M3NbNHUTENHA ATERUMA N0 IEKAPCTBATA

flucmosexa - lMpunoxerug 2

JlucToBka : ?g{(popmaum 3a notpedurens ko Pyne N00ML  44.p 0, 04
Rytmonorm” 150 mg
PutmoHOpM 150 MI ; 5 /PE, oF 2P
Jlexapcreeno Bemectao:Propafenone hydrochloride OO0BPEHO crrvcsisrnfos wieimsnss '
DunMupana TabneTka

AHTHAPATMHK

Monsn, npouememe enumamenro masu nucmosxa npedu da 3anouneme nevenue. Ta cvOvpxea kpamua
unopmayus omuocno Bawemo Aexapcmeo. Axo we pasbupame mewo wunu umame OQonvaHUmenHY
evnpocy, obvpreme ce xom Bawwus Jexyeawy nexdp. 3anazeme 1, 3aupomo modice da ce Hanoxcy oa s
npouememe omno6o. 1oea 1eKkapcmeo e npednucano Ruuno Ha Bac u ne mpabea da 20 dasame nq opyeu.
To moxcee da um naepedu, dopu axo CuMnmoMUIne um ca cougume xamo Bawume.

CBbCTAB: .

JlexapcTBeHO remecTso B | hunMupana Tabneria ; Propafenone hydrochioride 150mg..

Homownu eeuwpecmea: xpockapmenosa HATPUH; MpevucTeHa BOA3, MAKpPOFON 400, maxporon 6000,
MArHE3Hes CTeapat, UApeBHIHO HULIHCT,XHAPOKCHIIPOIMII METHIT liemynosa, THTaHneB guokeun(E171),

JEKAPCTBEHA ®OPMA H OIIAKOBKA:

Putmoropm dunmupany tabnetiu no 10 6pos B Gmuctep or PVC/Albonuo; no 3 u 1o 5 Gnucrepa 8
KapTOHEHa KyTus.

IIPUTEKATEJ HA PASPEIIEHHETO 3A VIIOTPEBA:
Abbott GmbH & Co. KG;- j
Max-Planck-Ring 2;

65205 Wiesbaden -

Ilepmanmus

IIPON3BOAUTET:
Abbott GmbH&Co. KG
Knollstrasse 50,

67061 Ludwigshafen
Fepmanus

JENCTBHE:

TponageronsT e AHTHAPUTMHYHO CPEACTBO c JIOKaNHC-aHECTETUUHO
OCHOBHO ACHCTBHE M MeMOpaHOCTaGHIM3Mpa] edeKT BEpXy MUOKAPIHATA KIeTKa.

Rytmonorm ® 150 mg npeyn na 00pasyBateTo K NPOBEKNAHETO Ha BE30OYKACHHETO B OPENCHPIOHETO U

Kamepure.Ha ToBa C& ABILKA HErOBHA W3pasel edeKT Ny pUTHMHH HapyIICHNA Ha CBPUETO C PazANYeH
TPOH3X O/, ’

IIOKA3AHHS: :
-CHMITOMATHYHN U HYKAAEL Ce OT JeueHue BHCOKOUCCTOTHH HaJKaMEPHM DHTHLMHH HADYIISHHS Ha

CHPLETO KATO HApHMEp AV- HOAATHN TaXUKAPAHH, HajiKaMepHu Taxakapauy npy WPW-cunapom mnu
IAPOKCH3MAITHO MPEACHPAHO MbXICHE. ‘

'Te}KKOCTeﬂeHHIfI CHMITOMAaTHYHHE KaMepHu BHCdKO‘IeCTOTHH PUTEMHH HapyleHHs Ha CBPUETO, aKO 1o
OpElCcHKa Ha JIeKapa ca JKHMBOTO3acTpalnaBaniy. " ~1‘--"—w~a.,,_h\,{

B e N
HAPET %




IIPOTHBONOKA3ZAHMI

ITporuponoxasanusara ca GonecTu UNK 06CTOSTENCTEA, IPH KOMTO He GuBa 1a ce yrotpeGaBar onpegencry
JIeKapCTReH: NPOAYKTH MM [a C& YnotpeGaBaT camo criefl BHUMATeIBa iPELeHKa OT CTpaHa Ha AeKaps,
3a0TO HpH TAX B oOWMA CcilydYall ouaKBaHaTa non3a He € B GArONPHATHO CLOTHOMICHHE CIIpPAMO
BB3MOXHATA Bpena. 3a aa
MOXe feKapAT A2 HalpasM BHHUMaTe)Ha MPOBEpKa 3a IPOTHBONOKA3AHUs, TOM TpAGBa Ja € OCBENOMEH 34
npenxoxpamure Bu 3aGonspadus, ceIBICTBAlUMTE 3a60NIBAHMA, €AHOBPEMEHHO MPOTHYAINO APYyro
JiedeHute, KakTo 1 3a Ballite YO/IOBHS Ha JKHBOT U HAaBMIM. IIPOTHBONOKA3AHHSITA MOTAT fa e DpOsBAT
HIH Ja cTaHart
H3BSCTHH ©/IBa CJIC/l HAUANOTO HA TEpamuATa ¢ TO3M JIEKApCTBEH NpoayxT. 1 B Takuea ciywau Tpsaba na
MHpOpMuEpaTe Bamus HAeKap.
Ilponagenon ne 6upa fa ce ynotpebsapa mnpi :

H3paseHa CHPACYHA C20OCT, KAPHMO-UMPKYJATOPEH INOK, OCBEH aKO € MNpPeM3BHUKAH OT PHTBMHO
HapyleHyue Ha CbpleTo, 60AecTHO 3a6aBAHe Ha CHPACUHES PUTEM, IiPpe3 bpBUTE 3 MeceLa ciel npeKapaH
HHAPKT Ha MUOKAPa MM IPH OFpaHKueHa ChPAEYHA (yHKIUS (naBoKaMepen 06eM Ha M3TNACKBaKE < 35
%) OCBEH NpH HAlMEHTH C XMBOTO3ACTPANIABAIIM KAMEPHH PUTHMHH HapyIIEHHS HA CHPLETO, HAJIHYHK
‘BHCOKOCTENEHHH CHHYaTpPHAIHH, anHOBERTplrIK}’;J'IapHPI U BBTPEKAMEPHI HapylICHHA B BPOBEXIAHETO Ha
BB3OYIMICHIETO Ha CHPUETO, CHHAPOM Ha GONHMS CHHYCOB BB3eN (TaXi- Gpamu CHHIpPOM), H3paseHa
XunoToxus (GONECTHO 3HAYUMO HUCKO apPTEPHANHO HAlMaHe), M3PaseHH HAPYIICHHS B SJEKTPONUTHOTO
paBHOBeCHE (Hamp. HapyWieHns B MeraGosumsMa Ha KallHf), TeKKa 0BGCTpyKTHBHA (npemmssukana ot
3anympane) Gonect Ha Gemusd [polS, MUAcTEHyA TPaBUC, HABECTHA CBPHXYYBCTBHTEIHOCT KBM AKTHBHOTO
BELIECTBO NponageHoH. *

JEKAPCTBEHM ¥ APYTH B3AMMOAECTBUSI

HeAcTBHETO Ha HAKOM JISKAPCTBEHH CPeacTBa MOXKE Aa O'be MOBIUAHO OT SOHOBpPEMEHHATa yrioTpeba Ha
Apyru cpencTsa. ETo 3amo ce noceeeTpaiite ¢ Bamiug gexap, ako IOCTOSHHO ynotpebasare, A0 CKOpoO cTe
YIOTpeOABANM M MCKaTe Ja ynoTpeGsasare APYro NEKapCTBO ENHOBPeMeHHO ¢ Rytmonorm ® 150 mg.
Bamwusr nexap iueBu Kaxe, Aamy Ipk Te3H OGCTOATENCTBA CHIIECTBYBA B3aAUMHA HEOHOCHMOCT MEXEY
ABETE JICKApCTBa KM © HEOOXOHMO hia ce B3eMaT: HAKOH 0COGEH# MepKH, HaMp. OnpeAensaHe Ha HOBa JI03a
apu ymorpebata Ha Rytmonorm ® 150 mg.

Hpu egnospemenHa ynoTpeGa Ha JeKapCTBEHY CPEACTEA C JOKANHO-AHECTETHIHO eHCTRHE (Hanp. npr
HOCTABAHE Ha NEHCMEHKEP, XUPYPIUdHK HIH CTOMATONOTMYHE NPOUEAypH), KAKTO | Ha APYTH JeKapeTea,
KOHTO Npe/IU3BUKEAT 3a0aBAHe Ha CHpIEYHATa YetT0Ta H/HIH Ha HOMIIEHATa CHOCOBHOCT Ha CBPLETO
(nanp. GetapenenTopHy GNOREPH, TPHIMKIIHIHH AHTUICHPEcanTh) TpAGBa Aa ce HMa MPeABULL
BE3MOMKHOCTTa 33 YCUIIBAHE HA JIEKAPCTBEHOTO fekcTare. OCBeH TOBA ca ONUCAHM OILE MOBHINSHHS B
TI43MEHHTE KOHUCHTPAUKH, PECTl. HHBOTO Ha NPOMIPAHOION B KPbBTA, METONPOIION, AE3HNPAMHH,
LHIJIOCTIOPMH M AMIOKCHH. B eHH chyyail upu AOTILITHATENHO JaBaHe Ha

nponad)eHOH ¢ HaGOAABaHO YABOSABAHE Ha TeOQIIMHOBATA ITA3MEHA konuenTpauus. IIpH nosazsa na
CBOTBETHHTE SIBJCHHA Ha NIPENO3upane Tpsi6ea Aa Ce ONpeNensaT MIa3sMeHHTe KORIEHTPAITHH 1 [Py
HEOGXOAMMOCT Ja CE PelyLypa A03aTa Ha ONpeeleHHs MeqUKaMeHT, TToBHIIeH s Ha IasMeHaTa
KOHLEHTPALHsA Ha MponiadieHOH ¢a ONECAHU NPH €AHOBPEMEHHATA YHIOTpe6a Ha LIMETHINH, pecilL.
xuHuaus.IIpyu enHoBpeMenHa ynoTpeGa Ha mponabeHoH ¢ deroGapburar, pecn. pudaMnuIME Moke f1a ce
CTUrHE 0 OHIIKABAHE HA TIpoNiad)eHOHOBATA MTa3MeHa KOHUEHTpaLys, AOpH 10 cyOTepaneBTHYHM HUBA.
Bramosxso € B3auMonelicTBre Ha IponageHoHa ¢ OpaNRHTe aHTHKOAryJaHTH (YCHiBaHe Ha AeHCTBHETO Ha
anTHKoarynanTute). IIpu Te3u naLMeHTH ce NPenopbysa BHUMATENEH KOHTpOJI Ha KOArynaiHOHHH:
cTaryc, ‘,

Ilpenynpexaenue: IIpy Tepanns ¢ nponadeROH MOXE N2 Ce NPOMEHU UeHenur: U CeH3MHF- Ipara Ha

nelicMelikbpuTe. QYHKIMATA Ha neiicMelikbpa Tpadea 1a Geie nposegé’ﬁ@gmﬁlé‘mg}}‘é‘ OMMOCT HAHOBO
FIpOrpaMHpaHa. ey 4‘,‘%’




IIPUJIOKEHUE ITPH BPEMEHHU 1 B IEPHOJA HA KEPMEHE
Ilo Bpeme Ha OpeMEHHOCT, 0COOGHO INpe3 IBPBHTE TPH Mecexa, KaKTO M o BpeMe Ha KBpMEHe,
nponadeHoHe TPAGEa A2 e NpHeMa CaMo 110 H3PHYHO JEKapeKo yKazaHHe.

BIAHUE BbPXY CHOCOBHOCTTA 3A INOAPAHE M PAGOTA C MAIIWHH:
Prrmoropm 150Mr MOXKE M IPH HOPMATHA JO3MPOBKa. A NPOMEHH BE3MOKHOCTTA 32 pearupase a0 Takasa

CTeNEH, ¢ fa N0BAUAC 3HAURTEIHO BEPXY ynpasienneto Ha MIIC u paborata ¢ mammer. Tosa BasKy B
3aCHIICHA CTEIEH [PH CHHOBpeMEHHATA MY YIOTpeba ¢ afKoXoI.

HHOOPMAITHA 34 IIPABH/IHA YITOTPEEA
H03upOBKa M HAYHH Ha NPHIOKEHHE: :
{0 nexapcxko npednucanue!

Tabnerxure TpsbBa fa ce NpHeMaT HECHBBKAHM M HEDA3TBOPEHH, ¢ MAIKO TEYHOCT cie] sneHe nopagu
TFOPUHBHA BKYC H MOBBPXHOCTHOTO AHECTETHIHO JEHCTBHE HA AKTHBHOTO BEWECTBO. TIPOABIKATETHOCTTE
Ha TepanusATa e ONpeNess OT AeKaps.

YcTaHOBABAHETO Ha MHIMBHIYaNHATA NOASGpIKALIA 1032 Tpa0Ba A3 cTaBa O NEKAPCKO BaGmoaeH e ¢
MHOrokpaTen xoHTpon Ha EKI n apTepuanto nandrase (HavaqHa daza Ha yrounspane Ha Aosara). [pu
yabiKaBase Ha QRS-untepBana (Ham 20 %) viM HA YECTOTHO 3aBHCHMUMST QT-unrepBan, Kosara Tpadea
Ha ce penyuypa Ui BpEMEHHO Aa Ce PeKbCHe TEPanuATa 0 HOPManU3upaHe Ha EIEKTPOKapauorpaMara,
Ilpu orpanmnuena yepHoapoSHa u/mm 666peyna GyHKIus TCPANeBTHIHATE 03K MOTAT Aa AOBEIAT [0
Kymynupane.Ilon xonrpon Ha EKT 1 Ba mnasvenara KOHUSHTDAINS U Te3H NaiHeHTH MOTaT Ia Opaar
BIJIIOYCHH Ha Tepanu ¢ NponadeHos.AKO He € IPENNMCato Apyro, 3a $asaTa Ha YTOUHABANE K
NONNEPXKAHE HA f03aTa ce € yTBhPANIA JHeBHA K032 OT 450 - 600 Mr, KOATO ChOTBETCTRA Ha 3 - 4
(umtabnerk, B 2 - 3 AMHHYHY 103K, pasupeIe/IeH PaBHOMEPHO ipe3 nenws aed. [lonskora ce Hanara
IOKa4yBate Ha AHCBHATA 2034 Ha 900 Mr, CBOTBETHO 6 QrIMTaBNETIH, PABHOMEPHO pasnpeeneHy npes
Heds B 3 emUHUYHE Jo2u. TIpH HAKOM M3KUTIOUUTETHH CNyyawu TasH JHEBHA A03a MOe Ja 6bae
HaIXBBPJICHA TIPH CTPOT KAPAMONOTHYEH KOHTPOIL.

HaHHuTe BaXkaT 3a HALUEHTH C TEAECHO TEMIO OKoNo 70 Kr. IIpH MAaUHEHTH ¢ O-HKUCKO TELTI0 JHEBHUTE
o3y TpadBa CHOTBETHO Aa GhaaT Hamanenu. IIponaderon TpsbBa fa ce 031pa 0COOEHO BHHMATEIHO, B
HavasHaTa (asa CTHHATOBHAHO NPH NALKEHTH B HAIIPEAHANA BB3DACT HIHM ¢ TEKKO VYBPEIEH ChpAcYCH
myckyi. Ilokausanero na nozata TpsGea Aa craBa ezBa Npes 3 - 4 [HEBEH HHTEpBal. 3allOYBAHETO Ha
Tepanua ¢ aHTHAPUTMHYHH CPEJICTBA NPH KAMEPHH PUTHEMHH HAPYIIEHHS H3HCKBA BHMMATEIHO JIEKApeKo
HaOnrozieHue 1 TPsA0Ba la CTaBa caMo TIpH HalWgHe Ha aTapatypa 3a clieliHa Tepanis 1 Bb3MOXKHOCT 3a
MOHHTOPEH KOHTPOIL. I1o Bpeme Ha TepanksTa, B PABHOMEPHH HHTEPBAIH OT BpeMe, TpgOBa fia ce
HPOBEKIAT KOKTPOIHY Operney (Hanp. tpe3 1 Mecex, - cragpaptao EXT, pecn. mpes 3 Mecenia - xontep
EKT" « EKT npu HaroBapsane). [IpH BIOHIZBAHETO HA OTHETHY napameTpH, Hanp. yabnkaeane na QRS-
HHTEpBala, pecn. QT- uHTepsana ¢ noseye ot 25 % wnu Ha PQ- MHTEpBaNa ¢ noseyde ot 50 %, pecn.
yawmkasate Ha QT moseye ot 500 MEMHCEKYHIM WITH HAPACTBAKE Ha Gpos Wi TEXKECTTa Ha PUTHMHATE
HAPYLICHHU, TepanusITa TPAOEa Ja ce NPOKOHTPOIUpa HAHOBO.

Ipx natuenTy che 3HAYMMO OrpaHHIeHHe Ha JITBOKaMepHaTa dysxuus (< 35 %), pecn. cTpyxTypHY
3a0oNBaHuA Ha MUOKAPAa, Tp:AORA 1a ce JO3Hpa 0cOGEHo BHHMATENHO, CTRIANOBHAHC. B Tesu cnyyan
Npenopr1baMe TepaneBTHHO HeoGXOMUMOTO OKaYBAHE Ha [03aTa I Ce IPEANpreMa caMo TOraea,
KOraTo ca Beue yCTaHOBeHH dapmakokuHeTHuHUTE steady-state OTHOMEHKS; O APaBMIIO clie] OKkoo 5-8
nH. 110 TO3k HauMH ce RaMaNIBa PUCKET OT €BEHTYAIHM TpoapHIMUIHY edexTh B HavanHaTa dasa Ha
TEpanuATa PH TE3H HALHSHTH, ,

Hayano, MAKCHMYM M NPOILIKUTENHOCT HA XEKAPCTBEHOTO AeliCTRHE

Cnes enHo GBp30 HaYaN0 Ha NEKapCTBEHOTO NeficTare (cne oxono 30 MiH.) Rytmonorm ® 150 mg
AocThra CBOA MaKcuMaleH edexT cied 2-3 yaca. JleiicTBrero Tpae noBe /’é’f&waﬁaqﬁ'\
. LN
HEXEJAHHA TEKAPCTBEHH PEAKITHA : _{g dfﬁ%ﬁ%ﬁ“;
JlexapcTBEHHTE NPOMYKTH MOTaT Ja HMMAT 33€AHO C JKENAHHTe OCH HH | AGHE “%ifmiﬂ_;‘?g
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Hexenanu egexry, konro ca 6unu HabMOZAaBaHK BLE BPEMETO Ha TEPANHA ¢ NpomnadeHoH, HO KOTO
obave He ce NposBABaT 3aJBIKHTENHO IPH BCSKH MALKEHT ca CIeAHNUTE:

Tlonskora, ocofeso HpH BUCOKA HAYATHA HOIUPOBKA, MOTAT XA C€ TIOSBAT CTOMALIHO- YpeBHH HAPYUICHHUS,
Kato 3ary0a Ha aneTHT, TaAeHe, CKIIOHROCT KbM IOBPBIaHE, 1yBCTEO 3a IBAHOTA, 3a1IeK, ChXHEHE Ha
yCTaTa, KakTo i FOpYME BKYC, 3ariIbXBAHE HA YIIMTE, CETHEHH HAPYLICHNS, HAPYIICHUS B 3pEHUETO K
CBETOBBPTEX. 1K HO-BE3PACTHI NAUMEHTH C OrPaHIYeHa MUOKApAHA QYHKIKS OT BpeMe Ha BpeMe MOKe
Oa ce CTHTHE A0 HapyLIeHa peryaluys Ha KphbBooOpalleHAETO Che CKIOHHOCT KBM IOHMKABAHE HA
KPBEHOTO HaJlgrake, KOATO Ce NPeAH3BAKEa OT U3NPaBeHO HONOKEHHE Ha TAIOTO MIH OT IIPOABIDKUTEHO
croeHe. Moxe fa ce CTHIHE H JO NpOapHTMMYHK eekTH oA hopMara Ha IPOMAHA HIH 3aCHNRAHE Ha
PHTBMHHTE HapyleHHA Ha Chpueto. Tes3u npoapuTMHIHH eeKTH C€ MPOABIBAT ChIUO HIH KATO CHIHO
3abapsHe Ha CBPIOEMHMA PUTHM MM KaTO HAapyLICHHE B IPOBEKAAHETO Ha BE30YKAEHUETO MK KaTo
YCKOpABAKE Ha CHPASYHMS PHTHM. BE3MOXKHO © BIIOMIABAHE HA CHPACYHATA HEJOCTATHUYHOCT,

Pajko MoXe fa ce CTUTHE IO yMOPAEMOCT, I1aBobosIke, NCUXMYHH Hapy e s KaTo CTpax. i oG bpKaHoCT,
6e3moKOHCTBO, KOIIMAPK M HApYHIEHHA B CBhHA, KAKTO M Ha HapyLICHNA B NPOTUYaHETO HA HEBONEBUTE
ABIDKEHHS, aePruyHi KOXHM peakuuH (3auepsapaue, Chpiesk, eK3aHTEM HIH YPTHKAPKS) U I'bpY Ha
OpOHXHTE NPH HaLHEHTH ¢ HOBHIUSHA CKAOHHOCT KbM OPOHXOCHAZEM.

B naxkou cityuau, cie/l BHCOKO fo3MpaHe Ha nponadeHoH, ¢ HabnogaBato HaMasiBaHe Ha IOTEHTHOCTTa H
Opos Ha CeMEHHHTE KNETKH. Te3u SBIeHHs OTHIYMIBAT Chiel IpeKpaTaBabe Ha Jedernero. Jevenuemo ¢

nponagperon Meice 0 € JCUSHEHOBANCHO, 30 MOEA MO He Guga 04 ce Npexveea bes IeKapeKu Coeenm Hpi
me3u Hedcenant egermu.

CBXPAHEHUE:
Ja ce cbxpanssa Ha MACTO, HEAOCTHITHO 32 Neral

CPOK HA TOAHOCT:
5(meT) rofMHE OT AaTaTa Ha MPOU3BO/CTRO.
JlekapcTBeHOTO CpeACTBO He TpsOBa fia ce yoTpedsea Cliel H3THIAHe Ha 03HAYEHH A CPOK Ha FONHOCT.

JATA HA TOCJEAHA AKTYAJHA3AITHAA:
Mapt 2007 rom. ‘




