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VSTILAHUTENHA ATEREIR RO NEKAPCTBATA

Hpamxa xepaitmepucmusa Ka npodyxma » Apunoxenus 1

Wme Ha nekapcTeeHUs NPOAYKT
Rytmonorm® / PutaoHopm

Rytmonorm®150 mg / PutMoHopM 150 mr kompy J-08M 1D w0, g
Rytmonorm®300 mg / Putmoropm 300 mr

D

KasecTBeH M KOSNIMYECTBEH ChCTaB . OdobpeHo: 5,//“? Z. 9? #
Rytmonorm®: VrxeKkUMOHeH pasTeop :
20 mn ceabpXar 70 myg propafenone hydrochloride.

Rytmonorm® 150 mg.
1 chunmupaxa TabneTtia ceappKa 150 myg propafenone hydrochloride.

Rytmonorm®300 mg.
1 hunmmpana TaGneTka ceabpxa 300 mg propafenone hydrochloride.

®MapmauesTutHa hopma

Rytmonorm®: WMHeKUnoHeH pasteop
Rytmonorm®150 mg: dunmmupaqn Tabnerkh
Rytmonorm®300 mg: ®unMmupann tTabnetku

KnuHU4HYU 0COBEeHOCTH

TepaneBTHYHA UHOWUKALMNA

3a cumiTOMaTHHN ¥ HYKJ2eWw ce OT JIeUeHue BUCOKOCDPEKBEHTHY HafKaMepH! CLDAEMHM
apUTMWIA, KaTo Hamnp. AV-HOAAMHW TaxXvKapAvy, HajkamepHn Taxukapaum npu WPW-cusgpom umv
NapokeU3ManHo npeackHPAHO MbXaeHe.

TeMKOCTENEHHWN CUMITTOMATHHHYA KamepHy Hag, LIl knac no Lown puTEMHY HapyLWeHWA Ha ChpLeTo,
Nno NpeLeHKa Ha nekaps ¢a XMBOTOsacTpallaBaly.

Ho3npoBka ¥ HAYUH HA NPUROXKEHNe )

3anoysaHeTo Ha Tepanus C aHTMEPUTMUIHA CPEICTBA NPY KAMEPHN PUTBMHN

HapyieHus W3KNCKBa BHVMATENHO Kapavonoruydo nabnogenrwe v TpabGea na crasa camo npu
Hanuure Ha anapaTypa 3a CnetuHa Tepanna W Bb3MOKHOCT 3a MOHWTOPEH KoHTpon. o Bpeme Ha
TEpanuATa, B PABHOMEPHN MHTEPBanX OT speme, Tpabba fa ce NPOBEMAAT KOHTPONMU nperneaw
(Hanp. npes 1 Mecew - cranaaptHo EKF, pecn. npes 3 meceua - xontep EKIM v B gagex cryyait EKI
npu HatoeapeaHe). [py BROWABAHETO Ha OTAEMHW NapaMeTpw, Hanp. yAbmkasaHe Ha QRS-
uHTepsana, pecn. QT- uHTepsana ¢ noseyve oT 25 % unu Ha PQ- nHTepsana ¢ noseve oT 50 %,
pecr. yabrxasaHe Ha QT 4o noseye oT 500 MunucekyHan unk HapacTeaHe Ha Spos unu TexecTTa
Ha pUTBLMRUTE HapyLUeHUn, TepanhaTa Tpabea Ja ce NpeoueHy HaHeso.

oparnto

OnpepensHeTo Ha wHAVBWAYanHata roAnbpxalla A03a TpadBa Aa ce u3BbpwBa npu
kapAvonorkiHO HabniojeHve ¢ nepuoauveH EKI-KOHTPON ¥ M3MepBaHe Ha apTepuanHoTo
HansaraHe {¢pasa Ha Turpupade). Mpu yaenkasade Ha QRS-yHTepBana CnpAMO M3XOAHUA pecn.

kopurupanua QT-uHTepean c noeeve ot 20%, gosaTa TpaDBa Aa ce pedyumpa Wy NPeycTaHoBM
npuema go Hopwvanwavpare Ha EX[ cToiHocTUTe,

Mpn yspepeHa uyeproapobHa- wunm GbOpedHa yHKUMA MOXe fa Ce CTUFHE A0 KymynupaHe
NPy TepanesTuqHata A03a. ETO a3awo v Takuea NauMeHT MOFaT ga BbaaT BiHovenn Ha
nponageHod nog EMK-koHTpON ¥ Crieaexe Ha NrasaMeHaTa KoHUeHTpaums

AKo HsMa JpYro npeghncaHue:
KaTo HayarHo 1 noagbpKallo Neverre ce NpenopsYea JHEBHa 403a oT 450-600 mr, B3eTH Ha
2-3 npuema gHEBHO.

MoHskora MOXE Aa Ce HanOKW yBenudasaHe Ha AHeBHaTa foza Ha 900 wr, pasnpegencua Ha 3
npuema. .

B naimiounTentn crniyvan AHeBHaTa g03a MoXMe da ce yBenuik npy CTPOr KapanonornyeH KOHTRON.
JanHute ca BanuaHW 3a nauWeHTy ¢ Terno okono 70 kr. JHeeHuTe ,qosgyg,;pﬁﬁ‘s’é“‘““é*s‘a BETHO Aa
Ce& HAMAUAT MPU MELMEHTY G MO-HICKO TENECHD Teryl. gaﬁm’lﬁ
Mpu geua, 3a Havanda v NOALSbLPXKaLla Tepanus ce NpenopbyBa cpegH " 00s
20 mrfkr, pasnpenenesa B 3-4 egWHUYHK Npyema,
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Mpr BL3PACTHW WUIA NAUMEHTU CLC 3HAYMMO yBpeXJaHe Ha MUoKapaa, Aosara Ha Rytmonorm
Tpabea ga ce ysenu4vasa NOCTENEHHO W NPU chnelwanHo BHUMAaWWe Mo BpeMe Ha HauanHata
thasa OT neveHuneTo.

YBenuuasaHeTo Ha Ao3arta ce NBbpIUBa 3-4 AHK CRej, HAaYarnoTo Ha TepanuaTa.

BEHO3HO

OnpefensHeTo Ha WHAVBMAYanHaTa NOASLPXAWE Josa Tpsabea pa ce WsBwbpWEBA nod
KapAWOrioTMYEH KOHTPON ¢ MHorokpaTHo EKM-MOHWTOpMpaHe ¥ KOHTPON Ha apTepuanHoTto
HansraHe {Havanna cpaza).

Mpu yspeaeHa uepHoapobHa- wiunu Bubpedda dyHKuMA MOXE Aa ce CTUIHE [0 KymynupaHe
npy TepanesThuHaTa no3a. ETo sallo W Takvea nauweHT morar ga Obhgar BKAYEHW HA
nponageHoH nog EMK-KoHTRON K criedeHe Ha NiasMeHaTa KoHLeHTpaLmrA.

AKO HAMA OPYro npeanvcanue:

EpvHnunata fosa e 1 mr/kr/T.T. (oTroBapa Ha 20 mMn npy cpegHo TenecHo Terno ot 70 k). Npu
HeoBXxoAMMOCT, equHUYHaTa 4o3a MoXe [a Ce yBenwdi Ha 2 mrfkr T.T, (oTroBapswo Ha 40 mn
npv CPEAKO TeNecHo Terno oT 70 kr). Sa kpaTkoTpalina uHdysus (oT 1-3 yaca) nosara or 0,5 -

1 mMrfMuH. ce HazHavasa B 5% pasTBOp Ha [MICKo3a MNY NeBynosa.

Mpw ABLnroTpalina UHY3NA & HansNHO JOCTaThyHa AHeBHa 0032 oT 5B0 mr (0TroBapawo Ha
160 mm)

HaunH ¥ NPOALMKWTENHOCT HE NPUIIOKEHWE

BrumaHmne:

Mpw ynotpeGata Ha ToBa NekapcTBO nauweHra TpAORa Aa wMa NpegBuh, Ye 3a HUTO eavH
NpeAcTaBuTEN Ha Knac | aHTHapuTMULM He & JOKasaHo, Ye TEPANWATA Ha PUTBMHUTE HapyLUEHWA
Ha CbLPLIETO, HE BOAW A0 YBENWYaBaHe NpoibLINKUTENHOCTTA Ha AnBoTA.

OpanHo :

Mopagu TOpuUMBMA CM BKYC ¥ NOBBLPXHOCTHO @HECTETUMHO AeitcTene cunmrabnetkure Tpsbea
LA He 8 CMyYaT Unu ABBYUAT, 8 Aa Ce NOMBLIAT Lienk, C TEYHOCT Crigj, XpaHa.
MpogbrvTenHocTTa Ha ynoTpeGa ce onpedens oT fexaps.

BEHO3HO

BeHozHaTa annukauws Tpstea Aa ce W3BbpLIBa GaBHO, B paMKUTE Ha 3-5 MUH

TepanusTa TpAGea Oa sanodHe ¢ Bb3MOXHO HaM-HUCKA A0SW, MPM CTPOT MEOWUMHCKK KOHTPOII,
KakTa W koHTpon Ha EKI v aprepuasnHo Hansrade. Ako QRS-uHTepsana, pecn. KopurupaHma
QT-wHTepBan c¢e yBenuuaT Cc noeeve OT 20% OT MBXOAHOTO, annukauwsaTa TpsGea ga ce
npeycraHoBy He3abaeHo.

Mpy rpopgknkvTenHa kankoea wHiyswa EKIN, apTepuanHoTo HansraHe W HWBOTO Ha
nnasMeHaTa KoHLeHTpaums Tpatea Aa ce Habmogasar BHUMATEMHO ako @ Heobxoaumo
WHrepeana mMexay 2 annukauvu He Tpabea Aa e no-mantk or 90-120 muH.

fa ce u3bArea cMeceaHeTo ¢ PUaMONorMyeH pasTeop, nopaaw obpasyeaneTo Ha TeMneparypHo- W
KOHUSHTPALMOHHE 3aBUCUMKN YTaaBaHKUA.

MpogenKkuTENHOCTTA Ha yhoTpeba ce ofpefens oT Nekysawma nexap. [auumeHTiuTe OT MEMKA
non He TpAGBa Aa ce NeKyBaT BeHO3HO MoBeve ot 1 cegMuua.

flpoTusonokazaims

Mponad)eHoH He TpAbBa 4a ce U3Nenasa B Crnyyaure Ha:

- MaHuhecTHa CbpaeyYHa HEAOCTaTBYHOCT

- CLPAEYHO-CHIOE LUOK (CCBEH aKO & MPeausBUKaH OT PUTHLMHO HapyLIeHne Ha
CLPLETO) .

- TeMKa cuMnTomariiHa Bpaavikapais (BonecTHo 3abassHe Ha CbpaeYHUA PUTBM

- npes nepeuTe 3 Mecelja crief] npexapaH MHapKT Ha MYOKapLa UNKM NPy OrpaHnyeHa
chpasyHa hysKkUns (neeokamepeH oGeM Ha ustnacksade <35%) OcBeH npu NauveHTy ¢
KUBOTOIACTPALUABALLM KAMEPHU apUTMUM

- Hanu4YH1 BUCOKOCTENEHHU CUHYaTPHUaNHK, ATPUOBEHTPHUKYIAPHW N BETPeKaMepH
HapYUIEHAA B rPOBEXAAHETO Ha BB3IOYAHUA MNync

- CMHAPOM Ha DONHMA CUHYCOB Bbaen (Bpagn-Taxy cUHAROM)

- 13paseHa XMNoToHWA (DONECTHO 3HaYMMO HUCKO apTepuanHo HanaraKe)

- manugecTHY HapyLLeHUs B @NeKTPONWTHOTO paBHoBECKe (Hanp. Hapytue
Ha xanus)

- Texka obcTpykTmera benoapobra Gonect
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- MWacTeHuAa rpasnuc
- W3BECTHA CBRPBXYYBCTBUTENHOCT KbM aKTUBHOTQ BeLUWECTBO ﬂpOﬂECbEHOH.

CrieyyanHy npeaynpexneH1a u Mepky Rpu ynotpeba

Mpu nauyweHTM ¢ HamaneHa riepoxamepHa GyHKUMA (Nesokameper obem Ha naTnacksaHe
<35%) wunu cTpykTypHo sabonasadHe Ha Muvokapia poswte TpsAGBa Aa ce HasHavasar MHOMO
BHMMATENHO W NocTeneHHo, B Te3u chyyam npenopbysamMe TepaneBTMHHO HeoBXoAWMOTO
nokadBaHe Ha pesata [a Ge npegnpueMa camo TOraea, KOramo €& BeYe YCTaHOBEHW
hapmaxokmHeTuuHKuTe “steady-state” oTHowekluA. Mo TO3M HauMH ce Hamansea purcksT OT
eBeHTyanH npoapuTMu4HK ediekT B HaYanHata (pasa ot TepanmaTa,

JlekapcTBEHW ¥ ApYrY B3auMogencTauA

Mpr egHospemerHa ynoTpeba Ha nekapeTBeHW CpPeAcTBA C NOKANHO- aHecTeTnuHo fAeficTrRue
{Hanp. NpY NOCTaBAHE Ha MEACMedAKLP, XMPYPrudHa vni CTOMATONOTMYHA Hameca), KakTo ¥ Ha
APy NexapceTea, KOWTO Npeguaerkear sabaBaHe Ha cbpaeuHaTa Yectora Wiunn KOHTPaKTUNUTeTa

{BeTabnokepy, TRPULMKAMYHKW akTuoenpecanT) Tpabsa Aa ce wMa npenBug BLIMOKHOCTTA OT
YCURNBaHe Ha NeKapCTBeHOTO AelicTene,

MNo-HaTaTek ¢a ONUCaHW NMOBUILEHWA B NNasMeqyuTe KOHUEHTPaUWK Ha nponadonon, MeTonpenon,
OEe3UNpamMuH, LIMKNOCNopyH W aurakcud. B eand cnydais Npy JONBAHWTENHO hasaHe Ha
nponacheroH e HabniogapaHo yasoABaHe Ha TEoMUNVHOBATE NiasMeHa KoHLeHTpauus, Mpu
NosiEa Ha CLOTBETHWTE CUMATOMIA Ha Npefosupade Tpabea Ja ce onpejenaT nnasmeHuTe
KOHUEHTRaWWK 1 NIpW HeoOXOAUMOCT Ga ¢& PeRYLUWpa [o3aTa Ha Onpegenexun MEOVKAMEHT.
(ToBULWEHNA HA NTasMeHaTa KOHUEHTPAUWS Ha iponadieHon ca oricaH NpY  e[HOBPEeMEHHATS
ynorpefa Ha UMMETWAVH pecn. XuHuaud, MNpy eaHoepemedia ynotpeba Ha  nponacieHoH  ©
theHoGapbuTan pecn. pudamnnuuH MoXe 4a Ce cTUIHe 4o NoHWXaBaHe Ha
nponatheHoHoBaTa NNASMEHa KOHLUEHTPaUWR, Jopu o cybTepanesTuiHK HuBea.

BramoxHO € B3aumofelcTeue Ha rfponacdeHoH ¢ opanHuTe koarymadTv {ycunsaHe Ha

feficTBMeTO Ha aHTukoarynaHtute). Mpu Te3sn RauveHTV ce NPenopLuBa BHUMATENEH KOHTPON
Ha KoarynauMoHK®a cTaTyc.

BpemMeHOCT U SlaKTaLuus
Mo Bpeme Ha GpemeHoctTa (0cOOEHO Npe3 NLpPBATE TPY MEeCeLa) U Mo BpeMe Ha KbpMEHE,

BBLAMOXHUTE MOM3M NpM BCAKO nevenve TpaGBa A €S NPELIBHAT CRPAMO  BhLaMOXHUTE
NOCNEACTEUA BLPXY AETETO.

Edhexrn BupXy cnocobHOCTTa 3a iodupaHe n ynpasneHue Ha Malnbn

Hopu npu yneTpeba cnopep, NpeanMcaHueTo, Tasu cyberaHuma moxe Aa Hamanu cnocoBHocTTa Ha
nauweHTa 2a wothupaHe 1 pabota ¢ malivkK, Tosa e BanwaHo B Hall-ronama cTeneH npw
GChBMECTHaTa My ynoTpeba ¢ ankoxon.
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HexxenaHu reKkapcTBeHN peaxkyuu

3a onpefenaHe YECTOTATA Ha HEXENGHUTE NekapcTBeHU peakuun, B pesynTar oT ynoTpeta Ha
Fropafenone ca U3NON3BaHM AaHHN OT OBLUMPHW KIUHWYHK NPoYYBaHKsA (BbTPELLHN 1
nybnvkysaHu}.

CTOMAUIHO-YDEEHI HAPYLUIGHNS

Hevectu (=1/1 000 go 1/100) Ilpu  no-sucoxu  nauanmu  Oosu  ce
Habmopasat racTPOMHTECTHHAIHI
HapylieHus T.e. Oesaneruree, rageHe,
MOBPBLIAHE, NOAYBaHe, 3ameK, ChXHEHe,

TOPYHMB BKYC " NpOMeHeHa
YyBCTBUTENHOCT B YCTaTa.

HApyLeHnsa Ha O4iuTe 1 yXoTo i NabupuHTa

Hevectn (=1/1 000 go <1/100) Ilpy  no-gucoxu  mHayanwu  Oo3u  ce
HabmoOZaBaT HapyieHMs B 3pPEHMETO M
CBETORBPTEK.

Cupaeuny HAPYLIEHNA

Pegrin (=1/10 000 ac<1/1 000) ) Ilpu no-gw3pacmuu nayuenmy ¢ 02panuyeHa
MUOKAPOHT PYHKYUSI, MOKE Ha ce CTHIHE 10
HapylueHa perynans Ha

KpBBOOOPAIICHHETO CBC CIITOHHOCT KBhM
KUNOTOHMS, KOATO C€ Mpe[H3BHKBA TIPH
H3OPABEHO TNONOKSHME Ha TANOTO WIH
OPONBDKUTENHO  CTOGHE  (OPTOCTATHYEH
CHHIpPOM).

Moxe pa ce CTMTHE HO NPOAPUTMUYEH
edekt mox (opMATa Ha TPOMHIHA MMM
33CHUNIBAHE HAa DUTBMHUTE HApYWICHHS Ha
CHPIETO, KOWTO MOFaT Na KOBEAAT 0 TEKKO
3acAraHe Ha  ChpAeYHaTa JeMHOCT M Karo
BBIMOJKHO TMOCNEACTBHE N0 CHMpaHe Ha
cepueTo. Te3n npoapurMuude edextn ce
NpoABABaT KaTo cCUAHO 3abaBaHe Ha
CBpASYHUA PUThM (OpaguKapmua) Wik Kato
HapyueHue B NIPOBEKAAHETO Ha
BE30YKIEHHETO (Hamp.  CHHYyaTpHajeH-,
ATPHOBEHTPHKYRAPEH MM  BBTpeKaMepeH
670K), WM KATO YCKOpSBaHEe Ha ChPASUHHS

pUTBM (Hallp. HOBA MOsIB2 Ha HAJKaMepHU
TaXHKAPIIH).

MHoro pegku (<1/10 000) [NosiBa Ha KaMepPHO MBXAEHE UM TPEITeHe

T.€. BJCIIaBaHE Ha ChpOcUYHarTa

HEAOCTATHLYHOCT. R

Brymarsie; NpWY Tepanma ¢ nponageHoH MoXe Sa Ce NPOMEHN TeACKHE U CeHs

ety

fa.__‘\
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neficmelikbpute. OyHKUMATE Ha neiicmeidkepa TpaGea ga  Bwae
HeoBxo0auMOCT HEHOBO NporpaMupaHa.



HapyiieHusa Ha HepBHaTa cHuerema

Heuectn (=1/1 000 go 1/100}

TlapecTesun.

Pegxun (21/10 000 go<1/1 000}

YMopsaeMocT,  miapobonHe,  NCHXHYHE
HapylWleHus KaTo cTpax M oO0BpKaHocT,
Oe3moKOHCTRO, KOIMIMAPH M HapyIUEHHA B
CBH#, EKCTPANMPaMEAHN CHMIITOMH.

Mroro pegkn {(<1/10 000)

IIpu npedosupane - 00 TEPYOBH ABICHHA.

HapyiueHis Ha UMyHHAaTa cHeTema

Peakw (21/10 000 po<1/1 000)

ANSPriudn peaKium:
ANepPruydy  KOXKHM  pEaKkinue,  KaTo
3auepssBane, ChpOek, eK3aHTeMa WIH

YPTHKAapHA: OPOHXOCUA3BM IpM NaIUEHTH,
KOHTC HMAT CKIOHHOCT KM OGPORXOCHassM

Xenamo-6unuapHu HapyweHus

Pepku (z1/10 000 no<1/1 000)

Xonmecrasa Kato M3pa3 Ha XunepepruvHa
WA anepruvsa peaxuus u/unm
HapyIIeHye B YepHoapoOHaTa dyHKuus.

HapyuieHns H3 BL3ITPONIBOANTEHATE CHCTEME

Pegiu (=1/10 000 go<1/1 000)

npu eucoxku Oo3u Ha nponaderon €
HalMI0AaBaHo HAMaNIBaHe Ha MOTEHTHOCTTa
4 Opos Ha ceMeHHBHUTe WIeTKy. Te3n ABJICHHS
OTIIYMSBAT  CNeX  NpeKpaTspaHe  Ha

TepanusTa.

Brumarue;

TepanudaTa C Rytmonorm MOXME Oa € MUSHEHO BaXMHa, TA He TpFIGBa da ce

NpeKbCBa Nopaay Teaw HEXenaHn ethekTi 6e3 nekapeky ChLaer.

HapyweHus Ha kpbsema u numgHama cucmema

Muoro peaxu (<1/10 000) HaGnopasano [OKAYBaHe B
AHTHHYKICAPHHTE  aHTWUTEAd  (MACOYEHM
cpelly  KIeTBYHOTO AApO), aymyc
epUTEMATOMAEC nogoben CHHIIPOM,

NEBKOUCHMS MY TpPaHyJOUMTONCHHT WIH
TPOMOOLIUTONEHKS (HamMasiaBaHe Ha
TPaHyJOLMTATE HWAM  TPOMOOLIUTHTE B
KpEBTa). Te3sw BIEHUK ca  HAUBJIHO

ofpaTuMM  clem  TMpeyCTaHOBsBaHE Ha
JEYCHHUETO C TO3H  MEAMKaMEHT.

MspectHd ca w3 aHMzCllyHan  Ha
arpaHyJIoUKTO3a. A\(\M ;\\
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MNpegosupane

CHMATO Mt Ha 1P e [0 3HP a He

CopaeyHy CUMITTOMA

ToxcuuHATE edekT Ha nponatheHod Ce W3pasRBaT B FEHEpUPaHEe W NpOoBeXAaHe Ha WMAyncu
kato PQ-yaumxasaqe; QRS-paswmpseane; cynpecks Ha CUHYcoBuA BL3en; AV-Gnok; kamepha
TEXVIKApAWS; KaMepHOo TpenTeHe W KaMepHo MbXaeHe. HamanspaHeTo Ha KOHTpakTWnMTeTa
(HeraTvBeH UHOTpONEH edeKT), KOSTO B TEXKM CNy4an BOAW CbpAeYHO-CBACE LLIOK.

EKcTpakapAWanHy cUMIToMW
Moxe A2 BL3HUKHMaT rmasofonve, 3amasHOCT, HapylLeHWA B 3PEHUETO, NapecTesun, Tpemop,
fajeHe, 3anek W cyxoTa B ycTaTa, B Texum criydanm MOXMe 4a ce CTWMHE A0 KNOHWYHO-TOHWHHM

_rbPJOBE, HAPecTean, CBHITMBOCT, KOMa 1 anHes.

JfTe ve rite B caayya i Ha o TP a Bare
Karo ponbnHeHue KbM OCHOBHWTE MEPOMPUATHA, XUBHEHUTE (PyHKUMM Ha naumeHTa Tpabea ga
€& MOHUTOPUPAT U 2KO € HeoBXoAuMO Aa ¢ OBNaASAT B MHTEH3NBHO OTASNSHUE.

Crs gy MeponpusaTis,

Bpagurapana

PefyumpaHe Ha [osaTa W NPEYCTaHOBABAHE HA MpweMa Ha NekapcTsoTo; npu HeobxoaumocT
STPONWH.

SA-Griox n AV-Gnog If. wm Il crenen
arporivd

opyunpeHanis

npuv HYXAa CbpAeYHO NecupaHe.

Borpexamepet Griok (GegpeH Grok)

PeaykuupaHe Ha [03ata WAKM NPEeycTaHOBSIBAHE HA NEMeHUEeTOo, ENeKPOBepsuo Fpu Hyxaa,
[OKaToO HAMAa yoeTaHoBeH aHTWAOT 3a GeppeHust ONOK, vHAayuMpaH ot knac | aHTmapurmnuv. Ako
EnNeKTpOCTMMYNALIMATA He & Bh3MoXHa TpaAGBa Aa Ce HanpaBM orvT fa ce ckecn QRS-
WHTepBana vpes HasHa4vasaHe Ha BUCOKN A031 opuMnpeHaniniy.

ChpaeydHa HeLocTarsYHOCT, NPHAPYKEHa C MOHIKeHIe Ha PpTepHanHoTo Harsraqe
npeycTaHeBABaHE Ha MeAuKaLvaTa

npy GenogpoGen OTOK, BUCOKW A031 HWTPOIMMLEPUH, OUYPETULM W NPU HYKOA KaTexonamuHY
(appeHaniH Wunv gonamuH 1 [oSYTamMuH).

MeponpuaTus npu CEPLXJ0INPOBKE (HAMP. ONUT 38 camoyoiicTec)

B criyyauTe Ha TeXKa XUNOTOHWA W Gpadukapams (ake nauveHta e B GeschaHauwe): arponuH
0,5-1 Mr BeHosHo, aapeHanvi 0,5-1 mr BEHO3HO, NP HYKAA aApeHarniiH Ha Karkosa UHpysus.
CKopocTTa Ha BrinsaHe ce onpelens OT KMMHWIHUA OTroBop.

MpK MOIBYHM IbEMOBE: BEHO3HO Anasenam.

[a ce ocurypy MOCTOAKEH JOCTLM HA AMXATENHUTE NETULLE; ako & HeoGXooumo - MHTYBauws u
HasHaJYagaHe Ha MUOPENAKCaHTY (Hanp. NaHKypoHuym 2-8 mi).

Linprynaropes apect BCIIERCTEMEG oHCTOIMUS Witk KAMEPHO MEXeHe

OCHOBHY MEPONPUATUA 38 KApAMONYIIMOHapHo crxmneaeade ("A B C” npasuna):

A. OuxarenHn nsTrhwa (csofoaHuU AXaTEnHN NbTUWa inu MHTyGaLma

B. Quwake (yBenuaBaHe Ha KMCNopoaHOTO NoaaeaHe Ypes MexaHiuHo ofaueane)

B. Linpxynauus (T.e. BbHLISH ChpAEYEH MacaX, ako & HeoBXoanm 3a HAKONKo vaca)
0,5-1 Mr BeHO3HO agpeHanuH urm 1,5 Mr pasTeopen B 10 MR GM3MONONMYEH pasTEOP,
Ha3Ha4eH eyaoTPaxnanHo.
B 3aBUCUMOCT OT KITUHUMHIWA OTFOBOP MEPONPUATUATA CE MOBTapPAT.
Na-BuxapGoHar 8.4%, kaTo Havano 1mn/kr 7.7, BeHO3HO, NosTapa ce cnef, 15 MuH,
Jecmbpunaums B CrydanTe Ha kamepHo MubxaeHe.
Creg kaTto e gageH eeve 5-15 mEq kanver xnopua BEHO3HO, NOBTAPS C& npy
KbM Tepanuarta. ViHgysna ¢ kaTexonamuHy (agpeHanis winu gonaMuiifo
Mpu HyXaa ce BIHOYBa Wkhy3Ks © KOHUBHTPUPaH coneak pasteop (80-10
NOCTUrHE CEPYMHO HUBO Ha convTe ot 145-150 mEg/




5.2.

5.3.

CToMatuHa npoMuexa,

aexcameTasoH 25-50 Mr BeHosHo,

copbnton 40% 1 mnfkr BeHosko,

Tepanus ¢ neficMeikep,

CUMMTOMAaTHYHA peaHnMaLs.

EnvmuHmnpareTo upes xemonepdiyavs He e MHOTC eexTuBHD.

Mopagw Brcokua ¢k athHUTET KbM DNasmMeHuTe npoTerHn (>95%) u ronemus ofem Ha
pasnpepenelne xemoguainaara e veedexTnena,

PapMakonoryHN CBHIICTBA

PapMakoguHaMUIHN JaHHN

GdapmakoTepaneBTHM4HA FpyNa: aHTHapUTMUYEeH knac IC

ATC rog: CO1BCO3

MponadieHOH e  aHTUapuUTMUYeH MegukameHT mMemBpaHHo-cTabunuampaluy, Gnokupaium
HaTpueeuTe KaHanu ceofictea (Vaughan Williams Classl). MegwkameHTsT npuTexasa wu
OeTabnoxvpawy ceodictea ({(Vaughan Wiliams Classll). MponadheHon pegyumpa ckopocTTa Ha
NnoKayeaHe Ha aKUMOHHWA  noTeHuMan, TmoCPeACcTBOM KOBTO MOCTEneHHO Hamansasa
nposcaMMOCTTa Ha  WUMRynca (HeraTtueeH ApomoTponuabM). PedpakrepHute nepwoan s
rpeacepameTo, AV-baena v xkaMepata ce yawrokasar. [pu nauvertn ¢ WPW-cungpom,
nponadieHoH MPoMoHrMpa pedtpaKTepHITe NEPUoAN Ha AOMBLITHUTENTHUTE NPOBCAHN CHOMYETa.

PapmMakoKMHeTUKa

MponadeHon ce aGcopbBupa pobpe cnej opaned npuem. MuKoBMTE NnasmeHn Huea (tmax) ca
Hanuue Ha 2-pusa/3-Tua 4ac, HuckaTa cWUCTeMHa HanuuHocT (okono 50%) chel eaHOKpETeH
fpMeM CBOTBETCTBZ Ha akTupeH metaGonuabm npu “first-pass effect” vHa MeavkameHTa npes
JyepHua gpob. Cnepg nosTopeH npveM NNasMeHaTa  KOHUEHTpauMs u  BUoHanMMHOCTTa
HapacTeaT CBOTBETHO HaA HackwaHeTo oT MeTabonusma B depHua papob. "Steady-state"
OTHOLLEHMWA ce AOCTUraT Ha 3-TUA/4-TvA AeH W BruokannyHocTTa HapacTaa Gnuso g0 100%.
Cropoctra Ha meTaformsma € pasnmuda  npu  Obpsometabonuvampaumrte n  npw
GaeHOMETadoNM3NpalLTe MHAMBKMAW (ONpedens ce chopel CiocobHOCTTa Ha pasrpaxgare Ha
debrizoquine}, 90% oT nonynauusTa ¢ OTHACA KbM KaTeropwsiTa C BucOKAa CTeNeH Ha
meTabonuskm. [HasHWAT MeTabonwt, 5-OH-propafencne, e ckCc cpaBHuMa aHTUAPUTMUYHA
PUKSCHOCT NO OTHOLLEHKE Ha HENPOMEHEHOTO NekapcTeo CBLP3BAHETO C NNA3MEHMTE NPOTEUHU
e 85-90%. HueoTOo Ha paanpegeneHve e 1,1-3,6 Vkg. BpemeTo Ha nonyxwveoT e 2,8-11 uaca 3a
B6bpsomeTabonmsypatlyuTe 1 oxono 17 yaca 3a GasHoMeTabonvzMpawuTe,

Camo 1% ot gosata ce excKkpetupa HenpomeHeHa npes 66peyure.

TepanesTuyHWTE NNasMery Huea sapupar oT 100-1500 ng/mi

MponaceHoH NpemuHasa Npes nnayeHTapHarta Gapuepa U ce U3MTbYBA B KbPMaTa.

Wma poxnagsad crnyvaii 38 KOHUEHTpauma Ha nponadeHoH B yMBurivkantarta apTepua 4o 30%

OT KOHUEHTPaLUMWATa My B MafiuynhaTra Kpbe,

Exckpeuws B Kbpmarta: [OKNaABaH € criyvail 3a KOHLUeHTpauma Ha nponadeHoH B KbpmaTta 4-9% .
OT Tasy B MaRUMHATE KPBB.

BuoHanuyHocT

PesynraTiuTe oT NpoyyBaHe Ha GuoHanmyHocTTa ot 1981 ¢ Rytmonoarm 150 mg, domnmraénerky, w

Rytmonorm 300 mg, dunMTadneTtki cnpsmo pasteop Ha 300 mg propafenone hydrochloride npu 8
criyyasi ca gagenn no-gony (cdwr. 1). Pasnukure B oTHocuTenHara GuoHaaMUHOCT NpouaTHyaT oT
occobeHnTe GUBMKOXUMIIHY CBOACTRE 1 CneLmMMUYHOTO Haculare ¢ MeavkamenTa, bur. 2 nokassa
BYCOKA MAA3MEeHa KOHLEHTPaUUA Npy NaUMeHTW Nonyyaeank LA Bpeme feyeHWe B [03a,
asuxewa ce ot 150 mr - 300 mg.

Te cTBaH Np O ByKT TecTeaH Npofyk  PedepenreH
(150 mg, {300 mg, np o Aykr
chunmra Gne Tk1) vnmTta Gne Tkn) {300 mg, pasrteop)
Maxcumanua nnaameHa 1808 (ng/ml) 87.1 (ng/ml) 300 & (ng/mi)
KO HLe HTP a U (7.7-52 1) (14.4-425.7) (128 1-586.4)
(Crmax)*
Bpewme wa makcumanHa 3.0 (h) 3.0 (h) 10({h)
nra ame Ha (1.5-3.0} {13309 (0 8-1,5)
KO HUE HTP a Lmnst

(tma)** 87.83 (ng/mi) 391.4 (ng/ml) 1001 4 (ng/mf) e

Mrow noj kpueaTa Ha  (29.4-221.8) (95.9-1434 9) (447%&?
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epemeTo (AUC)*

CToliHoCTUTE Ca AaEHN KATO CPeLHN FeOMETPUYHY* MnK MeAuaHHU™ 1 sapupaum ( )

i

2 [ ]

Th)

——-0---- 300 mg unmrabneTkv
--—®---- 300 mg pasTeop
w160 mg dmnvTatneTkin

dour. 1
Kpua Ha cpegHata nnasmeHa KoHUEHTpauws (kato propafenon HC|) suB BPEMETO cChnea,

npunarake Ha 1 durmvrabn. Rytmonorm 156 mg/ Rytmonorm 300 m@ w1 300 mg pasteop Ha
propafenone hydrochloride, n=8,

CpeAHa KOHUEHTpaLmst npu AbnroTpaiiHa ynotpeba
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[Hesxa go3a Ha propafenone (mg)

cour. 2
Bpbaka MeXAY [OHeBHATa [033a U OCHOBHAra nnasMewa KOHLEHTPaunA Mo Bpeme Ha
ABNTOTPAMHO NE4eHIe. AKO KUHETUKATA @ AUHEAPHE, CLOTBETHUTE CTOMHOCTM Le NEXAT Ha

TYHKTUPHETA NHuG. ToukuTe B HEPTUTE NOKAIBAT CPeaHOTO apuTMETIIMHG U HerOBOTO
CTaHAAPTHO OTKNOHeHUe,

5.4. MNpexnuHryHn gavku 3a GesonacHocT
TokcukonoruyHu ceoicTsa

aj OcTpa TOKCHLIHOCT
Bunose Mon LD 50 mglkg
HHMBOTHU
LV. p.c.
MuLLikw m 29.3 650
(26.6-32.7) (445-888)
f 3141 605
(28.3-35.7} . (434-849)
Nnexose m 18.6 1316
{16.8-22.0) (978-1729)
f 16.8 1250
(14.4-19.4) (263-5943)
&) TI040CTPE ¥ XPOHIUYHE TOXKCHYHOCT

HesHauntenHu cTpaHuuHM ecdekTy ca HabriofaEaHy B 4 ceaMWdHO npoy4saHe 3a HUCKa
TOKCUYHOCT MW MNTbXOBE W Ky4eTa, Ha KOUTO e jaead A0 6 MI/kr T.T. BEHO3HO M pecn. go 5
mrir/T.T.nponag)eHoH.

Npy maimyms, Kkyveta u 3aiiuy, HO HE W MPU MNLXCBE U Camo Chnefl BEHO3HO MPUNoXeHne B
TOKCUHHM A03M e HabriogaBaHo obpaTUMO YBpewGaHe Ha cnepmaroreHesata. Wwva vsonmpaHy

Aokriagi 3a peaykums Ha GpoA Ha cnepmaTosouauTe MPU Xopa, KOeTO Ce okasa obpatumo npu
npekpaTABaHe Ha TepanwsTa.

B) MYTAreHEH it KAHLEPOreHeH MOTeHLNAS
HAma asauumy daxHu, ye nponadenon MHAYLUMPE MYTareHHOCT Npy NRpOYyYsaHus in
in vitro
ObnroTpaiiy npoyusaHna Npy onpeaeneHn XNBOTUHCKN BUAOBE (NNTbXoBe
vncea 3xHayvMma nponacdeHoH MHAYLIMpaHa KaHLepOreHHOCT.
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6.3.

6.4.

6.5.

6.6.

PEIDOGYKTHBHE TOKCHIHOCT

EMBpUOTOKCHYHM NpOyYBaHNSA (CerMeHT 2) Npn nNnLXoBE ¥ ALK Nokasaxa NMNca Ha 3Hauuma
TePANTOreHHOCT, MHAYLIMPaHa oT NponadheHoH.

EMGPUOTOKCMHHOCT HECLMHEHO HaCTRNBa TPV TOCKWHHK [A03K fipn XeHCKkW (600 MI/KI/T.T.) s X0Be,
(150 mr/ke/T.7.) npu 3aiuu. Mpu fosm 180 Mrfkr T.1. 1 MOBEYE AALEHW HA NNLXOBE NO BPEME Ha
eTanHoTO pasBUTUE W NaKTaLus (CerMeHT 3) e HabnioaaBaHo noTucKane Ha HapacTBaHeTO Ha
HEOHATANHOTO TErNO (MPEX0AHE, NbPBa CeaAMMLE oT #ueoTa). Mpu gosy oT 360 Mr/kr T.T. 1 noseye,
€ HalnioAaBato HaManeHne Ha HeOHATArHOTO Terno U OTYET/IMEO NOBMILeHe Ha HeOHaTanHaTa
CMBPTHOCT. MNpu NpoyyBaHe Ha thepTUNHY NHbXoBe (cermeHT 1) He e HaBnogasaHo 3HaYMMG
fOBfMaBaxe Ha TernoTo rmpn 4oan Ao 270 mrfkrfT.T.

Mpw  cnysan, poknagsaqn mpw GpemMeHHn xeHn N KbpMauku, npuemMaln nponadieHon,
FECTALMOHHUTE U NAKTALMOHHUTS nepuoan ca Gurin GesnpobriemHn, a HOBOPOAEHUTE - KNUHWYHO
3apaen (Buxk cbluo 13.3).

PapmaleBTHYHU 0C0BeHOCTH
COncbK Ha MOMOLHKTE BelEecTBa

Rytmonorm 70 mg/ 20 mi mweryores pasrsop:
1.076 g glucose monchydrate 3a uHiexkumm 3a UBOTOHWYHOCT, BOHA 38 UHMXEKLMN.

Rytmororm 150 mg guammpari TabneTi:
Crosscarmellose sodium, purified water, macrogol 400, macrogol 6000, magnesium stearate,
corn starch, hydroxypropy! methyicellulose, microcristralline cellulose, titanium dioxide (E171).

Rytmonorm 300 mg churmparu TaGrerku:
Crosscarmellose sodium, purified water, macrogol 400, macrogol 6000, magnesium stearate,
corn starch, hydroxypropyl methylcellulose, microcristraline cellulose, fitanium dioxide (E171).

HecuBMecTMMOGCTH

Rytmeonorm 70 mg/ 20 mi uhxekyuoHeH pasTeOp He TpAGBa Aa C& CMecBa ¢ U3NONOrHeH
PE3TBOP NOPAAV KOHLEHTRALMOHHO 1 TEMNEPATYPHO BUAVIM YTasiBaHus.

Cpok Ha roaHocT

3 ropunu - Rytmonorm 70 mg/ 20 mil UHXeKUMOHEH PasTEOp.
5 roputm - Rytmonorm 150 mg cmnmnpani Tabnetku

5 roannu - Rytmonorm 300 mg dimnmupanv TabneTku.

Ha He ce nanonsear cnen usTuvaHe cpoxa Ha rogHoct!

CrLxpaHetine
Rytmonorm 70 mg/ 20 ml urxekumoHeH PasTBOP Aa He Ce CbXxpaHsaBa Npy TemnepaTtypy nog 15° C.

OnakoBin

Rytmonorm 70 mg/ 20 ml umXeKkuuoHER pasTBOp B aMIyJM, 5 aMIy/JM [IOCTABEHY B
KapTOHEeHa KyTHs.

Rytmonorm 150 mg ¢ummupann Tabnetxu — Smucrepn PVC/Alu-donuo mocrasenu g
kapTonena KyTis 1o 30 u no 50 rabretku B KyTHs. ,

Rytmonorm 300 mg 6 dunmupans Tabnetku Oaucrepn PVC/Alu-onno moctapenu
Kaprouena KyTus 1o 20 u no 50 TabeTku B KyTus .

WHCTpyKUKMK 3a ynoTtpeba
Hsma.

7. Wme ¥ agpec Ha npon3goguTens: NMPpUTEXATENA Ha paspewieHeTo 3a ynotpeba

7.1, 3a Rytmonorm amp 70 ma/ 20 mi:;

Ebewe Pharma Ges.m.b.H. Nfg.KG
4866 Unterach
ABCTpUA

Abbott GmbH & Co. KG,




Max-Planck-Ring 2;
65205 Wiesbaden
epmarna
7.2. 3a Rytmonorm 150 mq tablets:
Abbott GmbH & Co. KG;
Knollsfrasse 50,
67061 Ludwigshafen
TFepMaHns

Abbott GmbH & Co. KG;
Max-Planck-Ring 2;
65205 Wiesbaden
epmanvin

7.3. 3a Rytmonorm 300 mg tablets:'

Abbott GmbH & Co. KG;
Knellstrasse 50

87061 Ludwigshafen
"epmauns

Abbott GmbH & Co. KG,
Max-Planck-Ring 2;
65205 Wiesbaden
Fepmanua

8. Homep Ha pericTpanusTa

8.

Rytmonarm solution for injection 70 mg/ 20 ml: Ne20020601
Rytmonorm 150 mg tablets Ne20020603
Rytmonorm 300 mg tablets Ne20020602

HaTa Ha hocreaHa aKTyanuaaLuva
MapTt 2007 rog.




