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JIucroBka: undopmanus 3a norpedoure/n

Bosenran Axopa 62,5 mg puiamHpanu Ta0/IeTKH - } / SR/ -,Z 0 6 -03- 2026
Bosentan Accord 62,5 mg film-coated tablets

Bo3zentan Axopa 125 mg puamupann Tab1eTKH
Bosentan Accord 125 mg film-coated tablets

bo3eHTaH
(Bosentan)

[IpoyereTe BHHMATEIHO USJIATA JHCTOBKA, MPEIH 14 3al04HETe /1a NPHEMAaTe TOBA JIEKAPCTBO, THH

KATO TH ChAbpPKa BaxkHa 3a Bac nundopmanus.

- 3anasere Ta3u JIMCTOBKA. MOXKe 1a ¢e HaJI0XKH /1a s npoYeTeTe OTHOBO.

- AKO MMAaTe HSKAKBH JOMbJHUTETHH BbIIPOCH, MOJIS nonuTaiiTe Bawus nekap win gapmauesr.

- ToBa JlekapcTBO € NpeanucaHo JinuHo Ha Bac. He ro npeorcrbnpaiite Ha apyry xopa. To Moxe 1a um
HABPE/IM, HE3ABUCHMO Y€ NMPU3HALIMTE Ha TAXHOTO 3abo/siBaHe ca ChuiuTe Karo Bawmure.

- AKO MOJTyYHUTE HAKAKBU HEKEJAHW JIEKapCTBEHU peakuuu, yBeaomere Baluus nekap nin GapMaueBT.
ToBa BK/JIIOYBA M BCHUKH Bb3MOXKHH HEKEJTAHU PEaKLMHM, HEOTTMCAHU B Ta3H JIMCTOBKA. BrokTe TOYKa 4.

KakBo cbabpKa Ta3H JHCTOBKA
l. KakBo npejacrtasisBa bo3zeHran AKOp/l M 3@ KaKBO C€ M3110/13Ba
2. KakBo Tps0OBa 1a 3HaeTe, npeau aa npuemete bozeHran Akopj

3. Kak na npuemare bozeHran Akopa

4. Bb3MOKHH HEXKEIAaHU peaKLIuK

D Kak na cbxpansBare boseHran Akopa

6. CbabpiKaHHE Ha ONAKOBKATa W J0TTbJIHUTEIHA HH(pOpMALLKS

1. KakBo npeacrap/isiBa bozeHTan AKop/1 H 32 KaKBO Ce H3110/13BA

Tabnetkure bozeHtaH AKOpA CbabpxkaT O03eHTaH, KOMTO OJIOKMpa €CTeCTBEHUs XOPMOH, HapeyeH
enporennn-1 (ET-1), npuuMHsBaLl CTeCHIBaHE Ha KPbBOHOCHUTE cbjoBe. Taka bo3eHtran AKOpA BOAH 10
paslIMpsBaHe Ha KPbBOHOCHUTE CbJIOBE M MNPUHAIEKHM KbM Ipyra JIeKapcTBa, HApeUCHH “CHIOTE/IHMH
pEeLENnTOPHU AHTArOHUCTH .

bozeHTan AKop/ ce U310J13Ba 3a JIEYEHHUE Ha:

e beqoapoona aprepnanna xunepronus (bAX): bAX e 3a0oniBaHe CbC CHJIHO CTECHSABAHE HA
KPbBOHOCHHTE Cb0BE B Oenute ApodOBe, BOACLIO 10 BHCOKO KPbBHO HajsiraHe B KPbBOHOCHMTE
choBe Ha Genute apobose (6en0ApOOHUTE apTepHH), KOUTO HOCAT KPbB OT CbPUETO KbM Oesnte
npo6ose. ToBa HanAraHe HamMaisaBa KOJMYECTBOTO KUCJIOPO/1, KOETO MOJKeE /1a BJie3€ B KPbBTa B OenuTe
n1pobose, 3arpyAHsBaWkH ¢u3MueckaTa akTMBHOCT. bo3eHTaH AKOpA pa3iuupsBa 0en10apoOHUTE
apTepMM, KAaTO M0 Ta3¥ HAYMH YJIECHABA CbPLETO /a M3T/IacKBa KpbBTa npe3 TaX. ToBa noHWxkana
KPbBHOTO HaJisiraHe ¥ 00JIeK4aBa CHMITTOMMTE.

BosenTan AKopa ce W3MoJsBa 3a jeuenue Ha nauueHTH ¢ BAX knac IlI 3a nogobpsiBaHe Ha (U3HYECKHS
kanauurteT (CrnocoGHOCTTA 3a W3BbPLUBAHE HA (PU3MUECcKAa aKTMBHOCT) W cumnTomure. ..Knacwst™ orpasssa
cepuo3HocTTa Ha Gonectra: .kiac III° Bk/lOYBa OTYETAMBO OrpaHMYeHHE Ha (hU3MUECKaTa AKTHBHOCT.

Ha6monaBaHo e u3BecTHO nojoopenuwe u npu nauedtd ¢ BAX knac Il ,Knac 11" Brimousa seko
orpaHuyeHue Ha puznueckara akTUBHOCT. bAX, 3a KOATO € nokas3aH bosentan Akop/, Moxe /1a Obae:
# nbpBUUHa (0€3 uaeHTHdHULMpPaHa NPUUUHA WK (PaMHUITHA):
® NPUYMHEHA OT CKJIEpOAepMUs (HapeyeHa Olle CHCTEMHa CKepo3a, 3a0o/sBaHe,
HEOOMYAEH PacTekK Ha ChEJIMHUTEIHATA ThKaH, MOJUIbprKallla KoyKata 1 IpyruTe opr
% NPUYUHEHA OT KOHI€HHWTAIHW (BPOJEHH) CbPIACYHH JIE(PEKTH C LUIBHTOBE (aﬁnclrﬂ

NPUUMHABALIIM HEOOMYAEH MOTOK HA KPBBTA Mpe3 CbpLETO U OentnTe apodoBe. H-S

()



o JIHTHTA/HH YJIepalHH N0 BbPXa HA NPLCTHTE (PaHH MO NPLCTHTE HA pBLUETE H KpakaTa) NpH
BB3PACTHH MALMEHTH, CTPAAAILH OT ChCTOSHUE HAPUYAHO Ciiliepoaepmus. boseHTaH Akopa BogH 1o
HaMansgBaHe Ha Opos HA HOBOMIOABH/IUTE CE A3BU N0 NPBHCTHTE HA PLUETE U Kpakara.

2. Kakso Tpafsa na 3naere, npean aa npuemere bozenran Axkopa

He npremaiite bozenTtan Axopa:

. AKO CTe AJIeprHYHH KbM 003€HTAH WJIH KbM HAKOA OT OCTAHANWTE ChCTAaBKH Ha TOBA ACKApCTBO
(36poeHH B TOUKA 6)

. aKo HMaTe YyepHoaApotun npobiaeMH (MOCHBETBANTE CE ChC CBOA JieKap)

. aKko cre OpeMeHHAa HiaH OMXTe Morja [1a 3adpeMeHeeTe, Tbii KaTO HE MW3MOA3BATE HAACHKAHH

KOHTpaUENTHBHM MeToad. Mona Oa npoueTeTe MH(GOPMALIMATA, O3arjiaBeHa ~ KOHTpalUenTHBHH
cpenctBa” u "Jlpyru nekapctBa ¥ bo3eHTaH Akopa”

. AKO NpHeMAaTe NHKJIOCTIOPHH A (JIEKAPCTBO, U3MO3BAHO CNEA TPAHCIUIAHTAUHMSA WH 33 JICHEHWE Ha
[COPHAa3UC)

AKO HAKOE OT TE3M Hellla ce OTHacs 3a Bac, kaxere Ha Bauus nexap.
IlpenynpexieHus H OPeaNa3zHN MEPKH

HicaeaBanuns, KouTo BauinaT Jexap me Bu Ha3HAYH NpedH JIeUeHHETO

e KpPbBHH M3CAEABAHMA, C LIS NPOBEpKa Ha YepHoApobHaTa Bu dyHKUuMA

® KpPbBHH M3CJI€ABaAHUA, 3a Aa CE POBEPH 32 aHEMUS (HUCHK XEMOrTOOHH)

e TecT 3a OPEMEHHOCT, aKO CTe XEHa ¢ ACTEPOIEH NOTEHLHAN

[Tpy HAKOM OT MALMEHTHTE, NpHemal BoszeHTaH AKOpA, ca YCTAHOBEHH OTKIOHEHHWS B 4epHOAPOOHMTE
$YHKLUHOHAHHY MOKA3aTeNH U aHEMHA (HUCBK XEMOTI00HH),

H3caeasanng, konto Bamuar nekap me Bu HA3HAYH MO BpeMe HA JIEYCHHETO
[To speMe Ha neyeHHeTo ¢ boseHTan Akopa, Bawuar nekap uie Bu HazHauasa pelOBHH KPbBHH H3C/IC1BAHHS
32 YCTAHOBABAHE HA NPOMEHK B YEPHOAPOOHHTE GYHKLIHMH U HHBOTO Ha XEMOTIOOHHA.

OTHOCHO BCHYKHK M3CIEABAHHA, MOJA Aa nposepsBaTe CUrHanHara KkapTa Ha natlHeHTa (BbTpe B ONaKOBKaTa
Ha Tabnetkure bosenraH Akopa). BaxHo € ga npoeexaare Te3W peIOBHU KPbBHH W3CNEABaHHMA, 10KaTO
npuemate bosentaH Axopa. CoeeTBaMe By na 3anucBare natata Ha BauuTe nocieaHyn H3CNEABaHH, KAKTO
M Ha NPEeACTONLIMTE n3caenpanus (nutaiite Bawns nekap 3a garata) B CMrHajiHaTa KapTa Ha nauMeHTa, 3a aa
CH NMOMOTHeETE Na He 3adpaBuTe Kora TpaOBa Aa HanpaBuTe CNEABAUINTE H3CJIEABAHUA.

KphBHH H3C/I€ABaHHA 32 YepHOAPOOHA PYHKIINS

Tesu v3cneaBaHMA LE CE NPaBAT BCEKH MeceLl, A0KaTO Tpae JeueHueTo ¢ bozenran Akopa. Cnea nosHiliaBane
Ha J1034Ta e Ce Harpasy AOMBJHWTENHO H3C/IEABAHE CleA 2 CeAMHUM.

KpbBHH TEeCTOBE 32 AHEMHA
Te3u TecToBe LLE CE NPABAT HAa BCEKH MeECel npe3 MbpBUTe 4 Mecela OT JEYEHHETO, CIIEA TOBA HA BCEKH 3

Mecella, Thil KaTo nalMeHTHTe, npuemMailn bozentan Axopa MOXe Ja pa3BHAT aHEMMA.

AKO pe3y/ITaTHTE OT Te3H TECTORE Ca M3BBLH MPaHMLIMTE HA HOpMaTa, BaluuaT nekap MOXe Aa pelly Aa HaMallH
[03aTa WK Aa crnpe JieyeHHeTo ¢ boseHTaH Akopa M Aa HanpaBH JNOMbJAHWTE/IHK TECTOBE, 33 1a YCTAHOBH
NpHUYKHATA.

Jlena H woHOIIH
Bo3zeHtan AKopa He ce mpenopbvBa [pU NEAHATPHYHH NMALMEHTH CbC CUCTEMHA CKIE
IUrdTanHa a3ereHa 6onect. Buxre cbito Touka 3. Kak na npuemare bozenran Axkopa.




JIpyrn nekapersa H bozentan Axkopa

Mond, KakeTe Ha Bawuus nexap uin gpapMaLieBT, ako NPHUEMATE HIH HACKOPO CTe NPUEMA/IK IPYTH JICKapCTBa,

BKJIIOYMTEJTHO Y TAKMBA, OTNycKaHu 6e3 peuenta. OcobeHo BaXXHO € na yBEIOMHUTE CBOA JIEKAP, aKO MPpHEMATE:

e UMKIOCMOPHH A (I€KapCTBO, M3MON3BAHO CAEA TPAHCTINAHTALINA U 3a JICYCHHE Ha [1COPHA3NC), KOETO HE
Tpabsa na ce u3non3ea 3aeaHo ¢ bosenran Axopa.

® CHPOJAUMYC MJTH TAKPONMMYC, KOHTO Ca NIEKApCTBa, U3MON3BaHK Cllefl TPAHCIIAHTALMA, ThH KaTo He C¢
npenopbusar 3a ynorpebda saeano ¢ bosentan Akopa.

e rubenknamua (ekapcTBo 3a auaber), puamnuuuH (lekapcTBo 3a TyOepKkynosa), ¢urykoHa3oN
(nekapcTBO cpelly rbOHYHN HH(PEKLMH), KETOKOHA30J1 (IEKapCTBO, H3NOM3BAHO 33 JICHCHHETO HA CHHAPOM
Ha Kywmunr) wim Hesupanuu (nexapcteo 3a HIV), Te# kato ynorpebara Te3u n€xapcTBa 3a€QHO €
BozenTaH Akopa He ce npenopbyBa.

e Jpyru nekapcTea 3a jgedenue Ha HIV uHdekuns, KOUTO MOTaT Na HalaraT CNEUMatHo Ha0Ji10/IeHueE, ako
ce M3noa38ar 3aeaHo ¢ bo3eHTan Akopa.

® XOPMOHAJHMW KOHTPALENTHBH, KOMTO He Ca ePHUKACHH KAaTO €IMHCTBEH METOA 3@ KOHTPAUenuus, A0KaTo
pzemare BosenTaH Axopa. BbTpe B onakoBkata ¢ Tabnetku bosentan Akopa uie orkpuete CHrHanHa
KapTa Ha MAalMEHTa, KOSTO TpAGBa BHMMATENHO Ja MpoueTeTe. Bawiuar nekap W/umM ruHekonor wie
YCT2HOBH KaKbB METO/1 32 KOHTpauenuus e noaxonsiu 3a Bac.

* ApYIH NeKapcTBa 3a JiedeHHe Ha 6enoapobHa XUNepToHus — cuiaeHadu ¥ Tajanagui.

¢ BapdapHH (NPOTUBOCHCUPBALLO CPEACTBO).

e cCuUMBACTAaTHH (M3MOA3BaH 3a JIGUEHME HA [OBHLIEHW HMBA HA XOJleCTEpOn B KpbBTa -
XUNEPXONECTEPONEMHA).

Hlodupane # padoTa ¢ MAIIHHH

bo3eHTaH AKOpA He MOBNUABA MJIM MOBIMSBA MpeHeOpekUMO CnocobHOCTTa 3a wodHpaHe 1 pabota c
mMawuHU. Bunpekn ToBa, bozeHTan Axopa MoXe 1a NMPUYMHWA XHMNOTOHUS (MIOHWXKABAHE HAa KPBHBHOTO Bu
HaAraHe), OT KOETO MOXETE Aa Ce€ MOYYBCTBATE 3aMasHKW M 13 OKaXKe BIMAHHE BbPXY 3peHHeTo Bu u
cnocoBHOCTTA 3a Wodupase 1 paboTa ¢ MamuHy, [Topaay ToBa, ako ce HyBCTBATE 3aMasHU WM 3peHneTo By
e 3aMbIIEHO, 10KaTO nipuemaTe boszeHTaH Akopa, He wogupaiite u He paboTeTe ¢ UHCTPYMEHTH WIIM MaLLIWHM.

BpeMeHHOCT, KbpMeHe H PEePTHIHTET

/KeHH B 1eTepoaHa BL3pacCT
HE npuemaiite Bozentan Axopp, ako cre 6peMeHHa WM NJIaHupaTe OPEMEHHOCT.

TecToBe 3a OpemeHHOCT

bo3eHTaH AKOpPA MOXKE [a yBpeaAd HepoaeHuTe Oedera, 3aueHaTH NpeaH 3amo4YBaHETO HAW NO BpEME Ha
NedeHHETO. AKO CTe XKeHa, KOSTo 6M Mora aa 3abpemenee, Bawuar aexap me Bu noMonu na HanpaBUTe TECT
3a 6peMEHHOCT, Npey Ja 3anovHere Aa npuemate boseHTaH Akopa H pelOBHO A0KATO NpHEMATE bozeHTaH

AKkopAa.

KoHTpanenTHBHH CpeacTBa
AKO MMa BEepOATHOCT Aa 3a0pemeHeeTe, U3N03BaWTE HAACKASH METO/ 33 KOHTPOJIIMPAHE Ha paXKAaeMOCTTa
(KOHTpaLenLuus), AokaTto npuemare bosenraH Akopd. BaumsaT nekap wnu runexosor e Bu npenopbya
HaJEXKIHU KOHTPALENTHBHU METOAHM, AoKaTo npuemare bosentan Akopa. Twit kaTo boleHTaH AKOpA MOXE
Ja HAMpaBM XOPMOHAJIHWTE KOHTPALENTHBH (HanpuUMep MEepOopajiHi, WHKEKUHOHHHW, WMIMNAHTAHTH WM
NNacTHPH 3a KOxkaTa) Hee(PeKTHBHM, TO3H METO, MPUIIOKEH CAMOCTOATENHO, He e HaaexaeH. [lopanu ToBa,
aKO [OJI3BaT€ XOPMOHAIHM KOHTPALENTUBM, TPAOBa 3aeAHO C TOBa Ja Mpunarate W OapuepeH METO.
(HANpHMep KEHCKM KOHOOM, AMadparma, KOHTpaUeNnTHBHA rbOMuka WiM Bawuvst naptHbop Tpadsa na
u3nonssa koHaoM). BrTpe B onakoskata ¢ TabneTku BozeHTan Akopa e oTkpHere CurHanta kapra Ha
naumenTa. TpaGea Aa NOMBJIHUTE Ta3u KapTa W Ja g 3aHeceTe Ha Baluus nexap npy C/1eABaloTo MOCCIIEHHE,
3a Aa Moxke BaluuMar nekap vy rMHEKONOr [a MpeueHH Aajid ce HYXAaeTe OT AONMBAHWTEIHH WIN
aTepHaATUBHU HAJEKAHH METOoAM 3a xoHTpauenuua. IlpenopbyBa ce BCCKM MECEL Ja NpaBHIe—FeCT 33
OpeMeHHOCT, 10KaTO npydemare boseHTan Axopa, ako CT€ B eTepoiHa Bb3pacT. ?Sgﬂﬂ.“ﬂ fip

VeegoMere BeaHara Bawusa nexap, ako 3abpemeHeeTe no BpeME Ha TNpHEMa Ha u-
nnaHupate opeMeHHOCT B O1M3K0 ObacLIE. :



Knpmene
Bo3enTan npeMuHaBa B kbpMmata. [lpenopbuBa ce Aa NMpeKpaTHTE KbpMeHeTO, ako Bu Ovie npeanmcan
boseHTaH AKOpI, Thil KATO HE € U3BECTHO AAJIM HETOBOTO HAIHUHE B KbpMaTa MOXKE Aa HaBpeau Ha Bauero

oebe. ["oBopeTe ¢ Bawng nekap 1o T03M BBIIPOC.

DepTHINTET
Axo cte MbX M npuemare boseHTaH AKopa, Bb3MOXKHO € TOBA JIEKApCTBO 44 Hamanu Opos Ha Bawwure

cnepMaTozouan. He Moxke 1a ce MU3KIIOUH, HE TOBA MOXE /1a C€ OTpa3H Ha cnocobHocTTa Bu fa umare peua.
ITocbBeTBaiiTe ce ¢ Baluus nekap, ako UMaTe BBITPOCH WJH NIPUTECHEHHS BbB BPb3Ka ¢ TOBA.

bo3eHTan AKOpA CHALPKA HATPHHA
ToBa flekapcTBO chAbpka no-manko ot | mmol Hatpui (23 mg) Ha Tabierka, T.e. MOXE Ja ce Kaxe, ue
NPaKTHYECKHU HE ChAbPXKA HATPHHA.

3. Kak na npuemare bozeHTaH Akopa

Jleuenunero ¢ BoseHtan Akopa TpabBa na ce 3anouyea ¥ HadAKOAaBa CaMoO OT JieKap ¢ OMHT B JIEHEHHUETO Ha
bAX vnu cCHCTEMHA CKIEPO34.

Buxary npuemMaiite ToBa JIeKapcTBO, TO4HO KakTo Bu e kazan Bawusar nexap. AKo He CTe CUIYpHH B HELLO,
nonuraiite Balunua nekap uav gapMaLesr.

Bo3eHTaH AKOpPI ¢ XpAHA H HANHTKH
bo3enTan Akopa MoKe 1a c€ NpueMa cbe UM 63 XpaHa.

IIpenopnunTeIna 103a

Bw3pacrun
Jleuenvero npH BB3paCTHH OOMKHOBEHO 3amno4Ba ¢ A03a OT 62,5 mg ABa NbTH AHEBHO (CYTPHUH U Beuep) npes

NbPBUTE 4 cCEAMKLM, cliell koeTo, obuuaiiHo, Bawmst nekap we By nocbeeTsa na B3eMarte tabnerka or 125 mg
ABa MbTH JIHEBHO, B 3aBUCHMOCT OT TOBa Kak pearupare Ha boseHtaH Akopa.

Jdena u woROIIH

[IpenopbkaTa 3a no3vpade npu aeua e camo 3a bAX. Ilpu aeua Ha | roauHa U nmoseue, JieueHueTo ¢ bozenran
AKopa oOMKHOBEHO 3ano4ysa ¢ 2 mg Ha kg TenecHo Terno aBa NbTH AHEBHO (CYTPHH W Beuep). Bawmsar nexap
me Bu nochBETBA OTHOCHO RO3UPOBKATA.

WmaiiTe npensup, ye 603eHTaH ce npeasiara U B APYrH JNEKAPCTBEHH (POPMH, KOWTO MOraT Ja YJICCHAT

NPaBUIHOTO JAO3MpPAHE MPU J€Ua M [ALUMEHTH ¢ HUCKO TEJIECHO TErIO WKW TaKHBa, KOHTO TPYAHO Aa
nNpernbUAaT (GUAMHPAHUTE TAOIETKH.

AKO UMaTe BreyYaTsieHHeTO, 4Ye epekThT Ha bo3zeHTaH AKopa e A0CTa CHIIEH MM A0CTa ¢nab, roBopere Cbe
CBOSA NleKap, 3a Ja C€ YCTaHOBH Aanu ao3ute Bu TpabBa na 0baaT NpOMEHEHH.

Kaxk na npuemarte bo3entan Axopa
TabneTkuTe TpAOBa na ce npUemMart (CYTPUH M BeYep), NMOrbiHATH ¢ BoAa. TabneTkure morar aa ce ripuemar
Che UK 6€3 XpaHa.

AKO ¢Te NIpHeH N0BeYe 0T HeoOXxoaAuMaTa n03a boleHTaH AKopa
Ako npHeMere noeeye TabneTKH, OTKONKOTO Bu € OUi10 Ka3aHo, He3abaBHO CE€ CBBPKETE CHC CBOA JieKap.

AKO cTe nponycuann Aa npueMerte boleHTan Akopa
Axo 3abpaBuTe pa npuemere boseHTaH AKOpA, B3eMeTe A03aTa BEAHAra UIOM Ce€ CETHUTE
npoab/pKeTe Aa rnpueMare tTabnetkute B 0duuaiiHoTo BpeMe. He B3emaiite nBoHHa N03a, 32 11
NpOMycHaTaTa.

AKo cnipere na npuemare bozeHTaH AKopA



BHe3zanHOTO cnupaHe Ha nevyeHWeTo c bozeHTan Akopa MOXE Ja A0BeAe A0 BJollaBaHe Ha Bainute

cumnromH. He crimpaiite npuema Ha bozentan Akopa, ocsed ako Bawuar nekap He Bu kaxke. Baluuar nekap
MOe 1a By Ha3HAUM HaMangaBaHe Ha J03aTa 3a HAKOJKO AHU Npeay NbJIHOTO CIIUPAHE Ha 1EUYEHHUETO.

AKO uMaTe HAKAKBM JOMBJIHUTENHH BBNPOCH, CBBP3aHM ¢ yNnoTpebaTa Ha TOBA JIEKApCTBO, nonvraire Bawius
nexKap WM papmMatieBT.

4, B13MOXKHH HeXKeAAHH PEAKIHH

KakTo BCHUYKH NIeKapcTBa, TOBA NEKAPCTBO MOXKE /12 MPEeAH3BHKA HEXENAHN PEAKLMH, BLIIPEKH Ye HE BCEKH 'Y
NoJiyyasa.

Haii-cepro3HuTe HEXENaHHU peaktuH Ha bo3eHTan Akop/ ca

. OTKI0HEHHA B YepHOApoOHATA QYHKLKA, KOMTO MOraT Aa 3acerHar noseue ot | Ha 10 aym.

. AHeMHUa (HUCKA CTOHHOCT HA XEMOIJIOOMH B KpbBTA), KOATO MOXke Ja 3acerHe a0 |1 Ha 10 aywm.
AHeMHATa MOXE MOHAKOra Ja HaJlara KpbBOfpenuBaHe,

CroiiHocTuTe Ha BauiuTe 4yepHOOpoOHM KW KpBLBHH NokKaszaTelM Lie ObaaT HaObmoZaBaHW [0 BpeMe Ha

neueHueTo ¢ bozeHraH Akopa (BX. Touka 2), BaxxHo e na npaBuTe T€3U H3CNEABAHMSA CNOPER NPENOPBKUTE

Ha Bawusa nekap.

[Ipu3HauuTe Ha HapyweHa ¢yHKLMs HA YepHus Bu 1pod skmouBar:

. rajeHe (MO3WBH 33 NOBPbLIAHE);

. NOBPbUIAHE;

. TpecKa (BHCOKa TeMNeEparypa),

. OoJika B cTOMaxa (Kopema);

. XbATEHHUA (MOXKLATABAHE HA KOXATa WIH O4N0TO HA OUMTE),

. TbMHO OLIBETABAHE HA YPHHATA,

. cbpbeXK Ha KOXKaTa;

. feTaprus Win npekomMepHa ymopa (HeodnuaitHa ymMmopa Wiy U3TONIEHUE),
. rpunonoaobeH CHHAPOM (CTaBHU U MYCKYJIHH DOJIKH C TEMNepaTypa).

Ako 3a0eneKHTe HAKOH OT TE3U NPH3HALH, KaxeTe He3a0aBHO HA Bamus jexap.

Hpyry HeXKenaHKH peakLHH:

Muoro yecTH (MOrar a 3acerHaT mosede ot €AdH Ha 10 oywn):
. ["naBoboaue;
. OTtok (moayBaHe Ha KpaKaTa W IJIe3eHUTe WIH APYry NPU3HAaLIY 33 33APbXKA Ha TEHHOCTH).

YecTn (Morar aa 3acerdat Ao earH Ha 10 gyuiu):

. 3auepBeH BH WIH 3a4EPBABAHE Ha KOXKATa;

. PeakLiMH Ha CBPbXYYBCTBHTENHOCT (KOHTO BKIIIOUBAT Bb3Na/ieHHE Ha KOXaTa, Chpbex v obpus);
. ['acTpoezodareanta pedykcHa 601ecT (KHCENHMHH B CTOMAaxa),

. Huapus;

¢ Cunkon (npunaaane);

. CopuebneHe (YCKOpEHa WM HEPaBHOMEPHA AEHHOCT Ha CbPLETO);

. Hucko kpbBHO HanAraxe;

. 3anyllieH HOC.

HeuecTn (Morar aa 3acerHat ao eaud Ha 100 aywn):

. TpombounroneHus (HUCHK 6poi TPOMOOLIUTH);
. HeyTtponeHust/neBkoneHna (HUCHK Opoit O€/1H KPBBHH KIIETKH),
. [ToBuWIEHN CTOHHOCTH Ha YEPHOAPOOHHUTE (PYHKLMOHAHY [OKAa3aTeNny ¢ Xena

yepHUA Ap0d), BKIOHMTEIHO BB3MOXKHO 00OCTpAHE Ha nNoAdekKall Xenar
(MOXKBATABAHE HA KOXKATA MJIM DAJIOTO HA OUHTE).




Peaxu (Morat na 3acerdat go eaun Ha 1000 nyuin):

. Anadunakcus (00ma anepruyHa peakuys), aHruoeaeM (OTOK, HaH-4eCTO OKOJIO OUHTE, YCTHHTE,
€3MKa WK IbpPSIoTO);
. L{lpo3a (06pa3yBaHe Ha pbOLIOBA ThKaH) Ha YE€PHUA Apo0, 4epHOAPOOHA HENOCTATbYHOCT (CEPHO3HH

HapylIEHHA Ha YepHOAPOOHATA YHKLMA ), ABTOMMYHEH XENaTHT (Bb3NaleHHe Ha YepHHs 1poD,
NPUYHMHEHO OT COOCTREHATA 3aLMTHA CUCTEMA Ha OPraHM3Ma, aTaKyBalla YepHOIPOOHHTE KIIETKH),
KOETO MOJKE /1a C€ NOsABH J0PH CleN HAKOJIKO MeceLa A0 NOAYHH OT 3an0UYBaHe Ha JEUESHHUETO.

Cbo611AaBa Ce ChIUO 33 3aMBIJICHO 3PEHHE C HEHW3BECTHA 4eCTOTa (OT HANWUHWTE JaHHH HE MOXKe na Ovae
HanpaBeHa OLUEHKa).

Hexenann peakiiHy Npy Aena 4 IOHOWIH
Hexenanute peakuwu, choOlIeHH NpH Jeua, JekysBaHH ¢ boseHTaH AKOpA, ca CBIIMTE KaTo TE3d MpH

BB3PACTHH.

CholIaBaHe HA HEXKEJIAHH PEAKIIHH

AKO MOJYUHTE HAKAKBH HEXENAHH JIEKAPCTBEHH PEaKLMK, YBeAoMeTe Bailiua nexkap win gapmalesT. Toa
BKJTIOYBA BCHUKH Bb3MOXHU HEOMHCAHH B Ta3d JIMCTOBKA HEXEMaHW peakunn. MoxeTe cbllo aa ¢bodlumMTe
HE)KETaHW peakLuyy JUPEKTHO Ype3 HALlMOHATTHATA CHCTEMA 3a ChoOllaBaHe:

HN3nbiaHuTEeIHA areHursa No JIEKapCTBaTa
ya. . Jlamsan ['pyeB” Ne 8
1303 Codus

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

Kato cbvobliaBaTe HeXenaHM peakuydM, MOXETE Ja AaJeTe CBOS INPHHOC 3a N0Jy4YaBaHE Ha [10BEYHE
HH(OpMaLIMA OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak 1a coxpansiBate bozenTan Axkopa

Jla ce cbxpaHsaBa Ha MACTO, HEAOCTLITHO 32 JClia.

He u3non3paiiTe TOBAa NEKAPCTBO CAed CPOKA HAa TOAHOCT, OoTOend3aH BbpXY KapTOHEHaTa OMakoBKa W
6nuctepa cnen ,,l'onen 10:/EXP”. CpoxbT Ha rofHOCT OTrOBaps Ha NMOCNeIHHA AE€H OT NMOCOUCHHUA MECCLL.

bavcTepn anyMHUHHA-TYMHHHUA.
JlexapcTBEHHAT MPOMYKT HE U3MCKBA CMELMAIHH YCIOBUA HA CbXPAHCHHUE.

Bavicrepn PVC/PE/PVDC-anymuHui:
Ha ce cexpansea nog 30°C,

He u3xBbpnsiiTe N€KapcTBATA B KAHANIM3AUMATA MM B KOHTEHHepa 3a AoMallHHM oTnaabuu. IlonuranTe
Baiwuus ¢apMaleBT Kak 4a U3XbpJ/ISTE JI€KAPCTBATA, KOMTO BeYe HE U3N0A3BaTe. €31 MepKH 11e CIOMOTHAT 33
Ona3BaHe Ha OKOJIHATA Cpe/a.

6. Coabpkanne Ha ONAKOBKATA H AONbJIHHTEIR2 HHPOpMANHA
Kakpo ¢cbAbpxka boleHTaH AKopA
MoHoxuApar. Besaka Tabnetka cbabpka 62,5 mg 603€HTaH (KATO MOHOXM/IPAT).

- Boientan Axopa 125 mg ¢uamupans TabjJeTKH: AKTHUBHOTO BELUECTB
moHoxuapat. Beaka tabneTka chabpxka 125 mg 603eHTaH (KaTo MOHOXMAPAT).




- JIpyruTe CLCTaBKH B SAPOTO Ha Tabnerara ca: LAPEBUYHO HHLIECTE, MPEXKENATHHU3UPAHO HHUILLECTE,
HATPHEB HHILECTEH MIMKOMAT (TN A), NOBMAOH M MAarHe3Wes cteapaT. MHIMOBOTO NOKPHTHE
ChABPIKA: XMIPOMEN03a, TPUALIETHH, TalK, TUTAHOB AHOKCHA (E171), xbaT keneseH okcHA (E172),
uepBeH keqaeseH okeua (E172).

Kak Hiaraexaa boleHTan AKOpa H KaKBO ChbAbPKA 0NAKOBKATA

BosentaH Axopa 62,5mg ca CBETIOOPaHKEBH, KpbIVIM, € JAHaMeTbp npubau3uTenHo 6,20 mm,
KBOWHOM3NMBbKHAIHY, (PUIMHpaHU TabneTku, ¢ BATbOHATO penedHo o3HauyeHue ,IB1™ oT eaHaTta crpaHa W

rMajgKy OT Apyrara.

bosentan Akopa 125 mg ca CBETNOOpaHXXEBH, €NMNCOBUAHM, ¢ npubnusutendo 11,00 mm navokuHa u
5,00 mm 1wKMpKHHa, NBOMHOM3NLKHAAH, QHIMUpaHHK TabneTkH, ¢ BAALOHATO penedHo o3Hayenue ,I1B2” or

e[lHATa CTpaHa U rNajiky OT Jpyrara.

Bozentan Axopa 62,5 mg ¢uamupand TabiaeTKM ca OMNaKoBAaHW B O/MMCTEpH ANyMUHHH-AyMUHWH W
PVC/PE/PVDC-anymuHui, chabpxaius 14 ¢guimupanu Tabnerkn. KaproHeHHTe onakoBkH chabpkaTt 14, 56
unu 112 ¢punmupadu Tabnerku.

Bozentan Akopa 125 mg ¢duamupand TabneTku ca ONAKOBAHMW B OJAMCTEpH anyMUHUH-ATYMWHHH W
PVC/PE/PVDC-anymunuii, cuaspxainu 14 dunmupanu tabnerkn. KaproHeHuTe onakoBKH ChABPKAT 56 Uiy

112 dpunMupaHyn TabneTku.

bBo3senran Akopa 125 mg ¢punMupasu TabaeTky ca onakoBaHH B OJIHCTEPH ANyMBHHH-ANYMUHUH U
PVC/PE/PVDC-anyMunuii, chabvpxxauy 10 dunmupann tabnerkn. KaproHeHHTE ONakoBKH ChAbPXKAT
120 dunmupann TabneTkm.

He BCHMUKH BUAOBE ONAKOBKM MOrAaT aa §3:916:4) IIYCHATH Ha [1a3apd.

IIpuTexkares HA pa3pelIEHHETO 34 YHOTpeda
Accord Healthcare Polska Sp. z 0.0.,

ul. TaSmowa 7,

02-677, Warszawa, Mazowieckie,

Ilonina

IIpon3BoanTen
Accord Healthcare Polska Sp.z o.0.,
ul. Lutomierska 50, 95-200 Pabianice,

[Honma

Accord Healthcare B.V.,
Winthontlaan 200,
3526 KV Utrecht,

HunepnaHaus

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

_Lamia, Schimatari, 32009,
["bpuus

ToBa JiexkapeTBO € pa3pemieHo 3a ynoTpeba B IbpkaBHTe — WICHKH HA EBpOneHcKOTOo HKOHOMHY4ECKO
npocrTpancTeo, H B O6eannenoro xpaacrso (Cesepna Hpranauia), noa cJieAHATE KMEH;




Hme Ha AbpKaBaTa Hme Ha JeKapcTBEHUS NPOAYKT
YIeHKA
O6enuneno kpaictBo | Bosentan Accord 62.5/125 mg Film-coated Tablets
ABCTpUS Bosentan Accord 62,5/125 mg Filmtabletten
besirus Bosentan Accord 62.5/125 mg filmomhulde tabletten
bbarapus bosenran Akopa 62,5/125 mg guimupanm TadjeTKH
Kunsp Bosentan Accord 62.5/125 mg Film-coated Tablets
Yeruka peny0JiMKa Bosentan Accord 125 mg potahované tablety
['epmanus Bosentan Accord 62.5/125 mg filmtabletten
Janus Bosentan Accord 62.5/125 mg filmovertrukne tabletter
EcTonus Bosentan Accord, 62,5/125 mg dhukese poliimeerikattega tabletid
dunHaaHaus Bosentan Accord 62.5/125 mg tabletti, kalvopéillysteinen
DdpaHuus 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 tabletes
Hunepnanaus Bosentan Accord 62,5/125 mg filmomhulde tabletten
Hopgerus Bosentan Accord 62,5/125 mg filmdrasjerte tabletter
[Toptyranus Bosentano Accord 62,5/125 mg comprimidos revestidos por pelicula
[11Benus Bosentan Accord 62.5/125 mg filmdragerad tablet
CnoBakus Bosentan Accord 62.5/125 mg filmom obalen¢ tablety
[losiua Bosentan Accord
PymMbHuS Bosentan Accord 125 mg comprimate filmate
Hpnanaus Bosentan Accord 62.5 mg film-coated tablets

Bosentan Accord 125 mg film-coated tablets
JlaTBus Bosentan Accord

JlaTa HA NOCJIeIHO npepasrJiexaaHe Ha gucrToBkaTa 02/2026




