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flaH a^_.^ .2023. roflMHe 3aitrbyMyjy

nPETXOflHA KOHCTATAUMJA

cPoHfl n floSaBibaM KOHCTaiyjy p,a cy AaHa 14.7.2021. TOAMHe, HaKOH cnpoBeAeHor nocTynKa 
3a jaBHy Ha6aBKy Maiepujan 3a Anjann3y, 6poj JH 404-1-110/21-6, 3aKTbyHnnn Okbmphm cnopa3ywi 
6p. 43-4/21, 3a napinje 6 , 9, 20, 28, 37, 44 n 52 npeAMeTHe jaBHe HačaBKe (y AaibeM TeKCTy: 
Okbuphm cnopa3yM), 3a nepnoA oa 24 (ABaAeceTHempM) Meceqa paMyHajyfin oa AaHa nomncMBaita. 
y  cicnaAy ca TaMKOM 2.4. OKBMpHor cnopa3yMa KOUMHMHa Ao6apa Koja cy npeAMei Okbmphot 
cnopa3yivia HaBeASHMx y CneMMCjDHKauHja Ao6apa ca qeHaMa (ilpniior 2) je OKBnpHa KonnHMHa 3a 
noipe6e Kynaqa 3a nepnoA Baweita okbmphot cnopa3yMa.

ripniiMKOM peanM3auMje Okbmphot cnopa3yMa, yTBpfjeHO je Aa noipe6e 3ApaBCTBeHMx 
yciaHOBa npeMauiyjy oranpHy rannHHHy AecfwHMcaHy y ripnnory 2 Okbmphot cnopa3ywia.

MnaHOM 13. TaMKOM 13.1. Okbmphot cnopa3yMa, AecjDMHMcaHO je Aa cy M3MeHe m AonyHe 
OKBMpHor cnopa3yMa Moryfie cy y cicnaAy ca nnaHOM 158.-161. 3aKOHa o jaBHMM HačaBKaivia, o HeMy 
he ce canMHMTM AHera okbmphot cnopa3yMa.

UMajyhn y BMAy Aa je y cicnaAy ca miaHOM 158. 3aKOHa o jaBHMM Ha6aBKaMa noipe6a 3a 
M3MeHOM OKBMpHor cnopa3yMa Haciana 36or okouhoctm xoje caBeciaH Hapy^Mnaq HMje Morao Aa 
npeABMAM, m Aa ce M3MeHOM He Meita npnpoAa yroBopa, BpeAHOCT okbmphot cnopa3yMa MO>Ke Aa ce 
noBeha ann He BHLue oa 50% BpeAHOCTM npBo6MTHor okbmphot cnopa3yMa.

Kara 6m ce o6e36eAMO KOHTMHyMTeT y CHa6AeBaii>y 3ApaBCTBeHMX yciaHOBa raje cy 
KopMCHMLiM OKBMpHor cnopa3yMa, Ao6pMMa raja cy npeAMei mctot, ao MCTeKa nepnoAa Baweita 
Okbmphot cnopa3yMa m o6e36eF)MBaiba npeAMeTHMX Ao6apa y hobom nociynKy jaBHe Ha6aBKe, 
yroBopHe CTpaHe cy carnacHe Aa npnciyne 3aicrbyHeiby aHeraa Okbmphot cnopa3yMa rajMM ce y 
cicnaAy ca miaHOM 158. 3araHa o jaBHMM Ha6aBKaMa, noBefiaBa BpeAHOCT okbmphot cnopa3yMa 3a 
20% y OAHOcy Ha BpeAHOCT npBOČMTHO 3aicrbyMeHor okbmphot cnopa3yMa.

CipaHe y cnopa3yMy cy carnacHe Aa ce 36or M3MeHe BpeAHOCTM Okbmphot cnopa3yMa He 
BpniM M3MeHa KonMHMHa HaBeAeHnx y npMJiory 2 Okbmphot cnopa3yMa, MMajyfiM y BMAy Aa cy ncie 
OKBMpHe 3a nepnoA Baweita Okbmphot cnopa3yMa, n Aa yKynHe yroBopeHe ranMHMHe Ao6apa, y 
cicnaAy ca TanraM 2.5. Okbmphot cnopa3yMa, 3aBMce oa noipe6a Kynaqa m Mory ce pa3nnraBaTH oa 
KOUMHMHa HaBeAeHMX y CneqMcjjMKaqMja Ao6apa ca qeHaMa (l1pMnor2).

AHEKC IV OKBMPHOr CnOPA3YMA BP. 43-4/21 

3A JABHY HABABKY MATEPMJAJ1 3A flMJAJlM3Y 

BP. JH 404-1-110/21-6

3A nAPTHJE 6, 9, 20, 28, 37, 44 m 52



HjiaH 1.

y  TaHKM 17.3 OKBupHor cnopa3ywia Bpun/i ce n3ivieHa npunora 2 - CnequctJUKaunja MaTepujana 
ca ueHaMa Kojwvi ce yBefiaBa KonuMMHa 3a napinje 6, 9, 20, 28, 37, 44 i/i 52.

Ha ocHOBy npeTxoflHO HaBefleHOM n3MehbeH npunor 2 Hana3M ce y npunory OBor aHexca IV 
OKBupHor cnopa3yMa m muhu ^eroB cacraBHH fleo.

CBe flpyre oflpeflče OKBupHor cnopa3yMa ocTajy Ha CHa3M OHaxo xaxo mace.

MnaH 3.
OBaj AHexc IV OKBupHor cnopa3yMa caMwteH je y 2 (Asa) MCTOBeTHa npnMepa«a Ha cpncxoM 

je3MKy, v\ to 3a CBaxy CTpaHy nomiicHHKa aHexca OKBi/ipHor cnopa3yMa no jeAan npuMepax.

CacTaBHi/i Aeo OBor AHexca IV oxBMpHor cnopa3yMa je:

flpunor 2 OxBi/ipHor cnopa3yMa - CneLincfjuKaunjH MatepHjana ca LteHaivia

MnaH 2.

H A P y H M n A U flOBABJbAH

PEnyBnuHKH o o h a  3a 
3flPABCTBEHO OCMrYPAHsE

„Magna Pharmacia" d.o.o.

B.A- flapexTopa flwpeKTOp



nPHflOr 2 OKBMPHOr CnOPA3YMA -  CnEI4H0MKALlMJA MATEPHJAflA CA LJEH AM A 
JABHA HABABKA M ATE PM JAll 3 A f i l l  JAll I43Y 

BP 404-1-110/21-6

Ha3HB floGaB/ba^a: Magna Pharmacia d.o.o

Bpoj napTMje/ 
no3MUMje

Ha3MB napTnje/no3ML(wje
JeAMHMLia

Mepe
KaTanoiuKM 6poj

3auiTMTieHM h33vib 
noHyfjeHor flo6pa

npOM3BOJjaH KojIMHMHa
JeAMHMHHa 

Lje Ha
C-rona
n A B

6

D ija liz a to r , S in te t ič k o  v la k n o , H igh  - 
f lu x  1 .5 m 2  i/ili 1 .6 m 2  s te r ilis a n  bez 
e t ile n o k s id a , s a  K U F -o m  
£ 8 4 m l/h /m m H q

kom .
7 2 0 D H 1 6  m 
7 2 0 D H 1 6 G

D ia c a p  P ro  16H
B. B raun A v itu m  A G , 

N e m a č k a
18 3 .1 2 0 1 .3 0 0 ,0 0 10%

9

D ija liz a to r , S in te t ič k o  v la k n o , H igh  - 
f lu x  1 .7 m 2  i/ili 1 .8 m 2  l/ili 1 .9 m 2  
s te r ilis a n  b e z  e tile n o k s id a , sa  K U F - 
o m  S 96 m l/h /m m H g , z a  
h e m o d ija f ilt ra c iju

kom .
7 2 0 D H 1 9 u  
7 2 0 D H 1 9 G

D ia c a p  P ro  19H
B. B raun A v itu m  A G , 

N e m a č k a
1 5 6 .96 0 1 .5 0 0 ,0 0 10%

20
A V  lin ija  z a  h e m o d ija liz u  z a  D ia lo g +  
a p a ra t, d o  1 4 2 m l, o tp a d n a  ke sa , bez  
D E H P  ili o d q o v a ra ju d e

kom . 7 2 1 1 5 1 1
D ia S tre a m  P re m iu m  

H D
B. B raun A v itu m  A G , 

N e m a č k a
2 4 3 .2 8 8 6 3 0 ,0 0 10%

28

A V  lin ija  k o m p le t z a  h e m o d ija f ilt ra c iju  
za  D ia lo g +  a p a ra t i s u p s titu c io n a  
lin ija , d o  14 2  m l, b e z  D E H P  ili 
o d q o v a ra ju d e

kom . 7 2 1 1 5 1 2
D ia S tre a m  C L A S S IC  

H D F
B. B raun A v itu m  A G , 

N e m a čka
4 4 4 7 2 1 .9 1 0 ,0 0 10%

37

B ik a rb o n a tn i k o n c e n tra t za  
b ik a rb o n a tn u  d ija liz u  za  D ia lo g +  
a p a ra t, u p ra h u , s a  z a tv a ra č im a  sa 
s ig u rn o s n im  p rs te n o m , 7 6 0  g ili 
o d q o v a ra ju d e

kom . 8 3 7 S o l-C a r t B  76 0 g
B  B raun A v itu m  A G , 

N e m a č k a
2 8 7 .7 6 0 9 5 0 ,0 0 1 0 %

44
F ilte r  z a  v is o k o p re č iš ć e n u  v o d u  za  
D ia lo g +  a p a ra t ili o d g o v a ra ju ć e

kom . 7 1 0 7 3 6 6
D ia c a p  U ltra  D F - 

O n lin e  f i lte r
B . B raun A v itu m  A G , 

N e m a č k a
5 .7 5 5 3 4 .1 1 0 ,0 0 1 0 %

52

S re d s tv o  z a  to p lo tn u  s te r iliz a c iju  i 
d e k a lc if ik a c iju  na  b a z i lim u n s k e  
k is e lin e  z a  D ia lo g +  a p p a ra t ili 
o d g o v a ra ju ć e

lita r 3 0 7 C itr ic  A c id  5 0 %
B. B raun A v itu m  A G , 

N e m a č k a
2 5 .6 6 3 1 .1 5 2 ,0 0 1 0 %

1
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