YERVOY®

(ipilimumab)

Boauy co nHpopmaumu
33 NauMeHToT

Ako Bu e npenuiuaH nekot YERVOY® kako MoHoTepanuja
e [poyuuTajTe ro oBoj Boguy u YERVOY” (ipilimumab) Kaptudkara co npeaynpeaysarba

3a NaUUEHTOT.

AKo BM e npenuLiaH nekot YERVOY’ Bo KombBuHaLwja co nekor OPDIVO®

e MpouuTajte ja OPDIVO® (nivolumab) KapTtuukaTa co npeaynpeaysara 3a

nauneHToT.

MpujaByBarbe Ha HecaKaHU AejcTea

Axo pobueTe Hekoe HecakaHO [€jCTBO pasroBapajTe co BaWWOT ekap. OBa r BK/y4yBa U CUTE MOXHMW HECaKaHU AejcTBa Kou He ce
HaBe/ieHW BO YNATCTBOTO 33 NALMEHTOT. HecakaHuTe fejcTBa 04 NEeKOBUTE MOXKeE Jia M'1 NpujasuTe U BO HauMOHaNHUOT LeHTap 3a
(bapmakosurunaHua npu AreHumjata 3a IeKOBU U MeAULMHCKU cpeacTea (ya.Ce.Kupun u Metoauj 6p.54 KaT 1) MAM NO @NeKTPOHCKM
naT npexy se6 cTpaHaTa Ha AreHuujaTa http://malmed.gov.mk/ unu ao HocuTenoT Ha 0A06PEHUETO 3a CTaBatbe Ha IEKOT BO NPOMET
B0 Peny6auka CesepHa MakeaoHuja: AMukyc dapma 4.0.0.e.n, 6yn. Maptusarcku Oppeay 6p. 62 namena Li, mesanuH 6p. 3, Bnes 1,
1000 Ckonje, CeBepHa MakeaoHuja, 0AroBOpHO inLe 3a papmakoBurunaHua: Kcenuja Muukosa umutposa, TenedoH: 070 276 973,
e-nowra: ksenija.mickova-dimitrova@swixxbiopharma.com.

Co npujasyBatbe Ha HecakaHUTe [1ejCTBa MOXeTe A3 NomorHeTe Bo o6e3be,

0BOj NeK.
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Bosen

° 0Boj Boguu r1 06e3benysa MHGOpMaLmuTe 3a TpETMaHOT co nekot YE RVOY’ 1 r onuiuyBa MOXKHUTE 3HaLM U
CUMNTOMM Ha HecakaHW AejcTBa KOU MOXeTe Aia 1 no4vyBCTByBaTe.

°McTO AiaBa BaXKHU COBETU 3a TOa LWTO Tpeba fa HanpaBuTe AOKONKY MOYYBCTBYBATE 3HALWM U CUMNTOMMU, Aa BU
NOMOTHe 1a Ce ocurypare feka oBue 3Hauy M CUMNTOMU HeMa Aia ce B/IOLLaT U Aja Ce JieKyBaTe LITO € MOXKHO
nobpry 1 noeduKacHo.

* lekoT YERVOY® mosKe fia npeau3suka CepuosHM HecakaHu AgjcTea BO pas/iMuHW Ae/I0BY OA, TeOTO Ha Ko Tpeba BeaHalLl
[a ce pearvpa, 6e3 pas/vKka Ha TeXMHaTa, 3a Aa ce CNPEeYU HUBHO B/IOLLYBatbE.

* OBoj Boauu ja Brayuyea u Kaptuukara co npegynpeaysatba 3a nayueHTor. Cekorall Hocete ja Kaptuikara co Bac 1
MNOKaETE ja Ha CEKOj 3APaBCTBEH PABOTHYK Koj Ke ro KOHCy/TUpaTe (Ha np. BaWMWOT NieKap He e AocTaneH Uan AOKOKY
nartysare).

32 ONONHUTENHU MHbOPMaLMK 3a ekoT YERVOY® npouuTajTe ro ynatcrsoTo 3a ynotpeba Ha IeKoT.
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LLITo Tpeba Aa npoBepuTe Co IeKapoT npeg,
3aMoYyHyBakbe Ha TPETMaHOoT

Mpep 3anoyHyBakbe Ha TpeTMmaHoT Tpeba Aa ro uHGopmupaTe NeKapoT 3a NPETXOAHO
NpUMeHUTe Tepanuu U cutTe 601eCTU KOU CTE M UMane WK ceyLliTe r umare.

Mokpaj Toa, BalWMOT NeKap Nnpea TPETMaHOT Ke ro NpoBepu CNeAHOBO:

® [anu npumMaTte KOPTUKOCTEPOUAU UNW Apyra Tepanuja Koja BAKUjae Ha UMYHOIOWKUOT CUCTEM

® a1 3emaTe IeKOBM KoM CrpeyyBaar 3rpyTyyBakbe Ha KpBTa (aHTUKoarynaHcu)

® pesynTaTu of TeCcToBUTE 3a GYHKUMjaTa Ha LPHUOT Apo6

® pe3ynTaTu oA TecToBUTe 3a dyHKLMjaTa Ha TUPOUAHATA Ke3aa

® flann umare aBToMMyHa bonecT (coctojb6a Kora opraHu3MoT rv Hanafa CONCTBEHUTE KAETKM)

® nann 6onepysate UK HeKorall cTe 6une 601HU 04 XPOHUUHA BUPYCHA MHbEKLM]a Ha LpHUOT Apo6,

BK/IY4yBajKu:
e xenatutuc B (HBV)
e xenatutuc C (HCV)

® nanu 6onegysate of MHGEKLM]a CO BUPYCOT HAa XyMaHa UMyHoZeduumeHUmja (HIV) uam curapom Ha cTeKkHaTa

umyHogeduumerumja (AIDS)

® fanuv cTe TPYAHa, AaNu AOUTE UAKU NaaHupaTte 6pemeHocT

® BallaTa OnlTa 34paBCcTBEHA COCTOj63, 3a Aa Ce YTBPAM Aa/iM CTe MOroAHM 3a Tepanuja
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[NaBHU HecakaHu AejcTBa o4, TPETMaHOT

JlekoT YERVOY® nomara BO aKkTvBaLujaTa Ha UMYHOJIOWKUOT cUCTeM 3a 6bopba NpoTUB KaeTkuTe Ha pakoT. Moctou
PU3UK aKTUBUPAHUOT UMYHOIOLLIKW CUCTEM [1a UM HALITETU Ha 34PaBUTE K/IETKM BO TEJIOTO, LITO MOKE A3
npeausBKKa NOTEHLMja/IHO CEPUO3HU UM UBOTO-3arpo3yBayKu HecakaHu ejcTea. 3HauuTe U CUMNTOMUTE 04,
HecakaHuTe [iejcTBa MOXKaT Aa ce jaBaT BO 610 Koe Bpeme BO TEKOT Ha /IeKyBareTo UK MeceLu nocne
3aBpLUyBaHbe Ha TPETMaHOT.

LLiTo aa HanpaBuTe AO0KOJIKY Ceé COMHeBaTe Ha HecakaHo AejCTeo:

| &

e BegHaw obpateTe ce Ha CBOjOT JieKap AOKOJIKY Ce nojasat 6uno Ko 3Hauu unm
CMMNTOMMU, HE MOMUHYBaaT UK ce BAOLWYBaaT. Hasuaym 6narure sHauM U CUMNTOMMU
MoXKaT 6pry Aa ce BNOLWAT JOKOJIKY He Ce TpeTupaar.

® HE rv TpeT1pajTe CaMu 3HaLUTE U CUMNTOMUTE.

e HE uyBcTBYBajTe CpaM MM 3arpUNKEHOCT AieKa My AocasyBaTe Ha BalWOT NeKap.

Be monume obpatete BHUMaAHUE:

L] CneAHMTe 3Hauu U CUMNTOMU HE ce cute MOXXHU 3Haun U CUMNTOMU Ha HeCakaHU p.ejc*raa oa Tepanwjara Cco
nexot YERVOY’.

o Hekou 3Haum U/Mam CUMNTOMM KOW Ke ce MojaBaT BO eAeH AieN Ha TeN0TO MoXKaT Aa buaat nosp3aHu co
HecaKaHo AejTCcBO BO APYr Aen 04 TeNoTo (Ha np. onTa npeboeHOCT Ha KoxaTa moxe Aa buae 3Hak Ha
npo6aemu co LpHUOT Apob).

PaHuoOT TpeTMaH Ha HecakaHWuTe fejcTBa ja HamanyBsa BepojaTHOCTa Tepanujarta co
nekot YERVOY® aa 6uae npyspemeHo Uau TpajHO NPeKMHaTa, LITO OBO3MOMKYBA Aa
OCTBapUTE MAaKCUMaJ/IHa KOPUCT 04, TPETMaHOoT.
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MOXHWU HECARKAHW AEJCTBA

(= ) LIPEBA U KENYHUK

® nujapea (BOAEHU, PETKU MU MEKU CTONULMU),
KpBaBu UAM TeMHO npeboeHu cTonmum

® noyecra nepucTanTUKa Ha LpeBa o4
BoobuyaeHo

® 60JIKa UK OCETIMBOCT BO WeNnyaHUKoT
WU CTOMAKoT, rageme, noapal-’(al-be

(ﬁ) LUPH POB

® )konTa NpeboeHOCT Ha OYUTE UK KOXKaETa
(swontuua)

® 60/1Ka BO AiecHaTa CTpaHa Ha CTOMaKoT

® TemHa npe6oeHOCT Ha ypuHaTa

(\@) KOMA

© KoXKeH ocun co uau 6es yewatrbe, CyBa Koa
® NAUKOBW U/UAK Nynere Ha KoyKaTa, adTi BO

ycTata
® OTeKyBatbe Ha JIMLETO UNU TMMOHUTE 3K1e3aM

@;) ouu

* LPBEHUO BO OKOTO
¢ 6onKa BO OKOTO
* Npobnemu Co BUAOT U/IU 3aMaTeH BUA,

9
CL@ HEPBU
[N

® MycKy/iHa cnaboct

¢ BKOYAHETOCT WU TPHEHE BO paLeTe,
cTananara Uam ILeTo

* BpTOrNaBuLa, rybere Ha cBecT unm
TewkoTuu npu byaereto

( *) onwTtu cmMmnTomMmu
A/

® noKayeHa Te/seCHa TeMnepaTypa, rnasoboska,
ymop

® KpBapere

® NpOMeHU BO OAHecyBabeTo (Ha np. HamaneHa
ceKcyanHa »enba, pasapasnuBocT Uau
3abopaseHoCT)

® nexuaparaliuja, HU30K KPBEH MPUTUCOK, LOK
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APYTY BAXHW HECAKAHU OEJCTBA:

TewkKn peakuum oa uHdysunja

* MosKaT fAa ce nojasaT peakuuu of uHy3smnjaTta Ha nekot YERVOY’ B0 umpKynaumjata, 0614HO 3a Bpeme Ha
anavKaupjata uav 24 yaca no ansiMkaumjata Ha JIeKorT.

° BepgHallu KaykeTe My Ha BalLUUOT JIeKap WU MeAULMHCKaTa CeCcTpa A OKO/KY ce nojaBat caegHUTe CUMNTOMM BO
TeKoT Ha UHy3ujaTa Ha neKoT YERVOY®: MOPHULM UK TPpecebe; Yellatbe MU OCUN; LIPBEHU/I0; OTENHATO
AVlLEeHe; BPTOr1aB1La; NoKayeHa TeslecHa TeMNepaTypa; U YyBCTBO AeKa Ke ce OHecBecTUTe.
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KapTuuka co npeaynpeaysata 3a nalmMeHToT

° CeKoralu HoceTe ja KapTuuKarta co npeaynpesysatba 3a NauMeHToT co cebe M NOKAKETE ja Ha CeKoj 34PaBCTBEH
paboTHMK Koj Ke ro noceTute (Ha Np. ako BaLIMOT JIeKap He e AocTaneH UK ako naTysate).

*KapTuukaTta co npefynpeaysarba 3a NaLMEeHTOT BE NOTCETYBA Ha HajBaXKHUTE CUMNTOMM KoM BeAHalw Tpeba Aa
Y NpujaBuTe Ha NeKkapoT/MeauLMHCKaTa cectpa. Ha KapTuukaTa ce HaofaaT U KOHTaKT NOAaToLUM Ha BalMOT
JIEKap 1 Taa CNYM Kako uHPopMaLmja 3a ApyruTe 34paBCTBEHW PabOTHULM fleKa ce lekyBaTe CO N1eKoT
YERVOY'.

°34paBCTBEHUOT PaBOTHYMK KOj Be NekyBa co iekoT YERVOY® Tpeba aa nonosHW ‘KOHTaKT NoAaToLy Ha NekapoT’ Bo
KapTuukara co npeaynpesysarba 3a NaLWEHTOT, @ UCTO Taka U Aa r'1 HaBeAaT CBOMTE KOHTaKT NoAaTtouy noaony.

YERVOY®

(ipilimumab)

KapTunyka co

npeaynpeaysatba
3a nayueHToT
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KOHTaKT nogaToum Ha nekapoT (Koj ro npenuwan nekot YERVOY®

WUme Ha nekapot
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3a noseke MHbOPMaLMK NPOYMUTA]jTE rO YNaTCTBOTO 3a ynoTtpeba Ha nekoT YERVOY® goctanHo Ha
https://lekovi.zdravstvo.gov.mk/drugsregister/overview uau fa ro KOHTaKTUpaaT HOCUTENOT Ha 0A06PEHNeTO 3a CTaBakbe Ha
NeKoT BO npomeT Ha TenedoH: 02 3286 400 unu e-nowrta: medinfo.northmacedonia@swixxbiopharma.com.
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