®OH]L 3APABCTBEHOT OCHTYPAIbA | qu%ﬂ oL
PEIIYBJHUKE CPIICKE b
Bama Jyka \‘L &V <8
Bpoj: 07/015-93-7/24
Jlatym: 18.01.2024. roaune

Ha ocHoBy unana 64. cras (1) Tauka a) u wiaHa 70. ctag (1), (2), (3) u (6) 3axkoHa o jaBHMM HabaBKama
(,,Cnyx0Oenu riaacuuk Bocue u Xepuerosune®, 6poj: 39/14 u 59/22y; IIpasunuuka o jaBHUM HabaBkama y
®oHpy 3apaBcTBeHOT ocurypama Pemybnuke Cpncke, 6poj: 02/002-5189-7/22 ox 29.12.2022. rogune u
Hcnpaske Tlpapunduka, Opoj: 02/002-3054-20/23 oa 13.07.2023. ropmHe, a Ha OCHOBY YTBpljeHe
npenopyke on crpane Komuenje 3a mpoeoljemse OTBOpEHOr MOCTYNKA jaBHe HabaBKe KOMOHHOBAHMX
aHTHTYOEepKYIOTHKE, JOHOCHM

ONJAYKA
0 u300py HajoBoJbHHjer NoHyhata

I
YroBop 3a peanuzanmjy HabaBke KOMOWHOBAHMX AHTUTYOEPKYNOTHMKA, Y OTBOPEHOM TNOCTYNKY 6poj:
07/015-5216/23, nogjemyje ce moryhauy:

»FARMALOGIST ALLBIX* n.0.0. Bujessnna

. PapMaleyTcKH jen. umjena BpHjegHOCT
Jor | AT kox HHH nijexa e Hoe3a KOJIHTHHA 63 IIB-a B3 TT7IB-a npousselja4
1 JO4AMO2 H30HUa3H, pubaMIMLIHE Tabnere 75 mg+150 mg 134.400 0,1600 2£.504,0000 Lupin Limited, Hunuja
3| Josampe | HeoumaanI, pudamnuu, Tabinere 73 mgt 150 megt 20640 0,3000 24.192,0000 | Lupin Limited, Hanuja
eTaMOYTON, THPATHHAMAL 275 mg+ 400 mg

YKYIIHO ez IJIB-a 45.696,0000

I 7.768,3200 -

YKYIIHO ca IIAB-om 53.464,3200

II
Ilonyaa noxyhaua u3 tauke [ ope Oamyke je 6una HAjIOBOJBEHU]A ¥V TIOCTYIIKY TI0 NpeIMETHO] HAabaBIM U3
pasnora wro je octeapuna Hajehn ©Opoj GomoBa no kputepujymy aAetpuHucaHoM TeHASPCKOM
noKkymeHTanujom 6poj: 07/015-5216/23. '
. III -
O osoj Onmynu oGaemrjecrutie ce monyhay y cxiany ca wiaom 71. cras (1) 3akoHa o jaBHEM HaGaBKaMa U
ucra fie y cknajy ca wianoM 70. ctae (6) 6uth objaBibeHa Ha Bel ¢cTpaHUild YTOBOPHOT OpraHa.

[

OGpa3niokeme

Pjemersem 6poj: 07/015-5216-1/23 ox 20.12.2023. roguse OKpeHyT je OTBOpeH: HOCTyHaK jaBHe HabaBKe
KOMOMHOBAHIX aHTHTYOEPKyIOTHKA.

KomucHja je HakoH CcBOr HMMeHOBama Pjememem YroBopHOr opraHa, ©Opoj: 07/015-5216-2/23 |
20.12.2023. rogune nouujena llocnoBumk o pagy Kommcuje, Opoj: 07/015-5216-3/23, y kojeMm cy
nponucany 3aaany KoMucuje u HauuH paja. '

Ofagjemrere o HabaBim Opoj: 273-1-1-286-3-258/23, objasseno je Ha llopTany japHUX HaGaBKM H ¥
«Cmy0enom racauky BuX» 6poj: 01/24 on 05.01.2024. ropuue.

Tennepcka moxyMmeHTalMja je o0jas/meHa Ha [loprany jaBHP[x HabaBKU M ca UCTOr CY je 3aMHTEPecOBaHU
noHyhauu Gecmatho mpeysumann. Mery je ca Iloprama jaBHux HabGaske mpeyseno 10 mpuspenmmx
cybjekarta.




Y npeameTHOM TOCTYMIKY HHCY u3jaB/EHBAHE XAI0e, HUTH cy ynyhieasn SaXT_]CBH 3a 36
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Tengepcke TOKyMEHTaLIHje.

JaBHO OTBapaRe MPHUCTjeNHX MOHyAa je W3BpIleHo AaHa 16.01.2024. roauHe H O HCTOM j

3amuCHHK, KOjH je ONaroBpeMeHo JOCTABbEH NoHyhauy.

&

f% YRECH

Ha cactanky onpxadom mana 18.01.2024. rogviHe H3BpIIEH je Tperied M OLjcHA MPHCIENe nor{yne 3a

HabaBKy KOMOMHOBAaHHMX aHTHTYOSPKYIOTHKA.
V mpeaMeTHOM MOCTYIKY j€ J0CTAB/bEHA MOHYAa cikeaehier moHyhayd:
- L FARMALOGIST ALLBIX* n.0.0. buje/srHa

TIpernen kBanupUKAUMOHKX AOKYMEHATA j& M3BPLICH KaKoO CIIMje/IH:

OIDIC ,,FARMALOGI'ST ALLBIX
1.0.0. bujesnaa

O6pazan 3a ZOCTABLAKLE MOHYE cTp 3-5
Usjara un 45, ' cTp. 7-8
Wsjapa un 52, cTp 9-10
Crmcax roBjepssMBHX HHGOpMAaLIH]ja cTp 11
Hanupt oxerpHOT cliopazyma CTP. 13-14
HsBoa w3 cyACKOT PETHCTPA CTp. 21-24
PJIII A3JIMC BuX 3a poMet CIp. 25-32
AyTopH3anrja mpoussohada cTp. 3337
Ha3japa momyhaua o poxy ucnopyxe cIp. 43
H3japa monyhaua o poky mmahama no 60 nama CTp. 45
HzjaBa moxyljaua o rapannijy 3a H3IBPUICHE YTOBODA cTp. 15
H3jara noxHyhaua 1a he 3a perscTpopane nujekoBe 0besbjenuTy HaTas KOHTponHor naGopatopHja cTp. 39
Hsjapa noHyhada g4 j& 3a perucTpoBaHe JHHjeKOBe YCKIANMO0 TTAKOBALE THjCKa ¥ CKIaly ca drakoM 71. 3akona cTp. 41
H3jara nouyhata 0 IpUKRATALY HUBEIHCARE LH]CHE cTp. 47

Haxou ocTrapenor yeuaa y nonyay Kowmucuja je koHcTaToBana cisenehe:

75
JOT1  Jo4aMoz =~ Piowmasul, Tabnere mg+150 134.400 21.504,0000
pHpAMNELHE

3a HaBeZEHI JIOT MIOHYIY jé JOCTAaBHO MoHyhad ,,FARMALOGIST ALLBIX* n.0.0. bujemuna.

Bpujenuoct noHyzne nonyljaqa LFARMALOGIST ALLBIX“ n.0.0. bujessuna je 21.504,0000 KM Ges

ITIB-a, mrro je jegHaxo npoLyjeReHOj BpHjeAHOCTH HabaBKe.,

ITonyhau je JoCTaBHO MOHYIY 34 HEPErMCTPOBaHHM NHjeK, Te je KoMHcHja HCTY TPUXBAaTHIA M OIMj€HHMNA,

jep Cy MOCTABJBEHH TPaKeHy NOKYMEHTH 3a HEPETHUCTPOBAHE NMjEKOBE, Y CKIady Ca HATOMEHOM TAauKe

5.2.2. Tennepcke noOKyMeHTaLuje:

KPHUTEPH|YMHA 6onoeu
TIOHYBAY MPOHA3BOBHAY ; Pox VKYITHO | PAHT
: Pox Mujena ACHIODYES
Hujera. HCTIOpYXe PYE
124 9 1
~FARMALOGIST ALLBIX Lupin Limited, Mmmja | 21.504,0000 | 20 99 1 160 i
1.0.0. bujersnna
HIOHHAIHI, 75 mg+
JOT2 JO4AMO7 pubaMIHIMH, Tabnere 150 mg+ 12.096 2.903,0400
eramByTon 275 mg

3a HaBeEHU JIOT HHjé IPHCTHIIA BUTH je/THA MOHYAa.
Komucuja npezyiane fa ce HaBeIeHH JOT NOHUIITH,




e.""s
;) H3O0HRA3HJ, 75 mg+

150 mg+ 80.640 24.192,0000

pudaMoHuHH,
ij JO4AMO6 erambyTon, Tabaere 275 mg+

JOT 3~
sﬂ/ mipazmiamm] 400 mg
R BeJSHHU JIOT OHYAY je RoctaBuo nonyhau ,,FARMALOGIST ALLBIX® 1.0.0. Bujessuna.
5_“‘ pAjeIHOCT moHy e HOHyI)aqa »FARMALOGIST ALLBIX* a.0.0. Bujessuna je 24.192,0000 KM 6e3
H,I[B-a IITO je jeHAKO MPOLMjeheHO) BPUje SHOCTH HabaBKe.
Honyb‘aq Je HOCTaBMO MOHYAY 33 HEPErMCTPOBAHY NHjeK, Te je KomucHja UCTy MpUXBaTHIA W OUMjEHIIA,
jep ¢y ocTaRbEHH TpaXKeHH HOKYMEHTH 3a HEPETHCTPOBAHE NMHjeKoBe, y CKIagy ¢a HAMOMEHOM TavkKe

5.2.2. TeH,uepCKe ;[QKyMt:HTauHJe "
KPUTEPHjyYMHU 6omoru
IIOHYBAY MPOU3BOBAYT p | Timjena Pox YKYITHO | PAHT
Iujerra oK HCIIOPYKE
HCIOPYKE 99 1
AFARMALOGIST ALLBIX® | 1\ o fimited, Mumaja | 24.192,0000 | 20 99 1 100 1
1.0.0. bujemuna

3a 5ot 2 pujeineno je OATykoM 0 MOHUINTaBamY MOCTYIIKA, 6poj: 07/015-93-8/24.
Wmajyhu y BuAy rope HaBeIeHO OJUIYyUEHO j¢ Ka0 y AUCTIO3NTUBY oBe QTyKe,

Iloyka o npaBHOM JIHjeKy:

Csaku noHyhay koju ¥Ma JIeTHTHMAH HHTEPeC 3a KOHKPETHH YTOBOD O jaBHO] HAGABIIM U KOjU cMatpa Jia je
YTOBOpHH OpraH y TOKY KOHKPETHOT TOCTYIKA JOJjENe YFOBOPA NPEKPLIMO jeAHy WM BHIIE oApendu
3akoHa O jaBHMM HabaBKaMa MJIHM MOJ3aKOHCKMX aKaTa NOHECEHHX HA OCHOBY IbEra MMA TIPaBo U3jaBHTH
xanby Ha noctynak. JKanba ce u3jaBibyje y mucaHoj GpopMu myTeM YTOBOPHOT OpraHa y Hajmame 3 (TpH)
npuMjepka y poky on 10 faHa o naHa nprjema ose Oiuryke.

A
. :§ QC%-TE?@;:&
H3spminn xupexTop 32 jaBre nabaske B.j¢Hupexropa %y w\
Bophe Lpnjuh, ,cmnn. exonomnc’ra HAejan Kycrypu 111111.}1. exongiera

'73‘”@3 3 Vg

o



