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flaHa ' r .^ .2019. roflUHe 3aitrby4yjy

OKBMPHM CnOPA3YM BP. 116-1/19

3A JABHY HABABKY J1EKA CA J1MCTE U J1MCTE J1EKOBA 3A 2019. TOflHHY, INFLIKSIMAB -
REFERENTNI LEK

1. YBOflHE HAnOMEHE M KOHCTATAI4MJE

1.1. Ooha n floöaBrban y yBOßy KOHCTaiyjy:

1) fla Ooha, Kao Hapynunaq, cnpoBOfln nociynaK npeAMeTHe jaBHe HaöaBKe y uMe m panyH 
3flpaBCTBeHnx ycTaHOBa, M3 rinaHa Mpe>Ke 3flpaBCTBeHnx ycTaHOBa, y PenyönMMn Cp6njn, 
3a ocurypaHa nnqa OoHAa (y flarbeM TeKCTy: Kynqn).

2) fla Ooha UMa o6aße3y fla, 3a noTpeöe 3ApaBCTBeHMX ycTaHOBa ca KOjuMa wvia yroßop o 
npywahby 3ApaBCTBeHe 3aLUTHTe, cnpoBeAe nociynaK jaBHe HaöaBKe JleKOBa ca JlucTe L\ 
JlucTe JieKOBa, a cxoaho MnaHy 11. YpeA6e o nnaHnpa^y n bpctu po6a v\ ycnyra 3a Koje ce 
cnpoBOAe MeHTpann30BaHe jaBHe Ha6aB«e ("Cn.rnacHMK PC", 6p. 34/19 m 64/19),

3) Aa ce OKBnpHn cnopa3yM 3aKrbynyje Ha 0CH0By cnpoßeAeHor OTBopeHor nocTynKa jaBHe 
HaßaBKe JleKa ca JlucTe L4 JlucTe neKOBa 3a 2019. roAUHy, infliksimab -  referentni lek, 6poj 
jaBHe Ha6aBKe 404-1-110/19-71,

4) Aa OKBnpHn cnopa3yM 3aKrbyHyje Ooha y cßojcTBy Tena 3a LieHTpann30BaHe HaöaBKe y 
CMUcny HnaHa 48. 3aKOHa o jaBHMM HaöaBKaMa ("Cn. rnacHUK PC" 6p. 124/12, 14/15 n 68/15), 
3a panyH 3ApaBCTBeHnx ycTaHOBa HaBeAeHnx y llpunory 1 oßor cnopa3yMa,

5) Aa ce okbmphh cnopa3yM 3ai<rbyMyje ca jeAHMM AOÖaBJtaHeM, y c«nafly ca ycnoBmvia n 
KpmepnjyMMMa Aec|3MHMcaHHM y K0HKypcH0j AOKyMeHTaqujM 3a jaBHy Ha6aBKy 6p. 404-1- 
110/19-71,

6) Aa je Ooha, Ha 0CH0By OAnyKe o 3aKrbynehby OKBupHor cnopa3yMa 6p. 404-1-64/19-11 oa
12.12. 2019. roAUHe, n3a6pao noHyAy noHyfjana Phoenix pharma d.o.o., 6p. 231/19 oa 
03.12.2019. roAMHe,

7) fla Tie Kynqn caMM 3aKrbyHHTn nojeAUHaHHe yroßope Ha 0CH0By oßor cnopa3yMa n Ha Taj 
HaMMH HenocpeAHO peann30BaTH jaBHy Ha6aBKy,

8) Aa Ooha, Kao Teno 3a L4eHTpanM30BaHe Ha6aBKe, Huje CTpaHa y nojeAUHanHMM yroBopMMa 
Koje 3ai<rbyHyjy Kynqn ca flo6aBrbaHeM.



2 . r iP E f lM E T  C n O P A 3 Y M A

2 .1 . n p e flM e T  0 B 0 r  c n o p a 3 y M a  je  yT B p fjM B ahte  y c n o B a  nofl K o juM a f ie  c e  3aKTbyMMBaTM nojeflUHanHU
yroBopn o  ja B H o j H a ö a B q n  f lo ö a p a  Koju c y  npeflMeT ja B H e  H aöaB K e  6 p . 4 0 4 -1 -1 1 0 /1 9 -7 1  n 3 M e fjy  
K y n a q a  n f lo S a B rb a n a .

2 .2 . f lo ö p o  Koje je  n p e flM e T  0 B 0 r  c n o p a 3 y M a  6nn>Ke je  flecjDMHucaHO y Cnei4ncJ)HKaL|njM n e K a  c a  qeH O M ,
Koja ce Hana3M y npnnory 2  0B0r cnopa3yMa n npeflCTaBJta hberoB  cacTaBHn f le o .

2 .3 . O B a j oKBnpHM cnopa3yM 3 a K rb y n y je  ce 3a nepnofl O fl 12  (flBaHaecT) Mecequ o f l  flaHa n o T n n cn B a n = a .

2 .4 . KoHUHUHe neKa HaBefleHe y Cneunc^MKaMnjn neKa ca LieHOM (llpunor 2 )  cy OKBnpHe KonunuHe 3a 
noTpe6e K y n a q a  3a  nepnofl ofl 12 (flBaHaecT) M e c e q u .

2 .5 . YKynHa yroBopeHa KonunuHa neKa 3aBncn o,q n o T p e 6 a  K y n a q a  u MO>Ke f la  c e  pa3nnKyje o f l
KonwHUHa H a B e fle H n x  y  CnequcjDMKaMnjM ne K a  c a  qeHOM ( l l p u n o r  2 ), n p n  H eM y c y  Kyni_|n, o6aB e3H M  
f la  n 3 B p iu e  KynoBM Hy y ro ß o p e H U X  K o n u n u H a  u y  L ie n o cT u  p e a n n 3 y jy  3a«rbyH eH M  y ro B o p .

2 .6 . T o k o m  nepnofla B aw ehba  o ß o r  OKBMpHor cnopa3yMa, Mo>Ke ce 3aKrbyHHTM B rn u e  nojefluinaHHux
yroBopa, y 3aBucHocTM ofl CTBapHnx noTpeöa K y n a q a .

3. r iP A B A  M O B A B E 3 E  O O H f lA  M f lO B A B J b A H A

3.1. OoHfl je fly>K3H fla:

1) o6e36efln f la  K y n q u  H a 6 a B fb a jy  floöpo Koje je npeflMeT oßor cnopa3yMa w a c rb y n iiB O  Ofl 
f lo ö a B r b a n a  y  c«nafly u Ha HaMMH npeflBufjeH obhm cnopa3yMOM.

2 )  npaB O B peM eH O  o 6 a B e u jT a B a  f lo ö a B rb a n a  o H U h te H n u a M a  Koje c y  o f l  3 H a n a ja  3a p e a n u 3 a q u jy  
h b e ro B n x  o 6 a ß e 3 a , a  n o ce 6H O  f la  ra  npaB O B peM eH O  UHcfiopMMLue o  n o T p e 6 a M a  K y n a q a  K a fla  
0H e  n p e n a 3 e  K o n u n u H e  H3 0K B np H 0 r c n o p a 3 y M a .

3 ) fla Bpnin n n a fia n b e  flo ö a B fb a H M M a  y UMe u 3a paw yH  3flpaBCTBeHM X ycTaH O B a, n o  0C H 0B y 
f lo c n e n n x  o 6 a B e 3 a  3flpaBC TBeH M x ycTaH O B a n p e M a  f lo ö a B rb a n u M a , 3a  n c n o p y n e H e  neK O B e 
yT poLueH e  3a  n e n e n ^ e  0 6 a B e 3 H 0  o c u ry p a H n x  n u q a  k o a  O o H fla , y  C K n a fly  c a  3aK rbyneH H M  
y ro ß o p u M a  o  c n p o B o f je h ty  m cjDM HaHcupafey 3 flpaB C T B eH e  3aLüTHTe.

3 .2 . floöaBrban je fly>KaH fla:

1) Ha nw cM eH n  no3M B K y n q a  3aKrbyMM y ro B o p  o  ja B H o j H a ö a B q n  y  CKnafly c a  o b m m  cn o p a 3 yM O M ;

2 )  n3BpLuaBa yroBopHe o6aße3e npeMa KynquMa y CKnafly ca npey3eTHM o6aBe3aMa u 
npaBunuMa CTpyKe, y yroBopeHUM poKOBUMa;

3 ) oflMax n o  ca3H ahby, nucMeHMM nyTeM, oöaBecTM O o h a  o  H m -beH nqaM a Koje 6u Morne f la  
3H3THO OTe>Kajy n n n  OHeMoryfie cHafl6eBatoe K y n a q a ;

4 )  o6e36efln f la  neK Koju ncnopyMyje HeMa npaBHe u n u  MaTepujanHe H eflocTaT K e;

5 ) fla o6e36e,qn fla neK MO>Ke 6 u t u  y npoMeTy t o k o m  qenor nepnofla Tpaja^a OKBwpHor 
cnopa3yMa, o a h o c h o  nojeflUHanHor yroBopa.

6 )  u c n o p y n y je  n e K  y  C K n a fly  c a  y ro B o p e H U M  KonnM U H aM a m y roB o p eH U M  KBannTeTO M , Koju 
n c n y h b a B a  CBe 3 a x T e B e  n o c ra B ib e H e  y  TexHUMKUM cneM u c^M K a u n jaM a  u K0H K ypcH 0j 
flO K y M e H T a u n jn ;

7) c h o c h  CBe TpoLLiKOBe Koju HacTaHy Kao nocneflnqa yKna^ahba neKa ycnefl rp e n iK e  
floöaßrbaMa wnn npon3BoT]aMa.

8)a>KypHO flocTaBrba noflaTKe w HeonxoflHy flOKyMeHTaqujy y  Be3n c a  yroBOpnMa 3aKrbyneHHM 
c a  KynquMa Ha 0CH0By oßor oKBupHor cnopa3yMa nyTeM Be6 annnKaquje „llopTan
4)MHaHCMja -  flOKyMeHTaunja“ m Be6 cepßnca P 0 3 0 ,  y  Limby ycnocTaBThafea ecfcuKacHujer 
y n p a B rb a h b a  u KOHTpone TpoLUKOBa nenehba ocurypaHux n n q a  P 0 3 0

3 .3  noflaqu u flOKyMeHTaquja HaBefleHM y  noflTanKn 8 o ß o r  nnaHa, Koju ce flocTaBTbajy OoHfly, 
flecjDMHUcaHW cy Ko p u c h u h k i/im  ynyTCTBOM 3a  npuMeHy Be6 annnKaunje „ilopTan 4)MHaHCMja 
-  flOKyMeHTaunja“ n TexHUHKMM ynyTCTBOM 3a  KopumTiehbe Be6 cepßnca P 0 3 0  y  qurby 
ycnocTBaBTbahba e c fin K a c H n je r  ynpaB/tafea m KOHTpone TponiKOBa nenehba ocnrypaHnx 
n n q a  P 0 3 0 .



4 CnPOBOTbEFfeE OKBMPHOf CnOPA3YMA

4 .1 . K y n a q  f ie  c a  f lo S a B rb a n e M  3aKrbyHHTM je A a H  nnw  B rn u e  n o je flH H a H H iix  y ro B o p a  o  ja B H o j H a 6 a B q n  y 
CKna,qy c a  o n p e A e rb e H M M  epe fleT B M M a n jeflUHMMHOM qeHOM  yTBpf)eHO M  y  o b o m  c n o p a 3 y i\ / iy .

4 .2 . H a  0CH0By 0B0r cn o p a3 y i\/ia , fločaBrban 3aKJbyMyje yroBop c a  K y n q e M  HaKOH npnjeMa no3MBa 
K yn i4a . rio3HB c e  AOCTaBfba nyTeM noujTe, eneiapoHCKe nouuTe ujim cjDaKCOM. V3 no3MB c e  
flocTaBfba TeKCT yroBopa caHMhbeH y CKnafly c a  Mo^enoM yroBopa, Koju c e  Hana3M y npnnory 3 
0B0r cnopa3yMa u npeflCTaBrba i-beroB cacTaBHH ,qeo.

4 .3 . KonuM M He y  nojeflUHaMHM M  y ro B o p n M a  OApef)yje K y n a q .

4 .4 . noje flM H aM H M  y ro B o p n  Ba>Ke flo peann3ai_|nje yKynHO y ro B o p e H i/ix  K o n u n u H a .

4 .5 . O o H fl He ra p a H T y je  f lo 6 a B fb a M y  f la  f ie  K y n a q  yroBopnTH KonuMMHe H a B e fle H e  y  C neunc jD U K aM njn  
neKa c a  LjeHOM ( i" lp n n o r  2 ), n He oAroBapa 3a noTeHi_iMjanHy LUTeTy K ojy f lo S a B rb a n  Tprm y c n e f l  
yroBapahba K o n u n u H a  MaH3MX o a  KOJiMMUHa n p e flB n f)e H n x  y  C neunc jD U K aun ju  n e K a  c a  qeH O M  ( l l p u n o r

2 ).

4 .6 . O o H fl H u je  C TpaH a y  nojeflUHaMHM M  y ro B o p n M a  3aK rbyneH H M  Ha 0C H 0By o K B n p H o r c n o p a 3 y M a  u H u je  
oflroBopaH 3 a  LU Teiy Koja H acTaH e y  p e a n n 3 a i4 n jn  tm x  yroBopa.

5. UEHA, yCJ10BM M POK n/lATiAHDA

5 .1 . LJeHa H3 c n o p a 3 y M a  je  jeflMHMMHa q e H a  n e K a  Koju je  n p e flM e T  0 B 0 r  c n o p a 3 y M a  n K o ja je  H a B e ^ e H a  
y  C n e i4 iic}DMKaL|njM n e K a  c a  qeHOM ( n p u n o r  2 ).

5 .2 . L4eHa M3 cnopa3yMa MO>Ke f la  ce npoM eH U  y  cnynajy f la  3 6 o r  n3MeHe n p a B u n H M K a  o  JIhctm neKOBa 
Koju ce nponncyjy u M3flajy Ha TepeT cp e fld aB a  o6aBe3Hor 3flpaBCTBeHor ocnrypahba, oahocho 
O fln y K e  o  HajBULui/iM LieHaMa neKO Ba 3a  ynoTpe6y y  xy iv iaH o j M efln i4M H n, a  nnjn j e  pe>KMM 
M3flaBahba Ha peLierrr flo fje  f lo  npoMeHe qeHe neKa ycnefl Koje qeHa H3 cnopa3yMa nocTaje Brnua 
Ofl qeHe M3 flpaBunHMKa, oahocho OflnyKe. Y  tom  cnynajy, qeHOM M3 0B0r cnopa3yMa, CMaTpafie 
ce LieHa H3 ripaBunHMKa, oahocho OflnyKe, Koja ce ayTOMaTCKM npnMetoyje, flaHOM CTynafca Ha 
CHary npaBunHMKa, oahocho OAnyKe, 6e3 3aKrbyHHBahba AHeKca.

5.3. Y K 0 nn K 0  c e , t o k o m  T p a ja f- ta  0 B 0 r  c n o p a 3 y M a , q e H a  3a  n e K  Koju je n p e A M e T  0 B 0 r  c n o p a 3 y M a  y B e f ia  
Ha J Ih c tm  neK O B a 3a M3HOC npeKO 5 npoqeHaTa y  OAHOcy Ha q e H y  yT B p f)e H y  ilp a B u n H M K O M  o J lu c T u  
neKO Ba Koju c e  nponncyjy n n 3 A a jy  Ha T e p e T  cp e A C T a B a  o 6 a B e 3 H o r 3 A paB C T B eH or ocnrypahba, 
f lo 6 a B r b a n  UMa npaBO  Ha y B e f ia fc e  MeHe M3 c n o p a 3 y M a  n t o  3a  npo i_ ieH aT  Koju n p e flC T a B J b a  
p a 3 n n K y  M3MeT)y n p o q e H T a  yBefiaH D a MeHe n e K a  u 5 n p o q e H a T a . O  H a B e A eH o j npoM eH M  LieHe, 
O o h a  f ie  AOCTaBMTu o 6 a B e n iT e H 3 e  f lo 6 a B r b a n y  n Kyni4H M a, u cneM n<fcnK aM njy neK O B a  c a  
npoM ehbeH U M  q e H a M a  f ie  o6jaBMTM Ha C B o jo j M HTepHeT C T paH nun .

5 .4 . rioBefiahbe qeHe neKa, H3 npeTX0AH0r CTaBa, panyHa c e  caMO y OAHOcy Ha ueHy ncTor y 
n o cn e A H b e  Ba>KefieM npaBnnHMKy o  JImcth neKOBa Koju c e  nponncyjy n M3Aajy Ha TepeT cpeACTaBa 
o6aBe3Hor 3ApaBCTBeHor ocnrypaH=a.

5 .5 . O o h a  n n a f ia ,  y  MMe n 3a panyH KynL4a, ncnopyHeHe KonunuHe neKOBa 3a  ocnrypaHa nv\u,a OoHAa, 
no jeAUHMHHoj i_(eHH H3 0B0r 0KBnpH0r cnopa3yMa ynnaTO M  Ha TeKyfin paMyH fločaB /tana, 
HajKacHnje y poKy oa 9 0  Aana oa A^ha ncnocTaBrba^a c|DaKType K y n q y .

5 .6 . f lo č a B r b a n  je  y  o6aB e3M  A a , 3a  M c n o p y n e H a  A o S p a  3a  o c n ry p a H a  n n q a  <3>OHAa, je A a H  n p u M e p a K  

O TnpeM H U Lie, cj3aKType o a h o c h o  OTnpeMHHMe-cfc>aKType A O C T aB Jta  HaAne>KHoj c jD u n u ja n u  O o H A a , m 

t o  Kao C KeH upaH  AOKyMeHT nyTeM  B e 6  a n n n K a q n je  „ I lo p T a n  cjDUHaHcnja- A O K yM eH T a i4n ja “ n y  

eneK Tp0H C K 0 j c ^o p M n  nyTeM  B e 6  c e p B u c a  P 03 0 , y c K n a A y  c a  TexHHHKHM  ynyTCTBO M  3a  

K o p m u fie h te  B e 6  c e p B u c a  P 030 , y  M nn3y y c n o c T a B fb a h ta  ec|DMKacHMjer y n p a B rb a H ia  u KO H Tpone 

TpoLUKOBa n e n e H ^a  o c n ry p a H n x  n m 4a  P 030 .
5.7.fločaBTbaH je AY>«aH Aa, npunuK O M  ncnocTaBn=ahba c|DaKType, nocTynn y  C K naA y c a  nnaH O M  4 a . 

3aKO H a o  pOKOBMMa n 3 M M p e fca  h o b m 3 h h x  o 6 a B e 3 a  y  K O M epun janH U M  TpaH caK M M jaM a (,,Cny>K6eHM  

rnacH U K  PC“ 6 p . 119/12, 68/15 u 113/17), Kao u nnaH O M  3. llpaB M nH M K a o  H3MMHy n n o c T y n K y  

p e m c T p o B a h ta  c}DaKTypa, o a h o c h o  A p y rn x  3 a x T e B a  3a  n c n n a T y , Kao n H annH y Bof)eH=a u caAP >K aja 

M e H T p a n H o r p e rn c T p a  c|DaKTypa („Cny>K6eHM  rna cH U K  PC“ 6 p . 7/18).

5 .8 . Y K 0 nn K 0  t o k o m  T p a ja h b a  OKBnpHor cnopa3yMa floSaBrban AOCTaBU <t>OHAy 3axreB 3a yMahbeFt>e MeHe



neKa ko ju  je  npeflMeT o ß o r  cnopa3yMa, qeHOM M3 0B0r cnopa3yMa CMaTpafie ce ueHa neKa \A3 

3axTeBa f lo S a B rb a n a ,  o  neMy f ie  6mth 3 aK rb yne H  AHeKC OKBupHor cnopa3yMa.

6 . KBAJ1MTET M KOJ1MHMHE

6 .1 . K B a n u T e T  n p 0 M 3 B 0 fla  Koju c y  n p e flM e T  o ß o r  c n o p a 3 y M a  M o p a  y  n0TnyH0CTM o f lro B a p a T U  Ba>KefiMM 
flO M a fiu M  u n u  M efjyH apo flH W M  C T aH flap flM M a  3a  Ty B pcT y  p o 6 e  u yB epehbM M a o  K B a nu T e T y  u 
aTecT U M a.

6 .2 . K y n q u  c y  O B nam fieH M  f la  Bpuue KO HTpony K B anuT eTa  M c n o p y n e H e  p o 6 e  y  6 u n o  K oje  B p e M e  u 6 e 3  
n p e T x o flH e  H a ja B e  Ha M e c ry  n p u je M a , to k o m  u n u  n o ć n e  u c n o p y K e , c a  npaBO M  f la  y 3 o p K e  
n p 0 M 3 B 0 fla  i/i3 6 u n o  Koje u c n o p y K e  flO C Taßu H e 3 a B u cH o j cneL iM janM 30B aH 0 j MHCTMTyqujn p a f lu  
a H a n u 3 e .

6 .3 . Y  c n y n a jy  Kafla He3aBucHa c n e i4 u ja n u 3 0 B a H a  uH C TM Tyquja yTBpflu oflCTynanbe ofl yroBopeHor 
KBanuTeTa np0H3B0fla, t p o lu k o b m  aHanu3e n a f la jy  Ha TepeT flo6aBrbaMa.

6 .4 . KBaHTUTaTUBHM npujeM po6e Bpwu ce npunuKOM npujeMa y MaraquHy Kynqa y npucycTBy 
npeflCTaBHUKa fločaBrbana. EßeHTyanHa peKnaMaquja Ofl CTpaHe Kynqa Ha ucnopyneHe 
KonuHMHe Mopa 6utm caMHH=eHa y nucaHoj cfciopMn n flocTaBjbeHa flo6aBfbaMy y poKy o fl 2 4  
(flBafleceTMeTupn) naca.

6.5. YKonnKO 6nno Koja McnopyKa He 3 a fl0 B 0 rb M  KBanuTeT nnn yroBopeHy KonnnnHy, npoflaBaq je  y 
o 6 a ß e 3 n  fla  je  3aMeHM i/icnpaBHOM y poKy Ofl 7 (ceflaM) f la H a .

6 .6 . floöaBTbaH c e  o6aBe3yje f la  f ie  ncnopyMMBaTM neKOBe c a  pokom Tpa ja^a  o,q HajManbe 9 M e c e q n  
ofl flaHa u c n o p y K e , oahocho ca pokom Tpajhba o fl HajMahbe 2 /3  n p o n3 B o f)a M K o r poK a , yK onnK O  je 
npon3B o? jaH K n  poK  9  M e c e q n  nnn K p a lie .

7. M CnOPYKA M riPM JEM

7 .1 . f lo 6 a B r b a n  je  fly>KaH f la ,  Ha 3 a x re B  K y n q a , n c n o p y m i K o n u n u H e  y ro B o p e H e  no je flU H aH H M M  
yroßopoM.

7 .2 . M c n o p y K a  je  c y K u e c u B H a  v\ bp lum  c e  n p e M a  n o T p e ö a M a  n o je flU H a M H o r K y n q a  y  n p u c y c T B y  
npe flC TaB H U K a f lo ö a B r b a n a .

7 .3 . Pok ucnopyKe yTBpfjyje ce nojeflUHaMHUM yroßopoM n u3hocu 4 8  caTM ofl flaHa npnjeMa nucMeHor 
3 a x T e B a  K y n q a .

7 .4 . M e c T o  u c n o p y K e  y T B p ijy je  c e  no je flU H aM H U M  y ro ß o p o M . M ecT O  u c n o p y K e  je  M a ra q u H  K y n q a , o c h m  
aKO M3 o6 jeK TH B H H x p a 3 n o ra , K y n a q  He O flp e flM  no je flU H aM H U M  y ro ß o p o M  f lp y r y  n o K a q u jy  u c n o p y K e . 
TpoLUKOBM T p a H c n o p T a  n e ß e m -ya n H H  f lp y r n  tp o lu k o b m  yK TbyneH n c y  y  q e H e  m K y n a q  mx noceÖ H O  
He n p n 3 H a je .

7 .5 . OoHfl 3aflp>KaBa npaBO fla  y TOKy Bawehba 0KBnpH0r cnopa3yMa n3MeHH cnncaK K y n a q a . YKonnKO y 
TOKy Tpa ja fta  OKBMpHor cnopa3yMa floTje flo  M3MeHe (Ipunora 1 - CnncaK 3flpaBCTBeHnx ycTaHOBa, 
y eMMeny flOflaBahba 3flaBCTBeHe ycTaHOBe, Kao K y n u a , Ha hctu, llp u n o r 1 - CnncaK 3flpaBCTBeHnx 
ycTaHOBa ce a w y p M p a  6 e 3  3aKrbyMHBahba AHeKca OKBupHor cnopa3yMa.

7 .6 . O o H fl je  fly>KaH f la  a>KypnpaHM  cnucaK M3 TaHKe 7 .5 . 0 B 0 r  C n o p a 3 y M a , flO C Taßu f lo S a B /b a n y  n o ö ja B H  
Ha C B 0 j0 j M HTepHeT CTpaHMMM.

7 .7 . f lo ö a B T b a H  je  y  o6a B e 3 M  f la ,  y  n e p n o f ly  B aw ehba  o ß o r  c n o p a 3 y M a , y  C K n a fly  c a  noH y flO M  6 p . 2 3 1 /1 9  
o f l  3 .1 2 .2 0 1 9 .  ro flM H e , o  c b o m  T p o n iK y  (ö e c n n a T H o )  o 6 e 3 6 e f ln  m n c n o p y n n  n e K  R e m ic a d e  1 0 0  m g , 
Koju je  n p e flM e T  o K B u p H o r c n o p a 3 y M a , y  KonnnnHW  n o T p e ö H o j 3a  npBMX 6  M e c e q n  T e p a n n je  3a 
n e n e h b e  H O B o y B e fle H n x  n a q u je H a T a .

8 . yrOBOPHA KA3HA

8.1 y cnynajy npeKopanenba yroßopHor poKa ucnopyKe floöaBrban je  fly>KaH f la  nnaTn K y n q y  yroBopHy 
Ka3Hy y M3HOcy o fl 0 ,5 %  Ofl yKynHe BpeflHOCTu 6e3 nflB-a npeflMeTHor flo6pa 3a  Koje je  
npeKopanno poK ucnopyKe, 3a CBaKH f la H  3aK an ihbehba, a n n  He Brnne ofl 5 % BpeflHOCTu flo6apa  
ncnopyneHMX c a  3aKaLüfeehbeM. Ako LüTeTa npeTje h3hoc yroßopHe Ka3He K y n a q  MO>Ke f la  Tpawn



Ha«Ha,ay CTBapHe LUTeie, a MO>Ke u a  a  pacKMHe yroBop 6 e 3  o 6 a B e 3 e  npeMa f lo 6 a B r b a n y .

9. CPEflCTBO OBE3BETbEhbA 3A flOEPO M3BPLUEHdE nOCJlA

9 .1 . f lo S a B i ta M  je  o 6 a B e 3 a H  A a  npunuK O M  n o m u c n B a n b a  0 K B n p H 0 r c n o p a 3 y iv ia  ujim y po K y  o a  1 0  A a H a  
o a  o 6 o c T p a H o r  n o T n H C U B a ^a , AOCTaBU H eono3M B y, 6 e 3 y c n o B H y , nnaT H B y Ha n p B n  no3H B  m 6 e 3  
n p a B a  n p o T e c ia ,  6aH K apcK y ra p a H q n jy  3a A o S p o  MSBpLueFbe n o ć n a , y b u c m h h  o a  2% o a  yK ynH e  
BpeAHOCTM O KB npH or c n o p a 3 y M a , 6 e 3  n f lB - a .

9.2. BaHKapcKa rapaHMMja 3a Aočpo M3BpLiiehbe noćna Mopa 6m n opuruHan u ocTafie Ha cHa3M ca 
POKOM Ba^ehta He KpafiHM oa 40 (MeTpAeceT) AaHa oa AaHa ucieKa Ba^ei-ta OKBnpHor cnopa3yMa.

9.3. O o h a  fie  yHOBMHTH 6aHKapcKy rapaHqnjy yK0nnK0 o6aBe3e no o k b h p h o m  cnopa3yMy u yroBopw\/ia 
3a«rbyM eHM M  Ha 0CH0By oKBnpHor cnopa3yMa He 6yAy 6nar0BpeMeH0 wnn npaBunHo 
peann30BaHe, o a h o c h o  yKonw<o f lo 6 a B J b a M  npecTaHe Aa mx peann3yje.

9.4. BaHKapcKa rapaHqnja Ba>KM 3a ncnyhbehbe o6aBe3a 3a CBe Kyni4e no obom cnopa3yMy.

9.5. Y cnynajy saKaiufcefca nnn A p y rn x  noBpeAa očaBe3a 3a Koje je obum cnopa3yMOM npeABnfjeHa 
yroBopHa Ka3Ha, npBeHCTBeHO ce o6paMyHaBa yroBopHa Ka3Ha H3 MnaHa 8. oBor cnopa3yMa, aok 
6aHKapcKa rapaHMnja Mo>Ke Aa ce yHOBMH y  cnynajy Aa ce 3aKai±jhbehba nnn noBpeAe HacTaBe nnn 
yK0nnK0 je  n3BecH0 Aa fločaBrbaM Hefie Mofin Aa McnyHM o6aBe3y H3 oKBnpHor 
cnopa3yMa/yroBopa 3a BpeMe B a ^e fta  0KBnpH0r cnopa3yMa/yroBopa.

9.6. O o h a  f ie .H a jK a c H n je  y poK y o a  15 A aH a , Ha 3 a xT eB  A o S a B rb a M a  npnxB aTH TH  KB apTanH O  yiv iahbehbe 
S aH K apcK e  rapaH M M je  w t o  3a  m3 h o c  n c n o p y n e H n x  A o č a p a  y npeTX 0A H 0M  K B a pT a n y , a  HajBU Lue a o  
BpeAHOCTu o a  85% M c n o p y n e H n x  A o S a p a  H3 o B o r  c n o p a 3 y M a , o  H eM y f ie  o 6 a B e c rw T H  f lo č a B r b a n a  
y  poK y o a  15 (ne T H a e cT ) A a H a  o a  A a H a  n p n je iv ia  3 a xT e B a .

9.7. BaHKapcKa rapaHMMja fie  f lo 6 a B rb a M y  6 m u BpafieHa h 3 k o h  ucieKa poKa M3 TaMKe 9.2 oBor MnaHa.

10. BMLUA CMJ1A

10.1. HacTynafee Bniue cune ocnočafja oa oai"Obophoctm CTpaHe y cnopa3yMy 3a KaLUhtehte y 
n3BpLueHjy o6aBe3a M3 cnopa3yMa. O AaTyMy HacTynahba, Tpajahby u AaiyMy npeciaHKa Brnue 
cune, CTpaHe y cnopa3yMy cy o6aBe3He, Aa jeAHa Apyry oSaBecre nucMeHmvi nyTeM y poKy oa 24 
(ABaAeceTHeTupM) Maca.

10.2. Kao cnyMajeBM B u m e  cune CMaTpajy ce eKCTpeMHM m BaHpeAHU Aorafjajn Koju ce He Mory 
npeABMAeTM, Koju cy ce AoroAnnn 6 e 3  Borbe n yTHMaja CTpaHa y o k b m p h o m  cnopa3yMy n koju Hncy 
Mornu 6 h t h  cnpeMeHM o a  CTpaHe norofjeHe b h u j o m  cunoM. B h lu o m  cunoM ce Mory CMaTpaTM 
npupoAHe KaTacTpocfce (3eMJ"bOTpecn, no>Kapn, nonnaBe), eKcnno3nje, TpaHcnopTHe Hecpefie, 
MMnepaTMBHe OAnyKe opraHa Bnacru u Apyrn cnyMajeBM, Koju cy 3 3 k o h o m  yTBpf)eHM Kao Burna 
cuna.

11. enOPOBM

1 1 .1 . CTpaHe y cnopa3yMy cy carnacHe Aa ce eBeHTyanHM cnopoBM peniaBajy cnopa3yMHo, a  y cnyMajy 
Aa ce cnop He Mo>Ke peiunTn cnopa3yMHHM nyTeM, yTBpTjyje ce CTBapHa n MecHa H3Ane>KH0CT 
n p u B p e A H o r  c y A a  y  B e o rp a A y .

12. PACKMfl OKBMPHOT CnOPA3YMA

12 .1 . y  cnyMajy 6 m th h x  noBpeAa OApeAa6a cnopa3yMa nnn noBpeAa Koje ce noHaBTbajy, cnopa3yM MO>Ke 
Aa pacKMHe CBaKa yroBopHa CTpaHa. PacK U A  cnopa3yMa 3axTeBa ce nucMeHMM nyTeM, y3 p a cK U A n u  
poK oa 10 (AeceT) AaHa.

12.2. P acK U A  cnopa3yMa W3 pa3nora H3BeAeHMX y  CTaBy 1. oBor MnaHa Moryfi je caMO yK0nnK0 je Apyra 
CTpaHa y cnopa3yMy npeTXOAHO yno3opeHa Ha 6nTHe noBpeAe nnn noBpeAe Koje ce noHaBTbajy 
i/i yK0nnK0 MCTe Huje OTKnoHuna y  0CTaBJbeH0M poKy Koju Mopa 6htm pa3yMaH.

12.3. PacKMA cnopa3yMa H3 pa3nora HaBeAeHnx y CTaBy 1. oBor MnaHa MO>Ke Aa n3Bpujn caMO CTpaHa 
y cnopa3yMy Koja je  CBoje Aocnene o6aBe3e H3 cnopa3yMa y noTnyHocTM u 6nar0BpeMeH0 
M3BpLunna.

12.4. PacKMAOM OKBnpHor cnopa3yMa npecTaje M0ryfiH0CT 3ai<rbyMehba nojeAHHaMHnx yroBopa M3Mef)y 
floSaBrbaMa n Kynaqa.



12.5. PacKHfl o K B u p H o r cnopa3yMa HeMa yTnqaja Ha nojeflHHaHHe yroBope 3aKTbyMeHe Ha 0C H 0B y oBor 
c n o p a 3 y M a  m h c tm  ce n 3 B p n ia B a jy  y C K n a fly  ca oflpefl6aivia t u x  y ro B o p a  m o B o r  c n o p a 3 y M a , o c m m  
y x o n mko  O o H fl, MeHefiM o k o jih o c tm  KOHKpeTHor c n y n a ja ,  He O A n yn n  f lp y ra M n je .

12.6. Y  cnynajy n o T p e 6 e  pacK M fla  no je flH H anH H X  y ro B o p a  H3 Tam<e 12.5. o B o r  c n o p a 3 yM a, Ooha 
oSaBeuuTaBa Kynqe o m ctom .

13. nOCEEAH OCHOB 3A PACKMfl OKBMPHOT CnOPA3YMA

13.1. OoHfl uMa npaB O  a  a pacKMHe o k b m p h u  cnopa3yM 3a neK koj'h je npeflMeT oBor oKBupHor 
cnopa3yMa, yKonw<o yTBp,qn fla je M3BecH0 a a fie, ycne# Henpoflywehta fl03B0ne 3a neK, npecrraTu 
MoryliHocT npoMeTOBahba Tor neKa npe ncTeKa poKa Tpajahta o B o r  oKBupHor cnopa3yMa.

13.2. OoHfl mvia npaBO fla, y cnynajy fla Bawefia fl03B0na 3a neK ncTune npe wcTeKa poKa Tpaja^a oBor 
oKBupHor cnopa3yMa, 3axTeBajy oa floSaBfbana p,a flocTaBu nucaHy n3jaBy Hocnoqa fl03Bone f\a 
fie 3a noHyFjeHn neK noflHeTM 3axTeB 3a c>6HOBy fl03B0ne 3a neK y cxna^y ca 3aKOHOM o neKOBMMa 
m MeflHMMHCKMM cpeacTBHMa („CnywSeHU rnacHMK PC“ 6p. 30/10 n 107/12).

14. 3AKJbYHEhbE OKBMPHOr CnOPA3YMA

14.1. OBaj cnopa3yM 3aKJbyMyje ce flaHOM noTnMCHBahba Ofl CTpaHe OoHfla m floSaBrbana.

14.2. YKonnKO flo6aBrbaM He flocTaBM Tpa>KeHO cpeflCTBO o6e36ef)eHDa 3a Ao6po n3Bpniehbe nocna, 
CMaTpafie ce fla o k b m p h u  cnopa3yM Huje hm  6ho samtyMeH.

15. flO C TAB ibAKbE  HHOOPMAUMJA

15.1. flo6aBJbaM je flywaH p,a cBaKor 10-or y Meceqy, 3a npeTxoflHM Meceq, OoHfly AOCTaBrba n3BeLUTaj 
o ncnopyKaMa n3BpmeHHM Kynqwvia Ha 0CH0By oBor oKBupHor cnopa3yivia, Ha o6pacuy Koju 
flOCTaBM Ooha.

16 3ABPLUHE O flP E flE E

16.1. OBaj cnopa3yM cannhteH je y 2 (flBa) MCTOBeTHa npmviepKa Ha cpncKOM je3HKy, m to  3a CBaKy 
CTpaHy noTni/icHUKa oKBupHor cnopa3yMa no jeflaH npnMepaK.

16.2. CacTaBHM fleo oBor cnopa3yMa cy m K=eroBn npnno3M, KaKO cneflu: 

ripunor 1 - CnncaK 3flpaBCTBeHnx ycTaHOBa

n p u n o r  2  -  C neM ncfD H K aunja  n e K a  c a  qeHOM 

f lp u n o r  3 -  M o f le n  y ro B o p a

HAPYHMJIAM flOEAB/bAH

Phoenix Pharma d.o.o.

59019.130/16
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Oiuiiijana
P0 3 0 Ha3MB 3flpaBCTBeHe ycTaHOBe Aflpeca 3ApaBCTBeHe ycTaHOBe 3BaHMHHa MHTepHeT aflpeca

01. Cy6oim_ia
floM 3flpaBfba BaMKa Tonona CBeTor CTec£>aHa 1 www.dzbt.co.rs

OnuiTa SoriHMMa Cy6oTmia M3BopcKa 3 www.bolnicasubotica.com

02. 3pehbaHHH Onima SonHMLia SpeLbai-imH flp  Bace CaBnfia 6p. 5 www.bolnica.orq.rs

03. KuKMHfla
OnujTa 6ojiHML|a CeHTa KapalppTieBa 64 hospitalsenta.rs

OnujTa 6onHnqa KuKMHfla Tbype JaKLUnfia 110 www.obki.rs

04. llaHMeBo OriLUTa 6onHMMa Bpwai4 ASpameBLifia 66 www.obvrsac.com
OnLUTa SonHMMa (laHneBO Munoma Tpe6nfcMa 11 www.bolnicapancevo.rs

05.Com6op OnujTa 6onHHLia ComSop BojBoT}aHCKa 75 www.bolnicasombor.orq.rs

floM 3,qpaBrba BaHKa ilanaHKa Kparba IleTpa 1 26/a www.dzbacpal.orq.rs

OnuiTa SonHMMa Bp6ac AP MunaHa HeKMfia 4 www.obvrbas.rs

M h c t u t v t  3a O H K o n o rn jy  B o jB O flU H e, CpeMCKa 
KaMeHnua nyT AOKTopa TonAMaHa 4 www.onk.ns.ac.rs

06.H o b i/i Cafl
l/lHCTMTyT 3a nny?iHe SonecTM BojBOAMHe, CpeMCKa 

KaMeHnua l“lyT AOKTopa TonAMaHa 4 www.ipb-ild.rs

MHCTHTyT 3a 3flpaBCTBeHy 3aujTMTy p,eu,e n 
OMnaflUHe BojBOflMHe, Hobu CaA XajAyK BerbKOBa 10 www.izzzdiovns.rs

KnMHMMKU MeHTap BojBOflMHe Hobm CaA XajAyK BerbKOBa 1 www.kcv.rs
CneMnjanHa 6onHMi4a 3a peyMaTCKe 6onecTH Hobm 

CaA
<t>yTOLUKa 68 www.sbnovisad.co.rs

07. CpeMCKa floM 3ApaBJba CTapa i1a30Ba BnaAMMupa Xyp6aHa 2 www.dzspazova.rs
MmpoBnua OnLUTa 6onHMi4a CpeMCKa Mm-poBULia CTapu LLlop 65 www.obsm.rs

floM 3ApaBrba Jby6oBMja ca CTaunoHapoM BojBOAe MuLUMTia 58 www.dzliuboviia.com

08. LLla6ai4 OnuuTa SoriHmia Jl03HHLia BonHMHKa 65 www.bolnicaloznica.rs

OnLUTa 6onHHL4a Hla6aLi riona KapaHa 4 www.bolnica015.orq.rs

09. BarbeBO OnLUTa 6ouHMLia BarbeBO CnHfjenMlieBa 62 www.zcvalievo.rs
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10.
CMeAepæo

OnuiTa 6ojiHnqa CMeflepeBo KHe3 MuxajnoBa 51 www.obsmederevo.rs

OnLüTa 6ojiHnqa CMeflepeBCKa nanaHKa Byi<a KapauMÜa 147 www.bolnica-Dalanka.co.rs

11.
nowapeBaq

floM 3flpaBfba >Kary6nqa HnKOJie naujufia 22 www.dzzaqubica.rs

OnLUTa 6onHnqa nowapeBaq BpaTCTBa M jeflUHCTBa 135 www.obp.rs

OnLUTa 6ormnqa üeTpoBaq Ha MnaBM MopaBCKa 2 www.zcpetrovac.rs

floM 3flpaBJba KyneBO >KnKe rionoBMfia 42 HeMa

12. KparyjeBaq

3flpaBCTBeHM qemrap ApaHfjenoBaq Kparba IleTpa llpBor 6p. 62 www.zcarandielovac.orq.rs

Kjihhmmkm qeHTap KparyjeBaq 3iviaj JoBMHa 30 www.kc-kq.rs

floM 3flpaBrba CBwnajHaq ca CTaqi/ioHapoM Kparba ileTpa llpBor 6p. 47 www.dzsvilainac.com

OnLUTa 6ormnqa TSynpnja Mnoflpara HoBaKOBnfia 78 bolnicacupriia.com

14. Bop

OniuTa ôonHMqa Bop flp  flparmue MumoBnfia 1 www.borbolnica.orq.rs

OnLUTa 6onHnqa MajAaHne« KaneTaHCKa 30 www.obm.rs

3ApaBCTBeHH qeHTap HeroTHH BaflhbeBCKa 4 www.zcneqotin.orq.rs

3flpaBCTBeHH qeHTap KnaflOBo flyHaBCKa 1-3 www.zckladovo.co.rs

15. 3ajenap
3flpaBCTBeHH qeHTap 3ajenap PacaflHMHKa 66 www.zczaiecar.com

3flpaBCTBeHM qeHTap Ki-baweBaq 4. jynn 6p. 2 upravazck(a)mts.rs

16. y>Knqe 3flpaBCTBeHM qeHTap y>Knqe Munorna 06peHOBnfia 17 www.zcue.rs

17. HanaK
OnLUTa 6o/iHnqa HanaK ManaK, flp  flparniue MnLUOBnFia 205 www.zccacak.rs

floM 3,qpaBrba 1/lBahbwqa 13. CemreMÔpa 6p. 39 http://dzivaniica.rs

18. KparbeBO
Cnequjarma 6ormnqa 3a MHTepHe ôonecTM Bpi-baHKa 

Bahba 8. MapTa 12 www.bolnicavb.orq.rs

OnLUTa ôonHuqa KparbeBO Jyr BorflaHOBa 110 http://studenica. bloqspot. rs/

19. Kpyweßaq OrnuTa ôonHuqa KpyweBaq KocoBCKa 16 www.zckrusevac.orq.rs

20. Hmu
KnMHUMKH qeHTap Hmlu flp  3opaHa TiMHf)M?ia 48 www.kcnis.rs

1/lHCTMTyT 3a nenei-be v\ pexaSunuTaqujy "HnuuKa 
Bafea" CpncKMX jyHaKa 2 www.radonnb.co.rs

21. flpoKynrbe floM 3ApaBjba KypLuyMnnja AP MenrapA 66 www.dzkursumliia.orq.rs
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OnLUTa SonHnqa f lp o K y n rb e riacjaHKa öp. 2 w w w .b o ln ic a D ro k u D lie .c o m

22. i lu p o T OnLUTa öormnqa rinpoT BojBOfle MoMHuna öö w w w .D ib o ln ic a . r s

23. ílecKOBaq
OnLUTa öonHi/iqa JlecKOBaq Pafle KoHHapa 9 w w w .b o ln ic a le s k o v a c .o rq

floM 3flpaBfba JleöaHe

24. Bpa^e 3ApaBCTBeHH qeHTap Bpahte JoBaHa JaHKOBufia JlyHre 1 w w w .d z v ra n ie .o ra

25. KocoBCKa 
MmpoBnqa 3ApaBCTBeHM qeHTap KocoBCKa Mi/npoBnqa AHpn flMHaHa 10 w w w .z c k m .o rq . r s

floM 3flpaBfba BapajeBO CßeTocaBCKa 91 HeMa

floM 3flpaBfba OöpeHOBaq BojBOAe Mmunfia 231 w w w .d o m z d r a v l ia o b re n o v a c .c o m

CnequjanHa öonHuqa 3a u m e p H e  öonecTM 
MnaAeHOBau BopMBoja r^baTHfia 52 w w w .s b ib . r s

CneqwjanHa öonHMqa 3a eHfleiviCKy HecfcponaTMjy 
Jla3apeBaq flp  T>opf)a KoBaneBufia 27 w w w .n e fro D a t i ia la z .o rq . r s

l/lHCTmyT 3a 3flpaBCTBeHy 3aiiiTHTy MajKe m f le ie ia  
Cpönje "flp  ByKaH M yn w fi"

Panoja flaKufia 6-8 w w w . im d .o rq . r s

27. Beorpafl

HHCTMTyT 3a OHKonornjy w pa,qwonornjy Cpönje, 
Beorpafl riacTepoBa öp. 14 w w w .n c r c .a c . r s

1/lHCTmyT 3a peyiviaTonornjy PecaBCKa 69 w w w .r e u m a to lo q i ia .o r q . r s

YHMBep3MTeTCKa Aenja Kni/iHi/iKa TupmoBa öp. 10 w w w .u d k .b q .a c . r s

KnnHHHKO-6onHMMKM qeHTap " BewaHMjcKa Koca" Be>KaHMjcKa Koca öö w w w .b k o s a .e d u . r s

KnMHMMKO-öojiHUMKM qeHTap "flp  flparuLua MwluobuTi 
- fleAHi-te"

Xepoja MunaHa Tennfia 1 w w w .d r a q is a m is o v ic .b q .a c . r s

KnuHUHKO-öonHMHKM q e H T a p  "3eMyH" ByKOBa 9 w w w .k b c z e m u n . r s

KjiMHMMKO-öoriHUHKM qeHTap "3Be3flapa" f lM M U T p u ja  TyqoBufia 161 w w w .k b c z v e z d a ra .o rq

KnuHMMKM qeHTap Cpönje riacTepoBa 2 w w w .k c s .a c . r s

BojHO-MeflnqwHCKa aKaAeMnja mpHOTpaBCKa 17 w w w .v m a .m o d .q o v .r s

28. Hobm
OnLUTa öonHnqa Hobh I1a3ap TeHepana >KnBKOBnfia öp. 1 HeM a

Í1a3ap floM 3flpaBfba TyTMH Bororbyöa HyKMfia 12 w w w .d z tu t in . r s

3

http://www.bolnicaDrokuDlie.com
http://www.Dibolnica.rs
http://www.bolnicaleskovac.orq
http://www.dzvranie.ora
http://www.zckm.orq.rs
http://www.domzdravliaobrenovac.com
http://www.sbib.rs
http://www.nefroDatiialaz.orq.rs
http://www.imd.orq.rs
http://www.ncrc.ac.rs
http://www.reumatoloqiia.orq.rs
http://www.udk.bq.ac.rs
http://www.bkosa.edu.rs
http://www.draqisamisovic.bq.ac.rs
http://www.kbczemun.rs
http://www.kbczvezdara.orq
http://www.kcs.ac.rs
http://www.vma.mod.qov.rs
http://www.dztutin.rs


nPMJIOr 2 OKBMPHOT CnOPA3YMA -  CnEL4Mct>MKA14MJA J1EKA CA I4EHOM
J1EK CA J1MCTE l \  J1MCTE J1EKOBA 3A 2019. rOflMHY, INFLIKSIMAB REFERENTNI LEK

EPOJ 404-1-110/19-71

flOBABfbAH: P h o e n ix  pha rm a  d .0 .0 .

Ha3MB npeflMeTa Ha6aBKe JKL

3aLUTMheHn
H33MB

noHyl]eHor
f lo 6 p a

npOM3BO?jaH
O apM auey- 
tckm o6jimk

JaHMHa
neka

JeAMHMua
Mepe

JefliiHMMHa
ueHa KOJIHMlIHa YKyriHa ijeHa 

6e3 nflB-a

in fliksim ab - referentni lek
0014220

REM ICADE
Janssen 

Biologies B.V.

prašak za 
koncentrat 

za rastvor za 
infuziju

100 mg bočica 40.335,10 2.000 80.670.200,00

M3HOC riflB-A 10% 8.067.020,00

yKYfiHA BPEflHOCT OKBMPHOr CnOPA3YMA CA flflB-OM 88.737.220,00



nPMflOr 3 OKBMPHOr CnOPA3YMA - MOflEJl YTOBOPA
J1EK CA J1MCTE U J1MCTE J1EKOBA 3A2019. TOflMHY, INFLIKSIMAB REFERENTNI LEK

BP. 404-1-110/19-71

KyriAU:
/Ha3HB 3flpaBCTBeHe yciaHOBe/__________________ , /a flpeca /______________________ ,
/nMe m npe3HMe nuqa Koje ra 3aciyna/______________________________
MaTMHHM 6poj: XXXX 
nl/lB: XXXXX
Bpoj paMyHa: XXXXX «oji/i ce boam koa YnpaBe 3a Tpe3op 
(Y flarbeM TeKCTy: Kynaq)

flOBABJbAH:
Phoenix pharma d.0 .0 ., Beorpafl, y/i. Bope CTaHKOButia 6p. 2, Kora 3acTynajy flupeKTopu 
MBaH BaHKOBMfi n AneKcaHflpa flpawKOBMfj
MaTMHHM 6poj: 07517807 
riMB: 100000266
Bpoj panyHa: 330-4006847-79 KojM ce boam koa 6aHKe Crédit Agricole 
(y flarbeM TeKCTy: floôaBrban)

flaH a__.__.____ . roflMHe 3aKrbynyjy

y r0 B 0 P  b p . x x

3A JABHY HABABKY 3A J1EKA CA J1MCTE U J1MCTE J1EKOBA 3A 2019. TOflMHY, INFLIKSIMAB -
REFERENTNILEK

Knn_______

1. YBOflHE HAnOMEHE M KOHCTATAUMJE

1.1. Kynaq m flo6aBJbaH y yBOfly KOHCTaiyjy:

1) fla je Peny6nMMKM cJdoha 3a 3flpaBCTBeHO ocMrypahte cnpoBeo OTBopeHM nocTynaK jaBHe 
HaôaBKeJleKa ca ÜMCTe L4 JlMCTe neKOBa 3a 2019. roflMHy, infliksimab -  referentni lek, 6p. 
404-1-110/19-71,

2) fla je PenyöJiMHKM cjDOHfl 3aKrbyHMO okbmphm cnopa3yM ca flOÔaBrbaneM Phoenix pharma
d.0 .0 . Ha 0CH0By OflnyKe 0 3ai<rbyHehby okbmphot cnopa3yMa 6p 404-1-64/19-11 ofl
12.12. 2019. roflMHe,

3) fla OBaj yroBop 0 jaBHoj Ha6aBL4M 3a«rbyHyjy y c«nafly ca okbmphmm cnopa3yMOM 6p. 116-
1/119 O f l i l . Ü 2 0 19. roflMHe.

1.2. Ha CBa nM ia^a Koja HMcy ypefjeHa obmm yroBOpOM, npMMe^yjy ce oflpeflôe okbmphot cnopa3yMa 
M3 CTaBa 1. 0B0r nnaHa YroBopa,

2. nPEflMET yrOBOPA

2.1. npeflMeT yroBopa je KynoBMHa jieKa HaBefleHory CneuMcjDMKaMMjM ne«a ca qeHOM Koja ce Hana3M 
y npMnory 0B0r yroBopa m hmhm ^eroB cacTaBHM fleo (npMnor 1).

2.2. Kynai_i je y o 6 aB e3M  fla m3bplum KynoBMHy y roB o p eH M X  neKO Ba m y qeiiocTM p e a n M 3 y je  OBaj y ro B o p .

3. MEHA M nJlATSAhbE

3.1. LJeHa M3 0B0r YroBopa je jeflMHMHHa qeHa HaBefleHe y HJiaHy 2. 0B0r yroBopa Koja oflroBapa qeHM 
M3 0KBMpH0r cnopa3yMa 6p. 116-1/19 o,a ■T. '11.2019. roflMHe.

3.2. OoHfl nnafia y MMe m 3a panyH Kynqa, McnopyneHe «oriMHMHe no yroBopeHMM jeflHMHHMM qeHaivia, 
y B e fia H M M  3a m3hoc nflB -a, y poKy ofl 90 flaHa Ofl flaHa McnocïaBrbahba cjDaKrype. flo6aBrban je y 
o6aBe3M fla 3a McnopyneHa floôpa jeflaH npMMepaK ompeMHMye m cfcaKType, oahocho



nPMJlOr 3 OKBMPHOr CnOPA3YMA - MOflEJl YrOBOPA 
J1EK CA J1MCTE L( flMCTE J1EKOBA 3A 2019. TOflHHY, INFLIKSIMAB REFERENTNI LEK

BP. 404-1-110/19-71
OTnpeMHMLie-cjDaKType AOCTaBM y eneiapoHCKoj cjDopMM Ha,qne>KHoj c|3nnnjanM Peny6nnHKor 
cfiOHfla.

3.3.flo6aBrban je fly>KaH f la ,  npunuKOM McnocTaBrbanfea cjDaicrype, nociynn y c«nafly ca nnaH O M  4a. 
3aKOHa o  poKOBMMa n3Mnpehba HOBHaHnx o6aße3a y KOMepunjanHUM TpaHcaKqujaMa 
(„CnywöeHM rnacHMK PC“ 6p. 119/12, 68/15 m 113/17), Kao m MnaHOM 3. llpaBMnHMKa o HaMUHy m 
nocTynKy perncTpoßahta cfcaKrypa, oahocho flpyrux 3 a x T e ß a  3a  McnnaTy, Kao n HaMUHy Bofjehba m 
ca,qp>Kaja qeHTpanHor pemcTpa cfraKrypa („Cny>K6eHn rnacHUK PC“ 6p. 7/18).

3.4. 06aße3e Koje flocneßajy y HapeflHoj toamhm 6nfie peann30BaHe HajBmue ao n3HOca cpeflCTaBa 
Koja fie 3a OBy HaMeHy 6 mtm oflo6peHa y Toj öyyeTCKoj roflnHu y CKnafly ca 3aKOHOM KojMM ce 
ypeTjyje öygeTCKn CMCTeM, oahocho 3aKOHOM KojuM ce ypel^yje 3flpaBCTBeHa 3aniTnia.

3.5. YroßopeHa qeHa Mefea ce y cnynajy p,a 3Čor M3MeHe ripaBUJiHMKa o JImctm neKOBa Koju ce 
nponncyjy m M3flajy Ha TepeT cpe^cTaBa o6aBe3Hor 3flpaBCTBeHor ocurypa^a , oahocho OAnyKe o 
HajBULüMM qeHaMa neKOBa 3a ynoTpeöy y xyMaHoj MeAumiHu, a MMjn je pe>KMM H3flaßafea Ha 
peqenT floTje flo  npoMeHe qeHe neKa ycneA Koje qeHa M3 yroBopa nocTaje Burna oa qeHe M3 
ripaBMnHMKa, oahocho OflnyKe. Y tom cnywajy, qeHOM M3 oßor yroBopa CMaTpafie ce qei-ia M3 
ripaBUJiHUKa, oahocho OflnyKe, Koja ce ayTOMaTCKM npuMenbyje, flaHOM CTyna^a Ha CHary 
ripaBmiHMKa, oahocho OflnyKe, 6e3 3aKrbyMMBahba AHeKca.

3.6. Y k o jiu k o  c e , t o k o m  T p a ja ^ a  o B o r  y ro B o p a , q e H a  3a n e K  Koju je  n p e A M e T  oßor y ro B o p a  y B e f ia  Ha 
J Imctm  neK O B a 3a  M3HOC npeKO 5 n p o q e H a ia  y OAHOcy Ha q e H y  y T B p fje H y  flpaBMJiHMKOM o J Im ctm  
neKO Ba KojM c e  n p o n M c y jy  m M 3Aajy Ha T ep e T  cpeA C T a B a  o6aBe3Hor 3A paB C TB eH or o c M ry p a h b a , 
f lo 6 a B J b a n  MMa npaB O  Ha y B e fia n b e  q e H e  M3 y ro B o p a  m t o  3a  n p o q e H a T  KojM n p e A C T aB rb a  pa3nM K y 
M3Me?iy n p o q e H T a  y B e f ia ^ a  q e H e  n e K a  m 5 n p o q e H a T a . O H aB eA eH o j npoM eH M  q e H e , Ooha f ie  
A0CT3BMTM o6aB eLU Tehbe f lo 6 a B fb a H y  m K ynqM M a, m cneLiMcjDMKaMMjy neKO Ba c a  npoivie i-beHM M  
q e H a M a  f ie  oöjaBM TM  Ha C B o jo j MHTepHeT CTpaHMqM.

3.7. noBefiafee qeHe neKa, M3 npeTX0AH0r CTaBa, panyHa ce caMO y OAHOcy Ha qeHy MCTor y n ocneA ^e  
BawefieM npaBMnHMKy o JImctm neKOBa KojM ce nponMcyjy m M3Aajy Ha TepeT cpeACTaBa o6aBe3Hor 
3ApaBCTBeHor ocMrypai-ba.

3.8. YKonMKo tokom Tpaja^a oBor yroBopa fločaBrban aoct3bm <$0HAy 3axTeB 3a yMa^efee qeHe neKa 
KojM je npeAMeT oßor yroBopa, qeHOM M3 oBor yroBopa CMaTpafie ce qeHa neKa M3 3axTeBa 
flo6aBfbaMa, o neMy Tie 6mtm 3a«rbyMeH aHeKC yroBopa, a HaKOH 3ai<rbyMefea aHeKca 0KBnpH0r 
cnopa3yMa.

3.9. YKynHa BpeAHOCT yroBopa jecTe yKynHa BpeAHOCT 3a CBy KonMHMHy neKa HaBeAeHy y
CneMMcjDMKauMjM neK O B a c a  q e H a M a  ( f lp M n o r  1), c a  ypanyH aTM M  nflB-OM m m 3hocm _________________
AMHapa.

4. MCnOPYKA

4.1. flo6aBrbaM ce o6aße3yje Aa fie  yKynHO yroBopeHy KonMHMHy neKa M3 MnaHa 2. oBor yroBopa 
McnopyHMBaTM Kynqy npeMa noTpe6aMa Kynqa, m to y poKy oa 48 caTM oa Aa Ha npMjeMa nMCMeHor 
3axTeBa Kynqa.

4.2. MecTO M cno p yK e  j e _____________ /yHeTM MecTO M cnopyK e /.

5. yrOBOPHA KA3HA

5.1. Y c n y n a jy  n p e K o p a n e ^ a  y ro B o p e H o r  poK a M cno p yK e  f lo ß a B fb a H  je  Ay>KaH A a  nnaTM  Kynqy
y ro B o p H y  Ka3Hy y M3HOcy oa 0,5% oa yK ynH e BpeAHOCTM y ro B o p e H M x  neKO Ba 3a  K o je  je 
npeKopaH M O  poK  M cno p yK e , 3a  CBaKM AaH 3aK 3LU hte fe3 , snM  He BMLue o a  5% BpeAHOCTM Aoöapa 
M cno p yn e H M x cs 33K3Liihbei-beM .

5.2. A ko LiiTeTa npefje M3HOC yroBopHe Ka3He ctsbs 1. oßor nnaHa, Kynaq Mo>Ke Aa Tpa>KM HamaAy 
CTBapHe LüTeTe, a MO>Ke m Aa pacKMHe yroBop 6e3 o6aBe3e npeMa floöaBrbany.



6. BMlilA CMJ1A

6.1. HacTynatoe Bnme cune ocno6a?)a ofl 0flr0B0pH0CTn yroBopHe cipaHe 3a Kanihtehbe y n3BpLuetoy 
yroBopeHUX o6aBe3a. O flaTyMy HacTynaf-ba, Tpajahty m flaTyMy npecTamo Bnme cune, yroBopHe 
CTpaHe cy o6aBe3He, fla je^Ha flpyry o6aBecTe nwcMeHUM nyTeM y poKy ofl 24 (flBafleceTweTupM) 
naca.

6.2. Kao cnynajeBM Bmue cune CMaipajy ce eKCTpeMHn m BaHpeflHM flo ra fja jn  Koju ce He Mory 
npeflBMfleTu, Koju cy ce flo ro flunu 6e3 Borbe w yTuqaja yroBopHnx CTpaHa n Koju Hucy Mornn 6h tm  

cnpeneHM ofl CTpaHe norofjeHe buluom cunoM. Bmliiom cunoM ce Mory CMaTpaTU npupoflHe 
KaTacTpoc^e (3eivirbOTpecw, nowapw, nonnaBe), eKcnno3nje, TpaHcnopTHe HecpeTie, nivmepaTWBHe 
oflny«e opraHa BnacTM m flpym cnynajeBu, Koju cy 33kohom yTBpTjeHM Kao Buma cuna.

ÍIPM/lOr 3 OKBMPHOr CnOPA3YMA - MOflEJl YrOBOPA
ÍIEK CA J1MCTE M J1MCTE ÍIEKOBA 3A 2019. rOflMHY, INFLIKSIMAB REFERENTNI LEK

BP. 404-1-110/19-71

7. enOPOBM

7.1. CTpaHe y yroBopy cy carnacHe p,a ce eBeHTyanHM cnopoBM peniaBajy cnopa3yMHO, a y cnynajy fla 
ce cnop He MO>Ke peiumu cnopa3yMHHM nyTeM, yTBpT}yje ce CTBapHa n MecHa Haflne>KH0CT 
npuBpeflHor cyfla y Eeorpafly.

8. PACKMfl yrOBOPA

8.1. y  cnynajy 6mthmx noBpe^a oflpeflaSa yroBopa nnn noBpefla Koje ce noHaBTbajy, yroBop MO>Ke fla 
pacKUHe CBaKa yroBopHa CTpaHa. PacKMfl yroBopa 3axTeBa ce nucMeHMM nyTeM, y3 paci<nflHn poK 
ofl 15 (neTHaecT) flaHa.

8.2. P a cK U fl y ro B o p a  M3 p a 3 n o ra  H a B e fle H n x  y  cT aB y  1. 0 B 0 r  nnaHa M o ry li je  c a M o  yK onm <o je  A p y ra  
y ro B o p H a  C TpaH a n p e T x o £ H o  y n o 3 o p e H a  Ha 6 n T H e  n o B p e f le  n n n  n o B p e f le  Koje c e  n o H a B rb a jy  v\ 
y K 0 n n K 0  n cT e  H u je  O TK noH una y  0C TaB rbeH 0M  poi<y Koju M o p a  6 m n  pa3yM aH .

8.3. PacKUfl yroBopa H3 pa3nora HaBefleHnx y CTaBy 1. 0B0r nnaHa MO>Ke p,a m3bplum caMo yroBopHa 
CTpaHa Koja je  CBoje flocnene yroBopHe očaBe3e y n0TnyH0CTn n 6naroBpeMeHo n3Bpiunna.

8.4. yroBopHa CTpaHa Koja je pacKMHyna yroBop je y o6aBe3M fla o mctom oSaBecTU Ooha, y poKy ofl 7 
(ceflaM) flaHa.

9. CTVnAHsE HA CHAry yrOBOPA

9.1 OBaj yroBop CTyna Ha CHary flaHOM noTnucnBat-ba Ofl CTpaHe o6e yroBopHe CTpaHe

10. 3ABPLLIHE OflPEflBE

10.1. OBaj yroBop je canuhbeH y XX (_____ ) ncTOBeTHHx npuMepKa Ha cpncKOM je3MKy, ofl Kojnx ce
CBaKoj yroBopHoj CTpaHu ypynyjy no XX ( ___ ) npuMepKa.

10.2. CacTaBHM fleo 0B0r yroBopa je llpunor 6p. 1 -  Cneqn(£>nKai4uja neKa ca ueHOM

10.3. CacTaBHn fleo 0 B 0 r  yroBopa je ilpunor 6p. 2 -  06pa3aL| KBM, Koju caflp>KH noflaTKe 3a 
KBapTanHo n3BeujTaBahbe, y cKnafly ca nnaHOM 132. CTaB 2. 3aKOHa o jaBHi/iM Ha6aBKai\/ia


