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f lM C n 0 3 MTWB O flJ iyK e

3aiobyHyje ce okbhphm cnopa3yM 3a jaBHy Ha6aB«y jieKOBa 3a JieneHae peTKHX Go/iecTw, 6poj 
JH 404-1-110/17-14, ca cneflefiMM noHyFjannMa 3a flo /ie  HaBefleHe napTHje:

Bpoj
napynje Ha3HB napTMje Ha3MB noHyfjaMa

1 everolimus 5 mg 3a / le n e re  HeypoeHAOKpi/iHor TyMOpa naHKpeaca u nnyfia „Phoenix Pharma“ d.0.0.
2 everolimus 10 mg 3aneHehbe HeypoeHAOKpiiHor TyMOpa naHKpeaca m nnyfia „Phoenix Pharma" d.0 .0.

3 pasireotid 0,6 mg 3a ne^e^e KymnHroBe öonecTM (ACTH ceKpeiyjyfin afleHOM
xnnocj3M3e) „Phoenix Pharma“ d.0.0.

4 pasireotid 0,9 mg 3a neMe^e KymnHroBe öonecTM (ACTH ceKpetyjyfiw aAeHOM
xnnocj3M3e) „Phoenix Pharma“ d.0.0 .

5 everolimus 2,5 mg 3a nenehbe SEGA Tyiwopa „Farmalogist“ d.0 .0.
6 everolimus 5 mg 3a neMette Ty6epo3He CKnep03e „Phoenix Pharma“ d.0 .0 .
7 vandetanib 100 mg „Ino-pharm" d.0.0.
8 vandetanib 300 mg „Ino-pharm“ d.0.0 .
9 pasireotid 20 mg 3a neMehte aKpoMeranwje „Farmalogist“ d.0.0.
10 pasireotid 40 mg 3a /lene^e aKpoMera/iMje „Farmalogist“ d.0 .0.
11 pasireotid 60 mg 3a nene^e aiípoMerantije „Farmalogist" d.0.0 .
12 sa pro pterin „Ino-pharm“ d.0.0.

0 6 p a 3 J i o > K e  fee

I. r io f la M n  o  H a p y M n o u y

1. Ha3MB HapynnoLia: Peny6nnHKn cfcoHA 3a 3flpaBCTBeHO ocwrypatoe

2. Aflpeca Hapynnoua: JoBaHa MapnHOBnfia 2, Beorpafl

3. H m e p H e T  cTpaHHLta HapyHMoqa: www.iavnenabavke.rfzo.rs

4. BpcTa HapynnoLia: OpraHM3ai4wja 3a 06aBe3H0 coLiwjariHO ocurypafce

PenyßnuMKii cJxíha 3a 3flpaBCTBeH0 ocurypafte, Kao HapyHM/iau, je cnpoBeo nociynaK jaBHe HaSaBKe 
m 3aKrbynyje okbmphm cnopa3yw, aok nojeAMHanHe y ro B o p e  o jaBHOj HaöaBLtu 3aK rbyny jy  3ApaBCTBeHe 
ycTaHOBe.

II. floAaMM o  ja s H o j H a ß a e q H

1. BpCTa n p e A ^ e T a  jaB H e HaßaBKe: f lo 6 p a

2. ripeAMeT jaBHe Ha6aBKe, 03HaKa M3 onurrer peMHMKa HaöaBKe n npoLtehbeHa BpeAHocT HaöaBKe: 

fipeAMeT jaBHe HaöaBKe JleKOBM 3a /le n e ^e  peTKnx 6onecTM  oÖJiMKOBaH je  y 12 (A B aH ae c t) napmja, m t o :

flapTnja npeflMeT HaöaBKe OapMaueyTCKM
o6nwK

JasMHa
ne«a

JeAUHuua
Mepe Konti HUHa

ilpouettseHa
jeflMHMHHa

ueHa

npouefoeHa 
BpeflHocr no 

napTnjawa 6e3 
H flB -a

1

everolimus 5 mg 
3a zie^efbe 

HeypoeHflOKpMHor TyMopa 
naHKpeaca m ruiyfia

tableta 5 mg tableta 390 9.715,51 3.789.048,90

2

everolimus 10 mg 
3a ne^ehte 

HeypoeHAOKpHHor TyMopa 
naHKpeaca m nnyña

tableta 10 mg tableta 2.340 13.512,93 31.620.256,20
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pasireotid 0,6 mg 3a 
nenetee KyiHMHroBe 

6onecTM (ACTH 
ceKpeTyjyfin aAenow 

xwnoc}>M3e)

rastvor za 
injekciju

0,6 mg/ml, 
1 ml ampula 3.240 6.925,20 22.437.648,00

4

pasireotid 0,9 mg 3a 
ne^efte KytunHroBe 

6onecTM (ACTH 
ceKpeTyjyfm afleHOM 

xwnoctw3e)

rastvor za 
injekciju

0,9 mg/ml, 
1 ml ampula 1.560 7.612,22 11.875.063,20

5 everolimus 2,5 mg 
aa zienefte SEGA TyMopa tableta 2,5 mg tableta 330 5.018,77 1.656.194,10

6
everolimus 5 mg 

aa Jie^ehbe Ty6epo3He 
CKnep03e

tableta 5 mg tableta 1.830 9.715,51 17.779.383,30

7 vandetanib 100 mg tableta 100 mg tableta 90 7.664,00 689.760,00

8 vandetanib 300 mg tableta 300 mg tableta 600 20.882,00 12.529.200,00

9 pasireotid 20 mg sa nenetbe 
aKpoMerannje

prašak i 
rastvarač za 

suspenziju za 
injekciju

20 mg injekcioni špric 5 276.355,50 1.381.777,50

10 pasireotid 40 mg 3a nenefte 
a K poM eranu je

prašak i 
rastvarač za 

suspenziju za 
injekciju

40 mg injekcioni špric 54 335.039,60 18.092.138,40

11 pasireotid 60 mg sa zienerbe 
aKpoMerarmje

prašak i 
rastvarač za 

suspenziju za 
injekciju

60 mg injekcioni špric 28 335.039,60 9.381.108,80

12 sapropterin tableta za oralni 
rastvor 100 mg tableta za 

oralni rastvor 360 2.719,63 979.066,80

YKynHO 6e3 HflB-a: 132.210.645,20

HaanB m 03HaKa M3 onuiTer peMHMKa HaGaBKe: 33600000 -  4)apMaL(eyTCKH np0M3B0flM, sa CBe napinje.

3. PeflHn Spoj jaBHe Ha6aBKe: 404-1-110/17-14

4. Bpcta nocTynKa jaBH e Ha6aBKe: OTBopeHH nocTynaK

III. Ochobhm no,qaMH o noHyfjaHMMa

BnaroBpeMeHO, t j .  p,o flaHa 08.06.2017. roflMHe, f lo  10,00 MacoBa, HapyHnouiy cy npucTume noHy,qe 
cnefleliMX noHyT]aMa:

P.B. HasMB noHyF)a4a Aflpeca flaTyM
npnjeivia CaT

1. „ino-pharm“ d.o.o. yn. Bpafie KoBan, 6p. 2, Eeorpafl 07.06.2017. 12,37
2. „Farmalogist" d.o.o. yn. MnpnjeBCKM 6y/ieBap 6p. 3, Eeorpaa 08.06.2017. 08,16
3. „Phoenix Pharma11 d.o.o. yn. Bope CTaHKOBnfha 6p. 2, Eeorpa# 08.06.2017. 08,35

YKynaH 6poj noflHeTnx noHyfla: 3.
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Bpoj noHyfla no napTnjaMa:

Bpoj
napmje Ha3MB napTMje Bpoj noHyaa

1 e v e ro lim u s  5 m g 3a neneu^e HeypoeHflOKpwHor Tyw iopa naHKpeaca w nnyfia 2

2 everolimus 10 mg 3a nene^e  HeypoeHflOKpwHor Tyiviopa naHKpeaca w nnyfia 2

3 pasireotid 0,6 mg 3a newe^e KywuHroBe öonecTM (ACTH ceKpeTyjyfin afleHOM XMnocfc>w3e) 2

4 pasireotid 0,9 mg 3a nenen^e KyiunHroBe 6onecTM (ACTH ceKpeTyjyfin afleHOM xnnocjDH3e) 2

5 everolimus 2,5 mg 3a nenette SEGA Tywiopa 2

6 everolimus 5 mg 3a nene^e  Ty6epo3He cKJiepo3e 2

7 vandetanib 100 mg 1

8 vandetanib 300 mg 1

9 pasireotid 20 mg aa nenehbe aKpoMerannje 2

10 pasireotid 40 mg 3a nene^e aKpowerannje 2

11 pasireotid 60 mg 3a nenei-be aKpowierajinje 2

12 sapropterin 1
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IV. CTpyHHa oijeHa noHyAa

1. „INO-PHARM“ d.o.o.
b p o j n o f l kojwm je  n o n y f la  3aB efleH a: 4 0 4 -1 -1 2 /1 7 -1 4

HaanB noHyTjaHa: ,,lno-pharm“ d.o.o.
r io H y fla  6 p o j 1 9 5 /1 7  o a  2 3 .0 5 .2 0 1 7 . roAHHe

nonyTjaH  je  noAH eo noHyAy: caMOCTariHO.

floHyTiaH je  noAH eo no H y fly  3a c n e A e fie  n a p tn je : 7, 8 i/i 12.

nAP-
TUJA nPEAMET HABABKE JKJ1 3ALUTHTSEHO 

l/IJVIE JIEKA

HA3HB
nPOUSBCbAMA

JIEKA

cPAPMA-
L4EYTCKH

OBJ1HK

JAMUHA 
JIEKA

JEflU-
HHI4A
MEPE

KOJ1H-
MMHA

JEflW-
HHHHA
UEHA

YKyriHA 
MEHA BE3 

nAB-A

CTO-
nA

nflB-A

H3HOC llflB - 
A

YKynHA 14EHA 
CA nflB-OM

7 vandetanib 100 mg / CAPRELSA AstraZeneca UK TaS/ieTa 100 mg Ta6neTa 90 7,498.87 674,898.30 10% 67,489.83 742,388.13

8 vandetanib 300 mg / CAPRELSA AstraZeneca UK TaSneTa 300 mg Ta6neTa 600 20,668.87 12,401,322.00 10% 1,240,132.20 13,641,454.20

12 sapropterin / KUVAN
BioMarin 

International 
Limited, Irska

Ta6^eTa 3a 
opanH« 
pactBop

100 g
TaSneTa 3a 

opajiHM 
paCTBOp

360 2,989.53 1,076,230.80 10% 107,623.08 1,183,853.88

yKVnHA BPEflHOCT nOHYflE BE3 nflB-A 14,152,451.10

K3HOC nAB-A 1,415,245.11

YKyriHA BPEAHOCT riOHYflE CA nflB-OM 15,567,696.21

Pok ncnopyKe m3hoch 24 caTa oa Aana AC^njatea 3aKOHOM npeABM^eHe AOKyMeHTaunje 3a npOMeT HeperMCTpoBaHor JieKa.
Pok Ba>Kefea noHyfle je 90 Aana oa Aana oTBapafea noHyAe.
noHyfjaM  Huje MCKa3ao TponiKOBe n p u n p e M a ^ a  noHyAe.

rioHy?)aH je AocTaBMO pem e^e AreHLinje 3a npMBpeAHe perncipe o ynncy y PernCTap noH yl]aH a 6p. BflH 727/2013 oa 21.10.2013. roAUHe. IlpOBepoM Ha m-rrepHeT 
cTpaHMLin AreHunje 3a npnBpeAne perncTpe, yTBpF)eHO je Aa je  peru ct pa Miija aKTUBHa.

ripnnnKOM ot-ieHe AocTaBrbeHe noHyAe, KoMncwja je Ha MHTepneT CTpaHULii/i HapoAHe 6aHKe Cp6tfje http://www.nbs.rs yTBpAMJia MMeHOBaHi/i noHy]jaM neivia 
eBMAeHTnpaHnx Aana SnoKaAe 3a Tpa>KeHi/i nepuioA u Ha UHTepHeT CTpaHW4M AreHLinje 3a npMBpeAHe perncTpe, http://www.apr.gov.rs yrBpAnna Aa MMeHOBaHM noHyf]aM Huje 
y nocTynKy cienaja mjim JiMKBMAaMnje.

il0Hy?iaM „Ino-pharm“ d.o.o. je y OKBMpy CBoje noHyAe 3a nap™jy 12 -  sapropterin, nOHyAMO LjeHy Koja npena3M npoqehbeHy BpeAHOCT T or JieKa 3a HaBeAeHy napTMjy. 
Hamvie, 3a napmjy 12 nOHyf)eH je HeperncTpoBaHM neK sa iu T u fie H o r Ha3MBa „KUVAN“, npon3BoT)a4a neKa BioMarin International Limited, Irska, no jeAMHMMHoj ueHM oa

http://www.nbs.rs
http://www.apr.gov.rs


2.989,53 AWHapa. npouetoeHa jeflMHUHHa LjeHa JieKa sapropterin, y n3Hocy oa 2.719,63 A^napa, je OApeTjeHa npeMa qeHw Tor/ieKa y pe#epeHTHoj 3eMj*bn UTannjn, 063i/ip0M 
Aa v\oiv\ Hwje perncTpoBaH Ha TpxwwTy PenyönwKe Cp6vije.

KaKo 3a JieK nOHy?jeH y oKBwpy napTMje 12 nnje nponncana  MaKCwvianHa L|eHa y  OAJiyUH o HajBmunM qeHaivia neKOBa 3a ynoTpeöy y xyiviaHoj ivieAHL|HHM, a Mnjn je 
pe>KMM M3flaBahba Ha peLierrr, v\ Kara je  HapynunaM  npMMMO caMO jeAHy noHyAy sa npeAweTHH ne«, y3MMajyfin y oö3Mp Aa je  hctm HeonxoAaH 3a j ie n e f te  >kmbotho yrpo>KeHor 
naunjeHTa, y CKnaAy ca  h/i. 107 c t. 4 3aKOHa o jaBHUM Ha6aBKaMa („CnywdeHK macHHK PC" 6poj 124/12,014/15 v\ 68/15), KoMncuja A°CTaBj"beHy noHyAy noHy?]aHa „Ino -
pha rm 1' d.o.o. 3a napTMjy 12 o q e fcy je  Kao npuxBaTJbMBy, naKO MCTa npe/ia3n npoM eiteH y BpeAHocT HaSaBKe 3a HaBefleHy napTMjy.

KoMMCMja KOHCTaTyje fla je noHyßa noHyljaHa „Ino-pharm“ d.o.o., npnxBam>nBa y civmcjiy HJiaHa 3. ctbb  1. TawKa 33) 3aKOHa o jaBHMM HaoaBKaMa
(„Cny>K6eHM rnacHUK P C “ 6poj 124/12, 14/15 h 68/15), 3a napTMjy 12, naKO MCTa npejia3M npOMefbeHy BpeflHOcr HaÖaBKe 3a HaBeAßHy napTMjy, y cicnafly ca 
MJiaHOM 107. ct. 4 3aKOHa o jaBHMM HaöaBKaMa („Cjiy»<6eHM macHMK P C “ 6poj 124/12,14/15 m 68/15).

KoMMcnja KOHCTaTyje fla je noHyAa nOHyf)awa „Ino-pharm“ d.o.o., npuxBaTn>MBa y cMiic/iy nnaHa 3. c tsb  1. raHKa 33) 3aKOHa o jaBHMM HaöaBKawa
(„Cny)K6eHM macHHK PC“ 6poj 124/12,14/15 m 68/15), 3a napTHje 7 yi 8.

2. „FARMALOGIST“ d.o.o.

Bpoj noA KOji/iM je ncmyfla 3aBeAeHa: 404-1-12/17-15
Ha3MB noHyTjana: „Farmalogist“ d.o.o.
f lo H y A a 6 p o j C1003062 o a  07.06.2017. roAUHe

noHyf)aH je  noAHeo noHyAy: caMOCTarmo.
rioHy^aM je noflHeo noHyAy 3a cneAeTie napTHje: 1, 2, 3, 4, 5, 6, 9, 10 m 11.

riAP-
TUJA nPEAMET HABABKE JKJ1

3AUUTMTiEHO 
MME JIEKA

HA3MB
nPOH3BOTbAMA

J1EKA

CDAPMA-
LJEyTCKM

OBflWK

JAHHHA
J1EKA

JEAH-
HMI4A
MEPE

KOJIM-
MMHA

JEAH-
HMHHA
UEHA

yKynHA 
I4EHA EE3 

nAB-A

CTO-
riA

nAB-A

M3HOC nflB - 
A

YKYnHA MEHA 
CA nAB-OM

1

everolimus 5 mg 3a 
newefce 

HeypoeHAOKpuHor 
TyMOpa n a H K p e a ca  m 

njiyfia

1039910 Afinrtor Novartis Pharma 
Stein AG T a ß n e ia 5 mg T a 6n e T a 390 9,072.37 3,538,224.30 10% 353,822.43 3,892,046.73

2

everolimus 10 mg 3a 
newehbe 

HeypoeHAOKpuHor 
TyM opa n a H K p ea ca  m 

rmyTia

1039911 Afinitor Novartis Pharma 
Stein AG T a ö n e ia 10 mg T a 6n e T a 2.340 12,548.41 29,363,279.40 10% 2,936,327.94 32,299,607.34

3

pasireotid 0,6 mg 3a 
nenetoe KyuuiiHroBe 

ÖonecTM (ACTH 
ceKpeiyjyTiM  aAenoM  

xnnoc£M3e)

0049235 Signifor Novartis Pharma 
Stein AG

p acT B o p  3a 
MfceKMnjy

0,6 
mg/mi, 1 

ml
aM n yn a 3.240 6,430.27

20,834,074.80 10% 2,083,407.48
22,917,482.28
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4

pasireotid 0,9 mg 3a 
nenefoe KyuwHroBe 

60/1 ecrw (ACTH 
ceKpejyjyTiM afleHOM 

xnnoi#n3e)

0049236 Signifor Novartis Pharma 
Stein AG

pactBop 3a 
iflH>eKnwjy

0,9 
mg/ml, 1 

ml
aivinyna 1.560 7,112.37

11,095,297.20 10% 1,109,529.72 12,204,826.92

5
everolimus 2,5 mg 3a 

nenetfce SEGA 
Tywiopa

1014000 Votubia Novartis Pharma 
Stein AG T a 6 n e T a 2,5 mg Ta5neTa 330 4,693.38 1,548,815.40 10% 154,881.54 1,703,696.94

6
everolimus 5 mg 3a 
jienehte Ty6epo3He 

CKnep03e
1014001 Votubia Novartis Pharma 

Stein AG Ta6neTa 5 mg TaS/reTa 1.830 9,310.76 17,038,690.80 10% 1,703,869.08 18,742,559.88

9
pasireotid 20 mg 3a 

■nenefte 
aKpoiwerannje

0049237 Signifor Novartis Pharma 
Stein AG

npamaK v\ 
pacTBapa^ 3a 
cycnen3wjy 3a 

nfceKUMjy

20 mg MhbeKMMOHW
LUnpMLI 5 250,318.61 1,251,593.05 10% 125,159.31 1,376,752.36

10
pasireotid 40 mg 3a 

neqeHse 
aKpowterannje

0049238 Signifor Novartis Pharma 
Stein AG

npamaK w 
p a c T B a p a 4  3a 
cycneH3njy sa 

vifteKMMjy

40 mg MhbeKLlMOHM
ILinpWLI 54 301,329.20 16,271,776.80 10% 1,627,177.68 17,898,954.48

11
p a s ire o tid  60 mg 3a 

neHetbe 
a K p O M e ra .n n je

0049239 Signifor Novartis Pharma 
Stein AG

npamaK m 
pacrsapa^ 3a 
cycneH3iijy 3a 

wfeeKMMjy

60 mg HhbeKMMOHH
Lunp w u 28 302,894.17 8,481,036.76 10% 848,103.68 9,329,140 44

YKyriHA BPEflHOCT IIOHyflE EE3 HAB-A 109,422,788.51

H3H0C nflB-A 10,942,278.85

yKynHA b p e a h o c t  noHyflE c a  fiab -om 120,365,067.36

Pok vicnopyKe m3hocm 24 caTa ofl .qaHa npujeMa nwcMeHor 3axreBa Kynqa.
Pok Ba>Kehba noHyfle je 90 Aana ofl flaHa OTBapahba noHyae.
PloHyfjaH HMje MCK33ao TponiKOBe npunpewahba noHyAe.
noHyfjaH je flociaBno pemehbe AreHLiHje 3a npMBpeflHe perwcTpe o ynwcy y PerncTap noHyfjaHa 6p. EI"IH 68/2013 ofl 09.09.2013. roAMHe. flpoBepOM Ha MHTepHeT 

CTpaHm4n AreHunje 3a npMBpeflHe perncTpe, yTBpljeHO je fla je perncipaLiMja amiBHa.
Kowncuja KOHCTaTyje fla je noHyaa noHyTjana „Farmalogist“ d.o.o., npMXBaTrbMBa y  CMHCJiy 4/iaHa 3. CTae 1. TaHKa 33) 3aKOHa o jaBHMM Ha6aBKaMa 

(,,Cny>K6eHM rnaCHWK PC“ 6poj 124/12,14/15 h 68/15), 3a napmje 1, 2, 3, 4, 5, 6, 9, 10 m 11.
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3. „PHOENIX PHARMA“ d.o.o.

5poj nofl KOjHM je noHyfla 3aBeAeHa: 404-1-12/17-16 
Ha3HB noHyTjana: „Phoenix Pharma“ d.o.o.

noHyfla 6poj 153/17 o,q 06.06.2017. ro^uHe 
noHyT]aH je  noflHeo noHyßy: caMOOTariHO.
noHyT)aH je noflHeo noHy,qy 3a cneflefie napTMje: 1, 2, 3, 4, 5, 6, 9, 10 w 11.

riAP-
TUJA nPEflMET HABABKE JKJ1 3AIÜTHT»EH0 

UME J1EKA

HA3HB
nPOH3BOTbAHA

J1EKA

<DAPMA-
UEYTCKH

OEJ1MK

JAM VI HA 
J1EKA m

iß
3

5
? KOJ1M-

HMHA

JEflH-
Hl/NHA
L4EHA

yxyriHA
UEHA EE3 

nflB-A
P 

< 
CD

H3HOC FlflB- 
A

yhcynHA u e h a
CA ilflB -OM

1

everolimus 5 mg 3a 
nenefte

Heyp0eHA0KpMH0r 
TyMopa naHKpeaca m 

rmyTia

1039910 Afinitor®
NOVARTIS 

PHARMA STEIN 
AG

jaG ne ia 5 mg TaSnera 390 8,895.07 3,469,077.30 10% 346,907.73 3,815,985.03

2

everolimus 10 mg 3a 
neMeite 

HeypoeHflOKpMHOr 
TyMOpa naHKpeaca m 

rmyTia

1039911 Afinitor®
NOVARTIS 

PHARMA STEIN 
AG

TaöneTa 10 mg TaßneTa 2.340 12,371.82 28,950,058.80 10% 2,895,005.88 31,845,064.68

3

pasireotid 0,6 mg 3a 
zieqehbe KywiiHrOBe 

öonecTM  (ACTH 
ceKperyjyfin aaeHOM 

xnnoc|3M3e)

0049235 Signifor®
NOVARTIS 

PHARMA STEIN 
AG

pacTßop 3a 
MH>eK14Hjy

0,6 
mg/ml, 1 

ml
awinyna 3.240 6,333.30 20,519,892.00 10% 2,051,989.20 22,571,881.20

4

pasireotid 0,9 mg 3a 
Jienehse KywMHroBe 

öoneirrn (ACTH 
ceKpeTyjyfiH afleHOM 

xnnoct>w3e)

0049236 Signifor®
NOVARTIS 

PHARMA STEIN 
AG

pacTBOp 3a 
MhbeKL4Mjy

0,9 
mg/ml, 1 

ml
aiwny^a 1.560 6,961.59 10,860,080.40 10% 1,086,008.04 11,946,088.44

5
everolimus 2,5 mg sa 

neneHse SEGA 
TyMopa

1014000 Votubia®
NOVARTIS 

PHARMA STEIN 
AG

TaöneTa 2,5 mg TaßriBTa 330 4,784.05 1,578,736.50 10% 157,873.65 1,736,610.15

6
everolimus 5 mg 3a 
jieqeKbe Ty6epo3He 

cicnep03e
1014001 Votubia®

NOVARTIS 
PHARMA STEIN 

AG
TaßneTa 5 mg T aöneT a 1.830 8,871.94 16,235,650.20 10% 1,623.565.02 17,859,215 22

9
pasireotid 20 mg 3a 

Jienette 
aKpOMerannje

0049237 Signifor®
NOVARTIS 

PHARMA STEIN 
AG

npauiaK n 
pacrsapaM 3a 
cycneH3wjy 3a 

MiteKMMjy

20 mg MtbeKl4«OHM
LLinpwu 5 267,571.22 1,337,856.10 10% 133,785.61 1,471,641.71
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10
pasireotid 40 mg 3a 

■nenehbe 
aKpoMerannje

0049238 Signifor®
NOVARTIS 

PHARMA STEIN 
AG

npawaK n 
pacTBapaq sa 
cycneH3wjy 3a 

MHjeKunjy

40 mg
MtteKLiMOHM

Lunpnq 54 324,390.01 17,517,060.54 10% 1,751,706.05 19,268766.59

11
pasireotid 60 mg 3a 

neMehbe 
aKpOMerannie

0049239 Signifor<S>
NOVARTIS 

PHARMA STEIN 
AG

npamaK w 
pacTBapa1-) 3a 
cycneH3Mjy 3a 

MfceKunjy

60 mg Mtt>eKl|MOHH
lunpnq 28 324,390.01

9,082,920.28 10% 908,292.03 9,991,212.31

yKynHA b p e a h o c t  h o h y a e  b e 3 h a b -a
109,551,332.12

M3HOC FlflB-A 10,955.133.21

yKynHA b p e a h o c t  n o H y flE  c a  nAB-oivi 120,506,465.33

Pok ncnopyKe H3hocm 24 caTa oa Aana npnjeMa nncMeHor 3axTeBa Kynqa.
Pok Ba>Kert>a nOHyqe je 90 flaHa oa AaHa oTBapatta nonyfle. 
noH yfjaH  HMje ncKa3ao TponiKOBe npw npeM a toa  noHyAe.

noHyljaM je flocTaBwo perne^e AreHuuje 3a npnBpeflHe pemcTpe o ynncy y PerncTap noHyfjaMa 6p. BilH 1451/2013 o a  25.11.2013. roAMHe, 6p. BilH 1611/2015 o a  
21.04.2015. roflM He n 6p. BilH 958/2017 oa 11.04.2015. roAMHe. n p o B e p o M  Ha MHTepHeT CTpaHnqn AreHMMje 3a npMBpeAHe perncTpe, yTBp?]eHO je Aa je perwcTpai_|Mja 
aKTMBHa.

KoMMCuja KOHCTaTyje fla je noHyAa noHytiawa „Phoenix Pharma“ d.o.o., npuXBaTJbHBa y cMiicxiy HiiaHa 3. CTae 1. TaHKa 33) 3aKOHa o jaBHUM 
HaöaBKaMa („Cny^KÖeHM rnacHWK PC“ 6poj 124/12,14/15 m 68/15) 3a napTi/ije 1, 2, 3,4, 5, 6, 9,10 m 11.
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V. O flön jeH e noH yfle

Y nocTynKy npeflMeTHe jaBHe HaöaBKe Huje 6m/io ncmyfla Koje cy o flö n je H e .

VI. K pw TepM jyM  3a f lO A e / iy  y r o B o p a  n p a H m p a ib e

KpMTepnjyM 3a ßofleny yroBopa je HajHMwa noHyijeHa qeHa. 
PaHrnncta noHyfjana no napTHjaivia:

B p o j
napTMje Ha3MB napTMje P.E. Ha3WB nO Hyfiasa flOHyijeHa 

jeflMHMMHa yeHa
rioHyl}eHa yKyriHa 
LjeHa 6e3 ü f lB -a

1
everolimus 5 mg 3a nene^e 

HeypoeHflOKpnHor ryMOpa naHKpeaca 
nnnyha

1 „Phoenix Pharma" d.o.o. 8,895.07 3,469,077.30

2 „Farmalogist“ d.o.o. 9,072.37 3,538,224.30

2
everolim us 10 mg 3a J iene tte  

HeypoeHflOKpnHor TyMopa naHKpeaca 
ii nnyña

1 „Phoenix Pharma“ d.o.o. 12,371.82 28,950,058.80

2 „Farmalogist" d.o.o. 12,548.41 29,363,279.40

3
pasireotid 0,6 mg 3a nenepte 
KyiuiiHroBe 6onecTM (ACTH 

ceKpeTyjyfm afleHOM xnnoc|DM3e)

1 „Phoenix Pharma“ d.o.o. 6,333.30 20,519,892.00

2 „Farmalogist" d.o.o. 6,430.27 20,834,074.80

4
pasireotid 0,9 mg 3a n e n e fte  
KyuiMHroBe 6 o n e cm  (ACTH 

ceKpeTyjyFin a^eHOM xnnocfc>M3e)

1 „Phoenix Pharma" d.o.o. 6,961.59 10,860,080.40

2 „Farmalogist“ d.o.o. 7,112.37 11,095,297.20

5 everolimus 2,5 mg 3a nene^e SEGA 
TyMopa

1 „Farmalogist" d.o.o. 4,693.38 1,548,815.40

2 „Phoenix Pharma“ d.o.o. 4,784.05 1,578,736.50

6 everolimus 5 mg 3a nenehbe 
Ty6epo3He CKnepo3e

1 „Phoenix Pharma" d.o.o. 8,871.94 16,235,650.20

2 „Farmalogist“ d.o.o. 9,310.76 17,038,690.80

7 vandetanib 100 mg 1 „Ino-pharm" d.o.o. 7,498.87 674,898.30

8 vandetanib 300 mg 1 „Ino-pharm" d.o.o. 20,668.87 12,401,322.00

9 pasireotid 20 mg 3a neMe^e 
aKpowierannje

1 „Farmalogist“ d.o.o. 250,318.61 1,251,593.05

2 „Phoenix Pharma“ d.o.o. 267,571.22 1,337,856.10

10 pasireotid 40 mg 3a nenehbe 
aKpoMeranuje

1 „Farmalogist“ d.o.o. 301,329.20 16,271,776.80

2 „Phoenix Pharma“ d.o.o. 324,390.01 17,517,060.54

11 pasireotid 60 mg 3a neMette 
aKpoMeranuje

1 „Farmalogist" d.o.o. 302,894.17 8,481,036.76

2 „Phoenix Pharma“ d.o.o. 324,390.01 9,082,920.28

12 sapropterin 1 „Ino-pharm“ d.o.o. 2,989.53 1,076,230.80

KoHKypcHOM flOKyMeHTauHjoM 3a npeflMeTHy jaBHy HaSaBKy, Kao AOKa3 3a ycnoBe 3a yneLufie y nocTynKy 
jaBHe Ha6aBKe npeABH^eHO je AociaBrbahbe nonyhteHor, nenaTOM OBepeHor m nomucaHor oSpacqa M3jaBe 
noHyl]aHa flaTe nofl nyHOM MaTepujanHOM u kpmbmhhom oflroBopHomñy o vicnyhfeeHOCTM ycnoBa (oSpacqn 6p. 9 v\ 
10 y KOHKypcHqj AOKyMeHTaunjn), y CKnafly ca nnanoM 77. CT3B 4. 3aKOHa o jaBHi/iu HaSaBKaMa (,,Cny>K6eHi/i 
rnacHMK PC" 6p. 124/12, 14/15 h 68/15).

HapyHiinau je y o6aBe3n fla  npe flOHOLue^a oflnyKe o 3aKrbynehby oKBnpHor cnopa3yMa oa noHyT]aHa ^nja 
je  noHy,qa oLie^eHa Kao HajnoBorbHuja 33Tpa>KM fla flociaBu Konujy 3axTeBaHMx flOKa3a o ncny^teHOCTn yc/iOBa, a 
Mowe m fla 3aTpa>KM Ha yBUfl opwrMHa/i mv\ oB epeH y Konujy cbmx mhm nojeflUHMX flOKa3a, y CK/iaAy ca HJiaHOM 79. 
CTaB 2. ¿aKOHa o jaBHHM Ha6aBKaMa („Cny>K6eHM r/iacHMK PC" 6p. 124/12, 14/15 n 68/15),

KaKO je KoMucwja yTBpfluna fla  noHyfjaHM nnje cy noHyAe OMehteHe Kao HajnoBorbHuje, ncny^aBajy 
ycnoBe sa yHeujfie y nocTynKy jaBHe Ha6aB«e, m to  yBUflOM y AOKa3e AOCTaB/bene y3 riOHyfly m yBMflOM y jaBHO 
AOCTyrme noflaTKe, oa mctmx nwje 6nno 3axreBaHO AOCTaBrbafce AOKa3a, y cKnaAy ca MnaHOM 79. ct3b 2. 3aKOHa 
o jaBHMM HaSaBKaMa (,,Cny>K6eHH rnacHMK PC" 6p. 124/12, 14/15 n 68/15).

VII. r ip e A J io r  KOMMCMje

KoMHCHja 3a cnpoBof)ett»e npeflMe-me jaBHe Ha6aBKe, nocne cTpyHHe oijeHe noHyfla npeflnoxíMna 
je ce OAny«a o 3aKítyMehby OKBupHor cnopasyiua 3a jaBHy Ha6aB«y neKOBa 3a neMette peTKMX SojiecTM, 
6p. JH 404-1-110/17-14, flOAerm cneflehuM noHyTjaMHMa no napTdjaMa:
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B p o j
n a p m je

Ha3iiB  n a p in je Ha3MB noHyljaHa lloHyFjeHa 
jeflMHHMHa ueHa

noHyl)eHa yKyrma 
qeHa 6e3 hflB-a

1
everolimus 5 mg 3a nenette 

Heyp0eHfl0KpMH0r TyMopa naHKpeaca 
v nnyfia

„Phoenix Pharma" d.o.o. 8,895.07 3,469,077.30

2
everolimus 10 mg 3a neneite 

HeypoeHflOKpMHor TyMopa naHKpeaca 
m nnyha

„Phoenix Pharma" d.o.o. 12,371.82 28,950,058.80

3
pasireotid 0,6 mg aa jienefee 
KyuiMHroBe ÖonecTM (ACTH 

ceKpeTyjyfiM afleHOM xnnoctM3e)
„Phoenix Pharma“ d.o.o. 6,333.30 20,519,892.00

4
pasireotid 0,9 mg 3a neMehbe 
KyuuMHroBe öonecTu (ACTH 

ceKpeTyiyhn afleHOM xnnochn3e)
„Phoenix Pharma" d.o.o. 6,961.59 10,860,080.40

5 everolimus 2,5 mg 3a nenefte SEGA 
TyMopa „Farmalogist“ d.o.o. 4,693.38 1,548,815.40

6 everolimus 5 mg 3a nenehbe 
Ty6epo3He CKJiepo3e „Phoenix Pharma“ d.o.o. 8,871.94 16,235,650.20

7 vandetanib 100 mg ,,lno-pharm" d.o.o. 7,498.87 674,898.30

8 vandetanib 300 mg „Ino-pharm“ d.o.o. 20,668.87 12,401,322.00

9 pasireotid 20 mg 3a nenehbe 
aKpoMerariMje „Farmalogist“ d.o.o. 250,318.61 1,251,593.05

10 pasireotid 40 mg 3a neMenbe 
aKpoMerannje „Farmalogist" d.o.o. 301,329.20 16,271,776.80

11 pasireotid 60 mg 3a nenehbe 
aKpoMerannje „Farmalogist" d.o.o. 302,894.17 8,481,036.76

12 s a propterin „Ino-pharm“ d.o.o. 2,989.53 1,076,230.80

yKyriHO 121.740.431,81

Tope HaBe^eHU noHyTjann Ha6aBKy Hefie m3bpluhth y3 noMofi noflH3Bof)aHa.

CxoflHO HaBeflenOM, flnperrop  Peny6nnMKor cjDOHfla 3a 3flpaBCTBeHO ocurypahbe aohocm OflnyKy 
Kao y flucnosHTMBy.

viii. ynyTCTBO o  r p a b h o m  c p E flc iB y

npoTMB OBe o fln y K e  m ojkö ce noflHeTH 3axTeB 3a 3aiuTi/iTy npaB a  y  poKy o f l 10 CqeceT) f la H a  o,q 
flaHa oö jaB rbM B afca  MCTe Ha f lo p T a n y  jaBHMX HaßaBKM, c x o a h o  nn aH y  149. CTaB 6. 3aKona o  jaBHMM 
naöaBKaM a („Cn. m acHHK PC“, 6 p o j 124/12, 14/15 n 68/15).

57017.49/55
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