N3MLNHUTERHA ATEHUS N0 NEKAPCTBATA

Slucmopsxa - flounoxenus 2

-------

Jlucroska : Ungopmauns 3a noTpedurens
Rytmonorm® 300 mg Z A? .07 o0&
PHTMOHOpM 300 mr Odobpero: ..... "
JlexapceTreno BeMlecTBO: Propafenone hydrochloride

QuIMHpaHa Tabierka

AHTHApHTMuUK

JEKAPCTBEHA ®OPMA 1 OITIAKOBKA:

PutMoHOpM uaMupans TabneTky o 10 6pos B Oiuctep or PVC/Aldonuo; no 2 g no 5 Onmerepa
KapTOHEHAa KyTHs.

IIPUTEKATEJ HA PASPEHIEHUETO 3A YIIOTPEBA.:
Abbott GmbH & Co. KG;

Max-Planck-Ring 2;

65205 Wiesbaden

I'epmanns

IPOH3BOIUTE.T:
Abbott GmbH&Co. KG
Knollstrasse 50,

67061 Ludwigshafen
T'epmanus

HEACTBUE:
[ponadenonsr ¢ AHTHAPUTMHYHO CPeACTRO C JIOKaNHO-aHeCTeTHYRO

HPOH2X07,

IIOKA3AHS:

-CamnromaTnuny n HYMIaelH ce oT NeueHue BHCOKOYECTOTHH HaZlKaMepHH PUTBEMHH HapyiueHus Ha
CBPUCTO KaTo HampuMep AV- Honamu TaXUKap/MH, HaJKaMepHH TaXUKAPOMH NIpH WPW-cunmpom mu
TI4POKCH3MANHO NPEACHPIHO MEKICHE.

-Texxocrenennn CHMIOTOMATHYHYE KaMmepHu BHCOKOIECTOTHY PUTBMHM HapYMIEHMsA Ha ChpUETO, ako mo
IpeleHKa Ha Jlexaps ca KUBOTO3aCTpalUaBamy, =

HH®OPMAIIHA HEOBX0OTHMA IIPETH 3}77 OTPEbA HA JIEKAPCT BEHH,



ITPOTHBOIIOKA3AHUS]

BH3MOKHATA Bpeza.. 3a na
MOJXE JIEKapAT Jia HaNpaBH BHAMATENHA TIPOBEPKA 38 TIpOTHBONOKA3aHNKA, Tolf TpsbBa 1a e oceemoMen 32
DpeAXOKAaETe By 3aGonseanus, chIBTCTBAamuTE 3a00IBAHNA, €IHOBPEMEHHO IPOTHYAmMO Rpyro
JIeTeHHe, KAKTO ¥ 32 Banmre YC/IOBIA Ha XKHBOT ¥ HABHI. HpoTusonoxasausTa Morar Aa ce npossar

HITH Aa CTaHar

H3BECTHU elIBa CIIe HavaloTO HA TeparusaTa C.TO3M NeKapeTBed NponykT. M B Takuea caydan tpaba pa
uugopmupate Bamus JIeKap.
IIponadenon ue Guea na ce ynorpe6:ea npu :

u3paseHa chpaedHa ciabocr, KapaHo-LMPKYNIaTOPEH LIOK, OCBEH aKko e NPEAUSBHKAH OT PHTBMHO
HapyMICHRE Ha ChPLETO, G0IeCTHO 3a0aBAHe Ha,CHPICYHIS PHUTEBM, I1pe3 nbpeuTe 3 Mecena cex npexapaH

%) OCBeH IIp¥ TalMeHTH C FHHBOTO3aCTpALIABAIIH KaMCpHH PUTBEMHH HAPYIUCHUS HA CBPUETO, Baluyny
BACOKOCTETICHHY CHHYaTPHANHH, aTpHOBEHTPHKYIAPHH i BLTPEKaMCPBH HAPYHIEHUS B NPOBEKIAHETO Ha
BB30YKNCHUETO Ha CHPUETO, CHHApOM Ha Goimus CHHYCOB BB3eN (Taxu- Gpajm cumupom), H3paseHa
XUIIOTOHUA (GONECTHO 3HAYKMO HHCKO apTEpHATHO HAJIATAHE), H3PA3CHH HapyWEHUS B SNEKTPOJIHTHOTO
PaBHOBECHE (HAIlp. HApyLIEHHA B MeTaBomusia Ha Kamus), TexKa oGCTpyKTHBHA (npenuspyxana or
samymiBane) Gonect Ha Gemus Apob, MEACTeHHS TPABHC, USBECTHA CBPEXYYBCTBHTENHOCT KbM AKTHBHOTO
BELIECTBO NpoNagheHoH,

JEKAPCTBEHH U APYT'H B3AMMOJEHCTBHSN
JEHCTBUETO Ba HAKOH JIEKAPCTBEHM CPEACTBA MOYKE Aia GpAe TOBMMIHO OT eRHOBpeMeRHATa ynorpeba na
ApyTH cpeacTsa. ETo 3amo ce nockeeTBajite ¢ Bamms FICKap, aKO MOCTONHHO yroTpebaBare, 10 CKOPO CTe

Bawwusar nexap weBu kaxe, nanm Ip¥ Te3n ofcToaTeNnCTA CBIUECTBYBA B3AMMHa HEITOHOCHMOCT MEKTY
ABETE JICKAPCTBA MIIH € HEOOXOQMUMO 112 ce B3EMaT HAKOM 0COGEHH MEPKH, Halp. onpeeNsHe Ha HOBa 103
NpH ynotpedata Ha Rytmonorm ® 300 mg.

Ipu exrorpeMensa ynotpeta na NICKAPCTBEHH CPEACTBA C IOKANHO-aHECTETHYHO AeiicTBHe (Hanp. npu
NOCTABAHE Ha IEHCMEHKEP, XUPYPrUYHY MK CTOMATOJIOTMYHH NIPOLSAYPH), KAKTO H Ha ZApYFH JleKapcTBa,
KOMTO MpenM3BUKBAT 3a6aBsiHe Ha ChpAEYHATA YECTOTA H/MI Ha IOMIeHaTa CHOCOOHOCT Ha CHPLETO
(sanp. Getapenentopau OJOKepH, TPHIHKITHIHK AHTHIICIIPECARTH) TPAGRA 13 ce uMa TIpeaBu
BB3MOXKHOCTTA 32 yCHIBAHE Ha JIEKAPCTBEHOTO NelicTRi., OcBed ToBa ca onmcanu OLUE MOBHILEHUS B
INIa3MEHHTE KOHLEHTPalMH, PECH. HUBOTO Ha TIPONPaHONON B KPBETR, METONPOIO]I, AEe3HNpaMuH,
LHKIOCHOPHH U AMrOKCHH. B enuH cixyuafi npu nomsIHUTENHO JaBaHe Ha

nponaj)eHoH € HabIMOAARAHO YABOABAHE Ha TeobuHHOBaTA IUIazMeHa kouneHtpanus. IIpy nosea Ha
CHOTBETHHTE SBJIEHHA Ha NIpeAo3Mpane TpAGBa fa ce OTIPCACNAT IIA3MEHHTE KOHUEHTPALMH 1 pu
HEODXONUMOCT 1A ce PERYLIMPa 103aTa Ha ONIPEACHACHHS MENUKAMEHT. HoBuienus na rnasmenara
KOHLCHTpalA Ha iponadeHOH ca ONUCaHH HpH CAHOBpEMEHHATa yNIOTpe6a Ha LOUMETHJIHH, pecr,
XuBuAuH.[Ipu enuoppeMensa ynoTpeQa Ha nponageHoH ¢ enobapburan, pecn. pudammaims Mosxke fa ce
CTHTHE A0 IOHWXAaBAaHEe Ha NMPONAQEHOHOBATA TNa3MeHs KOHUCHTPALms, JOPH N0 CyOTepaneBTHYHY HuBa.
Bramoxaio e 3aumoneticTeue na nponadenoa ¢ opanHuTe GHTHKOAryNaHTH (yCHIBAHE Ha JeHcTBUETO Ha
aHTHKoarynanture). [lpu Tesu nauuentu ce TpEIopEYBa BHAMATENEH KOHTPON Ha KOarynauoHHus
cTaTyc.

Hpeaynpesxnenne: IIpu Tepamms ¢ nponageHon MoXe aa ce NPOMCHK NEHCHHI- H CEeH3HHT- npara Ha
nefcMelkeprTe. GyHKIEATA Ha neficmelikepa Tpa6ea ga 651e [POBEPEHa M IpH Heobx :
nporpaMupaHa.




HPUJIOKERUE TPV BPEMEHAM U B IIEPHOJA HA KLPMEHE
Ilo Bpeme Ha GpememHocT, -0co6eHO Hpe3 NBPBHTE TPH Meceld, KaKkTo H [1o BpeME Ha KBpMeHe,
nponadexone Tpadea Aa ce NpreMa camo no H3PUYHO JIEKapCKO YKasaHue.

BJISTHIE BHPXY CIIOCOBHOCTTA 3A IIOAPAHE Ml PAGOTA C MAHHHN:
Putmonopm 300mr Mosxe ¥ npu HOpManua JIOSUPOBKA [Ia NPOMEHH BHAMOKHOCTTA 3a pearupase 1o Takaea

CTCIIeH, He /ia MOB/HsAe 3HAYHTEIHO BEPXY YIPABICHHETO Ha MIIC u paGorara ¢ Manmuu. Topa BaXKH B
SACHIICHA CTEIICH NIPH €/IHOBPEMERHATA My YIOTpPe6a ¢ ANKOXOIL

HHOOPMALTHA 34 ITPABHITHA YIIOTPEBA

MO3UPOBKA M HAYMH HA NPHJIOKEHHE:

Ilo nexapcko npednucanue! '

Tabnetxute TpaGea na ce IIPUEMAT HECHBBKAHM U HEDASTBOPEHH, C MAIKO TEUYHOCT Clieq AEHe NOpazu
TOPIMBHA BKYC U DOBBPXHOCTHOTO 2HECTETHYHO NEHCTRHE Ha AKTHBHOTO BemiecTro. Ilpomsmintentoctta
“Ha TepanusTa ce OnpeAens OT AeKaps. .

YCTaHORABARETO Ha HHIMBMIyaIHaTa oANbpaKallla A03a TpsaGea 1a cTapa I0J JICKapcKo Halmoaenne ¢
MHOTOKpaTeH KoHTpon Ha EKI u aprepuanto nangrane (Hayanma dasa Ha yToyusBane Ha no3ara). [Ipu
yAbmxapane Ha QRS-uuTeprana (mag 20 %) HiH Ha 9ECTOTHO 3aBHCHMUAT QT-unreppan, nosata Tpabra

Kymynupare.llox xontpon na EKT" 1 Ha mnasmenara KOHLICHTpPALMS 1 Te3K TAlMEHTH MOraT a G5t
BKIIIOUCHA Ha Tepanus ¢ nponadeHoH.AKO He e HpEAIECaHo Ipyro, 3a dasara Ha yToungsane u
HOAABPKAHE HA J03aTa ¢e € YTBBPARIA JHeBHa Ao3a ot 450 - 600 Mr, KosTo CBOTBETCTBA Ha 3 - 4
bunmrabnerxy, B 2 - 3 eauEuyEM AOBH, paslpeIeIeHl PaBHOMEPHO NIpes Leus Aen.Ilonsxora ce Hanara
TokatBane Ha (HesHaTa 1osa Ha 900 Mr, crOTBETHO 6 dumvrabaeTion, PAEHOMEPHO pasnpefieNeHy npes
ESHA B 3 eEnYHM 103u. [IpH HAKOH HaKTIOuHTE T CITyHan Tasd HEBHA 1033 MOXe Aa Ople
HaIXBBPICHA NPH CTPOT KapAHOAOTHUEH KOHTpOII.

JlaHHHUTE BaXart 3a nanyenTH ¢ TEHECHO TETNO OKONIo 70 T, IIpu manmenTy ¢ no-ucko TETNIO IHEBHUTE
IO3H TPSOBa CHOTBETHO Ja GBIAT HAMANCHYU. Ilponageron Tpadsa xa ce Ro3upa ocobeno BHUMATEHO, B
HayafhaTa ()asa CTHIATOBHIHO TIPY NANHeHTH B.HalpeaHaua BE3PACT WK ¢ TEHKKO YBPEIEH ChpleueH
myckyn. Ilokausanero na nosata Tpsa6ea na crapa ClIBa 1Ipe3 3 - 4 iHeBeH HUTepBa. 3anoYsaneTo Ha

MOHMTOpeH KoHTpoiL. I1o Bpeme Ha Tepammsta, B PaBHOMEPHY UHTEPBAJU OT BpeMe, Tpi6ea Ka ce
NIPOBENAT KOHTPONHHM Niperneny (Haop. npes 1 Mecel - crannaptHO EKT, pecr. mpes 3 MeceLa - xonTep
EKI" n EKT npu Hatopapaxe). [Ipu BlIOmWaBareTO Ha OTHEN N TapaMeTpH, Hanp. ynsmxaase Ha QRS-
uHTepBana, peca. QT- uurepaa ¢ noseve ot 25 % miy ua PQ- nureprana ¢ noeeve or 50 %, pec.
yapokasane Ha QT noseye ot 500 MumcekyHM wau HapacTBaHe Ha Gpos MM TexecTTa Ha PHTEMHUTE
Hapylluenus, Tepanuata TpAdea fa ce IPOKOBTPONIKPA HAHORO,

ITpy manMeHTH ¢he 3HaYUMO OTpaHHYeHHKE Ha NABOKaMepHaTa GyHKIus (<35 %), pecn. CTPYKTYpPHH
3a00nABaHNA Ha MUOKaApJa, Tpsi0Ba fa ce nosupa ocobeno BHUMATENHO, CTHNANOBHAHO. B Tesu ciyqay
TIPENOPEUBaMe TePaIeBTHIHO HEOOXOAMMOTO NOKAYBAHE KA AO3aTa ja ce MpeNpUemMa camo Torasa,
KOraTo ca peye yCTaHOBEHH (hapMakOKHHETHYHHTE steady-state oTrome M MO pasuno ciex okono 5-8
Auu. ITo T30 HayuH ce Hamanigpa PHCKBT OT €BEHTYAIIHY [IPOAPUTMHIHK eexTH B Havannara taza Ha
TepanuATa MPH Te3H MTalUeHTH,

Havauio, MaKkcHMym U mpoxbIsKRATE HOCT Ha JIerRapeTBenoTO AciicTBue

Cnen enHo 6Bp30 Hayano Ha JICKapCTBEHOTO Aeiicrue (cnen okono 30 MHH.) Rytmonorm ® 300 mg
HOCTHI& CBOA MaKCHMaJIeH edekr cnen 2-3 yaca. HelicTBreTo Tpae moeeye oT 8 yaca,

HEXEJIAHHN JEKAPCTBEHH PEAKITHA

JlexapcTBEHMTe NMPOYKTH MOFaT 12 MMar 3a¢MHO C MENAHUTe OCHOBHH melicT



Hexenann eexrn, xonro ca 6um mabmonasanm up BPEMETO Ha Tepands ¢ npomad)eHOH, HO KOMTO
obaye He ce MPoABABAT 38 TBIDKUTE/HO NpH BCEKH MALWCHT Ca CCIHHTE:

Honsxora, ocoGeno mpu Brucoka Hauanma AO3MPOBKA, MOTaT [12 C& NOSABAT CTOMAILIHO- HPEBHH HapyLIEHHs,
KaTo 3aryda Ha aneTwT, rajieHe, CKIOHHOCT KbM TNOBPEINZHE, TYBCTBO 38 IIBIHOTA, 3a1IeK, ChXHEHS Ha
YCTaTa, KaKTo M rop4MB BKYC, 3aTTIBXBaHE Ha YIIHTE, CeTHBHH HapyICHHA, HAPYLIEHVS B 3peHHeTO U
CBETOBBPTEX. [lpu no-pE3pacTy naumenTy ¢ OTpaHeHa MHOKApAHA QYHKUHS OT Bpeme Ha BpeMe MOxe
Ala C€ CTUIHE 10 HapyIIeHA PEryNatKs Ha KPhBOOGPALIEHHETO Che CKIIOHHOCT KBM NIOHIDKaBaHe Ha
KPBBHOTO Hasfrase, KOATO Ce NPEeM3BUKEA OT H3MPABEHO IONONKEHHE Ha TAJIOTO MK OT IPOILIDKUTENHO
croene. Moxe fa ce cTurie u 10 IpoapuTMuYHY edexTy mox dopmara na NPOMSAHA HITH 3aCHIBAHE Ha
-PUTBMHUTE HAPYIICHUA Ha ChpUeTo. Tesn npoapurMuany eheKTH ce NPOSBABAT CHINO WU KaTo CHITHO
3a0aBsHe Ha CBPAEUHNS PHTHM HIH KATO HapyIUCHHE B IPOBEKNAHETO Ha BE3GYKASHUETO HIM KaTo
YCKOpsBaHe Ha ChpAEYHHA PHTEM. Bb3aMOMHO e BliomaBane Ha CBpAeHHATA HEAOCTATHYHOCT.

Psanxo mosxe na ce cturse no YMOPAEMOCT, IMasobomiie, ICHXMIHY HAPYUICHHS KATO cTpax u o0BpKanoCT,
Ge3n0KOACTBO, KOIMAPH ¥ HapyIeHus B CblL, KAKTO 1 ha HAPYINEH:S B IPOTHYAHETO HA HEROHERHTE
ABMKEHUS, A7CPTHIHA KOXHHU PEaKuyH (3auepBsBane, CBPOeN, eK3aHTEM MITH YPTHKAPHA) U I'bpY Ha
OPOHXMTE NPH NAUMEHTH ¢ IOBHITEHA CKJIOHHOCT KBM GPOHXOCTA3bM.

B nakou chyyaw, cren srucoxo AO3MpaHe Ha NpoTaeHon, & HAGMIONABAHO HaMaIBaKe Ha HOTEHTHOCTTA U

MeE3U HeXcenanu egexmu.

ChXPAHEHIE: :
Ha ce coxpansea Ha msicro, HeJIOCTBITHO 32 meral

CPOK HATO{HOCT:
5(eT) rouHu OT JaTarTa Ha IPOH3BOACTEO.
JekapcrBenoTo cpenctso He TpAGRa fa ce ynoTpeGasa cuen u3THYAHE Ha O3HAYCHMS CPOK HA MOMHOCT.

JATA HA HOCIETHA AKTYAJHA3ZAIAA:
Mapt 2007 ron.




