[IITo TpeGa aa 3uaere 3a gexor MabThera®?

Baxuu 6e30eaHocHN HHpOPMAIIHN 32 NaHeHTH (WJIH 32
poauTen/cTapaTe/d HA NMeAHjaTPHUCKH MALUEHTH) KOH I'0

e Bugere ro ynarcTBOoTO 3a nalMeHTH 33 /3a TMoBeKe

Bepauja 8.0.2



Oxoay oBaa dpomypa

Wudopmanuute Bo oBaa Opoliypa ce HAMEHETH 3a MAIMEHTH (MM 3a pOaUTENH/
cTapaTeNd Ha MeAMjaTPUCKM MAlMeHTH) KOM ce JeKyBaar co nekor MabThera
(rituximab) 3a nekyBare Ha PeBMAaTOUAEH apTPUTHUC, IPaHYJIOMATO3a CO MOTHAHTHTHC
WA MUKPOCKOICKM MOJMAHIUTUC MK neMuryc Byarapuc. Be MonuMe BHUMAaTETHO
Ja ja mpouurtate oBaa Opowypa — 3a Bac e ox ronemo 3Haverme ga 3Haere cé 3a
OeHeuTOT U pU3UKOT 3a JekoT MabThera

Ogaa Gpoiuypa:
e Ke Bu jazie ofroBofi, i R _KOW MOKE J1a MMaaT MOTEeHLMjaeH PU3HK
O/l MPHUMEHa Ha QQOJ% oa ke momorHe Ha Bac u Ha Bammot
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e Ke Bu nane HHQ;’)@ mé.iwﬁ‘vce,gx_@f tOHM 1a ' 3HaeTe Mmpej ia ro NPUMHUTE
nexot MabThera % W, SHRVE. +/
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e Ke Bu gane nndopmar M HecaKaHHM JigjcTBa 3a Kou Tpeba aa bupete
CBECHM — OBa BKJIydyBa peTKa HO cepuHo3Ha WH(eKLHja Ha MO30K Koja ce
Hapekysa ,,JIporpecusHa myntudokansa neykoeHuedanonatuja® wmu [TMJ1

e Ke Bu 0Bo3moxu uudopMauja 3a 3HamuTe Ha nHbekumja u [IMJI

e Ke Bu mase mHCTpyKUMja wTO € MOTPeOHO N HANpaBHTe JOKOIKY CMETaTe
Jexka umare nHdexuuja wim [TMIJI

e Ke Be unbpopmupa okomy MabThera Kapmuuxama 3a nayuenmu co
npeodynpedyearsa

LlITo Tpeda na 3naere 3a sekor MabThera?

3a sexkor MabThera

Jlexor MabThera Bnujae Ha MMYHHOT cucTeM, 3a BpeMe Ha npumeHa Ha MabThera
MOKETE Ja CTaHeTe MNOoANOXHU Ha MHGpekuun. Hekon mHbekuum moxar ga Gupar
CEpHO3HH M Na OapaaT JeKyBame.

3a mro ce kopueru gekor MabThera

Jlexor MabThera ce KOpHCTH 3a JeKyBame Ha pa3nuuHu 3abonyBawa Ha Bamuor
UMyH cucteM. OKony aetanu 3a ynorpedara Ha MabThera BuaeTe Bo YNaTcTBOTO 32
ynotpeba Ha JeKOoT.

Oxoay npumena Ha Jgexkotr MabThera
Jlekor MabThera ce naBa kako HHTpaBeHCKa HH(Y3H]ja.

Kako u cexoj apyr nek, MabThera moxe na npenusBuka HecakaHW JiejcTBa, HAKo
HeMa Jia Ce jaBaT Kaj CeKOro M MOBEKETO O/ HUB HE Ce CEepUO3HH.



e Kora ro npumare nexor MabThera Bo koMOMHaLMja cO APyrd IEKOBH, HEKOH
HECaKaHU JEjCTBA KOU Ke Il [104yBCTBYBATe MOJXKE Jia CE PE3y/TaT Ha NIpUMeHa
Ha JIpYT JIeK.

e Hekou HecakaHu O€jcTBa MOXE 1a CE€ CEPUO3HM WM jAa Ouae mnorpeGHO
nekyBamwe. [lopeTko, HEKOM HEecakaHM MEjCTBa MOxe jJa OWjaT >KUBOTO-
3arpo3yBayKku.

JoxonKy Ouo Koe HecakaHo JIgjCTBO CTaHe CEPUO3HO, BeJHALl H3BecTeTe ro Bamuor
nekap, (apMaleBT WM MeJHLMHCKAa cecTpa. JIOKOJIIKY umare OHIO KakKBo
NOTOJIHUTENIHO Mpalllatke, nocTaBeTe ro Ha Bamwor nekap, ¢dapManestr wWiu
MEJIMLIHHCKA CeCcTpa.

Co cebe HOceTe CNMCOK Ha CUTE JIEKOBM KoM rv npumare. [Ipu cekoja mocera Ha
37paBCTBEH pabOTHHMK, KaKo IUTO Ce JieKap, MeJMLMHCKA CecTpa WM CTOMATOJIOT,
noTpebHO € 1a ro MOKa)KeTe CIHUCOKOT Ha JIEKOBH KOM TH NpHMAaTe.

[lpea npumame Ha aekor MabThera

[TotpebHo € ma ro ussectTHTe Bammor jekap, GapMaleBT WIH MEIWLMHCKA CecTpa
OKOJIy nipuMarbe Ha JiekoT MabThera 1oKo/IKy UMaTe MM BO MHHATOTO CTE UMAJIE:

Hupexkuun

Hspectete ro Bammor jekap, ¢apmaueBT HJIH MeIMIOHHCKA cecTpa mpes
npuMambe Ha JekoT MabThera gokoaky:

e MowmenTanno umare uHdekuuja (Lypu 1 6nara uHdexu#ja Kako mWTO € HACTHHKA).

nouyekare Ja noMuHe uHbpeKuMjaTta mped Oa
MabThera

e lMaTe CKJIOHOCT KOH MH(EKLHH HITH BO MUHATY
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e ViMate MM BO MHHATOTO CTE MMaJie Telka HHQCkIEgja &axa %gfo &' W jepkyiosa,

3rpyT4yBarbe Ha KpB (cerica) WM OMJIO Koja JpyEa 'aQCTO_j a Koja g’a ocnaCHyBa
Baumuor UMyHOIOLIKK CHCTEM > CS ;’0 #fe .

e lmare COCTQ]6E1 Koja BOAM [0 MOrosieMa BepojaTHOSF-1a8—HOOMETE CEPHO3HA

uHdekurja Koja Gapa neKyeare.

Apyru cocrojoun

Hsgecrere ro Bammor Jjekap, ¢papManeBT HJIH MeIHIHHHCKA cecTpa npen
npumeHa Ha JiekoT MabThera xoxoaxy:

e Hwmarte Gonecr Ha cpueto
e HMwmare npoGieM co auLIee
e Cre GpemeHH, iaHupaTe OpeMEHOCT MITH JIOUTE

e MOMEHTaIHO MMAaTe WM HEKOTalll CTe MMasle BUPYCEH XelaTUTHC Wik OWIIo Koja
©osiecT Ha LPHUOT Apod

e MomMeHTalHO KWMaTe WM HeKorail cre uMalie abHOpMalHH pe3yjiTaTH oOf
nabopaTopucKa aHalli3a Ha KpB WIIH YpHHA



JlekoBH

H3eecTere ro Bammor .Jexap, dapManeBT MM MeIHIHHCKA cecTpa mpen
npuMena Ha jJexkor MabThera gokonky:

e [Ipumare Tepanuja 3a BUCOK KPBEH IIPUTHCOK

e AKO mpuMaTte MJIM BO MHHATOTO CT€ NMpHMaie JEKOBH KOW MOXE jJa BIHjaaT Ha
BamMoT HWMYH CHCTEM — KaKo ILITO ce€ JIEKOBM KoM ro cinabear Bawmumor
HMYHOJIOLIKM CHCTEM M C€ HapeKyBaaT ,,MMYHOCYNPECUBU™ WM BHJ Ha Tepaluja
3a JIeKyBare Ha KapLIHHOM K0ja ce HApeKyBa ,,xeMoTepanuja“

e Cre mnpuMmuiIe XeMmOTepanuja Koja BIMjae Ha CpuETO (KapAMOTOKCHYHA
XeMoTeparuja)

e MoMeHTalHO NpUMaTe WIK HeojaMHa cTe MpuMuiae OMIO Koja apyra Tepanuja.
OBa BKJyYYBa JIEKOBH KOM ce 3eMaaT 0e3 JeKapcKH peuent M xepOajHH
npenapars.

Bakunnauuja

Hseecrere ro Bammor jekap, dapmaneBT HIM MeJHLUHMHCKA cecTpa mnpen
npumeHa Ha Jiekor MabThera qoxoaky:

e Cwmertare neka MoxeOM BO Onucka MIHMHA Ke Mopa Ja Ce€ BakLMHHUpaTe,
BKJIyYUTENTHO W BaKLIMHH ncnpeGrm 3a MaTyBake BO Apyra JpiKasa.

MabThera HUTY HEKOJKY mecey &\ﬂ‘p éﬁ%ﬂ@

MpoBEpH JANM € NOTpeGHO 14 qngiﬁMlgre 6@0 Kai
nexot MabThera. [ W N 0;
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TIMHCKA CECTpa JOKOJIKY CMETaTe
Bac. lokonky He cTe€ CUTrypHH

MEJHMUHMHCKa ceCTpa npen ma ro

pasroeapajte co Bammor nexap
npumMuTe nekot MabThera.

3a Bpeme H no npumame Ha JekoT MabThera

Jlekor MabThera Bnujae Ha BaluMoT MMyH CHCTEM H 3a BpeMe Ha NpUMEHA Ha JIEKOT
MabThera MoxeTe fa cTaHeTe MOMIOKHH Ha HHPEKUHH. Hekon nHpekuun Moxe na
Oupar cepuo3HU U 1a Oapaat JeKyBame.

Uudexkunn

Beanam Tpeba ga ro M3BecTHTe BALIHOT JeKap HJIH MeJHIMHCKA cecTpa aKo
3a0e/ieKUTE HEKOj 01 CJIeIHHTE MOKHH 3HAIIH HA HHQeKIHja:

e 3rojieMeHa TesliecHa TeMneparypa (rpo3HuLa) co Wik Oe3 Tpenepeme
e VYropHa Kalauua,
e [yOeme Ha TelecHa TEeXKHHa,

e boJsKa YMj NIpUUMHKUTEN HE € MOoBpena,



e  Onuwrto 4yBCTBO Ha CNabOCT, 3aMOp HIIH HEJOCTATOK Ha €HEpryja
e boska BO BH/1 Ha NeY€HE MPH MOKPEHE

Bennaw wssectere ro Bawmor nekap, (apmaieBT WM MEIMUMHCKA CECTPa aKo
3abenexuTe GUIIO KOe Ofl rOpeHaBe/IeHUTe 3HALM Ha HH}EKLuja.

Cepuosna uHdexunja Ha MO30K [IporpecuBua myarudoxaina
Jeykoenuedaaonaruja (INMMJI)

Jlexor MabThera petko Moske 1a mpeAM3BHKA cepHO3HA HH(EKLMja Ha MO30K Koja ce
BuKa ,[Iporpecusna mynrtudokanna neykoenuedanonatuja” uwiu [IMJL [IMJT mosxke
A2 JIOBEJIC 10 CEPUO3EH HHBANIMANTET U MOXKE J1a OHZIe CMPTOHOCEH.

[IMJI e npenuseukan on Bupyc. Kaj moBeketo 31paBu BO3paHH JMua, OBOj BHpYC €
npUTaeH (HeaKTHBEH) M co Toa € GesonaceH. TOYHO He € MO3HATO 30IUTO BHPYCOT Ce
aKTHBMpA Kaj HEKOH JIMLIA, HO Toa MOXKeOH ce IOMKH Ha 0CJIabHATHOT UMYHMTET.

Beanam Tpeba aa ro m3BecTHTEe BAIIHOT JIKAP H/IH MEIHIHHCKA CECTPa aKo
3a0esiexxuTe HEKOj o1 ciieqHuTe 3HaUH Ha [TMJL:

e  KoH(y3Hja, ryOMTOK Ha MEMOpH]ja WITH MPOGJIEMH CO Pa3sMHCITYBaH-e
e ry0ere Ha paMHOTEKa HIIM MPOMEHA BO HAYHH HA OJCH-E WK 360pyBambe
® HamayieHa CMJa WK cnaboCcT Ha eJHaTa CTpaHa OJ1 TeJI0TO

® 3aMaTCH BHO HIIH I'YGHTOK Ha BHUOOT

Benuam uzpecrere ro Bawwuot JeKap, (bapmauea’r HWIIM MCIHLMHCKa cecTpa axko
3abenexure 6uno0 Koe oA ropeHaBefenuTe 3Hauu Ha [IMJI 3a BpeMe Ha JIeKyBambeTO
WM 2 TOJIMHH 10 [10C/IeiHa PUMeHa 103a Ha nekoT MabThera.

Kaprnuka 3a nauMeHTH co npeaynpeaysama

Kapmuykama 3a nayuenmu co npedynpedysarsa COApPKH/
OesbeaHocTa KoM Tpeba fa rM 3HAaeTe Mpel Ja ro MPUMUTE
3a BpeMe Ha JIEKyBameTO co JiekoT MabThera.
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e Bawwor nekap, ¢apMaleBT HIM MEIMLHMHCKA ceTga%TpeEa "I’ B gan
FEiven g /
npumepok o MabThera Kapmuuxa 3a nayuenmu co ﬁygpé‘o"yea;ba»‘c graum
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kora npumare HH}y3uja oa nekor MabThera. o, "SHKUY .
. CkonsEo
o Kapmuwcama 30 nayuenmu co npedynpedysdrsd CeKorall HOTere—ja co cebe —

MOXE lla_]a HYyBaTe€ BO NMapUYHHUK HJIM BO 4aHTA.

e [Ilokaxere ja Kapmuuxama 3a nayuenmu co npedynpedyearba Ha cUTe KOH Bu
OBO3MOXYBaaT MeaWLMHCKAa rpuwka. OBa ru mnoxpasbupa cuTe JeKapw,
(papMaleBTH, MEAMLMHCKH CECTPH WM CTOMATONO3M KOM T'M IIOCETYBAaTe — HE
caMo crelujanucToT Koj Bu ro npenuiman nekor MabThera.

e 3a Bawero seKyBame H3BecTeTe ro BallHOT mapTHep WM JIMIETO KOE Ce TPHKHU
3a Bac u nokaxere My ja Kapmuukama 3a nayuenmu co npedynpedyearsa 3a1oa
IITO TOj/Taa MoxXe Ja 3abenexar HecakaHM [IejCTBa 3a Ko Bue He cTe cBecHM.



e Uygajte ja Kapmuuxama 3a nayuenmu co npedynpedyearoa co cebe Bo nepuoj o
2 TOAMHH IO MpHUMake Ha mocnenHara go3a Ha nekor MabThera. [lpuunna e
BidjaHueTo Ha nekor MabThera Bp3 MMYHMOT cuCTeM Koja MOXe Ja Tpae
HEKOJIKY MECELIM, TaKa IITO HEeKOM HecakaHW [ejcTBa MOXKE Ja ce MojaBaT U Mo
npekuH Ha TepanujaTa co sekor MabThera.

3ﬂ§a;ﬂ BEH paﬁomux. OBa BKJIyuyBa M CEKOE MOMHO
;egu‘aB eﬁ BO OBa YMaTCTBO.

Onpen 3a 6e30eqHOCT Ha JIEKOBH

Anpeca: yn. Makcum ['opku 6p.13 kat 3
Ten: 02 3103 500

Email: Macedonia.drugsafety@roche.com

AﬂTepHaTHBHO CEKOE COMHEBAHEC 3a HECAaKaH HacTaH l'[ij&BE‘.Te ro no.

HanmoHaneH nenTap 3a ¢papMakoBUrHIaHLA NMPU ATeHLHjaTa 3a JIEKOBH U
meauuuHcku cpeactea (MAJIME]D)

Anpeca: yn. cB. Kupun u Meroauj 6p. 54 kat 1
Ten: 02 5112 394

WK TIO eNIeKTPOHCKHM MaT npeky Beb cTpaHara Ha AreHuujara hitp://malmed.gov.mk/

Email; farmakovigilanca@malmed.gov.mk
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