JJUCTOBKA



JIucroBka: nudopmanns 3a norpebuTeast

Bosenran Axkopa 62,5 mg duamnpann Tabaerkn
Bosentan Accord 62,5 mg film-coated tablets

Bosenran Axopx 125 mg dus
Bo é“rffﬁﬁfﬁcgﬁml 25 mg

0o3eHTan
(bosentan)

Ilpoverere BHMMAaTenHO nsIaTa AHCTOBKA, MpeaH Aa 3amovHeTe Ja MPHEMATe TOBA JIEKAPCTBO, Thii
KaTo T4 chAbp:ka Baxua 3a Bac undopmannus.

Kaxkso ChABPKA Ta3H JIMCTOBKA
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3anasete Ta3u HCTOBKA. Mojke 1a ce HANOXKH 1a 5 MpoyYeTeTe OTHOBO.

AKO UMaTe HSKAKBH JIOITbTHHTE/HU BBIPOCH, MOJIA nonuTaite Bawusa nekap wiu gpapmauesr.

Tosa nekapetBo e npeanucano nuuHo Ha Bac. He ro NpeoTCThIBaKTE Ha Apyru Xopa. To Moxke 1a UM
HABPEAH, HE3aBHCHMO Y€ NPH3HALIMTE Ha TAXHOTO 3a60MABaHe ca ChliuTe Kato Bawmure,

AKO NoJTy4HTe HAKAKBH He)KeIaHH /ICKapCTBEHH peakluu, yBeaomere Bawus nekap win gpapmauesr.
ToBa BKIOUBA 1 BCHUKH BB3MOXKHH HeKeIaHH P€aKUHH, HEONMHCAaHH B Ta3H JIMCTOBKA. BuxTe Touka 4.

V3Mb/THUTENHA ATEHLIAA 1O NEKAPCTBATA
KakBo npencrasnssa Bosentan Akopy v 3a kKakBo ce 3o e ———— .
Kaxeo Tps6sa na 3naere, npenu na npuemere Bosentan Akopn -

Kak na npuemare Bosentan Akopz | kom Pee. ve . ARAS 039 (o ; [9\} ..................

Bb3MOKHH HexenaHu peakimmu I Paspewenue N

Kax na cvxpaussare Bosenran Akopa 1$2-CY 0 :
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ChabpxaHne Ha OMaKoOBKATa M JOMbIHMTE/IHA HHpopmaudsG/MA S
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Kaxgo npencrasnssa Bosentan AKopa H 32 KaKBO ce H3M0/13Ba

Tabnerkure bosentan Axopn CbabpKaT 0Go3eHTaH, KOHTO GIOKMpa ecTecTBeHHS XOPMOH, HapeyeH
ennorenun-1 (ET-1), npuumnnspauy crecHssane Ha KPbBOHOCHHTE chioBe. Taka Bosenran Akopa Boau 1o

pastlvpsiBate Ha KPbBOHOCHWTE CBAOBE M NMPHHALIEKH KbM rpyna JIEKapCcTBa, Hape4YeHH “eHAOTeNHH
peLenTOpHH aHTaAroHUCTH,

Bosenran Akopa ce usnonsea 3a neuenme Ha:

Benoapo6ua aprepnanna xunepronus (BAX): BAX e 3aGonsBane cbc CHIHO CTecHsBaHe Ha
KPBBOHOCHHTE CbOBe B Genute apoGoBe, BOAEIO 10 BHCOKO KPBBHO HalsraHe B KPbBOHOCHHUTE
CboBe Ha Genute npoGose (GenoapobHuTe apTepHH), KOMTO HOCAT KPBB OT CHPIETO KbM GeuTe
apo6ose. Topa HalsraHe HaMaIsIBa KOJIMYECTBOTO KHCJIOPOA, KOETO MO3KE J1a BJie3e B KpbBTa B Gentnte
apobose, 3aTpy/iHABAlKH (u3MUeckaTa akTHBHOCT. BoseHTan Axopa pasmmpsiBa GenonpoGHuTe
APTEPHH, KATO MO Ta3u HAYMH yJIECHABA CHPLETO Ja M3TIACKBA KPHBTA npe3 Tax. ToBa noHHkaBa
KPBBHOTO HaliAraHe U obJeKyaBa CHMITOMHMTE,

Bosenran Axopa ce usnosnsea 3a neuenue Ha naupentu ¢ BAX knac III 3a nogo6psasane Ha (bu3Hyeckus
Kanauuret (CrnocoGHOCTTa 3a M3BBpIIBaHE HA (pusmuecka akTMBHOCT) M cHMMTOMMHTe. .»Knacwet™ orpasssa
cepuosHocTTa Ha Gonectra: ,knac I Bkmousa oruerTiiHBo OrpaHH4yeHHe Ha (U3MUecKaTa AKTHBHOCT.
Habnionagano e wuspectHO nopodpeHue W npu naumentd ¢ BAX knac I »Knac II* BkarouBa neko

OrpaHu4eHHe Ha usHyeckaTa akTHBHOCT. BAX, 3a kosiTo e mokaszan Bosenran AKopa, Moxe

MbpBHYHa (6e3 uaeHTHhULHPaHa NpUYHHA 1K (bamunHa);
NpHYHHEHA OT CKJIepoJepMHs (HapeyeHa Olle CHCTEMHA cksiepo3a, 3abosisiBa
HeOOHYaeH pacTek Ha Che/IMHUTE/IHATA ThKaH, NOAABPIKALLA KOXKATA M JPYTHUT
MPUIMHEHA OT KOHNEHWTATHH (BPONEHM) CbpAeYHH Ne()eKTH C MILHTOBE
NPUIHHABALIM HEOGHYAEH MOTOK Ha KPHBTA MPe3 CHPLETO U GesTHTe apoboge.



¢ JIuraTANHH yInepalHA MO BbLpXa HA MPLCTHTE {PaHH 10 NPBCTHTE HA PBLETE M KPaKaTa) NpH
BB3PACTHH NMALMEHTH, CTPAJALliM OT CECTOAHME HapHYaHO cKieponepmud. Bosentan Axopn Boau Ao
HamaIABaKe Ha Gpos Ha HOBONOABIIMTE Ce A3BM 110 MPBCTHTE HA PHLETE H KpakaTa.

2.  Kaxso Tpa(Ba 1a 3uaere, npean Aa npuemere BolenTan Axopa

He npuemaiire BozenTan Axopa:

. AKO CTe anepraviH KbM $03eHTAN WIH KM HAKOS OT OCTAHAIMTE CHCTABKM HA TOBA JIEKAPCTBO
(136poeHu B TOuKa 6)
aKo HMaTe YepHOAPOGHA npobaemu (OCHBETBANTE CE CBC CBOA JieKap)

. aKko cre OpeMeHHa mAH OMXTe Moria aa 3alpeMeHeeTe, TH KATO HEe HM3MNON3BATE HAOEKIHH
KOHTPAUCTITHBHM MeToan, Mons pa npouetete uHbOpMaumsaTa, o3araBeHa “KoHTpalerTHBHH
cpenctea” u ”dpyru fexapcrea v Bosentan Akopn”

. 4K0 mpHeMaTe NHKIOCHOPHH A (JIEKAPCTBO, HIMON3BAHO ClIE/ TPAHCIUTAHTAIMA MITH 3a JISUEHHE Ha
TICOPHA3KC)

AKO HiKO€ OT Te3H Helua ce OTHacs 3a Bac, kaxkere Ha Bamus Jexap.
Ipexynpexaenus 1 npeanasin MepKa

H3cneasanns, kouto BampaT nexap me Bn ga3znaqs npexn jJegeanero

* KPBBHH H3C/IeNIBAHHA, C LT MPOBEPKa Ha uepHOApoGHaTa Bu dyHKums

® KPBBHH H3C/I€ABAHMHA, 3 1a Ce MPOBEPH 3a aHeMusl (HMCHK XeMOTTI00HR)

®  TecT 32 GPEMEHHOCT, aKO CTe JKeHa ¢ AeTepOJicH MOTEeHLHaN

Ilpu HikoH OT maumenTHTe, npuemawy BosenTan Axopa, ca YCTAHOBEHH OTIJIOHEHHH B HepHOAPOOHHTE
(YHKUHMOHATHH MOKA3ATENH H aHEMHS! (HUCBHK XEMOTIOOHH),

Uscnensannd, kouto BamusT nexap me Bu Hazuaqyn no BpeMe Ha JIeYeHHETO
Io Bpeme Ha neyennero ¢ Bosertan Akopa, Baumst nekap we Bu HasHauasa PEAOBHH KPBBHH H3CIEaBAHUA
3a YCTaHOBABaHe Ha MPOMEHH B Ye¢PHOAPOOHHTE GYHKLMH ¥ HHBOTO HA XeMOTIOGHHA.

OTHOCHO BCHUKE M3CTIEBAHMS, MONA Aa poBepABaTe CHrHANHATA KapTa Ha MallHeHTa (BBTPE B ONMAKOBKATA
Ha Tabnetkure Bosentan Axopa). Baxno e 1a npoeexaare Tesu PEAOBHH KPBBHH H3CIEJBAHHA, TOKATO
npueMare Bozenran Axopn. CreerBame By aa 3amucpare natata na Bawure nociennu H3CIEBAHHA, KAKTO
H H& MPEACTOSHTE W3caeABaHKs (nuTaliTe Baluna nekap 3a Aatara) B CHrHANHATA KapTa Ha MAUMEHTA, 33 Aa
CH NOMOTHeTe fia He 3abpaBHTe KoTa TpAGBa Aa HANPABHTE CEIBALMTE H3ICIEIBAHHS.

KpuBeE H3cAeaBanum 3a qepHoApobHa PyHKuRA

Te3u uscneapanna i€ C€ MpaBAT BCEKH Mecell, A0KATO Tpae neueHHero ¢ bozenTan AKOle. Crnen noeHiInaBaHe
Ha 03aTa ¢ ¢ HANpPaBH JOMBJIHUTEIHO H3CAEABAaHE Celn 2 CSIMHLIH,

KpuBHH TecToBe 32 aHeMEA
Tesu TecToBe wie Ce MpaBAT Ha BCEKH Mecew npe3 TbPBHTE 4 Meceua OT JeYeHHETO, ClIell TOBA Ha BOEKH 3
Mecela, T KaTo naugeHTuTe, npueMaiy Bo3eHran Akopa Moke 1a pasBHST aHeMHS.

AKO PE3YITATHTE OT TE3H TECTOBE CA H3BBH IPAHHLIMTE Ha HOPMaTa, BawmaT Nekap MoXe fa pely 1a HaMank
/103aTa HIIH Jla cTipe NeueHHeTo ¢ bosenTan Akopa M [a HanpaBu JOITBIHHTENHM TECTOBE, 3 J1a YCTAHOBH
MpHYMHATA.

Heua 4 10HOIK

bosentan Axopa He ce npenopbuBa MPH NEAMATPHYHH NALMEHTH ChC CHCTEMHA CKIIep
AUrHTaIHA 238¢Ha Gonect. BukTe cuiio Touka 3. Kak aa npuemate Bosenran Axkopa.




JApyrn nexapcrBa u Bozentan Axopg

Moy, kaxkete Ha Bamms niexap win ¢papMauesT, ako npHeMare Wid HacKOpO CTe NPHEMATH APYTH IEKapCTBa,

BICTIOYHTENHO U TAKHBA, OTITycKaHH Ge3 peuenTa. OcobeHo BaXHO € 1a yBeAOMHTE CBOSA IeKap, ako NpHeMaTe:

® UMKIOCTIOPHH A (JIEKAPCTBO, M3MO3BAHO CNEl TPAHCILIAHTAUMA H 32 JIEYEHHE HA NCOPHA3HC), KOETO He
TpaGBa a ce u3non3Ba 3aeaHo ¢ Bozenran Akopx.

¢ CHPOJIMMYC HJIH TaKPONMHMYC, KOMTO Ca JIEKAPCTBa, H3MON3BAHK CNE] TPAHCIUIAHTAIIMA, THH KaTo He ce
NpenopsYBaT 3a ynorpeda 3aenHo ¢ Bosenran Akopa.

* rmbeHknamMun (Jekapcteo 3a Auaber), pudamnuuME (TekapcTBo 3a TyOepKynosa), ¢rykoHason
(nexapcTBo cpetry rEGHYHH HH(EKLHMK), KETOKOHA30 (JIEKAPCTEO, H3MON3BAHO 32 NEYSHUETO Ha CHHIpPOM
Ha KywWwHHr) wnu Hesnpanue (nexapcrso 3a HIV), Teii karo ynoTpebaTa Te3H JieKapcTBa 3aefHO ¢
boseHtan Akopna He ce npenopbusa.

® Apyra nekapcTea 3a nevenne Ha HIV undexuns, kowro Morar ma Hanarar cneuganio sabmonenue, ako
€€ M3MI0JI3BaT 3a¢AHO ¢ boseHTan Akopa.

® XOpPMOHANHH KOHTPALCTITHBH, KOMTO HE €2 ¢(UKACHH KATO €HHCTBEH METOA 33 KOHTPALEIILIHA, JOKATO
B3eMare bosenran Akopa. Brrpe B onakoekara ¢ Tabnetkn Bosenrtan Axopn e orkpuere CHrHansa
KapTa Ha MAlLMEHTa, KOATO TPsOBa BHHUMATEJIHO Aa NpodeTeTe. BammsT nexap W/WIH THHEKOIOr wwie
YCTaHOBH KaKbB METOJ 34 KOHTpaLeNiMs ¢ Moaxoaswy 3a Bac.
ApYyrH JIEKapCTBa 3a JieyeHHe Ha GenoapolHa XunepToHud — cuwigeHadun ¥ Tazanadu.
BapdapuH (IPOTHBOCHECHPEALIO CPEICTBO).
CHMBACTATHH (M3MO/I3BAH 34 JIEYEHHWE HA TMOBHIIEHW HHMBA HAa XOJecTepon B KpbBTa -
XHMIIEPXONECTEPOTIEMHA).

Modupane u paGora ¢ MamHAH

BosenTan Akopa He MOBNMABA WM TOBNMABA nperHebpexumo cnocobHocTTa 3a wodupane u pabota ¢
MaiuHK. Benpexu ToBa, Bosentan Akopa Moxe fia IPHYHHH XWITOTOHHA (MOHIDKABAHE HA KpBBHOTO B
HaJATaHe), OT KOETO MOMKETE Ja Ce NMOYYBCTBATE 3aMasHH M N3 OKAXe BIHAHHE BLPXY 3peHHeTo Bu u
criocobHocTTa 32 modupaHe u pabota ¢ Maukuu. [Topanu ToBa, ako ce YYBCTBATE 3aMasHH WIH 3peHKreTo BH
© 3aMBI/IEHO, IOK&TO NpHeMate boseHTaH AKopa, He wodupaiite | He paboTeTe ¢ HHCTPYMEHTH HITH MALIMHH.

bpemennoct, kppMene u GepraanaTeT

/enn B AeTepogHA BHL3pacT
HE npuematite Bosentan Akopx, ako cte SpemMeHuHa win njaaHHpate GpeMeHHOCT.

Tectope 3a GpeMennocT
Bosentan Akopa Moxe ga yBpemw HeponeHHTe GefeTa, 3aueHaTH Npey 3anO4BAHETO WIH IO BpeME Ha
JIeYEHHETO. AKO CTe JKeHa, koaTo 64 Morna aa 3a6pemenee, Bawust nexap ute By noMonu na HanpaeuTe TecT

3a GpeMeHHOCT, npeay Ja 3arovyHeTe 0a mpHeMare Bozenran AKOpIl H PeIOBHO A0KaTO Mpuemate bozeHran
Axopa.

KonTpanenTHBHH cpeacTsa
AKO UMa BEPOATHOCT A2 3abpeMeneeTe, H3NO3BAlTe HANEKIEH METO 34 KOHTPOTHPAHE HAa pajKAacMOCTTa
(koHTpalienuua), A0KaTO npueMate Bosenran Axopz. Baumat nekap unv rusexonor we Bu npenopsua
HAACHKAHH KOHTPALECNTUBHH METOAM, JOKATO npHeMate BoseHTan Axkopa. Twif kato BozeHTan AKopa Moxe
A3 HAaNpaBH XOPMOHANHHTE KOHTPALCNTHBH (HANPHMEP NEPOPAIHH, MHKEKUMOHHH, MMIUIAHTAHTH HIH
ILTACTHPH 3a KOXaTa) HeeDeKTUBHH, TO3H METOJ, TIPHIOHKEH CAMOCTOATENHO, HE € HANEHICH. ITopaau ToBa,
aKO MON3BATe XOPMOHATHH KOHTPALENTHBH, TPAOBa 3aefHO ¢ TOBa fAa npwiarate W HapHepeH MeToA
(HampuMep JKEHCKH KOHIOM, AuadparMa, KOHTPALENTHBHA rb6udka WM Baummst napTHEOp TpabGBa na
M3NONI3Ba KOHAOM). BbTpe B onakoBkata ¢ Tabnetku Bosentan Akopn we orkprere CHrHaHA KapTa Ha
naunenTa. Tpabsa aa nonmbaHuTE TasW KapTa U Ja A 3aHeceTe Ha Bamus JIeKap MpH CIeABalllOTO TIOCEIEHHE,
32 1a MOxe BallAT siekap WiM TMHEKONOr Ja NpelieHM DAk ce HYXAAeTe OT AONWIHHTENHH Wid
ITCPHATHBHH HaAEXIHH METOAM 3a KoHTpatenuus. IlpenopbuBa ce BcekH Mecew na ¢ _TeCT 3a
GpemenHoct, AokaTo npHemate BoseHTan Axopa, ako cTe B JeTepoaHa BB3PacT.

YBenomere Beanara Bamms nexap, ako 3aGpemeneete no Bpeme Ha npHeMa Ha
TaHupare GpeMeHHoCT B Gni3ko 6paeme.



Kbpmene

BosenTan npemunasa B kvpmara. Ipenopeusa ce ga mpekpatute KbpMeHeTO, ako Bu Obae npeanmcan
BoseHTan Axopa, Thit KaTo He € H3BECTHO JAIH HETOBOTO HATHYHE B KBpMaTa MOKe Ja HaBpeau Ha Baweto
GeBe. I'osopete ¢ Bawua nexap no To3u BERpOC.

®@epraanTeT

Ako cTe MbX 1 npuemare BosenTaH Akopa, BBIMOXHO € ToBa nexapcTeo na HaMand Opos Ha Baluwre
criepmaTo3ouas. He Moxke fa ce H3KIOUH, e TOBa MOKe 1a & OTpasM Ha CocobHOCTTa By na umare Jena.
Iocseetaiire ce ¢ Bauns iekap, ako MMaTe BEIPOCH WM TIPHTECHEHHA BLB BPB3Ka C TOBA,

bosenTan Akopa cbALPXKA AATPHI

Toea nexapctBo cbabpxka mo-manko or 1 mmol Harpuil (23 mg) Ha no3a, T.e. MOXe 1A Ce KaKe, 4Ye
NPaKTHYECKH He ChABPXKa HATPHiL.

3.  Kax na npuemare Bosentan Axopy

Jleyenueto ¢ Bosenran Akopn Tpa6sa na ce 3anouBa ¥ HabMIOZaBA CaMO OT JIeKap C OMNHT B JICYEHHETO Ha
BAX Wi cHcTeMHa ckneposa.

Bunaru npuematite ToBa nexapeTBo, To4HO KakTo BH e kasan BaiusT Jiekap. AKO He CTe CHTYPHH B HeWIo,
nonuraire Baurua nexap wnu dgapmauepr.

boserTan AKOpa ¢ XpaHa M HANMHTKH
bosenTaH Axopa Moxe 1a ce IIpuema cbe Wi 6e3 xpaHa.

IIpenopnuuTenns g03a

Bn3pacTHn

JleueHneTo NpH BE3pacTHH OGMKHOBEHO 3aNOYBa C 1033 OT 62,5 mg 1Ba TETH IHEBHO (CYTPHH M Beuep) npes
OBbPBHTE 4 CeMHLIY, ClTell KoeTo, 00Huatino, Batuar Jekap e Bu nocuBersa na B3emare tabnerka ot 125 mg
ABa METH JHEBHO, B 3aBHCHMOCT OT TOBA Kak pearupate Ha Bosentan Akopy.

Hdena v 10R0UIR

Ilpenopbkara 3a nosupane npu geua e camo 3a BAX. TTpu Aeua na 1 roquua u MoBeye, TeueHHeTo ¢ Bozenran
AKOpA OOHKHOBEHO 3am0uBa ¢ 2 mg Ha Kg TEIeCHO TerIo IBa IMbTH AHEBHO (cyTpuH H Beuep). Bawmsar nekap
e Bu MockBeTRa OTHOCHO I03HPOBKATA.

Hwmaiire npessun, ve GoseHTaH ce mpemnara u B ApYTH JIeKapcTBEHH (POPMH, KOHWTO MOTAT Aa YJIEeCHST
MPABAITHOTO AO3HpAaHE MPH A€ld H MAUMEHTH C HHCKO TENIECHO TErNO WIM TAKHBA, KOHTO TPYAHO Ja
nperapmat GuaMupanuTe TabneTi,

Ako MMaTe BneyaTieHuero, ye edexTsT Ha BosenTan AKOpA e IoCTa CHIICH WX A0CTa cnab, ropopere che
CBOA Nexap, 3a ia ce yCTAHOBH Jany nosure Bu TpaGsa na 6naar npomenenn.

Kak 1a npuemare Boszenran Axopa

Tabnerkure Tpa6Ba na ce npuemar (CyTpHH 1 Beuep), MOreJHATH ¢ BoAa. TabreTkuTe MoraT na ce npuemar
¢be WiH Ge3 xpana,

AKo cTe nIpue/IH NoBeye oT BeobXxoAuMaTa 103a Bosenran Axopn
AKo npremeTe noBeye TabneTky, OTKONKOTO Bu e 6110 Ka3aHo, He3a0aBHO ce CBBPIKETE ChC CBOA Jlekap.

Axo cre nponycnanu na npuemere Bosentan Axopa
Ako 3abpaBHTe na npuemere BozeHran AKOpI, B3eMere [03ara BeJHAra LIOM C
NpoAB/LKETE Aa NpueMate TabneTkuTe B obuuaiiHoTo Bpeme. He B3eMaitre npoiina 1
NPOITYyCHATATA.

Ako cupere 1a npuemare BosenTan Akopa



BreszanHoTo cnmpaHe Ha neveHHetro ¢ BoseHTaH Akopa Moke Aa joBene 40 BiOIIaBaHe Ha Bamure
cumrromu. He criwpaiite npuema Ha BosenTan Akopr, ocseH ako Bawust nexap He Bu kaxe. Bammar nexap
Moke A3 By HasHauM HamanABaHe Ha 103aTa 32 HAKOJIKO [HH NPEAH IBIHOTO CITHPAHE HA JIEHEHHETO.

AKO MMAaTe HAKAKBH TOMBIHHTENHH BBIPOCH, CBBP3AHH C YIIOTpefaTa Ha TOBA JIEKapCTBO, TIONUTalTe Baius
nexap Wil GapManesr.

4. Bb3MOKHH HEXeJAHA PEAKIHH

Kaxro Bcuuku 1ekapcTsa, TOBa JIEKAPCTBO MOXKE Ja NPeaM3BUKA HEXKENAHH PEAKLIMH, BBIIPEKH Ye HE BCEKH M
TIoJTy4aBa.

Haii-cepuosnure Hexenanu peakunu Ha Bosentan Akopa ca

. OfiIoHeH!A B YepHOAPOGHATa (YHKLHA, KOHTO MOTAT Ja 3acerHat nosede ot 1 Ha 10 ayumm.

. Anemus (HHCKa CTOHHOCT Ha XeMOJIOGHH B KPBBTA), KOATO MOKE Ja 3acerde a0 1 ua 10 OylIH,
AHEMHATA MOXKE TIOHAKOTA Ja HANTAra KPbBOTIPENHBaHE.

CroltHocTute Ha Bawmre uepHompoGHM M KpBBHH MoKasatenu we Obaar HaGJIONAaBaHM No Bpeme Ha

neueHueTo ¢ boseHtan Axopa (Bxk. Touka 2). BaxHo e fa npaBuTe Te3H M3C/IeABAHUA CTIOPEA MPENOPBKHTE

Ha Baunsg sekap.

IlpH3HauMTe Ha HapymeHa ¢yHKUHSE Ha YepHHus Bu apo6 smousar:

. rajgeHe (IIO3WBH 34 NOBPEIIAHE);

. NOBPbLIAHE;

. Tpecka (BHCOKa TeMnepaTypa);

. Gonka B cToMaxa (kopema);

. KBJITEHHUA (MOKBATABAHE HA KOXKATa WK GUIOTO Ha OYMTe);

. TBMHO OLIBETABAHE HA YpHHATa;

. cbpbex Ha KOXara;

. TI€Taprya HNH NMpekoMepHa ymopa (HeoGHYaiiHa yMopa MITH H3TOLIEHHE);
. TPUNONION0GEH CHHAPOM (CTABHH M MYCKYHY GOJIKH C TeMTiepaTypa).

Axo 3a0e/IekHTe HAKOH OT TE3H MPH3HALM, KaxkeTe He3abaBuo Ha Bamus Jerap.
JpyTH HexenaH! peakuyH:

Muoro wectu (Morar 1a 3acerHar nosede oT eand Ha 10 qyurm):

. I'mapoGonwue;

. Orok (nonyBane Ha KpakaTa W rf€3eHdTe WM APYTH NIPH3HALH 33 3apbKKa Ha TEYHOCTH).

Hecrn (Morar na 3acerHat Ao eAHH Ha 10 gywm):

. 3auepBeH BHA WIH 3aUepBABAHE HA KOMKATA,

. Peakiuy Ha cBPBXYYBCTBHTENHOCT (KOUTO BKITFOUBAT Bb3NANEHHE Ha KOXKATA, cbpbexn H oOpHB);
. I'actpoesoareanna pediykcHa Gonect (kvceNMHH B cTOMaxa);

. Huapus;

. CuHkon (npunanasde);

. Crpuebuene (yCkOpeHa WM HEPaBHOMEPHA A€HHOCT Ha ChPLETO);

. Hucko xpbBHO HangraHe;

* 3amyireH Hoc.

Heuecrn (Morat na 3acersar o eans na 100 nymm):

. TpomGouuronenus (HUCHK Gpoit TpoMGouTH);
. HeyTponenusa/nerxoneHus (Hucek Gpoli Gen KpLBHM KITETKH),
. [ToBHIIEHH CTOMHOCTH HA YEPHOAPOGHHTE PYHKLHOHATHH MOKA3ATENH ¢ Xerl

4epHHS Ipo0), BKIIOUHTENHO BBIMOXKHO 00OCTpAHE Ha NOMIekKalll Xena
(NOXKBATABaHE Ha KOXKATA WIH GA10TO Ha OUMTE).



Peaxu (Morat na sacerHat g0 eaqun Ha 1000 xymu):

. AHadunaxcus (061a anepruvHa peakuus), aHrHoeaeM (OTOK, HaH-4eCTO OKOJIO OYMTE, YCTHHTE,
€3HKA WIH I'BPIoTo);
. Iuposa (06pazyBaHe Ha prOLIOBA THKaH) Ha YepHHA Apob, vepHOAPO6GHA HEAOCTATEYHOCT (CEPHO3HH

HapyWeHHsA Ha YepHOApoOHaTa GYHKLKA), AaBTOMMYHEH XeNaTHT (BB3NaleHHe Ha YepHus apod,
NPUYHHEHO OT COOCTBEHATA 3aLUMTHA CHCTEMa Ha OpraHKu3Ma, ATAKyBalla 4epHOAPOOHHTE KIIETKH),
KOETO MOJKe J1a Ce TOSBH JOPH CIIe HAKOIKO MeceLla O TOOHHH OT 3allOYBAHE Ha JICUCHHETO.

Crofiapa ce ChINO 3a 3aMBIVICHO 3pEHHE ¢ HEH3BECTHA 4ecTOoTa (0T HANWYHHWTE NaHHH He MOXe na Onae
HarpabBeHa OLeHKa).

Hexenann peaKlHH OPH aella H HDHOIIH

HesxenaHute peakiiM, choOLIEHH TMpH Oeua, JeKyBaHu ¢ boszeHTaH Akopa, ca CBHIUHTE KaTo Te€3H MpPH
BBIPACTHH.

CrobmaBaHe HA HeXKeJaHH peaknHH

AKO TOIyUHTe HAKAKBH HEXKENTaHH NeKapCTBEHH peakllud, yBeaoMmere Bamma nekap i dapMauert. Tora
BKJAKOYBA BCHYKH BB3MOXHH HCOIMHCAHH B Ta3H JIMCTOBKA HEMXCJIaHH pCaKLIMH. MO)KBTC CBhIIO Ja C'BOGUJ,HTC
HeXeNaHH peakilMH NHPEKTHO Ype3 HalHOHaAHATa CHCTeMa 3a CholllaBaHe:

H3mMBNHHTENHA areHIHA 110 ICKapCTBaTa
yin. . Jdamsan I'pyes” Ne 8
1303 Codua

Ten.: +359 2 8903417
yebcaiiT: www.bda.bg

Kato crofliaBate HexenaHH peaKuuH, MOXeTe N& [JaleTe CBOA NPHHOC 3a MONy4YaBaHe Ha [OBeYe
HH}pOpMaLUi OTHOCHO 5€30MacHOCTTa Ha TOBA IEKAPCTBO.

5. Kak aa cbxpanapate Bosentan Axopn

Jla ce cpXpaHABa Ha MACTO, HEAOCTHITHO 34 Jella.

He usnonspaiiTe TOBa 1eKapcTBO CNeA CPOKA HA FOJHOCT, OTOENA3AH BbPXY KAPTOHEHATA OMNAKOBKAa M
6macrepa caen [ 'oneH no://EXP”. CpoKBT Ha rOAHOCT OTroBapa Ha MOCASAHHA AeH OT MOCOYEHNA Mecell.

bructepu oPA/AIWPVC//Alu: ToBa nekapcTBo He HIHCKBA CTielIMA/IHH YCTIOBHS Ha ChXpaHeHHe.
Brucrepu PVAC/PE/PVC//Alu: [a ne ce cuxpanssa Han 30°C.

He wm3xpbpnsiiTe nexkapcTBaTa B KAHAIM3ALMATA WIH B KOHTEHHepa 3a aoMamlHH otnambud. [TonwuTaiire
Bauna dapmaneBT Kax Oa M3XBpISITE JIEKAPCTBATA, KOMTO Bede He H3MoI3BaTe. Te3n MepKH Ie CIIOMOTHAT 38
omasBaHe Ha OKOJIHAaTa cpeja.

6. CohabpkaHHe HA ONAKOBKATA H A0NLJARHTETHA HEGOpPMANHA

Kakso cuabpixa Bo3entan Akopa

AKTHBHOTO BELIECTBO € Go3eHTaH.

Besxa punmupana Tabnerka chabpika 603eHTaH MOHOXHIPAT, EKBUBANEHTEH Ha 62,5 mg
GoseHTAaH.

JIpyrHTe ChCTABKH ca:

IJIMKONAT (Tun A), NOBMAOH H MarHe3ueB cTeapar.



DOUIMOBO MOKPHTHE: XMIIPOMENO3a, TPHALIETHH, TANK, THTaHOB auokeua (E171), xent skenesed oxcua (E172),
YepBeH xKeileseH okeng (E172).

Kak m3raexna boleHTan AKop H KAKBO CLIBPKA ONAKOBKATA

Bosenran Akopn 62,5 mg ca ceTI00par)KeBH, KpBriH (6,2 mm B JHAMETBP), ABOHHOM3MLKHATH QUIMHpAHH
Tabnetku, ¢ BANEOHATO penedHO o3HaveHMe ,IB1” ot eqnara crpaHa.

Bosentan Axopa 125 mg ca ceeTnoopadwxkebd, enuncoBuand (11 mm OWDKMHA M 5 mm  UWIHPHHA),
AsoHHOU3NMbKHANK GHNIMHpaHH TabneTky, ¢ BITLOHATO penedHo o3nauenne ,,IB2” ot eqnara cTpaHa.

Bozenran Akopa 62,5 mg ¢riMHpaHu TabneTku ca HanuuHu B GNHCTEPH, ChAbpxKawM 14, 56 mwm 112
GHIMHpaHy TabNeTKH.

Bozenran Akopa 125 mg ¢unMupaHH TabneTks ca HanMuHM B GnucTepH, chaspxamm 56, 112 mnm
120 dunMupanu Tabnerku.

He BcHUYKH BHIOBE ONAKOBKM MOTaT Ja 6baar ITYCHaTH Ha rnasapa.

IIpaTexaTen Ha paspellleHHeTO 3a ynoTpeba
Accord Healthcare Polska Sp. z 0.0,

ul. Tadmowa 7,

02-677, Warszawa, Mazowieckie,

TMonwa

IIpom3BoguTen

Accord Healthcare Polska Sp.z o.0.,
ul. Lutomierska 50, 95-200 Pabianice,
Ilonima

Accord Healthcare B.V,,
Winthontlaan 200,

3526 KV Utrecht,
Hunepnanons

Accord Healthcare single member S.A.
64th Km National Road Athens,
Lamia, Schimatari, 32009,

I'sprips

Tosa nexapcTeo ¢ paspemeno 3a ynorpeta B AbpXaBHTe — 4ieHKH Ha EBponelickoTo HKOHOMHYECKO
OpOCTPaHCTBO, B B Obenuuenoro kpaicTBo (Cesepaa Hpnanaus), noa c/ieIHHTE HMeHAa:




Hwme na nbpxasara | Mme Ha JeKapcTBeHHst MPOIYKT
wieHka St S
O6enuneno kpancteo | Bosentan Accord 62.5/125 mg Film-coated Tablets
ABCTpHA Bosentan Accord 62,5/125 mg Filmtabletten
benrus Bosentan Accord 62.5/125 mg filmomhulde tabletten
brbarapus bosenran Axopa 62,5/125 mg dpunamupanu TabneTku
Kunbp Bosentan Accord 62.5/125 mg Film-coated Tablets
Yeluka penybamka Bosentan Accord 125 mg potahované tablety
I'epmanus Bosentan Accord 62.5/125 mg filmtabletten

aHus Bosentan Accord 62.5/125 mg filmovertrukne tabletter
EcTtonus Bosentan Accord, 62,5/125 mg Shukese poliimeerikattega tabletid
DOuHanaua Bosentan Accord 62.5/125 mg tabletti, kalvopiillysteinen
DOpanuus BOSENTAN ACCORD 62,5/125 mg comprimé pelliculé
Hranus Bosentan Accord 62,5/125 mg compresse rivestite con film
JlutBa Bosentan Accord 62.5/125 mg plévele dengtos tabletés
Hunepnanaus Bosentan Accord 62,5/125 mg filmomhulde tabletten
Hopeerus Bosentan Accord 62,5/125 mg filmdrasjerte tabletter
[Moptyranus Bosentano Accord 62,5/125 mg comprimidos revestidos por pelicula
Lpenus Bosentan Accord 62.5/125 mg filmdragerad tablet
Cnoakus Bosentan Accord 62.5/125 mg filmom obalené tablety
[Monma Bosentan Accord
PyMBHUA Bosentan Accord 125 mg comprimate filmate
Hpnauaus Bosentan Accord 62.5 mg film-coated tablets

Bosentan Accord 125 mg film-coated tablets

JlaTBus Bosentan Accord
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