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HAPY‘-IM.I'IAu

Peny6nuuku cdoHa 3a 3apaBcTBEHO ocurypame, beorpaa, yn. Josana MapuHosuha 6p. 2, kora,
no Pewewy 0 npeHocy oenawhetba B.A. AupexTopa npod. ap Carba Papojesuh Lkoapuh 12
6poj: 031-461/18 op 31.10.2018. roauHe, 3acTyna aupektop Cekropa 3a jaBHe HabGaske Mapwja
AtanacujeBuh

MaTuunn 6poj: 06042945

MNWBG: 101288707

Bpoj pauyHa: 840-26650-09 koju ce Boaun koA Ynpase 3a Tpes3op

(y Aarbem TekcTy: doHa)

HAOBABJIbAY:

INPHARM CO d.o.0, yn. BaTtajHuuku apym 6p. 23 us Beorpapa, kora 3actyna aupektop Burbem
JosaHosuh

MaTuunn 6poj: 07396023

MnB: 100281671

Bpoj pauyHa: 330-4007926-43 koju ce Boan koa Credit Agricole Banke

(y Aarbem Tekcty: Hobaerbau)

Ranalo 0¥.2021. roanHe 3akrbyuyjy

AHEKC OKBUPHOI CNTOPA3YMA BP. 37-10/21
3A JABHY HABABKY JIEKOBU 3A JIEHEWE PETKUX BONECTU

BP. JH: 404-1-110/21-11
3A NAPTWUJE 43, 44, 45, 46, 47, 48 n 49

NMPETXOAHA KOHCTATALIUJA

®oun v [obasrbad koHcTaTyjy ga cy pAaHa 25.06.2021. rogvHe 3akrbyuunvn OKesupHU
cnopasym 6p. 37-10/21, 3a jaBHy Habasky JlekoBu 3a nevete peTknx 6onectu, 6poj JH 404-1-110/21-
11, 3a napTmjy 43 - macitentan 10mg, za leéenje pluéne arterijske hipertenzije, sawrtuheHor Hasuea
Opsumit, npoussofhada Actelion Manufacturing GmbH Emil-Barell-Strasse 779639 Grenzach-Wyhlen
Nemacka u Actelion Pharmaceuticals Belgium NV Bedrijvenlaan 12800 Mechelen Belgija, xao u 3a
naptuje 44, 45, 46, 47, 48 n 49 - selexipag za le€enje pluéne arterijske hipertenzije, y jaunHama of
200 mg - 1200 mg, 3awTtuheHor HasmBa Uptravi, nponssofava Actelion Manufacturing GmbH Emil-
Barell-Strasse 779639 Grenzach-Wyhlen Nemacka wu Actelion Pharmaceuticals Belgium NV
Bedrijvenlaan 12800 Mechelen Belgija.

Hana 12.07.2021. roavHe Jo6Gaesrbad je obaBecTto PoHA Aa je yenen vHTerpauuje komnaHuvje
Actelion y Janseen-Cilag, npoMer-eHO MeCTO nyliTaka cepuje neka y npoMeT, OGHOCHO npoun3sofay
3a rope HaseneHe nexose, us Actelion Manufacturing GmbH Emil-Barell-Strasse 779639 Grenzach-
Wyhlen Nemacka n Actelion Pharmaceuticals Belgium NV Bedrijvenlaan 12800 Mechelen Belgija y
Janseen Pharmaceutica NV, Turnhoutseweg 30B-2340 Beerse, Belgija.

Hana 16.07.2021. roguHe, [lobasreav je goctasno Ynyterso 3a nek (PlL-Patient Information
Leaflet) y xojem je 3a nek macitentan 10mg, za lecenje pluéne arterijske hipertenzije, sawrnheHor
Hasusa Opsumit u 3a nek selexipag za le€enje pluéne arterijske hipertenzije, y jaumHama og 200 mg -
1200 mg, sawTuheHor Haswea Uptravi, HasegeH npoussofauy Janseen Pharmaceutica NV,
Turnhoutseweg 30B-2340 Beerse, Belgija.

CxopaHo HaBeaeHoM, doHp v [loGasrsau cy carnacHut aa 3akibyye AHEKC OKBUPHOT cnopasyma
6p. 37-10/21, kojum ce 3a naptuje 43, 44, 45, 46, 47, 48 n 49, y npurnory 2 oKBUpHOr criopasyma —
Cneuudmkaumja nekoea ca LieHama, BpLIN n3mMeHa Hasmea npoussofjaua sa nekose Koju cy npegmer
HaBeAeHWX napTuja.

Ynan 1.

Bpww ce namena Mpurnora 2 — Cneundukayuja nexoea ca ueHama us tauke 16.3. OksupHor
cnopasyma 6p. 37-10/21, Tako wro:



- y korioun ,Hasue npoussofjaua neka‘ ymecto Actelion Manufacturing GmbH Emil-Barell-
Strasse 779639 Grenzach-Wyhlen Nemacgka u Actelion Pharmaceuticals Belgium NV Bedrijvenlaan
12800 Mechelen Belgija, caaa croju Janseen Pharmaceutica NV, Turnhoutseweg 30B-2340 Beerse,
Belgija.

WamereH npunor 2 - Cneundmkaunja nekoea ca LeHama Hanasu ce y npunory oBor AHekca
OKBVPHOT-CNOPa3yma-n-YHW teros-cacTasHU Aeo:

Unahn 2.

HoBaBrbay v 34paBCTBEHE YCTaHOBE KOje UMajy 3aKibyYeHe YroBOpe Ha OCHOBY OKBUPHOT
crnopasyma 6p. 37-10/21 on 25.06.2021. rogvHe, cy AyXHW Aa aHekcupajy Beh 3akrbydeHe yrosope y
ciknafy ca ogpendama oBOr AHEKCa OKBUPHOT cnopasyma.

YnaH 3.

Cse gpyre ogpenbe OxksupHor cnopasyma 6p. 37-10/21 on 25.06.2021. rogmHe ocTajy Ha
CHa3n OHaKo Kako rnace.

Ynau 4.

Osaj AHEKC OKBMPHOT CriopasyMa cauvibeH je y 2 (ABa) UCTOBETHA NPUMEpPKa Ha CPrCcKoMm
jesuky, 1 To 3a CBaKy CTpaHy NOTNUCHWKA aHEeKCa OKBUPHO! Criopasyma o jefiaq nprumMepac.

CacraBHy 1e0 0BOr AHEKCa OKBUPHOT CropasyMma je u:

[purnior 2 okBMpHOr cnopasyma - Cneuudpukaumja nekosa ca yeHama

HAPYYUNAL NOBABIbAY

PENYBJIUYKK ®OHA 3A 34PABCTBEHO
OCUIYPAIE
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MPUITIOI 2 OKBUPHOI™ C[TOPA3YMA- CMIELNMPUKALNJA JIEKOBA CA UEHAMA
JABHA HAGABKA NIEKOBU 3A JIEYEH>E PETKUX BEOJIECTYU, JH. BP. 404-1-110/21-11

Hasus [Jobasrpaya: INPHARM CO d.o.o.

BPOJ SALUTHU- HA3UB DAPMA- JAUU- JEOWN- KOMNW- JEAUHU- YKYMNHA CTONA YKYIHA
NAPTU- | HA3UB NAPTUJE JKIiT | REHO UME NPOU3BOFRAYA | LEYTCKU HA HULA YMHA YHA LEHA LIEHA BE3 MaB-A LEHA CA
JE JIEKA JIEKA OBNUK JIEKA MEPE nAaB-A ngaB-om
macitentan 10mg, Janseen
za lecenje pluéne . Pharmaceutica NV, film o
43 arterijske / Opsumit Beerse, Belgium tableta 10 mg tableta 4.140 9.142,62 37.850.446,80 10% 41.635.491,48
hipertenzije
selexipag 200 mcg Janseen
za le€enje pluéne . Pharmaceutica NV, film 200 o
44 arterijske / Uptravi Beerse, Belgium tableta _meg tableta 720 8.060,12 5.803.286,40 10% 6.383.615,04
hipertenzije
selexipag 400 mcg Janseen :
za lecenje pluéne . Pharmaceutica NV, film = o
45 arterijske / Uptravi Beerse, Belgium tableta 400 mcg | tableta 720 8.060,12 5.803.286,40 10% 6.383.615,04
hipertenzije :
selexipag 600 mcg Janseen
za lecenje plu¢ne - Pharmaceutica NV, film o,
46 arterijske / Uptravi Beerse, Belgium tableta 600 mcg | tableta 720 8.060,12 5.803.286,40 10% 6.383.615,04
hipertenzije
selexipag 800mcg Janseen
za le€enje pluéne - Pharmaceutica NV, film 1
47 arterijske / Uptravi Beerse, Belgium tableta 800mcg tableta 120 8.060,12 967.214,40 10% 1.063.935,84
hipertenzije
selexipag 1000 Janseen
mcg f
48 za legenje pluéne / Uptravi | Fhamaceutica NV, film 10001 tobieta 60 8.06012 | 48360720 | 10% | 531.967.92
i Beerse, Belgium tableta mcg
arterijske
hipertenzije
selexipag 1200 Janseen
mcg .
49 za legenje pluéne / Uptravi | Fharmaceutica NV, film . 1200 1 fobleta | 120 8.06012 | 967.214.40 10% | 1.063.93584
arterii Beerse, Belgium tableta mcg ‘
ijske
hipertenzije
YKynHa BpeaHOCT OKBUPHOT cnopasyma 6e3 MNAB-a: | 57.678.342,00
W3noc MNAB-a: 5.767.834,20
YKynHa BpeAHOCT OKBUPHOF cnopasyma ca MNAB-om: | 63.446.176,20




