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flPEUCTABHHHITBO BEOfPAA
Peny6j7MMKM 4>oha 3a 3^ipaBCTBeHo ocnrypaft»e, yn. JoBaHa MapuHOBuTia 6p. 2, Eeorpafl, Kora, 
no Peuiert>y o npeHocy OB/iamfiefea b ,a . A u p e K T o p a  npo$. flp Catba PaflojeBMTi LUkoapmTi 12 
Spoj: 031-461/18 ofl 31.10.2018. roflime, 3acTyna aupeKTop CeKTopa 3a jaBHe HaSaBKe Mapuja 
ATaHacMjeBuTi
MaTMMHM Spoj: 06042945 
nHB: 101288707
Bpoj panyH a: 840-26650-09 Koju ce boam koa YnpaBe 3a T pe3op  
(y f la rb e M  TeKCTy: <$oha)

flOBABJbAH:

V EG A  d.o.o., ii3 BarbeBa, y/i. ByKa KapagiiFia 6p. 41, K o ra  3 a c T y n a  flMpeKTop PaflOMiip 
MnafleHOBMTi
MaTUMHM Spoj: 07666063 
FlUB: 101492908
Bpoj paHyHa: 160-14998-90 koju ce boam  koa Banca Intesa 
(y fla /teM  TeKCTy: floSaBrban)

flaHa <2 ^ .03.2022. roflMHe 3axrbyHyjy

AHEKC OKBMPHOr CnOPA3YMA BP. 29-8/21 
3A JABHY HABABKY OPMrMHAJ1HMX M MHOBATMBHMX J1EKOBA 

BP. JH: 404-1-110/21-7 
3A nAPTMJy 8 u 18

nPETXOflHA KOHCTATAUMJA

O o h a  n  f lo č a B rb a M  KOHCTaTyjy a a  c y  f la H a  01 .06 .2021 . roflMHe, HaKOH c n p o B e f le H o r  nocTym <a 
3a  ja B H y  H a S a B K y  O pM ri/ iH ariH M  m M HO BaTHBHn neKO BH , S p o j  ja B H e  H a S a B K e  4 0 4 - 1- 110/21 -7 , 
3aK T byM n nn  O kbm phm  c n o p a a y M  6 p. 29 -8/2 1 , 3a  n a p n / ije  8 u 18 n p e f lM e T H e  ja B H e  H a S a B K e  (y A a rb e M  
TeKCTy: Okbm phm  c n o p a 3yM ), 3a n e p n o A  o a  12 (A B a H a e cT )  iv ieceun  paHyHajyfii4  o a  A a H a  
n o T n n cn B a tt> a . V  c K n a A y  c a  t 3mkom 2 .6 . O K B i ip H o r  c n o p a 3yiv ia  KO fM HM Ha A o S a p a  K o ja  c y  n p e A M e T  
O K B n p H o r  c n o p a a y M a  H3 B e A e H i ix  y  Cnei_[ncJ>HKaMi/ijM J ieK O B a  c a  L je H aM a  ( P lp u n o r  2) je  oKB i/ipHa 
KonuM nHa 3a n o T peS e  Kyna i4a 3a n epw o A  Ba>Kefca 0KBMpH0r cnopa3yw ia .

n p u n u K O M  p e a rtM 3aM M je O K B M p H o r c n o p a s y M a ,  yTBp f]eH O  je  f l a  noTpeSe 3A p a B C T B e H M x  
y cT a H O B a  n p e iw aLuy jy  O K B n pH e  K on uH M H e  Aecf)W H i/icaHe y  n p w n o r y  2 O K B M p H o r cn o p a a y iv ta .

M n aH O M  12 . O K B n p H o r  c n o p a 3y M a , Ae<t>WHMcaHo je  A a  c y  i/i3M e H e  w A o n y H e  O K e n p H o r 
c n o p a 3y M a  M o r y f ie  c y  y  c K n a f ly  c a  n n a H O M  158 . -  161 . 3 aKO Ha o  jaB H U M  H a S a B K a M a , o  H e iu y  f ie  c e  
caMMHMTM A H eK C  0 KBMpH0r  c n o p a 3y iu a .

M M ajyF iH  y BM Ay A a  j e  y cKnaAy ca n n a H O M  158 . 3 aK 0 Ha o jaBH i/iM  H a 6a B K a M a  n o T peS a  3a  
M3MeHOM 0KBMpH0r cnopa3yMa Hacrana 36or okojihoctm Koje caBecTaH HapyMwnau Huje Morao Aa 
npeABMflH, m Aa ce M3MeH0M He iviehba npupofla yroBopa, BpeflHOCT OKBnpHor cnopa3yiwa MO>Ke Aa ce 
noBeha anu He Burne oa 50%  BpeAHOCTM npBo6MTHor oKBnpHor cnopaayMa.

KaKO  6 m c e  o S e 3S e A n o  KOHTi/iHynTeT y  C H a6A e B a tfc y  3A p a b c tb e h m x  y cT a H O B a  K o je  c y  
KopncHwi_|i/i O K B iip H o r  c n o p a 3yw ia, n e K O B U M a  Ko ju  c y  n p e A M e T  ncT O r, a o  M CTeKa n e p n o A a  B aa ieh ba  
O K B H p H o r  c n o p a 3y M a  u o 6 e 36eF}MBaH>a n p e A M e T H n x  neKOBa y  h o b o m  n o cT y n K y  ja B H e  H a S a B K e , 
y r o B o p H e  C T p a H e  c y  c a r n a c H e  A a  n p u c T y n e  3aK fhyM fit+ .y a n e K c a  O K B n p H o r  c n o p a 3yw ia  Kojnivt c e  y 
c K J ia A y  c a  M naHOM  158 . 3 aK O H a  o  jaBH i/iM  H a S a B K a M a , n o B e ^ a B a  B peA H O C T  o KB i/ ipH o r c n o p a 3y M a  3a  
10%  y  o A H o c y  Ha B peA H O C T  n p B 0 6 wTH0 3a K rb y M e H o r  O K B n pH o r c n o p a 3yM a .

CTpaHe y cnopa3yMy cy carnacHe Aa ce 36or n3MeHe BpeAHOCTu OKBnpHor cnopa3yMa He 
BpLUM H3iweHa koji mh u Ha HaBeA&HMx y f lpn jio ry  2 OKBnpHor cnopa3yMa, mviajyfin y BHAy Aa cy ncTe 
oKBMpHe aa nepw oA  Ba>Ketea OKBMpHor cnopa3ywia, m Aa yKynHe y ro B o p e H e  KonuHMHe Ao6apa, y 
CKnaAy ca  TaMKOM 2.6 OKBMpHor cnopa3ywia, 3aB^ce oa noTpeSa Kynaqa w wiory ce pa3nnKOBaTM oa 
KOJiHMHHa HaBeAeHMX y CneMuc^iiKaunjM neKOBa ca ueHaivia (npunor 2), anu Aa ce y npnnory 2 
Spm ue KonoHa ,;yKynHa LieHa Se3 n flB -a ", Kao u peAOBu ,,YKynHa BpeAHOCT oKBupHor cnopa3yivia Se3



n f lB - a “ , ,,H 3H0 C n f lB -a " ,  „yK yn H a  B pe flH ocT  oKBwpHor c n o p a 3ywia c a  I lf lB -o M "  m ,qa c e  B peßH ocT  
cnopa3yMa flecjDWHMwe caMWM cnopa3yMowi.

H jia H  1.

Y  OKBMpHOM cnopa3yMy, M3a Hnana 2. „P IPE flM ET  C n O P A 3 y M A "  A O A a je  ce nnaH 2a. 
„ B P E f lH O C T  O K B H PH O r C n O P A 3 y M A “ Koju macu: „yKynHa BpeflHOCT 0B0r cnopa3ywa h3hocm 
1 6 5 .0 4 6 .9 5 8 ,8 2  flnHapa 6e3 I l f lB ,  oahocho 1 8 1 .5 5 1 .6 5 4 ,7 0  fli/iHapa ca i l f lB . "

H n a »  2.

Cße flpyre o,qpefl6e OKBKpHor cnopa3ywia ocTajy Ha CHa3M OHaKO KaKO m ace.

MnaH 3.

OBaj AHeKc OKBupHor cnopa3yivia c a n te e n  je y 2 (ßBa) MCTOBeTHa npuMepaKa Ha cpncKOM 
je3MKy, M to 3a cBaKy cTpaHy noTnucHMKa aHeKca OKBi/ipHor cnopasywia no jeflaH npwvtepaK.

CacTaBHH ,qeo oßor AHeKca oKBUpHor cnopasyiua je:

npMrtor 2 OKBupnor cnopa3ywia - CneMMcfMKaMi/ija neKOBa ca qeHaMa

HAPyWWlAU flOBABJbAH

PenyÖ JiM M KM  4 >o h a  3a 3 f lp a B C T B e H o  o c u r y p a t b e
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npwior 2 OKBHPHOr CnOPA3YMA -  CnEl4M0HKALlHJA HE KO BA CA LJEH AM A

f lo ö a B J t a M :  V e g a  d o o

5po j napTMje Ha3MB JeAUHMua Niep© jKn
3aiuTHlieKM :

H33MB
noMy^eHor

f lo épa ,

npoMSBolja«) OapMaiieyTCKtf
o5/iwk KOflHHMHa JaMMHa fiGKa JeA‘ UleHa 

6 e 3 f lf l6 -a

8 natalizumab bočica 0014403 TYSABRt Biogen (Denmark) 
Manufacturing A PS

koncentrat za 

rastvor za infuziju
341 300mg/15ml 166.453,36

18 sorafenib tableta 1039151 NEXAVAR  0

Bayer AG;

Bayer Healthcare 
Manufacturing S.R.L.;

Bayer Farmacevtska 
Družba d.o.o.

film tableta 32.256 200 mg 2.891,93

Cm paHa 1


