3asog 3a dusukanuy
MeAMUKHY 1 pexabuantauujy
Ap Mupocaas 3omosuh

bpoj: ]27-23—5839—~%/22

llaHa:Z 1 U6 2007ronune

Ha ocnosy unana 70. 3akona o jaBHuM HabGaBkama bBocHe u Xepuerosuue (“Cnyx0Genu rnacuuk buX,”
Opoj: 39/14), unana 33. Ipaunnuka 3aBoaa 3a (pU3NKANHY MEAULHHY H pexabuinrtaunjy ,,Jip Mupocnas
3otouh™ (y mamem Tekcty: 3aBox) M unana 29. Craryra 3aBoja, T¢ 3anucHuka o paay Komucuje 3a
HabaBKy HaKOH W3BPLIEHOr OTBapaba MOHY /4, 10 OTBOPEHOM MOCTYIKY jaBHe HaGaBke: ,,Jlujexosu 1/22",
6poj: 127-23-5839-15/22, on 10.06.2022. roause, aupekTop 3aBoza JOHOCH:

OJIYKY
o u3bopy HajnoBoJbHHUjer nonyhava no OTBOPEHOM NOCTYNKY jaBHe HabaBske:
»JlnjexoBy 1/22¢,
3a 10T: 19

I
IlpuxsaTa ce npenopyka Komucuje 3a jaBHy HabaBKy M YroBop o jaBHOj HaGaBuu poGe no OTBOPEHOM
nocTynky jaBHe Habaske ,,JIujexoBu /22 ", nonjemyje ce nonyhauy: ,,Phoenix Pharma” x.0.0. bujessuna,
noHyaa sanpumibeda noj 6pojem: 117-23-5839-8/22, nama 24.05.2022. ropuHe, Kao HajNoOBOJLHUjEM
nounyhauy npema KpMTEpHjyMy: ,,6KOHOMCKH HAjOBOJbHM]jA MOHYAa (Ca OAKpHTEPHjyMUMa: LHjeHa — 95%
u pok nnahatba uzpaxeH y 6pojy naHa — 5%)“, y ykynsom usnocy o 106,40 KM Ge3 nas-a, 0aHOCHO,
124,49 KM ca naBs-oM.

II
M3abpanu nonyhau gocraBuo je yBjepema (I0ka3zHa JOKYMEHTa), KOjUMa JIOKa3yje HCMYhaBarbe TPAKEHHX
ycniopa npema unany 45. 3akoHa o jaBHHUM HaOaBxama, Te ce ociobalja HaKHaAHOT JOCTaB/LAHE MCTHX Y
ckilafy ca taukom 4.1.5 npeamerse Tenaepcke Joky MeHTallUje.

I
Osa oanyka Ouhe objaBibeHa Ha MHTEpHET CTpaHMuUM 3aBojma (www.zotovicbl.com), ucrospemeno ca
ynyfupameM noHyhauuma Koju Cy yUecTBOBaJIM y NOCTYNKY jaBHe HabaBKe, a y ckiaay ca ynanom 70., cTas.
6., 3aKoHa o jaBHHM HabaBKkama.

Oopasioxemne

Ha ochoBy Onnyke 0 nokperasy nocTyIrka jagHe Habaske, 6poj: 127-23-5839-1/22 op 28.04.2022. roamune,
nokpenyT je OTBopeHu noctynak japHe HabaBke: ,,JlujexoBu 1/22°, npoujemwene Bpujearoctu: 181.000,00
KM 6e3 nj1B-a, OJHOCHO 110 JIOTY:
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3aB0g 3a GUsMKanHy
MEAMUMHY U1 DexabuauTauujy
Ap Mupocaas 3omoguh

Jlor | ATC xon Haszus nl?ls/luﬁfsp::fx eBIf'ay
1 | AO7TDAO3 | Loperamid 950,00
2 1 AO7TFAQ02 | Saccharomyces boulardii 6.300,00
3 | AI1THA31 | Kalcijum-pantotenat 300,00
4 | AI2BAOI Kalijum-hlorid 1.000,00
51 A16AX01 | Alfa-lipoinska kiselina 90.000,00
6 | COICAOQ!1 | Etilefrin 56.000,00
7 | JOICEO2 Fenoksimetilpenicilin 370,00
8 1 JOIDCO02 Cefuroksim 500,00
9 1 JOIXEO!L Nitrofurantoin 3.050,00

10 | MOTABOS | Diklofenak 20,00
1T | MOTACO6 | Meloksikam 300,00
12 | MOTAEQO! | Ibuprofen 1.600,00
13 | MO2AAIS | Diklofenak 12.650,00
14 | MO2AAI15 | Diklofenak 750,00
15 | MO3BX05 | Tiokolhikozid 900,00
16 | MOSBAO6 | Ibandronska kiselina 1.600,00
17 | NO3AX16 | Pregabalin 80,00
18 | NO3AX16 | Pregabalin 1.050,00
19 | NO3AX16 | Pregabalin 100,00
20 | NO4BAO2 | Benzerazid, levodopa 500,00
21 | NO6AX21 | Duloksetin 550,00
22 | NOGAX2! | Duloksetin 250,00
23 | NO6BX03 | Piracetam 800,00
24 | ROIAAOS5 | Oksimetazolin 160,00
25 | RO3DA05S | Aminofilin 900,00
26 |/ Riblje ulje 160,00
A R
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3asog 3a dusmkanuy
aMeauunty 1 pexabuantauujy
Ap Mupocnas 3omoeuh

Y cibeneho] tabenn, napeaenu cy nonyhauu uuja je BpujeAHOCT NOHY e (MO JIOTY), BULIE O NPOL|jeHeHE
BpHjeHOCTH YTrOoBOPHOr oprana (Mo J0Ty; Noc/bejitba KouoHa):

[MTonyhena Cyma H3Hoca

IMonyhau Jlor | ATl kon Hazus nujexa i:?’:;g;”i i:_l r;[[)):;gﬂr.l’pﬁoelz.

a nas-ay KM
dapmasuTa 4 | A12BAO1 | Kalijum-hlorid 1260,00 260,00
dapmasuTa 10 | MO1ABOS | Diklofenak 20,10 0,10
dapmasuTa 19 | NO3AX16 | Pregabalin 196,00 96,00
HuTepnpomer 26 |/ Riblje ulje 690,00 530,00
Phoenix Pharma 4 | AI2BAOI | Kalijum-hlorid 1200,00 200,00
Phoenix Pharma 9 | JOIXEQ] | Nitrofurantoin 3150,00 100,00
Phoenix Pharma 18 | NO3AX16 | Pregabalin 1085,00 35,00
Phoenix Pharma 19 | NO3AXI6 | Pregabalin 106,40 6,40

Kowmucuja 3a criposoljerme npeamerHe Habaske, popmupaHa Pjewermem, 127-23-5839-4/21 on 03.05.2022.
rO/HE, U3BPLIMTIA je OTBAParbE, OLjeHYy W Mperie] NPUCTHIINX MOHYJA Te CAuWHWia 3anHCHHK O pajy
KOMHCH]€ HaKOH U3BPILEHOT OTBapaka NOHY 1A, KOjH je cacTaBHu A1o oBe OJUIyKe H Y KOjeM je KOHCTAaToBasna
cenelie:

Honyaa nonyhaua, 3a anor:
bpoj nporoxona . )
)pyjrm[:opulmf l Hasus nonyhaua bpoj aota na ieone monyhas
. yuecrByje
oprana
”7—??2_;839' “dapmasuTa® 1.0.0. Boromha-Capajeso 1,4,10,12,18u 19
117-23-5839- Tt et .
622 Licentis” n.0.0. Capajeso 6123

1 17-3?2‘3839- “Unrepnpomer™ n.0.0. Horu 'pan 2,5,13,14,18,20 u 26

] 17-2?2';839" »Phoenix Pharma” n.0.0. bujesbuna 2,4,9,13,18 1 19

! 17%?2_2839_ »~Farmalogist Allbix*“ a.0.0. Bujemsuna 2ul12

Hana 08.06.2022. roaunne, nonyhaunma ,,Muteprnpomer a.0.0. Hosu I'pag u ,,Phoenix Pharma” g.0.0.
bujessuna, ynyhen je 3axTjes 3a nojallbetbe HENPHPOAHO HUCKE LiMjeHe NoHy e, 3a jotose 18 u 19,y
CKJIaJy ca 4jaHoM 66. 3akoHa o japHMM HaOaBkama W unaHoM 17. YnyTcTBa 3a npunpeMy Mojaena
TeHJepcKe JOKyMEHTaLlje ¥ NoHyaa, Tauka 7. (Ciyx6enu rnaciuk buX, 6poj: 90/14).

Hana, 09.06.2022. roause 1 10.06.2022. roauune, nonyhauu ,Uureprnipomer” n.0.0. Hosu I'pag u
,»Phoenix Pharma” n.0.0. bujesbrna, 10CTaBHIIN Cy NPUXBAT/LUBO 00PA3IOKEHHE HENPUPOAHO HHUCKE
LMjCHE MOHYAe, ¥ OCTABILEHOM POKY.
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3a804 338 PusMKanuy
MeaMumHy 1 pexabuantayujy
Ap Mupocaae 3omoguh

SR,
Obpa3znoxema HeNPHPOAHO HUCKE LiHjeHe MoHy e, noxyhada ,Uurtepnpomers n.0.0. Hosu I'paa u
,»Phoenix Pharma” 1.0.0. bujesbrHa, cacTaBHU Cy JHO OBOT 3aMHCHHUKA.

[lonyhau “dapmabura“ 1.0.0. Borouhia-Capajeso, noctaBno je nouyay 3a norose: 1, 4, 10, 12, 18
u 19. lMonyna nonyhaua ucnywasa GopMaiHo NpaBHe, EKOHOMCKE U TEXHHUKE YCIOBE, OJHOCHO
3aXTjeBe YroBOPHOI OpraHa, OJiHOCHO, [IOHY/1a je NPHXBAT/LHBA 32 YFOBOPHU OpraH M Moxe GHTH
NpefMEeT BpeAHOBama npema yTBpheHuM kpurepujyma Oobasjewiterba 0 HabaBuu, OJHOCHO
Tenpepckom gokymMeHTaunjom, 3a gortore: 4, 10, 12, 18 1 19.

3a npeocranu noT 1, NoHY/A HUje MPUXBAT/LUBA U Hehie ce y3WMaTH y Jlajbe pazMaTpame, npema
crbeseheM:

3a notr I, nonyhau je noHyano nujex Heoxrosapajyhe texuuuke creuudukanuje: nouyheue c
3
»KancyJje a 3axtjeBane cy ,,rabnere.*

Honyhau ,,Phoenix Pharma” 1.0.0. Bujessuna, joctasuo je nowyny 3a norose: 2, 4, 9, 13, 18 u 19.
[Tonyna nonyhaua nenymwasa opManHo NpaBHe, eKOHOMCKE H TEXHHUKE YCIOBE, OHOCHO 3aXTjeBe
YroBopHor oprata, 0AHOCHO, IOHY/1a je NPUXBAT/bIBA 32 YTOBOPHH OpraH u MO)e OUTH Mpeamer
BpeAHOBawa Ipema yTBphennm kputepujyma Obagjewirera 0 HabaBuu, oaHOCHO TewaepckoM
JOKyMeHTaumjoM, 3a jgoTtose: 2, 13, 18 u 19.

3a ot 4, nouyaa nonyhaua nehe ce ysumaru y jaspe pasmarparbe, npema cibesnehem IMonyhau je
nocrasuo konujy Pjewerma o perucrpaunji nujexa, cynpotHo 3axtjeBuma nponucanum TI 4.3.2.,
cras al), Tennepcke goxymenraiuje, te Huje gocrasuo ,,CPP” unu ,,COA.”

3a sior 9. noHyja nonyhaua Hehe ce ysumarn y gasbe pasmarpatbe, npema cibesiehem: Iouyhau je
MOHY INO HEPErHCTPOBAH JIMjeK, 3axTjeBan Taukom 4.3.2., crag al) i a2), Tenpepcke nokyMeHTalHje
— HHje A0CTaBKO pjetuetbe 0 pernctpanujn aujeka AJIMBbuX u uuje gocrasmno ,,CPP wu ,COA.”

Ha ocHOBY NpeTXOAHO HaBENEHOr Te Mnpema KPHTEPHjyMy: ,,eKOHOMCKM HajllOBOJbHMja MOHyja (ca
MOIKPHTEPHjyMHMA: LiHjeHa — 95% n pok nnahama n3paxet y 6pojy aana — 5%)“, H3BPLIEHO je paHrupate

TMOoHyAa:

Jor 19, NO3AX16 Pregabalin kapsule 150 mg kapsula

Pox
Epoi e 0“:"(’):";"::‘:‘““ Tlouyhen Ykynna ony | M1aham
po) H nen )';l!lll() perucrponan uujcua . y a YI\‘ylmll
POTOKOJIA opoj Hasus pe aujer henn . .
yrosopior | osorime nonyhasa saTBOpena (rasga nonyje nonye | M3pame opoj Paur
D 3 TP P 1) “ < -3 ¢
‘ p \ (3aneuahena nan 432, 1) n Ge3 T1IB- Y Hy 6o0Ba
opraia nonyjae norpycan:; a2) ) T G c. ,
anlue) A a pojy
AaHa
117-23- “dapmasura”
- I .0.0. Bor a- a : ¢ e 5 2
5839-5/22 n.0.0. Bo outha Jle Ha 196 He 60 56,57
Capajeso
Phoenix
117-23- 4 Phérma” 0.0 Jla Jla 106.4 He 60 100 1
5839-8/22 cria 0.0, ¢ : ¢
bujesnuna
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- 3aB04 3a PUIKKANHY
sMeanyriy u pexabuantayumjy
Ap Mupocaas 3omosuh

RS,

Ilpema pakr nucTu u KpuTEpHjyMy 3a BPCAHOBaAE MOHYAA: ,,HAJHIIKA LMjeHA TEXHHYKH 3a10BoJbaBajyhe
nonyne®, Komucuja je npepsioskuia YroBopHOM Oprady jia cainHu ojulyky o JOAjellH YroBopa, novyhauy
HABEICHOM Yy uJaHy [, Kao npBoniacHpaHoM, ay cklajly ca uiaHoM 72. 3aKoHa o jaBHUM HabaBkama u 36.
[IpaBunnuka, 3a n1oToBe (ca yKYMHOM LIHjeHOM 6€3 M1B-a):

19 ,»Phoenix Pharma” n.0.0. Bujesbuna 106,40

YkynHo y KM, 6e3 nas-a 106,40 124,49

Komucuja je koncratosana na je nzabpanu nownyhay nocrtasuo ysjepersa (1okasHa JOKYMEHTA), KOjuMa
AOKa3yje ncnywasame TPAKEHHX YCI0Ba NpeMa wiany 45. 3akoHa o jaBium HabaBkama, Te ce ociobala
HAKHAIHOT 10CTaBJbakhe HCTHX Y CKAaty ca Taukom 4.1.5 npeamerne Tenaepcke nokyMeHTaLuje.

Hnpexrop 3asona je npuxsatio npenopyky Komuchje M Ha OCHOBY H3JIOXEHOF OMIYYHO Kao y
JUCTIO3UTUBY OJIyKE.

[TOYKA O ITPABHOM JIMJEKY:
Iporue ose oanyke, nonyhaun umajy npaso xanbe y poxy on aecer (10) gana oa nasa npujeMa ucre, y
cknaay ca unaHoM 101. ctas (1) 3axkona o jaBHiM HabGaBkama.

’ Jupexrop
- Ilpum. ap med. sci. lopau Tanuh
Cnell. opTon uj)e" Ca TPayMaroJIorHjom

/ @ty o .
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