
3EI,IPEH I,I3BETIITAJ 3A OCOEI,IHUTE HA JIEKOT

1. rIME HA JIEKOT, JAqIIHA [I OAPMAIIEBTCKA AO3I,IPAHA AOPMA
TerQopr 80 mg/5 mg m6neru
TerQopr 80 mg/10 mg m6rera

2. KBAJIIITATIBEH [I KBAHTIITATI,IBEH COCTAB

Tel$opt 80 mgl5 mg: Elna ta6nem coApxr{ 80 mg rerrMncaprau u 5 mg aMnoAnuuu (no
$oprraa Ha aMnoAr4nun 6ecunar).
Ten$opr 80 mg/l0 mg: E4Ha ra6_uera coApxu 80 mg reJrMr.rcapran pr l0 mg aMJroAr.rnuH (oo
([oprr.ra Ha aMJroAunun 6ecunar).

Ercquuuescl,t co no3Haro 4ejcrno:
TenQopr 80 mg/5 mg: E4ua ra6lera coApxu 320,4 mg cop6uron.
Ten([opr 80 mg/I0 mg: E.uua ra6rera coApxr.r 320,4 mg cbp6rarol.

3a qenocuama rucma Ha eKcqunueucu Be l4oluJvre sudeme zo dercm 6.1.

3. OAPMATIEBTCKA AO3ITPAHA OOPMA

Ta6nem.

Tgl0oRr 80 mg/5 mg: Eelo-NoJITeHI{KaBr.r, r,r3AoJrxeHn, 6urounerccuu ra6rerr4 co Ar{MeH3Hr4 oA
18,5 x 8,5 mm, o3HaqeHI'I co "80" "5" co AeKoparHBH a nuuujaoA eAHara crpaHa. JlaHujara ue e
HaMenera 3a Kprxerbe Ha ra6lerara.
Tel([opt 80 mg/10 mg: Ee.rro-xoJITeHLIKaBrr, r{3AoJrxeHu, 6nrcounexcsu ra6rerr.r co AHMeH3r,ur
o4 18,5 x 8,5 mm, o3HaqeHrl co,,80,,,,10,, o4 eAHara crpaHa.

4. KTUHI,IqKII TTOAATOUII
4. 1 TEPATTEBCKIr [rHA[rKArI[[I

Teli[opt e I'IHAI'Iu[paH KaKo cy[crl4Tyrlr4oHa reparr,rja xaj Bo3pacHr,r rarlueHTr,r co eceHqlrjarHa
xunepteHsuja,'ruj KpBeH npI'ITI{coK e cooABerHo KoHTpoJrHpaH co xorra6uHaqrzja Ha aMJroArrnuH
I'I TeJIMUcapTaH, KoI{ Ce AaBaaT I'ICToBpeMeHo Bo Ao3a I,IcTa KaKo I{ so xoN,r6gHaqujara.

4.2 AOSVLPAEE LI HAIIIIH HA ytIOTpEEA

.Ilogr.rpane

Ha naqnesrnre KoH ce Hareparujaco aMnoAH KaKO eAHOKONI nr)HeHTH H

ireKoBr.r, Moxe Aa lrM 6u4e nponn[raH reKor l4cTI4Te AO3r4 KaKO H
eAHoKoM noHeHTHr,rre J'reKoBH. flauueH.rure
cy[cTaHr_lHt4 KoH rH npaMane KaKo e,qHoKo

-ttrl2

flpenopauaHara Ao3a e eAHa ra6lera T'err

AO3H Ha aliTI4BHHTe



Maxcnnaarsara rrpenopaqaHa Ao3a Ha TenSopt e 80 mg/10 mg, AaAeHa eAHarx Ha AeH.

Marcnmalsara AHeBHa Ao3a Ha reJlMr.rcapran e 80 ffig, a MaKcr,rManHara AHeBHa Ao3a Ha

aMJroAHnr4H e 10 mg.

floce6uu nonyaaunu

Ifocmapu noqueHmu

He e norpe6uo npularoAyBalbe Ha Ao3ara xaj nocmpu naqpreHTr,r. flpernasnuBocr e norpe6na
npr, 3roneMyBame Ha Ao3ara (era4ere rct 4,4 n 5.2). flocrcjar MHory MaJrKy r,rHQoprrlaquu sa
MHOry CTapH rrarlHeHTr4.

Ilaqueumu co peHanHu Hqpyuysotbo

Kaj naqraeurure co necHo Ao yMepeHo peHaJrHo Hapy[ryBarbe He e notpe6Ho npl,tJraroAynarle Ha

Ao3ara. ,{ocranHu ce orpaHl4qeHH noAarorlr,r 3a naq[eHTr,r co rerJrKo peHaJrHo HapyuryBarf,e r,t

laqpIeHTI,I ua xerrao4ujaJllr3a. Kaj onue naq[eHTr.r, nor.pe6no noce6uo BHr.rMaJrr,re nprn ynotpe6ara
Ha JIeKor Telt[opr , 6ugejtrn H aMJroAr.{nr{H n reJrMr4capraH He Moxe Aa ce orcrpaHar rro nar Ha
gujatuza (nra4e:re aeir 4.4).

If aqueumu co xenama,nHu Hqpywysatua

Kaj naquenrn co JIecHo Ao yMepeHo xenaraJlHo HapyuyBarse He ce yrBpAeHu npenopaKr{ 3a

Ao3I,IpaEe. 3a teluucapTaH, Ao3ara He rpe6a Aa HaAMr,rHyaa 40 mg eAuau Ha AeH (nu4ete 4en
4.4). Terr[opr e KoHrpaut!.Lrltt4paH rcaj naqueHrr.r co rernKo xenaraJrHo HapyrnyBarre (urtrgerc

Iren 4.3,4.4 u 5.2). Kaj naqneHrl,me co JIecHo Ao yMepeHo xenaraJrHo HapyrryBame, Ten([opr
rpe6a Aa ce ynorpe6yna co nperna3JrnBocr.

II e d uj ampu c xa no nyn aquj a

Eee6eAHocra u e$nracHocra Ha Tent[opt Kaj Aeua Ha Bo3pacr noa 18 roAr.tHr.r He e yrBpAeHa.
Heua AocranHu noAarouu.

HaqHH Ha ynorpe6a

Teltfopr Mor(e Aa ce 3eMa co uflH 6er xpaua. Ce npenopauyaa Te.rr$opr Aa ce 3eMe co AoBoJrHa
KOJIUqHHA HA TEqHOCT.

4.3 KOHTPATIHAITKATIT.ilT
- llpeocerJlnBocr Ha aKrlrBHara cyncraHlluja, ua Ar,rxr.rAponupu1uncnt4 AepuBarr{, yutvHa

6ralo roj oA eKcrlranr{eHcKr,rre HaBeAeHH no 4elor 6.1.
- Brop r.r rper rpnMecrap o4 6per',teuocra (nu4ere rct 4.4 u 4.6).
- EulrajapHr4 oncrpyKrr{BHr.r HapyruyBflrla.
- Terurco xenararHo HapyuyBarbe.
- Terura xnnoreusHja.
- [Ior (nrnyuurenHo Kap4noreH ruox).
- Oncr.pyrqraja Ha nporoKor oA neBara xorraopa (
- XeuoAprHaMcKr.r uecra6nlua cprleBa cra6ocr n
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I'lcroepeueHara yflorpe6a sa TelQopr co JreKoBr.r Kor.r coApxar aJrucxr,rpeH e
KoHTpal'IHAI'IuH^paHa xaj na[ueHru co 4uja6erec MeJlr,rryc riltupeHaJrHo HapyuryBarLe (GFR < 60
mllminll,T3 m2) (nr.r4ere Aerr 4.2,4.4,4.5 u 5.1).

4.4 MEPK}I HA TIPETTIA3JII,IBOCT I,I IOCEEHI{ IPEAYTIPEAYBAIbA

Te.nmupapran

Epeueuocm

3a rperrae ua 6peueuocT ne rpe6a ra ce sanoque repanuja co aHrr4orensraH II peqerropH1
aHTaroHHcr[. OcseH AoKoJIKy KoHTIrHytIpaHara'repanuja co aHtr{orensan II peqelropHr.r
aHTaroHr,rcrr,r He e HeolxoAHa, [aur4eHTr,rre Kor,r nJraHnpaar 6peueuocr rpe6a la6:1.Ilat
npe0plenr'r Ha aHnrepHarLIBHa aHTr.rxurrepreH3r,rBHa'repanuja co yrBpAeH 6es6eAHoceH npotpal
sa ynolpe6a 3a BpeMe ua Speueuoct. Kora r(e ce lrajarHocrrrr{upa 6peueuocr, .repannjara co
aHrHoreH3I'Iu II peqenropHll aHTatoHl{srn rpe6a BeAHa[r Aa ce [peKHHe, H AoKoJrKy e
cooABerHo, Aa ce 3anoqHe co aJrrepHarHBHa repanuja (au4ere rct 4.3 u 4.6).

Xenammuu Hapwysoba

Teauucapran ue rpe6a Aa ce 4ana xaj rauueHTr,r co xoJrecra3 a, 6utujapttr,r o[crpyKTr4BHn
Hapy[IyBaILavltu reIIIKo xe[araJlHo HapyuyBane (s[.qere AeJr 4.3), lnrcjkurenMncapraH
reHepaJlHo ce enHMHHI'Ipa co xortlxara. Kaj oBlte [aqueHT]r ce oqeryBa r{aManeH xerraraJreH
KJII'IpeHp Ha TeJIMI'Icaprau. Kaj [aIIHeHTHTe co 6raro Ao yMepeHo xenaraJrHo HapyuyBarLe,
TenMr.rcAprau rpe6a Aa ce AaBa co noce6Ha [pern{BJraBocr.

P e uoe acr<ynapHq xunepm ensuj a

flocrou 3roJIeMeH pI43I'IK oA TeIxKa xunoreHruja t,t peHanHa uncy$raqraenqraja npr.r rperMaH Ha
naulreHtrI{ co 6ulatepanHa aprepl4cKa creHo3a urraprepr.rcKa creHo3a Ha [oeAuHeqeH
Qynxquoraneu 6y6per co JIeKoBI,I xou aaujaar Bps cr,rcreMor peHr.rH-aHrlroreH3r.rH-aJrAocrepoH.

Peuanuu Haryuynotba u mpaHcnJtaumaquja na 6y6pez

Ilpr'r ynorye6a sa TeJIMI'IcapraH raj rarlueHTr,r co HapyueHa peHarrHa tbyurqprja, norpe6uo e
[epploAl{qHo cneAerLe Ha cepyMcKure HHBoa Ha KanLryM H KpearuHr,ts. Herrla }rcKycrBa Bo oAHoc
HaaAu4[t4crparlujam Ha renMllcapmn raj flauueHTr,r co HeoAaMHe[rHa rpaHcnrauraquja ua
6y6per. TemuucapraH He e 4njalnsa6ruen.

I,Iu mp ao a c rcy nop H a xuno 6 one uuj a

CuuntouarcKa xl4florelrsuja, oco6euo rro flpBara Ao3a Ha reJrncapraH, Moxe 4a uacmue xaj
IaIII4OHTI'I KoI'I I'IMaar Aenleqnja Ha BoJIyMeH ululu goJru nopaAra jara Ar,ryperr.rqHa repanuja,
AlrererqKl4 pecrpI4KqHI'I Ha coJIH, 4r,rjapea ulu nonpaftarre. OsHe cocroj6u rpe6a la 6ulat
Kopr4rr,rpaHlr rrpeA 3anoqHyBaBe Ha repanraja co renMncapraH.

,\eojua 1toxada Hq cucmeMom peHuH-oHzuome

Ilocrojar AoKa3r4 AeKa r.rcroBpeueiara ynorpe6a ua nlltr"sr,"+'d
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H HaMaJIeHa peHanHa $ynrquja (nruy.ryaajftn axyrua peHanHa cna6ocr). flopa4ra roa, He ce
npenopaqyna AnojHa 6loraAa na RAAS npeKy HcroBpeMena ynorpe6a na AKE-rauxu6nropl,r,
aHrr,roreH3HH II peqen'ropun 6nora'ropn HJrr{ anHcKHpeH (nu4ere ael4.5 ra 5.1).

Aro ce cMera AeKa repanrrja'ra co 4aojna 6noxaAa e anconyrHo HeonxoAHa,u,crararpeSa ga ce
cnpoBeAe noA HaA3op na cneqnjanHcr co qecr MoHrrropr,rHr Ha peHanHara $ynrquja,
eneKrponurHTe H KpBHHor npr,IrHcor. Kaj narlr4eHTu co 4nja6ercrca ner[ponaruja, ne rpe6a
HCroBpeMeHo Aa ce yno'rpe6ynaar AKE-nHxu6rropu H aHruoreHsr,ru II peqenropHg
AHTAIOHI'CTH.

Kaj nocle4llqa Ha unxr.r6raquja Ha peHrrH-aHrrroreH3r{H-aJrAocrepoH cl.rcreMo'r, npujaneuu ce
cny"{an Ha xnnoreHsuja, cuurona, xunepKarrerranja u npoMeHr,r Bo peHaJrHara $ynrquja
(sxlyuynajftu axyrua peHanHa cra6ocr) xaj no4noNHu vtt4ktBvtAyn, oco6eHo npu rcorra6ranaqlrja
Ha JIeK0BH rcor nlujaar Ha osoj cncreM. llopa4ra roa, 4nojua 6loraAa Ha cr4creMor peHr,rH-

aHrl,IoreH3HH-anAocrepou (np. npeKy aAMl,rHr,rcrpaguja Ha reJrMr.rcapraH co ApyrH 6lorcaropu ua
ct4creMor peHIrH-aHrnoreH3r.IH-aJrgocrepon) He ce npenopaqyBa. ,(oxonry ucroBpeMeHara
ynorpe6a e HeonxoAHa, ce [penopar{yBa BHIrMareJrHo cneAerLe Ha peHaJrHara r[yurqr,rja.

Ipyzu coc moj 6u Kou zo c mulrynupoam cucmeMom peHuH-aHzuome Hsuu-atdocmepou

Kaj naquen'rure uraj BacKyJIapeH ToH H peHanHa r[yHrcquja npeAoMrrHaHTHo 3aBracar oA
aKTTTBHOCTa Ha peHr.rH-aHt[oreH3r.rH-aJrAocrepoH cr.rcreMor (np. naqueHu,r co reurKa
KoHrecrLIBHa cpIIeBa cla6ocr HJII,I nocroeq(a peHarHa 6olec'r, axnyuyeaj(Lr peHaJrHa apreprlcKa
creHosa), repannjara co JIeKoBI,r rcoj alr.rjaat eps onoj cucreM, KaKo uro e renMucapraH, e
noBp3aHa co aKyrHa xunoreusnja, xunepa3orcnauja, onnrypnja r4Jrr,r perro aryrHa peHanHa
cra6ocr (an4ere ael 4.8).

Ilpuvapeu ando cmepoHu3aM

flaqueurure co npuMapeH aJIAocrepoHH3aM reHepanHo He oAroBapaar Ha aHTr,rxunepreH3nBHa
'repanraja co JIeKoBI4 Kolt AenyBaar npeKy r,rHxu6r,rquja Ha crrcTeMor peHr.rH-aHtuoreH3r.tH.
flopa4r,r roa, He ce rpenopar{yBa yrorpe6a ua reJrMr,rcapraH.

Cmeuosa Ha oopmHa u MumpqJtHa 6ot6yno, oncmpyKmusHa xunepmpofiuvua xapduouuonamuja

Karco u co ApyrtlTe Ba3oAllJlararopr,r, xaj nauueHTlrre co creHo3a Ha aoprHara r.r Mr,rrpaJrgara
BaJIByJIa I,In14 oncrpyKTI{BHa xnneprpo$IrqHa KapAr4oulronarlrja e norpe6uo noce6uo BHI4MaHr,re.

Ila\ueumu co dujademec Kou ce Ha mepanuja co uHcy,ltuH uau aumuduja6emuqu

Kaj onne naqr4eHTr.r, 3a BpeMe Ha repanujara co reJrMr..tcrapraH Moxe Aa HacraHe
xl4norJll4Kerrauja. IIopaALI Toa, raj onne narll,teHTu e norpe6no cooABerHo cJreAerf,e Ha Hr,rBoara
Ha rnyro3a Bo KpBTa; Kora e I{HAI4III4paHo, Moxe 4a 6ra4e norpe6no npr,rJraroAyBa}be Ha Ao3ara
Ha r{HcyJrr,rH utu auruguja6errarure.

Xuneprcaneuuja

Ynorpe6ara Ha JreKoBtr rou uujaar Ha crrcreMor rpoH Moxe Aa
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4uja6etec, raj naqlreHTl'I KoH HcroBpeMeHo ce Ha rcpanraja co Apyrr.r neKoBr,r KoH Moxar Aa rg
3roJIeMaT HI'IBoara Ha Kanl'IyM unr.r xaj nau[eHTH co LrHTepKyperHH HacraHr.r, xunep6ane1aujara
Moxe Aa 6r.r.qe SaralHa.

Ilpea,ua ce 3a[or{He co HcroBpeMeHa repanwjayaJreKoBr,r xou uujaar Bp3 cr,rcreMor peHr4H-
aHrHoreH3I'IH-aJIAocrepou, norpe6Ho e Aa ce HanpaEH esaryaqnja Ha oAHocor Kopr.tcr-pr43g6.
frasHr,lre pr,r3,K Saxropr,r xou rpe6a Aa ce 3eMar npeABr,rA 3a xr4repKareuuja ce:

-4,rja6erec MeJrl,rryc, peHaJrHo HapyuyBame, Bo3pacr (>70 roguHa);

-I'lcroBpeMeHa ynotpe6a co eAeH lrrn noselte JIeKoBI,r rou uujaar Bp3 cr4creMor peH[rH-
aHrl'IoreH3uH-anAocrepoI/.*t/uttu cynJIeMeHTH Ha KaJrr{ylr. Jlercoeure uilurepafleBTcKr,rre Knacu
Ha JIeKOBI'I KoI'I Moxar Aa [peAu3Br.rKaar xr,rflepKaJrenruja ce: cytrcrnTyrn Ha coJr Kor4 coApxar
KaJIIIyM' AHyperl'Iqu KoI'I ureAar KaJIHyM, AKE r.rnxu6utopl.r, aHr[oreH3HH II peqen.ropuu
aHTaroIII'Icra, HecrepouAHI'I aHTl'lllHQnauaropnu JIeKoBr.r (NSAIDs, BKiryqHTenHo ceneKrr,rBHr,r
COx-2 uuxn6utopu), xenapuu, LlMyHocynpecHBr,r (quxnocnop uH r4tlrarcponuruyc) u
Tpr,rMeTonpHM;

-ApyrH [rHrepKyperHu (ucronperr.reur.r) HacraHr.r, KaKo Ha [pr.rMep AexuAparaquja, axy.rua
xapar'rjaaua AeKoM[eH3ar1uja, uera6orua aqr,rAo3a, BnouyBarbe Ha peHaJrHara $yuxqr,rja,
ueua4ejuo BJIoIuyBaBe na ueroja peHaJrHa cocroj6a (np. unsextusHr.r 6orecrr), *r..orHa Jrrz3a
(np. axyrna ucxenauja Ha eKcrpeMurer, pa64oMr,roJrr.I3a, npoJroHrr{pana rpayrraa).

Kaj pr'rsravnl,Te naIIueHTI'I ce [penopaqyBa peAoBHo cJreAerLe Ha cepyMcK,Te HHBoa Ha KaJrr,ryM
(nngere ael4.5).

Emuuvxu pasnuxu

Karo urto e sa6erexano sa AKE uHxtt6nropr{Te, TeJrMHcapraH n Apyrr.rre asruoresguu II
peqe[TopHu 6loxatop[ ce noMaJlry e$errnnHr.r Bo HaM:uryBarbe Ha KpBHr,ror npnrucorc xaj
naqtreHTl{ oA IIpHara paca, orKoJlry xaj naqfieHTl,t KoH He ce oA rlpHarapaca, nepojarno ropaAr.r
Br,rcoKara [peBaJreHrla Ha HracK[r HHBOa Ha peHr,rH xaj naquenrr.rre oA qpHara paca co
xunepreueuja.

Ipyeo

Kaxo u co lpyrute aHTI,Ixu[epreH3HBHr,r JreKoBr.r, [peKyMepHo HaManyBa*e Ha KpBHnor
IIpI'ITI'rcoK xaj naqueurl'I co ucxeMllqHa KapAnoMuonarr.rja r4Jrr,r HcxeMHqHa KapAHoBacKyJrapHa
6orecr Moxe Aa npeAr.r3Br{Ka Mr.roKap4eH uHt[apKT r,rJrr.r Mo3oqeH yAap.

Auloaunulr

Ees6eAHocra u eSuracHocTa Ha aMnoAr.rnuH nplr

flaqueumu co cpqena cna1ocm

xHrrepTerr314B He ce yTBpAeHr.r.

IIpu nerynarf,e Ha rraqveHTn co cprleBa cla6ocr e gocr. Bo
tomorpajHa, nlaqe6o KoHrponupana cry4uja xaj ua cra6ocr (NYHA

. 'sHxu?'
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KJraca III ra IV), rcaj naqueurr{Te rperr,rpaHr4 co aMno, OKA HHIIHAEHUA



Ha rrynMoHapeH eAeM Bo cnopeA6a co nnaqe6o rpyrara (nrE4ere ael 5.1). Eloxaropllte Ha
KanUuyMoBu RaHaIll/.) nxlyvynajftu ro aMnoAvttrvtlH, r'pe6a Aa ce Kopr,tctar co nper[a3Jrr,rBocr raj
naIIHeHTLI co KoHrecrLIBHa cpqeBa cla6ocr, 6u4ejftr.r Moxar Aa ro 3roJreMar pu3r{Kor oA rrAHr,r
KapArro BacKynapHlr HacTaHr.r pr M opTan r.rTeT.

If aqueumu co xenomcL,tHo Hapywysatue

Kaj naqr.renrnre co HapyuleHa xeflaraJrHa r[yHrquja, noJry[epr4oAor Ha ernuuuaquja ua
aMJIoAHTI'IH e nponoHrl4paH H AUC npegHoOTI4Te ce noBr,tcoKr,r; He ce yrBpAeHH npenopaKr{ 3a

Ao3l'IpaBe. Tepanujara'rpe6a Aa ce 3anoqHe co noHr,rcKu Ao3r.r u co uoce6Ha nperflBJrr,rBocr, r,r

npl,I 3anoqHyBarLe naTepanrajatav npv 3roJleMyBarf,e Ha Ao3HTe. Kaj naqueHTHTe co reruKo
xenaranHo Hapy[ryBarLe e e norpe6Ho cnopo rHTpxparbe Ha Ao3r,rre r,r BHr,rMareJrHo cJreABrLe.

Ilocmapu naqueHmu

Kaj nocrapu nauueHTl,t, norpe6ua e flpernagJrrrBocr npr,r 3roJreMyBarse Ha Ao3raTe (er,r4erre 4en
4.2 u 5.2).

Ifa4ueumu co peHqrHo Hopyruy*otue

Kaj osne naulreHTl,t Moxe Aa ce ynorpe6ar goo6uqaeHr{Te Ao3H Ha aMJroAr,rnr,rH. flponaeuure ua
nJIiBMarcKI,lTe KOHIIeHTpaIII,IH Ha aMJrOArnnI,IH He ce noBp3aHI,I CO CTe[eHOT Ha peHaJrHo

HapyrryBarbe. Aulo4nnuH He e gnjatusa6uleu.

HHOopN,tauHl,t sa excu(nueHcr,rre

Jlexor coApxl cop6nr:ol. Ilaqneurnre co HacJreAHa r,rHroJrepaHqlrja na $pyrrora He rpe6a Aa
ro 3eMaar ouoj nex. IlpegnraA rpe6a Aa ce 3eMe aAHTr,rBHHor e$err Ha r4croBperr,reHa ynotpe6a
Ha JIOKoBI,I KoLI coApxar cop6u:ron (ranra rlpyxrosa) r.r AprerapHr,ror BHec ua cop6u'ron (r,rml

Spyrrora). Co4pxLtrata Ha cop6nroJl Bo JreKoBr,rre 3a nepopaJrHa ynorpe6a Moxe 4a unjae ua
6uopacnoloxJtuBocra Ha ApynITe JIeKoBH 3a nepopanua yno'rpe6a Kou ce ynorpe6yBaar
HCTOBpeMeHO.

Jlercor coApxt4 noManKy ol I mmol Harpr.ryM (23 mg) no ra6re'ra, npu rrro Moxe Aa ce Kaxe
AeKa e ,,6e3 Harpuyu".

4.5 I,THTEPAKUI{U CO Apyrll JIEKOBII LI ApyIU OOPMrI HA
I,IHTEPAKIIU}I

14Hreparcuuu nosp:aHn co rerNaHcap.raH

luzoxcuu

llpu ucronpeMeHa ynorpeOa Ha reJrMucapra* Ll ALt IOJ]EMYBAILC HA

M aKc H KaJr Hara rrJr a3 M arc Ka KoH rreHrpaqnj a Ha

Ko H qe Hrp a ryuj a (20%). flpu :an ou KyBarLe, np r,rrra

TenMucaprau, norpe6Ho e cneAerre Ha

ANHATA TIJIA3MATCKA

ua repanujara co

!';l:ii
KoHerIHTpauHHTe BO paM KHTe Ha TepaneBTcKr.roT

on,p)KHBar6e Ha



Kaxo u co ApyrI4Te JIeKoBI,I KoI,I AenyBaar Ha peHuH.&Hrr4or€H3r.rH-anAocrepoH cgcreMor,
TeJIMI'IcapTaH Moxe Aa npeAu3BI,IKa xl,I[epKalervrnja (nu4ere rct 4.4). Pusuxor Moxe Aa ce
3loJIeMI'I pnu rou6unaqllja co.qpyrl4 JIeKoBH KoH nperr43BnKyBaar xr4repKaJrerrauja (cyncrvryru
Ha con KoH coApxar KanI,IyM, AllyperHur{ Kox rrrreA&T KaIJl4yM, AKE uHxu6u.ropn, aHruoreH3yH
II peqentopHH aHraroHl4crl4, Hecrepor.rAHr.r aurnuuQlaMaropHtr JreKoBH (NSAIDs, BKryr{HTerHo
r,r ceJreKTr,rBsu coX-2 Nuxu6uropr.r), xenapuu, r,rMyHocyflpecr.rBr,r (quxnocnopt4HVilu
TaKpoJ[rMyc) rn rpurr,rero npuu).

Ilojaaata Ha xl{nepKanerranja 3aBucl,r oA noBp3aHr.rre pn3r.rK Qarropra. puguxor: e 3roJreMeH Bo
clyraj Ha ropeHaBeAeHrre xou6uuaquu. Pusrror e oco6euo Br.rcoK npu xorra6uuaquja co
AI'IyperuIII4 KoI'I uITeAar Ka"nuyM H co cyncrr.rryrH Ha coJr KoH coApxar Kanr4yM. Korr,r6unaqr,rja
co AKE uuxu6uropvt t4.l.t4 NSAIDs, Ha nprrMep, npercraByBa noHr,r3oK pu3r,rK, AoKonKy ce
cJreAar MepK[rre Ha rrper[a3Jrr,rBocr npu ynorpe6a.

Kouduuaqu?,t Kou He ce npenopaqysaqm

AsruoresallH II peqenropHl,ITe aHTaroHHcrH, KaKo uro e reJrMr.rcapran, ja uauaryBaar
AIryperHtIHo I'IHAyIII4paHaTa sary6a Ha KaJII,IyM. .{uypernqrare KoH rrrreAar KaJrr,ryM, Ha rp.
C[llpOHOnaKTOH, e[JIepeHOH, Tp]IaMTepeH, aMHnopI4A, CynJIeMeHTu Ha KTIJII,IyM I{nII cyIICTI4TyTl,
Ha conu Kor4 coApxar KanIryM Moxe Aa AoBeAar Ao SHaq[TeJrHO 3rOJreMyBarLe Ha
KoHIIeHTpaUUI'ITe Ha cepyMcKllor KaJIHyM. ,{oxonry nopaAr,r AoKyMeHTr,rpaHa xulogaleuuja e
HHAI'IUEpaHa xcroBpeMel{0 ynorpe6a, ucTlara rpe6a Aa e [pocJreAeHa co qecro cJreAerLe Ha
Hr{BOaTA Ha cepyMcKH KaruyM.

Jlumuyu

3a apeue Ha lrcroBpeMeHara ynor:pe6a Ha Jrr.rrr.ryM ra AKE uuxu6raropr4 r4 aHrnoreusr.rn ll
peqe[TopHE aHTaroHI,IcrLI, BKryr{HTeJrHo n reJrMHcapran e npr.rjaBeHo peBeps[6r,urHo
3TONEMYBABE HA CEPYMCKI,ITC KOHIIEHTPAUI{H HA JII,ITHYM I,I HETOBATA TOKCI,IqHOC'r, ,{OXO.IIXY ONAA
rou6unaqr'rja e Heo[xoAHa, florpe6so e BHI4MarenHo cJreAerbe Ha cepyMcKr,rre KoHrreHTparlur,r Ha
nr.rTr,ryM.

NSAIDs (np. aqerrlncaJII{IIHJIHa KLIceJIr,rHa Bo Ao3ra npu KoH r4Ma aHTHr.rH6rarraaropuo 4ejcrno,
Cox'2 uuxu6u'ropll lI HeceneKrltBHlr NSAIDs) MoNe Aa ro 3roneMar aHTgxr.rnepreH3sBHr.ror
e$exr Ha aHruorenslaH II peqeflTopHrire aHTaroHr.{crr,r. Kaj nexor,r naqueHTy co
KoM[poMHTVpaHa peHanl{a 0ynxuuja (np. 4exr.r4plnpaHu raqtreHru HJru nocrapr,r narrueHrH co
KoMnpoMHTVpaHa peHaJrr{a SyHxquja), HcroBpeMeHara
perlenropHr,r aHTaroHlrcrt4 r,r JreKoBH Kor.r ja uuxu6upaar
[oHaraMorrrHo BnomyBar]se Ha peHanHara tpynxqnj a, eu sacroj, xoj e
noo6uqaeuo penepsu6lrneH. flopa4u roa, oBaa xou6r,r

Rouduuaquu 3a Kou e nompefiua npemna3Jtunocm

He cmepouduu aumuuud,lail oUgpLU lg KogU

Moxe Aa AoBeAe AO

co
flperna3Jrr,t Boc'r, oco6e no raj nocrap n [aqpreHTri. ABCTHO

II



xr4AprrpaHr.r u no 3anoqHyBaBero Ha repan4jara npeABHA Tpe6a Aa Ce 3eMe cJreAe6e Ha
peHanHara syHxrlraja, xoe rpe6a nepuoAr.rqHo Aa ce noBTopyBa 3a BpeMe Ha.repanujam.

Pauunpu,,t

Bo elua ctygnja, [croBpeMeHara aAM]IHr.rcTpaqraja Ha renMrrcapraH r.r paMlrnpt,tn AoBena Ao
3roJIeMyBarLe o12,5 naTH Ha AUCs-2a }l Cm4x Ha paMHnpr{n I,I paMH[pnlat. KlnuuqKaTa
BaxHocr Ha oBaa oncepnaqr,rja He e norBpAoHa.

,ilultoemuuu (muosuduu unu duypemuuu ua Xeuneoeama nemenrca)

flperxo4ua repanraja co Br4coKH Ao3r.r Ha AHyperHur.r rcaro Sypocerrau4 (4uyperurlr,r Ha
XeHreosata netelxa) H xllApoxnoprua3v1(rraasra4eu 4uyperur) Moxe Aa pe3yJrrr.rpa co
4enneqr'rja Ha BonyMeH LI co pIr3I,tK oA xl{floteHrnja npn 3a[oqHyBarle Ha repanraja co
TeJrMr{capTaH.

Rouduuaquu Kou mpe6a da 6udam 3eMeHu npedeud

.[ ovzu aumuxune ome ugue uu r e rcogu

E$emot Ha HaMaJIyBarLe Ha KpBHI,Ior npr,rrr{coK Ha renMucapraH Moxe Aa ce 3roneMr{ npu
r4cro BpeM eua ynorpe6 a Ha Apyrr,r aHTHxHrepTeH3 HBH H JreKoBr4.

lloAaroqnre oA KJII{HI,IqKI{Te cryAHLr noraxhne gexa gaojHara 6roxaAa Ha peHHH-aHrr,roTeH3r,rH-
anAocrepoH cr,rcreMor (RAAS) npeKy ucrotpeiraena ynorpe6a Ha AKE uuxu6uropu,
aHrr4oreH3l4u II peqentopHn 6loxatopr4 unfi aJrr.rcKnpeH e noBp3aHa cO noBr,rcoKa ([perneHquja
Ha HecaKaHu 4ejctna KaKo xt4noreuauja, xufrepKaJrerrlr,rja r,r HaMaJreHa peHaJrHa r[ynxqr.rja
(nxnyuyrajftn axy'reH peHaneH sacroj), ao cfiope46a co yrorpe6ara Ha roeAr,rHeqeH ner xoj
AenyBa sa RAAS (ru4ere gen 4.3,4.4 u 5.1).

Bpa ocuona Ha HITBHLITe $aprraaronourru cnpjcrBa, 3a cneAHure JreKoBr{ Moxe Aa ce oqe4yBa
4exa rte ro noreHlll,Ipaar xH[oreH3I,IBHHor e$ercr Ha cnre aHTlrxulepreH3raBHr.r JreKoBH,
nxnyuyaajltr ro u renMucapran: 6arao$eu, aunsocrnu. [onolnrareJrfiro, onpocrarc1ar4
xunoreusnja Moxe ga6uge floreHllupaHa oA aJrKoxoJr, 6aprE6r.rryparu, HapKorpl\Lrulvt
aHTr,rAetlpecuBr4.

Ropmuxo cm epoudu ( c uc me mc xa vno mpe 6 a I

Haualyname Ha aHTnxr4nepreH3r,tBHnor eQorr.

I4Hreparcqru nospsaHr4 co aNarorfinr,rH

Efiercmu ua dpyeume teKolu ops aunodunuu

CYP3A4 uuxu1umoou

I,IcronpeueHara ynorpe6a Ha auno4unnH c0 c
(nporeasnu ruxu6uropn, ir3oJrHH amn$ynran
KnaprrTpoMyfi\ytlH, BepanaMlrn HJrlr ArrirTr{a3eM)
Ha eKcno3r,tqrajara Ha aMnoAHnvHn AatroBeEe

P.3A4 ruxn6uropu
KO epHTpoMHUrrH rrJrr.r

HTe,'I tHO 3toneMyBarLe

-u 1y4
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(paprraarcorr,rHercKu napr.rjauran Moxe Aa6u$ar KTHHIT{Ku nosuauajur.r xaj noctapu naquesrn. Ce
[penopar{yBa BHI'IMareJIrIO KJII,IHI,IqKO CreAerbe Ha n&qI,IeHTHTe r,r flp[naroAyBarse Ha Aosara, [o
norpe6a.

CYP3A4 uudvxmoou

flo uctonpeMeHa aAMnnracrpaqnja Ha no3HarH r,tHAyKTopH ua CYP3A4, naa3uarc1r,rre
KoHrleHrpaqvv Ha aMJroAr,IrHH Moxar Aa Bapnpaar. [opa4ra roa, norpe6Ho e cJreAerLe Ha
KpBHI'IOT IIpI'ITI'ICOK I,I perynHparLe Ha Ao3r,rre 3a BpeMe Ha H rro HcroBpeMeHara aAMr.rHucrpaquja,
oco6eso Ha crlJrHH CYP3A4 nHAyKropH (np. puQarunrrruH, hypericum perforatum).

fpe.indpym u cox od zpeirydoym

He ce npe[opaqyBa aAMr,rHr.rc'rpaqr.rja Ha aMnoAr4[r.rg 3aeAHo co rpejnQpy.r utvcoK oA
rpejnQpyr, 6ra4ejr(u raj uercou raIIlIeHTLr Moxe 4a 6uge sroJreMeHa 6uopacnoroxrrr,rBocra, urro
Moxe Aa Pe3yJITI{pa co 3loJIeMyBaBe ua e@errot Ha HaMaJryBarbe Ha KpB1lr4or npr.rrr4coK.

4aumponeu (un@!suja,)

Kaj Nrnnotnu, sa6eleNauu ce JIeraJrHa BeHKrpr.rKyJrapHa Sn6punaquja r.r KapA[oBacKyJrapeH
KoJIanc [oBp3aHI'I co xl{nepKaJlerrar,rja no aAMl,rHr.rcrpaqraja Ha Bepa[aM ul u vtHTpaBeHcKH
AaIrrpoJIeH. llopa4n pll3t,Iror oA xunepKareuuja, xa.i uaqueurr,rre noAJroliHr.r Ha ManrrrHa
xuneprepMuja u naqrleH:rl{Te KoLI ce JIeKyBaar oA ud.rrrrsa xfineprepMxja ce npenopaqyBa Aa ce
us6erHysa KoaAMI,IHI,Ic'rpaqr,rja sa 6roxatopu Ha KaJxrluyMoBr,rre KaHaJrr,r KaKo aMJroAr.rnr,rH.

EQexmu ua alanodunuH 6ps dpyzume neKoBu

EQerrorr Ha HaManyBarLe Ha KpBHI,Ior flpnTr,rcoK Ha &MJroA]r[vH e aLVTuBeH co eSexror Ha
HaMaJIyBalLe Ha KpBHI,IOT IpIITI,ICOK Ha ApynHTe neKoBH KOH r.rMaaT aHTr,rxu[epreH3r,rBHr,r
caojcrna.

Tarcponwqtc

flprl xo&Arrllrnlrcrpaquja co aMJIoAr{[r,rH, rrocrou pH3r4K oA 3roJreMyBarLe Ha KoHrIeHTpaquHTe Bo
KpBTa Ha raKpoJlluyc' 3a Aa ce ug6erHe roKcl,IqHocr Ha raKpoJruMyc, raj naqueHTr,rre Kor.r
llcroBpoMeHo ce Ha rcpanuja co aMnoAunuu, norpe6Ho e cireAerbe Ha KoHueHTparl[r,rre Ha
TaKponHMyc Bo KpBTa u, ApKoJIKy e nor:pe6uo, npnlbro4yBarbe Ha Ao3ara Ha raKpoJrrrMyc.

mTOR uuxu6uropl4Te KaKo cpIpoJII,IMyc, TeMcupoJrr,rMyc H eBeponr{Myc ce Cyp3A cyrcrparr,r.
Aulor[nuu e c.ua6 CYP,3A uuxu6urop. IIp, HcroBpeMeHa ynorpe6a na rnTOR unxn6uropu,
auroAn[uH Moxe 4a ja sroreMr.r eKc[o3uqrEjara Ha mToR nuxu6uropure,.

Auxtocnopun

He ce cnpoBeAeHn r,tHTepaKrrHcKH cryAu h 3a aM n xaj s4paara
Ao6poBonrltz,Lt Lpyrv norryJrar.Iuu, co ucKnyqoK Ha flpaHcrrnaHraquja,
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0-40%) Ha uuKnocrop*IH. Kaj onue naupreHtr.r, norpe6no e cneAeme HB KoHrleHrparrr4uro Ha
rlr,rKnocflopr4H r,r, AoKoJIry e norpeoHo, HaManyBarLe Ha Ao3ara Ha rII{KnocnopHH.

Cwueacmamuu

Koa4uuul,tcrpaqujara Ha nose(erparHu AoSn Ha l0 mg aMnoAr,rrrrH co 80 mg cHMBacraTrrH
AoBena rc 77%;o 3roneMyBarbe Ha eKcro3r,rU4jam Ha cl{MBacrarr,rH Bo cnope46a co MoHotepannja
co cliMBacraruu. florpe6uo e orpaHllqyBarue Ha Ao3ara Ha cr4MBacrarr{H Ha 20 mg Ha 4dn, xaj
naqrreHTlr Kor.r ce Ha repanuja co aMnoAunlrlH.

Bo uuHuqKH LIHTepaKITHoKI,I cry/rvtlt,u*rolrnm ue uujaer aps tpapuarcoKrrHerr.rKara Ha
aropBacrarr4H, AHro Kc vtr Ltlvt eap$apun.

4.6 IIJTOAHOCT' EPEMEHOCT U AOEIbE

Epeueuocr

Ynorpe6ara na Ten@opr He ce flpenopaqyBa 3a BpeMe Ha rpBr,rolrpnr\{ecrap o4 6pelreuocra,
1ugejku HeMa AocranHra uHtpopMallura 3a BocnocraByBarLe ua 6es6e4nocHuor npoQun Ha
aMJTOAHnHH H TenMLrCapTaH.

Ynorpe6ara ua Tentpopr e KoHTpar.rHAr.rqupaHa 3a BpeMe Ha Broprror x rperuor rpr.rMecrap oA
6peueuoc'ra, nopaAr4 colpxrrHara Ha renMrtcapraH.

Tenuucapmau

3a nperrae Ha [pBl4or rpl,IMecrap o4 6peueHocra, He ce npenopar{yaa ynorpe6a Ha aHrr,roreusnH II
perlenropHLI 6norcaropn (augere pet 4.4). Ynorpe6ara Ha aHrnoreHsuH Il peqenropHg filoxaropu e
KoHTpaHHAI'IqpIpaHa 3a BpeMe Ha Bropr4or rr rperr.ror rpr4Mecrap o4 6peueuocra (nugere Aeil 4,3 n 4.4),

He nocrojar cooABerHH noAaroIIH sa ynorpe6ara Ha renMlrcapraH rcaj 6peuenra xeHu. Bo
cryAI4I'ITe xaj NIaeorHu e pen4crpvpa*apenpoAyKTuBHa roKcr,rrrHocr (nu4ere Ael 5.3).

Enn4euuolo[IKuore rloAarot{H Bo oAHoc Ha TeparoteHocra rro eKcno3r,ruuja Ha AKE
t'tHxu6uropH 3a BpeMe Ha npBlror rpl{Mecra o4 6peiraeuocra He ce KoHK.rry3HBHH; Ho He Moxe Aa
ce lrcKnyqu Mano 3loneMyBaBe Ha pI43HKor,l4axo He nocrojar KoHTpoJrr{paHu enHAeMrrOJrotrrKH
noAaroLlll 3a pH3lIKor co aHrHoreusprn II peUenropHr,r aHTaroHucrrr, co oBaa KJraca Ha JISK9BI,I
Moxe ga noc'rojar cJIHqHI4 plI3I4uI,I. OcseH AoKoJrKy KoHTHHyT{paHara y.uorpe6a Ha aHrr,roreH3r.rH
II peqentopHl4 aHTaroHI4crLt He e HeonxoAHa, naqueHTr4Te Kor{ nJraHupirar 6penaeuocr rpe6a Aa
6ugan npetfpnenra Ha aJITepHarr,IBHa aHTr4xunepreH3r4BHa repannja co EocnocraBeH
6es6e4uoceu npo$ul sa ynorpe6a 3a BpeMe ua 6pelreHocr. flo 4njarHocrurruparbero Ha

B€,AllOlII A& C€

eHa repanuja.

I4groxesocra Ha aHrr.roreH3uH II peqenropHrd 610 u rpeTHoT

6peueuoc'r,'repanujata co aHrr{oreH3r,rH II peqenropnra
npeKr.rHe H, AoKoJrKy e cooABsrHo, ga ce,i sariouue co Ay)

TpHMecrap og operr,leuocra HHAyrIHpa xyMaHa $yHrqnja,



onmoxuApaMHl4o3a, perapAa[Hja Ha ocu(blrKalllljarp Ha qepenor) u HeouamrHa roKcr,rr{Hocr
(penanrra cla6ocro xuno.rgHsuja, xnnepKilrelauja) (quaere ael 5.3). .{oxo-rrry 3a BpeMe Ha
BTopI'IoT H TperHor rpnMecrap ol6peuesocra LIMa pxcnosuqnja Ha aHrr.roreH3gH II peqenropuu
6loraropu, ce rpenoparryBa rpoBepxa co yJrrpa3By* na peHaJrHara SyHrqraja H qepenor.
HonopoAenquIsara vuu tuajxu 3eMane aHrr4oreH3r4n II peqenropHr,r aHTaroHucrlr.rpe6a ga ce
ua6nyAynaar sa nojana Ha xr.rnorensaja (su.[ere Aex 4.3 n 4.4).

Awtodunux

Ees6eAHocra Ha aMJIoAIIII,IH 3a BpeMe Ha 6peueuocl raj nyfe ne e [orBpAeHa. Bo cry4uu ua
xI'IBorHIl, penpoAyICrI{BFIa roKcI'IrIHocr 6lara sa6ere6aHa npr,r BHcoKr4 .Uosn (nu4ere gen 5.3).
Vnotpe6ata 3a BpeMe na 6peueuocr ce nperopaqyqa caMo AoKorKy HeMa no6es6eAHa
anrepHaTr..rBa r,r AoKoJrKy 6olecr:a AoBeAyBa AO rOrOfleM pr,t3lrx sa uajrara r,r $erycor.
.I[oeme

AuloAunuH ce eKcKperupa Bo uaj.ruuoro Mnexo. ,(Bnor oA Ao3ara xoja ja npr.rMa AoeHqeHo e
flpolleHero AeKa e 3-7yo, co MaKcLIMyu oA l5%. E$grrot Ha aMJroAr.rrrzH Bp3 AoeHqrdrLara e
seuogubr. Heua AocranHlll ranQoprr.raquu 3a ynorpedam na reJrMr4capraH 3a BpeMe Ha Aoerbero.
llopaaa roa, ynorpe6am rra Ten([opr He ce nperopaqyBa H ce npenopaqyaa ynorpe6a ua
:InrepHaTr,rBua repanraja co no4o6po BocnocraBeu 60s6e.U{oceu npo$ran 3a BpeMe Ha Aoene,
oco6eso flpu.qoerLe Ha HoBopoAeHqHrLa unH npeABpeMeHo poAeHH HoBopoAeHrrqrLa.

fho.uuqcr

Tetuucgpmau

Bo nperxluHr,rsKr4Te cryAy;a, He 6rle sa6erexaHr,r eQemr,r Ha reJrMr.rcapraH Bp3 MarrrKara r.rJrr,r

xeHcKalra nJIoAHOCT.

Aatnodunuu

Kaj nerou naIIxeHTI'I Ha'repauuja co 6rorcaropr4 Ha KaJrrrlryMoBure KaHaJrH 6une npr.rjaneuu
peBep3I46HJIsu 6uoxeulrcKu npoMeH[I Ha rJraBara Ha c[epMaro3onAgTe. Herraa AoBonHo
KII'IHI'IqKIi noAarolru 3a npoIIeHKa Ha noreHqr,rjannr,ror e([em Ha aMnoAr4nHH Bp3 nlo4uocra. Bo
e4ua cryauja co craopqH, npujaneHu ce HacaKann e$erru Bp3 [JroAHocra xaj Maxr4 (an4ere 4en
s.3).

4.7 BJII,IJAHIIE BP3 CIIOCOEHOCTA 3A BO3EBE I,I PAKYBABE CO
MAIUIIHII

TerQopr nMa yMepeuo nlujauue Bp3 crroco6uocra 3a Bo3erf,e u paKyBarLe co MaurHHH.

,(oxonry naqpreHTr4Te Ko,r,r 3eMaar Tent[opr HMaar Bpror. JIKa,3aMOp HnH
raAerbe, cnoco6uocra 3a pearupalse t,{o)Ke Aa lnr 6uAe 'roa, norpe6ua e
[peTna3nHBOCT rrpl,I Bo3etse HnH paKyBarLe co Ma[rr4H
oBr,re HecaKauu e$erc.ru, rpe64 4a ur6ernyua noreuquj
Hnr4 paKyBarLe c(l ,\4alUHHH.

ce IIoJaBaT

KaKO BO3erLe

,Fnttlt+
[rupulrrgi< tg' 15 --_ S

) < t"1/ '::1
r:s 6 li1 \..:'a , \:{,><r'*i
V"-."4'&t.t'4;''

Iom!, f nt
.?'lr

,'oi)//
.:/. 'slrx u? '

9lron re

4.8 HECAKAHIT PEAKIIT{}I



Hecarcanure peaKIrHI4 npnjaeeHra npu ynorpe6a Ha uu4r,rBuAyaJrHr.rre KoMnoHeHru (aulo4unnH
HJrH TeJrM[capraH) Moxe Aa 6i1,lar norenq{anH[ HecaKaHra 4ejc.rna na TenQopr .

HecaraH H pearu[ H no gpgaH r,r co rer rvr Hcap.raH

Pesu-nte ua 6esdeduocHuom npoQun

Cepuosuure HecaKaHH peaKIII4I4 BKnyr{yBaaT aua$unarcrnqHa peaKrluja u anrlroeAeM, Ko[r ce
nojanynaar perKo (Ztlt O 000 ao <1/1 000) H aKyrHa peHarrHa cla6ocr.

BrynHara HHuI,IAeHIIa Ha HecaKaHra Aejcrsa npujaeenr.r co renMncap'raH e o6u.rHo cropeAJrr,rBa
co nraue6o (41,4o/o Hacnporl 43,goh) no rdurponHpa:nu KJrr.rHuqKr,r cry1t4n rcaj naqueHTlr Ha
TperMaH 3a xel4nepreHrr,rja. I,InrlnAenqara r{a HecaKaHHTe peaKrlr,ru ue 6ula noBp3aHa co Ao3ara
u se 6uta noKaxaHa noBp3aHocr co noJror, Bo3pacra LInH pacara Ha rraqpleHTr.,rre.

Ees6e4uocHuor npo$raJl Ha reJIMHcapraH raj naqnenrr{ Ha repanr,rja 3a HaMyBarLe Ha
KapAl4oBacKynapHl4or rvrop6Ia4urer 6un KoHSlIcreHTes co 6eg6eAHocHn4or upo(fr,u xaj naqneuru
Ha repanuja 3a xr,rnepreHsr.rja.

Hecaxauure peaKI-(HH npllKaxaHa noAoJry ce s6upHr,r HecaKaHH peaKulrH oA KoHTpoJrr,rpaHlle
KJIIIHI,iIIKI,I cry!'Ltu xaj naqreurrl co xIafleprgnsraja pr oA nocrMapKeHTr4rrrxoro cneAerLe. flpegnu4
3eMeHI4 ce n cepl4o3HuTe HecaKauu gejcrna I,I HecaKaHnre 4ejcrna Korr lloBeJre Ao flpeKur{ Ha
repanujara npujaneHra Bo rpl,t KiII,IHI,rt{KLr 4ojrorpajuv cry1uv KoH BKryqyeaar 21 642 na\wunru
xou 6ule Ha repanuja co renMl{capraH 3a HaMaJryBarbe Ha KapAr.roBacmyJrapHuo'r uop6uAuTer Bo
nepuoA oA rrrecT roAHHtr.

Ta6enapeu npuKa3 Ho HecaKoHume peoKquu

Hecarasure peaKrlurr ce noApeAenu cnopey' $pexnenquj araHa nojasyname ropr,rcrejftu ja
cneAHara xoHaeuquja: MHory qecrH (ztltOl; qecrr,r (zll100 ao <l/10); noMarrKy r{ecrr.r

(>l/1,000 ao <1/100); perrcu (>l/10,000 ao <l/1,000); unory perrn (<l/10,000); nenosuara
qecrora (ue uoxe Aa ce oApeAr4 oA AocranHrrre no4aroqn).

Bo pan,rrure Ha ceroja SperneuqracKa rpyna, HecaKaHr..rre peaKqur,r ce noApeAeHH crropeA
onafaqxa cepr4o3Hocr.

HHSerqrar.r rz uuSecraqun floruanrcy qpcrr,r I,lnSer,qun Ha yprrHapHrroT
rparo nrnyvyaaj(r.r
Irucrlarr,rc, uuSexqura Ha

ropHrroT pecrnparopeH TpaKT

nrnyu;rnaj ftu r[apuHruruc r.r

llrajrtu {rara,reH

Hapyruynarra Ha KpBra n
:run,ISunot crrcreM

MeDRA cucreM opraH
KJIACA

(>perneHqHja HecaxaHa pearcquja

Perxn K:
florraa"nry qecrr,r llg* a ItHmauia (r'n'Per:rcn 
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Hapyruynarra Ha HMyHr4or
CI,ICTEM

Perrn AnaQnlarruuua peaxquj a,
x14nepceH3uTr,tBHOCT

Hapyurynarsa na
Mera6orprsruor H ucxpaHara

floualry qecrr.r Xunepxa,reuula
Perrra Xunorluxeuuja (xaj

narrueHrr4 co lu.ja6erec)
flcraxaj arpucKr4 HapyuyrBarLa floualxy qecru Hecouuqa, 4enpecula

Perrcu AHxct.rosuoc'r
Hapyurynarra Ha HepBHr,ror
CI,ICTCM

floualxy qecrr.r Cuuxona
Perxa CouuoreHquia

Hapyruyaarsa Hir oqHTe Perrcu BusyelHu HapyuyBarba
Hapyuryearra Ha yur.rre ta

ra6upuH'rot
flort,talxy qecrr4 Bepruro

Kap4r,rj anH r,r HapyuryBarba I-loualrcy qecru Epa4r.rxap4raia
Perru Taxnraplraia

BacxylapHu HapyuyBam,a flor',lanxy qecrr.r Xuno:rensuj a', op'rocra.rcKa
xunoreHsuia

Pecnr.rparopHH,'ropilKa rHV u
nae4ujacruHarHlr
HapyuyBarba

flouanxy qecrr,r ,{ucnuea, KaIIInHrI,a
Mnony perKr4 HHrepc'rnqujatua

6eno4po6na 6orec'ra
f acrpo nurecrr4HaJrH rn

HapyrrJyBarLa
florvranxy qecrr4 A6Aoullualua 6olra,

pujapea,4ucnencuja,

QnaryleHqu.j a, nonpa(arre
Perrcu Cyaa ycra, croMaqHa

HenaroAHocr, 4ucreysuia
Xeuaro6ulujapuu
HapyuryBarba

Perxa A6uoprraanHa xenapHa

Syn rcqnddHapyur y Barba Ha
xenapoT-

Hapyruyaarra Ha Koxara r,r

NOTKO}I(HOTO TKI,IBO

flouanrcy qecrr,r flpyp r.rryc, xr repx r,rApo3a,
IdCIdN

Perxu AuruoeAeu (ncro raKa co
tparaleu ucxog), er3eMa,
epureM, yprurcapuja,
epynqraja npeAr.rBr,rKaHa oA
JIeKOBI,I, TOKCHqHa KOXHa
epynunia

MycxylocxeJrerHu r,t

HapyuyBarLa Ha cBp3HOTo
TKI,IBO

florraalxy qecrr,r Bolra eo rp6or (np. r.nuujac),
MycKyneH crra3aM, uualruia

Perxn Aprpanrr.rja, 6olra no
eKcrpeMHTe'rI4Te, 6olxa eo
TerlrBHTe (cuunrouu xaro
reuAuHuruc)

Pesalnn H ypuHapHr,r

HapyuryBarba
floualry qecrr,r

ffi
PeHaruo HapyuryBarLe

ffi;:::o 
l.i aKvreH

Onrurn HapyuryBama r.r

cocroj6r.r Ha Mec'roro Ha
f@g$Yonra, acreHuja
pnaqbcrt

florvrarxy qecr, 
{f]|;'*n;
s6 t4,
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aAMHHHcTpaUr4ja Perrcu Borect oJIHr{}ra Ha

ran$ry'enqa
I,Icnuryrama flonaalry vpcrn 3roleuyaarLe Ha

KpeaTlrHprHoT Bo KpBTa
Per:xu Hauanyname ua

xenror.no6nHor, 3toJreMyBame
Ha ypurr{HaTa KrrcenHHa Bo

KpBTa, 3rOJIeMyBaEe Ha

XENATAIHI4TE CH3I,IM I"
3roneNryBarLe Ha KpeaTHH

$ocSoxr.rnasara Bo KpBTa
7,2,3,4: sa 4onolHHTeJreH onnc, BHAere Aenor,,Ortnc Ha oApeAeHr{ HecaKaHra 4ejcrua"

Onuc ua odpedeuu HecqKaHu dejcmea

Cenca

Bo PRoFESS ucnurynatsero, ga6erexaHa d sronelaeHa HHrIr{AeHr-(a H& cenca npu npr.rMeHa Ha
TenMl4capraH Bo cnopeA6a co nnaqe6o. Os$i HacT aH Moxe Aa e cnyqae H urru Aa e noBp3aH co
MoMeHTaJrHo Herro3Har MexaHr{3aM (nn4e.re ael 5.1).

Xunomeusuja

Oroj necaran eSerr e npr.rjaneu ucto torx1l qecro u xaj nauueHTrr co KoHTpoJurpaH KpBeH
rpl.ITl,lcoK rcou 6nle ua tepanuja co reJIMlIcApraH 3a HaManyBarf,e Ha KapAr.roBacKyJrapHr.Ior
lrop6n4nrer KaKo AoAaroK Ha craHAapAHarA Hera.

A 6 u opu an u a x e n apH a fr:l u rcuuj a / u opyw)) e atu a u a x e n apo m

IloneIte'ro cily.qailua a6HoptuanHa xerapHa r[ynrqraja/HapyuryBarba Ha xenapor Bo
nocrMapKerI,IHIIIKI{Te Hcnl{TyBa}ba ce npujalneura rcaj janoHqr,r. Kaj janonqr.rre nocro}r noroJreMa
eepojaruocr sa pasnoj Ha oBr,re HecaKaHu e$errra.

I,Iume p cmuqui anu a 6 eno doo 6u a 6 one c m

Bo nocruapKernH[IKuTe HcnI4TyBaBa ce npujaneHn cJryqau Ha HHTepcruqujalna 6eno4po6Ha
6orecr Kou ce BpeMeHcKr,r noBp3aHH co geuhmero Ha renMr{capraH. Mefy.roa, He e
BocnocraBeHa npHrtHHcKo-nocJreAuuua npcfca.

Hecaranu pearqfiH nogpsaHr,r co aN,rroar,rnilH

Pesune ua des6eduocHuom npoQun

Hajvecro npnjaaeuure HecaraHn 4ej ce cc)HJI Hllor3T', BpTOf ,laBHUa,
rraeo6orrca, naJInI4TaIIr4H, IIpBeHl{no,

eAeM r,r cla6ocr.
tte, oTl3KyBaH,e Ha :1106onure,

Ta6enapeu npuKa3 Ho HecaKaHume

fl-[',ff"B\
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Hecaxauure pearrrr{u ce noApeAeHr,r cnopeA $perneuuujara Ha no.iaaynarre ropnc.rejrfu.r ja
crreAHara rouneuquja: MHory qecru (21/10); qecrr.t (zll100 ao <l/10); roManKy qecrr.r
(>l/1,000 ao <l/100); perKr.r (>l/10,000 4o <l/r,000); rrauory perx:H (<l/10,000); Henoruara
qecrora (ue uoNe Ia ce oApeAr,r oA Aocra[Hr,rre no4proqra).

Bo paurnre Ha cexoja $lrernenqr.rcKa rpyna, HecaKaHr,rre peaKqur.r ce noApeAeHn cropeA
onafaqra ceprro3Hocr.

MeDRA cucretu opraH
KJtACA

(DpexneHquja flecanaua peaxqlr.ja

Hapyuryaarra Ha KpBTa 14

rl.rrrrSnuor cucreM
MHory perKr4 Jleyrcoquroneuuja,

Tp,oM6oqHToneHuia
Hapyruynarra Ha HMyHr,rc,T

CI4CTEM

Mnony perra A.neprucxu peaKrlr,r14

Hapymyearra ua
M gra6orr,rsMor 14 HcxpaHara

Mnory perKrl Xuneprnnrcerr,traja

flcuxraj arpuc KH Hapyrx yBaFba florvranxy qecru HecoHuqa, [poMeHH Ha
pa.cnonoxeHr,reTo
(n rnyu ynaj ft u aHxcl.rosuocr),
.qenpecraia

Perlra KoHSysra.ia
Hapyuryaarra Ha HepBHr,ror
C}ICTEM

9ecru CoHahsocr, BproulaBuua,
rraso6orxa (oco6eHo ua
noqeroKor ua rperuauor)

flon,tanrcy qecru Tpenaop, 4usreysuja,
cuHKOtta, xunoec'resuja,
napecresuia

MHory perKr4 Xr.rnepronuj a, nepraQepua
Hesponaruia

HenosHa'ra qecrora ErcrpanupHMHAarHH
HapyuyBaBa

Hapyrul,narra Ha. oq tdre Hecru Busyeluu HapyuyBarLa
(nxryuyeai (u Aunnonuia)

Hapymynarra Ha yunre r{

ra6upuuror
floualxy qecrr,r Tuunryc

Kapanjarnn Hapyur)/BarLrl tIecrH flarnuraquu
llorraa;rxy qecrr,r Apurr',rnj a (exnyuynaj fur

6pa4rarcap4nja,
Be HTp 14 KyJrap Ha raxr,t K ap Auja
u arpr.rj ar na ibra6punaqui a)

-!4!o.y perKr,r Mrzorap4eu uH6aprr
BacxynapHn HapyuryBarsa tleclu [-[5reeHr.uo

floualxy qecrr,r .m ffiqSqpreH:r,ria
M4ory perKn /aa*lr:g.ot :tsdfl@grrac

Pecnnpar:opHrr, TopaK utHt4 u
uegujacrnuaruu

9ecru //; ** f; ,4t,b*,&h
Iouarxy qecrn s gi'"

I
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HapytllyBana
lacrpo u urecrr.r Hair H H

HapyryBalLa

tlecru A6Aouusalna 6olra,
raAeFLe, 4ucuenc*tja,
Hapy[reHa nepr4cTanTr4Ka

(ernyuynajku gv{apea w

roHctunaquia)
llqualry qecru floepa.(ame, c!,Ba ycra
Mnory perKr,t fIaH rcp,eaturc, tacrpl1Tl,Ic,

rr4HrI,rBaJr Ha xu nep nrasni a
Xenaro6nlujapuu
HapytxyBatf,a

Mnory perKn Xenarurzc, xoJITI4rIa,
3TOJIEN{CH14 XCN ATAJIHI{

EH3HMH

Hapyruynarsa Ha Koxara
NOTKOXHOTO TKI,IBO

florraanxy qbcru Anonerqnja, nyprypa,
Ar4cKo.nopaqraj a ua Koxara,
xrrnep KilApo3a, rpypr,rryc,
Lrcktn, er3aHTeMa. yprnrapui a

MHory perKu AHruc,eAeu, epI{TeMa
uyrruSopue,
exc$onrajaruoeu
AepMa'ruTr,rc, Stevens-
Johnson-os cLrHApoM,

Quincl<e eAeM,

$oroceHauruBHocr
MycxylocxeJrerHu H

HapyrxyBaEa Ha cBp3HoTO

TKhBO

HecrH Orexynarre Ha 3rlo6onnre,
MycKyJIHX rpr{eBH

florraanxy qBcrn Aprpanraja, uualrfija, 6olra
no rp6or

PeHaruu H ypr,rHapHH

HapyrxyBarLa
florraalxy qecTr,r Mrart;lpnj a, uorcrypnja,

3roJrel{eHa ypr4HapHa

$pexnenquia
Penpo4yrcrueuu
HapyrryBarLa H HapyuyBarLa
Ha Aoircara

Ilorraarry qecru 14unoreHquja,
ruuexouacruja

Onurn HapyrryBama H

cocroj6u Ha Mecroro Ha

aAMHHHcrpaqr.rja

MHory rlecrla Eleu
L[ecru 3auop, acreuaia
florraanrcy qecru fpa4ua 60lrcit, 6olra, rpecKa

Vcnutyea*a flonaanry qecrr,r 3ronel,reHa renecHa rexl4Ha,
HAMAJIEHA TCJICCHA TEXHHA

Hajuecro KoH3HcreHTHLt co xoJlecra3a

Ilpnj a nynarf, e Ha cycneKTH lrre HecaKaHn gej crea
flpujaryeamero Ha HecaKaHnre,rlejcrna perprcrpnpaHr.r BO rrpoMer e oI

hcro H?crrPoTH

npujaen ceKoe

roJreMa BaxHocr. Ha onoj Haqr,rH ce o6eg6eAyBa KoHTr,t
pr.r3nKor oA ynorpe6ara na JreKor. MelhuuHcKnor ,

coMHr{TeJrHo HecaKaHo 4ejcrtlo no Har.IrroHaJrHr4or ueHTl



4.9 IIPEAO3I,IPdIbE

Cuunrquu

Heua IIcKycrBa co npeAo3rlparLe co Tent[opr . Ilpe4osrapa[bero co aMJroArrnsH Moxe Aa
pe3ynrupa co npeKyMepHa nepr,rSepHa Bruo.(unaraq[ja r,r MoxHa peSnercHa raxrarcap4gja.
IlprEjaneua e H3pa3eHa u noteHqltjaJlHo nponoHrupaga clrcreMcKa xunoreusnja, BKnyr{yB ajku u
IuoK co Qaranen [cxoA. l{ajr,rctarcuarn uaHuQecrau[H oA flpeAo3npariero co reJrMr4capraH ce
xunotensuja H Taxlrrap wrla npwjaBeHla ce r,r 6paau4ap4uja, aprorJraBr.rqa, 3roJreMyBar6e Ha
cepyMcKuor Kpearr,rHuH r{ aKyrHa peHanHa cla6ocr.

Tpetrvralr

flaquernor rpe6a BHHMateJIHo Aa ce cneAu H'rperMpHorrpe6a la 6r.rAe cgMnroMarcKr.r rr
cy[opruBeH. TpetuaHor 3aBLIcu oA BpeMero noMr,rH&To og uurecr:ujara H cepuo3Hocra Ha
0I'IMIrToMHTe. flpe4noxeHl,ITe MepKH BKJIyqyBaar raH,4yrqraja Ha eMe3a ulutu tacrpyrrHa JraBaxa.
flpra npeao3uparLero co reJIMI,IcapraH H aMJToAHTHH oA Kopucr Moxe Aa dv1e u yno.rpe6ara Ha
axrnneu jarleu.

florpe6uo e qecro cneAerLe Ha cepyMcKuTe ereKTpo[HTr,r r.r Kpearr,rHr.rH. ,[oronry ce nojana
xunoreusuja, [auHeHTor tpe6a Aa ce flocraBr{ Bo nexeqKa florox6a co rpeuar[eKcpeMr{Terr.r H
tpe6a 6pso aa My ce AaAar coJII{ r reqHocru. 3a uopManusaquja Ha BacKynapHr,ror roHyc H
KpBHIror [pHTI'IcoK, oA KopI,Icr Moxe lla6ule AaBa]bpro Ha Ba3oKoHcrpr4KTop, AoKonKy HeMa
KoHTpaIlHAilKa\uv 3a HeroBara ynotpe6a. Hnrpaae{cKl4or KanrI[yM rJryKoHar Moxe Aa6mAe
Kopr.rceH sa crpeqyBarf,e Ha e([exrure ua 6loxaAa H4 KaJruuyMoBure KaHaJrH.

H sa ar,IroAuilvru 3a renMucapraH e MaJrKy

xeuogujarnaa.
repojarHo Aexa lte 6ula, orcrpaHeru co

s. @APMAKOJTOTTIKIr IOAATOUU
5. I OAPMAKOIILTHAMCKIT CBOJCTBA

@apuarorepafleBTcKa rpyna: JIeKoBu Kor,r AeJryBaar [ra peHHH-aHrr.roreH3yH cr{creMor,
aHrI'IoreH3I'Iu II auraroHl4crll u 6.uora'ropu Ha KaJruHyMoBr,t KaHanr{; ATC xo4: C09DB04.

Teir$opt flpercraByBa rona6uHallltja o4 ABa aHT]rxnrrepreH3]rBHu JreKa co KoMrrJreMeHrapHu
MexaHI'I3MH 3a KoHTpoJIa.Ha KpBHI,Ior npr4Tr,rcox rcaj EauueHTr,r co eceHuujanHa xuuepreusnja:
aMJroAlruHH npnnafa Ha KJlacara 6loraropn Ha KaJrulryMoBH KaHaJrr,r r{ TeJrMucapr:au npunafa Ha
Kjlacara Ha aHrl'Ioreugnn I[ aHTaroH]IcrLt. Kou6uuaqujara Ha oBHe ABe aKTr,rBHH cy[craHrrr,pr
HMa aAI'ITHBeH aHTI4xI'InepTeH3IrBeH e$ext, HaMaJIyBAjrtt,t ro KpBHr,ror rrpHTr.rcor Bo noroJreM
creneH oTKOJTKy XOpUCrej(u fH oBr.re KoMnoHeHTH KaKO [OeAHHeqHLr.

Teluucapran

Mexauugan ua dejcmeo

TerulrcapraH e opaJrHo aKrHBeH u cneqr,rQur{eH aH
aHTaroHucr. TenuucapraH co MHory nncox a$rau
Bp3r,rBHO MeCTo sa ATt perlenTopHr,roT [oATr.rn, KoH

(rran AT1)
II og Herororo

. 'sHx tJ? '1
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gejcraa ua



aHrr,roreH3uH II. TelrraucapraH He noKarryBd napur.rjalHa aroHr4crr,rqxa aKTrrBuocr rcou AT1
peuenropor. TeluncapTaH ceJIeKrr4BHo ce Bp3yBa aa ATr peqenTopot. BpsynaBe.ro e

Aolrorpajuo. TenuucapraH He noKaxyBa a$nuu're'r KoH Apyru perlentopn, nxnyrynajfttr rr.r AT2
n Apyru roManKy KapaKreprcrllqHu AT peflenropn. @yHriqrroHanHa'fa yJrora Ha oBr.re
peUenropH He e rlo3Hara, Hvtry nax eQeKrute o4 uanHara MoxHa nperyMepHa crr,rMyJraqraja og
aHrHoreH3lru II, vul.t HI,IBoa ce 3toJIeMeHn 0A TenMHcaprau. TemraucapTaH rr,r HaManyBa
nJIa3MarcKHTe HI4Boa Ha aJlAocrepoH. TemafiacapraH He ro [rHxr46npa xvuaufior nJra3Ma peHr,rH

uln 6lorcupa joucxu're KaHaJIH. Tenuucaprbs ue ro uuxa6upa aHruoreH3nH KoHBeprapatr6nor
eH3l,IM (runHa:a II), ensrarra roj ncro ro 4er$agupa 6pa4urcuHun. flopa;(r, Toa, He ce oqe6yBa
rroreHr-(Hparbe Ha 6patnrcuHraH-nocpeAeHr4rp HecaKaHu 4ejcma. Kaj lyie, Ao3a o,q g0 mg
TenMI'IcapraH pequcfl UenocHo ro uuxn6upfl 3roneMyBaFbeTo Ha KpBHt4or npr,rrprcoK
npeAI'l3BItKaHo oA aHrHoreH3l4n [I. [Inxr,r6n[opHr4or erfelrr ce oApxyBa Bo nepuoA oA nOsefte oA

flo npaara Ao3a Ha renMl4capraH, aHTuxr.r[epreH3r,rBHr.ror etfercr nocreneHo craHyBa eBr,tAeHTeH
3a BpeMe Ha npBlare rpH qaca. MarccuualHOTo HaMaJryBarLe Ha KpBHr.ror npHTHcoK rcHepanHo ce
[ocrl4rHyBa 3a BpeMe ol4 Ao 8 HeAenn lro floqeroKor Ha rperMaHor l,r ce oApxyBa 3a BpeMe Ha
gonrorpaj nara repanuj a.

AHrnxunepreH3llBHlto'r eQerr ce oApxyBa KoHcraHTHo Bo nepr4oA oA noeefte ol^24 qaca no
Ao3HpalLero I,I rH BKJIyqyBa nocJleAHr,rre 4 qaca npeA cneAHara Ao3a, uTo e noKaxaHo co
au6ylaH'rcKure MepelLa Ha KpBHI,ror npnTr4cor. Osa e [orBpAeHo co c:mrrKa Ha nr,r6oBr4
KoHcraHTHo HaA 80% rro Ao3H oa 40 u 80 mg renMracapraH Bo nJraqe6o rourpo rrvpalr
KJrr4Hr.rr{K[ cryAt4t4. flocron or{HrJreAeH TpeHA Ha BpCKara Ao3a-BpeMe ua npakarre Ha
cHcroJIHI4or KpBeH npLITIrcoK Ha 6agHa'ra nUuraja (SBP). floAaroqure sa 4ujacronHlror KpBeH
flpurr.rcox (DBP) ce HeKoH3r4creHrHr4.

Kaj naquenrl,I co xt,tttepreHsuja, TeJrMr{capraH rr.r HaMaJry*avcucroJrHuor u 4r,rjacroJrHr.tor
KpBeH nprl'lcoK 6es npnroa 4a unjae Ha nyncor. Cd ynrre ue e 4e$rnru{paH npr,rAoHecor Ha

Al4yperl{t{Hl4or H HarpHyperl,lllHl,lor eQert Ha JIeKor KoH HetoBoro xunoreH3r.rBHo 4ejcgo.
AHrnxunepreH3uBHara aKTHBHocr Ha renMlrcapraH e cnopeAnuBa co arcrnBHocra Ha Apyrr4Te
Knacu Ha aHTI4xtt[epreH3HBH]t JreKoBr,r (4eMoncr:pupaHo Bo KJr]rHr4qKr4 cryAkl4 npra cnope46a Ha
TenMl4capraH co aMJIoALtrrvH, areHoJIoJI, euhlanpun, xu.qpoxJropr[a3ru(u lu:nuonpul).

llo nauo npeKLtHyBaH,e Ha repanujata co renMr,rcapraH, KpBHnor npflTrrcoK nocreneHo ce
apaka Ha BpeAHocrI{ npeA TperMaHor 3a rep[oA oA HeKoJrKy gena, 6e: nojana Ha HarJro npaftarre

24 qaca H e Mepnr,rB n no 48 qaca"

KauHuqra eSnracuocr u 6es6eAHocr

Ha xr{nepreH:njam.

I,lHquAesqa'ra Ha cyBa KarrrJrrrqa e auaun'reriHo noHr,rcKa

TeJrMr{capTaH oTKOnKy KaJ naqneHTr,r Ha TpeTMaH cO a
unxu6nropr4, cnopeA KJrHHr4sKlr cryAuu xoh Anper.rso
aHTr4XI{[epTeH3H B HH TpeTM aHr,r.
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,{ne roleuu paHAoMH3I,IpaHIr KoHrporrr,rpaHr.r cryAHLI(ONTARGET (ONgoing Telmisartan
Alone and in combination with Ramipril Global En(point Trial) u VA NEPHRON-D (The
Veterans Affairs Nephropathy in Diabetes)) ja ucuutaae ynorpe6ara ua rou6uuaur,rja na AKE
uuxr,r6r,rrop r aHruoreHgrau II peqenropeH 6loxa.rop. ONTARGET e cryguja cnpoBeAeHa Ha
tra{reHlrH co Iactopuja Ha KapApIoBacKyJIapHo sa6onyaane uJrrr araja6erec run2 rp}rApyxeHr.t co
AoKa3rr 3a ourreryBaBe Ha KpaeH opraH. vA NEPHRON-D e cry4nja xaj naqueurn co
4r,rj a6erec run 2 u gwjaleruuna netpponarr.rj a.

Onue ctyAuI'I IroKaxaJle ,qeKa HeMa 3Har{HTeneH noe6reH eQerr Bp3 peHaJrH ute ulunu
KapAr.roBacKynapHr.rre r.rc:KoAH r,r MOpraJrHTer, AoAeKa IIaK nocroH 3foJreMeH pH3uK 3a
xEflepK&Jleuuja, arcyrua 6y6peNHa [oBpeAa uluttux[anorensuja, Bo cnopeA6a co uoHorepanuja.
flopagu cJI[qHI'ITe Qaprraaro4r,rHaMcKu cuojc'raa, oer,le pesynrar]r ce peJreBaHTHH [r 3a Apyrr.rre
AKE r'ruxra6l'IToplr L aHruoreHsr.rH II peqenropHra 64oraropu. flopa4u roa, AKE uuxu6uropure
I'I aHrI{oT eHsIaH II peqertopHl.Ite 6lora'ropl,r He rpeda Aa ce ynorpeOyaaar HcnorpeMeHo raj
rarrueHTr4 co 4r,rj a6eruvH a He([pouaruj a.

ALTITUDE (Aliskiren Trial in Type2 Diabetes Using Cardiovascular and Renal Disease
Endpoints) e cryAuja gu:ajnzpana 3a recruparbe Ha Kopucra oA AoAaBarLe Ha aJrucKr,rpeH Ha
craHAapAHa rcpanuja co AKE Nuxn6nrop HJIr.r aHrr,rOTeH3HH II peuenropeu 6noxa.ropraj
naureHTl{ co Alaja6erec ll{n 2 uxpouuuno 6y6pexub:a6onynarLe, KapAr4oBacKyrrapHo
sa6olryname vnv I'I ABere. CryAr,rjara 6ara nopauo baapuena nopaAr.r 3roneMeH pr43HK oA
HecaKaHH eQextlr. Kap4uoaacKyJlapHara cMpr [r Mo3or{Huor yAap 6une HyMepr,tr{Kr,r
noQpexnenrHr,r Bo rpyrara xoja npurvrara aJrucKr,rperi, no cnopea6a co nruu.do rpynara H
HecaKaHI'ITe aejcrna lI cep[o3HI,ITe HecaKaHu 4ejcrn4 oA r,rHTepec (xrznepxanertaraja, xunoreHsuja
H peHaJr[ra 4uc0yuxquja) 6une roqecro npujaneuu so rpyflara roja npnrr,tana aJrr4cKr.peH
orKoJrry Bo rpynara xoja npr,rruala nlaqe6o.

Auro.4HnuH

AuloAunuHor npercranyua nuxu6r.rrop Ha KanrrayMoBuor joucxlr uutpryxc o4
AI'IxI'IApon[pI'IAHHcKara rpyra (cnop 6lorarop ua xduaru unu aHTaroHgcr Ha KaJrr{HyMoBr.r
joHu) u ro nHxu6l4pa rpaHcMerrr6paHcxuor rantpnyxc Ha KanuryMoBr.r joHr,r no xapgujanurare u
BaKyJrapHr4Te Mir3Hr,r MycKyJ[r.

MexaHusr{o't Ha aHTHxI4IIepreH3LrBHo 4ejcrno Ha aMJroAr,rnHH ce AoflxH Ha Ar,rpeKTHr,ror
peraKcldpaqru e$err Ha BacKyJlapHara MiBHa MycKyJrarypa. Tovullor MexaHr.l3arr,1 co xoj
aMJIoAHIIHH ja onecHyna allrl4Hara He e qeJrocHo pasjacner, Ho aMJroAunnH ja HaMaJryBa
BKynHara ucxemuja npex:y cneAH[Te 4ee 4ejcrea:
l. AltrtQqprnuH rE Aunarlpa nepr,r$epnnre aprepuoJxn u co roa Fo HaMaJryBa BKyrHHor
nepr'rQepeH ornop cnporl{ xoj cpueto pa6orr.r. Eprgejrtu cpueBuor pr,rraM ocraHyBa cra6ureu,
osa ocro6o.qyBarLe Ha cpqero tr.r HaManyBa rr,rraoxapAzi 3a eHepfHJa r4 KlrcnopoA.
2. MexagusMor Ha gejcrrro Ha aMJroAr4nrn nepoj quja Ha rJraBHure
KopoHapHr4 apTepr4u u KopoHapHH aprepuonu, HCXeMHqHr,rTe perrrH.
lnnataqrnj ara ro 3roJreM)/Ba MnoKapguj alu

ftso_{tUPuarH
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lV- '.7'>;ig-' -g;
oj"-,-tr'l'+:j;,li ..f.&r

Ary;irY

aprepHcKr4 c[a3aM ('Prinzmetal r,rnra sapnj
narIHeHTu CO KOpOHapeH



Kaj naqueHTl,Ire co xHnepreusnja, Ao3l,rparbero eAHau Ha AeH oBoMoxyBa KJrr{HHqKH suauajHo
HaManyBarf,e Ha KpBHI,Ior [Ipt4TtlcoK r.r Bo neD(eqKa fl Bo croeqHa nolo]r6a Bo nep[oA ol24 qaca.
llopaAu cropt4or roqeroK Ha 4ejcrno, aAMrlHr4crparlrajara Ha aMJroAH[r,rH He ce [penopaqyBa 3a
aryrHa xunoreusuja.

Kaj naqr,eurllTe co aHrr4Ha, aAMIrHlrcrpuur.furu Ha aMJroAr4nr.rH eAHa[r AHeBHo ro 3roJreMyBa
BKynHoro BpeMe Ha sex6arbe, BpeMero Ha nojaeyoarbe Ha aHrnHa r.r BpeMero 4o 4enpecr,rla na
cerMeHTor I mm ST. AuloAunHH ja Harr,tartryaa n Qpexneuqnjara Ha HanaAr,r Ha aHrr{Ha u
rrorpo rx yBaq Kara sa ra6le'rure rJrH rlep ul r]p u u urpa.r.

Aulo4unlaH He ce noBp3yBa co vera6orHu HecaraHr,r 4ejcrna r4JrH [poMeHr{ Bo [JrrnMarcKnre
Jtvnkt4kt u e cooABeren xaj [arIHeHTu co ac{ua, guja6e.rec r4 rnxr.

5.2 @APMAKOKI4HETCKI,I CBOJCTBA

Telruucaprau

Ancopnt4uja
Ancopnqujara Ha renMHcapraH e 6psa r.rax{ ancoplupauaraKoJrr{qurna e napraja6unna.
CpeAna'ra ancoJlyrHa 6uopacnonoxJu,rBocr Ha reJrMr.rcapraH e oKoJry 50%. Koia tenrr.rr,rcapraH ce
3eMa 3aeAHO CO XpaHa, HaMaJIyBarLero Ha 4UCo-- Ha renMHcapraH Bapupa oA oKoJry 6Yq (I(;,ga
oa 40 mg) ao oKorry L9o/o (psa oA 160 mg)[ llo 3 qaca ro aAMuHr.rcrpaqr,rjara, nrra3MartKr.rre
KoHIIeHTpaIIUI,I Ha reJIMHcapraH ce cJrr,rr{Hn pea parnuKa ,{aJrr.r e 3eMeH co r.rJrr.t 6ee xpauar

fiucmpu6yquja
TeluncapraH Bo roJreMa Mepa ce Bp3yBa 3a nJriBMarcKr.rre nporeunu(>,99,5olo), eor.nanHo sa
ar6yunn rz ar$a-l-rcprceJr rJrr,rKonporeuH. (peAnnor paMHorexeH BoJI)rMeH Ha 4actpu6yq[ja
(V0,,) e oKony 500 l.

Euompaucfiopuarquja
Teluncapras ce uera6onn3r4pa npeKy ronjyrauuja co rnyKypoHrrA. Konjyraror Heua
$apnaarcoaolrr Ka aKTr,tBHocr.

Enuuuuaquja
Teluucap'raH ce KapaKrepH3l4pa co 6r.rexcnpueuqnja.uua Qaprrraxoxr,rHerr.rKa Ha pacnaA oo
TepMI4HaneH nonyrepnoA Ha eleuuuaquja da >20 qaca. Marcr,rMaJrHara nna3MarcKa
KOHrIeHTpaqrja (cru*) H, BO nOMaJr creneH, suc, Ce 3roJreMyBaar Heflpo[opuaoHanHo qO

Ao3ara. Heua AoKa3H 3a KIITHH.IKIa peneearirHa aKyMyJlauuja Ha reJrMr4capraH, AoKoJrKy ce 3eMa
npenopat{aHara Ao3a. IlnasN,Iarrcilre xonqerlrpagnu6une noBHcoKH Kaj xeHr,t orKoJrKy raj uaxu,
6er pelenauruo unjaHr,re Bp3 eSr,rrcacHocr!.

Jf uue opuo c m/u enuu e apu o c m

TIEBTCKHOT

eQerr. Herr,ta n14HeapHa 3aBr.rcHocr norrlefy ffo3uTe Lr Cn u* u ,Bo
noMaJr creneH, AUC, ce 3roJreMyBaar Heflpo[opuuoHaJr opanHa (ra
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rJraBHo KaKo HenpoMeHer neK. KyMyrarHBHara yplrHapHa eKcKpeqfija e <lo oA Ao3ara.
Brynnraot rJIasMarcKH KJII4peHc (CL,o,) e BucoK (oroly 1000 ml/miny 

"o 
cnopeA6a co

xenarilrHr,ror KpBeH rrpo.r.oK (oxony 1500 mlimil).

Cneuujqtuu nonvtauuu

IIoa

co C*u* u AUC o4 npu6nuxuo 3 u 2

(Dapruar<orraHeruKara Ha'renMr,rcapraH He ce pasm.mfaa xaj flocrapr.rre
naqlreHTr,rre [oMJraAr.r oA 65 roAHHu.

Peuaruo ttapywysatue
Kaj naquenru're co JrecHo Ao yMepeHo u reruKo Ho HapyuyBarbe, sa6ereNaHo e
Aynn uparLe H a n Jra3M aTC l(HTe KoH rle HTp arlr4r,r. noHHcKr4 n Jra3MaTCKr.r KO HIIeHTpaqra u ce
sa6ereNaHu raj naqneHr4 co peHaJrHo HapyrryBarle (
[porIeHT ce Bp3yBa 3a nniuMarcrr.rre nporeuHu rcaj n
Moxe Aa ce orcrpaHu co 4ujmuza. Kaj naqueurr.rre (
[oJryflepuoAor Ha elnuuuaquja.

v ce Ha yujanuza. Telrraucap.raH Bo Br.rcoK

co peHanHa uncy$rauneHqnja r.r He

naqueu'ru u xaj

peHaJrHo Hapy[yBa[Le He e npoMeHeT

Auro.tunus

A n c o p n ryuj a/ d u c mpu 6y qu-i o
rlo oparHa aAMuHr.rcrparywxa Ha repa[eBTcKr.r Ao3r.r, a]rroAunuH 4o6po ce ancop6upa co
uarcnudlHl'I HHBoa Bo KpBTa no 6-12 qaca oA Ao3ar4. Ancoryrua 6rlopacnon&rruo.r 

"urenMllcapraH e rpoqeHero AeKa e nouefy 64 u 80%. Bolynaeuor ua 4ucrpu6yquja e orcony 2l
llkg. In vitro c'ryiullre rcxaxaJle AeKa npn6nuxHo 97,5 i/ooA r{r,rpKyJrr{par{Kr,ror rurMoAr4nr.rH e
Bp3aH 3a [JrrL3MaTcKHTe npoTer,rHr4.
EnopacnoloxJrrBocra ua drralo4l,rtrnH He salilcvto.( $euarrerc Ha xpaHa.

TepuuHalHrro'r noJ.r),,[eprroA Ha en 35-50 qacau e KoH3HcreHTeH co
Ao3apan,ero eilHa[ ua 4eH. Avn uera6olugrpa npexy rlpHror Apo6 4s

60oh oluera6olrruTe ceHeaKTr,tBHH ue'ra6oluru, vt l0%o
eKcKpernpaar co ypnHarer. Au

Cneuujoauu nctn noluu_
Xe n a m an u o H a: py wys o Lb e
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Xenomafluo Hapwysshe
(DapuarcoxuHercKr.rre cryAHr,r xaj naqueuTr.r co xelatraJrHo HapyuyBarbe noKaxaJre 3roneMyBarLe
Ha arcoJlyrnara 6uopacroJloxJlllBocr oA npu6ruxuo lO0%. Kaj naquenruTe co xeraranHo
HapyuryBarbe He e rpoMeugr nonynepnoAor Ha eruqunaqnja.



Ilocmapu naqueHmu

HerclnsuqrcATe cry AklH :a 6es6e4Hocra Ha 6ranaquj a'ra renMucapraH/au loAturr4H ce
orpaHuqeHr,r ua l3-neAelua c'ryguja sa
ce ga6elexaHu HoBH ToKcI4rIHocrH vlht

HrrHocr xaj craopqu co opaJrHr,t roBTopeHlr Aogll. He

TernaucapraH
Bo nperxlnHr4qKUTe cryAur.r 3a Ao3ure KoH rrpoAyrl vpaar eKcn o3nrlr4j a cnope4lusa
co KJrHHr,rqKI4OT TepaneBTcKr4 orrcer IIpe
napaMerpv (eprarpoquru, xeMorro6uu,

BHH HecaKaHr.r 4ejcrna.

KaJre HaMaJryBarre Ha rIpBeHuTe KJret[oqHr,t

), nponaeuu Bo peH,anHara xeMroAHHaMr,rKa
(noxaueHo HrrBo Ha a3or oA ypeara Bo

xaj uoprraoreH3r.rBHr.r )KHBorHH. Kaj xyu
H Kpearr,rHr,tH), xaro Lr 3rorreMeH cepyMcKr,r KaJILTyM

ga6elexasr4 ce peHanHa ry6ylupra gnnararyujau
arpotpnja. Kaj craopuu H KyqHrLa e Ha H noBpe.{a Ha racrpr.lqHara MyKo3a (eposraja,
ynKycu r4JrH BocnaJreurae). Oarae Qaprr,ta rxKr.r-[ocpeAeHH HecaKauu 4ej crna, no3Harr.r oA
nperKnHH r4r{ Kr4Te cTy LLavt co aHf r4oTeH3HH HBeprupaqKId eH3r,tM uuxu6uropu lt €lHrprorengnH II
peuenropHu aHTaroHHcrr.r, 6u,re npeBeHH Hu co opaJrHtr cynneMeHTH Ha COJrr4.

j yrcrarno rraep ynapH H KJrer,Kr4. O n ue nporra eHu, Kor.t
npaqxlr eH3HM nHxu6uropu r{ aHrr4orensltH Il
o 3HaqerLe.

HI]]HII,I AO3H HA

KAKO HAMANEHA

cry4upfie LtHeua AoKa3r.r 3a MyrareHocr tr peneBaHTHa KJracro
HeMa AoKrillr{ 3a KaHrleporeHocr rcaj cmopu]r u rnyl

AulonunuH

He ga6eleNavu jacuu AoKa3H 3a reparoteuuo.r e$exr,
TenMncapraH e sa6ereNaH eQexr sa nocrrh.ranHr4or p
TeJrecHa TexHHa 14 oAJroxeHo oTBapaBe Ha or{HTe.

flocrojar MHory orpaHI,IqeHH KrI4HIrtIKu nolAarouu 3a aAMHHr,rcrpaquja'ra Ha aMnoAr.rnuu raj
naqpleHTu co xenaraJlHo HapymyBarre. flaqueHrnre co xenaranHo HapyuyBame HMaar HaManeH
Knl4peHc Ha aMJIoAIrnran roj pe3ynrHpa co rloAolr nonynepnoAor Ha errurrauuaquja n
3roneMyBarLe na AUC o4 npo6lnxso 40-600/o.

Bpeue'ro norpe6Ho 3a nocrl{rHyBaFbe Ha MAKcr4MaJrHa nJra3MarcKa KoHrren'rpaquja ua
aMJIoAI4TIHH e cJII,IqHo xaj nocr:apu u xaj noi,rna4n cy6jexru. KnupeHco'r Ha aMJroAr.rnr,rH e
HaMiIJIeH luro pe3ynrnpa co 3roJIeMyBaFLe da AUC H Ha rronynepproAoT Ha eJrlrMlrHarluja raj
rlocrapfi HaIIHeHTH. 3rolenayeamero Ha AUC u noJrynepr4oAor Ha enxuuHaquja xaj naqueHTr.rre
co KoHrecrr{BHa cpueBa cla6ocr 6nne ouex[BaHH 3a oBaa BO3paCHa rpyfla.

5.3 rIpE TKTHHI,ITTKI,I IIOAAT OIIU 3A EE3BEAHO CTA

Ternaucaprar/aulonunun

P e npodyxmuBHa moKc ultHo c m
a,ffiJ



CryAuure 3a penpoAyKruBHocr xaj craopuu u rnyBrru,r [oKaxaJre oAnoxeHo flopoAyBarbe,
[poJIoHrI'IpaHo BpeMe Ha nopoAyBar6e I{ HaMaJIeHo 4pexI,IByBa}Le npH 4osra npu6luxHo 50 naru
notoJleMr,r oA MaKcr4MaJrHr,rre flpe[opaqaHH Ao3r,r ra fryfe Bp3 ocHoBa Ha mg/kg.

Hapyuye aru e ua ruto d uo c tit o

Kaj craopuu'IperIrpaHI,I co aMJloAunun (rr,raNjaun Bo nepHoA ol64AeH H xeHKH 14 4eHa npe4
cnapyBarce) ao 4osra oa lt0 .9kda., (8 naru* oA MaKcHMaJrHara npenopaqaHara Ao3a aa nyfe
oa l0 mg Ha ocHoBa na rng/m2) se e ga6enexau eQer<'r Bps rJroAHocra. Bo Apyra cryaraja rcaj
craopq[ no r<lja uaxjaqra 6ule rpe'rnpaHu co aMnoAunr,rH 6ecunar Bo reproA oa 30 AeHa Bo
AO3I'I cnopeAnvBvt co xyNIaHI,ITe Bp3 ocHoBa na mg/kg, orrpueHh ce HaMaJreH nJra3MarcKr,r

Qolnxylo-crI'IMyJIVpat{KLI xopMoH H TecrocrepoH, KaKo r,r HaMaJryBaBe Ha rycrgHara Ha
c[epMara u 6pojor Ha 3peJrfi cnepMaro3ourht u ceproJrHeBH KJrerKH.

KauqepozeHo c m, MymazeHoc m

Craopuu ,, rnyBIrH Tper[rpaHl,I co aMJIoAHIHH ABe roAriHH, Bo npecMeraHr,r KoHrreHTparrr.{H 3a Aa
ce o6es6e,(u.[,HeBHo Hr.rBo Ha Ao3r.rpame o4 0,5, 1,25 s2,5 mg/kglAeH He floKaxaJre AoKiBr,r Ha
KaHuepoleHocr. Hajeucoxara,uosa (sa rnyBuu, cnuqHa Ha, yt 3acraopqu 4aana'ru* o4
MaKcHManHara rperopaqaHa KJrr,rHlrrrKa Ao3a oA l0 mg ua mglm2 ocuona) 6nla 6nusy Ao
MaKCr,rManHaTa ToJlepr4paHa Ao3a 3a rJryBIIr,r, Ho He r,r 3a cTaopqu.

CryAullte 3a MyraleHocl He orKpHJIe HHKaKBr,r eSer<tra [oBp3aHr,r co neK HHTy Ha Hr,rBoro Ha reH
Hr,rTy Ha Hr,rBo Ha xpoMo3oM.

* Bps ocHoBa Ha rexuHara Ha lraqt,teHT oA 50 kg.

6. @APMATIEBTCKT.T IOAATOTIIr

6.1. EKCIImIUEHCI,I

o Cop6nror, (E420),
o HarpuyM xHApoK(ouA,
o flosr4Aon 25,
o MurcpoKpr4craJrHa qenyno3a,
o KalqayM xuAporeH (pocsar Ar4xuApar,
o Merlyuus,
o ManHe:rdyM creapar.

6.2. I,IHKOMTIATI,IEN NHOCTI,I

He e np[laeHiruBo.

6.3. POK HA TPAEIbE

2 ro4ur'Lt.

Jlercom He crj4e,e du ce ynompe1yea
HO natg)qatuemo. i:€.*:,

'sHxuf'
StqnE

Ho ynompeda utmo e uaeedeu
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6.4. HATIUH HA IIYBAIbE

9ynajre ro JreKor Ha reMreparypa Ao
CBCTJII,IHA.

6.5. IIPUPOAA I,I COAPXUHA HA

OPA/AI/PVC/AI Onracrepu, KaprHocKa

folenansa Ha rraKyBarbe: 28 ra6lern.

6.6. OTCTPAHYBAIbE IIA HE
O T IIAAHI,I O T MAT EPI,IJAJI

Heyno'rpe6eHara KoJrutrr4Ha oA neKor
IIporrr4cH.

7. HOCTTTEJT HA OAOEPEHTTETO

3eHrusa llxapua Marce4onr.rja Aooen

yn. Joplan Mujarxoa 6p. 48-1/l-2, 1000

Peny6rnxa Cerepna Mare4ournj a

8.EPOJ HA OAOEPEHT.TE 3A CTAB

9.AATyM HA IIPBOTO PEIIIEHI,IE/O

10.AATyM HA ITOCJIEAHATA PEBI{

lylu,202l
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Bo oprrr.rHaJrHoro narcyparre, nopaAr,r aalrrnra og

OTPEEEHIIOT TIPOI,I3BOA,

Aa ce yHI4rxTH BO C0|JTaCHOCT

TIPOMET

E HA JIEKOT BO TIPOMET

oAHOCHO

co BaxeqKI4Te


