B. IHCTOBKA



JIncroBka: HEPOPMANHE 32 NANHEHTA

Amaputon 200 mg TBHpAE KANCY/IH ¢ YAb/DKeRo 0cBob0XK1aBaAHE
Almarhyton 200 mg prolonged-release capsules, hard

Pdnexaunny auerar (Flecainide acetate)

IIpoueTeTe BHEAMATEIHO AJATA JECTOBKA NPEeAH AA 3AN0YHETE A HPHEMATE TOBA JIEKAPCTBO.

- 3amasere Ta3H IMCTOBKA. Moxke a ce HAIOXKH Aa 1 NPOYeTeTe OTHOBO.,

- AKO MMaTe HIKAKBH JIOITHJIHHTEIHH BBIPOCH, ronuTaiite Balmar iexkap win GpapMauesT.

- Toea nexapcTBo e npeanucaHo auIHO Ha Bac. He ro npeotcrensaiire Ha Apyr# xopa. To Moxke
la HM HaBpEIH, HE3aBHCHMO Y€ NPU3HALIMTE Ha TAXHOTO 3ab0ssiBaHe ca chIUMTe KaTO Bamwre.

- AKO MONydYHTe HAKAKBH HEXEMAHM JICKAPCTBEHH pEaKuWH, yBeAoMeTe Bamuar nexap HiM
¢apmanerT. ToBa BKMOYBA H BCHYKH BB3MOXHH HEXEJAHM peakldM, HEONMMCaHH B TasHd

JTUCTOBKA. BrixTe TOouUKA 4.

Kaxso ChAbLPDHA Ta3H JACTOBKA
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6. CpABpKAHHE HAa ONMAKOBKATA H JOITHJIHATEIHA HHPOpMALas
1. Kakpo nmpeacraBisBa AMADHTOH TBHPAH KancyJH ¢ yAb/UKEHO OCBOOOXKIaBaHE H 3A

KARKBO €€ H310J13BA

AMapHTOH TBBPAH KAlCyJH ¢ YABRDKCHO OcBOOOKAAaBaHEe NPHHANJICKM KbM [PyNnara JSKapCTEa,
KOMTO AEHCTBAT Cpellly ChPACYHATa apHTMHA (MMO3HATH KATO AHTHAPUTMHYHH).
Toii MOTHCKA TPOBOAMMOCTTA HA CTHMYJIA B CHPLETO H YB/DKABA BPEMETO HAa ChPLUETO B MIOKOH, KaTO

Kapa CppiieTO OTHOBO a NoMiia HOpMaJIHO.

AMapHUTOH TBBPAHX KANCYJIH ¢ YABDKEHO OCBODOXKAaBaHe CE U3MON3BA;
- 3a ONpPENENCHH CEPHO3HHM CHPAEYHH APHTMHH, CBBP3aHH CHC CHJIHO CBHpLEOMEHEe WIH
TAXHMKAPAMA, KOraTo APYroTo JIEUEHHE CE € OKA3AI0 Hee(PEeKTUBHO.
- 33 CEPHO3HHM KaMEPHH apWTMHH, KOMTQ He Ce NOBIUABAT OT JICUCHHE C APYIH JICKAPCTBA WK

KOraTo Apyrure JICUeHUA HE Ca NOAXONALIH.

- 33 CEPHO3HH NPEACHPAHNA APUTMMH IIO MPELCHKA HA CIICHHAMNMCT, KOraTto Apyro JeYeHHe He €

e(EKTHBHO.

2. Kakpo TpadBa aa 3HaeTe Hpeln A2 mpremere Amapaton 200 mg TBLpAE Kancyau ¢

YAB/AKCHO 0cBOODOKNaABaRHE

He npuemaiite AMAapHTOH, TBBPAH KAICYJIH C YABIDKSHO OCBOOOKAaBaAHE:

® 3KO CTC AJCPIrAYHH KBM (llJIEKaHH}I,Il aueraTr WiIH WIH KM HAKOA OT OCTaHan

TOBa JicKapcTeo (M30poeHn 8 TOUKa 6).

® aKO CTpafare OT Apyra OoJecT Ha CHPLETO, pa3nH4HA OT OonecTTa, 3a KOs

NeKapcTBO. AKO HE CT€ CHrypHd Wid ako Bu 1paGea aonmbanHdTen —Olffnq:lopu

KOHGYJITHPHHTE ce ¢ Bamnnn JICKAp WIH tbapmanen"r

KO NPHEMATE APYTH ONpeAeeHH aHTHAPHTMHYHH JiexkapcTsa (OnokepH HA H
aKo crpagare OT CHHApoMa Ha bpyrana (reseradna 00/€CT Ha CHPLETO).
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IIpeaynpexnenns u npeanassd MEPKH

[osopere ¢ Bamma nekap WiH ¢apMauneBT Npend Aa OpHeMaTe AMApHUTOH TBBPAH KancyaH C
YIBIDKEHO OCBOOMKABAHE.

Hadgopmapaiire Bamagr Jexap, aKo cTpajgaTe 0T HAKOH OT ClIEJHMTE 3PAaBOCIOBHH NPOOIEMH:

- @Ko cTpajare OT HamaneHa yepHoapoOHa QyHKIma W/ HamancHa 6b0peuna Qyukiud, Thi
KaTO KOHLEHTPALMATA HAa AMapHTOH B KPHBTa MOXE Aa ¢¢ MOBHIIH. B To3u ciyyaii Bamus
NeKap MOXe PeAOBHO Aa NPOBEPABA KOHLICHTpALMATa Ha AMApHTOH B KpbBTa BH.

- AKO CTE BB3pPaCTeH, Thil KATO KOHUECHTPALMATA HA AMapHUTOH B KPhETA MOXKE [ia C€ OB,

- aKO HMATe TIOCTOAHEH NeHcMeHKBp WIK BPEMEHHH MIeiic eEKTPoaH,

- @KO CTe CTPaJald OT ChpAcUHA ApUTMHA CJIe] Onepaliys Ha CHPLETO,

- aKO crpajare OT TeXKa Opamukapaus WIH ACHO H3pa3eHO HHCKO KPBBHO Hausrane. Tesu
cheTOSHUAA TPA6Ba Aa 6BAAT KOPHIHpaHK NPERM a3 H3NON3BaTe AMAPHTOH TBBLPAH KalCyJH C
YABJDKEHO OCBOOOKaBAHE,

- AKO CTe NPSKHBEH HHGAPKT Ha MHOKApAA.

[To-HMCKOTO MJIH MO-BHCOKOTO PaBHMINE HA KAIHH B KPBBTa MOXE /la MOBNMSe HA ACHCTBHETO HA
AMApUTOH TBBPIH KANCyAH ¢ yIBIDKeHO ocBoOoxnmapane. J[MypeTHIHTE, MECAUKAMEHTUTE, KOMTO
CTHMYJIHPAT YpEBHATA MNEPHCTANTHKA (JIAKCATHBHUTE JIEKApCTBA) H KOPTHKOCTEPOHIHHUTE XOPMOHH
MOXE /12 HAMAJIST PABHHILETO Ha KaaHH B KpbBTA. B TO3H cayuait Bamusr nexap Moxe Aa wicneaBa
KOMHUYECTBOTO Kanuii B KpbBTa BH.

Jena n ioHOIIH
HaMa uagopmanms.

JApyrH JexapcTBa H AMAPHTOH, TBHPAH KAICYJIH ¢ YAb/DKEHO 0CB0o0OKIaBaARE,

AKO TIpHEMATe OMpeneNcHH APYrH JEKAPCTBA 3acAHO ¢ AMapHTOH TBBPAH KANCYJIH ¢ YABIDKCHO
ocBODMKAABAHE, JIEKapCTBATA MIOHAKOra MOXKE B3aHMHO A4 MOBJIHAAT Ha HAYHHA HA JCHCTBHETO UM
U/Uj1M CTPAHMYHOTO MM JAelicTBHe (T.€. MOXKe Ja HMa B3aMMOAEHCTBHE).

B3auMOIcHCTBHA MOXKe J1a ce MOABAT KOTATO M3MO0N3BATe TOBA J1eKAPCTBO 3a€AHO C, HAIIPHMEP:

- OUTrOKCHH (IeKAPCTBO 33 CTUMY/IMpaHe HA CHPLETO); AMApPHUTOH TBEPAH KANCYIH ¢ YIABDKCHO
ocBO0OKaaBaHe MOXKE 1a NOBHIIAT HUBOTO HA JAMIOKCHH B KpbBTA BH,

-  NIeKapCTBa, KOHTO PEXyLMparT momneHara QyHKkuMs Ha chpOETO Bu, KaTo Te3u, KOHTO €2
MO3HATH Kato Oeta Omokepw,

- ompedcncHH JekapcTBa cpewy emwiencus (Hanp. deddTonH, (¢eHoOapOuTan H
KapbaMasenuH): pasrpakKaaHeTe Ha AMapHTOH MOKe Ja Oble YCKOPEHO OT Te3H CyOCTaHIIHH,

-  UHMETHIHH (aHTaMj); ToBa MOXe J1a YCHIH ACHCTBHETO HA AMApHTOH TBBPIH Kamncysy C
YABIDKEHO OCBODOXKAARAHE,

- amuopapoH (3a cepacunu 3a00nsBaHua); N03aTa HA AMapuTOH Tpa6pa fa 6bJe HaMaIeHa NPH
HAKOH NallHeHTH,

- JIeKapcTBaTa cpeliy Aenpecks (MapoKceTHH, PayoKCeTHH U HAKOH APYTH aHTHACIIPECAHTH),

- KJIQ3aN4H (JICKapCTBO, H3NOI3BAHO 33 JICYCHHETO Ha INH30(PPEHH),

- MH30NIACTHH, aCTEMU30J1 M TepdeHanuH (JIEKAPCTBA CPely AIePruH),

- XMHUH H Xan0QaHTpHH (ASKAPCTBA Cpely Malapus),

- BepamaMuJ (3a HaMaJIABaHe Ha KPbBHOTO HAATAHE)

-  XHHHUJHH,

- nexapctea 3a neuenreTo Ha CITMH undexumn (puroHaBup, TONHHABHD U

- THA3HAHW B OPHMKOBHTE OUYPETHIIH,




- apzonMpamMHj (aHTH apUTMHYHO JICKApCTBO);, HE NMpHeMaire AMApUTOH TBBHPOH KANCY/H C
yIBIDKEHO 0CBODOKAaBaHe, AKO CHILO TAKa H3MO3BATE JU30NMPaMHUL,

- TepbunaduH (32 neycHue Ha reOuuHE MHEKIH),

- OymponHoH (ekapcTBO Cpelly TIOTIOHOIIYIIEHETO).

HndopMupaiite Bamus nexkap wim ¢apManesT, ako MpHEMaTe, HACKOpO CTe NpHEMaIH HIM €
BB3MOXHO Ja MPUEMETE APYTH JIEKAPCTBA.

AMApHTOH TBBPAH KAICYJH € YAL/DKEHO 0CBODOK aABAHE ¢ XPAHA H HANHTKH
AMApHTOH TBBPAHM KANCY/IH C YABDKEHO OCBOOOXAaBaHe TpAOBa Ja ce MPHEMAT Ha Mpa3cH CTOMax
WA NOHE €AWH Yac NpeJH XpaHeHe.

BpeMenHOCT, KbpMeHe H pepPTHIATET

bpeMeHHOCT
[To BpeMe Ha GpeMEHHOCT AMApPUTOH TBBHPAM KANICYAM C YAB/DKEHO OCBOOOXIapaHe TpabBa ma ce

M3MON3BAT €IMHCTBEHO aKO MOJ3MTE HAUIENABAT HaJ PHUCKOBETE, Thil Karo € OWIO MOKA3aHO, Ye
AMAPDHMTOH NpeMHHABa Npe3 IIANESHTATa [IPU NALHEeHTH, KOUTO NpHeMar (IeKauHM]I aLIeTaT 110 Bpeme
Ha OpeMEHHOCT.

Ak0 AMApHTOH TBREPAH KAICYIH ¢ YOBDKEHO OCBOOOKNABaHE CE M3MO/3BAT MO BpeME Ha
OpeMeHHOCT, HHBOTO Ha (IeKaHHH[ aueTaT B IUla3Mara Ha Malikara TpAOBa MOCTOSHHO Na ce
xonTponupa. Tpabpa na yeenomuTe Batbus iekap BeHara oM 3amof03peTe, Ye cre OpeMeHHa, Wiy
aKoO IUIaHHpaTe fa UMATe AeuA.

Knpmene
Undopmupaiite Bamus rexap, ako KbpMHTE HITH ILTaHUpPATE /1a KEPMHATE.

AMapHTOH ce eKCKpeTHpa B KbpMaTa Ha Malikata. AMapHTOH TBBPAHA KalCyJH C YABDKEHO
oceo0oknaBane TpaOBa Aa €€ H3MON3BAT 10 BPEME HAa KLPMEHETO COHHCTBEHO aKO MOJISHTE
HaZOenaBaT HaJ PUCKOBETE.

Axo cte OpeMeHHa WIH KBbPMHMTE, CMATare, 9¢ CTe OpeMeHHa WIH IUIaHHpare na umare Oebe,
nonuTaiite Bamua nexap Wil ¢apManesT 3a CbBET HPSAH 1A NPHEMAaTe TOBa JICKApPCTBO.

llopupase n paGora c MamHEEH

AKO CTpajare OT TAKHBA CTPAHHYHH PEakiliii KATO CBETOBBPTEXK, Pa3ABOABAHE HJIM 3aMBIiABaHE Ha
3pEHHETO WIH aKO UMAare INlaBo3amaiipane, 3HauM cnoco0HocTTa Bu jaa pearmpare Moxe Aa e
Hamaena. ToBa Moke aa OpJe ONMACHO B CHTYallMH, KOHTO H3MCKBAT KOHLUEHTpaUHs W BHHMaHWe,
xaTo modupane, WINON3BAHS HA ONACHH MAIIMHM WAM paloTeHe HZ BHCOKH MECTa. AKO He CTe
CHTYPHH, Y¢ AMApPUTOH TBBPAH KAICY/ C YABIDKEHO OCBOOOKIABaHE HMAT OTPHLIATENCH eeKT Ha
cocoOHOCTTA BM Aa ogupare, 00CHASTE TOBA C JIEKApsl CH.

3. Kak ga npaemare AMAPHTOH TBHPAH KANCy/H ¢ YAbJDKEHO OCBODOKAaBaHE

Ho3upoBKA
Bunary npreMaiite TOBa JIEKAPCTBO TOYHO KAKkTO Bu e kasan BawmAar nekap. AKO He CTE CUIypHHU B
Hello, nonuTaiire Bamug nexkap win ¢papmanesr!

Jlekapst Bu me Bu msmuame nepcoHanHa nosa, npurogeHa 3a Bawmre omnaksanus. Jle
AMAapHTOH TBBPJAH KAICYIH C YIRDKCHO OCBOOOKIABAHE HOPMaJHO C€ 3amouBa mo# s
HaGmoneHye (ako e Heobxomumo — B Gonmmmua). CTporo creasaiite chBeTa Ha Nexaph Biyip
npuemate AMAPHTOH TBHPAHM KancCylH ¢ YABDKEHO ocBoGOoXaapaHe. AKO He CT§; CHIYpI
ofspHeTe xbM Bammg nexap wiv dapManesT.

Kora ¥ kak /1a ce IpHEMAT KarncCyJIMTe

[Ipuemere kancylaTa Kato § TABTHETE C JOCTATBYHO KOJHHECTBO TEYHOCT (Hampumep BOAA).
QOUKHOBEHO JHEBHATA 034 ¢ MPHEMA pa3e/ICHA npe3 JAeHd, Ha IIafeH CTOMaxX WIH MOHE €HH qac
Mpean XpaHEHe.

OOmara 103a e caMo 3a HacO4BaHe H € KaKTO Cleipa:
o6uuaiinaTa HauanHa no3a e Mexay 100 mg 1 200 mg. o3ara Moxe Aa Obae yBelHYCHA OT JICKApS
Bu no makcumym 400 mg Ha feH.

Ho-¢v3pacmuu nayuenmu
Jlexapar moke Aa Bu npennume no-Manka posa. Jlosara 3a sB3pacTHH NALMEHTH HE TpaOBa Aa
Hagsumasa 300 mg Ha JeH.

Heya u ionowu
Te3u kancyny He Tpa0Ba Aa ce NpUeMar ot Aeua moa 12 roguny.

Tayuenmu ¢ namanena 6vbpeuna unu weprodpobna dyuxyus
Jlexkapat Moxe pa Bu npeanuiue no-HUCKa A034.

ITayuenmu c nocmosnen nelicmetxep
JlnesHara n03a He TpAOBa Aa HaAXBBLPA 200 mg Ha AcH.

Hayuenmu, xoumo eOHOBPEMEHHO €A NEKYBAHU C YUMEMUOUH (NeKApCmeo Cpewy CMOMAauiHu

bonecmu) wiu amMuoOapPoOR (TEKAPCMBO CPewy CbpOeyHa apummus)
JIeKapAT PENOBHO IE NPOCAEAABA CHCTOAHUETO BH M NMPH HAKOM MalHMEeHTH e Obae H3MHMCaHA 110-

HUACKA 1034.

[Io BpeMe Ha JIEUeHHETO BH JeKapar peJosHO e Onpeaeis HUBOTO Ha (IeKaMHH[ aueTaTr B KPbBTA




O0bpHeTre ce kbM Bamms nekap wim ¢apmanesT 3a noBede HHPOpMaLHA OTHOCHO HEXKENAaHHTEe
peaKiHm.

Hsxoun oT TAX MOrar na ce oKakar M ¢ No-CEpHO3HH MOC/IEAHLIA.

HesabaBHo yBeaomere Bamus nexap, ako ¢a C€ NOABHIIA TAKHBA MW APYrd HEOOHUAKHW CUMITTOMHY.

Crobmapane HA HEXEIAHH PEAKIHH

AKO NOJIyYHTE HAKAKBHM HEKE/TaHH JICKAPCTBEHH peakumi,yBeqoMere Bammua nekap. ToBa BKmMOYBa
BCHUKH BB3MOXHH HEOIHMCaHH B TA3H JIMCTOBKA HEXXEIAHH PEaKLIHH,

Moxere cpmo Aa cpOOIMUTE HEeXkenaHH peakUd AUPESKTHO upe3 HalHOHAIHA CHCTEMa 3a
ce00mapaHe, Ha HManenuurenna arenuus no nexaperpara. Karo crobmasare HexenaHH peakiu,
MOJKeTe /1a JAAEeTe CBOA NMPHHOC 33 NOJyyaBaHe Ha MOBeye HH(opMaLus OTHOCHO Oe30MacCHOCTTA Ha
TOBA JIEKAPCTBO.

Konrakra:

HzmbnHUTENHA ar€HUMA 110 JIEKAPCTBATA.
brarapus

yi. ., Jamsan ['pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yeOcaliT: www.bda.bg

5. Kak aa cexpansBaTe AMAPHTOH TBBPAH KANCY/M ¢ YAL/EKEeHO ocBobOKNaBaHe
Hla ce cexpangaBa Ha MACTO, HEAOCTBIIHO 32 JeLIA.
Coxpanspaiire npu remneparypa moa 30°C.

He npuemaiite TOBa NIEKapCTEO CIIEA CpOXa HA FOAHOCT, oTOCIIA3aH HA ONaKoOBKaTa ciell ,,He npuemaii
cnex” unm ,,Cpok Ha rogHoct’ . CpoKbT Ha TNOAHOCT ¢€ OTHAcCA OO NMOCICAHMA AeH Ha Mecela.
KoncynTupare ce ¢be ¢papMalieBTa CH 3a CpOKA Ha FOJHOCT aKO MMATe HAKAKBH CEMHEHH.

Ha ce cpXpaHiBa B OPHIrHHAIHA ONIAKOBKA.

He wusxebpmiiite HMKakpd JieKapcTBa B KaHamu3anuata wiH goMambmns Ooxmyk. Ilomeratire
(papManesTa CH KaK Aa M3XBLPJIMTE JIEKApCTBATA, KOWTO BEYE HE NMPHEMATE. 1€3H MEPKH 1¢ NOMOIHAT
33 OIa3BAHETO HA OKOJIHATA Cpeaa.

6. Coabpxanne HA ONAKOBKATA H JONBJAHHTENIHA HHPOPMANHA

KakBo cpapp&aT TBLPAETE KAUCYAH AMAPHTOH ¢ yAL/MKEHO 0cBOGOKIABRHE
AKTHBHOTO BEIIECTBO € (PrieKAHHM] ALIeTAT.

Amapuron 200 mg, TBLpAX KAICY/IH ¢ YAWDKCHO 0CBOOOXKAaBaHe: BcAKa Karcyna ceabpxa 200 mg
(IeKaHHHA aUCTAaT.

Apyrure CECTaBKH Ca:

- ITosuaon (Kollidon 25)

- MuxkpokpHcTanua uenynosa (PH 101) ,
- Kpocnoennon (tun A) 4 : " |

-  Konounesn 6e3pofieH CHIHLIMEE JHOKCH] (KOTIOHACH CHIIHLIHER ,I[HOKCPI,II)
- MarnesueB cTeapat R ANGAN
- Eudragit S-100 (kononumep Ha METAKPHJIOBA KHCEIUHA 4 METHI MeTalcpmaT 1 2) S e
- Maxkporon (400) (o/IMeTHIEH [TIHKO) el R
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Kancynuure 00BHBKM HA TBEpAMTE Kancyind AmaprToH 200 mg ceaBpxKaT cleAHHTe ChCTABKH:
- JKENATHH,
-  TWTaHOB JHUOKCHJ,
- YEPEeH KEJIC3EH OKCHJA
- YEPBEH KEJIE3eH OKCH]

Kak m3rnexaar Amaparon 200 mg TBLpAHTE KAnCyJd ¢ YAL/DKEAO OCBo0OKIaBaHe H KAKBO
ChABKA ONAKOBKATA

Amapuron 200 mg, TBEpAM Kancyiu ¢ YABIDKEHO OCBOOOXKAapaHE ca KEJATHHOBH HEMpO3pauHu
Kancynu Nel ¢bc CMBO TAIO M PO30BO Kamade, ChABPIKAIIA OcaH WM NOYTH OC/IH KphriH MHKpPO
TabIeTKM. |

AmapuTos 200 mg, TBLPAM KANCyIu ¢ YALDKEHO 0CBOOOXKAABAHE Ce NMpeAara B ONakoBKH OT 28 nmu
30 xarncynu.

He BcHYkH BHAOBE ONIAKOBKHM MOTaT Ja ObIaT mycHaTH B npoaaxda.

IIpaTexaTe] HA pa3pEemICHAETO 32 YHOTpeda H IPOH3IBOARTE!
“Yaiikadapma BucokokauecTeenure ekapersa” Al

rp. Codus, 1172, brarapnd

byn. ,,I'.M. JuMuTpos”Nel

Ten.: 02/ 962 54 54

$axc: 02/960 37 03

-e-mail: info@tchaikapharma.com

JlaTa Ha HEOCIEAHO Npepasriexaane HA JACTOBKATA
Deppyapu, 2015

Iloapo6Ha uHGoOpMaLKMs 3a TOBA JIEKAPCTBO € NpeocTaBeHa Ha yeOcaiita Ha EBponefickara areHIus
no nekapcreara: http://www.ema.europa.eu.




