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Mayzent (siponimod)

KoHTpolHa
ilktcTa 3a

ileKap

Oeaa xoHrporra rvcra e eAyKarr,rBeH vareplrja,r
3a craBarbe Ha J'reKor Mayzent Bo rrpoMer,
M 14 H 14 M 14 3r4 p aar BaxH r4Te uz6p auu p r4 3 t{ rlt4.

Koj

co

Bes npouoruBHa coApxr4Ha.

I4HSOprr,raqravTe AaAeH]/. no oaoj e.{yKaTr,rBeH rvrarepujal He rr4 3aMeHyBaaT oHr{e

AapieHV Bo 36upnnor n:neurraj 3a oco6prunre Ha JreKor. 3a rleJrocHr4

ranSopuaqar4 rrpeA Aa ro Kopr,rcrr4Te JreKor, Be uolrarrre npovurajre ro 36upuuor
u:neuraj 3a oco6uuure Ha JreKor (gocraueH Ha
https://.malmed.gov.mk/perncrap-sa-nerconr,r). Oroj e,qyKarr4BeH uarepujal uoxe
Aa ce HajAe na ne6-crpauuqara Ha AreHqrjara 3a JreKoBr4 14 MeAr{rIr4HcKr4

cpe.qrcrBa @AnMED Bo nenor sa SapuarcozurutangalyrpaByBarre co ptr3r4x
(https ://rralmed. gov.ml</)znpaeynarbe-co-pusur).

Bep3trja 1, jaHyapu 2026

e 3aAoJrxI4TeJIeH KaKO yCJTOB

IIen AOIOJrHITeJIHO Aa Ce

6st,l',J,?A
ffi".:;;{"d*\
$ o* iti.,;i..i.S, t o Is 6 ,/{-!"": >Ja1 l! I iZa*. S,x\i
,3-Itr-ei#fr"tw*.*duL-P, 4D.6
\* sfixu?' ol

Qton;e



PesraNae Ha BaxHH pH3HrIt4t4 rperopaqaHn rpoqeqypkt
3a HHBHa [peBeHrIH ja ulwnr4 Mr4Hr4unsr4parbe

' Moxull AolropoqHu 6es6eAHocHl,r rrMrrJrrrnarlurl rcaj CYP2C9 6ar,luu vrera6oluraropu:
> CYP}C9 rpe6a 4a ce reHorllnr3upa rrpeA 3anor{HyBa}Le Ha rperMaHor 3a Aa ce oApeAr,r Ao3ara Ha
oApxyBarLe

> He npenraruynajre cI4rIoHIaMoA Ha rrar{r4eHru Kor4 ce xoMo3r,rtor:a:z 3aCYP2C9*3*3
> flpularo4ere ja Ao3aHa Ha oApxyBan,e na 1 mg raj uaqueuru co CYP2C9*2*3 uila * 1 *3 reHoruuosr.

' Pu3uK o4 6pa4uapurunja (nxnyuynajftu uapyruyearLa Ha crrpoBoAJrrrBocra):
> BaralHnre 3HaqI4 rpe6a 4a ce npoBepar il Aa ce Har,paBu ocHoBeH EKf npe4 Aa ce 3anor{He co

rperMaHor raj uaqneurpl co cI4HycHa 6pagurap.qrzja, AV 6ron oA rrpB HJrH Brop crerreH (Mobitz ruu
I) aln ucropuja Ha MLIoKapAeu rauQaprr lrrr cprleBa cla6ocr (I{YHA nnaca I ra II)

> CleAere rI4 oBI{e naIII4eHTr4 sa6paguapurMr4r4 Ao 6 \aca [o rrpBara Ao3a a HarrpaBere EKf 6 qaca ro
[pBara Ao3a; AoKonry e norpe6uo, aAMr.rHr{crpnpajre arporrr4H r4Jrr4 rr3orrpeHanr4H rrapeHrepanHo

) npoAoJrxeHo crreAerbe

- r<aj naqueurr4 co HaAr{p Ha cpr{eBr4or pHTaM no 6 .{aca rro [pBara Ao3a

- raj naqaeHTu Ha KoLI I4M e norpe6ua Sapuarolorura r{HTepBeHrluja, npo4oJrxere to cne.qerbero
najvralry [peKy Hok r nosropere rro Bropara Ao3a

- [aqI4eHTI4 co HoBopa3Bueu AV 6ror oA Tper cre[eH Bo Koe 6ulo nperrle ]r flar.laeHrr4 co AV 6lor oA
BTop cre[eH vltv IIoBI4coK urra QTc HHTepBtrJr > 500 msec, BHAJTrB Ha EKf 6 qaca rto
al'ufiHLlcrpaqwjata, rpe6a coo4aerHo Aa ce rperr4paar Lr la ce cJreAar .{oAeKa crlMrrroMr,rre He ce
IIoBIeqaT.

' ycJoBu Bo KoH crltrourrMrrAor e KoHTparrHAIrIIupaH.

' Cocroj6rr Bo Korr curroHrrMoA He ce [pefloparryBa.

' 3rorenaeH pr{3rrn o4 unQexquja .

> KoHrpaan4rarcaquja raj naqueurr4 co cHHApoM Ha r4MyHone$nqnr

> Ilorpe6Ha e rroHoBa KoMrrJrerHa KpBHa cJrrrKa (CBC) [peA 3a[or{Hy
Mecequ r4rrr,r ro [peKHHor Ha rrperxoAHara repanraja). Ce upenopav
CBC sa BpeMe HarperMaHor.

llaquesrure rpe6a neguaru 4a nprajaBar 3Haur4 r4 cr4MrrroMrl Ha r{
IlpenHlxyBa Bo TeKoT 14 Ao eAeH Meceq [o npeKr{HoT Ha TperMaHoT

peaxrunaquja Ha Br{pycor Bapr4rlena 3ocrep (YZY)
- npeA 3arroqHyBame Ha rperMaHor, norpe6eu e recr Ha aHTr,rrerra [porraB YZY sa
YZY utru6es ueroceH

rrarlr4eHrr4 6* ucropuja ua

IlI4KIryc Ha BaKIII4Haqaja npornn VZV. Ar<o recror e Herarr4BeH, ce npe[oparryBa ,qa ce BaKrlr4Hr4pa u la ce 3anoqHe
rperMaHorno I naeceq.

> Pearrueagujaua Apytv Br4pycHr4 uu$erquu
> llporpecwnua uylrz$oKirJrHaneyr<oenqe$atotaruja ([Mn)

- KourpauHp.vKapr raj uaqueurrz co IIMJI
- BuIauareJIHo cneAelLe Ha KJII,IHI4qKr,rre cr,rMrrroMr4 rr HaoAr,rre ol MPI4 Kor4 cyrcpupaar Ha fIMI;

lpeKr.rH Ha rperMaHor co cr{rroHnMoAr{ r4 cooABerHo yrrpaByBarLe co IIMJI
> KpauroroHeH MeHuHrrzruc (KM)

- KoHrpauHp'vKa\r4v raj naqraeHrr,t co KM
- I4snpruyname 4Iajaruocrl,IqKa [porleHKa na KM Bp3 ocHoBa Ha cooABerHr{ cprMrrroMr.r; [peKr4H Ha

TperMaHor co cr{rroHlrMoA tr cooABerHo 3rprrxyBarre ua KM.

Bep3uja 1, jaHyaptr 2026
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Manyrapen egeu:

> florpe6eu e o$rarltoJlorllrn rrperJreA u cJreAe[r,e 3a BpeMe Ha rperMaHor xaj naqraeHrn co 4uja6erec,
yBer4Tr4c urrt4 rpvqpyxHa perr{HaJrua 6olecr [peA 3a[or{HyBame Ha rperMaHor

, Kaj [aIII{eHTu co MaKynapeH eAeM, 3aflorrHere co rperMaH co cr4noHrzMoA caMo orKaKo (e ce noerteqe.

PeupogynruBHa roncurrHocr:
> KornpauH4ltraquja 3a BpeMe Ha 6peuenoct m xaj xeHr4 Bo pe[po.qyKrr4BeH rrepnoA Kor4 He Kopr4crar

e$ercrurua rourpaqenquja

> florpe6en e HetarI4BeH pe3yJlrar oA recror sa 6pelreuocr raj xeuu Bo perpoAyKrr4BeH rrepuoA rrpeA

3anoqHyBarbe Ha TpeTMaHoT

> Xesure Bo perpoAyKrl4BeH rIepI4oA Mopa Aa Koplrcrar eSerrunHa KoHrpaqerquja za BpeMe Ha

rperMaHor ra uajrraalrcy l0 Aena IIo 3aBpr]ryBarbero Ha rperMaHor

) rperMaHor Mopa Aa ce rperuue uajualry 1 0 4eua rpeA Aa ce [naHr4pa 6peueHocra

> TperuaHor Mopa Aa ce npeKprHe ao cnyuaj ua 6peueuocr, 6peuenara xeHa rpe6a 4a 6ra4e

unSopruupaHa 3a MoxHr{ cepr{o3Hr{ pr.r3r4rlu sa $erycor v Aa ce r43Bprur4 yJrrpa3ByqeH rrperneA.

(Dyunquja Ha qpuuor qpo6:

> Kourpauu4Ll<aqraja raj naqueuru co rerxKo xerrarr4r{Ho HapyrxyBame (Child-Pugh cra4uyru C)

> I4sapruere recroBl4 sa SyHrqraja Ha qpHpror Apo6 [peA rroqeroK Ha rperMaHor rr 3a BpeMe Ha

rperMaHor no norpe6a

> Ilperuuere ja ynorpe6ara aro e norBpAeHo 3Har{urerHo HapyrxyBame Ha $yur<qwjara ua upHr4or
npo6.

Arcrunnu MaJrHrHrr :a6oryeama:
> Kourpau HAyrKarlt4v raj naqueHrr4 co aKTr4BHr4 MaJrr,rrHrr :a6olynama
> BnuuarajTe 3a orKpr,rBarLe Ha MaJrr4rHr4 sa6orynarra Ha Koxara rrpeA H 3a BpeMe Ha rperMaHor

> llaquenrure rpe6a Aa 6u4ar [peAy[peAeHr4 Aa He ce r43JroxyBaar Ha coHqeBa cBernr4Ha 6e: gaurara

> Osue narrr4eHrra He rpe6a Aa rrpr4Maar r4croBpeMeHa UV-B Sororepauuj a Hrfii PUVA
Soroxevroreparruja

Bo c.nyvaj Ha HeoqeKyBaH[ HeBpoJrorrrKrr u.lu ncuxujarprrcrcr{ :la6p:auo
HeBpoJrorrrxo BJrorrryBarbe, BeAHarrr rpe6a Aa ce SaKaxe rleJroceH
r{ Aa ce pasr.rega MP}I

,JICA

Tpe6a Aa ce BHlrMana raj flocraprr [aqrreHTrr co uoserterparHrr
6orecr/ rrHBaJrrrAHTer ( nopagr{ 3roJreMeH pr{3rrK oA , Ha rrp .,
HacraHI{ flprr 3anoqHyBarLe ua rperrraHor).

Arco ce [peKrrHe repanujara co clrtroHrrMo4, rpe6a Aa ce 3eMe Bo rrpeeBuA
BrrcoKara aKTrrBHocr na 6o.recra.

Ceroj [aqrreHT rpe6a .qa Ao6ue BoAH.r 3a rraqrreHT /uerynarer u Kapru.rra co florcernrrr 3a

6pelreHocr 3a xteHu Bo perpoAyxTrrBeH rreprroA.

*'*o C1D\'6,e;i
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BoseA

Karo Ael oA nJIaHor 3a MI{HHMH3I4pabe Ha pH3HKor, HanpaBeH}r ce u Bogr,rq 3a rrar{ueHT /Herynarer u
Kapruura co rlorcerHlaK 3a xeHr4 Bo penpoAyKTaBeH rrepproA, Kor4 Moxar Aa ce Kopr.rcrar 3a BoAerLe Ha
Barurzor pa3roBop co nal{IaeuTor. florpaj oBaa KoHrpoJrHa Jrr,rcra 3a JreKapr4 rpe6a 4a ce npoqr,rra H

o4o6peuuor 36upeu usneruraj sa oco6asnre Ha JreKor (SmPC) 3a rreKor Mayzent.

Tepan errc Kr4 r4HAt4 K a\vv

Maj:eur (cauouutr.tog) e uu4lrqrapaH 3a rperMaH Ha BospacHr4 nar{r.reHrr4 co ceKyHAapHa nporpecr.{BHa

MyJIrI4nneKc cKJlepo3a (SPMS) co aKTIaBHa 6orecr [orBpAeHa co peqrrAr,rBr,r hnv Hao1u Ha Bocflanr.rreJrHa

AKTI4BHOCT.

Hanonaeuu 3a Lr36op Ha nauueHTra

KourpauugrrKarlrlu

Cunonurrlo4 e KoHTpar4HAraqrapau raj :

' XlrnepceH3HTLIBHocr KoH aKTLrBHara cyrrcrauqzja , vJrv Ha K[rK[rpr4K]r, coja unu 6uno rcoja o4
Apyrlrre cocrojxu HaBeAeHr4 eo 36rzpHuor u:eeruraj :a oco6unure Ha JreKor

' cr,rHApoM ua rauyuo4e$uqur

' l4cropwla Ha rporpecl4BHa uynruQoxzurua neyroeuqeQatonaruja (IIMn) vilv Kpr4rrroKoKHa
rraeuaurarnc (KM)

. AKTI4BHI{MZTJII4IHI{TETI4

' ceppro3Ho orxreryBarle Ha qpHuor apo6 (Child-Pugh craguyra C)

' flaqueuu,r KoIz I4MarIe zHQaprcr Ha Mr,roKapAor (MI4), necra6nlna aHtLtHa, Mo3oqeH yAaplrpau:ueHren
I4cxeMI4qeH yaap (TI,1A), AeKoMneH3ktpaHa cprleBa cla6ocr (noja 6apa 6onHu.{rpr rperrvrau) }rltu cprleBa
cla6ocr oA KJIaca III/IV oa 3gpyxenuero 3a cpqe na tbyjopr (NYHA) Bo rrperxoAHlrre 6 lrecequ

' Arpnoneurpl4KyrlapeH (AV) Brop crereH Mo6urq ruu II 6loraAa, rper crerreH AV 6roxaga,
curuycujar,na cpueBa 6nora4a utwt uc'topuja sa 6ores cHHycoB cr4HApoM , aKo rrauueHrr4re He Hocar
nejcuejr<ep

' xoMo3r4roreH reHoran CYP2C9*3 (CYP2C9*3*3) (6aeura uera6onraearopra)

' EpetrleHu naqueHTLI H xeHu co norenqrajan sa pafarre Kora He Kopr4crar eSex'rnnua xourpaqenquja.

Mayzent He ce nperopaqyBa

Cunouarr,ro4 He ce flpenopaqyBa raj naqueuru co 6olecu,rre HaBeAeHr4

raj onwe [arlr4eHTr4 rpe6a aa ce pa3rneAyBa caMo AoKonKy orreKyBaHr4Te

norenqr.rjalnvre pv3t4r\u, u rpe6a Aa ce no6apa coBer oA KapAr4orror

cTpaTerr4Ja 3a cne.4er6e 14 MoxHocT 3a [peMr4H Ha J]eK rrrTo He to HaMaJr

npenopaqyBa race c:re4u 6apena npery Hoft .

' flapalereH TperMaH co KJIaca Ia (ua rrp ., xr,rHHAL.tH , rrpoKauuarnrua) vilu Kraca III (ua np .,

aMI{oAapoH , coraror), 6roxaropu Ha KaJrr-lr{yMcKH KaHiuru ( na np . BeparraM}rJr , gurruaseu ) u
Apyrpl JIeKoBII ( na up ., uva6paauH vtv .4r{roKcrrH ) sa xou e [o3Haro AeKa ro HaMzuryBaar

cprIeBHoT pHTaM

' CulrnroM arcxa 6pagwrap4raj a utm uw opvtja Ha [oBTopyBaqKa cr4HKona

' Herourponvpauaxuuepreu:uja
' TeIUKa HeneKyBaHa anueja [prl crrl4en e
. npoAoJrxen QTc r{HrepB€rn (QTc > 500 msec).

Bep3rja 1, jaHyaph 2026
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Ilpenopaxv 3a rperMaH co MaYzent

Kourporuara ilvcra u 4ujarpauor rroAoJry ce HaMeHerH Aa noMorHar Bo 3rpr.rxyBalLero Ha naqrzeHTr4 Kor{ ce

neKyBaar co oLITIoHLIMoA. HaseAeuu ce KryqHr{Te rreKopr.r u 6eneruru 3a BpeMe Ha 3arroqHyBa}Lero, Tpae}Lero

r4Jrr4 rrpeKHHoT Ha'rpeTMaHoT.

IIp"a floqeroK Ha JreKyBabero

' Ocrarypete ce AeKa naqueHTl{Te ce lrs6paur.r cflopeA KoHTpa}rHAHKa\ih u coctoj6r,r Bo Kon rperMaHor He ce
npenopaqyBa.

' ,{a ce oApeAI.I reHorl,Inor CYP2C9 Ha flarrueHTor 3a Aa ce oApeAH ToqHara Ao3a Ha oApxyBa]Le Ha cr,rloHuMoAor.
fenorunnsaqnjara uoxe Aa ce rl3Bprrn4 co AFIK npr,rMepoK Ao6ueu oA KpB LrJrr.r nJryHKa (6yxalen 6prac) ropuc, ejfu,r

Sanger ceKBeHIIIroHHpaLbe unu PCR- 6asupaHr.r MeroAH :a v4enrnsuraquja Ha zapujauruu arenv 3a CYP2C9.
> flarluenrure co CYP2C9*3*3 se rpe6a gailp:aMaar crrnoHr{MoA

) llaquenrzT e co CYP2C9*7*3 unu CYP2C9*2*3 rpe6a 4a go6ujar oApxyBaqxa Ao3a oA 1 mg (no pexr{Mor Ha

rurpaquja)

> CareApyrl4 raulaeHru (CYP2C9 *l*7,*7*2,*2*2) voxar tanpuMaar 2 rng (no pexr4Moruaru'rpaquja)

' llponepxa Ha Bu'railHut 3HauI,I pt n3BprxyBalte uHuqzjareu erreKTpoKapAr,iorpaM (EKf) xaj naqueHrr,r co crrHycHa
6paAurcapauja (cpqee prarau [HR] <55 oruyryearba Bo nrr.ruyra), AV 6aox oA npB r,rnr.r BTop crereH (Mobitz run
l), uru MI,IoKapAeH un$aprt una cpqeBa cra6ocr (nauneura sNYHA xracu I r.r II) no aHaMHe3a, aKo He e
KOHTpar,rHAurlupaH.

' Tpe6a Aa ce BHuMaBa xaj nocrapr,r naqueHTr,r co none(exparuz rorraop6r.r4vreru utu HanpeAHa 6orecr/zHearv1yfier
(nopaqu MoxeH 3roJIeMeH prr3I,IK oA nu$exqzja utu 6paguapurMr4rrHr4 Hacratil nprr 3a[oqHyBame ua'rpemrauor).

' Iporepere AaJIU naqueHror r,rMa HeoAaMHerrrHa KoMlJrerHa KpBHa cnuxa (CBC) r,r recroBlr sa rfyHxqaja Ha rrpHrror

apo6 (aeepureHr4 Bo poK oA 6 uecerlu r,rJrr,r tro rpeKr,rHor Ha flperxoAHara repanraja).

' He sanouuynajre rperMaH co canoHrrMoA xaj naur,reHTr4 co rerxKa aKrHBHa un+erqprja AoAeKa zurferqlrjara He ce
peuu.

' Tpe6a Aa ce BH[IMaBa aKo narl[eHTr,rre ucroBpeMeHo ce JreKyBaar co aHTr,rHeonJracrlrrlHtr, r{MyHoMoAynaropHr4 r,rnu

I,IMyHocynpecr.IBHr.r repanr{u (exnyuyeajrir,r xopruxocrepon4r,r) flopaAr,r pr,r3r,rKor oA a[vrrlBuu e$ercrra Bp3

HMVHOJIOTIIKI4OT CI,ICTCM.

' Ynarere Fu [ar-lr{eHTr{Te BeAHaur 4a nprajanar 3Haurr u cr4MrrroMr,r ua uu$erquu aa

' Tecruparre Ha aHrureJra rrporrrB Brrpycor Bapr{qena 3ocrep (VZV) r<aj naqve

cr,rnaHr4rlu unu 6ez goxyrr.reuraqlrja Ha qeJroceH Kypc Ha narquuaquja nporr4B cr4

flpertoparryBa narqunaquja rr roqeroKor Ha rperMauor co culoHtrMoA Aa ce

uenoceH e$exr o4 raxqnnaqzjara.

' Ynarare ra nauueHTure 4a npujasyBaar BH3yenHu HapyuyBa*a Bo ceKoe npeue:q

' tr4repurere orlraruoloruKu nperJreA rrpeA noqeroKor na repanujara rcaj ,rrur.nr)
HJu4 ocHoBHa/npugpyxua perrrHaJrHa 6onecr .

Hanpanere nperneA Ha Koxara u 6apajre 3Harlr,r Ha KoxHlr MaJrr4rHr4 za6otyzawa.

He ranovuynajTe rperMau Kaj naqveHTu co MaxynapeH eAeM AoAeKa He ce rroBJreqe.

Kaj Neura Bo penpoAyrcr4BeH rreplroA, npeA 3anoqHyBa6e Ha rperMaHor e norpe6eu HerarrrBeH Tecr 3a 6peueuocr: u
MOpa Aa ce [oBTopyBa Ha cooABeTHr,r r.rHTepBaJrrr.

I4u$opruupajre rll xeHl,tre Bo penpoAyKTr.rBeH nepproA 3a cepuo3Hrrre pr,r3r4r-ur oA cr4noHr,rMoA 3a +erycor r4 3a

norpe6ara oA KopllcrerLe e$exrznua ronrpaqenquja 3a BpeMe Ha rperMaHor r,r uajrr.ranr<y l0 Aena rro npeKrlHor Ha

TperMaHor, ulro (e 6uAe ososNaoxeHo co KaprrrqKa co norcerHnx sa 6petreuocr .
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' .la rrlr o6c';fie.tal ra raltncu'r'rrrc llo-11.t ta uauuclrr'/uet-\'Ba'tc.t .

' )licrnnc Ro pcupo.lvnllrRcu uopno.l lpc6a.ra lo6u.ial rr KaprrrrrRa co uorccrvBarsc ra f,ipeuerrocr' .

' llpor'.rclc lrr rrrt[ollrrarurrrlc ta ul)cnrnu]'Rart;e lra curorunro.t .
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IIIerra 3a 3arroqHyBarbe Ha rperMaHor

Ioqeroxor Ha rperMaHor co jreKor Mayzenl AoBeAyBa Ao MHHjrr,rBo HaManyBarbe Ha cprleBuor ptrraM. 3aroa, no.rpe6en
e 5-AHeeeH pacflopeA na'uatpaqr,rja [peA Aa ce nocnrHe Ao3a Ha oApxyBame op,2 mg eAuatrr AHeBHo, novuyraj(u o4
6-ruor AeH na HaraMy (elr4ere ja cnurara). Kaj naqzeH'rur co reHorur CYP2C9* I *3 uru CYP2C9*2*3, npenopaqaHara

Ao3a Ha oApxyBalLe e I mg eAHaIx AHeBHo (nounyeaj(u o4 6-rnor 4en). ,(oauT e ua fl,rrpaquja r4 Ao3HTe Ha oApxyBalbe
Moxe Aa ce 3eMaar co Lrilu 6er xpaua.

l. Aeu 2. Aelr 3. AeH 4. Aeu 5. Aelr 6. aes

,{oaa ua oApxyBarLe

e
t.25

e
lx 0.25

mg

EAHAIII

HA ACH

e
lx 0.25

mg

eAHUlrll

HA ACH

ee
2 x 0.25

mg

eAHarx Ha

AEH

mg

eAHatlr

HA AEH

eeeee
5 x 0.25 mg

eAHau Ha

AEH

e
I x2mg
EAHAIII

HA AEH

flo Aen

e
3
e
x0

e
lxlmg
EAHAIII

HA AEH
ylJtvl

eeee
4x 0.25 mg
CAHAIIJ HA AEH

* 
4oauru Ha oApxyBarr, e 3aB,c,t oA pe3ynrarnre oA reHorr,rncKr,ror recr Ha [arlr4eHTor

3anovuyrar*,e Ha rperMaHor: npenopaKrr 3a nauueHTn co [perxoAHo nocroeqKrr oApeAeHrr cpqeBu
ra6o.nyearsa

Mayzent npeAH3BLIKyBa npuBpeMeHo HaMiIlyBarLe Ha cprleBuor pnraM rr Mo)r(e Aa [pe.qu3Br.rKa npuBpeMeHr.r 3aAorlHyBa]r,a Bo

HaMEInyBaneTo Ha cpueBI,IoT pI4TaM npeAu3BrrKaHo oA cr.rnoHrrMoA Moxe Aa ce BpaTu co napeHTepzurHlr Ao3rl

aTporllrH rrJrr,r r,r3onpeHaJlr.rH.

n Haupanere Mepene Ha noqerHr.ror EKI r.r rcpseu npr.mr.rcor (CT)

cnpoBoAJlHBocra ua AV IIo noqeroKor Ha rperMaHor. 3ano.rHyearsero Ha rperManor co diaaarp Ha turpr4pa]Le o6nquo e 4o6po
i...t{ 14ronep,paHo raj noreftero narr,eHru. 

fr:*D;, i:);A
flaqneHrr co : /S ^f*' ,'';i\ "'Lt+

florpe6ao e Aa ce crreAar 3HarIHTe H cHMrrroMHTe na 6pa4uxapauja Bo nepHoA oo N€:tYd,
canoHr,rMoA . Ce npenopaqyBaar Meperba Ha Br4TastHLt sHat44 t4EKf npe4 n 6 ,rrca.ro npuur)$rffi

' criHycHa 6patuxapguja (cpqes pu'rarra <55 orqyKyBa*ano nrunyTa), { : i lir , .a t-. t :, 
1. AV 6lox oA rpB ilnr{ Brop crereH [Mobitz run I] unu \, 

.; g_ i,"r.-, ". ,:: ! r :i

' MrroxapAen nnrlapxr (MI) uru rac,opuja Ha cpr{eBa cra6ocr (naquenru.o\,-ffie',vagsar-j1 .rg,'}l),'aKo He e

KoH'rpauHArrrllrpaHa \3*- rSrr rz r r fl . 
ao*(, '

n flauuenror rpe6a 4a ja serue npBara rnrpaqr.rcKa Ao3a

E Crerere nauueHru co KapAuoBacxynapeu pr:ur uajmalr<y 6 vaca co rpoBepr(H Ha cprleB prrraM r.r KpBeH

I1p14TrrcoK

EKI nlepemara ce rpeflopaqyBaar [peA Ao3rrparLe lr ua rpajor oA repuoAor na na6ry.rynarre

Bcp3qjn l, juvapu 2{126

Baxrru nur[<lplraruur

Aro 'lulparulcxaiil .(o3il ce nporr\ ru'r'H rra ro.j 5u"rl .terr Bo npsulc 6 ,lcrra o.l lpcr'\rarrol- ,

noB'ropcre ro pcxu\ro'r'rra 1rr1p9rparr,c co rrol] rraKc'r ra'r'u'r'par1u.ia. C.rnqllo, aKo tpct\rauo't'
[.'rora'ra ua o.lprlt\'riarbcJ cc rrpclinrrc 4 ,r:tH rroBckc rroc]rc,'loBarcjruH ,itclla, rropa .la cc
'|auortItc IIoBt()ptt() c() IIou tIitKcI tlt'tutpxl11.1.i1 .



@
E Aanu narlueurure pa3Bune

6pa4uapurrur,rj a rro Ao3r{pa6e HJur

cHMnTOMH nOBp3aHH CO npOnO4nneOCr?
Y
HE

)au
3anoqsere co rrpaBHJrHo 3rpr.rxyBa]Le.
Ilpo4onxere co cneAeme AoAeKa

cunnronure/HaoAuTe He ce [oBJleqar.

tr [aru [aqueHTor r,rMaJr no'rpe6a oA

{apnaaxonoruKa r,rHrepBeHquja ro 6uao roe

BpeMe 3a BpeMe Ha nep[oAoT Ha cle4erre ?

V
Im

)au
CleAere npexy uoft Bo MeAuur4Haxa ycrauona. IIo
BTopara Ao3a Ha Mayzent, no'rpe6uo e Aa ce [oBTop],
MOHr,rTOpfiHrOT KaKO CO npBaTa AO3a

@
Ha xpajor og 6- vacoeurror cJreAeH [eprroA ,

ce npuraxa EKf

n Houo$oprrarpau AV 6ror og Bropa unrr

I floBr,rcoKa Ar,rrJroMa ? QTc raurepear > 500
msec?

Y

)au
3anoqne're co npaBanHo orcrpaHyBame . llpo4onxere
co creAelLe AoAeKa cr4MnroMr4Te /naogure He ce

noBJretrar. Aro e norpe6ua Saptraxonoruxa
unrepeenqr,rja, npoAorxere co cneAerte npexy noft r.r

noBTopere ro cJreAerLero og 6 uaca rro BTopara Ao3a .

@'
llpo4olxn ro cJreAeruero yurre uajnaanry 2 qacaLt

AOAeKa CprleBr,roT pr{TaM He ce 3roJreMa.

IIE \

Ha xpajor o4 6- uacorHr.ror nepsoA Ha

cJreAerbe, AaJrr,r cprleBrlor pHTaM e uajnusox

o4 npnara 4ora ?

V

Qro n.ie-j

Bcprlj. l. iE\afrr 2026
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HE

n CneAen eTo Ha npBaraAo3a e 3aBpueHo Onaa npoqerypa 3a cneAeme Ha npBara Ao3a rpe6a Aa ce
[oBTOplr KaJ OBlre flarlrreHTu Bo cryqal Ha :

' npo[yureHr,r Ao3r,r 3a rr4Tpr4parbe ua xoj 6rano gen

Bo npBure 6 4eua

' npuBpeMeHo [peKr,rHyBarbe Ha rperMaHo'r sa ) 4
rocJreAoBareJrHr.{ AeHa 3a BpeMe ua Sa:ara Ha oApxyBarbe

* llaqueuru KoI,I I,IMiIfle Iau$aprr r4nn cpueBa cla6ocr Bo nocneAHrrre 6 ueceuu ue rpe6a Aa ce neKyBaar co cu[oHlrMoA .

3a npeue Ha rperMaHor

' Ce flpenopaqyBa Aa ce I43BpIxu o$rannaororuKa [porleHKa 3- 4 mecequ rto norreroKor Ha rperMaHor.
> llepr,rogr,Iuuo u:npruyrajre oS'raruonorrrKrr eBaJryaqr,ru r<aj flarrrreHTr,r co 4r,rja6erec , yBevr:ac ulu ucropuja ua

peTr4HaurHrr HapyuyBaBa .

> CoeerynajTe rtaqueHTure 4a npujaryBaar KaKBr, 6ulo ez:yelHu HapyrxyBarla Bo ceroe BpeMe 3a BpeMe Ha

TpeTMaHOT.

' Ce npenopaqyBa IIeJIocH[Te KpBHI,I cJu4Krz Aa ce flporleHytaar 3-4 Mecequ no floqeroKor Ha rperMaHor u najrr.ranxy
eAHarrr roAr4rrrHo rroroa , KaKo r4 eo cnyuaj Ha 3Har1u Ha un$exquja .

> AxoaflcoflyrHt4or6poj nanurraSollnrr,re <0.2x 109/1, narvaaereja4osaraHacznoHoMrr4ua I mg.
> Aro anaoJlyrHllor 6poj na nnrrarporlr.nra < 0.2 x 109/l raj nauueur xoj ne(e flpriMa cr,r[oHr,rMoA I mg,

[pI'IBpeMeHo npeK[IHere ro rperMauor co cutroHrrMoA AoAeKa Hr,rBoro He Aocrr.rrHe 0.6 x 109/1.

' Bsunaa'rerHo cJreAere rH [aqlreHTr4Te 3a MoxHta 3*a\u v crzMnroMlr ua uu$exquu :

> Be4naru Aa ce rl3Bprrla,qujaruocutuxa enaryaquja xaj naqlreuru co cuMnroMu r,r 3Harlu rrrro yxaxyBaar Ha

enqe$alu, uc , MeHI,IHTI,ITI,Ic I,IJII,I MeHlrHroenqe$aruruc ; TperMaHor co cunoHrrMo4T pe6a Aa ce [peKr,rHe AoAeKa
6onecra He ce I4cKJryqu ; AoKoJIKy ce 4ajarurocruqrapa unrlexqr.rja , 'rpe6a Aa ce 3arroqHe cooABereH TperMaH .

> Cttyuau Ha IaH$exqraja co xepnec ezpyc (nxnyuysajku aryqav Ha Meur{Hruruc vtJtu MeHlrHroeHrlerfanuruc
upeAI,I3BI,IKaH[I oA BI,Ipyau Bapilqena socrep) ce nojanrue co cunoHuMog no 6rano Koe BpeMe 3a BpeMe Ha
TpeTMaHOT.

> Ilpujanenfl ce cryrrar4 Ha Kpr4nroKorreH MeHuHnaTr,rc (KM) norpaj cranonr4MoAor .

> Cnytau Ha nporpecllBua rrayntuSorarrHa JreyKoeHqe$alonaruja (IIMn) ce npnjaneHr.l co
pellenropl4re , rrnyuynaj(r.r cu[oHI,IMoA , pt Apyrr Tepanvr sa MC . Jlexapare rpe6a 4a
KJII{HHIIKI,Ire c}.rMnroMl (na np . cra6ocr , npoMeHu Bo BIrAor, ttosu I BJrorrryBatlKt.t ct,r ua MC) hrv Ha

MPI4 uaoaer Kor4 cyrepupaar sa IIMJI . Aro ce

coMHeBa sa IIMII , TperMaHor rpe6a 4a ce [peKHHe AoAeKa He ce HcKJryqrz

TperMaHor co cI,rtroHaMo4 'rpe6a Aa ce npeK]ine. ltluSnauaropeH cr,tHApoM
(IGRE) Cuu4povror Ha BocniurareJreH cucreM Ha [MyHonorrrKara
naqpreHTil rperr,rpaHr,r co MoAynaroprz ua c$uurosr.rn -l- SocSar (SlP)
KoH pa3Br,rne PML n noroa ro npeKr4Hane rperMaHor . Kaj naqueu.ru co
o6a.rso cejaeyea Bo poK oI HeKonKy HeAeJru Ao Meceqa no nperlrHor Ha repan
perlenropr.rre . Tpe6a Aa ce cnpoBeAe cJreAelre 3a MoxeH paseoj na IRIS u
BOCnaJIeHUe .

' Tpe6a Aa ce BHI{MaBa co HcroBpeMeua repanuja co aHTrrHeorrJracrrrqHr, , HMyHoMoAyJraropnrz unT
LrMyHocynpecI4BHr,I Tepaflur,r (ruyvyaaj(u ropruxocrepora4n) nopaAu pu3nKor oA aAzrr4BHH eSemu rps
I4MyHOIOUKITOT CLICTeM .

Bur.ruaeajre Ha MaJrarHuTerrl Ha Koxara 3a BpeMe Ha rperMaHor co curroHr,rMoA .

> Ilpanere KoxeH IrperJle.q Ha ceKor,r 6 rc 12 MecerIH , :erraajfu ja npe.qBr,rA KJrr.rHr,rr{Kara npoueHxa .

> 3a noAolr nepuoA Ha rperMaH , rpe6a peAoBHo Aa ce Bprxar AeraJrHr4 flperne.qu Ha Koxara . llaqaeurure rpe6a
Aa 6u4ar yrrareHu raj 4eprr,rarolor AoKoJrKy ce sa6erexar coMHrireJrHH ile3vu .

> llpe4ynpeAere ru naqlreHTlrre Aa He ce r.r3JroxyBaar Ha coHqeBa cBerJrr,rHa 6eg gaurura .

> llauues'rure neT pe6a Aa npr4Maar ilcroBpeMeHa UV-B r[ororeparmja ulu PUVA SoT oxeruoT epanr,lja .

Bo cnyuaj [aurleHTor Aa pa3Br,re HeoqeKyBaHr,r HeBpoJrorxK[r r.rnu ncuxujarplrcKr,r cuMnroMu I zuagu uttu
sa6psauo HeBponoIIIKo BJIoIxyBaILe , BeAHarx 3aKaxere rleJroceH Susuvrcn r,r HeBpoJrorrrKz nperureA rd

pa3Mrrcnere sa MPH .

flaqueu'rute Kor,I pa3BaBaar clrMlrroMlr rxro cyrepr4paar Ha xenarrrrrHo orrrreryBar+,e rpe6a Aa rIa flpoBepar

Bcp3xia I,jaH\ apx 2026

MoAynaropu sa SIP
o6pnat BHlrMaHHe Ha
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eH3uMr{Te Ha rlpHr,ror Apo6 . flperlrue're ja ynorpe6ara aKo ce norBpAl,r 3Har{I,ITeiIHo orxreryBa}re Ha IIpHrIor

aPo6 '

' Pe4onuo raHrfoprraupajre rr,t xeHure ea no'renqujanor ra pafarre Aerla 3a cepuo3Hr.rre prr3r,rur{ oA cr{[oHr4MoAr,rre 3a r[erycor .

' Xenu're co noreuqltjar ea pafame Aeqa Mopa Aa Kopr.rcrar eSen'runua xonrpaqeuqlrja 3a BpeMe Ha

TperMaHor u wajt,r,anxy l0 gena no npeKr,rHor Ha culoHr,rMoAor .

' flperrauere ro rperMaHor aKo [aIIHeHTKara sa6peueuv uilLr lilaHvpa 4a sa6penaenu .

> Cunonuuo4or rpe6a Aa ce npeKI,IHe najnaaany l0 aena npeA Aa ce nJraHr,rpa 6penrenocra . IIpn
npeKllHyBarbe na repanujaT a co cE[oHr.rMoA nopaAlr flnaHr,rparbe Ha 6peMeHocra , rpe6a Aa ce 3eMe
npeABaA MoxeH [oBTopyBaqKr.r HanaA na 6olecra .

> CoaeryeajTe ro naIIHeHTor ro cnyuaj Ha npr,rHyAHa 6peneuocr . Aro xesara 3a6peMeHr.r 3a BpeMe Ha rperMaHor ,

rpe6a ga 6ttAe useec, eHa 3a cepIro3HI,ITe pr,r3r,rqlr ra tlerycor v Aa aeil3Bprrrar ynrpa3ByqHlr npetneAa .

' Bo cny,raj 6perueHocra Aa ce cryqu 3a BpeMe Ha rperMaHor co crrrroHr4MoA r,rJrr,r Bo poK oA l0 aena tro [peKr,rHor
Ha rperMaHor co cunoHtrMoA, Be uolnue BeAHarrr nprajauere ro oBa Ao HoclrreJlor ua o4o6peuue 3a craBage Ha

JIeK Bo npoMer ao P. Ceeepua Mar<egoHraja, Hoeap'ruc (Daprraa Cepeucuc AI- IlpercraeHl.IlurBo no Peny6lr.rxa
Maxe4onuja - Cxonje Ha e-nolrra suzana.trenchevska@novartis.com unu KaKo rrrro e onuuraHo Bo Aeror
flpujanyra*e Ha HecaraHr.r peaKrIHH Ha [ocJreAHara crpaHr,rqa oA oBaa rucra, 6es orureA Ha Herarr4BHure
r,IcxoAr.r rrrro ce sa6erexaHr.r.

IIo upercuuor Ha rperMaHor

' floBTopere ro pacnopeAor Ha rarpl,IpaH,e co HoB rraKer 3a r]rrpr4pa]6e aKo rperMaHor e [peKHHar [o rpetut<a 14 :

> ,(osa Ha rr,rrpr,rpaH,e ce npoflyrrrra na xoj 6uno AeH Bo rpBlrre 6 geHa

> Tperrr.tauor ce npeKl,IHyea > 4 nocJreAoBareJrH[r AeHa 3a BpeMe ua Sasara Ha oApxyBan e

> CreAen eto no npBara 4oea raj cnequSuuuu raqrreHrrr ( uaquenru co cr.rHycHa 6pa4uxap4uja (HR <55 bpm), AV
6nox oA crenen 1

ulu II crener ) pttu nudlapx, unn uuopuja Ha cpr{eBa cra6ocr ) ucro raxa (e rpe6a Aa ce noBTopr4 KaKo r,r Ha

IIOqETOKOT .

' llo nperr,rHor Ha rperMaHor , cr4noHltMoAor ocraHyBa Bo KpBTa Ao 10 aena .

> llpe:eueT e MepKI,I Ha flperfia3rrrrBocr npa 3alor{HyBame Ha Apyru repanuu eo onoj fleprroA [opaAr{ pr,r3r,rKor oA
a4urt4BHt4 et[erT n .

' Axo cu[oHIIMoAor ce npeKHHe , rpe6a Aa ce pa3rneAa rpa(arre Ha Br,rcoKa aKTr,rBHocr na 6olecra u naqueHTor rpe6a Aa ce

cneAr,r cooABeTHo .

' CoeeryeajTe [aIII4eHTure BeAHau 4a npujanar 3Harlr,r H cr,rMnroMrr na nnr$exqr,rja u Ao eAeH Meceq no rrpexuHor Ha

TpeTMaHOT .

; CglSryrajre ru naque"tll: :1 noTge6ara 
91 .19.q1::-:*-: 

e$exrusua xonrpaqenquja HajManKy 10 4eua no

npeKaHot "u tf::r3ro:: B: 
"ryLl] 

6penreuoc'ra la ce cnyrrH 3a BpeMe Ha rperMaHor co cprnoHr.rrr,roA, Be

MoJIuMe BeAHaIu npnjarere ro oBa Kaj Baruuo'r nercap vrt4 Kaj Ltrr/- Kaj oAroBopHoro nrarle 3a

{aprraaxoeurunaHua Ha Hocr,rreJror ua o4o6peuue 3a craBarLe Ha JreK Bo npoMer eo P. Ceaepna Maxegonuja,
Honapruc (Daprraa Cepracrac Af llperc'ranHururBo oo Peny6nuxa Mare4onaja - Cronje, Cysana Tpeuuencra
Ha rerr. 078 363 882 u e-norura: suzana.trenchevska@novartis.com.

. flpousno4nTeJror Novartis BoBeAe [porpaMa 3a r,rHTeH3uBHo cJreAe]Le Ha pe3y (PRrM)
sa co6upan,e rzHrfopnaaquu sa 6peuenocra xaj naqueuru r43JroxeHr4 na MA npe4, vnv 3a

q.'!
e oA toJIeMa

'. 34paecreenrare
pa6orHr4qr4 rpe6a 4a ro npajaaar cenoj couue)rc Ha HecaKaHo AejcrBo HUOT (eHTap 3a

$apuaronnrr4JraHrla npra Arenqrzj uta sa JreKoBr4 r4 MeAr4rIr4HcKr4 cpeAcrBa 6p.54 rcar 1)
HJrr4 rro eJreKrpoHcKr4 rar npeKy Be6 orpaHara Ha AreHr1ujara http://malmed. HHTCJIHO HCCAKAHI4TC

peaKIII4I4 MOXeTe Aa ru npujazure u xaj Hocr4TeJroT Ha oAo6peHr4ero 3a craBarLe Ha JreKor Bo npoMeT Bo Pe[y6nHKa
Ceaepna Maxe.qouuja:
Honapruc @apua Cepnncac Af, IlpercraBHr4rrrrBo P. Ceaepna Mar<e4ounja, Cronje
Eyn. Ilapru:aHcKrl oApeAr,r 15A, 2-14, 1000 Cr<ouje, P. Cerepna Mar<egouuja
KoHrarr: CysaHa Tpeuuencra
O4roeopuo Jrr4rle 3a $aprr.raxonnrnnaHrra
rer. 078 363 882
e-fio[Ira: suzana.trenchevska(Anovartis.com

BpeMe Ha 6perraeHocra [r pe3ynrarvre o4 6perueHoc'ra l2 nreceqlr no

Ilpraj anyname Ha HecaxaHr.r peaKrlr{}r

Ilpujanysarsero Ha HecaKaHr,rre peaKr1r4r4 no 4o6r.rean e ua o4o6peHr4e 3a

BaxHocr. Co roa ce oBo3MoxyBa KoHTr4HyHpaHo cneleH,e Ha oAHocor

BeWA)a 1,jaHyapu2026
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