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Peny6/iMMKM cpoHfl 3a 3ßpaBCTBeHO ocurypatte, Beorpafl, yn. JoBaHa MapuHOBuFia 6p. 2, Kora, 
no Peiue»t>y o npeHocy oBnawfiehba B.fl.  flupeKTopa npocp. flp Cait>a PaflojeBMÜ UlKOflpMfi 12 
6poj: 031-461/18 oft 31.10.2018. roflMHe, 3acTyna flupeKTop CeKTopa 3a jaBHe HaöaBKe Mapnja 
A T a H a c M je B H Ü
MaTHHHH 6poj: 0 6 0 4 2 9 4 5  

nUB: 1 0 1 2 8 8 7 0 7

Bpoj panyHa: 8 4 0 - 2 6 6 5 0 - 0 9  Koju c e  BOflM KOfl Ynpaße 3a Tpe3op 
(y flarbeM TeKCTy: O o h a )

flO BA B fbA H :
Phoenix Pharma d.o.o, yn. Bope CTaHKOBiiha 6p. 2, Beorpafl, Kora 3acTynajy flupeKTop MßaH 
BaHKOBiih M 3acTynHMK flparaH JoBaHOBuh
MaTMMHM 6poj: 0 7 5 1 7 8 0 7  

nUB: 1 0 0 0 0 0 2 6 6

Bpoj paMyHa: 3 3 0 - 4 0 0 6 8 4 7 - 7 9  Koju c e  BOfln KOfl C re d it  A g r ic o le  b a n k e  

(y flarbeM teKCTy: flo6aBrbaH)

flaHa<3ö.^.2022. roflUHe 3a«jbyHyjy

AHEKC III OKBMPHOr CnOPASYMA BP. 37-11/21 
3A JABHY HABABKY J1EKOBA 3A JIEHEHdE PETKMX BOJ1ECTM 

BP. JH 404-1-110/21-11 

3A nAPTHjy 24

nPETXOflHA KOHCTATAL4MJA

O o H fl i/i f lo 6 a B J t a H  KO H CTaiyjy  f la  c y  f la H a  0 6 .0 7 .2 0 2 1 .  ro flM H e  3aKrbyHMJin okbm phk  cnopa3yw i 

6p. 37 -1 1/2 1  3a  ja B H y  H a ö a B K y  JleKOBw 3a nene i-be  peTKux So n e c T M , 6p . J H  4 0 4 -1 -1 1 0 / 2 0 -1 1 ,  3a 
n a p in je  14, 15  n 24.

f la H a  1 4 .0 4 .2 0 2 2 .  ro flU H e  3aK JtyH eH  je A H e K C  OKBMPHOr c n o p a 3 y M a  6 p. 37 -1 1/2 1 , Kojmvi je  3a  

napTi/ijy 24 , n e K  e v e r o l im u s  5  m g, z a  le čen je  t u b e ro z n e  s k le r o z e  i S E G A  tum ora , 3ai_UTMfieHor H a3H Ba  

V O T U B IA ,  y B e fia H a  KonuM M H a n e K a  3a  1 2 0  Ta6neTa, y c n e f l  n e ra  je  y B e fia H a  Bp e flH ocT  3a  napTnjy 24 , 

Kao n B p e flH o cT  o K B u p H o r  cn o p a3 y iv ia  y  o f lH o cy  Ha Bpe flH O CT  n p B o 6 w m o  3 a K rb yn e H o r O KBupH or 
cnopa3yw ia .

TaKofje, flaHa 2 1 .0 4 .2 0 2 2 .  roflMHe 3ai<rbyMeH je AHeKC II OKBnpHor cnopa3yiwa Kojmu je yBefiaHa 
KOJiMHHHa iie K a  e v e r o l im u s  5  m g, z a  le čen je  tu b e ro z n e  s k le r o z e  i S E G A  tum ora , 3aLUTnfieH or H a3M Ba 

V O T U B IA ,  Koju je npefliweT n a p in j e  2 4 , 3a 1 5 0  Ta6neTa, ycnefl M era  je yBefiaHa BpeflHO CT 3a Ty 
napn/ijy, Kao n BpeflHO CT OKBnpHor cnopa3yMa y oflHocy Ha BpeflHO CT npBOÖMTHO 3a«rbyMeHor 
OKBnpHor cnopa3yivia.

CeKTop 3a n e K O B e  n cjDapMaKoeKOHOiwnjy je f la H a  2 7 .0 5 .2 0 2 2 .  ro flM H e f lo c T a B n o  f lo n y H y  

OfliiyKe K oM M cn je  Peny6nn<HKor c£>OHfla 3a 3flpaBCTBeHO ocnrypa^e 3a Jieneite p e ™ x  6onecTn (y 
flarbeM TeKCTy: KoMMCMja) ca II p e flO BH e  ceflHmte oflp>KaHe flaHa 2 4 .0 3 .2 0 2 2 .  roflMHe, npeiwa Kojoj 
je noTpe6 Ho o6e36eflHTn flOflaTHy KonuHMHy ofl 6 0  Ta6/ieTa neKa everolimus 5  mg, za lečenje 
tuberozne skleroze i S E G A  tumora (napinja 2 4 )  3ai_UTMfieHor Ha3MBa Votubia®, paflM 3anoMmtaita 
neM en=a  o c u ry p a H o r  nuLja Koje ce  nem/i y  Khuhmum 3a H e y p o n o rn jy  n ncwxi/ijaTpwjy 3a flei^y w 
oivuiaflUHy.

M n aH O M  12. OKBnpHor cnopa3yMa 6 p. 37 -1 1 / 2 1  ofl 0 6 .0 7 .2 0 2 1 .  roflUHe, ,qec(DMHMcaHO je  fla cy
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n3MeHe m AonyHe 0KBwpH0r cnopa3yMa Moryfie y ciuiafly ca nnaHOM 158 - 161. 3a«OHa o jaBHi/iM 
HaöaBKaMa („C/iy>K6eHM rnacHi/iK PC" 6 p. 91/19), y ciuiafly ca Kojmvia Tie 6htm caMmteH AHeKC 
OKBnpHor cnopa3ywia.

l/ lM a jy fin  y BM fly fla je y  ciuiafly c a  nnaHOM  158. 3aKO H a o jaBHMM HaöaBKaiwa noipeöa 3a  
M3M 6 HOM OKBMpHor cnopa3yi\/ia HacTana 3Ö or okojihoctm Koje caBecraH H apy^ w iaM  Huje M o ra o  f la  
npeflBHflM u fla ce M3MeHOM He Meita npi/ipo,qa yroßopa, BpeflHOCT OKBupHor cnopa3ywa MO>Ke fla ce 
noBefia a n n  He BM iue  ofl 50% BpeflHOdn npBo6 wTHor oKBupHor cnopa3yi\/ia.

Ha 0CH0By npeixoflHO HaBefleHor, OoHfl m floßaBJ-ban cy carnacHM fla 3aKrbyne A hckc III 
oKBupHor cnopa3yiwa 6p. 37-11/21 ofl 06.07.2021. roflMHe, kojhm ce 3a napTMjy 24 yBefiaBa KoxinnnHa 
neKa everolimus 5 mg, za lečenje tuberozne skleroze i SEGA tumora, 3aw™TieHor Ha3UBa Votubia®, 
3a 60 Taßneia.

3 6 o r  noBefiaffaa KonuHMHe JieKa Koju je npeflMeT napTMje 2 4 , y TaHKM 17 .3 . oKBupHor 
cnopa3ywia 6 p. 37 - 11/21 ofl 0 6 .0 7 .2 0 2 1 . roflUHe, B p m n  ce M3MeHa ripunora 2  -  Cnequc^MKaLinja 
neKOBa ca LieHawia, H a HaMMH fla ce y mctom:

- 3a  napTM jy 24  koji uh m Ha o fl 5.520 T a ö n e ia  y B e fia B a  3a  flO flaTH y KonnnnHy ofl 60  T a ö n e T a , 
TaKO fla  yKyrma KonuMMHa m3hocm 5.580 T a6neTa .

C xo flH O  HaBOfluwia y npeTX0flH0M cTaBy, y r ip u n o ry  2  oK BupH or cnopa3yMa 6p. 37 -11/2 1 , 
TaKof}e c e  Mehba i/i yKyrm a BpeflHOCT oKBupHor cnopa3yMa 6 e 3 nflB T a r a  f la  n c ra  c a f la  m3Hocm 
9 0 .3 7 5 .129,00  f lU H ap a , m 3hoc riflB, T a ra  fla  mctm c a f la  h 3 h o c h  9 ,0 3 7 .512,90  f lU H apa  m yKynHa  
BpeflHOCT oK BupH or cnopa3yMa c a  riflB, TaKO fla  MCTa c a f la  m3hocm 9 9 .4 1 2 .641,90  fli/mapa.

l/taMeiteH ripwior 2  oKBupHor cnopa3yMa - CneLjHcjDHKaLtnja neKOBa ca LjeHaMa, Hana3t/i c e  y 
npunory o B o r AHeKca III oKBupH or cnopa3ywia v\ h u h u  iteroB cacTaBHM fle o .

Cße f lp y r e  o f lp e f l6e  o K B u p H o r c n o p a 3yivia 6 p. 37-11/21 o f l 06.07.2021. roflMHe n a H e K ca  
oK B upH o r c n o p a 3yM a , o cT a jy  Ha CH a3M OHaKO KaKO rn a c e .

Oßaj AHeKC III oKBupHor cnopa3ywia canuhbeH je y 2 (ncTOBeTHa) npwviepKa Ha cpncKOM je3MKy, 
ia to  3a CBaKy CTpaHy noTnucHMKa aHeKca oKBupHor cnopa3yM a no jeflaH npmviepaK.

ripunor AHeKca III oKBupHor cnopa3yMa:

flpunor 2 oKBupHor cnopa3yiwa - CneMucfjMKaMMja neKOBa ca qeHaiwa

H n a H  1.

H / ia H  2 .

HnaH 3.

HAPyHM JlA14

PEnyEJlUHKM (DOHfl 3A  3 flP A B C TB E H O  
O C K r y P A H s E

flO EA B Jb A H

Phoenix Pharma d.o.o.

M B a H E a H K O B u T i
U  '/L..
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n p u n o r  2 OK B H P H O r CnOPA3yMA- CnEU,M0HKAU,HJA JIEKOBA CA LIEHAMA 
JABHA HABABKA flEKOBM 3A JIEHEtbE PETKMX EOI1ECTM, JH, BP. 404-1-110/21-11

Ha3MB floöaBJbaMa: PHOENIX PHARM A d.o.o.

EPOJ
nAPT ii-

JE
HA3MB

nAPTMJE JKJ1
3ALUTMTiE- 

HO UME 
J1EKA

H A3HB 
nPOM 3BO- 

"FbAHA J1EKA
<DAPMAI4Ey- 
TCKM OBJ1MK

JAHH-
HA

J1EKA
jE f lu  m -  
UA MEPE

KOJ1H-
HHHA

JEflMHM- 
HHA UEHA

yKYflHA 
UEHA BE3 

n flB -A
CTOnA
riflB-A

yKyriHA 
UEHA CA 
nflB-OM

14 everolimus
5mg 1039910 AFINITOR

NOVARTIS 
PHARM A STEIN 

AG
tableta 5 mg tableta 27C 6.549,50 1.768.365,00 10% 1.945.201,50

15

everolimus 10 
mg, za lečenje 
neuroendokrino 

g tumora 
pankreasa i 

pluća

1039911 AFINITOR
NOVARTIS 

PHARM A STEIN 
AG

tableta 10 mg tableta 4.560 8.715,75 39.743.820,00 10% 43.718.202,00

24

everolimus 5 
mg, za lečenje 

tuberozne 
skleroze i 

S E G A  tumora

1014001 VOTUBIA
NOVARTIS 

PHARM A STEIN 
AG

tableta 5 mg tableta 5.580 8.756,80 48.862.944,00 10% 53.749.238,40

YKyniHa BpeflH O CT O K B u p H o r c n o p a 3yM a  6e3 nflB: 90.375.129,00

M3 HOC nflB: 9.037.512,90

Y KvnH a BpeflH O CT o k b m p h o t c n o p a 3yruia ca nflB: 99.412.641,90


