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1. TbproBCKO MMe Ha nekapCcTBEeHUS NPOAYKIL:
AmioHEXAL® 100 mite
TAMUoXEKCATY

2. KorinuecTBeH U Ka4eCTBeH CbhCTaB:
1 Tabnetka ceabpxa 100 mg amiodarone hydrochioride.

3. llekapctBeHa dhopma:
Tabnetkn

4. KnMHKYHU OaHHW:

4.1. NokazaHns:

Fpunara ce npu npodunaktuka Ha:

- JKMBOTO3acTpallaBalla kamepHa TaxuKapausa: nevyeHueTo ce
ocblyecTBsiBa B BonHMyHa obcTaHoBKa Noa feKapcko
HabnioaeHne;

- YCTaHOBeHa CMMATOMaTU4Ha W MHBanugu3upatla
BEHTPUKyNapHa TaXukapaus;

- YCTaHOBEHa CYMpaBeHTPUKYapHa Taxukapams, npu KareropudHa
HEODXOAMMOCT OT fleYeHne Urin Npu NPOTUBOMNOKa3aHWA 3a Apyru
BUAOBE NEeYeHns:

- KaMepHO MbxAeHe.

TNleyeHne Ha cynpaBeHTPUKYNapHa Taxukapausi, 3abaesiHe Ha

CbpAevyHaTa YecToTa Npu NPpeacbphHo TPENTEHE UMW MBXIAEHE.

4.2. [lo3MpoBKa 1 Ha4YMH Ha NPUNHOXEHUE:
B cniyyan Ha BeHTpuKynapHu apuTMUK ONpeaensHeTo Ha A03arta Ha
aHTUaPUTMUUYHNMA MPOQYKT W3MCKBA BHUMATENHO KapZAMONOrm4Ho
MOHMTOPMpaHe, KOETO MOXe Ja Ce WM3BBpWKM [pu  HanuyHa
KapouonoruuHa anapatypa 3a chellHa NOMOLW] W CbLUECTBYBa
BB3MOXHOCT 3a npocriegasane. [pu npodunakiuka Ha KamepHu
apuTMuK TpsibBa fa ObAaT NPOBEXAaHW TECTOBE MNpe3 perynspHu
MHTEpBarnu OT BpeMe (Hanp. ctakfapTHo EKI npes wuHTtepBanu oT
efuH meceld unn npopawmkuteriHo EKI npes wHTepBann oT Tpu
meceua 1 no sbamoxxHocT EKIT cnepn dousnyecko HaToBapeaHe).

Tepanuata TpabBa [a ce npepasrnena, ako WHAMBUAYanHUTe
napameTpun ce BRowaT, Hanp. npu npofoHrMpaHe Ha QRS-
nHTepeana unm QT-uHrepsana ¢ noeeye oT 25% wnn PQ-uHTEp
¢ noseve ot 50% unu QT-npononrupane Hag 500 ms nnu sac
yectoTaTa ki TEXeCTTa Ha apuTMUnTE.




[losa Ha HacuiyaHe: 600 mg amiodarone hydrochloride 3a 8-10 aHu
(cvoTBETCTBALYW Ha 6 TabneTkn AmioHEXAL®100 mite) gHeBHO.

B criydante, npu KoutTo ca Heobxopumu Ao3uposku fo 1200 mg
amiodarone hydrochloride, HaculwaHeTo ce noctura ¢ TabneTkire ot
200 mg, T# KaTo ca Heobxoaumu 6 Tabnetku oT 200 mg.

Crieg ToBa noagbpXallaTta fosa ce peayunpa, obukHoseHo 200 mg
amiodarone hydrochloride (ckoTBeTcTBalUM Ha 2 Tabn. AmioHEXAL®
100 mite) 3a 5 gHK ceagMuyHoO.

B Hsakow criysau ca Heobxopumu no-BMCOKM [o3u oT 200-400 mg
amiodarone hydrochloride (cvortBetcTBaum Ha 2-4 Tabn.
AmioHEXAL®100 mite) gHeBHO ApW NMPOObIDKUTESNHA Tepanuns.

CneunarnHa 3abenexxa

TbiA KaTo MOBEYETO OT HEXenaHuTe JIeKapCTBEHU peakunn ca
CBbP3aHu ¢ JosaTa, HeobxofMMo e fa ce npunara MWHMManHaTa
edexTVBHa noaabpKatlia fosa.

Hauunr u npodsmkumenHocm Ha MpunoXxeHue:

TabneTtkuTe TpsibBa fa ce npuemat 6e3 Aa ce CAbLBKBAT, N0 BpPEME
WM cnep sifeHe, 3aefHo C AOCTATBYHO KONMUYECTBO TEYHOCT.
MpoabrkyTEnHOCTTa Ha NPUNOXEHWe ce OfpPedens OT NeKyBallus
rexap.

4.3. NpoTtuBoOnoKasaHus:
AmioHEXAL® e TpsibBa fa ce npunara npw
- CuHycosa bpagukapans (nync nog 55 yaapa/min)
- BCMYKW ¢opmu Ha 3abaBeHa nApPOBOAUMOCT (CUHO-aTpuarieH
6r10K), BKNtoyuTenHo 60necT Ha cuHycosus Bbaer, AV-6rok ot
BTOpa W TpeTa cTeneH, kakto u OwucdacuukyrnapeH u
TpuacuukynapeH Bbrok, ¢ nskrnovYeHne Ha cryvamTe, Korato
ce u3nonssa neriCMenknbp
- TupeonaTuu
- npegsapuTenHo cellecTByBallo QT-npornoHrupaHe
- XUnoxkasmemus
- anepruu KoM Mof 1 CBPBXYYBCTBUTENHOCT KbM fIeKapCTBEHOTO
UMK HAKOE OT NOMOLLHNTE BellecTsa
- ©[HoBpemeHHo npunoxeHne ¢ MAO-nHxubuTopu
- ©OHOBPeMEHHO  JIeYeHe C  IEeKapCTBEHW  MPOAYKTUkeNUAs,
nHayLmpaum “torsades de pointes” kaTo: PG
* Knac |-a aHTrapnTMuyH» NeKapcTBEHN NPOAYKTA (XUHN ‘




XNIPOXNHWAWH, AU3onnpamMna)

* Knac il anTnaputMudHM fiekapcTBeHu NpoayKTy {coTarnon,
fodeTtunung, ubytunng n ap.)

* CynTonpug

* [pyrin nekapcTBeHy NPoayKTh, Kato Genpuann, uncanpug,
Andbemannr, napeHTepanes epuTROMULINH, MU30NACTUH,
crnapgnokcauyH 1 ap.

4.4, CrieumanHu npenynpexXxaeHusi 1 npeanasHu Mepku

Apu yrnoTpeba:
[peou sanousane Ha nedeHue ¢ amiodarone € HeoBXO4MMO
3a[biMKUTENHO fa ce Hanpaew EKI.

Ouu

[py neverne ¢ amiodarone hydrochloride ca nokasawuu perynspHu
OYHW Mnpernefn — BKIHOUYUTENHO YHAOCKONMS W Npernean ¢ LUnmy-
namna (BuX cbilo “Hexenann nekapcTBeHn peakumu”).

Koxa

o Bpeme Ha Tepanus ¢ amiodarone hydrochloride Tpsibea ga ce
nsbsrea nanaraHe Ha crbHYEBa CBETAMHA. TOBa ce OTHacs CbLUO U
3a UV-ceetnuHa u conapuym. AKO TOBa HE € Bb3MOXHO,
HEMOKPUTUTE KOXHWU ydacTbUn, ocobeHo nuueTo, Tpsabea ga 6boaT
3alUMTeHN 4Ype3 HaHacAHe Ha YHrBEHT C BUCOK 3alinTeH dhakTop.
[opu v crnep npekbcBaHe Ha TepanuaTa ¢ aMUOAapOH Xnapoxropua
e HeobXoMM Nek NPOTEKTOP 33 U3BECTEH Nepuo oT BpeMe.

TupeonsiHa xresa
Mopagn puck oT pasBuTME Ha TupeougHa  AncyHKLUMS
(XUNEepPTUPEONEN3bM UM XUNOTUPEOUAN3LM) [PU  MEYeHue C
aMnojapor xuapoxnoput, Heobxoaumo e npenu 3anodBaHe Ha
neveHneTo Aa 6LAe npocnefeHa TupeonaHata dyHKUMs. Mo Bpeme
Ha Tepanua n go 1 roguHa crieq npeKkbCcBaHe Ha TepanusTa Tesn
npernegn Tpsabea fa 6bAaT NOBTOPEHN NPE3 PErynsipHu UHTEpBanu
OT Bpeme v nauumeHTute Tpsbea oa ObaaT npoBepsiBakk 3a KNUHNYHNA
CUMMTOMM Ha Xunep- Unuv XunoTupeousnsbm.

AMnopapoH  xuppoxropnn  uHxubupa TpaHcdhopmauusTa  Ha
TUPOKCUH (T,) B TpuioaTupoHuH (T3) M MOXEe Aa pgoseae




N3onupaHoTo OTKpuMBaHe Ha TakuBa HaxOLKWU He TpsibBa Aa Hanara
NpeKbCBaHe Ha NeYeHNETO. .

KrivHuyHaTa pguardosa XunoTupeonausbMm ce MoTBbpXKhaBa of
OYeBMBHO NOBULLEHWTE HUBA Ha CUITHO JyBCTBUTENHKMS TSH, KakTto n
OT MOHWXeHUTE HuBa Ha T4 [lpu AoKasaH XuUNoTUpeouansbM Aos3aTa
Ha amiodarone hydrochloride TpsibBa NO BBL3MOXHOCT fa ce
pegyumpa 1 ga ce 3anodHe cybeTutymnpatlla tepanus ¢ L-thyroxine. B
OTAENHMN criydan MOXe a Ce HanoXu MPeKkbecBaHe Ha reYeHneTo C
amiodarone hydrochloride.

KnuHnuHata guarHosa XvWnepTtupeonansbMm ce MoTBbpXhasa oT
OUYEBUAHO NOHWXEHUTE HUBa Ha CUMHO YyBCTBUTENHUS TSH, KakTo v
noBuLLlaBaHe HuBaTa Ha T3 U T4 [pK gokasaH xunepTupeonansbm
posaTta Ha amiodarone hydrochloride TpsaGBa no BL3MOXHOCT Aa ce
pegyumpa unn pga ce rpekbcHe nedeHueTo. [lpu Texku criydau
TpsabBa Oa ce 3anoyHe neveHue ¢ TupeounHu genpecaHtn, beta-
Briokepu NN KOPTNKOCTEPOULN.

[Mopagn cbabpxaHneTo Ha Wog amiodarone hydrochloride paea
rpeluH pesynTaTh NpU KnacuyecknTe TupeonaHun TecTose (Aon-
- CBbp3BalUyn TeCTOBE).

ban opob
MNpu nedeHne ¢ amiodarone hydrochloride cwbilyecTeyBa puck oOT
pasBuUTE Ha TeXKW Bb3NanUTenHn nHeBmMonathin (anepruyen
MHEBMOHUT, anBeonapHa WM WHTepCcTULManHa NMHEBMOHUST).
lMopagw ToBa npeau 3anoyBaHe Ha fevYeHneTo e Heobxoaumo ha ce
HanpaBu TopakariHa peHTreHorpadus KaTto TecT 3a (yHKUmATa Ha
benute ppoboee. ToBa macneaBaHe TpsibBa [fa ce MOBTapsa Mpes
WHTEepBan oT npubnusutenHo 3-8 mMeceua B nocneapallyns
TepaneBTUYEH Kypc. Teanm wunacnenpBanus Tpsibea pa Obaat
HanpaBeHW W Npu nosAsata Ha AucnHes (CUMNTOM 32 Bb3MOXEH
NYJIMOTOKCUYEH eeKT).

Mpy naumeHTM C Texkn XenatonaTum OenoppobHaTa hyHKUNMSA
TpabBa fa ce uscrnefBa Mo-YecTo, TbW KaTo NpW Te3n nauneHTy
fiporHosara e no-foLla Npyu Nossa Ha MynMOTOKCUYHI ehekTy.

Mpr [OKasaH AHEBMOHWUT OT CBPBLXYYBCTBUTESIEH TWUM Tepanusita C
amiodarone hydrochloride Tpsbsa fna 6bae npekbcHatTa HesabaBHO 1
Aa ce 3arovHe Tepanus ¢ KOPTUKOCTEPONLN.

Mpr OokasaHa  anseonapHa/MHTEpPCTULMANHA  NHEBM
HEOOXOAMMO [a Ce NPOLABLINKM JIEUYEHMETO C KOPTUKOC




fposata Ha amiodarone hydrochloride na 6bae pepyuupada wnu no
BB3MOXHOCT Ja 6b/e NpeKkbCHaTO NEeYEeHNeTOo C NPOAYKTa.

UepeH apob

YepHoppobHuTe npobu TpsbBa fga ce MOHUTOpMPaT npes3 PerynsipHu
MHTEpBanu oT Bpeme, ocobeHO Npu NMo-BUCOKU A03M.

Mpy cnyyam Ha XPOHWUYMHO KIIMHWYHO 3HaYMMO nNoBMLUaBaHe Ha
YEepHOOPOOHUTE  eH3UMM,  XOorecTaTuuHa  KbATeHuUua  unu
XenaTomeranusa Tpsibea ga ce obmMnCnn NpeKkbCBaHe Ha TepanusTa ¢
amiodarone hydrochloride.

CbpaeyHOo-Cba0Ba cucTeMa

Mpomerun B EKI, nspaseHn ¢ ygbrmked QT-uHTepsan (B 3aBUCUMOCT
OT YABIMKEHaTa penornsapusauns), BEPoOSTHO CBbp3akK ¢ noseuna ce
U-BbiHa, KakTo W yabmxeHa u gedopmupaHa T-BbNHa Mokaseat
dbapmakorioruiHata akTMBHOCT Ha amiodarone hydrochloride.
CoLlecTByBa NOBULLEH PUCK OT Pas3BUTUETO Ha “torsades de pointes”
B criy4ail Ha excuecnsHo yabivkeH QT-uHTepBan.

CollecTByBa noBulleH puck OT Bb3HuksaHe Ha I, [ll-ctenen AV-
briok, SA-6nok wnu 6udacumkynapex Briok W W3UCKBa
npeycraHoesiBaHe Ha neveHueto. AV-6nok, [-ctereH Hanara no-
CTPUKTHO HabrigeHve.

HapylweHuata B  enekTponutHua OanaHc W No-cneyuariHo
XvnokanvemusaTta € BaXHO da ce WMaT npeasua, nopagu ToBa, ye
XVNoKasrmeMnsiTa MoxXxe [ia € npoapuTMorerHHa; npefun sarnoysaHe Ha
yrnotpeba Ha amiodarone xunokanuemmsaTa TpsabBa Aa ce Kopurupa.
XPOHUYHOTO NneveHne ¢ amiodarone Moxe fa AOBEAE A0 3acuiiBaHe
Ha HeXernaHWTe IeKapCTBeHW peakunnm 1o  OTHOWeEHMEe Ha
XemMoparmyHuTe puckoBe Ha oblUNTe U NoKanHW aHeCTeTULIK,
ocobeHo Opapukapausi, XUNOTOHWA, HamaneH MuHyTeH obem,
HapyLweHUs: B NPOBOANMOCTTA.

4.5. llekapcTBEHW 1 BpYru B3auMoOencTBuA:
EnHoBpemeHHOTO npunoxeHne Ha amiodarone hydrochloride wm
CbPASYHU MIMKO3WAN MOXE fa foBede A0 CMYLUEHUs B aBToMaTuama
(excuUecvBHa Bpapukapgns) B HapyLWERWs B aTPMOBEHTPUKYapHaTa
NPOBOOAMMOCT B pe3ynTaT Ha CcuHeprndHusi edekT Ha pAeara
ApoAyKTa.

EJJ,HOBpeIVIeHHOTO npurnoXxeHne Ha amiodarone hydrochlon




digoxin (rniopafu MOHWKeH AWroKCUHOB KMpbHC). Tlopaan Toea
TpsibBa Jja ce npocnefsea 3a HanW4Me Ha CUMNTOMKW  Ha
OUMMTanCoOBO NpefosnpaHe Npu Te3n NauueHT W KaTo npeinasHa
MApKa Aa ce Oonpefendr nrasMeHuTe HuBa Ha digoxin. Ako e
HeoBxoauMo, JO3NTE ce aganTupar.

Amiodarone hydrochloride moxe pa 3acwnyv gHTUKoarynaHTHUA
edreKT Ha aHTaroHucTuTe Ha BuTamuH K (phenprocoumon n warfarin)
U [0 MOoBULLIM pUCKa OT noABa Ha KpbBowsnme. [Mopagu ToBa NoO
Bpeme u cnep rneyedne ¢ amiodarone hydrochloride e Heobxogumo
No-4YecTo MOKRUTOpPYpPaHe Ha BpemMeTo rno Quick n ako e Heobxoanumo
fa ce aganTtupar [o3UTe Ha aHTaroHucTuTe Ha BuTamumH K.

[Mpn egHoBpemeHHO npunoxkeHue ¢ phenytoin, amiodarone
hydrochloride MoXe fa noBuLLK HETOBUTE CEPYMHM KOHLEHTPaLMU 1
La npefusBYKa CAMNTOMM Ha  (OEHUMTOMHOBO fpedo3npaHe
(Hanpumep 3pUTerHW HapyLUeHusl, TPemop, BepTuro). Bb3amoxHo
Hait-cKopo crief nosisa Ha CbOTBETHUTE CUMATOMUK € Heobxoanmo Aa
ce pegyuupat fosuTe Ha phenytoin. [TnasmeHnTe HuBa Ha (HEHUTOMH
TpsibBa ga 6bpart onpeneneHn nNpn HeobXoaANMOCT.

Amiodarone hydrochloride wmMoxe [a noBUlLM  CEPYMHUTE
KOHLUEHTpauun Ha ciclosporin 1 ga Hamann HEroBust KIUPBHC ¢
noseye ot 50%. lNopagy ToBa, ako ABaTa MNPOAYKTa Ca NPUNOXEHN
€0HOBPEMEHHO, € Heobxo4uMmo apanTupaHe Ha [o3aTa  Ha
ciclosporin.

Amiodarone hydrochloride moxe fa noBulLK NriasMeHuTe HUBa U Ha
ApyrM  aHTuapuTMuuM  (Hanpumep  XUHWAuH,  npokanHamug,
threkanHua).

ChlUecTByBa pUCK OT eKCLECUBHO YabmxKaBaHe Ha QT-nHTepBana B
KOMOMHaLIMA C NMOBWLIEH PUCK OT NOSIBA HA BEHTPUKYITAPHN apuTMnn,
BKItountenHo u  “torsades de pointes” npu enHOBpPEMEHHO
NPUNoXeHne ¢ aHTuapuTMuumM krnac | (kato XuHWAuH 1 ausonnpamug,)
W gpyrn adtuaputvmgu ot knac |l (Hanpumep sotalol), kakto n ¢
Opyryi  nekapcTBeHu npoaykt, yaobmkasawm QT-uHTepBana
(Hanpumep: vincamine, sulpiride, pentamidine i.v. u erythromicin i.v.).
[lopafon ToBa eQHOBPEMEHHOTO MPUNOXEHNE Ha Te3n JeKapCTBEHU
NPOAYKTY € NPOTUBONOKa3aHo.

Amiodarone mMoxe ga noBuLW MNasmMeHnTe HuBa Ha WHXMBUTopUTe
Ha CuHTE3a Ha XorfecTepona (aHTUNUNMWASMWYHKU §EKapPCTBEHN
npoaykth). Ipn Bucoku gosu simvastatin (80 mg/neH) e nosy




(mmonatus). [opajn Tasun npudmMHa npu KoMBUHMpaHa Tepanus
L03aTta Ha simvastatin He Tpsibea fa Hagsuwasa 20 mg AHEBHO.
EAHOBpEMEHHOTO  NPWIIOXEHUE Ha  canypeTuuy  (Harpumep:
hydrochlorotiazide, furosemide), rakcaTuBm, CUCTEMHMN
KopTukocTepouan, tetracosactide wunu amphotericin B iv. n
amiodarone hydrochloride noBuMwaBa pucka OT pasBUTUE Ha
XUNOKanMeMn4yHo NHAYLMpaHn apuTtMun (BkItounTenHo u “torsades
de pointes”).

EnHoBpemeHHoTO npunoxeHue Ha amiodarone hydrochloride wn
Kanuuesn aHTaroHucT ot Thna Ha verapamil u diltiazem unu 6eta-
afpeHepruyHy Onokepu mMoxe [a [OOBeAe [0  eKclUecuBHa
Opafvkappms, HapylueHnsi B aTPUOBEHTPUKYTapHaTa NPoBOANMOCT C
BUCOKa CcTeneH W [ONbLIHUTENHW KapANOAENpPECuBHN edekTu.
lopagn ToBa He TpsaAbBa pJa ce kombuHupatr amiodarone
hydrochloride u kanumeBu aHTaroHUCTW OT Tuna Ha verapamil w
diltiazem unn 6eTa-agpeHeprudHy Bnokepu.

HabmogasaHu ca pegks cniydaum  Ha  atropin-pesucreHTtHa
Bpapukapgus, crnad B KPBbBHOTO HanAraHe, HapylleHus B
NpoOBOANMOCTTa W pefyuMpad cbppeyer nebuTt, npu nauneHTn Ha
neyeHve ¢ amiodarone hydrochloride v nognoxeHn Ha 06Wa
aHecTesus. .

B otgenHn cnyyan ca HabnogaBaHW TEXKM  pecrnupaTopHK
ycrnoxHeHnua (woxkoeB 6san gpod, ARDS) rnaBHO nipy naumeHTw
HEeNnoCpeACcTBEHO CNEeA, XMPYPruvHu nHTepseHUMn. Bb3MOXHO € npu
TAX [a ce Habnwpasa v NOBMILEH TOKCUYEH edeKT Ha Kucropoga.
AHecTesnonoreT Tpabea ga Obae npeaynpefeH 3a JieYEHUETo C
amiodarone hydrochloride npenn xupypriuyHaTa NHTEPBEHLMA.

4.6. BpemeHHOCT U KbpMeHe:
Hama pocTaTh4yHO ONUT OTHOCHO CUIYPHOCTTA NPU NPUNOXKEHNETO Ha
NpoAyKTa no speme Ha BpemMeHHOCT.

Amiodarone hydrochloride n N-demethyl amiodarone npemuHaBaT
nnaueHTara 1 gocturaTt KoHUeHTpaumn B rnoga 10-25% no-HUcKK ot
TEe3n B Mfasmata Ha Mankata. Haw-dyecTute YCrOXHEHUS B
HeoHaTarnHuAa Nepuos ca HapylleHus B pacTexa, npeaeBpemMeHHOo
paxaaHe WU TUpPEeOWAHW  AUCKYHKUMKW.  XUNOTUPEOUANIBM,
Bpagvxkapansa n yabmxen QT-uHTepean ca Ounu KoHCTaTuUpaHw npu
oxorno 10% oT HoBopopenute. B oTmenHn crnyydam ca OTK
yBenuyeHa LnToBnaHa Xesa 1 tym Ha cbpueTo. Mandopmz




He ca Bunu yBenuwuenu. Hesasucumo ot ToBa TpsbBa Aa ce uma B
nNpeaBuL Bb3MOXHOCTTa OT NosiBa Ha ChpLe4Hu AedeKTy.

Mopagu BBLATUS nony-XueoT Ha amiodarone hydrochloride >xeHuTe,
KOWTO mckaT ga 3abpemeHenT, Tpsabea ga nnaHupar OpemMeHHoCTTa
Hali-paHO LUeCT Mecela cref Kpas Ha nedeHneTo, 3a pa usberHar
BAVSIHMETO Ha Mpoaykra BbpXy AeTeTo B MbpBMTE Meceun oT
OpemeHHOCTTa.

HokasaHo e npeMuHaBaHeTO Ha aKTuBHaTa CyDCTaHUMa U akTUBHUTE
MeTabonuT B MaluMHOTO MiisKo. Usmepumuy nnasmeHn HuBa ca
HabrniogasaHn ¥ nNpu KbpMeHnTe aela. AKo ce Hanara fnedyeHve B
nepvoda Ha rakrauus unn amiodarone hydrochloride e 6urn npnemanx
Mo Bpeme Ha OpemeHHOCTTa, KbpMEHeTo & Heobxogumo pga ce
usberxe.

4.7. EchekTn BbpXy criocobHocTTa 3a wodmpatHe 1 paboTa ¢
MaLMHM:

JleueHMeTo C TO3W FEKapCTBEH NPOAYKT W3MCKBa . PEAOBHO

MoHWTOpMpaHe. [lopn ¥ Korato TO3w NMPOAYKT ce npurara crnopepq

MpPeAnMcaHnaTa, peakTMBHOCTTa MoXe Aa Obae NpomMeHeHa Taka, JYe

Aa ce HapyLwm crnocobHocTTa 3a wodupaHe, pabota ¢ MallvHk 1 B

HECWUIyPHO MOJIOXKEHME.

ToBa naNcKeBa NO-BMCOKA CTEMEH Ha BHUMaHWE npean HavyanoTo Ha

TepanusaTa, Npu MOBWLLIABaHE Ha f03aTa WK CMAHa Ha MPOAYKTa,

KaKTo 11 B KOMDMHaLIMSA C anKoxon.

4.8. Hexxernanun riekapcTBEHM peakuuu:

Oun

MukpooTnaranusi ca OTKpUTW RO npefHaTa MNOBBLPXHOCT Ha
poroBuLaTa npyu nNoyTn BeuudkM naumeHT. OBWKHOBEHO Te Cce
pasnonarar B 3oHaTa Mof 3eHuuarta n Morat paAgKo ga npeanssrkat
3pUTENHW HapylleHnsn (3aMbIMEHO BKOAHE, 3puTErnHU NeTHa).
O6ukHoBEHHO Te u3desBatT 6-12 mecela cnep npekbcsaHe Ha
neyeHueTo ¢ amiodarone hydrochloride.

CrobuieHn ca OoThenHu cryyam Ha rnepmadeHTHa crnenora B
pe3ynTaT Ha HEBPUT Ha 3PUTENHIS HEPB.

Mo BpeMe Ha nedeHueTo ¢ amiodarone hydrochloride ce
npenopbyBaT PEeLoBHK OYHK nipernegu (BKrio4Baly yHAOCKONNs 1
uscrneaBaHe ¢ Wnvu-namna).




Koxa

Panko moxe Aa ce Habnoaasa hoToceHCMBUnnsauna ¢ rnoBULLIEHS
TEHAEHUMS KeM U3rapsiie oT CHBbHUETO, KOUTO MOraT ga AoBeaaT Ao
epuTteM 1 obpuB.

Mpu npoawiXuUTENHa Tepanusa 4YacTUTe OT THAMOTO, KOUTO ca
M3MOXEHN Ha CBbHYEBUTE JTbUM, MOFaT Aa ce XUNeprnurMeHTupaT v
KOXata [a CTaHe  4YepHo-BMONeToBa OO ThbMHO  CMBa
(ncefoumanosa). HopmanHuaT LUBST ce Bb3Bpblia 6GasHo 1-4
roANHW cref npekbCBaHe Ha NevyeHneaTo.

HoknageaHn ca criydan Ha pasBana ce eputemaTtosa npu
meyvetepanus. Cbobilenn ca 6unm v cniyyan Ha erythema nodosum u
PSAxko  creuyunduYHa  eksaHTema, BKMIOUUTENHO W cniyyau Ha
exccponmaTueer gepmatut. (Bwx cblyo T. 4.4 "CrieumanHm
MpeaynpexaeHns u npeanasHn Mepky npy ynotpeba”).

LHnToBuaHa Xesa

Amiodarone hydrochloride wuHxubupa TpaHchopMupaHeTo Ha
TUPOKCUH (T4) B TpuitogTupornuH (Ts) M MoxXe Aa [oBeAEe RO
MOBULIEHN HWBa Ha T4, KakTo W A0 TMOHWXEHW HMBa Ha Tg Mpw
KMUHWUYHO HENPUBMMYaLLYM BHUMaHWE (€YTUPEOWaHN) NaLUMeHTH.
Panko morar ga ce nosBAT AUCHYHKLMM B UMTOBMOHATA Kresa
(xuriep- nnu XUNoTPEoUan3LM).

CnepHute cumnToMy moraT fda GbfaTr nokasaTen 3a TUPeowaHa
ANCHDOYHKLMA:

lpu xunomupeoudusbm: yBenuYaBaHe Ha TErfoTo, WSTOLIEHOCT,
eKCTpemMHa Opapukapaws, HajBullaBalla ouyaksaHusi edekT oT
rnieueHneTo ¢ amiodarone hydrochloride.

Mpu xurnepmupeoudussm: 3aryba Ha TErro, Taxvukapawus, TPemop,
pas3fpasHUTENHOCT, TMOBULLIEHO W3NOTABAHE W HapylieH TOMMWHEH
TornepaHc, NoBTapALLM ce apuTMUM UMK aHrMHa NEKTOPUC, CbpAeYHa
HegoCTaTLYHOCT.

Onncanu ca Gunu NaumeHTn ¢ TEXbK XUNePTUPEouan3bM, B OT/AENHN
cry4daun AoBen SO CMBPT.

(3a npernean no speme Ha TepPaNeBTUYHUS Kype, AnarHocTuLmMpaHe
N TepaneBTUYHN MepKMn BMKX Cbllo T. 4.4 “CneumanHu
npenynpexneHus n npegnasHn Mepku rnpu ynotpeba”). '

ban apob
B pesyntar Ha OenogpobHarta TOKCMYHOCT Ha amig

hydrochloride e Bb3MOXHO fia ce pasBue aTunuyHa NHEBMO,




CUMITOM Ha peaKUus Ha CBPBbXYYBCTBUTENHOCT (CBPBLXYYBCTBUTENEH
MHEBMOHWT), anBeonapHa WM WHTEPCTULMAENHA [HEBMOHWA WK
dhunbpoaza, nnesput, obnnteprpall SPOHXNOIUT C MHEBMOHUS.
HenpoayktmBHa Kalinmmua u OucnHes ca MbpBUTE  Hal-4ecTu
CUMATOMW Ha OenofpobHUTe W3MEHeHWS, CMOMEeHaTU no-Trope.
OcseH ToBa MoraT fa ce Habnogaeat 3aryba Ha Terno, nosBulLeHa
TemMneparTypa, acTeHus.

Ako Tepanusita ¢ amiodarone hydrochloride ce npekbcHe HaBpewme,
cnomeHatTuTe  no-rope  GenofpobHm  M3MEeHeHus  M34es3Bsar.
HloknafasaHu ca OTHENHK CRyYam C NeTanes U3xos.

OrincaHn ca HAKOMKO crnyyas Ha pecnupaTopeH OUCTPEC CUHAPOM
Apy Bb3pacTHu (wokos Bsn apod) ¢ dataneHd W3Xoh B OTAESHU
criyyau, Hall-4ecTo cneg XMpyprityHn MHTEPBEHLIMN.

(3a npernezan no Bpeme Ha TepaneBTUMHUS Kype, OuarHoctuumpaHe
N TepaneBTU4HM Mepku BWX Cblo T. 4.4 "CneunanHu
npegynpexaeHns U npeanasHyu Mepku npu ynotpeda”).

[[acTpomHTECTUHANEH TpakT/yepeH Apod

YecTo ce HabriogaBar rafieHe u nospbllade. Psako moraTt pa
Bb3HMKHaAT abnomuHanta borka, YyBCTBO 3a NojyBaHe, KOHCTUNauums
1 aHopeKeus. '

Panko Moxe Ja ce Habnopasa OTAENHO NOBULUABaHE Ha CepyMHUTE
TpaHcamnHasK, KOeTo 1o NPaBuiio He € MHOIo U3paseHo.

Onucann ca pefku cnyyYyam Ha OCTbp XenaTuT (B OTAeNHW criydau
BOAEL} [0 CMBPT), XonecTatyHa XbIiTeHuLa u udepHoapobHa

Lpo3a.
B cnyd4an Ha KIMHWYHO 3HAQYUMKK  NMEPMAHEHTHO MOBULLEHU
YepHoApoBHN eH3uMMU, XoriecTaTuuHa  KbHTeHWUa nunu

xXenaTtomeranusl e Heobxoaumo fa ce obMuUcnM npekbCBaHe Ha
neveHneTo ¢ amiodarone hydrochloride.

Copue
Kato pesynratr oT capmakonoruyHus edekt Ha amiodarone

hydrochioride morat ga ce nosBAT cuUHycOBa GpafuKapAusi, KOSTO
MoXe Aa Obae no-uspaseHa Npu NalMeHTU B HanpefHana Bb3pacT
Wy B criydante Ha HapylleHa yHKUMS Ha CUHYCOBWUS BB3EM, Io
M3KMOYEeHne MoXe [a Bb3HWKHE apecT Ha CUHYCOBUS Bb3en.
Enextpokapgnorpamata nokassa CriegHUTE W3MEHEHWS: YOb




TepanusTta Tpsibea ga ObAe npekbcHaTa, ako ce NosBM mu3paseHa
Opapukapams unu apecTt Ha CUHYCOBUS BBb3EN.

B penku crniydam ce nosiBsiBaT HapylleHus B nposogumoctTa (SA-
6rniok, AV-6nok), B8 OTAenHW cniyyam e ©Owuna HabnogasaHa
acucTorns.

HabronaeaHn ca npoapuTMOreHHW edektu nog dopmara Ha
N3MeHeHns U BIioLLIaBaHE Ha apuUTMKUATA, KOMTO MoraT Aa fgoeegar
OO CWUAHO BriOlWaBaHe Ha cbpaedHata AeWHOCT C Bb3MOXeH
ChpAEeYeH apecrT.

OnucaHn ca otaenHu cnydau Ha torsades de pointes n kamepHu
dubpunaumm/mMexoeHE.

Opyrn HesKkenaHu NekapcTBEH peakUmMm

Psgko mMoraT pga ce nosBsaT ymopa, rnasoborvie, HescbHue,
KOLUMapW, BepTUro, TOHWKeHO nubnpo, mMuacTteHusi, Tpemop,
Hapyllera KoopAuHauus, napecresns, nepuepHin HEBpONaTumn Uin
aTakcus.

Panko ce noABsaBaT AUCTE3Nsl, KakTo 1 obpaTuma arnorneuus.

Pagko BBb3HMKBAT peakuun Ha CBPBXYYBCTBUTEMHOCT, KakTo W
BackynuT, TpombouuTomneHusi, MpPeXogHO HapylleHa OwbbpevHa
OYHKUMS 1 enuonganmMnT.

HabritogaBaHn ca OTHENHW CHyyYyau Ha XeMonuTMYHa  wunu
annacTuyHa aHemWs, KakTo M NOBULLEHO BLTPEYEepenHo HansraHe
(uepebpaneH nceBnoOTYMOP).

4.9. Npepo3upane:

OrpaHuyeHt ca [aHHWTE 3a OCTPO rnpegosnpaHe ¢ amiodarone
hydrochloride. MNpepoanpaHe € BL3MOXHO camo Npu NPogbLINKUTENHA
Tepanus B pesynTarT Ha creuudunyHaTa hapmakoKMHeTUKa.
CumnToMuTe ce cBexzaaTt 0buKHOBEHHO A0 cuHycosa Bpagukapaus,
CUHOGYPUMKYITapHW W HOoAarHW HapylleHuss B TMpoBEX[aHeTo Ha
UMMYFCUTE, KaKTo 1 NpeKbeBalll JeHoCTTa CROHTaHHU Taxmukapauu.
UHpoyumpaHata ot amiodarone Opaaukapaus e  atropine-
pesncteHTHa. [lopagy ToBa, npu HeobXOAMMOCT OT KOHTPOM ce
nocTaes BPeMeHHO NeNncCMenKsbp.

B cnyd4ai na ovakBaHO npeposupaHe nNalmneHTbLT Tpsbsa fa ce
rnoctasl nog HabriwogeHue nopagn apMakokMHeTMKaTa Ha
amiodarone hydrochloride, focTaTb4YHO NPOABLIMKUTENHO BpEMe Mnpw




Amiodarone hydrochloride ©u Heroeute wmeTabonuTM He ce
Aunannanpar.

5. @apmaKornorMuHu naHHu:

5.1. ®apmakoauHaMnUyHU CBOMCTBA:

B muokappa amiodarone hydrochioride uHxubupa usnuaaHeTo Ha
Kanui npes casa il Ha akuMoHHWA NOTEHUMan W MO TO3M HauyuH
CeNneKTMBHO yAbIDKaBa BPEMETPacHeTO Ha penonspusauusita u
pedpakTepHUs NEpUos Ha akUMOHHUA noTeHuwan (knac Il eekKT,
Aecunupan no Vaughan Williams).

ToBa BOAM OO MNOTWCKAHE Ha EKTONWYHWTE OrHMLa U re-entry
MexaHusmuTe, 6es Aa BnollaBa MUOKaPLHUS KOHTPaKTUIMTET.
Amiodarone hydrochloride peayuupa CKOpOCTTa Ha nposexaaHe u
YObIMKaBa pepaKkTepHoTO BpeEME B AONBIHUTENHUTE
aTPUOBEHTPUKYNAPHN MbTULLE.

YobrxaBaHeTo Ha 6GaBHaTa AWMAaCTONMYHA jenonsipnsauns B
noTeHUmana Ha neiicmelikbpa BoAM KO NOTUCKAHE Ha aBTOMaTHh3Ma B
Te3n TbKaHW W Jeuenepalum B cbpAedHata OENHOCT, KOeTo e
atropine-pesncTeHTHO.

Amiodarone hydrochloride riokasea 3aBucuma oT [o3aTa,
HEKOMNETUTUBHA UHXMOMUMA Ha anda n GeTa-agpeHeprnyHata
aKTMBHOCT, KOETO Ce UK3passiBa B KOpPOHapeH W BasogunaTaTuBeH
edbekT 1 nogobpsBaHe Ha KuchopoaHns GanaHc.

Amiodarone hydrochloride, npusnioxeH nepopanHo, He NOKa3Ba
3Ha4UM HeraTMBEH MHOTPONEH eeKT.

B criyyait Ha i.v. npunoxeHue e Bb3MOXKHA pPeayKUMs B MUOKapLHNS
KOHTP@KTUNUTET CIEL, UHXEKTUPaHETO.

5.2. dapmMaKOKMHETUYHU CBONCTBA:
Crien nepopanHo npunoxeHuwe okorio 50% oTr amiodarone
hydrochloride ce abcopbupa B racTpouHTecTuHanuusi TpakT. Crieg
npunaraHe Ha eqHoKpaTHa A03a ce JOCTUraT NnasMeHu HuBa creq 3-
7 4Jaca. Akymynaumsita Ha cyBCcTaHUMSiTA B MACTOTO Ha AeWCTBUe
Wnn  HacullaHeTO Ha MuokappaHata TbkaH € pellaBallo  3a
TepaneBTuYHaTa eduKkacHoCT. B 3aBMCHMOCT OT HacullalnTe [0O3U
HayanoTo Ha AElCTBUETO MOXe [a CE o4aKBa Cref HAKOMKO AHW 4O
ABe ceamuum.

MakcumanHo peiicTBue crnief MHXeKTUpaHe ce noctura cnepn 15
MUHYTW. TpepasnpenensHeTo B ThkannTe 1 6bP30To NOHMXA
nnasMesnTe KOHLEeHTpaumn ce goctura 3a 4 4aca. 3a Hac




TbKaHHWUTE pena Tepanuata Tpabsa ga Obhe nNpoabimkeHa
NHTPAaBEHO3HO UMY NMepopariHo.

Amiodarone hydrochloride uma pgbABr NOMY-KMBOT, Bapupaly
nhamsuayanHo mexnay 20 v 100 gHu. o Bpeme Ha HaculaHeTo
cybcTaHumsiTa akyMyrnnpa rfaBHo B MactHaTta TokaH. Steady state ce
nocTura B pamMKkUTe Ha €4MH A0 HAKonko meceua. [lopagn Tesn
XapaxkTepucTUKK NperopbynTeNHUTE Hacuwiawlym nosm Tpsidea ga ce
MPUIoXart, 3a fa ce nocturHe Obp3a ThKaHHa caTypauus, KOsiTo €
HeobxoAmma 3a NocTUraHe Ha TepaneBTnyHa ednKacHoCT.

(naBHUAT MBbT Ha eKcKpeums e npes YepHus Apob n xnvykaTa; 10%
OT cybCTaHUuATa ce ekcKpeTupa peHando. MNopaaun HuckaTa peHanHa
eKcKkpeLlns obudaiHaTa £03a MOXE [a Ce npunara U npu nauueHTu,
cTpaaalm ot 6ubpeyHa HepocTaThYHOCT.

Cnep npexbcBaHe Ha nedeHneTo ¢ amiodarone hydrochloride, Toii ce
eKCKpETNpa B paMKNTE Ha HSKOIKO Mecewa.

5.3. Npepknuununn gaHHu 3a 6e3onacHocT:

Ocmpa mokcu4Hocm

Octpata ToxcuyHocT Ha amiodarone hydrochloride e oThocuTenHO
HuMcka n ctoHocTuTe Ha LDso ca Hag 3 g/kg Tenecho Terro.
KnnsnyHuTe cumntomu ca 6unv nospbllyaHe npu KydeTa u edhekTn ot
cTpaHa Ha LIHC (cepauud, Tpemop, rspvoBe, ANCIHES) NPu rprsadin.

XPpOHUYHa moKcu4yHocm

MpoyuyBanust 3a XpOHUYHa TOKCMYHOCT ca fokasanu, 4e amiodarone
hydrochloride wuma nopoGeH TOKCMKONOrMYeH MOTeHUMan npu
XKMBOTHU W npu Xopa. Amiodarone hydrochloride e npu4nHun
bernoapobHo yepexgaHe kato ubposa wunmn dochonunugosa (Npu
XaMCTepu, NNbXOBE N KyyeTa), KakTo U yspexganna Ha UHC (npwu
riibxoBe). KucrnopoaHusT cTpec wn cBobogHWUTe pagukanuv: nmar
MHOTI0 BayKHO 3HauJeHue 3a nHayuupade Ha 6enonpobHo yepexaaHe.
OceeH ToBa amiodarone hydrochloride e npwumHun udepHoppobHo
yBpexnaHe npu nnexoBe. Edektute Ha amiodarone hydrochloride
BbPXY CEepyMHUTE nunugu morat Aa Obhar npuuYnuHeHn UHAUPEKTHO
OT NPOMEHIU B NMNasMeHUTe KOHLUEHTpaunu Ha TMpEOUAHNUTE XOPMOHMN.

TymMopozeHeH u MymazseHeH rnomeHyuar
Amiodarone hydrochloride e Bucoko hOTOTOKCUMYHA CyOCTaHLMS.
ColiecTByBaT faHHM, Y€ ce obpasyBaT CBOGOAHW LMTOTOKC




amiodarone hydrochioride. Toea moxe fa ooBefe He caMo [0 OCTpH
(OTOTOKCUYHM ~ peakumu, HO W f[o  yepexpaHuss B [AHK
(hoTomMyTareHHOCT) ¥ nocregpalyt HOTOKaHUEPOreHHN edexTu.
Te3an noTeHUManHO TEeXKW HexenaHu JiekapcTBeHuW peakuuun Ha
amiodarone hydrochloride He ca Bunn nscrnegpaHu
eKcrepumeHTandHo Ao cera. [lopagn ToBa He € UN3BECTEH
dhoTomyTareHeH ¥ hoTOKaHLEeporeHeH MnoTeHuwan Ha amiodarone
hydrochloride.

[MpoyyBaHe 3a KaHUEpOreHHOCT TpW MfbXOBE € Trokasarno, 4e
amiodarone hydrochloride e npefu3suMkan noeulleHa YecToTata Ha
chonmkynapHu TYMOpuW Ha LUMTOBUAHATA XUie3a (MpY MBXKU XUBOTHU
npy [o3n oT 5 mg/kg/aeH, npy XeHCKX XUBOTHWM npu fosn ot 16
mg/kg/aen). Cmarta ce, ye Tesn edrekTn ca NpuYnHEHN oT BINAHWETO
Ha amiodarone  hydrochloride  Bbpxy CcuHTe3aTa  Wunu
ocBobOXaBaHETC Ha TUPEOUAHM XOpMCHW. [lopaawn ToBa B TE3U
MpoyYBaHWsl HAMa [daHHM 3a KaHueporeHeH MoTeHuuan npu
TEpPaANeBTUYHOTO npunoxeHue Ha amiodarone hydrochloride npu
xXopa.

PeripolykmugHa moKcuyHocm

[Mpy naumerTy OT MBXKM MOoN crel NPoABIMKUTENHO NevyeHune ca
Bunn nsamMepeHn NoBuLLeHn cepymHin Huea Ha LH n FSH, xouto
MOKa3BaT Hanuyne Ha TeCTUKynapHa oUChyHKUKSA.

6. DapmanleBTUYHM JaHHNU:
6.1. CnucHLK Ha MOMOLLHMNTE BellecTBa:

Maize starch 30,00 mg
Lactose 1 H,O 48,00 mg
Polyvidone 25 6,00 mg
Magnesium stearate 2,30 mg

Anhydrous colloidal silica 1,20 mg

6.2. DU3INKO-XUMUUYHYU HECHLBMECTUMOCTH:
He ca nssecTHu.

6.3. CpOK Ha rogHocCT:

CpoKbT Ha rogHOCT € 5 roauHn oT fartarta Ha NPon3BOACTBO.
[MpopykTsT He TpabBa fa ce npurara crieq M3TUMYaHe Ha cpoka Ha
FO[HOCT, OTOErs3aH BbpXy ONakoBKaTa.




6.4. CneunanHu ycrnoBus Ha CbXpaHeHme:

MponoykTeT Aa Ce CbXpaHsiBa B OpuruHanHaTa onakoska, 3a fa ce
npepnasyu CbALPXaHUeTo OT cBeTnuHa!

[a ce cbxpaHsBa npu Temnepatypu nog 25°C!

6.5. [lakHK 3a onakoBKa
OpuruHanHa onakoBka, cbhabpXalia 20, 50 u 100 TabneTku.

6.6. lperiopbkn 2a ynotpeba:
Hama crielyanHu npenopweky 3a ynotpeba.

7. Vime 1 appec Ha npuTexartens Ha paspeLleHneTo 3a
yrnotpeba:

HEXAL AG

Industriestrasse 25

D-Holzkirchen, Germany

Tel.: +49-08024-908-0

Fax: +49-08024-908-290

E-mail: medwiss@HEXAL.de

8. PeructpauuoHeH HoMep B perucrspa:

9. lata Ha MbpBO paspeluaBaHe 3a ynoTpeba Ha
riekapcTBeHUS NPOAYKT:

10. [laTa Ha akTyanusaumsa Ba TeKcTa:
MapT 2003




