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AMOpucenTaHn 3eHTHBa 5 mg puaMupann TabJIeTKH _
Ambrisentan Zentiva 5 mg film-coated tablets ;7-\3 £/ 3 17 -12- 2025
aMOpuceHnTaH (ambrisentan)

[IpoyeTeTe BHUMATE/IHO USIATA JINCTOBKA, NPE/H A2 3aNM0YHeTe A2 PHEMaTe TOBA JIeKAPCTBO,

ThH KATO TH CbAbPAKA BaxxHa 3a Bac uudopmanus.

- 3anasere Ta3H JIMCTOBKA. MOXe 1a ce HAJIOXKH J1a 1 [POYETETE OTHOBO.

- AKO UMaTe HAKAKBH JIOTbJIHMTEIHH BbIIPOCH, nonuTaiite Bawus nekap, papmaueBT wiu
MEJMLIMHCKA cecTpa.

- ToBa niekapcTBO € npeaAnHcaHo eIMHCTBEHO M IM4HO Ha Bac. He ro npeotcrbnpaiite Ha apyru
Xopa. To MOXe J1a UM HaBpeaH1, HE3aBUCHMO Y€ MPHU3HALMTE HA TAXHOTO 3a001IBaHe Ca ChIIUTE
kato Bauure.

- AKO TMOJTy4YHTe HAKAKBH HEXEJIAHH JIEKAPCTBEHH PeakLMH, yBeaoMere Bamms nexap,
(hapmaLieBT WM MeJIMUMHCKA cecTpa. ToBa BKJIIOYBA M BCHYKH Bb3MOKHHM HEXKEJIaHH PeaKii|y,
HEOINHCaHM B Ta3H JIMCTOBKA. Buxkre Touka 4.

KakBo cbABbpka Ta3H JIHCTOBKA:

KakBo npeacrasnsBa AMOprceHTaH 3eHTHBA M 3a KAKBO Ce€ W3MOJI3Ba
KakBo TpsOBa aa 3Haerte, npeau Aa npuemete AMOpuceHTaH 3eHTHBa
Kak na npuemare AmOprceHTaH 3eHTHBa

Bb3MOXHHM HeXelaHH peaKLIMH

Kak na cexpansBate AMOpuceHTaH 3eHTHBA

CbabpikaHve Ha ONaKoOBKaTa M JI0MbJIHMTEIHA HH(OpMALIMS
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1. KakBo npeacraBiisiBa AMOpHCceHTaH 3eHTHBA H 32 KAKBO ce H3M0,/13Ba

AMOpHCeHTaH 3eHTHBA ChbpKa AKTHBHOTO BelIeCTBO aMOpHceHTaH. Toi NpUHALIEKH KbM rpyna
JIEKapCTBa, HAPEYEeHH JIPYrH AaHTUXHIIEPTEH3UBHU CpeACTBA (M3MOJI3BaHH 3a JICYEHHE Ha BUCOKO
KPbBHO HAJIATaHE).

AMOpHceHTaH 3eHTHBA Ce H3M0/13Ba 3a JieueHHe Ha Genoapo6Ha aprepuanta xuneptorus (BAX) [pH
BH3PACTHH, IOHOLIH H Jiella Ha Bb3pacT Ha 8 v noBeye roavHu. BAX npeacrasissa noBHIIEHO KPbBHO
HaJIAraHe B KPbBOHOCHHUTE ChIOBE (0€10ApOOHHTE apTepHH), KOMTO MPEHACAT KPbB OT ChPLETO KbM
6enute npodose. [Ipu xopa ¢ BAX Te3u apTepuu cTaBaT NO-TECHH W ChPLIETO TpsbGBa 1a pabGoTH
[oBeUe, 3a 1a U3NOMIIBa KpbBTa npe3 TAX. ToBa € NpHYMHa XopaTa Jia ce YyBCTBAT H3MOPEHH,
3aMasiHHU M J1a UMarT 3a]yX.

AMOpuceHTaH 3eHTHBa pa3iuMpsaBa 6eno0apoGHUTE apTepuH, KaTo NO TO3W HAYMH YJIECHSBA CBhpLETO
J1a U3MOMIIBAa KPbB Nnpe3 TAX. ToBa MoOHW)KaBa KPbBHOTO HajiAraHe H obJiekyaBa CHMIITOMMTE.

AMOpHCceHTaH 3eHTHBA MOXE ChILIO /1a C€ U3MOJI3BA B KOMOMHaLMs ¢ ApyrU JIeKapcTBa, MpuJjiaraHy 3a
neyeHue Ha BAX.

p 8 Kakso Tpsi6Ba na 3HaeTe, npe/n 1a npuemere AMOpncenTan 3eHTHBA

He npremaiite AMOpucenTan 3enTHBa:

- aKO CT€ aJIeprH4HH KbM aMOpHCEHTaH, PBCTHLM, COS WIH KbM HAKOS OT GCTaH,a;tme cbcmxhu
Ha TOBa JIEKapCcTBO (M30poeHH B Touka 6).
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3abpemeneeTe, 3a1L0TO HE U3M0/I3BATE HANEK/HH METO/IH 3a MPeAna3BaHe (Kﬁbl;’lpauenuaﬂ) \
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— aKO UMATE pa3pacTBaHE HA ChLEJAHHHTE/IHA ThKaH B OeaAHTe APodOBE, C HEH3BECTEH
npou3sxoa (uouonamuuna beroopobna ubposa).

IIpeaynpexacHES B NpeaNazHH MEPKA

["'oBopere ¢ Bamns nexap wiu ¢papmauepr npenu aa npuemere AMOpHceHTaH 3eHTHBA, aKO UMaTe:
- yepHoapoOHH npobneMu

- aHeMHA (HaMaleH OpOH YEepPBEHH KPbBHU KJIETKH)

— NOIyBaHEe Ha PbLIETE, INICICHUTE WIH CTHNANATA, IPHUHHEHO OT TEUHOCT (nepugepen omox)

— 3abonsBaHe Ha Oenrs Apod, npH KoeTo BeHUTE B Oenure Apobose ca bnokupaHu (6erodpobra
8E€HOOKAY3UBHA bonecm)

— Bamnar Jexkap we pewM aanu AMOpuceHTaH 3eHTHRA € noaxoadii 3a Bac.

Ille BMaTe HYXKAK OT PeAOBHH HIC/I¢ABAHAS HA KPLBTA
ITpenu Aa 3anouyHeTe npHeM Ha AMOpHCceHTaH 3eHTHBA U Ha PEOOBHU HHTEPBAJIH, JOKATO I'o
ipuemare, Bamust nexap we Bu npaBH kphBHU M3CneABaHKA 3a a MPOBEPH:

- Ja)TH MMATe aHEMUA
- aAany BaummsT yepeH apob GyHKUHOHHpA NMPABHIIHO.

— BaxHo € pegoBHO na Bu ce npaBaT KpbBHH HW3CIIECABAHHA, 10KATO NpHeMaTe AMOpHCceHTaH
3eHTHBA.

[Ipusnaumre, ue yepHusT Bu apod Moxe na He PyHKUMOHHPA NPaBHIIHO, BKITIOYBAT:
- 3ary0a Ha aneTur

— rajcHe

— NOBPBLLIAHE

— BUCOKA TeMIiepaTypa (mpecka)

- bonka B ctoMaxa (xopema)

— NOXKBITABAHE HA KOXATa WU 6ANI0TO Ha oMHTE (HChamenuya)

— NOTHMHSBAHE HA YPUHATA

- chpOexk NO KoXKaTa

AKO 3a0€eJIeKHTE HAKOH OT TE€3K NPH3HALIH:
— KaxeTte ne3abaBro na Bamaa nexap.

Hena
He aasaifTe ToBa NexapcTBO Ha AcLla HAa BB3PACT Nox 8 roauHn, Thii kKaro 6€30nacHOCTTa U
erKacHOCTTa NPH Ta3H BH3PACTOBa I'pyIa He Ca YCTAHOBEHH.

Apyra gexapcrsa B AMOpuceHTan 3enTHBA
Hudopmupaiite Bamna sexap aan papmaneBT, ako npueMare, HaCKOPO CTE NPHEMATH HIH €
Bb3MOXKHO A3 MPHEMETE APYrH JIEKapCTRa.

AKO 3aMo4yHeTe 2 NpHeMaTe MAKIOCOOPHH A (1CKapCTBO, H3NON3BAHO CNEMN TPAHCIUVIAHTALIMA HIIH 34
JIeUEHHEe Ha NCOPHA3KC), MOXKe na € Heobxoaumo BaimsT nekap Aa npoMeHu fo3ata Ha AMOpuUceHTaH
3eHTHBA.

Ako npremare padamMnAannH (aHTHOMOTHK, H3NOJI3BAH 32 JIeMeHUE Ha TeXKKH HHQekin) Bamusr
nexap we Bu Habmonasa, koraTo 3anovyHere npueM Ha AMOpHCenTaH 3eHTHBA.

BaiusaT nckap Moxe 1a By Habnroaasa, ako nmpueMare Jpyri JiekapeTsa (Hanp. Wion
enonpocTeHON, cunacHad 1) 3a neueHre Ha bAX.
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— YBeaomere Bamus jgexap uin papmManeBT, 2aK0 NPUEMATE HAKOE OT TE3H Jieka -ﬁﬁa{ f= oA
bpemennocT, KbpMete B GepTRARTET DR




bpeMeHHOCT
AMOpHUCEHTaH 3eHTHBA MOXKE Ja YBpEW HEPOACHO AETe, 384EHATO MPEAH, 10 BpEME Ha JICYEHHETO
HWIH CKOPO CNIEA HEro.

— AKO € Bb3MOKHO aa 3a0peMeHeeTe, H3INO3BRAHTE RAJCKIEH METO/l 32 NIpeANA3BAHE
(xoHTpauenuus), rokato npueMate AmMOpHceHTan 3eHTHBa. Kaxere Ha Bawus sekap 3a ToBa.

-— He npremalite AM6pucentan 3eHTRBA, AK0 cTe OpeMenna HJIH ILIAHHPpAaTE 12 3a0peMeneerTe.

— AK0 3a0pemeneeTe HIH MAC/AHTE, 9€ MOKeTe Aa 3abpemeneeTe, 1OKaTO Npuemate AMOpHCEHTaH
3eHTHBa, He3a0aBHO ce KOHCYTUpAitTe ¢ Bamns nekap.

AKoO cTe XKeHa, KOSTO MoXe Aa 3abpemenee, Bamugr nexap me noscka A2 CH RANPABHTE TeCT 33
OpeMeHHOCT NpeH A4 3anouHeTe Aa npuemate AMOpHceHTaH 3eHTHBA, H NEPUOIUYHO MO BPEME Ha
npHeMa Ha TOBA JIEKAPCTBO.

KnpMmene
He e #3BECTHO JaJIH aKTHBHOTO BElleCTBO HA AMOpHCEHTaH 3eHTUBA MOXE Ja TPEMHHE B KbpMAaTa.

— He kbpmeTe, AokaTo npuemate AMOpucenTan 3enraBa. Kaxere Ha Bainua nekap 3a Tosa.

@epruanTer

AKo cTe MBX, KOHTO nMpHemMa AMOpHceHTaH 3eHTHRA, HMa BEPOATHOCT TOBA JIEKAPCTBO A4 NOHIDKH
6pog Ha cniepMarozonanTe Bu. O6npHere ce kpM Baluna nekap, &Ko HMaTe HAKAKBH BBITPOCH WK
TOoBa BH O6e3mokomn.

Hlodrpane ¥ pabora ¢ MAIIRARA

AMOpHceHTaH 3eHTHBA MOXKE J1a IPHYMHH HEXKEIAHH PEAKLIMH KATO HHCKO KPBBHO HalAraHe,
3AMagHOCT, yMOpa (BHXXTe TOuka 4), KOUTO MOTaT A8 OKa)KaT BIIHAHHE BbPXY CNOCOOHOCTTA 3a
mwogupane unH pabora ¢ MalwHHA. CHMIToMHTE Ha 3abonaBaHeTo By cblo MOraT aa nperd3BHKaT
oTcnadBaHe Ha criocobHocTwTe BH 3a WodupaHe unn pabota ¢ MaUIMHH.

— He mod¢HpaiiTe u He padoTeTe ¢ MAIIAHE, AKO He ¢¢ YYBCTBATE A00pe.

AmOprcenTaH 3eHTHBR CLABLPAKA JAKTO38 MOHOXH/APAT, COEB JEHUTHH H ATypa 9epseno AC
(E129)

Axo Baundar nexap Bu e xa3zan, ye MMaTe HEMOHOCUMOCT KbM HAKOH 3axapH, oObpHeTe ce KbM Bauing
JeKap, NpeaH Aa 3aNOYHETE NPUEMa TO3H JIEKAPCTBEH NMPOAYKT.

Toga nekapcTBO ChaAbpAKA No-Manko or 1 mmol HaTpwit (23 mg) Ha TabneTka, T.e. MOXKe Ja ce Kaxke,
Y€ MPAKTHYECKH HE CHABPXKa HaTPHIA.

Toba 1€eKapCcTBO ChABPIKA COEB JEUMTHH. AKO CTE AICPrHYHH KbM (BCTBIHM WIH COA, HE MpHEeMaiTe
TOBA JIEKAPCTBEH MPOAYKT.

Toga nekapcTso cpabpaa Harpunoro Anypa yepseHo AC (E129), xoero MoXe Aa NpHUHHK
aJICpryyHH PEaKkLIHH.

3. Kak na npuemate AMOpHCeHTaH 3enTHBA

Banarn npremMaiTe TOBa JieKapcTBO TOYHO KAKTO Br e xazan Bamuat nexap nin papmanesr.
AKO HE CTE CHI'ypHH B Helllo, nuTaiite Bamus nexap wiv papmalienT.

Koaxko AMOpaceRTaH 3¢eHTHBA 1a NpREMATE

Br3pacTHH

MOXE 1a pelliv a YBeIH4YH no3arta Bu no 10 mg (aee tabnetkn ot 5 mg uam €aHa T
BEIHBXK AHEBHO.




AKO NpHeMaTe UMKNOCTIOpPHH A, He B3eMakTe noBeue oT eaHa TabneTka AMGPHCEHTaH 3eHTUBA OT
5 mg, BeAHbX AHEBHO.

[OHOLUH K Jena Ha BB3pacT ot § a0 18 roanuu

Obnuaiina HayaaHa 103a Ha AMOpHceHTaH 3eHTHBa
Terno 35 kg Wnm noseue EnHa TabneTka oT 5 mg BEAHEXK Ha JIEH
Tersio Hali-Manko 20 kg, Ho no-manko ot 35 kg | Eana Tabnerka ot 2,5 mg BeAHLK Ha AeH

BamusT siekap MoXe aa pews Aa nouui ao3ara Bu. BaxHo e feuara na cna3sar peaoBHHTE
UTAHHPAHH NMOCELICHHA TP JieKap, Thi KaTo J03aTa UM TpaOBa Aa Cce NIPOMEHs ¢ BL3pacTTa WiTH
HaJOaBaHETO Ha TerJo.

Ako ce npremMa B KOMOHHALIMA ¢ UMKJIOCTIPOPUH A, no3aTa Ha AMOpHCeHTaH 3€HTHBA MPH IOROLH H
Aeua ¢ TEJIECHO Terno no-HUCKo ot S0 kg Tpabsa na ce orpasHuu A0 2,5 mg* BeaHbX JHEBHO, & aKO
Texar 50 kg uau nopeue - 10 5 mg BeAHBXK AHEBHO.

¥ 3a Ro3u, H3UCKBALLM KOHIICHTpaLHA oT 2,5 mg wiH 7,5 mg, TpabBa Aa ce H3MomsBa Apyr NPOAYKT,
KOHMTO Ce Mnpenjiara Ha nasapa.

Kak 1a npaemMaTe AMOpHCceHTaH 3enTHBa

Haii-noOpe ¢ na npuemare Bamara TabneTka no eaHo W ¢bilo Bpeme Beeky aeH. [Tornbuaiite
TabneTkara uana, ¢ yalla Bojaa, He pa3aensiite, pasTpollasaiite WiH aAbBueTe Tabnerkata. Moxe na
npHeMaTe AMOpUCEHTaH 3eHTHBA ChC WIH Oe3 Xpasa.

AKo cTe npHeaH noBeve oT HeobxoauMaTa 2032 AMOpHCcenTaH 3eHTHRA

AKO CTe NPHENH TBbPAE MHOTO TabNeTKH, MOXKE a € MO-BEPOATHO Ja NOJYUHTE HEXKeNaHH PEaKLIUM,
Kato rnasodosne, 3a4epBaBaHe, 3aMAasHOCT, rafieHe WM HUCKO KPbBHO HAATaHe, KOETO MOXKE Ia
AOBeAE RO NpUMANSBAHE:

— llonuTraliTe Bamug Jexap Ban GapManeBT 32 ChBET, AKO0 CTe OpHEIH NoBede TableTkn or
APEeANHCAHOTO.,

AKO CT¢ NpOAYCHAJH 1a npHeMeTe AMOpHCceHTaH 3erTHBA
Ako 3abpaBuTe 1a nmpuemere J03a AMOpHceHTaH 3eHTHBA, NpHeMeTe TabeTKaTa BEQHAra CiIe KaTo
CH CIIOMHHTE U MPOABIDKETE Aa NpHeMaTte CAeABALIMTE JO3H KaKTO NpenH.

— He BaemaiiTe ABolina 1034, 3% 12 KOMOEHCHPATE NPONYCHATATA.

AKo cTe cnipesiH npueMa HAa AMOpHCeHTaH 3eHTHBA
Jleyennero ¢ AMOprcenTan 3eHTBa Bu e HeoGxoaumo, 3a na koHTponupare Bamara BAX.

—He cnupaiiTe npaema ua Am6pacentan 3enTaBa, J0KkaTO He 06cHLAATE TOBA ¢ Bamug nexap.
AKO MMaTe HAKaKBH JOIMBJIHATENHH BBLIPOCH, CBBP3aHH ¢ ynoTpe6ara Ha TOBA 1€KapCTBO, MOMHUTATE
Bawmus nexap win ¢papmalesT.

4. BL3MOKHH HeXe/1AHH PeaKNHH

KakTo BCHYKH NIeKapcTBa, TOBA JIEKAPCTBO MOXKE N NIPEAM3BUKA HEXeIaHH PeaKLIiu,
BCEKH ' MOTyYapa. 7 o




AJIepraviHH peaKkKnuu

ToBa ¢ yecTa HexkenaHa peaxius, KOATO Moxke Aa 3acerHe Ao 1 ma 10 nywun. Moxe na 3abenexure
0Op#B WM ChpbEX H NoayBaHe (OGHKHOBEHO Ha JIULIETO, YCTHHUTE, €3HKA WIH I'bPIIOTO), KOETO MOXKE
Ja NpeAH3BHKA TPYAHOCTH NMPH AHLIAHETO MM NPErisIIaHeTo.

Ioaysane (0moK), ocofeno Ha T1€3eRHTE H CTHOAJIATA
ToBa € MHOTO 4ecTa He)KeslaHa PeaKlns, KOATO MOXKe Aa 3acerHe moBede ot 1 ua 10 gywu.

Cobpaeuna HEAOCTATHIHOCT

JABJDKH Ce Ha HEBB3MOXHOCTTA Ha ChPLETO Aa H3NOMNBA AOCTATLYHO KPbB. TOBa € YecTa HeXellaHa
peakuHi, KOATO MOXe Jia 3acerte Ao 1 ua 10 xymn. CAMNToMHTE BKIIOYBAT: 330yX, FONSAMa YMOPa H
NMOXYBaHE Ha INIE3eHUTE W KpaKara.

HamaJjeH Opoili Ha YepBeHHTe KPHBHH KACTKH (GHeMUR)
ToBa e MHOro HecTa HexKeNaHa peakLyd, KOATO MOJke jia 3acerHe mosede ot 1 Ha 10 gy, [ouskora

TOBa HaJlara npeJMBaHe Ha KpbB. CHMNTOMHMTE BKIIOUBAT YMOpA, c1abocCT, 3aayX H o610
Hepa3nonokKeHHe.

Hucko xpLBHO HAASTaAHE (XHNOMOHUR)
ToBa e yecTa HexenaHa peakums, KOSTO MOXe Aia 3acerde o 1 ma 10 OylwH. CHMITTOMHTE BKJTIOYBAT

3aMaiiBaHe.

—YBeaomere Bamus aexap ne3abasno, ako Bue (wnu Bawerto aere) nomydnre HRKOA OT Te3w
HEXKEeJIaHW peakiii¥ WIIH aKO Te HACTBNAT BHE3alHO clen npueM Ha AMOGpHceHTaH 3eHTHRA.

Baxno ¢ peaosno 2a Ba ce npaBaT KPLBHH H3C/1eABAHHAS, 34 1a C€ NPOBEPH 3a MOABA HA AHEMMA U
Aand YepHHAT Bu npob dyHKUHOHHpPa NpaBWIHO. YBepeTe ce, 9e CTe Npove)in # HHPOPMALNHLTR B
Touka 2, llle umaTe Hyxaa oT peaoBHH H3cneBaHUA Ha KpbBTa” 1 ,JIpuixaumTe, ye yepHnaT Bu
Apob MoXe 1a He PYHKLHOHHPA NPaBHIIHO” .

JIPYruTe HeXKeaHH PeAKIHH
MHuoro wecTn (Morar aa 3acerHar nosede ot |1 Ha 10 yoBeka):

— rnaeobonue

—  3aMasHOCT

— chpledHeHE (YCKOPEH WIH HEeNpaBUAEH ChPAEYEH PHTHM)

— HapyUIEHO JuHIaHe (3ayX) CKOpO CJie] 3aflOuBaHe Ha IeYeHHeTO ¢ AMOpHCEHTaH 3eHTHRa
—  XpeMa HJIM 3aMylleH HOC, 3anyHIBaHE WIH 00nKa B CHHYCHTE

— raiaese

—  JHapHs

—  ycellaHe 3a yMopa

—  3aabpXKaHE Ha TEYHOCTH

—  BBL3MAJCHHE HA HOCOTBTKATA

B xombGnuanns ¢ Tagaaagni (apyro aexaperso 3a BAX)
B nonmenxHeHne KbM NOCOYEHOTO NMO-Tope:

— 3a4YEePBABAHE HA KOXKAaTa
— MOBpBILAHE
— Oonka B repaure/guckoMopT

Yecrn (Morar na 3acersart ao | Ha 10 yoseka):
—  3aMBIIIEHO 3pEHHE HIH APYTH NPOMEHH B 3pEHHETO
— NpWIOLIaBaHe
— MNOBHUICHH YePHOAPOOHH €H3UMH
—  xpeMa
—  3anek
— Oouska B cTOMaxa (Kopema)




— OonKa B rspaAuTe WIH JHCKOMGOPT
— 3a4epBABaHC HA KOXKATa

~ MOBpPbBLIAHE

— ycelaHe 3a cnaboct

—  KpbBOTCHEHHE OT HOCa

— ofpus

B xomMOHHANNS ¢ TAAANADHT
B nombJHEHHE KbM NOCOYEHOTO f10-rope (OCBEH OTKJIOHCHHS B PE3YJITATHTE OT KPbBHHTE
M3cJIeIBaHKA 332 YepHOApoOHaTa PyHKLMA):

— LIYM B YIIHTE (THHHTYC)

Heuecrn (Morat na 3acerHar a0 | Ha 100 qoBeka):
—  yBpeXIaHe Ha YepHUA Apob
—  BBANQIEHHE HA YEPHHUA Apol, NPUHMHHEHO OT COOCTBEHAaTa 3aILHTa Ha OpraHyu3Ma (ABTOUMYHEH
X€enaTuT)

B xom0uBnanns ¢ Taganadun
— BHe3anHa 3ary0a Ha ciyxa

HexeNnau peaknHd NPH Jena H IOAOIIH
Ouaksa ce ga 6baaT nogoOHH Ha H3OPOEHUTE MO-rope 3a Bh3PaCcTHH.

CpolfiiaBaHe HA HEXKCJIAHH PEeAKIHH

AKO NMoNTydHTe HAKAKBH HEXEJIAHH JIEKAPCTBEHH peakiiu, yeeaoMere Bawuus nekap, papmaiieBT wim
MeIHULIMHCKA cecTpa. TOBa BKJIIOYBA BCHYKH Bh3MOXKHH HEONMHMCAHH B TA3H JIKCTOBKA HEXENaHH
peakliuu. Moxere cblUO 1a CHOOLUNTE HEXENAHHN peaKLHK AUPEKTHO upe3 U3nmbaHWTEIHA areH1us no
nekapcTBaTta, yia. ,.Jlaman I'pyes” Ne 8, 1303 Codus, ren.: 02 8903417, yebeaiir: www.bda.bg. Karo
c1b0D1ABATE HEXEIAHH pPeakLIMH, MOXKETe Aa AafeTe CBOA NMPHHOC 3a NOAYYaBaHE Ha MOBeYe
HH(pOPMALIHMA OTHOCHO 0€30NacHOCTTa Ha TOBA IEKapCTRO.

5. Kak aa chxpanasaTe AMOpHcenTan 3erTABA
Ha ce cbXxpaHaBa Ha MACTO, HEJOCTBITHO 32 Jeld.

He w3nonssaifre TOBa IekapCcTBO ClIEA CPOKa Ha FOJHOCT, 0T0€IA3aH BbPXY ONaKOBKaTa B 6KcTepa
cnen ,,l'onen no”/EXP.
CpoxbT Ha rOAHOCT OTrOBapsA Ha MOCHEAHHA A€H OT NOCOUMEHHS MECELL.

benu PVC/PVDC/ amyMununesu 6nucrepu:
To3u nexkapcTseH NPOAYKT HE W3HCKBA CrieLiHallHa TEMNEpaTypa Ha cbhxpaHeHue. [la ce cpxpausna B
OPHIHHAIHATA ONAaKoBKa Ha O/IHCTepa, 3a f1a ce npeAna3H OT CBETJIHHA.

Ilpo3paunn PVC/PE/PVDC/ anymunneBn OnucTepu:
To3u nexkapcTBeH NPOAYKT HEe HIKCKBA CIIELIHAIHA TEMNIEPATYPA Ha CbXpaHeHHe. [la ce cbXpaHABa B
OpPHMIrHHAJIHATa OMAKOBKa, 3a 4 C¢ MPEAna3y OT CBETIIHHA.

He u3xBnpnsiiTe nexapcerearta B KaHAJIM3a1{MATa WIHM B KOHTeHHEpa 3a QOMALIHH OTNAagBbLIM.
IlonuTaitTe Bawins gapMalieBT Kak 1a H3XBBPJIATE JICKAPCTBATa, KOMTO Beue HE U3NOJI3BarTe. Te3u

MEPKH LLE CIIOMOTHAT 3a ONa3BaHe Ha OKOJIHATA Cpeaa. PR SN
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6. CohabpkaHHe HA ONAKOBKATA H JONBLJIBATE/NHA HHPOpMANNS

Kakso cbabpxa AMOpucenTan 3enTHBa
AKTHBHOTO BEILECTBO € aMOpHCeHTaH.

Bcska Tabunetka chabpxka 5 mg aMOpPUCEHTAH.

pyruTe chCTaBKH ca:

SAnpo Ha TabneTkara: MUKpPOKpPHCTanHa uenynosa (E460), nakroza MOHOXHOPAT, KPOCKapMeNo3a
Hatphii (E468), marnesues creapar (E572)

(DUAMOBO MOKPHUTHE: TOMUBHHWIOB ankoxon (E1203), turanos anoxcun (E171), makporos MW 3350/
nonuetwieH rnukon (E1521), tank (E5S53b), Anypa yepsero AC (E129), aeuwTuH (cos) (E322).

Kak #Hiraexaa AMOpacenTan 3eHTHBA H KAKBO ChAbPKA ONAKOBKATA

CBeT/IOp0O30BH, KBaJPATHH, H3MBKHAIH, GiIMHpaHH TabneTku, ¢ BATHOHATO penedHo o3HaueHue 5"
OT €/IHATA CTPaHa, IMAaJKH OT ApYraTa cTpaHa, ¢ HOMUHAJIHA Th/DKHHA/IIHpHHA NPHOIUIUTENHO
5,9 mm.

AMOpucenTan 3eHTuBa e onaxosaH B 6enu PVC/PVDC/ anymunneBy 6nucTepn H/ilnM npo3payHy
PVC/PE/PVDC/ amymyuHueBH OnHcTepH.

["oneMHHa Ha OMAaKOBKaTa: KAPTOHEHH KYyTHH, cbabpxkaiy 10, 30 unu 60 dunmupann Tabnetku B
Osmcrepr wm 10 x 1, 30 x 1 win 60 x 1 punmupanu Tabnetku B e1HOA030BH OIHCTEpH.

He BcHuku BHAOBE ONakOBKK MOTaT Aa Obaart mycHaTH B npoaaxOa.

IIpuTexaTes: HA pA3pPEMICHHETO 38 YHOTPeOA
Zentiva k.s.

U kabelovny 130,

Dolni Mé&cholupy

102 37, Prague 10
Yemka pemyOnuka

IIporssoauTEA
Genepharm S.A

18th km Marathonos Ave,
153 51 Pallini Attiki

[Mepuus
MM

Delorbis Pharmaceuticals Ltd,

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

Kurmsp

HIH

Prestige Promotion Verkaufsforderung &
Werbeservice GmbH
Borsigstralle 2,

63755 Alzenau,
['epmanns




To3u NexapcTBeH NPOAYKT € pa3pemen 3a ynorpeda B AbpkaBHTe WieHKH Ha EBponeiickoTo
HKOHOMHYECKO NPOCTPAHCTBO NOA CJAEAHUTE HMEHA:

Huaepnanans Ambrisentan Zentiva
Yemka pemybnuka Ambrisentan Zentiva
buarapus AMOpHCeHTaH 3eHTHBA
IN'epManns Ambnsentan Zentiva
Opanun Ambrisentan Zentiva
Hranus Ambrisentan Zentiva
JlaTBuUA Ambrisentan Zentiva
Ecronus Ambrisentan Zentiva

JaTa Ha DoCJ/IEAHO OpepasriekKIAHE HA JIHCTOBKATA
14.07.2025r.




