
3EI{PEH U3BEruTAJ 3A OCOBtrHUTE IIA JIEI(OT

I, IIMEHAME.UtrEHCKtrOTIPOU3BOA
Trimetacor@ MR 35 mg, ra6reru co vogurlnl.rpuro ocno6ogyease.

2. KBAJII{TATI{BEH I4 KBAHTIITATtrBEH COCTAB

E4ra ra6nera co lrogut[uqrpano ocno6oglname cogpxu 35 mg rpulterau'IAllH Al{xqpoxJropur '

3a yenama nucma Ha nou4outtlu cyncrnau4uu noznedueme eo Den 6 l

3. OAPMAIIEBTCKA @OPMA

Ta6irerz co uo4utpuqupauo ocnoboayaa*e.

cnerno poseera, oKpyrJII,I, 6UrOggeXcru ra6lerr.r co eaHoJII,IiIeH I,I3uIeA, KOMIIaKfiIa U XOMOIeHa

crp),roypa, uasnr.r pa6oau r'r npe*rurc oa 9 mm

4. ITJIUHUIIKIICBOJCTBA

4,1 TepanenrcrculrHnl{Kaqnra
Tpr-rrr,lvrasugr.rIr e uHAI,IqlIpaH KaKo aoIroJIHr{TeJrI{a clrMlnolrarcra rcpamlja raj rospacrlt naquelrrlr co

cia6rurna aHrr4Ha fieKr.prrc KOrr He ce cooABerrro KoHTpoff4)aHI{ coftrJ* He Ja noAlrec}tsazlT

rrpBomrHl.Icrara repan4ia ra rpaAua 6onxa.

4.2 .{osupane u naulru Ha yro'rpe6a

-II03IIDaIse
Boo6rqaenu.{o3a oa JIeKor e e,qna ra6nera, ABa narlr glrerno (2 x 35 mg) Aa ce 3eMe Hayrpo 14

r{aBeqep, 3a BpeMe na o6poul'I.

lloce6nu norrynaruar.r na nauuerrn'r

Penaauo otumemyean'e
Kaj flaqleFrH:re go y\4epeHo peHaJIHo ollrrer)tsase (xrr'rpeuc -ua KpearI'IHIIH noueiy 30-60 ml/min)

(rirqete aer 4.4 u 5.2), np"ttoputu"u .qo.u oA JreKor e e4na ra6nera (35 mg) eagau aueBHo' Hay4o'

3a BpeMe Ha noJanoK.

Ilocmapu na4uenmu
flocrapure fiaqrreHTrr MOxe Aa ce r,r3JroxeHu Ha noBIICOKa Kolrqell.rpaql{Ja TpI',IMera3]IAIIH 3apaAI'I

rpxruonoutara sereopawtja Ha penarlHara $vxxuaja acoqnpaHa co Bo3pacra t:ff: 
"tl-t:]I'-Yl

i"*"*"ta 
"o 

1 n"p*o p""-"o orurer).Ba*e (ruzpeuc Ha KpearIrI{IrH 30-60 mVmin)' flPenopaqaHa

.{o3a oA neKor e e.qsa ra6rera oa 35 mg, Hayrpo, 3a BpeMe Ha rIoJaAoK' r\aJ

gosara rpe6a sHuuareJruo aa ce nplrJlaronl'sa (rulere ae:r 4 4)'

II e d uj am pu c xu n a4u enmu
H" u yrupauou 6es6eauocra u eQuxacuocra og lmorpe6a na Trimetacor@

IloA 18 ro,4nHH.

Ilaquu ua an.llrcauuia

flaIIUOHTU



4.3

Trimetacor@ MR e HaMeHer 3a flepopirnHa yrrorpe6a.

Kourpann4uraqnn

flognara npeqyBcrBmenHocr Ha axrr{BHara cyncranquja sJwu na Her(oJa oA rroMorrrH'Te
cycncraHqllrl Ha JreKor HaBeAeHr4 ao 4e,r 6.1;
llapxuHcoHoea 6onecr, eKcrpa[[paMr4AaurHl,r cHMnroMH, .rpeMop, c'HAoM Ha H.MHpHH Ho3e x
apyrH HapyrxyBarr,a Ha IBrzxerseTo;
Teurro peuaruo oureryeane (rurrapeHc Ha Kpearr.rHuH < 30 mllmin).

4,4 Iloce6nn [peAynpe,qyBat,a r Mepxrr Ha rrperra3JruBocr

flopa4' He4ocrur Ha Kr'rrH'qKh rloaarorrli, oeoj ,rer He ce fipenoparryBa aa ynorpe6a npr.r rerrr*a
xenara:rHa ancyQuqneuqaj a.

Tpuuera,:ngun He e KyparHBHa repanuja 3a aHruHa neKTopr.rc L He e uHrur\vpaH KaKo noqerHa
repanr{a sa necra6uaHa a]Hrv{a vru rrflionapglrja:reH uuQapxr. Jlercor ne rpe6a Aa ce npHMoHyBa
rrpeA xocnr'rrajru3aqnJa rinr-r 3a BpeMe Ha npBrrre aeHoBH oa xocflr,rrilJrr43arryrjara ua naqueHror.

Bo c:ryvaj Ha HanaA na auruna, rpe6a Aa ce flporleHr.r cocroj6ara xa aurl*ra neKropr.rc Ha rraqueHTor H
Aa ce pa3Mucnli 3a fipunafoAyBarbe na repanujara.

Tpulrera:u,4rz u Moxe Aa npeAr.r3BaKa nojasa na Arv Aa rA BJroIlu eKcrpanHpaMgAirnHgTe cAMnroMIt
(rperuop, axuueenja, xr.rneproHrzja). flaqlrexrure rpe6a pe.(oano aa ce cneaar :a nojaea ua oeue
eQerrr r'r aoKonKy nocror, 6u,ro KaKBo coMHeBrbe naqrneHTor rpe6a na ce yrrar, *ru 

"euponoa 
sa

AeTa!'leH HeBpOnOrrIKt4 rrpefJlea.

Bo c,ryuaj Ha nojara Ha HapyuryBaH,e Ha ABIDr(eE 9To Kaxo nojaoa Ha eKcrpanlrpaMHAa;rHs cuMnroM1a ,
cl'tHApoM Ha HeMI'tpHlt Ho3e, rpeMop, Hapy[yBaH'e Ha paMHorexara, TperMaHor co rT,I.IMera3I.iAI.IH
MOpa Ia ce [peKHHe.

oeHe HecaraHI'I eSexru ce co HrzcKa lrHunAeHua Ha jaeysarse u o6lr.rHo ce penepera6zrurE no npeKr,rH
co rperMaHor. Kaj none(ero oA narrHeHTr,rre cHMrroMHTe rrenocHo ce [oBJreKyBaar 4 uecequ rro
npeKHH Ha repantnJara co rpHMera3r4AHH. ,{OrcO:rry eKC'rpan}rpaMr.rrnaHr.rre cr.tMmoMH nep3Hcrrjpaar
z no 4 ueceqn or npeKr4H ua ynorpe6ara ua:rexor rpe6a 4a ce KoHcyn:ntpa HeBponor.

Karo nocnegraqa Ha HapyrxeHara paMHorexa uru xunoreusujara Mo)Ke Aa 4oj4e ,{o naiane na
nauHeHTor; oga oco6eHo ce orHecyBa Ha t]ar(HeHTr..tre KoIr npHMaar aHTlrxunepreH3r4Bua repanrla
(srgere ge,r 4.8).

flpr ynorpe6a Ha rpHMera3HArzH xaj laqueHrz rcaj roz nocroz pll3xK oa rrocrqrHyBarLe Ha BHcoK1r
rrJra3MarcKH KoHqeHTparrHH ua :rer<or rpe6a 4a ce npeBeMar roce6gu Mepxx Ha npena::ruaocr. Bo
oBaa rpyrra Ha rraqueurn cnafaar:
- [aq]reHrure co yMepeHo peHaJrHo orurerynarre (rralere aerr 4.2 u 5.2),
- naqueHrr.rre na ao:pacr on 75 roAlrHr{ rn'rv rroBeke (sunere ger 4.2).

4.5 I{nrepanqnn co Apyrrr JrexoBrr u gpyrn r[oprun Ha uHTepanrlrr[

He ce n:ae4eun cryAHH 3a HHTepaKr.lHr,r.
K,runuqxure cryauH KoH ce aocera c[poBeAeHr.r co npenaparor He noKanq/Baar r[apl.raxoru.rnercxa
nHrepaKrIHJa co ApyfH neKoBr.r, Aypn Hu KaJ nocTapr, IIaqxeHTr].



4,6 Epeuenocr u naxraqxja

Epgyeuocm
He nocrojar x,runurrKu noAarorlH 3a ynorpe6a Ha rpr,rMera3r{AaH 3a BpeMe Ha bpeMeHocr.
Llat<o crynutne H3BeaeHa Bp3 xrrBorH'.qocera He AoKDKarJre 6'ro KaxBo aupeKrHo r. u HHnr,peKTHo
rurerHlr gejcrea ep: 6peuenocra, ev6pnoHaluuor/frera,rur_ror pasaoj, nopo4y"uo"ro n
nocrnoporHJrHr'ror pa:noj (nrz4ere ge,r 5.3), nexor nrofe 4a ce npenr4rrre Ha 6per"H, *eH" caMo rrocJreBHHMareJrHa npoqeHKa. 3aroa, oa 6ar6etHocuu npv.'.,Hu.,6r.r rpe6aro,4a ci us6eruyaa ynorpe6a na
reKor 3a BpeMe Ha 6peueuocr.

Ipsllg
Heua noAaroqra raru rpuMera3valrH r.r;ru HeroBrl vrera6arruru ce rr3JraqyBa ao vajvlrHoro luexo.
3aroa urro He 6u uoxer Aa ce m*ryqr pusr.*or raj HoBopoAeHqr{rr}apa un^ AoeHr{urhara, aoer'erorpe6a ga ce us6ernyBa 3a BpeMe Ha rpsrMaHor co rpl{Mera3r.rluH.

@epmunuocm
Cryauure 3a penpoayKrxBHa ro(cxqHocr He AeMoHcrpr.rpiure 6'uo xaxna e<[ercrn npa r[eprunHocra
Hury naj xeucxra, nrzry xaj lraruxr.r craopqu (er.rAere aer 5.3)

4.7 Er[errl np: cnoco6qocra ga no3er6e lr y[paByBarr,e co Marrrrrrrr

Ynorpe6ara Ha rpuMera3r4AlrH 3a BpeMe Ha KTHHT,ITIKHTe cryAflH He pe3yrn:lpaura co noJaBa Ha
xeMoAHHaMr4CKH eQercru. rlo yuralLe Ha JreKor Bo npoMer npujaeeHr.r ce c[) ra]r nu uproaruurqu ,
3ar'eMereHocr Kor'r Moxe aa BJr'oJaur np: cnoco6uocra 3a Bo3e*e H ynpaByBabe co vauruuu (ou4ere
4er 4.8).

4.8 Hecaxann e{erun

!19gga spexeeHqnjara Ha janyrane HecaKaHnre e$emu ce r.nacutfraqupaHu KaKo: MHory qecrr.r
(>1/10); uecru (>1/100 ao <l/10); noopeveHu (21/1,000 ao <l/100); pe*n(21/10,000 ao <t7t,OOO;;
MHory perKlr (<l/10,000), HecarcaHlr gejcraa co HenoeHara Spercoeuquja Hajanyrane (Qpexeenqajara
He Moxe aa ce oApeAH oA AocranHure no.qarouu).

K"racN ua oprr
CIICTEMII

Hapynrynama ua r
CIICTEM

Hapyruynalla

K"racN ua opraun u
CIICTEMII

tDpexnenqnja Hecarcano 4ejcreo

Ha HepBHtroT 9ecru Bprouaruqa, nraso6orxa

Henogsara

QperneHqraja ua
JaByBalr,e

bKc'rpanHpaMr-rAannu cuunrouu (rperrlop,
axr.rueuja, xuneproxzja),
Hapyureua pamnorexa,
Czugporu Ha HeMHpHr{ Ho3e r.i
[pyru Hapymyaama noBp3aHu co MoropnKara
xou ce o6nqHo [oKirJryBaar noAo6pyeane no
npeKaH Ha 'rpeTMaHoT

Hapynyrama ua cnuerbero (rancor,.ruuj a,
sauemereHocr).

Ha cpqeTo Perxu fla,rruraqzu
Excrpacracrolr-r
Taxnxaparaja

JrapHrr HapylryBana I Perru Aprepucxa xulorensr.rja
Oprocrarcra xrznoreHsuja xoja uoxe Aa e . ..
acoqfipaHa co cna6ocr, apromanuria ulu
nafane, oco6euo xaj naqaeuru xoll ce na

Bacry



aHTrrxuflepreH3HBHa Tepanuj a,
Tonnornlr 6oauosu

Hapyuryrana ua
racTponHTecT||HaJIHrrOT
CIICTEM

H";;;;";; 
";;*,;; "IIOTKO'I(HOTO TKIIBO

tlecrra A64our.ruanua 6onra
lnjapea
.{ucnencr.rja
Haysea
flonpaftane

Henognara
Qpenaeuqaja na
jany,nar+,e

Oncnrnaqr.rja

llecrn Paur, npypuryc, yprzxaprja

HenosHara
Spernenqaja na
jaoyname

AK),THa reHepanr.r3xpaHa eBaHTeMaro3Ha
nycrynca (AGEP)
Anrzoeaeu

Onmrr napymynana n
HapyrnyBarf,a Ha MecToTo
ua an.lnxaqnja

flecrr-r Acrenuja

I{apyuynama ua rcpnra u
,rninQnuor cncreu

Xenaro6n,rujapru
HapyuryBarr,a

Henoguara
$percoenqr{ a ua
jaeynarre

Arparrynoqurosa
Tpou6oquronenuja
Tpou6oqrroneuaqHa fiyprrypa

HenogHara

Qpexrenqzja ua
jaeyearre

Xenaturuc

Hapylrynana Ha yBoro n
.ra6npnnror

Henognara
Qpexnenqnja na
JaByBarLe

Bepruro

BA

laHr,r IIo [ylxTar5e Ha JreKoT BO rrpoMeT e oA roJIeMa
I,IpaHO CJreAerbe Ha Kopr{cTTa HacIIpoTn pH3r,rKoT oA
'rpe6a ga ro npujaeu ceKoe coMHHTerHo HecaKirHo

AeJcrBo Bo HalllroHaJrHrror rreHrap ea tpaplraxoBl,I ,tfizrHr(a.

4.9. Ilpegosupan e

locranHu ce MHory orpaHrrqeHrr noaarorlx Bo BpcKa co npeAo3r.rpa*e co rpnMera3r,rAuH. Tpervanor
E CHMNTOMATCKH.

5. @APMAKOJIOIIIKI{ KAPAITTEPI,ICTI4KI{

5.1 @apuaxogunaucr(trKapanTep[crtrKx
Qgp4tarcomepgreguet:a eqryta: Apyrr.r JreKoBH 3a KapAraoBacrynapgu 6oaecryr.
ATU rcoa: C0IEB15



flpery rzuxu6uquja na 3-xeroaqur coA-rno:ragara co AoJrr JraHeq (3-KAT) H nocJreaoBareJrHara
uuxt]6uqr'rja ua B-oxcu4aqrlara Ha MacHH rrvcer4]flrr rpav,|Jru3t4lirlH AoBeAyBa ao orrfliMa.neH
rcap4rja.neu eHepfercKH Mera60n saM. ona 4ejcrno p€ynrr.rpa co 3roneMeHa oncugaryrja Ha
fJIIlKO3ara. BO UCXerr,rr-rqurlre KIrgTKx norponryBaqKara Ha Kr4cnopoA npu oncugaqr,lja Ha Drr.rro3ara e
rroMajra orKoJtKy npr.r p-oncr.raarrjaHHTe npoqecH, Anrn-anrnHoguuor e$enr Ha rpHMera3r,rAr{H ce
AoJrxH Ha rraoAu<lnxaqrajara Ha eHeprsTcKlroT cyrrcTpaT o4 oxcu4aquja Ha MacHH K?]cenutlr Ha
rnHKo3Ha oKcliAauI.IJa co [ITo ce onruMrr:llpa eHeprecrrutor uera6olugaM Bo ycnoBl4 Ha l{cxerunja.,

@ apuqtqfutgyuc rcu e d e xmu
Kaj naqueHrure co HcxeMIdrIHa cpqeBa 6onecr, TpaMETa3r.lAr.rH Ae[)./Ba KaKo Mera6oneu areuc roj ra
oap)KyBa HHrparleJrynapHr{re Hr{Boa Ha BHcoKo eHeprercKr.r t[ocQaru no ulroxap.4or. Arrnr-
acxeuucxr.ror eQeKT ce nocrurryBa 6* ucronpelrena nojana na xeuo4nuauucxu eQercrn.

Rnuauqrca efurcacaocm u 6es6eduocm
3a rpene Ha KJTHHHqKfiTe cryp:uu 6wta AoKtultaHa erpuraurocra n 6es6egnocra oA rrpuMeHa Ha
Tpt Mera3r4AHH Bo rpsrMaH Ha naqaelrrr.t co xpoHr{qHa aHf Ha. KaKo nonorepanuja uln
AOnOIHI,ITeIHa Tepanr{a Bo ycr'roBx Kofa co npI,IMeHa Ha.4pyr}r aHTH-aHrHHo3HI,t rexogu He 6uI
rocrurHar 3aaoBo,rnreneH eQerr.

Bo paugolrusapaHa, geojno c:rena, ruaqe6o KoHrponr4paHa cryauja (TRIMPOL-II) co nxnyreHu 426
t4crvraHrr\A, TpuMera3HIriH (60mg/aeu) eo ror.a6auaquja co Meronponon 100 mg IeH (50 mg, ABa
narH Ha AeH), annnqapaH Bo reKor ua 12 uenetu, noBen Ao cumu$uraurao nogo6pyrame ua
crartlcrrrqKuTe napaMerpn Ha recroBl{re ga sex6arle r{ Ha KJrr,rHI,IrIKI,ITe cllMrnoMr.r cnopegeuo co
rnaue6o H roa: BKyrrHoro BpeMerpaeBe Ha Bex6Hre +20.1s, p: 0.023, BKyrrHr.tor Hanop +0.54 METs,
p=0.001, BpeMero Ao l-mm genpecuja Ha ST-cerMeHror +33.4s, p:0.003, BpeMero Ao nojata na
rpagHa 6olxa +33.9s, p<0.001,6pojor Ha HeaenHH Hanaarl Ha aHrHHa -0.73, p=0.014 l.t HeAeJlHara
norporrryBaqKa Ha Hrrrparu co rparrorpajno gejcrro -0.63, p=0.032,6es nojana Ha npoMeHu Bo
xeMoAHHaMI,IKaTa.

Bo pan4ovtzsupaHa, gnojuo cnena, ruraqe6o KoHTponr4paua cryauja (Sellier), co nrcsryuenu 223
HcIrLtraHHrIH, rpHMera3HArrH (e4Ha ra6lera co uoglr$uqupauo oclo6o4ynarse og 35mg, ABa narr{ Ha
,4eu) 6ul 4o4agen na 50 mg areHoJroJt (eanaur ua Aen) Bo reKor Ha ocyM uegoru. ,{eaHaecer qaca no
arnriKarlHJa Ha Jreror p$yJrrarr4re raj e4uara noArpyna Ha naqrreHru (n:173), nonaNale
clrnu$urcarreu nopacr (+34.4s, p=0.03) na BpeMero Ao l-mm genpecr,rja na ST-ceruenror
cnopeAeHo co rnaqe6o. 3Havajxa pauturca 6nta perucrprrpaHa r.{ Bo oAnoc Ha BpeMero 4o nojasa xa
rparna 6o:xa (p:0.0a9). Bo o4noc Ha ceKyHAapHHTe rrapaMerpr{ (erynuo aperraerpaeme Ha
nex6amero, BKyrIHIror Harlop H KJIHHuT{KrlTe napar',rerpr-r) ne 6ule ga6eJrexaHra cr.rrnnsuxaurnu
pa:rnnu nouefy ABere rpyna.

Bula cnporegeHa paHAoMmapaHa, gnojHo c.rela cryauja (Vasco) co BpeMerpae*e o.{ 3 uecequ co
BKJIyqeHH 1962 ucnurasw\u rou 6u.ne paugor.rrasupaHu Aa rrprrMaar areHoJroJr 50 mgfuen co gre goalt
rpl{Mera3lrAr.rH (70 mf,aea u 140 mg/aeH) rarn co nraqe6o. Bo cemynnara norrylaqr.rja na
ACfIATAHIjT\V, BKTD THTenHO acHMmoMaTcKHTe r,r oHMITTOMaTCKI,ITe naIIHeHTX, Tpr.{MeTa3Lt{IlH He
uanu$ecrupar e$uxacuocr Bo oAHoc Ha eproMerpr,rcKare napaMerpr, (nnynHoro BpeMerpaerbe Ha
aex6arsero, apeuero 4o nojaaa Ha 1-mm genpecraja ua ST-cerueHror r4 BpeMero Ao nojana ua rpa4ua
6onra) r,r Bo oAHoc Ha KJIItHHqKlrre napzrMerpn.
flpu nocr-xox aHarrn3r{Te, Bo rpynara Ha cr.rMnroMarcKu flaquerrrr4, Tpr{Mer:BrrAr4H (1a0 mg)
cnrHuQuxaHtro ro nogo6pul BKynHoro BpeMerpaerbe na aex6r.rre (+23.8 s Hacrrporr4 +13.1 s . ,r i
nnaqe6o; p=0.001) r.r BpeMero go nojaoa Ha rpaAHa 6onKa (+46.3 s Hacrrporrd +32.5 s rlral(e6o; ',,,'

p 0.005 ).
' , ' :  ' : !



5.2 Oapuanorcuuercnr{ KapanTepr{cruxrr

A6copryuja
rlo nepopanna anrr'rxaqnja uaxcralranua xonqeurapqraja Bo r ra:iMara ce Aocrr,rrlryBa no oxony 5 vaca.Husoro Ha JreKor Bo rrJra3Mara ce oAprr1Ba 

"ru6r-n 
o Bo rrpBHTe 24 ,racz unu e uap 75%o o4MaKCI4MalHara rouqeurpaqr,rja Bo r ra3Mara no 1l .Jaca. cra6wua KoHrIeHTpaqHJa BO r'ra3Mara cenocrr.rtu'tsa rro HaJuaaxy 60 uaca.

Xpanara ne nnzjae rps tfapvaxoxunerrrr(ara Ha JreKor.

flucmpu6y4uja
Bonyuenor ua gucrpu6yuuja e 4.8 l/$. Tpuueraru4un nMa Hr.r3oK aQrnrrrer Ha Bp3yBaBe 3aua3MaT'Krrre rrpoTe'Hr.r; Bo r.rH Br4TpO ycnoBr, oKony 160/o og :rexor ce Bp3),Ba 3a npoTer{Hr.rTe oa
UJI€BMATA,

Emanunaquja
TpuMera3uAHH ce eJlItMnHI4pa Bo Henpouener o6;rurc, BoDraBHo npeKy ypr.rHara,
Kaj s4panlt, ulagu 4o6pono:rqu, noJry-xrrBoror Ha eJrlrMr.rHarlnJa o,q nJra3Mara lrsHecysa oxolv 7qaca; KaJ [arlneHrr{ Ha Bo3pacr HaA 65 ropuuu nolr}/_xlrBoror Ha enuunHaqnja e l2 qaci. Tora,rsuor
KJrxpeHc Ha rpr4Mera3r4AuH 3aBr'rou Bor.raBHo oA peHiurHr4oT rnupenc ('rro e anpeKTno acouupaH co
Krrr.rpeHcor Ha Kpearuuua) u Bo eAeH rroMarr creneH o.q xenaraJrHzor KnrrpeHc (r<oj onafa co aospacra).

floce6su nonvnauzn

Ilocmapu na4ueumu
flocrapure naqrzeHTn Moxe Aa uMaar 3roreMeHa I.I3noxeHocr Ha rpr{Mera3lrArrH, nopaar{ HaMa,reHara
6y6peNna-$yrrrqr,rja Koja e noBp3aHa co rorr.rHr're. Oapvaxoxzuercra cry4r.rja lrseegeua Kaj nocrapu
ru\a (75-84 roauuu) unu MHofy locrapr{ (> 85 rognHr,) ycecHr.rqfi no cryAl.rjara, rroKaxala AeKa
)'r{epeHo peHanHo orrrrer}tsaBe (rnupeHc r(pearr.rHrrH nolreiy 30 u 60 mvmin) ia 3roreMr.ua I 14 1,3
rlarlr coorBgTHo r'r3JroxeHocra Ha rprzMgTa3r.rar.rH, ro cnopeg6a co rroMJraaH rrecEr{Iur ro crygzjara
(30-65 rogunu) co )nlepeHo peHaJrHo orrrrer)./Barr,e.
Bo zgse,4eHara noce6na QaplrarcoKriHercxa KJIITHI{qKa cry4lrja, rtla EKn) ryBala [aq]IeHTr.r nocraprz
on 75 ronunu, Ha Kor.r r-rM 6uno aartruttn'crp]'paHo ABa rraT^ aHeBHo TptrMera3zguu 35 mg, Qrrnra_o6:roNenn ta6teru co rr,roAra0uuupano oc:ro6o4y'ran e, a+anu3prpa*a co norrynarlucxr{
Qapuanorlrnercxra npllcran, ce noKu,KaJIo reKa 3roreMeHoro rrJra3Marc*rr HHB. He ,qoBeJro ro
3roJleMpane Ha HecaKaHr.ne gejcrra, cnope46euo co n:raqe6o xaj nocraplrre .nlqa; Cenar,
ceprro3Hure HecaKaHrr .qeJcrBa MHofy nouecro ce jaeyzaar raj nocrapu rurqa, Korr ce KapaKTepr,r3r.rpaar
co 3roneMeHa n:ra3Marcra xouueurpauuja Ha rpuMera3HlnH.

Peuatuu oumemyeataa
Irl:loxesocra Ha rpr.rMera3rr,qr.rH Bo npoceK e rroKaqeHa za 1,7 turn KaJ narrreHTrr co yMepeHo
peHanHo orrrreryBane (rnupenc KpearHHr.rH nor,.reiy 30 u 60 ml/min) u Bo npoceK ra 3,1 narlr raj
naqlleHryt co rerrrKo peHaJrHo orrrrgTyBane (r<;rupenc KpearHHr.rH rog 30 ml/min), no cnope46a co
u.naglr 4o6poronqu, co HopMaJrHa pena,rua Qynxquja.
He nocrorl sarpraxeHocr:a 6e:6egnocra Ha oBaa nonyJraqlrja, eo cnopeg6a co onu'ara nony.naqzja

5,3,Ilpermnrnuuru nogaroqu la 6e:6eaHocra na nexor
flpr'r noaropl'eaua nepopaJrHa agunulrcrpaquja Ha JreKor Bo Korruqr'Hz r<or,r ce 40 u 200 ta'"
rIoBIrcoKI4 OA TeparreBTcKara ao:a xaj xy r*a z craopql,t. He ce npear.r3Br.rKaHl.r cMprHH cnrlaH, Hr4Ty
6u,ro raxez Quolrvxu, 6zonolrrcu, agarolrcxu lr,tu a6nopMzrrrHocrlt Bo o,4HecyBalLero,
flepopa:rna aguuuucrpaquja Ha KoJruqr.rHx nol.r ce 100 naru noBrrcoKu oa Ao3r.rre uaueueru:h rq,re,
rrg npsArr3Br] KaJra eQeKTr.r Bp3 penpoAyKTr4 BHr4Te QyHKur4r.r: oeprr,urHocr, 3arrHyBarLe, recraqujg,
en6pnoreueaa, narraquja, nepn- n flocrnara,reH paraoj fl peupoayKruBHoro oAHecyBarbe xa]
XI-IBOTHI,ITE.

Heua gora:u :a norexqr.rja:rua uyrafeHocr Bo ,n vitro v in vivo crynuu,



6. OAPMAIIEBTCKI4 CBOJCTBA

6.1 Exqrnnenur

Jadpo ua ma6nemama
o Manuto:r
. II.reHKapeH cKpo6
. XmpoMeno3a
. fIoBHAoH K 30
. TarK
. KonolrnHa 6e3Bo,4Ha cnr'rl.IKa
. Xl,IAporeHrcvpaHopacrr4TeJrHo MacJro
. MarHgs[yM creapar

Qwtn o6nocrcyean'e:
Aqua Polish@ D Pi.* 044.3'1 MS (xunporueror a @,464), xrrApoKcr4nponr{rrrle-rrynosa (E463),
(E553 b), vurruon, rnraHr.ryM Ar.loKcua (E171), rrpBeH xerreseH oKcu1 (E172))

6.2 llnxounarn6rl,rnocr
He e npr,nr,ren:rzno.

6.3 Pox ua ynorpe6a
2 ro4nnu.

6.4 IIoceOH[rrpeAyrrpeAyBaba3acnrraArrpabe
,{a ce .ry,ra na reuneparypa no4 25"C.
.{a ce upa oo opr.rfl,ruinnoro rraKyBarse.

6.5 IlanyBarle
Kyruj a co IIBI{,{IIBILVAIyMuHz yMcxu 6nr.rcrepu.
locranur'r ce naxyran a co 3, 6 rz,ru 10 PVC/PVDC/AI 6,rucrepu co no l0 ra6rerr.r co lro4uQuqr.rpano
ocno6ogyraee.

6.6 Vnarcrno ra parcyBarbe co ornagunor uarepnja.l
Heynorpe6enara xoJll{qr.rHa oA JIeKor rpe6a .qa ce yHuutrlr Bo cornacHocr co Boreqxlrre rlponuc}r..

7. UME r4 AAPECA rrA HOCtrTEJIOT HA OIOBPEHT{ETO 3A IIPOMET

AJIBOIEH IIXAPMA MAKEAOHI{JA,{OOEJI ferenuja
Va.Bopuc Kaqprq 66
1480 ferren{a
Perryfnnxa Mare4ouuja

8. EPOJ HA O.I[OEPEHIIETO 3A IPOMET

o AAT}'I\{ HA IIPBOTO PETUEHI4E 3A
PEIIIEIII,IETO

IIA


