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OKBMPHM CnO PA3YM  BP. 37-9/21 
3A JABHY HABABKY J1EKOBA 3A JlEHEKbE PETKMX BOJ1ECTM 
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1. YBOflHE HAnOMEHE M KOHCTATAUMJE

1.1. OoHfl u flo6aBrbaM y yBOfly KOHCTaiyjy:

1) f l a  O o H f l  M M a o 6 a B e 3y  ,qa, 3a  noTpe6e 3f lp a B C T B e H n x  y c T a H O B a  c a  KojuMa u M a  3aKrbyneH
y r o B o p  o  n p y w a h b y  u cfcM HaHC i/ipahby 3,q p a B C T B e H e  3aLUTHTe, c n p o B e ,q e  n o c iy n a K  ja B H e  
H a ö a B K e  J le K O B a  3a  n e n e h b e  p e T K u x  ö o n e c T u ,  a  c x o f lH O  Y p e ß Ö H  o  n n a H M p a h b y  n BpCTu p o 6 a
n y c n y r a  3a  K o je  c e  c n p o B o ,q e  L4e m p a . rm 3 0 B a H e  ja B H e  H a 6 a B K e  ( " C n y w ö e H M  rn a cH M K  PC"
34/19, 64/19, 17/20 u 21/20),

2) ,qa je OoHfl, Kao HapyMunaq, y uMe u panyH 3flpaBCTBeHnx yciaHOBa H3 ilnaHa Mpewe 
3flpaBCTBeHnx yciaHOBa, y Penyönumi Cp6njn ca KojuMa UMa 3aKrbyMeH yroBop o npywahby 
m c^MHaHCupahby 3flpaBCTBeHe 3aujTMTe, cnpoBeo OTBopeHn nociynaK 3a npeAMeTHy jaBHy 
Ha6aBKy,

3) fla ce OKBnpmi cnopa3yM 3aKTbyMyje Ha 0CH0By cnpoBefleHor OTBopeHor nocTynKa jaBHe 
HaöaBKe JleKOBa 3a nenef-be peTKux öonecTM, 6poj jaBHe HaöaBKe 404-1-110/21-11,

4) fla oKBnpHn cnopa3yM 3aKTbyHyje Ooha y CBojdBy Tena 3a L|eHTpann30BaHe HaöaBKe y 
CMucny HnaHa 79. ŠaKOHa o jaBHMM HaöaBKaMa ("Cn. rnacHUK PC" 6p. 91/19), 3a panyH 
3flpaBCTBeHnx yciaHOBa HaBe^eHnx y ilpunory 1 oßor cnopa3yMa (y flarbeM TeKCTy: Kyrmw),

5) ßß je OoHfl, Ha 0CH0By OflnyKe 6p. 404-1-11/21-32 ofl 23.06.2021. roflUHe, 3a napTMjy 36 
n3a6pao noHyfly noHy^ana Pharma Swiss d.o.o, 6p. 2184 op, 11.06.2021. roflUHe, y CK/iaAy 
ca kojom ce 3aKrbyHyje OBaj cnopa3yM,

6) fla fie Kynqn caMu 3aKJbyHMBaTn nojeflMHaHHe yroBope Ha 0CH0By oßor cnopa3yMa m Ha Taj 
HaMUH HenocpeflHo peann30BaTn jaBHy HaöaBKy, n to noceÖHO yroBope 3a ocurypaHa nmia 
3a Koje flupeKTHo rmafiahbe Bpnin Ooha, a noce6HO yroBope 3a neKOBe Koju ce (£>nHaHCMpajy 
M3 flpyrux n3Bopa, 3a Koje Kynqn HeMajy 3aKJbyHeH yroBop ca Oohaom ,
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7) fla OoH,q, Kao Teno 3a qeHTpanM30BaHe HaöaBKe, Huje cipaHa y nojeflUHaMHMM yroBopuMa 
Koje 3aKTbyqyjy Kynun ca floöaBrbaMeM.

2. nPE flM ET  CnO PA3YM A

2.1. llpeflMeT 0B0r cnopa3yMa je yTBpf)MBahbe ycnoBa nofl KojuMa lie  ce 3aKTbyHHBaTM 
nojeflUHaMHM yroBopu o jaBHoj HaöaBLjH JleKOBa 3a nenehte peTKux 6onecin n3MeTjy KynaLja 
m floöaBrbana.

2.2. floöpa Koja cy npeflMeT 0B0r cnopa3yMa önwwe cy flecfcii/iHMcaHa y Cnei4Mcj3HKai4Mjn neKOBa 
ca ueHaMa (npunor 2), Koja ce Hana3M y npunory oBor cnopa3yMa u npeflCTaBiba hteroB 
caciaBHn fleo.

2.3. OBaj OKBnpHn c n o p a 3 y M  c e  3a«rbyM yje  3a n epw o fl ofl 12 ( f lB a H a e cT )  M e ce u n  o f l f la H a  
noTnucMBahta.

2.4. KonuM M He f lo ö a p a ,  H a B e f le H e  y CnequctD UKaun jn  neKO Ba ca u e H a M a  ( l lp u n o r  2), cy oKBnpH e 
KonuMUHe 3a n o T p e ö e  Kynaua.

2.5. Y K ynH a  y ro B o p e H a  KonuMMHa f lo ö a p a ,  3 a B n cn  o f l n o ip e ö a  K y n a q a  u Mo>Ke f la  c e  pa3nnK y je  o f l
KonnMUHa H a B e f le H n x  y  C n e L 4Mci)HKai4MjM neKO Ba c a  qehiaMa (npunor 2), npu  n e M y  c y  Kynqn y
o 6 a B e 3 n  f la  H 3Bp iue  KynoBMHy y ro B o p e H n x  Ko rm nuH a v\ y  q e n o c T u  p e a n n 3 y jy  3ai<rbyHeHM 
y ro B o p .

2.6. Tokom nepnofla Bawetoa oBor OKBupHor cnopa3yMa, MO>Ke ce 3aitrbyHHTn Brnne nojeflUHanHiix 
yroBopa, y 3aBMCHOdn ofl CTBapHnx noTpe6a Kynaua.

2.7. Kynaq ce oöpafia OoHfly 3a carnacHOCT 3a 3aKrbyMehbe yroBopa 3a neK 3a ocurypaHa nrnja 
OoHfla.

2.8. C a m a cH o cT M  M3 TaMKe 2.7. OoHfl f lo c T a B rb a  K y m iy  m f lo 6 a B fb a M y .

3. nPA BA  M O BABE3E  O O H flA  H flO EAB JbAH A

3 .1 . O o H fl je  fly>KaH f la :

3 .1 .1  o 6 e 3 6 e f ln  fla Kynaq H a ö a B Jb a  f lo ö p a  Koja c y  n p e f lM e T  o B o r  c n o p a 3 y M a  MCKJbynuBO o f l 
f lo ö a B ib a M a  y C K n a f ly  m Ha H annH  n p e f lB u fje H  obhm cnopa3yM O M ;

3.1.2 npaBOBpeMeHO o6aBeiiiTaBa flo6aBfbaMa o HUhbeHnuaMa Koje cy Ofl 3Hanaja 3a peann3ai_|Mjy 
hberoBnx oöaBe3a, a noceÖHO fla ra npaBOBpeMeHO HHcfcopMmue o noTpeöaMa KynaLja Kafla 
OHe npena3e yroBopeHe KonnMUHe.

3.1.3 Bpiiin nnafiahbe f lo ö a B rb a n y ,  y  UM e m 3a panyH  Kynua, 3a  KonvN U H e  neKO B a  Koju c e  
ctDMHaHcupajy M3 e p e f le T a B a  o ö a B e 3 H o r  3 f lp a B C T B eH o r o c u r y p a ^ a ,  Koju c y  n p e f lM e T  o B o r  
OKBupH or c n o p a 3 y M a , a  Koje c y  n c n o p y n e H e  K y n u y  3a o c u ry p a H a  j ir n ja  O o H f la .

3.2. f lo ö a B Jb a M  je  fly>KaH f la :

3.2.1 Ha nucaHH no3MB Kynqa 3aicrbyMM yroBop o jaBHoj HaöaBun y ctcnafly ca obmm cnopa3yMOM;

3.2.2 M3BpuuaBa y ro B o p H e  o 6 a B e 3 e  n p e M a  K y n q u M a  y  C K n a f ly  ca npey3eTM M  o 6 a B e 3 a M a  u 
n p a B u n u M a  CTpyKe, y  y ro B o p e H U M  poKOBMMa;

3.2.3 o f lM a x  no  c a sH a h ty , nucaH M M  nyTeM , o 6 a B e c T n  Ooha o  H U fo e H m ja M a  Koje 6 m M o rn e  f la  3HaTHO 
OTe>Kajy hjim  o H e M o r y lie  C H a f lö e B a h te  K y n a u a ;

3.2.4 o 6 e 3 6 e f ln  fla f lo 6 p a  Koja n c n o p y n y je  H eM a jy  n paB H e  nnn  M a T e p n ja n H e  H e flo cTaTKe;

3.2.5 o 6 e 3 6 e f ln  fla f lo 6 p o  MO>Ke 6uth y  n p o M e T y  tokom u e j io r  n e p n o f la  T p a ja ^ a  OKBupHor 
c n o p a 3 y M a , oahocho no je flU H aM H o r y ro B o p a ;

3.2.6 ncnopynyje floöpa y CKnafly ca yroBopeHHM KonnnnHaMa n yroBopeHUM KBanuTeTOM, Koja 
ncny^aBajy CBe 3axTeBe nocTaBJbeHe y TexHUHKoj cneunc|DHKaMMjM m K0HKypcH0j



flOKyMeHTaL4njn;

3.2.7 chocm cBe TponiKOBe Koju HaciaHy Kao nocnefluua yKJiahtaKba floSapa ycne,q rpeuiKe 
flo6aBfbaMa hum npon3Bof)aMa;

3.2.8 a>KypHO flocTaBfba noflaTKe u HeonxoflHy AOKyMeHTamijy y Be3n ca yroBopnMa 3aiabyHeHMM 
ca Kyni4HMa Ha 0CH0By 0B0r OKBHpHor cnopa3yMa nyieM Be6 annnKaqnje „ilopTan <£MHaHcnja 
-  flOKyMeHTaLinja“ u Be6 cepBHca P030, y unrby ycnocTaBrbatt3a ecfcMKacHMjer ynpaBrbahba u 
Kompone TpoLUKOBa iieMeKba ocnrypaHMX nMLia P030;

3 2 9 noflaMM u ,qoKyM©HTai4Mja HaBefleHu y noflTa'iiui 8) ooor 'inona, koju cc flocTQD.n>Qjy Ooiifly, 
fleclDHHHcaHM c y  Kophchmhkmm ynyTCTBOM 3a npnM eh iy  Be6 annnKai4nje „nopTan (£nHaHCnja -  
flOKyMeHTaL4nja“ u TexHHHKMM ynyTCTBOM 3a Kopmufietoe Beč cepBHca P030 , y i4nrby 
ycnocTaBJbafca ecf)HKacHnjer ynpaBJbafca u Kompone TponiKOBa neMehta ocnrypaHMx nMLia 
P030;

3.2.10 fločaBrban ce o6aBe3yje fla he ncnopyHMBaTn neKOBe ca pokom Tpajanba o,q HajMahte 12 
(ABaHaecT) MeceL|M oa flaHa ncnopyKe, a H3y3eTHO, 3a neKOBe nnjn je npon3BoTjaHKn poK 12 
Mecemi nn u Kpafie, poK Tpajahba neKa He MO>Ke 6hth Kpafin ofl 2/3 npon3BoT]aMKor poKa.

4. CilPOBOTbEl-bE OKBM PHOr CnO PA3YM A

4.1. KynaL4 fie ca fločaBrbaneM 3aKJtyHHTn jeflaH Unu Brnue nojeflHHaHHwx yroBopa o jaBHoj 
Ha6aBL|n y c«nafly ca jeflHHMHHUM ueHaMa yTBpTjeHMM y obom cnopa3yMy.

4.2. Ha 0CH0By 0B0r cnopa3yMa, flo6aBfbaM 3aitrbyHyje yroBop ca KynMeM HaKOH npnjei\/ia no3MBa 
Kyni4a. no3MB ce flocTaBTba nyTeM nouuTe trnu eneiapoHCKe noLUTe. Y3 no3HB ce flocTaB/ta 
TeKCT yroBopa cann^eH y c«nafly ca MoflenHMa yroBopa, oSjaB/teHHM Ha HHTepHeT CTpaHmjM 
OoHfla.

4.3. 3a 3aKTbyHehbe yr0B0pa 3a neKOBe 3a ocnrypaHa ni/ma OoHfla noTpeSHa je carnacHocT OoHfla.

4.4. KoriMHMHe y nojeflMHaHHHM yroBopnMa 0flpeT}yje Kynau.

4.5. ilojeAMHaMHH yroBopn Ba>Ke flo peann3aL4nja yKyrmo yroBopeHHx KonMHMHa.

4.6. OoHfl He rapaHTyje flo6aBrbaHy fla fie Kynai4 yroBopnTM KonMHMHe HaBefleHe y 
Cnei4H(£nKaL4njM neKOBa ca MeHaMa (npnnor 2), u He OflroBapa 3a noTeHL4MjanHy LUTeTy Kojy 
floGaBAjan TpriH ycnefl yroBapahba KonMHHHa Mahbnx ofl koji hm m Ha npeflBnT)eHux y 
CneL|M4)HKai4njM neKOBa ca ueHaMa (l"lpunor2).

4.7. Ooha HMje CTpaHa y nojeflUHa^HHM yroBopnMa 3a«rbyMeHHM Ha 0CH0By OKBHpHor cnopa3yMa 
u HHje oflroBopaH 3a LUTeTy Koja HaciaHe y peann3ai4njn th x  yroBopa.

5. L4EHA, yCJ10BM  M PO K  nJlATSAhbA

5.1. L4eHa H3 cnopa3yMa je jeflMHMHHa qeHa neKa Koju je npeflMeT 0B0r cnopa3yMa u Koja je 
HaBefleHa y CneL4n<£nKai4njn neKOBa ca MeHaMa (npnnor 2).

5.2. yK0nnK0 tokom Tpajahba 0KBwpH0r cnopa3yMa flo6aBJtaH flocTaBM OoHfly 3axTeB 3a 
yMafeehbe qeHe neKa Koju je npeflMeT 0B0r cnopa3yMa, qeHOM H3 0B0r cnopa3yMa CMaTpafie 
ce qeHa neKa M3 3axTeBa flo6aB.rba4a, o MeMy fie 6hth 3aKrbyneH aHeKC OKBHpHor 
cnopa3yMa.

5.3. OoHfl nnafia, y MMe u 3a panyH KynL(a, ncnopyHeHe KonHHMHe neKOBa Koje cy o TpouuKy OoHfla 
3a ocnrypaHa nnqa OoHfla, no jeflMHHHHoj ueHH M3 0B0r OKBHpHor cnopa3yMa ynnaTOM Ha 
TeKyfin paMyH floOaBrbana, HajKacHHje y poKy ofl 90 flaHa ofl flaHa McnocTaBrbahta c|)aKType 
KynL|y.

5.4. Kynaq nnafia ncnopyneHe KonMMMHe neKOBa Koju ce <£nHaHCnpajy M3 flpyrnx M3Bopa 3a Koje 
Kynai4 HeMa 3a«rbyMeH yroBop o npy>KaHay u 4DMHaHCnpahby 3flpaBCTBeHe 3aiuTHTe H3 
o6aBe3Hor 3flpaBCTBeHor ocnrypahfca ca Oohaom, no jeflHHHHHoj qeHH H3 0B0r OKBHpHor



c n o p a 3 y M a  ynnaTO M  Ha TeKyfiM  paMyH f lo ö a B fb a M a , H a jK acH n je  y  poK y  o a  4 5  f la H a  o a  f la H a  
n p n je M a  cfcaKrype.

5.5. floöaBJban je y oöaBe3n a a, 3a ncnopyMeHe neKOBe 3a ocurypaHa Jimja OoHfla, je^aH
npuMepaK OTnpeMHuqe, cfc>aKType oahocho OTnpeMHmie-cfciaKType AOCTaB/ta Ha,qne>KHoj
4)nnnjann OoHfla, m to: Kao cKeHnpaH AOKyMem- nyTeM Beö annnKaquje „ilopTan cf)MHaHCMja 
-  AOKyMeHTamija“ u y eneiapoHCKoj cjDopMn nyTeM Beö cepBuca P030 , y cicnafly ca 
TexHUHKUM ynyTCTBOM 3a KopmufieFte Beö cepBuca P030 , y qurby ycnocTaBTbahba
ecfDUKacHnjer ynpaBTbahba n KOHTpone TponiKOBa nenehba ocurypaHMx nv\i\a P030 .

5 .G. f lo ö a B Jb a H  je  f ly w a i i r q , npnnm (OM  M c n o cT a D ita h ta  cjDaicrype, n o cT y n n  y  C K n a fly  c a  nnaHO M
4a . 3aKOH a o p0K0BH M a M3Mnpehba hobm 3hhx o ö a B e 3 a  y  KO M epun janH M M  T paH caK L in jaM a 
(„Cny>KÖeHM rn acH U K  PC“ öp . 119 /12 , 68 /1 5 , 1 1 3 /17  m 91 /19 ), Kao m nnaH O M  3. n paBu nH M Ka  
o  HawuHy n n o cTynK y  p e rn c T p o B a ^ a  cfciaKTypa, o a h o c h o  .q p y ru x  3 a xT e B a  3a n cnn aT y , Kao n 
H am iH y  BoTjehba n c a A p w a ja  q e H T p a r iH o r p e rn cT p a  cjDatcrypa ( „C n yw ö e H M  rn acH U K  PC“ öp . 
7 /18 , 59 /1 8  m 8/19).

6. KBAJ1MTET M KOflMHMHE

6 .1 . KBanH TeT  np0M 3B0,qa Koju c y  npe^ M eT  o B o r  c n o p a 3 y M a  M o p a  y  n oT nyH ocT u  o flroB apaT M  
Ba>KeliMM flO M afiM M  n n n  M e tjyH apo flH U M  C T aH fla p f lU M a  3a  Ty B p cT y  poöe n yBepehbM M a o 
KBannTeTy n aTecTU M a.

6 .2 . K y n a u  je  O B nam fieH  ß ß  Bpnin KOHTpo/iy KBannTeTa n cn o p y^ eH e  p o ö e  y  ö n n o  Koje B p e M e  v\ ö e 3
n p e T xo f lH e  H a jaB e  Ha M ecT y  n p u je M a , t o k o m  n n n  n o c n e  n cn o p y K e , c a  npaBO M  pß y3opKe
npon3Bo ,qa  M3 ö n n o  Koje w cnopyK e  f lo cT a B u  H e3aB ncH o j c n e q n ja n n 3 0 B a H 0 j nHCTMTyunjn p a f ln  
aH a n n 3 e .

6 .3 . y  c n y n a jy  K a fla  He3aBM CHa cneL4n jann30B aH a  MHCTUTyuwja yTBp,qn OACTynaKbe o a  y ro B o p e H o r  
KBannTeTa  np0M 3B 0A a , t p o l i ik o b h  aH anM 3e  n a A a jy  Ha T ep e T  f lo ö a B rb a H a .

6 .4 . KBaHTMTaTUBHn npu jeM  p o ö e  Bpmn c e  npunuKO M  n p n je M a  y  M a ra q u H y  K y m ja  y  n p u cy cT B y  
npeACTaBHM Ka f lo ö a B fb a H a .  E B e H T yan H a  peKnaM aLjM ja o a  C TpaH e  K y n q a  Ha M cn opyneH e  
K o n im uH e  M o p a  ö m tm  canu hb eH a  y  n u caH o j cfcopMH n AO CTaBTbeHa f lo ö a B rb a n y  y  poKy o a  2 4  
(ABaAeceTM eTupM ) M aca.

6 .5 . y K 0 n u K 0  ö n n o  Koja n c n o p y K a  He 3aAOBorbM  KBannTeT  n n n  y ro B o p e H y  KonnnnH y , f lo ö a B Jb a n  je  
y  oöaBe3M  ßß je  3 aM eH n  n cnpaBH O M  y  poKy o a  2 4  (A B aA S ceT M eT upn ) M aca .

7. HCnOPyKA 11 nPMJEM

7 .1 . f lo ö a B fb a M  je  A yw aH  ßß, Ha 3 a xT eB  K y m ia , n cnopy^ n  K o n n n u H e  y ro B o p e H e  nojeAUHaHHUM
y ro B o p o M .

7 .2 . M cn o p yK a  je c yK q e cu B H a  n Bpnin c e  n p e M a  n o T p e ö a M a  no jeA M H aH H or Kyrnia.

7 .3 . Pok wcnopyKe yTBpijyje ce nojeAUHaMHMM yroBopoM v\ h3hocm 7 2  caTa oa Aana npnjeMa
nucMeHor 3axTeBa Kyni_ia (3ApaBCTBeHe ycTaHOBe).

7 .4 . M ecT O  n cn o p y K e  yT B p fjy je  c e  nojeAUHaMHMM y ro B o p o M . M ecT O  w cn o p yK e  je  M araL iuH  K y n q a , 
o chm  aKO H3 oö jeKTU BHU x p a 3 n o ra , K yna i4  He O ApeAU  nojeAUHaHHM M  y ro B o p o M  APyry n o K a q u jy  
n cn o p yK e . T p o lu k o b h  T p a H cn o p T a  m eBeH TyanH U  A p y rn  tp o lü k o b m  ytcrbyneHH  c y  y  q eH y  m 
K y n a q  mx noceÖ H O  He npn3H a je .

7 .5 . K o d u c h m u h  OKBMPHor c n o p a 3 V M a  c y  3A paB CT BeH e  ycT aH O B e  M3 rinaHa Mpe>Ke 3A paB C T BeH nx
ycTaH O Ba y  P e n y ö n m in  C p ö n jn  Koje uM a jy  3aK rbyneH  y ro B o p  c a  O o h a o m  o  npyw ahby m

c^nHaHcupaHsy 3A p aB C T B eH e  3a iiiTM Te  M3 o ö a B e 3 H o r  3A p aB C T B e H o r o cu ry p a h b a .

7 .6 . y  f lp u n o r y  1 0KBnpH0r  c n o p a 3 y M a  - C n n c a K  3A p aB C T B eH nx  y cT aH O B a  Koje c y  K op u cH n qn  
0K B np H 0 r c n o p a 3 y M a , c y  H aB eA e H e  3A paB CT BeH e  ycTaH O B e  Koje y  TpeHyTKy 3ai<rbyHeKba 
0 K B np H 0 r c n o p a 3 y M a  U M ajy  3aKrbyHeH  y ro B o p  o  npy>Kahby n cfcnHaHCMpahby 3A paBCTBeH e  
3aLüTMTe H3 o ö a B e 3 H o r  3A p aB C T B e H o r o c u ry p a h ta  c a  O o h a o m , a Koja n o A p a 3 y M e B a  y n o T p e ö y



floöapa Koja cy npeflMeT o B o r  OKBMpHor cnopa3yMa.

YKOfiMKO y TOKy Tpajahba OKBupHor cnopa3yMa, 3flpaBCTßeHa yciaHOBa Koja Huje HaBefleHa y 
ripunory 1 - CrmcaK 3flpaBCTßeHnx yciaHOBa Koje cy k o p u c h h ljh  0KBnpH0r cnopa3yMa, 
3aKTbyHn yroBop ca O o h a o m  o npyxofoy n c^MHaHCupaHay 3flpaßCTBeHe 3aiuTHTe H3 o6aße3Hor
3,qpaBCTBeHor ocnrypaH=a Koja noflpa3yMeßa ynoTpeöy npeflMeTHMX floöapa, OoHfl fhe 
a>KypnpaTH ripunor 1 - Cnnca« 3flpaBCTßeHHx yciaHOBa Koje cy kopm chm lih  0KBnpH0r 
cnopa3yMa, y CMucny flo flaßa^ a  3flaBCTßeHe yciaHOBe Kao Kymja Ha h c t h , 6e3 
3aKTbyHHBafea AHeKca OKBupHor cnopa3yMa,

7.7. cpoHfl je  ßyxoH f la  awypwpaHH cnncaK M3 TanKe 7.6. o ß o r  cnopa3yMa, flOCTaBM f lo ö a ß rb a M y  n
o 6 ja ß n  Ha cßo jo j HHTepHeT CTpaH nun .

8. yrOBOPHA KA3HA

8.1 y  cn yw a jy  n p e K o p an e n b a  y ro ß o p e H o r  poKa n cn o p y K e  f lo ö a ß r b a n  je  fly>KaH f la  n n a ™  K y n q y  
y ro ß o p H y  Ka3Hy y M 3Hocy o f l 0,5% o f l yKyrme ßpe flH O CTu  6 e 3  n f lB - a  n p e f lM eT H o r f lo ö p a  3a 
Koje je  n p e K o p a m io  poK  n cn o p y K e , 3a c b 3 km f laH  3aKan ihbe i-ba, anw  He ß rnue  o f l 5 % o f l 
BpeflHOCTM f lo ö a p a  M cnopyneH M X c a  3aKauuhfeehfeeM. A ko  LU Te ia  npeT je  h 3h o c  y ro ß o p H e  Ka3He 
K y n a q  M ö w e  f la  T paw u  H aKH afly  CTBapH e nueTe, a Mo>Ke n f la  pa cK U H e  y ro ß o p  6 e 3  o 6 a ß e 3 e  
n p e M a  f lo G a ß ib a n y .

9. CPEflCTBO OBE3BETjEHdA 3A HCnyfoEfoE yrOBOPHMX OBABE3A

9.1 floöaßrbaH  je oöaße3aH f la  npmiMKOM noTnucuBahta 0KBnpH0 r cnopa3yMa OoHfly f lo c ia ß n  
önaHKo MeHnqy, Koja Mopa 6 hth eBMfleHTupaHa y PerncTpy MeHHLja n OBnauifiehba HapoflHe 
öaHKe n nomucaHa ofl CTpaHe rmua oß/iaLuFieHor 3a 3acTynahbe, a y3 MCTy Mopa 6 mth 
flocTaBfbeHo nonyhbeHo m oßepeHo mohmmho oßnaiuFiehbe y bucmhu ofl 10% ofl ßpeflHOCTu 
OKBupHor cnopa3yMa 6 e3 I lf lB -a . Y 3 MeHnqy Mopa 6 hth  f lo cT aB iteH a  v\ Konnja KapTOHa 
AenoHOBaHMx nom uca, «ojn Mopa 6 htm M3flaT ofl CTpaHe nocnoBHe öaHKe Koja je HaBefleHa y 
MeHMHHOM OBnamfieFfey -  nucMy.

9.2 CpefldBO oöesöeTjehba 3a ncny^e^e yroßopHnx o6aße3a, HaßefleHO y npeT X0 flH 0M  ciaßy, 
ocTafie Ha cHa3n ca pokom  Bawehba He Kpafti/iM ofl 40 (neTpfleceT) flaHa ofl flaHa ncieKa 
Ba>KeHba OKBupHor cnopa3yMa.

9.3 OoHfl fie yHOBHMTM epefleTBo oöesöeTjetoa 3a ncnyitehbe yroßopHnx o6aße3a, yKonnKo 
o6aße3e  no okbmphom cnopa3yM y  v\ y roßopuM a 3aKrbyneHHM Ha 0CH0By oKBupHor cnopa3yM a  
He ö y fly  6 n a r0 ß p eM eH 0  hjim npaßm iHO  peann30ßaH e, o a h o ch o  yK0nnK0 floöaß rbaM  n p e c ia H e  
fla nx peann3yje .

9.4 OoHfl Pie aKTUßnpaTn cpefldBo oöesöefjetoa 3a ncnyH^ehte yroßopHnx o6aße3a Hajßmue flo 
n3Hoca ofl 10% Ofl Hepearw30BaHe BpeflHOdn floöapa 6e3 IlflB-a, Ha Koja ce oahocm 
Heucny^eHse o6aße3a no okbmphom cnopa3yMy/yroßopuMa 3aKTbyHeHHM Ha 0CH0By MCTor.

9.5 y  cnynajy fla OoHfl flennMUMHo aKTUßupa flociaBJbeHy MeHi/iqy 3a ncny^ehbe yroßopHnx 
o6aße3a, oahocho  ncTy He peann3yje y yKynHOM M3Hocy HaßefleHOM y MeHMMHOM 
OBnaiuTieHay, floöaßrbaH je y o6aße3M fla y po«y ofl 7 (ceflaM) flaHa ofl flaHa aKTHBupai^a, 
flociaBu OoHfly HOßy MeHnqy v\ MeHUMHO OBnanifiehbe y bmchhm ofl 10% np eo c ian e  
BpeflHOCTM oKßnpHor cnopa3yMa.

9.6 CpeflCTBo o6e36eTjehba 3a ncnyKbehbe yroßopHnx o6aße3a Bawn 3a Mcnyhbehbe o6aße3a H3 
c b h x  nojeflUHaHHux yroßopa Koje je floöaBJban, Ha 0CH0By oßor OKBupHor cnopa3yi\/ia, 
3aKTbyMno ca c b 3 kmm  o,q KynaLia y TOKy ßa>KeHba MCTor.

9 .7  y  c n y ' ia jy  3a i(n LU iLO iiin  u n i i  f lp y ru v  n n n p r.f ln  K-oj/» j*  h r m m  rnnp^ ^ yM OM
n p e flB u T jeH a  y ro ß o p H a  Ka3Ha, npßeHCTßeHO  c e  o ö p a ^ yH a B a  y ro ß o p H a  «a3Ha H3 TaMKe 8. o ß o r  
c n o p a 3 y M a , a o k  e p e f le T B o  o 6e 3 6e f)e h b a  3a f lo 6 p o  M 3ßpLiiehba n o c n a , H aße fleH O  y  o b o m  MJiaHy, 
Mo>Ke f la  c e  yHOBMM y  c n y n a jy  f la  c e  3aKaLLJhbehba h jih  n o ß p e f le  H a c ia ß e  n n n  yKonnKO  je  
M 3ßecH 0  f la  f lo ö a ß r b a n  Hefhe m o ?im f la  ncnyHM  o ö a ß e 3 y  H3 o K B u p H o r c n o p a 3 y M a /y ro ß o p a  3a



B p e M e  BaweHba 0K B npH 0 r cn o p a 3 y M a /y ro B o p a .

9.8 CpeflCTBo o6e3Öef)ehba 3a ncnyhbefee yroBopHnx o6aBe3a fie floöaBJtaMy 6mn BpafieHa 
HaKOH MCTeKa poKa M3 TanKe 9.2. oßor MJiaHa.

10. BMUJACMJ1A

10.1 H acTynah t,e  Bu rne  c u n e  o c n o č a l ja  o f l 0f l r 0B0pH0CTn C TpaH e  y  c n o p a 3 y M y  3a Kauihbehbe y 
n3BpLiiehby o 6 a B e 3 a  H3 c n o p a 3 y M a . O  f la T yM y  H ac rynahba , Tpa jahby n f la T y M y  npecTaH Ka  B m iie  
c u n e , CTpaHe y  c n o p a 3 y M y  c y  o 6 a B e 3 H e  f la  je f lH a  f lp y ry  o ö a B e c ie  nucM eH M M  nyTeM  y  poKy o f l 
24 (flRaflpr.RTMfiTi/ipi/i) Maca

10.2 Kao cnyMajeBu Bnme cune CMaipajy ce eKCTpeMHH n BaHpeflHn flora?]ajM Koju ce He Mory 
npeflBUfleTM, Koju cy ce floroflnnn 6e3 BO/te m ynmaja cipaHa y okbmphom cnopa3yMy n kojm 
Hucy Mornn 6mth cnpe^eHn ofl CTpaHe noroTjeHe buluom cunoM. Buluom cunoM ce Mory 
CMaTpaTu npupoflHe KaTacTpocfce (3eM.rbOTpecn, nowapu, nonnaBe), eKcnno3nje, 
TpaHcnopTHe HecpeTie, mvmepaTUBHe oflnyKe opraHa BnacTM m flpyrn cnyMajeBu, Koju cy 
33K0H0M yTBp?)eHM Kao Buma cuna.

11. CnOPOBM

11.1 CTpaHe y cnopa3yMy cy carnacHe fla ce eBeHTyanHM cnopoBM pemaBajy cnopa3yMHO, a y 
cnyMajy fla ce cnop He Mowe penimn cnopa3yMHMM nyTeM, yTBp^yje ce CTBapHa n MecHa 
Haflne>KHOCT ripuBpeflHor cyfla y Eeorpafly.

12. M3MEHE H flO nYH E  OKBM PHOr CnO PA3YM A

12.1 M 3M eHe m f lo n y H e  o K B u p H o r c n o p a 3 y M a  M o ry f ie  c y  y  C K n a f ly  c a  nnaHO M  158. - 161. 3aK O H a  o 
jaBHUM HaöaBKaMa.

12.2 Ooha n floöaBTbaH cy carnacHu fla lie  ce H3MeHe n flonyHe OKBnpHor cnopa3yMa bpluhth y 
rmcaHoj 4>opMH, o MeMy Tie ce canuHHTM AHeKC oKBupHor cnopa3yMa.

13. PACKMfl OKBM PHOr CnO PA3YM A

13.1 Y cnynajy öuthhx noBpefla oflpeflaöa cnopa3yMa unu noBpefla Koje ce noHaBrbajy, cnopa3yM 
Mowe fla pacKUHe CBaKa yroBopHa CTpaHa, y qenocTu. PacKMfl cnopa3yMa 3axTeBa ce 
nucaHUM nyTeM, y3 pacKMflHH poK ofl 10 (fleceT) flaHa.

13.2 PacKUfl cnopa3yMa H3 pa3nora  HaBefleHux y cTaBy 1. oBor nnaHa Moryfi je caMo yKonuKO je 
flpyra CTpaHa y cnopa3yMy npeTX0flH0 yno3opeHa Ha ÖMTHe noBpefle unu noBpefle Koje ce 
noHaB.rbajy n yK0nnK0 MCTe Huje oTKnoHMna y ocTaBrbeHOM poKy Kojn Mopa 6 mth pa3yMaH.

13.3 PacK M fl c n o p a 3 y M a  H3 p a 3 n o ra  H a B e f le H u x  y  CTaBy 1. o B o r  n n a H a  MO>Ke f la  h 3b p lu m  c a M o  
CTpaHa y  c n o p a 3 y M y  Koja je  CBo je  o 6 a B e 3 e  H3 c n o p a 3 y M a  y  noTnyHOCTM u 6 n a r0 B p e M e H 0  
n3BpLunna.

13.4 PacKUflOM OKBnpHor cnopa3yMa npecTaje MoryfiHOCT 3aitrbyMeKba nojeflUHaMHUx yroBopa 
n3Meí]y floöaBTbaMa n Kynaqa.

13.5 PacKHfl oKBnpHor cnopa3yMa HeMa yTuqaja Ha nojeflUHaMHe yroBope 3aKrbyneHe Ha 0CH0By 
oBor cnopa3yMa n hctm ce M3BpLuaBajy y CKnafly ca oflpeflöaMa tux yroBopa u oBor 
cnopa3yMa, ocmm yKonuKO Ooha, LjeHefin 0K0nH0CTH K0HKpeTH0r cnyHaja, He OflnyHM 
flpyranuje.

13.6 Y c n y n a jy  n o T p e ö e  p a cK U f la  y ro B o p a  H3 TaMKe 13.5. o B o r  c n o p a 3 y M a , O o h a  o ö a B e iu T a B a  
Kynue o h c t o m .

14. SA lUbYH EfeE  OKBMPHOr CnO PA3YM A

14.1. Oßaj c n o p a 3 y M  3atcrbyM yje c e  flaH O M  n o T n u cu B a h ta  O fl C TpaH e  O o H f la  m f lo ö a B rb a M a .

14.2. YKonuKQ floöaBrbaM He flocTaBM Tpa>KeHO cpeflCTBo o6e36ef]eHDa 3a ncnyhbefce yroBopHnx



o 6 a B e 3 a , C M a ip a fh e  c e  p,a okbmphm c n o p a 3 y M  Huje hh  6 h o  3a«rbyM eH.

15. flOCTABJbAfeE MHOOPMAI4MJA

15.1 floSaBJbaM je Ayx<aH p,a CBaKor 10-or y Meceqy 3a npeTxoflHH Meceu, nyTeM Be6 anjiMKaunje 
„riopTan ct»MHaHCnja -  flOKyMeHTaL|nja“, y A© ŷ Koju ce o aho cm  Ha LjempanHSOBaHe jaBHe 
HaSaBKe, eBMfleHTupa no,qaTKe o peann3ai4Mjn yroBopa 3aicrbyHeHnx Ha 0CH0By 0B0r OKBnpHor 
cnopa3yMa.

16. 3ABPLUHE OflPEflEE

16.1 3a CBe  luto Huje p e ryn n ca H O  obum  okbm phhm  c n o p a 3yMOM npM M ehbUBafie  c e  o f lp e ,q 6 e  3aKOHa 
Koju p e r y n m u y  06rm ra i4M0He OAHOce, Kao u f lp y rn  n p o n u c u  Koju p e ry n m u y  OBy M aT epn jy .

16.2 OBaj cnopa3yM caMMhbeH je y 2 (flBa) MCTOBeTHa npmviepKa Ha cpncKOM je3MKy, n t o  3a CBaKy 
CTpaHy noTnucHMKa OKBnpHor cnopa3yMa nojeflaH npuMepaK.

16.3 CaciaBHM ,qeo 0B0r cnopa3yMa cy u hberoBU npnno3M, KaKo cneflu:

npunor 1 - CnucaK 3flpaBCTBeHMX yciaHOBa Koje cy ko pm ch u lju  OKBnpHor cnopa3yMa 

flpunor 2 - CneuMcfcuKam'ija neKOBa ca LjeHaMa

HAPyHMJlA14

PEnyEJlMHKM OOHfl 3A 3flPABCTBEHO 
OCMfVPAfeE

flOBABJbAH



n p i in o r  1 OKBMPHOr CH0PA3YMA -  CHMCAK 3/JPABCTBEHMX YCTAHOBA KOJE CY
K0PHCHHL1H OKBHPHOr CnOPA3YMA 

JABHA HABABKA flEKOBU 3A IIEHEHdE PETKIAX EOflECTH, BP. JH 404-1-110/21-11

OUJIMJATIA
P030

HA3MB 3APABCTBEHE 
YCTAHOBE

CEflWUJTE
3flPABCTBEHE

yCTAHOBE

3BAHHMHM CAJT (WEB 
AflPECA)

yHHBep3HTeTCKa Aenja KnuHUKa TupmoBa 6p. 10 www.udk.bq.ac.rs

MHCTmyT 3a 3ApaBCTBeHy 
3aiiiTHTy MajKe u ASTeia CpŠuje 

"flp ByKdM Hyiinr"

PaAoja flaKufia 6 www.imd.orq.rs

Beorpafl KnuHUKa 3a Heyponorujy u 
ncuxnjaipnjy 3a Aeuy n 

OMnaAUHy
AP CyöoTufia 6p. 6 a HeMa ziocTvnHux noaaTaKa

yHUBep3HTeTCKU KTIMHUMKU
ueHTap Cp6uje

(lacTepoBa 6p. 2 www.kcs.ac.rs

Kjihhhhko Ö0J1HHHKH ueHTap 
3eMyH ByKOBa 6p. 9 www.kbczemun.rs

HHCTUTyT 3a 3ApaBCTBeHy 
3aiuTHTy Aeue u oivmaAUHe 

BojBOAUHe
XajflyK BerbKOBa 10 www.izzzdiovns.rs

Hobu Caa Kjimhumku ueHTap BojBOAUHe XajAyK BerbKOBa 1 www.kcv.rs

Mhctutyt 3a nnyfiHe 6onec™ 
BojBOAUHe

nyTAOKTopa TonAMaHa 
6p. 4 www.ipb-ild.edu.rs

KparyjeBau yHHBep3HTeTCKH KTIHHHHKU
ueHTap KparyjeBau 3Maj JoBUHa 30 www.kc-kq.rs

y>KHLie 3ApaBCTBeHn ueHTap y>Knue MunoLua 0 6peHOBMF)a 17 www.zcue.rs

ManaK OnuiTa öonHuua HawaK flp flparmue MniuoBnfia 
6p. 205 www. o bcaca k. co. rs

LUa6au

OnuiTa öoriHnua „flp J1a3a K. 
Jla3apeBMfiu, LUa6au Ilona KapaHa 6p. 4 www.bolnicaOI S.orq.rs

OnrnTa öojiHnua J1o3Hnua BonHMMKa 6p. 65 www.boinicaloznica.rs

3pehbaHHH OrnuTa öonHMua 3pefeaHHH flp Bace Caßnfia 6p. 5 www.bolnica.orq.rs

yHHBep3HTeTCKM KJ1HHHMKM 
ueHTap Hmu f lp  3opaHa TiMHfjnfia 48 www.kcnis.rs

OnrnTa SojiHnua AneKCUHau MoMHuna flonoBufia 144 www.zcaleksinac. rs

http://www.udk.bq.ac.rs
http://www.imd.orq.rs
http://www.kcs.ac.rs
http://www.kbczemun.rs
http://www.izzzdiovns.rs
http://www.kcv.rs
http://www.ipb-ild.edu.rs
http://www.kc-kq.rs
http://www.zcue.rs
http://www.bolnicaOI
http://www.boinicaloznica.rs
http://www.bolnica.orq.rs
http://www.kcnis.rs
http://www.zcaleksinac


n p u n o r  2 oKBHPHor cnoPA3YMA- cnEi\v\<t>mAi\v\JA j ie k o b a  ca  ijeham a  
JABHA HAEABKA J1EKOBM 3A flEHEhbE PET M X  EOflECTM, JH. EP. 404-1-110/21-11

Ha3HB fločaBrbana: PHARMA SWISS d.o.o.

BPOJ
nAPTMJE

HA3MB
nAPTMJE JKJ1 3AUJTMT>EHO

HMEflEKA

HA3MB
nPOH3BOT>AHA

J1EKA
OAPMAUEYTCKM

OBflMK
JAHMHA
J1EKA

JEflMHMUA
MEPE KOHMHMHA JEflMHMHHA

UEHA
y x y r iH A  

UEHA BE3 
riAB-A

CTOnA
nflB-A

y K y r iH A  
UEHA CA 
nflB-OM

36

humani C1 
inhibitor (sa 
glicinom), za 

lečenje 
hereditarnog 
angioedema

/ Berinert 500 CSL Behring
prašak i rastvarač 

za rastvor za 
injekciju/infuziju

500 IU bočica 52 68.655,00 3.570.060,00 10% 3.927.066,00

YKyriHa BpeflHocT OKBupHor cnopa3yMa 6e3 nflB-a: 3.570.060,00

M 3H O C nflB-a: 357.006,00

ynynHa BpeflHOCT OKBupHor cnopa3yMa ca flflB-OM: 3.927.066,00


