3asopn 3a Gusukanuy
MeAMUMHY 1 pexabunntauujy
Ap Mupocnas 3omosuh

...
Bpoj: 127-23-5839- 18 /22

Hana: 9 4 Jronute

Ha ocHosy unana 70. 3akona o jaBHuM HabaBkama bocHe n Xepuerosuue (“Cnyx6enn rnacunk buX,”
Opoj: 39/14), unana 33. INpapununka 3aBosia 3a GU3NKaIHY MEAHLMHY U pexabunuTtauujy ,,Jp Mupocnas
3otouh® (y masem Tekcty: 3aBon) u unana 29. Craryrta 3aBosa, Te 3anuchuka o paay Komucuje 3a
HabaBKy HaKOH W3BPLIEHOr OTBapakba MOHY 1, M0 OTBOPEHOM TOCTYNKY jaBHe Habaske: , JIlujexoru 1/22",
Opoj: 127-23-5839-15/22, on 10.06.2022. roaute, apektop 3aBoja 10HOCH:

OJJIYKY
o u3bopy HajnoBosbHHjer noHyhaua no OTBOPEHOM NOCTYIIKY jaBHe HabaBKe:
LwJlujexoBu 1/22¢,
3a nortome: 2, 5, 14, 18 u 20

1
Ilpuxsara ce npenopyka Komucuje 3a jaBHy HabaBKy M yroBop o jaBHoOj HabaBLu poGe 10 OTBOPEHOM
NOCTYnKy jaBHe HabaBke ,,Jlujexosu 1/22 ", nogjemyje ce nonyhauy: “Murepnpomer* p.0.0. Hosu I'paa,
noHyjaa 3anpumibeHa noa Opojem: 117-23-5839-7/22, nana 24.05.2022. roauue, Kao HajnoBOJLHH]EM
nonyhauy npema kpuTepujymy: ,,6KOHOMCKH HajlioBOJbHI]ja MOHY A (Ca NOAKPUTEPHjyMHMa: uMjeHa — 95%
1 pok riahamwa uzpaxeH y 0pojy nana — 5%)“, y ykymniom uznocy oa 97040,00 KM 6e3 nas-a, 0fHOCHO,
113536,80 KM ca nas-om.

II
M3zabpann nonyhau noctasuo je ysjepera (10Kka3Ha JOKyMEHTa), KOjuMa JoKasyje UCIybaBatbe TPaKEHHX
ycnosa npema unany 45. 3akoHa o jaBHMM HabaBkama, Te ce ocnobalja HaKHaJHOT 10CTaB/bAlE HCTHX Y
cknany ca taukom 4.1.5 npeamerne TeHaepcke 10Ky MeHTallKje.

I
Osa oanyka 6uhe objaB/beHa Ha HHTEpHET crpaHuuM 3aBoja (www.zotovicbl.com), ucroBpemeHo ca
ynyhusamem nonyhaunma koju Cy yuecTBOBaIM Y MOCTYIIKY jaBHe HabaBKe, ay cknagy ca unanom 70., cTaB.
6., 3aKOHa 0 jaBHUM HabaBKama.

O6pa3znoxeme

Ha ocHoBy Oanyke 0 nokperamwy nocTynka jaBye Habaske, 6poj: 127-23-5839-1/22 on 28.04.2022. roaune,
nokpeHyT je OTBOpeHu noctynak jaBHe Habaske: ,,Jlujekosu 1/22, npoujemene Bpujeanoctu: 181.000,00
KM 6e3 naB-a, 0AHOCHO 1O JIOTY:
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33BOA 30 GHBHKAINY MEy

3a804

3a Ppusuranty

MeaMumHy v pexabuaurauuy
Ap Mupocaas 3omoguh

Jlor | ATC kon Hazus nlg131u6:3p:31 exi.ay
1 | AO7TDAO3 | Loperamid 950,00
2 | AO7FA02 | Saccharomyces boulardii 6.300,00
3 | AITHA31 | Kalcijum-pantotenat 300,00
4 | AI2ZBAOI Kalijum-hlorid 1.000,00
5 | AI6AX01 | Alfa-lipoinska kiselina 90.000,00
6 | COICAO1 | Etilefrin 56.000,00
7 | JOICEOD2 Fenoksimetilpenicilin 370,00
81 J01DCO2 Cefuroksim 500,00
9 | JOIXEO! Nitrofurantoin 3.050,00

10 | MOTABOS | Diklofenak 20,00
11| MOIACO6 | Meloksikam 300,00
12 | MOTAEOL | Ibuprofen 1.600,00
13 | MO2AA15 | Diklofenak 12.650,00
14 | M02AA15 | Diklofenak 750,00
15 | MO3BX05 | Tiokolhikozid 900,00
16 | MOSBAOG | Ibandronska kiselina 1.600,00
17 | NO3AXI16 | Pregabalin 80.00
18 | NO3AX16 | Pregabalin 1.050,00
19 | NO3AX16 | Pregabalin 100,00
20 | NO4BAO2 | Benzerazid, levodopa 500,00
21 | NOGAX21 | Duloksetin 550,00
22 | NOGAX21 | Duloksetin 250,00
23 | NO6BX03 | Piracetam 800,00
24 | ROTAAO5 | Oksimetazolin 160,00
25 1 RO3DAOS5 | Aminofilin 900,00
26 |/ Riblje ulje 160,00
A
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3as804 3a Puauxanuy
MeAMUMHY 1 pexabuantauujy

Ap Mupocaas 3omosguh

B ..

Y cibenehoj Tabenn, napeaenu cy nowylhaun unja je BpujeHocT nouyse (Mo JoTy), BUIlE O/ NpolijereHe
BPHJEAHOCTH YTrOBOPHOr opraHa (I10 JIoTy; NoCsbe/itba KOJIOHA):

Tonyhena Cyma usHoca

INonyhau Jlor | ATl kon Hasus nujexa z Ké;?%;“g};ﬁ l;';)i:;gﬂ‘?’pgg'

a nas-a y KM
dapmasuTa 4 | AI2BAO1 | Kalijum-hlorid 1260,00 260,00
dapmasnTa 10 | MO1ABOS | Diklofenak 20,10 0.10
dapmasuTa 19 | NO3AX16 | Pregabalin 196,00 96,00
Wureprnipomer 26/ Riblje ulje 690,00 530,00
Phoenix Pharma 4 | A12BAO1 | Kalijum-hlorid 1200,00 200,00
Phoenix Pharma 9 | JOIXEOI Nitrofurantoin 3150,00 100,00
Phoenix Pharma 18 | NO3AXI16 | Pregabalin 1085,00 35,00
Phoenix Pharma 19 | NO3AX16 | Pregabalin 106,40 6,40

Komucuja 3a cripoBolhewe npeamerte Habaske, Gopmupana Pjewerem, 127-23-5839-4/21 o 03.05.2022.
TOIMHE, U3BPLIMIA je OTBapae, OLjeHy W Mperniel NPHCTHUININX MOHYAA Te CAunHUNA 3alUCHUK O pajy
KOMHCH]j€ HAaKOH H3BPLICHOT OTBapar-a NOHY 14, KOj1 je cactaBuu auo ose OJJIyKe 1 y KOjeM je KOHCTaToBaNa
cbenehe:

[Tonyna nonyhaua, 3a jor:
bpoj nporoxona Boi nota .
Yrosopuor Hasus nonyhaua >po) aoTa na _lfOM.c nouyhas
yuecrnyje
opraua
! 17-??2.2839- “Mapmasurta” 1.0.0. Borowha-Capajeso 1,4,10,12,18 u 19
117-23-5839- «r s - .
6/22 Licentis” n.0.0. Capajero 6u23
1 17%32_2839_ “Uurepripomer™ n.0.0. Hosu I'pan 2,5,13,14,18,20 u 26
! 17_;?2_3839- »Phoenix Pharma” n.0.0. bujessuna 2,4,9,13,18 u 19
! 17—5}7’;839— ~Farmalogist Allbix‘ n.0.0. bujessuna 2ul2

Hana 08.06.2022. ronuse, nonyhaunma ,,Murepnpomer n.0.0. Hosu I'pag u ,,Phoenix Pharma” n.0.0.
bujemnna, ynyhen je 3axtjes 3a nojaimer-e HENMPUPOAHO HUCKE LiMjeHe ToHY e, 3a noToBe 18 u 19,y
CKaamy ca unaHom 66. 3akoHa O jaBHMM HabaBkaMa M uiaHoM 17. YNyTcTBa 3a npunpemy Mojena
TeHJIepcKe AOKyMeHTauuje 1 nonyna, rauka 7. (Cnyx6enu rnaciuk buX, 6poj: 90/14).

Hana, 09.06.2022. roaune u 10.06.2022. roaune, nouyhaun ,Hurepnpomer” n.0.0. Hosu I'pan u
»Phoenix Pharma” n.0.0. bujesbiina, 10CTaBUAH CY MPUXBAT/BUBO OOPA3NOKEHE HETIPUPOIHO HUCKE
LMjeHe NMoHYJIe, Y OCTAB/bEHOM POKY.
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3aB0g 3a PuInKanny
MeauurHy 1 pexabuanrauujy
Ap Mupocaae 3omoguh

-
Obpasnoxer-a HENPUPOAHO HUCKE LinjeHe MoHy e, nonyhaua ,,Mureprnpomer™ n.0.0. Hon pan u
,»Phoenix Pharma” j1.0.0. Bujesbina, cactaBuu cy 1O OBOT 3aIHCHUKA.

Ionyhay “dapmasura“ 1.0.0. Borowha-Capajeso, nocrasuo je nowyay 3a norose: 1, 4, 10, 12, 18
n 19. Tlonyna nonyhaua ucnymapa GpopManHo npaBHe, EKOHOMCKE H TEXHHUKE YCJIOBE, OAHOCHO
3axTjeBe YTOBOPHOT Oprana, OHOCHO, MOHyY/a je NIPHXBAT/LUBA 32 YTOBOPHH OPraH H MOXe GUTH
npeaMeT BpeAHOBaka fpeMa yTBphennm kputepujyma Ofapjewirersa 0 HabaBL, OJHOCHO
Tenpepckom gokymenTanmjom, sa sorose: 4, 10, 12. 18 1 19.

3a npeoctanu JIOT 1, noHyja Huje npuxBaT/bHBa H Helie ce y3UMaTu y Jlajbe pasmatpame, fpema
cibenchem:

3a siot 1, nonyhau je nowynno smujex Heozarosapajylie texnuuke cneuuduxauuje: nonyheue cy
Lkarcyne® a 3axtjeBaHe cy ,,rabnere.*

Honyhau “Unrepnpomer™ a.0.0. Hosu I'pan, nocrasuo je nonyay 3a notose: 2, 5, 13, 14, 18, 20
26. Ilonypna nonyhaua ucrymwapa (popManHO MpaBHE, EKOHOMCKE W TEXHHYKE YCIIOBE, OAHOCHO
3axTjeBe YTOBOPHOT Oprana, O{HOCHO, MOHY/Ia je NPUXBAT/bUBA 32 YTOBOPHH OpPraH i MOXKe GHTH
MpeAMeT BpeAHOBawa Ipema yTBplieHum Kputepujyma OOaBjeliterba O HabaBLUH, OJHOCHO
Tenaepckom goxymeHTauujom, 3a gorose: 2, 5, 13. 14, 18 u 20.

3a npeocrany 10T 26, NOHY/IA HHje NPUXBaT/bHBa M Hehe ce Y3MMaTH Y lajbe pasMaTparbe, npemMa
cipenehem:

3a jor 26, notyhau je nonyauo nujex HeoArosapajylie TexHuuke creunduKalmje: y noHyan Huje
HaBelleHa ,jaunHa” nujexa (3axrjeBaHo je ,,250 mg/g*).

3a not 26, nonyhau je MoHyAMO HeperucTpoBaH JHjek, 3axTjesaH Taukom 4.3.2., cras al) u a2),
Tenpepcke noxymentaumje (nocrassbet je ,,COA” Ge3 poka Baxerba).

[Tonyhau ,,Phoenix Pharma” n.0.0. Bujessuna, goctasuo je nonyny 3a norose: 2, 4, 9, 13, 18 u 19.
ITonyna nonyljaua nenymasa popmano npaBHe, eKOHOMCKE 1 TEXHHYKE YCIIOBE, OJHOCHO 3aXTjeBe
YroBOpHOI Oprasa, 0IHOCHO, TIOHY 1A je MPUXBAT/bIBA 32 YTOBOPHU OPraH H MOxe GHTH npeamer
Bpe/lHOBaka npema yTBpheHum kputepujyma Obasjewtersa 0 HaGaBuu, ofHOCHO TeHaepckoMm
JOKYMEHTaLujoM, 3a jotose: 2, 13, 18 1 19.

3a sior 4, noHyja nonylhaua Helie ce y3umaTH y fasbe pazMarpambe, npema cbenehem [Tonyhau je
AoctaBro konujy Pjeiema o peructpauuji nujeka, CynpoTHo 3axTjeBuMa npornucanum TJ1 4.3.2.,
cras al), Tengepcke gokyMenTauuje, Te Hije nocrasuo ,,CPP” unu ,,COA.”

3a nior 9, nomyjia nonyhaua nehe ce ysumatu y name pasmarpatse, npema cienehiem: lonyhay je
TIOHY IMO HEPETHCTPOBAH JlHjek, 3axTjeBaH Taukom 4.3.2.,, craB al) u a2), Tenaepcke JOKyMeHTaLHje
— HHje 0CTaBHO pjelere 0 perucTpauuji jujeka AJIMBuX u uuje gocrasuo ,,CPP uin ,,COA.”

[Monyhau ,,Farmalogist Allbix* 1.0.0. Bujesbuna, noctaBuo je nonyay 3a norose: 2 u 12,

[lonyna nonyhaua ,,Farmalogist Allbix“ 1.0.0. Bujesbuna, Huje npuxBaT/blBa 1 Hehe ce Y3UMaTH v
Jasbe pasmarpatbe 3a cBe noHyliene sorose (2 u 12), npema cmeaehem:

[onyhay uuje nonyumno nocibeamy konony y O6pacuy 3a uujeny nounyue, Anexc 2 (Bpoj cTpasuue
pjelera 0 perucrpauuju amjeka, CPP/COA), y noHyau.

3a niot 2 nowyhay je nonyauo nujex Heoarosapajyhe Texuuuke creundukaiuje: y noHyan HHje
HaBeJleHa ,,jaunHa’ nujeka (3axtjesato je ,,500 mg*).
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3a804 33 PUsMKaNHy
MCAMUMHY 1 pexabuantaumjy
Ap Mupocaas 3omosuh

Ha ocHoBy nperxopno HapeieHOr Te npema KPHUTEpHjyMy: ,,cKOHOMCKH HajloBOJbHMja nonyaa (ca
MOAKPUTEPHjyMUMA: LMjena — 95% 1 pok nnahawa uapakeH y 6pojy aana — 5%)%, H3BpLIEHO j& paHrHpambe

[MoHyaa:

Jlor 2, AO7FAQ2 Saccharomyces boulardii kapsule 500 mg kapsula

Osmornnua
Bpoi Pemi €a NoHy0M TMonyhen )’Kymm Poxk
’p ;' . ! . . HERpano peructponan HijeHa . miiahama Viynan
npoToKo/Ia Gpoj Hazus JATBOPCHA | jex (rauka | [IOHY/AE Honyheun HIPAKCH ¥ opoj Paur
YPCOBOPHOI | OMOTHIIIC nounyhaua Ganeuahicna ’4.3.2., a‘l)u‘ 6:; nonycr 2‘ 0jy . 601[1’()3;-1 )
oprauna nomuy/e i a2) e PO ‘
BOTHISCAHR; I/AB-a naHa
nalue)
17-23 “Hureprnpomer
5839 7}22 3 11.0.0. Hosu Jla Jla 5040 He 60 100 1
)l I'pan
117-23 JPhoenix
5839-8/22 4 Pharma™ n.0.0. Ja Jla 5250 He 60 96.2 5
) bujessuna
Jlor 5, A16AX01 Alfa-lipoinska kiselina koncentrat za rastvor za infuziju 600 mg ampula
Omoruisua
-~ . i IOHYX0M " YKymla Pox
bpoj Peaun Henpanno l?m"‘hc" wijena naahamwa | Ykynan
o . 1. ) perscTposan ) ‘he y > YKy
NPOTOKONA Gpoj Ha3ns saTwopen | oMYA Honyhenn WIDAE v Gnoi Panr
YFOBOPHOT | OMOTHHIE nonyhaua Ganeuahena | "5, L 6c)'; HONycr [()) oiv y 60503;3
oprana nouyie jm a2) e POJy ‘
noTHHcana; TIH1B-a AAHA
nalue)
117-23 “Unrepnpomer™
5839.7/22 3 51.0.0. Hosu Na Jla 90000 He 60 100 1
I"pan
Jlor 14, MO2AALS, Diklofenak, gel, 50 mg/g, g
Osorunna
Enoi Peann €A MOHYAOM Honyhen )’Rynua Pox
" )p0:| ; 611 . H: nenpanso pernerponan Hijena Houvk naahama | Ykynan
poroxona poj a3zng 3ATBOpEHA Nujex nomye ony l)CllIl wIpaken y Hnoi Paur
YFOBOPHOI | OMOTHHUE nonyhaua (zancuahiena (rauxa nonycr ey P J’
onrana HomyIe wan 432, al)n 6e3 6pojy Hbonosa
p 3 AOTNHCAHA; a2) TH1B-a aana
nalue)
117-23 “HMureprpomer
5839 7}22 3 1.0.0. Hou Jla Ha 720 He 60 100 1
o7 I'pan

CAaTHnoKa 1

WUPO
plgdss

L 44000TTITO002
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3aB0g 3a pusuxanny
Meanurny u pexabuautauujy
Ap Mupocaas 3omosuh

Jlor 18, NO3AX16, Pregabalin, kapsule, 75 mg, kapsula

Ostornnua '
- . €A RONYA0M - o )’Rynua Por

bpoj Pe; i ucnpasno .l.lm..'? b,t,l,l.", nijena . maahamwa | Yrynan
NPOTOKOJIA 6poj Hasus sarsopena Jl::;ljlc':](ll):n\l HomyIe Ionyhenn wspasen y 6p0] Panr
YrOBOPHOr | OMOTHHIE nouyhaua (ancuahena 432, al)u ) nonycr ) T G .

oprauna nouyje A 22) bes Bpojy onosa

pram: 3 NOTHHCAHR; ‘ IUIB-H ana
nalue)
117-23 “bapmasura’
5839 3/27 I J1.0.0. Boromha- Jla Jla 1050 He 60 81 2
- Capajeso
117-23 “Hurepnpomer™
B 3 J1.0.0. Hosu Na Na 840 He 60 100 1
339-7/22 -
5839-7/2 I'paa
117-23 Phoenix
~23~ <
. o 4 Pharma™ n.0.0. Jla Ha 1085 He 60 78.55 3

39-8/22 Ha s ,
3839-8/22 bujesbuna
JloT 20, NO4BAO2 Benzerazid, levodopa tablete 25 mg+100 mg tableta

p g £
Onmorusnua
o /107 . Yxynua Pox

~ n ¢ HOHy0M , ) «

Bpoj Pcuu.n nenpasio .I.lmj?bc". wHjena . wiahama | Yrynan
HPOTOKOJIA 6poj Hazus JaTBoOpeHa ':;'J:':'("":';:: Howye Iouyheun I pasKeH v Bnoi Panr
YIOBOPHOL | OMOTHHIE nouyhaua Ganeushena | 7 5 | ;,‘1)" (3 AOnycr 2‘ A 6 p J, :

opraua nouyae uan a2) e3 POJy yoao0sa

prz } BOTHHCAHA; ¥ 11/IB-a aaua

aalue)
117-23 “Unrepnpomer™
5839.7/22 3 11.0.0, Hoswu Ja Jla 440 He 60 100 1
rres ['pan

IIpema paHr sucTi 1 KpUTEpHjyMy 3a BpeiHOBAbE NOHYA: ,,HAJHIDKA L1MjeHa TEXHHUKH 3a10BObaBajylie
nouyne®, Komucuja je npeanoxuna YroBopHOM oprany Ja cauuHn OANyKy O A0/jelH yroBopa, noxyhauy
HaBEICHOM Y siaHy |, Kao npBonacHpaHoM, a y ckiajy ca unadom 72. 3akoHa o jaBHHM HabaBkaMma i 36.
[IpaBunnuka, 3a notose (ca yKynHom LujeHom 6e3 njis-a):

14

18

20

Ykynuo y KM, 6e3 nas-a

“Mutepnpomer™ n.0.0. Hosu ['pan
“Unrepnpomer g.0.0. Hosu 'pan
“Unrepnpomer™ 1.0.0. Hosu [pag
“Munrepnpomer™ 1.0.0. Hosu [pan

“Mntepnpomer™ 1.0.0. Hosu [pax

5040,00

90000,00

720,00

840,00

440,00

97040,00

113536,80

Komucuja je koncratoana na je nzaGpanu nowyljay 10CTaBHO yBjepera (I0KA3HA 1OKYMEHTa), KojuMa
AOKa3yje HCMythaBare TPAKEHHX yCiIoBa pema uiany 45. 3akoHa o jaBHUM HabaBkaMma, Te ce ocnobalja
HaKHAAHOr JIOCTaB/bame HCTHX Yy ckialy ca Taukom 4.1.5 npeameTHe Tennepcke gokymMenTaluje.

23
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3a80g 3a husuKanuy
rMeanumHy ¥ pexabuantauujy
Ap Mupocaas 3omosuh

Hupextop 3aBoja je npuxsatvo nperopyky KomiucHje M Ha OCHOBY H3JIOKEHOT OANYYHO KaO Y
JHUCTIO3UTHBY OJJIYKE.

MMOYKA O TIPABHOM JIMJEKY:

Ilporus ose oanyke, nonyhauu umajy npaso xanbe y poky oa secer (10) nana o1 nana npujema ucre, y
cknany ca unanom 101. cras (1) 3axona o jaBHHM HabaBkama.

JupexTop
[pum. np med. sci. l'opan Tanuh

Crieu. oprorfesije ca, TpaymMaTonornjom
fﬁé’gf C;DI‘A?"‘)
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