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V xeljanz (ro{raquruuu6): flucnro Ao 3ApaBcBerru pa6orrrnuu 3a ax(ypuparrrr rrperropaKrr
3a MHIrHMIr3UpaIr'e Ha pLI3lrUtrTe OA M:UIIrflrIITeT, fO!'IeMIr IIeCaKaIIH KapAI.IOBaCKyr.rapHL

Hacrarrrr, cepuo3Hr.r lrurperqlrur, Berrcxa rporrr6oe*r6o,ruja u $aramur ucxoAr{ oA [prrMeHa
ua urrxuOr.rroprr Ha Jauyc KrrHa3a (JAK)

Ilourarynauu 3ApaBcrBeHu pa6oruzqz,

I]apco Ilxapu AOOEn *Vlttuu.Aerr, r(aKo HocrrreJr ua o4o6peuae 3a craBarre Bo npMer ua rreKor

Xeljanz (ro$aqarurlu6) no copa6orra co Enponcrara areuquja 3a rrer(oBr{ EMA n AreHqujara
3a rer(oBr4 a MeAlrrlalicKr.{ cpeAcrea Ha P. Cenepua Marelonaja (MAJIMEA), co oBa rr.rcMo caKa

la Be rau$opnaupa 3a cJreAHoro:

Pe3uN.re

o IIpn ynotpeda na r.rnxu6uropr{ Ha Jauyc Krrna3a (,IAK urrxra6uropn) naj raqrreHTr.r co
peBMaro*rAeH aprpr{Tnc (RA) rr oApeAeHu Qaxropu Ha pr{3ux, sa6enexaHa e 3roJreMeHa

I{HuI{AeHua Ha MaJrIrrHrITer, roJIeMH Hecar(aHlr KapAlroBacr(yJrapHn HacraHlr (anr. major
adverse cardiovascular events - MACE), cepuo3Hr{ unQercqun, BeHcKa rponr6ena6o.nnja
(VTE) u Sara.nnu ucxoArr, Bo cnopeA6a co ynorpe6a na uuxlr6uropr{ Ha a.rrQa Sarcrop na
TyMopcna Hercpo3a (angl. tumor necrosis factor-alfa, TNF-alfa).

o HaneAerulTe pI{3[IIIu ce cMeraat ra e{exrrr oA oBaa rpy[a Ha Jrer(oB]r u ce peJreBaHTHlr 3a

cure ogo6peHlr rruAnKaurru ua JAK unxu6uropu rcaj BocnaJruTe ilHla t4AepMaroJrorrrxu
ra6o.rrynama.

o HaneAenure JAK r.rnxu6uropu rpe6a Aa ce Kopr.rcrar caMo arco He ce AocrarrHrr
cooABerHH TepaneBTcnrr aJITepHarHBr{ 3a rperMaH lcaj [aqlreuTu:

. Ha Bo3pacr oa 65 roAr{Hrr u uonertel

. KOH CE CEIAIIIHI/I IIJIId MIIHATI,I AOJITOTOATIIIHU TryIIIAqU;

. Kon [IMaar Apyru Qarcropn Ha pr{3[rK 3a KapArroBacrcyJrapHrr vt[ru vralrttrun 6oneclzl

o JAK lrnxuburoprr rpeSa Aa ce ynorpe6ynaar co [perrra3Jrn H OCBCH

ropeHaBeAeHrrre rrMaar r{ Apyru Qaxropu Ha prr3rrrc sa nojana
(vrE).

. flperopanuTe 3a Aoglrpame ce peBrrArrpaurr 3a HeKorr rpy[r
pH3rIK.

. Kaj cure [aquegTrr ce flpeflopaqyBa peAoBeH rrperJreA Ha Koxara.
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. Jlercapure r(ou rporrnrrryBaar JAI{ uHxr.rbrrropr.r rpe6a Aa pa3roBapaar co [aqrreHTllTe 3a
pr{3rrrIHTe rroBp3arrrr yuorpe6ara rra oBue Jrer(oBH.

nouo,rulrre.nuu unrb opuaqnlr

.TAK uHxIa6l,Iropor Xeljanz (tofacitinib) e o4o6peu 3a rperMaH Ha Her(orKy xpoHurrHyr
BocrraJrrzTe:ruu sa6olynar+,a (penrraaroHAeH aprpHrHc (RA), ncopujarzueH aprpr4rHc,
ynqeparI.IBeH I(oJIHTIrc, aHI(lIJIo3eH crroH/lr4nkrrLrc, ttonHaprl4KynapeH jyneur.inen I4AHottarcKLI

aprpr4ruc ra j ynenuneu ucopuj araqeH aprpr4ru c.

Bo naapr 2O2l roguua, ucrrpareHo e fl]rcMo Ao 3ApaBcrneHa pa6orHaurr 3a Jrer(or Xeljanz
(tofacitinib), un(;opuapajfur rlr Aer(a iroAarour.rre oA 3aBprxeHoro roraHr4rrKo r4crri.rryBarre
(43921133) xaj raql4eHrl4 co peBMarolrreH aprpr4ruc (RA) xou 6une Ha Bo3pacr oa 50 roAr{Hr.r

I4nI4 rlocrapa, co HajuanKy eAeH AorloJrHr.rreneH KapArroBacKynapeH cf ar<rop Ha pr.r3rrK,

yra)I(yBaar Ha rIoroJIeM pl43r4r( :a ro.jana Ha roJreMr4 Hecar(aHra r(apAuoBacr(ynapHr{ HacraHrl
(MACE) Ir MaJrIrrHH :a6orynama (co ucxnyqoK rra He-MeJrauoMcre{ r(apur.rHoM Ha xoxrara (aur.
non-melanoma skin cancer NMSC)) npa rperMau co rotfaqvrmuu6, no cnope46a co
naq[er{Tr{Te rperrrpaHri co TNF -ancf a u r-rxra 6urop.

flonoluareJleHo rILIcMo Ao 3ApaBcrBeHrr pa6oruzqu e r4clpareHo no jynu 2021 roauua 3a Aa ce
Nn$opvrupa Ha 3roJIeM era r4tL\vr1eFrua 3a aut|laprcr Ha Mr.roKapAor, r(apUuHoM Ha 6enure
Apo6onz u luudtona rpl4 rperMan co ro(raquruuu6, no cnope46a co TNF-anrfa uuxu6r4ropr4,
ga6e:rextarul Bo I'Icroro I(JIITHHT{I(o Ircnr.ITyBaILe, r(ar(o H ycBoeHH [penopaKr.I :a uucpopr,aaqzlITe
3a Jrexor rorf aqzrvnu6.

llpelnnaaHapHl4re HaoAIr oA eAHa oncepBarlr{cr<a cryrzja (8023) roja nrcryuyBa Apyr JAK
uuxu6urop, Olumiant (6aprirlrarauu6), ucro rar(a yxa)r(yBaar Ha 3roreMeH pu3r4r( oA roneMa
I(apAlIoBacl(ynapHl4 HacraI-II4 I4 BeFrcr(a rpona6ena6onraja (VTE) xaj uaqueHrr4 co peBMarorrAeH

aprplrr (RA) rperupaHll co Olumiant no cnope46a co oHue rperrrpaHr.r co TNF-anrpa
uuxu6uropu.

flo saapuyBalr,ero Ha Ilocranl(ara3a enanyaquja Ha Aocralurzre [oAaro\r4 3aJAK znxra6rrropu,
oA crpaHa Ha EMA, ycBoena ce ropeHaBeAeHrzre flpelopaKr{, cotJracHo r(orT,

Dr(ypr4paar raut|oprtraqvr4Te 3a Jrer(or r{ eAyr(ar}iBHr{Te Marepnjatru sa
u [aurzeHTl4Te.

Ona nucnro He coAp)r(r4 AeraneH oru{c Fra npu4o6unrcure Lr pr{3r.iurrre co yrr
Xell anz (ro O aq urz uu 6 ). [o n o Jr rrrrreJrH r4 u u rf oprraaq ur4 c e Io cralHrr B o
a:eeuraj sa oco6uHare uarer(or.

flosux aa npujanyBaH,e Ha rrecarcauu gejcrn:r

llprajanyearbero I{a HecaI(aHI{Te 4ejcrna perr.rcrpr4par{u [o Ao6usame ua o4o6peHae 3a craBarLe
Ha JIeI(or Bo rlpoMer e oA roJIeMa Ba)r(Hocr. Ha onoj HarruH ce o6es6eAyBa KoHTlrHyr4paHo cJreAerre

Ha I(opl4cra Hacrlporlr pl43l4r(or og ynorpe6araHa JreKor. 34pancrneuare pa6oruarlr.r Mo)r(e Aa to
npujanar ceroj coMHe)K 3a Hecal(aHo 4ejcrno oA JreKor Bo Haquoualuuo'r' ueHrap 3a

$apuaxonuruJlalltla npr.r Areuqujata za JreKoBrr H MeAr4urzHcr(r4 cpercrna (y:r.Cn.Kupul u
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Mero4raj 6p.54 Kar 1) t4rlr4 rro ener(rpoHcKr4 rrar rrpeKy se6 crpaHara Ha Areuqrzjara
http ://malmed. gov.mk/

flonoluurelno, ceroj coMHe)I( 3a HecaKaHo 4ejcrno oA ner(or Mo)r(e Aa ro upajaeure u 4o
HocrTTeJror Ha o4o6peur.re 3a craBarLe Ha Jrer( Bo npoMer.
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I(ourarr: Mapruua To4oponcrca - oAtoBopHo nr4ue sa rpapuaroBrmr4naHrla
Te:r: +389 70 395 654
e-mail : martina.todorovska@carsopharm.com

Co nouzr,
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