PENyEfIUHKM cpOHflI

3A 3fIPABCTBEHO OCHrYPAAME
08/2 Epoj: 404-1-59/19-5
0S.10.2019. roflHHe

JoBaHa MapHHOBMfia 6 p.2
Beorpafl

Ha OCHOBy MnaHa 108. 3aKOHa o jaBHMM HadaBKaivia ("CnywdeHn rnacHUK PC" 6p. 124/12, 14/15 m68/15),
HnaHa 23. m28. CTaTyTa PenydnuMKor (¢OHfla 3a 3flpaBCTBeHO ocurypahbe ("Cliy>K6eHM rnacHUK PC" 6p. 81/11,
57/12, 89/12, 1/13, 32/13 u 23/15) n M3Benrraja o CTpyMHoj ogeHH noHy”a 6p. 404-1-59/19-8 op, 7.10.2019.
roflUHe, B.fl. flupexTopa PenydnuMKor ¢jDOHfla 3a 3flpaBCTBeHO ocurypahbe aohocm

OflJIYKY O 3AKJbyHEfcy OKBMPHOT ChnOPA3YMA
Y JABHOJ HAEABUM
J1EKA CA JIMCTE U JIMCTE J1EKOBA 3A 2019. TOfIMHy - OLAPARIB
BPOJ JH 404-4-110/19-63
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fIMCnO3MTMB OflJiyKe

3aKTbyHyje ce okbmphm cnopa3yM 3a jaBHy Ha6aBKy JleKa ca JlucTe L4 JlucTe neKOBa 3a 2019.
rofIMHy - olaparib, 6poj 404-4-110/19-63, ca cneAefiMM noHyflaHeM:

noHyileHa YKynHa
ripefiIMeT OapMaiieyTCKM  JanMHa JeflMHtma KonuhMua 16TIMHMHHa BpeflHOCT Ha3MB noHvilaH
Ha6aBKe 06rmkK nena Mepe onu a LteHa 6e3 noHyfle 6e3 a noHyflaHa
nflB-a nflB-a
olaparib kapsula, tvrda 50 mg kapsula 53.312 1.342,33 71.562.296,96 Adoc d.o.o.

0O06pa3Jio>Kefbe

I. rioflaMM o HapywMOL4y
1. Ha3HB HapyMnoida: Peny6/iMHKn cJdoha 3a 3flpaBCTBeHO ocnrypahbe
2. Aflpeca HapyMMOLia: yn. JoBaHa MapuHOBMfia 2, Beorpafl

3. MHTepHeT CTpaHMLia HapyHMoga: www.iavhenabavke.rfzo.rs
4. BpcTa HapyHnnaMa: OpraHM3aqMja 3a 06aBe3HO colLinjanHO ocnrypahbe

Peny6nnMKn c{doha 3a 3flpaBCTBeHO ocnrypahbe, Kao HapyHMJiai4, je cnpoBeo nocTynaK jaBHe HaSaBKe m
3aKTbyHniie okbmphm cnopa3yM, aok ?ie yroBope o jaBHoj Ha6aBgqM 3aKrbyMMBaTM 3flpaBCTBeHe ycTaHOBe M3 rinaHa

Mpe>Ke 3flpaBCTBeHMx yciaHOBa.
Il. floflami o jaBHoj Ha6aBMM
1. Bpcia npeflMeia jaBHe Ha6aBKe: floSpa

2. flpeAMeT jaBHe Ha6aBKe, 03HaKa M3 onuuTer peHHMKa Ha6aBKe m npolLjeHDeHa BpeflHOCT Ha6 aBKe:

ripoLjehbeHa

Ha3MB
OapMaid4eyTCKM JaMMHa JeAMHnua j
npeAMeTa P OG.imyk K " jefIMHMMHa KonuHMHa "”BOL’:I':;‘ZFT""‘
neKka epe
jaBHe HacaBKe ! P ueHa pe
olaparib kapsula, tvrda 50 mg kapsula 1.342,33 53.312 71.562.296,96

Ha3MB mO03HaKa M3 oniuTer peHHMKa HaSaBKe: 33600000 - c{DapMai4eyTCKM npOM3BOfIM

3. PeflHM Spoj jaBHe Ha6aBKe: 404-4-110/19-63

4. Bpcia nocTynKa jaBHe HaCaBKe: riperoBapaHKM nocTynaK ca o6jaBrbMBahbeM no3MBa 3a riOAHOQiiiehbe
noHyAe

lll. Ochobhm noAaijM o noHyilamiMa

BnaroBpeMeHO, Tj. ao Aana 7.10.2019. roAMHe, ao 09:30 nacoBa, HapynMOidy je npMCTMma noHyAa

noHyf)awa:
P.B. Ha3MB noHy?)aHa AApeca flaiyM npMjeMa CaT
1 Adoc d.0.0. MMJiopaAa JoBaHOBMfia 11, 04.10.2019. 11:54
Beorpafl

YKynaH 6poj noAHeTMX noHyAa: 1


http://www.iavnenabavke.rfzo.rs

IV. CTpyMHa olLjeHa noHyfla

1. Adoc d.o.o.

Bpoj nofl KojuM je noHyAa 3aBefleHa: 404-1-59/19-5
Ha3MB noHyflaHa: Adoc d.o.0.

noHy,qa 6 poj 14657 oa 03.10.2019. roAMHe
rioHyTiaH je noflHeo noHyfly: caMOCTariHO.

3auiTMlieHii
ripefiMeT H33MB ) OapMai4eyTCKM JanuHa  JeflMHMMa JefMHMHHa  YKynHa MeHa CTona M3HOC YKyrma MeHa
JKI1 ripoM3BoF)aH KonuMMH
Ha6aBKe noHytleHor P ) 06nMK neka Mepe onu a ueHa 6e3 nflB-a nflB-a nflB-a ca nflB-oM
flo6pa
ASTRAZENECA
olaparib 1039999 Lynparza® UK LIMITED, kapsula, tvrda 50 mg kapsula 53.312 1.342,33 71.562.296,96 10% 7.156.229,70 78.718.526,66
V.Britanija
YKyriHA BPEfIHOCT nOHY{IE BE3 lIfIB-a 71.562.296,96
M3HOC nflB-a 7.156.229,70
YKynHA BPEfIHOCT nOHYfIE CA nflB-OM 78.718.526,66

Pok ncnopyKe h3hoch 72 caia oa Aana npnjeivia nucMeHor 3axieBa KynMa.

Pok Ba>KeH=a noHyAe je 90 Aana oa Aana OTBapaH=a noHyAa.

floHyf)aH je Kao cacTaBHH Aeo CBoje noHyAe AOCTaBno o6pa3aq 6p. 7 - Tpolukobu npunpeMe noHyAe, y KojeM je ncKa3ao TpoLUKOBe npunpeMat-ba noHyAe y M3Hocy
oa 200,00 Annapa ca nflB-OM.

noHy?]aM je AOdaBHO peuLietoe AreHMMje 3a npuBpeAHe pemcrpe o ynncy y Pernciap noHyflaHa Bfl[H 195/2013 oa 20.9.2013. roAUHe. ilpoBepoM Ha MHTepHeT
CTpaHUMM AreHMnje 3a npuBpeAHe pemcTpe yTBp?jeHO je Aa je perncipaunja aKTMBHa.

KoMiicuja je KOHCTaTOBana as je noHy?]jaH AOcraBMO AOKyMeHTa Tpa>xeHa y 1103HBy 3a AonyHy noHyAe 6p. 404-1-59/19-4 oa 2.10.2019. roAMHe Wto:

O6pa3al| noHyAe Koju y ce6n caAP>KM o6pa3aq CTpyKType LjeHe 6p. 1

06pa3au 6p. 2 - MeHUHHo oBnaniFiei-be, MeHHLiy, M3BOA M3 pemcTpa MeHm (a HapoAHe 6aHKe CpSuje n KapTOH AenOHOBaHMX nomuca

06pa3au 6p. 3 - H3jaBa 0 He3aBHCHoj noHyAM

06 pa3ai4 6p. 4 - tpolukobu npunpeMe noHyAe

M3jaBy AaTy Ha concTBeHOM o6 pacqy, Koja Mopa 6 mu nomMcaHa oa CTpaHe OBnamfieHor nuLia, as fie 3a BpeMe Ba>Kei-ba yroBopa chocmtu TponiKOBe reHeTCKor

TecTupaf-ba BRCA 1 n BRCA 2 3a ocnrypaHa Jimia Koja Cy KaHAHAaTM 3anene”e neKOM Koju je npeAMeT OBe jaBHe Ha6aBKe.

HaKOH 0AP>K3HOr nocTynKa OTBapahba noHyAa, o neMy je canut-beH 3anMCHMK o OTBapahby noHyAa, 6p. 404-1-59/19-6, KOMUCMja je M3BpLunna nperneA noHyAa Te
KOHCTaTOBana f\a je noHyT)an Adoc d.o.o., BeorpaA, AOcraBMO KOMnneTHy AOKyMeHTai_|Mjy Tpa>KeHy ri03MBOM 3a AonyHy noHyAe n Aa fie hctu 6mth no3BaH y nocTynaK
nperoBapaFta, luto je mHaBeAeHO y npeTX0AHOj KOHCTaTaLiMjn 3anncHHKa o nperoBapat-by 08/2 6p. 404-1-59/19-7 oa 7.10.2019. roAUHe.

EneMeHT yroBopa 0 kom ce Bpiiinno nperoBapaf-be je noHy?jeHa nena, y HajBmue 2 Kpyra. npeACTaBHUK noHyflaHa Adoc d.o.0. M3jaBHO je Aa ocTaje npn geHH
ncKa3aHoj y noHyAH u Aa je H=eroBa noHyAa KOHaHHa. Cxoaho HaBeAeHOM, Huje OAP>KaH Apyrn Kpyr nperoBapa”a.

KoMMCMja KOHCTaTyje fla je AOCTaBrbeHa noHyaa noHyilaHa Adoc d.o.o. npMXBaTrbMBa y CMncny nnaHa 3. CTaB 1. Tanna 33) 3aKOHa o jaBHMM Ha6aBKaMa
(,Cny>K6eHM macHMK PC*, 6poj 124/12,14/15 u 68/15).



V. OflSujeHe noHy,ge

y nocTynKy npeflMeTHe jaBHe Ha6aBKe Huje 6nno noHyfla Koje cy OLiehbeHe Kao HenpnxBaTrbMBe n ycnefl
Tora OflEnjeHe.

VI. KpnTepnjyM 3a flOfleny yroBopa u paHrupa”e

KpnTepnjyM 3a flOfleny yroBopa je HajHH>Ka riOHyf)eHa ueHa.

PaHrnucTa noHyflad4a 3a npeflIMeTHy Ha6aBKy:

rioHyijeHa YKynHa
ripefIMeT  (t>apMaueyTCKM JanuHa JeflHHHLja JefIMHMHHa BpeflHOCT
PeA.6p. KonMHMH
€ P Ha6aBKe 06jimk neKa Mepe on a MeHa 6e3 noHyfle 6e3 HasWB nottyfaHa
nflB-a nflB-a
1 olaparib kapsula, tvrda 50 mg kapsula 53.312 1.342,33 71.562.296,96 Adoc d.o.o.

VII. TpoiuKOBM npMnpeMahba noHyfle

Cx0fl[HO MnaHy 88. CTaB 2. 3akOHa 0 jaBHMM HacaBKaivia ("Cny>K6eHM rnacHUK PC" 6p. 124/12, 14/15 n
68/15), TponiKOBe npunpeMe U noflHomehba noHyfle eHoce NcKThyMHBO noHyfjaMM n hctu He Mory Tpa>KMTM oa
HapyMnoga HaKHafly TponiKOBa.

IX. ripeAnor KOMMCuje

KoMMCMja 3a cnpoBoTjenae npeflMeTHe jaBHe Ha6aBKe, no¢ne CTpyMHe oijeHe noHyfla npeAna>Ke
fla ce OAnyKa o 3aKTbhyMeH3y oKBnpHor cnopa3yMa 3a jaBHy Ha6aBKy JleKa ca JlucTe U JIHCTe neKOBa 3a
2019. rofIMHy - olaparib, 6p. JH 404-4-110/19-63, floflenu cneflefieM noHyTjaHy:

noHyfieHa YKynHa
ripeflMeT OapMaideyTCKH JaMMHa JeflIMHnua jefIMHMHHa BpefIHOCT
KonMHMHa
Ha6aBKe 0Shmk neKa Mepe ueHa 6e3 noHyfle 6e3
nflB-a nflB-a

Ha3MB noHyf}aHa

olaparib kapsula, tvrda 50 mg kapsula  53.312 1.342,33 71.562.296,96 Adoc d.o.o.

M3a6paHM noHy?jaH Ha6aBKy Hefie h3bpujmth y3 noMofi nhoAH3BoflaHa.

Cxoaho HaBefleHOM, b.a flupeiaopa Peny6nnMKor ¢jDOHfla 3a 3flpaBCTBeHO ocnrypaH=e aohocm OfinyKy

Kao y fincno3HTMBY.

O,
AP Cahga PaAojeBMIi LUkoaphli

B.fl. IMPEKTOPA

A >

HABABKE

X. ynyTCTBO Oiipabhom cPEfICTBy

npoTHB OBe OAJiyKe Mo>Ke ce noAHe™ 3axTeB 3a 3aiuTHTy npaBa y poKy oa 10 (AeceT) Aana oa Aana
oCjaBfbMBahta ncTe Ha flopTany jaBHnx Ha6aBKn, cxoaho MnaHy 149. CTaB 6. 3aKOHa 0 jaBHUM HaSaBKaivia
(,,Cn. macHUK PC*, 6poj 124/12, 14/15 n 68/15).

59019.107/9



