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¡\aHaM_.022Q22. roAMHe 3aKTbyMyjy

nPETXOflHA KOHCTATAUklJA

cDoha n flo6aBrbaH KOHCTaTyjy Aa cy Aana 25.06.2021. roAHHe 3aKrbyMnnn okbmphm cnopa3yM 6p. 
37-2/21, 3a jaBHy HaSaBKy fleKOBM 3a nenefte peTKMx 6onecTM, 6poj JH 404-1-110/21-11, 3a napTMje 
2, 5, 6, 8, 10, 11, 16, 17, 29, 30, 35 M 50.

CeKTop 3a jieKOBe m $apMaK0eK0H0MMjy je AaHa 08.02.2022. roAUHe aoct3bmo OAnyKy 
KoMMCMje Peny6nMHKor $OHAa 3a 3ApaBCTBeHO ocMrypafte 3a neneite peTKMx 6onecTH (y AarbeM 
TeKCTy: KoMMCMja) ca XXVII eneicrpoHCKe ceAHML(e OAP>KaHe MCTor AaHa, npeMa Kojoj je paAM 
HacTaBKa TepanMje ocurypaHor riMLia Koje ce neMM y YHMBep3MTeTCKOM kjimhmmkom ueHTpy Cp6uje, 3a 
napTnjy 29, neK Ikatibant, 3awTMFieHor H33MBa Firazyr, noTpeÖHO o6e36eAHTM AOAaTHy kojimmmhy oa 
50 MHbeKMMOHMX LunpMqeBa npeAMeTHor neKa.

H/iaHOM 12. OKBMpHOT cnopa3yMa 6p. 37-2/21 oa 25.06.2021. roAMHe, Ae<t>MHMcaHO je Aa cy 
M3MeHe m AonyHe okbmphot cnopa3yMa Moryfie y CKnaAy ca H/iaHOM 158. - 161. 3aKOHa o jaBHMM 
HaöaBKaMa („Cjiy>K6eHM macHMK PC" 6p. 91/19), y CKnaAy ca KOjMMa Tie 6 mtm caMMtteH AHeKC 
OKBupHor cnopa3yMa.

UMajyFiM y bmay Aa je y CKnaAy ca H/iaHOM 158. 3aKOHa 0 jaBHMM Ha6aBKaMa noTpe6a 3a 
M3MeHOM OKBupHor cnopa3yMa HacTana 36or okodhoctm Koje caßecTaH HapyHMnau Huje Morao Aa 
npeABMAn n Aa ce M3MeHOM He Mehba npMpoAa yroBopa, BpeAHOCT okbmphot cnopa3yMa Möwe Aa ce 
noBefta ann He BMLiie oa 50% BpeAHOCTM npBo6MTHor okbmphot cnopa3yMa.

Ha 0CH0By npeTXOAHO HaBeAeHor, Ooha m fio6aBrbaH cy carnacHM Aa 3aKTbyHe Ahokc 
OKBwpHor cnopa3yMa 6p. 37-2/21 oa 25.06.2021. roAWHe, kojmm ce noBeTiaBa KonMHMHa neKa 
Ikatibant, 3ai±™fieHor Ha3MBa Firazyr, 3a 50 MhteKunoHMX Lunpi/meBa, yc/ieA Hera ce riOBefiaBa m 
yKynHa BpeAHOCT okbmphot cnopa3yMa y OAHOcy Ha BpeAHOCT npB06nTH0 3a«rbyMeHor okbmphot 
cnopa3yMa.

AHEKC OKBMPHOr CnOPA3yMA B P .  37 - 2/21

3A JABHY HABABKY J1EKOBA 3A JIEHEHdE PETKMX BOJ1ECTM
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HnaH 1.

36or noBefiahba KonnHMHe neKa raju je npeflMeT napTwje 29, y tbhkm 17.3. OKBupHor 
cnopa3yMa 6p. 37-2/21 ofl 25.06.2021. roflUHe, Bpmn ce M3wieHa npunora 2 -  CneuncfcMKaMi/ija 
neKOBa ca ueHawia, Ha HaMMH fla ce y hctom, 3a napTnjy 29, KonnMWHa oa 104 niteKLinoHa mnpuLia 
yBefhaBa 3a flOflaTHy KonnnnHy ofl 50 MffeeKquoHnx wnpuLieBa, Tara fla yKynHa KonnMMHa h3hocm 154 
nfteKMMOHa Liinpuqa.

Cx0flH0 HaBOflHMa y npeTXOflHOM CTaBy, y (Ipunory 2 OKBMpHor cnopa3yiwa 6p. 37-2/21, 
Tarage ce wieita m yKynHa BpeflHOCT OKBMpHor cnopa3ywia 6e3 flflB -a Tara fla i/icra cafla h3hoch 
703.836.425,24 flMHapa, m3HOC IlflB -a Tara fla mctm cafla i/i3hocm 70.383.642,52 flUHapa u yKynHa 
BpeflHOCT OKBMpHor cnopa3ywia ca IlflB-OM Tara fla uicTa cafla m3HOcm 774.220.067,76 flUHapa.

H3MeH=eH npi/mor 2 oKBupHor cnopa3yMa - CneitMc^nKaunja jieraBa ca MeHawia, Hana3n ce y 
npi/mory oBor AHeraa OKBMpHor cnopa3ywia w hmhm fteroB cacraBHM fleo.

CBe flpyre Oflpefl6e OKBMpHor cnopa3ywia 6p. 37-2/21 Ofl 25.06.2021. rofli/iHe ocTajy Ha 
CH33I/1 OHaKo Kara mace.

Osaj AHera OKBupHor cnopa3ywia canufteH je y 2 (flBa) MCTOBeTHa npuwiepKa Ha cpncKOM 
je3HKy, M to  3a CBaKy CTpaHy noTnncHMKa AHeraa OKBupHor cnopa3yivia no jeflaH npwviepaK.

CacTaBHi/i fleo oBor AHeraa OKBupHor cnopa3yMa je:

flpi/inor 2 OKBupHor cnopa3yMa - Cneun4>MKaL(Mja neraBa ca ueHaivia.

H jiaH  2.

M jiaH 3.

HAPyHMJIAU
PEnyBilMMKM (DOHfl 3A 3flPABCTBEHO 
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nPMJlOr 2 OKBMPHOr CnOPA3 YMA- CriEI4H0 MKAl4HJA J1EK0 BA CA IJEHAMA
JABHA HAEABKA ilEKOBH 3A JlEHEhbE PETKMX BOflECTM, JH. EP. 404-1-110/21-11

Ha3MB flo6aBJtaMa: INO-PHARM d.o.o.
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cerliponaza alfa 
za lečenje 

infantilnog oblika 
neuronske 
ceroidne 

lipofuscinoze 
CLN2

/ Brineura
Biomarin 

International 
Limited, Irska

prašak sa 
rastvaračem 

za
intraventrikula 

rnu infuziju

2 po150 
mg set 53 2.558.036,80 135.575.950,40 10% 149.133.545,44

5
mercaptamin 
kapsule za 

lečenje cistinoze
/ Cystagon

Recordati
Rare

Diseases,
Francuska

kapsula 150 mg kapsula 5.842 620,00 3.622.040,00 10% 3.984.244,00

6
mercaptamin, za 
lečenje cistinoze 

oka
/ Cystadrops

Recordati
Rare

Diseases,
Francuska

rastvor za kapi 
za oči

3,8
mg/ml kutija 70 136.899,64 9.582.974,80 10% 10.541.272,28

8 elosulfaze alfa 0055012 Vimizim
Biomarin 

International 
Limited, Irska

koncentrat za 
rastvor za 

infuziju

1 mg/ml; 
5ml bočica 2.464 91.048,90 224.344.489,60 10% 246.778.938,56

10

sebelipase alfa 
za lečenje 

deficijencije 
lizozomske 
kisele lipaze 

(LAL 
deficijencija)

/ Kanuma

Alexion
Pharma

International
Operations
Unlimited
Company,

Irska

koncentrat za 
rastvor za 

infuziju

20
mg/10ml bočica 213 740.807,18 157.791.929,34 10% 173.571.122,27

11

sapropterin za 
lečenje deficita 

tetrahidrobiopteri 
na

/ Kuvan
Biomarin 

International 
Limited, Irska

tableta za 
oralni rastvor 100 mg

tableta 
za oralni 
rastvor

500 2.989,53 1.494.765,00 10% 1.644.241,50

16

vandetanib 300 
mg, za lečenje 

medulamog 
karcinom štitaste 

žlezde

/ Caprelsa

Genzyme Ltd, 
UK- 

Genzyme 
Ireland, Ltd, 

Irska

tableta 300 mg tableta 1.500 20.668,87 31.003.305,00 10% 34.103.635,50

17

vandetanib 100 
mg, za lečenje 

medulamog 
karcinom štitaste 

žlezde

/ Caprelsa

Genzyme Ltd, 
UK- 

Genzyme 
Ireland, Ltd, 

Irska

tableta 100 mg tableta 510 7.498,87 3.824.423,70 10% 4.206.866,07



nPMflOr 2 OKBMPHOr CnOPA3YMA- CnELjMOMKALlMJA J1EK0 BA CA LJEHAMA
JABHA HABABKA J1EK0 BM 3A JlEHEtbE PETKMX E0J1ECTH, JH. EP. 404-1-110/21-11

29 Ikatibant 0055009 Firrazyr
Shire 

Pharmaceutic 
als, Irska

rastvor za 
injekciju

30 mg/3 
ml

injekcio 
ni špric 154 183.903,40 28.321.123,60 10% 31.153.235,96

30

conestat alfa, za 
lečenje 

hereditarnog 
angioedema

/ Ruconest

Pharming
Technologies

B.V.,
Holandija

prašak i 
rastvarao za 
rastvor za 
injekciju

2100 U bočica 104 86.437,00 8.989.448,00 10% 9.888.392,80

35 velmanaze alfa / Lamzede
Chiesi 

Farmaceutici 
S. p.A, Italija

prašak za 
rastvor za 
injekciju

10mg bočica 70 130.043,54 9.103.047,80 10% 10.013.352,58

50 lanadelumab 005013 Takhzyro
Shire 

Pharmaceutic 
als, Irska

rastvor za 
injekciju 300 mg bočica 60 1.503.048,80 90.182.928,00 10% 99.201.220,80

yxynHa B p e flH O C T  OKBupHor cnopa3ywia 6e3 n flB -ap. 703.836.425,24

M3hoc FlflB-a: 70.383.642,52

yxyriHa BpeflHOCT OKBupHor cnopa3yruia ca nflB-OM: 774.220.067,76


