JlacTropka: HaQopMannd 32 DalHEHTA

Boszenran Yeaunr 62,5 mg ¢ramuapann Tabnaerku
Bo3enran Yeaauar 125 mg gnamupann tadierkd

Bosentan Welding 62,5 mg film-coated tablets
Bosentan Welding 125 mg film-coated tablets
bozenran (Bosentan)

IIpogeTeTe BHEMATENHO NEIATA JIACTOBKA, MPEAR AA 3aNI0THETE A2 NPHEMATE TOBA JEKAPCTBO, Thif

KATO TS ChAbpPKA BaXKHAa 32 Bac nadopmanus.

~ Janasere Ta3sH JIMCTOBKA. Mojke [a ce HanOXKu Aa s NpoyeTere OTHOBO.

- AKO UMaTe HAKaKBH JOITBLIHATENHH BBIIPOCH, MO MOMNHATAliTe Bamua nexap wiM papManesnT. |

- Tora nekapcrso ¢ npeamucado muuso Ha Bac. He ro nmpeorcreneaiite Ha apyru xopa. To MoXxe 1a UM
HaBpeH, HE3aBHCHMO Ye MTPU3HALIMTE HA TAXHOTO 3abongBaHe ca chluuTe Kato Bamure.,

- AKO MonyuHTe HIKAKBH HEXeJIaHH IEKAPCTBCHH PeaKIliH, TOBopeTe ¢ Bamua nekap wm papmaLeBT.

ToBa BKIIOUBA M BCHUKH BB3MOKHH HEXETIaHH peakliHy, HeOIHCAHH B Ta3H JIHCTOBKA. Brokre Touka
4. | |

KAKBO CHILpAA T4 JHCTOBKA W3MBLAHUTENHA ATEHUNA N0 NEKAPCTBATA
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1. Kakpo npeacrasaasa bosenTan YeJAHAT U 32 KAKBO €€ H3H0I3Ba

bozentan Yengunr tabnetka cbabpxka H03eHTaH, KOHTO DNOKMpa SCTECTBEHO Cpelllall ¢ XOPMOH, HapedYcH
enporenuH-1 (ET-1), KoiTo NpHUHHABA CTECHABAHE HA KPEBOHOCHUTE CBAOBE. boseHTaH YelIuHT BOOH A0
paslMpsBaHe Ha KPHBOHOCHUTE ChAOBE M NMPHHALICKH KM Ipyna JIEKapcTBa, HapeueHH “eHAOTelHH
peluenTOpHH aHTAarOHUCTH .

bozeHTaH YenauHr ce H3MoN3Ba 3a JIgYeHHE Ha:

— Benoapob6na aprepaanna xunepronns (bAX): BAX ¢ 3300nsB8aHe ¢ TEXKO CTECHABAHE HA
KPBBOHOCHHTE ChAOBE B Gentute ApodoBe, BoAEIMO A0 BUCOKO KPBBHO HAJIATaHE B KPEBOHOCHHTE
cbA0Be {OenonpobHuTe apTepHH), KOUTO HOCAT KPEB OT ChpHETO KbM benmnre aApobose. Tosa
HaJIfraHe HaMaJIABa KOMMYECTBOTO KHCIIOPO, KOETO MOXE Aa Bie3e B KpbBTa KbM Gesure
npoboBse, 3aTpyAHSBaiiku GU3NuecKkaTa akTUBHOCT, BosenTan Yennuur pasmupsasa SenongpobHuTe
apTepHH, KaTo 1O Ta3H HAYMH YJIECHABA CHPLETO Aa H3TJIacKBa KPbBTa Ipe3 TAX. 10Ba MOHIDKaBa
KPBEBHOTO HaIAraHe H obsiekyapa CHMIITOMHTE.

bo3zenraH YerniuHr ce H3ro/I38a 3a JJeUYeHHe Ha NanuenTH ¢ 0etonpodHa apTepHaiHa XHOEPTOHHA
(BAX) knac I 3a nogobpsArane Ha KANALMTETA 33 ABIDKEHHE (CMOCOOHOCTTA 3a H3BLPUIBAHE HA
(pH3rIECKa aKTHBHOCT) H CHMITTOMHTE. “KnacwsT” oTpasaBa cepuosHocTTa Ha 6osectTa: “‘xnac II1”
BKJIIOYUBA OTUETIIMBO OrpaHHYEHHE Ha (pU3MaecKaTa akTHBHOCT. Habmronagano € u3BECTHO
nono6penune u npu naupenT ¢ BAX wac I1. “Knac II” kitodBa jiexo OrpaHHICHHC Ha tbmnqecxam
axTHBHOCT. BAX, 32 KofATO € nokasaH bo3eHran Yenauur, Moxe na Opae: IR E AN

o mppBuuHa (6e3 uAcHTHOMIMPaHa IPUUMHA WK paMmwiHa), .~ e “““1."j"‘f-f§~-,;;;
O TpHYHHEHA OT CKJIepoAepMHs (HapeueHa olle CHCTEMHA CKIIepo3a, mﬁonﬂnaue an mefp 3
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O IPHYMHEHA OT KOHICHHTAIIHM (BpPOACHH) ChPACYHH ASPEKTH ¢ IIBHTOBE (A0HOPMHU
ITHTHINA), IPHIHHIBALIM HeoOUYaeH MOTOK HA KPBBTA Npe3 ChpUETO U Gemure aApoboBe.
— JIHTrATAAHR 93BH (PaHH 10 OPHCTHTE HA PHLUETE W KPaKaTa) IPH Bb3PACTHH [TALMEHTH, CTPaTAIH
OT CbCTOSIHUAE, HApHUaHO cKiepoaepMua. bozeHran YeaauHr BoaM 10 HaMallsBaHe Ha Opos Ha
HOBOTIOSBHIIHTE C€ A3BH IO IPLCTHTE HA PBUETE H KPAKATA.

2. Kaxso Tpa6Ba Ja 3naete, npean Aa npaeMere bozeaTan Ye Jqunr
He npaemaiiTe bozenTan Yeaguar

® AKO CTe¢ ANEePrHIHE KbM 603€HTAN WK KBM HAKOA OT OCTaHAJIWTe ChCTABKH Ha TOBA JIEKAPCTBO
(130poeHH B TOUKA 6).

® aK0 HMATE YepHOAPOOHH HpolGaeMH (IOCHBETRAITE Ce CBC CBOA JICKap)

® aKo cre Opemenna HaH OHXTE MOIJIa A2 3a0peMeHeere, THH KATO HE H3IION3BATE HaleKTHH
METOAM 3a KOHTpalenms, Mons, npoderere HHGOpMAL{HATa, O3ariapeHa “KoHTpalenTHBHH
cpeactea” ¥ “Jlpyru nexapcrsa ¥ bosenran Yenauur”

¢ AKO MpHeMaTe MHKJIOCHOPHH A (JIEKapCTBO, H3MOI3BAHO CJIEA TPAHCIUIAHTALMA HA OpraHM Wi 32
JIEYEHUE Ha TICOPHA3NC)

AKoO HAKOE OT TOPHHUTE Ce€ oTHACH 3a Bac, kaxere Ha Bamusa siexap.

Ipeaynpexaenns ¥ NpeAnaiHa MepPKH
["oBopete ¢ Bamus nekap, npean na npueMere boseHraH Velaunr.

Hscaensanus, kouTo Bamaar aexap me Br Haznaun npean JeueHHETO
* KPBBHH H3CJIEABAHN, ¢ LA NPoBepKka Ha yepHonpobHaTta Bn pyHKuus
* KPBBHH H3CJIeIBaHMs, 32 Aa C€ MPOBEPH HAINYKHETO Ha aHeMud (HHCHK XeMOTTI00UH)
* TECT 32 OPEMEHHOCT, aKO CT€ JKeHa C ACTCPOASH ITOTEHIINA

IIpu HAKOH NaUHEHTH, IpHeMallii Bo3¢HTaH YeNaHHT, ca YCTAHOBEHH OTKJIOHCHHA B PE3YJITATHTE OT
M3CIIEIBAHUATA Ha YepHOoApoOHaTa QyHKIWA M aHeMHS (HHCHK XeMOr/TOOHH).

H3caeasanns, korTo Bamrat Jexkap me Ba naznadn no speme Ha Je1eHHETO
Ilo BpeMe Ha nedenueTo ¢ bozeHran Yenauur, Bamuar nexap ue Bu HazHayaBa pefOBHH KPBBHH
M3C/e/IBAHUA 33 YCTAHOBABAaHE Ha IPOMEHH B uepHOApoOHaTa QyHKIHA H HUBOTO HA XeMOIOOHHa.

OTHOCHO BCHYKH TECTOBE, MOJIA NpoeepaBaiiTe Hanmomusgma Kapra 3a manueHTa (BETPE B OMIAKOBKAaTa Ha
tabnetkure bosertan Yengunr). BaxHo e na nposexare Te3H peJoBHH KPbEHH U3CHeIBAHHA, A0KATO
npueMare bosesran Yenmunr. CrBeTraMe Bu fia 3anncBate natata Ha Bauire mocneaHH wacieABaHMA,
KaKTO ¥ Ha CJISABALIHTE H3CIeABaHuA (nomraiite Bauma nekap 3a natara) Ha HanmoMusina kapra 3a
NAWCHTA, 34 1a CH IOMOTHETE N1a He 3a0paeuTe Kora TpaOra 1a HampaBUTE CIICABAIIMTE H3CIEABAHNA.

KpbBHY H3cnensanud Ha yepHoapoOHa dyHKIs .
Tesun uscneaBanMs ¢ C€ NPABAT BCEKH Mecell, A0KATO Tpae nedenuero ¢ bosenran Venpunr. lipu
[IOBHINABaHE Ha N03aTa IIE CE€ HalpaBH JOIThIIHATENIHO H3C/IeBaHe ciel 2 CeIMUIIH.

KpbBHH H3CACABAHKS 332 AHEMHUA |
Te3u m3acneaBanms e ce IMpaBiAT BCEKH MECEL! IIpe3 MBPBUTE 4 Mecelia OT JICUCHUETO, CJIeH TOBa Ha BCEKH 3

Mecena, Thil KaTo nauneﬂ'm're, npuemManiu bozeHran YenauHr Morar ia pa3sBHAT aHEMMUA.

Ako TE3H PE3yJITaTy Ca N3BbH Hopmammre rpaHMLM, Bammmsr gekap MOXe Aa peiu na HaMaJIH ;ﬂpBaTa;an
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Bo3eHTan YennuHr He ce mpenoph4ea NMpH NeAHaTPHIHHE NDalMeHTH ChC CACTEMHA CKJIEPO3a M HAMKUIHA
AUrATaIHA A3BeHa Oonect. bozeHraH YenauHr He TpaOBa Aa ce #310N3Ba NpU Aelia ¢ TEIECHO Terso nox 31
kg ¢ GenompobHa aprepuanHa xuneproHud. Bivkre cpmo Touka 3. Kak xa npueMare boseHTan ¥Yenausr.

Adpvyru nekaperna ¥ boseHTaH YenauHT

Hudopmupatite Bamums nekap umi ¢papMaleBT, aKO IpHEMAaTe, HACKOPO CTe NMPHEMAaIH HiIH € Bb3MOXKHO J1a
[IpHeMeTe IpyTH JIEKAPCTRA, BKIIOUHTENHO H NeKapceTsa Oe3 penenta. OcobeHo BayKHO € J1a KaXKeTe Ha
Bamus nexap, ako npHeMare:

. IMKIOCNIOPHH A (IEKAPCTBO, H3MOJI3BAHO cnen ‘I‘paHCHJIaHTElIIHH U 3a JIeYeHHe Ha IICOPHA3HC), KOeTo
He TpAOBa Ja C€ W3NMOM3Ba 3a¢HO ¢ bo3eHTaH YenauHr;

. CHPOJTHMYC MIIH TaKpOJIHMYC, KOMTO ¢a JIeKapCTBa, H3MOM3BaHH cliell TpaHCIUIAHTAaLMs, Thi KaTro He
ce npenopryBar 3a ynorpeba zaegHo ¢ bosenran YenauHr;

® rHOeHKnaMu (IeKapCTBO 32 JiedeHHe Ha auaber), puaMIMIAH (NeKapcTBO 34 JISYCHHE HA

TyOepKyn03a) uau GIrykoHa3od (JIEKapcTBO cpelly rE0UIHH HHEKUMN), HEBHPAIIHH (JIEKapCTBO 34
neuenne Ha HIV), Thii kaTo Te3m nexapcTa He ce penopBYBaT 3a yrnorpeda 3aeqHo ¢ bo3enran

Venaunr;

. APYTH JeKapCTRa 3a Jevenue Ha HIV undekms, xouTo MOTaT Ja Hanarar crelHaiHo
MOHHTOPHpaHe, akO C¢ H3IIOI3BAT 3a€JHO ¢ bo3eHTaH Y eNHHT;

¢ . XOpPMOHAJTHHM KOHTPALICNTHBH, KOHTO He ¢a e(pHKacCHH KaTo €JHHCTBEH METOH 332 KOHTpaLUCTILIuA,

aokaro piemate bozenran Yemmunr. Brrpe B onakopkara ¢ tabierkd bozenraH YenauHr me
orkpueTe HarmoMHama kapra 3a nalKeHTa, KoATO TpAOBa BHUMATEIHO Ja npodeTere. Bammar nexap
W/WTH THHEKOJIOT M€ YCTAHOBH KaKbB METOJ] 33 KOHTpALISLIUA € NOAXOH1I 32 Bac.

bpemennocr, K‘I:]JMEHE H pepTHIAHTET
Axo cTe 6peMeHHa WM KbPMHMTE, CMATATe, Y€ MOXKE Ja cTe OpeMeHHA HIIH maﬁﬂpa’re OpeMEHHOCT,
NOCHhBETRaliTE ce ¢ Bammsa sekap wiH ¢gapManesT npean ynorpebara Ha TOBA JEKAPCTEO.

Kenu ¢ demepoona év3pacm
HE npuemaiite bozedTan Yenausr, ako ¢re 6pemMeHHa WK nmaHUpaTe OpEeMEHHOCT.

Tecmose 3a bpemennocm

bo3seHran YeaauHr Moxe Aa yBpeaM HepoaeHuTe OebeTa, 3aueHaTH NpeaH 3aMoYBaHETO HWIH MO BpeMe Ha
JedeHneTo. AKo cTe JkKeHa, KosTo Gu Morna jaa 3abpemenee, Bamnsit siexap me Bu nomoiu Ja HanpasuTe
TECT 3a OPEeMEHHOCT, MPEN Aa 3ano4uHeTe /a rnpHeMare boseHTad YeaaUHT B PEAOBHO, AOKATO MPHEMATE -
boseHran YenouHr.

I{onmpaz;enmusuu cpeodcmea

AKO ¥Ma BEpOATHOCT 12 3aﬁpemenem, H3NON3BaNTE HAJIeKACH METO 3a KOHTPOJIMpaHe Ha paXaacMOCTTa
(xoHTpauenuus), fokaro npueMare bozenran Yenmuur. Bamusat nekap und rugexonor me Bu npenopoua
HAJEXIHM KOHTpaleITUBHA METOIH, TokaTo npueMare bosenran Yenaunr. Trit karo boseHTan YeaquHr
MOJKe a HallpaBU XOPMOHAJIHUTE KOHTPALIENTHEH (HanpUMep MepopaIHH, HEDKSKIIHOHHH, HMIUIAHTAHTH
WITH IUTACTHPH 33 KoKaTa) Heed)eKTHBHH, TO3H MeTo ¢aM 110 cebe CH He e HaaexaeH. [lopaau ToBa, ako
H3MOM3BaTe XOPMOHATHH KOHTPALIEIITHRH, TPAOBA 3ae/[HO ¢ TOBA Ja NMpHIaraTe U OapHepeH MeToq
(HanpuMep XKEHCKH KOHAOM, Mecap, KOHTpaLENTHBHA rEGHYKa Wil Bamuar naprasop tpabea ga u3ronsea
KOH/10M). BTpe B onrakoekarta ¢ Tabnerku bozenran Yenauur e orkpuere Hanomusaina xapra 3a
NalMeHTa, KOATo Tpa0Ba 0a MOMBIHUTE M Aa A 3aHeceTe Ha BamyA JIeKap NpH CICABAIIOTO MOCEIIEHHE, 32
Jia MOKe BammusT nekap HIIM THHEKOJIOT Aa TIPELieH! JAIH ¢€ Hy»KAAaeTe OT ACITLJIHKTETHH MiH

 aNTEpHaTHBHH HaJeXIHM METOIM 33 KoHTpalermua. [IpenopruBa ce BCekH Mecell 1a IPaBUTE TECT 3a

6peMeHHOCT, mOKaTo MpHeMare BozeHTaH YeNauHT H aKo CTe B AETEpO/iHA BL3PACT.

VBenomere enara Bawus JeKap, ako 3abpemMeHeeTe o BpeMe Ha pueMa Ha boseHTaH Ve i g "‘\
IUIaHMpaTe A2 3a6pemeHeeTe B 6i1M3KO Onaewe. | v T e N \
Kepuene
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YBeaomere BeqHara Bamng nekap, ako knpmarte. [IpenopbuBa ce Aa npekpaTire KbPMEHETO, ako Bu
6Bae npenrmican bozenTan YenmuHr, Thil KaTo He € H3BECTHO JAMH TOBA JIEKAPCTBO [IPEMHUHARA B MIIAKOTO
Ha JXCHHUTE, KOMTO I'o IIpHeMar. |

Depmununiem .

Axo cTe MBXK H npuemare bozeHran YenauHr, BE3MOXKHO € TOBA JIeKapcTBO J1a Hamanu Opoa Ha Bammure
criepMaTo3ouan. He Moxe fa ce M3KIIOUH, Ue TOBa MOKE Jla ce OTpa3u Ha cnocobHocTTa Bu 1a uMare nena.
[locweeeTnalite ce ¢ Baiusg nekap, ako UMaTe BBIPOCH WIH IIPHTECHEHHA BB BPBb3Ka C TOBA.

IHlodupane B paboTa ¢ MANIAHA

boseHTan YennuHr He OBNHABA WIH NOBIMABA HNpeHeOpekuMo criocoOHOCTTa 3a modnpaHe U paboTa ¢
MainHHH. Boiipexy Toea, boseHTaH YenguHr Moxxe Ja MPUYHHH XHIIOTOHHA ([IOHIKaBaHe Ha KPpBBHOTO Bu
HAJIAraHe), OT KOETO MOXKETE Ja ce MOYYBCTBATE 3aMasdHH H J1a OKAXKE BJIMAHHE BBPXY CIIOCOOHOCTTA 32
1opupane 1 padboTta ¢ MaIIMHK. AKO ¢€ UyBCTBaTe 3aMasgHH, OKATO NMpHeMaTe bo3eHTaH YenauHr, He
wodHpaiiTe H He padoTeTe ¢ HHCTPYMEHTH HIH MAalllHHH.

3. Kak na npuemare bo3eHTaH Yeganr

Bunaru npremaiite ToBa JIEKApPCTBO TOYHO KakTo B e kazan Bammar nexap wim gapmanesT. AKO He CTe
CHUI'YPHH B Helllo, nonurtaire Bamms nexap win gapManesT.

Jledennero ¢ boseHTan Yenauur Tpa0Ba 1a ce 3anoyea ¥ Ha0MOAaBa CaMO OT JICKAp C OIAT B JISUCHHETO Ha
BAX WM cUCTeMHa CKIIepO3a.

BosenTaH Ye/lAHEr ¢ XpaHa A HAIATKY
bo3senTan YenmuHr Moxe na Objie NMpHEMaH CbC HIH 6e3 XpaHa.

IlpenopnunTeana J03a

Br3pacTen

IIpH BB3pacTHH, OOMKHOBEHO JICHEHHETO 3anouea ¢ 62,5 mg ABa MbTH JHEBHO (CYTPUH H BeUep), npe3
IBpBUTE 4 CEOMMIIK, a clie]] TOBA OOMKHOBEHO JekapaT e Bu nochbBeTBa Aa npueMaTe 1o €aHa Tadnerka ot
125 mg npa 1rsTH JHEBHO, B 3aBUCHMMOCT OT TOBA KaK pearupare Ha bo3eHTaH YeHHT.

Jena n roHOIIN

ITpenopbkara 3a ao3upoeka npu aena ¢ camo 3a BAX. Ilpn aeua Ha 1 roJHHa M 1oseve, JeUeHHUETO C
bozenraHd Yenauar 0OMKHOBEHO 3amo4ea ¢ 2 mg Ha KHIOTPaM TeJIeCHO TeIVIO ABa ITETH JAHEBHO (CYTPHH U
Beuep). BHOpPeKH TORA, HAKOH AC3H OOCEHTaH He ca Bh3MOMKHH IMPH Jella ¢ TeJIECHO Terao nmon 31 kg.
Bammusr nexkap me Bu nage ceBeT 0THOCHO 103aTa BH.

OOnpreTe BHUMaHKe, 4¢ 603eHTaH ce npeyiara ¥ moJ (popMara Ha pasTBopuMa Tabnerka otr 32 mg, KoATo
MOXKE J1a YIIECHH [IPABIITHOTO AOSUPAHE 3a Jiela U NalMeHTH ¢ HUCKO TENeCHO TErJI0 WIH 3a TAKKBA, 34
KOHTO € TPYAHO Ja NPEriIbaT GWIMHPAHHTE TablleTKH.

AKO MMare BIreUaTIieHHeTO, e €(PpeKTHT Ha bosenTan Yenguur e 1ocTa CHIIEH WK A0CTa ¢aad, roBopere ¢
Bamms nekap, 3a na ce ycTaHOBH Jainu Ao3uTe Bu TpaOsa aa 0b1aT IpoOMEHEHH.

Kax 1a npuemarte BozeaTan Ye/laHHr
Tabnerkure Tpadra aa ce npueMar (CYTpHH H Beuep) ¢ Boja. TabneTkuTe MOTaT Aa e MPHEMAT C WK 6e3
XpaHa. -

AKO cTe npHeIH NOBeYe OT HE0DX0AEMATA 7034 BoienTaH YeJaquar
AKO nprueMeTe roBeve TadneTkH, OTKOIKOTO BH e 010 kasaHo, He3aDdaBHO ce CB'BP}I{ETE CLc cggg pr
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Axo 3abpasure na npuemere BosenTaH Yenaunr, B3eMere fo3aTa BEAHAra, KOraTo ¢e CEeTHTE, CIeA TOBa
npoAkDKeTe Na npueMare Tabnerkure B obudaiinoTo Bpeme. He Baemaihe JABOfiHa 103a, 33 J1a
KOMIIEHCcUpaTe NpoITycHaTara Tabnerka.

AKo cTe capein npueMa na bozenran Yeaaunar

BHe3anHoTO CHpaHe Ha JiedeHneTo ¢ bo3eHTan YellquHr Moxe Aa A0BeAE N0 BIOINaBaHe Ha Bauire
camnromu. He crmpaitre npreMa Ha bosenTan Yenguur, ocsed ako Bammar nekap He Bu kaxe. Bamuar
neKap Moxe a By HazHAYH HaMaNIMBaHE Ha [03aTa 3a HAKOIKO OHH, IIPEAH NBJIHOTO CHHAPaHE Ha JCYCHHETO.

Ax0 HMaTe HAKAKREH JOITHJIHHTEIHH BBIPOCH, CBBP3aHH C YNIOTpeGaTa Ha TOBA JISKAPCTRO, NONHMTAATe
Bamna nexap win dapMarieBT.

4, Bb3MOKHH HEKEJAHH PEAKNHH

KakTo BCHYKH JIeKapCTBa, TORA JIEKAPCTBO MO3KE Aa MPeAN3BUKA HEXKEJIAHH peakLHH, B’BﬂpEKH e He BCEKH
I'H [I01y4asa.

Haji-cepHO3HHTE HEXXENaHM peakiud Ha bo3eHTan YenauHr ca
¢ AOGHOPMHM YepHOAPOOHH (PYHKIHMH, KOMTO MOTaT Ja 3acerHar noseue ot 1 Ha 10 gymm
* ApeMmuq (HUCKA CTOHHOCT Ha XeMOTTIOOHMH B KPBBETA), KOATO Moxke Jia 3acerHe 10 1 Ha 10 JyIIH.
AHEeMHATa MOXXE NIOHAKOTA J1a HANIara KpbBONpPEIHBARE

Baimxre yepHOApOOHH H KPpBBHM CTONWHOCTH 1Ie ce Habmoaasar no Bpeme Ha JieueHNeTO ¢ boseHTaH
Venmudr (8X. Touka 2). Baxuo € na npaBuTe Te3M H3CIEABaHNAA CIIOPE] TIpenopbKUTe Ha Bauina nekap.

[Ipusnaumre, 4e yepHuUAr gpod Moxke O He pabOTH NpaBHIHO, BKIKOYBAT:
® rajeHe
NOBPHLIAHE
TpecKa ( BUCOKa TeMNepaTypa)
fosika B cTomaxa (Kopema)
KBATEHHNA (MOXBJITABAHE Ha KOXKATAa WIM OAJI0TO HA OUMTE)
TBMHO OLIBETABAHE HA yPHHATa
chpOex HAa KOXKaTa
JETApTrHd WA npeKkoMepHa ymopa (HeoOuyaiina yMopa WK M3TOLIECHHE)
I'PHIIONOAO0EH CHHAPOM (CTABHM U MYCKYJIHH DOJIKH ¢ TeMIrepaTypa)

Axo 3a0enexxure HAKOH OT TE3H NPHU3HALY, KakeTe He3a0aBHo Ha Bamnsa gekap

Jpyry HexelaHy Peakiyu

Mmuoro gecTn (MOrar fia 3acerHat nose4e ot exun Ha 10 gyum):
* raaBoboIHe -
¢ OTOK (TIOAyBaHe Ha KpPaKaTa ¥ rICICHATE Wik APYTH IPH3HALMN 34 3aAPBKKA Ha TCIHOCTH)

YecTH (MoraT aa 3acerHar ao eana Ha 10 qymmn):

® 3aUYCPBEH BHj WIH 3auepBsiBaHe Ha KOXAaTa
peaklHH Ha CBPbXYYBCTBHTEIHOCT (BKIIOUBAT Bh3INAJICHME HA KOXaTa, ChbpOexk H 0OpHB)
racTpoe3odareansa pedaykcaa bonect (BppiiaHe Ha KHMCEJTHHH) |
pascTpoiicTBO (HHapHa) |
CHHKON (HPHIANBK)
nannmuTauuy (6bp30 LIH HepeOBHO ChpLeOHeHe)
HUCKO KPBBHO HAJIATaHE

3aIylmeH HOC

HeuecTn (Morar ga 3acertdar ao enus ua 100 nymm):




¢ TpoMmOoLHTONEeHHS (HHCEK Opoit TpomMGoLTH)

®  HEYTpOICHHA/TIEBKONIEHHA (HUCHK Opoii e KpbBHHU KIIETKM)

¢ TOBMINEHH PE3YNATATH OT H3CIEABAHUA HAa YEPHOAPOOHATA PYHKIMA ¢ XCMATHT (BB3NATICHHE Ha
yepHHA Opo0), BKIIOUYHMTEIHO PE3MOXKHO 000CTpAHEe Ha HOUISKALL XeNATHT H/IIH X bITeHHLIA
(MOXXBbATABAHE HA KOXKATA WiHd OSI0TO HA OYHTE)

Penxn (Morar 1a 3acersar Ao exnn Ha 1 000 gyum):
» aHaduiakcus (oOlua anepruuHa peakuys), aHTHOHEBPOTHYEH OTOK (OTOK, Hali-4eCTO OKOMO OYHTe,
YCTHHTE, €3HKA WIH I'bPJIOTO)
¢ [upo3a (YBpexXAaHe Ha ThKAHTa) Ha YepHHUd ApoO, YepHOApoOHA HeAOCTATHYHOCT (CEPHO3HN

HapyLIeHKs Ha 4YePHOAPOOHaTa hyYHKIMA)

Hexenann peaknHH NpH Aena H IOHOMH
HexxenaHuTe peakuuu, ¢HO0IEHH NPH Aelia, NeKyBaHH ¢ bo3seHTaH YelquHr, ca ChLMTE KaTo TE3H ITPH
BBE3PACTHH. |

CrodmaBane HA HeXxeNaHH peakIuy

AKO IOTYYHTe HAKAKBY HEKENAHK ICKAPCTBCHY PeaKimy, ynenome're Baina nexap, (hapManeBT Wik
MEIHULIMHCKA cecTpa. TOBA BKIIOYBA BCHYKMA Bh3MOKHHN HEOTHCAHH B Ta3H JIMCTOBKA HEXKETIAHH PEaKLHH.
MoskeTe CHIIO Ja CHOOIIITE HEXeNMaH! peakiii JUPEKTHO Ype3 HALHOHATHATa CHCTeMa 3a ChobmmaBane
KbM M3MBIHUTEIHATA areHIud No ieKapeTeara, viL. ,.Jaman I'pyes” Ne 8, 1303 Codmny, ren.:
+35928903417, yebcaiir: www.bda.bg. Kato chobimasarte HexxenaHM peaklMH, MOXKETE a JaleTe CBOsA
NPHHOC 32 TTOYyYaBaHe Ha MOBeYe HHPOPMALH OTHOCHO 6e30NMacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak ga chxpanasare boienTan Yexanar
Jla ce cpxpaHsiBa Ha MACTO, HEOCTBITHO 32 Jella.

He u3nonsBaiiTe ToBa JIEKAPCTBO Cie CPOKA HA FOJHOCT, 0TOENA3aH BPXY KApTOHSHATA OlIAKOBKA U
bmcrepa cnen ..l oged go:”. CpokbsT Ha NOAHOCT OTroBapA Ha MOCIEOHHA ASH OT MOCOYCHHUI MECEIL.

ToBa leKapcTBO He H3MCKBA CMNELMAHH YCIIOBHA HA ChXPaHEHHE.

He uzxBBpasiite ekapcTBaTa B KAHAIM3AUMATA HIH B KOHTelHepa 3a JomannHy ornagsi. [lommraiire
Bammsa ¢gapmalnieBT Kax Ja H3XBEPJIATE JIEKapCTBaTa, KOWTO Bede He H3MOoJ3BaTe. 1€3H MEPKH LIe CIIOMOrHaT
3a OIla3BaHe Ha OKOJIHATaA Cpela.

6. ChLabpkanne HA ONAKOBKATA H A0NbJIHHTEIHA HH(pOpMANHS

Kakpo cuanpxa bozenTan Yeaaanr

bo3zearan Yeaamar 62,5 mg lllll.l'lMHpaHH Taﬁnemn' AKTHBHOTO BeILECTBO € 003eHTaH (XaTo
MOHOXHpAT).

Bedka TabneTka cuappka 62,5 mg 603eHTaH (choTBeTCTRaI Ha 64,541 mg 603eHTAHOB MOHOXHIPAT).

bosenrar Yemaunr 125 mg ¢puamupann 1a61eTkn: AKTHBHOTO BELIECTBO € HO3CHTaH (KaTo
MOHOXMIPAT).

JIpyraTe cheTaBKE B AAPOTO Ha eHA TableTka ca NAPEBHYHO HUIIECTE, IPEkKeNaTHHIMPRHO HAPEBHIHO. | - |
HMINECTE, HATPHCB HUINECTEH TITMKONAT THII A, noBiaoH K-30, nomokcamep 188, chmmupelenuokehn’ ~ | - -
KOJIOWACH Oe3BoieH, rHLEPONOB AMOEXCHAT U MAarHE3HeB CTeapar. \'}- \ it e
. Y "i-!.'-',: 1_“. ) :
A
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DRrRIMOBOTO ﬂORiJ]lTHE ceABpka Onanpu opamxepo 21K23007 (cuabppxain XHIIPOMEJNO32, TUTAHOB
JAUOKCH]T, eTHILIETYI03a, TPHAIIETHH, TaJIK, XXBIT XxeneieH okcun (E172), uepbeH xeneseH oxcua (E172),
4epeH JxeneseH okcua (E172)). |

Kak u3rnexna Boierran Yeaauir H KAKBO CBALPXKA ONAKOBKATA

bosenran Yengunr 62,5 mg ¢rmmMupann TabneTku ca CBETNIO OPaKeRH, KPBIJIH, ABOHHOM3ITLKHAIH
(punmupann TabneTku ¢ pasmep 6 mm. -

Bosentan Yemauur 125 mg duimHpany TableTks ca CBETI0 OPAHKeBH, CTMIICOBMIHH, ABOMHOMILKHATIH
¢duIMIpaHu TaONeTKH ¢ pasMepH 11x5 mm.

Bancrepn or PVC/ PVDC!WMHHHE, chabpxamu 14 puavapann Tadaerky
OnaxonﬁaTa ceaepka 14, 56 win 112 punmuapann TabneTKH.

He BcHiky BHIOBE OMAKOBKH Morar Aa 6baar rycHatH B npogaxda.
IIpnrexaren Ha pa3pemeHHETO 32 YIOTPe6a B NPOM3BOAMTE]

ITpumeosicamen na pazpewenuemo 3a ynompeba,

Sandoz d.d.
Verovskova 57,
1000 Ljubljana
CrnoBeHus

Ilpouseooumen:

Moxu ¥ Papmaciotukbic OO

[IpomumieHa 30Ha, MectrOCT "Yexarmmua I0r",
boresrpan, 2140
brarapus

To3n JiekapceTBeH npoaAyYKT e oao0pen B crpannTe-wiedkn Ha EUII ¢ue crenanre HaHMeHOBANHAN:

Hunepranmus Bosentan Welding 62,5 mg, filmomhulde tabletten
Bosentan Welding 125 mg, filmomhulde tabletten

ABcTpus Bosentan Welding 62.5 mg, Filmtabletten
Bosentan Welding 125 mg, Filmtabletten

Benrus | Bosentan Welding 62,5 mg, filmomhulde tabletten/comprimés
pelliculés/Filmtabletten - |
Bosentan Welding 125 mg, filmomhulde tabletten/comprimés
pelliculés/Filmtabletten

boarapus | Bosenran Yenzunar 62,5 mg punmupana tabnerka
BozeHnran Yenauar 125 mg ¢umimupana TabaeTka

Yemka pemyOanka | Bosentan Welding 62,5 mg, potahované tablety
- Bosentan Welding 125 mg, potahované tablety




I'epMmanua

Ecrouns

Hcnanusa

OuHIanana

PpaHLHA

Hranna

JrokcemOypr

JlaTBH4

Hopeerus

ITomma

Bosentan Welding 62.5 mg, Filmtabletten
Bosentan Welding 125 mg, Filmtabletten

Bosentan Welding

Bosentan Welding 62.5 mg, comprimidos recubiertos con pelicula

Bosentan Welding 125 mg, comprimidos recubiertos con pelicula

Bosentan Welding 62.5 mg, tabletti, kalvop#allysteinen
Bosentan Welding 125 mg, tabletti, kalvopaillysteinen

BOSENTAN WELDING 62.5 mg, comprimé pelliculé
BOSENTAN WELDING 125 mg, comprimé pelliculé

Bosentan Welding

Bosentan Welding 62.5 mg, comprimes pelliculé
Bosentan Welding 125 mg, comprimés pelliculé

Bosentan Welding 62.5 myg, apvalkotas tabletes
Bosentan Welding 125 mg, apvalkotas tabletes

Bosentan Welding 62.5 mg, tablett, filmdrasjert
Bosentan Welding 125 mg, tablett, filmdrasjert

Bosentan Welding

Bosentan Welding 62.5 mg, comprimido revestido por pelicula
Bosentan Welding 125 mg, comprimido revestido por pelicula

Bosentan Welding 62.5 mg, comprimate filmate

Bosentan Welding 125 mg, comprimate filmate

Bosentan Welding 62.5 mg, filmdragerad tablett

Bosentan Welding 125 mg, filmdragerad tablett

Bosentan Welding 62.5 mg
Bosentan Welding 125 mg

Jarta na nocjeNso npepairicKiaie Ha JHCTOBKATA

MM/ITIT



HAITIOMHAINA KAPTA 3A TATITUEHTA

Baxaa HEpOPMALHS 32 Ge30IaCHOCT NPH NANMEHTH, npHeMany BolenTan Yenannr.

Tazm xapra ceABbpKa BaxkHa nHGopMaLd 3a bolenran Yeanmar. Mons, npouerere mudopmanuara
BHUMATEIIHO, IIPEH Aa 3anoyHere nedeHue ¢ bozenran Yenganr .

Barlireto umMme;

JlexyBall nexap:

Ako pMaTe BBNPOCH, CBbp3aHHu ¢ bozeHTaH Yenaunr, nonuraiire Banwmg nekap.

Bosenran Venguur 62,5 mg punmupann Tabnetku
bozentaH Yenaguar 125 mg dunmupadn Tabrerku |
IIpurexaren Ha paspewenueto 3a ynorpeba: Welding GmbH & Co. KG, Esplanade 39, 20354 Hamburg

I'epmanus

HpoueTere TA3H CTPAHHIA BHEMATEIHO, AK0 ¢Te NANAEHTKA B JeTEPOIHA Bh3pacT

bpeMeHBOCT

Jleuenwmero ¢ Go3eHTaH MOXe J1a MPHYHHH YBpEXKAaHe Ha IUiofa. 3aTOBa, He TpsOBa aa npHeMare BosexTan
VenguHr ako cre OpeMeHHa, H He TpaOBa Aa 3a0peMeHABATE 110 BpeME Ha 1e4eHUeTo ¢ boseHTaH Y eaHHT.
OcgeH TOBA, aKo cTpajgare oT OemoapodHa XHNIEPTOHHA, HACTHIIBAHETO HA OPEeMEHHOCT MOXe ia I0BeNE AO
TEKKO BIOMIARAHE Ha CUMITTOMHTE Ha 3abongBaHero. Axo nofosupare, ue cre OpeMeHHa, yBeoMere Bamng
JIMYEH JIEKAP WM THHEKOJIOT. |

IIpeana3BaEe OT 3a0peMennBane

XOpMOHAJIHHTE CPE/ICTBA 33 KOHTPOJI Ha 3a0pEeMEHABAHETO, KaTo nepopaJIHH MPOTHEO3a44ThYHH CPE/ICTBA KK
KOHTPAaLENTHBHH XanyeTa, XOPMOHAIHY HHOKEKIUH, [IPOTHBO3aYATHYHH HMIUIAHTH HIIH KOXHH IUIaCTHPH, HE
OCUTYPABAT HAJEXKAHO Ipe/na3eaHe OT 3a0peMeHARaHE NIPH KeHH, IIpUeMallii bo3eHTaH YenauHr. |

3a uenTa, OCBEH HIKOE OT [IOCOYEeHHTE XOPMOHATHH CPeACTBa, TPpOBa 1a H3Moa3BaTe OdapHepeH NMPOTHBO3aYaTh4YCH
METOJ — Mpe3epBaTHB, JHatparMa HiIH KOHTpalenTHBHA reOmuka. Ob6cpaere ¢ Baiiusg nexysall nekap WiH
THHEKOJIOI BCHYKH CBOM BBHIIPOCH HA Ta3H TeMa — OTOE/EKETE OTTOBOPHTE Ha BEIPOCHTE, IIOCOYEHHM Ha rbpba Ha
Ta3| KapTa, H 1 HOCeTe CBC cele cH MNpH CNeABaLIOTO NocelneHHe npy Baurus nuueH nexap Uiy ruHekoNor.

Ilpeau Aa 3aniourere aa npHeMare bo3zeHTaH YeIUHT U BCEKH Mecell IO BpeMe Ha JIeUYeHHeTo,
Tpa0Ba Ja NpaBHTE TeCT 3a OpeMEHHOCT, JOPH J1a CMATATE, Ye He cTe OpeMeHHa. |

Jata Ha rEpBHA eXKeMeceueH TecT:

Hpeanassane OT OpeMEeRHOCT
B MomenTa n3nonssare/ npueMare jid NPOTHBO3aYATHYHH CPEACTRA?

Ha He

AKo oTToBOpST € ,,J1a”, mocoyeTe HAUMSHOBAHHATA HM:
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Hocere Ta3u kapTa cbe ceOe CH NnpH CICOBAIIOTO NOCEIEHHE NIPH Bauwusa nuded jekap, HJIHMGRMQI% ‘\,\\
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KprBau n3ciieBannn Ha 9epHojpobnara yaxknun
IIpu HIKOM naumMenT!, npHeMAaIy 603eHTaH, ca HA0MOJAaRaHN OTKJIOHEHHS B Pe3YATATHTE OT

qepHOoApoOHHTE M3cneaBanud. Ilo Bpeme Ha nedeHnero ¢ bozenTan Yemausr, Bamuar nekap nie Bu
Ha3HA4M PAOBHH KPBBHH U3CNICABAHNA 32 IPOBEPKA HA HACTBITMAM NPOMEHH B 4ePHOIpoOHAaTa QPYHKIIHA.

TlomueTe, Ye TPpAGBA A2 NPeMHEHABATE YePHOAPOGHHTE H3C/AEABAHANA BCEKH MecCell,
IIpm noBHEIIABAHE HA A03ATA, 2 CCIMHNH N0-KHCHO Me 0bAe HAMPABEHO NONBJAHATEHO H3CIeABAHE.

JaTa Ha MEPBOTO e3KkeMECEUHO U3CTIeBaHE:

Bamusr mecedeH rpadHK 32 KPBBHH YepHOAPOOHH H3C/CIBAHMA:

|| Sayapu

DeppyapH

Maprt

Anpun

Maii
KOun
HOnn

ABryer

CenrreMBpH

OxToMepH
HoemBpu

TexeMBpH
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