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Be:a: JH 6poj 6114 - JleKoera 3a xyMaHy yrorpe6y.

lonncutra uarrr nsr.6p. 1604-31 :arpaNeuo je nojaulrerre/4onyualuv{eHa KoHKypcHe AoKyMeHTauHje y
cKnaAy ca sJraHoM 63. 3axoua ojanuuu Ha6asraN4a.

Ilnrarre 1:

Y orer.rpy Kouxypcue AoKyMeHraqnje sa Januy Ha6anry Hapyqr4oua (DonA COBO Spoj 6114-

JleKoera 3a xyMaHy yuorpe6y, Kao rrpeAMer jaene na6anre, peAHIi 6poj raprnje 1062, HaBoAU ce

INN trimetazidin y tfapvraqeyrcKoM o6rlrarcy (punu ra6rera ca uo4uQr,rKoBaHI4M ocro6afameru.

1062 33622100 trimetazidin

film tableta sa modifikovanim

oslobadanjem; 35mg; kom 421220

C o6:raporr.r 4a je carvro opt4rr4Harop perucrponao cnoj npor43BoA y oBoM tpapuaqeyrcxoru o6lttxy,
Mo)r(e ce 3aKJbyr{r4Tv raje ua raj HaqaH r,r3BprxeHa ArrcKprrMt4Ha\uja cBr{x reHepuqKux rcovnauuja
roje cy perr4crpoBaJre r4crr4 lNN, pa3nrzqr4Tof, aJrlr cpoAHor (fapuaqeyrcror o6lura.
Alvogenov trimetazidin (Trimetacor@) je perucrpoBaH y lpapnaqeyrcrou o6nnrcy ra6le'ra ca
npoAyxeHnn oclo6aAaneM. Ca acnexra tpapvraqeyrcKe rexuororttje 14 Haqr4Ha u nocryrlKa
(popuyraqraja

$aprvraqeycrxux o6ruxa, ra6rera ca rpoAylr(eHr4M ocnoOalarreu je yNa xareropuja o4 ra6rere ca

vo4u$zrcoBaHuM ocno6afarreu jep je roHrperr{3oBaHo ua r<oju Haqr4H je oc-rro6afaFbe aKTuBHe

cy[craHrle rpoMerLeHo y ra6rerH. Kao AoKa3 Aa ce y cryuajy INN-a trimetazidin rcareropnja
,,vogn$zxoBaHo" u ,,[poAy)r(eHo" o4Hocv Ha r,rcry r43MeHy ocno6af ae>a y oKBl,Ipy rexHoJlotrlKor
nocryrrKa sopuynaqzje, rpe6a y3eTr4 y o6sup Aa je ler Trimetacor@ AoKa3aHo nAeHrr.rr{He

eQuracHocru, 6es6e4Hocru v KBaJrrirera Kao v opurlrHarop, rrrro je z AoKa3aHo y oKBI4py

6uoercszeareHrHe cryguje, r4e je petfepeHrnlr JreK yupaBo 6uo rer rojra nua tbopuy ra6rere ca

vogurpuroBaHrdM ocro6afarrenr. ,{eramaH orrr4c r,r pe3ynrarv cry4raje 6fioerel4saneHuuje ce Hanase

y oKBr4py perr4crparlr4oHe AoKyueuraquje xoja je 6ura upe4ara Areuquju sa JreKoBe Lr MeAriqHHcKa
cpeAcrBa PC ra Ha ocHoBy roje je rer Trimetacor@ Ao6rio Ao3Bony 3a craBJbame JIeKa y lpolrer (6poj
Ao3Bone 3a craBrbaFbe rreKa y rpoMer: 515-01-2950-10-001 oa 07.06.2011.]



3arcryvax:

He nocroje crpyrlHl4 pa3no3l,I Aa ce tf aprr,taqeyrcrcz o6lur HaBeAeH y oKBr4py reHAepcKe
AoKyMeHraUflje (QLIrv ra6lera ca nro4IaQuKoBaHr,rM ocno6afaneu) nocuarpa Kao rzcr<ry.ryjyhr.r
ycnoB 3a yqecrBoBaBe Ha reHAepy. @apMaqeyrcru o6ruK Harrrer lerca (ra6lera ca [poAyxeHHM
ocro6afarreu] je ca craHoBI4IIITa n tpapvraqeyrcK[x r4 TepareyrcKtrx rapaMerapa uAeHrr4qHa
rpaNeHoj $oprray:raqnj u nerca.

[oxas: -pe[erba AreHqlrje 3a JreKoBe r,r MeAr4rI]rHcKa cpeAcrna rcojzna ce Ao3BoJbaBa craBJbarbe y
IIpoMeT lexa trimetazidin (Trimetacor@).

Ha ocHoey rperxoAHo HaBeAeHor, jacHo je aa je y orazpy KonxypcHe AoKyMenraqr.rje sa Jasuy
na6anrcy 6poj 6/14- Jlexosz 3a xyMaHy ynorpe6y Hapyquoqa (DosA COBO, y peAHoM 6pojy napraje
1062, nonpeleu vnaH 10 3arona o januarra Ha6asraN{a xojzjacno nponncyje Ayx(Hocr Hapyqnoua Aa
y nocryrrKy janHe Ha6asre onaoryhu urro je naoryhe nehy ronxypenqujy.

y ApyroM craBy plcror .r^raHa) 3aKoH nponvcyje Aa Hapyqunaq He Mo)Ke Aa orpaHuqr4
KoHrcypeHqujy, a noce6no He Moxe ouelroryhasaru 6uro rojer nonytlaua ga yuecrryje y flocryrrKy
jaoue Ha6aere HeonpaBAaHoM ynorpe6ou [pefoBapar{Kor nocrynKa, Hytryt nopuruherueu
IrcKpkrur4HaropcKr4x ycJroBa, TexHrzqKr.{x cnequlpzraryujau rcpr,rrepzjyma.

V or<nupy Konxypure AoKyMeHraqzje sa Jaeny ua6anry 6poj 6114- Jlercosz 3a xyMaHy ynorpe6y,
Hapyquoqa (DoHA Coeo, y peAHoM 6pojy lapruje 1062,rarcofeje nonpefeu ulau 7l c;ras 3 3arcona o
januaru Ha6aeKaN,ra rcojra sa6pamyje napyquoqy la olluie noHyAy Ha ocHoBy rora trrro loHyfeHa
4o6pa, ycnyfe hrvt paAoBn He ucnywayajy nocraBJbeHe ycnoBe y nofneAy 4e$auucaue
cnequtprzrcaquje r.r rpaxeHor craHAapAa, yKonr4Ko uoHyfau rroHyAtr o4roeapajyhz gorcas Aa Ao6pa,
ycnyre IrnI4 paAoBrz rcoje HyAI,1. Ha cyIIJrr4HcKr4 jeAuarc Haqr4H ucilywasajy ycnoBe us cnequtfuxaqraje
14 Tpa)KeHOf CraHAapAa.

Karo 6z ce ug6erra He3aKoHI4Ta Ar,rcKprrMnuaqvtja cBr,rx yqecHura janHe Ha6aexe u curyaryuja ca
rJpounoroAr4[IFLer reHAepa Ha KoM je naru [por43BoA 4racrealnQuKoBaH, yrrpaBo s6or pa::ruxe y
pSuunryuju
$aprvraueyrcxor o6ruKa, npeAnaxeMo Aa HaBeAeHy Kareropujy rpe6a 4a npe(fopMyJrr4rere r4Jrll

AaBarbeM saje4uuvror Ha3IrBa rpalreHnnH Qapl,raqeyrcruu o6lurlnMa (ra6nera) unr4 AoAaBaFbeM
tfapvaqeyrcxptx o6lzxa cez6 reHepvqKr4x rpHMera3ilrvlaa rcojra ucuyrranajy ycnoBe yveurha Ha
reHAepy.

Vro,rltxo Hapyqnnall He rlocryrlr4 y cKJraAy ca qJraHoM 63 cras I 3arcona o janHlrrra Ha6aercaNaa 14 Fre

il3MeHH KoHKypcHy AoKyMeHTaqujy y yKa3aHoM He3aKoHr4ToM Aeny, Hocr4naq Ao3Bone 3a rrpoMer
lerahe, paAI4 3alxrure cnojux JIerHTr4MHrlx lrHTepeca,6uru upzHyfen Aa y cKnaAy ca qnaHoru 148
u 149 3axona o janHuvr Ha6asxaNra, rroAHece Peuy6nuvroj ronuzcuju sa jaeHe Ha6aere 3axree sa
3arxTr4ry rrpaBa.

' naprr,rja 1062 - trimetazidin - AoAarrr ua nocrojehu QapnaaqeyrcHn o6lzr tableta sa produZenim
oslobad em n o6.nur tableta sa modifikovanim oslobadaniem

Auronnjenuh, 4uu;r. ecc.


