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OKBMPHM CnO PA3YM  BP. 40-1/23

3A  JABH Y  H AEABKY  J1EK CA  J1MCTE 14 Í1MCTE J1EKOBA - RITUKSIMAB BEZ NATRIJUM-
HIDROKSIDA

JH  6p. 404-4-110/23-9

1 . Y B O f lH E  H A n O M E H E  H  K O H C T A T A L 4 M J E

1.1. Hapy^nnaq m floôaBJbaM y yBOfly KOHCTaTyjy:

1) f la  Hapynunaq rnvia o 6 a B e 3 ÿ  fla, 3a n o ïp e 6 e 3flpaBCTBeHnx ycïaHOBa ca  K o jm v ia  mvia 3aKrbyneH 
yroBop o npywahby 3flpaBCTBeHe 3aum iTe, cnpoBefle noc ïynaK  jaBHe HaÔaBKe ne«OBa ca  JlucTe !_( 
J lw cT e  neKOBa, a cxoaho YpeflÖw o  nnaHMpaHay vi BpcTW po6a w ycnyra  3a K o je  ce cnp0B0,qe 
LieHïpann30BaHe jaBHe HaßaBKe ("Cn. r/iacHHK PC", 6p. 34/19, 64/19, 17/20, 21/20 m 51/22),

2) fl,a je Hapynunaq cnpoBeo noc ïynaK  npeflMeTHe jaBHe HaÔaBKe y mvie m panyH 3ApaBCTBeHnx 
ycïaHOBa M3 llnaHa Mpewe 3ßpaBCTBeHnx ycïaHOBa y Penyônuqn Cp6njn, (y fla/teM TeKCTy:

3) fla ce okbmphm cnopa3yM 3aKTbynyje Ha ocHOBy cripoBefleHor K0HKypeHT0r nocTyxa ca 
nperoBapahbeM 3a ja B H y  Haöaßxy JleK ca JlucTe L4 JluCTe netiOBa - rituksimab bez natrijum- 
hidroksida, 6poj 404-4-110/23-9,

4) fla okbmphm cnopa3yM 3aicrbyHyje HapyminaM y CBojcTBy Tena 3a ueHTpann30BaHe HaÔaBKe y 
CMUCJiy MnaHa 79. 3aKOHa o jaBHMM Ha6aBKaMa ("Cn. macHMK PC" 6p. 91/19), 3a panyH 
3flpaBCTBeHMx ycTaHOBa HaBeaeHMx y Plpunory 1 0B0r cnopa3yMa,

5) fla je Hapy4nnaLi, Ha OcHOBy OflnyKe 6p. 30-08/14 404.01-8/2023-13 oa 23.03,2023. roflMHe 
M3a6pao noHyfly noHyîjaHa Adoc d.o.o. 6p. 1971/2, y cKnafly ca KojoM ce saKTbynyje OBaj okbmphm

6) f l a  Tie ce y qi/irby p e a n n 3 a i4w je ja B H e  H a ô a B K e  H a  OcHOBy OKBupHor cnopa3yivia 3aKTbyHHBaTM 
nojeflHHaMHii yroBopM M3Me?jy Kynqa n flo6aB.rc>aMa, y3 cynomnc PenyÔJiMHKor cfDOHAa 3a 
3ApaBCTBeH0 ocurypahbe, Kao HapynMoqa m nnaTMOLia y MMe m 3a panyH Kynaqa, y cicnaAy ca 
3aKrbyMKOM BnaAe PC 6p. 401-3252/2022 ofl 14.04.2022. roflUHe m HHCTpyKqnjoM 3a ecjDUKacHwje 
ynpaB/baH^e cmctcmom cJ)MHaHcnpahba 3ApaBCTBene 3awTMTe m KOHTpone TpouiKOBa nenenba 
ocMrypaHHx jim ia Peny6nnHKor cfxmfla 3a 3ApaBCTBeH0 ocurypahte (y Aarbewi TeKCTy: 
HHCTpyKMMja).

Kynqn).

cnopa3yM



2. riPE flM ET  C riO PA3yM A

2.1. ripeflMeT osor cnopa3ywia je yTBpFjMBahbe ycnOBa nofl KojwMa fie ce 3aKrbyHMBaTH yrOBOpw o jaBHoj 
HaôaBMM JleK ca Jluc ie  L| JlucTe neKOBa - rituksimab bez natrijum-hidroksida, M3ivief]y Kynua w 
floôaBrbana, y3 cynomnc Hapy4MOL|a.

2.2. flo6po Koje je n p e f lM e r  0 B 0 r  cnopa3yMa 6nn>Ke je flecJwHHcaHo y llpunory 2 0 B 0 r  cnopaayya.

2.3. YKonuKO, tokom Tpaja^a 0B0r cnopa3yMa, JieK Koju je n p e f lM e T  OBOr cnopasyMa 6yfle CKWHyT ca 
J lu c T e  neKOBa Ko ju  ce nponwcyjy w M3,qajy na T e p e T  cpeflCTaBa o6aBe3Hor 3flpaBCTBeHor 
ocurypahba, oahocho ôpMcaH W3 OflnyKe o HajBWLUHM MeHatvia neKOBa 3a ynoipe6y y xyManoj 
wieflMMUHM, a hmjm je pe>KMM n3flaBahba Ha pei_|enT, mctm ayroMaTCKw npeciaje fla 6yfle npeflivieT 
OBOr cnopa3ywia, 6e3 3aKrbyHMBaHDa AHeKca oKBupHor cnopa3yMa.

2.4. y  cnywajy v\z TaMKe 2.3 oBor cnopa3yMa Hapynwnan je flywaH fla o6aBec™ flo6aB/baMa h Kynqe.

2.5. O B a j OKBMpHH cnopa3ywi ce 3 aK rb yn y je  na nepuofl ofl 12 ( f lB a H a e c ï)  MeceqH ofl flana 
noTnucuBahba.

2.6. KonwHMHa flo6pa HaBefleHa y llpunory 2 je oKĐMpna KonwMHHa 3a noTpeSe Kynaua 3a nepno,q ofl 
12 (flBaHaecT) Mecequ.

2.7. YKynHa yroBopeHa KonwMMHa flo6pa, 3aBncn ofl noîpeôa Kynaua w pacnonowwBMx <£nHaHCi4jcKMX 
cpeflciaBa Kynaqa aa Ty HaMeHy m ncia Mowefla ce pa3nnKyje ofl KonMHWHa HaBefleHwx y ripunory
2.

2.8. Tokom nepuofla Ba>Kehba OBOr OKBupHor cnopa3yMa, wowe ce 3aKj"byHWTM Brnue yroBopa, y 
saBucHocTu ofl cTBapHnx noTpeôa Kynaua.

3. n P A B A  M 0 6 A B E 3 E  HAPYHMOLIA M f lO E A B JbA 4A

3.1. Hapynunaq je fly>KaH  fla:

1) npaBOBpewieHO o6aBeLUTaBa floSaBibana o Hm-beHimaMa K o je  cy ofl 3Hanaja 3a peanM3ai4wjy 
hberoBux o6aBe3a, a noce6HO fla ra npaBOBpeMeHo HHcjDopMi'ituy o noïpeôatvia Kynaqa Kafla OHe 
npenaae KonuMune M3 OKBiipHor cnopa3yivia.

2) BpiDM nnaTiahbe flo6aB.rbaMy, y MMe m 3a paqyH Kynaqa, no OcHOBy flocnenux oôaBe3a Kynaqa 
npeMa f l o 6 a B fb a M y , 3a  wcnopyneHa flo6pa K o ja  ce c fcw H aH CM pa jy  m  e p e f le T a B a  o6aBe3Hor 
3f lp a B C T B e H o r  ocwrypahba y T p o iu e H a  3a nenenbe ocMrypaHwx nm^a P<t>30, y C K n a f ly  ca 
3aKTbyMeHMM y r o B o p w M a  o  c n p o B o f je H a y  m c fM H a H C H p a t t ïy  3f lp a B C T B e H e  3auJTme.

3) npnÔaBM carnacHOCT flo6aB.rbaHa 3a yroBapahbe B e f ie  KonMHUHe ofl OKBupHe KonuMMHe M3 
OKBiipHor cnopa3yMa, 6e3 3aKrbynehba aHeKca oKBMpHor cnopa3ywia, yK0nMK0 BpeflHOCT MCTor 
HMje peanM30DaHa,

4) oflo6paBa 3axïeBe 3a wcnopyKy, Koje Kynqw Ha OcHOBy 3aKrby4eHor yroBopa flOCTaBfbajy nyreM 
Be6 annuKauMje P 0 3 0  „ i l o p T a n  c^wHaHCHja", y C K n a f ly  c a  HHCTpyKunjoM m Kopwchwhkmm 
ynyiCTBOM,

3.2. flo6aBJta4 je flywaH fla:

1) Ha no3HB HapyHMoqa/KynMa 3aKrbyHM yroBop o jaBHoj Ha6aBun y cioiafly ca obmm cnopa3yMOM;

2) n3BpLuaBa yroBopHe o6aBe3e y CBeMy y CKnafly ca obmm cnopa3yMOM m nojeflUHaHHMM yroBopoM, 
y yroBopeHMM poKOBMMa;

3) oflMax no ca3Haityt nncaHmvi nyTewi, oôaBecTM HapynuoLia o MHH êHUMaMa Koje 6n iworne fla 
3H3THO OTe>Kajy u n »  oHeMoryîie CHaflôeBaHDe Kynaqa;

4) o 6 e 3 6 e f lw  fla flo6po K o je  Hcnopynyje neivia npaBHe iinn wiaTepujariHe HeflocTaTKe;

5) o6e36eflw fla flo6po wo>Ke 6mtm y npowieTy tokom uenor nepuofla Tpajahba OKBwpHor cnopa3yMa, 
0 f lH 0 CH0  nojeflMHaMHor yroBopa;

6) Mcnopynyje flo6po y CKnafly ca yroBopeHMM KonwHUHaMa m yroBopeHUM KBanuTeTOM, y CBeMy y 
CKnafly ca HanoroM 3a naôaBKy;

7) chocm cBe TpoujKOBe Koji/i HacTaHy Kao nocnefluua yKnahbafea floôapa ycnefl rpeujKe floSaBrbana 
nnM npou3Bof)aHa.



8) ncnopynyje floôpo ca pokom Tpa ja ita  He KpafiMM ofl 9 wieceqn of l flaHa wcnopyKe, a M3y3eTHO, 
yKOJiMKO je np0H3B0fiaMKM poK 9 Meceqn mjih Kpafie, poK Tpajahba floôpa  He Mowe 6mtm Kpafiw ofl 
2/3 npoM3BoîiaHKor poKa.

4. KOPHCHML4H O KBM PH O rcnO PA3YM A

4.1 KopucHMMM cwBupHor cnopa3yivia cy 3 f lp a B C T B e H e  ycTaHOBe W3 RnaHa Mpe>i<e 3 f lp a B C T B e H M X  
ycïaHOBa y Peny6nwL|M Cp6njn Koje MMajy 3aKTby<HeH yroBop ca HapyHnoqeM o npyjKafoy w 
cfcwHaHCMpahby 3,qpaBCTBeHe 3ai±iTMTe H3 o6aBe3Hor 3flpaBCTBeHor ocurypaita.

4.2 Y n p n n o ry  1 oKBupHor c n o p a 3 y M a  - CnwcaK KopucH M Ka (Kynai-ia), c y  HaBefleHe 3 f lp a B C T B e n e  ycTaHOBe 
KOje y TpeHyTKy 3aKrby4eKba oKBMpHor cnopa3yMa MMajy 3aKrbyneH yroBop o npywanby w 
cfDMHaHCMpahby 3flpaBCTBeHe 3au-iTHTe H3 oôaBe3Hor 3flpaBCTBeHor ocnrypan^a ca HapyMwoueM, a Koja 
noflpa3yweBa ynoTpeôy flo6pa Koje je npeflMeT oBor oKBupHor cnopa3yMa.

4.3  Yxo/ihko y TOKy Tpajanba OKBMpHor cnopa3yMa, 3flpaBCTBeHa ycTaHOBa KOja HMje H aBeflena  y npnno ry  
1 - C n n ca K  3flpaecTBeHnx yoranoBa, MMa noTpeÔy 3a f lo ô p O M  Koje je npeflMeT oBor c n o p a a y M a , 
HapyMunaM fie  awypMpaTM ilp u n o r  1 - C n n c a K  KopucHMKa 0KBwpH0r cnopa3yMa (Kynaqa ), y cMwcny 
flO flaBahta 3flaBCTBeHe ycTaHOBe Kao K yn u a  Ha wctm, 6e3 3aiabyHMBart>a AH eK ca  O KsupH or 
c n o p a a y M a .

4.4 HapyMunau je fly>KaH fla awypwpaHM cnncaK vi3 TanKe 4.3. oBor cnopa3yMa, flocraBH £o6aB.rbaHy.

5. CnPO BO BEH aE  OKBMPHOT CnO PA 3yM A

5.1 Kafla HacTaHe noTpeÔa Kynqa 3a flo6poM  Koje je npeflMeT OKBMpHor cnopa3yMa, ,L{o6aB.rbaM m Kynaq, 
noTnucyjy jeflaH trnu Butue yroBopa o jaBHoj Ha6aBi_iM y CKnafly ca jefli/iHMHHWM qeHaMa yTBpfjeHMM y 
o bo m  cnopaayMy, y3 cynoTnnc HapynuoMa.

5.2 riepuofl Bawehba yroBopa Koju ce  3aiobyHyjy Ha OcHOBy oBor cnopa3yMa ce yTBpfjyje yroBopoM.

5.3 Hapynnnaq m Kynqw He rapaHTyjy floGaarbany fla Fie yroBopHTM Konusne HaBefleHe y npnnory 2, m 
He oflroBapajy 3a noTeHUMjanny ujTeTy Kojy floGaBrban Tpnn ycnefl yroBapahba «onwmiHa Mahbux ofl 
KonnHMHa HaBefleHwx y npnnory 2,

6. UEHA, YC/IOBM M POK nrïATHAhbA

6.1 UeHe m  cnopa3yMa cy jeflHHH4He LjeHe floôpa Koje je npeflMeT oBor cnopaayMa n ncTe cy HaBefleHe
y npnnory 2.

6.2 !4eHa v\3 cnopa3yMa wo>Ke fla ce npoMeHW y cnyMajy fla 3Ôor waMene flpaBunHMKa o JImcth neKOBa
kojm ce nponucyjy m naflajy Ha TepeT CpeflCTaBa o6aBe3Hor 3flpaBCTBeHor ocurypatoa, oahocho
OflnyKe o HajBmunM qeHaMa neKOBa 3a ynoïpeSy y xyMaHoj MeflMMMHH, a hhjm je pe>KHM nsflaBafea 
Ha peLiem flofje flo npoMeHe i^ene neKa ycnefl «oje qeHa 113 cnopa3yMa nocTaje Bwua ofl qeHe H3 
ripaBunHMKa, oahocho OflnyKe. y  tom cnyMajy, ueHOM M3 oBor cnopa3yMa, cMaTpafie ce qena M3 
ripaBUiiHUKa, oahocho OflnyKe, Koja ce ayTOMaTCKH npuMehtyje, flaHOM cTynaita Ha CHary 
ripaBMnHMKa, oahocho OflnyKe, 6e3 3aKTbyMMBaHDa AHeKca.

6 .3  yK0n M K 0  ce , to k o m  T p a ja t ta  o B o r  c n o p a 3 y M a , q e H a  3a n e K  kojm je  n p e f lM e T  o B o r  c n o p a 3 y M a  y s e f ia  Ha 
JIu ctm  n eK O B a  3a m 3hoc n p e K o  5 npoL|eH aTa  y  o f lH o c y  Ha LieHy yT B p fjeH y  ripaBM nH U KO M  0 JImctm 
n eK O B a  Koju c e  n p o n u c y jy  m w afla jy  Ha T e p e T  C p e f lC T a B a  o 6 a B e 3 H o r  3 f lp a B C T B eH o r o cH ryp ae b a , 
f lo ô a B r b a n  MMa n p a B o  Ha yB e fia n b e  q e H e  M3 c n o p a 3 y M a  v\ t o  3a  n p o q e H a T  Koju n p e f lC T a B rb a  pa3nw Ky 
H3M e?jy n p o q e H T a  y B e T ia ^ a  u e n e  n e K a  h 5 n p o q e H a T a . O  H aB e f leH o j npoM eH M  u e H e , H a p y n u n a u  Fie 
f lo cT aB H T H  o Ô aBeu jT ehbe  f lo 6 a B fb a M y  v\ K y n q u M a , m cneMMC^MKaLinjy neKOBa c a  npoM e tbeH M M  q e H a M a  
î l e  OÔjaBHTH Ha CB0 j0 j MHTepHeT CTpaHULJU.

6.4 rioBefiahbe qeHe neKa, «3 npeïxoflHor CTaBa, panyHa ce caMO y oflHocy Ha ueHy ucTor y nocneflHieM 
Ba>KeîieM  ripaBHnHMKy o  JImcth neKOBa KOjn ce nponucyjy n H3flajy h a T e p e r  C p e f lC T a B a  o ô a B e 3 H o r  
3 f lp a B C T B e H o r ocwrypahba.

6.5 yKonuKo tokom  Tpajahba oKBupHor cnopa3yMa flodaB /ban  flocTaBH HapynuoLjy 3axTeB 3a yM a tte fte  
qeHe flo 6 pa  kojm je npeflMeT oBor cnopa3ywa, neHOM M3 oBor cnopa3yMa CMaTpafie ce  qeHa flo6pa  
M3 3axTeBa floéaBrbaHa, o neMy he  6 mtm 3aKTbyMeH AHeKc oKBMpHor cnopa3yMa.

6.6 Hapynunau nnaTia, y MMe n 3a panyH Kynaua, ncnopyneHe KonnHMHe flo6apa  no jeflMHHHHoj MeHM H3 
oBor cnopa3yMa, ynnaTOM Ha TeKyfin panyH floôaBrbaM a HaBefleH y c^aicrypn, HajKacHnje y poKy ofl 
90 flaHa ofl flaHa npnjeMa (fcaKType, oahocho  Ofl flaHa perucïpoBahba eneKTponcKe cfDaKType y 
CMCTeMy eneKTpoHCKnx cfraKTypa, Kafla ce CMaTpa fla je fly>KHHK npuMMO eneKTpoHCKy cjDaicrypy.



6 .7  /}o6aB j-baH  je  f lyw aH  f la , npnnnKOM  n cn o cT a B rb a n b a  (fcaicrype, n o c ïy n n  y  C K n a f ly  c a  B aw e fiM M  3aK 0 H 0 M  
o  ene ic rpoH CKO M  cj^ aK iypncatoy.

6.8 H a p y n n n a q  He o f lro B o p a  3a H en 3 M n p e h te  o 6 a B e 3 e  m TaH«e 6.6 y y roB opeH O M  poKy, y  cnynajeBMMa 
Kafla K y n a u  n floôaBfbaM Hncy nocïynnnn y CKnafly c a  HHCTpyKqnjoM n TexHMHKMM ynyTCTBOM.

6 .9  H a p y M n n a q  H eM a o 6 a B e 3 y f la  n3Bpi_UM nn a lia t-b e  K on nn n H a  Koje n n c y  y  C K n a f ly  c a  H a n o ro w i 3a H a6aB K y  
n Hnje o f lro B O p aH  3a n iT e iy  Kojy f lo ô a B rb a M  n p e ïp n n  3 6 o r  H e n n a f ia i t a  n cn o p y ^ e H e  KonnM nH e Koja 
n p e n a 3 n  KonnHM Hy M3 H a n o ra  3a n aôaB K y .

7. BPE flH O CT  O KBM PH O rCnO PA3yM A

7.1 Y K y n n a  BpeflH O CT  o B o r  c n o p a sy w ia  h 3h o c m  3 5 .9 6 7 .8 8 0 ,0 0  f ln H a p a  6 e 3  l l f l B ,  o a h o c h o  3 9 .5 6 4 .6 6 8 ,0 0
c a  nflB.

8. KBAJ1MTET M KOJTIMHMHE

8.1 K s a n m e T  f lo 6 a p a  Koja c y  n p e f lM e T  o B o r  c n o p a s y M a  M o p a  y  nom yH O C T n  oflroBapaïn B a w e fin M  
flOMaTiM M  nnn M e?)yHapoflHHM  C T aH fla p f lU M a  3a Ty B pcT y  f lo ô a p a  n yB e p e fo M M a  o  KB annT eT y  n 
a ïe c T n M a .

8 .2  K y n a q  je  o B n a tu f ieH  f la  B p w n  ko h Tp o n  y  K B a n n ïe T a  n c n o p y n e n o r  f lo ô p a  y  6 n n o  Koje B p e M e  n 6e3  
n p e T x o f lH e  H a ja B e  Ha w ie c ïy  npn je iv ia , to k o m  n n n  n o c n e  n cn o p yK e , c a  npaBO M  f la  y 3 o p K e  f lo ô p a  m 
6 n n o  Koje n c n o p y K e  f lo d a B n  H e3aB H cno j cne i_ in jann30BaH 0 j HHCTMTyi4njn p a f ln  a n a n n 3 e .

8.3 y  cnynajy Kafla He3aBWCHa cneqnjann30BaHa nHCTMTyqnja yTBpfln OflCTyna^e ofl yroBopeHor 
KBannTeTa flo6pa, tpolukobm anann3e naflajy Ha x e p e ï  floôaBrbaMa.

8 .4  KBaHTMTaTM BHii n pn jeM  f lo ô a p a  B p w n  c e  npnnnKO M  n p n je M a  y M a rauw H y  K y n q a  y  n p n c y cT B y  
npe flCTaBH M Ka f lo ô a B rb a M a . E B e H T y a n H a  p e K n a M a u n ja  o f l c îp a n e  K y n q a  Ha n cn o p y M e H e  Koni/iMMHe 
M o p a  6mtm caMMKbeHa y  nncaH O j cjDopMH n f lo c T a B /b e n a  f lo ô a B /b a M y  y  poK y  o f l 2 4  (flBafleceTMempn) 
n a c a .

8.5 yKonnKO 6nno Koja ncnopyKa He aaflOBOJbn KBannTeT un« yroBopeHy KonuMMHy, floSaB/baM je y 
o6aBe3n f la  je  3aMeHH ncnpaBHOM y poKy o f l  7 2  (ceflawtfleceTflBa) Maca.

9. M CnOPYKA M nPMJEM

9.1 H c n o p y K a  je  c y K u e cu B H a  n Bpn iw  c e  npew ia  n o T p e S a M a  K y n a q a .

9 .2  f lo Ô a B rb a M  je fly>KaH fla ncnopyMn KonnMnHe ofloÔpeHe ofl CTpaHe HapyMnoqa, HaBefleHe y Hanory 
3a HaâaBKy.

9 .3  P o k  n c n o p y K e  y T B p íjy je  c e  y ro B o p o M  n w3HOCM 7 2  c a ï a  p a M yn a jy f in  o f l f la H a  n p n je w a  H a n o r a  3a 
Ha6aBKy.

9 .4  M e cT O  n c n o p y K e  c y  M a ra q n H n  K y n a q a , o c u m  aKO n3 o6 jeKTHBHnx p a 3 n o ra , H a p y M n n a q /K y n a u  He 
o f lp e f lu  y ro B o p o M  f lp y r y  n o K a q n jy  n cn o p y K e . T p o w K O B n  T p a H cn o p T a  n eBem -yanH M  f lp y rn  tp o lu k o b m  
y io b y M e H n  c y  y  LjeHy n H a p y M n n a q  n x  n o ceÔ H o  He npn 3H a je .

10 . C PE flC T B O  O E E 3 E E B E h b A  3 A  MCnyhbEhbE Y rOBOPHM X O EA BE3A

10 .1  flo6aBA>aM je  o6aBe3aH f la  y  p o K y  o f l  10  f la H a  ofl flaHa noinncnsaiba oKBnpHor c n o p a 3 y M a , flocTaBM 
HapyMnoLiy Heono3nBy, 6 e 3 y cn o B H y , nnamBy Ha npBn noanB n 6e 3  npaBa npOTecïa, ÔaHKapcKy 
rapaHLinjy 3a  ncnyhbehbe yroBopHnx o6aBe3a, y BncnHn Ofl 2%  ofl BpeflHocTn 3aKXbyqeHor oKBnpHor 
c n o p a 3 y M a  6 e 3  f l f lB .

1 0 .2 C p e f lC T B O  o 6 e 3 6 e î]e h b a  3a ncnyhbeH=e y ro B o p H n x  o 6 a B e 3 a  o c ïa î i e  n a  c n a 3 n  c a  POKOM B a w e to a  He 
K p a f in M  o f l  4 0  (H e T p f le c e ï)  f la H a  o f l f la H a  n c ïe K a  B a w e to a  oK B n pH o r cn o pa3y iv ia .

1 0 .3  H a p y M n n a q  MO>Ke yH O BM m n cpe flC T B O  o 6 e 3 6 e î]e p t .a  3a n c n y ^ e ^ e  y ro B o p H n x  o 6 a B e 3 a , yK onnK o  
o 6 a B e 3 e  n o  o k b w p h o m  c n o p a a y M y  n y ro B o p n M a  3aK rbyM eH nM  Ha OcHOBy o K B n p n o r  c n o p a 3 y w a  n e  Ô y fly  
6 n a ro B p e M e H o  n n n  n paB n n H O  p e a n n 3 0 B a H e , o a h o c h o  yKonnKo  f l° 6 a B /b a M  n p e c îa H e  f la  nx  
p e a n n 3 y je .

1 0 .4  H a p y M n n a u  w iowe yH O BM m n 6 a H K ap cK y  ra p a H L in jy  H a jB n iu e  f lo  n3H O ca o f l  2% o  f l  H e p e a n n 3 0 B a n e  
B p e f lH o cT n  f lo S a p a  6 e 3  n f lB - a ,  Ha Koja c e  oflHoen n e n c n y ^ e fe e  o 6 a B e 3 a  n o  okbm phom  
c n o p a 3 y M y /y ro B o p n iw a  3aKTbyMeHnwi Ha O cHOBy n cT o r.

1 0 .5  C p e f lC T B O  o 6 e 3 6 e î}e h b a  3a n c n y h te f t e  y ro B o p H n x  o 6 a B e 3 a  n3 TaMKe 10.1 o B o r  M naH a Ba>Kn 3a



ncnyi-behbe oôaBe3a no cbmm yroBopnwia Koje je /JoôaBrbaH, Ha OcHOBy oBor oKBnpHor cnopa3yMa, 
3aKrbyMno ca  HapyMwoqeM m KynunMa y Toi<y Bawe^a wcTor.

10.6 Hapynnnaq fie na 3axTeB floôaBJbana npnxBaTMTM KBapiariHO yMahbehte ôaHKapCKe rapaHLinje n to  
3a H3Hoc ncnopyneHMX flo6apa y npeixoflHOM KBapïany, a HajBmue flo BpeflHocTM Ofl 85% 
ncnopyMeHMX f loôapa  M3 osor cnopa3yMa, o qeMy he o6aBecTHTM flo6aBfbaMa y poKy oa 15 
(neTHaecï) fla Ha ofl flaHa npnjeivia 3axTeBa.

10.7 CpeflCTBO o6e36eT]efta 3a floôpo  M3Bpiuett>e nocna fie floôaB/baMy 6 htm BpafieHo Ha ko h wcTeKa poKa 
H3 TaHKe 10.2. oBor qnana, Ha 3axTeB flo6aB.rbaMa.

11. BMLUA CU flA

11.1 HacTynahbe Bnaie cwne ocnoôafja Ofl OflroBopHoeTM CTpaHe y cnopa3ywy 3a Kawhbefce y M3Bpwehby 
o6aBe3a H3 cnopa3yiua. O flaTyiviy nacTynahba, Tpajahby n flaTyiwy npecTaHKa Bi/iiue cwne, CTpaHe y 
cnopa3yMy cy o6aBe3He fla jeflHa flpyry oôaBecTe rmcMeHUM nyTeivt y po«y ofl 24 (flBafleceTHeTnpn) 
qaca.

11.2 Kao c/iynajeBM Bmue cnne CMaTpajy ce eKCTpeMHM n BaHpeflHM floraTjajn kojm ce ne Mory
npeflBMfleTM, Kojn cy ce floroflnnn 6e3 BOJbe n yTHqaja cïpaHa y okbmphom cnopa3yMy n Kojn Hncy
Mor/in 6h th  cnpeneHM ofl CTpane noroîjeHe bhluom cujiom. Bhujom cmjiom ce Mory CMaTpain
npvtpoAHe KaiacTpoc^e (3ewirbOTpecvi, nowapt*, nonnaBe), eKcrmo3nje, TpaHcnopTHe Hecpefie, 
MMnepaTMBHe OflnyKe opraHa Bnac™ n flpyrw cnynajeBM, kojm cy 3aK0H0M yTBpîjeHM Kao BMiiia cnna.

12.enOPOBM

12.1 CîpaHe y cnopa3ywiy cy camacHe fla ce eBeHTyanHU cnopoBH peujaBajy cnopa3yMHO, a y cnyMajy
fla ce cnop He Mowe pemnTn cnopa3yMHMM nyTeM, yTBpïjyje ce CTBapHa m MecHa Haflne>KHOCT
npMBpeflHor cyfla y Eeorpafly.

13. M3MEHE V\ f lO nYH E  OKBM PHOr CnOPA3YIVIA

13.1 H3MeHe n flonyHe okbmphot cnopa3yivia Moryfie cy  y CKnafly ca  MnaHOM 156-161. 3aK0H a o jaBHMM 
HaôaBKaMa.

13.2  Hapy^nnaLi w flo6aB rban  cy c a r n a c H M  fla  fie ce  ii3MeHe n flonyHe oKBnpHor cnopa3yMa bplumtm 
3aicrbyHeHDeM AHeKca oKBnpHor cnopa3yMa.

14. PACKM fl OKBM PHOr CnOPA3yiW A

14.1 y  cnyMajy 6mthi/ix noBpefla o flp e flaSa  cnopa3yMa nnn noBpefla Koje ce noHaBrbajy, cnopa3yM Mowe 
f la  pacKMHe cBaKa yroBopHa cTpana. PacKMfl cnopa3yMa 3axTeBa ce  nwcMeHMM nyieM, y3 pacKMflHn 
poK ofl 10 (f le ce î)  flana.

14.2 PacKMfl cnopa3yMa M3 pa3nora HaBefleHwx y cTaBy 1. oBor MnaHa Moryfi je cawio yK0nMK0 je flp y ra  
cTpaHa y cnopa3ywiy npeTX0flH0 yno3opeHa Ha ÔHTHe nospefle nnn noBpefle Koje ce noHasrbajy m 
yKonnKo ucTe HMje oTKnoHMna y 0CTaB.rbeH0M poKy kojm Mopa 6mtm pa3yMaH.

14.3 PacKMfl cnopa3yMa M3 pa3nora HaBefleHwx y CTaBy 1. oBor MnaHa Mowe fla  m3bplüm caMO CTpaHa y 
cnopaayMy Koja je  cBoje f lo cn ene  o6aBe3e M3 cnopa3yMa y riOTnyHOCTn n 6naroBpeMeHo M3BpujMna.

14.4 PacKMflOM oKBnpHor cnopa3yiua npecTaje MoryhnocT 3awbyMeKba yroBopa M3Mefjy flo6aBXbaMa, 
HapyHMOL|a n Kynaua.

14.5 PacKMfl oKBMpHor cnopa3yMa Heivia yTMLiaja Ha yroBop 3aKXbyMeH Ha OcHOBy oBor cnopa3ywia n mctm 
ce M3BpiuaBa y CKnafly ca  oflpefléaw ia yroBopa n oBor cnopasywia, ocmm  yK0nnK0 HapyHnnau, 
MeHefiH OKonHocTH K0HKpeTH0r cnyMaja, He OflnyMM flpyraMnje.

15. nO CEBAH  OCH O B 3A  PACKMA O KBUPH O r CnO PA3YM A

15.1 HapyMwnaq h m b  npaBo f la  pacKMHe okbmphm  cnopa3yM 3a floôpo  Koje je npeflMeT oBor oKBnpHor 
cnopa3yMa yKonnKO yTBpflu fla  je M3BecH0 fla  fie  npecTaTM MoryfinocT npoMeTOBaKba floSpa  npe 
HCTeKa Bawehba oBor oKBnpHor cnopasyM a y eMMeny 3aKOHa KojnM ce  ype îiy jy  ycnoBM m nocTynaK 
H3flaBahba fl03B0ne 3a CTaBA>ahbe neKa y npoMeT.

15.2 Hapynunau MMa npaBO fla, y cnyMajy f la  Ba>Kefia fl03B0na 3a neK ncTMMe npe MCTeKa poKa Tpaja^a 
o B o r oKBnpHor c n o p a 3 y M a , saxTeBa Ofl flo^aBnaaMa fla  f lo c TaBM nncaHy M3jaBy HocwoMa f lo s B o n e  
fla  fie  3a noHyfjeHn neK noflHeTM 3axTeB 3a 06H0By fl03B0ne 3a neK y ctcnafly ca  3aKOHOM o 
neKOBwwia v\ MeflMMMHCKWM epefleTBMMa (,,Cny>K6eHM rnacHMK PC'1 6p. 30/10, 107/12, 105/17-flp .
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16. 3AKJbYHEhbE OKBM PHOr CnO PA3YM A

16.1 Oßaj cnopa3yM 3aKrbyHyje ce flaHOM nomncnBahba ofl cTpaHe Hapynuoua n floSaB/ba^a.

16.2 Y k o j im k o  f lo ö a B J b a n  ne flocTaBW Tpa>KeHO cpeflCTBO o 6 e 3 6 e 1 ]e H 3 a  3a floôpo M 3 B p iu eh b e  n o c n a ,  
c w a T p a f ie  c e  p,a o kb m p h h  cnopa3ywi Hnje m  6m o  3aKTbyHeH.

17.3ABPLUHE O flP E flB E

17.1. CacTaBHH fleo OBor cnopa3ywa cy h HberoBM npnn03M, KaKO cnefln: 

npnnor 1 - CnncaK KopwcHMKa 0KBwpH0r cnopa3yMa (Kynaqa) 

npnjior 2 -  CneMMctDMKaMnja neKa ca Lienowi

HAPYHMJIAU flO BA B fbA H

Peny6nnMKM 4 >oha 3a 3 f lp a B C T B e H O  ocMrypatte Adoc d.o.o.



npmior 1 OKBHPHOr CnOPA3YMA - CnHCAK KOPMCHUKA OKBMPHOr CnOPA3YMA
(KYnAMA)

On/rujana
P 0 3 0 Ha3MB 3flpaBCTBeHe ycTaHOBe

CefluuiTe m 
aflpeca 

3flpaBCTBeHe 
ycTaHOBe

3eaHMHHa MHTepHeT aApeca

HHCTMTyT 3a OHKonomjy 
BojBOflMHe, CpeMCKa KaMeH^ma

l ly T  floiaopa 
TonflMaHa 4 www.onk.ns.ac.rs

Hobu Cafl

MHcrmyT 3a n/iyfiHe 6onecTM 
BojBOflMHe, CpeMCKa KaMeHUMa

riyT floicropa 
TonflMaHa 4 www.ipb-ild.rs

i/iHCTMTyT 3a 3flpaBCTBeHy 3aLUTHTy 
fleue n oMfiaflUHe BojBOflMHe, 

Hobu Cafl

XajflyK 
BerbKOBa 10 www.izzzdiovns.rs

YHMBep3MTeTCKM KJ1MHHHK14 LieHTap
BojBOflkiHe Hobu Cafl

XajflyK 
BerbKOBa 1 www.kcv.rs

KparyjeBaM YHMBep3HTeTCKM Knm m m  LieHTap 
KparyjeBaq

3Maj JoBHHa 
30 www.kc-kq.rs

Hulu
yHMBep3MTeTCKM KJ1I/1HHHKM LieHTap

Huuj
flp  3opaHa 

"FiWH?]Mlia 48 www.kcnis.rs

KfiMHMHKO-SOJIHMHKM LieHTap" 
Be>KaHujcKa Koca"

BemaHHjcKa 
Koca 66 www.bkosa.edu.rs

KriMHHHKo-6ojiHMHKH LieHTap "flp 
flparmua MmluobhT) - fleflHfte"

Xepoja 
MHnaHa 

Tenufia 1
www.draaisamisovic.ba.ac.rs

KnnHMMK0-60nHHHKM LieHTap 
"3eMyH" ByKOBa 9 www.kbczemun.rs

Beorpafl KjlMHMHKO-GonHMMKH L(eHTap 
"3Be3flapa”

flMMMTpi/lja 
TyMOBMfia 161 www.kbczvezdara.ora

YHMBep3MTeTCKH KHHHHHKM LieHTap
Cp6wje riacTepoBa 2 www.kcs.ac.rs

YHHBep3MTeTCKH KTMHMHKM LieHTap 
Cp6nje-KoBHfl 6onHHLia BaTajHni-ia

BaTajHMHKM 
flpyivi 66 -

BojHOMeflHLiMHCKa aKafleMMja UpHOTpaBCKa
17 www.vma.mod.aov.rs

http://www.onk.ns.ac.rs
http://www.ipb-ild.rs
http://www.izzzdiovns.rs
http://www.kcv.rs
http://www.kc-kq.rs
http://www.kcnis.rs
http://www.bkosa.edu.rs
http://www.draaisamisovic.ba.ac.rs
http://www.kbczemun.rs
http://www.kbczvezdara.ora
http://www.kcs.ac.rs
http://www.vma.mod.aov.rs


rip un os 2 -  Cneu,ucpUKauuja nena ca ughom

npSAMBT lia &a G KO JKH

3aiuînhenn
HB3KU

noHyljsKor
ao6pa

npOH3BOÎ)aM 4>apMSue/TCKH
O&IWK

J8HWH8/
KOHUOHTpailHja

noua
JCflHHHHa MDpO y«ynHa

KOnHHHHH
. JeflMNHMMa •
iwna 6«a n flB

Crona /
. W B  ,

riluKsimab bez 
natrijum-hidroksida

0014145 Blitzima®

BIOTEC 
SERVICES  

INTERNATIONA 
L LIMITED, 

Velika Britanija, 
MILLMOUNT 

HEALTHCARE 
LIMITED, Irska

koncentrat za 
rastvor za infuziju 100 mg bočica 600 13.200,00 10%

0014144 Blitzima®

BIOTEC 
SER V ICES  

INTERNATIONA 
L LIMITED, 

Velika Britanija

koncentrat za 
rastvor za infuziju 500rug bočica 400 66.100,00 107o


