
PEnyBJIMHKM OOHfl 
3A 3flPABCTBEHO O C H ryP A feE
08/2 Bpoj: 404-1 -27/20- (O 
ii-  .06.2020. roflUHe 
JoBaHa MapuHOBufia 6p.2 
B e o r p a f l

Ha 0CH0By nnaHa 108. 3aKOHa o jaBHUM HaöaBKawia ("CnywßeHM macm/iK PC" 6p. 124/12, 14/15 u 68/15), 
MnaHa 23. u 28. C ia iyT a  Peny6nn4Kor cjDOHfla 3a 3flpaBCTBeHO ocurypahbe ("Cny>K6eHn rnacHUK PC" 6p. 81/11, 
57/12, 89/12, 1/13, 32/13 m 23/15) u H3BeiuTaja o CTpyMHoj oueHM noHyfla 6p. 404-1-27/20-9 oa  12.06.2020. 
roflUHe, B.fl. flupeKTOpa PenyônnHKor cfcoHfla 3a 3flpaBCTBeHO ocurypante aohocm

O fl^Y K y O 3AKJbyHEhby OKBHPHOr CnO PA3YM A

y  JABHOJ HABABL4M

J1EK CA J1HCTE J1EKOBA - ADALIMUMAB 

Bp. JH 404-4-110/20-27
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flHCn03MTMB OflnyKe

floflerbyje ce okbmphm cnopa3yM 3a jaBHy HaöaBKy JleK ca JlMCTe neKOBa - adalimumab, 6p. JH 404-4- 
110/20-27, cneflefieM noHyTjawy:_________________________________________________________________________

npeflMeT
HaöaBKe JKfl

3aujTnFieHM
H33MB

noHyljeHor
floöpa

OapMaqe-
yrcKM
OÖJIMK

JaMMHa/
KOHUe-

HTpauüja
jie«a

JeflUHmja
Mepe KOJlUHMHa Ha3MB

noHyljaMa
noHyTjeHa 
jefl. ueHa

rioHyTjeHa 
yKynHa 

BpeflHOCT 6e3
nflB-a

adalimumab

0014298
pen

0014399
spric

Humira inj 
40mg/0,4ml 

2x0,4ml

rastvor za 
injekciju u 
napunjeno 

m
injekciono 
m špricu

40mg

injekcioni
špric/

injekcioni
pen

8.644

Medica
Linea
Pharm
d.o.o.

33.377,45 288.514.677,80

O ö p a 3 n o ) K e t o e

I. rioflami o HapynuoMy

1. H a 3 MB H a p yM M O M a : P enyß nuM K W  cfcoHfl 3a 3flpaB C T B eH O  o c u r y p a h te

2. A f lp e c a  H a p y H n o u a :  y n .  J o ß a H a  M a puH O B uF ia  2, B e o r p a f l

3. HHTepHeT CTpamiua Hapvnuoua: www.iavnenabavke.rfzo.rs

4. B p c T a  H a p yM M O M a : OpraHM3aqnja 3a 0 6 a ß e 3 H0  counjanHO o c u ry p a h b e

P enyönuM K M  cJdoha 3a  3flpaB C T B eH O  o c u r y p a h te ,  Kao H a p y M w ia M , je  c n p o ß e o  n o d y n a K  ja B H e  H a ö a B K e  u 

3 a K rb yM y je  o k b m p h h  cnopa3yM, a o k  no je flW H aM H e y ro ß o p e  o  ja B H o j H a ö a B L in  3a K rb y n y jy  3flp a B C T B e H e  y c ia H O B e , H3 
rinaHa Mpe>Ke 3flpaBCTBeHnx ycTaHOBa.

II. noflami o jaBHoj HaöaBMM

1 . B p c T a  n p e f lM e T a  ja B H e  H a ö a B K e : f lo ö p a

2. flaTyM flOHöwe*>a OfliiyKé o noKperaHay nocTynKa: 02.06.2020. roflUHe

3. llpeflMeT jaBHe HaöaBKe, 03HaKa M3 onuiTer peHHMKa HaöaBKe m npoMetoeHa BpeflHOCT HaöaBKe:

n p e f lM e T  ja B H e  H a ö a B K e  je  J leK  c a  J ln c T e  neK O B a - a d a l im u m a b :

Ha3MB napTnje OapMaMeyrcKM
OÖJIMK

riaKOBaHse 
njaMMHa

JeflMHni4a
Mepe KOJWHMHa ripoueHseHa 

BpeflHOCT 6e3 riflB-a

adalimumab

rastvor za 
injekciju u 

napunjenom 
injekcionom 

špricu

40 mg
injekcioni

špric/injekcioni
pen

8.644 288.514.677,80

Ha3MB m 03HaKa M3 onuiTer peMHMKa HaöaBKe: 33600000 -  cjDapMaqeyTCKn np0U3B0fln

4. PeflHM öpoj ja B H e  HaöaBKe: 404-4-110/20-27

5. BpcTa nocTynKa ja B H e  H a ö a B K e : nperoBapaMKH nocTynaK ca oöjaBrbWBahteM no3HBa 3a noflHOLuehbe 
noHy,qa -  mji. 35. c t . 1. TaM. 1) 3aKOHa o jaBHMM HaöaBKaMa („CnywöeHn rnacHMK PC. öp. 124/12, 14/15 n 68/15).

III. Ochobhm noflam i o noHyf]aHMMa

BnaroBpeMeHO, Tj. flo flaHa 12.06.2020. roflUHe, flo  10:30 MacoBa, HapyMMouy je npucTurna noHyßa 
noHyfjaMa:

i P.B. Ha3MB noHyfjana Aflpeca flaTyM npnjeMa CaT

1 Medica Linea Pharm d.o.o. BpoflapcKa öp. 1 ö, Beorpafl 12.06.2020. 9:55

YKynaH öpoj noflHeTnx noHy,qa: 1.
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IV. CTpyHHa oiieHa noHyfla

4.1. Medica Linea Pharm d.o.o.
Bpoj noA Koji/iM je noHyfla 3aBefleHa: 404-1-27/20-6 
Ha3MB noHy^aHa: Medica Linea Pharm d.o.o. 
noHyqa 6poj 1052/20 Ofl 05.06.2020. roflUHe 
noHyf)aM je noflHeo noHyfly: caMOCTanHo.

HA3MB
nAPTMJE JKL

3ALUTMTiEHM
HA3I/1B

nO H YbEH O r
flOEPA

nPOM3BOT)AH 0APMAL4EYTCKM
OEJ1WK

JAMMHA1 
KOH14EH- 
TPAMHJ 
A J1EKA

JEflMHMUA
MEPE KOJ1MHMHA

JEflMHM
HHA

UEHA

y«ynH A  
UEHA BE3 

nflB-A
CTOnA
nflB-A

M3HOC
nflB-A

YKyriHA UEHA 
CA nflB-OM

adalimumab

0014298
pen

0014399
spric

Humira inj 
40mg/0,4ml 

2x0,4ml

ABBVIE
Nemacka

rastvor za 
injekciju u 

napunjenom 
injekcionom 

špricu

40mg

injekcioni
špric/

injekcioni
pen

8.644 33.377,45 288.514.677,80 10% 28.851.467,78 317.366.145,58

yKYriHA BPEflHOCT riOHYflE EE3 nflB-A: 288.514.677,80

M3HOC nflB-a: 28.851.467,78

YKyriHA BPEflHOCT riOHYflE CA flflB-OM: 317.366.145,58

P o k  B aw ehb a  n o H y f le  je  9 0  f la H a  o a  f la H a  O T Bapahba n o H y f le .

P o k  n c n o p y K e  m3h o c h  2 4  M aca O fl f la H a  np w je iv ia  n u c a H o r  3 a x ie B a  Kynua.
f lo H y iia M  je  f lo c ia B n o  o 6 p a 3a u  6 p . 3  - T p o lu k o b m  npunpeMe noHyfle, y KojeM H u je  w cKa3 a o  T p on iK O B e n p u n p e iv ia h b a  noHyfle.

n o c e Ö H a  n o ro flH O C T  K ojy je  n o H y f]a n  MCKa3a o : „n p e flC T a B H m u T B O  KO M naHnje A b b v ie  B io p h a r n m a c e u t ic a ls  G m b H , c a  p e ru c rp o ß a H U M  c e fli/ iu n re M  Ha a f lp e c u  

B y n e ß a p  M i/ ix a jn a  riynuHa 1 1 5 E, 1 1 0 0 0  E e o r p a f l ,  MaTUHHM 6 p o j 2 9 0 2 7 0 2 1 , K oje je  H o c w n a u  f l 0 3 B0 n e  y C p 6 n jn  3a n e K  H u m ira ,  o 6 a ß e 3y je  c e  f la  y  n e p u o f ly  B a w e h ta  

O K B u p H o r c n o p a 3 y M a , npeKO  C B or flHCTpn6yiepa M e d ic a  L in e a  P h a r m  d .o .o . ,  o 6 e 3 6 e flH  6 e c n n a T H y  KonwMUHy n e K a  H u m ira ,  y  KonnMUHM o f l  6  K y ri/ija  (1 2  a iv m y n a ), 6 e 3 
o 6 a B e 3 e  n n a h a i-b a  3a C BaKor H O B o y B e fle H o r naunjeHTa Ha ne K  H u m ira ,  3 a n e n e h b e  o 6 o n e n n x  o f l  H H cfcnaM aTopH i/ix  peyiwaTCKi/ix 6onecTn n M HcfcnaiviaTopHwx ö o n e c rw  

u p e ß a .“
HaKOH o f lp w a H o r  n o c ry n K a  O TBapat-ba n o H y f la , o  Meiviy je  c a n u h te H  3 ani/iCHi/iK o  O T B a p a ^ y  n o H y q a , 0 8 /2  6 p . 4 0 4 - 1 - 2 7 / 2 0 - 7 , KOMwewja je  i/i3B p iu i/ in a  n p e r n e f l  

n o H y f la , Te KOHCTaTOBana f la  je  n o H y f ja n  M e d ic a  L in e a  P h a r m  d .o .o .  flO craB M O  K O M n n e T H y  flO K yiv ieH T a uH jy , Te f la  h e  6 h th  n o 3B aH  y n o c iy n a K  nperoBapahba.

E n e M e H T  y ro B o p a  o kom c e  BpLunno n p e ro B a p a h t> e  je  noH y?)eH a u e H a , y  HajBULue f lB a  K p y ra . noH y?)aH  M e d ic a  L in e a  P h a r m  d .o .o .  je  y  npBOM K p y ry  o c ia o  n p n  qeHH  

O fl 3 3 .3 7 7 ,4 5  f lU H a p a  Kojy je  npBOÖnTHO n o H y f ln o  y  C B ojo j n o H y f ln  6 p. 1 0 5 2 /2 0  O fl 0 5 .0 6 .2 0 2 0 . ro flU H e . KaKO je  H a B e fle H a  u e H a  m KOHaMHa n o H y f la  n o H y f)a H a  M e d ic a  

L in e a  P h a r m  d .o .o . ,  H i/ije 0 flp>KaH f lp y r n  K p y r n p e ro B a p a h b a .

KoMMCMja je KOHCTaTOBana fla je noHyfla noHyfjaHa Medica Linea Pharm d.o.o. npnxBaTjt>MBa y cMMcny nnaHa 3. ct3b 1. TaMKa 33) 3aKOHa o jaBHMM 
HaöaBKaMa („CnywöeHM rnacHUK PC“ , 6poj 124/12, 14/15 m 68/15).
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V. OflönjeHe ncmyfle

Y nodynKy npeflMeTHe jaBHe HaöaBKe Huje 6nno noHyßa Koje cy oqetoeHe Kao HenpuxBaiTbi/iBe n ycn e fl 
Tora 0fl6njeHe.

VI. KpMTepnjyM 3a flO fleny yroßopa m paHmpaHbe

KpmepnjyM 3a flO fleny yroßopa je HajHHwa noHyfjeHa qeHa.

y  npeßMeTHOM nociynKy jaBHe HaßaBKe npucTuma je jeflHa noHyfla noHyf]aMa Medica Linea Pharm  
d.o.o., Koja je cmetoeHa Kao npHXBaTrbHBa, Te cxoaho  TOMe Huje M3BpujeH0 paHrnpahte.

y  CKnafly ca qnaHOM 7 9 . d a ß  2 . 3 aKOHa o jaBHMM HaßaBKaMa („Cny>K6eHH rnacHMK P C “ 6p. 124/12, 
14/15 n 68/15) HapyMunaL; je y o6aBe3M p,a npe flOHOLuenba OflnyKe o 3aicrbyHehby 0KBnpH0 r cnopa3yMa oa 
noHyFjaMa Mnja je noHyfla ouehbeHa Kao HajnoBorbHuja 3aTpa>KM pß flocraBM Konnjy 3axieBaHHx flOKa3a o 
ncnyHbeHOdn ycnoBa, a MO>Ke n ßß 3aipa>Kn Ha ybma opwruHan nnn OBepeHy Konnjy cbhx wjiu nojevu hmx 
flOKa3a.

KaKO je KoMucuja yTBpflUJia fla noHyTjan Mnja je noHyfla oLiehbeHa Kao HajnoBorbHuja, HcnyttaBa ycnoBe 
3a yqeLulie y nociynKy jaBHe Ha6aBKe, Te ofl mctot Huje 6 nno 3axTeBaH0 flociaBj-bahbe flOKa3a, y a tn a fly  ca 
HJiaHOM 7 9 . CTaB 2 . 3aKO H a o jaBHMM Ha6aBKaMa („Cny>K6eHM rnacHMK P C “ 6 p. 124/12, 14/15 u 68/15).

VII. Tponikobm npunpeM a^a noHy^e

CxoflHO MnaHy 88. d a ß  2. 3aKOHa o jaBHUM Ha6aBKaMa ("Cny>K6eHM rnacHMK P C " 6p. 124/12, 14/1 5 n 
68/15), TpoLUKOBe npunpeMe n noflHOLuehta noHy^e CHOce MCKTbyMUBO noHyfjaHM m mctm He Mory Tpawmn ofl 
Hapynuoua HaKHa^y TpoujKOBa.

VIII. n p e fl/io r KOMMCnje

KoMMCMja 3a cnpoBoFjeHje npeflMeTHe jaBHe HaöaBKe, nocne CTpyHHe OLjeHe noHyfla, 
npeflno)Kiina je fla ce flOHece Ofl/iyKa o 3aKTbyMeHDy OKBiipHor cnopa3yMa 3a jaBHy HaöaBKy JleK ca 
JlMCTeneKOBa - adalim um ab, 6poj 404-4-110/20-27 n okbmphm cnopa3yM floaerm  cneflefieM noHyfjany:

ripeflMeT
HaöaBKe

JKJ1

3aiiJTMlheHM
H 33M B

noHyljeHor
f l o 6 pa

O a p M aM e-
yTCKM
o6jimk

J a m iH a /
KO H lje -

H T p a u n ja
jie K a

J e A ^ H iiM a
Mepe KOJlMMMHa

H a 3HB
n o H y 1]aH a

rioHyfjeHa 
je f l .  ueH a

n o H y lje H a  
ynynHa 

B peflH O C T  6 e 3 
nflB-a

adalimumab

0014298
pen

0014399
spric

Humira inj 
40mg/0,4ml 

2x0,4ml

rastvor za 
injekciju u 
napunjeno 

m
injekciono 
m špricu

40mg

injekcioni
spric/

injekcioni
pen

8.644

Medica
Linea
Pharm
d.o.o.

33.377,45 288.514.677,80

CxoflHO HaBefleHOM, b.a flupeicropa Peny6nnMKor cf)OHfla 3a 3ßpaBCTBeHO ocurypa^e aohoch oflnyKy 
Kao y flncno3HTHBy.

IX. ynyTC TBO  Ö nPABH O M  CPEflCTBy

ripoTUB OBe OAnyKe MO>Ke ce noflHein 3axieB 3a 3aujTHTy npaßa y poKy Ofl 10 (fleceT) flaHa ofl flaHa 
oöjaBrbMBafca n c ie  Ha flopTany ja B H u x  HaöaBKM, cxoflHO MJiaHy 149. ciaB 6. 3aKOHa o jaBHi/iM HaöaBKaMa 
(„Cn. rn acH U K  PC“, 6poj 124/12, 14/15 m 68/15).

59020.34/49


