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(y flarbeM TekcTy: flo6aB/baM)

flaHa__ . .2023. roAune 3aKJtydyjy

AHEKC OKBHPHOrCnOPA3yMA BP. 40-1/23

3A JABHY HABABKY J1EK CA J1HCTE U J1IMCTE J1EKOBA - RITUKSIMAB BEZ NATRIJUM-
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NPETXOAHA KOHCTATAUMJA

HapynunaM u flo¢aBrban KOHCTaTyjy Aa cy AaHa 28.03.2023. roAUHe, hskoh cnpoBefleHor
nocTynKa 3a jaBHy HaodaBKy JleK ca JlucTe L4 JlucTe neKOBa - rituksimab bez natrijum-hidroksida, 6poj
404-4-110/23-9, 3aicrbyMMJin Okbmphh cnopa3yM 6p. 40-1/23, npeAweTHe jaBHe HacaBKe (y Aa/teM
TeKCTy: Okbhphh cnopa3yM), 3a nepuoA oa 12 (ABaHaecT) Meceuw paMyHajyfin oa AaHa
noTnucnBa”~a. V CKnaAy ca TaHKOM 2.6. OKBnpHor cnopa3ywia KonunuHa Ao6pa Koje je npeAMeT
OKBnpHor cnopa3yMa HaBeAeHor y CneuncfinKkaMnjn neKa ca ueHOM (ripunor 2) je OKBnpHa KonumiHa
3a noTpede Kynaua 3a nepnoA Ba~e”a OKBMpHOr cnopa3yMa.

Kai<o cy npunuKOM peann3aqnje OKBupHor cnopa3yMa 3ApaBCTBeHe ycTaHOBe Ha OCHOBy ucTor
3aKThyMHBaxie yroBope Ha KonunuHe Koje cy mm noTpedéHe n oAo6peHe oa CTpaHe <J>o0HAa, yTBpfjeHO je
Aa noTpeb6e 3ApaBCTBeHux ycT3HOBa npeMaiuyjy OKBnpHe KO/iMHUHe AecftuHMcaHe y npunory 2
OKBupHor cnopa3yMa, y CKnaAy ca Koji/iMa je OApeFjeHa u BpeAHOCT OKBupHor cnopa3yMa.

MnaHOM 13. OKBupHor cnopa3yMa 6p. 40-1/23 oa 28.03.2023. roAUHe, Ae<$HHwcaHO je fla cy
M3MeHe ¥i AonyHe OKBupHor cnopa3yiwa Moryfie cy y citnaAy ca H/iaHOM 158. - 161. 3aKOHa o jaBHHM
HadaBKawia, o Meiwy Tiece cam/iHMm A hcke OKBupHor cnopa3yMa.

UMajyfin y Bi/iAy Aa je y CKnaAy Ca nnaHOM 158. 3aKOHa O jaBHUM HadaBKawia noTpesa 3a
n3MeHOM oKBupHor cnopa3yMa nacTana 36or okojihocth Koje caBecTaH Hapysunag Huje Morao Aa
npeABMAnNn, u Aa ce M3MeHOM He Metta npupoAa yroBopa, BpeflHOCT OKBupHor chopa3yMa MO>ke Aa Ce
rioBefha ann He Bnwe oa 50% BpeAHOCTU npBoRnTHor OKBupHor cnopa3yMa.

Kako 6m ce 00e30eAno KOHTWHywTeT Y CHaOAeBanby 3ApaBCTBeHi/ix ycTaHOBa Koje CY kopmchmlim
OKBupHor cnopa3ywia, neKOM Koju je npeAMeT MCTor, ao ucTeKa nepuoAa Ba>Kett>a OKBupHor
cnopa3yMa W 00e30eT]MBan=a npeAMeTHnx neKOBa y hobom nocTynKy jaBHe HabdaBKe, yroRBopHe
CTpaHe cy carnacHe Aa npucTyne 3aKrbyMeH=y aHeKca OKBupHor cnopa3yMa KojuM ce y CKnaay ca
HnaHOM 158. 3akOHa O jaBHUM HadaBkKaMa, NOBefiaBa BpeAHOCT OKBupHor cnopa3yMa 3a 50% vy
OAHOcy Ha BpeAHOCT npBOOMTHO 3ai<rbyMeHor OKBupHor cnopa3yMa.



MnaH 1.

y OKBupHOM cnopa3yMy, Merma ce Ta™Ka 7.1 TaKO fla macu: ,YKynHa Bpef[HOCT oBor
cnopa3ywia U3Hocm 53.951.820,00 fluHapa 6e3 flfIB, oahocho 59.347.002,00 filuHapa ca fIfIB*.

M/iaH 2.

CBe flpyre Oflpefloe OxBMpHor cnopa3yivia 6p. 40-1/23 oa 28.03.2023. roflUHe ocTajy Ha
CH33M oHaKO Kara mace.

HnaH 3.

OBaj AHeKC OKBupHor cnopa3yMa cam/ihteH je y 2 (Asa) ncTOBeTHa npi/iMepKa Ha cpncKOM
je3MKy, wto 3a CBaKy CTpaHy noTnucHUKa aHeKca OKBi/ipHOr cnopa3yMa no jeaaH npwviepaK.
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