@oHA 3apaBCTBEHOr OCHTYPamba

- PenyG.unke Cpricke

Bama Jlyka

Bpoj: 07/015-3164-18/19
Hatym: 02.09.2019. roguse

Ha ocuory wiana 64. cras (1) Tauxa a) u unana 70 ctae (1), (3) u (6) 3akoHa o jaBHMM
nabaBkama («Cnyx0Oenu riacHuk boche u Xepuerosuue» 6poj: 39/14) u IlpapuiHUKE 0 jaBHEM
nabapkama y QoHIY 3ApaBcTREHOr ocurypama Pemybmuke Cprcke, Gpoj: 02/002-7193-11/15 ox
07.12.2015. roxuHe, a Ha OCHOBY YTBpheHe mpemnopyke ol crpaHe Komucuje 3a mpopolerme
OTBOPEHOT TIOCTYIIKA jaBHe Ha0aBKe CIelM(pUYHHX JIHjeKOBa, JOHOCHM

OIIVRKY
o u3bopy HajIIOBOJEHU|jET oHYhaua

I

YroBop 3a peanm3alyjy HabaBKe crielldGUUHUX MHMjeKoBa, 10 OTBOPEHOM IOCTYIKY 6poj: 07/015-
3164/19, nogjessyje ce cienchum monyhauuma:

¢ «Huarepnpomer» A.0.0. Hosu I'pax

JIOT ATI xox Hasne aujexa Ok Jaunaa Koauynna [[n&;};aa:es %g;’ﬁ;'g_‘: [Ipowasofay
Boehp'ﬂger
1 | J05AGOL |  nevirapin tablete 200mg | 2.160 0,92 198720 | MghemECY
KG-I'puka
tenofovir Teva Pharma-
3 JOSAFO07 disoproksil film tablete 245 mg 16.200 0,75 12.150,00 Vispacn
VYKYIHO 14.137,20
naB 2.403,324
YKYIHO ca I1IAB-om 16.540,524
e  «XepHeroBHHAAMjeK» 1.0.0. MocTap
JOoT ATIl koa Hasnp nujexa [T T JauwHa Konnunna HHIEJI;’-:“ ﬁgmﬁgﬁ- Mpomsoljas
: BGP Products-
2 JOSAF10 entecavir film tablete 1 mg 360 3,30 1.188,00 Ayorphia
I1AB 201,96
YKYITHO ca ITAB-om 1.389,96

LK

II
[loryne nonyhaua u3 Tauxe | oe Omayke cy Oune HajmoBOLGHHjE 1O HpeaMeTHO] HabaBIM H3
pasjora mITo ¢y ocrbapiie Hajsehu O6poj OopoBa 1o kpurepujuma neduHucaHuM TeHASPCKOM
JokymeHTanujom opoj: 07/015-3164/19.

11
O oBoj Oayuu obagjectuhe ce cBu nonyhauu y ckuany ca unanom 71. crap 1. 3akona o jaBHEM
HabaBKaMa K ucTta he 6uTH 00jaBibeHa Ha cajTy Y TOBOPHOT OpTraHa.

v
Osa OpJryka cTyra Ha CHary JaHoM AOHOLIEH:,




Obpasnoxeme

@oHA 318paBCTBEHOT OCUIYParhi Peny6nuke Cpiicke je Pjememem o omoSpasamy jaBHe HabaBKe
6poj: 07/015-3164-1/19 ox 07.08.2019. rogure nokpeHyo npolieAypy jaBHe HabaBke CHCLH(PHIHUX

JIHjeKOBa OTBOPEHHM [TOCTYIIKOM.

Yrosopuu opran je umeHoBao KoMHcHjy 3a nposoheme oTBopeHOr MOCTYNKa jaBHe HafaBke, -

Pjemermem Opoj: 07/015-3164-2/19 on 07.08.2019. roause.
Obasjemremne 0 HabaBLy, Opoj: 273-1-1-191-3-150/19 objarmeHo je Ha [Toprany jaBHux HabaBKu
nana 08.08.2019. romuee W y «Cnyx6eHom rnacHuky BuX» 6p. 55/19 ox 16.08.2019. roaumne.

Tengepcka goKyMeHTalMja je o0jaBmeHa Ha IopTany jaBHux HabaBKu HcTOBpeMeHO ca objaBoM
OGagjemremna 0 HabaBLM K ca HCTOT €Y je 3auHTepecoBani noxyhadn GecniaTHo Npey3HMany.

Jana 28.08.2019. roauHe 0pKaHO je JaBHO OTBaparbe HOHYy A 110 [PeIMETHOM ITIOCTYIIKY.

Ha cactanmuma oapxanaum 29.08.2019. rogune 1 02.09.2019. roguHe M3BPIICH je Mperacn H OLjeHa
TIPHCHjeJIHX MOHYAA 33 Ha0aBKy CIIeLM(UIHHX JIHjeKoBa:

1. «XepueroBHHaMHjex» 1.0.0. MocTap

2. «Hurepnpomer» 1.0.0, Hosu I'pan

3. «bamanykahapm-rurye» 1.0.0. bama JIyka

4,  «Phoenix Pharma» n1.0.0. bujersuma.

IIpernen kBanu(pUKaLHOHS JOKYMEHTALM]E j& U3BPILEH KAKO je HA3HAUEHO V TabeH:

JOKYMEHTA XeplueropHHaIMjeK Hurepnpomer Bawagykadapm-rurye Phoenix Pharma
Ofpasan 3a aocrap/bare NoHyAE (Anexc 1) Crp. 11 Cmp. 5 Cmp. 3 Cmp. 5
Cmicax nosjeprsreux nHpopMaimja (Anekc 6) Crp. 23 Crp. 19 Crp. 23 Cp. 15
Hauprt OxkBHpHOT criopasyma Crp. 25 Crp, 21 Crp. 25 Crp. 17
HWajapa unana 45. Cip. 19 Cip, 15 Crp. 19 Crp, 11
W3japa y Beaw unana 52, Crp. 21 Crp. 17 Crp. 21 Crp. 13
H3Box M3 CYACKOT perHcTpa Cip. 31 Crp, 27 Crp. 31 Crp, 21
H3jaBa 3a rapaHimjy 3a yropop Crp. 29 Crp. 25 Crp. 29 Crp. 43
AyTopu3alifja mporssolhaya Crp. 49 Crp. 39-43 Cip. 3% Crp. 37
PJIII A3JIMC PC 32 nipoMeT MeA, Gp./IHjeKOBHMA Crp. 43 Crp. 33 Crp. 35 Crp. 33
H3japa 0 poky HCIOpYKE Crp. 59 Crp. 55 Crp. 47 Crp. 49
H3jaea 2a ycaalleHO TIaKOBaE 33 PErHCTPORAHE JTHjEKOBE Crp. 57 Crp. 53 Crp. 45 Crp. 45
H3jara o moctap/pay namaza KJI Cp, 55 Cip. 51 Crp. 43 Crp. 41
W3jara monyhaua aa lie y cay4ajy kama Gu yrosopena 1pjera
¥ TOKY Tpajatsa yroBopa 6una eehia on MAKCHMATHO Cip. 63 Crp. 57 Crp. 49 Cp. 57
LO3BOJBCHE LIMjEHE IPHXBATHTH HUBETHCAE LIHjEHE JI0O .
MAKCHMATHO JO3BOJECHE LIHjCHE

LA

IMpuje npernena kBaTH(HKAHOHE TOKYMEHTalldje HM3BPIIEHA jé KOHTPOXA ilHMjeHa U BPHjeJHOCTH
MOHyJa cBakor HoHyhada, kao H 3a cBaku nmojeauHaunu not. Komicuja je mana 29.08.2019. rogune
VIIyTHIIA 3aXTjeB 3a HCIPABKY padyHCKe rpeluke nonyhauy ,,Hurepupomer® a.0.0. Hosu I'pax za
Jot 2 (Entecavir, film tablete 1 mg) u Jlor 3 (Tenofovir disoproksil, film tablete 245 mg).
Yroeopru opran je y ckiagy ca TadkoM 8.10. Tenmpepcke noxymenranuje H3BpIIMO HCIIPAaBKY
padyHCcKe rpellike y MoHymm noHyhada ,Mureprpomer™ 1.0.0. Hoeu I'pan 3a Jlot 2 (Entecavir, film
tablete 1 mg), raje ymjecto ykynse Bpujeguoctn oa 2:507,08 KM e IT/IB-a tpeba ma croju 2.505,60
KM 6e3 I1[IB-a u 3a Jlor 3 (Tenofovir disoproksil, film tablete 245 mg) raje ymjecto ykymHe
spujenrocTH on 12.072,24 KM Ge3 I1/IB-a Tpeba ma croju 12.150,00 KM &es I1/]B-a.

Monyhau ,Mutepnpomer” a.0.0. Hoem I'pan je pao carmacHocT Ha H3BpLIGHY WCIPaBKY,
(zanpumMiberia HA [POTOKON YropopHOr oprana mon 6pojem: 07/015-3164-14/19 om 29.08.2019.
TOIHHE).

Komucuja je xoHcTaTOBa"a Aa Cy MOHyhauH MpHITPEMIUIH CBOje IOHY/Ie Ha MPOIIHCaH Ha'KH.
Mpernen u onjeHa HOHYIA IO JOTOBMMAa Cy M3BpIIEHHM Y CKJIagy €A KPUTSPHjYMOM CEKOHOMCKH
Haj [IOBOJGHH|© TTOHYe KaKoO CIHjeIH:




Jor1 (N evirapin, tablete 200 mg) — IlpoLijemena BprjesHocT Hadaske: 1.922,40 KM Ges [1/1B-a

Flonyay je AocTaBHO caMo ToHyhay «I/IHTepr[pomer»

Ionyhad je MOHYAHO HEperHCTPOBaH NHjeK, atH je Komucuja TIOHY Ty HABEICHOT HOHy‘f)aqa TPHXBATHIA
jep ¢y BOCTaBJbeHA TPaKeHa JOKYMEHTa 33 HEePErvCTpOBaHe JIMjeKoBe, Y ckiany ca HamoMeHoM Tauke
5.2.2. Tennepeke nokymeHTangje. Metw je noHyawo yxkynHy rujeHy on 1.987,20 KM 6es T1][B-a, koja je
yeehaHa 3a 3,37 % y ogHOCY Ha IIPoLMjemheHY BpHjeIHOCT HabaBKe.

KPHTEPHITYMH BOAOBH
Jepganauna Pox Ocsojenn
mjena Ge3 LIAJEHA 6Gea POK ujena wialiasma Gpoj
TIOHYBAY MPOH3BOBAY IIIB-a I1AB-a ILTARATBA 99 1 Gogopa PAHL
Boehringer Ingelheim RCYV
«HmTepnpomers GmbH Co, KG-Tpuxa 0,92 1.987,20 60 99 1 100 1

JloT 2 (Entecavir, film tablete 1 mg) — Tlpomajemena Bpujenuoct Hadaeke: 4.215,60 KM Oes [T1IB-a

Ionyne cy noctapuny nodyhaun: «Xepueropunanujex», «Matepnpomer» u «bamanykadapm-mmyc».
ITonyne oBux noxybhaua ¢y MOTIYHE H TEXHUUKH 3aJ0B0OJbaBajyhe, e je Komucuja naepiumna 6ojosame
W YTBPAW/IA PAHT KAKO CJIHjeIH:

KPUTEPHJYMH BOIOBH.
JepanavEa Pox Ocpojenn
ujena Ge3 LIHJEHA ges POK [ujena naghiama Gpoj
IOHYBRAY NPOU3IBORAY IIB-a IMAB-a TIAARAIBA 9% 1 Gogopa PAHI"
«XepreroBHATHjeK) BGP Preducts-Averpaja 3,30 1.188,00 60 99 1 100 1
M BGE ProductsMytan- 6,96 46,94 1 47,94 2
«HaTeprpomeTs Ayerpuia ; 2.505.60 60 : ,
«bamamyrabapm- Tiko Tlac Sanayi Ve Ticaret
wrye AS.Typexa 10,64 3.830,40 60 30,70 1 31,70 3

Jlot 3 (Tenofovir disoproksil, film tablete 245 mg) — TTpounjemena sprjesHocT Babapke: 13.446,00 KM Ges I1]1B-a
ITonyne cy noctrasunu nouyhaun: «HMuatepnpomer» u «Phoenix Pharmay.
[Toxyne oBuX MoHylja4a cy MOTIMyHe M TEXHHUKH 3ai0BosbaBajyhe, Te je KoMucHja m3ppimna 6onopame

U YTBPJIMIa PAHT KaKo CAMjeIH:

KPUTEPHJYMHA BOAOBH
Jemminrna Pox Ocgojentt
mjenn Ge3 ITHJEHA Ge3 POK Injena naahama opoj
MIOHYBAY TIPOHIBOBAY 1111B-a ILB-a ILIARAA 99 1 bogoBa PAHI
«Hirepnposer» Teva Pharma-Hapaen 0,75 12.150,00 60 99 1 100 1
. Abdi Thrahim Iac Sanayi Ve
«Phoenix Pharmay Ticaret A S.-Typoxa 0,80 12.960,00 60 92.81 1 93,81 2

WUmajyhu y Buny rope HaBeaeHo JHpeKTOp YroBOPHOT OpraHa jeé NPUXBATHO MPENOPYKY
KoMmucHje v A0HHO OATIYKY Kao y AUCIIO3HTHBY.

Iloyka o mpaBHOM JiHjeKy:

Cpaxu nonyhay Koju MMa JIETHTMMaH MHTepec 3a KOHKPETHH YIOBOP O jaBHO] HAbaBLM M KOjH
cMarpa Ja je YTOBOPHHM OpraH OBOM OMTYKOM MPEKPIHHO je/iHy WM BHINE ojpeabu 3akoHa o
jaBHEM HaGaBKama WM TIOA3AKOHCKHMX aKATA JOHECEHHX HA OCHOBY H:eTa, HMA MPABO H3jaBUTH
xandy Ha oBy omnyky. XKanGa ce mzjamyje Kanuenapuju 3a pasmartpame kanbu y mucaHoj
dopmu, myrem YTOBOpHOT OpraHa, Y HajMame 3 (TpH) npuMjepka, y poky ox 10 aaHa on naxHa
IIpHjEMa OBE OJJIyKe.

W3Bpnian gupexTop
33 yroBapame 31PaBCIBEHHX
yciayra u japHe HabaBKke

Bophe I_Imqnh WMH
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