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Hepexaan Inerpyxuii s MeaAn4nOTrO 3acTOCYBaHAS JikapepKoro 3aco0y: ingopmanis
UIs MALIEHTA, 10 MAPKETYETHCS T MJIAHYEThCS 10 BBO3Yy HA TEPHTOPIi0 YKpaiuu

AKKOpI

JIncTok-BKanuIm, SKHif 1012€THCA 10 YIAKOBKH:
iH(opMaris juist KopucTyBaua

Bosenran Akkopa 62,5 Mr Ta6ueTikH, BRPHTI ILTIBKOBOIO 060J0HKO0I0
Bosenran Akkopa 125 mMr Tabaerkn, BKpHTI ILIIBKOBOI0 060.10HK010
Oo3eHTaH

YBaxkHO npounTaiire mo incrpykuin y noBHOMY 00cs3i, Iepm HiK NMOYaTH NPHIAMATH mpemapar,
OCKLTLKH BOHA MIiCTHTB Bask.IHBY /s Bac inopmanuiso. :

- 30epiraiite mo iHcTpyKui0. MoxmBO, Bam nosenethes NPOYHMTATH ii 1Ie pas.

- Jxmo y Bac BuHHKHYTE Oyap-sKi J0JaTKOBI 3amHTaHHS, 3BEPHITBCA 110 Bamoro mikaps a6o
$apmanesTa.

- Ile#t npenapar 6yno mpussaueno iume Bam. He nepefasaiite #oro iHmmMm ocobam. lle moxe
3aMIKOJUTH IM, HaBITh AKIIO CHMIITOMHM IXHBOT XBOpOOH € TakuMH 3k, 5iK 1 y Bac.,

- Jxmo y Bac BunukuyTs Gymb-sxi no6iuni edextn, 38epHiThes 10 Bammoro nikaps abo ¢apmanesra. J[o
HHX HaJekKaTh TakoxK Oy/Ab-sKi MOXK/INBI MoGiuHi edexTH, He mepepaxosani B wiit iHCTpYKUii.

Sxa indopmanis MicTarses B mill incTpyKuii:

I1o Taxe BosenTan Akkops i s 4oro Bi 3aCTOCOBYETBCH

Ilo Bam notpi6GHO 3HaTH, nepi HiX noyatn npuitMati BosenTan Axkxopa
SAx npuitmatn Bosentan Akkopn

MosxmBi no6ivni epextn

Sk 36epiratu Bosentan Axkopn

BumicT ynakoBku Ta inma indopmanis

il i o o o

1. 1o Taxe Bozenran AKKOpI i 415 H0T'0 Bil 3ACTOCOBYETLOA

bosenTan Axkkopa mictats Gosenran, mo 610Kye NpUpPOAHKH ropMoH enjiotenin-1 (ET-1), sxuit Buximkae
3BYJKCHHS KPOBOHOCHHX CyMH. Tomy BoseHTaH AKKOpPI BHK/IHKA€ PO3MIMPEHHS KPOBOHOCHHX CyIHH 1
HaJICKUTh 110 KJIacy JIiKapchKUX 3ac06iB, TaK 3BaHUX «aHTATOHICTIB PELENTOPiB EHIOTENIHY ».

BosenTan Akkopst 3acTOCOBYeThCS /U1 TiKYBaHHS:

* Jlereneroi aprepianbnoi rimeprensii (JIAT): JIAT — ne 3aXBOPIOBAHHS 3 BHPAKEHHM 3BYXKCHHSIM
KPOBOHOCHHX CYZHH JICTCHb, IO NPH3BOJMTH A0 MiABHIICHHSA THCKY B KDOBOHOCHHX CYJMHAX (JIETeHEBHX
apTepisx), sKi TPaHCIOPTYIOTh KPOB BiJl CepIlst 110 Jierenb. Lleif miBHIemii THCK 3HHKYE KITBKICTh KHCHIO,
SIKHH MOXE MOTPANATA B KPOB Y JIET€HSX, IO 3HIKYE 3JATHICTH IEpeHOCHTH (i3uuHI HABAHTAKEHHS.
Bosenran Akkopy posumproe erenesi apTepii, 103BOJISIOYH CEPIIIO JIerie NepeKavyBaTH 110 HHUX KpoB. Lle
3HHIKYE THCK KPOBI 1 IOJIErIIye CHMIITOMH.

Bosentan Axkopz 3acTocoByeTses /uis niKyBaHHS namienTis i3 111 knacom JIAT JUIA TIOMINIIeHH (Bi3ugHo]

Npaue3/IaTHOCTI (31aTHOCTI 3ilCHIOBaTH (i3HuHy aKTHBHICTS) i cuMmnTOMIB. «Kitacy Bi100pakae TAKKICTH

3axsopioBanHsi: «Knac III» mepen6avae momitHe 0OMeKeHHS hizuunoi axtuBHOCTI. [leski moxpaieHHs

CTaHy TaKOX croctepiranucs y mauientis i3 JIAT II knacy. «Knac Il nepenbdavac He3HAUYHE OOMeENKEeHHs

iswamoi akruBroCTi. JIAT, s sixoi nmokasanuit Bosentan AKKoOpJ1, MOKe GyTH:

®  NCPBHHHOKO (0€3 BU3HAUCHOT MPHUMHH 260 CIaJIKOBOIO);

*  BHKIMKAHOIO CKJIEPOACPMIEI0 (TaKo’k HA3HUBAETHCS CHCTEMHHM CKJIEPO30M, 3aXBOPIOBAHHAM, IIPH
AKOMY BIAOYBa€TbCA aHOMATBHMIA PICT CHIOMYYHOT TKaHWHH, 110 YTPUMYE MKipy Ta iHmIi opranu);

*  BHKIMKAHOIO BHYTPIIIHIMH (BPO/UKSHHMH) BaZiaMM CepILs i3 LIyHTaMH (aHOMAITLHAMH BI/Iraiy)KeHHAMH,.
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CY/IMH), 110 BUK/TMKAIOTh aHOMaTbHHUIA MOTIK KPoBi uepes ceple i JereHi.
*  BHPA3KHM KiHUiBOK: (MyXMpi Ha NaXbLsAX PyK i Hir) Y I0pOC/IUX nawieHTie 3i CTaHOM, AKHIi HA3UBAETLCS
cKnepoaepmicio. bozeHTaH AKKOp/I 3MeHIIYE KillbKicTh HOBHX BUPa30K IalbLiB PyK i Hir.

2. Ilo Bam noTpiGHO 3HaTH, NepUL Hid DPHIMATI BO3eHTAH ARROPX

He npuiimaiite Bosentan Axkopa:

*  #Kmo y Bac anepris na Gozenran abo Gyap-siKi iHLi KOMIOHEHTH IIHOTO npenapary (nepepaxoBaHi B
po3aii 6)

*  axkwmo y Bac € npo6iemn 3 neuinkoro (38epHiTECS 10 cBOrO niKapst)

* #AKmWo Bu Bariti abo MmokeTe 3aBariTHITH, OCKiTbKM He BUKOPHUCTOBYETE HaifHI METOAH
KoHTpauenuii. Byae nacka, osnaiiomrecs 3 indopmaricio B poszinax «KonTtpauenuis» ta «[Hwi nikapceki
3aco0u i Bosentan Akkopay.

*  #uKmo Bu npuiimaere unkaocnopun A (mpenapar, 110 3aCTOCOBYETHCS MiC/S TPAHCTIIAHTALT a60 A
NKYBaHHA TICopiasy).

SKIo 6yab-AKHIf IMYHKT 3 NepepaxoBaHuX BUIIE crocyerbes Bac, nosizomre npo ue cBoro mikaps.

Ionepemxenns Ta 3anobixui 3axoam
[pokoncynbryiitecs 3i cBoiM nikapem aGo dapmaresTom, repi Hix npuitmati Bosenran Akkop.

Amnaniss, siki Bam nikap nosunen 3po6utn nepea nouarkom JIKYBaHHS:

*  aHai3 KpoBi 114 nepeBipku GyHKUIT nediHku

*  @HaJIi3 KpOBi /U1 NepeBipKH Ha aHeMito (HH3BKHil PiBEHE remornobiny)

*  TECT Ha BariTHICTh, KO Bu € xkinkoio airopoamnoro sixy.

Byno BcTaHoBNEHO, 110 Aesiki nauienTH, AKi NpuiitManK Go3eHTaH, MaMH aHOMANbHI dynkuioHansHi npoGu
NeqiHKy i aHeMito (HU3bKAii piBeHb reMorobiny).

Ananizu, siki Bam jgikap nosunen 3po6urn nix uac JTiKyBaHHS
[lin wac nikyBauHs mnpenmapatom Bosenrtan Akkopa Baw nikap noBHHeH Oprami3syBaTM IpOBeICHHS
Pery/ispHUX aHami3iB KPOBi /s NepeBipKu 3MiH GyHKLi nedinky Ta piBHs remMorno0iny.

CrocoBHO umx ananisis, Gyap nacka, 3BEPHITHCH TAKOXK A0 NaM STKH A7 nauienta (Bcepeauni Bamoi
ynakoBku Bosenrau Akkopn). Baxaueo, mo6 Bu peryaspuo poGunm ananisu KpOBi, NMOKH NpHiiMacTe
Bosentan Axkopa. Mu npononyemo Bam 3anmicysaty 1aTy ocTaHHBOTO aHaji3y, a TaKOXX JaTy HaCTYMHOTO
auanisy (misHairecs aaty y Baworo sikaps) y mam’stwi mns nauienra, mo6 ue aonomorno Bam
3anaM’STaTH, KOJIM NIOBHHEH BiaOyTHCA HACTYITHMIA aHanis.

AHasi3u KpoBi s nepeBipku dyHKIIl nevinkn

Taxi ananisn GynyTs npoBoauTHCS mOMiCALA TPOTroM YChOro Mepiofy JiKyBaHHs npenapatoM Bosenrau
Axkopa. ITics 36inbmenns 1031 KoaaTKOBMIT aHAMI3 Oyze npoBeeHo Yepes 2 THKHI.

AHani3u KpoBi Ha aHeMirO
Bonn 6yayTs npoBoauTHCs momicsus mpoTsirom nepmux 4 MicAliB JTIKYBaHHs, a MOTIM KOXKHI 3 Micsui
MICIIs LBOTO, OCKLIBKH MaLieHTH, AKi 3aCTOCOBYIOTH BoseHTaH AKKOpJI, MOXKYTb MaTH aHEMiIO.

AKmo pesynpTaTH UMX aHani3iB € aHOManbHMMM, Baur JKap MOXe MPHIHATH PilleHHA MO0 3HHKEHHS
no3u abo NpPHUNMHEHHs 7iKyBaHHs npenapatoMm Bozentan AKKOpA Ta TIpPOBECTH NOAAIBII aHAM3K A
BHBYCHHA IPHYHHH.

Hitu it nigniTku
HasBuuii nume oOmexennii kniniynmii 1ocsia MKyBaHHS JliTeil 3 JereHeBOIO apTepialbHOIO riNepTeH3icto
BIKOM 20 2 pokiB. Bo3eHTaH AKKOpA He peKOMEHIOBaHO 3aCTOCOBYBATH NALi€HTaM AMTAYOro BiKy i3
CHCTEMHHM CKJIEPO30OM | aKTHBHHUM BHPA3KOBMM YPaKeHHAM MaibiiB. JIMB. poszin 3 Ik npuitmMaTi
Bosenran Akkopay.

[4‘/;’ CCRAED /7 z,

%



P
’./f' =2

Inwi nikapenbki 3aco6u i Bosentan Akkopa

Ilosinomte cBoro mikaps a6o papmauesra, sxmo Bu npuiMaecTe, HeloOAaBHO npuiiManu a6o Morau 6
npuiAmMatk Oyap-siki iHwi nikapeeki 3aco6u, B TOMy umeni miKapeeKi 3acobm, oTpumani Ge3 peuenra.
Oco01MBO BaXKIIMBO MOBIZOMHTH CBOTO nikap4, axuo Bu npuiimacre:

* UMKIocnopuH A (mpenapar, 1o 3acTOCOBYETHCS MICIs TPaHCIUIaHTALIT | 1715 TiKyBaHHS nicopiasy), aKuit
HE MOJKHA 3aCTOCOBYBATH pa3oM 3 boseHTan Akkop;

*  cupoaimMyc abo Takponimyc, sKi € nikapckkumu 3acobamu, 1o 3aCTOCOBYIOTBCS TMIC/IA TPaHCHIAHTALT,
OCKIJIbKH BOHM He PEKOMEH/IYIOThCS 1 3aCTOCYBaHHA pasoM i3 npenapatom Bosenran Akkopa;

* raibenknamin (3aci6 ans nikyBaHHs niabery), pudamniimH (3aci6 ans nikyeasms TYOepKyb03y),
(hrykonason i kerokoHaszon (MpoTHrpHGKOBI 3acobu), Hesipanin (3aci6 ana nikysanna BIT), ockinbku i
MiKapCEKi 3ac00M He PeKOMEH/IYETHCA 3aCTOCOBYBATH pa3oM i3 npenaparom bosentan Axkkopy;

* iHWi Jikapceki 3aco6u aAns nikyBamHs BUI-indekuii, sxi MoXyTh BHMarati criewiaisHoro KOHTPOJTIO
TIpH BUKOPHCTaHHi pa3oM i3 npenapatom Bosentan Akkopy;

* TOPMOHA/IbHI KOHTPALENTHBH, sKi € Hee)eKTMBHAMH SK €MHMI MeTO KOHTpauenuii, nix yac npuiomy
npenapary Bosentan Akkopa. Beepenmui ynakoeku Bosenrtan Axkopa Bu smaiinere mam’arky s
nmauieHTa, sKy Bu moBuHHI yBakHO npountatd. Baw nikap Ta/aGo rinexkonmor npusHauuTe MeTonu
KOHTpauenuii, ski naxoasts came Bam.

* IHWI npenapaTH is NiKYBaHHS JereHeBoi rineprensii (IIiABHIIEHOrO THCKY B KPOBOHOCHHX CYIHHAaX
Jereds): cuaaenadin i rananadin;

* Bapdapun (3aci6, mo nepemkomKace 3cinanH0O KpPOBi);

* CHMBAaCTaTHH (3aCTOCOBYETBCA ISl JIKYBAHHS TiNepXoIecTepHHeMii - BHCOKOTO PIBHA XOJIECTEPHHY B
KpOBi).

Kepysanns asrotpancnoprom ta pobora 3 iHMMH MexanizMamu

Bosenran Axkopa He BmimMBae aGo Mac HE3HauHMil BIUIMB Ha 31aTHICTH KEpyBaTH aBTOTPAHCIIOPTOM |
NpaLIoBaTH 3 MeXaHismaMu. Tum He MeHm, BoseHtan AKKOpX MOKe BHKIMKATH TiNOTEH3i0 (3HWKEHHS
apTepiajbHOrO THCKY), WO MOKE MNPH3BECTH 10 3aNamMOpOYeHHs, BIIMHYTH Ha Baru 3ip i 3parnicTsb
KEpYBaTH aBTOTPAHCIIOPTOM i MpaLOBaTH 3 MexaHisMamu. Tomy, sKino Bu BiJl4yBa€Te 3anaMopoyeHHs abo
3aTYMaHEHHs 30py Mij 4ac mpuiiomy npenapary bosenran AKKOpZ, He cizaiiTe 3a KepMoO i He npargoiite 3
Oyzb-sKHMH MeXaHi3MaMH a6o iHCTpyMeHTaMH.

BarirnicTs, nepiox roxysauns rpyamo i pepruabHICTL
JKiHKHM PEnpOAYKTHBHOTO BiKy:
HE TIPUMMAMTE Bozentan AKKopz, akmio Bu ariThi abo nnanyere 3aBariTHiTH.

TecTu Ha BariTHicTh

BosenTan Akkopa Moske 3aBAaTH MIKOMM TUIOAY, 3a4aToMy 10 noyarky abo mia yac niKyBaHHS NperapaToM.
Ao B € xinkoro, sKa Moxe 3aBariTHITH, fiepe NoYaTKoOM npuioMy npenapary bosentan Akkops nikap
nornpocuTh Bac mpoiiTH Tect Ha BariTHicTs, i Le cmix po6utn PEryIAPHO Ha 4ac NpHUiioMy Ipenapary
bosenTtan Akkopj,.

Kourpauenuis

Akio icHye ¥iMoBipHicTs Toro, mo Bu MoxkeTe 3asariTHiTH, BHKOPHCTOBYHTE HaJiHHHH METOJ KOHTPOIIO
HaJl HapO/LKYBAHICTIO (KOHTpauenwuio), noku Bu npuiimaere BosenTan Akkopj. Bam nikap aGo rinexonor
NpOKOHCYNbTYe Bac mpo maziiini MeToam KonTpauenuii Ha yac npuiiomMy npenapary Bosentan Akkopa.
Ockinbkn Bosenran Axkopn Mose 3pOOHMTH TOPMOHANBHY KOHTPALENL{iIo (Hanpuknan, nepopanbhy,
i1’ ekuiiiHy, iMIianTauiiiny a6o HAIIKIpHY) HeeeKTHBHOIO, Lell MeTo caM 110 cobi € HeHamiHHIM. Tomy,
AKIIO Bi BHKOPHCTOBYETE rOpMOHaNbHI KOHTPALENTHBH, BH TaKoX MOBHHHI BUKOPHCTOBYBaTH Gap’epHuii
MeTo (Hanpukiaz, KiHOYMA Tpe3epBaTB, Aiajparma, mporusanniana rybka aGo Bam NapTHEP TaKOX
TIOBHHCH BHKOPHCTOBYBATH Tpe3epeaTuB). Beepeauni ynakoBku bosenTan Axxopa Bu 3naiifere nam’srky
A nauienTa. Bu NOBMHHI 3aMOBHUTH 100 nam’ATKy 1 mepenatd ii cBoeMy nikapro a6o riHEKOJIOTy TpH
HACTYIHOMY Bi/BiAyBaHHi, 106 BiH Mir ouinuTH, i notpibui Bam goparkosi abo ansTepHaTHBHI Hamiiui
METOAM KOHTpauenuil. fxuo Bu € xiHKoo aitopoaHoro iy, To nix uac npuiomy npenapaty Bozenran
AKKOpPJI PEKOMEH/IYEThCS POBEICHHS OMICSYHHX TECTIE Ha BariTHICTE.

Sxmo Bu parithi abo roayere rpymmo, abo BBAXXAETE, 1O MOKeTe OyTH BaritHi abo miaHyere maru
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JMTHHY, 3BEPHITBCS 10 CBOro Jjikaps abo QapmaleBra 3a Mopanolo nepes noyarkom NpUIHOMY 11BOTO
npenapary.

IN'opyBauns rpyamo

Slkmo Bu roayere auTuHy rpyamo, HeraiiHo nmopizomte npo ue ¢BOro Jikaps. Bam pexkomenposano
NPUIHHATH TOJlyBaHHA IPYULIO, SKINO jikap Bam npusnauns Bosenran Akkopa, TOMy 110 HEBiZOMO, 4u
NOTpaIUIfe ek npenapar y rpyHe MoJioKo.

PepTHIABHICTD

HocnipkenHs epTunbHOCTI y TBApHH HE MOKA3aMM SKOJHOTO BIUIMBY Ha napameTpu cnepmu abo
teprunbHicTs. SKu1o By wonoBik, sakuii npuiiMac 60c3eHTaH, MOKIHBO, IO 1ieH MpernapaT Moke 3MEHIIUTH
KiNIBKICTh criepMaTo30igis. He MoXHA BHKTIOYHTH, 0 Le MOXe BIUIMHYTH Ha Bawy 3gatHicts cratu
barpkom. [TpokoncynbTyiiTecs 3 Bamnwm nikapewm, skmo y Bac € 6yas-sxi 3anuranss a6o CYMHIBH 3 LIBOTO
PUBOLY.

3. Sx npuiimaTa Bosentan AKKO

Jlikyarus npenapatom Bosentan Akkopa mae GyTu pO3MI0YATO | KOHTPOMOBATHCA Ti/IbKM JiKapem, AKHii
Mae jocBin nikysanHs JIAT abo cucremnoro ckieposy. 3aexm npuiimaiite ueii npenapar 3rigHo i3
pekoMeHIauismu Bamoro nikaps. Ilpoxoncynbryiitecs 3i cBoim nikapem abo ¢apmaleBTOM y BHNamKy
BHHHUKHEHH: CYMHIBIB.

IIpuiiom npenapary Bosentan Akkopa 3 ixelo Ta Hanosmu
bosenTan Akkopa moxHa npuiitMaTi i1 ac npuiiomy ki a6o okpemo.

PexomengoBana 1o3a

Hopocai

JlikyBaHHs y 10poC/uX 3a3BHYail MOYMHACTLCS TPOTATOM nepLHX 4 THXHIB i3 62,5 Mr 18a pasu Ha 100y
(Bpanui i BBeyepi). Hanani Bawr nikap, sk npasuno, nopaauts Bam npuiMarty Tabnetku 125 Mr aBa pasu Ha
100y, B 3anekHOCTI B TOro, sIK0IO Gyae Bawa peakuis Ha npenapar Bosenran Axkopz.

3acrocyBauus y aireii i miairkie

PexoMennauii moa0 no3ysanns crocyiotses amime jitedi i3 JIAL. Jlna niteii Bikom Bin 2 POKIB JIIKyBaHHs
npenapatom bosentan AKKopA 3a3BHyaii TIOYHHAETHCA i3 2 MT Ha K MAcH Tia ABa pasu Ha 100y (BpaHi i
BBeuepi). Baw sikap noBuHeH npokoncynsTyBaTH Bac moo JO3YBaHH. ,
Bynb nacka, maiite Ha yBasi, mo icHyioTh iHui nikapeski Gopmu GO3eHTaHy, fKi MOKYTh MOJETIIHTH
NO3yBaHHSA Ui JiTel i nauieHTiB i3 HU3BKOK MAacoro Tina abo TPYAHOLIAMH i3 KOBTAHHSAM TabJIeTOK,
BKPHTHX IU1iBKOBOIO 000JIOHKOIO.

Jlkwo Bu Binuysaere, mo iz npenapaty BosenTan AKKOpA € 3aHaATO CHIIBHOIO 860 3aHaATO cnabKoro,
MPOKOHCY/ILTYHTECH 31 CBOIM JlikapeM, 1106 Ai3HATHCS, Y4 MOTPIGHO 3MIHHTH Z103yBaHHA Npernapary.

Hx npuiimatu Bozentan Axkopa
Tabmerkn cxig nmpuiimaTi (Bpanui i BBeuepi), 3anmMBaroun Boa00. TabNeTKH MOXHA NpUMaTH Mg yac
npuiomy i abo okpemo.

Sixmo Bu npuiinsiin 6inbny g03y Bosentan Akkops, Hixk nosuumi
Ao By npuiinsmm Ginbie tabnetok, ik Bam 6y10 npusHaueHo, Heraiino 3BEPHITBCA 710 CBOTO JIiKaps.

Slxmo Bu 3a0ynere npuiinsitn Bosenran Axkopa

Jlkmo Bu 3aGynere npuiinati Bosentan Akkopa, npmiiMmits A03y., AK TiAbKM Bu 3rajaere, a morim
1IPOAIOBXKY#HTE NpuiiMaTh Tabnerky B 3BH4alinmii vac. He mpuiimaiite NOABIHHY 7103y, MOG KOMIIEHCYBaTH
no3y, aky Bu 3a6ynu npuiinari.

Skwo Bu npunuuunte nikyBanns npenaparom Boszentan AKKopa
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PantoBe NpPUNMHEHHA JiKyBaHHA TnpenaparoM bo3seHTaH AKKOpA MOXe TNPU3BECTH 10 MNOTIPIICHHS
CHMITOMIB 3axBopioBanns. He npumuusiite 3actocysanns npenapary Bosentan Akkopa, sikio Baur sikap
He paauTh BaM 1e poGutu. Bam jikap Mojke MOpajgnTH 3MEHLIMTH JI03Y TIPOTATOM JEKIIBKOX JHIB, TiepLl
HIK MPUITMHUTH NPHIOM MOBHICTIO.

SIkmo y Bac BUHMKHYTH 6Yab-AKi 10aTKOBI 3aNMTaHHs MOJO 3aCTOCYBAHHA LLOI'O Npenapary, 3BepHITECS
J10 cBoTO mikaps abo gapmanesTa.

4. Moxnusi nodiuni epexru

Sk i Bei npenaparw, neit npenapat Moxe BUKJIHKaTH Mo6iuHi eheKTH, ane BHHHKAIOTh BOHH HE Yy BCIX.

Haiirsoxuumu nobiunumu edexramu i npuitomy bosentan AKKopI €:

« aHoManbHi (He3BHuaiini) MokasHuKM (GYHKUIOHANBHUX TPOG MeviHKH, AKi MOXKYTh 3’ABUTHCS Oinblue
Hixk y 1 i3 10 nauienrie;

» aHeMin (MasnoKpiB’a), ska Moxe 3'sButHcs y 1 3 10 ocid. Ilpn anemii iHoAi Moxe 3HaA0OHTHCA
nepeauBaHHS KPOBi.

Bawmi nokasHuku newinku i kpoBi OyayTh KOHTPOJIOBATHCA MiA 4Yac JIKyBaHHA npenapatoM boseHTaH
Axxopa (muB. po3ain 2). Baxauso, mo6 wi aHamizu NMpoBOAMIMCA 3riHO i3 pekoMmeHaauismu Baworo
JiKaps.

O3HakH TOro, 1o Bama nevinka Moke MpaloBaTH HEHAIeKHUM YHHOM, BKJIIOYAlOTh B cebe:
* Hyaora (no3uBu a0 OMIOBaHHA)

*  OmoBaHHs

* JMXOMaHKa (MiBHILEHA TeMIeparypa)

*  6inb y HuTyHKY (’KHBOTI)

*  KOBTAHMLA (roxoBTiHHA Bamoi mkipu abo 6inkie oyei)

*  ceya TEMHOI0 KOJIbopy

*  cBepOiXK WIKipH

*  MusBicTh a00 BTOMIIOBaHICTE (He3BHYAlHA BTOMA 200 BUCHAKEHHS)

* rpunonoAibuuit cunapoM (616 y cyrnodax Ta M’s3ax i3 rapsaykoro)

Skmo Bu nomitnim Gyap-sKy 3 UMX 03HAK, HeraiiHO MOBiIOMTe Npo 1e CBOro JiKaps.

Innri noGiyni edexTu BozenTan Akkopa

Hyaxe uacro (MoxyTs 3 apnaTHes Oinbm ax y 1 i3 10 ocid):
*  TOJIOBHHI 011k
* HaOpsK (HaOpAK Hir i IMKOJOTOK a00 iHIII O3HAKH 3aTPUMKH P1IHHH)

Yacrto (MoxyTh 3'aBnstucs y 1 i3 10 ocib):

*  nouYepBOHIHHA 00aM4uA ab0 IWKIpH

*  peakuii rinepyYyTaIHBOCTI (BKIIOYAIOUH 3aNaJeHHs KipH, cBepOikK 1 BUCHIIAHHA)
* ractpoe3odareansHa pedaokcHa XBopoOa (KMCJIOTHUI pedokc)

* niapes

*  CHHKOIIE (HEMPUTOMHICTB)

« manenitauis (mBHaKe cepueOuTTa abo apuTMis)

*  HH3bKHMH KpPOB'SIHMH THCK

*  3aKJaJIeHIiCTh HOca

Heuacro (MoxyTh 3’ sBastucs y 1 i3 100 oci6):

* TpoMboUMTONEHIs (HU3bKA KiJIBKICTh TPOMOOLIMTIB Yy KPOBI)

*  HelTponeHis/neiikoneHis (HU3bKa KiJbKICTh NEHKOLUTIB)

*  MiJABHILCHI NOKa3HUKK QYHKUIOHATBLHUX Npol NediHky Npu renaTuti (3anajeHHs NeYiHKM), BKIKOYArOYH
MOKJIMBE 3arOCTPEHHS BKE ICHYIOYOTro renatuty Ta/abo JKOBTAHMLI (MOKOBTIHHS WKipH abo Oinkis ouei)

(Cow 2etto 77 g{//



Piaxo (MoxyTs 3’ ssaatuca y 13 1000 ocid):

« awadinakcis (3araibHa anepriyHa peaxuis), aHrioHeBpOTHUHNIT HaOpsK (Habpsk, HaifuacTile HABKOJIO
oueit, ryb, s3uka abo ropna)

«  1upo3 (pyOioBanHs) NEYiHKM, NICYiHKOBA HEAOCTATHICTD (TAKKE MOPYIICHHA dyHKuii nevinkm)

TakoX TOBIIOMIIAIOCS NP0 HEUITKICTh 30pY i3 HEBIZIOMOIO YacTOTOO (YACTOTA HE MOKE OyTH OLIIHEHA Ha
OCHOBI HasiBHHX JaHHX).

IoGiuni epextn y aiteii Ta niaaiTkis
TMoGiuni edekTn, IO sKi NOBIAOMIANH Y JiTeH Ta MATITKIB, sKi 3actocoByBanu bosenran Akkopa, Oyiu
TAKHMH XK, K 1 Y I0pOCITHX.

Iosigomaenust npo nobiuni eperTH

Slkmo y Bac 3’sBiartees Oyap-siki noGiudi edekTH, NPOKOHCYIBTYHTECH 3 Bamum Jnikapem abo
(papmateBToM. Jlo HHX HalexaTb TaKOK Oyab-aKi MOXIHBI noGiyHi edexTH, He riepepaxoBaHi y Li#
iHCTpYKILT.

By Moskere TaKoX TMOBioMUTH 1po nobiuni edekTn 6esrnocepeHBO JlepsxaBHUH IHCTUTYT 3 KOHTPOJIO 32
niKapehKuMH 3acobamu, Biaain kiiHiuHX BUNPOOYBaHb JTiKAPCHKUX 3aco6iB Ta hapMaKoHarysLy:

Bynuua Keerna, 11, SK-825 08 Bparucnaea 26

[Kvetna ul. 11, SK-825 08 Bratislava 26]

Ten.: +421 2 507 01 206

®dakc: +421 2 507 01 237

e-mail: neziaduce.ucinky@sukl.sk

BiaHk U1 NOBiOMJIEHHS PO MOGiuHi eheKTH MOXKHA 3HANHTH Ha CAiTI: www.sukl.sk B po3aini Jlikapceki
3acobu/Besneka miKkapchKHX 3aco0iB

@opMyJIAp AJ1s MOBIIOMICHHS €1EKTPOHHOIO MOITOK:

http://portal.sukl.sk/eskadra/

TMoigomnstoun npo noGiuni edexr, Bu MoxkeTe JOMOMOTTH HallaTH A0AATKOBY indopmauito npo desnexky
LBOTO Mpenapary.

5. $1k 30epiraTH bo3enTan AKKO

36epiraiite ueii npenapar y HeOCTYMHOMY JUIst AiTed MiCI.

He 3acTocoByiite ueil npenapar mic/is 3aKiHYeHHs TEPMiHy NPUAATHOCTI, IKMH BKa3aHUH Ha yNakoaLi i Ha
Gaictepi micns ckopoyents "EXP". TepMin npuaaTHOCTI BH3HAYAETHCA OCTaHHIM JHEM JIaHOTO MiCALI.

Brictepu 3 amoMiHieBoi Gonsru
Lleit npenapat He BUMarae 0coOIMBHX yMOB 30epiraHHs.

[IBX/TTE/TIB/IX-6nictepu 3 amominiesoi Gonbru
3Gepiraiite npu Temneparypi He Buie 30 °C.

He Bukuzaiite npenapar yepes cTiuni Boayu abo y no6yrosi Biaxoau. Hesnkopucranuii npenapar MOBEPHITh
no antekd. 11i 3ax014 A0NOMOKYTh 3aXMCTHTH HABKOJIHMIIHE CEPEAOBHILE.

6. Bmict viakoRKH T4 inma indopmanis

SIkumii cknaa npenapaty bozenran Akkopa:

- Boseuran Axkopa 62,5 wmr, TaGieTKH, BKPHTI IIiBKOBOI0 000J10HKOI0: JIIOUOI0 PEUOBMHOIO €
Go3eHTaH y BUMIISLI MOHOTIIpaTy.

Koskna Tabnerka MicTHTh 62,5 Mr 6o3eHTaHy (y BUIJISI MOHOTIAPATY).

- Bosentan Akxopa 125 mr, TabjaeTku, BKPHTI IUIIBKOBOIO 000.10HKOI0: ZIIIOYOI0 PEYOBHHOKO €
Go3eHraH y BUrasi MoHoriapary. Koxna Tabnetka MicTuTh 125 Mr Go3enTany (y BHIUIAAL MOHOTIAPATY).
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Inmmvn koMnonenTamu sapa TabrerTkn € Kpoxmaib KYKYPYI3AHHIi, KpoXMalb MpeKenaTuHizoBaHuii
(KyKypy/a3suwii), HaTPilo KPOXMANBIIKONAT (THI A), MOBIOH i MarHio creapar. IlniBkoBe mokpurrTs
TabJIeTKH MICTUTH TiNpoMeso3y, TPHALETHH, TaTbK, THTaHy giokeua (E17 1), 3aniza okenn xostuii (E172) i
3aiiza okenz yepeonmii (E172).

Sk Burasinac Bosentan Akkopa i BMicT ynakoBku

bosentan Akkopa 62,5 Mr, TaGneTku, BKpWTI MUTIBKOBOIO OGOMOHKOIO 1@ CBIT/IO-OPaHXKeBi, Kpyrii,
npubdnusHo 6,20 MM B piamerpi, JABOOIYKJIi, BKPUTi NUIIBKOBOKO 0G0IOHKOK TabIeTkH 3 THcHeHHsM "IB1" 3
oaHoro Goky i riazki 3 iHmoro Goky.

Bosenran Axkopa 62,5 wr, Tabnerky, BKPHTI IUIIBKOBOKO OOOJIOHKOK 1€ CBIT/O-OpaHiKeBi, Kpyri,
npubausuo 11,00 MM goBxunom0, 5,00 MM LIHPHHOKO, IBOOMYKIIi, BKPHTI I1iBKOBOKO 000JIOHKOIO TabIeTku
3 THCHeHHAM "IB2" 3 oanoro Goky i rmazki 3 inmoro Goky.

Bosentan Akkopa 62,5 Mr, TabneTkn, BKPHTI 1iBKOBOIO 0GOJIOHKOIO YIIaKOBaHi B Oaicrepu 3 amominieBoi
Gonbru Ta [IBX/TENIBAX-61icTepH 3 amominicsoi (onbru, mo micTsTs 14 TabneToK, BKPHTHX ITiBKOBOKO
oBononkoro. Ynakosku mictars 14, 56 a6o 112 TalbJIeTOK, BKPHUTHX ILIIBKOBOIO 060JIOHKOIO.

bosenran Akkopa 62,5 Mr, Tabnerku, BKPHTI ILTiBKOBOIO 0GOOHKOIO YIIaKoBaHi B Gnicrepn 3 amoMinieBol
onbru Ta [IBX/TEAIBJIX-6nicTepn 3 amominiesoi ¢onbru, mo MicTATh 14 TabneToK, BKPHTHX ILTIBKOROIO
06os0HKOI0. YnakoBku MicTaTh 56 a6o 112 TabJIETOK, BKPHTHX IJ1IBKOBOIO 0G0IOHKOIO.

Y npoaaxy MOXyTb GyTH 10CTYNHi He Bei PO3MIPH YIIAKOBKH.
Biacuuk peecrpauiiinoro noceizuenns na JIKApPCbKHii 3aci0 Ta BHPOGHHKH

Baacauk peecrpauiiinoro nocsizyenns na NiKapebKHii 3acio:
Axkopn Xenckea IToscka Cr. 3.0.0.

[Accord Healthcare Polska Sp. z 0.0.]

Bymumus Tacmosa, 7, 02-677 m. Bapasa, [Toasma

[Tasmowa 7, 02-677 Varsava, Pol'sko]

Bupotuukn:

Axkopn Xenckea IMoncka Cr. 3.0.0.

[Accord Healthcare Polska Sp. z 0.0.]

Byl JIyromepcka 50, 95-200, ITa6'sniue, [Monpma
[ul. Lutomierska 50, 95-200 Pabianice, Pol'sko]

Jlikapcekuii 3aci6 expanenuii y kpainax-aienax E€Bponeiicbkoro ekoHoMiuHOT0 npocropy (€EEII)
32 TAKHMH HA3BaAMH:

Kpaina-uien 3anpononoBana Ha3Ba JKAPCHLKOTo 3acoly

UK (Cnonyuene Bosentan Accord 62.5/125 mg

Kopouniscteo) Film-coated Tablets

AT (ABctpis) Bosentan Accord 62,5/125 mg
Filmtabletten

BE (Bensris) Bosentan Accord 62.5/125 mg
filmomhulde tabletten

BG (bonrapis) Bosentan Axopa 62.5/125 mr
(unvmupanu Tabnerkn

CY (Kinp) Bosentan Accord 62.5/125 mg
Film-coated Tablets

CZ (Yexin) Bosentan Accord 62,5/125 mg

potahované tablety
DE (Himeyuuna) Bosentan Accord 62.5/125 mg
filmtabletten 3 r
(onecwed 77
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DK ([anis) Bosentan Accord 62.5/125 mg
filmovertrukne tabletter

EE Ecronis) Bosentan Accord

FI (Dinnsanis) Bosentan Accord 62.5/125 mg
tabletti, kalvopdillysteinen

FR (®panuis) BOSENTAN ACCORD 62,5/125 mg
comprimé pelliculé

IS (Ienannis) Bosentan Accord 62.5/125 mg
fimuhadadar toflur

IT (Iranis) Bosentan Accord

LT (JIurea) Bosentan Accord 62.5/125 mg

_ plévele dengtos tabletés
MT (Mansra) Bosentan Accord 62.5/125 mg

Film-coated Tablets
NL (Hinepnanam) Bosentan Accord 62,5/125 mg
filmomhulde tabletten

NO (Hopgeris) Bosentan Accord
PT (ITopryranis) Bosentan Accord
SE (IlIsewis) Bosentan Accord 62.5/125 mg

: filmdragerad tablet
SK (CrnoBauyuuna) Bosentan Accord 62.5/125 mg
filmom obalené tablety
/ara ocrannboro neperasiay wiei incTpykuii - ciuens 2020 POKY.
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$. Ako uchovavar Bosentan
Accord

Ak ga Vim zdd, P idinok Bossntany Accord je
iprivedmi niry wlebe privelmi alsty, povedzte o
WO bekdrovi. Leki posudi b sa nemusl
Fmendl ddviovarie beku,

Ak ufival Bosentan Accord
Tabhity mibe prehlndd & vodou {rino & veler}.
Tabiety 32 midy u2F § jeciom alsbo bz jedie.

Ak utijste viac Bossntany Accord, sko mite
A ulfeln vinc tablet, aho vAm boko urtend,

Tanin kel uek dahla:

oryf jn uvadany na latufion & na blsid po

6, Dbsah balenia & daldils
informdcie

Go Basentan Accord obashuje:

- Accord 818 mg fimom sbalend
tablety: lietivo j bosanian vo e
monahydrity.

Kadda tabistn sbeanuje S1.3 mg bosartar [ve
formne:

ababo
Moing vediajsie Glinky

Tk aka vibeticy by, a tenio méde
woalajiie Olinky, hoet s negrelavE U kaldéno,

Acooed sl

e, kiard a b vyskyindd  vias akn 17
10 paciertoy

riacetin, mantenes, onid iRanEy
(ENT1), 1Ry oxid Snleety (EA72) a Sarvang ouid
Aolexity (EATT).

lwq'nrl Bosentan Accord a cbeah balenis

Abe vysiegtnas 25 mg tabbety

afu 'tz 10 fudl " krutle hl.;.

ovEindal piigeinrs chaland tablety o pritiiem priemeram 8,20 mm
Sl & vyraanym TB1" ne jedng] sirane a hladké na

Hodnoty valich petefiovich lesioy o kvl bug U sane.

(pazr tase 2} Jo s [ A 125 e fimem chalerd Eablety

teady tuk ks wrl Vil leikie. U weetiograndove oviing bikoree Mimom

Frajavy, te pated repracue sprivne, Tahvhap:
* Kevolron! [pocit na viacanis)

* Horliu (vymoka teleuna tbepiots)

ohaleng tablety & pritidneu dikou 11,00 mm a
Rirknu 5,00 mm & vyrazenym 82 na pdre
wirare & hladi ra druhe) sirane.

Bosentan Accerd 62,5 mg Almam chalens tabiety
i balend v AVAI blstmen 8 PUCPEPVDCA

Satufiy obashuil 14, 58 alebo 112 fimem
obalenyoh tabtiet.

Bosantan Accord 125 mg Simom cbalend tablety
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a bk namusia iy uvedend dafior velkostl
balera
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Accard Healtncare Polska Sp. £ o.0,
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‘Accond Healthcare Poisks 3p. 1 0.6,
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