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flHCn03MTMB OflJiyKe

3aKjty4yje ce okbmphm cnopa3yM 3a jaBHy Ha6aBKy JleKOBu ca JlncTe U flucTe neKOBa, 6poj JH 
404-1-110/20-41, 3a napTMjy 28- erlotinib 25 mg, 100 mg i 150 mg ca noHyfjaneM Farmalogist d.o.o. M3 
Beorpafla, MnpnjeBCKii Sy/ieBap 3.

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

llpeflMeTjaBHe Ha6aBKe je 06nnK0BaH y 54 (nefleceTneinpn) napinje, 3a Koje je, flaHa 08.10.2020. 
roflMHe oflp>KaH nocTynaK OTBpahta noHy,qa, M3y3eB 3a napTnjy 28 - erlotinib 25 mg, 100 mg i 150 mg, 3a Kojy 
je flaHa 08.10.2020. roflnHe noflHeT 3axTeB 3a 3aLUTHTy npaBa, n3 Kor pa3nora cy, y c«nafly ca nnaHOM 150. 
CTaB 11. 3aKOHa o jaBHMM HaSaBKaMa, aKTUBHOCTM y nociynKy jaBHe HačaBKe, 3a HaBefleHy napTMjy, 6 une 
3aycTaBrbeHe.

Cx0flH0 HaBefleHOM, fla H a  09.11.2020. roflMHe, flOHeTa je  OflnyKa, S po j 404-1-39/20-51 o 
3aKrbyMett>y o k b h p h h x  cn o pa 3yM a , 3a n a p in je  1-11, 13-27, 29-50 u 52-54 u o6ycTaBn nocTynKa 3a n a p in je  
12 n 51 y jaBHoj Ha6aBUM JieKOBa ca  J lucTe L4 J lucTe neKOBa.

Mi\/iajyfin y BMAy p,a je HapyHnnai4 o fl6ai_|no 3a«rbyHKOM 3axTeB 3a 3aujTMTy npaBa 3aMHTepecoBaHor 
nnqa, Kao He6naroBpeMeH, a aa noAHOcunaM 3axTeBa Huje noAHeo >Kan6y Ha mctm, HapyMnnai4 je HacTaBno 
aKTMBHOCTM y nocTynKy jaBHe Ha6aBKe, 3a HaBeAeHy napTnjy 28 n AaHa 16.12.2020.roAHHe, o6jaBno 
očaBeniTefee o npoAy>Ketoy po«a 3a noAHOLuehbe noHyAa, 6poj 404-1-39/20-59 Ha nopTany jaBHnx HačaBKM 
m nHTepHeT CTpaHUMM HapyHnoi4a.

riocTynaK OTBapahta noHyAa je OAP>KaH Aana 18.12.2020.roAHHe o Meiviy je canuH^eH 3anncHHK o 
OTBapahby noHyAa 6p. 404-1-39/20-62, MCTorAaHa KOMMCMja je M3Bpujnna CTpywHy OLjeHy noHyAa, o MeMyje 
canuhbeH M3BeiuTaj o CTpyHHoj oqeHM noHyAa 3aBeAeH noA 6pojeM 404-1-39/20-63.

I. rioAaMM o HapyMMOMy

1. Ha3HBH HapyHnnaqa: Peny6nnHKn (£ o h a  3a 3ApaBCTBeHO ocurypanbe u CneLinjariHa 33TBopcKa 
S o ji hh 14a

2. AApece HapyMUJiaqa: JoBaHa MapnHOBnfia 2, BeorpaA n BanBaHCKa 6p. 14a, BeorpaA

3. MHTepHeT CTpaHnqa HapyHnoqa: www.iavnenabavke.rfzo.rs

4. BpcTa H apyH noqa: O praH M 3ai4nja 3a 06aBe3H 0 coqu janH O  o cu rypa hbe

PenySnnHKM c|doha  3a 3ApaBCTBeHO o c u ry p a h te , Kao HapywunaLi, je  c n p o B e o  nocTynaK  jaB H e 
HačaBKe, a o k  fie o k b h p h m  cnopa3yM 3aKTbyHMTM H apyH noqn PenySnnHKM cJdoha 3a 3ApaBCTBeH0 ocurypaFte 
n C n e q u ja n H a  3aTBopcKa 6onHm_ia y BeorpaAy, 3a noTpeS e MuHUCTapcTBa npaB A e Y npaB e  3a n3BpLuehbe 
KpMBUHHUX CaHKMMja.

II. noflaqn o jaBHoj Ha6aBL4M, 3a napTMjy 28

1. BpcTa npeAMeia jaBHe Ha6aBKe: floSpa

2. npeAMeT jaBHe Ha6aBKe, 03HaKa v\3 omiiTer peMHUKa HaSaBKe m npoqehbeHa BpeAHOCT Ha6aBKe 
3a napTnjy 28:

Bpoj
napTMje Ha3tiB napTuje OapMaueyTCKM

o6nnK
JaHMHa

neKa
Je«.
Mepe

llpoLteHseHa
jeflMHMMHa

qeHa
KonuHMHa

ripouefeena
B p e f lH O C T  6e3 

flflB-a

28 erlotinib 25 mg, 100 mg 
i 150 mg film tableta

25 mg
tableta

980,01 550 539.005,50
100 mg 2.384,53 1500 3.576.795,00
150 mg 3.730,13 10.000 37.301.300,00

YKyriHa npoMefeeHa BpeflHOCT 6e3 flAB-a 3a napTnjy 28: 41.417.100,50
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Ha3MB m 03HaKa n3 onuiTer peMHUKa HaöaBKe: 33600000 -  c£apMai4eyTCKM np0H3B0fl

3. PeflHM 6poj jaBHe HaßaBKe: 404-1-110/20-41

4. BpcTa nocTynKa jaBHe HaSaBKe: OTBopeHU nociynaK

III. O c h o b h m  no flaM M  o  noH yf]aH M M a, 3a napT M jy 28

BnaroBpeMeHO, Tj. ,qo flaHa 18.12.2020. roflMHe, flo 10:00 nacoBa, HapyHMoqy cy npucTurne noHyfle 
cneflefinx noHyi}aHa 3a napTnjy 28 - erlotinib 25 mg, 100 mg i 150 mg :

P.B. Ha3MB noHy?]aMa Aqpeca
fla iyM

npujeMa CaT

1 . Adoc d.o.o.
Mmiopafla JoBaHOBMfia 11, 

Beorpafl 08.10.2020. 08:58

2 . Phoenix Pharma d.o.o. Bope OaHKOBnfia 2, 
Beorpafl 08.10.2020. 09:13

3. Farmalogist d.o.o. MnpujeBCKM öyneßap 3, 
Beorpafl

08.10.2020. 09:18

18.12.2020. 09:00

4. Sopharma Trading d.o.o.
yn. Byneßap 3opaHa 
ToMHfjuTna 488, Hobm 

Beorpafl
08.10.2020. 09:25

5. Vega d.o.o. ByKa Kapaunlia 41, Barbeßo 08.10.2020. 09:33

(■
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IV. CTpy4Ha OLteHa noHyaa, 3a napTiijy 28

1. Adoc d.o.o.
PeflHM 6poj noHyfle: 1
Bpoj no a KojuM je noHyAa 3aBeAeHa: 404-1-39/20-37 
Ha3MB noHyf)aMa: Adoc d.o.o. 
i l 0HyAa Spoj 14691 oa 28.09.2020. roAMHe 
noHy?]aM je noAHeo noHyAy: caMOdanHO 

____loHyf)aH je noAHeo noHyAy 3a nap™jy: 28_________

I - Bpoj 
napinje

II - Ha3MB 
napTnje III-JKL

IV-
3aujTiilieHM

H33HB
noHyl]eHor

,qo6pa

V-
npOM3BOfjaH

V I-
OapMa-
ueyTCKM
o6nnK

VII - 
JaHMHa / 
KOHUe- 

HTpaMnj 
a neKa

VIII - 
JeflMHMma 

Mepe

Konu- 
HMHa 3a 
P030

Korm-
HMHa

3a
C3B

IX -
Konu-
HMH3

X- 
JeflMHMHH 

a ueHa

XI - Yi<ynHa 
ueHa 6e3 

riAB-a

XII - 
CTona 
nAB-a

XIII - 113HOC 
nAB-a

XIV - yKyrma 
ueHa ca nAB-

OM

28
erlotinib 25 mg, 

100 mg i 150 
mg

1039402 Tarceva®

ROCHE S.P.A.
Italija

F.HOFFMANN-
LA

ROCHE LTD, 
Svajcarska

Film tableta 25 mg tableta 550 0 550 970,20 533,610,00 10% 53.361,00 586.971,00

1039403 Tarceva®

ROCHE S.P.A.
Italija

F.HOFFMANN-
LA

ROCHE LTD, 
Svajcarska

Film tableta 100 mg tableta 1500 0 1500 2.360,57 3.540.855,00 10% 354.085,50 3.894.940,50

1039404 Tarceva®

ROCHE S.P.A.
Italija

F.HOFFMANN-
LA

ROCHE LTD, 
Svajcarska

Film tableta 250 mg tableta 10000 0 10000 3.691,90 36.919.000,00 10% 3.691.900,00
40.610.900,00

YKynHO 3A flAPTMjy 28: 40.993.465,00 4.099.346,50 45.092.811,50

Pok ncnopyKe m3hocm 72 ca ia  oa npnjeivia nucMeHor 3axTeBa Kynqa.
Pok Ba>Kehba noHyAe je 90 Aana oa Aana OTBapanba noHyAa.
l“loHy?}aH je AOCTaBMO 06pa3ai4 6p. 7 -  Tpoujkobm npunpeManba noHyAe, y kom je nc«a3ao TponiKOBe npunpeMahba noHyAe y n3Hocy oa 200,00 A^Hapa 6e3 ilflB -a . 
noHyT]aM je AOCTaBUO peniehbe AreHqnje 3a npuBpeAHe pem cipe o ynncy y Pernciap noHyf)aHa BnH 195/2013 oa 20.09.2013. roAUHe. ilpoBepoM Ha MHTepHeT CTpaHnun 
AreHMMje 3a npuBpeAHe perncipe yTBpf)eHO je p,a je perncipaunja a«THBHa.
ilpoBepoM Ha HHTepHeT CTpaHUMM AreHMnje 3a npuBpeAHe pemcipe, http://www.apr.gov.rs/ KoM^cnja je yTBpAnna p,a mvieHOBaHM noHyf)aH Huje y nociynKy CTenaja wnn 
riMKBHAaMnje.

KoMMCMja je KOHCTaTOBana f la  je AOCTaBiteHa noHyfla noHyfjaHa Adoc d.o.o. npiixBaTTbMBa y CMncny MJiaHa 3. CTaB 1. TanKa 33) 3 aK O H a o jaBHMM 
Ha6aBKaMa („Cny>K6eHii macHMK PC“, 6poj 124/12, 14/15 u 68/15), 3a napTMjy 28.
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2. Phoenix Pharma d.o.o.

PeflHU 6poj noHyfle: 2
Bpoj nofl Kojwvi je noHyAa 3aßeAeHa: 404-1-39/20-39 
Ha3MB noHy^ana: Phoenix Pharma d.o.o.
noHyfla 6poj 170/20 oa 07.10.2020. roflUHe 
rioHy^aM je noflHeo noHyfly: caMocianHo 
10Hy?]aH je noflHeo noHyfly 3a napTi/ijy: 28________

I - Bpoj 
napTMje

II - Ha3MB 
napinje III - JKL

IV -
3au]TM?ieHM

H33MB
noHyfjeHor

flo6pa

V-
npOM3BOliaM

VI -  
cPapMa- 
MeyTCKM 
o6hmk

VII - 
JasiiHa / 
KOHue- 

HTpamija 
neKa

VIII - 
JeflHHHLja 

Mepe

Konu­
sima

3a
P(D30

Konn-
HMHa

3a
C3B

IX -
Konn-
MMHa

X - 
JeflMHMHH 

a ueHa

XI - YitynHa 
ueHa 6e3

nflB-a

XII - 
CTona
nflß-

a

XIII - H3HOC
nflB-a

XIV - yKyrma 
ueHa ca nflB-

OM

1039402/
1039409

TARCEVA
O/INOPRANO

ROCHE
S.P.A..F

Hoffmann-Ia
roche

Ltd/Remedica
ltd.

film
tableta 25mg tableta 550 0 550 980,01 539.005,50 10% 53.900,55 592.906,05

28
erlotinib 25 
mg, 100 mg 

i 150 mg

1039403/
1039410

TARCEVA
O/INOPRANO

ROCHE
S.P.A..F

Hoffmann-Ia
röche

Ltd/Remedica
ltd.

film
tableta 100mg tableta 1500 0 1500 2.384,53 3.576.795,00 10% 357.679,50 3.934.474,50

1039404/
1039411

TARCEVA
O/INOPRANO

ROCHE
S.P.A..F

Hoffmann-Ia
roche

Ltd/Remedica
ltd.

film
tableta 150mg tableta 10000 0 10000 3.730,13 37.301.300,00 10% 3.730.130,00 41.031.430,00

YKynHO 3A nAPTHJy 28: 41.417.100,50 4.141.710,05 45.558.810,55

Pok ncnopyKe i/i3hoch 72 ca ia  oa npwjeivia nucMeHor 3axTeßa Kynqa.
Pok Bawehba noHyAe je 90 Aana oa AaHa OTßapahba noHyAa.
noHyTjaH je Kao cacTaßHH aso CBoje noHyAe AOCTaßwo oöpa3ai4 6p. 7 - TpowKOBH npunpeMe noHyAe, y KojeM je Hnje ncKa3ao TponiKOBe npunpeiviai-ba noHyAe. 
iloHyTjaM je AOCTaßno peuuehbe AreHLinje 3a npußpeAHe perncipe o ynncy y PemcTap noHyTjana BilH  1451/2013 oa 25.11.2013. roAMHe. üpoBepoM Ha HHTepHeT 

CTpaHUMM AreHqnje 3a npußpeAHe peri/iCTpe yTBplieHo je p,a je pemcTpauwja atcruBHa.
npoBepoM Ha MHTepHeT CTpaHUMM ÄreHMnje 3a npwßpeAHe perncTpe, http://www.apr.gov.rs/ KoMucuja je yißpAnna p,a uMeHOßaHM noHyTjan Hnje y nociyriKy 

cienaja wnn nHKBUAauiije.
KoMMCMja je KOHCTaTOBana fla noHyfla noHyTjana Phoenix Pharma d.o.o. npMXBaTibMBa y CMMCJiy nnaHa 3. CTaB 1 Tanna 33) 3aKOHa o jaB H M M  

Ha6aBKaMa („CnywöeHM rnacHMK PC“, 6poj 124/12, 14/15 m 68/15), 3a napmjy 28.

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


3. Farmalogist d.o.o.

PeflHi/i 6poj noHyfle: 3
Bpoj nofl Koji/iM je noHy,qa 3aE-efleHa: 404-¡-39/20-40 w w3MeHa noHyfle 404-1-39/20-61 
Ha3MB noHyTjaHa: F a r m a lo g is t  d .o .o .  
noHyAa 6poj I1-007243 oa 07.10.2020. ro/;MHe 
noHyfjaH je noflHeo noHyfly: caMOCTanHO
loHyfjaH je noflHeo noHyfly 33 napinjy: 28________ _________ _____________________

I - Bpoj 
napTMje

II - Ha3MB 
napTMje III-J K L

I«/-
3aLmnfieHn

H&3MB
noH ^eH or

flc6pa

V-
ripc M3BOJ]aH

V I -
OapMa-
MeyTCKM

o 6 j im k

VII - 
JanuHa / 
KO HUe- 

H Tpai4M ja  
n e K a

VIII - 
JeflMHima 

Mepe

Kojim-
HMHa

3a
P 0 3 0

Korm-
HMHa

3a
C3B

IX -
Kojim-
HMHa

X - 
JeflMHMHH 

a ueHa

XI - yKyrma 
qeHa 6e3 

riAB-a

XII - 
CTona 
nAB-

a

XIII -M 3 H O C
nflB-a

XIV - YKyriHa 
ueHa ca IIAB-

OM

28
erlotinib 25 
mg, 100 mg 

i 150 mg

1039409
1039402

INOPRAN / 
TARCEVA

Renredica Ltd/ 
F. hoffmann- 
La Foche Ltd.

film
tableta 25mg tableta 550 0 550 812,33 446.781,50 10% 44.678,15 491.459,65

1039410
1039403

INOPRAN/
TARCEVA

Renredica Ltd/ 
F. Foffmann- 
La Foche Ltd.

film
tableta 100mg tableta 1500 0 1500 1.976,54 2.964.810,00 10% 296.481,00 3.261.291,00

1039411
1039404

INOPRAN/
TARCEVA

Rerredica Ltd/ 
F. Foffmann- 
La Foche Ltd.

film
tableta 150mg tableta 10000 0 10000 3.091,91 30.919.100,00 10% 3.091.910,00 34.011.010,00

YKynHO 3A nAPTUjy 28: 34.330.691,50 3.433.069,15 37.763.760,65

Pok ncnopyi<e H3H0CH 24 caía oa npu jeM a nncMeHor 3 a x ie B a  Kynqa.
Pok B a te íta  noHyfle je 90 flcHa o a AaHa CTBapahta noHyAa.
noHyf)aH je Kao cacTaBHM p,eo CBoje noHy^e HMje AOCTaBno o6pa3au 6p. 7 - Tpoljükobm npunpeMe noHyAe.
ÍIoHyTjaH je AOdaBno peme-be AreHunje 3a npuBpeAHe perucrpe o ynucy y PemcTap noHy?]aHa BflH 68/2013 oa 09.09.2013. roAUHe, BÍIH 39519/2020 oa

15.06.2020. roAUHe. IlpoBepoM Ha MHTepHeT cipaHuqn AreHUwje 3a npuBpeAHe pemcrpe yTBpfjeHO je p,a je pemcTpaLinja aKTUBHa
npoBepoM Ha MHTepHeT cipaHuqn AreHqwje 3a npMBpeAHe pemcipe, http://www.apr.gov.rs/ KoMucuja je yTBpAnna p,a UMeHOBaHM noHyTjaH HMje y nociyriKy cienaja nnn 
jinKBM Aaunje.

K o M u c u ja  je  KOHCTaTOBana f la  n o H y f la  no H y f]a H a  F a rm a lo g is t  d .o .o .  n p u x B a T J b tiB a  y  CM M Cjiy nn aH a  3. c t 3 b  1 TaMKa 3 3 ) 3a«O H a o  jaBHHM  Ha6aBKaM a 
(,,Cny>K6eHM rnacH M K P C “ , 6 p o j 1 2 4 /1 2 ,1 4 /1 5  u 6 8 /1 5 ), 3a napT M jy  28 .
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4. Sopharma Trading d.o.o
PeflHH 6poj noHyfle: 4
Bpoj nofl KojuM je noHyfla 3aBeAeHa: 404-1-39/20-41 
Ha3MB noHyTjana: Sopharma Trading d.o.o d.o.o. 
lloHyfla 6poj 710/2020 Ofl 07.10.2020. roflUHe 
noHyfjaH je noflHeo noHyfly: caMOCTanHo 
flQHyf)aH je noflHeo noHy,qy 3a napTujy: 28_________

I - Bpoj 
napTnje

II - Ha3MB 
napmje III-J K L

IV -
3aujTMfieHM

H33MB
noHyf}eHor

floépa

V-
npOM3BOfjaH

VI -  
OapMa- 
MeyTCKM 

o6hmk

VII - 
JaHMHa/ 
KOHUe- 

HTpamija 
ne«a

VIII - 
JeflWHMua

Mepe

Korm-
HMHa

3a
P 0 3 0

Konn-
HMHa

3a
C3B

IX -
Korm-
HMHa

X - 
JeflMHMHH 

a ueHa

XI - YKyriHa 
ueHa 6e3 

nflB -a

XII - 
C lona 
nflB- 

a

XIII - M3HOC
nflB-a

XIV - YKyriHa 
MeHa ca nflB-

OM

28
erlotinib 25 
mg, 100 mg 

i 150 mg

1039402 TARCEVA0 F.Hoffmann- 
La Roche Ltd.

film
tableta 25mg tableta 550 0 550 970,22 533.620,89 10% 53.362,09 586.982,98

1039403 TARCEVA0 F.Hoffmann- 
La Roche Ltd.

film
tableta 100mg tableta 1500 0 1500 2.360,69 3.541.041,90 10% 354.104,19 3.895.146,09

1039404 TARCEVA0 F.Hoffmann- 
La Roche Ltd.

film
tableta 150mg tableta 10000 0 10000 3.692,83 36.928.287,00 10% 3.692.828,70 40.621.115,70

YKyriHO 3A nAPTU jy 28: 41.002.949,79 4.100.294,98 45.103.244,77

Pok n c n o p y K e  W3HOCH 7 2  caía Ofl flaHa npwjeivia nncMeHor 3axTeBa Kynqa/CneLinjanHe 3aTBopcKe S o n H u q e /  Ka3HeHO nonpaBHnx 3aBOAa/0«py>KHHx 3aTBopa.
Pok Bawetea noHyfle je 9 0  flaHa oa Aana OTBapa^a noHyfla.
noHy?]aM je Kao caciaBHH fleo CBoje noHyfle flociaBno o 6 p a 3a q  6p. 7  - T p o lu k o b u  npnnpeivie noHyfle, y KojeM  Huje n c K a 3a o  TponiKOBe n p u n p e M a h b a  noHyfle. 
npoBepoM Ha wHTepHeT CTpaHuqn AreHqnje 3a npwBpeflHe perncipe yTBpfjeHO je fía je perncTpaquja aKTMBHa.
r ip o B e p o M  Ha M H TepHeT CTpaHWMM A re H U n je  3a n p w B p e flH e  perncTpe, http://www.apr.gov.rs/ KoMucuja je y T B p f lu n a  p,a  MM eHOBaHW  noH yf]aM  Huje y  nocTynKy 

CTeMaja wrm nnKBMflai_iMje
KoMMCuja je KOHCTaTO Baria a  a AOCTaBjbeHa noHyaa noHy1]aHa Sopharma Trading d.o.o. npMXBaiTbtiBa y CMMCJiy nnaHa 3. CTaB 1. Tam<a 33) 3aK0Ha o 

jaBHMM HaóaBKaMa („Cny>K6eHii rnacHMK PC“, 6poj 124/12,14/15 m 68/15), 3a napmjy 28.
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5. Vega d.o.o.
PeflHM 6poj noH yfle : 5
Bpoj nofl KojuM je noHyfla 3aBe,qeHa: 404-1-39/20-44 
Ha3HB noHy?)aHa: Vega d.o.o. 
noHy,qa 6poj 74/20 ofl 07.10.2020. roflMHe 
noHyíjaH je noflHeo noHyfly: caMOOTariHO 
rioHyTiaM je noflHeo noHyfly 3a napTujy: 28_________

I - Bpoj 
napTMje

II - Ha3MB 
napmje III -JK L

IV -
3au]TMfheHM

H33MB
noHyljeHor

flo6pa

V-
flpOM3BOlÍaH

VI -  
ct>apMa- 
LjeyTCKM 
o6 jimk

VII - 
JanuHa/ 
KOHLje- 

HTpamija 
nena

VIII - 
JeflMHMua 

Mepe

Korm-
HMHa

3a
P 0 3 0

Konn-
MMHa

3a
C3B

IX -
Konn-
HMHa

X - 
JeflMHMHH 

a ueHa

XI - YKyriHa 
ueHa 6e3

nflB-a

XII - 
CTona
nflB-

a

XIII - H3HOC 
nflB-a

XIV - YKyriHa 
UeHa ca nflB-

OM

28
erlotinib 25 
mg, 100 mg 

i 150 mg

1039409,
1039402

INOPRANO
TARCEVA

Remedica Ltd/ 
F. Hoffmann- 
La Roche Ltd.

film
tableta 25mg tableta 550 0 550 978,05 537.927,50 10% 53.792,75 591.720,25

1039410,
1039403

INOPRANO
TARCEVA

Remedica Ltd/ 
F. Hoffmann- 
La Roche Ltd.

film
tableta 100mg tableta 1500 0 1500 2.379,76 3.569.640,00 10% 356.964,00 3.926.604,00

1039411,
1039404

INOPRANO
TARCEVA

Remedica Ltd/ 
F. Hoffmann- 
La Roche Ltd.

film
tableta 150mg tableta 10000 0 10000 3.722,67 37.226.700,00 10% 3.722.670,00 40.949.370,00

41.334.267,50 4.133.426,75 45.467.694,25

Pok ncnopyKe h3hocm 24 caía oa flaHa npujeMa nncMeHor 3axieBa Kyni4a/Cnei_injanHe 3aTBopcKe SonHuue/ Ka3HeH0 nonpaBHnx 3aBOfla/OKpy>KHwx 3aTBopa.
Pok Bawet-ba noHyfle je 100 flaHa ofl flaHa OTBapai-ba noHyfla.
noHy?)aM je Kao caciaBHM fleo CBoje noHyfle flocTaBno o6pa3ai4 6p. 7 -  Tpolukobu npunpeMe noHyfle, y KojeM Hwje MCKa3ao TponiKOBe npnnpei\/iahba noHyfle. 
npoBepoM Ha HHTepHeT CTpaHuqn AreHqnje 3a npuBpeflHe perncTpe yTBpfjeHO je fla je pemcipaunja axruBHa.
[IpoBepoM Ha nHTepHeT CTpaHMLiw AreHMMje 3a npuBpeflHe pemcTpe, http://www.apr.gov.rs/ KoMWCMja je yTBpfluna fla wvieHOBaHM noHyTjan HMje y nociynKy cienaja 
nnn HMKBMflaunje
KoMiicuja je KOHCTaTOBana p,a AOCTaBfbeHa noHyAa noHyf]aHa Vega d.o.o. npnxBaTJbMBa y CMMcny nnaHa 3. CTaB 1. TaMKa 33) 3aKOHa o ja B H H M  HaóaBKaMa 
(,,Cny>K6eHii macHiiK PC“, 6poj 124/12,14/15 m 68/15), 3a napmjy 28.
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V. Ofl6njeHe noHyfle, 3a napTMjy 28

Y  nocTyriKy npeflMeTHe jaBHe HaSaBKe Huje 6 n n o  no H y fla  Koje cy  oM ehteHe Kao HenpMXBam>uBe 
m y c n e f l T o ra  o flö n je H e .

VI. KpnTepMjyM 3a flofleny yroßopa m paHmpafee, 3a napTMjy 28

KpnTepM jyM  3a f lO fle / iy  y ro ß o p a  je  HajHMwa noHyTjeHa qeHa.

PaHr jincTa noHyfjana 3a napTMjy 28 - erlotinib 25 mg, 100 mg i 150 mg:

PeflHM
6 poj

n oH y ^ a n
floH yfjeH a  

jeflMHMHHa ueHa  
6 e 3 nflB-a

YKynHa BpeflHOCT 
n oH yfle  no  CTaBMM 

6 e 3 nflB-a

YKynHa BpeflHOCT n o H y fle  
6 e 3 nflB -a

1. F a rm a lo g is t d .o .o .

812,33 446.781,50

34.330.691,501.976,54 2.964.810,00

3.091,91 30.919.100,00

2. A d o c  d .o .o .

970,20 533,610,00

40.993.465,002.360,57 3.540.855,00

3.691,90 36.919.000,00

3. S o p h a rm a  T ra d in g  
d .o .o .

970,22 533.620,89

41.002.949,792.360,69 3.541.041,90

3.692,83 36.928.287,00

4. V e g a  d .o .o .

978,05 537.927,50

41.334.267,502.379,76 3.569.640,00

3.722,67 37.226.700,00

5. P h o e n ix  P h a rm a  d .o .o .

980,01 539.005,50

41.417.100,502.384,53 3.576.795,00

3.730,13 37.301.300,00

KoHKypcHOM AOKyMeHTaqujoM 3a npeflM eTH y jaBHy HaöaBKy, Kao flOKa3 3a ycnoBe 3a yHenifie y 
nocTynKy jaBHe HaöaBKe npeflBMfjeHO je flocTaBrbatoe nonytoeHor m nomncaHor oSpacqa n3jaBe 
n o H yfja na  f la i e  n o f l nyHOM M aiepu janH O M  m k p h b m h h o m  o f lro B o p H o u jf iy  o ncny^eHOCTM  yc n o B a  
(o6paci_in 6p . 9 m 10 y K0HKypcH0j flO KyM eHTam ijn), y CKJiafly ca  MJiaHOM 77 . d a ß  4. 3aKOHa o jaBHUM 
HaöaBKaMa („CnywöeHM rnacHUK P C “ 6p. 12 4 /12 , 1 4 /1 5  m 6 8 /1 5 ).

Y  C K nafly c a  MnaHOM 79 . c ia B  2. 3aKOHa o  jaBHUM Ha6aBKaMa („CnywöeHM  rnacHUK P C “ 6p . 
124 /12 , 1 4 /1 5  m 6 8 /1 5 ) , HapyM M /iaq je  y o6aBe3M f la  n p e  flO H O Lue^a o fln yK e  o  3aKrbynehfey OKBupHor 
cno pa 3yM a  o f l n o H y fja n a  Muja je  no H y fla  o q e h te H a  Kao H a jnoB orbH n ja  3aTpa>Kn f la  f lo o ra B u  Konnjy 
3axTeBaH nx flO Ka3a o  ncnyfeeHOCTw ycnoB a , a M ow e n f la  3aipa>KH Ha yBHfl opurw H an u rm  OBepeHy 
Konnjy c b h x  hjim  no je flH H H x flOKa3a.

KaKO je  K o M u cu ja  yT B p fln n a  f la  noHyTjan n n ja  je  n o H y fla  oqehbeHa Kao H a jnoB orbH n ja , ncnyhbaBa 
ycno B e  3a yneLuTie y n o c iy n K y  jaBH e HaöaBKe, u to  yBHflOM y flOKa3e f lo c ia B i te H e  y3 no H y fly  m yBHflOM y 
jaBHO flo c T y n H e  no flaTK e, o f l MCTor Huje 6 n n o  3axTeBaHO flOCTaBrbahbe flOKa3a, y CKnafly c a  HJiaHOM 79. 
CT3B 2. 3aKOHa o j b b h u m  Ha6aBKaM a (,,Cny>K6eHH m acHUK P C “ 6p . 1 2 4 /1 2 , 14 /15  n 6 8 /1 5 ).

VII. TpoiuKOBM npunpeMafea noHyqe
CxoflHO H/iaHy 88. ct3b 2. 3aKOH3 o jaBHMM HaöaBKaivia ("CnywSeHM rnacHMK PC" 6p. 124/12, 

14/15 n 68/15), TpoLUKOBe npwipewie n noflHoujehta noHyfle cHoce ncKTbynnBO noHyfjaMM n h c tm  He M o ry  
Tpa>Kmu ofl HapyHnoua HaKHafly TpoLUKOBa.

VIII. npefliior KOMMCMje 3a napTMjy 28

KoMucuja 3a cnpoBoijeHae npeflMeTHe jaBHe H a 6 a B K e , nocne CTpyMHe OLjeHe noHyfla 
npefl/io>KMjia je fla ce Oflnyna o saK/bynefey OKBMpHor cnopa3yMa 3a jaBHy HaöaBKy J le K O B a  ca
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JlMCTe u JlMCTe JieKOBa, 6poj JH 404-1-110/20-41, 3a napTMjy 28 - erlotinib 25 mg, 100 mg i 150 mg, 
floflenn noHyfjaHy Farmalogist d.o.o.

M3a6paHH noHyfjan HaöaBKy Hefie m3bpluhtw y3 noMofi noflH3BoT}aMa.
CxoflHO HaBefleHOM, b.a flupeicropa PenyönuMKor cjDOHfla 3a 3flpaBCTBeH0 ocurypanbe aohoch 

OflnyKy Kao y flncno3HTHBy.

ix. ynyTCTBO o iipabhom cPEflCTBy

ripoTMB OBe oflnyKe MO>Ke ce noflHeTn 3axTeB 3a 3awTHTy npaBa y poKy oa 10 (fleceT) flaHa oa 
AaHa oôjaBrbUBahba MCTe Ha riopiany jaBHnx HaôaBKH, cxoflHO MJiaHy 149. ct3b 6. 3aKOHa o jaBHMM 
HaöaBKaMa („Cn. rnacHUK PC“, 6poj 124/12, 14/15 n 68/15).
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