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OKBMPHM CnOPA3YM BP. 93-1/21
3A  JABHY HABABKY J1EKOBA 3A  JlEHEttaE PETKHX BOJ1ECTM -  J1EK FENFLURAM INE

BP. JH: 404-1-110/21-66

1. YB O flH E  HAnOMEHE M KOHCTATALJMJE

1.1. OoHfl i/i floSaBrban y yBOfly KOHCTaiyjy:

1) Aa QoHfl mvia o6aBe3y fla, 3a noipeSe 3flpaBCTBeHMX yciaHOBa ca Kojmvia uivia 3aimDyHeH 
yroBop 0 npy»<art>y n c(3MHaHCMpafcy 3flpaBCTBeHe 3aLUTMTe, cnpoBefle nocrrynaK jaBHe 
Ha6aBKe JleKOBa 3a neHetoe peTKwx 6onecTH, a cxoaho YpeflSu 0 nnaHi/ipahby \a apcm po6a 
n ycnyra 3a Koje ce cnpoBo,qe qeHTpajiH30BaHe jaBHe Ha6aBKe (,,C.ny>i<6eHM rnacHM« PC" 
34/19,64/19,17/20 1121/20),

2) fla je Ooha, Kao HapyMwnaq, y viMe w panyH 3flpaBCTBeHi/)x yciaHOBa M3 RnaHa Mpewe 
3ApaBCTBeHwx ycTaHOBa, y PenySnnm/i Cp6njn ca Kojuwa MMa 3a«rbyHeH yroBop 0 npy»<afby 
u ($)HHaHCMpahby 3flpaBCTBeHe 3aiu™Te, cnpoBeo oTBopenn nociynaK 3a npeflMeTHy jaBHy 
Ha6aBKy,

3) ,qa ce OKBMpHM cnopasyiv! 3aK/byHyje Ha 0CH0By cnpoBefleHor oTBopeHor nociynKa jaBne 
Ha6aBKe JleKOBa 3a nenehbe peiKnx SonecTu -  neK fenfluramine, 6poj jaBHe Ha6aBi<e 404-1- 
110/21-66 ,

4) Aa OKBMpHi/i cnopa3yM 3aitrbywyje Ooha y cBojcTBy Tena 3a LieHTpann30BaHe nadaBKe y 
cwincny nnaHa 79. 3aKOHa 0 jaBHMM Ha6aBKaMa ("Cn. rnacHMK PC" 6p. 91/19), 3a panyn 
sflpaBCTBeHwx yciaHOBa HaBefleHMX y npwnory 1 osor cnopa3yivia (y p,asheM TeKCTy: Kynqn),

5) fla je  Ooha, Ha ocHOBy OflJiyKe 6p. 404-1-67/21-15 oa 25.11.2021. roAnne, t/i3a6pao nonyfly 
noHyfyana ino-pharm d n n, fip. 455/21 oa 15.11.2021, rOflMHe, y CKnafly ca kojom ce 
3aio"byMyje OBaj cnopa3yM,

6 ) fla fie Kynqn caMw 3aKJbyHMBarn nojefli/iHaHHe yroBope Ha OcHOBy oBor cnopa3yMa m Ha raj 
Ham/iH HenocpeAHO peanM30BaTM jaBHy Ha6aBKy, m to  nocečHO yroBope 3a oci/irypaHa nm_(a 
3a Koje AnpeKTHO rmafiahbe Bpwi/! Ooha, a noce6ho yroBope 3a nei<0Be i<oji/i ce (fcwHaHCupajy



W3 flpyrwx n3Bopa, 3a icoje Kynqw HeMajy 3aKJbyHeH yroßop ca O ohao m ,

7) f la  O o H fl,  icao Teno 3 a  M e H T p a n u 3 0 B a H e  H aöa B K e , Huje c r p a H a  y  no je flW H aH HM M  y ro B o p w M a  

icoje 3ai(fbyMyjy Kynt^n c a  f lo S a B rb a n e M .

2 .n P E flM E T  C nO PA3yiV IA

2.1. npeAMeT 0B0r cnopa3yivia je yiBp^nsahbe ycnoBa no a  KojuMa fie  ce 3aitrbyMWBa™ 
nojeAnHaMHM yroBopw o jaBHoj HaöaBun JleKOBa 3a nenen^e pen<wx 6ortecTW -  nei< 
fenfluram ine, w3Mef]y Kynaqa n floßaBrbaHa.

2.2. flo 6 p o  Koje je npeflMeT 0B0 r cnopa3yMa Örwwe je flecfcuHncaHO y CneqMcfDMKamfljw nei<a ca 
ueHOM ( r ip n n o r2 ) t Koja ce Hana3n y npnnory oßor cnopasyMa v\ npeflcraBrba h b e ro B  cacTaBHM 
Aeo.

2.3. O B a j oKBnpH M  c n o p a 3 y M  ce 3aicrbyHyje 3a  n e p n o f l  oa 12 (A B a H a e c T ) Mecei4i/i o a  f la n a  

noTnucMBa^a.

2.4. KojiMHWHa floöpa , HaBeflena y Cnei-|wc£>wi<ai4njn nei(a ca MeHOM (r ip u n o r 2), je oKBupna 
K o n m m a  3a noTpeöe Kynaqa.

2.5. YxynHa yroBopeHa KOnnHi/ma Ao6 pa, saßucn oa n o ip e 6a I<ynai4a w MO>Ke fla  ce pa3nm<yje oa 
KonMHUHe HaBSAeHe y CneMMcjDMicaMMjn neua ca qeHOM (ilp i/in o r 2), npw neiviy cy Kynqw y 
o6aBe3w ^a  i/i3Bpiue «ynoBMHy yroBopei-mx KonnnnHa v\ y qenocrvi pea rw 3yjy 3ai</byHeHw 
yroßop.

2.6. Tokom nepnofla  Ba>Kei-ba osor oicßnpHor cnopasyivia, M oxe ce 3aKrby<-mTW Bi/tLue nojeAnnaHHUx 
yroBopa, y 3aBMCHOCTW oa CTBapHMX no ipeöa  Kynai_|a.

2.7. Kynaq ce oöpafia  OoHfly 3a camacHocT 3a 3aKrbyneHbe yroBopa 3a neK 3a ocurypana nwtia 
OoHAa.

2.8. CamacHOCTW m  ran iie  2.7. O o h a  AociaB fba Kynuy m floöaBJbaMy

3. n P A B A  1/1 O B A B E 3 E  O O H flA  M flO B A B ib A M A

3.1. Ooha je  Ay>f<an Aa:

3.1.1 o6e36eAH fla  Kynaq H a Ö a B /b a  AOÖpo Koja je n p e f lM e r  0 B 0 r c n o p a 3 y iw a  MCKrbyHWBO o a  

f lo ö a B fb a M a  y  C K JiaA y w Ha H a n u n  n p e A B M ^e H  o b m m  c n 0 p a 3 y M 0 M ;

3.1.2 npaBOBpewieHo oSaBenuaBa flo6aBrbaMa o mi^eHnuaMa Koje cy oa 3Hanaja 3a peanw3ai4Mjy 
fberoßnx o6aBe3a, a noce6Ho fla ra npaB0BpeivieH0 MHcfjopMuiue o noxpeöawia Kynaua KaAa 
OHe npena3e yroBopene KonnHi/me.

3.1.3 BpLüM nnafiahbe f lo 6 a B r b a H y ,  y  wivie n 3a p a n y H  Kynqa, a a  koji i/n i /i Hy neKa i<ojn c e  c ^M H a H cu p a  

M3 c p e A C T a ß a  o 6 a B e 3 H o r  3 A p a B C T B e H o r o c w ry p a fe a ,  i<ojn je  n p e A M e T  OBor OKBupHor 
c n o p a 3 y w a ,  a  i<oje je  c n o p y n e H e  Kynqy 3 a  o c u r y p a n a  JiML|a O o H A a .

3.2. f lo 6 a B rb a M  je  Ay>i<an Aa:

3.2.1 Ha nucaHM no3MB Kynqa 3aKrbynM yroßop o jaBHoj naÖaBUH y CKnaAy ca obum cnopa3ywiOM;

3.2.2 M3BpiuaBa yroeopne o6aBe3e npeMa KynqMMa y cicnaAy ca npey3eTWM o6aBe3aMa n 
npaBwnuMa CTpyKe, y yroBopeHWM poi<oBHMa;

3.2.3 oAMax no ca3Hahby, nwcaHUM nyTewi, oöaBecTM Ooha o HMfceHnnaMa Koje 6 v  Morne Aa 3HaTH0 
OTe>i<ajy hjim oneivioryfie CHaAßeBaite Kynaqa;

3.2.4  o6e36efli/i Aa Aoßpo Koje wcnopyMyje HeMa npaBHe v\nv\ MarepwjajiHe HeAociaTKe;

3.2.5 o6e36eAH Aa flo ö p o  Möwe 6mtm y npOMeTy tokom  qeno r nepnoAa Tpajahta OKBMpHor 
cnopa3ywia, oahocho  nojeAnnaHHOr yroBopa;



3.2.6  ncnopyHyje flo6po y CKnafly ca yroBopeHWM Koni/MtmaMa v \ yroBopeHWM KsanMTeTOM, Koje 
ncnyrt>aBa cBe 3axTeBe nocTaB/teHe y TexHMHKoj cneqnc}DMi<aL|njM u Kom<ypcHoj 
AOKyMeHTaL|njn;

3.2.7 chocu CBe tpolukob© kojm HacTaHy Kao nocneAMUa yKJiafeai-ba ,qo6pa ycne,q rpemi<e 
floSaBi-bana Unu np0W3B0?jaHa;

3.2.8 ax<ypHO flocraB/ba noflarxe u HeonxoflHy flOKyMeHTaqnjy y Be3M ca yroBopmvia 3aicrbyMeHMM 
ca KynMmvia Ha 0CH0By OBor 0KBMpH0r cnopa3ywia nyTeiw BeS anmiKaMMje „nopran  4)MHaHCMja
-  AOKyMeHTauMjau v\ Be6 cepBuca P 0 3 0 , y i4wrby ycnocTaBJbat-ta ecfc>wKacHwjer vnpaBibat-ba w 
KOHTpone TpotuKOBa nene^a  ocnrypaHnx nwL|a P<$30;

3.2.9 noflaun u Aoi<yMeHTauuja Haseflenu y noATaHKu 8) 0B0r nnaHa, Koju ce AocraBrbajy 0OHAy, 
Aecfj^HUcaHM cy Kopmchmhkmm ynyrcTBOM 3a npMMeny Be6 annuKaLiiije „ flo p ia n  <£MHaHCMja -  
Aoi<yMeHiaunja“ u TexHMHKHM ynyTCTBOM 3a KOpnujfiehbe ae6 cepBMca P 0 3 0 , y m/i/by 
ycnocraBibaHba ecfcmKacHnjer ynpaBrbahba m icompone ipoujKOBa neMe^ba ocwrypaHWX ni/ma 
P 0 3 0 ;

3.2.10 flo6aBJtaH ce o6aBe3yje a a the McnopyHHBa™ nei< ca pokom Tpajai-ba oa oa HajMafee 12 
(ABaHaecT) MeceijH oa A^Ha i/icnopyice.

4. CflPOBOTbEhbE OKBMPHOf C nO PA3yM A

4.1. Kynaq fie ca f lo č a B r b a n e iv i  3aicrbyMMTM jeAaH h jim  Burne nojeAMHaHHMX y r o B o p a  o ja B H o j 

Ha6aBL|M y ci<naAy ca jeAUHi/iHHOM LjeHOM yTBpf)eHOM y obom cnopa3yMy.

4.2. Ha 0CH0By oBor cnopa3yMa, flo6aBJ"baH 3aKrbyHyje yroBop ca KynqeM naKOH npnjeivia no3MBa 
KynL|a. I~1o3mb ce AOCTaB/ba nyieM noajTe nnn eneiiTpoHCKe noniTe. Y3 no3ns ce AocTaBiba 
Teicci yroBopa cam/iiteH y cKnaAy ca MoAenoM yroBopa, o6jaBrbeHWM na MHTepHeT cTpaHuiji/i 
0oHAa.

4.3. 3a 3aKibyqeKie yroBopa 3a neit sa oci/irypaHa ni-ma OoHAa noTpe6na je carnacnocT <t>0HAa.

4.4. KonuHMHe y nojeflUHaHHi^M yroBopnMa OApeT}yje Kynai_i

4.5. nojeAUHaHHM yroBopw Ba>Ke a °  peann3auMja yKynno yroBopeHMX KonunuHa.

4.6. Ooha He rapam yje flo6aBrbawy & a  Tie Kynai_| yr0B0pwTM KonuHMHe HaBeAeHe y 
Cneqnc}DMKauMjM neKa ca lishom (flpunor 2), w He oflroBapa 3a noTeHL\njanHy ujTeTy Kojy 
flo6asrbaM rpnu ycneA yroBapahba KonuHima Mai-bMX oa KonMHUHa npeABnf)eHux y 
CneMUC^HKaLinjn neKa ca qeHOM {ripunor 2).

4.7. Ooha Huje cTpaHa y nojeAUHaMHMM yr0B0pMMa 3aKrbyMeHHM Ha 0CH0By 0KBMpH0r cnopa3yMa 
n Huje oAroBopaH 3a LUTeTy i<oja HacraHe y peann3ai_tnji/i tmx yrosopa.

5. L4EHA, yC/10BM  14 POK n ilA T iA h b A

5.1. LJeHa M3 cnopa3yMa je jeA^HMHHa qeHa neKa koJm je npeAMeT oBor cnopa3ywia i/i Koja je 
HaBeAeHa y CneMUCpnioLinjn neKa ca ueHOM (ripnnor2).

5.2. YKonMKo tokom Tpajahba OKBnpHor cnopa3yMa floSaBrban AocTaen <i)OHAy 3axTeB 3a 
yMahbevbe ueHe neKa kojw je npeAMeT oBor cnopa3yMa, ueHOM m  oBor cnopa3yMa cMaTpalie 
ce qeHa neKa M3 3axiesa flo6aBj-baMa, o qeMy fie 6 v\t \a 3a«rbyHeH aHeKc 0KBMpH0r cnopa3yiwa.

5.3. <i>0HA nnafia, y HMe h 3a panyH Kynua, ncnopyHeHe KonunuHe neKa noje cy o TpoaiKy 0OHAa 
3a ocnrypaHa n^ua OoHAa, no jeAUHMHHoj qeHn m  oBor oKBMpHor cnopa3ywia ynnaTOM Ha 
TeKyhn panyH flo6aBrbaHa, HajKacHMje y poKy oa 90 Aana oa Aana ncnocTaB/bahba <$>aKType 
Kynqy.

5.4. Kynau nnaTia ncnopyneHe Konuni/me n e K a  kojm ce cfjMHaHcupa W3 Apyrwx M3Bopa 3a Koje Kynaq 
HeMa 3aKrbyHeH yroBop o npy>j<ahby m cfD^HaHCnpahby 3ApaBCTBene 3aLUTHTe v\z o6aBe3nor 
3ApaĐCTBeHor ocwrypahba ca Oohaom, no jeAUH^HHoj Lienti M3 oBor oiiBnpHor cnopa3yMa



yrmaTOM Ha Tei<yfiw panyH f lo 6aBrba>Ha, HajKacHnje y poicy ofl 4 5  f laH a  op, f la H a  npnjew ia 

cfcaKType.

5.5. floöaBfbaM je y o6aße3n fla, 3a wcnopyneHe nei<0Be 3a ocwrypaHa nnna OoHfla, jeflaH 
npnMepai< oTnpeMHnue, (£>ai<Type oahocho 0TnpeMHML|e-cj3ai<Type flOCTaBJba HaflnewHoj 
cfwnujariM <$0Hfla, v\ to : Kao CKennpaH flOKyivieHT nyiewi Be6 annnKaunje „(lopTan cjDi/maHCnja
-  flOKyMeHTaunja" n y eneiapoHCKoj 4>opMw nyTew Beö cepBuca P 0 30 , y c«na,ay ca 
TexHMHKniw ynyTCTBOM 3a Kopnaiüe^e eeö cepB^ca P 0 30 , y Mi/irby ycnociaB/ba^a 
ecfDMKacHnjer ynpaBfbaita w Kom-pone TpowKosa nenehba ocwrypaHHX nwqa P 0 3 0 .

5 .6 . ß o Ö a B r b a ^  je  flywaH fla, npunuK O M  ncnocTaBrba^a cfcaKiype, nocTynw y c io ia fly  ca nnaHOM 
4 a. 3 aKOHa o poiiOBiiMa M3Mnpeit.a HOBnaHnx o6 aBS3a y KOMepunjanHUM TpaHcaio^jaM a 
(„CnywöeHi/i macHUK PC“ 6p. 1 1 9 /1 2 , 6 8 /1 5 , 11 3/ 17  v\ 9 1 /1 9 ), Kao v\ nnaHOM 3 . ripaBwriHMKa o 
Han^Hy u nocTynKy  p e rw cT p o B a ita  cjDarrypa, o a h o c h o  flpyrwx 3axTeBa 3a wcnnary, icao w 

naMMHy BoTjehba v> ca,qp>Kaja q e H T p a n H o r  p e rw cT pa  cjDaicrypa (j;C.ny>K6 eHi/i macHMK PC" 6 p 
7 /1 8 , 59/18  u 8 /1 9 ).

6. KBAJ1MTET M KOJ1MHMHE

6 . 1. K B anm er np0H3B0fla  i<oji/i je  npeflMeT oßor cnopa3ywia Mopa y noTnyHocTM OAroBapam 
Ba>KehnM AOMafiHM mjim MeTjyHapoflHMM cTaHAapflmvia 3a Ty B pciy po6e n yBepehbrnvia o 
KBanmeTy n aiecTMMa.

6 .2 . KynaL| je OBnawTheH fla  BpLun Kom pony KBannreTa McnopyneHe po6 e y 6 w.no Koje Bpewie n 6e 3 
npe ixo flH e  HajaBe Ha Mecxy npnjeMa, tokom  v\nv\ nocne ncnopyi<e, ca npaBOM fla  y3op«e 
np0M3B0fla  n3 6 i/ino Koje ncnopyi<e flocTaBw HesaßwcHoj cnei_injann30BaH0j wHCTUTyLinjn pafln 
aHann3e.

6.3. y  cnynajy lOfla He3aBMCHa cnei4Kjanw30BaHa MHCTMTyunja yTBpfln oflCTynai-be Ofl yroBopeHor 
KBanwTeTa nponsßofla, tpolukobh aHann3e naflajy Ha TepeT floßaBj^aHa.

6 .4 . KBaHTioTaTMBHH npnjeM poöe Bpnii/i ce npvmMKOM npwjeivia y Maram/my Kynua y npucycrsy  
npeflCTaBHMKa flodaB /bana, EBem-yanHa peKnaiviaMwja o fl CTpaHe Kynua na ncnopyneHe 
KonuMMHe wopa 6wtm caMMfteHa y nucaHoj c^opMM v\ AOCTaBrbeHa floöaB/baw y y poKy o fl 24 
(flBafleceTHeTnpn) naca,

6 .5 . Ykojiuko 6 nno Koja wcnopyua He aaflOBorbii KBanwTeT urw  yroBopeHy KormHWHy, floÖaBrban je 
y oöaBe3n fla  je  3aMeHM wcnpaBHOM y poi<y o fl 24 (flBafleceTHeTMpw) Maca.

7 . M C nO PYKA M nPM JEM

7 .1 . floöaB rban je fly>icaH fla, Ha 3axTeB K yn u a , ncnopy'HM KonnMUHe yroBopeHe nojeflunaMHMM 
yr0 B0p0 M.

7.2. Mcnopyira je cyKLiec^Bna n bpluw ce npeMa noTpeGaMa nojeflMHaHHor Kynqa.

7 .3 . Poi< ncnopyKe yTBpfjyje ce nojeflWHaMHnM yraB0p0M m m3hocm 24 caTa o fl flaHa floönjahba 
33K0 H0 M npeflBMfjeHe flOKyMeHTauwje 3a npoyeT HeperncTpoBaHor neKa.

7 .4 . M e c T o  ncnopy ice  yTBpfjyje c e  no jeflU H aH HU M  y ro B op O M . M e cT O  ucnopy ice  je M a ra q u H  K yn q a , 

ocmm ai<o m  oÖjeKTUBHwx p a 3n o ra ,  K y n a u  He O flpe fln  nojeflw naHHMM y ro B o p o M  f lp y ry  noicai-injy 
n c n o p yK e . Tpou iKO BM  T p a H c n o p T a  m e B eH T yan H M  f lp y rn  t p o lu k o b h  yKThyneHM c y  y q e H y  m 

K y n a q  m  noceÖHo He npui3Haje.

7 .5 . KopMCHMLji/i oKBiipHor cnopa3ywia cy 3flpascTBeHe ycTanoBe M3 flnaH a Mpe>i<e 3flpaBCTBeHnx 
ycTaHOBa y Peny6nwL|w Cpßnjn Koje uMajy saicrbyneH yroBop ca OoHflOM o npy>i<ai-by m 
c^MHaHcwpahby 3flpaBCTBeHe 3aiuTHTe M3 o6 aBG3Hor 3flpaBCTBeHor ocurypahfaa.

7.6. Y npunory 1 OKBupHor cnopa3yMa - CnncaK SflpaBCTBeHnx ycTaHOBa Koje cy Kopi/iCHmui 
OKBHpHor cnopa3yMa, je HasefleHa 3flpaBCTBeHa ycTaHOBa Koja y TpenyTKy 3ai<JbyMehba 
OKBupHor cnopasyiwa MMa 3aKrbyneH yroBop o npy>Kahby m (fcnHaHCMpahty 3flpaBCTBeHe 
3aLiiTMTe M3 oöaBe3Hor 3flpaBCTBeHor ocurypafta  ca 0 OHflOM, a i<oja noflpa3yweBa ynoipe6y



A o ß p a  Koje je  npeflMer oBor 0KBMpH0r cnopa3yMa.

Ykojim ko y TOKy Tpajahba O K B u p n o r c n o p a 3yMa, 3flp aBC T BeH a  y c ia H O B a  icoja Huje H a B e fle n a  y  

ü p u n o r y  1 - C n n c a «  3ApaBCTBeH i/ix y c ia H O B a  «oje cy  kopm chhl|h O K su p H o r c n o p a 3yM a, 

3aicrbyMM y ro B o p  c a  O o h a o m  o  npyw ahby m cfruH aH cupatoy 3f lp a B C T B eH e  3aw TM Te W3 o 6 a B e 3H or 

3f lp a B c iB e H o r  o cM ryp a to a  i<oja no ,qpa3yM e B a  y n o T p e ö y  npeflivieTH nx f lo ß a p a , O o h a  Fie 

a w y p i/ip a T H  f lp w n o r  1 - C n u c a K  3f lpaĐC TĐ eH nx y c ra H O B a  K o je  c y  k o p m c h u ljm  O K sw pH or 

c n o p a 3yivia, y C M iic n y  flO flaBahba  3f laBC TBeH e  y c ia H o s e  i<ao K y n q a  Ha iictm, 6 e 3 
3aKTbyHWBatoa A H e « c a  o x B u p H o r  c n o p a 3yMa,

7.7. OoHfl je  A yw aH  fla  a»<ypupaH H  cnncai< m  TaMi<e 7.6. o B o r  c n o p a 3yM a , flocTaBM  floSaB/bany  m 

oÖjaBM na  CBojoj H HTepHeT c ip a n n u n .

8. yrOBOPHA KA3HA

8.1 y  cnynajy npeKopawei-ba yroBopenor poKa wcnopyi<e floöaBJbaM je Ay>i<aH nna™ Kyrmy
yroBopHy i<asHy y w3Hocy oa 0,5% ofl yi<ynHe BpeflHocTi/i 6e3 n flB -a  npeflMeiHor AoÖpa 3a 
Koje je npeKopaMno po« ncnopyi<e, 3a csatoi flaH saiom^ei-ba, arm He smue ofl 5 % oa 
BpeflHOCTU floöpa ncnopyneHor ca 3aKaLUhbeiteivi, Ako m rera npefje h3hoc yroBopne t<a3He 
Kynaq MO>Ke Aa Tpaxw naKHafly crBapne LUTeTe, a MO»<e m as paciWHe yroBop 6e3 o6aBe3e 
npewa floöaBrbawy.

9. CPEflCTBO OBE3BET>EI-bA 3A MCnyhbEhbE yrO BO PHM X O BABE3A

9.1 f l o 6 aBj-baH je  o 5 a B 6 3 aH fla  npwimcoM noTnucuBai-ba oKBi/ipHor c n o p a 3yivia Oohay A o c ra B W  

önaH KO  MeHMLiy, «oja M o p a  Ömth eBMfleHTW paHa y PerwcTpy M e H n q a  w OBJiaLufietoa H apoflne  
ö a H xe  u n o m w c a H a  o a  d p a H e  nv\L\a o B n a m iie H o r  3a 3acTynahbe, a y 3 n c iy  Mopa 6 hth 
A o c T a B rb e H o  nonynbeH O  w 0 B e p e H 0  M e H i^ H O  O B n a iu f ie fce  y bwchhh o a  10% o a  BpeflHocTM  
0 KBMpH0 r cnopaayw a  6 e 3 n f lB -a .  Y 3 tvieHKuy Mopa 6 wtm A O C T aB rb eH a  n i<onnja K a p ro H a  

A e n o H O B a H n x  n o m u c a ,  Koju Mopa 6 iitm M3flaT  o a  c rp a H e  n o c n o B H e  6 aHi<e «oja je H a B e fle n a  y 

Meni/iHHOM oBnaujftehby -  rmciviy.

9.2 CpeACTBo o6e3ÖeF)eHDa 3a 3a wcnyhbehbe yroBopHwx o ö a ß e s a , HaBeAeHO y npeixoAHoiv. ciaBy, 
o cT a f ie  Ha CHa3U c a  p0i<0M Bawet-ba He KpafiMM oa 40 (n e T p A e c e i)  A aH a  oa A a n a  n c ie i< a  
Bawei-ba oKBupHor cnopa3yMa.

9 .3  O o h a  f ie  yHOBHMTM cpeACTBO o6e36eT jehba  3a w cnyfoehbe  yroB opH M X o 6 a B e 3 a , y«o.nm<o 
o 6 a ß e 3 e  no  okbm phom  c n o p a 3 yw iy  v \ yroB O pm via  3aKTbyHeHi/iM n a  0CH0By o«B w pH or c n o p a 3 yM a  
He S yA y 6 n a r0 B p e M e H 0  wrrn npaB m iH O  p e a n n s o B a H e , o a h o c h o  yKonm <o f lo ö a B rb a n  n p e c ia n e  
A a  n x  p e a n n 3 y je .

9.4 O o h a  fie  ai(TMBwpaTM cpe A C T BO  o ö e sö e fje h b a  3a ncnyhbehbe y ro B o p H n x  o 6 a ß e 3a H ajBniue a o  

n 3H o ca  Ofl 10% Ofl Hepeanw30BaHe BpeAHOCTM f lo ö a p a  6e3 HflB-a, Ha «oja c e  o flH ocn  

HeMcnyhbefte o6aße3a no  okbm phom  cn0pa3yMy/yr0B0pMMa 3aK/byHeHMM Ha 0CH0By ncTor.

9.5 Y cnynajy Aa Ooha flen^MM^HO aKTHBMpa AocraarbeHy MeHMuy 3a wcnyi-behbe yroBopnux 
o6aBe3a, oahocho wciy He p e a r iH 3yje y yKynnoM M3Hocy HaBeAeHOM y MeHMHHOM 
oBnamliei-by, flo6aBrbaM je y oöaBesw fla y po«y ofl 7 (ceflawi) Aana oa flaHa aKT^BHpaHba, 
AocraBM OoHAy HOBy MeHMMy m iweHUMHo OBnamfie^e y bmcmhh ofl 10% npeociane 
BpeflHocTw  OKBi/ipHor c n o p a 3y M a

9.6 C pe flC T B O  o 6 e 3 6eF)eHDa 3a  ncnyhbehbe y ro B o p H n x  o ö a B e 3a  b 3 >km 3a ncnyHaehbe o ö a B e 3a  M3 
cbmx no jeA ^H aM H H X  y ro B o p a  i<oje je  floßaBrban, Ha 0 CH0 B y  obof O K BupH or cnopa3yMa, 
3aKrbyHwo ca cBaKMM ofl Kynaqa y TOKy Bawetoa wcTor.

9.7 y  cnynajy 3aKaLUhbe*ba hjim flpyrux noBpeAa o6aße3a 3a Koje je  obmm cnopa3yMOM 
npeABMfjena yroBopHa KasHa, npBeHCTBeHO ce oöpanyHaBa yrOBopHa Ka3Ha M3 TanKe 8. oBor 
cnopa3yMa, aok cpeACTBO o6e36ef)efea 3a Ao6po M3Bpujei-ba nocna, HaBefleHO y obom HJiaHy, 
MO>i<e Aa ce yhobhm y cnyMajy Aa ce saKaLUHae^a wjih nospeAe HacTaBe nnw yi<onMKO je 
M3BecH0 fla floßaBrban Hehe Mofin fla  Mcnynn o6aBe3y v\3 oKBupHor cnopa3yMa/yroßopa 3a



BpeMe Ba»<ehba oKBnpHor cnopa3yMa/yroBopa.

9.8 CpeflCTBo oGesđefjehba 3a i/icny^ei-be yroBopHnx o6aBe3a fie flo6aBrbany 6m tm  BpafieHa 
HaKOH MCTeKa poi<a M3 TaHKe 9.2. OBor nnaHa.

10. BMLUA CHJ1A

10.1 Hacrynahbe emue cune  ocnoSafja oa oflroBopHocrn cTpaHe y cnopa3yMy 3a Kamhbethe y 
M3BpLuehby očaBe3a M3 cnopa3yiwa. O AaiyMy HacTynahta, rpajahby w fla iyM y npecraHKa ai/iiue 
cune, CTpaHe y cnopa3yiviy cy o6aBe3He a a jeflHa Apyry o6aBecTe nucMenuM nyTeM y pOKy oa 
24 (flBaAeceTMeTwpn) naca.

10.2 Kao cnynajeBW b h lu g  cune CMaTpajy ce eKCTpeMHM v\ BaHpeflHW AoraT}ajw Koju ce He Mory 
npeflBMAeTn, «ojn cy ce floroflu/iM 6 e3 BO/be n yTnnaja CTpaHa y okbmphom cnopa3yMy m i<ojn 
Hucy Momu 6 htm cnpenenu oa CTpaHe noroTjene bwidom cmjiom. Bwluom cujiom ce Mory 
CMaTpaTU npupOAHe naTacTpocjDe (3eMrbOTpecn, nowapu, nonnaBe), ei<cnno3nje, 
TpaHcnopTne Hecpehe, WMnepaTMBHe OA-nyKe opraHa BnacTW u Apy™ cnyMajeBU, koju cy 
3ai<OHOM yTBp?)eHM i(ao Bmua cuna.

11. CnOPOBM

11.1 CTpaHe y cnopa3yiviy cy camacHe ce eBeHTyariHM cnopoBM peaiaBajy cnopa3yMHo, a y 
cnynajy fla  ce cnop He Mowe peuii/iTi/i cnopasyMHi/iM nyrewi, yTBpfjyje ce CTBapHa m MecHa 
HaAne»<HOCT [IpwBpeflHor cyfla y Beorpafly.

12. M3MEHE M flO n Y H E  O K B M PHO r CnOPA3yiVIA

12.1 l/l3MeHe v\ Aonyne OKBnpHor cnopa3yMa Morylie cy y cioiaAy ca nnaHOM 158 .-161  3ai<OHa o 
jaBHMM Ha6aBi(aMa.

12.2 Ooha m fločaBrbaH cy carnacHH Aa fie ce i/i3MeHe w flonyHe 0KBwpH0r cnopa3yMa bpluwth. y 
nMcanoj cJdopmh, o Mewiy he  ce cam/mi/i™ AHeicc 0KBMpH0r cnopa3yMa.

13. PACKWfl OKBMPHOf CnOPA3YIVÍA

13.1  Y  crtynajy S h th w x  n o B p e A a  O A p e f la 6 a  c n o p a 3ywia wnn n O B p e A a  i<oje c e  noH aBJ^ajy, c n o p a 3ywi 

Mo>Ke A a  pacKM He c e a iía  y ro B o p H a  c ip a n a .  P ac iíM A  c n o p a 3y y a  s a x T e B a  c e  nu caH M M  nyTeM, y 3 
pacKMflHM pOK o a  10 (A e c e i)  A a n a .

13.2 PacKMA cnopa3yMa m  pa3Jiora HaBeASHiix y CTaey 1. oBor nnaHa Moryñ je caMO yi<onnKO je 
Apyra cTpana y cnopa3yMy npeTXOAHo yn030peHa na Si/iTHe noBpefle mtm noBpeAe Koje ce 
noHaBrbajy m yKonwi<o ncTe Hwje OTKDOHuna y ocTaBrbenoM poiíy KOjn Mopa 6yitm pa3yMaH.

13.3 PacKHA cnopa3yMa m  pa3Jiora HaBeASHMX y cTaBy 1, osor HJiaHa Mo>Ke fla H3Bpu¡i/i caMO 
CTpaHa y cnopa3yMy i<oja je cBoje oSasese v\3 cnopa3ywia y noTnyHOCTw n 6naroBpeMeno 
i/i3BpLui/ina.

13.4 PacKMAOM OKBwpHor cnopa3yMa npecTaje MoryfiHocT 3aKTby4ei-ba nojeAUHaMHUx yroBopa 
n3Mef}y flo6aBj-bana m KynaLia.

13.5 PaCKHA oKBnpHor cnopa3yMa HeMa yr^M aja Ha nojeAUHaHHe yrosope  saKrbyneHe Ha ocnoBy 
oBor cnopa3ywia n mctm ce n3BpiuaBajy y c«nafly ca o flpeflSaM a tmx yroBopa n oBor 
cnopa3yMa, ocwm yi<0nwK0 4>oha, LieHeíiM okojihoctm  KOHKpeTHor cnynaja, He oflnyHM 
ApyraMMje.

13.6 y  cnyqajy noTpe6e pacKMAa yroBopa v\3 TaHi<e 13.5. oBor cnopa3yMa, 0oha  oSaBeniTaBa 
Kynqe o mctom.

14. SAKTbYHEhbE O K B M P H O r CnOPA3YMA

14.1. OBaj cnopa3yM saK/byHyje ce asho m  noTnwcuBahta oa cTpane OoHAa m floSaerbana.

14.2. yKonuKo flo6aB/baH He flOCTaBM Tpa>i<eHO cpeACTBo o6e36ef]eht>a 3a ncnyHaehbe yroBopHnx



o5aBe3a, cMaTpafie ce ,qa okbmphh cnopa3yM Huje hm 6 mo 3aitrbyMeH.

15. flOCTABJ-bAi-bE MHOOPMAMMJA

15.1 flo6aBrbaH je  fly>i<aH f\a  C8ai<or 10-or y MeceL|y 3a npeTXOAHw Meceu, nyieM  Beč annwi<aL|Mje 
„llopTan  cfDMHaHcnja -  AOKyMeHTai4nja'\ y fle riy  koju ce oahocm Ha L{eHTpariH30BaHe jaBHe 
Ha6aBice, eBHfleHTwpa noflaTKe o peann3aunjn yr0B0pa 3aicrbyMennx na 0CH0By 0B0r OKBnpHOr 
cnopa3yivia.

16. 3ABPLUHE O flP E flB E

16.1 3a cBe lutc nnje peryrmcaHO obhm okbmphkm cnopa3yMOM npMMeitMBaTie ce OApeflSe 3ai<0Ha 
Koju peryjiMLiiy oSnuraiiMOHe OAHOce, Kao u APyrn nponucu Koju perynmuy OBy MaTepwjy.

16.2 OBaj cnopa3yM canmteH je y 2 (ABa) MCTOBeTna npi/iMepKa Ha cpnci<OM je3Hi<y, w to  sa CBai(y 
cTpaHy noTnMCHMKa oKBMpHor cnopa3yMa nojeAaH npMMepaK.

16.3 CacraBHM a ^ o obop cnopa3yMa cy u hberoBu npnno3M, i<ai<o cneAK:

ripunor 1 - Cnucaii 3ApaBCTBeHMX ycTaHOBa Koje cy KopviCHUM« okbmphot cnopa3yMa 

l lp u n o r 2 - Cnenv\dpmai\v\ja nei<a ca ueHoivi

HAPYHMJ1AU

PEny5JlMHKM 0 O H f l  3A  3flPA B C TB EH O  
OCMr/PAhbE ? Ino-pharm  d.o.o.

flOBABJbAH

Joachim  Sowada

BojaHa fleTKOBuli



nPMJlOr 1 OKBMPHOr CTIOPA3YMA -  CrWCAK 3flPABCTBEHMX YCTAHOBA KOJE CY
KOPMCHWUyi OKBMPHOr CH0PA3YMA 

JABHA HABABKA ÍIEK0BM 3A JlEHEhbE PET KMX EOflECTM -  J1EK FENFLURAMINE BP. JH 404-1-
1 1 0 / 2 1 -6 6

OMJIMJAJIA P03O HA3HB3flPABCTBEHE 
yCTAHOBE

CEflHLUTE
3APABCTBEHE

YCTAHOBE

3BAHHHHM CAJT (WEB 
AflPECA)

Beorpafl
KnHHMxa 3a Heyponornjy m 

ncnxnjaipnjy 3a fleqy n 
oMnaAHHy

AP CyßoTufia 6 p. 6  a n p k . z m a i (&. q m aii.com



r i p t f f i o r  2  O K B M P H O r  C n O P A 3 Y M A -  C r iE ¡ 4 M 0 k 1 K A UflfiJA J 7 E K A  C A  U .E H O M  

J A B H A  H A E A B K A  J 1 E K O B M  3 A  H E H E H d E  P E T K M X  E O J l E C T t f  -F 1E K  F E N F L U R A M I N E ,  J H .  B P .  4 0 4 - 1 -1 1 0 / 2 1 -6 6

Ha3MB flo6aBJbaHa: IN O -PH A RM  d.o.o.

ripeflwieT
Ha6aBKe

3auiTMfieHO 
nw e JieKa

Ha3MB
npoM3Bo1]aHa

JieKa

{papM aM ey- 
TCKn o 6 jim k

JaHMHa
neKa

JeflMHMua Kojikhm  
Mepe Ha

JeflUH M - 
MH3 L^eHa

YKynHa neHa 
6e3 nflB-a

C To n a
nflB-a

M3HOC
nflB-a

YKynHa qeHa 
ca nflB-ow

fenfluramine FINTEPLA
Millmount 

Healthcare Ltd oralni rastvor 2,2 mg/ml mi I 1.440 2.773,00 3.993.120.00 10% 399.312,00 4.392.432,00

YKYriHA BPEflHOCT OKBHPHOr CnOPA3yMA 5 E3 nflB-a: 3.993.120,00

M3HOC nflB-a: 399.312,00

YKYriHA BPEflHOCT OKBMPHOf CnOPA3YMA CA nflB-ow.
4.392.432,00


