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CekTOp 3a jaBHe HabaBke
08/2 6poj: 404-1-91/14-35
09.01.2015. rognHe

Mpeamert: JogaTtHo objaluH-eH-e Y Be3M ca NpunpemMomM NnoHyae vy NocTynky jaBHe Habaske JlekoBu
ca A un Al lNlucrte nekoBa, 6p. jH. 404-1-110/15-6

HOana 06.01.2015. rogmHe 3aMHTEpecOoBaHO fnuue ce obpaTuIo HapyyuoLy 3axTeBOoM ca
nojallHkereM y Be3n noctynka jaBHe Habaske JlekoBa ca A u A1 Jlucte nekosa, 6p.jH. 404-1-110/15-6,
CXOAHO 4YnaHy 63. 3akoHa o jaBHMM Habaskama (,Crnyx6eHu rmacHuk PC*, 6poj 124/12).

Mutawe 3aMHTepecoBaHOr nuua rnace:

3aunHTepecoBaHo nuue ce obpaTuno NoBogom jaBHe Habaske JlekoBa ca A n A1 Jlucte nekosa,
6p.jH. 404-1-110/15-6 objaBrbeHe Ha cajty PP30-a 15.12.2014. roanHe n nogeny konuynHa 3a Habasky
nekoea Amlodipin tbl 5 mg, Amlodipin tbl 10 mg n Aciklovir mast 5% koje 3auMHTepecoBaHO nuue
NPoOun3BOAM U Ca KOjuM je cHabaesao TpxuwTe Tokom 2014. MoaunHe.

Mpema nopaumma VMC-a, 3a nepuog jaHyap-HoBembap 2014. roguHe, 3a koju cy nobujeHn u
nogaum m3 anoTeka koje u3fajy nekose Ha peuenT, amlodipini npomssohava Actavis | Pfizer cy
y4yecTBOBanu y ykynHom npomety amlodipina 65,62%.

MowTo ce amlodipin TabneTe HaBegeHMX HOCUMNaLa AO3BOME HE Hanase Ha CNUCKY Y TEHAEPCKO)
AOKyMEHTaLMj1, 3aMHTEpPECOBaHO NiLe 3axTeBa [ia Ce pacnucaHe KOnM4MHe paBHOMEpPHO pacnogene Ha
nocrtojehe npomnssohnave amlodipina, 3a pasnuko of cafallkwe nogerne, y Kojoj je Hajsehu geo npugonat
Monodipin n Vazotal Tabnetama, koju y TeHaepy yvecTyjy ca 94,73 %, OOK Cy Ha TpxuwTy Tokom 2014.
roavHe yyecTtBoBanu ca ykynHo 27,04%. W3 ucTtor pasnora TpaXuUMo U O4YeKyjeMO M3MEHy Tako fa
3anHTepecoBaHo nmue 3a Amlodipin thl 20*5 mg yyectByje ca 145.000 kyTtnja, a Amlodipin tbl 2010 mg
ydyecTtByje ca 49.000 kyTuja.

Takohe, npema uctum nogauuma, Aciklovir mast 3auHTepecoBaHor nuua yyectsoBana je Ha
TPXUWTY ca 64,75%, WwTto 3Haun ga 6u Ha TeHAepCKoj AOKyMeHTauuju pacnogenun Tpebano gogenvtu
2.900 1y6a, ymecto 500, kao LITO cag CTOjU y AOKYMEHTaLuju.

3anHTepecoBaHoO nuLe Xenu Aa HanoMmeHe Aa cmatpa Aa Tpeba noBehatu KOnmM4mMHe 1 ocTanmx
fiekoBa 3avHTepecoBaHOr nuua Koju cy npeameT rope HaBedeHe jaBHe HabaBske.3avHTepecoBaHO Nnuue
HaBoAM Oa MMa fiekoBa Ha narepy Yy AOBOSfbHMM KONuuuHama fa 3agoBorbe notpebe Tpxuwta 6-9
MeceLM, a Takohe je CMpeMHO 3aMHTepecoBaHO nule Aa Npov3Bede W HOBE KONMMYMHE YKOIMKO Ce 3a TO
nckaxy norpebe.

3aunHTepecoBaHo nuue ce Haga aa he PO30 pa3amoTputy nsHeta obpasnoxera n NpucTynnutu
N3MeHV TeHAepcke OOKYMeHTauuje y norneay KonuumHa no npoussofaduma, a y ckrnagy ca AOCTYMHUM
nokasarerbuma.

Oproeop Hapyuunoua:

Ha ctpanu 22. KoHkypcHe gokymeHTauuje, y geny IV OKBUPHW CIMOPA3YM, nog ctaBom 2.
MPEOMET CINOPA3YMA Tauke 4. HaBeOeHO je Aa cy KonuumHe rnekoBa HaBegeHe y Cneuudbumkaumjm
nekoBa ca ueHama ([Mpunor 2) okBupHe konuuuHe 3a notpebe Kynaua 3a nepvop oA LWeCT Meceuu, 1
Tauyke 5. Aa yKynHa yroBopeHa Konv4dvHa nekoBa 3aBnck of notpeda 3gpaBCcTBEHMX YCTaHOBA M MOXe Aa
ce pa3nukyje oA konumvmMHa HaBegeHux y Cneuudukaunjy nekosa ca LeHama ([punor 2).
CxogHo rope HaBeLEHOM, UCTUYEMO Aa Yy OKBMPHOM Cropasymy KOMUYMHE HUCY OeUHUTUBHE
Beh OKBMPHE, OQHOCHO A OKBMPHM criopasym faje moryhHocT HabaBke [oOaTHMX KONMYMHA NpeaMeTHOr
nobpa ykonuko noctoju notpeba 3gpaBCTBEHE YCTaHOBE.
Haume, 3gpaBcTBeHe ycTaHoBe he 3akibyyunTu MnojeduHadHe YroBope Ha OCHOBY OKBUPHOT
crnopasyma, a y cnydajy notpebe 3a gogaTHMM KONMMYMHaMa npeameTHux pobapa, 3apaBCcTBEHE
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yctaHoBe he Mohu ga npucTyne 3akibydery HOBMX yroBopa 6e3 crnpoBofera HOBOr MOCTyMnKa jaBHe
HabaBke, a y cknafy ca pacnonoXvemMm prMHaHCHjCKUM cpeacTBUMa.

Hanomutemo aa ce Komucuja 3a npegmetHy HabaBky pykoBoauna TMMe ga CBM npoussofayn
Oyay 3acTynrbeHu, a Aa OKBMPHM criopas3yMm omoryhaBa Aa YKOnuvKo ce jaBu notpeba 3a HEKMM NEKOM Y
KonuumHu Behoj og NpBobUTHO NnaHupaHe, ncta Moxe 6utn n obesdeheHa.

MonasHn ocHoB 3a nnaHvpake Ouna je dakTypucaHa KONMMYMHA NeKoBa M3 34paBCTBEHUX
yCTaHOBa M3 MriaHa Mpexe, OAHOCHO M3 ApXaBHWX anoTeka, 6onHULa, AOMOBa 34paBriba, KIUHWUYKNUX
LueHTapa... M TO y nepuogy jaHyap-centembap 2014. rognHe npojekTtoBaHo Ha 12 meceuum.

Mpunukom u3page konuumHa nekosa ca nucte A u A1 Jlncte nekosa Koju cy NpeameT jaBHe
HabaBke, koMucuHja 3a jaBHy HabaBky rnekoBa ca A u A1 Jlucte nekosa ce pykoBoguna cnegehum
npvHuunuMa (npumep amlodipin) :

e YKonuko ce ca Jlucte nekosa ckuga Hajmawe jegaH nek koju je y 2014. rooMHn “Mao Bernuku
yaeo y npomeTy cBux rnekosa uctor MIHH-a, konnunHe cBKx rekosa Koju ce ckmaajy ca Jlucte nekosa
cy pacnopeheHe Ha crnegehun HauyuH: Mo 1% npomeTa CBMX NekoBa Koju ce ckugajy ca Jlucte nekosa
ce foderpyje npoussohadmma uuju ce nek crtaBrba Ha HoBy JlucTy nekoBa, Bogehu padyHa o
dapmaLeyTckoM 06nuKy, jaumHy 1 NakoBawy neka. Npounssohaunma koju cy 6unmn npucyTHM Ha Jlnctu
nekosa y 2014. roanHn, anu ca ygenom Mawum og 1% of ykynHor npometa 3a nek mcror MHH-a,
aoaaje ce no 1% npomeTa CBUX NIEKOBA KOjU ce ckuaajy ca Jlucte nekosa Ha hakTypucaHe KonuyinHe
n3 2014. roguHe. lpeocTtane KonuuMHe nekoBa Koju ce ckuaajy ca Jlucte nekoBa ce goferbyjy
nogjeaHako npounssohaydMma Koju cy ocTBapunun ykynaH npoMeT nekosa y oksupy Ttor MHH-a Behn of
1%; Jow jegHOM HanoMuHEMO, Aa KOMMYMHE HWUCy orpaHuyvaBajyhe, ogHOCHO Aa AobaBrbadu mory
ncrnopyymBaT fnekoBe U MPeKo KOMMYMHa HaBedEeHMX Y OKBMPHOM CrnopasyMy, y 3aBMCHOCTU 04
notpeba 34paBCTBEHMX YCTaHOBA U3 NilaHa Mpexe.

e Ykonuko npoussohay neka wuctor WHH-a, dapmaueytckor obnuka M jaunHe yBOAM HOBO
nakoBar€e Ha JICTy nekoBa M UCTOBpPEMEHO ckuaa ca Jlucte rekosa NpeTxogHO NPUCYTHO NakoBaH-e,
KONMuMYMHa neka Koju ce ckvaa je npepadyHata Ha HOBO MNakoBake W OnpeferbeHa WCTOM
npoussohavy;.
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