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HAPyHMJlAL4:

Peny6nnMKii 4>OH,q 3a 3,qpaBCTBeHO ocnrypatt3e, yn. JoBaHa MapnHOBnfia 6p. 2, Eeorpaa, Kora, 
no PeujeH3y o npeHOcy OBnauiTieHaa B . f l .  flnpeicropa npocf). flp  CaHsa PaflojeBnFi lilKOflpnTi 12 
6poj: 031-461/18 ofl 31.10.2018. roflHHe, 3acTyna flMpeKTop CeKTopa 3a jaBHe Ha6aBKe Mapnja 
A T a H a c n je B M li
MaTHHHM 6poj: 06042945 
nHB: 101288707
B p o j pa M yH a: 840-26650-09 Kojn ce b o a h  k o a  Y n p a B e  3 a  T p e 3 o p  

(y flarbeM TeKCTy: O o h a )

flOBABJbAH:

INPHARM Co. d.o.o., aflpeca 6p. BaTajHMHKM flpyM 23, M3 Beorpafla - 3eMyHa, Kora 3acTyna 
flMpeicrop BMn>eM JoBaHOBMfi
MaTMHHM 6poj: 07396023 
nMB: 100281671
Bpoj paMyHa: 330-4007926-43 Kojn ce BOflM koa Credit Agricole Banke 
(y flarbeM TeKcry: flo6aBfbaH)

P.aHaty) 021. roflMHe 3aKrbynyjy

nPETXO flHA KOHCTATAUMJA

O o H fl n  f lo 6 a B r b a H  KOHCTaTyjy f la  cy f la H a  0 1 .0 6 .2 0 2 1 .  ro flM H e , HaKOH c n p o B e f le H o r  nocTynKa 3a 

ja B H y  H a 6 a B K y O p n rn H a n H n  u  HHOBaTMBHM ne K O B n, 6poj ja B H e  H a6a B K e 4 0 4 - 1 - 1 1 0 /2 1 - 7 ,  3 a itrb y H M n n  

O k b /p h m  c n o p a 3 y M  6p. 2 9 - 9 /2 1 ,  3 a  napTnje 2 2  m 2 3 , n p e flM e T H e  ja B H e  H a 6 a B K e  (y  f la r b e M  TeKCTy: 

O kbm phm  c n o p a 3 y M ), 3a  nepnofl o f l  5  (neT) M e c e u n  panyH a jy liM  o f l  f la H a  n o T n n c n B a h b a . V  c « n a f ly  c a  

T3HK0M  2 .6 .  O K B n p H o r c n o p a 3 y M a  K onnH M H a flo6apa Koja c y  n p e f lM e T  O K B n p H o r c n o p a 3 y M a  

H a B e fle H n x  y C neM ncjDHKaLinjn neK O B a c a  M eH aM a ( l l p n n o r  2 ) je  O KBnpH a KonnHM H a 3a  noTpe6e 
K yna i4a  3a  nepnofl Ba>KeH=a O K B ^p H o r c n o p a 3 y M a .

KaKO c y  np n n n K O M  p e a n n 3 a q n je  O K B M pH or c n o p a 3 y M a  3 flp a B C T B e H e  ycT a H O B e Ha 0 C H 0B y ncTor 
3a K T byH H B a ne  y ro B o p e  Ha KonMHMHe K oje  c y  m m  n o T p e 6 H e  m o f lo 6 p e H e  O fl C TpaH e O o H fla ,  yTBp?]eHO  je  

f l a  n o T p e 6 e  3 flp a B C T B e H n x  ycT a H O B a npeManiyjy OKBnpHe K o n n n n H e  fle c |)H H H ca H e  y  n p n n o r y  2  

O ic D n p n o r o n o p a o y M Q , y  o ic n a fly  c o  ico jnM a j c  O flpeF )eH a  u BpeflHO CT O k B n p n O i u iu p c u y iv id .

HnaHOM 12, oKBnpHor onopa.3yMa 6p 99-9/91 ry\ D1 n fi? n ? l rn ^ u p , ^PrjiMUMr?Ho j-? fl? cy 
M3MeHe m flonyHe OKBnpHor cnopa3yMa Moryfie cy y cicnafly ca nnaHOM 158. - 161. 3aKOHa o jaBHMM 
Ha6aBKaMa, o neMy fie ce caHMHUTH A hckc OKBnpHor cnopa3yMa.

H M a jy f in  y  B M fly  f l a  je  y  C K n a f ly  c a  n n a H O M  1 5 8 . 3aKO Ha o  jaB H H M  H a 6 a B K a M a  noTpe6a 3a 

n3M eH O M  OKBnpHor c n o p a 3 y M a  HacTana 3 6 o r  0K0nH0CTM Koje caBecTaH Hapynnnai4 H n je  M o ra o  f la  

npeflBMfln, n f la  c e  ui3MeHOM He MeH=a n p n p o f la  yroBopa, BpeflHOCT OKBnpHor c n o p a 3 y M a  MO>Ke fla  c e  

n o b e T ia  a iM  He B i/iiue  o f l  5 0 %  R pp flH nr.T u i n p R o 6 u T H o r G K B npH or c n o p a 3 y M a .

KaKO 6m ce o 6 e 3 6 e f ln o  KOHTi/iHynTeT y  C H a 6 fle B a h b y  3 flp a B C T B e H n x  ycT a H O B a Koje c y  ko p h ch m m h  

O K B M pH or c n o p a 3 y M a , neK O B H M a K o jn  c y  n p e f lM e T  n c T o r, f lo  ncT e K a  n e p n o f la  Ba>KeFba O K B n p H o r 

c n o p a 3 y M a  m o 6 e 3 6 e ? jn B a h b a  n p e flM e T H H x  n e K O B a y  h o b o m  n o c T y n K y  ja B H e  H a6a B K e, y ro B o p H e  

C T p aH e c y  c a r n a c H e  f la  npncTyne 3 a K rb y n e fc y  a H e K ca  O K B u p H o r c n o p a 3 y M a  K ojnM  c e  y  c i< n a fly  c a  

nn aH O M  1 5 8 . 3aKO H a o  jaBH M M  H a 6 a B K a M a , n o B e f ia B a  B p e flH o c T  O K B npH or c n o p a 3 y M a  3 a  1 0 %  y 

O flH O cy  Ha BpeflH O C T n p B 0 6 nTH 0 3 a ic rb y H e H o r 0 K B n p H 0 r c n o p a 3 y M a .

AHEKC OKBMPHM CnOPA3YM EP. 29-9/21 
3A JABHY HAEABKY OPMrMHAnHMX H MHOBATMBHMX JIEKOBA 

EP. JH: 404-1-110/21-7 
3A flAPTMJE 22 m 23
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CTpaHe y cnopa3yMy cy camacHe fla ce 3 č o r  M3MeHe BpeflHOCTn OKBnpHor cnopa3yMa He B p m n  

M3MeHa KonnHMHa HaBe,qeHMX y npnnory 2 OKBi/ipHor cnopa3yMa, MMajyfin y BMfly fla cy MCTe OKBnpHe 
3a nepnofl Ba>Kehba OKBnpHor cnopa3yMa, m fla yKynHe yroBopeHe KonnMMHe flo6apa, y CKnafly ca 
TaMKOM 2.7. OKBMpHor cnopa3yMa, 3aBMce Ofl noTpeča Kynai4a n Mory ce pa3nnKOBaTM ofl KonnnnHa 
HaBefleHnx y Cneqn4)MKaMnjn neKOBa ca qeHaMa (llpnnor 2), ann fla ce y npnnory 2 6pmue KonoHa 
,,YKynHa qeHa 6e3 llflB -a “, Kao n peflOBM ,,yKyriHa BpeflHOCT oKBnpHor cnopa3yMa 6e3 n flB -a “ , 
,,M3hoc n flB -a “ , ,,yKynHa BpeflHOCT 0KBnpH0r cnopa3yMa ca nflB-OM“ n fla ce BpeflHOCT cnopa3yMa 
flecjDHHHLue caMHM cnopa3yMOM.

y  o k b m p h o m  cnopa3yMy 29-9/21 Ofl 01.06.2021. ro flM H e , H3a HnaHa 2. „riPEflMET 
CnOPA3yMA“ flOflaje ce H naH  2a. „BPEflHOCT CnOPA3yMA“ kojh rnacn: ,,yKynHa BpeflHOCT o b o t  

cnopa3yMa m3 h o c h  610.151.632,46 flHHapa 6e3 flflB-a, o a h o c h o  671.166.795,71 flHHapa ca f1flB-OM“

CBe flpyre oflpefl6e OKBnpHor cnopa3yMa 6p. 29-9/21 ofl 01.06.2021. roflMHe ocTajy Ha
CH33M 0H3K0 K3K0 mace.

OBaj AHeKC 0KBnpH0r cnopa3yMa caMMhbeH je y 2 (flBa) ncTOBeTHa npnMepaKa Ha cpncKOM 
je3MKy, m to 3a CBaKy CTpaHy noTnncHMKa aHeKca OKBnpHor cnopa3yMa no jeflaH npnMepaK.

CacTaBHH fleo 0 B 0 r  AHeKca OKBMpHor cnopa3yMa je:

flpnnor 2 0KBi/ipH0r cnopa3yMa - CneuncfiMKaMnja neKOBa ca qeHaMa

MnaH 1.

H n a H  2.

H n a H  3.

HAPyHHJlAU flOBABfbAH
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nPHJlOr 2 OKBMPHOr CnOPA3YMA -  CnEU,mmAU,MJA JIEKOBA CA LjEHAMA 

flo6aBfbaH: Inpharm d.o.o.

Bpoj napTnje Ha3MB JeflMHnua Mepe JKJl

3 auiTMlieHM
H33MB

noHyl]eHor
A o6 pa

npon3Bol)aM <t>apMaueyTCKd
o6hmk KoniiHMHa JaMMHa neKa JeA- ueHa 6e3 

H flB -a

22 enzalutamid kapsula 1039602 Xtandi™ ASTELLAS PHARMA 
EUROPE B.V. - Holandija

kapsula, meka 95.088 40 mg 2.954,93

23 abirateron tableta 1039721 ZYTIGA® JANSSEN CILAG S.P.A. - 
Itaiija

tableta 95.520 250 mg 2.865,42
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