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HAPYHHJIALA4:

Peny6nnMKM cJ)OH,q 3a 3flpaBCTBeHO ocnrypanae, yn. JoBaHa MapuHOBulia 6p. 2, Beorpafl,
Kora, no PerneFt® o npeHocy OBnamTienDa 12 6poj: 031-461/18 ofl 31.10.2018. roflUHe B.fl.
flupeKTopa npocj). ,qp Ca~e PaflojeBMfi HIKOflpiilh, 3acTyna fliipeKTop CeKTopa 3a jaBHe
Ha6aBKe Mapiija ATaHacujeBufi

MaTMMHM 6 poj: 06042945

nMB: 101288707

Bpoj panyHa: 840-26650-09 koju ce bo~h KOfl anaBe 3a Tpe3op

(y flarbeM TeKCTy: OoH,q)

fIOBABIibAH:

ROCHE d.o.0., yn. MnnyTMHa MunaHKOBulia 6p. 1l1a, M3 Beorpafla, Kora 3acTyna
flupeKTop AHa roBeflapm ja

MaTMMHH Spoj: 20041382

F'IME: 103883071

Bpoj panyHa: 170-301131536-65 Koju ce BOflu koa UniCredit Banke Srbija a.d.

(y flarbeM TeKCTy: flo 6aBfbaq)

flaHa @ _ .j0_.2020. rofMHe 3aKTbyqyjy

AHEKC OKBMPHOT CnOPA3YMA BP. 36-1/20
3A JABHY HABABKY OPUrUHATIHM H MHOBATUBHM J1EKOBH

3AIIAPTMjy 13

NPETXOfIHA KOHCTATAL4HJA

Ooha m floSaBrbaM KOHCTaTyjy aa cy AaHa 28.04.2020. roflUHe 3aKrbyHnnn Okbmphh
cnopa3yM 6p. 36-1/20 3a jaBHy Ha6aBKy OpuruHanHU u UHOBaTMBHM neKOBM, 6poj JH 404-1-110/20-3,

3a napinje 1 u 13 .

flaHa 30.09.2020. roflUHe floSaBfbaM Roche d.o.o., o0SaBecTuo je OoHfl aa je y Okbhphom
cnopa3yMy 6p. 36-1/20 3a napTnjy 13-alektinib, HaMUhteHa TexHHMKa rpeuiKka Ha HaMMH aa je y npnnory
2 ilicTor - Cneid4ucl)HKaL4Mja neKOBa ca LieHaivia, ynncaH JKfl Spoj 1309650, yMecTO ncnpaBHor JKJ1
¢poja 1039650, Koju je HaBe”eH y PelLuehby i/i3flaTOM op, CTpaHe AJIMMC-a 6p. 515-01-03272-17-001
ofl 17.04.2018. roflMHe. V npnnory o6aBelLUTehfc>a, Kao AOKa3, flocaBrban je flociaBno Hanpefl
HaBe”eHO Peniehbe AJIMMC-a.

Ha OCHOBy npeTXOfl[HO HaBefleHor, Ooha h flo€aBrbaM cy carnacHM aa 3aKTbyMe AHeKC
OKBnpHor cnopa3yMa, 6p. 36-1/20, KojuM ce 3a nap™jy 13-alektinib 3aLUTnfieHor Ha3MBa Alecensa®, y
npnnory 2 OKBnpHor cnopa3yMa - Cnel4dncfc>MKaiduja neKOBa ca MeHaMa Kao u y npnno3mvia 3 u 4
OKBnpHor cnopa3ywia - Moflen yroBopa 3a floSpa 3a cnrypaHa nulia OoHfla n Moflen yroBopa 3a
Ao6pa Koja ce <$w-iaHcnpajy H3 apyrnx n3Bopa 3a Koje Kynai4 HeMa 3aKTbygeH yroBop o npy>KaHay u
cJ)HHaHCMpahfcy 3flpaBCTBeHe 3aujTme M3 o6aBe3Hor 3flpaBCTBeHor ocnrypanba ca cJdohaom, y fleny
npunora 1 mcthx -CneLincfiHKaMMja neKOBa ca MeHaMa, Menta JKJ1 Spoj 3a neK Koju je npeflMeT
napinje 13-alektinib.

HiiaH 1.
Mehba ce llpunor 2 - CneldichHKaL4Mja neKOBa ca gei-iaMa M3 TanKe 17.2. OKBnpHor

cnopa3yMa 6p. 36-1/20, TaKo luto ce y KonoHu ,JKJ1‘, Mehba JKJ1 Luncfcipa 3a napinjy 13-alektinib, TaKO
fla hctu cafla rnacu ,1039650".

M3Meht>eH npunor 2 - CneuncfDHKalL4wja neKOBa ca geHaMa Hana3n ce y npnnory 0BOr AHeKca
OKBnpHOr cnopa3yMa n mmhh hteroB caciaBHn fleo.



HnaH 2.

Mehta ce npunor 3 - Moflen yroBopa 3a floépa 3a ocurypaHa nuga OoHfla U npunor 4 -
Moflen yroBopa 3a floépa Koja ce OHHaHcnpajy H3 flpyrnx M3Bopa 3a «oje Kynagq HeMa 3aicrbyMeH
yroBop o npywatoy n cfDUHaHcupahby 3flpaBCTBeHe 3aiuTHTe H3 o6aBe3Hor 3flpaBCTBeHor ocurypahba
ca cfDOHfIOM, M3 TaHKe 17.2 OkBnpHor cnhopa3yMa 6p. 36-1/20, Tako Iuto ce Bpuju n3MeHa npunora 1
iicTMX - CnelL4nc|DMKaidnja neKOBa ca ueHaMa, y c«nafly ca MnaHOM 1. 0BOr AHeKca OKBnpHor

cnopa3yMa.
HnaH 3.

flo6aBrbaH n 3flpaBCTBeHe yciaHOBe Koje wviajy 3aKrbyMeHe yroBope Ha OCHOBy OKBnpHor
cnopa3yMa 6p. 36-1/20, fly>kHn cy fla aHeKcupajy Befi 3ai<rbyMeHe yroBope y CKnafly ca oflpeflSaMa

0BOr AHeKca oKBnpHor cnopa3yMa.

HnaH 4.

CBe flpyre o,qpefle OKBnpHor cnopa3yMa 6p. 36-1/20 ofl 28.04.2020. roflMHe ociajy Ha
CHa3n 0H3 KO KaKO rnace.

HnaH 5.

OBaj AHeKC oKBupHor cnopa3yMa caMn”eH je y 2 (flBa) MCTOBeTHa npuMepaKa Ha cpncKOM
je3HKy, mto 3a CBaKy cTpaHy noTnucHWKa aHeKca 0KBnpHOr cnopa3yMa no jeflaH npuMepaKk.

CacTaBHM fleo OBOr AHeKca oKBi/ipHor cnopa3yMa je n:

flpunor 2 oKBnpHor cnopa3yMa - CnequcfimkaMuja neKOBa ca ueHaivia

HAPYHUNAU flOBABJbAH

PenySNnMMKM 4>ha 3a Roche d.o.o.
3,qpaBCTBeHO ocurypakbe



NPMJIOr 2 OKBMPHOr CnOPA3YMA - CnEUMOI/IKAUI/IJA JIEKOBA CA UEHAMA

Ha3MB floSaBrbana: Roche d.o.o.

3aiuTMfieHM
. ripefIMeT H33MB
riapTiija Ha6aBKe L noHyfleHor
flo6pa
1 kobimetinib 1039337 Cotellic®
13 alektinib 1039650 Alecensa®

ripOM3BOI3aM

ROCHE
S.P.A, ltalija

ROCHE
S.P.A, ltalija

JABHA HABABKA: OPMrUHAJIHM H MHOBATMBHM J1EKOBM

JH 6p. 404-1-110/20-3

OapMaueyTCKM  JaHMHa JeflUHHLia  YKyrma LjeHa CTona

o6nnK neKa Mepe 6e3 nflB-a nfiB-a  oHoC nflB-a

film tableta 20 mg tableta 178.603.374,60 10% 17.860.337,46

kapsula, tvrda 150mg kapsula 124.127.539,20 10% 12.412.753,92

YKyriHA BPEfIHOCT OKBHPHOr CnOPA3YMA BE3 nflB-A:

M3HOC nflB-a:

YKyriHA BPEfIHOCT OKBMPHOf CnOPA3YMA CA nfIB-OM:

YKynHa ueHa ca
nflB-OM

196.463.712,06

136.540.293,12

302.730.913,80
30.273.091,38

333.004.005,18



