SOTAHEXAL

Tabnetkn 80 mg

KPATKA XAPAKTEPUCTUKA



1. TbProBCKO UMEe Ha NeKapCTBEHUSAT NPOLYKT:
Sotahexal 80
{CoTaxexcarn/

2. KonvyecTBeH U KayeCcTBEH ¢bCTaB:
1 Tabnetka cbabpxa: 80 mg sotalol hydrochloride

3. IlekapcTBeHa (hopma: MUHKCTEPCTBO HA 3OPABEOTIA3BAHETO
TabneTku TpuaDents KoM

paspewenne 3aynorpebalk 1S5 Yo 0802,
4. KnnHnyHm panHu:
4.1. TlokasaHus: 6{9/&2@4/,9,5

3a  cUMMATOMaTW4YHO  flgUeHWe Ha  TEXKW Tawaap,u,Hm

BEHTPUKYIMaPHN apuTMIN.

CUMNTOMaTUYHOTO NEeYEHNE Ha TaXuKapoHu cynpaBeHTpMKynapHm

CbpASUHI apuUTMUN ce NpoBexXaa 3a:

- Mpodwusiakiuka Ha XpoHUYHa atpuarnya dubpunauns crieq DC
KapAnoBep3no

- npodurakTika Ha napokcusManHa atpuanta dubpunaums

4.2. [lo3npoBKa 1 Ha41H Ha MPUIoXeHMe:

INpy BEHTPUKYNapHN apuTMUM OTIPELENAHETO Ha [osMpoBKaTa Ha
2HTNaPUTMUYHNTE NPOLYKTA U3UCKBA BHUMATENHO KapauomnormiHo
MOHUTOPYpaHe 1 MoXxe Aa 6bAe NpoBefeHO caMo Npy HanuuMeTo
Ha CBLOTBETHa KapguonorMyHa anapatypa. [lo Bpeme Ha
neveHveTo TpsibBa Aa 6bAaT NPOBEXAAHM KOHTPOINHU Mpersieau
MPEe3 perynsipHu nHTepsasiv oT Bpeme (Harp. npes nHTepsany oT 1
mecel CbC craHgapTHa EKM unn ot 3 Mecela ¢ npoabixuTenHa
EKT" u rio BbamoxHocT EKT npu dhusnuecko HatosapeaHe).
JKenaTtefnHO € MoHe TPWAHEBHO MOHUTOPMPAaHE B HadyaroTo Ha
TepanuaTa (EKI) nopapn aputmorerHmss notenuuan Ha
npenapara (60 % OT TosW MOTeHUMan ce nposiBsBa B Te3W TPU
BHU).

Tepanuata TpsaGea pna ce npeoueHn, ako npw BomHUS ce
HabniofaBa Brolasare Ha NapameTpnTe, Hanp. YAbripkaBaHe Ha
QRS wnn QT- Bpeme noseve oT 25% urm QT- yabliKaBaHe
noBede oT 50% wrm QT- yabrkasaHe noeede ot 500 ms wunu
yBenuyaBsaHe Ha Bposi unu TpaliHoCTTa Ha apUTMUTE.

TeXKy cUMOTOMaTUYHN TAXMKaPAHN BEHTPUKYIIADHN S0UTMUN:
HavuanHaTta posvwpoBka e 80 mg sotalol hydrochloride 2 b
fiHeBHO (CboTBeTCcTRalWa Ha 2 X 1 TabneTka ot Sotahexal 80) 78
ePeKTLT He e 3af0BOonUTEfNeH, JHEBHaTa [o3a MOoXe Oafét
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nosuilieHa Ha 3 X 80 mg sotalol hydrochloride (cwoTBeTcTBaLla Ha
3 x 1 Tabnetka ot Sotahexal 80) unn go 2 x 160 mg sotalol
hydrochloride (cwoTBeTcTBalia Ha 2 x 2 TabneTtka oT Sotahexal
80). .

B cniyyan Ha xuBoTO3acTpaliaBaluy apuTMnuM, ako eeKkTbT He e
JOCTaTb4yeH, gosata Moxe ga Obhe yBenuudeHa, npu KOeTo e
HEOOXOAMMO Aa ce MpeleHN odakBaHaTa fonsa Aa HalBullasa
prcKka OT BB3MOXHN TEXKN HEXenaHW eKapCTBEeHN peaxkummn
(ocobeHo npoapuTMudHK edekTn).

ATpuanHa cbubpunaums

HavanHata posupoBka e 80 mg sotalol hydrochloride 2 abw
LHEBHO (CboTBETCTBaLLa Ha 2 X 1 TabrnieTka oT Sotahexal 80). Axo
eeKTbT He € 3af0BoNuTerNeH 1 TabneTkuTe ce noHacaT fobpe,
Aosata moxe fAa 6bae noeueHa Ha 80 mg 3 NbTM AHEBHO
(cvoTBeTcTRalla Ha 3 X 1 Tabnetka oT Sotahexal 80). Tasu
A03MpoBKa He TpabBa pga Obhe HagBuULlaBaHa B cnyqaw Ha
napokcusmarnHa arpuanHa oubpunaums.

Borhn, kouTo ce nekyeaTt cbe Sotahexal 3a npeacbpaHO MbXAEHE
(TpenteHe), He Tpabsa fa ce uanuceaT noHe 12 yvaca cnep
chapmakoriormyHaTa urin ernekTpuiecka Kapanosepeus.

Npy nauyeHTn ¢ XpoHnyHa aTpuanta dpubpunaums, ako edekTbT
He e 3afjosonuTeneH K TabneTkute ca Gunu noHeceHu LoGpe,
[03MpoBKaTa MOXe [la Obje NoBullieHa MakcumanHo o 160 mg
ABa NbTW AHEeBHO (ChOTBETCTBalla Ha 2 X 2 Tabnetkn ofF
Sotahexal 80).

Lo3npoBKa npu rnaumeHT ¢ HapylileHa 6u6peyna dyHKLMA

lMpy mauueHTn ¢ HapylieHa 6bbpeuHa yHKUMS MPY MOBTOPHO
npurioXeHve chLUECTBYBa PUCK OT KYMyrupaHe 1 rnopaau Tosa
Ao3npoBkata TpsibBa pa ObAe onpegerneHa cbobpasHo
Ebbpeynmnst knMpbHC, chpaeyHaTa yectoTa (He nog 50 yaapa/min)
W KNHWYHaTa ePeKTUBHOCT.

B criy4yan Ha Texka 6bOpeyHa HEAOCTATBUHOCT Ce MpenopbYBa
coTarion XMApoxsiopua ga ce ripunara camo npu vyect EKI
KOHTPOI, KaKTo ¥ Npu MOHUTOPUpPAaHE Ha cepyMmHaTa
KOHLeHTpaLus.

AKO KPEaTUHWHOBMAT KIMpbHC e mexay 10-30 ml/min (cepymeH
KpeaTuHuH mexay 2-5 mg/dl), npenopwunterntata fosa Tpsbsa ga
ObAe HamaneHa HanonoBWMHa. AKO KPEaTUHUHOBUSAT KIMPHLHC €
nog 10 ml/min  (cepymeH «kpeaTuHmH > 5 y




Hayun u npodnmxumenHocm Ha fpuioxeHue:;

TabrieTkute TpabBa fa ce npuemar uenu 6e3 [a ce CobBKBAT, C
Manko TeqHocT. Sotahexal 80 He TpsGea fa ce nprema ro speme
Ha XpaHeHe, TbW KaTo abcopbumsita Ha akTUBHATA ChbCTaBKa
CoTanon Xuppoxrnopus Moxe [gGa  ObAge  NOoHMNKeHa  rpu
€LHOBPEeMEHHO npuemMmaHe Ha xpaHa (0COBEeHO MNSKO N MIIeYHM
APOAYKTY).

Hosvposkata TpsibBa pa Obae yeennyaBaHa camo  creg
VHTEpBanu Hau-Manko ot 2-3 gHu. '

Mpn naumenT™ cnef WHMAPKT Ha MUOKapAa WM CEepUO3HO
HapyllleHa cbpAevyHaTa [elHOCT, ONpefersHeTo Ha [o3aTa Ha
aHTUapUTMWUYH1A  TNPOAYKT W3UCKBa2 0COOEHO BHUMATEmNHa
npeLieHKa.

MNMpu nauueHT C KopoHapHO CbpaevHo 3aborseaHe Wwunu
apuTMUK unk cnep NpoabIXXNTENHO MNPUITOXKEHWE, FeJYeHneTo
TpabBa fa ObAe NMPEeKbCHaTO MOCTENEHHO, Thil KaTo PA3KOTO
crivpaHe Ha neYeHWeTo MOXe [[a LOBefie OO BriolUaBaHe Ha
KnHWYHaTa KapTuHa.

Mpop®rkUTENnHOCTTa Ha NPUIOXEHIE Ce ONPEAEens OT FekyBaLLms
nexap.

4.3. lNpoTuBONoOKasaHus:

Sotahexal 80 mg He Tpsibsa aa ce ripunara npu:

- CbkphedHa HepoctaThvyHOCT NYHA IV,  HekomneHcupara
CbpLeyHa HeooCTaTbYHOCT

- HEeKoMreHcupaH cbpaeyeH nopox'W/

-~ OCTBP UHMAPKT Ha M1oKapha

- KapAuoreHeH LUOK

- AV-6riok ot II™ n [I™ crenen

- SA 6ok

- Sick sinus cuHgpom

- Bpapukapaus (< 50 yaapa/min)

- NpefsapuTenHo cblUecTBYBaLUO YabmKaBaHe Ha QT

- Xurokanuemms

- XUMNOTOHUSA

-~ KBCHU CTagnu Ha nepudepHu nepdysnoHHN HapyLieHKs

- ODCTPYKTUBHU pecrinpaTopHy 3a00nsBaHus

- MeTabonuTtHa aumaosa

- W3BECTHa CBPBX4YBCTBUTENHOCT KM COTanNon 1 cyridoHaMmnan
WFIN HSAKOST OT APYIMTE CbCTaBKY Ha NPOAYKTa.

MauveHTn criep MyokapaeH UHMaPKT UMK ¢ NoLua BEHTPUKY M

(OYHKUMS ca C MOBULLEH pUCK OT ekaalepBauusi Ha apuTy

(npoaputmui). (“




Mp¥ NauveHTM ¢ PEOXPOMOLINTOM NPUNOCKEHWETO Ha npoAyKta

U3MCKBa egHOBpEeMEHHa Oriokaga Ha a-peLenTopure.

[Mpn nauveHTW ¢ rnicopuasuc B TaXHaTa fNYHA UMW hamunHa

aHamHesa, Sotahexal 80 Tpsbsa pa ce npegnucea camo crieg

BHMMAaTerHa OLeHKa Ha ChOTHOLUEHUETO PUCK/Non3a.

MNMopagn HeroBuTe cBolicTBa Ha OeTa-peLenTopeH 6nokep,

Sotahexal 80 mMoXe [h[a nOBUILN YYBCTBUTESHOCTTZ KbM

anepresuTe n Te}ecrra Ha aHaunakTuiHuTe peakuun. [Mpu

naumneHTn C aHamHesa Ha TEKKM peakum Ha

CBPBXYYBCTBUTENHOCT 7 rpu naumeHTn, npruemalim

AeceHcnbunusnpallia Tepanus, CbLUECTBYBa MOBULLEH PUCK OT

SKCHECMBHM aHadunakTuyHK peakuumn. Mopagn ToBa fipu TsX ce

n3ncKkea pfa ce crnasBar ocoBeHO CTPUKTHO MOKa3aHusTAa.

WMHTpaBeHo3HOTO npurioxeHve Ha KanuMeBU aHTaroHUCTW KaTo

Bepanamuil U OunTuasem € MApPOTMBOMNOKA3aHO TPW nauueHTu,

nekyBaHn cbc Sotahexal 80 (c wuskmoueHMe Ha nposexaaHo

VMHTEH3NBHO fieveHue).

B criyqa na komGumupasa Tepanus ¢ Knac | aHTUapPUTMUNYHK

npoayktu Tpsibea faa 6vaar usbsreaHw cybCTaHLMK, KOUTO MoTraT

Aa paswumpaT QRS kowmnnekca (0coBeHo KBUHMAMHONOAOGHM

areHTV). TakoBa yBenuJeHo yabrxasaHe Ha QT Moxe Ja goeseae

AO TNOHIMKEH npar 3a Bb3HWKBaHE Ha BEHTPUKYNapHW apuTMuu.

Cbllo Taka €AHOBPEMEHHOTO npunoXxeHwue  Ha  ppymm

aHThapuTM4HKU cpepctea o7 wiac Ml Tpsbea fa ce usGarea,

nopajn BL3MOXHOTO TBBPAE ronsamMo yabikasaHe Ha QT.

OcobeHo BHUMATENHO MOHWUTOpUPAHE OT rnekap e HeobxoAumo

rpu:

- naumeHTV c noHmwxeHa ObOpeyHa dyHkUMs (pepyumpade Ha
[osara)

- MpW cTporu anern u npu amadeTuum ¢ rormemu koriebaHus B
HMBaTa Ha KpbBHaTa 3axap (MacKkupaHu XUMNOTNMKEeMNYHY
CbCTOAHMS)

Hama foctaTbyHO AaHHU No OTHOLUEHUE Ha NPUNOXEHNETO MpPW

neua.

lpu nevenne Ha nauueHTV B HanpenHana Bb3pacT Tpsibea fga ce

viMa NPeaBuf, Bb3MOXHOCTTa OT ChLUECTBYBALUO FOHWKaBaHe Ha

ObbpeyHaTa pyHkLMs (Brk T.10 "Hosnposka").

MHdbopmayus 3a duabemuuyume
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4.4, Crieumnarnnm NPOTUBONOKa3aHUs 7] cneuunariHu
npegynpexaeHus 3a ynotpeoda:

AKO MaUMeHTBLT HOCKM KOHTaKTHM neiun, TpsbeBa fAa ce uma
npeasu Bb3MOXHOCTTA fla Bb3HUKHE NOHWKEHO ChI300TAENSHE.,
Mpy  enHOBPEMEHHO MpUNOXEHWE Ha  Kanuii-CbhXpaHsBally
Anypetuum  TpabBa BHUMaTEnHo fa ObAaT rpocrieassaHy
KanuesuTe HMBaA.

MNpn naumeHTn ¢ 6BOpedHa HEOOCTATLUYHOCT B 3aBUCKMMOCT OT
CTeneHTa Ha HapylleHaTa yHKumsi, TpsbBa no-YyecTto aa GvaaT
npocnefnasaHn CepyMHUA KpeaTuHWH Wunu CepyMHWUTE HuBa Ha
coTanon.

4.5. JlekapcTBeHu n Apyru B3anMOBeNCTBIUA:
EpnHoBpemeHHOTO nepopariHo npunoxeHve Ha Sotahexal 80 u
Karumesu aHTarOHWCTK KaTo Bepanamurn U AunTuaseM Moxe [a
AOBELe O CUMHO criafiaHe Ha KpbBHOTO HamsiraHe; GpagukapaHn
APUTMUN 1 HapyLLeHUs] Ha aTPUOBEHTPUKYrapHaTa npoBOANMOCT
(MoraT pa ce AbMKAT Ha agUTMBHUSI edeKT BbPXY CUHYca U
aTPUNOBEHTPUKYIaPHUS Bb3en).

Mpyu naumeHT™™, Tpetupann ckbe Sotahexal 80, MHTPaBEHO3HOTO
MPUITOXXEHME Ha KarlueBW aHTaroHUCTW Kato Bepanamun u
AUNTUaseM € MpoTUBOMNOKasaHo (C UBKNoYeHue Ha BonHW Ha
WUHTEH3NBHO Jf1eyeHne).

KomOuHupanata Tepanusi ¢ aHTWapUTMUYHKM RPOAYKTM Knac |
(ocobeHo KeMHWAMHOMOAOGHM cyGeTaHuum) unm apyru knac
aHTUaPUTMUYHIW  cpeficTBa MOXe pgda [doBefje [0  CUITHO
yobrxasaHe Ha QT, KOeTo e CBBbP3aHO C MOBULLIEH PUCK OT NOsIBa
Ha BEHTPUKYNapHU apuTMum.

EfHOBPEMEHHOTO MpUNoXeHne Ha coTanon W APOAYKTH,
yAbxkasalym QT-BPEMETO KaTO TPULMKINYHNA N TETPaLMKIMYHN
aHTUAenpecaHtT  (MMUNpamiH, ManpoTWiIMH), aHTUXUCTaMMWHU
(acTemuson, TepdeHaanH), MaKpornman (epuTpoMULIMH),
npobyKor, Xanonepuaor, XanoaHTpuH U TEPONUAMH MOBMULLIARAE
Pycka oT Npo-apuTMuYHK edekTy (torsades de pointes).
EAHOBpPEMEHHOTO MNpUNoOXeHUe Ha KanuueBy aHTaroHWCTU KaTo
HUEAUNMH MOXe [a [oBefie [0 CUMHO criafaHe Ha KPBBHOTO
HanAraHe - [orycka ce sacunBaHe cynpecusita BbpXy CUHYCOBHS
BL3er.

EfnHoBpemeHHOTO npunoxenue Ha Sotahexal 80 HopennHedpuH
nim - MAO-UHXMOUTOPK, KakTO W crieq  psisko crhivpaHe Ha
€AHOBPEMEHHO MPUNOXEH KMOoHWAMH, MoXxe Gbp3o Aa nos
KPpBLBHOTO HansaraHe.




EgHoBpemeHHOTO npurnioxeHne Ha Sotahexal 80 u TPULMKNNYHK
aHTupenpecant, 6apbutypatn, GEHOTVAasuHU W HapkoTuLy,
KaKTO W aHTUXWNEPTEH3MBHW  CPeAcTBa, AMYPETULM U
Basoaunaratopyu MoXe pfa posefe A0 Obp30 cnagaHe Ha
KPbBHOTC HansiraHe.

HeraTusHo-uHOTpOMHUAT edhekt Ha Sotahexal 80 w HapxoTMUMTE
W aHTUaPUTMUYHWTE MPOAYKT MoXe fa Obae aguTueeH.
HeraTuBHuAT XpoHoTponeH 1 gpomoTponeH edekt Ha Sotahexal
80 moxe aa ce 3acuny NpU eSHOBPEMEHHO NPUIOXEHUE Ha
Pe3epnuH, KroHWAMH, o-MeTungona, ryaHdaumH 1 cbpasyHM
FIIMKO3UAM.

HepeHo-myckynHata Gniokaga oT TyBokypapuH moxe ga 6bae
3acurneHa ot 6eta-bnokaga.

EnHoBpemeHHOTO mpunoxeHwe Ha Sotahexal 80 u MHCYNUH unn
nepoparnHn aHTuauabeTnyHn NponykTh - ocobeHo npes nepuoam
Ha (uUsndeckn cTpec - MOXe Aa [AOBEAE OO0 XUMNOFMUKEMUS,
CUMITOMUTE Ha KOATO MOFaT Aa He 6bAaT SICHO NPOosBEHN.

[py eHOBPEMEHHO MPUIONKEHW Karui-ChxpaHsBally BUypeTULH
(Hamp. dyposemuna, XuopoXNopoTUasng) ChiUecTBYBa MOBWLLEH
PUCK OT Bb3HWKBaHE Ha UHAYLUPaHW OT XUNOKarMeEMNs apuTMui.
EnHOBpemMEHHOTO NpunoXenne Ha TPULMKINYHN aHTUAENPECaHTH
1 Sotahexal 80 Tpsbea pa ce nsbsrea rnopagu Bb3MOXHUS [TO-
HUCBK Npar 3a yHAyLUMpaHe Ha BEHTPUKYIIapHU apuTMuK (ONMCaHu
ca OTAEnNHWN criydan).

4.6. BpeMeHHOCT U KbpMeHe:

INo Bpeme Ha GpemeHHOCT, ocoGeHo Npes MbpBUTE TP mecella,
Sotahexal 80 moxe pa ce npunara camMo ako uMa U3PNYHO
rokasaHue sa HEeroBoTO MPWIOXEeHUEe W camMo Criel, CTPUKTHA
OlLeHKa Ha ChOTHOLUEHMETO puck/nonsa, Teil KaTo pocera HsiMma
AOCTaTBYHO ONMUT MO OTHOLUEHWE Ha MPUMNOXEHUETO MY MpW
BpemeHHu xeHun. Mopaamn puck oT Bpaaukapans U XUNOTOHUS rpu
HOBOPOAEHOTO, TepanusaTa TpsibBa fa Obfe npekbcHaTa 48-72
Haca npean TepmuHa 3a pakaaHe. AKO TOBa HE € BBH3MOXHO,
HOBOPOAEHOTO TpsibBa fa 6bAe BHUMATENHO MOHWTOpUpaHO 32
OfNpeAerieH Nepuo OT BpeEME Crief Pa)xaaHeTo.

Cotanon xwugpoxnopug ApemMuHaBa B MaiuMHOTO MINSKO. Flpw
KbPMEHE MO BpeMe Ha Tepannsi HOBOPOAEHOTO Tpsabsa aa 6bae
HabnwaaBaHo 3a CUMATOMU Ha beTa-afgpeHepriiHa 6nokaaa.




4.7. EdpeKTn BbpXy cnocobHocTTa 3a wodmpaHe u paboTa ¢
MalumHn:

HesaBucumo  panm  neveHweTo €  MPOBEAEHO  criopep
MHCTPYKLMATE, TO MOXe Aa MpoMeHW crnocobHocTTa 3a Gbpan
peakuun B onpeperneHa cutyauusi. BbamoXxHO e ga ce Bhowmn
criocobHocTTa 3a wodupaHe Ha MIC, paborata ¢ MawHu Wnu
pabotata B HecTabunHO nMornoXeHue (Hanp. W3KausBaHe Ha
cThnbu). ToBa ce oTHacsa ocobeHo 3a HAYanoToO Ha HeMeHWeTo,
npy yBenudasaHe Ha fjosarta Unu npu cMsiia Ha MeguKaMeHTUTe,
KaKTo 1 NMpY eQHOBPEMEHHO NpUeMaHe Ha arkoxon.

4.8. Hexxenaru riekapcTBeHU peaklmu:
Psako npu nedvernne cbe Sotahexal 80 ce HabritogasaT CUMITOMU
KaTo ymopa, BepTUro, CbHIMUBOCT, [TlaBobONME, CMYTEHOCT,
XarouuHaumy, NnoBuliieHa akTUBHOCT Ha CbHYBaHe, napecreanun u
ycellaHe 3a CTyA B kKpanHuuuTe. Psgko ce HabnogasaTt HexXenaHu
neKapCTBEHW peakunMm KaTo TracTpPOUHTECTUHANHW OnfakBaHus
(Hanp. Hosea, nospbllaHe, AWapws), NOsIBa Ha 3agyxX npw
naumeHT ¢ obceTpykTuBHN OenoppobHu 3abonsBaHus, KOXHM
peakuuu (3ayepssiBaHe, CcbpOEX, eksaHTeMa), arnonelms u
HapyLllehust Ha cbHs. Morat ga ce nabniogaBaT 3acunBaHe Ha
HapylleHusita Ha nepudepHata nepdysus, AenpecuBHM
HacTpoeHusa, MUOCTa3MM, MUacTeHWst WM  Hapyllenus B
noTeHTHocTTa. Psapko ca 6unu HabniopaBaHW cnagaHe Ha
KPBBHOTO HansraHe, 3acurBaHe Ha MuoKapHaTa
HEA0CTaTLYHOCT, OpafukapamMs W HapylweHuss Ha AV
nposogumocTTa. B oTAenHu cnyyan ca CbobLUeHU CUHKORK, KakTo
W 3acunBaHe Ha NpUCTLINTE Ha aHrHa NeEKToOpUC.

Habnoaasakn ca npo-aputMudHu edekt - nop dopma Ha
MPOMEHU UNK 3achiTBEHE Ha apUTMKUATA - BOASLUM A0 3HaYUTENHO
HapyllaBaHe Ha cbpfAevyHata AeWHOCT C Bb3MOXHO MOCHeABalLlo
cnupaHe Ha  cbpueto. OcobeHo npu  nHadueHT™M ¢
XMBOTO3acTpaLiaBalln apuTMUN 1 NTOHWKEHA NSIBOBEHTPUKYNapHa
(PYHKLIMST, MOTaT Aa BL3HUKHAT apUTMOreHHN edekTH.

OcobeHo npu npejosvpaHe Morat fa ce noryyaT W3paseHa
Opafukapaus, BeHTPUKyrNapHa TaxuaputMus (BKIIOUMTETHO
torsade de pointes), Tl Kato Sotahexal 80 yaemkasa QT-
BpemeTo.

B pepwu criysau ca 6unn HabriiogaeaHu cyxoTa B ycTara,
KOHIOHKTUBUT WM NOHWXEHO CbN30OTAENSHE, B OTAEMHN CJ'I);‘;L ‘
HAPYLLISHNST Ha 3PEHNETO U KePaTOKOHIOHKTUBNT. C1=06LueH &




Hsikou OT cumnTomuTe Ha XuUnornukemusi (0cobeHo Taxukapamns)
MOraT fOa He ce U3ABAT rnpu Tepanusa cbe Sotahexal 80. Toea
TpsibBa na ce uma npenaBuA MPU CTPOTU AWETH, KaKTo U npu
AnabeTnum Cbe 3HaUMTENHO Bapupalll CTOMHOCTM Ha KpbBHaTAa
3axap.

Mo Bpeme Ha neueHne cbc Sotahexal 80 moraT Aa BbL3HUKHAT
nunonatun  (yBenuyaBaHe Ha TOTanHWS  XOMEcTepon W
Tpurnuuepuan, pepykumusi Ha HDL xonecrepon). B otaerHu
criydan nevenneTo ¢ beTa-agpeHeprnyHy Onokepn moxe aa
AOBeLe [0 ncopuasuc, fa BrowWW CUMNTOMUTE Ha ToBa
3aborsiaHe U fa ce NposiBy ncopuasonofobHa eksaHTema.

3aberiexka

Mopaau ceoficTBaTa My Ha GeTa-peierroper Griokep, Sotahexal
80 moxe [ha 3acumy YYBCTBUTENHOCTTA KbM afiepreHuTe W
TEXECTTa Ha aHamunakTuuHute peakuun. [Mpu naumeHTM ¢
aHaMHe3a Ha TEXKM peakunnm Ha CBPBLXYYBCTBUTENHOCT U Apu
naumMeHTn Ha geceHcudunusupalla tepanns MoraT Aa Bb3HUKHAT
eKCLIECUBHY aHadMNakTNYHK peakLmn.

4.9. Npenosupane:

Cumrimomu Ha npedosupaxe

CumnToMaTKaTa Ha WHTOKCUKALMA CbC COTaron 3aBUCWM OT
CbPAEYHOTO CBCTOsHME Ha raumeHTa (NsIBO-BEHTpUKynapHa
(PYHKUMA, cbpaeuHa aputmus). [pu  uspasena ChpheyHa
HELOCTaTBLYHOCT [LOPW HUCKA [03W OT MPOAYKTa MoraT pga
npeansBsrkaT BliolLaBaHe CbCTOSHUETO Ha CbPLIETO.

B 3aBMCHMMOCT OT CTeneHTa Ha MHTOKCUKaLMS KIMHNYHaTa. KapTUHa
flokassa KapguosackynapHun u LIHC cumnmomu kaTto: ymopa,
GescbaHaHve, paslMpeHn 3eHWLM Y PSIAKO reHeparnnanpasmn
KOHBYINCUW, X1oToHUs, Bpaankapavs fo acuctonus (8 EKI yecto
ce Habniogasa uwsnusaHe OT pUTbM), CbLIO  ATUIUYHE
BEHTPpUKYNMapHa Taxukapusa (torsade de pointes) v cumnromu Ha
KapAnoBacKynapeH Lok,

Tepanusi na npedosupaHe

3aefgHO c oOWMTE MEpKM 3a MbPBUYHO eNUMUHNpaHe Ha
nMpoAdykra,  XWsHeHuTe  napameTpu TpsibBa Jga  6baar
MOHWTOpUpaHN B YCNOBUATA HA MHTEH3UBHO NEYeHWe U aKko e
Heobxogumo fa GbAaT KopurupaHu.

Kato aHTMpoTv wmorat pga 6baoart  uMsnorssaHu
MEANKaMEHTU;




- artponuH 1-2 mg nHTpaBeHo3HO KaTo Bonyc

- BeTa-cuMnNaToMMMETULM MRONOPLMOHANHO Ha TENECHOTO Termo
W nocturHaTusi edekT: fonamuH, A0GYTaMuH, WUSOMpPeHarnuH,
opuMnpeHanuH 1 agpeHanuH '

- [ItokaroH: HavanHo 0,2 mg/kg TenecHo Terno kato Obpsa
MHY3mns, nocnessana ot 0,5 mg/kg Ha 12 vaca.

[lpu pedpakrepHa Gpapvkapaus BCriencTBue Ha MPUIIoXeHne Ha
MposAykTa TpabBa Aa ObAe MPOBEAEHO BPEMEHHO NEYEHUE C
nencMenKsp.

Cotanon ce guanusupa.

5. Dapmakonioruysy ganHn:

5.1. dapmakoguHaMnyHu CBOKCTBA:

D,L-coranon e xugpodwunHo NeKapcTBo, MpuHagnexailo KoM
knac lll aHTuapuTMYHK cpeficTea ¢ U3paseHa briokana Ha GeTa-
afpeneprninuTe pelentopu. Knac Hl-aHtuapummuunuat edext ce
OCHOBaBa Ha Obp30To 3abaBsaHe Ha noTeHUMana Ha MOHOMa3HOTO
pencreve, 6e3 ga ce MNOBNUSBA CKOPOCTTa Ha rposexaaHe.
ABCOMIOTHUAT  pedppakTepeH nepuop e yObIDKEH. Tosu
enexTPopN3NONoTNieH MEXaHu3bM Ha AefiCTBUe He e CBbP3aH
CaMoO C AACHO, HO 1 C JiSIBO BLPTALIMTE CE MBOMEPU U CE& OTKPWBA
B aTpuyma, AV Bbaena, npunexailure Bpb3kn 1 BEHTPUKYnuTE.
beTta-agpeHepruyHarta briokapa De3 ChllecTBeHa
CAMNaTOMUMETNHHA aKTUBHOCT, CBbpP3aHa C JIABO-BLPTAUMS ce
M3OMEp, C& oTHacA B epdHakBa cTeneH Ao 6Geta; u GeTa,-
appeHeprudHuTe peuentopy. CybcrarHumara Hamarnssea
NPONOPLMOHANHo Ha HUBOTO Ha TOHYCa Ha CUMNaTUYHAaTa HEPBHA
tucrema Jecrotata ©“ KOHTPaKTUIHOCTTa Ha Cbpueto, AV
CKOpPOCTTa Ha npoBeXaaHe M NrasmeHaTa PeHWHOBa aKTMBHOCT.
Upes unxubupare Ha BeTar-pellentopute MOXe A& NPEAU3BUKE
enesalna Ha ToHyca Ha rriagkata MyckynaTypa. :
CrlyecTeyBar  HaKowu eNeKTPOMPUINONOTNYRN  faHHKu, Ye B
MeXaHu3Ma Ha [elicTBue NpUCheTBa W edekT oT aMmmonapoHos
Thn.

5.2. ®DapmMaKoKuHeTHYHY CBOCTRA:

75-90 % oT npuwetus cotaron ce abcopbupa B
FacTpouHTeCTUHanHus Tpakt. [lopagu nuncata Ha edexT Ha
MbPBO  MpemuHaBaHe npe3 uYepHUs [pob, abcorntotHata
OnoHanuyHocT Bb3anusa Ha 75-90%. OBembT Ha pasnpe,qene;—zggg;f‘fef‘ii LS,

1,6-2,4 I/kg; HMBOTO Ha CBbp3BaHe Ha nnasmeHuTe npo*re%{w«;e;"‘ TSy,
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Pocera He ca Ounu oTKpUTM  HaPMaKoNOrMuHO  aKTUBHM
meTabonnTn. Cotanon ce eKkckpeTupa npefuMHo ypes
OubpeunTe. BL6peuHusT KIMpbHE € 120 mi/min 1 cboTBeTCTRA Ha
TOTanHUA KNMpBHC.

MnasvenusT nony-xvBoT e okono 15 yvaca. Toii Moxe aa ce
yBenuum Ao 42 vaca Npu MauueHTu ¢ TepMuHanHa 6L6pedyHa
HefocTaThyHOCT, [lMKOBWTE rMnasMeHW HWBa ce JocTurar B
pamkuTe Ha 2-3 yaca crief NepoparnHo NpUoXxeHue.

5.3. NpeaknMHENYHM OaHHK 33 6630MacHOCT:
Ocmpa mokcuyHocm:
Bux "lMpeposvpare”

XPOHUYHE MOKCUYHOCT

Mpy npoyyBaHUs Ha XpoHMYHATA TOKCUUHOCT fpKU MITbXoBe WU
KyueTa HAMa [aHHW 3a cneunduyHn 3a cybcTaHumMaTa TOKCUUHM
edekTn.

TymopozeHen u Mymazerer nomeruuarn

CoTasiorn He e usnuTaH JOCTaTbYHO 3@ HANUUMETO Ha MyTareHeH
noTeHuwan. Tlpu focera npoBefeHuTe NpoyyBaHusi HAMAa LaHHM
3a 3Ha4YUM reHOTOKCHUYEH NoTEHLManN, _
[MpofbrXUTENHY npoydBaHWsi NpY NITbXOBE M MULIKA He ca
noKasanw faHHW 3a TYMOPOreHeH noTeHuman.

PernipodykmusHa mokcuyHocm
[poyuBaHms Npu niTbXoBe W 3aliuy He ca noKasany AaHHW 323
TepaToreHHo  paencteve. [lpy  NMbxoBe €  HabnoaasaHa
eMOpPUOHHA NeTanHoCT Npn Boan Hag 140 mg/kg/oeH. [oau, no-
Bucoku ot 20 mg/kg/neH, npremanu rnpes nocrnegHnTe 3 MeceLla
OT DpeMeHHOCTTa, ca A0BeNnM [0 HamarieHoO TENEcHO Terno npn
HOBOPOZiEHK nimbxoBe. [Npu npeHaTanHa ekcnosuuus Ha MiTbXoBe
CbC coTanon ca 6unu HabrniogaBaHW M3MEHeHa MMbTHOCT Ha
MO3BLYHUTE PELIENTOPY W NMPOMEHN B MOBEOESHUETO.

HsAMa [OCTaTBUHO [laHHM MO OTHOLUEHME Ha NMPUIIOXEHUETO Ha
Sotahexal 80 no Bpeme Ha uyoBelLKa bpemerHocT. Cotarnon ce
EKCKpeTupa B MaluynHoTO Mnsiko. Flpy kbpmavky e 6uno V3MEpEeHo
ChOTHOLIEHNE MeXOY KOHLEeHTpauusTa B MISKOTO W B nrasmarta
2,2-8,8.




6. PapmaueBTUYHM AaHHM:
6.1. Cnnctkk Ha NOMOUHKNTE BellecTBa U TEXHUTE KONUYECTRS:

Maize starch 10,00 mg
Lactose x H,0O 26,75 mg
Hydroxypropylcellulose 1,50 mg
Sodium starch glycoliate 5,00 mg
Colloidal silicon dioxide 0,50 mg
Magnesium stearate 1,25 mg

6.2. DU3NKO-XUMUYHN HECHBMECTUMOCTH:
He ca nseectHu.

6.3. Cpok Ha rofiHoCT:

CpoKkbT Ha rogHOCT Ha npenapata € 5 roguHnm oT fararta Ha
npoussoAcTso. [la He ce npunara crief W3TMYaHe Ha farara,
O3Ha4yeHa BbpXy onakoBKaTa,

6.4. Cneunanum ycrioBust Ha cbXpaHeHue:
Hsima crieumanHu nHCTPpyKLMN 3a chxpaHeHue,

6.5. lanuKn 3a onakoBKaTa:
OpuruHanna onakoska, ceabpxalla 20, 50 1 100 TabreTky.

6.6. lperoptku 3a yrioTpeba:
Hsima crieuman+in nHeTpykLmMm 3a yroTpeba.

7. Ume wn appec Ha npuTexaTens Ha paspelleHnetTo 3a
yrnoTpeba:

Hexal AG

Industriestrasse 25

D-Holzkirchen

Germany

Tel.: 08024/908-0

Fax: 08024/908 290

8. Peructpaumnoner Homep B pernctipa:

9. [lata Ha nbpBoO paspewasake 3a ynotpeba Ha
rieKapcTBEeHUSA NPOAYKT:

10. [laTa Ha akTyanMsauusa Ha TeKkcTa:
Mai, 2001 rog,.




