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3EIIPEH I,I3BEIIITAJ 3A OCOHII]IIIITE ITA JIEKOT

1. LIME HA ME4.rrUfirCKrrOT rpoI43BoA

Telsidan 40 mg $nnrrr o6noxeHz ra6leru
Telsidan 80 mg $unrvr o6noxesu ra6leru

2. KBAJIIITATITBEHI4 KBAHTIITATIIBEH COCTI\B

E4na la6lera coAplrtr 40 mg renMr4capraH
E4na ra6lera coAp)r(H 80 mg renMr4capraH

Ercuurnueurn co nosHar eOexr:
Enta 40 mg ra6rera coAp)KH 217 .35 mg naKro3a uonoxn4par
Eaua E0 mg la6rera coAp)KH 434.7 mgnaKro3a uouoxr.r4pflr

3a nouuerHa rr,icra Ha eKcrlr4nueHTlr, [ofJreAHere cexuzj4 6.1.

3. OAPMAUEBTCKA OOPMA

Ourtr,t-o6roxeH u ra6lern.

Xolra $unu ra6nera eo Sopua Ha Kancyna co BTr4cHara '40' o4 eAHara ciTpa*a, u
Apyrara crpaHa. [ulrentzure na ra6lerara r,r3HecyBan 12i1 mm x 6.1 mm.

Xonra Qunnr ra6rera no Qopnaa Ha Kaflcyna co BrucHara '80' oA eAHara c,rpaHa, u
Apyrara crpaHa. luneHsraure na ra6le'rara H3HecyBan 16i3 mm x 8.0 mm.

' 'T' BTHc:Hata Ha

"I' BTUCTHUIT{I H&

4. KJII{HI4TIKIIOCOEEHOCTI4

4.1 ' fepauenrcrc r r rHAHKaqun

Xunep'renguia
Tepanuja Ha eceHquja.nHa xr{epreHszja naj Bo3pacHr4.

KaparosacKynap Ha rpeBeHquj a
Pe4yxquja Ha KapAr,roBacKynapeH naop6u4urer xaj nospacu;.r co:
- Mauu{ecrHa areporpou6orraqHa KapAr,roBacKyJrapua 6onpcr (ucropuja rra KopoHapHa c)
6olecr, Haila4, nlu nepz$epHa aprepucna 6olecr) zrn
- lujaderec Menuryc run2 co AoKyMeHTHpaHo orrrreryea$e Ha raprereH opraH.

4.2 [oruparue u Haqrrn Ha aAMrrurrcrpaqnja

.Ilosupame

Tepanuia ua eceuuuja,,ma xunepm ,, [\
Boo6uqaenara e$errunua Ao3a H3HecyBa 40 mg eAHau .qHeBHo. Henou naIIHeHrH Mo)(e 

"uu\g !Kopr4cl oA AHeBHa Ao3a oA 20 mg eAHau AHeBHo. Bo cryvan Kora He ce nocrnruyBa IIe.[H] 
\R.t i\

Tep anui a ua e c e u uuj anu a xun ep meus uj a

$;"S:,ArrepuarunHo, reJrMacapraH Moxe Aa ce ynorpe6n no rco{u6nHaquj a co rna3urHla Alryperwu:H)kattt

Kopr4cl oA AHeBHa Ao3a oA 20 mg eAHau AHeBHo. Bo cryvan Kora He ce nocrnruyBa IIe.[H] hp.t
rrpr,rrllcoK, Ao3ara Ha renMucapraH Moxe Aa ae 3foJIeMH Ao MaKcnM)/M 80 mg e4marit aq:b[o
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TEJICIIAAH 3EI4PEH H3BEILIITAJ 3,A OCOEHHI4TE HA JI]]KOI-

xHIpoxJloporl,1'a3vA, Koj uMa aAHTHBeH e$exr co rem*{ucapraH Bo HaMzrnyBariero Hzr KpBHHo,r
lpI4TlIcoK' Kora ce pa3MllcnyBa 3a 3foneMyBarbe Ha 4o{ara, rpe6a Aa ce 3eMe Bo rpeilBr.rA AeKia
MaKcuMaJIeH aHTnxHlepreH3uBeH eQexr ce nocrplrHysa sa 4 4o 8 He4eln flocJre [oqeroKor Hia
repanujara. (Bnaere cerquja 5.1).

Kap du oe a c rcyn ap u a np e e e u uuj a
Ilpenopavanara Ao3a ItHecyBa 80 mg eAHarx AHeBHo. He e losnaro Aiuru noHHoKUr no3a Hil
renMllcapraH oa 80 mg ce e$zxacuu Bo HaMaJryBabe Ha rl.pauonacny.rrapHlror l,rop6z4u.rer..
Kora ce 3anoLIHyBa repanuja co renMrrcapraH> 3a Hanranyn{rre Ha KapAnoBacKyJrapHr,ror ,u,rop6u4.a.rer,
HeoIIXoAHo e c'IleAelbe Ha KpBHHoT rrpr{TncoK, u nrolxe ga 6uge norpe6uo noAecyBalbe HiI
aHTI{XpnepTeH3 H BHLITe JIeKOBI4.

Cnequjanuu nonyrar4uu

]f auueumu co 6))6peucu o owmemveatue
Jlauurupauu ce pacflonox;IuBure I,rcKycrBa xaj naqueHrf.r co re[rKr.r 6y6peNHa HapyryBarb a uru
flaqueHrv KoId ce ua xeuo4zj arn3a. Kaj onne raqpreHrr4 cp npenopaqyBa noHHcKa rroqernra Ao3a oA
20 mg (nu4ere cexqaja 4.4). He ce norpe6Hu Ao3Hr4 npnna.roAyBana maj raqLreHTH co 6raro Ao
yMepeHo 6y6pexno HapyrrryBarbe.

If a4ueumu c o =x a n am atuo o ut m e myearce
TELSIDAN @. norrrpu"HAIruupaH xaj raqzenrr4 co rettrKp xenarirJrHo orlreryBarbe lcercuuja 4..3).
Kaj naqueHru co 6laro Ao yMepeHo xarraralrHo orrrreryBa
o4 40 mg eAHau AHeBHo.

Ao3nparbero He rpe6a Aa6q\e noseftt:

Ilocmapu nauueumu
He ce norpe6nu gosHlE nprnafoAyBarra xaj flocrapu

If e d uj a mpuc rc a n orytn a uuj a

He e yrnpAeHa 6es6eAHocra u eQurcacHocra raj reu
18 roAunu. He nocrojar pacnonoxJrr{Br4 rroAarorlu.

Haqus sa a,4nrusacrpauprja

Ta6nerure TELSIDAN ce 3eMaar rrepopirflHo, eAHarx
TeqHocr, co wtw 6ee xpana.

Ifpemnasnueocm rcoja e ueonxodua nped aduuuucmpat4uja

Telnucaprau ra6lerure rpe6a Aa ce qyBaar Bo
KapaKrepHcrHKH Ha ra6lernre. Ta6lerure'rpe6a 4a ce
aAMLrHHcrpaqujara (en4ere cexqrlja 6.6).

KaJ AeIIa U aAOJreCqeHTH Ha BO3paCT [O!:

n rpe6a 4a se 3eMaaT co MtFror]

oJrlrcTep, [opaAr4 xr,rrpocKonHfiTe
3BaAar o4 6lucrepor Herrocpe,qHo rrper

4.3 Konrpaun4r{Karlrr

-flpeoceulrBocr KoH aKTr,rBHara cyncraHqraja lrnr4 Koj He
6 . 1 .
-Brop I4 rper rpzMecrap Ha 6penaeHocr (cerqua 4.4 u 4.6).
-OncrpyxruBHH HapyuyBarl,a Ha x(oJIrrHLITe rrarr.IrrlTa.
-Tenrca xenaraJtHa raucySraqraenquj a.

4.4 Cnequjarnr npeAyrrpeAyBarta rr MepKrr Ha rrperrr

oA eKcqlrnr4eHTr,rre Ha6poeuu no cercrluja

]3JI[IBOCT



TEJTCl{nArr

Epeueuocr

3EITPEH I43 AJ 3,A OCOEI4HI4TE HA JII]KO]'

3a rpeue ua 6peueHocr He rpe6a Aa ce 3anoqHyBa
aHTaroHucru. Xerlure Kollt rlpuMaar BaKoB JreK, a KolI n
repauujara, co anrepHarnBHlr aHTHXHrrepreH3LrBHr4
rtpo$Hn ra ynorpe6a no 6peuenocra.

BeAlilarx Aa ce trpeKvrHe, H rpe6a Aa ce oTrroqHe co
(Cenqaja 4.3 n 4.6).

XenararHra oureryealba
TemrlucapraH ue rpe6a Aa ce Aasa Kai naur4eHTu
orxreryBarsa uJrr,r reruKa xerrarzurHa zHcy$uqnenquja (ez
BorJraBHo ce eJrl,rMHHHpa npeKy xoJrtrKara. Kaj onue na

rrepHoAHqHO CneAerbe Ha cepyMcKl{Te HHBOa Ha KaJrr,ryM
aAMnHrccrpaqaja Ha renMucapraH xaj uaqaeHTu co cKope[

flarllreHTlr Korz ce co HaMaJreH BoJryMeH ua xpr,l wm
repanuja, AuerzlrrHa pecrparquja Ha coJr, guipeja urm

vHAHBzgyLt TIpHJaBeHH ce xvloreHszja, cuurcona, xun
Qynxuuja (nuyvurerHo aKyrHa 6y6peNua uHcy$uq

Ha cucreMor peHHH-aHrlroreH3rdH_al4ocrepoH (np. rra
r.rHcy$uqneHquja, uJrH nocroevxo 6y6p"*no su6ory"

acoqupaHu co aKyrHa xunoreuauja, xu[epa3oreuzja, olu
raHcyQlrqraeHqyj a (cerquj a 4.8).

panriJa co aHraoreugr.rn II peqenropHrr
Mpaar 6peuenocr, rpe6a 4a.ja npouenar

flpuNaapeu aJnocrepoHusala
flaqueurure co [pr4MapeH anAocrepoHu3aM feHepuurHo He Aa

H KoH vuaa,r [orBpAeH (ier6eAHocerr

BHa aHTnxtrlepreH3uB r{ a repanuja

xoJrecrz!3a, 6utujapnu oncrpyKTtrBHu
re cerquja a3) 1uaejku renlr{HcapraH

MOXe Aa ce oqeKyB,a ,!a HMAaT
rpe6a Aa ce ynorpe6yna co BiHuMarHHe

uuja.

uHcyQuqneHqzja Kora niarlueHTz co
Ha aprepuja co eAeH QyuxquoHaleH

HA CHCTCMOT PCHI,IH-AHIHiCTEH3I4H-

, rropaAlr r4HTeH3r{BHa AtrypeTHr{Ha

MHJa, v npoMeHr4 ao 6tg6pexuara

co TerrIKa KOH|eCTHBETa CpIleBa
BK;ryqr,rrenHo 6y6pexna iaplfepprcKa

a HIru perKo, co aK),rHa 6yr6pex.na

oAroBop Ha aHTIlXIcn
peHrr H-aHrHoTeH3HH.

Aro e rrorBpAeHa 6penaeuocra, repauujara co aH lI peqenropHu aHTafoHzcru rpe6ar

HaMaJreH xe[araureH rurupeHc 3a reJrMprcapran. Temraucz
cauo raj flaq[eHTr.r co 6lara Ao yMepeHa i..rur-ru 

"n.
PeHosacn]rrapHa xuneDreHsaj a
flocrou 3foneMeH pH3r4K oA TerIrKa xuloreusuja u
6rurarepalna creHo3a ua 6y6pexHara aprepuj u, ^n 

- 

"r",6y6per ce rpeTHpaHH co MeAHqHHcKH rrpor,r3BoAr.r KoH BJI

Kora reluzcapraH ce ynorpe6yna raj nuqra"r" ro 6y6pexHa $ynrcquja, ce rpefloparryBa
KpearnHr,rH. He nocrojar ucKycrBa 3a
6y6peNna rpauc nraHraqu i ar.

HHrpanacxylapsa xunonoleirauja
CuvrurouarcKa xvrroreusuja, oco6eno flocJre npBara Ao3a Ha reJrMncapraH, Mo)Ke 4a ce jann xaj

Koperapaar npeA aAMvHuwpaguja Ha reJrMr4caprau. Bacry
ce Kopervpa npeA aAMr,rHucrpaguja Ha renMvcapraH.

. TarcsH cocroj6n rpe(ia 4a ce
BoryMeH/r,nr4 Harpr,ryt\{ rpe6a ga

Kaxo nocleAzua Ha uuxu6urymja Ha cr,rcreMor peHnH rr4oreH3HH-zlJlAocrepoH, naj o,ceuuna

MeAHTIHHcKH rrpoH3BoAH xov uujaar nps oroj cucrelr. fI
6rorcaga Ha cucreMor peHuH-aHrnoreH3uH-iuAocrepoH (

ja), oco6eno aKo ce xon6uHr4pzlar
Toa, He ce npenoparryna 4nojna

HcroBpeMeHo co Apyru 6loxaropu Ha cucreMor
. aAMuHrrcrpa{uja Ha TeJrMlacapraH

HHTeH3HBeH MoHHTopr.rHr na 6y6peNHara $yHxqraja arco e
HH-irnAocrepoH). HeonxoAeH e
BaKBa Ko-aAMvHr{crpaquj a.

Kaj naqueHua vraj racryJrapeH roHyc ra 6y6pexna Syurqzja npeAoMHHaHTHO OA atKTr4BHOoTa

creHo3a), TepailvJa co MeAHr{r{HcKn npoI,r3BoAH KoH unjaar Ha oBoJ cHCTeM, KaKO TeJIMr4OapTaH, ce

urJrAocTepoH.

Ey6pexnu o

JreKoBH xou QyHrcquoHprpaar flpeKy uuxu6u4uja ua c
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y[oTpeoa Ha TenM]rcapTaH He ce [pe[opaqyBa.

Karo u co Apyrr4Te Ba3oAr.Hararopu, norpe6no e BHHMaHHe KaJ naqneHTH KOr{ ClpaAaiaT o,[
aopTHa vnv MI'lrpaJIHa cTeHo3a, wrld oE\ oncTpyKTt4BHa xH r{Ha KapAHOMHOnaTr,rJ a.

Kaj onue raur4eHTn Moxe Aa Aojae ao xunomureulrja n
raj orue naqueHTu norpe6en e cooABereH MoHraTopHHr

repaflprJa co renMucapran. flopa4r4 roa,
uurceunjara. MoNe la 6uae norpe6uo

AO3HO npr4naroAyBarbe Ha r{HcynvHoT LrrTu Ha
l,rHgl.rxaquja.

III4Te, KOra I]OCTOL{ rtOOAIreTHil

Xur'epraraeuaia
Ynorpe6ara Ha MeALrqHHcKr4 npou3Bo.qn Kor4 nnnjaat ua
MO)Ke Aa IIpeAH3BHKaaT Xl4llepKilnuervruj a.
Ynorpe6ara Ha renMr,rcapraH Mo)r(e la 6uye QaralHa naj pu rrrr\a, raj naqueuru co 6y6prlxHa
uHcy$uquenquja, naj 4uja6eru.rHH rrarlpreHru, rcaj n rr HcToBpeMeHo Tperr,rpalrH co /tpyrr{

vc'reMoT peHHH-aHrHOTeH3r'rH-UUtAOCTepOH

Ha KaJrr4yM, wlutm xaj narIHeH'lH coMeAI{IIHHCKI,I [pOfi3BOAI,I KOH MO)KaT Aa ILI 3rOneMaT HI4

r{HTepKyp eHTH U HaCT a}ru.

aH|r,roTeH3r.rH-alr AocTeport ul u[u cynJreMeHTH co Kanr4yM.
KJracH Ha MeAr.rrJHHCKr4 rrpor,r3BoAr.r KoH Mo)r(e Aa rrpeAH3

flpea aa ce 3eMe Bo npeABr4A HcroBpeMeHara ynorpe6a JIeKOBH KOH BJIHJaaT Ha CIICTeMOT peHHH-
aHlr{oreH3uH-iulAocrepou, rpe6a Aa ce eBa[yzpa oAHocor pH3HK Bo oAHoc na 4o6ranriara.

Ce cnrera AeKa rJraBHH pr43HK Saxropr.r ce:

l[ua6erec Merr Hryc, 6y6pexua rancySrEqraeuqnj a, (>70 years).
BoAr,r KoH ewtjaar Ha cficreMor peHHH-
eAHTIUHCKH npOH3BOAH HJrH'reparreBTcKtr

- X.onr6unaqraja co eAeH Hrrr4 nosefte MeAzTIHHoKH n

Kr,mepKaJrHerr,rnja ce 3aMeHa 3a. coJr
KoJa coAp)KH KaJII/tyM, AlIypeTI4III{ KoH ruTeAaT KtuI
peqenropHr,r aHTafoHLtcrH, He-crepor44Hu aHrnzHQlav

, AKE uuxu6uropu, aHrHoreHsHH Ill
H MeAnuHHcKr4 npoH3Bo4ra (HC,\l4Il

BKJryqr4reJrHo u COX-2 uHxn6nroprE), xelapraH, H
H rpHMeronprnM.

(uuxlocnop vtH vrJrpr ranporr,n,ryc),

- I,IrepxypeHrHr4 Hacranu, oco6eno Aexr4Aparaquja, ax cpueBa AeKoMneH3aqr,IJa,, rueraoonHa
BnorxyBarbe na 6y6pexHara. cocroj6aarIHAo3a, BnorxyBabe na 6y6pexHara Synrquj a, vtsHe

(np. unQexrunua 6olecr), xlerouHa nvsa (anyrHa
rroloJreMa rpayua).

fa ua excrpeMurerure, pa64our,rolusa,

Kaj pn:u.rHrare narlr4eHTr,r, norpe6Ho e BHr4MareJrHo

Jlarcro:a

Ha cepyMcKr.ror Kiur{yM (cercqrrja 4.:5).

Onrrj npoueBoA coApx(r4 naKro3a. flaqnernure co HacneAHI,r npooJreMH Ha raJIaKTo3H€r
rdHroJrepaHrllrja. 4e$uqur na Lapp JraKra3a, urpr rr
ro seMaar onoj ,rerc.

zuraKro3Ha MaJ'rancopflquja, ue rpe6ia 4a

ErHuqmu pag,rurcu
Kano uro e :a6erexauo raj AKE uHxl,r6uropu're, r$luncapraH H Apyrrare aHruoreuguH Il
peqenropHu aHTaroHHcrH ce floMarny eSurcacuu ro H{ua:lyBarbero Ha KpBHHor npn:rucox raj
r{pHara paca, orKoJrxy rcaj Apyrr.{Te pacu, sepojarno nopa4{ [oBr4coKa upeeaneuqnja Ha r{HcKr{ peHHEr
cocroj6u xaj xr.rnepreH3uBHara norrynaqr,rja oa qpuara paczi.

Apyro
Kaxo u co 6ulo Koj Apyr aHTr,rxuuepreH3uBeH JreI
nauHeHTH co r4cxeMr,rqHa KapAr.ronarvla unu co
pe3ynrupa co Mr4oKapAen unQapxr vrvrco qepe6pr

I



TEJICI4NAII 3EUPEH I43 AJ 3A OCOEHHI4TE HA JTEKOII'

4.5 I4nrepanqnja co qpyru MeArrrIrrncrr{ rpor.r3BoAH,tr Apyrn Qopruu na uurepanquja

Kano u co Apyrr,rre MeAHrIr,rHcKr4 rrpor,r3BoAu Kor.r Ha cHcTeMOT peHHH_aHrLroTeH3HH_
anAocTepoH, TenMr4capTaH MO)Ke Aa npeAlr3Br4Ka xur
3foJreMr{ no clyuaj Ha repanrcra nou6nnauuia co

aja (cexquja 4.4). Prasanor Moxe Jra co

Mo)N(e Aa npeAu3Br4Kaar xranepKanueuuja (eauena sa
MeAHrIr,rHcKr,r npor43BoApr r(or{ HcTC,TaKiI
rcoja co4pxrr K:urHyM, ArryperHur4 KolrrureAar KzlrrnyM, AKE prgxpr6vnopu, anruoreHsr,IH II aHTaroHHcTH, IIeCiTepoHAHrI

anrlrun$lanaaropHr,r MeAzTIHHcKH rrpor43Bo,qH (HCA , BKrryqr4TeJrHo COX-2 uuxa6aropa),
,), a r-punaetonpaM.

cJr) IaH Ha fopeclroMeHarrrre repanr{cKu rou6lruaquu.
Sarropu. Pzslrxor e 3roJreMerr Bo

Arryperr{qu rrrro rrrreAar KaJrHyM, H flpu xou6nsaqza
xor e oco6eHo BncoK no xou6nHarlr4rra cc)
ynorpe6a Ha cyncr?rryeHTn 3a coJr KordrcoApxar Kzurr{yM. Kona6znaqua co AKE urxu6wropu unu co HCAI,il, yKDKyBaar Ha noMuur prr3aK.noA ycJroB cTpofo Aa ce cneAaT yKzl)KaHHre rrpeAyrrpeAyBa

I4cronpeueua ynorpe6a roja He ce flpeflopar{yBa

xeflapaH, HMyHocyrpecunn (uzxroclopr4H LLjrr{ raKponvr!
flojarara Ha xr{repK,rJrneuuja =atrci oA acoqlrpaHr{re

Aro e HHAHqHpaHa eAHoBpeMeHa ynorpe6a ropaAu AoKy
ce yuorpe6yBaar co BHr4MaHIje, u co uecro cJreAerbe Ha ceD

14

Aurkorengzn II peqenropHr4Te aHraroHucru KaKo
KaJrr,IyMor, LrHAyurrpaHo co Alrype3a. .{rayperr,rqure Kon
erurepeHoH, TpHaMTepeH vrrv aMnnopr4A, CynneMeHTH KOH
KOLI COApn€T KUUrpryM, MOX(e Aa AOBeAaT AO sHaqkrTenHo 3

ro HaMarryBaar ry6errero Ha
Ka.JrHyM, KaKO ClupoHoJraKroH,
KaJIHyM, r4Itv 3aMeHilllv 3a coJr

ucapTaH,
rnTeAaT
coApxaT

npv HcroBpeMeHa aAMr,rHucrpaqraja Ha lurnyu co A
perlenTopHa aHTaroHHcTt4, BKJr)TqHTeJIHO TeJrMlrcapraH. A

Ha cepyMcKt'oT Kanmy'M.
paHa xunoKatuev,uja, rue rpe6il Aa

KI{OT KZIJII4VM.

aHxa6uropn, n co anrzoreHsr4H II
ce noKalre KaKo Heo[xo4ua yuorpedara

Jft.rru.vrvr
flpujanenu ce penepsa6lrnHo 3foJreMyBarbe Ha cepyMc KOHTIeHTpaqHH HA nr.rTr4yM t4 ,roKcr4qHocT

Ha BaKBa xona6uHaqraja, ce npe[opaqyBa BHHMareJrHo cJre Ha HUBOaTa Ha cepyMcKr,tolt JrHTr,rytd.

I4cmoepetweua ynompe1a co leKoau npu ulmo e nompe6ua

HCAI4JI (o4noc u o arlervncaJrnqr.rnHa KnceJrr,rHa co Ao3eH pexuM, COIX-2
auxuburopz, H HeceJreKTasHu HCAI{.[), uoxe 4a ro paar aHTnxHnepreH3uBHuor roQenr ua
aHruoreH3vH II peqenropHr,rre aHTaroHucrr,r.
Kaj nerou raqueHru co HapyrreHa 6y6pexHa Syuxuuja ( AexuApr4paHr.{ [aqHeHTH HJrr4 rrocTilplr
narlueHrr,r co HapyrreHa 6y6pexcna Synxqlrja), KoaAMHH ia na aHruoreH3uH Il perlenrotrlnu
aHTaroHucrtr H afeHcr,r rrrro ja uuxu6upaar neHa3aTa MO)r(e Aa pe3l/nrHpa co

HreJrHo MoxHa aKyrHa 6y6pexrHa

ailMlrHncrpupaar co BHrrMaHr4e, oco6eno raj nocrap
xoru6nHaqur,rre Ha JreKoBr.r tpe6a 4ar ce
auqa. flaqueHrr4re rpe6a Aa Ow\ar

aAeKEarHo xu4pwpaHn, u norpe6eu e MoHr4Topr.rHr- Ha $ynxquja BeAFrarx rorlJre
ornoqrryBarbero Ha KoHKoMpITaHTHara repanuja, u rloHara BO OnpeAeJreHH nepHoAH.
Bo e4Ha cryAuja, KoaAMr.rHkrc'rpaqr.rjara Ha reJrMr,rcapraH Lr
narn Ha AUCo-:q H C.u* Ha paMnnpr,rJr 14 paMunpr4nar. He
onaa o6sepnaqr.rja.

rnna3nu60cm

vnplarr AoBeAe Ao 3foJreMyname oA 2.5
rro3HaTa KJII4HHqKaTa peneBaH.I,HOCT Ha

noHaraMorrrHo HapyryBarbe Ha 6y6pexuara SyHxquja,
ancy@uqueuqr.rja, noja o6nquo e peneprz6unua. flopa4rE.

flpnuuna repannja co BHcoKLr Ao3r{ Ha Auyperr4rrr4 KaKo Qypocenrr.r4 (4nyperrzxHA XEHIIEOBATA
nereJlKa) H xl4Apox;roporna:tuA (rna-rugeu Auyperrarc) Aa pe3yJrrHpa co HaMarryBarLe
BoJryMeHor, H pH3HK oA xznoreHsujanpu 3anoqnyBarbe Ha

la ce seMe Bo npedeud npu ucmonperileHs mepanuja
co TenMHcaPTaH.
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,Ilpyru aHrrExraneprengusFrpr reKosn
E$ercror Ha HaManyBarbe Ha KpBHHor rrpnrHc
eAHoBpeMeHa yuorpe6a Ha Apyru aHTr{xr4rrepreH3?
Bpe 6a:a Ha Hr4BHlrre Qaplraxolournu oco6euocru
npoH3BoAr,r MOxe Aa rH noTeHIIIlpAAr XHfrOTe
Brc[ytrr,rrerHo H TenMucapran : 6arcro$en, arrau$oc.
Aa ce BnOIIIH co ynorpe6a Ha ulnKoxon,6ap6urypara, naprpraqvr,rlrr4 aHTHIenpecHBHH leKoBlr.

Koprunocrepor.rAr.r (sa cacreN{cra ynorpe6a)
Pe4yrquj a Ha aHruxunepreH3r4BHr.ror e$err.

4.6 Oepru,rnrerr 6pe*renocr r.r Aoerbe

qJrr,rBa 3a BpeMe Ha npBlroT'rplrMecTap olt
H3r,rH II peqe[Top aHTaroHr4crr.r o

6peueHocra (nu4ere cerquja zl.3 u 4.4).

He nocrojar aAeKBarHr4 rroAarour{ sa ynorpe6ara Ha reJrM pran raj 6peuenz )r(eHH. Cq,,uuure naj
)KeHr,r rroKiDKane penpoAyKTr,rBHa roKcr4qHocr (cerquj a 5 . 3
Euu4euuoroilrKn AoKzL3r4 Bo BpcKa co pu3r.rKor 3a Hocr nocJre erccnosnuuia Ha AKIi
raHxu6uropu 3a BpeMe Ha rrpBr,ror rpuMecrap o4 6peue

aHrHxr4rrepTeH3r4 BHH Tepafluu KoH ce co AoKaKaHa cldryp

4uj arnocru qup a 6peueHocr, repanrlj ara co aHruoreH3r,rH
rrpu yrrorpe6a eo 6pevreHocr. Arco cr:

perlenropHu aHTaroHucru rpe€ia BeAHa[r
Aa ce npeKI,IHe, u , aKo e cooABeTHo, Aa ce oTrloqHe ce eua repanuja.

llosHaro e AeKa excnoezquja ua repannja co aHrproreH3uII peqenropHH aHTafoHvtcrv sa Bpervre Ha
yBa xyMaHa $eroroxcnuuocl (uaualeHaBropHoT l,r rperHoT TpHMecrap oA opeMeHocTa [peAr,r3

6y6pexHa SyH rcqrzj a, oJrr4roxnApoaMHuoH, ocu$r,rrcaqr,rj a qeperror, perapaaur.rja) u neouaralua
roKcr,rqHocr (6y6pexHa r.trcy$zqueHquj a, xunoreHrnja, reprarueuuja) (eu4ere cenquja 5.3).
Axo naqueHrKara nprlMa aHrrroreH3un II peqenropHr4 foHHcTH OA BTOpHOT TFrr,rrueCTalp Ha
opeMeHocTa, ce [penoparryBa yJrTpa3Byr{eH rrperneA Ha 14 Ha qepe[or ua Sery,co'l.
Honopo4enuut+a uuja rnrajrca npuuana aHfvorensun II pe
KoHrponvpaar nopaAv Mo)r(Hocr oA xurroreHsrda (cercryrlr

H aHTaroHncTH, Tpeoa qecTo Aa co

MOxe AA Ce HCrC[yqH MZLIIO 3foneMyBarbe Ha p

enr,rAeMHoJlorrrKr,r rroAaTorlH 3a pt43r,rKoT co aHrI4oTeH3vH
Ha JIeKOBH MOXe Aa TTOCTOJaT CJIHI{HH plt3r,rqu.
Oceelr aKo KoHrr4HyHpaHa repanuja co aHrr4oreHsHH I
eceHuHJaJrHa, [auHeHTKr4Te KOr4 flnAHr4pAAT

noeme
Euaejftlr ne nocrojar pacnonoxJrr,rBu noAarorrlr 3a
Aoenero, onoj nex He ce npenoparryBa 3a BpeMe Ha

Oeprrururer
Bo [perKJrr4Hr4qKrzre arynvv, He ce za6etexauu

$eprlr:nureror rcaj uaunzre n xaj )KeHcKlrre eAzHKH.

He ce AoHeceHIa, Ho KaKO r,r Aa e, H()
. Ce Ao.qeKa HeMa KOHlpoJrHpaHrr

petlenTopHH aHTafoHI4cTH, 3it o,Baa XJraCa

perlenTopHH aHTaroHr,rcTH 0e cMe'r'a 3a
rpe6a Aa MHHar Ha EUrrepHarHBHrr

.3 u 4.4).

Ha TenMucapTaH 3ia BpeMe Hal

a ce npe[opaqyBaaT anrepr{arr,rBHr.4r

6e6uwa.

KTr,{ Ha reJrMHcapraH xora rlrrajaal naL

Tepa[r,rH co JreKoBrr KoH HMaar nogo6ap r.r AoKoKaH HOceH npo$nn 3a BpeMe na 6peuerrocr,,
oco6eso rrpa Aoelbe Ha HoBopoAeHqr,rrra, r,r Ha HeAoHoceHH

Ynorpe6ara Ha aHrr4oreH3un II peqenrop aHTaroHr.rcrr.r He e
6peueuocra (nnaere cerqnja 4.4). Ynorpe6ara Ha
KOHTPAI4HAI,IUUPAHA 3A BPEME HA BTOPI,TOT I{ TPETHOT TPI4MECTAP

Spi' ',

4.7 EQenru npr cnoco6Hocra Ha ynpaByBarbe co MaIIraHu rr co MoTopHrr Bo3H
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flpa ynpanyBarbe co MaITITIHTI r4lrr4 co MoropHH Bo3HJra, r{e6a Aa ce 3eMe Bo rrpeABnA .DleKa Mo)Ke Aa
loj,qe .qo nojana Ha BprofJIaBHIIa ptrtn nocrraHocr npu yrfrorpe6a sa aHTuxHnepreH3HEleH reK KaKic
TELSIDAN .

4.8 Hecaxasu 4ejcrna

36apHV noAaroqh ga HecaKaHprre Aejcrsa

EeeBe4uocHllor npo$un Ha renMucapraH Kaj
KapAHoBacKynapHHoT rrlop6ugurer 6eure e4uaxon co ouoj

e(axaHure aejcrsa ua6poeHu noAoJry ce aKyr{ynr4paHr,roA KoHrponvpaHr KJTHHHqKU cryaura raj
HIITKH H3Berxran. Zcro raKa. 3eN{eHr,r rge BofiaqueHr]r TperHpaHu 3a xr,r[epTeH3vJa, A oA nocT-MapKeT]

npefleu4 cepHo3HHTe HecaKaHr,r gejcrna, r4 HecaKaHrrre Ae
up{janenu Bo rpn, 4omorpajnH KJTHHHqKH cryAHH Kor.r

TpeTHpaHH 3A HaMZLn)rBarse Hia
rcaj xnnepreH3r{BHa narIueHTH.

Kor4 BoAar Ao rrpeKr.rH Her repam4jara,
21642 raqfieHrv IpetHpaHM co

reJrMHcapraH, 3a peAyKrIHJa Ha KapAHoBaCKynapHHOr Mo Bo nepnoA Ao 6 roAuHrr.r.

Pe:i,rrnre Ha HecaKaHn're 4ejcrna
HeQar<aunre 4ejcrna ce rpynr4paHrd cnopeA rppexrenqnj ara Ha cJreAHr,roB Har{HH: MHory r{ecru

:crr.r (>f/I ,000 ao<l/I00); pernz (2:1/10,000 ao

aKaHHTe peaKrlHr{ ce nocTaBeHr4 rro peAOCJreA Ha

relr, ampuurreJrHo rIHclHTHc, ran$erc4lja Ha
]Kryr{HTpnHo Sapunrralnc v cvrry3urvc

r rcpaj u{.raq"e""otl

Haflywyearua Ha KpsHuom u Ha nttufruuom cucmeM

Ky r{ecrr4: Aueruuja
EoszHo$nruj a, rpon6oqnroneuuj a

y8alba Ha uJvtyHoJlowKuom cucmeM
Ana$u;raxrnqHa peaKrluja, npeoceuurpcr

y6aha ua nema6onu3Jwom u Ha ucxpaHama
Ky qecru: Xunepraruerrlraja

Xuno rrr une r',ruj a ( raj 4uj a6 er uuapu)

II c 4xuj ampuc Ku H apyutys arb 0

llouanr<y qecrr4: Aueruuja
PerKu: EoszHo$nluja, rpolr6oqnroneuuja

llolrarrcy qecru:

PerKu:
I4Hcorutrraj a, 4eupecuj a
Auxcuognocr

Hapyuryearua Ha HepzHuom cucmeM
florrralrv qecrl,r: Casnona
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Perxvr: Corr.rHoneuqvtja

Hapyruyearuq Ha oKomo
Perxu: Hapyruynarra Ha Br{Aor

Hapywyearua He oKomo u ua na6upuumom
Iloualryqecru: Bpromanuqa

Cpt4eeu Hapwysatua
flouarxy qecrr4: Epa4urap4rzja
Pernu: Taxurcapguja

B ac rcyn apuu H apyuy s atb a
flouarrcy qecru: XznoreHrnja2, oprocrarcra xunoreH:ula

P e cnup am o p Hu, m o p aK aJtuu u *t e d uj ac muH cuHu H epyuy 6 arp a
florvra;rry qecTu: flucmreja, Karrnr{Ua
MHory perKn: Hnrepcruquelna 6olecr Ha 6elure apg6osua

Ta c mp ou u m e c muH cLnH u H apwy 6 atu a
flouanrcy qecrr4: A6AouusarHa 6onKa, rr4iapea,4zcnencf.rja, $la.ryreHquja, nonpaftane
Perxu: Cyna ycra, nenpzjarHocr Bo croMaKor

Xenamo- 6unuj apuu Hapwy 6 arba
Perrn:

Hapyuyearca Ha KoJrcama u Ha nomKoJtcHomo mKulo
floualxy qecru: Cnpa6ex, xunepxlupo3a, Hcvlir
Perxu: AHrvoe4eu (co Qaranen ncxo4), erserr,t] epHTeM, yprraxapnja, ToKcuqtHH KoxFtH

epyruH14

MycrcynocrcenemHu Hapywysarbo, u Hapyaysarba Ha csp3Hoiwo mxueo
florvrarury qecrlr: Eolra no rp6or (r.e rEurujac), uycxylnu clil3Mr,r, vrualrnja
Perrclr: Aprpanruja, 6orna Bo eKcrpeMr4TeruTe, 6o.ruxa Bo reruBr,rre (cuurouu Kor,r Jrr4r{ar

Ha reH4aunrnc)

Ey6p e trcuu u yp uH ap Hu H apwys ah a
florr,tanry qecrr4: By6pexuu orrJreryBana, BKryqnrenHo 4 aKyrHa 6y6pexHa r,rncy$uurzenqnja

Onrumu Hapyruynatua, u Hapyutynotua Ha Mecmomo ua aduituucmpaquja
Iouanrcy qecru: Eolr<a Bo rpaAHTe, acreHnja (cla6ocr)
Perxu: Cocroj6a roja na.nuxyBa Ha rpHr

l'2'3'4' 
3arloHaraMollreH oflnc, Be MOJII{Me BnAere

gejcrna"

Onuc Ha celexrupasrme secaraHrl Aejcrna

Cenqa

AJ 3A OCOEI4HI4TE HA J[]KO']]

( o r r r ! l



Bo cry4ujara_PRoFESS, 6eilre sroreMeHac n opea6 a c o n,r a qe6o. o n oj H acran,o*. ;:TffJffi +".:T: "ii #:T: ffi;"#l#;#ff , _:;Aocera He e no3Har (nu4ere cexqaja 5.1).

Xunoreusuja
ona uecarauo rejcrso 6erte npnjaBeHo KaKo uecro rcaj ,,uri"""r" co KoHTporrHpaH KpBeH nrprzr'coK,Hoa 6ea rperHpaHl'I co renMl'IcapraH co IIen HaManyBarbe Hfl KapAHoBacKyJrapHr,ror uop6lr4rner unorcpaj craHAapAHara Hera.

ffiffiffifi
tf yuxquj a/xenaraJrHo HapyruyBarbe ce j anule xaj j anoucx
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n Ha abHopuuurHa xefiara-lHa

BaKBlr HecaKaun 4ejcrna 4a cejanar xaj janoucxure
rrarIHeHTH. floroleua e repoj aruocra

Tpeoa Aa ce MoHrrTopnpaur, a
Cnpanynaruero 3aBr4cr4 oA BpeMero Ha
r.rTe MepKH BKryqyBaaT rrpoBorlupiaHo

Ha aKTHBeHjar"uen. llorpedna e qecra
KOHTpOJTa Ha cepyMcKr,rTe eJreKTpoJrlrTH r4 Ha KpeaTHHr4H.Aro 4oj4e 4o nojana ua xrrnoreHszja,

HHrepcruuzelHa 6eloApo6sa 6olecr
Karo nocr-naapKerHHlrrKl4 ItcKycrBa npujanenu ce_cJryqaH Ha r4HTepcrlrrrHenHa 6ero4po6na 6orrecr,KoH ce acoqupaHl'I co 3eMarbero Ha reJlMplcapraH. Ho, ceuatf, He e yrBpAeHa Kay3iIJrHa BpcKa.

4.9 flpego:upame

Iluvtnupaut4 ce [oAarorlr4re 3a npeAo3prpane raj nyfe.

Curr.lnrolrn

J.

5.1

TeluucapraH He ce orcrpaHyBa co xenaogujarusa. fI
repanujara rpe6a 4a 6uge cuMrrroMarcKa H cyroparr.rr
HHrccrr.rJa, H oA Texr,rHara Ha cuMnroMr,rre. flpegloxe
nonpaftarre u/utn racrpr,rr{Ha JraBDKa. KopucHa e yno:rpe6a

narIHeHToT rpe6a 4a ce nocraBtr Bo Jrex(eqKa norox6a. z
Ha BOnyMeH.

OAPMAKOJIOIIIKI4 OC OEEHO CTI,I

(Dapuarog uHaMcnrr oco6enocrr.r

(DapuanorepaneBrcKa rpyfla: AnruoreHsnu II AHraro HHcrH
MexaHusarur Ha Aejcrso:

jAHAU Aa ce AoAaAaT COJrrl t4 3aMeHrrult

A'fC Kor: C09CA07

H II peqenrop (rnn AT1) arrrzrrc)Hr.{cr.
H II oA HeroBoTo MecTo 3ar Bp3yBabe

4ejcreo Ha aHrr.roreHsHH II.
xoH AT1 peqerrropor. Te.luucapraH

ino. TenrraucapTaH He [OKaX],Ba
H ApyfHTe rroMaJrKy KapaKTepilcrur{Ha

He e rro3Hara, HtzrTy lax erf,ercror ua
BOa Ce 3IOneMyBaaT co TeJllruoapTalr.

o renMrdcapras. TeluacapraH
HcKr,rre raHanu. Telu

eH3HMOT KOJ HCTOTaKa

TeruncapraH e opaJrHo aKTHBeH n cneqr,rsaveH aHfH
TelnlucapraH ro noMecryBa BLrcoKHor a$zHnrer Ha aH
:a A'l'1 peuenTopcKr4oT rroATlrn, roj e oAfoBopeH sa
TeruucapraH He [oKDKyna napqzjanHa afoHacrrrlrKa aKT
ceneKrHBHo ce Bp3yBa sa AT1 perlerrTopoT. Bpsynamero e
aQuuurer KoH Apyrr4Te peqenropu, BKJryqilTeluo AT2 xa

HHBHara MoxHa xurrepcrr,rMynaqlrja co aHfvoreH3klr II, qzu
Hueoara Ha nxa3MarcKrror :r;rAocrepoH ce HaMzIJIyBaar
uuxulupa xyMaHr4or rrJra3MnH peHHH, Hrrry ru 6loxupa
uuxulupa aHrHoreH3HH KoHBeprupaqKuor eH3vM (xuuaza

AT peqenropH. Oynrcqr,roH€rJrHara yJrora Ha oBne peqe

6pagurcwuuu. flopa4ra roa, He ce or{eKyBa na ce rroreH
HecaKaHH AeJCTBa.

Haj ncraxnaru uaHusecra\uv oA rtpeAo3raparbe co renlrtlcapraH ce xnnoreHouja u rarumapAuja.Hcro rarca npajaeeHra ce u 6pagulcapluja, BprornaBurla, srple^ayaarbe Ha cepyMcKzor Klpear'Hr,' HaK),rHa 6y6pex u a uncy$aqueHquj a.

Tepanr.rja

\goh,

co opaAr.rKHHHH
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Kaj nyfe, 80 mg Ao3a Ha reJrMr,rcapraH pequcu
npoBorlr4paHoTo noKa{yBarbe Ha KpBHktoT rrplrTHcoK.
qaeav ceyrxre e MepJrktB 4o 48 uaca.

KrHuuqxa e0HKacHocr z 6es6erHocr

Te panuj a u a e c e u4uj anu a xun ep me u z uj a

flocle [pBara Ao3a Ha reJrMr{capraH,
Bo nepproA o4 3 uaca. Maxcuualno HaMaJryBarbe Ha
HeAenr4 rrocJre 3aflor{HyBarbero Ha repanujara, H ce oAp)r(y

AnrnxunepreH3HBHaor eQexr ce oAp)r(yBa KoHcraHTHo
BKnyqyBa rrocneAHuTe 4 qaca npeA cneAHara Ao3a, KaKo
Ha KpBHr,rOT npr4THcoK.
Ona e nornpAeHo co cranKa Ha nHKoBH KoHcraHTHo HaA
Ha TeJrMI4CapTaH BO KJIr.rHr,{rrKIt CTy Aprlr KoHTponHpaHH
Ao3Hara BpcKa u BpeMero Ha oflopaByBarbe Ha 6asvq
Henocrojanr{ ce [oAaroquTe Kor4 ce oAHecyBaat na auj
Kaj xanepreH3HBHH rrarIHeHTH, TeJrMHcapraH ru peAyrlrl
rrpr.{rr4coK, 6ee Aa nnujae Ha cranKara Ha nyJrcor.
Harp[yperuqKr4or e{exr Ha HefoBara xu[oreH3r.rBHa a
AHraxunepreH3nBHara e$unacuoc'r Ha renMucapraH e
aHTHXHnepTeH3HBHkr JreKOBr.r (4eiuoucrpupaHo Bo KJr
TenMncapTaH co aru,troAHfrHH, aTeHOJrOJr, eHaJranpuJr,
llpu uar,ro [peK]rHyBarbe na repanujara co reJrMacapraH,
BpeAHocrr4re npeA rcpanujara Bo nepHoA oA HeKonKy
npartarre Ha xufiepreHsujara.
Hnqu4enqata na cyBa KarrrJlrrqa 6enre 3HarrHTeJrHo
reJrMucapraH, orKoJrKy raj ouue JreKyBaHH co AKE u
cnopeAyBaaT oBHe ABe aHTHXHnepTeH3HBHH TepAnvld.

Kap d uo e a c rcyn ap u a np e e e ut4uj a

ONTARGET (ONgoing Telmisartan Alone and in Co
Trial) cryaujara rH cnopeAyBa e$errure Ha reJrM
TeirMHcapTaH rj paMHnpHJr - Ha KapAHoBacKynapHuoT Hc
roAuHIt HJrH nocrapu, co Hcropuja ua KopoHapHa
aprepracna 6o,recr, urw Tlarr 2 ua gnja6erec Menuryc,
rreJrHrl opraHlr (np. peruuonarnja, JreBa
rvruxpoar6yuruHypuja), oAHocHo nonynaquja co prr3uK oA
flaqueurure 6ea pan4oun3r'rpaHr4 Bo eAHa oA Tpure
(n:8,542), paMr.{rpvn 10 mg (n:8,576), ulu rou6uuaqrEj
l0 mg (n:8,502), u 6ea cleAeHr4 Bo cpeAHo BpMe oA 4,5
TeruncapraH noKaN(rur cJruqHlr e$exru co paMnnpr{Jr Bo
qeJr Ha KapAr,roBacKy rap:na cupr, ue-$arzrJreH MHoKap4eH
xocnHTulrrr43arlr4Ja rropa.4r{ KoHrecTHBHa cprleBa ooJrecT.
rorrKa 6eure cruqna Bo rpyflure co reJrMucapraw (16,7%)
3a renMncapraH Hacnporv paMrdrrpnrr 6erue L}l (97 5% C
co rpaHuua ao l. l3). Cranxara Ha Moprrrnurer - nopaAu c
noMery narlr4eHrHre TpeTHpaHr,r co TeJrMucapTaH H paM

flpouaj.ueno e AeKa renMr4capraH e cJnrr{eH no
clerlr4qr4rlr4paHur a ceKyHAapHa 3aBprxHa TolrKa Ha
uuQapxr, u He-$araneH Mo3oqeH yrcp 10.99 (97.5%

3EI,IPEH H3B AJ 34 OCOBI4HI,ITE HA II]EKOII

ro r,rHxr{oupa
e$ercr ce

oA aHluoreHgraH II
oAp)q/Ba npexy 2,4

,qejcrno flocrerreHo crarryBia eBHAe]urHC),
trpHTHcoK reHepiuHo ce lo6usa 4-;8

3a BpeMe Ha noAoJrroTpaJHa Te,palr4.la.

y 24 uaca IIOCJIe AO3HpaILeTO, Vt t'14

co au6ylaropHu MeperbieE NOKa)KAHO

ceoj

saberexaHa rrocJre Ao3a o,4 40 u 80 mg
nnaqe6o. llocrou orurfJreAeH TpeHA Hil

r{or cncroJreH KpBeH npuTacoK (S;BP).
HHOT KpBeH npHTHCOK.

o6ara cncroJrHHor lz 4ujacro,lHaor KpBerr
E AONPI4HOCOT HA ArIYPCTUqKHOT I,I HiI

, rpe6a AonpBa 4a cr: 4e$urrrapa.
I,IBa CO HCTUTA OA ApyrH KJracr,I HiI

Lr cTyAklH H TOa AnopeAyBarbe H:r
Tna3I4A H Jrrl3rrHonpr4n.

pBHHOT npfiTr4COK nOCTerreHO Ce Bpar€ Hil

eHoBH, 6es 4oxas Aexa Aoaia Ao HrarJro

IOHI,ICKA IIaIII4eHTH TpeTHpaHtr CO

KJrr,rHHrrKH CT)lAHkr KOr,t ftrLrroprt

ination with Ramipril Glotral Endpoint
paMrrrpun u xona6unaqujar o21

1,, rcaj 25620 naqueHTv Ha so3pacr oA 55;
6olecr, Hana1, TIA, nepu$epHa

HH CO AOKa:! 3a OUTeTyBarbe tFra oApe,qeHH
ynapHa xuneprpo$raja, r,ranpo Hrvt

Ha KapAHOBaCKynapHu FracraHu,,
KH rpy[H: reJrMr,rcapraH 80t mg,,

Ha reJrMr,rcapran 80 mg nnyc paMHilpHJr

a Ha tpvtMapHaTa cJrox(eHa KrraJHzr
H$apnr, He QareleH Mo3oqerH "y4ap, vnvt

I,IsuuAeHuara Ha fipnMapHara 3aBFrrrrHir
paMr.rnpun (16.5%). Craurana Ha pa3HF:

0.93 -1. 10, p (ue-ranSepuopHoc'r)=Q,tl019t
nprruHr.r r,BHecyBarre ll.6% u ll.8o/o
COO,IIBETHO.

eQnxacHocr co
KynapHa cMpT,

1 0

.90-1.08),  p (

paM
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nplrMapHa 3aBpruHa roqKa Bo peoepeHTHaTa cay$"Ija
Evaluation Study).

3HaqHTenHH pa3nvKH BO T4HTIVAeHIIaTA HA npli
(xapAuonacrynapHa cir,rpr, He-QarrrrreH Mr,roKapAeH Ht
xocrruruuru3 a\HJa 3a KoHrecrr4BHa cpr{eBa uucySuqueuqr
maqe6o fpynnre, co crarrKa Ha pH3HK or,0.g2 (gSy" Ct O
Ha renMr,rcapraH Bo cnope46a co rnaqe6o, rcai n
KapAnoBacKynapHa cMpr u ne_QaraneH Mr,roKapAeH uH
Heuaure AoKa3 3a 6eHe$zr Ha KapAuoBacKynapHa cupr (

renMr{capTaH orKonKy KaJ naqueHrr,r TperHpaHlr co paM
KaJ naqneHTHTe rpeTHpaHH cO TeJrMHCapTaH.

Apyrr,rre MoxHH rrpuqnHu 6erue Aocra rrofoJreM,
,{onoluraremro, [ocroerle 3HarIureJIHo rroBzcoKa HH
uncySnqzeuquja, xznorenauja t,t cnHKorra Bo rpynara
flopa4n roa, ynorpelara sa norra6uuaquj ara Ha reJrMzca
onaa norrylaqrnja.

3BI,IPEH I43B AJ 34 OCOBHHI4TE HA JIEKOT

(The Heart Outcomes preve,ntion

co cJrHqHLr HIrKJIy3nOHla

uaqe6o (n=i,972), rsara

nz r,t 8 MeceuH. Helra crarucrrrqKl4
KOMno3r4THa 3aBp[rFra TosKia

TRANSCEND paHAoMn3npanr.r AKE-I,I _ u NAUHEHTII
KpnrepnyMr4 narco ONTARGET co renMHcapraH g0 mg n:2,954) wlt
AaAeHH npr4 BpBHa cTaHAapAHa Hefa.
Cpe.uHoro BpeMerpaene ua cn"4"rlero H3Hecvsaue 4

lapKr, ne-Sarareu Mo3oqeH )/Aap, r4Jrr4
ja) 115.7% co rerrMr.rcapraH H 17.Tyo nt>

l-1.05, p=0.22)]. Hnaa 4oxa:l sa 6eH,eSH:r

Kauuuqara H aHrnoeAeuor 6ea noMnJrKV qecro ByBaHH Kaj narIHeHTH Tpert{paHtr ccr

Bo "flpeneHr{HcKr{ pe)Kr4M sa eSexrunno us6ernynae
crylujara rcaj narrrEenrv crapr 50 ro4unu a nosefte, x
sa6erexeHa 6rz,ra rroleueHa vHrrkrAeHrla Ha celca 3a ren
Hacrrporr.r 0.49% [RR 1.43 (95%o wnrepBzrrr Ha .qosep6a
$aralna cenca 6eure eroleueHa naj [ar.IHeHTH Kor,r
rrarlneHru KoH 3eMzlre nraqe6o (0.16%) IRR 2.07 (9
3a6elexeuara 3roJreMeHa crarrKa Ha cerca acorlnpaHa co

ceKyHAapHa 3aBpurHit Toqt(a H:t
[0.87 (9s% Cl 0.76-1.00, p:0.048)].
Ha pu3lrK 1.03,95yo CI Cr.85-1.24).

AoAeKa xranoreHaujara 6erue roq:ecr€r

ynorpe6a Ha xona6unaquiara
HrIa Ha xHnepKirnHeruruja' 6y6perxua

xoja npuiuaure xolr6usvrpaHa repauuja.
I.r paMHnpr,rn He e npenopaqnHBa 3a

Ha ceKyHlapHr.r HanaAn" (PRoFI]SS)
HeoAaMHa AOxHBeuIJre Mo3OqeH yAap,

ucapraH uo cnope46a co nlaqer5o 0.'10%
1.00-2.06)]; HHrrHAeHrrara Ha cJryqarr co

Ha.

Kou6znaqajara Ha reJrMr4capraH co paMr,rnpuJr He Aonpu 3a rrofoJreM 6ene$ur, HaA paMurrpr4Jtr
ktJrr,r reJrMHcapraH KaKo canaocrojua repanr,rja. Ka napHnoT MopTaJrr4TeT, r{ MopTzrlr [rTeTc)T OJI

renMHcapran (0.33%) Hacnporr4
%o nurepnm na 4onep6a l.'14-3.',t6)1.

Lrnlr cJryqaJHocr, Arru [oBp3aHa co nenoj Herro3Har MexaH
ynoTpeoaTa Ha TenMlrcapTaH MOx(e Aa e

5.2 @apnranomrrHercKrr oco6eHocru

Ancopnuuja
Ancopnqrajara Ha reJrMr{capraH e MHory 6psa, aaro an
Cpe4nara ancoJryrHa 6raopacuolo>rcnaBocr 3a reJrMucapraH

vpanara KoJruqr,rHa e napnja6n:tra.
H3r{ecyBa oKony 50%. Kora reJrM}rcaFrraH

ce 3eMa co xpaHa, pe4yxqr,rjara no (AUCg_ -) Ha rel Baplrpa oA oKorry 6% (40 rng Ao3a)Ao
oKony 19% (160 mg dose). flocle 3,racaoA aAM nJIa3Ma KOHIIeHTparIraaTe ce cIrHLlHH,
offi pa3nr4Ka AaJrH TeJrMr4CapTaH e 3eMeH Ha DraAHO, kurrL co

nncrprE6yqnja
TeruncapraH Bo roJreM rrporreHT e Bp3aH co rrJra3Ma n nre (>99.5o/o), nomauHo co ar6yuln u
alrfa I KHceJl rnuKorrporer4H. CpeAHlror BoJryMeH Ha ja ueuecyaa oxory 500 l.

Br.rorpanc4opuauuja
TeruncapraH ce uera6olu:rapa [peKy norryraqzja
$aprvrarcololrKa aKTuB HOCT.

Ernuranauuja

co HryKypoHHA. Komyraror Hr3Ma

no:r]rspeMe Ha e[HMuHarruja oA >20 \aca. Maxcuuamrara
creneH (AUC), ce 3foJreMyBa Ar,rcnpofloprluoHanHo co

KoHrleHTpar{r.rja (Cru*), u no
He nocrou .rloKa3 3a

peJreBaHTHa axyuynaqnja Ha reJrMncapraH 3eMeH Bo
/l
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TEJICI4NAII

6ea noeucoKu xaj xeHnzre, Bo cnopeA6a co uaxjaqure,

llocle opanHa (u r.rHrpaneHcxa) a4rr.ruHucrpaquja cKopo
BorJraBHo Henp oMeHer. KylrynarnBHara ypuHapHa €KCKp
rrlrinMa Krrr.rpeHc (Cl,o,) e Br{coK (oxony 1000 ml/min) no
1,500 ml/min).

Jluneapnocr/He-;r zneapHocr
Mana pe4yxqr.rja Ha_AUC se ce oqeKyBa Aa npeAil3BzKa
He nocrou nr4HeapHa BpcKa nonaefy Ao3HTe H Hr4Boara H
ce 3roJreMyBaaT Auoflpoflopqr{oHrurHo IIpH AO3H TTOBHCOKH

Cneruj arHu nou.vlaqzona rpynu

Ifon
3a6erexaHpr ce pa3nr.rKr{ Bo rrJra3Ma KoHqeHTpaqalrre co
cooABerHo xaj NeHz no cuope46a co Malrlr.

Ilocmapu nuqa
OapuarcoruHernKara Ha renMr,rcapraH He ce pa3nuKyBa
IONHHI4.

Ey6p e crcu o outme myn cub e
Kaj naqneHrv co 6laro Ao yMepeHo H rerrrKo 6y6pexHo
rrJra3MarcKr.rre KoHqeHTpaqlru. Kaxo H Ea e. rroHHcKH
narlueHrr4 co 6y6pexua uucyQnquenqnja noz 6ea
nporleHr Bp3aH 3a rura3MarcKnre nporer,rHu rcaj 6y6peNuo-
ce oTcrpaHr.{ no [ar ua gujanusa. flolynpervreTo Ha eJrHMrd
6y6pexno orxreryBarbe.

Xen amattu o orame my6 ah e
(DapuaxoxuHercKure ary Akrtl xaj naqvenrn
anconyrHara 6HopacnoJroxJrr{Bocr Ao oKoJry
KaJ rraqneHTr4 CO Xe[aTiurHo orlrTeryBarbe.

5.3 Ilpernluunqnrr rroAarorlll

Bo npeluuHHrrKHTe cry4zla sa 6es6eAHocr, Ao3vre KoH
KJII{HHqKHOT TeparreBTcKI4 paHI-, npeAr,r3BHKa Ha
rurerKr.r (epuTporlr4Trz, xeuouo6nH, xeualoxput), r
(noKaqeHo HrzBo Ha a3or oA ypeara Bo KpBra, 14 KpeaTHHr,rH
HopMoreH3r4BHH )KHBorHu. Kaj Kyr{nrba, ra6elexeslr ce ry6
Ha racrpur{Hara MyKo3a (eposaja, ynqeparlnu wtu uusta
Kyrrulba. Onae SapnraKoJrorrJKtr nocpeAyBaHn HecaKaHH
cryAHLr co o6ere AKE ltrxpr6r.rropn H aHruoreHsnH II
co HaAoKHaAa Ha opiureH coJreH pacTBop.
Kaj o6ara Br4Aa, 6ea sa6erexaHr, 3roJreMeHa pe
xnneprpoQaja./xunepnnas uja ua 6y6pexnure j

Heva jacHu AoKasu 3a reparoreuu esexrn Bp3 ruroAor,
renMr,rcapraH, 6ea ga6elexaua oApeAeHr4 eQexrr.r nps
HaMaJIeHa renecHa re)I(HHa H sa6aseHo orBaparbe Ha ortuTe.

Heua gorca:H 3a MyrareHocr Ir peneBaHTHa Knacror-eHa a
3a KaHrreporeHocr xaj craopulz rl rnyBrIH.

3EI4PEH H3B AJ 3A OCOEI4HHTE HA JTEKO:|

peneBaHrHo uujauue npr erfunacHocra.

eKcxJry3HBHO Ce eKcKpeTHpa ccr SeqecoT,quja rasHecysa <lyo oA Ao3ar,a. Bnynnuor
uope46a co xenaraJrHuor Kprrolo*lonorry

rrJrinMara. Cru* H Bo noMana rraeprca ,AUC
14 40 mg.

t1a Ha repa[eBTcrara eSuracnocr.

n AUC orcoty 3 u 2 TIATU IIOBI4COKH,,

nocTapa Itnr\a, v oHHe norvrJraau o;rt 65

name, sadele)KaHo e Ayflnfiparbe Ha
KoHrreHTpar-tuu 6ea sa6erexaHr,r xai

ua gujmusa. Teluucapanr e Bo 
"o,.oiUI{u9HTHH IaIII4OHTH H HO MO)I(rO n8

qaja ue e [poMeHero naj naqaeHrri co

CO XENATAII orrlTeTyBarbe IroKiDKa 3roJleM!'Balb€r Ha
100%. Ilony Ha elryrMnnaqraja ne e npoMenrero

eKcrro3arlHJa CnopeAnr4Bil co Taa Bo
Ha rrapaMeTpr,rTe Ha rlpBeFrHre KpBHH

H Bo 6y6pexnara xeMoAHHaM,r{Ka
KaKO H 3IOneMeH cepyMcKx na.:rnynr raj

'rapHa Aularaqnja n arpoQzja. llonpeaa
lquja) 6erue ga6elex(eHa xaj craopuu H

no3HaTH OA rrpeAKnHHlrrrK.aTe
rrropHu aHTaroHacrlr, 6ea npes,eHr.rpilHr4

I4HCKA AKTHBHOCT HA NJIA3MATA H

napIJId KJTeTKU.

KaKO H Ea e, npw ToKCHTIHIII AO3H Ha
uuor paraoj Ha noroMcrBo,ro, KilKo

t2

HOCT BO tn vttro cTy4un, H



TENCIINAH 3FHPEH

6. OAPMATIEBTCKLT OCOBEHOCTI4

6.1 Jlncra Ha eKcrl[[rrenTn

Hatprayrra xvApoKcHA
flonu4oH (K-25)
Mern5zuzn
Jlanrosa MoHoxr4Apar
Kpocnonz4os ran B
Xorr xereseH oKcr4A (8172)
Marnesuyl,r creapar

@umr,r o6sasrcara coApxu:
Xunpoueloza (E464)
Taraunyvr Ar,roKOnA (El 7 I )
Maxporon 400
Tanr
Xorr xereseH oKcr4A (E172)

6.2 llnrounarn6n.rnocr

He e lpuueHJrHBo

6.3 Pon Ha rpaerbe

3 roquulr

6.4 Cnequjalnil ycJroBtr Ha rryBarbe

Oeoj vre4aquHcKa [por,r3BoA He 6apa cnequjaluu ycnoBn

6.5 Ilprpoga u coAp)nrrna Ha noHrejHepor

HajnonAVPVC-A I 6rurcrepu

Ifaxyearua
40 mg and 80 mg: BlHcrepra co 28 ra6reru (4 x7),

6,6 CnequjalHrr rrpeAyrrpeAyBarba 3a oTcrpaHyBarbe

Heynorpe6eHr4or JreK Aa ce orcrpaHr{ cnopeA Ba)KeqKHTe

7. HOCPITEJI HA OAOEPEHI4ETO 3A IWIuTAIb
[POI,I3BO,IIIITEJI

HOCI4TEJI HA OAOEPEHI{ETO 34. IIyITITAIf,E BO
ArsoreH 4oo Bapnqe-flpercranHnrrrBo Cxonj e
Yn. Koaapa 13 A 1000 Crouje
P.Mane4ouraja

IIPOII3BO,ryrTEJI
Alvogen Pharma doo Barice

l 3

qyBarbe

pefyJraTvBr.r

BO IPOMET I,I
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bb, Barice, Plandiste

EPOJ HA OAOBPETil,IE 3A

AATYfi{ HA TIPBA PEruICTPAIU,I4A/O

AATYM HA TIOCJIEro{A PEBI43I,IJA

3A OCOEHHI4TE HA JtsKOT

BO TFOMET

PETHCTPAIIUJA

m,,
c 9
u *

S?+


