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3E14PEH h3BEIIJTAJ 3A OCOE]4Hl4TE
HA NEKOT

3AIUThTEHO 14ME HA MEAHqI4HCK]4OT nPOh3BOA

. OflEKAt4Hl4AE flEK ra6nerr 50 mg
o OJIEKAkIHkIIE flEK ra6nerr 100 mg

KBAII I4TAT14 BE H 14 KBAHTHTATI,I BEH COCTAB

OnEKAI4H[4AE flEK ra6neru 50 mg
Egua ra6nera coppxr 50 mg Qneraurrg aqerar.

OnEKAt4Hil,qE IEK ra6neru 100 mg
E4Ha ra6nera coApxr4 100 mg $nexarnrg aqerar.

3a xounnemsama nucma Ha eKcuunueHcu Budeme eo denom 6.1

OAPMAI-IEBTCKA AO3HPAHA OOPMA

Ta6nera

OflEKAI/HI4AE nEK 50 mg: Eena, oKpyrna,6 roHgexcHa, Heo6noxeHa ra6nera
o3Har.reHa "C" og egxara crpaHa 14 co 6yxerre aa rgenruQrxaqrja "Fl" oA Apyrara
cTpaHa.

OnEKArlHl4AE IlEK 100 mg: 6ena, oKpyrna, 6hxoxeexcHa, xeo6noxeua ra6nera
co pa3AenHa nuwja u co 6yxaure aa n4eurr$uxaquja "C" nag nrlu'ulara r "FJ" noA
n[Hhjara. u oA Apyrara crpaHa co pasgenna nrnuja.

KT14HHI{KI4 NOAATOU]4

TEPANEBTCKU UHANKAqUH

Tperr',tan aa:
1. [lperxouopno-KoMopHa ja3oflHa peqr4npoqHa raxnxapguja (AV nodal

reciprocating tachycardia); apvrunv acoqhpaH co Wolf-Parkinson-White
Syndrome cnr4qH cocroj6r co axqecopHrl narhuJra, Kora Apyrrre rperMaHh
re ce eQuxacxr.

2. Teu:ra cuMnroMarcxa r BuranHo 3arpo3yBaqKa napoKcr43ManHa BeHTpt4KynapHa
apwunja roja ne pearrpa Ha Apyrr4 Qoprur ua repannla. I4cro raxa, u xora
Apyr re rperMaHr He ce ronepr4paar.

3. flapoxcnsuanHtt atpujanHu apnrMnn (arpujanua Su6prnaqrja, arp janeH

Qnarep r arpr4jaflHa nxuxapgula) Kaj naqreHTu co oHecnoco6yBaqKu o4MnroMr4
nocne xonaepsnja, noA ycnoB Aa nocror4 4eQrnrruara norpeOa 3a rperMaH Ha
6asa Ha rexhHa Ha KnhHh\.rKr4 cuMnroMr4, Kora Apytrre rperMaHu ce noKaxafle
Ka(o HeeQuKacur. Crpyrrypur cpqeBh 3a6onyaawa nlunn olurereHa neBo
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BeHrpuKynapHa Qyxxquja rpe6a ,qa ce rcKnyqar nopaAu 3rofleMeHr4or ph3hK 3a

npo-apuTM14cKr4 cuMnToM14.

AO3nPAbE U HAtlUH HA yflOTPEBA

Ilogtroalbe
3anovxyaarero ra repannjara co $nexarur4 aqerar u MeHyearbero Ha Ao3llTe
rpe6a ga ce BpuJar noA Me4hquHcx HaA3op u EKF-rvrouuropuHr u cneAetse Ha

nna3Marcxoro nuao. Bo oaoj nepuo4, Moxe Aa 6uge norpe6ua xocnrranrsaqrja
3a HeKou naqheHTr, oco6eno 3a nall eHTr4Te co Br4TanHo 3arpo3yBaqKr
BeHrpr4KynapHh apvruun. Oaue ognyru rpe6a 4a 6rAar Aoxecenr noA HaA3op Ha
cneqhjan[cr. Kaj naqueurr co opraHcxa xapgronaruja, a noce6uo xaj oxre co
rcropuja Ha M oKapAeH uxQaprr, rperMaHor co Qnexauxrg rpe6a ga ce 3anoqHe
KOra ApyruTe aHTuap TMr,lcKr4 neKoBr4, xou xe nprnaiaaT Ha KnacaTa I (noce6Ho
aMr4oAapoH), ce xeeQuxacxr rflH He ce no.qHecyBaaT r xora ne-$aprvraKoflouJKhoT
rperMaH (xupypLuxn aaQar, a6naqrja, rrrannanrquja xa 4e$r6prnarop) ue e
uHA qr4paH. llorpe6eH e crpl4KTeH MeAhLl4HcKt4 MoHr,lTopr4Hr Ha EKF r
nna3MaTcKoTo Hl,rBo Ha neKoT Bo TeKoT Ha TpeTMaHoT.

B$apacHu u adonecueHmu (13-17 eoduHu)
CynpaeeumpuxynapHu apumMuu: npenopaqaHara noqerHa Ao3a usHecyBa 50 mg
ABa naru Ha AeH, H noaekero oA naq!4eHTure ke 6hAar aAeKBarHo KoHTpon!4paHr
co oBaa Aosa. Aro e norpe6Ho, Ao3ara Moxe Aa ce 3rofleM go rrlaxcuruyu 300 mg
Ha AeH.

Beumpuxynapxu apumMuu. npenopaqaHara noqerHa Ao3a u3HecyBa "100 mg 4sa
nal4 Ha 4er. MarcuvanHara AHeBHa Ao3a e 400 mg u o6r,rvr.ro e pe3epBhpaHa 3a
3a naLlr4eHl4Te co rofleMa reflecHa ea16a vnvi rora e norpe6xa 6psa xonrpona xa
apurunjara. nocne 3-5 AeHa, npenopaqflr4Bo e Ao3ara nporpeq4BHo Aa ce
np naroAyBa 4o xajxucxoro HhBo Koe o6es6egyea oApxyBaue Ha KoHrponara Ha
aprruujara. Moxe Aa 6uge norpe6no HaMaflyBarbe Ha Ao3ara Bo reKor Ha
gonrorpajxrre rperMaH .

llocmapu na4ueHmu'. xaj nocraplrre naqueHT MaxcuMaflHara noqerHa Ao3a
rpe6a pa r43HecyBa 100 mg na ger.r (unu 50 mg ABa narta Ha 4en), 6ra.qejriu
6psuuara Ha enuMr4Haq ja xa Qnexarxug oA nna3Mara Moxe Aa 6r4e naruanera
xaj nocraprre nuqa. losara 3a nocrap!4re naqueHrr4 ue rpe6a 4a nagr.ar,rxyea 300
mg Ha AeH (rnr 150 mg ABa naru xa gex).

lledujampucxa nonynaLluja: QnexarHug aqerar He ce npenopaqyBa sa ynorpe6a
raj geqa nog 12 roguan nopaA[ HeAocraroK Ha noAaroqh 3a 6e36eAHocra 14

eSxKacHocra.

flnasuamcxu Huaoa Ha neKom: ap3 ocHoBa Ha PVC cynpecujara, ce cMera AeKa
nna3MarcKr4 HHBoa Ha neKor oA 200-1000 ng/ml uoxe pa 6ugat norpe6H 3a Aa
ce po6re MaKcHManeH repanrlcKr4 eQerr. flnaauarcKr4re HuBoa nan 700-.1000
ngiml ce acollhpaHh co 3roreMeHa nojaBa Ha Heca(aH[ 4ejcraa.

lla4ueumu co owmemeHa 6y6pexua $ynxquja. Kaj naq[eHT co curnugrranruu
6y6pexxra ouJreryBaba (xnlrpexc Ha KpearrHl4H oA 35 ml/min/1 .73 m2 unr nouan)
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MaKchMaflHara noqerHa Ao3a rpe6a Aa r3HecyBa 100 mg Ha AeH (Ann 50 mg flBa
narh Ha AeH). Kora ce KopHcTu Kaj oB e naqheHrl4, cTpl4KTHo ce npenopaqyBa
noqecr MoHr4Topr4Hr Ha nna3MarcKoro HtlBo Ha fleKor. Bo saahcHocr og eQerror ut

noAHocnuBocra, Ao3ara Moxe nperna3nuBo Aa ce 3rofleM[. [1ocne 6-7 gexa,

Ao3ara Moxe Aa ce nprnaroArl, Bo 3aB[cHocr oA e$error h noAHocfll4Bocra.
Hexou naquexr!4 co relllKa 6y6pexra rHcyQuquexquja Moxe Aa Maar MHory
cnop KnhpeHc Ha QreKa HhA, a co roa u npoAonxeH noflyxr4Bor (60-70 vaca).

Ilatlueumu co owmemyaaba Ha upHuom dpo6: natyearn co oturereHa $yurqrja
Ha qpHrlor 4po6, rpe6a BHhMarenHo Aa ce MoHt4ropvpaar n Ao3ara He rpe6a ga
HaAMuHyBa 100 mg na geri (rnr 50 mg ABa narr ua gen).

[laqueurure co nepMaHeHTeH pacemaker in situ rpe6a co nperna3flrBocr Aa ce
Tperupaar Ao3ara xe rpe6a Aa 6rAe noB!4coKa og 100 mg ABa nar Ha AeH.

Kaj naqueurrre Kor hcroBpeMeHo npuMaar qrMerhAt4H t4fl[ aMl4oAapoH,
norpe6eH e BHuMarefleH MoHr4ropuHr. Kaj xexou naqreHrr gosara rpe6a ga ce
HaMaflH u xe rpe6a Aa HaAMLIHyBa 100 mg ABa nart,t Ha Aex. flaqrexrrre rpe6a
Aa ce MoHnropr4paar Ha noqeroKor ua repanujara H Bo reKor Ha repan!4jara Ha

oApxyBatbe.

Monrropunr Ha nna3Marcxoro Hr4Bo Ha nexor 14 EKG xourpona ce npenopaqyBaar
Aa ce npaBar Bo perynapH[ r,4HrepBanr (EKG xoxrpona eAHau MeceqHo, a nprl
no4onrorpajua repanuja Ha ceKor4 3 uecequ) Bo reKor Ha repannjara. Ha
noqeroKor Ha repanr4jara r.1 Kora Ao3ara ce 3roneMyBa, EKG xourpona rpe6a ga
ce npaBh Ha ceKoh 2-4 Aeaa.

Kora QnexarurA ce Koprlcn4 xaj naqreHru co pecrpr4xr.l4h ao 4osuparuero, rpe6a
noqecro Aa ce npaBh EKG xonrpona (AoAaruo Bo perynapH!1 uHrepBann v
MoHr4TopuHr Ha nna3MarcKoro HhBo Ha QneKahH A). llprnaro4yeauero Ha Ao3ara
rpe6a ga ce npaBh Bo r4HrepBanu oA 6-8 Aesa. Kaj oBtae naLlheHru, EKG roxrpona
rpe6a ga ce npaBr4 ao 2ta u 3-ra HeAena co qen r4HAlrBl4AyanHo np!4naroAyBabe
Ha AO3aTa.

Haqux xa vnorpe6a
3a nepopanua ynorpe6a. Co qen ga ce ua6erue MoxHocra og anrjaHue ra
xpaHara xa ancop6qujara Ha neKor, QnexarHr4 rpe6a ga ce 3eMa Ha npa3eH
croMaK r4flr4 eAeH qac npe4 jaget+e.

KOHTPANHANKAqUU

. npecoernreocr KoH aKT[BHara cyncraHq!4ja nntA RoH 6rno xoj eKcq nreHc
HaBeAeH eo Aenor 6.1

. Oflet<ahHhA e KoHTpauHAr4r.lhpaH Kaj cpqeBa rHcyQrqrexquja r xaj naqrerrr co
ncropuja Ha MroKapAeH rxSaprr Kor4 uMaar vnv ac MnroMarcKa
BeHTpr4KynapHa erronrja nr ac!4MnroMarcKa He-oAnoxeHa BeHTpr4KynapHa
raxrxap4uja.

. OneKa HrlA e KoHTpauHAuq[paH nph KapAHoreH uJoK.

. flaquertu co gonrorpajxa arpujanxa Qr6prnaqraja Kaj Koh HeMa HHAHtlhh 3a
KoHBep3[ja Bo cuHyc pvrau, n naqheHru co xeMoAhHaMcKo c!4rHuSrKaHrHo
cpqeao sa6onyeaue-
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flaquenru co HaMafleHa rnu ouJTereHa BeHTpr4KyflapHa Qyxxqrja, KapA oreH
uJoK, reluKa 6pa4uxappuja (noMaflKy oA 50 ygap!4 eo urnyra), reu:xa
xunoreuauja.
Ynorpe6a ao xona6rxaquja co xnaca I auruaprrurqra (6noxaropr ua
HaTprlyMoBr,lTe xaxanu).
flosuar Brugada sindrom.
OcBeH aKo He e AocraneH uo6unen peaHrMarop, $nexarxng He cMee Aa ce
AaBa Kaj narlr4eHrr4 co AhcQyHKqhja Ha o4HyceH jaaon, geQerrra Bo arphjanHoro
cnpoBeAyBase, BTop rnu noBrlcoK creneH Ha arpr,to-BeHTptltrynapex 6nox, 6nor
Ha rpaHKa rnr gucranex 6nox.
Ha naquexrure co acuMnroMara<a vnn yMepeHa c MnroMarcKa BeHTpt4KynapHa
apvrM\a He cMee Aa uM ce AaBa SneKauHLtA.

nocEEHn ME?KU HA I?ETZA3IIUBOCT n 1OCEEHU npqynpEqyBAtbA 3A
YNOTPEEA HA NEKOT

Tperuauor co nepopaneH QfleKahHuA rpe6a ga 6uAe no4 AHpeKreH HaA3op Ha
3ApaBCTBeHaTa yCTaHOBa UnU CneLMJannCT 3a naqr4eHT[Te CO:

. AV jasonxa peqrnpoqHa raxuxap4raja; apurMr/,u acoLlrpaH[ co Wolf-Parkinson-
White Syndrome.

. flapoxo,rsManHa arpujanna Qu6pranaqraja Kaj naqr4eHTr4 co c!4MnroMh Ha
cna60cr.

Tperraaxor 3a naq eHl4re co Apyrh uHAVKaqAu rpe6a ga ce 3anoqHe ao 6onsrqa.

3a Qnexaruu4 e noKaxaHo AeKa ro 3roneMyBa pr3uKor og uopranurer xaj
naqheHTrre Kou hMaar npenexaHo uHQaprr co acrMnroMarcxa BerpuxynapHa
apvru[ja.

Oneranxrg, cnr4gHo Ha Apyrr4re aHTuaphrMr4Llr4, Moxe Aa npeAx3BrKa
npoapurMoreH[ e$eKrr, Ha np. Moxe Moxe Aa npegr43BrKa rvraxraeecraqrja xa
norexoK Tun Ha apurMrja, aroneuyaarue ua Qpex$exqr,tjara Ha nocroeqKara
aprrurja hnr rexuHara Ha o4MnroMlre (eragr gen 4.8).

Onexaruug rpe6a Aa ce rs6eruyaa xaj naqreHru co crpyKrypHa cpqeBa cfla6ocr
unu a6uopnaanna neBo BeHrpr4Kynapna Qynxqraja (ara4ere Aefl 4.8).

<DnerarxrA rpe6a ga ce ynorpe6yBa co nperna3nuBocr xaj naqrenru co aKfreH
noqeroK aa atpulanua qu5pvnaqvja nocne xhpyprJJKa cpqeBa nxrepaenqrja.

Kaj crre naqreHrh Koh nphMaar 6onyc ranjexqraja npenopaqflhB e xoHl4HyhpaH
EKG tr,tuxuroprxr.

OlgrauxrA to npoAonxyBa QT uurepeanor 14 ro npouJrrpyBa eRS rounnexcor aa
12-20Yo. EQerror Ha JT r4HrepBanor e necrrxuer4KaHreH.

Brugada c HApoMor Moxe ga ce AeMacK[pa nopa4ra repanr,rja co $nexarxrap.
Pageoj Ha EKG nponaexra Bo reKor Ha rperMaHor co enexaruu4 Moxe Aa yKaxyBa
Ha Brugada cr,tHApoM, uJTo npercraByBa ocHoBa 3a npeKrHyBabe na repanrajara.



Sngejkn en MuHaLl jara xa Qnexarurg oA nfla3Mara Moxe Aa 6rage snavajxo
nocnopa xaj naqrexrn co crrH S!4KaHTHH xenaranHu ouJrJJTeryBaFba, Snexaraurag
ne rpe6a Aa ce Kopt4crh Kaj oBhe naLltaeHTu ocBeH aKo norexqrjanxara Kopt4cr He
e noroneMa op norexqujannror pt43r4K.

[lpenopavnua e MoHt4Topt4Hr Ha nfla3MarcKoro Ht4Bo Ha Qnexauur4.
Onexarnrg rpe6a 4a ce Kopt4crr4 co nperna3fl Bocr xaj naqrexru co orJJTereHa
6y6pexHa gyxxqraja (xnr,rpenc Ha KpearhHt4H < 35 ml/min/1.73m2), a norpe6er e u
COOABeTeH TepaneBTCKI4 MOHl,lTophHr Ha fl eKoT.
Spsruara Ha en M Haqfija Ha QneKa HuA oA nna3Mara Moxe Aa 6u4e tauaneHa
raj nocrapure nrqa. Oaa rpe6a ga ce Ma Bo npe4B A nph npunaro4yBabe Ha
AO3aTa.

Onexarxrg He ce npenopaqyBa Kaj Aeqa nog 12 rogur.tn, 6upejku HeMa AoBonHo
noAaroqr4 3a HeroBara ynorpe6a Kaj oBaa Bo3pacHa rpyna.
Enerrponrrurre HapyuJyBaba (np. xrano- r x nepKaa eMilja) rpe6a Aa ce
Koper paar npeg ynorpe6ara Ha SneKahHr4 (sragere 4en 4.5 3a neKoBrre Ko
npeAta3B14KyBaar enexrponhrHn HapyuyBatua).

Te[uKara 5paAalap1nta Hrh !43pa3eHara xrnorexsrja rpe6a 4a ce Koperupaar
npeg ynorpe6ara ua Qnerauxu4.

3a SnexarHu4 e no3Haro AeKa ro 3rofleMyBa engoxap4rajannror npar Ha
rphrep paHa aKr BHocr, Ha np. HaMaflyBabe Ha eHAoKapgujannara rp rep!4paHa
ceH3r4rhBHocr. Oaoj e$err e peaepau6uneH u MHory noaeke e u3pa3eH Ha
aKfrHlor npar Ha rp repupaHara aKThBHocr Bo oAHoc Ha xpoH r{H or. Onexarnu4
rpe6a 4a ce Kopt4crt4 co nperna3nhBocr xaj cnre naqreHTu co nepMaHeHTeH
nejcuejxep r4n BpeMeH rprrep paH efleKrpoAt4, u ne rpe6a ga ce
aAMhHr4crpupa Kaj naqr4eHT!4 co nocroeqK!4 nouJ npar unu renporpavu6rnen
nejcuejrep, ocBeH aKo He e AocraneH coo4BereH cnacoHoceH nejcruejxep.

Feuepanto, Aynn pabero Ha uJhp Hara Ha nyflcor unu HanoHor e AoBonHo 3a
noBTopHo cH Marbe, Ho Moxe Aa 6rge rellKo Aa ce 4o6rae BeHTpr4KynapeH npar
noMafl oA 1 aonr npr uuurlujannata uunnaHraqrja Bo np cycrBo Ha enexarurp.

Perrcrpupaxr ce noreuKort4r4 npra 4eQra6pranaquja xaj xexou naqrenru. Kaj
HajrofleMhor Aen oA oB e cnyvau nocToefle npeTXoAHt4 cpqean sa6onyBaba co
3roneMyBarbe Ha cpqero, rcroprja Ha M oKapAeH raneaprr, arepo-cKnepon4qHh
cpqeau aa6onyBalea u cpqeBa rancy$raqraer.rqraja.

Perucrpupauo e sa6psyaarue Ha Berpuxynapuara 6psrua xa arprjanHa
Qr6punaaquja Bo cny,{aj Ha Heycnex ua repanujara.
Onexauxu4 Ma cefleKluBeH eQeKr Koj ro 3roneMyBa aHTeporpaAHuor
peQpaKrepeH nepuog, noce6no Ha perporpagHure narulura. OBlle eeefi!4 ce
peQnerrrpaar Ha EKG-To co npoAonxyBabe Ha eTc HTepBanor raj noee(ero
naLlueHru; nocne4 qa Ha roa e Mafi e+eK[ Ha JT r4HrepBanor. Kaxo v Aa e,
per crpt4paHr ce cryqa Ha npoAonxyBarue Ha JT HrepBanor po 4yo. Mefytoa,
oaa 4ejcrao e noManKy 3pa3eHo Bo o4Hoc Ha oHa per crp paHo co Knaca la
aHT aphTMt4cKl4Te fl eKOBt4.

MneqHhre npor4sBoAtl (urexo, vnevta xpaHa 3a AoeHqhba, a BepojarHo ra jorypr)
Moxe Aa ja uauanar ancop6qrajara ra Qnexautug xaj 4eqa AoeHq lba.



Oneraunug xe e ogo6pex 3a ynorpe6a xaj 4eqa nog 12 rogruHa Bo3pacr;
perr4crp paHa e roKo4qHocr ua Qnexaruug Bo reKor Ha rperMaHor co $nexarHr4
xaj geqa xaj xor 6un HaMafleH BHecor Ha MenKo, t4 xaj goelvrsa xor 6une
npeQpnenr oA MneqHa $opruyna Ha xpaHa co AeKrpo3a.

3a AoAarurre npeAynpegyBaba u MepKh Ha nperna3flrBocr BrAere gen 4.5

4.5 UHTEPAKqUU CO APvrn nEKOBn nAPvrn OOPMU HAUHTEPAKqnn

Knaca I auruapurMhqfi: Snexaunug ne rpe6a Aa ce aAMnHrcrpupa ,croBpeMeHo
co Apyru xnaca I auruapurMr4qr4 (Br4ere nen 4.3).

Knaca ll aHTuap[TMxr.l!4: Tpe6a Aa ce Ma Bo npeABHA MoxHocra oA AoAarHh
HeraruBHr4 ,rHorponHh e+efir4 Ha xnaca ll aHTuapr4TMr4r.lr4Te npu ynorpe6a co
Qnexarxrg, ua np. 6era 6noxaropr.

Kaaca lll aHrr4apurMr4rlr4: Axo Qnexauxr4 ce AaBa Bo npHcycrBo Ha aMuoAapoH,
Boo6r4gaeHara Ao3a Ha SneKar4HuA rpe6a ga ce HaManH 3a 50%, a naqueHror
rpe6a auruareflHo Aa ce cfleAta 3a HecaKaHr eQerru. Bo oetae cnyqar crpr4KrHo
ce npenopaqyBa MoHt4Top Hr Ha nfla3MarcKoro HrlBo.

Knaca lV aHruap rMrnl4: florpe6xa e nperna3nuBocr npr ynorpe6ara ua

Qnexauulrg co 6noxaropu Ha Kanq[yMoBr{Te KaHaflur, Ha np. BepanaMr4n.

flopa4r [HTepaKq u Kor4 r.lJTo AoBeAyBaar Ao 3roneMyBarbe Ha nna3MarcK[re
KoHqeHTpaquu, Moxe Aa ce jaear Br,rranHo 3arpo3yBaqKr4 na Aypr,r neraflHu
HecaKaHH e+efiH (BrAere 4en 4.9). Onerauuu4 Bo roneM Aen ce uera6onuarpa
npexy CYP2D6, I r4croBpeMeHara ynorpe6a Ha fleKoBr4 xou ro uuxr6rpaar (xa np.
aHTuAenpechBr,r, HeBponenTrLlx, nponpaHonon, puToHaBhp, HeKoh
aHTrlxt4craMuHr4qt4) vnv rHgyqupaar (ua np. Qexnrorx, QeHo6ap6rrox,
rap6auasenrn) osoj rsoexrrru, Moxe Aa rh 3roneMr4 r4nu HaManu KoHqeHTpaqr4r4Te
xa Qneraunr4 (augere noAony).

!o aronerrlyaarue Ha nna3MarcKoro Hr4Bo Moxe Aa AojAe 14 nopaA, 6y6pexHu
ouJTeryBaba nopaAr HaMafleH or Kn!4peHc xa $nerauxug (eugere Aen 4.4).

Xunoranreuujara, Ho t4 xunepxanueurjara vnn Apyrr4 efleKrponhrHu HapyuJyBatsa
rpe6a Aa ce Koperupaar npeA agururcrpaqrjara Ha Qnexaunug.
Xunoxanueuujara Moxe 4a 6uge pe3ynrar h Ha croBpeMela ynorpe6a ua
A[ypeTuqh, Ko pTrrKocTepouAA vnn naKcaT vBtli.

Atrrxrcrauuuutlu: 3roneruet ph3r4K oA BeHTpl4trynapHh apvrMnu co MnonacmuH
u mepQeuaduu (ga ce ra6ernyea hcroBpeMeHa ynorpe6a).

AHTr4BupycH!4 neKoBr4: llnagnaarcrurre KoHqeHTpaLlut4 ce 3roneMyBaar co
pumoHaeup, nonuHaeup n uuduuaeup (sroneuex pr43r1K oA BeHTpHKyflapHu
apurunr) (ga ce us6eruyaa [croBpeMeHa ynorpe6a).

AHruAenpecuBr4: {Dnyoxcemuu, napoKcemuH v ApyflA aHTt4Aenpec!,tBr/ rv
3roneMyBaar nna3MarcKhre KoHqeHTpaqr4h na Snexauxutg; 3rofleMeH ph3t4l( oA
apniuuvt co mpu LluKnuqHu aumudenpecueu.



Anlrenrnenluq[: orpaH!4qeH noAaroqr oA naqueHTr4 KoH npuMane no3Haru
r4HAyKropu Ha eH3 Mt4 (Qenrrouu, Qeno6ap6raron, xap6aruaeennH) yKaxyBaar
caMo Ha 3roneMyBarbe 3a 30% Ha 6psruara na enuuruaquja Ha +neKa HuA.

Anruncuxorrqr'. Knosanuu- 3rofleMeH pu3t4K oA apvruu.

Aurruanapuqr'. Kuuuu
Snexauxug.

tv 3roneMyBa nflasMaTcKhTe KoHrleHTpaq u Ha

4.6

Aurr$ynranuu fleKoB!4: Tep6uuaQuu Moxe Aa rt,t 3roreMta nna3[i]arcKL4Te
KoHqeHrpaLlrr4 Ha gnexaruu4 KaKo pe3ynrar aa wxu6u4nlara r.ra Cyp2D6
AKT SHOCTA,

firyperuqra: Knacex e+err nopa4 xrnoxanreruuja luro AoBeAyBa Ao
KapAuoToKct4LtHocT.

H2 ?HTI4XhCT?MUAUty (Sa TpeTMaH Ha racTpr,4ltHt4 ynqepra): H2 3HTarOHI4CTOT
qrMer At4H ro uaxn1npa Mera6onus[4or na eneraruu4. Kaj agpaara flhqa Ko
np!4Mafle LluMemuduH (1 g ua 4eu) Bo reK Ha 1 HeAefla, BpeAHocrnre ria AUC na
Snexauxr4 ce 3roleMune 3a oKony 30%, a nonyxraBoror ce 3roreM!4n 3a oKoJ.ly
100%.

lloruarana nporhB nyuebe; LlcroBpeMeHara aAMhHt4crpaquja Ha 6ynponuou (ce
uera6onrsrpa npexy CYP2D6) co enexaranraA Tpe6a .qa ce cnpoBe.qyBa co
nperna3n Bocr u rpe6a Aa ce 3anoqHe co xajnucxara Ao3a oA Ao3axH[or paHr Ha
KoHKoM TaHTHhor neK. Axo 5ynponuou ce AoAaBa Ha repanucKt4 pex M Ha
nallreHr Koj Be(e nphMa SneKa Hra4, rpe6a Aa ce pa3rfleAa MoxHocra 3a
HaNraflyBarbe Ha flo3aTa Ha ophr HanHhoT fleK.

Kapgujantu m Ko3r4Ar4: OneKa HIA Moxe Aa npeAh3B Ka 3rofleMyBabe Ha
nfla3MarcKoro Hl,4Bo Ha A roKct4H 3a oKony 15%, uro e MaflKy aepojarxo 4exa 6r
uMano KnHHhqKO 3HaqeEe 3a naqheHTuTe Ko uMaaT nfla3MaTCKO HI,BO BO
TepanHcK paHf.
[lpenopavnreo e nna3MarcKoro HuBo Ha AuroKchH raj pnrvrannsupaHu nall eHTu
Aa ce oApeAyBa He noMajtKy o4 6 uaca no AaBaEero Ha A!4roKct4H, npeA h no
a4uunrcrpaqrjara na Snexaruug.

Axrnxoarynaxcu: Tpernaauor co eneKa HrlA e xorunarn6rneu co ynorpebara ua
nepopaflH14 aHT KOaryflaHCh.

ynoTpEEA 3A B2EME HA E?EMEHOCT tl EOEtbE

6peueuocm
Heua no4aroqr sa 6ea6eguocra Ha fleKor xaj xyrr,rata 6peueHocr. Kaj 6enra sajaqra
og cojor New Zeland, BrcoKt4 Ao3l4 xa $nexarHng npe4 3BuKafle o4peAeHrl
Qeranur a6nopuanHocrr, Ho r!4e eQerru He 6une perrcrpupaxu xaj Dutch Betted
sajatlu nnn craopqr4 (ergere 4en 5.3). 3xa,{erbero Ha oBre HaoAu 3a xyMaHara
nonynaqrja He e no3Haro. lAcnnryaarara noKaxyBaar 4era $nexanu A npeKy
nnaqeHrara goaia go Qerycor Kaj naqheHrxr xon 6nne Ha repanuja co
snexauuug Bo reKor Ha 6peuerocra. onexaurrg rpe6a ga ce Kopr4cll Bo reKor
na 6peueuocra caMo aKo norenqujanxara Kophcr ro HaAMr4HyBa p 3t4Kor.
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4.8

Aoe*e
OfleKarH ,q ce eKcKperrpa Bo xyrvlaHoro runexo (ergere 4en 5.2). fio6rennre
nfla3MarcKr4 KoHqeHTpaqhu raj goenvruar ce 5-10 naru noHrcK Bo oAHoc Ha
Tepan cKure KoHqeHTpaqur Ha fleKor. ly'axo pusuror 3a AoeHqero MHory Mafl,
$nexanuug rpe6a Aa ce Koprlcrh Bo nepr4oAor Ha Aoerbe caMo axo
norexqujanxara Koprlcr ro HaAM HyBa p shKor.

EOEKTN BPs CNOCOEHOCTA 3A BO3EIfiE U PAKYBAIbE CO MAUNHN

Ha cnoco6uocra 3a ynpaByBabe MoropHo Bo3rno, paKyBabe co MalJJt4Ht4 u Apytu
aKT BHocr!4 3a Kou e norpe6Ha norofleMa nperna3n Bocr Moxe Aa Bnrz,jaa:r
HecaKaH[Te peaKqr KaKo uJTo ce 3aMeHocTa B 3yeflHhTe HapyuyBaba AoKonKy
ce.iaBar.

HECAKAHU AEJCTBA

Cnu.rHo Ha Apyrure alrnapvlMlL)v, QfleKauHuA Moxe Aa rnaa eeerrr ua
ur.rgyxquja na apurrurja.
Moxe Aa Aojge Ao BnouJyBabe Ha nocroeqKara apwunla unu 4o nojaea Ha HoBa
apwunja. Pugrxor oA npoapr{rMoreH e+eKr e norofleM Kaj naLl eHrure co
crpyKTypHr4 cpqeer ea6oryeawa ulunu curun$rxaurnu neBo BeHTpr4KyflapHr4
oureryBalba. Hajvecru HecaKaH AejcTBa oA CrpaHa Ha KapA!4oBacKyflapHror
chcreM ce Brop r/ Tper creneH na AV 6nox, 6papuxapguja, cpqeBa
rncyQuquenquja, rpagna 6onxa, vroxapgex ranQaprr, xhnoreH3uja, c HyceH
apecr, raxr4Kap4uja (AT u VT) u nannrraqur.
Hajvecru HecaKaH 4ejcraa ce BprorflaB qa h Bu3yenHu HapyuyBalba Ko ce
jaeysaar xaj oxony 15o/o og naqueHThre Kor4 ro np MaaT fle(or. oehe HecaraHh
gejcrea najvecro ce rpaH3uropHr4 h r4cqesHyBaar co npo4oflxyBalbero Ha
repanujara vnl co HaManyBabe Ha Ao3ara Ha fleKor. Cneguara nucra Ha
HecaKaH gejcraa ce Oasnpa ua hcxycrBara oA Kn H!4qKHre cryAr4r4 nocr-
MapKer HuJK!4 per crp[paHhre HecaKaH!4 4ejcraa.

Hecaxauaru AejcrBa Kot4 ce HaBeAeHu noAofly ce xnaoaer,rqrapaHh cnopeA chcreM
opraH Knaca r Qpexgenqrja Ha jaByBa*e. Opexsenqrajara xa jaayaarse e
ge$urupaHa xaro:
MHory qecro (> 1/10),
vecro (> 11100 n < 1110),
noManKY.recro (> th 000 u < 1/100),
perro (> 1/10 000 u < 1/'1000),
MHory perKo < 1/ 10 000),
Heno3Haro (ne uoxe ce npoqeHh oA AocranH re nogaroqu).

llouanxy vecro:
rpou6oqrrr.

KpBHh KnerK!4, 6enu xpanr Kflerxr t4

Hapvuvaatsa xa [uvxonouJxror ct4creu
MHory perxo: 3roneMyBabe Ha aHT HyKneaprH Te aHTnrena co nra 6es
c!4creMcKa uuQnauaquja.

uJvBaba Ha KoBTa 1,l flXM(DH]4oT Cl4CTeM
HaManeH 6poj Ha qpaenra



llcrxriarpncxr xapvurvealba
Perxo: xanyquHaqh , Aenpeoaja, xox$ysua cocroj6a, aHKo4o3Hocr, auxeauja,
rxconaxrja.

Hapyuryeaba xa xepexror crcteu
Mnory uecro: 3aMaeHocr, xoja o6uvHo e rpaH3HropHa.
Perro: napecre37M, ara(cv)a, xr4noecre3[ja, xr4nepxr4Apo3a, cuHKona, TpeMop,
qpBeHuno Ha fluqe, coMHoneHqa, rnaeo6onra, nepraeepxa Heaponarrja,
KoHByn314H, 4rcxuxesuja.

Hapvuvgarsa xa oxoro
Muory lecro: Bt43yeflHh HapyuyBa$a, KaKo uJTo ce 4rnnonuja H 3aMareH BhA.
Muory perxo: KopHeaflHh Aeno3hn4.

Hapyuvgarsa xa vgolo r vuJxuot na6uDuxt
Perxo: runuryc, Bepruro.

CDuegr xaoyurvearsa
9ecro: npoaprrrvrraja (xajvecro raj naqr,renrr co crpyKrypHr4 cpqeara sa6onyaarua).
flor"ranxy qecro: naqueHr!4Te co aTphjaneH $narep Moxe Aa paaaulai 1:1 AV
cnpoBoAnuBocr co 3roneMeHa cpqeaa Qpexeexquja.
HenosHara $per$exqraja na jaeyearue: Moxe Aa AojAe Ao Ao3Ho-3aBucHo
3roneMyBalbe Ha PR u QRS ranrepaanrre (angere Aen 4.4). HapyuJeH npar Ha
rphrepHara aKruBHocr (sr4ere Aen 4.4).
ArproaeHrprrynapeu 6nor oA Brop creneH 14 arpuoBeHrpr4lryflapeH 6floK oA rper
creneH, cpqeB sacroj, 6paguxapgraja, cpqeaa uucyerqueuqHja/KoHrecrr4BHa
cpqeBa !4Hcy$uqreHquja, rpagxa 6onxa, xrnorerarja, Mr4oKapAeH rH+apfi,
nannuraqhu, ct4HyceH apecr, 14 taxuxapgula (AT rnr W) rnu BeHrpr4KynapHa
Qr6punaqrja. AeMacKHpalbe Ha nperxoAHo nocroeqKu Brugada crHApoM.

Hecro: 4rcnHea
PerKo: nHeBMoHuja
Henoaxara QperQeuquja ua jaayearue: Sra6pooa, unrepcruqrjanxa 6enogpo6r.ra
6onecr.

I-actDonxrectuxanxt xapyuvgarua
flonaanry qecro: MaqHhHa, noapa(arue, oncrunaquja, croMaqHa 6onxa, uauanex
anerrr, grjapea, Ahcnenchja, Qnarynexquja.

Xenaro6rnt,tiapxr xapvuvga]ba
Perxo: sroneMeHr4 xenaraflH[ eH3r4Mr4 co unu 6ez xoflTt4t.la.
HenosHara Sper$exqraja Ha jaayaarue: xenaraflHa 4raceyxxqraja.

Hapvurygalba xa roxara t,r norxoxxoro rrrao
llorraanxy qecro: aneprhcK AepMaruruc, arnyvyaajr(ra pau, anoneq ja.
Perxo; reurxa yprrxapraja.
MHory perxo: Soroceuauruauh peaKtlu14.

Onuru Hapvuveaba r cocroi6r xa irecroro Ha aauuxucrpauuia
9ecro: acrexrja, 3aMop. nrpexcrja, egeu.



4.9 nPEAO3trPAlbE
llpe4osupauero co Qnerauuu4 npercraByBa noreHqhjanHo B ranHo-
3arpo3yBagKa MeA[qr4HCKa ypreHTHa cocroj6a. 3roneuexa ocerflhBocr KoH neKor
u nflasMarcKo Hr4Bo Ha ne(oT HaA TepanrcKoTo Hr4Bo MoXe Aa pe3yflT pa co
uurepaxquja (BuAere Aefl 4.5). Cnequeuven aHrHAor He e no3Har.
He e noaxar 6p3 HaqnH 3a orcrpaHyBalbe na SnexarxrA oA opraHr3Mor. Hrary
Arl4anwara uury xeruo4rajan!{3ara ce e$rxacrur.
Tperuaxor rpe6a ga 6ra4e cynoplaaeH r Moxe Aa BKnf{yBa orcrpaHyBaue Ha
nepecop6rpatror neK oA racrpor4HTecrrHanHhor rpaKT. ,[pyrure Mepxr4 Moxe Aa
BMyqyBaaT HHoTpOnH[ fleKOBI r4flH CpqeBH CryMynaToph KaKo uJTo ce AonaM[H,
4o6yrauux r{nr,t !43onporepeHon, KaKo I MexaHHr{Ka eeHrunaqrja h qupKynaropHa
achcreHquja (6afloH nyMna). Tpe6a Aa ce r4Ma Bo npeABrlA BpeMeHo hHcepr pabe
Ha rpaHcBeHcKr4 nejcuejxp Bo cnyyaj sa 6nor Bo cnpoBeAflrBocra. kluajku ro eo
npeABt,lA nonyxuBoror Koj r43HecyBa npr6nrxHo 20 qaca, co oBue cynopliBHr4
uepxr rpe6a Aa ce npoAonxr noAonr BpeMeHcKH nepr4o4. Oopcnpaxara At4ype3a
co aquguSnxaqhja Ha yphHara reopercrn ja sa6psyaa excxpequjara xa nexoi.

oAPMAKOIOIUKI4 nOAATOI_IX

5.1 OAPMAKOAUHAMCKW CBOJCTBA

tDap ua xorepa neBrcxa rpyna : Aat uapnruutlu, xnaca I C, Ofl eKa 14 HHA

ATC KoA: C01BC04

OfleKauHuA aLlerar e xnaca lC aHTHapnrMhK xoj ce xopracrr Bo rperMaHor Ha
TeUKU CHMnTOMaTCKT4 Br4TanHO-3atpO3yBaqKH BeHTptitKynapH14 ap4rll/,nn n
cynpaBeHTpt4KyrrapHu apHrMht4.

EnerrpoQusuonou.rxr,t, eneKarHrA e floKaneH aHecreruK-Tt4n (xnaca lC)
aHTuaphrMhcKo coeAuHeH e. Toj e aura4er.r rrn Ha noKaflex anecrerux, xoj e
crpyKrypHo cnuqeH Ha npoKauHaMr4A u eHKauHVtA 6ngejku oBHe neKoBr4 ce ncror
raxa 6exsaungr4HcKu AeptaBarh.
Kaparrepusaqrajara Ha $nexauxrg KaKo Knaca lC coepuHexre ce 6asupa Ha
rpHJaAa KapaKrephcrr,lKr4: r43pa3ura Aenpechja Ha 6p3r/re HarpryMoBh KaHanh Bo
cpqero; cnop noqeroK u npeK[H aa naxn6utsnjata Ha Harpr4yMoBure KaHanH (uJTo
pe3ynrrpa co cnopo Bp3yBaBe u gncoqulatyla oA Harp yMoBHre rauanu); r
4eQepeuqujanxror eQerr Ha fleKor Bo oAHoc Ha HeroBoro norexqrjanno
BpeMerpaelbe Ha AejcrBo Ha BeHrpt4tryflapHhor MycKyn Bo oAHoc Ha
flyprrureaure anarxa, 6eg Aa r4Ma eeeKr Bo nperxo4noio ra sxavaluo noxparxo
neroao pejcreo noKacHo. Oaoj rorranoaureH cocraB xa 4ejcraa, AoBeAyBa Ao
n3pa3ula genpecuja Ha 6p3[Hara Ha cnpoBoAnr4BocT BO BnaKHara Bo saBrcHocr
og 6psrre KaHanri Ha $naxnara 3a Aenoflaph3aqr,rja, no co yMepeHo 3roneMyBalbe
Ha eQeKrhBHhor peQpaKrepeH nep oA npt4 Tecrrparbe Ha r3onrpaHu xapAraianxra
rrhea. Oar4e eneKrpo$H3 onouJKh KapaKrep ncruln Ha $nexaunrag aqerar Moxe
Aa AoBeAar Ao npo4onxyBaue na PR-rsrepBanor r BpeMerpaeruero xa eRS ra
efleKrpoxapAHorpaMoT.
Bo ruxory Br4coKl4 KoHqeHrpaLlun, $nexarurg MaHr4+ecr pa cna6 genpecreex
eQerr xa cnopure KaHan Bo Mt4oxapAor. Oaa e nponpareHo co Herar BeH
14HOTpOneH e+efi,

5.0



5.2 OAPMAKOKUHETCKI/I CBOJCTBA

Ancop6qrja

Onerauxug peerc KoMnneruo ce pecop6upa nocne nepopaflHa aAMuH!4crpaqujar He noAnexh Ha eKcreH3hBeH first-pass n,lera60nuaau. EropacnonoxuBocra oA
Snexarrug aqerar ra6nernre r3HecyBa oxony 90%.
PaHror Ha repaneBrcxr4 nna3Marcm4 r(oHqeHrpaqr4, u3HecyBa on 200 no 1000
ng/ml. npil rHrpaBeHcKa ann (aqrja, npoceqHoro BpeMe Ao nocrr4rHyBalbe Ha
MaKcuManHh cepyMcKr4 KoHqeHrpaqr4 !43HecyBa 0.67 \iaca, a npocegHara
6ropacnonoxreocr r43HecyBa gB%, eo cnope46a co 'l qac n 7g%o no anflhKaqHja
Bo QopMa Ha nepopaneH pacrBop, oAHocHo 4 saca n glok no annuraqrja ao
Sopua ua ra6nerr.

flucrpr6yqrja

oxony 40%o oA neKor ce Bp3yBa 3a nfla3Marc(r4re nporelHr,i, <Dnexauxr4 ja
noMlHyBa nnaqeHTapHara 6apuepa !4 ce !43naqyBa Bo Maj,{HHoro MneKo.

Erorpancgopuar4raja

onerau nug eKcre H3uBHo ce rraera6onr gr pa (cy6je*r Ha reHercKr4 nonr,r rraopeuaa rvr)

Ao ABa rflaBHH uera6onrrr m-o-dealkylated flecainide r,r m-o-dealkylated lactan
Ha OneKar4HuA, nph uJTo v AaBata uera6onrru noceAyBaar o4peAeHa aKTHBHocr.
Mera6on,sr or ua enexarrrA ro BKnyqyBa quroxpoM ir450 rasoeHeiliror Cyp2D6,
xoj noxaxyea reHercKt4 nonuuopeusau

Ennurxaqnja

<Dneraunu4 rflaBHo ce eKcKperr4pa Bo yp Hara, npu6nuxuo 30% xaxo HenpoMeHer
nex a npeocraHaruor Aefl ao $oplaa ua naela6onrru. Oxony 5% ce excxperupa
npery Qeqecor. Ercxpeqrajara xa enexarr.+ag e nalaanexa xaj 6y6pexHa
nttcy$uqrenqraja, xenaranHr,t sa6onyeaua, cpqeaa raucyeurlraenqraja v'anKanHa
ypuxa. Co xeuogrjanrsara ce orcrpaHyBaar caMo oxony l% og nenpouererror
neK.
[lonyxreoror ua enuuuxaqrja na eneraruuA tl3HecyBa oxony 20 vaca.

1PETKfiUHU.|KU 1OAATOqn 3A CUTypHOcTA HA nEKOT

E4rucreex npeAKnHH[qKH nogaroK oA 3Haqebe sa ouoj xoj ro npenuuyBa neKor
xoj 6u rpe6ano Aa ce AoAaAe Ha .qpyr[re AefloBr4 oA 36rapxraor klaaeurraj sa
oco6uxrre Ha ,reKor ce eSerrure Ha npoqechre Ha penpogyKtit4ja. Kaj sajiqra,
$nexauxrg npeAu3Blxan reparoreHr r ena6proroxcuvxra e6errr- Her,,ta noaonr.ro
noAaroqu 3a Aa ce frBpgar 6es6e4nocHure MapruHl sa oeoj eeerr. Mefyroa,
oBtae eQeKru xe 6une perucrpr,tpaHu xaj gpyr coj na :ajaqra, craopLlr4 14 rflyBLlt4.

5.3

6.0 OAPMAqEBTCKH OCOEEHOCTI,I



6.1 nucTA HA EKCqnnuEHcnl
flpexenarrHrsupaH n,{eHKapeH cKp06
Mrxpoxprcranna qenyno3a
[lveurapeu cxpo6
Kpocxapn,tenosa HarpuyM
Marueauyu creapar

UHKOMNATU6NNHOCTN
He e npuuexnueo.

POK HA TPAEI6E

3 roguHu oA AaryMor Ha npoh3BoAcrBo.
!a xe ce ynorpe6yaa no 3Mt HyBalbero Ha poxor ra ynorpe6a.

HA'IUH HA qYBAI6E

[a ce vyaa Ha reMneparypa go 25.C. Enrcreprre Aa ce qyBaar Bo
HaABOpeUJHOTO naKyBalSe.
fleror ga ce qyBa Ha Mecra HeAocranH[ 3a Aeqa.

NAKYBAIbE

PVC/PVDC/A|-6nncrep naKyBarse.
l-onenarsa Ha naKyBalbe: ryrraja co 30 ra6nerra

uHcTpyKqUn 3A ynoTpE'A, pAKyBAbE n AUCnOguqnJA
Heua noce6xr 6apatba

HOCI4TEI! HA OAOEPEHI4ETO 34 npOMET
flex Cxonje AOOErl, flepo Haxoe 6.p 33., Cxonje, p.MaKeAoHr4ja

EPOJ 14 AATyM HA PEIUEHI4ETO 3A npOMET

AAryM HA NPBOTO OAOEPEHI4E/OEHOBA HA OEOEPEH]4ETO

AATyM HA (AEflyMHA) PEB[43HJA HA TEKCTOT
flexeuapr,r 2014 ropnaa
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