
HAPVHUJIAU:

Peny6/iMHKM (Jjoha 3a 3ApaBCTBeHO ocMrypahbe, BeorpaA, yn. JoBaHa MapMHOBnFia 6p. 2 , Kora 
3acTyna B.fl. AiipeKTopa npocf). flp Cahba PaAojeBuFi l±lKOflpnli
MaTUMHM 6poj: 06042945 
nHB: 101288707 
(y  fla/teM  TeKCTy: O oha)

flOBABJbAH:

Farmalogist d.o.o., yn. MnpnjeBCKM 6yneBap 6p. 3, M3 Beorpafla, Kora 3acTyna AupeKTop 
flaHMjena PaAMaHOBMfi
MaTM^HM 6poj: 17408933 
riMB: 100270693 
(y  fla/teM  TeKCTy: flo6aB/taH)

flaHa .2022. roflMHe 3aicrbyHyjy

AHEKC II OKBMPHOr CnOPA3yMA BP. 73-2/21
3A JABHY HABABKY UMTOCTATMLJM CA J1MCTE B M J1MCTE fl JIMCTE J1EKOBA

JH BP. 404-1-110/21-24 

3A riAPTMJE 7, 23, 24, 29, 39, 44, 45, 47, 49 u 57

nPETXOflHA KOHCTATAUMJA

<t>oHfl m floGaBitaM KOHCTaTyjy p,a cy AaHa 07.10.2021. roAMHe, HaKOH cnpoBefleHor 
OTBopeHor nocTym<a 3a jaBHy Ha6aBKy LjMTOCTaTMLiM ca JlucTe B u JlucTe fl JlucTe neKOBa, 6poj jaBHe 
Ha6aBKe 404-1-110/21-24, 3aicrbyHMnM Okbmphm cnopa3yM 6p. 73-2/21, 3a napTMje 2, 7, 23, 24, 29, 
39, 44, 45, 47, 49 m 57 (y AarbeM TeKCTy: Okbmphm cnopa3yM) m flaHa 09.06.2022. roAMHe AHeKC 
OKBnpHor cnopa3yMa. Okbmphm cnopa3yM 3aKrbyHeH je Ha nepnoA oa 12 (ABaHaecT) MeceuM oa AaHa 
npMMeHe, a npMMefoyje ce oa AaHa noTnMCMBahba 3a napinje 44, 45, 47 m 57, oa AaHa 09.10.2021. 
roAMHe 3a napTMjy 49, oahocho, oa flaHa 21.10.2021. roAMHe 3a napTMje 2, 7, 23, 24, 29 m 39.

flaHa 17.06.2022. roAMHe, okbmphm cnopa3yM 6p. 73-2/21 je pacKMHyT 3a napTMjy 2 - 
melfalan, prašak i rastvarao za rastvor za injekciju/infuziju janMHe 50mg, cxoaho 0ApeA6awia nnaHa 
14. TanKa 14.1. oKBMpHor cnopa3yMa.

flo  AaHa 17.06.2022. roAMHe, no okbmphom cnopa3yMy 6p. 73-2/21 floSaBrban je 
3ApaBCTBeHMM ycraHOBaivia McnopyHMo KonMMMHy oa 235 6oMML(a npeAMeTHor neKa, aok je 
Hepea/iM30BaHa KormHMHa oa 265 6oHML|a. HepeanM30BaHa BpeAHOCT 3a napTMjy 2 m3hocm 
8.491.660,00 AUHapa 6e3 llflB -a.

y CKnaAy ca TaMKOM 2.6. OKBMpHor cnopa3ywia KoriMMMHe neKOBa HaBeAeHe y 
CneMMcjDMKauMjM neKOBa ca MeHaivia (ripMnor 2 oKBMpHor cnopa3yMa) cy OKBMpHe KOJiMHMHe 3a 
noTpeče Kynaqa 3a nepnoA Ba>Ketoa oKBMpHor cnopa3yivia.

ripMnMKOM peanM3ai4Mje OKBMpHor cnopa3yMa, yTBpfjeHO je Aa noTpeče 3ApaBCTBeHMX 
ycTaHOBa npeMamyjy OKBMpHy KonMHMHy Aec)3MHMcaHy y f1pMnory 2 Okbmphot cnopa3yMa.

MnaHOM 12. TanKOM 12.1. OKBMpHor cnopa3yMa, Aec|3MHMcaHO je Aa cy M3MeHe m AonyHe 
oKBMpHor cnopa3yMa Moryfie cy y cicnaAy ca MnaHOM 158. - 161.  3aKOHa o jaBHMM HaSaBKaivia, o neiviy 
fie ce caHMHMTM AHeKC oKBMpHor cnopa3yMa.

HMajyfiM y BMAy Aa je y cxnaAy ca HJiaHOM 158. 3aKOHa o jaBHMM Ha6aBKawia noTpe6a 3a 
M3MeHOM oKBMpHor cnopa3yMa HacTana 36or oKonHocTM Koje caBecTaH HapyHMnaL( HMje Morao Aa 
npeABMAM, m Aa ce M3iweHOM He Mehba npMpoAa yroBopa, BpeAHOCT oKBMpHor cnopa3yivia Mo>Ke Aa ce 
noBefia anv\ He BMiiie oa 5 0 %  BpeAHOCTM npBo6MTHor oKBMpHor cnopa3yMa.



KaKO 6m c e  o6 e 3 6 e f l n o  KOHTMHyuTeT y CHaSfleBahby 3flpaBCTBeHnx ycTaHOBa KOje cy 
KopMCHmiM OKBnpHor cn o p a 3yMa, floSpuMa Koja cy  npeflMeT MCTor, ,qo MCTeKa nepno,qa B a te íta  
OKBnpHor cnopa3yMa m o6e36e!]MBahba npeflMeTHMX ,qo6apa y hobom  nociynKy jaBHe Ha6aBKe, 
yroBopHe cTpaHe cy ca m a c H e  fla npMCTyne 3aKfbyHehby aHeKca II OKBMpHor cnopa3yivia Kojuwi ce y 
CKna,qy ca nnaHOM 158. 3 a K O H a  o jaBHMM Ha6aBKaMa, noBefíaBa BpeflHocT oKBMpHor c n o p a 3 y M a  3a 
5 0 %  y oflHocy Ha npBo6nTHy BpeflHocT oKBMpHor cnopa3yivia yMafceHy 3a HepeanM30BaHy KonuMMHy 
neKa melfalan, Koju je 6mo npeflMeT napTuje 2.

C Tp a H e  y cn o p a 3yM y c y  c a m a c H e  fla ce 36 o r M3MeHe BpeflHOCTn O KBnpH or c n o p a 3yivia He 
BpuiM M3MeHa KonMMUHe HaBefleHe y r ip m io ry  2  OKBMpHor cn o p a 3yMa, mwajyfin y  BMfly fla je  ncTa  
OKBnpHa 3a nepuofl Bawehba OKBM pHor c n o p a 3yivia, m fla yKynHa yro B o p e H a  KonunuHa flo 6 pa, y 
CKJiafly ca  TanKOM 2.7 OKBMpHor c n o p a 3yMa, 3aBncn ofl n o Tp e 6 a K yn a q a  m Mowe ce  p a 3ni/iKOBaTn ofl 
KonMMUHe HaBefleHe y CneMuc^nKaMHjH neKOBa ca LieHaMa (f lp u jio r  2 ), a n u  n a  ce  y n p u n o ry  2  6 p niuy 
KonoHe ,,YKynHa ueHa 6 e 3 n f lB -a " , ,,H3hoc n f lB -a “ m „YKynHa LteHa ca n flB -o M ", peflOBM „YKynHO 3a 
napTM jy 7" m „YKynHO 3a n a p in jy  39, Kao ia peflOBM ,,YKynHa BpeflHocT oKBMpHor cn o p a 3ywia 6 e 3 n f lB -  
a", ,,M3h o c n f lB -a "  m ,,YKynHa BpeflH ocT oKBMpHor cn o p a 3yMa ca  n f lB -o M “ w fla ce  BpeflHocT 
c n o p a 3yMa flecjDMHmue caiviMM c n o p a 3yMOM.

HnaH 1.

Y Okbmphom cnopa3yMy, m a  nnaHa 2. „nPEflMET CnOPA3yMA" floflaje ce HJiaH 2a. 
„BPEflHOCT OKBMPHOr CnOPA3YMA“ Koju macu: „YKynHa BpeflHocT 0B0r cnopa3yMa H3H0CH 
350.470.918,80 flMHapa 6e3 flflB, oahocho 385.518.010,68 flMHapa ca flflB .“

HnaH 2.

CBe flpyre 0flpefl6e OKBMpHor cnopa3yMa 73-2/21 o a  07.10.2021. roflMHe w aHeKca oKBMpHor 
cnopa3ywia ocTajy Ha CHa3M OHaKO KaKO mace.

MnaH 3.

OBaj AHeKC II OKBMpHor cnopa3yivia canufteH je y 2  (flBa) MCTOBeTHa npMMepaKa Ha cpncKOM 
je3MKy, m to  3a CBaKy CTpaHy nomucHUKa aHeKca OKBMpHor cnopa3yMa no jeflaH npuMepaK.

CacTaBHM fleo 0B0r AHeKca II oKBMpHor cnopa3yMa je:

flpunor 2  O K B M p H o r  cnopa3yMa -  CneL4Mc}3MKaLiMja n e K O B a  ca MeHaiwa

HAPyHMJIAM flOBABJbAH

Peny6jiMHKM $OH,q 3a KCt Farmalogist d.o.o.
3flpaBCTBeHO ocurypait>e f



n p u n o r  2 O K B M P H O r  C n O P A 3y M A  - CriEUMOMKALlMJA jiekoba c a  u e h a m a  
JABHA HAEABKA: I4MTOCTATMLIM C A  J1MCTE E  W J1MCTE fl J1HCTE JIEKOBA, JH 6p. 404-1-110/21-24

floôaBrtaM: Farm alogist d.o .o.

Spoj
napTMje

Ha3MB nap in je JKTl
3aLUTMfieHM H 3 3 K B  

noHyf)eHor fl06pa
npOM3BOT]aM OapMaueyTCKM o 6jimk JanuHa Jie Ka JeAUHMua Mepe Ko jih  h MH a

JeflMHMMHa
LieHa

CTona PlflB-a

7 metotreksat
0034180 M E T H O T R E X A T E  P FIZER Pfizer (Perth) P T Y .L M e d

rastvor za injekciju
50 mg bočica 10.000 353,05 10%

0034181 M E T H O T R E X A T E  P FIZER Pfizer (Perth) PTY,Limited 500 mg bočica 4.000 2.490,71 10%

23 kapecitabin 500mg
1034343
1034445
1034442

C A P E C ITA B IN E  
P H A R M A S W IS S  0/ 

X ALV O B IN  0/ K A P E TR A L0

PharmaSwiss d.o.o/ 
Remedica Ltd/ Remedica 

Ltd.
film tableta 500 mg tableta 1.250.000 73,84 10%

24 vinkristin 0030040 V IN C R IS TIN E  P FIZER Pfizer (Perth) PTY,Limited
rastvor/prašak za rastvor za 

injekciju/infuziju
1 mg bočica 10.000 587,65 10%

29 docetaksel 80mg 0039728 D O C E T A X E L A C T A V IS
Actavis Italy S .P.A.; 

S.C.Sindan-Pharm a S.R.L.
koncentrat za rastvor za infuziju 80 mg bočica 8.000 8.529,90 10%

39 oksaliplatin

0031364
0031402

O X A LIP L A TIN -P L IV A  / 
O X A L IP IA T IN  E B E W E

Pharmachemie B.V.; Pliva 
Hrvatska d.o.o./ Ebewe Pharma 

Ges. M.B.H NFG. KG koncentrat/prašak za rastvor za 
infuziju

50 mg bočica 12.000 973,41 10%

0031365
0031403

O X A LIP LA TIN -P LIV A  / 
O X A LIP LA TIN  E B E W E

Pharmachemie B.V.; Pliva 
Hrvatska d.o.o./ Ebewe Pharma 

Ges. M.B.H NFG. KG
100 mg bočica 10.000 1.763,54 10%

44 leuprorelin, 3 ,6  m g 0037068 L E U P R O R E L IN  S A N D O Z

Ebewe Pharma Ges.M.B.H NFG 
KG; Sandoz GmbH; Ever 

Pharma Jena GmbH
im plant u napunjenom  

injekcionom  špricu
3,6mg injekcioni špric 60 6.473,96 10%

45 leuproreiin, 5 mg 0037067 L E U P R O R E L IN  S A N D O Z
Ebewe Pharma Ges.M.B.H NFG 

KG; Sandoz GmbH; Ever 
Pharma Jena GmbH

im plant u napunjenom  

injekcionom  špricu
5mg injekcioni špric 20 12.264,53 10%

47
leuprorelin, 3,75 mg u terapiji dijagnoze 

C61
0037023 L U T R A T E  D E P O G P  Pharm, SA

prašak i rastvarao za suspenziju 
za injekciju u napunjenom 

injekcionom špricu
3,75 mg injekcioni špric 60 7.651,15 10%

49 leuprorelin, 22,5 mg 0037024 L U T R A T E  D E P O G P  Pharm, SA
prašak i rastvarač za suspenziju 

za injekciju u napunjenom 
injekcioni špricu

22,5 mg injekcioni špric 600 20.583,72 10%

57 kalcijum folinat, 100 mg 0184108
C A L C IU M  F O LIN A T  

S A N D O Z
Ebewe Pharma Ges.M .H. 
N F G . K G ; Sandoz Gm bH

rastvor za injekciju 100 mg ampuia 5.000 689,71 10%
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