PEnyBJIMHKH OOHfl

3A 3fIPABCTBEHO OCMrVPAtoE

08/2 Epoj: 404-1-39/20-fel)
12.2020. rofIMHe

JoBaHa MapuHOBMfia 6p.2

Beorpafl

Ha OCHOBy HJiaHa 108. 3aKOHa o jaBHUM HadaBKaivia ("Cny>K6eHU rnacHUK PC" 6p. 124/12, 14/15 n
68/15), HJiaHa 23. m 28. CTaTyTa PenySnnHKor ¢jDOHfla 3a 3flpaBCTBeHO ocurypa”e ("Cny>K6eHM rnacHUK PC"
6p. 81/11, 57/12, 89/12, 1/13, 32/13 n 23/15) n M3BeLUTaja o CTpyHHoj ogeHU noHyfla 6p. 404-1-39/20-63 oca
18.12.2020. roflIMHe, b.r. flupeiaopa Peny6nnHKor cjDOHfla 3a 3ApaBCTBeHO ocurypahbe aohocm

OflJIYKY O 3AKJbyHEfeY OKBMPHOT CnOPA3YMA
3A JABHY HABABKY

J1EKOBM CA JIMCTE U JIMCTE J1EKOBA
-3A NAPTMjy 28-
Bp. JH 404-1-110/20 41
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fIHCNO3MTMB OfiJiyKe

3aKjty4yje ce okbmphm cnopa3yM 3a jaBHy Ha6aBKy JleKOBu ca JincTe 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.

O6pa3Jio>KeKbe

llpeflIMeTjaBHe Ha6aBKe je 06nnKOBaH 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 HaCaBKe, 3a HaBefleHy napTMjy, 6une
3aycTaBrbeHe.

CxOfl[HO HaBefleHOM, flaHa 09.11.2020. roflMHe, flOHeTa je OflnyKa, Spoj 404-1-39/20-51 o
3aKrbyMett>y okbhphhx cnopa3yMa, 3a napinje 1-11, 13-27, 29-50 u 52-54 u 06ycTaBn nocTynKa 3a napinje
12 n 51 yjaBHoj Ha6aBUM JieKOBa ca JlucTe L4 JlucTe neKOBa.

MiViajyfin y BMAy p,a je HapyHnnai4 ofl6ai_|no 3a«rbyHKOM 3axTeB 3a 3aujTMTy npaBa 3aMHTepecoBaHor
nnga, Kao He6naroBpeMeH, a aa noAHOcunaM 3axTeBa Huje noAHeo >Kan6y Ha mctm, HapyMnnai4je HacTaBno
aKTMBHOCTM y nocTynKy jaBHe Ha6aBKe, 3a HaBeAeHy napTnjy 28 n AaHa 16.12.2020.roAHHe, o6jaBno
o¢aBeniTefee o npoAy>Ketoy po«a 3a noAHOLuehbe noHyAa, 6poj 404-1-39/20-59 Ha nopTany jaBHnx HataBKM
mnHTepHeT CTpaHUMM HapyHnoida.

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 KOVMMCMa je M3Bpujnna CTpywHy OLjeHy noHyAa, o MeMyje
canuhbeH M3BeiuTaj o CTpyHHoj ogeHM noHyAa 3aBeAeH noA 6pojeM 404-1-39/20-63.

I. rioAaMM o HapyMMOMy

1. Ha3HBH HapyHnnaga: Peny6nnHKn (£Eoha 3a 3ApaBCTBeHO ocurypanbe u CnelinjariHa 33TBopcKa
Sojihh 1A

2. AApece HapyMUJiaga: JoBaHa MapnHOBnfia 2, BeorpaA n BanBaHCKa 6p. 14a, BeorpaA
3. MHTepHeT CTpaHnga HapyHnoga: www.iavhenabavke.rfzo.rs
4. BpcTa HapyHnoga: OpraHM3ai4nja 3a 06aBe3HO0 coqujanHO ocurypahbe

PenySnnHKM ddoha 3a 3ApaBCTBeHO ocurypahte, Kao Hapywunali, je cnpoBeo nocTynaK jaBHe
HataBKe, aok fie okbhphm cnopa3yM 3aKTbyHMTM HapyHnogn PenySnnHKM cdonha 3a 3ApaBCTBeHO ocurypafFte
n CnequjanHa 3aTBopcKa 6onHm_ia y BeorpaAy, 3a noTpeSe MuHUCTapcTBa npaBAe YnpaBe 3a n3BpLuehbe
KpMBUHHUX CaHKMMja.

Il. noflagn o jaBHoj Ha6aBL4M, 3a napTMjy 28

1. BpcTa npeAMeia jaBHe Ha6aBKe: floSpa

2. npeAMeT jaBHe Ha6aBKe, 03HaKa W3 omiiTer peMHUKa HaSaBKe m npogehbeHa BpeAHOCT Ha6aBKe
3a napTnjy 28:
. lipoLteHseHa ri feen
naimje Ha3tiB napTuje Oap'\gaeuneg’IICKM J"’r‘]"e'ﬁ;'a ,\J/I‘Z;jé jEﬂMHMMHa KonuHMHa BpgfolﬂgCeTe623
geHa flfIB-a
25 mg 980,01 550 539.005,50
og  ©MoUND 25 M0, 100MG gy tapeta 100 mg  tableta  2.384,53 1500 3.576.795,00
9 150 mg 3.730,13 10.000 37.301.300,00

YKyriHa npoMefeeHa BpeflHOCT 6e3 flAB-a 3a napTnjy 28: 41.417.100,50


http://www.iavnenabavke.rfzo.rs

Ha3MB m03HaKa n3 onuiTer peMHUKa HataBKe: 33600000 - c£apMaideyTCKM npOH3BOf
3. PeflHM 6poj jaBHe HalRaBKe: 404-1-110/20-41
4. BpcTa nocTynKa jaBHe HasaBKe: OTBopeHU nociynaK

lll. Ochobhm noflaMM o noHyflaHMMa, 3a napTMjy 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 :

flaiyM
?
P.B. Ha3MB noHy?]aMa Agpeca npujeMa CaT
1. Adoc d.o.0. Mmiopafla JoBaHOBMfia 11, g 14 2020, 08:58
Beorpafl
2. Phoenix Pharma d.o.o. Bope OaHKOBnfia 2, 08.10.2020. 09:13
Beorpafl
i 5 08.10.2020. 09:18
3. Farmalogist d.o.o. MnpujeBCKM oynefsap 3,
Beorpafl 18.12.2020. 09:00
yn. Byne3ap 3opaHa
4. Sopharma Trading d.o.o. ToMHfjuTna 488, Hobm 08.10.2020. 09:25
Beorpafl
5. Vega d.o.o. ByKa Kapaunlia 41, Barbef3o 08.10.2020. 09:33



IV. CTpy4Ha OLteHa noHyaa, 3a napTiijy 28

1. Adoc d.o.o.
PeflHM 6poj noHyfle: 1

Bpoj noa KojuM je noHyAa 3aBeAeHa: 404-1-39/20-37

Ha3MB noHyf)laMa: Adoc d.o.o.
ilOHyAa Spoj 14691 oa 28.09.2020. roAMHe
noHy?]aM je noAHeo noHyAy: caMOdanHO

loHyf)aH je noAHeo noHyAy 3a nap™jy: 28
IV-

| - Bpoj Il - Ha3vB
napinje napTnje I-JKL
1039402
erlotinib 25 mg,
28 100 mg i 150 1039403
mg
1039404

3aujTillieHM
H33HB

noHylleHor
,qo6pa

Tarceva®

Tarceva®

Tarceva®

V-
npOM3BOfjaH

ROCHE S.P.A.
Italija
F.HOFFMANN-
LA
ROCHE LTD,
Svajcarska
ROCHE S.P.A.
Italija
F.HOFFMANN-
LA
ROCHE LTD,
Svajcarska
ROCHE S.P.A.
Italija
F.HOFFMANN-
LA
ROCHE LTD,
Svajcarska

Vi-
OapMa-
ueyTCKM

o6nnK

Film tableta

Film tableta

Film tableta

Pok ncnopyKe m3hocm 72 caia oa npnjeivia nucMeHor 3axTeBa Kynga.

Pok Ba>Kehba noHyAe je 90 Aana oa Aana OTBapanba noHyAa.

VI -
JaHMHa/
KOHUe-
HTpaMnj
a neKa

25 mg

100 mg

250 mg

VIl -
JefIMHMma
Mepe

tableta

tableta

tableta

Konu-
HVHa 3a
P030

550

1500

10000

Korm-

HVHa IX-
3a Konu-

c3B HVH3
0 550
0 1500
0 10000

YKynHO 3A fIAPTMjy 28:

X- X - YicynHa
JefMHMHH ueHa 6e3
a ueHa riAB-a
970,20 533,610,00
2.360,57 3.540.855,00
3.691,90 36.919.000,00

X -
CTona
nAB-a

10%

10%

10%

40.993.465,00

Xl - 113H0C
nAB-a

53.361,00

354.085,50

3.691.900,00

4.099.346,50

IloHy?}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 ilfIB-a.

noHyT]aM je AOCTaBUO peniehbe AreHgnje 3a npuBpeAHe pemcipe o ynncy y Pernciap noHyflaHa BnH 195/2013 oa 20.09.2013. roAUHe. ilpoBepoM Ha MHTepHeT CTpaHnun
AreHMMje 3a npuBpeAHe perncipe yTBpf)eHO je p,aje perncipaunja axTHBHa.

ilpoBepoM Ha HHTepHeT CTpaHUMM AreHMnje 3a npuBpeAHe pemcipe, http://www.apr.gov.rs/

riMKBHAaMnje.

XV - yKyrma
ueHa ca nAB-
oM

586.971,00

3.894.940,50

40.610.900,00

45.092.811,50

KoM”cnja je yTBpAnna p,a mvieHOBaHM noHyf)aH Huje y nociynKy CTenaja wnn

KoMMCMja je KOHCTaTOBana fla je AOCTaBiteHa noHyfla noHyfjaHa Adoc d.o.o. npiixBaTTbMBa y CMncny MJiaHa 3. CTaB 1. TanKa 33) 3akOHa 0 jaBHMM
Ha6aBKaMa (,,Cny>K6eHii macHMK PC*, 6poj 124/12, 14/15 u 68/15), 3a napTMjy 28.


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

2.

| - Bpoj
napTMje

28

Phoenix Pharma d.o.o.

PeflHU 6poj noHyfle: 2
Bpoj nofl Kojwvi je noHyAa 3aReAeHa: 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 nofl[Heo noHyfly 3a napTi/ijy: 28

Il - Ha3MB
napinje

erlotinib 25
mg, 100 mg
i 150 mg

I - JKL

1039402/
1039409

1039403/
1039410

1039404/
1039411

V-
3auTM?ieHM
H33MB
noHyfjeHor
flo6pa

TARCEVA

O/INOPRANO

TARCEVA
O/INOPRANO

TARCEVA
O/INOPRANO

V-
npOM3BOliaM

ROCHE
S.PA.F
Hoffmann-la
roche
Ltd/Remedica
Itd.
ROCHE
S.PA.F
Hoffmann-la
réche
Ltd/Remedica
Itd.
ROCHE
S.PA.F
Hoffmann-la
roche
Ltd/Remedica
Itd.

VI -
cPapMa-
MeyTCKM

o6hmk

film
tableta

film
tableta

film
tableta

VII -
JasiiHa/
KOHue-
HTpamija
nekKa

25mg

100mg

150mg

Pok ncnopyKe ifi3hoch 72 caia oa npwijeivia nucMeHor 3axTeRRa Kynga.
Pok Bawehba noHyAe je 90 Aana oa AaHa OTRapahba noHyAa.

noHyTjaH je Kao cacTaRHH aso CBoje noHyAe AOCTalRwo o6pa3ai4 6p. 7 - TpowKOBH npunpeMe noHyAe, y KojeM je Hnje ncKa3ao TponiKOBe npunpeiviai-ba noHyAe.

VI -
JeflHHHLja
Mepe

tableta

tableta

tableta

Konu-

sima
3a
P(D30

550

1500

10000

Konn-

M IX - X-
2a Konn- JefMHMHH
C3B MVHa a ueHa
0 550 980,01
0 1500 2.384,53
0 10000 3.730,13
YKynHO 3A nAPTHJy 28:

XI - YitynHa
ueHa 6e3
nflB-a

539.005,50

3.576.795,00

37.301.300,00

Xl -
CTona
nfli3-

10%

10%

10%

41.417.100,50

Xl - H3HOC
nflB-a

53.900,55

357.679,50

3.730.130,00

4.141.710,05

XIV - yKyrma
ueHa ca nflB-
oM

592.906,05

3.934.474,50

41.031.430,00

45.558.810,55

iloHyTjaM je AOCTaRno peuuehbe AreHLinje 3a npuRpeAHe perncipe o ynncy y PemcTap noHyTjana BilH 1451/2013 oa 25.11.2013. roAMHe. UpoBepoM Ha HHTepHeT
CTpaHUMM AreHqgnje 3a npul3peAHe peri/iCTpe yTBplieHo je p,aje pemcTpauwja atcruBHa.

npoBepoM Ha MHTepHeT CTpaHUMM AreHMnje 3a npwRpeAHe perncTpe, http://www.apr.gov.rs/

cienaja wnn nHKBUAauiije.
KoMMCMja je KOHCTaTOBana fla noHyfla noHyTjana Phoenix Pharma d.o.o. npMXBaTibMBa y CMMCJiy nnaHa 3. CTaB 1 Tanna 33) 3aKOHa 0O jaBHMM
Ha6aBKaMa (,,CnywdeHM rnacHMK PC*, 6poj 124/12, 14/15 m68/15), 3a napmjy 28.

KoMucuja je yiBpAnna pa uMeHORaHM noHyTjan Hnje y nociyriKy


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

3. Farmalogist d.o.o.

PeflHi/i 6poj noHyfle: 3

Bpoj nofl KojifiM je noHy,qa 3aE-efleHa: 404-i-39/20-40 ww3MeHa noHyfle 404-1-39/20-61

Ha3MB noHyTjaHa: Farmalogist d.o.o.

noHyAa 6poj 11-007243 oa 07.10.2020. ro/;MHe
noHyfjaH je noflHeo noHyfly: caMOCTanHO

loHyfjaH je noflHeo noHyfly 33 napinjy: 28

| - Bpoj Il - Ha3MB

napTMje napTMije H-JKL
1039409
1039402
erlotinib 25 1039410
28 mg, 100 mg
i 150 mg 1039403
1039411
1039404

l«/-

3aLmnfieHn

H&3MB
noH”eHor
flc6pa

INOPRAN/
TARCEVA

INOPRAN/
TARCEVA

INOPRAN/
TARCEVA

V-
ripc M3BQJJaH

Renredica Ltd/
F. hoffmann-
La Foche Ltd.
Renredica Ltd/
F. Foffmann-
La Foche Ltd.
Rerredica Ltd/
F. Foffmann-
La Foche Ltd.

V-
OapMa-
MeyTCKM

06 jimk

film
tableta

film
tableta

film
tableta

VIl -
JanuHa/ VI -
KOHUe- JefIMHima
HTpai4Mja Mepe
neKa
25mg tableta
100mg tableta
150mg tableta

Pok ncnopyi<e H3HOCH 24 caia oa npujeMa nncMeHor 3axieBa Kynga.
Pok Bateita noHyfle je 90 flcHa oa AaHa CTBapahta noHyAa.
noHyf)aH je Kao cacTaBHM p,eo CBoje noHy”e HMje AOCTaBno o6pa3au 6p. 7 - Tpoljukobm npunpeMe noHyAe.
floHyTjaH je AOdaBno peme-be AreHunje 3a npuBpeAHe perucrpe o ynucy y PemcTap noHy?]aHa BflH 68/2013 oa 09.09.2013. roAUHe, BilH 39519/2020 oa

15.06.2020. roAUHe. llpoBepoM Ha MHTepHeT cipaHugn AreHUwje 3a npuBpeAHe pemcrpe yTBpfijeHO je p,aje pemcTpalinja akTUBHa
KoMucuja je yTBpAnna p,a UMeHOBaHM noHyTjaH HMje y nociyriKy cienaja nnn

npoBepoM Ha MHTepHeT cipaHuqn AreHgwije 3a npMBpeAHe pemcipe, http://www.apr.gov.rs/

jinKBMAaunje.

Kojim- Korm-

HMHa HMH IX- X-
3 % Kojim-  Jef(MHMHH
a 3a HVHa a ueHa
P0O30 C3B
550 0 550 812,33
1500 0 1500 1.976,54
10000 0 10000 3.091,91

YKynHO 3A nAPTUjy 28:

XI - yKyrma
geHa 6e3
riAB-a

446.781,50

2.964.810,00

30.919.100,00

X1 -
CTona
nAB-

10%

10%

10%

34.330.691,50

Xl -m3HOC
nflB-a

44.678,15

296.481,00

3.091.910,00

3.433.069,15

XIV - YKyriHa
ueHa ca IIAB-
oM

491.459,65

3.261.291,00

34.011.010,00

37.763.760,65

KoMucuja je KOHCTaTOBana fla noHyfla noHyflaHa Farmalogist d.o.o. npuxBaTJbtiBa y CMMCjiy nnaHa 3. ct3b 1 TaMKa 33) 3a«OHa o jaBHHM Ha6aBKaMa
(,,Cny>K6eHM rnacHMK PC"“, 6poj 124/12,14/15 u 68/15), 3a napTMjy 28.


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

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 nofl[Heo noHyfly: caMOCTanHo

flQHyf)aH je noflHeo noHy,qy 3a napTujy: 28

| - Bpoj Il - Ha3MB
napTnje napmje
erlotinib 25
28 mg, 100 mg
i 150 mg

Pok ncnopyke WBHOCH 72 caia Ofl flaHa npwijeivia nncMeHor 3axTeBa Kynga/CneLinjanHe 3aTBopcKe sonHuge/ Ka3HeHO nonpaBHnx 3aBOAa/O«py>KHHx 3aTBopa.

I-JKL

1039402

1039403

1039404

V-
3aujTMfieHM
H33MB
noHyf}eHor
floépa

TARCEVAO

TARCEVAO

TARCEVAO

V-
npOM3BOfjaH

F.Hoffmann-
La Roche Ltd.

F.Hoffmann-
La Roche Ltd.

F.Hoffmann-
La Roche Ltd.

VI -
OapMa-
MeyTCKM

ob6hmk

film
tableta

film
tableta

film
tableta

Pok Bawetea noHyfle je 90 flaHa oa Aana OTBapa”a noHyfla.

noHy?]aM je Kao caciaBHH fleo CBoje noHyfle flociaBno o6pa3aq 6p. 7 - Tpolukobu npnnpeivie noHyfle, y Kojem Huje ncka3ao TponiKOBe npunpeMahba noHyfle.
npoBepoM Ha wHTepHeT CTpaHuqgn AreHgnje 3a npwBpeflHe perncipe yTBpfieHO je fia je perncTpaquja aKTMBHa.

ripoBepoM Ha MHTepHeT CTpaHWMM AreHUnje 3a npwBpeflHe perncTpe, http://www.apr.gov.rs/

CTeMaja wrm nnKBMflai_iMje

KoMMCuja je KOHCTaTOBaria aa AOCTaBjbeHa noHyaa noHyllaHa Sopharma Trading d.o.o. npMXBaiTbtiBa y CMMCJiy nnaHa 3. CTaB 1. Tam<a 33) 3aKOHa o
jaBHMM Had6aBKaMa (,,Cny>K6eHii rnacHMK PC*, 6poj 124/12,14/15 m 68/15), 3a napmjy 28.

VII -
JaHMHa/ VIII -
KOHUe- JefWHMua
HTpamija Mepe
ne«a
25mg tableta
100mg tableta
150mg tableta

Korm-

HMHa
3a
P030

550

1500

10000

Konn-
HVHa

C3B

0

0

IX- X-
Korm- JefMHMHH
HMHa a ueHa

550 970,22
1500 2.360,69
10000 3.692,83

YKyriHO 3A nAPTUjy 28:

XI - YKyriHa Xl -
Clona
ueHa 6e3 nflB-
nflB-a
a
533.620,89 10%
3.541.041,90 10%

36.928.287,00 10%

41.002.949,79

X1l - M3HOC
nflB-a

53.362,09

354.104,19

3.692.828,70

4.100.294,98

XIV - YKyriHa
MeHa ca nflB-
oM

586.982,98

3.895.146,09

40.621.115,70

45.103.244,77

KoMucuja je yTBpfluna p,a MMeHOBaHW noHyflaM Huje y nocTynKy


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

5. Vega d.o.o.
PeflHM 6poj noHyfle: 5

Bpoj nofl KojuM je noHyfla 3aBe,geHa: 404-1-39/20-44
Ha3HB noHy?)aHa: Vega d.o.o.

noHy,qa 6poj 74/20 ofl 07.10.2020. roflIMHe

noHyijaH je nofl[Heo noHyfly: caMOOTariHO

rioHyTiaM je nofl[Heo noHyfly 3a napTujy: 28

| - Bpoj Il - Ha3VB 0 -JKL
napTMje napmje
10394009,
1039402
erlotinib 25
1039410
28 mg, 100 mg .
150 mg 1039403
1039411,
1039404

V-
3au]TvfheHM
H33MB
noHyljeHor
flo6pa

INOPRANO
TARCEVA

INOPRANO
TARCEVA

INOPRANO
TARCEVA

V-
flpOM3BOliaH

Remedica Ltd/
F. Hoffmann-
La Roche Ltd.
Remedica Ltd/
F. Hoffmann-
La Roche Ltd.
Remedica Ltd/
F. Hoffmann-
La Roche Ltd.

VI -
ct>apMa-
LjeyTCKM

06jimk

film
tableta

film
tableta

film
tableta

VII -
JanuHa/
KOHLje-
HTpamija
nena

25mg

100mg

150mg

VI -
JefIMHMua
Mepe

tableta

tableta

tableta

Korm-
HVHa
3a
P030

550

1500

10000

Konn-

C3B

IX-
Konn-
HMHa

550

1500

10000

X -
JefiMHMHH
a ueHa

978,05

2.379,76

3.722,67

Xl - YKyriHa
ueHa 6e3
nflB-a

537.927,50

3.569.640,00

37.226.700,00

Xl -
CTona
nflB-

10%

10%

10%

41.334.267,50

Xl - H3HOC
nflB-a

53.792,75

356.964,00

3.722.670,00

4.133.426,75

Pok ncnopyKe h3hocm 24 caia oa flaHa npujeMa nncMeHor 3axieBa Kynida/Cnei_injanHe 3aTBopcKe SonHuue/ Ka3HeHO 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 npnnpeiViahba noHyfle.
npoBepoM Ha HHTepHeT CTpaHugn AreHgnje 3a npuBpeflHe perncTpe yTBpfijeHO je fla je pemcipaunja axruBHa.

[lpoBepoM Ha nHTepHeT CTpaHMLiw AreHMMje 3a npuBpefl[He pemcTpe, http://www.apr.gov.rs/

nnn HMKBMflaunje

XIV - YKyriHa
UeHa ca nflB-
oM

591.720,25

3.926.604,00

40.949.370,00

45.467.694,25

KoMWCMa je yTBpfluna fla wieHOBaHM noHyTjan HMje y nociynKy cienaja

KoMiicuja je KOHCTaTOBana p,a AOCTaBfbeHa noHyAa noHyflaHa Vega d.o.0. npnxBaTJbMBa y CMMcny nnaHa 3. CTaB 1. TaMKa 33) 3aKOHa o jaBHHM HadaBKaMa
(,,Cny>K6eHii macHiiK PC*, 6poj 124/12,14/15 m68/15), 3a napmjy 28.


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

V. Ofl6énjeHe noHyfle, 3a napTMjy 28

YnocTyriKy npeflMeTHe jaBHe HaSaBKe Huje 6nno noHyfla Koje cy oMehteHe Kao HenpMXBam>uBe

mycnefl Tora oflénjeHe.
VI. KpnTepMjyM 3a flofleny yroRopa m paHmpafee, 3a napTMjy 28
KpnTepMjyM 3a flOfle/iy yroRopa je HajHMwa noHyTjeHa geHa.

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

6poj 6e3 nflB-a 6e3 nflB-a 6e3 nflB-a
812,33 446.781,50
1. Farmalogist d.o.o. 1.976,54 2.964.810,00 34.330.691,50
3.091,91 30.919.100,00
970,20 533,610,00
2. Adoc d.o.o. 2.360,57 3.540.855,00 40.993.465,00
3.691,90 36.919.000,00
970,22 533.620,89
3 SOP“a'd"_‘ofoT_fadmg 2.360,69 3.541.041,90 41.002.949,79
3.692,83 36.928.287,00
978,05 537.927,50
4, Vega d.o0.0. 2.379,76 3.569.640,00 41.334.267,50
3.722,67 37.226.700,00
980,01 539.005,50
5. Phoenix Pharma d.o0.o0. 2.384,53 3.576.795,00 41.417.100,50
3.730,13 37.301.300,00

KoHKypcHOM AOKyMeHTaqujoM 3a npeflMeTHy jaBHy HataBKy, Kao flOKa3 3a ycnoBe 3a yHenifie y
nocTynKy jaBHe HadaBKe npeflBMfieHO je flocTaBrbatoe nonytoeHor m nomncaHor oSpacga n3jaBe
noHyfjana flaie nofl nyHOM MaiepujanHOM m kphbmhhom oflroBopHoujfiy o ncny”eHOCTM ycnoBa
(o6paci_in 6p. 9 m 10 y KOHKypcHOj floKyMeHTamijn), y CKJiafly ca MJiaHOM 77. dafl 4. 3aKOHa o jaBHUM

HataBKaMa (,CnywdeHM rnacHUK PC* 6p. 124/12, 14/15 m68/15).
Y CKnafly ca MnaHOM 79. ciaB 2. 3aKOHa o jaBHUM Ha6aBKaMa (,CnywdeHM rnacHUK PC" 6p.

124/12, 14/15 m 68/15), HapyMM/iaq je y o6aBe3M fla npe flOHOLue”a oflnyKe o 3aKrbynehfey OKBupHor
cnopa3yMa ofl noHyfjana Muja je noHyfla ogehteHa Kao HajnoBorbHnja 3aTpa>Kn fla flooraBu Konnjy
3axTeBaHnx floOKa3a o ncnyfeeHOCTw ycnoBa, a Mowe n fla 3aipa>KH Ha yBHfl opurwHan urm OBepeHy
Konnjy cbhx hjim nojef[HHHx flOKa3a.

KaKO je KoMucuja yTBpflnna fla noHyTjan nnja je noHyfla ogehbeHa Kao HajnoBorbHnja, ncnyhbaBa
ycnoBe 3a ynelLuTie y nociynKy jaBHe HataBKe, Ut0o yBHflIOM y flOKa3e flociaBiteHe y3 noHyfly myBHfIOM y
jaBHO flocTynHe noflaTKe, ofl MCTor Huje 6nno 3axTeBaHO flOCTaBrbahbe flOKa3a, y CKnafly ca HJiaHOM 79.
CT3B 2. 3aKOHa o0 jbbhum Ha6aBKaMa (,,Cny>K6eHH macHUK PC*“ 6p. 124/12, 14/15 n 68/15).

VIl.  TpoiuKOBM npunpeMafea noHyqge
Cxof[HO HfiaHy 88. ct3b 2. 3aKOH3 o0 jaBHMM HataBKaivia ("CnywSeHM rnacHMK PC" 6p. 124/12,

14/15 n 68/15), TpoLUKOBe npwipewie n nofl[Houjehta noHyfle cHoce ncKTbynnBO noHyfjaMM n hctm He Mory
Tpa>Kmu ofl HapyHnoua HaKHafly TpoLUKOBa.

VIll. npefliior KOMMCMje 3a napTMjy 28

KoMucuja 3a cnpoBoijeHae npefI[MeTHe jaBHe Ha6aBke, nocne CTpyMHe OLjeHe noHyfla
npefl/io>KMjia je fla ce Oflnyna o saK/bynefey OKBMpHor chopa3yMa 3a jaBHy HadaBKy JiekoBa ca
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JIMCTe u JIMCTe 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 HadaBKy Hefie m3bpluhtw y3 noMofi nofl[H3BoT}aMa.
Cxofl[HO HaBefleHOM, b.a flupeicropa PenydnuMKor ¢DOHfla 3a 3flpaBCTBeHO ocurypanbe aohoch
OflnyKy Kao y flncno3HTHBY.

iX. ynyTCTBO o iipabhom cPEfICTBy

ripoTMB OBe oflnyKe MO>Ke ce nofl[HeTn 3axTeB 3a 3awTHTy npaBa y poKy oa 10 (fleceT) flaHa oa
AaHa odjaBrbUBahba MCTe Ha riopiany jaBHnx HadaBKH, cxoflHO MJiaHy 149. ct3b 6. 3aKOHa o jaBHMM
HadaBKaMa (,Cn. rnacHUK PC*", 6poj 124/12, 14/15 n 68/15).



