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AHEKC OKBMPHM CnOPA3 YM BP. 29-3/21 
3A JA B H y HABABKy OPMniHAJlHI1X M MHOBATMBHMX J1EKOBA 

BP. JH : 404 -1-110/21-7 
3A n A P TM jy 11

FlPETXOflHA KOHCTATAUMJA

ct>OHfl n flo6aBrban KOHCTaTyjy fla cy flaHa 01.06.2021. roflime, HaKOH cnpoBefleHor nocTynKa 
3a jaBHy Ha6aBKy OpurunariHH v\ UHOBaTHBHki nenoBH, 6poj jaBHe HaSaBKe 404-1 -110/21 -7, 
3aKTbyMnnn Okbmphm cnopa3ywi 6p. 29-3/21, 3a napTiijy 11 npeflMeTHe jaBHe HaGaBKe (y AaJteivi 
TeKCTy: Okbmphm cnopa3yM), aa nepnofl oa 12 (ABaHaecT) Meceun paHyHajyfiw oa AaHa 
nomucMBaita. V CKnaAy ca Ta4kom 2.6. OKBMpHor cnopa3yMa Kon^NUHa Aošapa Koja cy npeAMeT 
OKBnpHor cnopa3ywia HaBeA®Hwx y Cneu«4)MKaMwjw neKOBa ca ueHavia ((Ipunor 2) je oKBMpHa 
KO/iHHUHa 3a noTpe6e Kynaua 3a nepwofl Ba?Ke^a OKBMpHOr cnopa3yMa.

ripunuKOM pearfM3aMnje OKBMpHor cnopa3yMa, yTBpf)eHo je Aa noTpeče 3ApaBCTBeHMX 
ycTaHOBa npeMaiuyjy oKBMpHe K0Jiii4HHe Aec}3HHMcaHe y npnnory 2 OKBnpHor cnopa3yMa.

HnaHOM 12. OKBMpHor cnopasyMa, Ae$MHMcaHo je fla cy M3MeHe n AonyHe oKBnpHor 
cnopa3yMa Moryfie cy y cKnaAy ca HnaHOM 158. - 161. 3aKOHa o jaBHMM Ha6aBKaiwa, o Heiwy Tie ce 
cam/iHUTM AHeKc oKBMpHor cnopa3ywia.

Hwiajy?iw y bway Aa je y cioiaAy ca MnaHOM 158. 3aKOHa o jaBHUM Ha6aBKawia noTpe6a 3a 
M3MeHOM oKBMpHor cnopa3yivia Hacrana s6or okojihoctm Koje caseciaH Hapy4nnau Huje Morao Aa 
npeABi/iAM, H Aa ce LiSMeHOM ne iviehba npwpoAa yr0B0pa, BpeAHOCT okbmphot cnopa3yivia Mo>Ke Aa ce 
noBefia anw He B/iue oa 50% BpeAHOcm npBo6wTHor oKBMpHor cnopa3ywia.

KaKO 6m ce o6e36eAno KOHTMHyMTeT y CHa6AeBatoy 3ApaBCTBeHnx ycTaHOBa Koje cy 
KopucHMUM OKBMpnor cnopa3ywia, neKOBKMa Koju cy npeAMeT ncTor, p,a MCTeKa nepnoAa Ba>KeHsa 
OKBMpHor cnopa3ywia m o6e36eF)MBahba npeAMeTHMx neKOBa y hobom nocTynKy jaBHe HaSaBKe, 
yroBopHe cipaHe cy camacHe Aa npMCTyne 3aKrbyqeHay aHeKca OKBMpHor cnopa3ywia kojmm ce y 
CKnaAy ca MnaHOM 158. 3aKOHa o jaBHMM HaSaBKaMa, noeefiaBa BpeAHOCT oKBMpHor cnopa3yMa 3a 
50% y OAHOcy Ha BpeAHOCT npBoSuTHO 3aKTbyMeH0r oKBnpHor cnopa3yMa.

CipaHe y cnopa3yiwy cy camacHe Aa ce 36or n3MeHe BpeAHocTu OKBupnor cnopa3ywia He 
BpLuti M3MeHa KonHMMHa HaBeAeHnx y npniiory 2 OKBMpHor cnopa3ywa, mvtajy1iM y BMAy Aa cy ticTe 
OKBHpHe 3a nepnoA Ba>KeKba OKBMpHor cnopa3yMa, m Aa yi<ynHe yroBopeHe Konu^iiHe Ao6apa( y 
CKnaAy ca TaMKOM 2.6 OKBMpHor cnopa3yMa, 3aBi/ice oa noTpe6a Kynaua n Mory ce pasjiMKoeaTM oa 
KontmuHa HaBeAeHnx y Cneunc^nKaMMjn neKOBa ca ueHaiua (ripunor 2), anu Aa ce y npnnory 2 
6pniue KonoHa ,,yKynHa LieHa 6e3 flflB-a“, Kao u peAOBu ,,yKynHa BpeAHOCT oKBUpHor cnopa3ywia 6e3



flflB-a“, „M3H0C nflB-a", p,yKynHa BpeflHOCT oKBupHor cnopa3yivia ca nflB-OM" w pß ce BpeflHOCT 
cnopa3yMa flectniHiiLue csmmm cnopasyMOM.

HnaH 1.

Y Okbmphom cnopa3yMy, H3a nnaHa 2. „nPEflM ET CnOPA3yMA“ flOflaje ce MnaH 2a. 
„B P E flH O C T  O K B H P H O r C n O P A 3 yMA" koJm rnacw: „yKynna BpeflHOCT 0B0r cnopa3yMa h3hocm 
1.135.970.437,50 flMHapa 6e3 IlflB, oflHOCHO 1.249.567.481,25 «qnHapa ca nflB .“

HnaH 2.

CBe Apyre oflpeflöe OKBupHor cnopa3yMa ocTajy Ha cHa3n oHaKO KaKO mace.

HnaH 3.

OBaj AHeKC OKBupHor cnopa3yivia caHHH=eH je y 2 (aba) wcTOBeTHa npwviepaKa Ha cpncKOM 
je3MKy, v\ to  3a CBaKy cTpaHy noTnucHWKa aHeKca OKBwpHor cnopa3yivia no je^aH npwiviepaK.

CacTaBHH fleo OBor AHeKca OKBMpHOr cnopa3yMa je:

flpunor 2 OKBupHor cnopa3yivia - CneuMCjii/iKauwja neKOBa ca qeHawia

HAPyMMJlAU flOBABibAH

VELEXFARM  d.o.o.



npmor 2 O K B M P H o r  c n o P A 3 Y M A  - c h e u ^ w k a u ^ j a  jieka ca liehom

floöaBrban: Velexpharm doo
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JasMHa
neKä KOJIMSMHa JeflMHMMHa qena 

6e3 riAB CTona HflB

11 okrelizumab bocica 0014008 Corpos

Hemofarm AD 
Vrsac u saradnji sa 

F.Hoffman La 
Roche LTD.

koncentrat za 
rastvor za infuziju 300mg/10ml 1.250 605.850,90 10%

CmpaHa 1


