeGa Aa ce npuma 3a
Bpeme Ha nekyBamweTo co Actemra.




Kou ce noteHuujanHuUTe CEpUO3HM HecaKaHU
echekTn og Actemra?

Undrekunmn. Actemra e nek koj envjae Ha BawmoT MMYHONOLWKK cucTeM. Bawmot
WMYHOIOLLKM cucTeMm e BaxeH Guaejkn Bu nomara ga ce Gopute cO MHekuuuTe.
Bawara cnocobHocT 3a 6opba co mHpekuunTe MoXe ga ce Hamanu co Actemra. 3a
TeLWKW WHbeKumMn MoxXe aa Buae notpebeH TpeTMaH M XocnWTanuaauuja, a Bo HeKoW
cnyyaw Toa MOXe Aa AoBeae A0 CMPT.

Begnaw noGapajTe MeAMUMHCKA MOMOW aKO WMaTte 3HAUW/CUMNTOMW Ha
WHpeKUMja Kako WwTo ce:

e Tpecka u Temnepatypa

e [locTojaHa kawnuua

e [yOUTOK Ha TenecHa TexmuHa

o bonka BO rpnoTo UNK BocnaneHo rpno
o CBupexu BO rpagute

® LlpBeHa nnu oTedeHa Koxa Uunu nnyckaBsuuUW Ha ycTaTa, NYKHaTUHW Ha KoxaTta
Unu paHun

o CepuosHa cnabocT unu 3amop

e CTomayHa Donka

AbgomuHanHa Gonka

MNauveHTUTE KoM NpumaaT Actemra BO peTku Criyyau UMaaT CepUO3HU HecakaHu
edeKT Ha XenyaHWKoT W upeeata. CUMNTOMUTE MOXE fa BKIyyaT Tpecka W
nepsucTeHTHa abaomuHanHa Gonka co npomMeHa Ha HaBuKUTe Ha LpeBaTa. BegHaw
noGapajre MeAULMHCKA NMOMOL aKo UMaTe cToMadyHa Gonka WU Konvka Unu ako
3abenexuTe KpB BO cTonuuara.

ManuriureT MeguUMHCKUTE NPOAYKTU KOW AejCTBYBaaT Ha MMYHOMOLUKUOT CUCTEM,
kako Actemra, Moxe fa ro aronemaT pU3uKOT 38 MariurHuTeT.

XenaroTOKCHYHOCT

Kaxete My Ha BawwuoTt nekap ako umate 3abonysawe Ha upHuot apoG. lNpeg
ynotpeba Ha Actemra, BawwoT nekap mMoxe Aa HanpaBW KPBHU aHanv3W 3a Ja ja
uaMepu pyHKUKnjaTa Ha LpHUMOT apob.

MNpobnemu co UpHWOT Apob: 3ronemysara BO CrEL T Ha nabopaTopucKK




Bo petku cnyyau, nauueHTUTe [OXuBEane CEPUO3HM KUBOTO-3arpo3yBauku
npobnemu co UpHUOT Apob, o KoM 3a Hekou umano noTpeba o TpaHcnnaHTauuja
Ha upHUOT Apob. PeTkute HecakaHu etheKkTn KoU Moxe ga enujaar Ha 1 og 1.000
KOpUCHULM, ce BocnaneHne Ha LpHUoT Apob (xenatutuc) u xontuua. MHory pepok
HecakaH eghekT, Koj moxe aa Bnujae Ha 1 on 10,000 kopuCHUUYM € OTKaXyBake Ha
hyHKUMjaTa Ha UpHUOT Apob.

BepHaw kaxere my Ha BawwuoT nekap ako sabenexute noxonTysawe Ha koxara
1 o4nTe, uMaTe TeMHO kadeasa 6oja Ha ypuHa, Gonka unu OTOK Ha ropHaTa AecHa
CTpaHa o/l NpeJenoT Ha CTOMAaKOT UMK Ce YyBCTBYBaTe MHOMY U3MOPEHU 1 3ByHeT!.
Moxebu ke HemaTe HUKaKeBM CUMNTOMM, BO TOj CMy4aj OBa NOKAYyBaH-€ Ha EH3UMUTE
Ha UpHWoT Apob ke Buae 3abenexaHo BO TECTOBUTE Of KpBHA aHanuaa.

NoBuk 3a npujaByBame

PasroBapajre co nekapoTt, MeaULMHCKaTa cecTpa unu cgapmauesToT, ako Bue
unu BawwuoT naumMeHT uMarte npawara Unu 6uno kaksu npoGrnemMu.

AKO nauMeHTOT MOYYBCTBYBa HecakaHW edeKkTH, pasrosapajTe coO fieKaporT,
chapmaueBTOT MNM MeguUMHCKaTa cecTpa. OBa BknyyyBa GWUMO KOM MOXHM
HecakaHu edeKkTu KoM He ce HaBedeHW BO YNaTCTBOTO.

lMpujaByBajku ru HecakaHute echekT, Bue unu BawwumoT naumeHT Moxere ga
nomorHeTe na ce obesbepnaTt noseke uHcgopMauum 3a Ge3begHOCTa HA OBOj
nekx.

Bo cnyyaj Ha comHeBak-e 3a HecakaH HacTaH npujaBeTe ro Ao:

Oppen 3a 6e3begHOCT Ha NeKoBU

POLLU Makeaonuja JOOEN Ckonje
Appeca: yn. Makcum MNopku Bp. 13 kat 3
Ten: 02 3103 500

e-mail: macedonia.drugsafety@roche.com

AnTepHaTMBHO, CEKOE COMHEBatLE 3a HECaKaH HAacTaH npujaseTe ro Ao:

HauuonaneH ueHTap 3a apmakoBurunaHua npu AreHuujaTa 3a fEeKoBU W
MeauuMHekn cpeactea (MAJIMELD)
Appeca: yn. cs. Kupun u MeTtoauj 6p. 54 kar 1

Ten: 02 5112 394
UITKA MO eneKTPOHCKK nNaT npeky sed cTpaHaTta Ha AreHuwjaTa hitp:/malmed.gov.mk/
e-mail: farmakovigilanca@malmed.gov.mk

3a uenocHn uwHcopMauuM 3a CUTE MOXHM HEecakaHu edekTw, nornegHeTe ro
YnatctBoTo 3a ynotpefa Ha nek: YnaTcTBO 3a nauueHT, 3a nekoT Actemra, koe
MOXe fOa ce Hajae Ha eeb cTpaHaTa Ha AreHuMjaTa 3a NeKoBW W MeaWuLHCKM
cpeactea (MAJIMEL) (https://lekovi.zdravstvo.gov.mk/drugsregister/overview).







