JIncroBka: HngpopMalung 3a NANHEHRTA

AmOpucenTan 3enTuBa 5 mg puamupand TabneTkn
Ambrisentan Zentiva S mg film-coated tablets
amOpuceHTaH (ambrisentan)

IIpoueTere BHEMATEIHO NUJIATA JHCTOBKA, IPEAH 12 3aN0'HETE 12 IPHEeMATE TOBA JIEKAPCTBO,

Thil KATO TH ChABLPXKA BaxHA 33 Bac nndopmanua.

- 3anazere Ta3u AMCTOBKA. Moxe aa ce HANOXH 11a 4 MPOUETETE OTHOBO.

- AKO MMaTe HAKAKBH JOMbIHUTEIHH BBNPOCH, NonuTalite Baiuna nekap, papMaleBT wiH
MEAHIIHHCKA CECTpa.

- ToBa JIEKAPCTBO € NPEANHCAHO SMHCTBEHO W NTHUHO Ha Bac. He ro npeorcrbnsaiite Ha ApyryH
xopa. To Moxe 1a HM HaBpeaW, HE3aBHCHMO Y€ NPH3HALIUTE HA TAXHOTO 3a0oNsBaHe Ca ChIIUTE
KaTo Bawiure.,

- AKO NOJyudTe HAKAKBH HeXeNlaHU JIEKapCTBEHH peakLMH, yseaoMere Bamus nekap,
¢apMaLIEBT KM MEAMLIMHCKA cecTpa. ToBa BK/IIOUBA H BCHYKH Bb3MOXHH HEXKEJIAHH PCAKLIMH,
HEOIMHMCAHH B Ta3H JIUCTOBKA. Binkre Touka 4.

Kakpo chbABPXKA TA3H JHCTOBKA: H3ﬂb.l'lH:HT ENHA ATSHUMR 110 NEKAPCTRATA
1. Kakso npeacrasnssa AMOpUceHTaH 3€HTHBA H 33 KaKBO Ce ) T

2.  Kakso Tpsa0OBa 1a 3HaeTe, npeau aa npuemere AMOpHCeHTaH

3. Kak na nppemate AMOpHCEHTaH 3eHTHBA

4, B13M0OXHH HEXKeNNaHH peaKIMH

5.  Kak na cbxpanasaTe AMOpHCEeHTaH 3eHTHBA

6. CoabpKaHHe Ha OMAKOBKATa H JOMBIHHTEIHAa HHQOPMaLHA

1. KaxBo npeacraBiaaBa AMOpHCEHTAH 3eHTHBA H 33 KAKBO Ce H3M0/13B23

AMOpHceHTaH 3eHTHBa ChABPXKa aKTHBHOTO BelllecTBO aMOprcenTaH. Toli mpUHALIEKH KbM rpyna
fieKapcTBa, HApEYEHH APYT'H aHTHXHIEPTEH3UBHH CPEACTBA (H3MOI3BaHHM 32 JIEYEHHE Ha BHCOKO
KPBLBHO HaIAraHe).

AM6puceHTaH 3eHTHBA CE H3MOJ3BA 33 JieueHHe Ha GenoapobHa apreprania xuneproHus (bAX) npw
BB3PaCcTHH, IOHOLIK M JeLia Ha Bb3pacT Ha 8 4 noseue roAuHH. BAX npeacrasnsea NOBUUIEHO KPBBHO
HaAraHe B KPbBOHOCHUTE cbaoBe (OenoapobHHUTE apTepHH), KOHTO NMPEHACAT KPhB OT ChPLETO KbM
6enute npobose. [pu xopa ¢ BAX Te3n apTepuu cTaBar no-TECHH H ChpLETO TpAOBa na paboru
noseue, 3a 1a H3NOMINBA KPBBTA Npe3 TAX. TOBa € NPHYHHA XopaTa Ja ce YyBCTBaT H3MOPEHH,
3aMasHHU M 0a UMAT 3a4yX.

AMOpHcenTan 3eHTHBa pa3llnpsABa 6enoApoOHHTE apTepHH, KATO NO TO3H HAYHH YIECHABA CHPLIETO
A W3IOMITBA KPbB Nnpe3 T4X. ToBa MOHIDKABA KPbBHOTO HAJIATAHE H 00/1€eKYaBa CHMITTOMMUTE.

AMOpHCceHTaH 3eHTHBA MOXe CbLLO Aa Ce U3MON3Ba B KOMOHHALMA ¢ APYTH JIEKapCTBa, NpUjiaraHu 3a
neuye”ue Ha bAX.

2, Kaxso Tpabsa na 3HaeTe, npean Aa npremMeTe AMOpHCeRTAR 3eHTHBA

He npHemaiiTe AMOpucenTan 3enTHBA:

- aKo CTe A/IePrHUHE KbM aMOpHceHTaH, PBCTBLM, COS WIIH KbM HAKOA OT OCTAHAIMTE ChCTABKHU
Ha TOBa JieKapcTBO (M30pOeHH B TOUKA 6). |

— AKO cTe OpeMenRna, aKo MJIAHApaTe Aa JabpeMeneeTe WIH 8KO HMa Bb3M
3abpeMeneeTe, 3aLI0TO HE H3NON3BATE HAACKIHH METOIH 3a MpeaAna3BaHe
Mons npouerere uHGopMauusTa B pasachn ,,bpeMeHHOCT”.

— ako kppmuaTe. Moja npouerere uidopmalmsTa B pasaen ,,Kppmene™. | ;

— ako umaTte 3a6oasaBaHe HA uepHHa Apob. Kaxere Ha Bamus nexap, koHTo! hgl‘é .Eetff;&" ﬂﬁ'ﬂlif L r{{,‘
TOBa JIEKAPCTBO € noaxoasio 3a Bac. N "

\J\ '-f! r n «‘-’

1 -




- aKO HMATE PA3PACTBAHE HA CheJHHHTeHA THKAH B 6esnTe ApodoBe, C HEH3BECTEH
npou3xon (uouonamuuna 6enoopobua gubposa).

Ipeaynpexaenns H DpPeANa3HE MEPKH
I'oBopere ¢ Bamms nekap unu gapMalieBT NpeaAn Aa npueMere AMOpHCceHTaH 3eHTHBA, aKO HMaTe:

— yepHOAPOOHHU npobnemu
- aHeMus (HaManeH Opoli YepBeHH KPbBHH KJIETKH)
- [IOXyBaHE Ha PBLETE, [IE3CHUTE WIH CThIIANATa, MPUHHEHO OT TEUHOCT (nepudgepen omox)

- sabonaBaHe Ha Genua apo6, npH koeTo BeHuTe B 6ennTe aApobose ca Gnokupatu (berodpobra
8erooKAy3UBHa bonecm)

— BamnsT Jexap Lle pelin aanu AMOpHceHTaH 3eHTHBA € noaxoasiy 3a Bac.

Ille nMaTe AYAA2 OT PeOBHA H3CJIeABAHHSA HA KPHBTA
[Ipenau na 3anouHere npuem Ha AMOpHCeHTaH 3eHTHBA H Ha peIOBHH HHTEPBAINH, 10KaTO Fo

npueMarte, BawnsaT nexap ue By npaBH KpbBHH H3CNIeIBAHHUA 32 212 POBEPH:
—  Janyd AMaTe aHEMHA
- aany Bauar yepeH Apod pyHKUMOHHPE NTPABKUITHO.

— BaxHo e penoBHO Aa By ce npaBAT KpbBHM M3CTeABaHHsA, J0OKATO [IpHeMaTe AMOpHCeHTaH
3e¢HTHBA.

Mpn3nauute, ye yepHUAT By apo6 Moxe aa He GyHKUHMOHHPA NPABHIHO, BKIIOYBAT:
— 3aryba Ha aneTur

— rajicHe

- NMOBPbLUAHE

— BHCOKa TeMrneparypa (mpecka)

- Gonka B croMaxa (kopema)

— NOXKLATABAHE HA KOXKATAa WIH OANOTO Ha ouHTe (JIChamenuya)

— NOThMHABAHE HAa YPHHaTa

- cbpOex Mo KoXarTa

Ako 3abeneixnTe HAKOH OT T€3H NpU3HALK:
— KaxeTte He3abaBHo Ha Bamus sexap.

HNena
He naBatiTe ToBa JEKapCTBO Ha Acla Ha Bb3pacT noA 8 roAyuHy, ThH KaTo 06€30MacHOCTTa H
eHKACHOCTTA MPH Ta3! Bb3PacToBa rpyna He ¢a YCTAHOBEHH.

JHApyrn JekapcTBa H AMOpHCEHTAaH 3eHTHBA
Hudopmnupaiite Bamua nexap nan papmManesT, aKO NpHeMare, HaCKOpO CTe NPHEMAaJIH HAH €
BB3MOXKHO JIa NPHEMETE APYrH JICKAPCTBA.

AKO 3anouHeTe Na NPHeMaTe NAKJAOCHOPHH A (1€eKapCTBO, H3MOJ3BAHO CJIe/1 TPAHCIUIAHTALIAA HITH 32
NIeYEHHE Ha NICOpHUA3UC), MOXeE Aa € HeoOxoauMo Baumart nekap Ja npoMEHH N03aTa Ha AMOpHCeHTaH
JeHTHRA.

AKo nipuemare puaMounun (AHTHGHOTHK, W3MOJI3BAH 34 JICYCHHE Ha TEXKKH MHpeKLH) Bamnat
nexap e Bu Ha6moaaea, korato 3ano4HeTe npueM Ha AMOPHCEHTaH 3eHTHBA. e

Bauivar nexap Moxxe aa Bu HabmioaaBa, ako npueMare ApyrH JEKapcTBa (Hamnp.
enorpocTeHo, cuiaeHagmwn) 3a neueHne Ha bAX.
:.; {fl._;‘_:_;._r_ A g b |
— YBegoMete Bamusg ekap nian papManeBT, aKO PHEMATE HAKOE OT TE3H \hé]mpcma. et >
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bpemennocTt
AmMO6pHceHTaH 3¢HTHBA MOXE Jia YBPeH HEPOACHO AETE, 3aUCHATO NPEAH, NO BPEME Ha NICUCHHETO
HJIH CKOPO CJIEA HETO.

—» AKO € Bb3MOXKHO 2 3a0peMeneeTe, H3N0/N3BAHTE HANEKACH METOA 34 NpeAna3BaHe
(XOHTpanenLus), Aokato nmpuemare AMOpHceHTaH 3eHTnBa. Kaxere Ha Baiuns nexap 3a Tosa.

— He upuemaiiTe AMOpHceHTaH 3eHTHBA, 2K0 cTe OpeMenHa HIH NIARHpaATE A3 3alpemMeneere.

— Ako 3a6pemMenceTe HAR MHCJIATE, 1€ MOKETE 14 3a0pemeHeeTe, 10KATO NpUEMaTe AmOpuceHTan
3eHTHBA, He3a0aBHO ce KOHCYJITUpaHTe ¢ Baiuus aekap.

AKO CTe KeHAa, KOSTO MoXe A4 3abpemedee, BAIHAT Jekap me NOHCKA 14 CH HANPABHTE TeCT 32
GpeMeHHOCT NPEAH Ja 3anouHeTe Aa npuemare AMOpHCeHTaH 3eHTHBA, U IEPHOAUYHO N0 BPEME Ha
npHeMa Ha TOBA JIEKapCTBO.

Knpmene
He e W3BecTHO JATH aKTHBHOTO BELLECTBO Ha AMOpHCEeHTaH 3eHTHBA MOXE [1a TPEMHHE B KbpMaTa.

— He xbpMeTe, AokaTo npnemate AmGpucenTan 3enTnBa. Kaxere Ha Banins nexap 3a Tosa.

PepTHANTET

AKO cTe MBXK, KOUTO npHeMa AMOpHceHTaH 3eHTHBA, HMa BEPOATHOCT TOBA JIEKAPCTBO 1a NOHKAKH
6posa Ha cniepmaTtozonanTe Bu. O6bpHeTe ce kb Bailnsg Jiekap, ako HMaTe HAKaKBH BBIPOCH HIIH
ToBa Bu 6e3nokoH.

lilopmnpane n paboTa ¢ MAINAAHK

AmGpHceHTaH 3¢HTHBA MOXKE Ja PHYMHH HEXEAHH peaKLMi KaTO HHCKO KPBBHO HaJIATAHE,
3aMagHOCT, yMOpa (BHXTE TOUKa 4), KOUTO MOTAT 1a OKAXKAT BIMAHHE BbPXY CMOCOOHOCTTA 33
wodupane uau pabora ¢ MaiuuHH. CHMATOMKTE Ha 3ab0NABaReTO BH CHING MOTAT a MPEAH3BUKAT
orciabpare Ha cnocobHocTHTe By 3a lwodupane nau pabota ¢ MalIMHH.

— He modupaiiTe H ne paboreTe ¢ MAMMKHN, AKO He ce TYBCTBaTe A00pe.

AmMGpHcenTan 3eRTHBA CHABPKA JAKTO3A MOHOXHAPAT, COEB JIEMHTHH A AJTypa 4epBeHO AC
(E129)

Axo Baumar nekap Bu e ka3az, ue HMaTe HEOHOCHMOCT KbM HAKOH 3aXapy, 00bPHETE CE KbM Bauuus
neKap, NpeaM Aa 3arnoyHeTe NPHeMa TO3H IeKapCTBEeH NPOAYKT.

ToBa NeKapcTBO ChAbPXkKa no-Mako ot 1 mmol HaTpuii (23 mg) Ha TabneTka, T.e. MOXKE Aa Ce Kaxe,
Ye NPaKTHYECKH HE ChABPIKA HATPHH.

ToBa NEKAPCTBO ChABPXKA COEB IELMTHH. AKO CTE AePrH4HHA KbM (BLCTBLIM HIH COfl, HE NPHEMaNTe
TOBA NEKAPCTBEH MPOAYKT.

ToBa JiekapcTsO ChabpKa Garpinoro Anypa uepseno AC (E129), koeto MoXe Aa NpHIHHH
aIepruyHH peaxLHH.

3. Kax na npuemare AMOpHcenTaH 3eHTHBA

Buuarn npuemaiiTe ToBa J1EKapPCTBO TOYHO KAKTO Bu € ka3an Bamuar jiekap uan dapmMauesT.
AKO He CTe CUI'YPHH B Hello, nuTaiite Bamus nekap unu papMauesT.
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AKO npHeMaTe LMKIOCTIOPUH A, He B3eMaifTe noseve OT enHa TabneTka AMOpHCEHTaH 3eHTHBA OT
5 mg, BeOHBXK AHEBHO.

IOnowmu 1 aena ka Brapact ot 8 Ao 18 rogHHy

O6HuaiiHa HauanHa J03a Ha AMOpUceHTaH 3eHTHBa
Terno 35 kg unu noseye Enna Tabnetka oT 5 mg BEAHbK Ha A€H
Terno Haii-manko 20 kg, Ho no-manko ot 35 kg | Enna Tabnetka 0T 2,5 mg BEAHBXK HA NCH

BawuusT nekap MOXKe [ia PELd Ja nosuLIK fo3aTa Bu. BaxHo e neuata na cna3saT peAOBHHTE
[TAHWPaHH NOCEIEHH TPH JieKap, Thii KaTo fo3aTa UM TpAOBa fa ce MPOMEHA C Bb3pacTTa WiH
HaJJaBaHETO Ha TEro.

AKO ce npHeMa B KOMOMHALWMA ¢ LMKIOCTIPOPHH A, 103aTa Ha AMOpHCEHTaH 3eHTHBA NPH IOHOLLIH H
nena ¢ TENeCHO Terno no-Hucko ot 50 kg Tpabea na ce orpaHyuM 10 2,5 mg* BEAHBK AHEBHO, a aKO
Texxat 50 kg wim noseue - 10 5 mg BEAHbX AHEBHO.

* 33 NO3M, H3WCKBALLY KOHLIEHTpauHa ot 2,5 mg wiu 7,5 mg, Tpadsa aa ce u3non3pa ApYr NPOAYKT,
KOWTO ce fnpejiara Ha nasapa.

Kakx 1a npuemate AMOpucenTan 3eHTHBA

Haii-noGpe e na npuemare Baimara TaGneTka 1o eiHO ¥ ChILO Bpeme BCeKH JeH. TlornbuuaiTe
TabneTxara uaia, ¢ 4allla BOJIa, He pasaenaiTe, pasTpollaBanTe Wi AbBYETE TabaerkaTa. Moxe aa
npuemate AMOpHceHTaH 3eHTHBA ChC WM De3 XpaHa.

AKo cTe MpHeaA noBeye oT HeoGxoauMaTA R03a AMOpuCeHTAH 3eHTHBA

AKO CTE NPUENH TBBPAE MHOTO TabieTKH, MOXe J1a € MO-BEPOATHO /1A NOTYHHTE HEKEIAHH PeaKLIMH,
KaTo rnapobonye, 3a4epBsBaHe, 3aMasHOCT, raicHe WX HHCKO KPBBHO HaAraHe, KOETO MOXKeE /1a

AOBEJE N0 PHMANIABAHE:!

_» IMonnTaiiTe Bamus Jekap nan GapMAUEBT 32 CbBET, AKO CT¢ NPHENH NoBeYe TA0NETKH OT
NPpeANHCAHOTO,

AK0 cTe IPONYCHANH Ja NpHemMeTe AMODHCEHTAR 3eHTHBA
AKo 3a6paBuTe na npuemete 103a AMOpHceHTaH 3eHTHBa, NpHeMeTe TabieTKaTa BeqHara cles Karo
CH CIIOMHUTE K NPOABJDKETE Aa NpHEMaTE ClieABalllTe J03H KAKTO NPEH.

— He B3emailiTe ABoiiHA 1034, 32 Ja KOMIIEHCHpaTe NPONYCHATATA.

AKO cTe cpenn NpHemMa HAa AMOpHaceHTAaH 3eHTHBA
JleueHueTo ¢ AMGprceHTaH 3eHTHRa B1 € HeoGX0anMO, 3a na koHTponupate Bawara BAX.

—He coupaiite npaema Ha AMOpucenTan 3eHTHBAR, 10KaTO He 06cHAHTE TOBA ¢ Bamus Jexap.
AKO MMaTe HAKAKBM JOIMLIHUTENHH BLIPOCH, CBBP3aHM ¢ ynorpedaTa Ha TOBa JIEKapCTBO, NOMHTaHTE
Bauuns nexap win gapMaueBT.

4. Bb3MOXKHH HEXKe/IAHH PERAKIHH

BCEKH I'M [TO1y4aBa.

Cepuo3Hn HeXeJIaRH PEAKIIHA




AJIepradHH peakntHn

ToBa e YecTa HeXeNnaHa peaKiius, KOSTo Moxe Aa 3acerye Ko 1 ma 10 nywn. Moxe na 3abenexure
o6pHB WK cupbex u noxysane (OOMKHOBEHO HA JIHLETO, YCTHHTE, €3HKA WIH I'bpNIOTO), KOETO MOXE
[a MPEAU3BHKA TPYAHOCTH MPH JHILAHETO WIH NPErTbIIaHETO.

Monysaue (omok), 0cobEHO HE IIEICHHTE B CThNANATA
ToBa € MHOTO HeCTa HEXelaHa peakilii, KOATO MOoXe ja 3acerse nosege ot 1 na 10 gywn.

Cobpaeuna HeXOCTATBLYHOCT

JIBJKH CE HAa HEBB3MOKHOCTTA Ha CHPLETO 12 H3NOMIBA OCTATHYHO KpbB. ToBa € HecTa HexelaHa
peakLHs, KOSTO Moxe Aa 3acerte ao 1 na 10 nqymn. CuiMnroMHTe BIUTIOYBAT: 3a1yX, roaiMa yMopa H
NOAYBAaHE Ha IMe3eHHTe H KpaKara.

HamaJien 6poii na uepBeHHTEe KPHLBHH KJIETKH (anemMun)

ToBa € MHOIrO YeCTa HeXeJlaHa PeakLiHs, KOoATO Moxe Ja 3acerHe mosevde or 1 ga 10 aywm. I[loxaxora
TOBa HaNara NpenuBaHe Ha KpbB. CHMITOMHTE BKIIOYBAT yMOPa, ciabocT, 3aayX # ob1wo
HEPA3MONOKEHHUE.

Hucko KpbBHO HAJNSTane (XUnROMORUA)
ToBa e uecTa HeXeNlaHa peakuu, KoATo Moke Aa 3acerye Ao 1 na 10 aywH. CUMIITOMHTE BIUTIOYBAT
3aMaHBaHe.

—YBenomere Bamna Jexap nesabasno, ako Bue (win Baliero faeTe) noayyure HAKOA OT TE3H
HEXKe/aHK PeaKIMK WIH aKO T€ HACTHIAT BHE3AMHO /el NpHeM Ha AMOpHceHTaH 3eHTuBa.

BaxHo e penoBHO i3 Bu ce npaBaT KPHLBHHE H3C/I¢ABABHM, 32 1a C€ NIPOBEPH 34 NOABA HA AHCMHA H
QU YepHUAT Bu Jpo6 GYHKUMOHMpA NPaBIWIHO. YBepeTe ce, Ye cTe Hpoje/iH H HHPOPMALUHATA B
Touka 2 ,Ille uMare Hy)XIa OT PEIOBHH W3CNe1BAHUA HA KpbBTa™ M ,JIpu3HauHTe, Ye YepHHAT Bn
npo6 Moxke Aa He PyHKLHOHHPA NpPaBHIHO .

JApyrurte nexe/IAHH peAKNHH
MHoro uecTs {Morar 1a 3acerHat noseue ot | Ha 10 yoBeka).

— rnasodonye

—  3aMasHoOCT

— cbpuebueHe (yCKOpeH WIH HenpaBUIIEH CbpACUeH PHTHM)

—  HapylleHo AuuiaHe (3agyX) CKOpO Cle 3aMoYBaHe Ha JeUeHUeTo ¢ AMOpHCEHTaH 3eHTHBA
—  Xpema WM 3aMyHieH HOC, 3allyHIBaHe WK 0oNka B CHHYCHTE

— TrazeHe

— pHapud

—  ycelllaHe 3a YMopa

— 3aabprkaHe Ha TEYHOCTH

—  BBb3NaJ€HHE HAa HOCOTJTLTKATA

B xoMOuHANHS ¢ Taganadna (apyro Jexapctso 3a BAX)
B zonbiHeHHe KbM NOCOYEHOTO NO-Tope:

— 3auyepBABaHE Ha KOXKaTa
— NOBPBIUAHE
— Oonka B repaMTe/auckoMGopT

YecTn (Morar ja 3acerHat no | Ha 10 uosexa):
—  3aMBIJICHO 3PEHNE WIH APYTH NMPOMEHH B 3pEHHETO
— TMPpHIOLIABAHE
—  MOBHUIIEHH YEPHOAPOOHH €HIHMH
—  Xxpema
—  3anekK
— Honka B ctoMaxa (Kopema)




— 6osxa B rbPAMTE WIH AUCKOMPOPT
—  3a4epBsBaHE HA KOXKarTa

—  [OBPBLLUAHE

—  ycewiaHe 3a cnabocT

—  KpPBBOTEUYCHHE OT HOCA

— obpusb

B xoMGananus ¢ Taaanapu
B 1ombiIHEHHE KbM NOCOMEHOTO NO-rope (OCBEH OTKJIOHEHHA B PE3YJITATHTE OT KPbBHHTE

W3CIeABaHHA 3a YepHoapoOHaTa GyHKUHA):
—  WYM B ylIuTe (THHHTYC)

Hewecrn (Morar aa 3acernat o | Ha 100 yopeka):
—  yBpeXJaHe Ha YepHHA Apod
—  BB3NANEHHE Ha YEPHHA APOO, MPHUMHEHO OT COOCTBEHATS 3alllMTa HA OPraHH3Ma (aBTOMMYHEH
XEeMaTHT)

B xoMOunanns ¢ Taganagpun
— BHe3amnHa 3ary0a Ha ciryxa

Hexe1aHH PeAKIHH MPH A€NA H WHOIIH
OuakBpa ce aa 6baaT noAoOHU Ha U3DPOCHUTE NO-rope 3a Bb3PacTHH.

CrobmaBane HA HEXKEJIAHA PEAKIIHH

AKO TOTy4HTE HAKAKBH HEKENaHH JIEKapCTBEHH PeakimH, yseaomere Bainua nexap, (hapMaLICBT HIIH
MeAMLMHCKA cecTpa. ToBa BKJIIOYBA BCHYKH Bb3MOXKHH HEONHCAHU B Ta3H JIKCTOBKA HEXKE/IAHH
peakiiu. MoxeTe CbIIO Aa ¢HOOIUMTE HEXKENAHH PCAKLIMK TUPEKTHO Hpe3 U3nbJIHUTENHA areHiys 1o
nexapcTsarta, yi. ,,Jiaman [pyes* Ne 8, 1303 Codns, Ten.: 02 8903417, yebcaiiT: www.bda.bg. Kato
ChOOLLIABATE HEKEIAHH PeakLiMy, MOXeTe ha AaeTe CBOA NPHHOC 32 NMOJyHaBaHe Ha MOBCUC
uHdopMaLHs OTHOCHO 6e30nMacHOCTTa Ha TOBA JIEKapCTBO.

5. Kax aa coxpanasaTe AMOpncenTan 3eHTHBA

Jla ce cuxpaHsaBa Ha MACTO, HEIOCTBITHO 3a Jeua.

He u3nos3BaiiTe TOBa JIEKAPCTBO CIIEA CPOKA Ha FOAHOCT, OTOENA3aH BLPXY ONAKOBKaTa H OJIHCTEpa
cnen ,,Jonen no /EXP.
CpoKbT Ha FOOHOCT OTrOBapsA Ha MOCNEAHHA ACH OT MOCOUCHHS MeCell.

Benu PVC/PVDC/ amymunuesn OnucTepHu:
To3mn nekapcTBeH NPOAYKT HE UIKCKBA CTiELIMaIHa TEMIIEPaTypa Ha ChbXpaHEHHE. Jla ce cbxpaHsiBa B
OpHrHHaIHATa OMAaKoBKa Ha 6;McTepa, 3a Z1a Ce MPEANa3y OT CBET/INHA.

Mpospaunu PVC/PE/PVDC/ anymuHreBn OaucTepy:
To31 NexapcTBeH NPOAYKT HE H3UCKBa CNeLinaHa TEMNEpPaTypa Ha CbxpaHeHHe. Jla ce chxpaHiba B
OpHIrHHAIHATA OTIAKOBKA, 32 [1a C¢ Mperna3H OT CBETIIHHA.

He u3xpbpisiiTe NeKapcTBaTa B KaHATH3ALMATA WIH B KOHTERHEPa 33 IOMALLHH OTral
[MonuTtaiiTe Baluua apMalieBT KaK [1a H3XBBPIATE JICKapCTBATA, KOHTO BEUE HE
MEPKH LIl CIOMOTHAT 34 ONa3BaHe Ha OKOJIHaTa cpeaa.




6. CbaAbpKAHHE HA ONAKOBKATA H JONL/HHTEIHA HHPOPMANHS

Kaxpo ¢babpxka AMOpHcenTaH 3eHTHBA
AKTUBHOTO BELIECTBO ¢ aMOPHCEHTAaH.

Bcesika Tabnerka chappxka 5 mg aMOpUceHTaH.

Apyrure cLCTaBKH ca:

Sinpo Ha TaGneTkata: MMKPOKpHUCTalHa ueiynosa (E460), nakroza MOHOXHAPAT, KpoCKapMenosa
Harpu# (E468), marHesnes creapat (E572)

®uimMoBo NOKpUTHE: nonuBrHUNOB ankoxon (E1203), turaxos auokcun (E171), makporon MW 3350/
nonuerwieH rnkon (E1521), tank (E553b), Anypa yepseno AC (E129), neuutnH (cosn) (E322).

Kak n3rnexna AMOpacenTan 3eHTHBA H KAKBO CBALPKA ONAKOBKATA

CBeTIOPO30RH, KBATPATHH, M3MTbKHAH, dUIMHpaHH TabneTku, ¢ BATLOHATO penedHO O3HauEHHE "§"
OT eHAaTA CTPaHa, IJ1aJIKH OT APyraTa CTpaHa, ¢ HOMHHAJIHA Jb/DKMHA/IIMDHHA NIPHOIH3HTENHO
5,9 mm.

Am6pucenTan 3enTusa e onakosat B 6enn PVC/PVDC/ amymunyesn 6aucTepy H/UNY Npo3payvHH
PVC/PE/PVDC/ anyMHHHEBH ONHCTEPH.

[oNeMHHa Ha ONAKOBKATA: KAPTOHEHH KyTHH, chabpxainy 10, 30 dpunmupanu tabnetkn B bnucrepn
win 10 x 1, 30 x 1 dwimupasy TabneTku B €QHOA030BH OIHCTEPH.

He BcHuKKM BUIOBE ONAKOBKH MOrart Ja 6sAaT MyCHATH B posiaxoa.

INpuTexaTe Ha paspellieHAETO 33 ynorpeba
Zentiva k.s.

U kabelovny 130,

Dolni Mé&cholupy

102 37, Prague 10

Yewxka pemyOnHka

IIpon3soauTen
Genepharm S.A

18th km Marathonos Ave,
153 51 Pallini Attiki

['spLMA
H

Delorbis Pharmaceuticals Ltd,

17 Athinon str., Ergates Industrial Area,
2643 Ergates, Nikosia,

Kunsp

To34 JeKaPCTBEH NPOAYKT ¢ padpellieH 32 ynorpeda B ALPKABHTE VICHKH HA Esponelckoro
nxoHOMHYecko npocTpancTBo B OGeannenoro Kpaacrpo (Cepepna Hpnanang) noa cieinnTe

HMeEHna: | | . mhia:h
Hunepnanans Ambrisentan Zentiva / AL _m_h;_jf'.::;p. AN

. . &F“E#.-—‘ R Ef b
Yewka pemybnuka Ambrisentan Zentiva / R W 0
Buirapus AMmOGpuceHTan 3eHTHBa ( ( R o AT
['epMaHud Ambrisentan Zentiva | :" R S I

. . IR M . 1.:3. h'.._ , ':';'T"'," o ‘.-1
DpaHUMA Ambrisentan Zentiva \*‘ SN e

- . B TR L :
Hranus Ambrisentan Zentiva R B
JlaTBus Ambr.!sentan Zentiva RN GRS .
Ecronus Ambrisentan Zentiva R




BennkoGpuranns (CepepHa Upnanaus) Ambrisentan Zentiva

JlaTa Ha nocjeano npepasriexjaHe HA JHCTOBKATA
19.06.2025 .




