3asoa 3a dusukanmy
MeAMUMHY 1 pexabuanTauujy
Ap Mupocaas 3omoguh

Lo
Bpoj: 127-23-5839- 1522

Jana: 7 1 (6. Wonune

Ha ocnoBy unana 70. 3akona o jaBHuM HaGaBkama BocHe u Xepuerosune (“Cnysx0enn rnacHuk buX,”
6poj: 39/14), unana 33. INpaBunuika 3aoza 3a (GpU3MKaIHy MEAHLHHY 1 pexabunurtaumjy ,,JIp Mupocnas
3orosuh™ (y majbem Texcty: 3aBoa) M unana 29. Craryrta 3asosa, Te 3anucuuka o pagy Komucuje 3a
HabaBKy HaKOH M3BPLICHOT OTBapaba MOHY /A, 10 OTBOPEHOM NOCTYIKY jaBHe Habaske: ,JInjexosn 1/22",
6poj: 127-23-5839-15/22, on 10.06.2022. roaunse, aupekrop 3aBoaa 10HOCH:

OVIYKY
o u3bopy HajnososbHMjer nonyhaua no OTBOPEeHOM MNOCTYINKY japHe HabaBke:
»JIMjeKoBH 1/22¢,
3a nortose: 4, 10 12

1
IlpuxsaTa ce npenopyka Komucuje 3a jaBHy HabaBKy M Yroeop o jaBHOj HaGaBuu pobe Mo OTBOPEHOM
noCTynky japHe HabaBke ,JIujexosu 1/22 ", nopjessyje ce nonyhauy: “dapmasuta® 1.0.0. Boromha-
CapajeBo, noHyna 3zanpuMmibeHa non Opojem: 117-23-5839-5/22, mana 19.05.2022. rommHe, Kao
HajnoBoJbHMjeM  NoHyhauy —npema  KpHTepHjyMmy: ,EKOHOMCKH  HajloBOJbHMja moHyza (ca
NOAKPHUTEPHjyMUMa: UHjeHa — 95% u pok nnahamwa n3paxen y 6pojy aana — 5%)%, y yKynHOM U3HOCY OAL
2840,10 KM 6e3 nag-a, ogHocHo, 3322,92 KM ca njBs-oM.

II
M3zabpanu nonyhau Huje 1ocTaBHo yBjepema (1oKa3Ha JOKyMEHTa), KOjoM JOKa3yje HCITY ihaBame TPaKeHHX
YCJIOBa, TE je Ay»aH MCTEe JOCTaBMTH y POKy A0 NeT (5) maHa ol AaHa 3anpHMarka ojulyke o M30opy
najnososbHHjer nouyhaua (y cknamy ca taukom 4.1.5 npeamerne Teujepcke gokyMeHTaumje), a npema
unany 45. 3akoHa o jaBHUM HabaBkama.

11
Osa omnyka Ouhe objaB/beHa Ha MHTEepHeT cTpaHuuM 3aBoja (www.zotovicbl.com), ucrospemeno ca
ynyhuamenm nonyljaurma Koju cy yuecTBOBalM y NOCTYIKY jaBHe HabaBKe, a y ckiajy ca unanom 70., cTas.
6., 3akoHa 0 jaBHHM HabaBkaMma.

Oobpazioxeme

Ha ocnory Oanyke o nokpetamwy nocrynka jasHe Habaske, 6poj: 127-23-5839-1/22 on 28.04.2022. roaune,
nokpeHyT je OTBOperu nocTynak jaBHe Habaske: ,Jlujekosu 1/22%, npoujewsene pujeanoctu: 181.000,00
KM 6e3 nas-a, 0AHOCHO NO NOTY:
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3a804 3a Ppunaukanny
MeanumHy 1 pexabuantauujy
Ap Mupocaas 3omoguh

Jlot | ATC kon Hasus nl?lsl“'ﬁip::ﬁ: y
I | AO7DAO3 | Loperamid 950,00
2 | AO7FA02 | Saccharomyces boulardii 6.300,00
3 | A1IHA31 | Kalcijum-pantotenat 300,00
4 | A12BAOI Kalijum-hlorid 1.000,00
51 AI6AXO0Ll | Alfa-lipoinska kiselina 90.000,00
6 | COICAO1 | Etilefrin 56.000,00
7 | JOICEO2 Fenoksimetilpenicilin 370,00
8 | JO1DCO02 Cefuroksim 500,00
9 1 JOIXEOI Nitrofurantoin 3.050,00

10 | MO1ABOS5 | Diklofenak 20,00
11} MOTACO6 | Meloksikam 300,00
12 | MOIAEOQ! | Ibuprofen 1.600,00
13 | MO02AAIS | Diklofenak 12.650,00
14 | MO2AAI1S | Diklofenak 750,00
15 | MO3BX05 | Tiokolhikozid 900,00
16 | MOSBAOG | Ibandronska kiselina 1.600,00
17 | NO3AX16 | Pregabalin 80,00
18 | NO3AX16 | Pregabalin 1.050,00
19 | NO3AXI16 | Pregabalin 100,00
20 | NO4BAO2 | Benzerazid, levodopa 500,00
21 | NOGAX21 | Duloksetin 550,00
22 | NO6AX21 | Duloksetin 250,00
23 | NO6BX03 | Piracetam 800,00
24 | ROIAAOS | Oksimetazolin 160,00
25 | RO3DA0O5 | Aminofilin 900,00
26 |/ Riblje ulje 160,00
1| et
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3a804 3a PU3KKANHY
MeAUUMHY 1 pexabuantauujy
Ap Mupocaas 3omoguh

<SR

Y cbenehoj Tabenn, HaBenenu cy nonyhauu umja je BpijeHOCT NOHY e (0 NOTY), BHULIE O NPOLjeHeHe
BPHjEAHOCTH YTOBOPHOT opraHa (110 JIOTY; NOC/beiba KOJIOHA):

IMonyhena Cyma n3Hoca

TTonyhau Jlor | AT kon Hazus nujexa § KI%IT 4HZ:3HIJ; z}:_l [;‘;)f:;g;’pg;'

a nas-ay KM
dapmasuTa 4 | A12BAO1 | Kalijum-hlorid 1260.00 260,00
dapmasuTa 10 | MOTABOS | Diklofenak 20,10 0,10
dapmasiTa 19 | NO3AXI16 | Pregabalin 196,00 96,00
Hurepnpomer 26 |/ Riblje ulje 690,00 530,00
Phoenix Pharma 4 | AIZBAO1 | Kalijjum-hlorid 1200,00 200,00
Phoenix Pharma 9 | JOIXEO] Nitrofurantoin 3150,00 100,00
Phoenix Pharma 18 | NO3AX16 | Pregabalin 1085,00 35,00
Phoenix Pharma 19 1 NO3AX16 | Pregabalin 106,40 6,40

Komucuja 3a cnpoBoleme npeamerHe Habaske, Gpopmupana Pjeluemem, 127-23-5839-4/21 ox 03.05.2022.
rojiiHe, U3BPLIKJIA je OTBapare, OLjeHy M Mperiej NPUCTHIIINX TMOHyJa Te CaudHU/a 3anuCHUK O pany
KOMHCH]€ HAKOH M3BPLIEHOT OTBapaa NOHY a, KOjH je cacTaBHU JiHo oBe OAyKe U y KOjeM je KOHCTaToBalia
crpenelie:

Itonyna nonyhaua, 3a xor:
bpoj nporoxena ST X Fax
YrosopHor Hazup nouyhaua bpoj nom,::c:::n’i'cc nonyhas
opraua \ M|
I 17_2?2'5839- “dapmasuta® 1.0.0. Borowha-Capajero 1,4,10,12,18u 19
117-23-5839- ey - .
6/22 Licentis” p.0.0. CapajeBo 6u23
! ]7_%?2839_ “Hnrepnpomer™ a.0.0. Hosu 'pan 2,5,13,14,18,20 u 26
! ]7%?2-;839_ .Phoenix Pharma” g.0.0. bujessuna 2,4,9,13,18 1 19
1 ]7_33‘2839" ,Farmalogist Allbix* 0.0.0. Bujesbuna 2ul2
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33804 33 PUsHKanHy
MeAUUMHY 1 pexabuautaumjy
Ap Mupocaas 3omosuh

<R,

Fonyhau “Papmasuta” 1.0.0. Borowha-Capajeso, foctaguo je nonyny 3a sorose: 1,4, 10,12, 18
u 19. Tlonyna nonyhaua uciymana GpopManHo rnpasHe, EKOHOMCKE H TEXHHUKE YCJIOBE, OQHOCHO
3axTjeBe YrOBOPHOI OpraHa, OJJHOCHO, OHY/A je PUXBAT/bLHBA 32 YIOBOPHK OpPraH M Moxe 6HTH
npeaMer BpeAHoBawa npema yTephicHum kputepujyma Obasjewrretba 0 HabaBUM, OJHOCHO
Tenpepckom noxyMenrauujom, 3a aorose: 4, 10, 12, 18 u 19,

3a npeocrtanu J0T 1, IOHyJa HUje NpuXBaT/bMBA U Helie ce y3uMAaTH Yy jlajbe pasMaTpaibe, npema
ceachem:

3a sior 1, nonyhau je nouyamo nujex Heoaroapajyhe rexuuuke cneuudukaumje: nonyhene cy
»Karcyje® a zaxtjesase cy ,,rabnere.*

[Tonyhau ,,Farmalogist Allbix* n1.0.0. Bujesbuna, nocTaBuo je nonyay 3a notose: 2 u 12.

[Tonyna nonyhaua ,,Farmalogist Allbix* n.0.0. bujessuna, Huje npuxsarbyuBa U Hehie ce Y3UMATH Y
Jajbe pasMaTparhbe 3a cBe nonyhieHe joroee (2 u 12), npema cribenehem:

[Tonyhau Huje nonyH1o nocbeamwy konony y Obpacity 3a uujeny nonysae, Anekc 2 (bpoj crpanuue
pjewera o perucrpauuju sujeka, CPP/COA), vy nonyau,

3a sior 2 nonyhau je nonyauo nujex Heoproapajyhie TexHuuke crieurdukauuje: y NoHyaH Huje
HaBEJEeHa ,,jaulHa™ nujeka (3axrjesaHo je ,,500 mg*).

Ha ocHOBY nperxoaHo HaBeAEHOr Te npema KpUTEpHjyMy: ,,eKOHOMCKH HajrloBOJ/bHMja MoHyja (ca

NOAKPUTEPHjyMHUMa: LUKjeHa — 95% u pok nnahama n3paxeH y 6pojy naxa — 5%), u3BpLIEHO je paHrHpare
noHyja:

Jlor 4, A12BAOI, Kalijum-hlorid, tablete za oralni rastvor, 500 mg, tableta

Omoranua ca
o N TOHY0M Houyhen yl\'yllll‘d . T Pok
[’p().l P(‘l“".“ HCRPABHO PErHCTpOBAR u“jc“a Il()") b l]Jl:lh‘dlbﬂ y}\ny"a“
HPOTOKOJIA opoj Hains saTsopena aujer enn . )
i i - . saneanher: o noHyae H3paxen y opoj Paur
YrOBOpHOI | oMoTHHUE nonyhaua (3aneuahiena (rauka ) nonye .
. et 432,atyu | Oe3 IIJAB- " Opojy 6oaoBa
oprana nonyae N T
HOTHHCARA; al) a aHa
nal/ne)
“dapmasura”
117-23- 1.0.0
- < 1 e a a 1260 He 100 1
5839-5/22 Borouha- Jte A 60
Capajeso
Jlor 10, MO1ABOS Diklofenak supozitorije 12,5 mg komad
Osormua ca
. - HOBYHOM lonyhen Yrynua . : Pox
[)po.' l "Jl"." HCIIPABHO perscrposan u"jc"a 1[0“) b “”ahﬂlba YKVIIZHI
HpOTOK0JIA opoj Hazus 3aTBOpeHA anjer eHN o ,
. b . sanesahen: e 1ouyae H3paKen y 6poj Paunr
YIOBOPHOT | OMOTHHIIE nonyhaua (aneualiena (Tauka 6es TUIB nonyc Gnoiv Goona
oprana nouyae N 43.2,al)u : : T pojy Ji
NOTHHCARA; al) a nana
aafue)
“dapmasura’”
117-23- JL0.0
< 1 T a a 20,1 He
5839-5/22 Borouha- e Jla 60 100 !
Capajeso
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3a80g4 32 pusnKanuy
MCAMUMHY 1 pexabuauTtauujy

Ap Mupocaas 3omosguh

Jlor 12, MOTAEOT Ibuprofen film-tablete ili granule 600 mg tableta/ kesica

OnorHuua ca
7 rons P Pyye
. . > HOHYAOM Houyhen ¥ Kynua - , Pox
bpoj I e uenpasio pericTponan unjena Houyh naahawa | Ykynan
HPOTOKOA opoj Hazusp TBOpena Amjex nonye eun M DACH Y ’6 oi Paur
YUOBOPHOT | OMOTHIfHE nouyhaua (aneuahena (Tasika Rk nomnyc paazen y poj
oprana oy i 43.2.,ah)yu | Oe3 TLIB- T Gpojy 6oa0Ba
p \ HOTRHCANA;S al) a aana
aa/ne)
“(dapmasura”
117-23- J1.0.0.
5839-5/22 ! Borouha- Mla HAa 1560 He 60 !
Capajeno

[Ipema paHr AMCTH U KPUTEPHjyMy 3a BpeJHOBaH:¢ NMOHYa: ,,HajHIDKA LIH]jeHa TEXHUUKH 3a/10B0JbaBajylie
nonyne*, Komucuja je npeanoxkunna YrosopHOM Oprany ja cadiHi OJJIyKy O JOJjeNu Yrosopa, nonyhauy
HABEJIEHOM Y uiany I, Kao npBoniacupaHoM, ay ckiafy ca unaHom 72. 3akoHa o jaBHMM HabaBkama U 36.

[TpaBuinuka, 3a NOTOBE (Ca YKYNHOM LHjeHOM 6e3 1N1B-a):

4  “dapmaputa“ p.0.0. Borouha-Capajeso 1260,00
10 “Papmasura“ 1.0.0. Borowha-Capajeso 20,10
12 “dapmasuta“ p.0.0. Borowha-Capajeso 1560,00
YkynHo y KM, 6e3 nag-a 2840,10 3322,92

Komucuja je xoncratosana aa usabpany nonyhau Huje 10cTaBuo yBjepetsa (10KasHa JOKYMEHTa), KOjoM
JIoKasyje UCMyHaBambe TPAKEHUX YCIOBa, Te je JyxaH WCTe JOCTAaBUTH y POKy A0 neT (5) JaHa oj JaHa
3anpumatba ojutyke o u30opy HajnososbHHjer nonyhaya (y cknany ca Taukom 4.1.5 npeamerne Tenaepcke

JOKyMeHTauuje), a npema wiany 45. 3axoHa o japHuM HabaBkaMa..

Hupexrop 3aBopa je npuxpatuo mnpenopyky Komuchje M Ha OCHOBY M3/0XKEHOr OAJYYMO Ko y

JAHCIO3UTHBY OJJIYKE.

[NOYKA O ITPABHOM JIMJEKY:

ITpoTtus oBe oanyke, nonyhauu umajy npaso xanbe y poxy ox aecer (10) nana o nana npujema mcre, y

cknany ca unadoMm 101. crag (1) 3akoHa o jaBHMM HabaBkama.

Jdupekrop
Tlpum. ap med. sci. l'opan Tanuh
Cneu. oprone €a TpayMaToJIor1joM
¢4 TPha
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