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bo3enTan 3enTnBa 125 mg puamMmupanu TabjieTkn Z //‘7(’2 11-02- 2026
Bosentan Zentiva 125 mg film-coated tablets | .

0o3eHTaH (bosentan)

[IpoueTreTe BHUMATEJIHO LiAJ1aTa JIMCTOBKA, MPEIH J1a 3aMo4yHeTe /1a IpueMaTe ToBa JIEKapCTBO, 3all0TO

TS ChJAbpKa BakHa 3a Bac uHpopmaums.

- 3anaszere Ta3u JUCTOBKA. Moyke 1a Bu ce HanoXH J1a s npoyeTeTe OTHOBO.

- AKO MMaTe HAKAKBH JIOITbJIHUTEJIHH BBIIPOCH, MOJIs MonuTaiTe Bawus ekap uam papMaLeBT.

- Toa nekapcTBO € npeanucaHo JM4yHO Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To Moxe
Jla UM HaBpE/IH, Y€ NMPHU3HALMTE HA TAXHOTO 3a00JisiBaHe ca ChbLUUTE KakTo Baluure.

- AKO MOJIy4YHTE HAKAKBH HEXKEJIaHH JIEKAPCTBEHH pPeakLMH, yBeaoMeTe Baluus nekap win
¢apmaueBT. ToBa BKJIIOYBA U BCHYKH Bb3MOXKHH HEXKEJIAHH PEAKLIMH, HEOITHCAHH B Ta3H

nucToBka. Buxre Touka 4.

KakBo ¢cbabpka Ta3H JIHCTOBKA

|. KakBo npeacrasnsBa bozeHTan 3eHTHBA U 3a KaKBO C€ WU3M0JI3Ba
2. KakBo TpsabBa jna 3Haete, npeau aa npuemere bo3enran 3eHTHBa
3. Kak na npuemare bo3zeHraH 3eHTHBa

4. Bb3MOKHH HEXKEJIaHH peaKLuH

5. Kak na cbxpansBare bo3eHTaH 3eHTHBA

6. CbabpakaHHWe HA OMAKOBKATa M AOMbJAHUTETHA HH(POpMaLIUS

1. KakBo npeacraBiasiBa bozenran 3eHTHBA H 32 KAKBO ce H3M0/13BA

Tabnerkure bo3enTan 3eHTHBa ChabpKaT OO3eHTaH, KOUTO OJIOKHpa €CTECTBEHO Cpellalll c€ XOPMOH,
HapedeH eHaoTenuH-1 (ET-1), npuunHsaBall crecHsBaHe HA KPbBOHOCHHUTE Cbjl0Be. Taka bo3eHTaH
3eHTHBA BOJM /10 pa3lIUPSIBAHE HA KPbBOHOCHHTE CBh0BE H NMPHHA/UIEKH KbM I'pyria JIEKapCTaa,
HapE4Y€eHH “€HJOTEJIMH PELENTOPHHU aHTArOHUCTH .

bo3eHTaH 3eHTHBA C€ U3I10J13Ba 3a JICYEHHUE Ha:

e besoapobua aprepuaana xuneprouus (bAX): bAX e 3abo0J11BaHe ¢ TEKKO CTECHsIBaHE Ha
KPBbBOHOCHHTE Cb0BE B OenuTe ApodoBe, BOACLIO 10 BHCOKO KPbBHO HAJIAraHE B KPbBOHOCHHUTE
Ch/I0Be Ha OenuTe ApobdoBe (OenoapoOHUTE apTEPHUH), KOUTO HOCAT KPBB OT CbhPLIETO KbM OenuTe
apobose. ToBa HajsiraHe HaMaJIsiBa KOJIMYECTBOTO KUCIIOPO/, KOETO MOXKE /1a Biie3€ B KPbBTa B
Oenute apoboBe, 3aTpyAHABaNKH (pU3HUecKaTa aKTUBHOCT. bo3eHTaH 3eHTHBaA pa3luupsBa
OenoapoOHUTE apTepPUH, KaToO MO Ta3uW HAYHUH YJIECHABA CHPLIETO J1a U3TJIACKBa KPbBTA Ipe3 TAX.
ToBa noHMKaBa KPbBHOTO HajisraHe v o0JiekuaBa CHMIITOMHTE.

bo3enTan 3eHTHBA ce W3NoJ13Ba 3a nevyeHue Ha naiMeHT ¢ bAX knac Il 3a nopobpssane Ha
KanauMTeTa 3a ABHXKeHHe (CnocoOHOCTTA 3a U3BBbPLIBAHE HA PU3HYECKA AKTHBHOCT) H CUMITTOMM.
.KnacwT™ oTpazsasa cepuo3HocTTa Ha Oonecrra: . kiaac III* BkiIouBa oTYETIMBO OrpaHHYEHHE Ha
¢u3nueckara akTuBHocT. HabnonaBaHo € u3BecTHO noaodpeHue u npu naureHT ¢ bAX knac Il.
.Knac II* BkJrouBa 1€ko orpaHu4eHue Ha (pu3udeckaTa akTUBHOCT. bA X, 3a KOSATO € noka3aH

bosenTan 3eHTHBa. MOXKe 11a Obe:

e bpBHYHA (0€3 naeHTHULIMpPaHa NpHYMHA UK paMHIIHA); P T
® [IPUYHMHEHA OT CKJIEPOJIEPMHUA (HapeyeHa olle CUCTEMHA CKJIepo3a, 3a0oJ1sBaHe,
HeoOHMYaeH pacTek Ha ChbeMHUTETHATA ThKaH, MOUIbpXKallla KoXarta U Ipyru p/ .

® [IPUYMHEHA OT KOHMCHUTAJIHHU (BPO/EHH) CHPACUYHH J1€(PEKTH C 1IbHTOBE (ad
NPUYHHABALIM HEOOMYAEH NMOTOK Ha KPbBTA NMpe3 ChpLUETO U OesinTe 1podoB



¢ JIMrMTAJHH S38BH (PaHH N0 MPLCTUTE HA PBLETE U KPaKaTa) NMpH Bb3PacTHH NMALMEHTH, CTpajallH
OT CbCTOSHHE, HapU4aHo cknepoaepMui. bozeHran 3eHTHBa BOAN A0 HaMalABaHE HAa Opos Ha
HOBOTIONBHJIUTE CE€ A3BH 10 NPBCTHTE HA PBLETE H KpaKaTa.

2. Kakno TpabBa aa 3naeTe, npeas A2 npHemete bolenTan 3enTHBa

He npnremaiite bosenTan 3enTusBa
"  2KO CTE aNepPrEvHH KbM 003eHTAH WIH KbM HSKOA OT OCTAaHANNTE ChCTABKH Ha TOBA JIEKAPCTBO

(n36poenn B TOYKa 6).

®  AKO HMaTe YepHoapobRE npodiieMA (TOCHBETBANTE CE CHC CBOA JIEKap)

* aKko cTe OpeMeHna uan GuXTe MOrIa Aa 3a0pemeneere, Thbid KATO HE H3MTON3BATE HAAECKIAHH
KOHTpaLIeNMTHBHY MeToau. Mona na npouyerere HHGOpMaLHaTa, o3arjaaseHa ~KoHTpaLUENTHBHHA
cpeacTea” ¥ ~Jlpyry nekapcTsa W bozeHTaH 3eHTHBA™

® AKO NpHEMATE HHKJIOCIOPHH A (JIEKapCTBO, U3MOJ3BAHO CEH TPAHCIUIAHTALIMA HITH 32 JICUCHHE
Ha NCOPHA3HC)

AKO HAKO€ OT Te3H Hella ce oTHacH 3a Bac, kaxkere Ha Baiuns nekap.

IlpeaynpexaeHHua H NpeINa3HH MEPKH
HicaenBanun, KOATO BamasaT Jexap me Br Ha3HAYA OpeaH JieUeHHETO

. KPBBHH H3CNE€ABaHUA, ¢ LieN IpoBepKa Ha YepHOApobHUTe BH dpyHKLUH
. KPBLBHH M3C/IEIBaHNA, 3a Ja C€ NPOBEPY 32 aHEMHUA (HUCHK XeMOTTIOOHH)
° TecT 32 OPeMEHHOCT, aKO CTE KEHA C ACTEPOACH NMOTEHLHA

I[1pu HAKOHM OT NaLMEHTHTE, NpHeMally bozeHTaH 3eHTHBa, Ca YCTaHOBEHH aOHOPMHH YEPHOAPOOHH
(PYHKIIMOHAJTHH TECTOBE H aHeMHsA (HHCBHK XeMOTTIOOHH).

HicnensaHAfA, kOATO BamuaT Jekap me BH Ha3HAYH 10 BpeMe HA JIEYEHHETO
ITo Bpeme Ha neueHHeTo ¢ boseHTaH 3eHTnBa, Bamunar nexap ue By HazHayaBa peIOBHH KPLBHH
H3CJIeBaHHs 38 YCTAHOBABAHE HA NMPOMEHH B YePHOAPOOHHUTE (PyHKUMH M HUBOTO Ha XeMOTrI00HHa.

OTHOCHO BCHYKH TECTOBE, MOJIA fa ¢¢ OTHeceTe A0 CHrHanHaTa KapTa Ha naudeHTa (HamHpalla ce B
onakoBkaTa Ha boseHTaH 3eHTHBa TabneTku), BaxkHO € na npoBexaaTe Te3H peJOBHH KPbBHH
H3cNenBaHHA, 1OKaTO npHeMaTe bozeHTaH 3eHTHBa. ChBeTBamMe Bu na 3anucsare naTata Ha Bammure
NocJieiHH H3ceABaHlA, KAaKTO U Ha clleABAILMTE U3CeABaHua (nuTaiite Bainug nekap 3a naraTa) Ha
KapraTa 3a 3a0enexKH Ha nauyeHTa, 3a 1a CH MOMOTHETE 1a He 3abpasuTe Kora TpaOBa Aa HanpasHTe
CNeBalMTE H3C/ICABAHHA.

KphBHA H3C/IeABAHAS 32 9¢pHOAPOOHA QYHKIHS
Te3n uacneaBaHuA LIE CE NMPABAT BCEKH MeCeL, JOKATO Tpae aeueHueTo ¢ bo3enran 3erTuBa. Cnen
MOBHILIABAHE HA A03aTa Llie Ce HAMpaBH AONBJIHHTENHO U3CIICABAHE CE 2 CEOMHLM.

KpbnBaz TecTOBE 3a aHEMHSA
Tesu TecToBe Hie c€ IPABAT Ha BCEKH MECEL NPE3 ITLPBHUTE 4 Mecella Ha NleYeHie, cliel TOBa Ha BCEKH
3 MeceLlia, Thil K&TO MALHEHTHTE, NpHeMaLnH bo3eHTaH 3eHTUBA MOXKe a pa3BUAT AHEMHA.

Ako PE3YATATHUTE OT TE3H TECTOBE Ca H3BBH IN'PAHULUMTC HA HOPMATA, Bamuar JICKap MOXKE 1a pC€lln Ja
HaAMaJIH Jo3arta WiId A4 CIIpe JIEUEHHETO C bo3eHTaH 3€eHTHBA H Ja Harpae AO0ITEJIHHTC/IHH TCCTOBE, 34
Ja YCTAaHOBH NIpH4HHAaTA.

JAena # 10HOLIH

JApyra gexapcrba 2 bozenTan 3enTHBa

Mons, rosopere ¢ Baiuua nekap Wik papMaLeBT, aKO IIPUEMATE WIH HACKOPO CTE N
NIeKapCTBa, BKJIIOYHTETHO H TAKHBA, OTIycKaHh 6e3 peuerrra. OcobeHo BaHO € aa y
JleKap, ako npueMare:




— HuxnocnoprH A (TekapcTBO, U3NON3BAHO CNEA TPAHCINAHTALMA H 3a JIEYEHHE Ha
NCOpPHA3KC), KOETO He TpAOBa Aa ce U3NON3Ba 3a¢AHO ¢ bo3eHTaH 3eHTHBA.

—  CHpOJHMYC WM TAKPOJIUMYC, KOMTO €a JIEKapCTBa, H3MOA3BAHH CNEl TPAHCIUIAHTALIHS, THH
KaTo He Ce NMpenopb4BaT 3a ynorpeda 3aeaHo ¢ bozenran 3eHTHBa.

— TI'aubenxnamup (iexapcTBo 3a anaber), pudaMnuiyH (JIEKapCcTBO 3a
TyOepKyno3a),himykoHa3on (J1eKkapcTBO NMPOTHUB MbOHYHH HHOEKLIHMH), KETOKOHA30J]
(JlekapCTBO, H3MOJI3BAHO 34 JICYECHHETO Ha CHHAPOM Ha KylIHMHTr) niH HEBHPAnKH (N1ekapCcTBO
3a HIV), Thif kaTO Te3u nekapcTBa He ce npenopbYBar 3a ynorpeda 3aeaHo ¢ bolenran
3eHTHBA.

— Jpyru nekapcrea 3a aedeHne Ha HIV nHgekuusa, KOUTO MoraT Aa Halarar CnelHaiHo
MOHHTOpPHMpAHE, 8aKO C€ M3MOoN3BaT 3aeaHo ¢ bo3enTan 3eHTHBAa.

—  XOpMOHAJIHM KOHTPALIEITUBH, KOMTO He ca €()UKACHH KAaTO EAWHCTBEH METO/ 32
KOHTpauenuus, fokato Blemare bozentan 3eHTuBa. BrTpe B onakoBkara ¢ Tabnerku
Bo3eHTan 3eHTHBA 1ie OTKpYETE CUrHalIHA KapTa Ha NaluueHTa, KOATO TpaOBa BHUMATENHO Ja
npouerere. BanvsaT nekap WHAM rHHEKOJION HIE YCTAHOBH KaKbB METOA 34 KOHTPALENHA €
noaxoadi 3a Bac.

— JlpyrH nekapcTsa 3a fieyeHue Ha OenoapobHa XUneproHus — cungeHadun U taganagu.

— Bapdapns (mpoTHBOCECHPBALLO CPEACTBO).

— CpMBacTaTHH (H3MOJI3BAH 32 JICYECHHE Ha XUIIEPXOJIECTEPOIEMHS ).

Illodupane n pabora ¢ MAIIHAH

Bo3eHTaH 3eHTHBA HE NIOBJIHABA WIH NMOBJIHSABA NpeHeOpexuMo cnocobHocTTa 3a mogupaHe u pabora
¢ MmawuHU. Benpeku ToBa, boseHTan 3eHTHBA MOXe Aa NPHYHHH XHIIOTOHUA (NIOCHH)KABAHE Ha
KPBBHOTO BH HansraHe), OT koeTo MOXeTe J1a ce NOYYBCTBATE 3aMasHM, a OKaXe BIHAHHE BLPXY
3peHneTo By n cnocobHocrra 3a mogupaHe H padbora ¢ MalIMHK. AKO ¢€ YyBCTBATE 3aMasHH WIH
3peHueTo BH e 3aMbrieHo, aokaro npuemare boseHTaH 3eHTHBA, He IHOGHpaHTe K He paboteTe ¢
WHCTPYMEHTH HJIH MALIHHH.

bpeMeHHOCT, KbpMeHe H PepTHIIHTET
AKo cTe OpeMeHHA WIH KbPMHMTE, MUCJTHTE, Y€ MOXE Ja CT¢ OpeMEeHHa UNH IUTaHdpaTe OpeMEeHHOCT,

nochBeTBaNTE c¢ ¢ Baiuug nekap uau gpapMaleBT npeau Aa npreMere bo3eHTan 3eHTHBA.

JeHu B 1eTepoaHa Bh3pacT
HE npuemaiite bo3eHTaH 3eHTHBa, aKo cTe OpeMEeHHa Wiu nnaHupaTe HpeMEHHOCT.

TectoBe 3a OpeMEHHOCT
BosentaH 3eHTHBa MOXKeE Ja yBpeAW HepoaeHure DebeTa, 3a4eHaTH Npeau 3an04YBaHETO HIH MO BpEME

Ha JIEYeHHeTO. AKO CTeE JKeHa, koaTo 61 Morna aa 3abpemenee, Bawusart nekap we Bu noMoau na
HanpaBHTe TECT 3a OpeMEHHOCT, MPEAM Aa 3anouHere Aa npueMarte bosenran 3eHTHBA H PEAOBHO,
noxato npuemarte boseHTaH 3eHTHBA.

KoHTpauenTUBHY CpeICcTBa

AKO UMa BEpPOATHOCT Aa 3adpeMeHeeTe, H3non3saiTe HaaeXkaeH METo 1 3a KOHTPOJIHPaHE Ha
PKAGEMOCTTA (KOHTpALIETHA ), AOKATO NpHeMare boleHTaH 3eHTHBa. BaluuaT nexkap Win ruHekonor
we Bu npenopbya HaaeXKIHH KOHTPAaLENTTUBHH METOAH, AoKaTo npHemaTe boseHraH 3eHrusa. Toi
KaTo boseHTaH 3eHTHBA MOXKE Aa HANPABH XOPMOHAJTHUTE KOHTPALIENMTHBH (HalpHMeEp NEpOopaTHH,
HHXXEKLIHOHHH, HMIUIAHTAHTH HJIH TUIACTHPH 3a KOKaTa) Hee(eKTUBHK, TO3U METOJ CaM Nno cede cH He
e HagexaeH. [lopaan ToBa, ako MOM3BATE XOPMOHAIIHH KOHTpALIENTTHBY, TPAOBa 3aeAHO ¢ TOBA a
npuiarate ¥ 6aprepeH MeToA (HAnmpUMeEP XKEHCKH KOHAOM, Necap, KOHTPaUEeNTHBHA rbOMYKa UK
Bawigt naptHeop TpaOBa 1a M3noi3Ba KOHAOM). BbeTpe B onakoBkara ¢ Tabnerku bozenran 3eHTHUBa
1te oTkpuere CHrHaIHA KapTa Ha NaLKEHTa, KOSTO TpAOBa 1a NMOMLJIHMTE U A 1 338HEC Qm
nekap npu cleaBaloTo NOCEIECHHUE, 3a A3 MOXKe BalllHAT nekap WiIH THHEKOJIOT Aa IMpé 5’,

Hy>K[aeTe OT JOMBIHHTENHH WM AIITePHATHBHA HafIedKIHH METOAH 3 KOHTpauenuyy. Jpéreph ;

BCEKH Mecell 1a MPaBHTE TecT 3a OpeMeHHOCT, 10KaTo npyemarte bolentaH 3eHTHBA] J BKO; §TRAR
J€TepOHa Bb3pacT. S
YBeagoMeTe BeaHara cBod jiekap, ako 3abpeMeHeeTte no BpeMe Ha npHeMa Ha bo3eHT: .- AR

”

[UIaHHpare na 3abpemeHeere B Onu3ko Obaelue. :\"2‘
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KbnpMmeHe
BoseHTaH 3eHTHBa nNpeMHHaBa B kbpMata. [I[penopbuysa ce aa npekpaTHTe KbpMEHETO, ako Bu Obae

npeanucaH boseHTaH 3eHTHUBA, Thil KaTO HE € H3IBECTHO JalH HATHYHETO Ha bo3eHTan 3eHTHBa B
KbpMaTa MoXke Aa Happead Ha Bamero 6ebe. ['oBopere ¢ Bawina nexap 3a Tosa.

QepTHIHTET

AKo cTe MbX U npueMare bo3zeHTan 3eHTHBa, Bb3MOXHO € TOBA JIEKAPCTBO 13 HaMaJlH Opos Ha
Bamute cnepmartosonaun. He Moxe na ce H3KIIOYH, Y€ TOBA MOXKE [1a C€ OTpa3H Ha cnocobHocTTa By
aa vmarte acua. IloceserBaire ¢ce ¢ Balua nekap, ako HMaTe BBIIPOCH KW NPUTCCHCHUA BBB BPb3Ka C

TOBA.

bo3enran 3enTuB2 Cnabpika HATPHE
ToBa nekapcTBO ChABPIKA Mo-Manko oT | mmol HaTpwii (23 mg) Ha punmupaHa Tabnerka, TOeCT NO

ChUIECTBO ,,0€3 HaTpHi™.
3. Kak na npuemarte boleHTan 3eHTHBA

Jleuenuero ¢ bozenTan 3enTHBa TpAGBa Aa Ce 3aM0MBa U MOHUTOPHPA CaMO OT JieKap C OIMT B
neyeHuero Ha bAX Wi cHcTeMHa criiepo3a. BuHaru npuemaiite ToBa AeKapcTBO, TOYHO KakTo Bu e
ka3zan Bamngar nekap. Ako He CTe CUIYPHH B HEllo, nonuTarte Bawng nekap wiu ¢papMauesr.

IIpenopbuBana 1033

Bn3pacTHH

JleueHHeTO NPH BB3pacTHH OONMKHOBEHO 3ano4Ba ¢ A03a oT 62,5 mg aBa NBTH AHEBHO (CYTPHH H
Beuep) npe3 MbPBUTE 4 CEAMHULM, CIEA KoeTo, oOnuaiHHo, Bawuat nekap we Bu noceBeTBa na
B3eMare Tabnerka oT 125 mg npa mbTH AHEBHO, B 3aBUCUMOCT OT TOBa KaK pearupare Ha bo3enran

3eHTHRA.

ﬂeg&_l H IOHOLIH

[IpenopbkaTa 3a 1034pOBKa TpH fcua ¢ caMmo 3a BAX. [1pu aeua Ha 1 roaMHa ¥ noseye JEYEHHETO C
bBosenran 3eHTHBa 0OMKHOBEHO 3an0y4Ba ¢ 2 mg Ha Kg TeeCHO TErno ABa ITbTH AHECBHO (CYTPHH H
Beuyep). BamusaT nexap e B nochBETBa OTHOCHO JO3HPOBKATA.

bBozentan 3enTiiBa He TpabBa Aa ce npuiara npu aeua c teaecHo terno noa 31 kg u tpabea na ce
M3MOJ3Ba aTEPHATUBEH TTPOAYKT, ChAbpKaiil H03eHTaH.

AKO HMAaTe BNEe4YaTAECHHETO, Ye edeKkThbT Ha bo3eHTaH 3eHTHBa € 10CTa CHIEH WIH AocTa ¢iab,
roBOpeTe ChC CBOA JIEKap, 34 Aa ¢ YCTAHOBH JanH no3uTe Bu TpabBa na 6baaT npoMeHeHM!.

Kak aa npuemate bolenTan 3eHTHBA
TabnerkuTte Tpabsa na ce npueMar (CyTpHH M Beuep), NOrb/HATH ¢ Boja. TabneTkure Moxke 1a ce
npueMaT CbC Wid 0€3 XpaHa.

AKo cTe npHe/H NoBe4e oT HeoOxoaumaTa 1034 boleHraH 3enTnBA
AKo npueMere nopeye TabneTku, oTkoNkoTo By € OMno kxazaHo, He3adaBHO C€ CBBPKETE CbC CBOY
neKap.

AKO cTe NpoNycHAIN Aa npHeMeTe bo3eHTan 3enTHBA
Ako 3abpasure aa npuemeTe bo3eHTaH 3eHTUBA, B3EMETE A03aTa BEAHAra, UIOM C€ CETUTE, CJICA TOBA
NpOALIDKETE na npuemarte Tabnerkure B oOMuafiHoTO Bpeme. He B3eMaiiTe aBoiiHa 103a, 34
KOMIIEHCHpATE NpOoIMycHaTaTa A03a.

AKO cTe cnpeaH a2 npuemate bozenTan JeHTHBA!
BHe3anHOTO cnupaHe Ha JIedeHUeTo ¢ bozeHTaH 3eHTHBa MOXE J1a IOBEAE A0 BIIO
cumnroMi. He cnupaiite npuemMa Ha bosenTan 3eHTHBa, O¢cBeH ako Bawuar nekap



BauuaTt nexap MOXe aa Bu HazHauu HaMaligBaHEe Ha 034Ta 3a HAKOJKO JHH, MPEAH NBLJIHOTO
CIIHpaHE Ha JICYEHHUETO.

AKO HMaTe HIKaKBH JONMBJAHUTE/IHN BLNPOCH, CBBP3aHH ¢ ynoTpedaTa Ha TOBa J€KapcTBO, MONA,
nonuTaiTe Balius nexkap unu gapmanesrT.

4. BL3MOKHH He)KelaHH peakiiHu

KakTo BCHUKH JICEKapCTBa, TOBA JICKAPCTBO MOXKE Ja NPHYHHH HEKENTAHH PCAKLIHMH, BBIIPCKH Y€ HE

BCEKH MM NOJIYYaBa.
Hajii-cepHo3HnTe HeXeENaHU peaklyn Ha bo3eHTan 3eHTHBa ca:

. AOHOPMHH YepHOAPOOHH PyHKUHH, KOWTO MOIaT a 3acerHar rnoseye ot | Ha 10 aywu
° AHeMHA (HHCKH KPBBHH CTOMHOCTH), KOATO MOXKe Aa 3acerHe a0 1 Ha 10 qymu. [Tondakora

aHeMHATA MOXKE J1a H3UCKBA KPBBOTIPEHBAHE.
BamuTte yepHOAPOOHN H KPLBHHU CTOMHOCTH Lie ce HabmoaaBaT no BpemMe Ha Jie4eHHeTO ¢ Ho3eHTaH

(Bx. Touka 2). BaxkHo e Aa npaBUTe TE3M H3CICABaHUA CNOpe NpenopbkuTe Ha Baiuns nekap.

[Mpu3HauuTe, Ye YEPHUAT Apob Moxe 61 He pabOTH NPaBHIIHO, BKIKOMBAT:
— [NapexHe (HambHU 3a NOBPHILAHE)
— [NloBprpluane
— Tpecka (Bucoka TemniepaTypa)
— bonka B ¢TOMaxa (kopema)
— JXXbaTeHHuua (NOXBLATABAHE Ha KOXKaTta WK 6410TO Ha OUMUTE)
~ THMHO OLBETABAHE Ha YpUHATA
— Cobpbex Ha koxkKaTa
— Jleraprus win npekoMepHa ymMopa (HeoOuuyaiiHa yMOpa WM M3TOUICHHE)
— I'puno-nonodeH cuHaApoM (CTaBHU W MYCKYJIHH OOJIKH ¢ TEMNEpaTypa)

AKo 3a0eN1e)XHTE HAKOH OT TE3H NpU3HaLIH, ne3abasHO yBeaoMeTe Bamnd Jexkap.

JApyra HexeIaHH PEeAKUHA:

MHoro uecTH (Morat Aa 3acerHat noseue ot 1 Ha 10 qymu):

° I naBobonue
° Orok (noayBaHe Ha KpaKara { rie3eHHTe WIH APYrY NpU3HaLH 3a 3aPbKKa HaA TeHHOCTH)

Yectn (Morar aa 3acerHar no 1 va 10 ayun):

3auepBEH BUJ WM 3a4EPBABAHE HA KOXKaTa

PeakuuM Ha CBPBXUYBCTBHTENHOCT (KOHTO BKIIOYBAT BB3NMAJICHHE HA KOXKATA, Chpbex U 00puB)
["'acTpoesodareanna pedurykcHa 6onecT (KUCENHHH B cTOMaxa)

Pa3cTpoiicTBo

Cunkon (npynagaHe)

Coprebuene (6bp30 Wik HepeAoBHO OHeHE HA CHPLUETO)

Hucko kpbBHO HaIsraHe

3amylueH HOC

HeuecTn (Morar Aa 3acernat o 1 Ha 100 ayun):

. TpombounTonenus (HUCHK Opolt Ha TpombouMTHTE)

. HeyTponesus/neskoneHus (HUCHK Opoit 6benH KPpLBHU KNETKH)

. AOGHOPMHH 4epHOAPOOHH DYHKIKOHAHH TECTOBE ¢ XENATHT (BB3NANCHHE Ha YEIF
BKJIIOUHTETHO Bb3MOXKHO 000CTPAHE Ha NOEXKAL XENATHT W/ IIH IbITEHHLIE '
Ha KOXKAaTa WIH O10TO HA OYUTE)

e as
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Penxu (Morat ga 3acerHart go 1 Ha 1 000 ayun):

. AHadunakcus (obwia anepryuHa peakuus), aHrHoeaAeM (NoayBaHe, HaH-4eCTO OKOJO OUHTE,
YCTHHUTE, €3UKa WIH I'bPi0TO).
. Llnpo3a (bene3u) Ha yepHUa Apo0, YepHOAPOOHAa HEAOCTATHLYHOCT (CEPHO3HO HapYLIEHHE Ha

yepHoApoOHaTa (pyHKLHA), ABTOMMYHEH XENATUT (Bb3NaJeHHE Ha YEPHHUA Apo0, MPUYKHEHO OT
coOcTBeHaTa 3alllHTHA CUCTEMa HAa OpPraHU3Ma, aTaKkyBallla YEPHOAPOOHHKTE KIETKH), KOHTO
MOJKe JIa Ce MOABH JOPH HAKOIKO MECeLa 10 NOIMHU ¢liell 3all0OYBAHE HA JIEYEHHETO.

Cpobl11iaBa ¢ ChLlO 3a 3aMBIJIEHO 3PEHHE C HEM3BECTHA YECTOTa (0T HANHYHUTE AAHHH He MOXKe aa
Ob1e HanpaBeHa OLICHKA).

HexeaHH peaKIHH MPH Aela H IOBOIIH
HexenaHvre peakilMi, ChbOOLIIEHH NPH Aeua, eKyBaHy ¢ bo3eHTaH 3eHTHBA, ca CBHLUIHTE KAaTO TE3H
NpH Bb3PacTHH.

CrofmaBane HA HeXKeJIAHH PeAKIHH

AKO MOIyuHTe HAKAKBH HEXEJIaHW JIEKAPCTBEHHK peaklHK, yBeaoMeTe Baluug nekap wiH ¢papMaleBT.
Topa BK1IOYBA BCUUKH Bb3MOXHM HEOTIMCAHH B Ta3M JIMCTOBKA HEXENaHH peakliu. Moxere chillo Aa
CHOOIINTE HEXKETAHN peakLiMK JUPEKTHO Ype3 HALMOHAJTHATA CHCTEMA 33 ChoOLaBaHe U3nenHuTenHa
areHLUA Mo Jiekapereara, yi. ,,Jlamsan ['pyes” Ne 8, 1303 Codmus, Ten.: +359 28903417, yebeair:
www.bda.bg.

Karo ¢boOlasare HeXeNnaHH peakumK, MOXeTe Ja JaJeTe CBOS NPHHOC 3a MONYYABAHE HA MOBEYE
HH}opMaLMs OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak 1a ¢chxpanapate bozenTan 3enTuBa

Jla ce chXpaHaBa Ha MACTO, HEAOCTRITHO 34 Aella.
He n3non3BaiiTe TOBa JEKAPCTBO C€ U3THYAHE HA CpOKa Ha FOJAHOCT, OTOCHA3aH BRbPXY KapTOHEHATA

onakoBka M Onucrepa cnen “l'onen no:”. CpoKbT Ha rOAHOCT C€ OTHACA 10 NMOCACAHHA AEH OT

NOCOYECHHA MECELL

He u3xpbpnaiite nekapcrsaTa B KaHa/lH3allUATa WKW B KOHTEHHEPA 3a NOMALIHH OTNIaAbLH.
[TonuTaiiTe Bawma ¢papMaueBT Kak Ja U3XBBPJATE JIEKAPCTBATa, KOUTO BEUYE HE M3NON3BaTE. Te3u
MEPKH Ille CIIOMOTHAT 3a ONa3BaHe Ha OKOJIHATA cpeld. ToBa JIEK4apCTBO HE H3HCKBA CIIELIMAIHH

YC/IOBUA 38 CHXPaHEHHE.
6. CLabpKAHAE HA ONAKOBKATA H ApYyra HHpopManus
KakBo cpabpxa bozenTan 3eHTHBA

AKTHBHOTO BELIECTBO ¢ DO3eHTaH.
Bcaka Tabnerka chabpxka 003eHTaH KaTo MOHOXHAPAT, EKBHBAJICHTEH Ha 125 mg 6o3eHTaH.

JIpyruTe ChCTABKH €A LAPEBHUHO HULLIECTE, NOBHAOH, HATPHEB HHILECTEH IJIHKOAT,
NpeXxeNaTHHU3HPaHO LUAPeBUYHO HHILECTE, MNHLEPoa AUOeXeHaT, MarHe3HeB CTeapar, NOJTMBHHHIIOB
ankoxon {E1203), turanor auokcun (E171), makporon (E1521), tank (E553b), xxeneseH okcHa, Kbt
(E172) nt xxene3eH oxcua, yepseH (E172).

Kax narjexaa bozeHTan 3eHTHBA B KAKBO CBLABbPKA ONAKOBKATA

TabNeTKH ¢ Ab/DKHHA NpudansdrenHo 11 mm U wHpounHa npudbMM3HTENHO 5 mm.

PazMep Ha ONaKkoBKaTa:
125 mg: 14, 56, 112 n 120 punmupanu tabnerxu.

He BcuukM BHAOBE ONAKOBKHM MOrar Ja Ob4aT nycHaTy B npoaaxda.




IIpHTeXKATEN HA PASPElICHHETO 32 YNOTpeba
Zentiva k.s.

U kabelovny 130,

Dolni Mé&cholupy

102 37, Prague 10
Yewika perryOnrka

Ipon3BoauTEIH

Zentiva, k. s.
U kabelovny 130, Dolni Mé&cholupy
102 37 Prague 10

Yewka penybinka

Winthrop Arzneimittel GmbH
Briiningstrafie 50,

65926 Frankfurt

I epmanus

S.C. Zentiva, S.A.
B-dul Theodor, Pallady nr. 50, sector 3,
Bucuresti, cod 032266

PyMbHMA

ITC PRODUCTION S.R.L,
Via Pontina KM 29

00071 Pomezia (Rome)
Hranus

ToBa nekapcTBO € paspeleHo 3a ynorpeda B Jpp:kaBUTE-4N€HKH Ha EBponeiickoro MKOHOMHYECKO
npocTpadcTBo H B ObeauHenoTo Kpancteo (CesepHa Mpnanaug) rnoa cinegHuTe HMeHa:

I'epmaHus Bosentan Zentiva 125 mg Filmtabletten
Ob6eannenoto kpanctso (CerepHa Upnanana) | Bosentan Zentiva 125 mg filmcoatedtablets
ABCTpHA Bosentan Zentiva 125 mg Filmtabletten
Hpaanaus Bosentan Zentiva 125 mg film-coated tablets
XbpBatHs Bosentan Zentiva 125 mg filmom obloZene tablete
Janus Bosentan Zentiva
Hunepnasaus | Bosentan Zentiva 125 mg filmomhulde tabletten
JlaTBus Bosentan Zentiva 125 mg apvalkotas tabletes
JluTBa Bosentan Zentiva 125 mg plévele dengtos tabletés
Lsews Bosentan Zentiva
brarapus boseHTaH 3eHTHBa 125 mg punMupann tabseTky
Hpnanaus Bosentan Zentiva 125 mg film-coated tablets

JlaTa Ha NMOC/JEAHO NPEPA3ITICKIAHE HR THCTOBKATA®

28.08.2025 r.
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