JiacToBKa: aEGoOpManEn 3a noTpebATENs

KOPIAPOH 200 mg Tabnerkn
CORDARONE 200 mg tablets
aMBoZaponoB xrapoxaopua (amiodarone hydrochloride)

IIpoveTeTe BAEMATEIHO HAJIATA JHCTOBKA NPEAH XA 3aNOYHETE A HPHEMATE TOBA 1eKapCTBO.

- 3amnaseTte Ta3H JHCTOBKA. MO>Ke Ia ce HAIOKHA Aa 9 NpOYeTeTe OTHOBO.

- AKO HMaTe HAKAKBH JOITHITHHTENHH BBIPOCH, onuTaiite Bammus nekap Hin dapMaLiesT, Wik
MEIHLMHCKA CecTpa.

- ToBa nekapcTBO € NpeAmicaHo eAHHCTBEHO M THuHO Ha Bac. He ro npeorcrenBaiire Ha ApyTH
xopa. To Moxke 12 UM HaBpeaM, HE3ABHCHMO, Y€ MPU3HALMTE Ha TAXHOTO 3afongBaHe ca
cblnHTe Kate Bamure.

- AKO IIONy4HTe HAKAKBH HEXXENaHH JIEKapCTBEHH peakuuy, ypeaoMere Bamun nekap wid
dapmanesT, WTH MeAHIAHCKA cecTpa. ToBa BKIIOYBA H BCHUKH BB3MOMKHH HEXXEaHH PEaKiHH,
HEOTMCAaHH B Ta3H MHCTOBKA. Bipkre Tovka 4.

KakBo ¢hbILp#a TA3H JIHCTOBKA: M3NLMHNTEARA R

1. Kakso npencrapnasa Kopaapon 200 mg H 3a KakBo ce HaIdios<a - fipunoxeius 2

2. Kaxso Tpatsa na 2Haere, npean na npHemere Kopaapon 2 Q(B}Ep oo, Mo 98\)003\2

3. Kak ja npuemare Koppapon 200 mg — - 3 j

4. BuaMoauW HeKeNaHy peakiyy BoHAHD 7 }
Paspewenus N2

5. Kak na crxpanssate Koppapon 200 mg 1 D U 1 Zﬂﬂ

6. ChabpakaHHe Ha ONIAKOBKATA M ACIHIHATENHA HHGOPMALHN L T —

1. Kaxso npencrapnssa Kopaapon 200 mg B 33 KakBo ceé HINOJI3BA

Kopnapoh cnaaa kbM dapMakoTepanesTHyeH knac: ArTHapaTMHUH, Kiac 111,

Ipennara ce non gopMata Ha TabneTkH.

Tosk nekapcTBEH NPOAYKT ¢e MpHJIara 3a JIedYeHHe U NpoQHNaKTHKA Ha ONpec/ieHH HapyLIeHHA Ha
CHEPACYHHA PHTBM.

2. Kaxeo Tpa6ea Aa 3uaere, upean Aa npaemete Kopaapon 200 mg

He npuemaiite Kopaapon 200 mg npH cieIaATe CIydan:

® HIBECTHA AEPrHA KHM HOJ MJIH KbM aMHOAApOH, WIH KbM HAKOE OT [IOMOIIHMTE BELIECTBa Ha
NEKAPCTBEHHS MPOTYKT

& HapyIlIcHHA BbB (JYHKIMATA HA IIHTOBHAHATA XT3

¢ NIPH HAKOH PUTHMHH HApyLICHHS WHIM HAPYIIEHHS B IIPOBOAHMOCTTA

® 3HAYMTENHO 3a0aBAHE HA CHPACIHNA PHTEM

o pk GPeMEHHOCT, OCBEH NPY U3BHHPEHH 00CTOSTEICTBA

® KEpDMEHe

» B KOMOHHALMA C IEKAPCTBEHA MPOAYKTH, KOHTO MOraT Ja pean3BHKaT “torsades de pointes™
(cepHo3HH HapyllleHus Ha ChpieqnHs pHTEM) (BiokTe [IpueM Ha APYTH JeKapcTBa)

® aMHOIApOH He TpAGBA Ja ce BIHMA OT felia, MpexkaespeMeHHo poaeHn Gebera MK KbpMadeTa

IMpeaynpesxeHHn H NPeINAIAE MEPKH
Hndopmupaiite Bamug nekap npu NoAea Ha HeOGHYAeH 3a/TyX, 3aTPYAHEHO THINAHE, HITH C
KAIIUTHIIA, CAMOCTOATE/IHO WIH NPAAPYXKCHA ¢ BIIOIIABaHE Ha 0DIMOTO ChCTOAHHE, YMO
MpOALIDKHTENHA HIH HEOGACHUMA TPECKa, pascTpoiicTBo, 3aryGa Ha Terno, Gonka B
HapyIIEHO BHX/aHe WIH MOBTOPHA NOSBa Ha ChpLcOHeHe.
JKupoTo3acTpamapalny KK OOPH (aTaTHK KOXKHH peakLH CHHAPOM Ha Stevens-J
TOKCHYHA eMHAcpmanita Hekponnza (TEN). Ako cHMNTOMHTE HITH IPH3HAILMTE TIPH




NPOTPecHBEH KOKEH OOPHE YECTO ¢ MEXYPH WIH JIMTaBHYHH JIE3HH), JISYEHHETO ¢ AMHOAAPOH Tpabpa
He3abaBHO Ia ce MPEYCTAHOBH.

ITo Bpeme Ha nedenue ¢ Kopnapon 200 mg na ce u304rsa HaaraHe Ha CrbH4Y€Ba CBETIIHHA 34
TNIpEAOTBPATABAHC Ha €BCHTYAITHA PCAKIIHA HA KOXKATa, HOJIOGHEI Ha CABHYCBO H3TapAHE.

ITo Bpeme Ha neyeHwe © AMHOJAPOH Ce IPOBEHKAAT JIaGOPATOPHH TECTOBE 3a H3C/IE/ABAHE (PyHKLMMTE
Ha IMTOBHIHATA XKJIe3a H YepHHA Apob.

CiyuaH Ha Texka, BE3MOXKHO XKHBOTO3acTpalnasama Opagukapaus (HHCKa ChpOSYHA YECTOTA) H
chpAieueH Onok ca 61H HaGIIFOIABAHH KOTATO AMHOAAPOH € H3MON3BaH B KOMOHHALMA CBhC
coocOyBHp caMocToATENHO WM B KoMOHHaums ¢ apyry xenatur C (HCV) aupekTHO neicTeamy
npoTHBOBHpYCcHM (DAA) nekapcTea KaTo JakiaTacBHp, CHMENPEBHP HIH JIETATIACBHD.
CnepoBaTento, €THOBPEMEHHOTO TIPHIATaHe Ha Te3H areHTH ¢ AaMHOJApOH HE c¢ NMpenophyBa. AKo
e/IHOBpPEMEHHATA yrotpefa He Moxe fa ce w3berte, naipeHTHTe TpAbBa Aa 6BIaT NPOABIDKHTEHO
HabmopapaHK noHe 3a 48 yaca B noAxoAswa GonxuuHa 06CTAHOBKA.

MNMarmenTy, nomyyasatny iekapersa 2a XenatdT C ¥ aMHOJAPOH, C WiH Ge3 APYTH JIEKapeTBa, KOHTO
3a6aBAT CBpAEHEHA MyJIc, TPAGBA Ja Gbaa npeaynpeseHy, ako BE3HAKHE GpafiHKapans H ChpAeUeH
Gnok (BaoLena NPOBOAHMOCT HA HMITYJICA TIPE3 CHPLIETO, KOETO BOJAM O HAPYIIABAHE HA CHPACYHATA
JeHHOCT) Ja MOTHPCAT CMELUIHO MEHUIIMHCKA MOMOLIL,

Hudopmupaiite Baums aHecTessosor, aKo NpeH ONEPALMATA CTe ¢ JIEKyBalH ¢ aMHOIAPOH.

Axo Bre cTe B ciHCBKa Ha YakalmpTe ChpACYHAa TPAHCIUIAHTALH, BaumaT nekap Moxke Ja NPOMCHA
Bamero neucHue. ToBa ¢ 3aI0TO NPHEMBT Ha aMHOAAPOH NPEeIH CHPACYHA TPAHCIUIAHTAIMA OKA3Ba
TIOBHILIEH PHCK OT KMBOTO3ACTPALIARAINO YCIOKHEHRE (IThPBHMHA NHCPYHKIHA HA IIPHCAZKaTa), TIPH
KOETO TPaHCIUIAHTHPAHOTO CHPLIE CMpa Aa paboTH MpaBWITHO B PAMKHTE Ha ITEPBHTE 24 1aca cnet
OTIEPALHATA.

Be3zonacHocTTa 1 edexTHRHOCTTa Ha Kopaapon 200 mg npu neAMaTpHYHY NALIMEATH HE € YCTAHOBEHA.
IMTopanu ToBa, He ce MpenopbuBa ynorpebara My IpH TAX.

I'osopete ¢ Bamms nekap win dbapmanesT, npeau aa npuemere Koppapon 200 mg ako:

* BHe npHeMare nexkapcTBo ChObpXKAIIo codocOYBHp 3a NeveHne HAa XenaTHT C, Thil KaTo TOBAa MOXKE
Jla IOBEJIE 10 KHBOTO3acTpalnasamo 3abaesare Ha Bamata copaevHa aeinoct. BalmMaT nexkap Moxe
Ja oOMUCTH aTTEpHATHBHY JiedeHHA. AKO JICUEHHETO ¢ AMHOAApOH H codocOyBHp e HeobxonHuMo,
Bne moxe 21a ce Hy)aaeTe OT AOMBIHATENHO NMPOC/IEASBaHE Ha CHPAEYHATA JEeHHOCT.

Kopaapon 200 mg Tabnerkn Moke Xa IOBHIIH eeKTa Ha CITEJHHTE JIEKAPCTBA:
LMKNOCIOPHH, TAKPOMMMYC H CHPOJIMMYC — H3MON3BAHH 3a MPeA0TEPATABAHE HA OTXBBPIIAHE HA
TPaHCILIaHTATA.

He3abaBRo kaxere Ha Bamua nexap, ako noHacTosIeM npueMaTte JeKapcTBO, ChABPKAIID
cotocOyBup 3a iedente Ha Xenatut C H aKo N0 BpeMe Ha JIEUEHHETO TIONTyIHTe:
+ GaBeH HIH HEPABHOMEPEH MYJNIC WIH [POOIIEMH CBC CHPACYHHA PHTBM;

* 3371yX HIH BJIOIIABAHE HA CHIISCTBYBAI 3a0YX;

* fonka B repaMTe;

* IpPUMANISBAHE;

* chplebHeHe,;

* CBCTOSHHE, ONM3KO N0 NPHIAaZBK, WM NPHIATHK.
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Jpyra nexapcrea ¥ Kopaapon 200 mg
Hudopmupaiire Bamus nexap HIH hapMaueBT ako npueMare, HACKOPO CTe IPHEMATH HITH €
BB3MOKHO 13 IIpHEMAaTe ApYyTH JICKapcTBa.

Kaxere na Bamus nekap, ako NpHeMarte HAKOE OT CIIEAHUTE JIEKapCTBa:
-cothocOyBHp, H3MOM3BAHO 32 JICUeHHEe Ha XenaTur C.

[1poTHBOMIOKA3aHO € EAHOBPEMEHHOTO ICUEHHE C JIEKAPCTBEHH NPOYKTH, IIPEAH3BHKBAIH “torsades
de pointes” (CEpHO3HM PUTEMHH HapyLIEHHS HA CHPLETO) KATO — AHTHAPHTMHIMA OT Kiac la, coTanon,
OenpHonT; HeapUTMUYHK AreHTH KATO BHHKAMMH, HAKOH HEBPOJIENTHIH, H3ANPHA, HHTPABEHO3EH
ePHTPOMMLHH, IEHTAMHIHH (TIPHJICKEH NIAPEHTEPATHO), IOPAJH BHCOK PHCK OT TIOTEHLHANHO
CMBPTOHOCHH “torsades de pointes”.

He ce npenopteiea xOMOHHHPAHOTO JICUEHHE CHC CIIGIHATE JICKAPCTRCHH NMPOAYKTH:
- bera-6nokepn u 3a6aBAlH CHPAEHHATA YECTOTA KANLHEBH AHTAINOHHCTH (BEpanaMul, TUITHA3EM).
- CTHMynHpaiii TJaKCaTHBH, KOHTO MOTAT JA MPEeAH3BHKAT XHTIOKAIHEMHA.

Heofxonnma € BHHMaTeNHa OlieHKa aKo ce Hajlara KOMOHHHpaHO NeYeHHe ¢ JICKAPCTBA, YAB/DKABAIIH
QT-unTepBana, Thi KaTo pUCKBT OT torsades de pointes Moe fia ce YBGITHYM ¥ naMenTHTe Tpadsa Aa
6Baar npocenABaHH 3a yawbkaale Ha QT uHrepsana.

OnyopoxuuoNnoHNTE TpaOBEa A3 ce H30ATBAT NIPH NALMEHTH, [ONYYaBalllH AMHONAPOH.

KoMOuxHpaneTo Ha aMHOZapOH ChC CIIC/IHHTE ICKAPCTBEHH NPOIYKTH, H3HCKBA MOBHLIEHO

BHHMAaHHeE:

- Jlekapctra, yaemkasami QT wATepsaia.

- JluyperHin, NpeaH3BHKBAIH XHITOKATHEMHA (ITOHIXKEHO HHBO Ha KANHA), CAMOCTOATENTHO HIIH B
KoMOHHaMs.

- CHCTeMHH KOPTHMKOCTEPOMAH (ITTEOKO-, MHHEPAT-), TETPAKOCAKTHA,.

- AmdorepunuH b (MUHTpaBEHO3€EH).

- Obum arecTeTHIM.

Kopaapon 200 mg Moke /ja 0Kaxe BNHAHHE BEPXY C/ICIHHTE TEKAPCTBEHH NPOAYKTH:

- JHTHTATHCOBH JIEKAPCTBEHH NPOAYKTH (32 HAMAJIABAHE HA CHPACHHATA YeCTOTa)

- naburaTpaH (pHCK OT KbpBEHE)

- BapdapHH (AHTHKOAryJIaHT) — YBEJIMYCH PHCK OT KbPBEHE

- (eHMTOHH (B ciy4aii Ha KOHBYJICHH)- MO3KeE Aa A0BEAE AO NpeJO3HpaHE HA (PEHHTOHH, KOETO BOAH
A0 HEBPOJOTHYHA CHMITTOMATHKA

- (mexanHHA (AHTHADUTMHYEH JICKAPCTBEH NPOAYKT)

KoMOuHMpaHeTO Ha CllefHUTE JIEKAPCTREHH TIPOAYKTH ¢ AMHOIAPOH, MOXKE Ja J0Be/ie JI0 MOBHLIABAHE
Ha TOKCHYHOCTTA HM: LMKJIOCIIOPHH (MMYHOZRenpecaHT); Genrani (3a 6011ka); CTATHHH (XO0IeCTEPON
NOHIDKABALIH areHTH); THAOKAHH (AHECTETHK); TAKPOIMMY¢ (Ciie]] TPaHCIUIAHTAIMA); CHicHadm,
MHAa30/1aM (YCTIOKOHTENHO, H3MON3BAH0 APeIonepalHOHHO), TPHA30JAM (ChHOTBOPHO),
JOUXHAPOEProTAMHH (34 JIe4eHHE Ha MHTPCHA) €ProTaMuH (32 IeYeHHe HA MHTPEHa), KONXHIHH (32
JIeYeHHE Ha TTOJArpa).

Apyrd B3anMozelicreua ¢ Kopnapou 200 mg

CHMEIPEBHP HIIH JICTHTIACEHD) HE CE MPEMOPBYBA, Thil KATO MOMKE A JOBENE A0 TeKKa Y/
caMIToMaTHaHa Opagukapnud. [IpuursnTe AoBenH A0 OpaaHKapHA He ca HIBECTHH.



AKO €IHOBPEMEHHOTO NPHIArane HE MOXe Ja ce maderke, ce npenopbuba cTporo HabGmoneHue Ha
ChpAcYHaTa NeHHOCT.

Kopaapon 200 mg ¢ xpana B BAIIHTKA
Ilpenopr4pra ce na ce u3darea cok ot rpefindpyT No BpeMe Ha JiedeHHE ¢ AaMHOIAPOH.

BpeMeHHOCT H KLpMene

Ilocveemeaiime ce ¢ Bawun nexap wu gapmayeem npedu ynompebama ra Koemo U 0a e AeKapCimeo.
AMHOZapOH He TpabBa Na ce H3MON3BA 1O BpeMe Ha GPeMEHHOCT. AMHOAAPOH € NMPOTHBOIOKA3aH No
BpeMe Ha KEPMEHE.

IMlodpapane 1 paGoTa c MAIAER
Kopzapor 200 mg He noeaussa cniocobHOCTTA 3a wodupane H paboTa ¢ MalllHHA.

Koppapon 200 mg chabpxa JakTo3a.
Henoaxoasim np# Xopa ¢ JaKTa3Ha HEAIOCTATBUHOCT, TANAKTO36MHA WIH TIIIOKO3€H/TAJaKTO3eH
CHHAPOM Ha ManaGcopOuma.

3. Kak aa npremate Kopaapon 200 mg

Bunazu npuemaiime moea rexapcmeo mouno xaxmo Bu e xazan Bawuam rexap wiu papmayeem. Axo
HE CMe CUZYPHU 6 HEWO, nonumaiime Bawus nexap uru dapmayesm.

HHauBnAyainata 4034 € pa3IH4Ha 38 BCEKH OTAENeH CiTydaii, HO 0OMKHOBEHO NpH:
- Hayao Ha Nedenne: 600 mg (3 Tabnerku) qHeBHO B NpoaAwDKeHue Ha 8 o 10 xHu.
- NoANBpKALIO NedeHre: | Tabnerka or 200 mg Ha 2 aHu Ao 2 Tabnetku (400 mg) AHeBHO.

JlekapcTBOTO ce npueMa Mpe3 YeTara.

Tabnerkure MOraT Ja ce MpHEMAaT npefiM, o BpeMe HIH HE3aBUCHMO OT XPAHEHHATA.

OTHOCHO NPONREKMTENHOCTTA Ha YroTpeba, HeoOXoAMMO € 1a ce CNa3Ba CTPHKTHO MPENHCAHHETO
HA JIeKyBAIINA JIeKap.

Vnorpeba npu ae1a v IoHOWW
HaunuTe 0THOCHO epHKaCHOCTTa WM Ge3onacHoCTTa IPH Jella ca orpanMucHH. Bauius nekap e
TIPELICHH NOJXOAAIIATA 033,

JA HE CE ITPOMEHSA WK CITHPA JIEYEHHETO BE3 JIEKAPCKH CEBET.

AKo cTe npHeJH noBege 0T HeobGxoaumMara xo3a Kopaapon 200 mg
B cayuyait Ha npenoszHpanse CeMHO ¢e KOHCYITHpaiiTe ¢ Bawns sexap wiH CBC CHEUHAIH3HpaHa
TOKCHKOJIOTHYHA JIa00paTopHA.

AKo ¢Te NPONYCHEANE Aa npHemete Kopnapon 200 mg
Tlpx nmponyckane Ha NpHEM Ha JICKAPCTBOTO, 0GMKHOBEHO He CHIIECTBYBA ONpeNeAeH PHCK 3a Bac.
He ezemaiime 0sotima 0o3a 3a cMemxa na nponycHamama.

AKO umame HAKAKEU CONBAHUMERHU ELIPOCY, CEBP3IANU C yRompebama Ha mosa NCKAPCMBO MONA
nonumaiime Bawuua nexap wiu papmayesm, wru meduyuncka cecmpa.

4, BuiMokHE HexeJAHHR PeakuuH

Kawxmo ecuuxu nexapcmad, mosa Iexapemeo Modice 0d npeds3euka HEXCETanY PeaKyul,
acexy 2u nomnasa,




Wngopmnpaiite nexyBamus Bu jiekap 3a nosBata Ha BeAKa HeXesiaHa JIEKapCTBEHA PEAKIHA, Thid KaTo
Camo ToH MOXKe 4 IMpelieHH Jak Tpa0dBa Ja NPoALIKHTE WIH CIPETe TEYSHHETO:

Hsnonspana e chefiHata WiaCHPHUKAUMA HA HECTOTATA:

Manoro 9ecT Han 10%

YecTn 1 mo 10%

Heuectn 0,1 no 1%

Penxn 0,01 no 0,1%

Mnoro peakn nox 0,01%

C nen3BecTHA 9€CTOTR OT HanHYHHATE JaHHH HE MOXE
Na Onle HanpareHa OLICHKa

Mnoro JecTn (Moxke A3 3acerpat mopeue or 1 ua 10 gymu)
®  3PHTEJIHA CMYIIEHHA (3aMBINEHO BHKIAHE WIH OLBETEHA 30Ha OKOJIO NMpeMETHTE),
*  KOXHH DSaKiHH IPH HIIaraHe Ha cirbHUE (QoTOUyBCTBHTENHOCT),
® HapymeHHS BLB QYHKUHATA HA LIHTOBH/IHATA 3Je3a 6e3 KIHHWYHH NPH3HALM 33
3abonapane,
YBEITHIEHHE B CEPYMHHTE HMBA HA HAKOM YEPHOAPOGHH ¢H3MMH (TpaHCAMMHA3H),
XPAHOCMHJIATENHH HapylIeHus (raaeHe, NoBpLaHe, NPOMEreH BKYT).

YecTa (Moxe a2 3acernat Ao 1 ma 10 xymn):

®  CHBO OLIBETABAHE HA KOXKAT4, TIPH MPOTB/DKHTENHO JICYEHHE ¢ BHCOKH J03H,
o0HKHOBEHHO OOPATHMO ¢lie] NMPEYCTaHOBABARE HA JIEHCHHETO,

¢ 3abonABaHe HA IIHTOBUAHATA HIE3a (HATBIHABAHE, YYBCTBHTEIIHOCT KBM CTYA, yMOPa,
i obpaTHo 3aryba Ha Termo H JHapus),

s JHXATEJ]HH HApYUIeHHA (3aTPYAHSHO AHIIAHE, 3a0yX, MOBHIICHA TEMIECPaTypa, CyXxa
KallLTiIia),
Tpenepene,

¢ HApYWICHHA HAa CHbHY, BKNIOUYMTENHO KOLIMAPH,
OCTPO UepHoApoOHO 3a0oasBaHe WA KHLATEHWIIA, KOSTO MOXEe Ja C& OKAXKEe MHOTO
CepHO3Ha,
3a6aBeH CLPACUCH PHTEM,

s  HaMaieHoO CeKCYATHO XKeNAHHA

Heqect (Moxke A3 3acernar Ao 1 pa 100 aymn)
® HapylIeHHs B CLPASYHATA MPOBOHMOCT,
*  YBpeXIaHE Ha NepHepHHTe HEPBH (MpaByUKaHe, UITPHABAHE HA KpaHUimTe),
»  MycKyJHa cnaboct u Gonka (obuxHOBEeHHO 0OpaTiMa NpH CIHpade Ha JIEKAPCTBOTO).

Mnoro peaxs (Moxe aa 3acersat go 1 aa 1000 xymn)

+  HAMANEHO 3PeHHEe, KOETO MOXKE f1a POTPECHpa [0 CICHOTA,

¢ KOXKHH PEAKUMH, CEC 3a9epBaBane 4 copbex,

* Kocomag,

e JMXaTe/HW HapylleHus (3a/lyX, CBHPKAHe B MBpP/IMTE) IPH NTALHEHTH C aCTMA, TEXKH
HapyIIEHHA Ha AMXaTenHara GYHKIMA, ROHAKOra ¢ (araneH Kpaii, OOHKHOBEHHO IPH
TAlHEATH B HANIPCAHANA BE3PAcT, SN OTepauis,

XPOHHHMHO YepHOAPoOHO 3abonABaHe,

3HAYMTENHO 3a0aBAHE HA CHPACTHMA PHTEM,

HamajlcHHE B Opod Ha TPOMDOLIMTHTE B KPHBTA,

6p6peuro yBpexaaue,

rinasobonue (npu rnasobonme, KOHCY/THPANTE ce © JEKap),
BL3NAJICHHE HA CTEHATA Ha KPHBOHOCHHTE ChJOBE, HMIIOTEHTHOCT, €

C Ren3BecTHA HecTOTA (OT BANNYHATE NAHHS He MOAKe A2 Dhae nanpabena ouen



6esonpobeH KPLBOH3ITHB,

*  AHTMOHEBPOTHYEH OTOK (0TOK Ha Quincke),

YPTHKApHA, eK3eMa, TEKKH KOKHH PeakiliH, OHSKOra (GaTanHH, BIIIOYHTEIHO TOKCHIHA
eMHICPMATHA HeKpoMu3a/CHHAPOM Ha Stevens-Johnson, SynozeH AepMaTHT H
NIEKAPCTBEHH PEaKIMH ¢ €03HHOGUIINA H CHCTEMHH CHMITTOMH,

CEPHO3HH PHTHMHH HapyIneHHA He cupileTo (,torsades de pointes™),

rpaHyioM (OTBHINE Ha B3NaneHke), BKIOUUTE/IHO TPaHYJIOM Ha KOCTHHA MO3EK,

e  [IAHKPEATHT, OCTHP MAHKPEATHT (OCTPC BHL3NAJIEHHE HA MTAHKPEaca), CyXoTa B ycrara,
3amnex,

» aHadunakTHYHA/aHADHUTAKTOHAHA peakund (TEKKa AIEPTHYHA PEaKLHA ), BKIIOUHTETHO H
IHOK, 3ary6a Ha aneTur,

®  MAPKMHCOHHIHM, TAPOCMEA (RApYIICHUS B OOOHAHHETO),

CECTOAHHE Ha 00BpKaHOCT/ NemHpHyM (ObnHYyBaHE),

aymyc nopobed cHApoM (3abosBane, IPH KOETO HMMyHHATA CHCTEMA aTaKyBa paiidvyHH
4aCTH Ha TAJIOTO, NOABABA ce Gonka, CkOBAaHOCT H OJYBaHe HA CTRBHTE H 3aYepBABaHe
Ha KOXaTa, NOHAKora ¢ ¢opMaTa Ha KpHIIa Ha Nenepya BbpXy JHMHETO),

*  KHBOTO34CTPALIABAIUO YC/IOMHEHKE CIICA CHPAEHHA TPAHCIUIAHTAIAS (TEPBUYHA
JMCGYHKIMA HA NPHCAJKATA) NPH KOSTO TPAHCTIIAHTHPAHOTO ChpIie CIHpa A2 paboTH
npasuiHo (BT Touka 2, [Ipeaynpexaennd 1 NPeANasHA MEPKR),

BiknaHe, YyBatie WM ycelllaHe Ha Hellld, KOHTO He ca ACHCTBUTEIHH (XATOIMHAHN)
Moxe Ia nomydaeare no-uecro Hudexuun ot o6ukHOBeHO. Tosa MoXke na 61ae
NPHYHMHEHO OT HaMa/IABaHe Ha GpoA Ha HennTe KPHBRHH KNETKH (HEYTPOTICHHA ).

» Pasxo HamansBane Ha 6poA Ha OenuTe KPHBHH KIETKH, IIPH KOETO HMA MO-TOMIMA

BEPOSTHOCT OT HHeKUMK (arpasynoumrosa).

Cobolmapane Ha HeXeIAHH PEAKIHA

AKO MoNyYMTe HAKAKBH HEXEJIAHH NIEKAPCTBEHH Peakliiy, yBeioMeTe Balna nexap uinx dapMaliesrt.
Topa BK/nOYBA BCHYKH BPB3MOXKHH HOOMHCAHH B TA3W MHCTOBKA HekKeNaHW peakupy. Moxkere ¢ouio Aa
CHOOIIATE HeKENaHH Peakipiy FHPEKTHO Ype3 W3mbIHHTEHA areHIMA 10 JiekapeTaara ya. ,,Jlaman
Ipyes” Mo 8, 1303 Codmsn, Ten.: +35 928903417, yebeaiit: www.bda.bg.

Karo crobinaBare HexelTaHH peaKiiig, MOXKETe X3 AafeTe CBOA MPHHOC 38 NOJIyUaBaHe Ha NOBEYe
HH(OPMALHA OTHOCHO 6€3011aCHOCTTa Ha TOBA JIEKapCTRO.

5.  Kax ga coxpanssate Kopaapon 200 mg

Ha ce cexpanssa npu TeMnepatypa noa 30°C u Ha 3aMHTEHO OT CBET/IHHA MACTO.

Ha ce chxpandpa Ha MACTO, HEAOCTHITHO 3a JeLia.

He m3nomssaiite Kopaapon 200 mg criex cpoka Ha rogHocT OTO€/M3aH BLPXY KAPTOHEHATA OTIAKOBKA.

6. ChabLpKanni HA OAKOBKATA H IONLJIHHTEIHA HEQOPMANHES

Kakno coanpxa Kopaapon 200 mg

- AKTHBHOTO BEIGCTRO € aMHONAPOHOB XHApoxaopHA (amiodarone hydrochloride) 200 mg

- JApyriTe CHCTABKH Ca: JIAKTO3a MOHOXHMAPAT, LAPEBHYHO HHILIECTE, HOBHAOH, CHIIMLHEB
JOHOKCH]I, KoNoHACH Ge3BoNeH, MaTHE3HEB CTeapar.

Onaxokara ceabpska 30 TabGnerkn B PVC/anymuanuesn 6mmcteps (3 6mactepa x 10 TabreTxe Wan no

2 6nucrepa X 15 TabrneTkH), NOCTABEHH B KyTHA.

IpaTexaren HA pAlpemeaneTo 33 ynoTpeda

sanofi-aventis groupe
54 rue La Boétie




75008 Paris
Opanuns

IIpon3soanTen

Sanofi Winthrtop Industrie
1, rue de la Vierge
Ambares et Lagrave

33565 Carbon Blanc Cedex

Ppanis,

Opella Healthcare Hungary Ltd.
2112 Veresegyhéz, Lévai utca 5
VYurapus

HITH
sanofi-aventis, S.A.

Ctra. C-35 (La Batlloria-Hostalric) Km. 63.09

17404 Riells i Viabrea (Girona) — SPAIN

3a JOTBIHATEHA HHOPMAIIHA OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPYKETE CE C TOKAIHHA
NPeACTABHTEN HA NPHTEXKATENIS Ha pa3peLieHHeTo 3a ynorpeda:

Cyukc Buodapma EQOJ, Ten.: +359 2 4942 480

JIaTa Ha NOCCHHO NPEPAITALKIARE HA ARCTOBKATA: sHyapu 2022 1.




