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BA}I{HI4 OAKT]4 NP14 h36OP HA NAqhEIHTI,I3ATPETMAH CO OTHTOT}rMOA

ornronrnno4 3exrrea ce ynorpe6yBa KaKo MoHorepanuja xaj eoapac+u u ne1njarprcxr naqnenrn (xa

Bo3pacr o4 >10 toAAHA 14 co re.necHa Maca >40 kg, co Bt4coKo aKThBHa penancHa peMrreHTHa Mynrxnna
cKnepo3a (RRMS)*. flo4exa noae(ero naqxeHrx Moxe Aa 6ngar cooABerHu 3a rperMaH, Bo c.reAHhor

Aen ce noreHqrpaar nal{ueHrr xaj xor $rxroaumoAe KoHrpahHAl4qxpaH AnnHe ce npenopaqyBa.

Baxur 6axrr npu uxrurparue Ha rpermasor
Ha noqerox o4 repanrjara co Qruro nvMo1 Moxe 4a 4oj4e Ao rpaH3xropHo HaMaryBaFbe Ha cpu,eBara

QpexaeHqraja r oMoxyBaFbe Ha arpho-BeHrpr4KynaHara cnpoBorulytBocr. llaqreHrrre rpe6a Aa ru
npNjaoar BeAHau chMnroMt4re Koh 14HAr4l-lupaar xa ga6aeexa cpqeBa pa6ora (xaxo uro ce BproilaBt4qa,
Beprrro, raAeFbe nn\ nannfraqnnl noc.ne nphMaFbero Ha npBara Ao3a oA Srxroarmo4. Cure naqheHT!4
rpe6a Aa ce cneAar MuHxMyM 6 qaca no, hHr44xp?lbe Ha rperMaHor. I-lo4oay e HaBeAeH KparoK nperneA
Ha 6aparoara 3a cneAelbe. Br4ere crpal{a 7 u B sa noae(e unQoprvraqrr.

Koxrparx4nr.al1ln
- CrH4poM Ha hMyHo4eQraqraexqr,rjia.

- fla4ueHrr co 3ro,[eMeH pnsu+i oA nojaea Ha onopryH[crxr{Kh raxQexqr,ta BKnyqrrenHo
xMyHoKoMnpoMrrhpaHh naqheHrr (axnyvyaajrin tA oHue Koh ce Ha xMyHocynpecrBHa repanuja
unw oHAe Kot,t ce hMyHoKoMnpoMtlThpaHh oA npexoAuu rpermaxr),

- Teuxr aKrhBHt4 rHQexqrr,
- Axrraxu xpoHt4'.tHt4 rxQexqru (xenarrruc,ry6epxynoea),
- flosxarr aKThBHt4 ManwHA 6oaecrr
- Teu:xa xenara.nHa rancy$r,rr4raexqrjia xaaca C cnope4 Child-pugh.
- [laqueHThre Ko]4 Bo nperxoAxrre 5 Meceqh Awane mroxap4rajanen rxQapxr, xecra6raHa aHrrHa

neKropl4c, nacymfrpax3HropeH rcxeMrqeH Hana& AeKoMneH3xpaHa cpqeBa raxcyQraqr,renqrja (co
norpe6a oA xocnrranraaaqxja) unt Knaca lll/lV Ha cpqeBo sarajyaarue cnopeA l-byjopr.uxoro
3ApyxeHre Ha KapAhonosra (New York Heart Association - NYHA)

- ilaqnexrh co cepho3Hh cpLleBh apnrnun 3a Koh e norpe6xo aHTh-aphrMr4qeH rperMaH co aHTr-
aphrMt4qHt4 .neKoBt4 oA Knaca la unu xaaca lll,

- l-laqreurr co arphoBeHrphKynaperx 6aox oA Brop creneH Mobitz rrn ll, AV 6aox oA Tper creneH,
naqheHrla co cxHyc ct4HApoM, aKo HeMaar nejcmejxep,

- Ilaqrexrh co noqerHa BpeAHocr xa eTc hHrpeBanor o,q )500 msec
- 3a BpeMe xa 6pemenocr r xaj x(eHh Bo penpoAyKl4BHa Bo3pacr Koh He Kopr4crar cooABerHa

xourpaqenqrja,
- [lpeocernhBocr Ha aKrrBHara cynsraHqh ja nnn xa xexoj oA eKcLunheHchre

* rlruGoLlMoo ce ynorpe6yea Kaxo MoHorepanraja xaj Bo3pacHlr r ne4ujarpucxra naqxeHrx Ha Bo3pacr oA >10 roAxHr,r, co Bhco1o aKTuBHa
perancHa peMxreHrHa Mynrunra cKnepo3a (RRMS) r roa aa alo4uouqr.rpalbe Ha reKor Ha 6onecra xaj:

- flaqueuru Kol't l4Maar Bhcoxa axrhaHa 6onett u noxpaj npurraexara KoMnnerxpaHa t,t cooABerHa repanraja co Hajaaaaxy e4eu 6orecr-
aaogrQuqupavxu nex
flaqreHrur co 6pao nporpeA[paqKa reuJKa penancHa peMrreHrHa xaxo nojaaa xa 2 rnr noae(e

na xpaurja,nHara MRI l4rH KaKooHecnoco6yeavxt penanct Bo reKor Ha 1 roAhHa n L unu

ZffiNTIVA

cnrurQrxaHren nopacr Ha I2 nelunte cnopeAeHo co
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Cae4xree naqreHrtr He cMear Aa nprtruaar repanrja co erxroarrnog
o p.onnKn,

o ouxronrMoA He e hcnhryBan xaj naqreHn4 co aphrMxx 3a Kox e norpe6Ha aHT[-ap]rrMxqHa
repanrja co aHrh-aptarMt4vHt4 .fleKoBl4 oA Knaca la nnn xaaca lll. Orxronrruog xe rpe6a 4a ce
np[MeHyBa HCTOBpeMeHO CO OBaa rpyna Ha .fleKoB]4.

oAHOCoT

Cruo-arprjareu 6nox, ucropnja Ha ) Ce npenopaqyBa
cilMnroMarcKa 6pa4raxap,qr,rja vnv npoAonxeHo cneAelbe
peKypeHrHa cnHKona uau xaj naqheHrr co 6apervr npexy xori

rcroprja Ha cplleB yAap, oKony cooAEierHror HaqyrH Ha
HexoHTponr4paHa xrneprexanja vnu cneAelbe npil npBara Ao3a
cepho3Ha anHea npt4 cnHeFbe.

Sera 6loxaropr, 6aoxaropr Ha

Kanl{r4yMoBx KaHanr xor ja ycnopyBaar

cpqeBara Qpexaeuqraja+ Ann Apyrh
cyncraHqhh xor ja ycnopyBaar cpqeBara

gpexaenqrajaS

) Koxcynrrpajre KapAr,roror
nopaAx Mox(Hocra 3a

npennxH Ha reKoBr xor xeja
ycnopyBaar cpqeBara

Opdraexqrja.
) Rxo nDomeHara Ha

reKoB[Te He e MoxHa, Aa ce
npqAorx(x cneAeber npeKy
xori.

tQTc ,470 msec (aoapacHx xexu), QTc >460 msec (xencKh naLlheHrKr.t Bo ne4rjarpucxa
aoapacr) unn QTc >450 msec (aoapar:xr Max(,r h MauKh naLlheHTh ao ne,qNjarprcxa aospacr).
*BxnyvrreaHo verapamil nan diltiazenn.

5 Bxny.{hreaso ivabradine, digoxin, antichotinesteratic agents, or pilocarpine.

ZffiNTIVA
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KOHTPOTHA NhCTA HA NEKAPOT

Ilpenopauax[ qeKoph npu creAe]ber Ha

naq[eHTx xa repanrja co Qrxroarruo4

KoHrpoluara nvcra ta ueMara uro
cneAaT ce HaMeHeTh 3a Aa
noMorHaT Bo CneAeFbeTo Ha

naLl[eHrhre co repanrja co
QrHronrnno4. fla4eHr ce KnyqHh
qeKopr4 h BaxHh $axrr nph
3a noq HyBalbe, npoAonl{yBa }be hnh
npeKhHyBaFbe Ha rpeTMaHor.

4lt2 L4.L2.2020

D Max D X{ena

Srgere cvrypH\ AeKa naqheHror He 3eMa [croBpeMeHo Knaca la unvt Rnaca lll aurr-
aphTMxr{Hh .fleKoB14.

Hanpaaere noqereH eneKrpoKap4raorparvr(EKI) r,r rvreperte Ha KpBeH nprarrcox (KIl)
l-lpe4 4a 3anoqHere rperMiaH co QrHronrnno4, rpe6a Aa ce HanpaBr noqereH MRI (o6r.rvHo

(e cnyxr xaxo peQepeHqa.

Tpermauor co SrxronrMoA He ce npenopavyaa xaj cneAHrBe naqreHrr, ocBeH aKo
o'{eKyBaHara Kopt4cr ro Ha,qMhHyea norexqrjarH!.tor pr43t4K o4 repanrjara:

. naql4eHrl4 co ct4Ho-arprjanex 6nox, rcropraja Ha crMnroMarcxa 6pa4rxap4raja
hnh pexypeHrHa ct4HKona unn xaj naqlaeHrta co nponoHrar-1rja xa QT rxrepaanort,
ucroprja Ha cpqeB yAap, HeKoHrponhpaHa xtanepreH3rjannn cepro3Ha anHea npx
cnher-be.

tr flo6apojme coeem od xapduonoe nped noqemoKom Ho mpemMoHom co
qen da ce ymepdu nojcoodeemHuom HoquH Ha MoHumopuHe npu
3onoqHyaofti€tno Ho mpemMoHom; ce npenopoqyeo dapera npodonxen
MOHUmOpUHe, npexy uoti

f'laqrexrr Kor hc[oBpeMeHo ce Ha repanraja co 6era 6noxaropr, 6aoxaropr Ha

KanqxyMoBA KaHa,nA (xaxo eepanaly.u/| An.4 Al4.firha3eMl nnu gpyrn cyncraHqhlt
Kor4 ja ycnopyBaar cpqeBara pa6ora (Ha np. naa6pagna, ArroKct4H,
a HTrxo.nu Heprhq H r .neKoBH unu nnnolapn ra n).

D l1o6apajme coeem od xapduonoz nped noqemoKom Ho mpemMoHom co
qen da ce yntepdu MuKHocmo 3a npoMeHa no mepnoujomo co ne<oeu Kou

tr Axo ue e MuileH co ne+oeu xou ja HdMonyeoom
xapduonoe nped nouemoKom Hd

uojcoodeemuuom HoLtuH Hd

ZffiNTIVA

hr*e Ha naqheHT:

flarynn ua pafarue:
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.(arynn Ha noqerox Ha

repannja:
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SolHr,rvxra 6poj:

3ANOqHYBA}bE HA TPETMAHOT



Fingolimod
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tr 3a ne4rajarpacqn nal{heHrr, HanpaBere npoqeHa Ha creneHor xa paasoj no rapxep,
h3Mepere BncAHa H Texl4Ha u pa:rne4ajre ro t,t 3eMere ro Bo npeABrA BaKq,rHarHhor
cTaryc, Bo cor.flacHocT co craHAapAoT Ha reKyBaFbe.

u ha6erxyaajre tacroBpeMeHa a4rvrranracrpar-uaja Ha aHTh-Heonnacrhr{Hxre reKoBH,
l4MyHocynpechBilre unw uMYHOMOAynaTOpHr4re TepanxA nopaAn ph3hKor oA aAxrhBeH
eQexr Bp3 hMyHhor chcrefn. 04 ucrara nprqrHa, ogyKara Aa ce Kopxcrr4 r,tcroBepeMeHo
npoAonlKeHa repannja cor Kopl4KocrepouA[, rpe6a Aa ce 3eMe BO npeABhA CaMO nO
BH hMaTen HO pa3rneAyBaFb,e.

tr o6es64ere xoe (ue nocrap o4 6 mece4ra) xao4 o4 xraioara Ha rpaHca*uuas^ 
^6nnnpy6na.

tr o6es6e4ere Hoaa, (ne nocrapa o4 6 rvreceqn unA no npexhH Ha nperxoArar. repanrlry
KOMn.nerHa HpBHa cnnKa, BKnyqrre.nHo r Ha HrBoara Ha anconyrHh neyKot_u4Tx, npeA
3anoqHyBaFbero Ha rperMaHor. Oapnaxo4rHaMhcKt4or eQexr xa Quxronrrvro4 onQa(a
Ao3Ho-3aBrcHa peAyKt-lnja aa 6pojor xa nepraQepxr ararvrQoqrfiA Ao2O-30%oA noqerHara
BpeAHOCr.

! orxronrnnoA e reparoren. I-lpe4 noqeroK H0 rp,srlyss6r Moper ga cJo6e36eA, norupAu ,.
HerarhBeH recr 3a 6penneHocr xaj xeHrre co penpoAyKrHBeH noreHr4rajan (exnyvrrenHo r
aAoncqeHrxr) ra Aa ce ngB'ropyBa recror Ha oApeAeHH t4HrepBanh Bo reK Ha rperMaHor.

tr 14xQoprvrrapajre ru r{eHure co penpoAyKrrBeH noreuqrjan (axnyurreaxo r
aAonecqeHrK[re h HrBHrle pogwennf ctaparenra] 3a ceph3Ht4or pA3nK xoj Qrxroarruo4
ro hMa apg Oerycor.

tr O6ea6ere 3a crre naqreHTh, poAtTenu (rnr aaxoxcxh 3acranHrqtr) t4 craparerur Kaprx,{Ka
3a nau,ueHTKta - norcerHtax 3a 6peruexocr

tr Coaeryeajre ril )HeHhre co penpoAyxrhBeH noreHqrjan (axayvrrenHo h aAonecqarr*rrra1
AeKa Mopa 4a ra6erHyeaat 6penneHocr h Aa Kopr4crar eQrxac:ua KoHrpaL{enL{rja sa apeme
Ha rperMaHor KaKo r 2 Meceqr no npeKhH Ha rperMaHor. coaeryaalbero rpe6a 4a e
nonnorsaro co Kaprrqxara 3a naqueHTKr - norcerHHK 3a 6pelaeHocr.

tr O4loxere ro hHl,lqrpalbetro Ha rperMaHor xaj naquexrh co cepho3Ha axyrxa x116u*Urp
ce Ao xejgrHo noenexyeaH)e.

tr Kaj nar-[aexrrre rper]4paHh co Qrxroaumo4 ea6eaexaHr ce ruQexqrr io xyrrran
nanr.noMa Bhpyc (HPV), BKnyt{rrenHo nant,t.rtoMr,t, gucnnatnja, 6pa4aarqu il KapqhHoM
npeAil3BrKax O4 HPV. Cnope4 craHAapAor 3a rphxa 3a nallxeHrHTe npenopaqaH e
cKpr4HrHr sa HPV (l'lan-reor) KaKo h BaKqhHa nporrae HpV.

tr
[lpoeepere ro crarycor Ha aHrhrena 3a oBq]4 cnnalt\n (varicella zoster virus -\rZV) xaj
naqheHrh Koh HeMaar norBpAa oA 3ApaBcreex pa6orxrK 3a t,tcropraja na nperexaHa
6oncer u.nh KoMn.flerHa BaKL{r4Halpaja aa Bapxqena. Axo crarycor e HerarhBeH 14 HeMaar
nphcyrHh aHThre,na nport4u VZV ce npenopaqyBa KoMnrerHa BaKqrHaqr,rja co BaKquHa 3a
Bapxqe.fla, a noqeroKor Ha rperMaHor co QrHronrruoA Aa ce oA/loxx 1 meceq co qe, Aa
ce nocrrrne qelocex e0exr oA BaKqxHupalbero.

tr Hanpaaere oQranmoaouKa eBanyqrja xaj naqreHrr co ,rcrop,ala ni Vaehrxc x Axja6erec
Menhryc.

tr Hanpaeere AepMaronou.lKr4 npeme4. IlaqreHror rpe6a Aa ce ynarh Ha AepMaro.flor Bo
cnyvaj Ha AereKl{l4ja ua norexr-lrjanno coMHrrerHr Ae3nAunA Apyru Heon.na3Mh Ha
KOlKara (exnyvrreaxo r ina.flhreH tvtg4.;qg{! cKBaMO3HOKnerOqeH Kapq[HoM, Kanour
ca p xo nn r xa p qr n o nn H a M r D Ke 

^og{{neixia i:l;\.tr o 6 ea 6ere A M H a n a qu e Hrly'iiyrr0th"ditiiraljiffi.epare,,r r,ne
poArrea/craparen. /,,ro *o /- +r, 

.(2-'.i\ Bo4rv 3a flaqrexr

W
I Zo

:rf,
ZffiNTIVA
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+'QTc >470 msec (eoepacHr xeHr]|, QTc >460 msec (xexcKh nallheHrKr4 Bo ne4ujarprcxa
aoapacr) rnu QTc >450 msec (aospacur Maxr 14 MauKr naqheHrh ao ne4rjarp%cKa aoapacr).

Z NTIVA
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Cure naqreHTh, Bx.rlytthre.nHo r ne4rjiarprcKlre naLluexrr rpe6a ga 6ugat 6ugat cneAeHh xajruanxy
Bo neploA o4 6 vaca npr. AHU\ApaFbe Ha rperMaHor, KaKo uJro e onhuJaHo Bo anrophraMor noAony.

oaaa npoqeAypa xcro Mopa Aa ce cneAh xaj ne4rajarpucKr nallheHrh Kora ce Bpuh MeHyBalbe Ha

Ao3ara o4 0.25 mg Ha 0.5 mg QrHronrmoA eAHau 4Heaxo*.
lzlcro taxa, norpe6Ho e cneAelbe n npu noBTopHo BoBeAyBa[be Ha repanjara co QrxronrmoA aKo
npeKhHor Ha rperMaHot 6nn-.

- co BpeMerpaeFbe o4 1 rnr nose(e AeHa Bo rexor Ha npBrre 2 aegenu oA TperMaHor;
- noAonro o4 7 geua Bo rexor xa 3-rara u 4-tata HeAena oA rperMaHor;
- noAonro og2 uegenn no eAeH Mecel{repanrja.

flonoaHrrenxo, xaj naqheHrrre xaj xott QrnronrruoA He e npenopaqaH (era4ere crpaHa 3) norpe6xo e
4a ce no6apa coBer oA crpaHa KapAhonor 3a cooABerHhre Mepxh 3a cneAelbe; 3a oBaa rpyna ce
npenopaqyBa cneAeFbe npexy xo(.

* Kal ne4ularpr4cKx naqleHTx Ha Bo3pacr o4 10 ro4rnr r noaerie, npenopaqaHara Ao3a 3aBho,r oATerecHara Maca.
6ngei*u ouuronrtuo4 3eHrxBa e AocraneH ao javuHa oA caMo 0.5 mg xe e cooABereH 3a npoMeHa xaj ne4ujarpracxh naureHTh
co re.flecHa rexhHa < 40 kg. ,Qpyrr pexrrvrh Ha Ao3xpabe He ce o4o6penra xaj oeoj MeAlqHcKH npox3BoA.

Xq):s;NTIVA



C'IEAETE HAJMMKY 6 I{ACA

tr Hanpaaere noqereH enex'rpoxapAuorpaM (EKf) ra Lr3Mepere ro KpBHhor npxrrcoK.
tr Cae4ere ro nallheHTor Hajmanxy 6 vaca xaxo 6r ce Booi.t14.ne 3Haqh r chMnroMt4 Ha

6pa4uxap4rja co M€p€t-tr€ Ha nyncor 14 KpBHr4or np[rl4cox ceKoj qac. Axo naquexror
noKalKyBa cHMnroMl4, npoAonlKere co cneAeFbeTo ce Ao noBneKyBabe Ha chMnroMrre.

o 3a qeno BpeMe xa 6 - qacoBHr4or nephoA Ha cneAelbe ce npenopaqyBa
KoHrt4HyhpaHo EH,[, Bo peanHo BpeMe (real-time)

tr Hanpaaere EKI nocne 6 qaca.

Fingolimod
[no6aaeH eAyKarH BeH ruareprjan
Bepsrja 1

I /t2

Aann Ha naqueHror My 6una norpe6xa
Qapnnaxoaoutxa rxrepeexqrja Bo 6nno Koj
MOMeHT BO TeK Xa Cne4eruero?

fl xe

flanr ao 6nno xoj MoMeHr oA neproAor Ha

cneAelbe ce nojasrn AV 6nox oA lper crenex?

Ixe

nxe

lann xa xpajor oA neproAor Ha creAelbe, cpqeBara

Qpexeexqnja e xajcnopa orKaKo e ,AaAeHa npBara

4osa?

Cne4eroero Ha npBara Ao3a e 3aBpureHo

trAA

trAA

tr4A

trAA

74.72.2020

flpo4onxere co cneAelbero
npeKy xo(, Bo MeAh4xHcKa
ycraHoBa. Cne4erue rcro KaKo

no npBara 4oaa rpe6a Aa ce
noBTopr4 A no AaBalbeTo Ha

Bropara Ao3a.

\

Aa ce npoAonxn cneAetoero
6aperu npeKy xo( ce AoAeKa
cocroj6ara Ha naqheHror He ce

no4o6pra.

Aa ce npoAonxh cneAeFbero

3a ylxre ABa qaca A

AOAeKa He Ce 3roneMh cpqeBara

0pexeeHqrja

flann xa xpajor oA nepuoAor Ha cneAelbe e
3aAoBoreH xexoj o4 creAHhBe xpnrepryr'ar?

n Cpqeea $pexeeHqr,rja <45 bpnr xaj Bo3pacHh

r,r <55 bpm xaj ne4rajarpnclvl naqheHru Ha

Bo3pacr og >-L2 toryttHn, unut <60 bpm xaj
ne,qrjarprcKh nal{t4eHTh Ha Brt3pacr o4 10

Ao <L2 roqn+u
! EKI- noxaxyBa HoBoHacraHar AV 6nox o4

Brop nnw noBilcox creneH AAA QTc
2500 msec

Exe

X..l.T#NTIVA

I
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Aarynn:

tr Ce npenopaqyBa KoMnnerxa oQranmorouxa npoqeHKa:
e 3-4 Meceqh no 3anoqHyBabro Ha rperMaHor co qe, paHa 4erexqrja na

oureryBalbe Ha BxAor nopaAx MaKynapHhor eAeM Koj MOxe Aa 6u4e
npeAH3BXKaH OA neKOT.

o 3a BpeMe Ha rperfnaHor xaj naqreHr[ co 4raja6erec AnA ncroptla xa yaerrrc ao
aHaMHe3aTa.

D Coaeryaajre rn naqreHTnre BeAHau 4a rra nprjaaar 3Haqtare h c[MnroM!4re xa raxsexr-1rja
Ha neKapor 3a BpeMe Ha TperMaHor co Qrxronn|y.opv KaKo H ABa Meceqx no npeKhH Ha
rperMaHor

. per]4crpnpaHl,4 ce cryqah Ha KprnroKoKeH MeHrHr[rnc (ra6r.rna nHQexqraja),
noHeKorau co Qaraleu ucxoA Kor4 ce jaaune no oKony 2-3 roryuaurepanrja, raxo
He e no3Hara ToqHara acoqhpaHocr co BpeMerpaelbero Ha rperMaHor.
flaqrexrrre co crMnroMu v 3Ha\n Koh yxaxyBaar Ha KprnroKoKeH MeHhHrnrrc
(xa nprarvrep, rnaao6oaxa npnApyxeHa co MeHranHh npoMeH[ KaKo xox$ysraja,
xanyl{hHaL[hu n f unu npoMeHh Bo nHqHocra)rpe6a 4a 6n4ar noAinoxeHh xa 6paa
4rjarxocrrvKa npoqeHKa. floxonxy ce 4rjaruocrrqhpa KphnroKoKeH MeHhHrhrltc,
rperMaHor co Qruroaurvro4 rpe6a Aa ce npeKhHe ta Aa ce 3anoqHe cooABerHo
neKyBaFbe. floxolxy e norpe6xo noBropHo Aa ce noi{He co nphMeHa Ha

$rxroarrno4 norpe6ex e MynrhAr4cr4[nrrHapeH nphcran h KoHcyrralpar (xa np.
co cneqrjanuct 3a rHQexrranu 60necrnl, AoKonKy e onpaBAaHo noBropHo
3anoqHyBarbe co QuurontaMoA.

o flo nylttralbe Ha .fieKor Bo npoMer nprjaeexa e nojaea Ha nporpechBHara
myarr$oxaaua aeyxoexr-leQanonaruja (PML). Bxrruaaajre Ha xlrHHhqKt4re
chMnroMh nnv HaarArre na MRI Kor4 Moxe Aa yKaxyBaar na PML. MRI rvroxe Aa ce
cMera KaKo Aen rlA MepKHTe 3a 3roneMeHa nperna3nhBocr r aHrnnaxre xaj
naqheHrh Koh ce p}i.3nqH.n aa paseoj xa PML. Axo nocror coMHeH[e aa PMLrpe6a
BeAHau Aa HanpaBhre MRI 3a 4rjarnocrrvxr qenx h rperMaHor co
$rHroaurno4or rpr:6a Aa ce npeKhHe AoAeKa He ce hcKny,rh pML.

o flpexrnere ro rperMaHor 3a BpeMe Ha cepho3Hr rxQexqrara
tr flpoaepxa Ha KoMnnerHara KpBHa c.IrhKa ce npenopa'.{yBa Aa ce npaBx ]4 nepxoAr4'.1Ho 3a

BpeMe Ha repanrjara co Qmnro nuMoq, Bo rperhor Meceq oArepanrjara r xajruanxy eAHau
roAuurHo. npexruere ro rprerMaHor axo 6pojor xa armQor-1urra e <0.2x10e/L*

tr flpaeere npoBepxa Ha HtaBoro Ha xenaranHt,t rpaHcaMhHa3h Bo Meceq L,3,6,g n i (oa
rpernnaHor) KaKo r nephoAt4t{Ho Bo reKor Ha rperMaHor IAAA go 6nno xoj rvromexr npu
nojaaa Ha 3Haqr H crMnroMt4 3a xenara.na 4r,rcQyxxqraja

o Ce npenopa'.{yBa Aa ce npaBar noqecrh npoBepK[ Ha naqheHror, AoKo/lKy Ht4Boro
Ha xenara.nHr rpaHcaMllHa3h ce 3ro.neMh ua4 5xULN

o Tepanrjara co QrHroarmo4 rpe6a 4a ce npeK[He aKo BpeAHocrhre Ha
rpaHcaM[Ha3hre ocraHar HaA oBaa BpeAHocr noAonro BpeMe go apa(axre xa
HopManHhre ape4nocrr*

tr 3a eperue Ha rperMaHor h Ao ABa Meceqh no npeKhH Ha rperMaHor:
o BaxqnHaqrjara Moxe 4a 6ra4ar noManxy eQexruaxa
o )KHahte areHyhpaHh BaKLlrHh Moxe Aa Hocar plt3!4K o4 rxQexqraja r rpe6a 4a ce

hg6erlyBaar 
^D )l{exnre He cMeaT Aa 3a

rperaMHor Mopa Aa ce
nnaHilpaFbe Ha 6penneHocr',

-).t
TI4MMoxHoro apa(arse Ha
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Coaeryeajre rh )HeHhre co penpoAyxrhBeH noreH
h Hl4BHhre pognenn/ctaparenr) AeKa Mopa 4a raa6erHyaaar 6perueHocr 14 Aa Kop1acrar
eQrxacua KoHrpal{enqnja za BpeMe Ha rperMaHor KaKo r 2 ueceqh no npeK[H Ha
TperMaHoT.

o Tecroahre aa 6pemexocrrpe6a Aa ce noBTopyBaar Ha oApeAeHr rHrepBarr
o )Kenrre co penpoAyKrrBeH norexqrajan (axayvrrenxo x aAorecqeHrKxre tl

Hl4BHhre pognenvt/craparenu) Mopa Aa 6ngat rHQoprvrr,rpaHx 3a cepro3Ht4or
pA3vR xoj QrxronllMoAor ro t4Ma xa Qerycor.

o ocrrypajre xeHrre co penpoAyKTxBeH norexqnjan (exayuurenxo r
aAon ecqe Hr KAr e ut H t4 B H rre po guenu f cra paren n ) peAo BHo ga 6ugat coBeryBa H u
co noMorx h Ha Kaprl4qKara 3a nalueHrt,r - norcerxrx aa 6perueHocr.

tr Tpe6a Aa ce BHrMaBa na nojaea Ha 6asanuoKneror{eH KapqrHoM t4 Apyru *o*
Heon.fla3Mil, aXnyvyaaj(r,r Ma.nhreH MenaHoM, cKBaMO3HOK,flerOqeH Kapq[HoM, Kanour
capKoM h KapqhHoM Ha MepxeaoBh K.nerxil, xaj naqreurh KoH nphMaar QnHroauMoA, na
ce npenopatlyBa nperneA Ha Kox{ara Ha ceKor 6 go L2 Mecel{t4 cnopeA K,n14Hhr.;Kara
npoLleHKa. ,Qoxoaxy ce AeleKrhpaar coMHr4renHA ne3ut, naqtaeHror rpe6a Aa ce ynarq Ha

AepMaronor. flaqreHror lpe6a 4a ro ruQopMrpa BeAHaru ,rBojor neKap npr nojaaa Ha
6rno xaxar jasonvrrua Ha Kox{ara (Ha nprannep, nojaaa Ha ,cjajHra 6rcepHr jaao,nvrroa),
nnaK/' hn[ orBopeHr paHhqKil Kor He 3apacHyBaar co HeAenH. Crrunronnrre Ha paK Ha
Kox{ara Mo}He Aa BKnyqyBaar a6HopnnaneH pacr tanr npoMeHa Ha rxrBoro ua xoxara (Ha
np. ueo6rvHra 6ennxra) co npoMeHa Ha 6ojara, $opnnara A.nA tonewtHara co reKor Ha
BpeMero

o IaqreHror rpe6a /qa BHhMaBa Ha h3,noxeHocr Ha coHqeBa cBer.nt4Ha 6eg gaurrra
o ocrrypajre ce AeHa naqheHror He nphMa [croBepMeHo Qororepnaja co UV-B-

paAnja qrja rrra PLTVA-QoroxeMorepanraja.

tr ouxronunnoA hMa [MyHo,cynpechBeH eQexr r ro 3roneMyBa ph3xKor oA nojaea xa
rxQexquja, BKnyrlHTenHo crnopryHlacrhr{Ku nxQexqrr Koh Moxe Aa HMaar Qaraaex Acxopv
ro 3ro.neMyBa p],t3t4xor o4 pasaoj Ha arr,nQonnr BKnyqhrenxo mycosis fungoides A Apy14
Ma.nrrHurerr, oco6exo Ha Kolxara..Qoxropor xoj ro eo4u .neKyBalbero rpe6a BHuMare.nHo
Aa ro cneA]4 naq,reHror noce6xo aKo ce nprcyrHil u Apytl no3Harh Qaxropra Ha ph3rK KaKo
nperxoAHa ynorpe6a Ha hMyHocynpechBHa repanrja. Cne4erero Mopa Aa rA BRnyeA vi

HolKHrre Manvt+Vrerr A mycosis fungoides. Ilpn comxeBalbe 3a pa3lll, rpe6a Aa ce
pa3MVcnA 3a nphBpeMeH npexuH co repanujara nph Lllro 3a cexoj naqreHT oBaa npoqeHKa

oMyKa ce npaBn AHAnBuAyanHo.

tr flprajaaeHn ce cnyqar Ha HanaAh, BKnyqHTenHo r
BHrMare.nHocr 3a HanaAr oco6eno xaj oxre naqreHrh co npeAt4cnoHrpaqKh coctojlu unn
enNaenchja eo Qarvruarajapnara ncropuja.

tr CneAere rr neArjarprcxrre naL{heHTr 3a 3HaL{h h c,MnroMt4 :a affi
tr E4Hau roAhtxHo npoqeHere ro 6eHeSrror oA TperMaHor co 6rrronrn*o4 nacnporrn

pilghxor xaj cexoj nar-1reHr uHAttBAAyanHo, oco6exo xaj neAr,rjarpAc1nre nauheHrh.
*Kajne4ujarpIcKhnaqheHThHaBo3pacTo410ro4rur,no

5ngeiku oruronutvto4 3eHrhBa e AocraneH eo jaurua oA caMo 0.5 mg ne e cooABereH 3a npoMeHa xaj ne4rjarprcxr4 naqreHTlr
co renecHa relxuHa s 40 kg. Apyn4 peH{HMta Ha A,o3xparbe He ce j-oaoj ue4uqucxh nporl3BoA.
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flarynn:

NO NPEKI4H HATPETMAHOi 

-tr lloaropere ro cneAelbero no npBara Ao3a KaKo h nph HHhqlrpalbero Ha rperMaHor r*
TpeMaHor 6rn npexrnar:

- co BpeMerpaebe o4 1 t,rn],| nose(e AeHa Bo reKor Ha npBhre 2 xe4enu o4
TpeTMaHOT;

- noAonro og7 AeHa Bo reKor Ha 3-rara n A-tata HeAena oArperMaHor;
' noAonro og2 HeAen[ no eAeH meceqrepanrja.

tr coaeryaajre ro naqheHror BeAHaltt 4a npr,rjaar 3Haqr n crMnroMh ,i *,O"orria t, .roio,
neKap Ao ABa Meceq,h no rrpeKHH Ha .neKyBalbeTo.

E Vnarere rr naqrexrrre KaKo Aa 6ngat nperna3nhBr4 Ha 3Haq[ 3a MeHnHrrrrc ra pML.

D I4uQoprvrrpajrefAxeHhTecopenpoAyKThBeHnoreHqraja6
aAonecqeHrKr4re h HhBHhre pogmennfaaparear,r) AeKa MOpa Aa KOpt4CTar eQrxacHa
xoHrpaqenqrja 2 meceqh no npeKHH Ha rperMaHor.

tr Bo cayvaj Ha 6penneuocr (nnanrapaHa Anv HennaHrpaHa) sa aperue Ha rperMaHot unu2
Mecellil no npexilH Ha rperMaHor co $rxronvMoq, Ha nal{rHerxara rpe6a Aa r ce AaAar
MeAILII4HCKH COBerh nopaAil pH3l4KOr OA urerHh eSexrr Ha Qerycor acoqhpaHH co
ynorpe6ara Ha 0rHro,nlMoA t4 Aa ce HanapaBar ynrpacoHorprascxr hcnt4ryBaFba.

! VnarererilHeHhTeKoilronpeKhHyBaaTneKyBaFbeTo.'ol4Hr@
6penneHocr Aexa aKrhBHocr Ha HilBHara 6onecr Mo)+(e Aa ce Bparh.

tr CenpenopaqyBaBH[MaTe.nHocT3aMoxHocTa3acepho3xoenffi
npeKhH Ha TpeTMaHOT.

Date:

35hPEH BOAhq CnEL I4IATPU
tr flpoaepere ro qenoKynHnc,r pacnopeA Ha BaKqhHhpaFbe npeA noqeroK Ha rperMaHor co

0rxronramoA
tr hrrQoprvrrapajrerunaqheH.rhTehHLlBHhTepo4rren

eOexr xa 0rxronrmoA.
tr flpoqeHere ro $rarvxror paaaoj (cra4rayrvrr no Tapnep) h r3Mepere BAcAHa H rexhHa, Bo

cornacHocr co craHAapAor Ha .neKyBaFbe.

tr [1 pa oere Ka pAhoBacKyna pHo creAeFbe.

tr Hanpaaere xapAtaosacKynapHo cneAeFbe no npBaraAosa nopaA, @
tr lloeropere ro KapA[oBacK,ynapHo cneAeFbe xaj ne4rajarphcKhre naq]reHryr np, npor"r,

xa Aoaara oA 0.25 mg sa 0,5 mg Qraxro nuwoAeAHau 4xeeuo*
tr Haraacere ja Bax{Hocra oA nphAp}r{yBarue Ha rperMaHor Ha naqheHrhre vnt

poAilrenllre fctpa:flenure, oco6eHo Bo BpcKa co npeKhHor Ha rperMaHor r norpe6ara o4
noBropyBaFbe Ha KapAhoBatcKynapHoro cneAeFbe no npBara Ao3a.

tr cre4ere rh naLlheHThre 3a 3HaL{h 14 chMnroMr4 oA aHcho3Hocr r 4enpecrja.
tr Vnarere rH naqheHThre 3a HaqhHor Ha cneAeFbe Ha HanaAH.

tr o6e:6e4ere HacoKr4 cneqr$rvHr sa 6penneHocr BKnyqhre nlo u Kaprrvxara - noraarr,*
3a 6penneuocr Ha aAon13cqeHTKhre co penpoAyKTrBeH noreHqrja.n A HVBHure
pognenn/ctaparent4.

* Kaj ne4r,rjarphcKu naqueHru Ha aoapacr o4 10
Sugejku Orurorrrvro4 3exrhea e 4ocraneu ao ja

co re,flecHa rexrHa < 40 kg. ,Qpyrr.r pexrarvrr,r Ha 4

le*e71qpoi
,q.q\ric/i$b

'{$F6tr&rcw
*$4,4q,1g *i
Crir-.n rF, '

ra 3aBhc]1 oATeIeCHaTa MaCa.

3a npoMeHa xaj ne4rjarprcxh naqheHTtl

AxqHcKh npox3BoA.
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ll pu iaevsa lbe xa cvcnexrxrre xecaxax r Aeicrsa

Axo sodenqffume noioeo Ha HeKoe HecoKoHo dejcmeo, Be nonune do eo unQopMupome Bowuom nexap
unu $apnol4eem. Oea eu eKnyqyad u HecdldHume dejcmea Kou He ce aaaedexu eo lHompetuHomo
ynamcmeo.

Hecaxouume deicmea od nexom Movceme do zu npujoaume u dupexmno npexy Hot4uoHonHuom l-leumap
sa npuiaeyeobe Ho HecoKoHu peoKquu npu Azeuqujamo so neKoeu u ueduquucxu cpedcmea
(yn.Ce'Kupun u Memoduj6p.54 xom 1) unu no eneqmpoHclu nom npeKy ee6 cmpouomo Ho Azentqujomo
http: " tmed.aov.mk/. Co npujaeyearce Ho HeconoHume dejcmeo npudouecyeame da ce
KoMnnemupoam nodamoqume sa 6es6ednocmo od ynompefla Ho ne*om.

l4croraxa nnoxe aa rr npriaerre Hecaxaxhre aeictea H xai Hocrrenor Ha oao6peHhe sa crasaFbe xa nex
BO npoMeT:

3eHrl,tsa Ilxapma Maxe4oxraja Aooen Cxonje

Vn.Jop4ax M r,rjanxoa 6p.a8-Ll I-2

1000 Cxonje

Ter: +389 75 474 637

+389 75 464 888

e-mail: mariia.zaikova (ozentiva.com

e-mail: aleksandra.petrovska @zentiva.com

Vteopu oA Kox ce Kopl4creHx noAaroqhre ao oaoj BoAr.tq:

o 36upex haeeu:raj sa Oco6hxltre Ha .neKor n Ynarcrao 3a naqheHr - Fingolimod Zentiva /
OrHronrrtao4 3eHrrea 0,5 mg rBpAr4 Kancyrr4 - Perhcrap xa nexoah (zdravstvo.gov.mk)

o RMP - Ilnas 3a ynpaByBalbe co pusnr
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