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01.10.2020. rognHe

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 28.9.2020. n 29.9.2020. roguHe, 3aMHTepecoBaHa nuua cy ce obpaTtuna HapyumoLy 3axteBuma 3a
[oOaTHUM nojallsenma y Be3n NocTyrnka jaBHe Habaske JlekoBu ca Jlucte b u Jlucte [ Jlncte nekora, 6p.jH 404-
1-110/20-46, y cknagy ca 4naHom 63. 3akoHa o jaBHUM HabaBkama (,Cnyxb6eHu rmacHuk PCY, 6p.124/12, 14/15 n
68/15).

Mutame 6p. 1:
MowToBaHw,

oBum nytem Bam ce obpahamo ca monbom aa npuopmuTeTHO pasMoTpuTe 3axTeB 3a noBehame LieHe neka
Ha Jluctn b nekosa: JKL 0080300 Hypnomidate (etomidat), rastvor za injekciju, 2 mg/mL, 5x10 mL.

MpeametHn nek je jeanHn INN (etomidat) Ha Jlnctn B nekoBa 3a npyxakwe HeonxogHe 34paBCTBEHE
3alUTUTE OCUTYpaHUM nMuMMa 1 NpegMeT je pacnucaHor nocTynka jaBHe Habaeke JlekoBa ca Jlucte b u Jlnucte [
Jlucte nekoma, naptmja 300, Op. jH. 404-1-110/20-46, og 25.09.2020. rognHe. C o63upom ga je pok 3a
pocTtaBrbake noHyaa 26.10.2020., Heonxo4Ho je NPUOPUTETHO pa3mMaTpare NPeaMEeTHOr 3axTeBa.

Mmajyhu y Buay onwTu jaBHO-34paBCTBEHN MHTEPEC CTAHOBHULLITBA, Hagamo ce ga hete y wTo kpahem
POKY pa3mMOTPUTK HaLL 3axTEB.

HaBepeHa gokymeHTaumja npegara je Ha nucapHuum 04.09.2020. roguHe.

Oprosop 6p. 1:

MpouereHa BpeQHOCT 3a CBaky napTujy je ogpeheHa Ha oCHOBY HajHWxe LeHe neka uctor MHH-a y INuctu
nekoBsa Koja je cactaBHu geo [lMpasunHuka o JlMcTM nekoBa Koju ce Mponucyjy U usgajy Ha TepeT cpefcrasa
obaBesHor 3gpaBcTBeHOr ocurypama (,Cnyx6eHu rmacHuk PC*, 6poj 43/19, 55/19 n 56/19-ncnpaeka).

CxogHO HaBeZdeHOM, He npuxBaTta ce npuMmeaba 3amHTepecoBaHor nuua. Komucnja octaje npyn Hasoguma
13 KOHKYpCHe JOKyMeHTauuje.

Mutamwe 6p.2:
MNowToBaHw,

y MNpwunory b — TexHnyka cneundukakaumja, JH 6p. 404-1-110/20-46, nsoctaBrbeHa je napTuja 3a fnek Ymjm
CMO HOCMOLM JO3BOre 33 NeK:

Zasticeno ime Pakovanje i Naziv Drzava

JKL ATC INN FO o ) proizvodaca | proizvodnje
leka ja€ina leka
leka leka

0107497 | CO7AB02 |  metoprolol PRESOLOL rastvor za | ampula, 5po5 | Hemofarm | Republika

injekciju ml (5 mg/5 ml) a.d. Srbija

HajrbybasHuje Bac MonMMo Aa gonyHute TexHuuky cneumdmkaumjy NoOMeHYTUM Nekom ca JlucTe nekosa,
B Jlucre.

Oprosop 6p. 2:

MNpeameT oBe HabGaBKe HUCY NEKOBU 3a KOju CYy 3aKiby4eHU OKBMPHU cnopa3yMm ca gobaBrbauyuma y
nocTynky HabaBeke jaBHe HabaBke JlekoBa ca Jlucte nekoBa, 6p. JH 404-1-110/20-2.
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Peny6anuku hoHA
Kako 3a nek metoprolol, ampula, 5 po 5 ml (5 mg/5 ml) okBupHM cnopa3ym mctuuve 29.05.2021.
roguHe y jaBHoj Ha6aBuu JlekoBu ca Jlucrte nekoBa, 6p. JH 404-1-110/20-2, uctm Huje npegmMeT HabaBke
JNlekoBu ca Nlucte b n llucte [ JNlucte nekoBa, 6p.jH 404-1-110/20-46.
CxogHO HaBeJeHOM He MNpuxBaTa ce 3axTeB 3auHTepecoBaHor nuua. Komucuja octaje npwm
HaBoauma u3 KoHKypcHe foKyMeHTauumje.

KOMUCWUJA 3A JABHY HABABKY
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