
3BIIPEH II3BEIIITAJ 3A OCOEI{HIITE HA JIEKOT

1. I4ME HA MENIilIIIHCKI,IOT IIPOII3BOA

TELSIDAN PLUS 80 mg /12.5 mg, ra6.nen't

2. KBAJII,ITATIIBEHI{KBAHTI{TATI{BEHCOCTAB

EAsa ra6,rera coapxu 80 mg re:ruucaptau u 12.5 mg xHApoxJIoprHa3HA

Ercuunueuru co nognar erbext:
E4na 80 mg /12.5 mg ra6rera co4pxn 180.5 mg JraKro3a MoHoxuApar

3a Kor.rn,'rerHa rucra Ha eKcIII4nI4eHru, nor:reAHere Ae:r 6 l .

3. OAPMAUEBTCKAOOPMA

Ta6reru.

TELSIDAN PLUS 80 mg /12.5 mg. ra6rera
Ona,ruu, 6urousexcur,t, gaocrojHa, ueo6loxeulr ta6:reru co eAeu 6en Ao 6e:lu'{acr cloj u egeu

po:ee c,roj Ha xoj e BrucHaro 'L200'. Eenuor cloj ruoNe aa I4Ma po3eBu Aaltxlr. fo,teuuHata ua

ra6rerala e 16.20 mm + 0.20 mm x 7.90 mm* 0.20 mm x 6.30 mm + 0 40 mm.

4. KJII4HI{TIKIIOCOEEHOCTII

4.1 TepanenrcrcnrrHAnKaq[[

TELSIDAN PLUS ce ynorpe6yea ra rperuan ua eceHuuja.lna xueprenrnja.

Omcsara xou6lruauuja TELSIDAN PLUS (80 mg renMl'IcapraH 112.5 mg xn4pox,loplra:u4),

ra6:reru , ce ynorpe6yna xaj Bo3pacHr.r nauyeHT[1 qh1 KpBeH [p1TrrcoK He e cooaBeTHo KoHTponHpaH

co nprrMeHa caMo Ha TenMucapTaH.

4.2 !.orupane ll HaqrH Ha aaM[H[crpaulja

.llosnDarse
TELSIDAN PLUS rpe6a Aa ce AaBa rcaj nauneurn xaj ron co npuMeHa Ha renMHcapraH He e
nocrr{fHara 3aaoBonr4TeJrHa KoHTpona Ha KpBHtIor npI'lTHcoK. flpea npenrunyeame Ha repanuJa co

$rarcnara rcolr6unaquja ce [penopaqyBa aa ce HanpaBlr rnrpl,Ipa]be Ha ao3ara Ha cexoja oa aBere
cocraBHlt KoMnoHeHTH Ha npeflaparor, Kora fte uua KJTIiHHqKa onpaBAaHocr Mo)Ke Aa ce HanpaBI4

rr4peKTHa 3aMeHa ua vonorepannjara co 0nKcHara Kov6uuaqnja.
TELSIDAN PLUS 80 mg 112.5 mg, ra6lerra ce anjll{qupa e.4Harr Ha 4en xaj naqNeurn ur'tj rcpaen

rrpr-rrr4coK He e cooABsrHo KolrrponnpaH co nplrMeHa caMo na renuucapran 80 mg.

Cne4ujanuu nonyna4uu

Ilauueumu co 6:t6oeucuo oumemlaarce
Kaj ooue naqueurl ce npenopaqyBa noBpeMeHo creAerbe Ha peHaJlnara Syurcquja (eI'IAere aen 4 4).

]Ialtueumu co xanamaruo oumemyeahe
Kaj naqueurlr co 6naro ao yMepeHo xeIIarMHo olxreryBarbe,
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noBacoKa oa TELSIDAN PLUS 40 rrtr l1Z 5 mg' eAHau Ha AeH'
TELSIDAN PLUS e xoHrpauu4r'rqupau xaj naqraeHrl{ co relrKo xenar&'IHo o[rreryBalbe'

TI.raglunnre arryperrrqu rpe6a BHI'IMarenHo aa ce ynorpe6yeaar raj naqneurn co HapylxeHa

QyHxur.rja ua qpnnor apo6 (ger 4.4)

Ilocmapu nauueumu
He ce norpe6rr ao3HH npltltaro,tlysarsa raj rocrapn nauleHru

II e dui ampue ru npnylgrui !

He e Frpaeua 6e:6eauocra n e$uraurocra o,4 ynorpe6a ua TELSIDAN PLUS naj ,ueua u

aAoJrecrreHTI.I Ha Bo3pacr noA 18 roannr.r. He nocrojar pacnoJro)ruI'IBH rlo'4arolru'

Haqun ua arur.ruucrDaurlja

Ta6:rerure TELSIDAN PLUS ce 3eMaar nepopanHo, eaHau Ha AeH, cO MHory rerIHOcT, CO nnu 6eg

xpaHa.

Ilpemnasnueocm xoia e ueonxodua nped aduuuucmpa4uia Ha neKom

TELSIDAN PLUS ra6lerure rpe6a ga ce rryBaar Bo 3arer{areH 6:Ircrep, IIopaAI'I xI{rpOcKoIIHI'Ire

KapaKTepucTr.rKr] sa ra6lerure. Ta6nernre rpe6a ga ce rBBaAar o4 6lUCrepm HenocpeAHo npeA

a4uuHucrpaqnj ara (sr-r,{ere ae,I 6.6).

4.3 Konrpann4nraqun

. llpeocer:rugocr KoH aKTr4BHara cyncranqraja nm non neroj oA eKcuunueHTure Ha6poeHH Bo

ren  6 .1 .
. flpeocer:rlrsocr Ha.qpyrl,t cyn+oHaMHAH (xgrpoxnoprl.ra3HA e cy;tQonat'an4)
' Brop H rper rpuMecrap Ha 6peuenocr (ceruluu 4.4 u 4'6)'
r XoJlecra3a 14 o[crpyKTt4BHa Hapy[yBalsa Ha )KoJlqHHTe rlarHlrrra'
. Teurca xenararHa n H cy$ r ur.r e nur.rj a.
' Teuxa peHa:rHa nncyQr'runenquja (rurupeuc rpearuurzu < 30 ml/min)
' PeSparropHa xnnora,rrevuja. xHnepKanuheuHJa.

Kaj naquenru io guja6erec Merrr.rryc r4Jrx co peHarrHo orxreryBar*e (GFR<60 ml/uun)

HcroBpeMeHara yrrorpe6a sa TELSIDAN PLUS co npor.r3Boll4 KOI.I COApxar alnucKl'lpeH e

KoHrpaIrHALIqHpana (suaere ae:r 4.5 H 5. 1).

4.4 Cnequja,rnn lpeayrlpeAyBarba rI MepKIr Ha rlp€Tna3JlrrBocr

EpqqeHqgr
3i apeue Ha 6peuenocr He rpe6a Aa ce 3anoq'yBa repanuja co aHrHoreH3HH II peqenropnt'r

aHTaroHHcTr.{. xesure rou npHMaaT BaKoB JreK, a Kon nnaHnpaaT 6peueuocr, rye6a gaja npoMeHaT

TepanujaTa, CO anTepHaTI.IBHLI aHTltxunepTeH3HBHlI JIeKOBH KoH I4MaaT noTBpAeH Oe3OeAHoceH

npo$llr ra ynorpe6a eo 6peuenocra.
Aro e norepAena 6peMeHocra, repanlrjara co aHraoreH3HH II peqenropnu anrarouacrn. rpe6a

u"aru- au 
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npeKuHe, u rpe6a 4a ce oTrror{He co anTepHaTHBHa aHTHXU[epTeH3HBUa repanuja (,{el

4.3 u 4.6) .

Xena ra,rHH ourerygarba
TELSIDAN PLUS se rpe6a Aa ce 4aaa xaj naqueHrr,r co xoJrecra3a, oHnI,UapHI4 oncrpyKrHBHll

oIIITeryBaIba L(JII{ TeuKa xellaraJlHa uHcyQlrqlreHqr'rja (slraere aeJr 4 3) 6

BorJraBHo ce eJuMLIHI'Ipa flpeny xonqKara. Kaj oarae naqueHTH Moxe Aa

HaMaJIeH xenaraJleH Ic'IHpeHc 3a reJlMlrcapraH. ,{ono:lrutelno' renMucapraH
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co BHrrMaHr.re Kaj naqueHTr4 co HapyrueHa xelaTajrHa Qynrqula nnu co flporpecuBHa xellaTanHa

6OneCr 6ragejftr.r MuHOpHI4Te HapylryBalba Ha eneKTpOJIHTHLIoT 6a,1aHC L{JIH Ha paMHOTexaTa Ha

TexHocrr{ Mo)Ke Aa AoBeaar Ao npeuHnrrau}rja Ha xenararHa KoMa. HeMa KJruHI4qKI,I }rcKycrBa co

rpl{MeHa Ha TELSIDAN PLUS Kaj naul4eHrH co HapylxeHa xenararlHa SyHKuaja.

PeHosacxyJrapHa xunepreHgLIia
Ilocrou gro,nelren pr.I3HK oA reuma xunorens1rja u 6y6pexna uncy$uqr'renqaja Kora naqrleHTl co

6mareparHa creHo3a Ha 6y6pexuara aprepHja, I.IJII4 creHo3a Ha apreplrja co e4eH QyHKrrnoHaneH
6y6per ce TpeTapaHn co MeAHrIrrHcKH [poH3BOAH KOr,r BnHJaar Ha cr.rcTeMor peHHH-aHrr.roreH3uH-

anaocTepoH.

PeHa:tru ourreryeatr,a L rpaHcr,'IaHmulda Ha 6v6per
TELSIDAN PLUS ne rpe6a ga ce ynorpe6yaa raj naqr.renru co reurKo peHzrrrHo orxreryBalbe

(x.nr.rpenc Ha KpearltHnH <30 mlhrHnxongere 4e:r 4.3). He nocrojar HcKycrBa ra a4lrunucrpaqaja ua

TELSIDAN PLUS xaj nauuenrn co cropeuna 6y6pexua rpaHclrnaHralll{a.
flocrojar orpaHrlqeHl rroaarorlll :a ynorpe6a sa TELSIDAN PLUS xaj narlr4eHrr4 co c,ra6o ao
yMepeHa Hapy[reHa 6y6pexna Qyuxquja; 3aputr Toa, ce npenopaqyBa rrepuoar,rqHo cneaelbe Ha

cepyMcKI,ITe HHBoa Ha KzrnHyM, KpearHHI'IH I'I MoqHa Kr'IceJI[Ha. Kaj naqueurrre co Hap]'IxeHa

$ynruuja ua 6y6pesare Moxe Aa ce jaru a:oreunja acoqupaHa co ynorpe6a ua rujasuguu

ArryperHIILI..

Hnmagacxyrapga xlrnosoreN{I'IJ a
Cr.runrouarCxa xunorensnja, oco6enO nOCle npBaTa Ao3a, Moxe Aa cejaaa rcaj naUueHTI4 KOH ce cO

HaManeH BoJryMeH ua xpa/ r.r_nrE HaTpr.ryM, nopaar.r r{HreH3HBHa .rlfyper qHa TepanaJa, IneTaIHa
pecrpuxquja na cor, gzapeja luru norpaftane Onuecocroj6u tpe6a aa ce Koperl4paar npeA

a.qMr.ruucrpaquja Ha TELSIDAN PLUS .

,IlgoiHa 6roxa.4a Ha cucreluo.r DeHI,IH-aHrI4oreHsI'IH-a,uocrepoH
flocrojar Aor(a3v AeKa r4croBpeMeHara ynorpe6a na AKE-r.*rxu6raropu, 6lonaropu Ha aHtrroreH3l.lH

II peuenropnre r.ri,rH anr,rcKr4peH fo 3roneMyBaaT pH3r{KOT OA nOJaBa Ha xLInoTeH3I{4

xunepra-nuevuja H olxreryBalbe Ha peHanuara $yurqu.la (BKnyqHTenHo aKyraa peHanHa

lrscy0uqr.renqrda). flopaar,r roa, He ce npenopalryBa .[Boj Ha 6noKaAa Ha clrcreMor peHI'IH-

anr"ote*r:uH-an4ocrepon (np. aguunucrpaquja ua TELSIDAN PLUS r4croBpeMeHo co AKE-

uuxu6tropu,6nonaropu Ha aHrI'IoreH3I'IH II peqenroprre u:rn a-nucrupeu) (nu4ere 4el 4.5 n 5.1)

Axo oaoj Trrn Ha KoM6 Hr,rpaua repannja Mopa aa ce rrpHMeHrr, HeorrxoAHo e TpeTMarioT aa fo

oparrHr4pa aoKrop cnelllrjzrnrrcr co BHHMareJreH u nocrojaH MoHr{ropr.rHr Ha 6y6pexHara $ynxunja,
eJreKTpoJrr.rrHuor craryc u KpBHLIoT npI,ITHcoK. Kaj naqueHrure co 4ltja6ercxa ne$ponaruja, AKE-

unxu6utopure u 6loraropure Ha aHrHoreH3LtH II peqenropure ne rpe6a aa ce ynorpe6yaaar

HCTOBpeMeHO.

Apyrn cocroj6lr co cruM-v:rauuia na cHcrelror DeHtln-anrlrorensl4H-a,taoc'reDoH
Kaj naqueurra unj racxyrapen ronyc n 6y6pexua $ymqnja:aencar npe.[oMaHar{rHo oA aKTHBHocra
Ha CHCTeMOT peHrzH-aHIIIOTeH3nH-anAOCTepOH (np. flaqUeHTH CO TeUIKa KOHIeCTLIBHa CpIIeBa

r4Hcy+Hqr.reHqr.rja, LIJILI nocroeqKo 6y6pexHo 3a6onl3al6e BKJIyIHTeJIHo 6y6pexlra aprepl'IcKa
crexo:a), repanuja co MeAI{IlHHcKx npoI,I3BoaH KoH uujaar ua oaoj crlcreM ce acouHpaHl co aKyrHa
xunorenauja, xunepa:oreuuja, o,urypuja I4nH perKo, co aryrHa 6y6pexHa nncy$uquerqnja (Ael
4 8 )

flpHMaDen a.naocreponflgalrl
fIarIHeHTrre CO npHMapeH anAOCTepOHU3aM feHepanHo He AaBaaT OATOBOp Ha aHTI{xu[epTeH3I'IBHHTe

JreKoBH KOH $ynXUr-rOXnpaar npery uxxn6nquja Ha cqcTeMoT peHHH-aHrLroTeH3r,*r. Ilopagu roa, ue

ce npenopaqyBa ynorpe6a na nexor TELSIDAN PLUS .
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aopTHa r{nn Mr.tTpa;rHa cTeHo3a, r{n}r oa oncTpyKTHBHa x}rnepTpo+uqHa KapaLIoM}tonaTLUa.

EdeKrri gp: r\.rera6onqgaN.Ior L eH.{oxpuHlrot cucre
Tperuauor co rI,Ia3LI,qI4 Moxe aa ja napyn}t roJIepaHIII'Uara Ha rJII'lKo3a' .4oaeKa naK KaJ

4r,rja6ernvapure KoI4 [pLIMaar ]IHcynI{H utn auruauja6erwl}I }'I TenMl{capraH Moxe Aa aojae Ao

xlrnofnlrKeMr.rja npr.r repannja co reJIMI,IcapraH. flopaau rca, Kaj oBI'Ie naulleHTl'l norpe6eH e

cooaBereH MoHHropHHr ua uunevnjara. Moxe aa 6lr.qe norpe6no ao3Ho IrpnnaroAyBalle Ha

I,rHcyJlIrHor I{JII,I ua aurn4Nja6eruqltre, Kora nocroll cooABerHa HH,IluKauaja. 3a npeue Ha rperMaHor

co rraja:r.rgu uoNe .[a aojae ao MaHHQecraquja Ha ,rarentrnor guja6erec

Tperlrauor co rI{a3I.IAHI,I Alrypernqu e acoq[paH co nopacr Ha HxBoro Ha xonecrepon u

Tpr4rJIHIIepHAI4, Ho co Ao3ara oA 12.5 mg npnjaaenu ce uraunualnn e$extu.

Kaj uexou naquenrlt ron ylorpe6ysaaT T[a3LtAH Moxe 4a ce jaaN xr.rnepypurerrauja ra,rn 4rpu 14 rI'IxT

E:rerrpo:rraren ar,tc6a,raHc
Kaxo r.r npn ynorpe6a ua 6rj,ro xoj al.ryperRK, nepaoal4tlHo rpe6a ga ce BpIxH oapeAyBalLe Ha

eneKTponr{THTe Bo oepyMoT Ha cooABETHr.r BpeMeHcM HHTepBanH. Tuazuaure, ax,'tyvyeajftu ro l',t

xHApoxJtopoTI,ItBIraoT, Moxe Aa [pean3BuKaaT 4uc6alauc Ha TeqHocTa H eJIeK'IpoJII4T[Te

(xmoxarevr.rja, xunonarpeur.rja u xsnoxjlopeMlrqna a;rxa,'roea). flpe.ryupe,41'nauxl.{ 3Halr}l lI

cr4MmoMr4 Ha eJre1TpoJrrrreH Auc6a.nanc ce cyBa ycra, xe4, acreHuja, leraprnja. 3aueMeresocT,

Helrup, 6orna -" .pt""t Bo MycKynure, MycKynHa cla6ocr, xunoreuonja, oturypuja, Taxl{Kaprflja

r4 facrpor4HrercrHHirnHH HapyuryBarba KaKo faaebe rl nonpaftane (nu4ere ae:r 4.E).

Xnnora,rrenuja
I4axo :a BpeMe Ha TpeTMaHoT co THa3IrAHH Ar{ypeT[ Moxe Ia ce JaBU XHIOKaJILIeMIIJa,

ncroBpeMeHnor BHec Ha reJIMI,IcapraH Moxe aa to HaManrl oooj e$exr'
puguror o.{ xunona:reur.rja Moxe Aa e [oroJleM Kaj nauHeHTnTe co ulrpo3a Ha xenapoT, naque]rTl4Te

co 6p3a ArType3a, HecooABeTeH opajreH BHec Ha eJreKrpoJrr,rrH H KaJ oHne KOr,r Ce Ha I4CTOBpeMeHa

repanuja co xopruKo-crepollAl4 l-rrrtt aapeHoxoprl'Ixorponeu xopuoH (ACTHXslraere aen 4.5).

Xunepxa,rueuu.i a
Kourpaar.rxropuo, KaKo nocneanrla Ha aHrafoHH3aMOT Ha aHrnOTeH3I{n II peqenropnre (:apaau

npltcycrBoro Ha re;rMrrcapraH eo cocrasor Ha TELSIDAN PLUS) moxe ga ce jaBH xl.rnepxa,'llrelutlrja.

Ua*o tt""a 4o*aeH 3a nojaBa Ha KJrr.rHr{qKH cr.rrnn$uxanna xunepra,ruevraja npu ynorpe6a na oaoj

Me.{ErlHHCKr.r npoH3Boa, $atcopnre Ha pI.I3I.IK sa pa,:noj Ha xunepra-nneunja BKryqyBaar 6y6peNua

r.rncyQuqr.renquja uluttu cp\eta r.rncyQnqneuquja a 4zja6ereo Menl{ryc. 3a apene Ha rperMaHor co

TELSIDAN PLUS rpe6a BHnMareJrHo aa ce ynorpe6yBar cneAHrrre npon3BoaH: 3aMeHa 3a con KOJa

co.qpxu KanrryM, Axypcrr.lurl KoIt ureAar KanryM, cynneMeHTl na ra,rryu (rlrgere 4e14.5).

XunoHarplreuraja ra xnroxllopeuraqna a:rxanoga
Heua Aona:ra aera TELSIDAN PLUS 6u ja uaualu:r unlt npeBeHupan xllnoHarplreMl'{ara
lrH,qyrrspaHa oA Ar{yperllqu. ,4eQuqlrror Ha x;rop}I,ql{ o6lrqno e cJra6 It He H,rnoxJBa norpeba o4

Tepanr{a.

XunepKan[ueMuia
TuasriAHIHHTe Al,iyperllqu Moxe Aa Ja HaMailar peHaJlHara eKcKpeuuJa Ha KanqpryM H Aa
npean3BlrKaaT npnBpeMeHo cla6o gro:retvrysaE'e Ha cepyMcKuoT KiuIqHyM BO OTCyCTBO Ha nO3HaTO

Hapy[yBa]Le na uera6olngauor Ha Kzrnql{yM. I4spa:euara xuneprca,rquelruja Moxe aa yKaxyBa Ha

npr.rKpHeH xuneplaparlrpou.qusau. flpea ,{a ce npaBn Itc[I'ITyBaIle na QyHxqlljara ua

naparupouAHara )K;re:4a rpe6a 4a ce npeK[He co ynorp e6a ua ruazunure .

XfinoMarnesHeM]ria
Tuazu4u4rrvlre AI!/pervIIu Moxe Aa Ja 3roneMar

nocJreAoBareJrHa xunouarne:ueltuja (suaere leJr 4.5).
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l-Kcuu n neHcH
Ouoj npou:ooa coapn(ll naKTo3a. llaunenrr]-re co perl(I'r HacJIeAHI't npooreMl'I Ha faJIaKTo3Ha

rauro.nepauqnja, 4e$uqur ua Lapp naxrara, HJII{ uHKo3Ho-raJIaKTo3Ha MaJlarlcopnql'Ua, He rpeoa Aa

fo 3eMaaT oBoJ neK.

Erguqxu oa:nurlt
KarO Uro e sa6erexaHo Itaj cr.rre 4pyrlr aHrHoTeH3L{H II peqenrOpuu aHTaTOHI-lcTIa, TeJIMItcapTaH e

noManKy eQuxacen Bo HaManyBalbgro Ha KpBHHor nplrrr,rcoK KaJ laqueHTrrre oa upHa paca, orKonKy

Kaj apyrnre paclr, oepojarno nopaau noBltcoKa npeea,renquja Ha HrlcKx peHur cocroj6a xaj

xHnepTeH3HBHara norrynaqllja oa IIpHara paca.

.IIpvro
Kaxo u co 6n,ro xoj Apyf aHTnxHnepreH3HBeH Jrex, flpefor'reMaTa peAyKqr-{a Ha KpBHHOT npl4rHcoK

xaj naqueHrlr co HcxeMHqHa xapAironaruja Hra co ucxeMl4tlHa KapAlroBacKynapna 6o.necr Moxe Aa

pe3ynrnpa co MHoxapaeu uu$apnr luu co qepe6poaacxyJlapeH I{HIII4aeHr'

Onuro
Kaj naquenrnre co u,rq 6eg ucropuja na a.nepraja n,lu 6porrxajanxa acTMa Mo)Ke Ia ce [oJaBaT

XnnepCeH3HTI,tBHH peaKULIH Ha XITApOXJIOpOTIIa3HA, HO Tlle Ce nOBepOjaTHfi Kaj naUlleHTHTe CO TaKBa

acropuja.
flpra ynorpe6a Ha THdILIAHH AIry?erHIII.r, 6eure ga6elexaua ersaqep6aquja utu axruzaguja ua

cHcTeMcK14 Jl) nyc epHTeva fo3yc.
3a npelre na ynorpe6ara Ha rr4al3r.rAuu Ar{yperr4r-l}r 6ea :a6ereNanu cJIy"taI{ Ha $oroceurnruaun
pearcqlrlr (lor:reAlrere eo 4.8). Bo c.nyvaj na lojara na QoroceusarranHa peaKrlrla, ce npenopaqyBa

Aa ce npeKrlHe repanujara, Aro e neonxo4Ha noBTopHa aaMI'IHHcrpauHJa Ha rperMaHor' ce

npenoparryBa aa ce 3amTHTaT noBptxr.tHlrTe KoH ce 3JIOX9HH Ha coHIIe r,r-nr.r seruraqxa [IVA

paAuj aquj a.

AK\THa MLIonI.IJa I.i fravKoM co 3arBoPeH afor
Xr't gpox,roprua:ng, rcaxo cylQonaMl4A Moxe ,4a npeaH3BI4Ka uarrocl'IHKparcxa p^.utlJ1 

"o
[OCJre,qoBaTenHa aKyTHa TpaH3I,tTOpna uuonuja n aKyTeH TJIayKOM co 3aTBOpeH arol. UUMnTOMHTe

BK;r)4ryBaar HarJIo HaManyBalbe Ha BnaHara oIIITpHHa HJIH rojaoa ua oxynapHa 6onxa xou rrlnl{qHo
ce jagynaar qaCOB1t HIH HeAern nO 11OqSTOK CO TpETMaHOT. Herperupauzor aKyTeH TJIayKOM CO

3aTBopeH aroJr Moxe Aa AoBeAe Ao IIepMaHeIITHo ry6ene ua oagor. llpuuapua repaneBTcKa MepKa e

Be,rHarrr aa ce npeKI.IHe co ynorpe6a Ha xl'IApox;Ioprl'la3ra4. ,{otolxy H€ Mox(e Aa ce nocrurHe

KoHrpoJra Bp3 r{}rTpaoxynapHl-Ior npltrt coK rpe6a Aa ce pa3MI4cJIH 3a 6p3 MeAI-IIIHH:KT4 r4JIIt

xHpyprnKH rperMaH. tDarroprjTe Ha pI.i3HK 3a pa3BoJ Ha aK)'TeH rJIayKoM co 3arBopeH aron Moxe Aa
BKryrryBaar r4cropuja a a.neprr.rja xou cyn$ouaulrgu rrJrr4 neH tJxrAHA.

4,5 I{nreparcqnja co Apyrlr MeArrItIrHcK[ npoIr3BoAIr' n apyrn Qopmu Ha rlHTepaxllrria

Jluruyu
Ilpr.rjaneHH Ce perep:u6ltlHO 3loneMyBalbe Ha cepyMCKIlTe KOHIIeHTpaqqu Ha n[TI{yM It TOKCHT{HO0T

npn r.rcToBpeMeHa a,4urzHncrpaquja Ha nHTr{yM co AKE unxlr6uropu. Perrlr cJryqaH Ha naxon e$ercr

ce ga6elexauu npH r,rcToBpeMena ynorpe6a co aHrr.roTeH3I4H II peqenropur,r aHTaroHHcTH,

Brcryqr{rerHo TELSIDAN PLUS. 3apagu roa, He ce npenopaqyBa }lcroBpeMeHa ynorpe6a ua

TELSIDAN PLUS lr:rurnyu. Axo ce noxaxe KaKo HeorrxoAHa ynoTpe6ara Ha BaKBa xou6uuaqraja,

ce npenopaaryBa BHgMaTeJrHo cJleaerr,e Ha H BoaTa Ha cepyMcKxoT nr'rTI{yM.



MeAnquucxn trpon3Boall KolI ro naManyBaar HrlBoro Ha KaJIITyM rl ce acoq[panrr co [oJaBa Ha

xnnora.lrnemnja
(Ha np. Karfyper qHI'I Auyperl'Iq]r' JIaKcarI'lB]l' KoprHKocrepoI'IAI'I' ACTH' arnlQmepnquu'

rap6enorco:rou, nenuqu;ruu f, caJrI4III.rJIHa KIIceJIHHa n HeJ3I'tHrr aepl'IBarnJ

lprn 
"ctoupeteua 

ynorpe6a Ha oBHe reKoBr'l n $rlr<urara nolt6r'ruaqlja renMl'IcapraH-

xr{apoxJroporHa3l'Il Ce npenopaqyBa aa ce cJIeAIl lrna3MaTacKara KoHueHrpau}rja Ha Kanl{yt{ oBI{e

MeArrqr.rHcKr.r npoH3Bo.qu Mox€ Aa fo noTeHuEpaaT e$extor ua xugpoxJIopTIIZl3I.{AOT Bp3 CepyMcKI'loT

Kanl{yrnr (suAere Aer 4.4).

MeAnunrrcrcu[poI|3BoAI|KoI|MoI(eAafo3roJleMaTEItBoToHaI{aJIIryMI|JII IAa[HAyIItrpaaT

xunepna"rneurja
1ua np. AKE nnxu6nropn, Atypernua Kor.r I[Teaar KanI{yM' KanI{yM cyflneMel{rH I'IJII4 cyncrlTyrr4 Ha

con unu naK apyfu IeKoBr.r Kot4 MO)r(e Aa ro 3foJIeMaT HLIBOTO Ha KanI{yM BO CepyMoT (III.rKIOCnOpUH,

xenapuu uatpryrra)
np"'"aro"pa""na ynorpe6a Ha oBr{e reKoBr.t lr tfurcnara xou6ranaryrja rerMr,rcapraH-

xn{poxjroporHzl3HA Ce npenopaqyBa aa ce cJIeaI'I IrJla3MaracKara KoHueHTpauI'rJa Ha KiuII,IyM'

Kano u co apyrl'ITe MeaHrlI'lHcKI{ npoH3BoaH KoI4 aeryBaar Ha cl'IcreMor peHI'IH-aHrI'IoreH3I'IH-

zrnAocrepoH, xo-agununcrpaqr'tjara co HeKou oa cnoMHarl{Te npol't3Boaa Moxe Aa pe3ynrupa co

xr.nepxalqueuraja I.{ 3apaAl4 Toa He ce npenopavyaa (Bl.r'qere Aen 4 4)'

MeAnqnucnn trport3BoaH npr non n.lnjaar rlpoMeHlrre Bo cepyMcKrror KaJrIryM

IIpnynorpe6aHaTELSIDANPLUScoMeAI4qnHcKI'Iflpol'r3Boat.lBp3KoriBJrl'IJaarnpoMeHureBo
cepyMcKHOT ra;lryr'a (na npHMep rnI'IKo3HA HA AyIr| Tartrc' aHuapuruuqu) 14 co Aone HaBeaeHI'ITe

reKoBr.r KoH MOxe aa rlpeaH3BllKaar torsades de pointes ce npenopaqyBa nepHoal4qHo cre'{e}Le Ha

cepyMcKr.ror Kanr,ryM L{ EKI 1*rno*-t"rrlr.rjara uoxe aa € npeAncnoHl'tparrcn $amop 3a IroJaBa Ha

torsades de pointes):
- K,raca Ia anruaplnlruqlr (xznllulrH, xx'qpoKr.lHu'qlH, al4conupaMur)'
- Knaca III anruapI,IrMI4IIL (aMI'Io,{apoH' coranon' AoO etuslrz'a, z6ytwma)

- Her<ou auruncuxotuqr'r (ruopugarun, xJIopnpoMa3I4H, neBoMenpoMa3l4H, 'IplIQJryorIepa3IrH'

qI{aMeMa3I.lH, cynfi}rpul, cynronpl{A' aMHCynnpHA' rI'IanpI'IA, II'IMO3HA' xMOnepL'4On'

aponepr'r,4or).
- 4pyru (6enpuaru, III4canpHA, 4nrlerraanul, epnrpoMlrql'IH I.l'B'' xanoQaHTpLH, MH3oJIacrI'IH'

neHTaMI,IrLJH, cnap$:rorcaur'ru, rep$enagnu, ouuxaMuH v'B')'

fnfirco3tra]r Ha arrr[TaJrrrc: 3apaan npr{c}'THl'Ior eneKTpoJrl4Ten Auc6a:ranc (rcrnoranraeur'1a'

xr.rnouarnesneuuja), roxcuunocra Ha oBLIe fpynlr Ha JreKoBL{ MOXe Aa e 3rolleMeHa u nocTol',I pI',I3HK

o4 nojaaa ua gurr.rra:Iuc HH,{yqHpaHa apr'rruuja (altaere Aen 4'4)'

nurorcnn
flpu ro-a.4ur.rHr.tcTpaqnja Ha 

.TenMtrcdpTaT 
u Al{foKcnH 6ulo ga6eneNano gpeaHo 3foleMyBalbe Ha

MaKcr.rMzrnHara KoHrleHrpaqr{a Ha ALIroKcl.tH ol 49Yo u Ha aKTyenHaTa roHlleurpaquja ol20o/o. Ha

noqeToK oa TperMaHoT, npll, npl IaI'oayBaILe Iulll npeKI'IH Ha TpeTMaHor co TenMncapran ce

npenopaqyBa cJreAerbe Ha HHBOTO Ha AH|OKCI4H CO Uen KoHIIeI{TpaIIrrJaTa aa ce oapxr',r Bo

TepaneBTcKI.{ oIICef.

.{pyru aurnxunepreustrBHll JreKoBIr
Etlexror Ha HaMalyBarse Ha KpBHrroT npr,rTr,tcoK Ha TeJIMLICapTaH MO){(e Aa Ce 3roJIeMs co

eaHoBpeMeHa y[orpe6a ua4pyrn arruxunepreu3]IBHl'I MeAI{IIHHcKL npo}I3BoAI'I'

flocrojar AoKa3L AeKa HcroBpeMeHara ynorpe6a na AKE-unxu6uropn, 6loraropu Ha aHrIioreH3IlH

II peqenropnre r,rrl{ ajrr,rcKHpeH aoBeAyBa ao aBOjHa 6loxala na c]IcTeMoT peHI{H-aHrI'IOTeH3I'IH-

ar,qocrepoH H ro 3toJIeMyBa pl43{'lxor o,[ nojaoa na xunoreusuja, xanepra'rleunja e Ha

penaruara QyHrcquja (ax-nyuure,rno aKyrHa peHanHa uHcyQuqueHlrnja) cnopeae Ha

eAeH oA oBHe areHcu (Blr.4sro Aen 4.3, 4.4 u 5 '1).



Aurngnja6ernvurr JreKoBr{ (anrnqnja6ernqrl 3a nepopaJrHa ynorpe6a n nncy.lun)
MoNe 4a e norpe6Ho npl4naro.qyBalr,e Ha Ao3ara na arrnguja6eruror (nugere 4en 4.4).

MerQopnrnn
Ilpra ynorpe6a Ha MerdopMLIH rpe6a aa ce lrpemeMar rIoce6HI'I MepKIl Ha rlperna3nl'IBocr 3apaAu
MOXHT,TOT prr3r{K OA JraKTI,rrIHa aqI,IAO3a KaKO noCneAl.rqa Ha oureryBalbe Ha peHanHara qyHKlII',IJa

npeau3BHKaJro oA xH.qpoxJropoTna3Hn.
Ko.nectnlo.lI I| xoJrecrrrpaMtrE
Kolecrunor r.r xorecrnpavltr ja uaMarryBaar ancopnwjara Ha xHAPoxnoporI'Ia3I'IA

Hecrepongnu anrxnnQ;rauaropHrr npolt3Boarr
HCAI4JI (oguocHo aqerl{J1cil.Jll, rl4irHa KxcennHa co anrr'rrEn{lart'raropeH ao3eH pexulr, COX-2

lrrrxn61rropr.r, u necoreKrysHu HCAI4JI), voxe Aa ro peAyllxpaar arypqrHqHgor, Harpl4/pergqHnor

H ar{Tr{xunepTeH3lrBHl,IoT eoeKT Ha aHrlioTercI'rH II peqenTopH}rre aHTaroHI'IcrH.

Kaj Herou naqlreHrr.r co HapyrxeHa 6y6pexna $yHxuuja (np. aex,qpupauu flaquer{rH HIU nocraplt

naqueHrH co HapyrxeHa 6y6peNua $yrxur!a), KoalMaHlrc.Ipaql{ja Ha aHrr{oreH3HH II peqenroprm

aHTaroHI.{crI4 I{ afeHcH urro ja nHxu6upaar lrl'IKjrooKcl{reHa3ara Moxe '{a pe3ynrHpa co

noHaraMolrIHo HapylxyBalr,e ua 6y6pexnara Synr<unja, BKlryrinreilHo Moxga aKyrHa 6y6pexna

uncyor.ruueuqrja, xoja o6IauHo e peaepeu6r.r,rua. flopaau roa, xoM6rinarll,IHre na lexona rpe6a na ce

aAMr,rHl,Icrpupaar oo BHrlMaHue, oco6eno naj [ocrapHTe :rnua. flaqlrerrrrre rpe6a 4a 6ragar

a,qeKBarHo xr.rAplrpaHlr, u norpe6en e MoHrrropl.rHr na 6y6pexnara QyHrqIaja BeAHaIr nocJle

oTnoqHyBalf,eTo Ha KOHKOMI,iTaHTHaTa repanl.IJa, Lr rIoHaTaMy, Bo onpeaeJreHll nepHoAn.

Bo egua cry4uja, roa4unrucrpaqujaTa Ha renMr4capraH r.r paMr4rrpHJr aoBena ao 3roneMyBalse oa 2.5

naru na AUCo-zl u C."* ua paMnflp[n paMr.rnprlrar. He e nognara KJTI,IHI{qKara peJleBalrrHocr Ha

onaa o6:epoaquja.

Ilpecopun aMlrHH (Ha np. nopa.4peua;ru)
ESexror ua npecopHl{Te aMHHLt Moxe aa e HaMaJIeH.

Heno.rapnrupa.rKtr peJrancaHrtr Ha cKelrerHara Myclcy,rarypa (na np' ry6oxypapun)
xr.rApoxnopoTr.ra3r,rA Mo)Ke Aa fo noTeHqnpa eQerror Ha HenonaprcupaqKr4Te penaKcaHTl4 Ha

cKeneTHara MycKynaTypa.

,Jlenosfi Korl ce Kop[crar 3a rperMaH Ha rrrxr (na lp. npo6enuqng, cy,'It[uxnupa:]oH [r

aJronypHHon)
Xnapox,roporuasu.{ Moxe 4a ja aro:reuu cepyMcKara KoHIIeHTpaqHJa Ha MoqHa KI'IceJrI'IHa v 3apa,lj.rl
Toa Moxe ga e norpe6uo npl{JlaroAyBalse Ha ao3ara Ha ypuKo3ypuqHnre reKoB[ (3roneMyBane Ha

Ao3ara Ha cylt$uHnupa:ou IrJIH npo6eHHqHA). Ko-agrunHr.rcrpayviata ua rI'ta3IrAI4 Moxe .{a Ja
3foJIeML rrHrlr,raeHrlaTa Ha noJaBa Ha xI,InepceH3ItTI,IBHI4 peaKIIHI4 Ha anOry?HHOJI.

Co.ru ua KaJTIIITyM
llpu ncronpeueua annLIKaIII,IJa co rrra3ItAHI4 aryperl'I4r Moxe aa ce JaBId nopacr Ha ceyMcKara

xouqerrrpaqlrja ua KajrrlrryM KaKo nocJIeaLIIIa Ha HaManenara ercxpeqr'rj a.3apaan roa, aKo Mopa Aa ce

npHMeHaT CynneMeHTI,I Ha Kirnql{yM, Ce flpeflopaqyBa BHnMaTerHo cJleaelbe Ha cepyMcKoro HI4Bo Ha

Ka.nqIIJ,'I\,{ I.l cooABETHO nplnaroAyBalse Ha Ao3aTa.

Bera 6.roxaropn rr atra3oKcna
THasHArre Moxe aa ro 3foneN4ar xHneprrHKe ,{h'itHt4or e+eKr sa 6era 6'roraropl'rre H aHa3oKctu.

AHT[xornuepr'[qHrr JreKoBIr (xa lp. arponun, 6unepll4eu)
AHrnxolr,rueprr,IvHnTe JIeKoBI4 uoxe ga ja :roleuar 6uopacnoloxuBocra Ha rna3ll'4Hure

np€Ky HaManyBalb€ Ha racrpn.IHara noABIDKHocr I4 3a6aByBarbe Ha racrpllrlHoro

AuanrnAnH



Tr.ra3riAlrre Mo)Ke .4a ro 3roneMar prr3lrKor oa HecaKaHI'l e+eKTu Ha aMaHTH.q[H.

Ilnrororccuvnn .nenoun (qnn rorloc(DaMrlg, Iuerorpencar)
Tuasurwe Mo)Ke aa ja naua,rar peHarflHara erccrcpequja Ha uIrroroKcHqHI'ITe JreKoBn (unuoQoc-

$ar.aug, uerorper<car) r.r ga rn noreHllupaar HHBHHTe Mltenocynpecl4BHn eQex'rn.

Bps oqroaa Ha HHBHrlTe $apuaxonourxu KapaKrepHcTLIkII, IICTOBpeMeI{aTa Tepan}Ija CO 6aKnO$eH I,I

aMnoocTriH Moxe Aa aoBeae Ao noTeHrlr{pabe Ha a}rrr4xanepreH3r4BHoro AeJCTBO r4 Aa [peArr3BHKa

xr.rnorensr.rj a.
OprOCtarcnara xr,rnOren:r,tja ltOxe ga ja uoutu ynorpe6ara Ha aIKoXoJl, bap6lrryparu, HapKoTI'lIII4

IINI,I AHTHIENPECHBHH JIEKOBI-I.

4,6 Oeprurnrer. 6peMeHocr Ir aoen'e

He locrojar aaeKBaTHr.r noaaToqr4 za ynorpe6ara Ha TerMHcapTaH naj 6peueHl.r xenu. cryauure

cnpoaegenu naj xHBorHa noKDKaJre penpo[yKTlrBHa roncn'ruocr (gel 5 3).

Enr.rlelfl.ro:rouxra aoKa3[ Bo BpcKa co pr.r3r,tKoT 3a TepaToreHocT nocle ercnosuquja sa AKE

urrxn6nrop1r 3a BpeMe Ha npBgor rpgMecrap oA 6peMeHocra He ce aoHeceHn' Ho KaKo H Aa e, He

Moxe Aa ce HcK[yrIH Marllo groJleMyBalbe Ha pH3HKor. Ce Ao.[exa HeMa Ko]ITpolll.{paHu

en!4{eMgono[rKn noAaroqrr 3a pI43HKor co aHrIroreH3r.IH II peqenropr*r aHTaroHI4crI{, 3a oBaa KJIaca

Ha JreKoBr,r Moxe Aa nocroJar crHqHll pa3lrr\r4-
ocseH aro KoHTr4lryupaHa repannja co aHfHoTeH3I,rH II peuelropnu aHTaroHr,rcTL ce cMgTa 3a

HenoXoAHa, naqHeHTKr.rTe KOH IIJIaHHpaaT 6peuenocr rpe6a Aa MHHaT Ha aIITepHaTI.IBHI{

ar{TrDs[epTeH3HBHH Tepa11HI,I KoI.{ ce co AoKuuI(aHa cqrypHocT npr.r ylorpe6a ro 6peueHocr. Aro ce

4ujanocruqupa 6peMeHocT, TepannjaTa co aHfIloTeH3I.IH II peqerrropnl aHrarOHI,IcTL Tpe6a regnau

aa ce npeKuHe, I{ aKo e cooaBeTHo, Aa ce oTnoqHe ce anTepHaT[BHa Tepalll{a.

flo:naro e AeKa eKCnO3LIqlIja Ha Tepanltja CO aHrLtOTeH3HH II peqenrOpHu aHTarOHllCTH 3a BpeMe Ha

BTOpHOT r.r rperr,ror rpr4Mecrap oa 6peMeHocra npeal',I3Bl',IK)tsa XyUaUa $erororcqqHocr (HaManeHa

6y6pexua $ynxqr{a, oJILIroxI.rapoaMHI,IoH, ocuQllKaqflja Ha qepeflor, perapaaql4ja) H HeoHarzulHa

roxcrauuocr (6y6pexna uucytfuqueHllHja, xHnoreH3l.rja, xhnepKarl'IeMr'lja) (euAere Aer 5.3).
Axo laquenrr<ara npLIMa aHrlloreH:lru II peqemopHl{ aHTaroHI'IcrI'I oa BTopnorrpl{Mecrap Ha

6peuenocra, ce npeflopaqyBa ynrpa3ByqeH npernea Ha 6y6p$rfte s Ha qepenor Ha Qerycor.
Horopo4envun a qnja MajKa npHMzula atrlIoreH3LIH II peuenropnu aHTaroHIrcrH, Tpe6a '{ecro aa ce

KoHTponupaar nopaAu Mottrrocr oA xrlrloremuja (ceKqLr 4.3,r44).

flocror.r orpanuueHo ncKycTBo sa ynorpe6ara Ha xxApoXJIOpOryIa3LIA ga BpeMe Ha 6peuenoCra,

oco6eHo 3a BpeMe Ha npBHor rpHMegrap. CryAI'Ime Kaj xHBorHfi He ce AoBoJTHI'I.
Xn4poxroporua:n4 ja uuny'na uaqeHTara. Bp3 ogHoBa Ha OapMaKoflolrlKI'Ior MexaHI'I3aM Ha AejcrBo
Ha xlrApox;roporlra3raor, HeroBara ynorpe6a 3a BpeMe Ha BTopHor H Tperuor rpl4Mecrap Moxe Aaja
KoMnpoMr.rrupa $ero-rnarlerrraluara nepQysuja rl MoI(e Aa npeAIr3BHKa tpera,rrur u HeoHaTalJrHI'I

e$elcru xaxo uxerpyc, HapyueH e:rexrpo:l.rreu 6ananc u rpolr6oqnronenr'tja.
Xu4poxroporua:ugor ue rpe6a 4a ce ynorpe6yea 3a rperMaH Ha recraqucKll eAeMH, recraqucKa

xnneprensuja r.rJrH npeeKllaMncr.rja nopaAll MoxftltoT pI43uK 3a HaMaJryBaIie Ha BoJIyl,IeHor Ha

rrna3Mara n [naqeHTzulHa x].moflep(by3uja 6e3 KopIrcHH e(beKT[ 3a reKor Ha 6onecra.

Xugpolcroporua.ru,qor He 'rpe6a ,4a ce ynoTpe6yBa 3a TperMaH Ha eceHrlr.rjarHa xHnepreH3uja KaJ

vnorpe6ara Ha ilHfrroTeH3r,rH II peqenrop aHTaroHgcru He e npeflopaqlrr.rBa 3a BpeMe Ha npBaoT

rprrMecrap oA 6peMeHocra (B ,raere Aen 4 .4) . Ynorpe6ara Ha aHrr4 oreH3r.rH II peqemop aHTaroHI{crLI

e KoHTpaEHILIqlrpaHa 3a BpeMe Ha BroplroT LI TpernoT TpI4MeCTap oA 6peMeHocra (BI'IIeTe Aen 4.3 A

4.4) .

'!,rrnr,rfl

6perr,renlr xenra ocBeH Bo perKl cHTyaqlII4 Kora He Mo)I(e aa ce yflorpe6lr apyra repanria.



499!be'Eunejftu 
se nocrojat pacnonoxJll'IBu IroAaroql'I sa ynorpe6ara Ha rerMl4capraH 3a BpeMe Ha

Aoerbero, oooj ler He ce npenopaqyBa 3a BpeMe Ha Aoelbe' a ce npenoparryBaar uITepHarLBHl'I

repanr,Iu co JreKoBL KoLr nuaar no4o6ap I'I AoKiDKaH 6es6e4noceu npoQllr 3a BpeMe Ha opeMeHocr'

oco6euo npr,r goerse Ha HoBopoaeHqHISa, I4 Ha HeAoHoceHll oeolllta'

Xr't 4pox.noporuarnAor ce I'BnarryBa Bo Ma-r]I'I KoJllIqI'rHu no uajwtuoro ltlero raj rryfero Tua:uIlrre

Bo BHcoKr,I .[o3I.{ KoI,I npealr3BxKyBaar cI'rJIHa .uuypesa Moxar aa ro urrxra6rlpaar co3AaBarLero Ha

MJIEKO.

Hecenpenopavynaynorpe6aua:rercotTELSIDANPLUSsanperr,reHaAoel+'e.,{oxolxy;renorlropa
Aa ce npHMeHyBa 3a BpeMe Ha aoelbe rpe6a ga ce arrnml pa HaJHI'IcKara MoxHa ao3a'

(Dep!4lnIgI

Bo nperrnunr.ruxHTe cryAr{r{, ue ce ga6elexaau e$exrra Ha reJlMl'IcapraH H xHApoxJloporI'Ia3HA KoI'I

enrjaar na Qeprunnreror naj MallrKrrrs n rcaj xencrrre egrauxn'

4.7 Etfexrr nps cnoco6gocra Ha ytrpaByBalf,e co MarlrlHlr Il co MoropHrr Bo3IrJra

llpu yrpanyeane co MaITTI,IHH HII'I co MoropHlt ao:rua, rpe6a ga ce 3eMe Bo npeaBLA aeKa Moxe '{a

aojge ao nojara na BpTofnaBr,rqa r.{JrH rrocraHocT nprE ynorpe6a Ha aI{IHXIrnepTeH3I.IBeH JIeK KaKO

TELSIDAN PLUS.

4.8 Hecarcann gejcrna

36NDHrl noraroq[ ga necaxan{te .uelcrga
E-cronp' ja"e"oHecaKaHole jcrsoeBpTo|J1aBI{ua.Perxo(Z1/10,000ao<1/1,000)MoxeAace
jaear cepuosHn necaKaHl{ AeJcrBa BKn) II4TenHo aHrI{oeAeM'

CeBKynHara uHIII4AeHIIa Ha HecaKaHlt eQerru npr'rjasenra npr,r ynorpe6a Ha

TerMr.rcapraH+xl{apox;loporna3l'IA 6wta ctmssa co I'IHIII'IAel{uara npujaaena 3a BpeMe Ha

paHAoMH3r.rpaHarLITe KoHTponupaHI4 KIII,IHI'IqKH cryal'Iu co BKrryqeHH 1471 naunerfi rou npl'IMirn€ l H

ienuucapraH+xNApoxnoporl'Ia3l4A (835) r'urr'r relnucapran ruonorepanraja (636)'

Ceenyrnara HHur.r,qeHIIa Ha HecaKaJilt e<perru nprlaaexra npn ynorpe6a Ha

reluucapran/xra4pox;ropoTr.ra3r.rA 80 m!25 mg 6r.na cJIItqHa co LTHIIHAeHIIaTa npI'IJaBeHa npu

ynorpe6a na reruucaprau,/xu,4pox.noporuzl3lrJl 80 mgi 12 5 mg.

He 6ri,'ra yrBpAeHa AO3Ho-3aBucHa nOBpiI3HoCT cO HecaKaHIITe AeJCTBa HI4Ty naK KOpenaIII4Ja co

noJroT, BO3paCTa rrnn pacaTa Ha naql[eHToT.

Tabe,rapen np Ka3 Ha uecaxanure ,lejcrna
Hecarcannre .qejcraa npnjaaenl'I 3a BpeMe Ha cI'ITe RIIxHllqKr4 c'ry4r4rl. KoI'I ol4re co noroneMa

$penrerqnja Ha janyearre xaj naqnenrure Kor{ npr.rMane TenMIrcapTaH+xI{.{poxJIopoTI'Ia3HA

cnopeAeHo co ruraue6o ce naseaeHl{ noAoJry, cL4cTeMUrI43UpaIJI,I no opraHr{ LI cI4cTeMI{.

3a epeue Ha TpeTMaHOT co TenMracapTaH+xr4ApoxJlopoTlra3l4l MoxHo e Aa ce JaBaT I'I HecaKaHI'Ire

4ejcraa sa ron e loxaxano 4exa ce jaByBaT npr,r ynoTpe6a na oaennnre KoMnoHeHTLI Ha npenaparoT'

no se 6rllre ga6elexaHn 3a BpeMe Ha rcrl'IHl'rtlKlrre cryAllu.

Hecaxanure gejcrBa ce rpynl4paHl't cnopeg Qperoerqnlara Ha cJIeaHI'IoB HaqLH: MHory qecrH

(21/10); qecnr (21/100 ao <1/10); noua,rxy vecru (>l/1,000 lo<1/100); perxu (>1/10,000 ao

<l/1,000); MHory perKll (<1/10,000), Herlo3Hara $peraeHqlrja: Spexrenur-rjara He Moxe aa ce

oapeaH oa aocTanHl{Te no,4aToIIH..
Bo cexoja oA oBr,re rpynH no r[peraenqr.rja, HecaKaHHTe peaKIILII4 Ce IIOCTaBeHLI IIO peAocne,( Ha

HaMallrytsarse Ha ceDr4o3HocTa,

K.naca na oprancrlr c[creMlr rlecrora Hecananu .qejcrn" ^

Ilnrlerqnn n un$ecraqnx Perra Bpolrxrlruc, tpapllnrrmuc, cltxY:
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Hapyuyna*a Ha trMyxtror
CITCTEM

Perxra Er:aqep6aqnja ustu axruzauyja Ha cucreMcKr,r
epr,rMaTor{aeH Jryflyc^

Ilapymyna*a Ha
uerado.lugltot [ [cxpa[ara

floua,r ry vec'ru Xunor<a.nnevuja

Perxr,r Xunepypuxeuuja, xrnoua4xreuuj a

Ilcnxnjarpncrn HapyuryBana flolrarry uecrrl AHKoHo3Hocr

Perrul ,{enpocuj a

Ilapyuynana Ha Hepnnrror
CIICTEM

!Iecru 3arueugrenocr

flor'la,rxy .recu.r Cr.trnona, napecresr{a.

Perxu Hncouunja, Hapy ryBarla Ha cnuelLsro

Hapyurynana Ha onoro Perxr.r Hapyrynana na urAor, 3aMareH BI{A

Ilapyuyna*a Ha yBoro tr
.na6npnnror

floua,rry uecrrl Bepruro

Hapyurynana na cpqero flolra.nxy uecru Ta*mapanj4 apnrMI4I.I

Bacny.napun Hapy[ryBarba flolranny vecrn Xunoreusuja, oprocrarcKa xxnoreH3nja

Pecnuparopnu, TopaKaJrHrr rr
ue4njacrnnalnr.r
HapyrnyBarba

floua;rxy recrlr ,{ncneua

Perru,r Pecnuparopeu alrcrpec (nruryrureruo
nHeBMoHrrrxc 6enoApo6eHeAeM)

IacrpouRrecruna,rxn
HapyuyBaBa

floua,rxy uecrra luapea, cyna y cr4 $:raryrenruocr

Perxrl A6aouusanHa 6oru<a, r<oncrr.rnaqr.rja,
azcnencuj a, noapaft ane, racrprnnc

Xenaro-6urnjapnn
HapyrnyBalba

Perxu 4'6nopavarHa xenara,rua
rpyHruuj a./uapyuyeana na qpnuor gpo62

Hapyuynana Ea r(oxara rr
IIOTT(O'I(HOTO TKtrBO

Perru.r Anruoegelr (ox.nyrnre:rHo co $arareH I,tcxog),
eprreM, fipypnryc, uc]rn, xr4nepxr4lpo3a,

)?rHKapLIJa.

Mycny.ro-cxe.leruu rr
HapymyBarf,a Ha cBp3HoTo
TITIIBO

floua,rry uecrra Boma no rp6or, uycry:iuu cnoasrntu, unja:rrnja.

Perr<r.r Aprpanrua, MycKynHn rpqeBn, 6oirxa so
EKCTEDMI,NETITTE

Hapyurynana Ha
perrpoAynT[BHrroT crrcTeM rr
gojanara

flova,rxy 'recru Epexru:tra 4ucQynx4rj a

Onurrn HapyrlyBarf,a rr
cocroj6[ Ha Mecroro Ha
a4mnnncrpaqnja

floua.nr<y vecrn fpaAxa 6o.nxa

Perxr.r Cnnumoua cnuuun na rpun, 6o,txa

Jla6oparopucnu aHalrn3rr

flolralry uecrr.r 3rorelreno nuso Ha ypuqHa KI,IcneHHa Bo KpBTa

Perxl,I 3roleueno [Jra3Marcko HI,tBo
xperaunun $ocrloruHa3a x xen
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lcnopeA noaaroqnre go6raenu no rryurarbe Ha JIeKor Bo rlpoMET
23a gono:rur4reru1r uuQopuaqll.r florneAHere ja no4rovxara "Onncna ceJIeKTI.IpaH]rre HecaKaHH

eQerru"

.{onolnnre.lxu rloAaroIIlt 3a [EArrBrtAyaJrH[Te KoMnoHeHTIr

IlperxOguo cnoMHaTr{Te HecaKaHI,I AejcTBa npI4jaBeHI,I npn ynoTpe6a Ha e.4Ha OA }lH.{I'IBIIAyanHI4Te

KoMrroHeHTr.r Bo cocTaBoT sa TELSIDAN PLUS uoxe Aa ce norenqrda.nHH HecaKaHlI eQercu u na

QUrcuara xOv6ranaqr.rja Aypfi L aKo ne Ce npujaeeuu 3a BpeMe Ha rcII4HI4qKI,ITe eryAvLr CO npI{MeHa

na TELSIDAN PLUS.

Tet-ryuca0mau
Hecaxanrre gejcroa Ce ja.su:re CO Cluuua rpperrenqzja eO nnaqe6o H TenMxcapTaH TpeTI'IpaHI'ITe

IIauEer{TH.
CeaXl.rnrara HHIII,IAeHTIa Ha HecaKaHIt e$eXrU npUjaeeuU 3a BpeMe Ha KlItHI,ItlKIlTe CTyAIIH npI'I

ynorpe6a Ha renMHcapr.rH (41.4%) 6wa crrlrqHa co ntaue6o (43.9Yo). floaony ce npI4KalKaHH

HecaKaHr4Te e(DeKTH oa cI{Te KJII'IHHqK}I cryanu KoI{ ce jaBl.ue xaj naqraertru KoH IrpHMaJIe

renMHCapTaH 3a TperMaH aH xqnepTe1;1sIrja urg Kaj naqueHTlr Ha Bo3pacT oA >50rO4unu co npucyreH

BUCOK pH3I{K OA KapAI{OBaCKynapHI-r HapyuyBalba.

Kraca Ha opraHcKtt cficreMI| rlecrora Hecaxann qejcrua

Ilnr[eruun r IlH$ecralrrn Ioua-my uecru fopHo pecnrparopHlr IrHOeKrII,IlI, unQexquja ua
ypr{HapHrror cr{creM BIclr)Ar erHo IIIrcrI{THc.

Pernn Cenca, axnyuurenHo I,I cJrJ IaI.I Ha Qar:rneH
HCXOA3

Hapynrynana Ha KpBra Ir
,rxuQxnor cncreu

floua:xy uecrl Auerruja

Perrr.r EoeuuoQunlrja, rpou6oqn:roneuuj a

Ilapylyeana Ha lrMylrrror
cIlcTeM

Perxn Xnnepcenrurr,mrul peaKIIr t, aHaQIrnaKTuqHH
DEAKUI4H.

Hapymynara ua
Mera6on[sMor rr ficxpalrara

florraa.nrcy vecrrl Xnnepxareuuja

Pemr,r Xl.rnornuneunja (raj naqlrngru co auja6er)

Hapyurynan a na cpuero florr.raary vecru Epaaurapru{a.

Hapyrynana Ha HepBurror
c'|creM

Perru.r CounorerrHocr.

Pectr[paropH[, TopaKaJrHrr It
lregNjacrRna.irnn
HapyItryBa|ba

flor'lalr<y vecrn Kaur,rnqa

Mxory peT rua I,IurepcrnuujarHa 6eloapo6sa 6onect'.

IacrponnrecrnHa.nRn
HapyItryBaILa

Perxr.r A64otuuuanes Aucxor'.r$opr

Ilapyuynana Ha Kot(ara rt
NOTICO?I(ITOTO TI{IIBO

Pernu L,KrIeM, ep)mqnH IIo Koxara, ToKcuqHa Ko)KHa

peaxqr.rja co epynquu.

Mycxyno-crce.nernR n
HapylryBalba Ha cBp3noro
TKIIBO

Pencl Aprposa, 6orKa so reruglrre.
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Penanun u yprrHapHrl
HapylryBarba

floua-nxy uecru Peua.nHIl Hapyruyoarsa, rnryryoajrtr.r axy'rHa

6v6oexna cna6ocr

Onmrn uapyurynana n
cocroj6n Ha Mecroro Ha

aaMuHrrcrpaqI|ja

floua.my vecru Acreuuj a

Jla6oparopncnn aHaJrH3u Perrr.r HaMareno ullso Ha xeruorno6ng
33a AOnOlnr.rre:tru uu$opuaqun noDIeAHeTe ja no4rOVrata "OnuCna ceJIeKTI'IpaHHre HecaKaHI'I
e$exru"

Xudpox,roDomaa3u0
XugpoxroporraasllAor Moxe 4a ja s,rouru xnnoBoJleMl{ara I'I Aa npeall3Bl{Ka eneKlponmeH

4.rc6uranc (sr,rAere rcl 4 .4) .
Hecaxann gejcrna npnjanewr npu ynorpe6a Ha xr.rapoxjrop[ai]ug (voxorepanuja) co Heno3Hara

a Ha laB

K.naca xa oprancnlr clrcreMIl {ecrora flecanann gejcrna

lln$enuur r unQecraqnu Heno:nara

$pexaeHquja

Craaja,rogerlrnuc

Hapyurynana na KpBTa It
nn*rQxnor cncreu

Henognara

Qpexrenunja

Arnacrr,rqHa aueMuja, xeuolr,rravre aHeMuJa,
3aTaJyBarse Ha KocKeHaTa cplleBlrHa,
reyxoneunja, xeyrponeur{a, arpaHyJlollxro3a,
rporu6oquronenuj a.

Hapylynalla Ha llMyHror
CIICTEM

Henognara
t!pexneuquja

Xr-rnepcensrrraHl4 peaKrllh. aHaQu.naruvHN
DEAKUI4I-I,

Ilapylynana na
eHAOKpnHnOT CI|CTeM

Heno:nara
Qperneuuuj a

HecooAserHa KoHrpona Ha Al.rja6erec MenI,ITyc

Ilapyurynana xa
uera6o.lttluor rl [cxpaHara

Henognara
t[pexrexqr.rj a

Anopexcuja, HaMzureH arrernr, eneK'IponHTeH
auc6a.nanc, xrnepxorecreporeuraja.
xn nepmn<ev nja, xr.rnoaoleu nj a

Ilurxnjarpncru HapyInyBarf, a HenosHara

$perreuquja

Hevup.

Hapymyran a na HepBHrror
ctrcTeM

HenosHara
tlpexneuunj a

3auelretegoct

Hapymyeama na onoro Henognata
r[pexreuuuj a

Kcanroncna, aK)"rHa MI,Io[IrJa, aKyreH rJIayKoM

oa 3aTBopeH aron

Bacxy.napnn HapyuyBalr'a Henoguar:a
Qpereenqnj a

Herpormr.rpavrut BacKynLITlIc

Iacrponnrectr.rna.nxn
HapyrxyBalsa

Henognara

Qpexrenqnja

flanxpearuruc, a6gouunareu ancxorr.rQopr

Xenar:o6n.nujapnn
HapyInyBaIr!a

Henognara
rppexrenur.lj a

Xenaroqe:ryrapua xoJlTrrqa, xoJrecrracKa
XOJITI,TqA

Ilapyuynama na Koxara rr Henognara Cuugporuu cluunl,I Ha rynyc,
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NOTKO'ITHOTO TKIIBO QpexneHunja peaKIIHH, KOXeH BaCKynHTHC, TOKCIiqHa

eIIr{AepMa,'lHa HeKponH3a

Mycxy.ro-cxe.nernn x
HapyllryBarba na cBp3noTo
TI(ITBO

HenosHara

$pexnenqllj a
Cla6ocr

Pena.:run rr yprrHapHrr
HapylryBa16a

HenosHara

Qpereeuquja

I4nrepcruquj crz ueQpnrnc, peHanHa
4rcr=r[yurqnj a, unxo:ypuj a

Onmrn napynrynau,a u
cocrojbn Ha Mecroro Ha
aAMrrHrrcTpauuja

HenogHara

Qpexeerqaja

nrrpeKcr4Ja

Jla6oparopncrn asa.rrrzrr
Heno:nara
$pernenuuja

3roneueur,r rp nrl uqepl4.qn

Onuc na ce,rexruDaxnte gecaxagn edextn

A6uopnatna xenamanua r$yux4uja / xenamarHo Hapytuyaatbe
llocr-vapxerlrHurKrdre r{cKycrBa noKDr€a AeKa noBeftero cJt}4{au Ha a6HopManHa xenarartHa
rlynxqr.rja/xenara.nHo HapyuryBarbe ce jaeu-ne raj janoHcrure naqueHru. Ioro:relra e nepojaruocra
BaKBH HecaKaHu .aejcrBa .aa ce jaBar raj janoHcnure naulleHTlt.

Cenca
Bo cryaujara-PRoFESS, 6r.ua 3roJreMeHa HHrrLIAeHIrara Ha cenca co ynorpe6a Ha reJrMucapraH, Bo
cnope,46a co n,raqe6o. Oaoj uacrau Moxe aa 6Izge uauca:a nponaoiane ua Hexoj uexaaueau xoj

Aocefa He e nosnar (au4ere 4el 5.1).

I'Iumepc mu4uenu a 6enodpo6u a 6one c m
Kano nocr-rraaprerr,rHrrrKu r.rcxycrBa npujaoeuu ce uD/qau Ha r.rHTepcrlrlluenHa 6enoapo6Ha 6onecr,
Kor.r ce acoqupaHr4 co 3eMarbero Ha renMr,rcapraH. Ho, cenar, He e yrBpaeHa Kay3anHa BpcKa.

Ilplrjanynarle Ha cycrrenTHrrTe necanann gejcrea

Ilpujaoy,nanero Ha necaxanr.rre 4ejcrBa perxcrpupaHlr no rryIxrarLe Ha neKor Bo npoMEr e oA roneMa
BiDr(Hocr. Ha oeoj Hauuu ce o6$6eAyBa KoHrI.{HyI{paHo cneAelbe Ha Kopllcra Hacnporl'I pLBLrKor oA
ynorpe6ara Ha JreKor. Meaurluncnnor nepcoHa.n rpe6a 4a ro npujaea ceKoe coMHfirer'lHo HecaKaHo

4ejcreo eo HarIHoHaJrHHor rleurap ra $apuaxoolrlrJlaHlla.

4.9 Ilpeaornpan e
Jluunrnpauu ce noAarorrr,Ire 3a npeAo3llpaH,e co rerMl.IcapraH naj ryfe. He e pnp4eHo Bo KorKaB
cTeneH xrl4poxjropoTHa3r.rA ce enI.IMI{HHpa co xeMoAIrJzrnma.

Cunnmouu
Haj ucranHarn uannSecraquu oA npeao3Hparbe co reJ'rMr4capraH ce xHnoreH3HJa I.I TaxI,IKapaHJa.
Hcro raxa npujaneun ce n 6paaurapalrja, BprorraBuua, 3roJreMyBalle Ha cepyMcKnor KpearHHHH I'I
ar<yrHa 6y6pexua rncyQrqaeHqr.rja.
flpegoaupa*ero co xxApoxjroporHa3rrA e acouupaHo co xlrrIoBoJIeMHJa H eJIeK'IponIlrHa AerueIII4Ja
(xunoxareur.rja, xnnox,'ropevzja) KaKo nocneAllqa Ha Ir3pa3eHara al{ype:a. Hajvecrz 3HaIrH H

cHMnroMH Ha npe.no3uparbe ce Hay3ea h cor\rHoreHTHocr . Xnnora,rneuujara Nroxe ra npe.ql.l3BuKa
MycKynHH cnazuu ulutu apnrunja oco6eno npu KoHKoMzraHTHa ynorpe6a co

AUrWt N|4C vnw O Ape A9HU AHTrlapr,rTM r,rqu.
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5.1

Tepanuia
Teruncaprau He ce orc'rparryBa co xeuoguja.nuoa. flaqlrernate rpe6a Aa ce MoHllropltpaar, a
repanujara rpe6a ga 6nAe cnunrolrarcKa rr cyfloparnBHa. Cnpaeyranero 3aBI,IclI oA BpeMero Ha
raHrecrnja H oA TelsHara Ha cr4MnroMr.rre. flpe4roxenrare MepKH BKIt)^IyBaar npoBoqupaHo
floBparta*e raluru racrpawra naBaxa. Kop]rcHa e ynorpe6ara Ha aKTI,IBeH jarJleu. [Iorpe6ua e uecra
KoHTpona Ha cepyMcKHTe eJreKTpoJrHTH H Ha KpeafljHlH, Aro aojae ,ao nojaoa ua xrnoreH:nja,
naquerror rpe6a aa ce nocraBu Bo JrexeqKa norox6a, H Bear{art Aa ce Aoaarar coJrLI H 3aMeHITIIH
Ha BOJryMeH.

OAPMAKOJIOMKI4 OCOEEHOCTII

@apuano4nnaucrsr oco6enocrn

@apuaxorepaneBTcKa rpy[a: Anruoresgus II anTaroHltcrx rr AI,r]?srHqLt.
ATC Kon: C09DA07

TELSIDAN PLUS e xou6unauaja oA zrnraroHrlcror sa aarnotesgaH II peqerrropr'ne, renMl.rcapraH I.t
Tr,ra3r.rAHr.ror ar{yperux, xr,rapox;roporna3un. Kou6unaqujara oA oBlie aBe aKTI{BHLI KoMnoHeHTH I4Ma
aAr4Tr,rBeH aHTlrxnnepren:lrren etpext lr nosefte fo HaMarryBa KpBHI{or npI{TItcoK cnope,{eHo co,{Bere
KoMnoHer{ru noeAuneqno. Anmxaqnjara ua TELSIDAN PLUS , eAHaIn Ha aeH, Bo npenoparlaHl'Ior
TepaneBTcKh oncer pe3ynrnpa co e$erruoua h KoH3r4creHTHa pelyrurja Ha KpBHhor npHTHcor(.

Tenulrcapran e opanHo aKTr,rBeH H cnequr[uueu aHrLIoreH3LIH II peqenrop (rnn ATr) aHTaroHxcr.
TenMucapraH co BHcoK arpnnnrer ro noMecryBa aHrr{oreH3LIH II og aerosoro Mecro 3a Bp3yBabe 3a
ATl perlenTopcKnoT noATrr[, xoj e ogroeopeH 3a no3Haroro ,4ejcrro Ha anrriorensaH II.
Te:runcaprau ue noxangzna napqr,rjaJrHa aroHr,rcrr,IqKa axrunnocr xon ATr pellenropor. Te:runcapran
ceJreKTrBHo ce Bp3yBa ga ATr peqenropor. Bpsyranero e golrorpajHo. Terlrr.rcapran He noKaJ(yBa
asvnr.ner KoH Apyfrrre peqenTopH, BKlryqlrrenHo AT: (axo Ir AplrHTe noManl(y kapaKTepIlcTHqHI,I
AT peuemopu. Oy'unquonarnara ynora Ha oBr4e peqenropl He e no3Hara, Hllry rIaK eQexror Ha
HHBHara MoxHa xr.rnepcruuy,raquja co anruoreH:un II, qHI.I HrrBoa ce 3foJreMyBaar co renMltcapraH.
Husoara Ha rura3Marcrr{or a,'raocrepoH ce HaMalyBaar co renMl,IcapraH. Te:rlr,rucapran ne ro
uuxn6upa xyMaHr4or rura3MI,IH peHI,IH, Hnry rI,r 6norNpa joncrrre rana"T u. TenulrcapraH He ro
nrrxu6upa aHrrroreH3r,rH KoHBeprr.rpaqxr,ror eHrr.ru (xrEHa-:a II), eHrur',ror xoj I4croraKa ro AerpaAllpa
6paAuruuax. flopagz roa, He ce oqexyBa aa ce noreHr.lupaar co 6pa"{zxrannH nocpeayBaHrrre
necaxanu 4ejcrea.
Kaj :gpanu go6ponolqu ynorpe6ara Ha reJrMlcapraH Bo .qo3a oa 80 mg pevncn KoMruIerHo ro
ltttxu6upa oa aHrrroreH3uH II nponoqupanoro noxaqyBarbe Ha KpBHlror npI,ITLIcoK. hnxu6zropuuor
etferr ce o4pxyn a rrpercy 24 qaca H ceytlrre e uep,'run go 48 uaca.
Ioc:re nprara .qo3a Ha renMncapraH, aJtrrrxr4nepreHruonoro 4ejcrno nocreneHo cralfyBa eBI,IAeHTHo,
Do nepnoa oa 3 qaca. Maxcuua.nno HaMaJD/BaE e Ha KpBHI,Ior nparrrcox reHepurnHo ce ao6nsa 4-8
He.lerH nocne 3anoqHyBalbero ua repanujara, H ce o.aprryBa 3a BpeMe Ha no.uonrorpajna repanrja.
Anrrxuleprenslrrnr,ror e$err ce oAp)K)tsa KoHcraHTHo npet<y 24 qaca nocre ao3npalbero, H rH
BK;ryrryBa rrocJreaHr.rre 4 .raca npeg cneAHara ao3a, KaKo rrrro e noKaJKario co alr6ynaurcxlr uepema
Ha KpBHrroT npr4Tr.icoK.
Oea e norrpaeno npu Mepelsa Bo MoMeHTor Ha MaKcHMalIeH eQexr n xenocpeAHo npea annllKalraja
Ha cneHara Ao3a (co crarrKa Ha rrHKoBH KoHcralrrHo HaA 80oA,3a6etoKaHa rIocJIe Ao3I.l og 40 u 80 mg
Ha reJrMucapraH Bo KJrHHr.rqKr,r cryaur,r KoHlponxpanra co rnaqe6o). Kaj xunegreu:nBHl4 naqrIeHTI,I,
renMacapraH rH pe,4yrllrpa o6ara cl.rcro,rH or u 4ujacrolHuor KpBeH nplrrlrcoK,6es 4a rntjae na
cranKara Ha rryncor. Anrrxlrnepreuruanara eQuxaurocr Ha renMllcapraH e onopeanliBa co I4crara
oA Apyrn Klracu Ha aHTITxurIepreH3ItBHI4 JreKoBn (AeltoncrpupaHo Bo KIITTHITqKH cryAutt u roa npeKy
clopeayBarse Ha TeJrMr.rcapTaH co aMJroar.rnHH, aTeHoJIoJr, eHaJlaflpun, x].{apoxjlopoTHa3r]A H
JrH3UHOnpHn.
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flpn uar.lo npeKrlHyBarbe na repanrajara co reJrMr4capraH, KpBHuor npHTHcoK nocreneHo ce Bpaie Ha
BpeaHocrrrre npeg repannjara Bo nepqoA oA HeKonKy geuoeu, 6er AoKa3 aeKa aoaia ao sarlo
npa(ane na xnneprensr.{ara.
I4nqn{enuara Ha cyBa KalnJrlrqa 6eue sHaql.Irerno rIoHI{cKa xaj naquenrlr rperLIpaHLI co
TeJrMr{capraH, orconny xaj oHr4e JreKyBaHIl co AKE ratrrut6uropa - Bo (JII,IHI4qKHTe cryAI4I,I 3a

cnopeg6a ua oeue ABe aHTr{xunepreH3r.rBur{ repan}ru.

Kap d uo e ac rcy t ap u a np e e e u4uj a

ONTARGET (ONgoing Telmisartan Alone and in Combination with Ramipril Global Endpoint
Trial) crya4jara rE clropeAyBa eQerrure Ha rerMl{capraH, paMnnpl4n u rov6unaqrla og
TenMr.rcapraH r,r paMr.rnpr4Jr - Ha KapAr.roBacKyJrapHltor HcxoA, xaj 25620 [aIrI4eHTI'I ua ro:pacr o.q 55
roAHHu rrlll{ flocrapu, co ucropuja Ha KopoHapHa aprep]rcKa 6o:recr, nana4, TIA, nepuSepua

aprepucxa 6o:recr uttu rl'tn 2 na 4uja6erec Menr{ryc, cneaeul,I co AoKa3 3a ollrsr}tsalle Ha oApeAeHL
rlerHlr opraHu (np. perunonarnja, reBa BeHTpIlKyJrapHa xuneprpo$uja, MaKpo wru
v rxpoal6yuNnyphja ), oIHocHo norry,rauNja co pl43l.jK o.4 nojasa Ha KapaHoBacKynapH u HacraF,!'.
flaurenrlrre 6ure paugol.tusupaHu Bo eAHa oA TpI,ITe repanl4cxx rpynu: TenMlrcapraH E0 mg,
(n=8,542), paMnrpnfl 10 mg (n=8,576), urtt xou6nuaquja Ha rerrMllcapraH 80 mg ruryc paMl4rpur
l0 mg (n:8,502) u 6rz;re cne.4enu go cpegxo rplrre oq 4.5 ro,{unu.
TervncapraH noKirJr(ar cluuHr e$errr co par\4anpr{n eo pe4yrur.rja Ha npuMapHara c,roxeua rpajua

uen Ha KapAroBacKynapHa cvpr, ue-{arareu MHoKapaeH lrH$aprcr, ue $areleH Mo3oqeH yAap hnl

xocn Tzuruaquja nopaAr.r KoHrecrHBHa cpqeBa 6o.:recr. I4ruulenuara Ha npnMapHara 3aBpIxHa
roqKa 6nra c:l.r.rHa Bo rpyflxre rperupaHl,I co renMllcapraH (16.7%) u paMl4npl,u (16.5%). Crantcara
Ha pr{3HK 3a renMr,rcapraH Hacnporn paMr4npl.rn 6una 1.01 (97.5% Cl 0.93 -1.10, p (ue-
nuQepuopuocr)=0.0019 co rpaHnua ao 1.13). Cranr<ara Ha Moprzrrllrer (o4 czre npuunrm)
r.BHecyBiura 1L6V:o et 1 1.8% nolrery naqueHr re rperHpaHn co TeJIMI'IcapraH a pa,Mr4r1prlJl,
COOIBETHO,

flponajAeno e AeKa reJrMlrcapraH e cJrrrqeH no caojara eQnKacHocr co paMunpxn Bo rlpe-
cneryrt$uqrzpanara ceKyHAapHa 3aBprrrHa roqra Ha KapAl,roBacKynapHa cupr, ue-Sara:reH MHoKapAeH
nn$aprcr r.r ne-$ara,ren Mo3oareH yaap [0.99 (97.5% C10.90-1.08), p (non-inferiority)=0.0004],
rpr,rMapHa 3aBprHa roqKa Bo pe$epeHruara cryalrja HOPE (The Heart Outcomes Prevention
Evaluation Study).
TRANSCEND paHIoMH3IrpaHH AKE-I1 - ElrroJlepalrrHu [aIueIrrLI co cJILTTIHI4 HHKrIy3I,loHI'I

Kpr4reprryMn raro ONTARGET co re:rurzcapran 80 mg (n:2,954) nru nnaqe6o (n=2,972), awa
aafleHr.r npr{ BpBHa cTaHAapAHa Hefa.
Cpegxoro BpeMsrpaeEe Ha cJreaerbero rrHecyBa:ro 4 roruttu u 8 uecequ. Heua crarncrnqxu
3Haqr4TeJHI,t pa3Jrr4Kl,t BO LTHIIITAeHIIaTa Ha npI,IMapHaTa KOMnO3I4THa 3aBpIIrHa TOTIKa

(xap.4uoaacxynapHa cMpr, ue-Sara,reu Mr4oKapaeH r.rn$aprr, ne-Qara.ren Mo3oqeH yAap, LlItv
xocnrra,rusaquja 3a KoHrecruBHa cpqeBa uHcyQHqI4eHuI.Ija) [15.7% co renMl{capraH u 17.0%o so
nraqe6o rpynl.ne, co crarrKa Ha pr.r3r.r( oa 0.92 (95% CI 0.81-1.05, p=0.22)). HMa aoltag sa 6ene$lm
Ha renMr.rcapraH no cnopeg6a co nraqe6o, r<aj npe-cneqr.r$uqspaHara ceKyHAapHa 3aBpIxHa roqxa Ha
KapAnoBacKynapHa cMpr u ue-Qarareu Mr,roKapgeH nuQapxr [0.87 (95% CI 0.76-1.00, p:0.0a8)].
Heuaro aonag oa 6ene$rr Bo oAHoc Ha KapAr.roBacKyJrapHa cMpr (cranra Ha pHsm 1.03, 95% CI
0.8s- 1.24).

Karunqara r{ auruoe.rleMor noManKy qecro 6rare npujaryaanu xaj nauuemrre rpErLIpaHLI co
TeaMrrcapraH orKoJrKy Kaj arrHeHTI4 TperLIpaHLI co paMunpl4n, aoaeKa xr.InoreH:r.rjara 6lr:ra no'recra
xaj naqnenrnre rperupaHlt co renMlrcapraH.
Kou6uuaqlrjara Ha reJrMr{capraH co paMunpr.u He 4onpuHece 3a norolreM 6enerpur, HaA paMl,InpruI

r{nrr renMr.rcapraH rcaro cauocrojna repanlrja. KapAuoaackynapHlror Moprztllrrer I.I Mopranlrreror oA

Apyrrre MolrHH npLHrrHI,I 6lu Aocra [oroJreM, orronKy ynorpe6a ua rolr6nHaqujara.

lononnr.rre.nno, Bo rpynara Koja fiplrMana xov6uunpaHa reparraja,6uta pe ,Icrp]rpaHa 3HaqI'ITeJrHo
noBrrcoKa HHrIH.4eHua Ha xl.{nepKalrueMuja, 6y6pexaa rancySnwreuq{a, xunoreH3l{a u cI'IHKona

flopagu roa, ynorpe6ara ua xov6unaqr,tjara Ha reJrMncapraH I'I paMl'Inprfi He e

oBaa norrynar{Hj a.
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Bo "flpeBeHqr.rcrr{ pexnM sa eQexrranno ua6ernyeane Ha cetyHrapHn Hanagu" (PRoFESS)
cryanjara xaj naquenru crapu 50 roanHr4 H nonefte, xou Heo.qirMHa ao)Kr{Beane Mo3oqeH yaap,
ga6e:rexena 6rura :roneuena r4Hrrr.rAeHrla Ha ceflca 3a renMrrcapraH no cnopeg6a co uaue6o 0.70%
Hacrporll 0.49% [RR 1.43 (95% rrHrepBarr na 4onep6a 1.00-2.06)]; r.rHrlr,rAeHqara Ha crfrar4 co
$ara,rua cenca 6erue sroreveHa xaj naquenru Kor,r 3eMaar renMr,rcapraH (0.33%) Hacnporr.r
raurer{Tr.r KoLI 3eMane nnaqe6o (0.16%) tRR 2.07 (95% r.rHrepBan Ha AoBep6a 1.14-3.76)1.
3a6elexenara 3roJreMeHa cranxa Ha cenca acoqupaHa co ynorpe6ara Ha reJrMllcapraH Moxe ,4a e
u,rn cnyrajHocr. hJrr noBp3aHa co Hexoj ueno:nar MexaHH3aM.
Bo ase roreMz, paHAoMa3lrpaHn, KoH'rporrr4paHr.r cryaulr ONTARGET (ONgoing Telmisartan Alone
and in Combination with Ramipril Global Endpoint Trial) u VA NEPHRON-D (The Veterans Affairs
Neprophari in Diabetes) 6wn ucnvnaua xou6uuupanara repanuja co AKE nrrxra6rarop u 6,rorarop
Ha aHrllorHe3uH II peqenroprre.
ONTARGET cryArajara 6u.na cnpore4ena raj naqrEenrra co ncropr.lja Ha Kapal.{oBacKyn apla rrJrv
qope6poeacrynapna 6orecr r.rJru co run 2 an nuja6erec Menr.rryc, noop3aH co AoKa3 3a ornr€T)tsan e
Ha oApeAeHH rleJrHr.r opraH[. 3a uose(e lrH$opMaqxrl norJreaHere rrorope Bo aeJror
"KapAnonacxynapna npeaenqnja".
VA NEPHRON-D cry4ajara 6r.ura cnpoae4eua xaj nauuenru co gnja6erec run 2 u ana6ercra
neQonaruja. Oarae cry4uu He noxo(aJre snauaen 6euetpur Bo oAHoc Ha peHanHrror ulustu
Kap.qlloBacKynapHr.ror HcxoA r.r cMprHocr a 6un ga6enexan rroBr,rcoK pH3r{K oA xunepraluerranja,
aKyrHa peHanHa noypeaa ulustu xuro,en:lrja cnopeAeHo co rrpaMeHa aa vonorepanlrja. 3euajftn ru
Bo npe.{Bn.{ cJrnqHure $aplraro4r.+ralrlrcKr{ KapaKTepncruKlr oBue pe3ynrarn Moxe aa ce oaHecyBaar
H Ha Apyrnre AKE unxn6r.rropu a 6roxaropu Ha aHfr,roreH3uH II peqenropure. 3apaqu roa, xaj
naL(I4eHTH co grja6ercxa neQponarlrja ue rpe6a ga ce ynorpe6yaa rou6unaqnja og AKE unxr.r6nrop
u 6lorarop na anruorensuu II peqenroplrre.
ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal Disease Endpoints)
6uta cryluja 4lrsajxr.rpaHa 3a rrcnrryBarse Ha Kopr{cra oa.qoAaBarle Ha anr4cKapeH KoH
craHlapAHara repanuja co AKE urrxr.r6r,lrop IrJrH 6nonarop Ha aHrI,IoreH3I.IH II peuenropure xaj
naquelrrn co 4r.rja6erec rr.rn 2 r.r xpoHnvua peHarHa 6orecr, rap4uoeacKyJrapHa 6o.:recr ulrrr o6ere.
Oaaa cryauja 6rua pano npeKuHara 3apaAu BucoKxor pH3HK oA HecaKaHr,r HcxoAr,r.
Kap4ronacryrapHara cMprHocr H r,rHcynr 6nne 6pojno noqecrr,r Bo anr4cKnpeH rpynara c[opeAeHo
co ruraqe6o lrcro KaKo H HecaKaHnre eOeKTH H oepHo3HHTe HecaraHr,r e$exru (xunepna.nr.revuja,
xnnoreusrja u peua.nua gnc$yuxquj a).

Xugpox,roporua:Hl e rua3r.rAeH Arry.perr{K. Mexanngauor Ha asTrou4nepreHlueno 4ejcrno Ha onaa
rpyna Ha Ar,D/perlrqr He e rleJrocHo pa3jacHer. Tualugure AenyBaar Bps peHanHrrre ry6ylapnu
MexlHIa3MH Ha eJreKTponrrrHa pecopnqraja nprrroa Ar.rpeKrHo :ro:reulnajfu.r ja excrcpeqajara xa
HarprryM H xJropu.al,r Bo cKopo Hcra KoJrrgHHa. Kaxo noc,re4nua Ha ar)?ercKJ4or e$exr xa
xnApoxjroplra3r{a ce HaManyBa ruIa3MaTcKHoT BonyMeH, ce 3foneMyBa IIJIa3MaTcKaTa aIOr,rBHocT Ha
peHrrHor, Aoara Ao 3l'oJIeMeHa cerpequja Ha aJrAocrepoe co nocJreAoBareJleH nopacr Ha Hr.rBoro Ha
KiulltyM Bo ypr.rHara n ry6uror na 6uxap6ouaru naro u naA Ha cepyMcKoro HHBo Ha Kanr4,,]{.
Ce npernocraryea AeKa Ko-aaMnHucrpaqnjara ua renMrrcapraH npeKy 6roxa.4a Ha cr,rcreMor peHnH-
aHrHoreH3llH-a,rAocrepon ja HaMa[yBa sary6ara Ha KanHyM npeArr3BrrKaHa oA Tr.ra3HAHITre
ntryperwJvr.
Co xugpox;roporHa3uA floqgroKor Ha ,{fiypercrr4or eQexr nacrarg,'na Bo nepuoA oE 2 ,taca a
uaxcuuanen et[err ce uann$ecrr.rpa no oxorry 4 .raca a Aejcrnoro rpae oE 6-12.aaca.
foneuure KJIIIHI,IqKH cryAr{[ noKuDxaa gera gorrorpajHara repanuja co ru]npox;roporna3uA ro
HaMarD/Ba pr.r3r.rKor 3a KapAr4oBacKynapen uop6u.lrarer x Mopra,rr.{Ter.
Ce ylre ne e nosuar e$ercror Koj QHKcHara KoM6HHarIuja renMrcapraH+xraApoxnoporr.ra3nA ro r,rMa
Bp3 cMprHocra h Kap.auoBacKynapHnor nop6uaurer.

5.2 @apuaxoxnnercnnoco6enocrn

Kaj :gparr.r ucrfirraHnt\u, KoHKoMHTzlHTHara arrnNxaquja Ha reJlMacapraH H

emajae eps Qapuaxoxranenmara Ha Hr,rry eAHa oA Hr.rB.
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A[coDnur|ta
Tenvucapmau
IIo nepopanua arurr-rnaquja uaxcr.rua,rua xoHqenrpaquja Bo nJIaMaTa ce nocTI,IrHyBa nO oro;ry 0.5-1.5

vaca. Ancoqnnara 6uopacnoloxr.raocr no BHec ua 40 mg u 160 mg e 42yo u 5 8ol0, cooAserHo.

Xpauara cna6o ja HaMaryBa 6l4opacnonoxuBocra Ha reJIMI.IcapraH co peayrull'da Ha AUC oA oKoJry
6oh rrpu anrurcagllja na ra6nera o4 40 mg r.r oxo:ry 19% no Ao3I'IpaIbe co 160 mg. flocle 3 qaca oa

a"qvunlrcrpaqnjara, ra3Ma KoHlreHTpaqultre ce cJrI.iqHI.t, 6e: pa:,rura ga,ru renMncapraH e 3eMeH Ha

rnaaHo H,'IH co xpaHa. Ma,rara peayrcuraja sa AUC He ce oqeKyBa 4a ja uaua.nu repaneBTcKara

e$ArauroCr Ha JreKOT. llpu nepopa:rua arnnr<aquja Ha Ao3Lt oA 20-160 mg, rlapuarorlrnerunara na

TenMHCapTaH He e nHHeapHa H npI.I 3loneMyBalse Ha Ao3aTa Aoaia Ao noIOJIeM OA nponopIIHOHaIeH

nopacr Ha rrJra3MarcKltre KoHueHrpaIrHI,l (Cmax r.r AUC). IIpu noaeftexpatro Ao3gpalbe He aoal'a ao
anauajna axylr,rynaquja na ren'aucapraH Bo rlJra3Mara.

Xudpox,aopomuazud
flpu nepopanHa an,ruxaquja Ha TELSIDAN PLUS MaKcI4MaJIHI't KoHIreHrpaIrHH Ha

xr.{Apox;ropoTr4a3gA ce AocTHfHyBaT no oKoJry l-3 .{aca. 3euajftu ja Bo rrpeaglta KyMyJIaTHBHaTa

peHzrnHa eKcKpeqr.!a Ha xr4ApoxJropoTlriBr4A, ancolyTrara 6nopacnoloxunocr 6ltla onony 600/0.

,llxcrpn6vuuia
l"n""Captun Bo roJreM npoIIeHT e Bp3aH co [nz13Ma npoTevHLITe Q99.5%), BorJIaBHo co al6)ruun z

alrla 1 nuce,r rJ .rKonporer.rH. cpe4unor BoJryMeH na 4ncrpu6yqr.rja r,BHecyBa orony 500 I lrro

yKilxyBa Ha AolonHI.ITenHo Bp3yBalse Bo rKI4Bara.

Orcony 68% oA xI,IApoxJroprHa3I'IAor e Bp3aH co nna3Ma nporel4Hwe a BvaIrvBtior BonyMeH Ha

nHcrpH6yrlHja My u:necyaa 0.83- 1.14 l/kg.

Bnorpancdopuauuia
Te,rur.rcaprau ce uera6o.nu:npa npeky roruyraqnja co rnyKypoHlrr. Kon'yraror uelra

$apuaronouxa aKTHBHocr. Kaj rryie, rnyxypoHl'rAor Ha ocHoBHHor JreK e eaHHcrBeHHor

ugenrn$uxyean uera6olur Ha reJrMucparaH. flo e4norcparna altrurcaqr{a na '*C-uapxnpau

TenMgcapraH, Ha fnyKypoHr.{Aor ornafa oxo,ry 110/o oI IsMepeHaTa paAHoaKIHBHocT Bo IIJIa3MaTa.

Bo uera6o,'rugavor Ha renMl4capraH H€ yqecrByBaar I't3oeH3HMI'ITe na uuroxpou P450

Xu4poxloporua-:ng ne ce uera6olusllpa naj rryfe.

E.nulrunaunia
Teutucapmau
floc:re opa:rua (u unrpaseucr<a) aauuuracrpaquja Ha 'oC-uapxupan reJIMHcapraH, rloroneMfior Aen
oA anJllrlrl4paHara ao3a ce eJII'IMHHI4pa npeKy 6nnujapna excpeqrzja co Qeqecor. Bo lpuuara 6u:re

AeTeKrHpaHLI MI{HLIM1IJIHH K6JIHqHHH. BxynnuOr nJIa3Ma KJII.rpeHc no nepopanHa annI4KaUHJa e HaI

1,500 ml/min. repMI{HaJIHI{or noryxuBor Ha erLrMHH a\uja 6ur aaa20 taca

Xudpoxnopomuazud
Xlr4poxnoporua:HA ce eJIHMHHI,Ipa pequclz He[poMeHer npeKy yp[Hara. Oxony 60% o.q nepopiurHo

arrrrawpal1lara ao3a ce erl|MuHl{paar Bo npBI'ITe 48 'Iaca Penaauuot KJrHpeHc e oxoly 250-300

mlhrr1n. TepuuualHoTo noJryBpeMe Ha ellrlrrznaq1tja na xu.qpoxJIopoTHtI3HA H3HecyBa l0-15 .{aca.

Cneunia"rxn nonv,raulronn rDvnIl

IIoa
3a6e:reNasnre pa3nHKH Bo nJIa3MaTCKIlTe KoHIIeIITpaqIIIITe noK:DI(yBaaT AeKa rue ce oKoJIy 2-3 naru

noBr.rcoKu Kaj xeHl.r rO cnope46a co Ma)I(H. I,1 noKpaj Toa, 3a BpeMe Ha KJII'IHI4qKI{Te ucnrlryBal+'a KaJ

)r(eHHTe He 6ra,'r perprcrprapan curnuQnrcaurHo noronelr e$exr Bo oAHoc Ha KpBHHoT npI,ITHcoK HI'tTy

nax noBucoKa nHIrLIAeHqa na nojaaa Ha orpocrarcxa xr'rnoteu:uja Heua npenopar<a
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nplrJraf oAyBarse Ha Ao3aTa.

Ilocmapu nu4a
OapuanoxunerunaTa Ha TenMLIcapTaH He Ce pa3nI-IKyBa naj nOcrapn JIIIqa, h OHI'Ie [OMnaAH OA 65

fo.[aHLI.

Ey6pecruo orumemyaatue
Klllpeucor Ha renMHcapTaH He SaBr,rclr oa peHanHara excrpeqnja. orpanr.rueHrEre noaaToql{ oa

flprrMeHa Itaj naquenrn co 6naro Ao yMepeHo H TerrKo 6y6pexuo olxreryBalse (KnI'IpeHc Ha

np"utrn"" io-60 ml/nauu; ynurr.yuu.t- g"*u ueua norpe6a oa npnr{naroayBarse na,4osara raj

rra[I4eHTr4 CO OUTereHa QyHKI]HJa Ha oyope3HTe
Tennucapan e no BLIcoK npoqeHT Bp3aH 3a [na3MaTCKI,rTe npOTe]IHtI 14 He MOXe Aa Ce OTC'IpaHH no

IIAT HA AI'JANI,BA.

Kaj naqueurr.ne co HapyureHa Qynxqnja xa 6y6pe:nre e perucrpnpaHa HaManeHa peHanHa

eluuunaqltja Ha xlr,qpox;lopornjarru 6naejrin peHanHuor KIllIpeHc Ha xr'IApo)!'IoporHJa3HA e

nponoprlHoHaneH co Kjrr.rpeHcoT Ha KpeaTHHr.lH. Bo cryanja co na{HeHTL CO KJII{peHC Oa 90 ml/vlrn

6ra,ro perucrpupaHo 3roJIeMeHo nonyBpeMe na enuuuuaq{a Ha xHApox;roprua:u4' Kaj

Synr<qr.roua-mo anet[pr'trIauHn naqaeHTl4 rloJlyxl{Boror Ha eJrl'lMl'IHalruja uzuecyza 36 uaca

Xenamoltuo oumemyaahe
@apuaroxnuercrcvTe cTyI.ur4 raj naureurr.r co xeflaTaJrHo ouTeTyBalbe noK:lJI(a 3roJIeMyBaIse Ha

un"onlonutu 6aopacno,rox:rueocT ao oKony 100o/o. flo.nyaper.aeTo Ha eII4MItHaUnja Ue e nponenero

KaJ naqueHTH CO XenaTaJIHO OIlrTSTyBaIbe.

5.3 Ilperx,rnnlrurcn rloAaroqrr

Blfie Hsse.4eH1l npeTKJII4HI{qKLtTe sr1AI4;9 3a 6es6e,4}rocr co Ko-aAMHHHcTpaqrlja ua relMncapraH +

xl{,4pox;roporHa3l.Ig raj nopvoreu3llBHlt craoplrH I'I K) Iuba. ,{o:Hre rol AaBane eKcno3I4IlItJa

cnopeaJILIBa co raa Bo IC'IIIHHqKHOT TepaneBTcKI'I paHf He AoBene Ao noJaBa Ha 'qorIoJrHHTenHl{

eQercru o4 e$exrlrre seke ga6erexaHu npu ynotpe6a na ceKoJa oa KoMnoHeHTHTe noeal4HeqHo'

He ce u3BeaeHr.{ aononHr.rTeJrHH CTyAI4H co npllMeHa na Quxurara 4osua xov6ranaqnja 80mg/25 mg.

3a6elexanlrre roxcuunn er[erru neMaaT peJIeBaHTHOCT nplr npHMeHa Ha Boo6]IqaeHI4Te TepaneBTcKH

Ao3r.r Kaj rryfe.
Torcuxo:rouru.r e$erru sa roll e 4o6po no3aHaTo AeKa ce acorlr4paHll CO npHMeHaTa sa AKE

UUXU6UTOpU lr aH1HOTeH3I4H Il peqenrOpnU aHTaTOHI{CTH 3a BpeMe Ha npSTKJII'IHI-ITIKHT9 CTyA1Ia ce:

HaMa;ryBarbe Ha napaMeTpr4Tc Ha IIpBeHI.ITe KpBHH KJIerKI,l (epr'npoUmu, xelror,to6uu, xeuaroxpur),

npoMeHr4 Bo 6y6pexHaTa xevo,qnnavuxa (noraqego HI4BS Ha a3oT OA ypeaTa BO KpBTa H KpgaTI.IHBH)'

3roJreMeHa peHrrHcKa aKTHBHocr Ha nJra3Mara ra xnneprpo$r,rja/xunepn:ra:r.rja Ha 6y6pexrure

jyrccrar.nOr,aepylapHn KJT9TKLI lI OnTeTyBi Le Ha racTpI.IqHaTa uyxo:a. factpNuHuTe Ie3I.{H MOXe,4a

ie npeneHlpaar/oJrecHaT o HaAoKHaIa Ha OpaneH coneH pacTBOp. Kaj xyunna, sa6e,'IexeHl'I ce

ry6ympaa gra:raraqnja u arpo$nja. oeue esercru ce cMgra aeKa ce aon)Kar ra $apnaxonoruxara
aKTI.iBHOCT Ha TeJIMLICapTaH.

Heua jaqrra ao1a3r.r 3a repaToreHg eseK.fl,r Bp3 nJroaoT, Ho KaKO H Aa e, npg T9KSI{IIHLI AO3LI Ha

rerMucapraH, 6ea:a6e:rexaHn oApeaeHr.t e$erru rps nocTHarajrHr.ror pa3BoJ Ha flOTOMCTBOTO. KaKO

HaMaureHa reJ'recHa re)I(HHa H ra6aseHo orBapalbe Ha oqHTe.

Heva Aonagu 3a MlrareHocr r.r peneBaHTHa K;racroreHa aKTItBHocr Bo in vitro c'ty4ntr, Lt HeMa,4oKa3

3a KaHIIepofeHocT KaJ cTaopIII4 n fryBIII{.

CryA}rure co npuMeHa Ha xr,rApoxjropoTr,riBr.rA noKa.)Kare ABocMI,IcreHI'I AoKa3I'I 3a reHoToKcIrrIHI'r lurl'I

KaHrleporeHn esex r raj HeKoH aHHMaJTHH VO4e:rU. I4CnycraoTo oA eKcTeH3HBHaTa npI{MeHa Ha

nexor xaj lyie ue noraxa:ro acoq[paHocT oMei] ynorpe6aTa Ha xuapoxjlopoTvl3u[ H nopaTc Ha

HHUI-{AEHI]ATA HA HEOIIJIA3MH.
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6.

6,1

OAPMAIIEBTCRI4 OCOBEIIOCTI,I

Jlncra na erccqnnnenrn

MaHrror
Haprqnr xu4porcug
IlorusoH (K-25)
MeuyrunH
Harpuyrrr c'repaun tlyrrlapar
Marnesuylr creapar
Jlarrosa uonoxugpar
Xonr xene:err ox cua (8172)
llpaeH xeresen oncug (El72)

6,2 Znxounarn6nnuocr

He e npuuennroo

6.3 Porc xa rpaerse

2 rol'rattu

6.4 Cueqnja.nnH yc.roBrr na qyBarbe

Oooj rvreAr.rquucrra npousnog ue 6apa cnequjamu ycloBrd Ha qyBarbe.
!a ce vy'na oo opr.rr[HaJluoro [aKyBaIbe 3arnrr.neu oA cBernr4Ha r,r BJIara.

6.5 Ilpupo4a rl co4plrrrna Ha rcourejnepor

Alu/Alu 6ru,rcrepr.r

Ifarcyeane
Bnracrepra co 30 ra6neru.

6.6 Cneqnja.nnn npe4ynpeAyBarf,a 3a orcrpaHyBase

TELSIDAN PLUS ra6.nerr.re rpe6a ra ce qyBaar Bo eane'rareH 6nracrep, ropaAr.r xxrpocKonHfire
KapaxTepr4crr,rKn Ha ra6ngrare. Ta6nerure rpe6a.{a ce ragsaAar oA 6nr.rcrepor Henocpe,[Ho npeA
aaMr,rHHc'rpaqHJaTa.
He;,norpe6enuor JreK Aa ce orcrpaHr4 cnopeA Bzxerrrr,rre JroKaJrHH perynarr.tBr,r

1 HOCtrTEJIIIA O,IOBPEHI{ETO 3A ITYItrTAEE BO MOMET
AJIBOIEH IUAPMA MAKEIOHI4JA.{OOEJI fenrenuja
Yr. Eopr.lc Kugpau 66
1480 feore,ruja

BPOJ HA ONOBPEIIIIE 3A ITYItrTAEE IIA JIEK BO fIPOMET

AATYM HA NPBA PEIIICTPAIEJA/OEHOBA IIA PEIIICTPAIUJA

AATYM IIA NOCJIE4IA PEBI{3I{JA HA TEKCTOT
Manr.2017
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