
«IC O S S R B  d.o.o. ^  Sí .yjvfcV'SKO OCHI7PAH.E

8 E O G R A O  ..........U J j  AI-'K 2 0 1 /  r o ,

HAPyHMilAU: š v o i  ■ ~ ^ '¿ ^ ¡ iu B a fc a 's
Peny6nnMKM # oha 3a 3ApaBCTBeHO ocnrypahbe, yn. JoBana MapMHOBMfia 2, Beorpafl, Kora 3ačtyH^ B.fl. 
flupeicropa ,qp Bepmia Jla3M?i 
MaTumnu 6poj: 06042945 
flUB: 101288707
Bpoj panyHa: 840-26650-09 Kojn ce boah koa YnpaBe 3a Tpe3op (y flarbeM TeKCTy: Ooha) 

f lO B A B J b A H :

Amicus SRB d.o.o, Munopa^a J0BaH0Bnlia 9, BeorpaA, Kora 3acryna flupeKrop ripeflpar flyKnfi 
MaTUMHn 6poj: 21029033 
TlMB: 108585471
Bpoj panyHa: 275-0010222843259-35 Koju ce BOflu koa Societe Generale 6aHKe (y flarbeM TeKCTy: flo6aBJbaH) 

flana CifT04.2017. roflMHe 3aKfbynyjy

A H E K C  O K B M P H O r C n O P A 3 y M A  BP. 66-5/16 

3 A  J A B H Y  H A B A B K y  JI E KO B A  C A  J1MCTE B M Í1M CTE fl J1H CTE H E K O B A  

3 A  n A P T M J E  283, 367 M 374 

n P E T X O f lH A  K O H C T A T A U M JA

ct>OHfl n flo6aBJtaH KOHCTaiyjy p,a cy flaHa 25.08.2016. roflune 3aKrbyminn okbmphm cnopa3yM 6p. 66- 
5/16 3a jaBHy Ha6aBKy neKOBa ca JlncTe 5 n JlncTe f l  JlncTe neKOBa, 3a napinje 283, 367 n 374, 6p. JH 404-1- 
110/16-34.

0OHfl je Ha 0CH0By oAnyKe 6p. 404-1-33/16-79 oa 12.08.2016. roAUHe, 3a napinje 283, 367 n 374 
nsa6pao noHyfly noHyfja^a Amicus SRB d.o.o, 6p. 1078 oa 29.07.2016. roA^He.

flana 28.03.2017. roflMHe, flo6aBrbaM, Kojn je yjeAHO n Hocnnau A03Bone 3a neK Kojn je npeflMeT 
napinje 283 -  anti-humani T limfocitni imunoglobulin kunića 100 mg, 3aumiTheH0r Ha3MBa ATG-Fresenius S®, 
06aBecTM0 je 0oha o npoiueHn Ha3HBa HaBeAeHor neKa y Grafalon®.

Kao AOK33, floSaB/tan je AOCTaBno Peiiiehte o nsMenn peuje^a, 6p. 515-01-04523-15-001 oa 
18.11.2016. roA^He, M3Aaio oa AremiHje 3a neKOBe n MeAumiHCKa epeAeTBa Cp6nje, Kojnw ce Mei-ba h33mb 
nena JKJ1 Luni$>pe 0010220 TaKo fla ncin, yMecTo ATG-Fresenius S®, cafla rnacn Grafalon®. Ta«oT}e, 
flo6aBrban je AOCTaBno n Penie^e o H3MeHn pernera, 6p. 515-01-04523-15-002 oa 18.11.2016. roAMHe, 
M3A3T0 oa Arenunje 3a neKOBe n MeAW-lMHCxa cpeACTBa CpSnje, kojmm ce wie^a Ha3HB nena JKJ1 Luncppe 
0010221 Ta KO Aa hctm, yMecTO ATG-Fresenius S®, caAa rnacn Grafalon®.

Ha QCHOBy HaBeAeHor, Ooha n floSaBfban cy camacHM Aa 3aKJbyne aHeKc oKBnpHor cnopa3ywa 6p. 
66-5/16 KojuM ce Bpuuu M3Mena npnnora 2 oKBnpnor cnopa3yMa - C ne m nejan Ka lim ja neKOBa ca LieHaiua, TaKo 
Aa ce 3a napTMjy 283, y kohohh - 3aLirrnfieHn Ha3MB noHyl]eHor neKa, Meeta HasnB neKa n hctk macu 
Grafalon®, aok ociann noAai_in 3a HaBeAeHn neKoctajy HenpoMefeeHn.

H /ia H  1.

y  t3hkh 16.2 OKBwpHor cnopa3ywa 6p. 66-5/16 Mei-ta ce npnnor 2 -  CneLincjanKai-iMja neKOBa ca
LienaM a.

H iia H  2.

y  TaMKn 16.2 OKBnpHor cnopa3yMa, Metta ce npnnor 3 -  MoAen yroBopa, TaKo luto ce Bpwn n3MeHa 
npunora 1 MoAena yroBopa - CneqncjDnKaqnja neKOBa ca uehiaMa.

M/iaH 3.

floSaBfbaM n 3ApaBCTBeHe ycTaHOBe Koje nMajy 3aKrbyMeHe yroBope Ha ocHOBy oKBnpHor cnopa3yMa 
6p. 66-5/16 cy Ay>KHn Aa aHeKcnpajy Beñ 3aKrbyHeHe yroBope paAn ycKnaT)nBan>a 3aLUTnfieHor Ha3nBa neKa 
3a napTnjy 283 y CKnaAy ca OApeASawa 0B0r aHeKca OKBnpHOf cnopa3yMa.

C ipaH a 1 Ofl 2



H n aH  4.

CBe flpyre oflpeflße 0KBwpH0r cnopa3yMa 6p. 66-5/16 ociajy Ha CHa3M ohsko KaKO mace.

M /iaH  5.

OBaj aHeKC OKBwpHor cnopa3yMa canuhbeH je y 4 (neTupn) ncTOBeTHa npuMepKa Ha cpncKOM je3WKy, 
to 3a CBaxy CTpaHy noTnwcHWKa OKBwpHorcnopasyMa no ABa npnMepxa.

npunor AHeKca OKBupHor cnopa3yMa: 

npmior 2 OKBMpHor cnopa3yivia -  CneuncjDMKamija neKOBa ca qeHaivia
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n p m o r ž  OKBMPHOr CnOPA3YMA -  Cr)EUMmAU,MJA / lEKOBA CA LjEHAMA 
JABHA HABABHA / 1EKOBA CA JIVICTE B VUWICTEß, m C TE JIEKOBA BP 404-1-110/ 16-34

Ha3MB flo6aB/baiia: Amicus SRB d.o.o.

Hap-
Tnja

ilpeflMer HaßaBKe LUvicfjpa
nena

3auJTnf)eHM
Ha3MB
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neKa

npOH3BOf)aH
<J>apMaMeyTCKH

očnu« JaHMHa neKa
JeflMH

nqa
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KonviHMHa
JeflUHM- 

MH3 qena
YKynHa qeeia 
6e3 nflB-a M3HOC nflB-a YKynna qeHa 

ca nflB-OM

283
anti-humani T limfocitni 
imunoglobulin kunića 

100 mg

0010220
0010221 Grafalon®

NEOVII
BIOTECH

GMBH

koncentrat za 
rastvor za infuziju 100 mg/5 ml

bočica
stakle

na
50 29.991,20 1.499.560,00 149.956,00 1.649.516,00

367 joheksoi 350 mg/ml

0199214 Omnipaque™ GE Healthcare 
Ireland rastvor za injekciju 50 ml (350 

mg/ml) ml 120.000

22,00 81.488.000,00 8.148.800,00 89.636.800,000199215 Omnipaque™ GE Healthcare 
Ireland rastvor za injekciju 100 ml (350 

mg/ml) ml 2.896.000

0199217 Omnipaque™ GE Healthcare 
Ireland rastvor za injekciju 200 m l(350 

mg/ml) ml 688.000

YKynHO 3a nap™jy 81.488.000,00 8.148.800,00 89.636.800,00

374 jodiksanol 320 mg/ml

0199463 Visipaque™ GE Healthcare 
Ireland rastvor za injekciju 50 ml (320 

mg/ml) ml 2.000
33,50 10.117.000,00 1 011 700,00 11.128.700,00

0199464 Visipaque™ GE Healthcare 
Ireland rastvor za injekciju 100 ml (320 

mg/ml) ml 300.000

YKynHO 3a napm jy 10.117.000,00 1.011.700,00 11.128.700,00

yKynHA BPEAHOCT OKBHPHOr CnOPA3YMA BE3 dflB-A 93.104.560,00

H3HOC nflB-A 9.310.456,00

YKyilHA BPEflHOCT OKBMPHOf CflOPA3YMA CA flflB-OM 102.415.016,00


