FE@}YEI?W%KW OOH/ 3A JPABCTEEHD PTATYPAILE "INPHARM Co" d.o.0.
Br.
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2.0 JUL 2001 20 [ [oR, BEOGRAD

HAPYMHUMEIAKA 1}, Josena Mapunonutha 2

Peny6nuukun doHh 3a 3apaBcTBeHO ocurypame, Beorpaa, yn. JoBana MapuHosuha 6p. 2, Kora,
no Peuiewby 0 npeHocy oBnauwherba B.g. aupexkTopa npod. ap Cawa Papojesuh Likoapuh 12
6poj: 031-461/18 op, 31.10.2018. roauHe, 3actyna aupekrop Cekropa 3a jaBHe HaGaBke Mapuja
ArtaHnacujeBuh

MaTtuunu 6poj: 06042945

NMnB: 101288707

Bpoj pauyHa: 840-26650-09 koju ce Boau xoa Ynpase 3a Tpesop

(y Baroem Tekcry: doHa)

OOBABIbAUY:

INPHARM CO d.o.0, yn. Batajunukn apym 6p. 23 us Beorpapa, kora sactyna aupektop Burbem
JoBaHosuh

MaTtuunm 6poj: 07396023

MB: 100281671

Bpoj pauyHa: 330-4007926-43 koju ce Boau kog Credit Agricole Banke

(v narbem TekcTy: JoGasrbay)

Lana0_ 02021, ropumre 3aKrbyyyjy

AHEKC OKBUPHOI" CITOPA3YMA BP. 112-3/20

3A JABHY HABABKY NEKOBW 3A JIEMEWE PETKUX BOJIECTU
3ATNAPTWUJE7,8,9,10,11,12,13,14n 15

NPETXOAHA KOHCTATALIUJA

doHn 1 [HobBaerbay koHcTaTyjy Aa ¢y AaHa 14.09.2020. roauHe 3akrbyqdnnm OKBUPHU
crnopasym 6p. 112-3/20, 3a jaBHy Habaeky JlekoBu 3a nevewe petkunx 6ornectu, 6poj JH 404-1-110/20-
52, 3a napTujy 7 - macitentan 10mg, za ledenje pluéne arterijske hipertenzije, sawTuheHor Hasuea
Opsumit, npoussofjaua Actelion Manufacturing GmbH Emil-Barell-Strasse 779639 Grenzach-Wyhlen
Nemadka u Actelion Pharmaceuticals Belgium NV Bedrijvenlaan 12800 Mechelen Belgija, kao u 3a
naptuje 8, 9, 10, 11, 12, 13, 14 n 15 ~ selexipag za ledenje pluéne arterijske hipertenzije, y jaunHama
oA 200 mg - 1600 mg, sawTuheHor Hasuea Uptravi, nponssofhava Actelion Manufacturing GmbH Emil-
Barell-Strasse 779639 Grenzach-Wyhlen Nemacka u Actelion Pharmaceuticals Belgium NV
Bedrijvenlaan 12800 Mechelen Belgija.

Hana 12.07.2021. ropuHe Oobaemau je o6asectro PoHA Aa je yenea nHTerpauunje komnaHwje
Actelion y Janseen-Cilag, npomereHo MecTo nyLiTawa cepuje feka y NnpomeT, 0A4HOCHO npor3sofau,
3a rope HaBefeHe nekose, u3 Actelion Manufacturing GmbH Emil-Barell-Strasse 779639 Grenzach-
Wyhlen Nemacka wn Actelion Pharmaceuticals Belgium NV Bedrijvenlaan 12800 Mechelen Belgija y
Janseen Pharmaceutica NV, Turnhoutseweg 30B-2340 Beerse, Belgija.

[Hana 16.07.2021. roauHe, [loGaerbay je Aoctasno YnytcTeo 3a nek (PIL-Patient information
Leaflet) y xojem je 3a nek macitentan 10mg, za le¢enje pluéne arterijske hipertenzije, sawTuhexor
Hasusa Opsumit n 3a nek selexipag za lecenje pluéne arterijske hipertenzije, y jaunHama o 200 mg -
1600 mg, sawruheHor Hasusa Uptravi, HaseneH npouwssohady Janseen Pharmaceutica NV,
Turnhoutseweg 30B-2340 Beerse, Belgija.

CxopnHo HaBsefaeHoMm, ®oHA n [loBaereau Cy carnacHu Aa 3akrbyye AHEKC OKBUPHOr criopasyma
©p. 112-3/20, kojum ce 3a naptuje 7, 8, 9, 10, 11, 12, 13, 14 n 15, y npunory 2 okBUpHOr cnopasyma —
Cneuudukaumja nexosa ca ueHama, y npunory 3 oksupHor cnopasyma — Moaen yroeopa 3a ao6pa 3a
ocurypaHa nuuda doHaa u y npunory 4 oxkeupHor cnopasyma - Mopaen yrosopa 3a ao6pa koja ce
hrHaHcnpajy us Apyrux M3Bopa 3a Kxoje Kynay HeMa 3aKkrbydeH YroBop O Mpyxakwy U hvHaHcpary
3ApaBCTBEHE 3awTUTe U3 0GaBe3HOr 3APaBCTBEHOr Ocurypata ca ®oHaom y aAeny npuriora 1 UCTmx —
Cneuudbukaumja nekosa ca uyeHama, Bpluu U3mMeHa HasuBa npoussofaua 3a fekose Koju cy npegmeT
HaBeJeHWX napTuja.



Unan 1.

BpLum ce namena Mpunora 2 — Cneundmkaumja nekoea ca ueHama v3 Tauke 16.2. OksupHor
cnopasyma 6p. 112-3/20, Tako WwTo:

- y KonoHn ,Hasve npoussofjada neka* ymecto Actelion Manufacturing GmbH Emil-Barell-
Strasse 779639 Grenzach-Wyhlen Nemadka u Actelion Pharmaceuticals Belgium NV Bedrijvenlaan
12800 Mechelen Belgija, caga crtoju Janseen Pharmaceutica NV, Turnhoutseweg 30B-2340 Beerse,
Belgija.

WamereH npunor 2 - Cneundukaumja nekosa ca LieHaMa Hanasu ce y npunory osor AHekca
OKBUPHOr CNOpasyMa v Y/HU HEroB cacTaBHu A€0.

Ynan 2.

Metba ce Mpunor 3 — Mogen yrosopa 3a gobpa 3a ocurypaHa nvua ®oHga, us Tadke 16.2.
OxeupHor cnopasyma 6p. 112-3/20, Tako WTO ce BpLUn usmeHa npwnora 1 uctor - Cneuncukauuja
nekoBa ca LieHama, y ckrnafly ca unaHdom 1. oBor AHekca OKBUPHOT criopasyma.

Mema ce punor 4 — Moaen yrosopa 3a aobpa koja ce cuHaHcupajy u3 apyrux ussopa 3a
KOje KynaL, Hema 3ak/bydeH yroBop O npyxary U hrHaHcupary 3apaBcTBeHe 3awTuTe us obasesHor
3ApaBCTBEHOr ocurypara ca doHaom, us Tauke 16.2. OksupHor cnopasyma 6p. 112-3/20, Tako wTo ce
BpwM nameHa npunora 1 ucror - Cneuudpukauuja nekosa ca LeHaMa, y cknagy ca unaHom 1. osor
AHeKkca OKBUPHOT criopasyma.

Ynan 3.

HobaBrbay U 3apaBCcTBEHE YCTaHOBE KOjeé MMajy 3akrbyueHe YroBOpe Ha OCHOBY OKBUPHOF
cnopasyma 6p. 112-3/20 og 14.09.2020. roguHe, cy AyxHW Aa aHekcupajy Beh 3akrbydeHe yroeope y
ckriagy ca ogpepbama oBor AHeKCa OKBMPHOT cropasyma.

UnaH 4.

Cee papyre ogpenbe OxeupHor cnopasyma 6p. 112-3/20 on 14.09.2020. roauHe ocTajy Ha
CHa3u OHaKo Kako rnace.

UnaH 5.

OBaj AHEKC OKBUPHOTr cnopasyMa CauukweH je y 2 (ABa) UCTOBETHa MpUYMepKa Ha CprcKom
je3unKy, 1 To 3a cBaKy CTpaHy NOTNUCHUKa aHeKca OKBUPHOr criopadyma no jefaH npumepac.

CacraBHu feo oBor AHekca OKBUPHOr cnopasyma je u:

Mpunor 2 okeupHor cnopasyma - Cneuudurkaluja nekosa ca LeHama

HAPYYUNALL DOBABIbAY

PEMYBIW4YKU ©OHAO 3A 30PABCTBEHO
OCUI'YPAIBE

59021. 36/”!"3“ ”“
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NPUIIOI 2 OKBUPHOIT CITOPA3YMA - CTIEUN®UKALINJA TIEKOBA CA LUEHAMA
JABHA HABABKA JIEKOBU 3A JIEHEHSE PETKUX BOJIECTH

BP. JH 404-1-110/20-52
Hasue Jo6asmaua: INPHARM CO d.o.o.
A Hasus YKkynHa ueHa
Bpoj Hazue 3awruheHo ®dapmaueyTcku JauuHa Jeaunuvua JeauHunyHa YKynHa ueHa Crona _
napruje naptuje Jkn vuMe neka npou3sohaya obnuk neka mepe Konmuuna ueHa 6e3 NAB-a nAaB-a #snoc NAB-a ca
neka naB-om
macitentan
10mg, za Janseen
leéenje - Pharmaceutica
7 pluéne Opsumit NV, Beerse, film tableta 10 mg tableta 1.200 9.142,62 10.971.144,00 10% 1.097.114,40 12.068.258,40
arterijske Belgium
hipertenzije
selexipag Janseen
ziolg (;n;ige N Pharmaceutica
8 pluén ej ) Uptravi NV, Beerse, film tableta 200 meg tableta 960 8.060,12 7.737.715,20 10% 773.771,52 8.511.486,72
arterijske Belgium
hipertenzije
selexipag Janseen
ziolg (;n;ige Pharmaceutica
9 pluén ej Uptravi NV, Beerse, film tableta 400 mcg tableta 480 8.060,12 3.868.857,60 10% 386.885,76 4.255.743,36
arterijske Belgium
hipertenzije
selexipag Janseen
z?aolg é";ﬁge Pharmaceutica
10 pluénej Uptravi NV, Beerse, film tableta 600 mcg tableta 60 8.060,12 483.607,20 10% 48.360,72 531.967,92
arterijske Belgium
hipertenzije
selexipag Janseen
zgolg?eig'e Pharmaceutica
1 plucn ej Uptravi NV, Beerse, film tableta 800mcg tableta 60 8.060,12 483.607,20 10% 48.360,72 531.967,92
arterijske Belgium
hipertenzije
selexipag Janseen
1°?°,m°.9 Pharmaceutica
12 Zapﬁgﬁgje Uptravi NV, Beerse, film tableta 1000 mcg tableta 60 8.060,12 483.607,20 10% 48.360,72 531.967,92
arterijske Belgium
hipertenzije
selexipag Janseen
12(|)0'mc'g Pharmaceutica
13 Zaplﬁcéﬁgle Uptravi NV, Beerse, film tableta 1200 meg | tableta 60 8.060,12 483.607,20 10% 48.360,72 531.967,92
arterijske Belgium
hipertenzije




HFYIIVI £ URDYIFTIVE UIHIVFASY VA — CHELVIWYIRRLVIJA JIEKRUBA CA LIEAAIVIA

JABHA HAGABKA JIEKOBH 3A JIEYEHE PETKUX BOJIECTH

BbP. JH 404-1-110/20-52

selexipag Janseen
;:i)e%n;r(:ge Pharmaceutica
14 pluén ej Uptravi NV, Beerse, film tableta 1400mcg tableta 60 8.060,12 483.607,20 10% 48.360,72 531.967,92
arterijske Belgium
hipertenzije
selexipag Janseen
;:?géz:g Pharmaceutica
15 -en) Uptravi NV, Beerse, film tableta 1600 mcg tableta 60 8.060,12 483.607,20 10% 48.360,72 531.967,92
pluéne :
arterijske Beigium
hipertenzije
YKYINHA BPEQHOCT OKBUPHOI CIMOPA3YMA BE3 MNfB-A 25.479.360,00
WU3HOC NAB-A 2.547.936,00
YKYNHA BPEQHOCT OKBUPHOI CITOPA3YMA CA MNiB-OM 28.027.296,00




