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NMPEOMET: OopaTHO nojawHele KOHKYpPCHe AOKYMeHTauuje 3a jaBHy Hab6aBKy JlekoBu ca Jlucte b m
Nucte [ Jlucte nekoBa, O6p.jH 404-1-110/20-46, carnmacHo unaHy 63. 3akoHa o jaBHMM HabaBkama
(,,Cnyx6eHn rnacHuk PC“, 6poj 124/12, 14/15 v 68/15)

Hana 14.10.2020. rogvHe, 3amHTepecoBaHO nuue ce obpaTtuno Hapydumouy 3axTeBoM 3a AoAaTHUM
nojalHeHeM y Be3un NoCTynka jaBHe HabaBske JlekoBu ca Jlucte b n Jlucte [ Jlucte nekoea, 6p.jH 404-1-110/20-
46, y cknagy ca 4naHom 63. 3akoHa o jaBHUM Habaskama (,Cnyx6exn rnacHuk PC*, 6p.124/12, 14/15 n 68/15).

Mutame 6p. 1:

MNowToBaHw,

OBum nytem obpahamo Bam ce Monbom 3a n3aMeHy KOHKypCHe JOKyMeHTauuje 3a jaBHy HabaBky ca Jlucte
nekosa 6p, 404-1-110/20-46.

YBUOOM Yy KOHKYPCHY OOKYMEHTauujy, YOUEHO jeda je NrnaHMpaHo Aa Ce OKBMPHM CropasyMm 3akiby4yu 3a
nepvoga oa 10 (geceT) meceum o AaHa npumeHe, 3a napTujy 6p. 9, nek Palonosetron 0,25 mg, rastvor za injekciju.

JlexoBu npBe reHepuke, ynackom Ha JIncty goHoce ywtene Koje nocebHy BaxHOCT umajy y nepuogy Covid
naHgemuje. Ywrene ynackom npeBe reHepuke Ha Jlucty nekoBa msHoce Hajmawe 30 % Ha OCHOBY 3aKOHCKOT
CHWXeHa LieHa, a TeHaepckuMm ydewhem npoueHaT je ganeko Behu.

Jlek Palonosetron SK (Palonosetron), 250 mcg/5 mL, rastvor za injekciju, ykynHo 1 komag, bocica staklena,
1X5 mL je pernctpoBaH 26.06.2019. roguHe, a HakoH ogobpera LeHe, hopmarnHa KOMMIekHocT of cTpaHe PP30-
a pobujeHa je gaHa 15.10.2019. roamnHe, nog aenosogHum bpojem: 180-2-115/19.

Jlek Palonosetron npeactaerea npBy reHepuky VMIHH-a Palonosetron. O TpeHyTka kaja je nek crtekao
yCcrnoBe 3a cTaBrba Ha Jlucty nekosa, PO30 6u y nepuogy oA geceT Meceuu Hamnpaeuo ywTeae of HajMane
13.727.160,00 gnHapa ca ueHom Palonosetrona SK op 3.768,24 guHapa ymecto 5.383,20 guHapa, LeHe Kojy
doHA TpeHyTHO nnaha.

Monum Bac ga 3a HaBegeHy nNapTuvjy U3BpLUMTE M3MEHY Nepuoaa Tpajaka OKBMPHOT cnopasyma ca 10 Ha 4
mMeceua.

OpgroBop 6p. 1:
3axTeB 3auHTepecoBaHOr nuua ce He npuxsaTta. Komucuja ocTtaje npu HaBogMMa U3 KOHKYpPCHe
AOKYyMeHTauuje.

Mutame 6p.2:

O6pahamMo Bam ce ca 3axTeBOM 3a M3MEHY KOHKYpPCHe OOKyMeHTauuje 3a jaBHy Habaeky 6poj JH 404-1-
110/20-46, Nekosun ca Jlucte b U Jlucte [ Jlncre nekosa.

Monwumo Bac aa y oksupy JH 404-1-110/20-46, JlekoBa ca Jlucte b U Jlucte [ Jincte nekosa pasmoTtpute
N yBPCTUTE NEKOBE:

Kabiven Peripheral (glukoza, alanin, arginin, asparginska kiselina, glutaminska kiselina, glicin, histidin,
izoleucin, leucin, lizin, metionin, fenilalanin, prolin, serin, treonin, triptofan, tirozin, valin, kalcijum-hlorid, natrijum-
glicerofosfat, magnezijum-sulfat, kalijum-hlorid, natrijum-acetat, precis¢eno sojino ulje, 110 g/L + 16 g/L + 11,3 g/L
+349/L+569g/L+79g/L+68¢g/L+569/L+79¢g/L+9g/L+56¢g/L+79¢g/L+6,8¢g/L+459g/L+5,6¢g/L+
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-
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19¢9g/L+023¢g/L+7,3,g/L+0,74¢g/L/5,04¢g/L+1,6g/lL+5,97qglL+4,9g/L+ 200 g/L, emulzija za infuziju),
ukupno 4 kom, kesa, 4 x 1440 mL

Kabiven Peripheral (glukoza, alanin, arginin, asparginska kiselina, glutaminska kiselina, glicin, histidin,
izoleucin, leucin, lizin, metionin, fenilalanin, prolin, serin, treonin, triptofan, tirozin, valin, kalcijum-hlorid, natrijum-
glicerofosfat, magnezijum-sulfat, kalijum-hlorid, natrijum-acetat, preciS¢eno sojino ulje, 110 g/L + 16 g/L + 11,3 g/L
+349/L+5609/L+799g/L+68g/L+5609/L+799g/L+9g/L+5609/L+790/L+6,8g/L+45¢9g/L+5,60/L+
19¢9/L+0,23¢g/L+7,3,g/L+0,749/L/5,049g/L+16qg/L+597d¢g/L+49g/lL+ 200 g/L, emulzija za infuziju),
ukupno 3 kom, kesa, 3 x 2400 mL

OproBop Op. 2: 3axTeB 3aMHTepecoBaHOr nuua ce npuxearta. CxogHo Tome, 6uhe msBplieHa
M3MeHa KOHKYpCHe AOKyMeHTauuje.

KOMWUCWUJA 3A JABHY HABABKY



