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HAPYYUIAL:

Peny6nuyku coHa 3a 3npaBcTBEHO ocurypate, Beorpag, yn. JoBaHa MapuHosuha 6p. 2,
Kora 3actyna B.A. AMpekTopa npod. Ap Cawa Papojesuh Lkogpuh

MaTtuyHn 6poj: 06042945

MNB: 101288707

Bpoj pauyHa: 840-26650-09 koju ce Boau koa Ynpase 3a Tpe3op

(y Aarbem TekcTy: Hapyuunaly)

OOBABIbAVY:

Ino-pharm d.o.o. Beograd, yn. Bope Crankoeuha 6p. 2, us Beorpaga, kora 3acTtynajy
AuvpekTop BojaHa lMeTkoBuh U 3akoHckmM 3acTynHuk Menunaa TaHacuh

MaTnuHm 6poj: 17345664

M1B: 101743912

(y Aarbem TekcTy: [lo6asrbau)

Ranalp X .2026. ropuHe sakrbyuyjy

AHEKC Il OKBUPHOI CTOPA3YMA BP. 80-3/26
3A JABHY HABABKY JIEKOBW 3A NEYEHE PETKUX BONECTU
BP. JH: 404-1-110/26-39
3A MAPTWUJY 35

NPETXOOHA KOHCTATALMJA

Hapyuunay v Jo6aerbay koHcTaTyjy Aa cy aaHa 23.6.2026. roguHe, 3akrbyynnu OKBUPHUK
cnopasym 6p. 80-3/26 (y Aarbem TeKCTy: OKBMPHM CnopasyM) 3a jaBHy HabaBky JlekoBU 3a neyewe
peTkux Bonectu, 6p. JH 404-1-110/26-39, usmeRy ocranor u 3a naptujy 35 - lanadelumab 150 mg,
PacTBOp 3a MHeKUMjy y HanymeHOM MHEKLMOHOM wnpuuy, 3awTtuheHor Hasvsa Takhzyro,
npoussohaya Takeda Pharmaceuticals International AG, Irska. OkBUpHY CrnopasyMm je 3akibyyeH Ha
nepuod oA 12 (aBaHaecT) meceuu.

HaHa 24.6.2026. roanHe 3akrbyyeH je AHEKC OKBMPHOT Criopasyma 3a NeKoBe Koju cy npegmeTt
naptuja 42-49.

Hobasrbady je gaHa 14.7.2026. roguHe, gonucom 30-08/14 6p. 405-271/2026-49, obasecTno
Hapyuvoua aa je aowno Ao npomeHe craTyca neka koju je npeameT naptuje 35 — lanadelumab 150
mg, 1 Aa je UCTW Caja PerucTpoBaH kao U Aa uma saxehy 403BONy 3a cTaBrbare neka y Npomer,
“3aaTy oA CTpaHe AreHuuje 3a nekoBe W MeauumHcKa cpeacTea Cpbuje

Takohe, fo6asrbay je NOTBPAWO Aa je 3a NpeaMeTHY cepwujy neka usgar ogrosapajyhu atect
— CepTuduKaT O KOHTPONM KeanuTeTa, Yume je notepReHa ycknaheHoCT ca CBUM NponUcaHuMm
3axTeBuMa keanuTeTa 1 0A06pEHO CTaBrbake cepuje y NpoMeT Ha Teputopuju Peny6nunke Cpbuje.

HobGaereay je obasecTo Hapyumoua pa cy A0 3akrbyyera osor AHekca |l okeupHor
crnopasyma nCcrnopy4eHe CBe KOnn4ynHe HeperncTpoBaHor neka koju je npeameT naptuje 35, TayHuje 9
VHEKUMOHMX WnpuLieBa M Aa je 3a MUCNOopyKy npeoctano 38 WHeKUMOHUX LWwnpuuesa, Te ga cy
CNpemHu fa HacTase WUCMOpYKy noAa UCTUM yCrnoBuMMa, U3y3eB NPOMEHE Koje Ce OAHOCE Ha CTaTyc
neka, umajyhu y suay fa je uctu caga peructposat.

YnaHom 13. OksupHoOr cnopasyma, AeUHWCAHO je Aa Cy M3MEeHe U AONyHe OKBUPHOT
cnopasyma moryhe y cknagy ca ynaHom 156-161. 3akoHa o jasHuMm Habaskama (Cn. MnacHuk PC 6p.
91/19 n 92/23), y cknapy ca kojum he BUTK caunHeH AHEKC OKBUPHOT criopasyMa.

YnaHom 158. 3akoHa o jaBHUM Habaekama (Cn. MacHuk PC 6p. 91/19 n 92/23) neduHucaHo
je Aa ce yroeop, OAHOCHO OKBMPHW CMOPa3ym, MOXE U3MEHUTW Kaaa Cy WCMyHeHW yCrioBu Aa je
notpe6a 3a nameHom OKBMPHOT criopasyma HacTana 360r OKONHOCTU Koju caBecTaH Hapyuunay Huje

MOrao Aa npeAsuau 1 aa ce M3MEHOM He Mera NpUpoaa yrosopa.



Kako 6y ce 06e3Beano KOHTWHYWTET y cHaabeBatby 3[paBCTBEHMX YCTaHOBa Koje Cy
KOPWUCHMLM OKBMPHOr Criopasyma, NekoM Koju je npeameT wcTor, A0 ucTeka nepvoaa BaXera
OksupHor cnopasyma n obesbefusarba npeameTHor nobpa y HOBOM MocCTyrky jaBHe HabaBke, CTpaHe
y OKBMPHOM Cropasymy Cy carfiacHe Aa npuctyne 3akrbyqerby AHekca || OkBupHor crnopasyma Kojum
ce 3a napTujy 35 - lanadelumab 150 mg, y npunory 2 okBMpHOr cropasyma - Cneuvdukauuja nekosa
ca LueHama, y kononu , JKIT “ aoaaje wudpa neka.

YnaH 1.

Bplum ce uamena Mpunora 2 — Cneuudukalmja nekosa ca ueHama u3 Taqke 17.1. OksupHor
cnopasyma 6p. 80-3/26, Tako WTO 3a napTujy 35- lanadelumab 150 mg, pacTBop 3a WHEKUUjy Y
HanyH-EHOM WHEKLMOHOM LUNpULy, 3alTuheHor Hasuea Takhzyro y kononu ,JKI* poaaje JKI wudpa
,0055015°.

3merseH npunor 2 - Cneuudrkalmja nekosa ca LieHama Hanasw ce y npunory osor AHekca |l
OKBVPHOT CIOpPa3yMa ¥ YHN HEroB CaCTaBHM AE0.

YnaH 2.

Cge apyre oapeabe OKBUpHOT criopasdyma OCTajy Ha CHasW OHaKO Kako rrace.

YnaH 3.

OBaj AHekc |l OKBUPHOT Cnopasyma CauumibeH je y 2 (ABa) NCTOBETHA NpUMepka Ha Cprckom
jeaunKy, 1 TO 3a CBaKy CTpaHy MOTAWUCHMKA aHekca OKBMPHOr cnopasyma no jenaH npumepak.

CacTaBHu aeo osor AHekca || okBMpHOr cnopasyma je u:

Mpunor 2 okBMpHOT cnopasyma - Cneuvdukauyvja nekoea ca LeHama

HAPYYUIAL OOBABIbAY
PEMNYBIIUYKUA ®OH[ 3A 3APABCTBEHO
OCUIYPAHSE Ino-pharm d.o.o. Beograd

B.O. AUpeKTopa
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MPUJTIOI 2 OKBUPHOI™ CITOPA3YMA- CMTEUUPUKALINJA JIEKOBA CA LLEHAMA

JABHA HABABKA JIEKOBU 3A JIEYHEHE PETKUX BOJIECTH, JH. BP. 404-1-110/26-39

Hasus [lo6aBrbava: Ino-pharm d.o.o. Beograd

’ . Biorﬁ;rin prééék sa
o i i International rastvaratem za
4 mfaptnlnog obhka_ neuronske / Brineura Limited, Co. e 2 po 150 mg set 32 2.558.036,80 10%
ceroidne lipofuscinoze CLN2 : g
Cork, Irska infuziju
Biomarin
International e
8 elosulfaze alfa 0055012 Vimizim Limited: Co rastvor za 1 mg/ml; 5ml bocica 2.440 90.730,20 10%
Homins infuziju
Cork, Irska
Biomarin
sapropterin za lecenje deficita International tableta za oralni tableta za oralni b
L tetrahidrobiopterina / Ve Limited, Co. rastvor 190:mg rastvor a0 1:230,00 1%
Cork, Irska
Takeda
. g Pharmaceuticals rastvor za R T
27 Ikatibant 0055009 Firazyr Htmmational injekciju 30 mg/3 ml injekcioni $pric 450 183.259,70 10%
AG, Irska
Amryt
Pharmaceuticals prasak za
31 metreleptin / Myalepta Designated rastvor za 5,8 mg bocica 420 110.017,35 10%
Activity injekciju
Company, Irska
bodica sa
rastvorom za
Takeda s.c.davanje i/ili
Pharmaceuticals rastvor za G =
34 lanadelumab 300 mg 0055014 Takhzyro intemational injekciju u 300 mg injekcioni $pric 180 1.348.357,50 10%
AG, Irska napunjenom
injekcionom
Spricu




MPUIIOI 2 OKBUPHOI CITTOPA3YMA- CITEUNOUKALINJA JIEKOBA CA LLEHAMA

JABHA HABABKA JIEKOBU 3A JIEYEHSE PETKUX BEOJIECTH, JH. BP. 404-1-110/26-39

35

lanadelumab 150 mg

0055015

Takhzyro

Takeda
Pharmaceuticals
International
AG, Irska

rastvor za
injekciju u
napunjenom
injekcionom
Spricu

150 mg

injekcioni $pric

47

1.348.357,50

10%

38

fenfluramine

Fintepla

Millmount
Healthcare Ltd.,
Irska

oralni rastvor

2,2 mg/ml

mi

8.400

2.000,00

10%

39

perampanel 10 mg

Fycompa

Eisai
Manufacturing
Limited,
Hatfield, UK

film tableta

10 mg

tableta

840

2.100,00

10%

42

ivacaftor/tezacaftor/elaxacaftor
75 mg/ 50 mg/ 100 mg

1119156

Kaftrio

ALMAC
PHARMA
SERVICES
(IRELAND) Ltd.,
Irska/ALMAC
PHARMA
SERVICES
LIMITED -
Velika Britanija

film tableta

75 mg/ 50 mg/
100 mg

pakovanje

968

970.769,50

10%

43

ivacaftor/tezacaftor/elaxacaftor
37.5mg/25mg/50mg

1119155

Kaftrio

ALMAC
PHARMA
SERVICES
(IRELAND) Ltd.,
Irska/ALMAC
PHARMA
SERVICES
LIMITED -
Velika Britanija

film tableta

50mg/25mg/37.5
mg

pakovanje

970.769,50

10%

44

ivacaftor 150 mg

1119201

Kalydeco

ALMAC
PHARMA
SERVICES
(IRELAND) Ltd.,
Irska/ALMAC
PHARMA
SERVICES
LIMITED -
Velika Britanija

film tableta

150 mg

pakovanje

792

562.304,20

10%




NMPUITIOI" 2 OKBUPHOI™ C[TOPA3YMA- CINEUNPUKALINJIA JIEKOBA CA UEHAMA

JABHA HABABKA JIEKOBH 3A JIEYHEHE PETKUX BEOJIECTH, JH. BP. 404-1-110/26-39

45

ivacaftor 75 mg

1119200

Kalydeco

ALMAC
PHARMA
SERVICES
(IRELAND) Ltd.,
Irska/ALMAC
PHARMA
SERVICES
LIMITED -
Velika Britanija

film tableta

75 mg

pakovanje

200

562.304,20

10%

46

ivacaftor/tezacaftor/elaxacaftor
75 mg/ 50 mg/ 100 mg-
granule

3119155

Kaftrio

ALMAC
PHARMA
SERVICES
(IRELAND) Ltd.,
Irska/ALMAC
PHARMA
SERVICES
LIMITED -
Velika Britanija

granule

75 mg/ 50 mg/
100 mg

pakovanje

78

970.769,50

10%

47

ivacaftor/tezacaftor/elaxacaftor
60mg/40mg/80mg - granule

3119156

Kaftrio

ALMAC
PHARMA
SERVICES
(IRELAND) Ltd.,
Irska/ALMAC
PHARMA
SERVICES
LIMITED -
Velika Britanija

granule

80mg/40mg/60mg

pakovanje

42

970.769,50

10%

48

ivacaftor 75 mg - granule

3119200

Kalydeco

ALMAC
PHARMA
SERVICES
(IRELAND) Ltd.,
Irska/ALMAC
PHARMA
SERVICES
LIMITED -
Velika Britanija

granule

75 mg

pakovanje

80

562.304,20

10%




MPUNOI 2 OKBUPHOI C[TIOPA3YMA- CITEUU®UKALNJA JIEKOBA CA LLEHAMA

JABHA HABABKA JIEKOBM 3A JIEYEHE PETKUX BOJIECTU, JH. BP. 404-1-110/26-39

ALMAC
PHARMA
SERVICES
(IRELAND) Ltd.,
49 ivacaftor 59,5 mg - granule 3119201 Kalydeco Irska/ALMAC granule 59,5 mg pakovanje 40 562.304,20 10%
PHARMA
SERVICES
LIMITED -
Velika Britanija
Biomarin prasak i
56 vosoritide 0,56 mg / Voxzogo lntomational i i 0,56 mg botica 2.730 57.869,67 10%
Limited, Co. rastvor za
Cork, Irska injekciju
Biomarin prasak i
57 vosoritide 1,2 mg / Voxzogo UERHIE rastvaraciza 1,2 mg botica 210 57.869,67 10%
Limited, Co. rastvor za
Cork, Irska injekciju
Takeda
58 velaglucerase alpha / Vo || Phemacaulicals. | prabakiza oiop: 400U/20 ml botica 329 14599062 | 10%
International za inf.
AG, Irska
AOP Orphan
55 : ; rastvor za 0
73 treprostinil / Tresuvi Pharmaceuticals : o 2.5 mg/ml ml 140 10.570,00 10%
3 infuziju
GmbH, Austrija
Biomarin
International koncentrat za 1 po5mg s
74 ¥ 4 109
galsulfaza / Naglazyme Limited, Co. rastvor infuziju (1mg/ml) bocica staklena 112 156.593,1 0%
Cork, Irska
rastvor za
injekciju u
napunjenom
injekcionom
75 dupilumab 300 mg / Dupixent penu/ rastvor za 2 po 300mg pakovanje 126 170.115,00 10%
Sanofi-Aventis injekciju u
Deutschland napunjenom
GmbH, injekcionom
Nemacka $pricu




MPUJIOI 2 OKBUPHOI™ C[TOPA3YMA- CITEUUOUKALNJA JIEKOBA CA UEHAMA
JABHA HAGEABKA JIEKOBU 3A JIEYEHE PETKUX BEOJIECTHU, JH. BP. 404-1-110/26-39

81

Rhythm
. . Pharmaceuticals rastvor za
setmelanotide / Imcivree Neiheriands injekciju 10mg/ml ampula 42

B.V. Holandija

236.936,52

10%

82

Sharp
Packaging
Services LLC za rastvor za 100 mg/2ml (50
Sarepta injekciju mg/ml)
Therapeutics,
SAD

golodirsen / Vyondys 53 bocica 252

164.979,36

10%

84

Amryt GmbH,

Nemacka topikalni gel 100mg/1g pakovanje 60

birch triterpenes / Filsuvez

826.032,20

10%

91

Sharp
Packaging
Amondys Services LLC za rastvor za

45 Sarepta injekciju
Therapeutics,
SAD

casimersen / 100mg/2mi bocica 250

157.945,57

10%




