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roAHHe 3aKnbyMyjy

AHEKC II OKBMPHOrCnOPA3yMA BP. 56-3/16
3a jaBHy Ha6aBKy ayTOTpaHCcj5y3MOHMX cncTeMa/ceTOBa 3a MHTpaonepaTMBHO 

cnaiuaBaHse kpbh 3a napTujy 3 - CncTeMn/ceTOBn KOMnaTnSnrmn Tnny anapara Electa m
XTRA

nPETXOflHA KOHCTATA14HJA

OoHfl m flo6aBfbaM KOHCTaTyjy Aa cy Aana 29.07.2016. roAMHe 3aKTbyMMnn Okbhphm 
cnopa3yiw 6p. 56-3/16 3a jaBHy Ha6aBKy AyTOTpaHC<£y3MOHn cncTeMn/ceTOBM 3a t/iHTpaonepaTMBHO 
cnamaBahbe KpBM 3a napTMjy 3 - CncTeMM/ceTOBn KOMnaTn6tinHM T n n y  anapaTa Electa m XTRA.

Ooha n flo6aBrban KOHCTaTyjy Aa cy Aana 11.08.2016. roAHHe 3aKrbyHMnM AHeKC OKBnpHor 
cnopa3yMa 6p. 56-3/16 3a jaBHy Ha6aBKy AyTOTpaHCCt)y3MOHM cncTeMi/i/ceTOBn 3a
MHTpaonepaTHBHO cnaiuaBahbe KpBm 3a napTMjy 3 - CncTeMn/ceTOBM KOMnaTM6MnHH Tnny anapaTa 
Electa m XTRA, kojhm je w3BpiiieHa M3MeHa npnnora 1 OKBnpHor cnopa3yMa -  CnncaK 
3ApaBCTBeHnx ycTaHOBa TaKO luto ce y m ctm  aoaso Mhctmt^t 3a KapAHOBacKynapHe 6onecTM 
BojBOAHHe v\3 CpeMCKe KaMeHm_ie.

flana 25.08.2016. roAHHe Ao6aBfbaM je o6aBecTno Ooha Aa y OKBwpy npvinora 1 yroBopa
-  CneuMcjDi/iKai-ii/ija ayT0TpaHc4>y3M0Hnx cncTeMa/ceTOBa 3a MHTpaonepaTMBHo cnamaBahbe KpBM ca 
ueHOM y kojiohm „3aLUTnfieHii h33hb noHyf}eHor Ao6pa m KaTanoniKM 6poj“, cTojn caMO noneTHn 
KaTanoLUKn 6poj noTpoiuHor MaTepnjana 3a XTRA ypeT]aj ann He m sa ELECTA ypefja j.

TaKoTie, npnnnKOM noAHOLuefca nOHyAe oa CTpaHe Ao6aBJtaHa Aomno je ao rpemKe y 
ynwcy CTone FlflB, tbko Aa je ynwcaHa CTona oa 10%, yMecTO oa 20%.

C x o a h o  HaBeAeHOM, cJjoha h flo6aBTbaM cy carnacH M  Aa 3aKfbyMe OBaj AHeKC II OKBnpHor 
cnopa3yMa 3a jaBHy Ha6aBKy AyTOTpaHcc|)y3HOHM cncTeMn/ceTOBM 3a MHTpaonepaTMBHo 
cnamaBahbe kpbm 3a napTMjy 3 - CncTeMn/ceTOBM KOMnaTM6 nnHW Tnny anapaTa Electa m XTRA, 
kojhm ce Bpmn M3MeHa npnnora 2 OKBnpHor cnopa3yMa - CneL\w<tMKaL4wja ca L\eHOM i/i npnnora 3 
oKBnpHor cnopa3yMa - Mo^en yroBopa .

HnaH 1.

y  TaMKM 16.2 OKBnpHor cnopa3yMa 6p. 56-3/16 Bpmn ce t/i3MeHa npnnora 2 -
Cneun4)HKai_|wja ayTOTpaHcct3y3MOHnx cncTeivia/ceTOBa 3a nHTpaonepaTuiBHo cnaLuaBaH=e kpbm ca 
LjeHOM, w to y KonoHH ,,3aLUTMfieHw Ha3i/iB noHyl]eHor Ao6pa m KaTanomKM 6poj“f tbko Aa yMecTO



,,XTRA Procedure Set, Autotransfusion Set, 042xx“ C Tojn „XTRA Procedure Set -  042xx, 
Autotransfusion Set -  041xxx“

HnaH 2.

y ra H K ti 16,2 OKBMpHor c n o p a 3 y M a  Bpiuti c e  n3M eH a f lp M n o r a  3 - M o A e n  y ro B o p a ,  TaKO 
lu t o  ce MeHaajy n p n n o 3 M  ncTor, w t o  npnnor 1 -  Cnemic^nKaunja ayT0TpaHc4)y3M0Hnx 
CMCTeMa/ceTOBa 3a  HH TpaonepaTM BH O  cnaiuaBahbe kpbh ca qeHOM m t o  y k o jio h m  „3aLiiTLifieHW 
Ha3MB noHyfjeHor ,qo6pa w KaTajiOLUKM 6 p o j ‘', t b k o  fla yM ecT O  „ XTRA Procedure Set, 
Autotransfusion Set, 042xx“ CTOjia ,,XTRA Procedure Set -  042xx, Autotransfusion Set -  041xxx“ w 
npmiora 1 n 2 -Cneuncj3MKai4nja ca î eHOM m 0 6 p a 3 a i4  KBl/i y fle jiy  K ojn  c e  o f lH o c n  Ha C T ony n flB  
TaKO fla ce yMecTO CTone f lf lB  ofl 10% o6paMyHaBa CTona ofl 20%.

f lo 6 aBfbaM n 3flpaBCTĐene ycTaHOBe Koje wwiajy 3aKTbyMeHe yroBope Ha 0 CH0 By OKBnpHor 
cnopa3yMa 6 poj 56-3/16 cy fly?KHM fla aHeKCi/ipajy B e fi 3aKTbyMeHe yr0B0pe y CK/iafly ca oflpeflSaMa 
oBorAHeKca I! oKBupHor cnopa3yMa.

C B e  f lp y r e  0 f lp e f l6 e  O K B n p H o r c n o p a 3yM a  6 p. 56-3/16 o f l  29.07.2016. r o f l i iH e  o c T a jy  Ha 
CHa3 n 0 H3 K0  KaKO m a c e .

OBaj AHeKc II cnopa3ywa caMnhbeH je y 4 (MeTnpn) uicTOBeTHa npnMepKa Ha cpncKOM je3MKy: 
m to  3a CBaKy CTpaHy noTnncHMKa oKBnpHor cnopa3yMa no flBa npMMepKa.

Ilpnnor AHeKca II oKBnpnor cnopa3yMa:

- ripnnor 2 oKBMpHor cnopa3yMa - CneuucianKaMMja ayT0TpaHc4)y3M0 Hnx cncTeMa/ceTOBa 3a 
MHTpaonepaTMBHO cnaiuaBahbe k pb h  ca MeHOM

H/iaH 3.

HnaH 4.

HnaH 5.

HAPyH14JlAI4 flOBABfbAH

57016.69/71

P< jho ocnrypaH3e Denta BP Piiarrn“ d.o.o.



npmior 2 0KBMpH0r cnopa3yMa -  Cneunc^MKauMja ayTOTpaHcc|Dy3MOHMx cncieMa/ceTOBa 3a HHTpaonepaTMBHO cnaiuaBahte 
KpBM ca L(eHOM

H a3M B  noH yljaM a: „Denta BP Pharm“ d.o.o.
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