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KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHUSA ITPOAYKT

Denkapua S0 mg Tabnetku
Felkarid 50 mg tablets

Denkapua 100 mg Tabnetku
Felkarid 100 mg tablets

2. KAYECTBEH A KOJIMMECTBEH CbCTAB
Bcesika Tabnerka cpappxa 50 mg wny 100 mg dnekannmnos auerar (flecainide acetate).

3a MbLJHHUA CITHCHK Ha NMOMOILHHKTE BELLECTBA BHIKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Denkapun 50 mg Tabnerku
benu po noutk 6€1d, KPbriiv, NBOHHOU3MbKHAIM TabNEeTKU ¢ AHAMETLP 7 mm.

Oenkapua 100 mg Tabnerkn
benu no noutrH Oenu, Kpbriau, ABOHHOW3MbKHANW TAaONETKU ¢ AHAMETBHP 9 mm W J€aHTENHA 4epTa OT

€AHaTa CTpaHa.,
Tabnerkara Moxe na 6bae pa3zaencHa Ha paBHU JO3M.

4. KIMHHUYHU JAHHH
4.1 TepanesTHYHH NOKAZAHHSA

JleueHHe Ha

— AV HOAaNHa pelUNpOYHa TaXHKapIus; apuTMUH, cebp3adu cbe Wolf-Parkinson-White cHHApOM H
NOJAOOHHU CBCTOSHUSA C AOMBJIHHTENIHH METHLIA, KOTATO APYrO NEeYEeHHUE € HEe(EKTHBHO.

— TexKa CHMNTOMaTHYHA W »KMBOTO3aCTpaiLlaBaLla NapoKCH3IMalIHE KaMepHa apHTMHS, KOSTO He ce
NOBJIHABA Ha ApYrH HOPMU HA TEPATIMA WIH TPH HENOHOCHMOCT KbM APYIH JEHEHHA.

— [lapokcu3MmanHu NpeACbPAHH APUTMHU (MPEACHPAHO MBXIEHE, TPENTEHE U TAXHKAp/AHA) NPH
NaUMEHTH C HHBATWH3HPALLH CHMITOMH ClleJl KOHBEPCHS, NPH YCJIOBHE Y€ HMA KaTErOpHUHA HY»KIa
OT JlIeUEeHHE Bb3 OCHOBA HA TEXKECTTAa Ha KIIMHUYHUTE CUMNTOMU, KOraTo APYro JjieyeHHe €
HEeCHEKTUBHO.

CTpYKTypHHTE ChpaeUHH 3a00nABaHKHa W/ WK HapylleHaTa QYHKLUA Ha naBaTa kamepa Tpabpa na
6bAAT H3AKITKOYEHH NIOPaAH NMOBUILIEHUS PUCK OT NPOAPUTMHYHH €(PEKTH. -
Tabnerkure dbnekanHHUAOR allETAT MOTAT A4 C€ U3IMON3BAT 32 NOANBLPIKAHE HA HOPMS
PMTBM CJIEA KOHBEPCHS ¢ APYI'H CpelcTaa.

4.2 [Jo3HpOBKA H HAYHH HA NMPHJIOXKEAHE




do3upoBka

3ano4BaHeTO Ha Tepanya ¢ GICKAMHUAOB aLeTaT ¥ KOPEKUMHTE Ha J03aTa TpAaOBa Aa ce W3BBpLIBAT NOJ
NEKapCKo HabatoaeHue Y nNpu npocaeassare Ha EKI 1 nnazmenuTe HuBa.

[lo BpemMe Ha TakHBaA NPOUEAYPH MONKE [a CE HATOKH XOCNHUTANM3AUMA NMPH ONPEAETIEHH NALUEHTH,
0co0€eHO NPH NALMEHTH C XKHBOTO3aCcTpallaBallli KaMepHHU apuTMHK. Te3u pewreHus TpsabBa aa ce B3eMar
noj HabMOACHUETO Ha CTICUHAJIUCT.

{Ipu naLMEeHTH ChC CHN'BTCTBALLE OPraHUYHa KapAUOMUONATHA U OCODEHO Te3H ¢ aHaMHe3a 3a
MHOKapAcH HH}apKT, TeueHHeTO ¢ (iekauHKuT TpAOBA a 3aM04YHEe CaMO KOraTo JApYrd aHTHapUTMHLIM,
KOMTO He npuHamiexar KbM Kiac IC (ocobedo amuoaapoH), ca Hee(peKTHBHH WIH HE C€ MOHACAT U
KOTAaTO HE € NMoKa3aHa HedapMakoIorHuHa repanus {onepaups, abnauus Wil UMIVIaHTHPaH
nedubpunarop). Ilo Bpeme Ha neueHUeTo € HEOOXOAMMO HEITOCPEACTBEHO MEJULIMHCKO HAOIOACHHE HA
EKI" u nnazmenuTe HuBA.

Bw3pacmuu u onowu (nao 12 200unu)
Haoxamepru apummuu: npenopbyBaHaTa HauanHa ao3a € 50 mg ABa NbTH AHEBHO. AKO € HeOOX0AHUMO,
no3ata moxe aa 6bae ysenudena 010 MakcumyM 300 mg Ha aen.

Kamepnu apummuu: npenopbuMTenHaTa Ha4allHa no3a e 100 mg nea nbTH AHeBHO. MakcHManHaTa go3a
e 400 mg Ha neH. Ta3u no3a OOMKHOBEHO C€ U3NOJ3BA NPH NALMEHTH C €4PO TENOCTOKEHHE UITH B
Cy4YanTe, KOraTo € HeoOXxoaum Obp3 KOHTpOA Ha apuTMusTa. Ciiea 3 — 5 AHH Ce MpenopbYBa 403aTa
MOCTENEHHO [1a Ce KOPHUrypa A0 Hail-HHCKOTO HHBO, KOETO NOAbpka KOHTPOI Hal apuTMHsATa. B ciny4ad
Ha NO-NPOABLAKHTENHO NeHeHHE € Bb3MOXKHO A03aTa Aa Obae HaMasleHa.

[layuenmu 6 cmapuecka ev3pacm

[Tpu mauHeHTy B CTApPYECKa Bh3pacT MaKCHMMAIHATa Ha4alHa AHEBHa A03a Tpa6Ba na 6bae 50 mg nBa
MBETH JHEBHO, Thil KATO CKOPOCTTA HA €TMMUHHpaHe Ha diekauHH] OT IU1a3MaTa NMpH BH3pacTHH XOpa
MoOsKe Ja Owae HaMmaneHa. Tora TpaOpa 1a ce MMa npeaBKA NPH KOpUrHpaHe Ha go3arta. Jlosara 3a
NMalMeHTH B CTApYeCKa BL3pacT He TpaOBa Ja Haasuinaea 300 mg auesHo (wn 150 mg nBa nbTH
JIHEBHO).

ITecouampuuna nonyrayus
Mma orpannueHd naHnu ot ynorpebara Ha dnekauHua npy aeua. bezonacHocTra U €PEKTUBHOCTTA He ca

YCTAHOBEHU H NMopaau ToBa thiekauHna He TpabBa Ja ce M3non3sa npu aeua noA 12 roarHu.

IInasmenu nusa

B3 0CHOBa Ha NOTHCKAHETO Ha NpekaeBpeMeHHNTE kamepHK kommuiekcH (PVC) Moxe na ca
HeoOxoauMM u1asMeHH HUBa oT 200 — 1000 ng/ml, 3a aa ce Noayyd MaKCUMAaJeH TepPaneBTUUEH EQEKT.
[InasmMeHuTe HHUBa Hajg 700 — 1000 ng/ml ca cBbp3aHK ¢ MOBHLIEHA BEPOATHOCT OT HEXKENAHH PEaKLIHHK.

bvbpeuno yspexcoane

[Ipu MALMEHTH ChC 3HAYHTETHO GBOPeUHO yBpexaaHe (KPpeaTHHHHOB KIMPBHC oT 35 ml/min/1,73 m? unu
MO-MAJIKO WM CEPYMEH KpeaTHHHH > 1,5 mg/dl), MakcHManHaTa HayatHa 103a Tpa6ea xa 6uae 100 mg
qHesHO (Wnu 50 mg ABa MbTH AHEBHO). Korato ce H3noi3Ba NpH TakHBa MAallHEHTH, CHIIHO C¢
NpEnopsUBa YECTO NMPOC/IeAiBaHE Ha TUIA3MEHUTE HHBA. B 3aBHCHMOCT OT eeKTa H NOHOCHMOCTTA,
1003aTa MOXe cAie ToBa Aa Obli¢ BHHMATENIHO nMoBUlleHa. Cnea 6 — 7 NHH fio3aTa MOXE ia C€ KOpHTrHpa B
3aBUCHMOCT OT epeKTa W NOHOCHMOCTTa. HAKOoy nauneHTH ¢ Texka Ob0peuHa HeAOCTAaTLYHOCT MOTAT Na

HMaT MHOro 0aBeH KNHPBHC HA QUIEKAaHHUI, KOETO BOAH A0 YABLIKEH €AUMHUHALIHOHEH
(60 — 70 yaca).

Hamanena vepnoopobua hyuryus



[TaMeHTHTE C HapylueHa YepHoaApoOHa QyHKUMA TpAORa na 6paaT BHAMAaTETHO HabMIOJaBaHH,
NO3UpOBKaTa He TpaOBa na Haapuasa 100 mg Ha aeH (wiH 50 mg ABa MBTH JHEBHO).

[TauueHTHUTE ¢ NOCTOSAHEH NeHcMerKkbp In situ TpAOBa na ce nekyeat BHMMaTeHo. Jo3aTa He Tpsdea Ja
Hagulaea 200 mg Ha aeH (uaun 100 mg 1Ba MbTU AHEBHO), T KaTO € W3BECTHO, Y€ PnekanHnun
[IOBULLIABA NPArOBETE HA €HAOKApPAWAAHATA CTUMYNALUA.

[lpu nauueHTH, KOUTO CE 1eKyBaT €AHOBPEMEHHO C UMMETHANH W1 AMHOAAPOH, C€ H3HCKBA BHUMATENTHO
HaGmoneHue, Tlpy HAKOW NalLlMEHTH MOXKE J1a C€ HANOXH HaMa/lsiBaHE Ha 03aTa, KOATO Ja HE HaJlBUILABa
200 mg Ha neH (unu 100 mg aBa nbTH AHEBHO). Te3n naumeHTH TpAabBa aa ObaaT HabmoaaBaHy No
BpEME Ha Ha4alHa M NoAabpiKala Teparnus.

[To BpeMe Ha TepanHATa C€ NPENOpPBLUBA PEAOBHO npocaeassaHe Ha naazmMeHoTo HUBO H EKT™ koHTpon
(EKI" koHTpOn BeagHBK MeceuHo U EKI' B nbarocpoueH nnan Ha Bcekd 3 mecena). [1o Bpeme Ha
Ha4YaJIHaTa Tepanusa U Npy noBuinaBsaHe Ha go3ara, EKI™ Tpadea na ce npaBu Ha BcekH 2 — 4 qHH.

Koraro ¢hnekanHi ce H3NOS3Ba NpH MAUKHEHTH ¢ OrPaHHYCHUE Ha NO3UpOBKaTa, TpaOBa 1a ce H3BLPILBa
yecT EKI™ koHTpon (B JOMBIHEHHE KbM PEIOBHOTO NPOC/IeAABAHE HA IUTA3MEHUTE HUBA HA (IeKauHHN).
Kopekunu B no3ata TpsabBa na ce npaBaT Ha uHTepBany ot 6 — 8 nuu. [Ipu Takuea nanueHTH TpsadRra na
ce HanpaBu EKI npe3 2 u 3 cenmuuia, 3a ga ce KOHTponMpa MHABHOYANHATA 1034,

HauuH Ha npnaoKeHUe

3a nepopanHa ynotpeba. TabneTkure TpadBa Aa ce NpUEMAT C MAIIKO TEYHOCT.

4.3 IIpornBonoxkazaHus

—  (CBpBbXUYBCTBHTEMHOCT KbM @KTUBHOTO BELLUECTBO HJIA KbM HAKOE OT NOMOLUHWUTE BELIECTRA,
U30poeHHU B TouKa 6.1.

—  (PnexkanHU[ € NPOTUBONOKA3AH MPH ChpACYHA HEJOCTATLYHOCT M NPH NAUMEHTH C aHAMHE3a 32
MHOKApPOEH WHPAPKT, KOUTO UMAT WIIH ACHMIITOMATHUYHA KAMEPHA EKTOIHS, WIH aCHMNTOMATHUYHa
HEMOAPOABLJDKMTE/IHA KAMCPHA TaXHKAPAUA.

—~ TlallHEHTU ¢ XPOHUYHO HPEACHPIHO MBXKAECHE, MPH KOUTO HE € HANPaBEH OIHT 3a KOHBECPCHR Ha
CUHYCOB PUTEM.

~ [TaumeHTH ¢ HapywieHa KaMepHa QyHKUMs, KAPAHOT€HEH LIOK, TEXKa Opaaukapaus (rro-Maako oT
50 yoapa B MHHYTA) H TEXKKa XUIIOTOHHUA.

—~ H3nonzsaHe B KOMOMHaUKUA ¢ aHTHAPUTMULIUN OT Knac | (6.1oKkeEpH HAa HATPUEBUTE KaHAIIU).

—  [lpu naupeHTH ¢ XEMOJIWHAMHUYHO 3HAYUMO KNaNHO CbPAEYHO 3adoisBaHe.

— (OcBeH aKo HAMA CPEACTBO 3a KAPAHOCTUMYTaLMs. (pICKaUHUI He TpSOBa 4a ¢e AaBa HA MauMEHTH C
IMCPYHKLAA HA CHHYCOBHMA Bb3e, AedeKTH Ha NpeachpaHaTa NPoBOAWMOCT, aTPHOBEHTPHUKYIapeEH
00K OT BTOpa WK Mo-ronsMa creneH, deapeH 610k au aucraned H10kK.

~ TlaumMeHTH ¢ ACHMNTOMAaTHYHY KITH JIEKO CUMIITOMAaTHYHH KAMEPHU apUTMHMM HE TpsOBa na
M3NO013BaT (MJICKAKHKA.

— M3asecreH cuHApOM Ha bpyrana.

4.4 ChnenHaJdHH NpeaynpexaeHHs H NPeANA3HH MEPKH NpH ynoTpeda

Jleuenuero ¢ nepopane dnekanHna Tpadsa aa ce npopexaa B OOJTHHYHH YCI0

OT CHELUHANUCT NPH NALHUEHTH C:

— AV HopanHa peLlMNPOYHA TAXUKAPIAUA; ApUTMHH, CBBP3aHH ChC CHHAPOMA
White, ¥ nonobHH CHCTOSHUA ¢ NONBIHHTENHH MTBTHLIA.
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— ﬂapoxcusmaﬂﬁo NpcaAChLPAHO MBAKIACHE NPU NALUMCHTH C HHBAJIMAN3KWPpalllH CUMITTOMMH.

3ano4uBaHETO HA JIEYEHHETO ¢ (pIeKaMHHWI U NPOMAHA Ha A03UpOBKaTa TpsAOBa Aa cTasa 1noj JIEKapcKo
Habmonexnue U npocneaasane Ha EKI™ n nnasmenure nupa. Ilpy HakoH naumeHTH MOXe Aa ce HaNnoXH
XOCTIUTATH3aLMA 110 BPEME Ha TE€3H NPOUEAYPH, NaBHO NMPH NALIUEHTH ¢ NOTEHLHATIHO
’KHBOTO3acTpallaBalll¥ KAMEPHH apUTMHAM.

dnexauHua, NOJOOHO HA APYTHTE AHTHAPUTMHLH, MOXKE a2 MPHYHHY NTPOAPUTMHUHH €(EKTH, T.€. MOXKE
Na MpPHYKHHH NTOABATa Ha MO-TEXbHK THIT ADUTMHUS, J1a YBETHYH YECTOTATA HA CHIIECTBYBALA apUTMHA WIH

TEKECTTA Ha CUMITTOMHTE (BXK. To4Ka 4.8).

dnekanHua TpaOBa na ce U30ArBa NPH NAUMEHTH CbC CTPYKTYPHO CLPACHHO 3aD0NABAHE UMH C
HapyuwieHa GyHKUMS Ha aBaTa Kamepa (Bx. Touka 4.8).

HapyliieHHATa B €1€KTPONIUTHHSA OasaHce (Hanp. XUNo- W XHnepkaanemus) Tpabea aa ObaaT KOPUrHpaHH
npeau Jia ce U3nos3ea paekanHua (BX. Touka 4.5 3a 1€KapCTBEHH APOAYKTH, PHYHHABALLH
eNeKTPOJSIUTHU HapyLLUEHUA).

X HNOKATHEMHATA HITH XUITEPKATIHEMUATA MOTaT a OKa)XaT Bb3JACUCTBHE BbPXY NEUCTBUETO Ha
aHTHapuTMULKTE OT Kiac . [Ipy nauKHeHTH, KOUTO W3NON3BAT AHYPETHLIN, KOPTHKOCTEPOHAH H
aKCATHUBH, MOXKE Na CE MOABH XUMOKATIUEMHS.

[Ipeau ynorpe6Gara Ha duiekanHug TpAOBa qa C€ KOPUrHpaT CHLLECTBYBAllA TEXKKA OpaauKapaHsa HIH
H3pa3eHa XHUITOTOHMUS.

Tsit kaTO enMMUHKMpaHeTO Ha (IEKaHHHUA OT IU1a3MaTa MoXKe a Oblie 3HaYMTENHO r0-0aBHO MpH
NauHeHTH ChC 3HAUMTETHO YepHOApoOHO yBpexkaaHe, QuiekanHu He TpA0Ba Ja ce H3NOo/I3Ba NpH TaKHBA
NaLUHEHTH, OCBEH aKO NOTEHLMANHHUTE MOJI3H 3HAYMTEITHO HE HaJBHIUABAT pHCKoBeTe. [IpH Te3n
OOCTOATENCTBA CUITHO CE€ NPENOPBYBA NPOCJICAABAHE HA I1a3MEHOTO HHBO.

dnekanHua TpaOBa Aa Ce U3N0J3Ba ¢ NOBUILIEHO BHUMAHUE NPK NAaLHMEHTH C HapyuleHa ObOpeyHa
GyHKUMA (KpeaTUHUHOB KJIMpbHC <35 ml/min/1,73 m”) 1 ce npenopbiBa TEPANEBTUUHO MPOCIEIABAHE
Ha JIEKapCTBOTO.

CKOpOCTTa Ha €IUMUHUpaAHE Ha DNEKAMHKI OT M1a3mara Moxe aa Obae HaMalleHa NMpH MauHeHTH B
cTapuecka Bb3pact. ToBa TpaOBa ga ¢e UMa IpeaBMA Npy NMPOMAHA HA 103aTa.

dnekanHU He ce npenopbysa Nnpy Aeua 1noj 12 ropuHy, T KaTo HAMAa JOCTaThYHO JaHHH 34
yrotpebara Ha QuiexkauHUO NpM Jela.

H3BecTHO e, 4ye driekanHu MOBUILIABA MPAroBeTe Ha eHAOKapAHalHa CTUMYTIALM, T.€. HaMaIfABa
peaKU{ATa KbM €HAOKapAUATHA cTUMYaauus. To3H edexr ¢ 0OpaTHM H € NO-CHAHO U3Pa3eH NPU OCTPHA
[Mpar Ha CTUMYJIALMA, OTKOJIKOTO MpH XpoHUYHUA. DiekauH| CneaBa a C€ H3MO0JI3Ba C MOBHIIEHO
BHHMAaHHE MIPH BCHUYKH MALMEHTH ¢ NOCTOAHHHU NMEeHCMERKBPH Wi BpEMEHHO OCTABEHH €JIEKTPOOH H HE
TpsaOBa Na ce mpuiara Ha MaUUEeHTH ChC CHIUECTBYBAILM HHCKH MParoBU HUBA WM HEMPOTPaMHPYEMH
NMEMCMENKBPH OCBEH, aKO HAMA MOAXOAALIO CPEACTBO 3a CTHMY1ALMNA.

OOWKHOBEHO, YABOABAHE WIIH HA MYJICOBATa LIMPHHA WK HA HAMPEKEHHUE € J0C
BBH3CTAHOBHA PUTBLMA, HO MOXE Aa € TPYAHO 3a C€ AJOCTUIHAT KAMEPHU paroBeT,
MbPBOHAYAIHOTO UMIUJTAHTUpPAHE Ha (poHA Ha PaeKanHHUA.




Cna0 oTpuuaTesieH HHOTpONeH ePekT Ha GNEKAMHHAA MOXKE 14 € 3HAUHTEEH TIPH NMalWeHTH,
NpeApasNoI0XKEHH KbM ChpAeUHa HEIOCTATHYHOCT. 3aTpYAHCHHUA ¢a OWIH H3NUTaHH Npy aedHOpHIaLua
MpH HAKOH NauMeHTH. [IpK NoBeYeTO OT NOKIAABAHUTE Clyyad € OUIIO HANULE NMPeLIeCTBANIO ChPACUHO
3a00NMBaHE C YroeMABaHe Ha CbPLIETO, aHAMHE3a 33 MHUOKAP/AeH WH(PAPKT, apTEpHOCKAEPOTUYHO
CbpPACHHO 3a00NBaHE UMK Chp/AeUHA HEAOCTATHLYHOCT.

D nekauHUA TpﬂﬁBa Aa c€ M3nonisa BHUMATCIIHO MNPH NALLHEHTH € OCTPO HAYaNO Ha NpeacbLpPAHO
MBAACHC CJICA ChbpACHHa ONCPalini.

3a yno*rpeﬁam Hd q}ﬂEl{ﬂHHHﬂ. € J0KAa3aHO, Y€ YBC/IHMUaBa pUCKa OT CMBPTHOCT NPH [TAUKUCHTRH CJICA
MHOKapiACH HHCt)apI{T C aCHMIITOMATHYHA KaMCPDHA ADUTMHAA.

buno € JOK1aABaHO NOBHMILABAHE HAa KAMEPHATA YECTOTa Ha NPEACHPAHO MBXK/CHE, B CyHail Ha HEyCnex
Ha TepanuATa.

Dnexkannug yaemkaea QT unarepsana u pasmupasa QRS kommnekca ¢ 12 — 20%. E¢extsT BopXy JT
HWHTEpBAala € He3HAYHTEJIeH.

Cuuapom Ha bpyrana Moxke Ja ce NposiBd BCJICXCTBHE HA TepanyaTa ¢ guiekanHud. B ciyuan Ha
pa3euThe Ha EKI' npoMenu no speMe Ha neueHneTo ¢ gpexamHH, Te MOXE 1a 03HaYaBaT HAJTHYHETO Ha
CUHAPOM Ha bpyrana v BHUmaTteHO TpaOBa 4a ¢ce 00CHAM NPEeKpaTABAHE HA JICYEHUETO.

Hampuu
Tosa nekapcTBo cbabpka no-manko oT | mmol Hatpui (23 mg) Ha TabneTka, T.e. MOXe Ja Ce Kaxe, 4e
MPaKTHYECKH HE ChbAbPKA HATPHH.

4.5 B3anmonelicTBHe C IPYFrH J1eKapPCTBEeHH NPOAYKTH M APYIrH GOpMH HA B3AHMOJeHCTBHE

Knac I anmuapummuunu nexapcmeaenu npooykmu: ®Onexkannua He TpadBa 1a ce npuiara eqHOBPEMEHHO €
MPOAYKTH OT APYr Kjac | aHTHapUTMHYHHU CPEACTBA (Hanp. XHHUAUH).

Knac Il anmuapummuinu nexapemeeny npooyxkmu. Na ce HMa NMpeaBUL pUCKa OT aJUTHBEH OTPULIATENICH
MHOTpPOMNIeH edekT nMpu koMOuHalug ¢ Knac [1 aHTnapuTMHYHY lekapcTBa, KaTo Hanp. Hera-Onokepu, Npu
ynoTpeba 3aeAHO0 ¢ (IICKauHHA.

Kanac Il anmuapummuunu nexapcmaeru npooykmu:. Axo (piekavHuA ce Mpwiara eZHOBPEMEHHO C
amuooapox, obrudalidata n1o3a paekannua Tpsdea na 6bae HamaneHa ¢ 50% v nauveHTa TpsAbBa
BHUMATEIHO Aa Obae HabnoaaBaH 3a NposBaTa Ha HexeslaHu peakuunu. Flpu Te3u obcTodaTencrea CHITHO
Ce NpenopbLUBA NPOCNEAsBAHE HA TUIA3MEHOTO HUBO.

Knac IV anmuapummauunu nexapcmeéenu npodykmiu: U3non3saneto Ha pnekanHua 3ac¢AHO ¢ OJIOKEpH Ha
KAILHEBUTE KaHAIK, HanpuMep sepanavui, TpadBa aa ce OOMHCIW BHUMATETHO.

Moske Aa ce NMOABAT dKMBOTO3ACTPALUABALLY WK AOPH JIETAIHH HEXKENAHH CHOHTHA, AbJDKAILN Ce Ha

B3aMMO1CHCTBHSA, BOACLIM N0 NOBHIIABAHE HA NAA3MEHUTE KOHLIEHTpaUuH (Bx. Touka 4.9). GnexkanHua
ce metabonuinpa ot uuroxpom CYP2D6 no ronsama creneHn M eJHOBpeMeHHaTa ynotpeda Ha JeKapcTea
MHXHOUTOPH (Hanp. aHTHAENPECaHTH, HEBPOIEHTULM, NMPOMIPAHOION, PUTOHABHP, HAKO)
AHTHXMCTAMHMHH) WIH HHAYKTOPH Ha TO3U H30eH3UM (Hanp. GeHUTOMH, eHoOapOnpdil
CHOTBETHO MOXKE 11 YBENUYH WM HAMAJIH MNa3MeHUTe KOHLEHTpaLHy Ha driekau é\
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[Mopaau HaManeH KAMPBHC Ha UieKauHUA, NOBHULLABAHETO HA NJIA3MEHUTE HHBA MOXKE CbLLO A3 C€
MONY4YH B PE3YJTAT ¥ OT ObOpeyHo yBpexaaHe (Bx. Touka 4.4).

[ipean npuema Ha haekanHu] XHUMNOKATHEMUSA, ChLIO U XMNIEPKANTHEMHA HIIH APYTH €1EKTPONHUTHH
HapylwieHHs TpsaOBa na 6naaT kopurupany. C pUCK OT KapAMOTOKCUYHOCT, XHMOKATIMEMHUATA MOXKE 1A C€e
NMPOSBH B PE3YJ/ITAT OT EAHOBPEMEHHATA yrnoTpeda ¢ AUYPEeTHLM, KOPTHKOCTEPOHAH HIIH IaKCATHBH.

Aumuxucmamurnosu rexapcmeenu npodyxkmu:. Habmoapa ce OBHLICH PUCK OT KAMEPHH apUTMHHU C
MpHEMA HA MU30NACMUH, acmemuzon u mepghenadur (n364reaiite eRHOBpeMeHHaTa ynorpeba).

IIpomusosusupycrnu nexapcmeenu npooyxmu: TnasMeHHTe KOHUEHTPALMH C€ MOBHILABAT OT pUMORABUD,
AORUHABUD N UHOUHAGUD (CHLLECTBYBA MOBULIEH PUCK OT KAMEPHH apUTMUH) (M3DarsaiTe
e/IHOBpPEMEHHaTa ynorTpeba).

Anmuoenpecanmu. [lapoxcemun, ghayoxcemun W Jpyryu aHTHAENPECAHTH YBEIHYaBaT NNa3MEHaTa
KOHLIEHTpalMa Ha dnekauHuI;, MOBHILEH PUCK OT apUTMHUA ce Habnaasa nNpH NpUeMa Ha MPUyUKIUYHY

aHTHUIENPECAHTM.

Aumuenurtenmunnu 1exapcmeeHu NPOOyKmiy: UMa OTPaHUUEHN JaHHH [IPY MAUMEHTH, MpHeMallH
W3BECTHH €H3UMHH UHAYKTOPH (ernumoun, henobapbuman u xapbamasenun), KaTo T€ MNOKa3BaT CaMo
30% yBenHUYEHHUE HA CKOPOCTTA HA EJIMMMHUpPaHE Ha (P/IeKauHUA.

Axmuncuxomuvnu rexapcmeenu npoOyKmu: Ki03anuH, Xalonepuoon 1 pucnepuooH — CbLIECTBYBa
MOBULIEH PHUCK OT apHTMHA.

Anmumanapuiinu nexapcmeenu npoOyKmu: XUNUH A Xaro@anmpur NOBULLABAT TUTA3MEHHUTE
KOHUEHTpALMK Ha pIeKauHu,.

ITpomusucvbuunu rexapcmeenu npooykmu: mepounaun Moxe 1a NOBULLY NIA3MEHUTE KOHLIEHTPALIHH
Ha dneKkanHua B pe3yaTaT Ha HHxHOHpaHeTo Ha CY P2D6 akTuBHOCTTA.

Huypemuyu: epeKTa Ha TO3H KJIAC MEAUKAMEHTH NOpaau XUNOKAIMEMUS, MOXKE Aa JOBeAE 10
KapAHOTOKCHUYHOCT.

H2 anmuxucmamunu (3a 1euenue Ha cmomdwnu s3eu); H2-antaronnera yuvemudun UHXHOHpa
Mmetabonnima Ha paekanud. [Ipu 3apa_H HHAWBHUIM, NpUeMaLLH yuvemuour (1 g NHEBHO) B
npoabkenne Ha 1 ceqmuua, AUC Ha duiekarHua ce yBenuvasa ¢ okono 30%, a nony>KHBOTbT MYy C€
yaB/mDKaBa ¢ okojo 10%.

Jexapcmeeru cpedcmea npomug miomioHonyuiere: €THOBPEMEHHOTO NPWIOXKEHHE Ha Oynponuon
(meTabonusupad or CYP2D6) 3aeano ¢ quiekauau/ TpadBa na ce yrnotpedapa ¢ NOBHIIEHO BHUMaHUE H
NPWIOXKEHUETO MY TpsOBA Aa ce 3aMouHe B JOJHHA Kpaki Ha 1030BHA AHAMAa30H Ha ChITBbTCTBAUIOTO
JedeHHe. Ako Oynponuon e nobapeH B pexkMa Ha JICYCHHE HA MALMEHTH, KOUTO Beue IpUeMar
dieKauHKI, HeOOXOAMMOCTTA 12 Ce HaMAaJTH A03aTa Ha MbPBOHAYAIHOTO JieyeHHe TpaOBa Ja ce OOMHCIIH.

C'vpoevnu enuxozuou. PNeKanHUI MOXKE 1a NPEIU3BUKA NMOKAYBAHETC HA NJIA3MEHOTO
U TO A4 CE€ NOBHLIH C OKOJIO 5%, KOETO € C HACKA BEPOATHOCT Aa € OT KIIMHHYHO 3HE
C NMJJa3MEeHH HUBAa B TepaneBTHHHUTE rpaHuuM. [lpenopsunTento €, N1asMeEHOTO H
AUrUTATH3UPAHM NALMEHTH Aa Ce U3MEPBA HE NO-MANKO OT 6 yaca ¢Jiell BCaKa 103;

caeq npueMa Ha hieKauHMA.




AHMHKOG«?JMGHH’!H: JICHCHHCTO C (bJ'ICKHHHHﬂ € CBbBMCCTHMO C H3NOJ3BAHCTO HaA INICpOpalHK
dHTHKOAI'YJIAHTH.

4.6 DPepTHIAHTET, OPEMEHHOCT H KbpPMEHE

bpeMeHHOCT

HsiMa mokazaTencTsa, 3a nekapceraeHata 6e30nacHOCT no spemMe Ha OpemeHHOCT. [IpH HOBO3eNnaHACKH
Oenu 3aiily, NpH MPUEM Ha BUCOKH AO3H (PIEKAaWHHUI, C€ YCTAHOBSABA, Y€ (PJiekauHUA NPUUUHABA HIKAKBH
aHOMAJIMM Ha TU10/1a, HO Te3d eeKTH He ca Habmoaasawy npu 3aiuM ot nopoaata Dutch Belted nau
nabLXoBe (BXK. To4Ka 5.3). 3HAUEHUETO HA Te3H HAXOAKH MPH XOpa HE € ycTaHOBeHa. /[laHHuTe nokasear,
ye dnexkauHu NpeMHUHABA NPe3 NNaLeHTaTa B [T0AA NPH NMAUMEHTH, KOMTO NMPHEMaT (JIeKanHuI 110
BpeMe Ha OPEMEHHOCT.

Qdnekaruug TpaAGBa Na ce U3Noa3Ba NO BpeMe Ha OPEMEHHOCTTA, CAMO aKO NOI3UTE 3HAYHTEIHO
HaJBHUILABAT PUCKOBETE. AKO (yiekanHKM C€ M3MNOJI3Ba NO BpeMe Ha OPEMEHHOCT, IU1a3sMEHUTE HHBA Ha
¢dnexkauHua B Malikata TpaOBa na ce HaboaaBaT no BpeMe Ha OpEeMEHHOCTTA.

KitpMeHe

dnekaHHH] ce EKCKpeTHpa B KbpMaTa. [nazMeHHTe KOHLEHTpalUKy, NOJIYUYeHH NPY KbpMaye ca

5 — 10 MbTH NO-HHUCKH OT TEPANEBTHYHHTE KOHLIEHTPALIMH Ha JIEKapCTBOTO (BAK. TouKa 5.2). Burpekn, ue
PUCKBT OT HEXKETaHH e(PexTH BbPXY KbPMade€TO € MHOTO Malbk, (piiekanHrA TpAOBa /1a Ce U3MOJI3BA MO
BPEME HA KbPMEHE, CAMO KO MOJI3UTE HAABHLIABAT PUCKOBETE.

4.7 EdexTn BbpXy cnocoOHocTTA 32 1I0PHpaHe H padoTa ¢ MALIMHH

DrekanHu MOBNHUABA B 3HAYMTEIIHA CTENEH CNOcoOHOCTTA 3a wodKpaHe U padoTa ¢ MalllMHM.
CniocobHocTTa 33 Wodupare, padota c/Ha MawmHyU U padoTta 0€3 npeanasHy CpeacTBa MOXKE J1a Ce
HAPYILUK OT HEXENAHHY PeaKLMU KaTo 3amMaiiBaHe Y BU3YaTHW HapyLLEHHs, aKO Bb3HHKHAT TaKHBA.

4,8 HexelanH JeKAPCTBEHH PeaKUHH

[Tomgo6Ho Ha APYrH aHTHAPHTMMYHH JIEKapcTBa (PJleKaMHHA MOXKE Aa NpeaH3BHKa APDUTMHA.
CrluecTByBallMTE CHPACYHH apHTMHH MOTAT Ja CE BJOLLAT HIHK Ja CE€ Pa3BHE HOBA ChP/JE€YHA ApHTMUA.
PHCKBT OT npofABa Ha NPoapUTMHYHU €(PEKTH € Hafi-BEPOATHO J1a BH3HUKHE IPH MAllMEHTH CHC
CTPYKTYPHO ChpAeUHO 3ab0nsaBaHe H/MIHK 3HAYMTENHO yBRpEXKIAaHE Ha TIABATa KaMmepa.

Haii-uecTHTe CBPASYHO-CBAOBH HEXEIAHH PeakLiMy ca BTOpa U TpeTa crened AV Onok, Opagvkapaus,
ChpAeYHA HEJOCTATHYHOCT, 00/Ka B rbpAKTE, MUOKapAEH HH(APKT, XHIIOTOHHA, CHHYCOB apecT,
TaxHKapaHa (NpeachprHa U KaMepHa) K cbpliedueHe.

Hal-uecTuTe HEXENaHW NEKAPCTBEHM peakumnid Ca BUEHE HA CBAT U 3PUTEJIHU HAPYUIEHHA, KOWTO
HaCTbIBaT MPH OKOAC | 5% OT NnauneHTHTE, NOANIOKEHH Ha NeueHHe. Te3n HEXKENaHH JIeKapCTBEHH
peakuMd OOMKHOBEHO €a MPEXOAHK U K3UE3BAT MPH CNHPAHE HA JICYEHHETO HIKM HAMANIABAHE Ha 103aTa.
CneaHHMAT CTIMCHK HA HEXENAHU NEKAPCTBEHHU PEAKUMK ¢€ OCHOBABA Ha ONKWTA OT KITMHHUYHUTE
MPOYYBAHHUA W HEXKCJTAHUTE IEKAPCTBEHH PEaKLIMH, CHLOOIEHN CllEA ITYCKAHETO Ha ma3apa.

Hesxenauute peakuuu ca n3dpoeHu No-mony no CUCTEMO-OPTraHHH K1acoBe W uecToTa. HectoTure ca
AeAHUPAHH KATO:

MHoro uectu (>1/10)

Yectu (>1/100 1 <1/10)

Heuectn (=1/1000 u <1/100)

Peaxu (>1/10 000 n <1/1000)

MHuoro peaks (<1/10 000)

C Hen3BecTHA yecToTa (OT HATMYHHTE JaHHH He MOXe J1a Ob/ie HanpaBeHa OLCHKA)




HapyuieHHd Ha KpbBTa U IMM(HATA CUCTEMA
HeuecTu: HamaneH Opoil Ha epuTPOLMTHTE, HamalteH Opo#l Ha NEBKOUMTUTE U HamaneH Opoi Ha

TPOMOOLIUTHTE.

HapylueHus Ha UMYHHATa CUCTEMA
MHoOro peaxu: NoBUiNaBaHe HA AHTUHYKJICAPHH aHTUTENA CbC U 6€3 CUCTEMHO BB3NAJICHHUE.

IICUXWYHHU HapYLICHUS
Penku: xamolLMHALIMH, ACNPECH, CbCTOAHHE HA OOBPKAHOCT, TPEBOXKHOCT, AMHE3HA, Oe3chHHE.

HapylwieHua Ha HEpBHATA CUCTEMA
MHOro 4ecT: 3aMalBaHE U CBETOBLPTENK, KOUTO OOMKHOBEHO €a NPEXOHH.

Penku: napecTesys, aTakCus, XUINOSCTE3UN, XUMEPXHAPO3a, CHHKON, TPEMODP, 3a4ePBABAHE HA JIMLIETO,
CLHAMBOCT, r1aBobonue, nepudepHa HEBPONMaTHs, KOHBYICHH, AMCKHHE3HSA.

HapyllieHHd Ha oYUTE
MHOro 4eCTH: 3pUTETHH YBPEXKAAHUA KATO AUILIONKS H 3aMbIJICHO 3peHKE.
MHOro peakH: H3MEHEHHA Ha pOroByLIaTa.

HapyumieHus Ha yXoTo u JJabupHHTa
Penku: 1uyM B YIIHTE, CBETOBLPTEXK.

ChpaeyHy HAPVIICHUA

YecTH: MpoapuTMHA (Hali-BEpOATHO € J1a BE3HHKHE MPU NALHEHTH ChC CTPYKTYPHO ChPACYHO 3a00/1aBaHe
M/WIH 3HAYHTENHO YBPEKAAHE HA 1BaTAa KaMepa).
HevecTi: nauMeHTH ¢ NpeacspaHO TpENTEHE MOXe Aa pa3suar 1:1 AV mpoBOAHMOCT ¢ MTOBHINIABAaHE Ha

ChbpAeUYHaTa YeCcToTa.
C Heu3BecTHA uecToTa (OT HATHUHUTE JaHHH HE MOX<e Aa Oba€ HanpaBeHa OUEHKa): 10303aBUCHMHU

yas/kaBaHua Ha PR u QRS uHTepBanute Morar na ce nosgat (8. Touka 4.4). IlpomeneH npar Ha
CTHMYJaumng (BX. Touka 4.4). ATpHoBeHTpHKyNapeH 60K BTOpa H TPETA CTENEH, ChPIAEUEH apecT,
OpaauKapaKs, CbpAc4Ha HEAOCTATBUHOCT/3aCTONHA ChpACYHA HEJOCTATLUYHOCT, OONKa B IrbpAUTE,
XHMNOTOHMSA, WHGAPKT HA MHOKapAaa, CbpuebueHe, CHHYCOB apecT, U TaxHkapaums (AT win VT, unu
KaMEPHO MBXKJEHE).

[TposirABaHE Ha CbLIUECTBYBALL Beue CUMHAPOM Ha bpyrana.

CblIeCTBYBAIIUTE KAMEPHH APHTMHH MOTAT [1a CE BJOLIAT U MOHAKOra MOKE Ja ce NOSABH HEMNOAIEXKAILO
Ha PeCYCLUMTALIMA KAMEPHO MBXKIEHE,

PecnvupaTophy, rpbIHA U MEIHACTHHAIHK HAPYILIEHUA
YecTH: THCITHEN.

Peaku: MHEBMOHHUT.
C Hemn3BecTHa yectora: benoapobHa pubpo3a, HTEpcTHLHANHA OenoapobHa OosecT.

CToMalnHO-YPEBHH HAPYLICHUA
HeuecTH: rageHe, noppulliaHe, 3anek, kopeMHa 6onka, HaManeH aneTUT, AHapUsl, IUCNEncus,

METEOPUIBM, CYXOTa B yCTaTa, HapyLIeHHs Ha BKYCA.

XenatoGuauapHu HapyuIeHUs
PeikH: NOBHUIEHH YepHOAPOOHH €H3UMH CbC H O3 XKbATEHHULA.
C Heu3BECTHA 4€CTOTA: YepHOApOoDOHa AUChYHKLHUA.




HapyuieHus Ha KOXATa ¥ NOJKOXKHATA ThKaH

HeuecTH: anepruueH AepMaTUT, BKJIIOUHTEIHO OOPHB, aJlONELIUA.
Peaku: TexKa ypTukapus.

MHOro peaxu: peakuMy Ha HOTOUYBCTBUTEJIHOCT.

HapylieHus Ha MYCKYAHO-CKEeTHATA CUCTEMA M CheAWHUTENHATA ThKaH
C HeH3BEeCTHA YeCTOTa: apTpalirui U MUanTus.

OO0y HapylleHUs W edeKTH Ha MACTOTO HA NPUIOKEHHE

YecTH: acTEHUS, YMOpaA, MUPEKCHA, OTOK, TUCKOM{POPT.

CouobluapaHe Ha MOJO3HPAHU HEXENAHH peakliMu

CpoO1UaBaHETO Ha MOJ03NPAHH HEXeNTaHUW peaKUMU Chel pa3peluaBaHe 3a ynotpeda Ha JIeKapCTBEHHS
MPOOYKT € BaXHO. ToBa NO3BOJISIBA Aa NPOABDKY HAOMOAEHUETO HA ChOTHOWEHHETO M0A3a/PUCK 34
JIEKApPCTBEHHS NPOAYKT. OT MEIHLIMHCKHTE CIIEMATUCTH ce U3UCKBA Ja choOlaBaT BCAKA MTOAO3HpaHa

HEXKENaHa peakilua 4pe3:

HNanenaurenna AreHuus no Jlekapersara
ya. ,JJamaH I'pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiT: www.bda.bg

4.9 Ilpeposupane

[Mpeno3zupaHeTo ¢ pnexkamHya € NOTEHUMATHO XXHBOTO3acTpatilaBallia cneiiHa cuTyauus. [lopuieHara
YYBCTBUTENHOCT KbM JIEKAPCTBA M MOBHULIABAHE HA NNA3MEHUTE HUBA Hajl TCPANEBTHYHUTE
KOHLCHTPALMK MOXE [a C€ MOJIyvaT ¥ B pe3y/TaT Ha JIEKAaPCTBEHH B3aUMOAEHCTBUSA (BX. TOUKa 4.5).
[Tpeno3upaneTo MOXe Ja NOBEAE A0 XMIIOTOHHUSA, I'bpUOBe, Opaankapaus, 3abassaHe Ha NPOBOAKWMOCTTA
(CHMHOATPHANIEH WM AaTPHOBEHTpHKYNapeH 6510k) ¥ acuctonus. dnekanHuaun yabsmnkasa QT vuHTepsana
H paswupsapa QRS koMnnekca, KoeTo MOXKe Aa JOBENe A0 KaMepHU apUTMHH. DIeKauHU MoXe J1a
3a0aBH WIH NpecOBpHE NPeAChPAHO MBIKIEHE B NPEACHPAHO TPENTEHE ¢ OBP30 NPOBEAAAHE.

He e u3BecTeH HauuH 3a O66p30 oTcTpaHABaHe HA OnexanHn] OT opraHuiMa. HuTo auanusara, HUTO
xemoriepdy3uaTa ca epeKTMBHH. AKO € BB3MOXKHO TpA0Ba Ja ce H3BBPLUH OTCTPAaHABAHE Ha
HeabcopOUpPaHOTO NEKAPCTBO OT CTOMAIIHO-upeBHUA TpakT. DopcupaHaTa Avypesa ¢ MoAKUC/ISBaHE Ha
YpHHATa TEOPUTHUHO NOANOMAraT EKCKpEeLUATa Ha NekapcTBOTO. MHTpaBeHO3HaTa AMNKWAHA €MYICHS
MOKe /1a HaMallu epeKkTHBHATa CBOOOAHA KOHUEHTpaUHa Ha (PlIeKauHUA,

He € n3pecten cneumrdrueH aHTUaoT. MHTpaBeHO3HOTO BAHBAHE Ha HaTpyeB OukapOoHat 8,4% uecto
HaManaBa aKTHBHOCTTA Ha (pieKauHHA Ha HUBO PELEATOP B PAMKHTE Ha HAKOMKO MHHYTH.
[lo-HaTaTblIHWTE MepkU TpAOBa Aa ObAaT NOAIBPXKALLUMA M MOraT Aa C€ CbCTOAT OT NpHJiaraHe Ha
HHOTPONHH ar€HTH WK CbpPJACYHH CTUMYNAHTH KaTO A0NaMHH, 100YTaMHH WIH H30TIPOTEPEHO, KAKTO H
MEXaHHYHA BEHTHALKA W NoATIOMarale Ha KpbeooOpalueHUeTo (Hanp. OaloH 3a H3NMOMIIBAaHeE ).

B cnyuaii Ha Onokana Ha nporoauMocTTa TPAOBA Ja ce OOMUCIIH BPEMEHHO NOCTaBAHE HA HHTPAaBEHO3EH

neicmeiikop. B otaenny cnyyam TpabBa ga ce 0OMUCIH eKkcTpakopnopaiHa MeMOpaHHa O Haly N
!

(ECMO). Ako nprHemMeM, ue IU1a3MeHHAT NOJTY>XHBOT € 0K0J0 20 yaca, nopabpkaliure SOQUe IV pily
fia ce HAMOXKHU Ja MPOAB/DKAT 3a NMO-ABJIBI IEPHOL OT BPEME.

5. GAPMAKOJOI'NMYHHA JAHHH
9
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5.1 dapMakoZHHAMHYHH CBOHCTBA
dapmakotepaneBTHYHA rpyna: ARTHapUTMUuHH, knac IC, ATC koa: C01BC04

(PDnexauHu NpUHaANEKHU KbM Kiac IC aHTHApUTMHYHH CPEICTBA, U3MON3BAHM 34 JICUCHHE HA TEXKKH
CHMOTOMATHYHH >XHBOTO3aCTpalliaBally KAMEPHH U HafKaMepHH apHTMHUHK. Tol He Tpabra aa ce
M3MOJI3Ba 3a [TOTHCKaHEe HA aCHMITTOMAaTHYHH KAMEPHU apMTMUHM TPH MALMEHTH ¢ aHAMHE3a 3a
MHOKapJeH HHpapkT. [ToBeuyeTo cTpaHWMHHU €(DEKTH ca BbPXY LICHTPATHATA HEPBHA CUCTEMA.

OT enexTpopH3UONIOrHYHA IJIeAHA TOUKa, PIeKaHHHA € aHTHAPHWTMUYHO CheIUHEHHE OT TUNa Ha
MecTHHTe aHecTeTHUH (Kkiac 1C). ToH e MecTeH aHeCTeTHK OT aMUAEH THI, KaTO CTPYKTYPHO € noaodeH
Ha NPOKaHHAMMK/A H EHKAWHHAA, ThI KaTO TE3H areHTH ca CbUo OeH3aMHA0BH NPOU3BOLHM.
XapakrtepuzupaneTo Ha duiekannna kato knac [C chenMHenue ce 0a3upa Ha TpH XapakTEPUCTHKHK!
M3pa3eHO MOTHCKAHE HAa ObpP3UTE HATPUEBY KAaHATK B MUOKApa; KMHETHKA ¢ DaBHO Ha4Yano H GaBHO
peMKrHaBaHe Ha UXHOUUMATA HA HaTpYeBud kaHan (oTpassBalia 0aBHOTO MpHKauaHe v DaBHaTa
JUCOLIHAUMA OT HATPHEBHA KaHAN); K pa3iiMueH eQeKT Ha JIEKApCTBOTO BBPXY NPOAL/DKUTENHOCTTA Ha
AKLIMOHHUTE MOTEHLMANH B KAMEPHA MycKyaaTypa cnpamo Gubpute Ha [lypkuHuE; HE NPOMEHS
NPOABIKUTENHOCTTA B MBPBUTE M H3Pa3eHO CKbCABA NPOALIKUTEIHOCTTA HA AKLIHMOHHHUA MMOTEHLHAN B
MOC/eJHHTE.

Ta3u koMOHHaLIUA OT CBOMCTBa BOAMW [0 M3pa3cHO 3abaBsHe Ha NpOBOAMMOCTTA BbB B/IAKHATA, KOUTO
3aBUCAT OT Obp3uTe HATPHEBH KAHAIM 3a NEeNONIpU3alMaTa CH M 10 YMEPEHO YAb/DKaBaHEe Ha
e(DeKTHBHHA pedpaKTepeH NMepuoi, KOraTo ¢€ TeCTBa BbpPXY H30IMpaHa ChbpedHa ThbKaH. Te3n
eNeKTPOQH3HONOTHYHH CBOMCTBA HA (MICKAMHMOB aLleTaT MOraT Aia AOBEIAT IO yAb/DKaBaHe Ha PR-
HHTepBana H pasmHpaBade HA QRS xommnekca npu EKI” n3cneasade. [Ipy MHOro BUCOKM KOHLEHTpALMH
dnekanHU NPUYHHABA JIEKO NOTHCKaHE H HAa 0aBHHUTE HATPUEBH KaHAIIM B MHOKapaa. Tosa ce
NPUAPYKABa M OT HETaTHBEH HHOTPOINEH €PeKT. PnexkauHua HAMa 3HAYHMO B3aUMOACHCTBUE BBPXY
ABTOHOMHATa HEpPBHA cHcTeMa. M3rnexa. ue nekapcTBOTO HAIMA U3MEPHM €(EeKT BbpXy KOPOHapHaTa,
OenoapobHaTa MKW Apyra PErHoHaNHa LHPKYJIaHOHHA CHCTEMa.

5.2 @DapMaKOKHHETHYHH CBO#HCTBA

Abcopbuus

PnekanHHIOBUAT aleTat ce abcopbypa NOYTH HAMBIHO CAe/ NEPOPANTHO MNPUIOKEHHE H HE NPETHPNABA
3IHAUMTENIEH MeTab0JIM3bLM Ha MbPBO NpeMHHaBaHe. buoHanuuHocTTa Ha TabaeTkure GNEKaHHUAOB
atieTat e okoyo 90%. TepaneBTUuHaTa ruiazMeHa KOHUeHTpauua obuxHopeHo € ot 200 no 1000 ng/ml.

PasnpeaeneHue
MnexanHuua € cBbp3aH oxkono 40% ¢ nnazMeHuTe NpoTeMHy. MnexanHHA NPpEMHHARA Npe3 NIALEHTATA H

CC CKCKPCTHPA B KbPpMATA.

brnotpanchopmaiims

dnexanHuy ce MeTaboIM3Hpa B rofisMa CTENEH (B 3aBUCUMOCT OT FEHETHYHMSA NONUMOopPH3bM), 10 IBa
rnaBHu MetabonutH ¥ e ca m-O-dealkylated flecainide 1 m-O-dealkylated lactam of flecainide, u nBarta
OT TSX MOTaT 12 MpoABABaT HIKaKBa aKTHBHOCT. HerosHaT MeTabomu3sM H3reA1a BKIIOYBA UMTOXPOM

P450 w3aoen3zum CYP2D6, KOHTO rnokasgar reHeTHYEH NOAMMOP(H3IbM.

EiiumuHUpaHe
dnekanHU ce OTASAS OCHOBHO B ypHHaTa, npuban3utenno 30% Kato HENnpoMeHe

ocTaHanaTa 4act kato Metabonutu. Okono 5% ce otaens ¢ pekanuure. Ennmuna
Ha ¢yiekaMHuA e okoso 20 yaca.

A



[Ipu xemonuanusa ce oTcTpaHaBaT NpubmmsaTenHo 1% or HenpoMeHeHUs QieKauHU,.
Exckpeumara Ha duyiekavHKHA HaMaiaBa MpH ObOpeyHa HeIOCTaTE4HOCT, YePHOAPOOHH 3a00IABaHNA,
ChpAeYHA HEAOCTATHYHOCT H B a/lKalHA ypPHHA.

5.3 Ilpeakiuununmn naHHH 32 De30NACHOCT

EnuncTBEHUTE NPEAKIUHAYHY AAHHM OT 3HAUEHUE 3a MPEANTUCBAHETO, KOHTO €a B JONbJIHEHHE KbM BeUe
BKJIIQUEHHTE B APYIUTE pa3de/id Ha KpaTKaTa XapakTEpHMCTHKA HA POAYKTA Ca CeJHHUTE HEXKeNaHu
peakLiMd OTHOCHO BBL3MpOH3BekAaHeTO. B ¢aHa nopoaa 3aiun (paekauHua Npeavu3BUMKBa TEPATOr¢HHOCT

H eMOPHOTOKCHYHOCT. HMa 1ocTaThuHO AaHHM 3a yCTaHOBABAHE Ha rpaHuLiaTa Ha 6€30MacHOCT 3a TO3H
edekT. BunpekH ToBa, Te3u edekTH He ca HabnoaasaHy B Apyra rnopoja 3aiuu, MibXOBEe U MULLIKH.

6. ©APMAINIEBTUYHHU JAHHH

6.1 CnHECbK HA DOMOIRHHATE BEMECTBA

[TpexxenaTHHU3MPAHO HHULIECTE (HACTUYHO NMPEXKETATHHHIHPAHO LAPEBUUHO HHUILECTE)
Kpockapmenosa HaTpui

MuxkpokpucTanHa uenyniosa

XUAPOr€HUPAHO PACTHTENHO MACiO

MarHe3ues cTeapar

6.2 HecbBMECTHMOCTH

Hernpunoxumo.

6.3 Cpok Ha rogHocrt

3 rOQHHH.

6.4 Cpoennajnu ycji0BHE HA CHXpPaHEHHE

To3n nexapcTBEH NPOAYKT HE U3UCKBA CIIELIMAJIHH YCIIOBUA HA ChXPaHEHHE.

6.5 Bua n chABpKAHYME HA ONIAKOBKATA

denkapun tabnetku ca onakosanu 8 PVC/PVDC/anymuunesn 6nancrepyu. Beekn bauctep cpaspxka 10

TaDNETKM.
[Tpennarar ce kytHH, ceabpxkawn 20, 30, 50 v 100 TabneTky B 6auCTEPH.

He Bchukyu BHAOBE ONAaKOBKK MOraT na ObJaTt NycHaTy Ha nasapa.
6.6 CnenHaJHH npeaAnazHH MEPKH IPH HIXBBLPJAAHe H paboTa

HsMma crielinaiHi U3UCKBaHHY.

7. IIPHTEXATEJ HA PAZPEINIEHUETO 3A YIIOTPEBA

1]




ALKALOQOID-INT d.o.o.
Slandrova ulica 4
1231 Ljubljana-Crnuce, Cnopenus

Ten.: + 386 1 300 42 90
dakc: + 386 1300 42 91
umeiin: info@alkaloid.si

8. HOMEP(A) HA PAZPEIIEHHETO 3A YIIOTPEBA

Genkapua 50 mg rabneTku Per. Ne 20210105
Denkapua 100 mg TabneTky Per. Ne 20210106

9. JATA HA TBPBO PASPEHIABAHE/TTIOJHOBABAHE HA PAZPEIMEHHETO 3A
YIIOTPEBA

Jlara Ha nbpBo paspewasaHe: 27.04.202 1
JlaTa Ha NOCNEAHO NOAHOBABAHE:!

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA

10/2025




