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1. HUME HA JIEKAPCTBEHHUS ITPOAYKT
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Purmonopm 300 mg puimupanu tabaerku ;Paé‘DBLUGHUG e
Rytmonorm 300 mg film-coated tablets BG/MA/MP

’ | Ogobperue M ... voreesii o,

2 KAYECTBEH U KOJIMYECTBEH ChCTAB
Beaka  ¢uamupana  Tabnerka cwbaspika 300 mg  nponadeHOHOB  XWAPOXJIOPHI  (propafenone
hydrochloride).

ITomoinHu BettecTsa: Besika tabnerka ot 300 mg chabpika a0 20.0 mg Hatpui.

3a bJIHKA CIUCBK HA TIOMOLHHUTE BELIECTBA BUAKTE TO4Ka 6.1,

3. JEKAPCTBEHA ®OPMA

Purmonopm 300 mg duamupana tabnerka — Gesin 10 noutH Oesiv, OUKOHBEKCHUTAOIETKH ¢ BILOHATO

penedHo uzobpaxenue “300” oT e1HaTa cTpaHa M IJ1aKH OT pyrara cTpaHa.

4. KJIMHHYHHU JAHHH

4.1 TepaneBTHYHHM HOKA3aAHHHA

CHUMIITOMATHYHM HA/IKAMEPHH TAXMAPUTMHMH, W3UCKBALLK JiedeHHe, KaTo AV TaxvKap/uM, HaJKamepHa
TaxWKapaus [pH MauueHTH cbe cunapom Ha Wolff-Parkinson-White (WPW) wnu napokcHsMaiiHo

Mpe/IChPAHO MbAJICHE.

Texka CHMIITOMATHYHA KaMepHa TaXHAPHUTMHA, KOATO o NnpeucHkara Ha Jiekaps c
AKHUBOTO3acCTpalllaBallla.

4.2 J03MpoBKa M HAYHH HA NPHJIOKEHHE

jlompoaxa

[TepopanHo npunoxeHue
Jlosuposkara TpsOBa jia ce a/lanTHpa Crnope/l HHAWBHILYAJIHUTE HYK/IH HAa BCEKH NAlMEHT.

[Ipn naumenTtH cbe cHruupurkanTHo pasiinpssaHe Ha QRS komruiekca wiam AV 6710k BTOpa M Tpera
cTeneH TpsaOBa Aa ce OOMMCIIM HAMaJIEHHE Ha J103aTa.

Bwipacmnu

3a nepuona Ha TUTPUPAHE M KATO NOTbPAKALLA TEparus MPH NallMEHTH ¢ TejiecHo Terio okosto 70 kg ce
npernopbuBa AHeBHa 103a oT 450 mg 1o 600 mg PurMonopm, pa3aesieHa Ha 1Ba WM TPH MpHEMa JIHEBHO.
B HsKkoM ciyyan Moxke Ja € HeoOX0/IMMO MOBHUIIIaBaHe Ha AHeBHaTa 7103a 10 900 mg PurmoHopm.

[lpy nauueHTH € MO-MaIKO TeleCHO Terjlo, AHeBHATa /03a TpsOBa 1a Ob/ie CHOTBETHO TMOHWKEHA.

lTeduampuuna nonyiayus




[pu neua, cpeaHa aHeeHa fo3a 10 go 20 mg Putmonopm Ha kg /TenecHo Terno, paseneHa Ha 3-4 103 ¢
NOAXOAAIIATA 1032 B TEPHOA HA THTPUPAHE K MOAABPIKALLO JIEUEHHE.

TMoeHiuaraHe Ha no3aTa He TpadBa Aa ce npeanpHemMa npead NayMeHTsT da € OUn Ha ToBa JiedeHHe 3a 3-4
HAHH.

Huaneuayannata noaabpkawa go3a TpadBa Ja ce ONpeaeNd MpPH NPOC/IEAABAHE OT KApAHONOT,
siounTenHo EKT MOHUTOpHpaHE W peioBeH KOHTPON Ha KPbBHOTO HassraHe (fepuoa Ha THTpHpaHe).

Hauueumu 8 cmapuecKka sv3pacm

[Mpu Ta3u rpyna nauMeHTH He € HaONaaBaHa paziuka B 6e30nacHoCTTa M e(peKTHBHOCTTA, HO NO-BUCOKA
YYBCTBHUTCAHOCT MPH HAKOW OT TAX HE MOXKEC Ja CC HIKNEOYH, 3aTOBA TC3H MAUHEHTH TpﬂﬁBa BHHMATE/THO
na 6baar mouuTOopHpaHH. ToBa ce OTHacA M AC MoAAbpkauiata Tepanua. Bceako HeoOxoanmo
TIOBHLIABAHE HA [03aTa He TpAOBA 1a ce MpeAnpHeMa Npeau NauMeHTsT aa € O Ha Toea nedeHue 3a 5 1o
8 nHu.

Yeprnoopobru/ 6vbpeunu napywenusn

[Ipv nauMeHTH ¢ HapylueHa YepHoOApoOHa WM ObOpeuHa QyHKLMA, MOXKE 12 € HAITMLE aKyMYyJ/iHpaHe
HA NMPOAYKTA NpH CTAHAAPTHU TEPANEBTHYHH 03M. Bbhpekd TOBa, mauMeHTHTEe ¢ Te3H 3abonABaHMA
moxe 1a faa 6saart tutpupanu ¢ Purmoropm noa EKI-koHTpon W KNMMHHYHO MOHUTOpUpAHE.

HauuH Ha nprioxkenne

[Topaan ropuMBHZ BKYC M NOBBLPXHOCTHOTO aHECTE3Wpawlo AeicTBUEe Ha Purmonopm, puamupanure
tabneTku Tpa6pa 1a ce norbilar eny (6e3 ITLBUEHE) C TEYHOCTH.

4.3 IIpoTuBONOKA3AHNA

e H3BecTHa CBPBX4YBCTBHTENHOCT KbM MpONadeHOHOB XHAPOXIOPHA MM KbM HAKOE OT
NOMOLLHHTE BElUIECTBa, 30poeny B Touka 6.1.
*  HMssecten bpyraza cunapom (suacre Cneumandd npeaynpeskIeHUs M NpeinazHH MEpkH Mpu
ynotpeba)
MuokapaeH WHbapKT npes nocaeHHTe 3 Meceua
3HaYMMO CTPYKTYPHO CbpaedyHo 3a00nABaHe KaTo:
- Hexourponupana 3acToiHa ChpA€YHa HEAOCTATHYHOCT ¢ JeBOKaMepHara ¢paxkuHs Ha
u3TiackeaHe e noa 35%
- KapauoreneH 1ok, ocBeH aKO He € NPUYHHEH OT apPHUTMHS
- Texxa cumnToMaTH4Ha OpagHKapans
- JIMchyHKUMA HA CHHYCOBHMSA Bb3el, NPeachpaHH AeeKTH Ha MpoBekAaHeTo, AV GoK OT
BTOpa MJIM MO-BHCOKA CTENeH, MM OJ0K Ha MPOBOAHUA CHOM, WIH JHCTaleH GJIOK NpH
OTCBHCTBHE Ha NeHcMelKbp.
- Texka XMNOTOHHUA
HasBeH enekTposinted aucdanaHe (Hanp. HapyLWIeHHA Ha KAUTHeBHA MeTaboNIN3IbM)
Texka obcTpykTHRHA OenonpolHa BonecT
MmHacTeHus rpaBuc
EanoBpeMeHHO neyeHue ¢ pHTOHaBUP

4.4 Cneusannu npeaynpe:xIeHHs ¥ NpeINa3HH MepKH IpH ynorpeba

PurMoHopM, nMonoOHO Ha Opyry aHTHAPUTMMYHM CPEACTBA, MOXKE J1a MPHUUHHU NPOAPUTMHYHA eeKTH,
T.€. MOKE A3 [IPHYMHA HOBM WM Ja BJIOUIM CbLUECTBYBALLMTE apUTMHH (BK. Touka 4.8). O AKHO
€ BCEKM nauueHT, npuematl Putmonopm na 6nae enexrpokapanorpadcku w wiMH q@pﬁw@ﬁag‘u
Mpead W MO BPEME HA JIEYEHWETO, 3a [a CE YCTAHOBH JANY OTroBOPLT KbM P Mg#l non \
APOABIKUTEITHOTO JIEUCHHE. _ \\

bpyrana cuHapoM Moxe 1a ce MaHudectupa wnu bpyraja-nogobuure npo
MPOBOKMpaHH B enextpokapavorpamara (EKI') ciea ekcnozuumna ¢ PurmMoHopM np



TOrapa ca GuaM GE3CHMIITOMHM HOCHTENH Ha cumnToma. Cnep 3anousaHe Ha jeveHue ¢ PUTMOHOpM,
TpaGRra na ce Hanpasu EKI', 3a na ce M3KkIo4aT NnpoMeHH, Haco4BallHM KbM bpyrana cuHapoM.

Jlewennero ¢ PUTMOHOPM MOXE /12 NOBNHAE €AHOBPEMEHHO YECTOTATA H YYBCTBHTE/IHOCTTA Ha Mpara Ha
BBI0YAHMOCT Ha nedcMelikbpuTe. OyHKUMATA HA nelicMelikbpHTe TpAGBa na 6bie MpoBepeHa M MpH
HeoOXoAUMOCT, ApenporpaMHpaHa.

ChbliecTBYBa Bh3MOXKHOCT 33 MNPEBPLLIAHE HAa NAPOKCH3MATHOTO NPEACHPAHO MBLKACHE B MPEACHPAHO
TpenteHe ¢ npuapyxasawl 2:1 npoeogeH 6nok K 1:1 npopoaumocT (BHxTE HexkenaHu jekapcTBEHM
peakUHH).

Kakto npu ocraHanute 1C aHTH-apUTMHMLIH, NALIHEHTHTE CHC 3HAUMMO CTPYKTYPHO ChpaeyHo 3ab0aBaHe
MOJKe J1a ca MPeApa3noNoKeHH KbM CEPHO3HM HexXenaHH cbOWTHS, 3aToBa PUTMOHOPM € NMpOTHBONOKAa3aH
ApH Te3u maureHTH (euxte [lpoTHBONOKa3aHua).

PHTMOHOpM TpﬂGBa Aa Obae W3INON3BaH ¢ MOBHILEHO BHUMAaHHC NMPH TIAUHEHTH C OGCprKLIHSI Ha
AUXATCMHHUTE MBbTHLIA, HANPpUMEDP acTMa.

Harpuii
ToBa nekapeTeo chAbLPKa No-Maiko oT 1 mmol narpuit (23 mg) ua Tabnerka, T.e. MOXe Ja ce KaKe, ye
MPaKTHYECKH HE ChAbpKa HATPHHA.

4.5 BiaumogeHcTBHie ¢ APYrH AeKAPCTBEHH MPOAYKTH H APYTrH $OPMH HA B3aHMOACHCTBHE

Bu3MoxkHO € mnoTeHuMpaHe Ha CTpaHWuHMTE edexkTH Ha PUTMOHOPM TIpH €JIHOBPEMEHHOTO MY
MPHIOKEHWE C JOKANHH AHECTETHUM (Hamp. WMINAHTHpaHe Ha NEHCMEHKDD, XHPYPrHYHK WIH
CTOMATONOrMMHH MHTEPBEHLMH) WM [ApPYrM JIEKapCcTBa, TNMOTHUCKAWIM CbpAEvHATa YecToTa HW/MIM
MHOKApIHHUA KOHTPAKTHIHTET (Hanp. 6eTa-6ToKepH, TPHLUMKIIMUHH AHTHIEHPECaHTH).

EanoBpemennoro npunoxeHwe Ha PurMmoHopm ¢ nekapctBa, Metabonusupawu or CYP2D6 (xaro
BeH/IaaKCHH) MOXKE [1a JOBEAE 10 NOBHLIABAHE HUBATA HA TE3M JieKapcTBeHH npoaykrd. Jownansanu ca
MOBMIUEHH TUIA3MEHH HHBA Ha NPOMPAHOJON, METONPONOIN, ASIMNPAMHH, UHKIOCHOPHH, TEOQWIHH H
JHrOKCHH MO BPEME Ha Jie4eHHEe C Npona(eHOHOB XHAPOXIOPHA. AKO ce HabnionaBaT NpH3HALM Ha
CBPbXA03HPAHE, AO3UTE HA TE3M NEKapCTBa TPAOBa Ja ObAAT HAMANEHH, KOIKOTO € HeOBX0AMMO.

Huxuburopure Ha CYP2D6, CYPIA2 w CYP3A4, Hanp. KETOKOHA30/, UMMETHAMH, XHHHIMH,
€PUTPOMHKLMH H COK oT rpedndpyT, Morar ja AoBeiaT IO MOBMUIEHW HWBA Ha Putmonopm. [lpu
HpHﬂO)KCHHeTO Ha PHTMOHOPM < HHXH6HTOPH Ha TE€3H €H3UMH, I[IAUHCHTHTE TpﬂGBa Aa 6’]:,£laT
BHUMATENHO NPOCAEAABAHH, a 103aTa ChOTBETHO AJANTHPAHA,

KoMmOuHUpaHOTO neudeHHe ¢ aMuolapoH M PHTMOHOPM MOXE /1a NOBAHMAE NPOBEXKAAHETO H
penonapusauMATa M Ja JOBEJE IO HApYLUEHHA, MMall¥ MpoapuTMOTEeHEeH NoTeHuMan. Moxe na ¢
HeoOxoanMMa npomaHa B A03aTa HA [BATA JIEKADCTBEHW MPOAYKTH B 3dBHCHMMOCT OT TepaneBTHYHUA
OTroBOp.

IlpH €NHOBPEMEHHOTO MPHIOKEHHE Ha PUTMOHOPM M JMIOKaHH He ca HabJI0JaBAHW 3HAYHUMH
thapMakoKHMHETHYHH edeKkTH. Bbnpeku TOBa, npH eAHOBPEMEHHOTO HAPWIOKEHHE Ha PUTMOHOPM U
AMAOKAHH €3 JOKIAABAHM CJly4ad HA [OBHIUCH PHCK OT CTPaHHYHH €(EKTH Ha JIHAOKAHH BbPXY

LUE€HTpallHATa HEPBHA CHCTEMA.

PutmonopM € wuisecteH kato HHayktop Ha CYP3A4. [Ipn enHOBpeMEHHOTO TNPOABLAKMTENHO
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TbH KaTO TOH MOXE 13 NOBULIM TEXHHA edeKT U Aa J0oBeAE A0 YITHKEHO NPOTPOMOHHOBO Bpeme. AKO ce
HabnronaBaT MpU3HALM HA CBPBLXAO3MpAHE, AO3MTE HAa Te3W NekapcTea Tpsbea na 6baar HamaneHw,
KOJIKOTO € HeoOX0AUMO.

IoBuweHH r1a3MeHH HMBA HA PUTMOHOPM MoOXe fa ce Hab/moaaBaT NpH €1HOBPEMEHHO NPHIOKEHHE HA
Put™MoHnopM 1 HHXHOWTOPH Ha oOpaTHus 3axsaT Ha cepoToruHa (SSRI) karo pnyokceTHH H MapoKCeTHH.
EnnoBpemedHoTo npunokeHde Ha PUTMOHOpM H  QNYOKCETHH NpPH NAUHEHTH — EKCTEH3HBHM
metabonusatopu Boay Ac noBdwaBaHe Ha S nponadeHoH Crax 1 AUC Ha ¢ 39 u 50% u Ha R
oponadeHOH Cmax H AUC ¢ 71 u 50%. Ilo-HucKH 1030 Ha PHTMOHOpPM ca JOCTATLYHM 33 AOCTHUIAHE HA
XKeNaHHA TepaneBTHYEH OTTOBOD.

Cneyuannu nonyaayuu

IleanaTpruna nonynauys

[IpoyuBaHHs 32 B3aHMOJCHCTBHE Ca NpPOBEXKIAHW CaMO NpH Bb3pacTHW. He e wW3BecTHO ganu
B3aMMO/ICHACTBUATA NPH Jclia ca MoA0OHH HA TE3H NPH BB3PacTHH,

4.6 PepraanTer, (PEeMEHHOCT H KhpMeHE

bpemenHocT
He ca HanM4yHK anekpaTHH W 106pe KOHTPOMHPAHH H3MHTBAHUA (IpH OpeMeHHH KEHH.

Ilo Bpeme na GpeMenHocT PuTmMOoHOpM TpaOBa fa ce mpunara caMo KOrato NOTEHIMATHATa Moasa
HaaBHIABA MOTEHLHATHUA PHCK 34 Mioaa.

HisectHo e, 4e PuTMOHOpPM mpeMMHaBa npe3 miaueHTapHaTa Gapuepa npu xopa. MMma cboOieHus 3a
HHBA Ha JIEKapCTBEHUA NPOLYKT B NIBMAHATA BPbB, pasHH HA okono 30% oT KOHUEHTpauMATa MY B KPBBTa
Ha MaiikaTa.

Knpmete
He e nacneasano otaenaxero Ha PuTMoHopM B kbpmata. OrpaHM4eHH JaHHH FOBOPAT, Y€ BEPOATHO TOH

CE M3THUBA B KbpMaTa. PUTMoHOpM TpsadBa na ce npwiara ¢ [OBHILEHO BHUMAHKWE TIPH KbPMELLH XKEHH.
4.7 EdexTn BLpXy cnocobuoctTa 32 modgupane u pabora ¢ MAIHHK

HencHoTo 3peHHe, 3aMasHOCTTa, yMOpaTa M XHNOTOHHUATA NPH H3MPaBAHE, MOXKE 12 MOBTUAAT CKOPOCTTa
Ha peaKUMA HA MAUHMEHTHTE, KAKTO W J1a HapyluaT crnocoOHOCTTa 3a wodHpaHe v paboTa ¢ MALLIHHH.

4.8 Hexenanu nexapcTBeHH peakuHH
O6061menure Ha npoduiia 3a GezonacHocT

Hai-yecTHTe HexenaHW NEKApPCTBEHW peakiUy, CBbpP3aHM ¢ JledcHMeTo ¢ PMTMOHOpPM ca 3aMasHocT,
HAPYLUCHMA HA CHPASUHOTO NPOBEKAAHE U NATNHTALMH.

HE?KCJ'IQHH nelcapc'rneun peamum oT KJIHHHYHH HIMHTBAHHUA HJIH HOCTMHPKETHHI‘OBO
Habnwaenne

B tabnunua ! ca nokaszaHu HeXkenaHUTE NEKAPCTBEHH peakLUMK, NMOABKAM ce noHe npH 1 oT 885 mauueHTH,
KOMTO ¢a MpHemMany nponadeHOHOB XHAPOXIOPHA C YIb/KEHO OCBOOOXKIAaBaHE B €T KIMHUYMHH
npoyusanmns ¢aza Il u B 1Be wiMHH4HK npoyuBaHus daza [II. Quakea ce HeXenaHUTe JleKapcTBEHH
peaxkuMH ¥ yectoTara npu nponadenon c HezabaBHO oceoboxkaaBaHe Ja 6baaT noaoObHu. B tabnauuara ca
BKJTIOYEHH CBLLO W HEXKENAHH PEaKLMH OT MOCTMAPKETHHIOBMA OoNUT ¢ Putmonopm. Peakinure, kouto ca
CYMTAT 33 BL3MOMKHO CBBbP3aHH ¢ Nponad)eHOH ca NPEACTABEHH MO CHCTEMO-OPraHHH KJIACOBE W YECTOTa:!

HarnpageHa oueHka. BB BCAka rpyna o 4ecToTa, HEXEJIAHWTE NIEKAPCTBEHH PEaKIIMM
HaManABalLL pejl fl0 CEPHO3HOCT, KOTaTo € Bb3MOXHO TA 13 Obae cueHeHa.




MedDRA-6a3a Muoro wuectn | Yectu (=1/100 | Heuectn  (=1/1 000 | C HeuapecTHa decToTa (OT
IAHHHM Ha cucremo- | (>1/10) 10 <1/10) a0 <1/100) HATMYHHUTE [JAHHH  He
OpraHHH K1acoBe MOxe Aa Obae HanpaseHa
OUEHKa)
Hapywenus Ha TpomGoLuTONEHHA ArpaHynouurosa,
KPBBTA H NEBKOMEHHH,
NMM(HATA CHCTEMA rpaHyNOUMTONEHUS
Hapywenua Ha CBpBbXUYBCTBHTENHOCT!
HMMYHHATa cucTema
Hapyuienns Ha IMonuxen anetTuT
merabonuima "
XPaHEeHETO
IMeuxuynu TpesoxHocT, Kowmapnu CherosaHue Ha
HapyLeHHs HAPYLWEHUA HA obbpkaHocT
ChHSA
Hapymenus Ha | 3amasHocT’ I'naBoGonue, Cuukon,  arakchf, | KoHByCHH,
HEpBHAT2 CHCTEMA HapyIIEHHe Ha | MapecTesus eKCTpanupaMUIHH
BKyca CHMNTOMM, HE3MOKOHCTBO
Hapymenus Ha HescHo 3penve
ouHTE
Hapyenus Ha Bepruro
YXOTO H
nabupuHTa
Cupaeqnu Cupreunn Cunycosa Kamepna KamepHo MBIKIEHE,
HapyLueH!s NPOBOAHHK Opanukapaus, TaxHKapau4, chpaeuHa
HapyweHns®, | Gpagukapaus, apurmus? HEAOCTATbYHOCT™
nannuTauyn TaxHKapamns, NOHKHXEHA cbpaevHa
NpeachpaHo YecToTa
TpenTeHe
Cnaosu Xunorouua OprocraTHyHa
HAPYLEeHHS XHIOTOHHSA
Pecnupatophu, Jucnues
TPBAHH u
MeaHaCTHHAITHH
HapyLweHus
CToMauIHO-4peBHH Kopemna Gonka, | [lonysane Ha | ['anene,
HapylWeHHA MOBPLLIAHE, KopeMa, CTOMALUHO-4PEBHO
rageHe, Avapus, | haartyaeHuus HapyUIeHUE

3anck,

CYXO0Ta B ¥CTaTa

Xenaro-bunuapHu
HapyLeHus

HapyuweHa
vepHoapoOHa
byHkuns®




Hapywenus Ha Vprukapus, cbpbex, | OcTpa  reHepanusHpaHa
KoXxaTta H OﬁpHB, epuTemMa CK3aHTEMAaTO3Ha
NOJKOKHATA ThKaH nycTynosa

Hapywenns Ha Jlynyc-nonobeH cuHapom
MYCKYRHO-

CKenerHara

cHcTeMa u

ChEIWHUTENHATA

TbKaH

Hapyuienus Ha EpexktHnna Hamaneuue Opos  Ha
Bb3MPOU3IBOAHTEH }IHC(t))/HKU,HS[ cnepmaroaounuTe"

aTa CHCTEMA H

rbpaata

Obum Hapymenus I'pbana  Gonka,

M ehekTd  Ha acTeHWd, yMmopa

MACTOTO Ha MHPEKCHA

NpHIIOKEHHE

! Moxe na ce MaHUQEeCTHpa MPH XONecTas3a, KpPbBHA ANCKPAa3Hs H 00pPHB.

2 C M3KIOUEHHE Ha BEPTHTO.

3 BKIFOYHTENHO CHHO-aTpHasied B10K, aTpHO-BEHTPHKYNAapeH GIOK W HHTPa-BEHTPHKYJIapeH OoK.

4 Purmonopm mMoxe 1a 6b/le acCOLUMUPaH ¢ NPOAPUTMOreHeH eeKT, KOITO ce NposBABa ¢ NMOBHIIABAHE HA
Cbp/ICYHATa YECTOTa (TAXWMKapAMs) MK KaMepHO MbxkaeHe. Hakow or Te3u apuTmum moxe ga Obaar
’HWBOTO-3aCTpatlaBalli U Ja H3UCKBAT PeaHUMALMA 34 NIPEBEHLIMA Ha NOTEHUMANIEH daTalleH H3Xoa.

5 Mose J1a ce BJIOLIM CHILECTBYBAllA ChPIEYHA HEOCTATLUHOCT.

® To3n TepMHH MOKpHBa OTKIIOHEHHA B YepHOAPOGHHTE GYHKLHOHAIHM TECTOBE, KaTO MOBULIABAHE Ha
acnaprar aMuHOoTpaHcdepasa, MOBMLIABAHE Ha alaHMH aMuHOTpaHcdepasza, NOBUWABAHE Ha
raMaryiyraMar TpaHcepasa M NOBHILABAHE HA ANKanHaTa (ocgara3a B KpbBTA.

7 Hamanssaneto Ha Opos Ha CrepMaTO3OMAMTE € OOpaTMMO ClleR MPEKbCBAHE MPHIOKEHHETO Ha
PurmoHopm.

CrobliaBane Ha MOJO3NPAHH HEXKEIAHH PEAKLIKU

CroluasaHeTo Ha NOMO3MPAHH HEXENaHW PeakLMH cliell pa3pellaBaHe 3a YroTpeba Ha eKapcTBeHHS
ApOAYKT ¢ BaKHO. TOBa NO3BOAABA /14 NPOALIDKM HADMIOJIEHMETO HA CHOTHOLIGHHETO MNMOM3a/PHCK 3a
nekapcTBeHUA npoaykT. OT MEeIMUMHCKHTE CNEUHANUCTH ce M3UCKBA Aa choOlIaBaT BCAKA MOAO3MpaHa
HeXenaHa peakuMs Ypes HalMOHAIHA CHCTeMa 3a choblnaBaHe:

HznbnHuTENHA areHUHA o TeKapcTBaTa
ya. Jaman ['pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiiT: www.bda.bg
4.9 IIpencinpane

CuMITTOMH

Muoxaponu cumnmomu

EdexTnT OT npeno3upaHero Ha PUTMOHOPM BBPXY MHOKap/a ce MposABABA ¢ FEHEPUpPaHE Ha UMMYJICH M
MPOBOJAHM HapYUICHHA KaTo yAbixkaraHe Ha PQ-unrtepsana, paswupsasade Ha QRS-xomnnekca,
NOTHCKaHE HAa aBTOMATH3IMA HA CHHYCOBMA Bbien, AV 610K, KaMepHa TaxXMKap/WS, KAMEPHO TpPENTEHE,

Hec*ap()euuu npusHayu u cuMhmomu
MertabonurHa auuaoela, l"J'[aBOGO.J'lHe, 3aMAasHOCT, 3aMBINCHO 3PCHHUC, MApPCCTEINUA
CYXOTa B yCTaTa U KOHBYJICHH Ca JOKNAABAHH MNpH NPCI03HPAHE, Couwo 1aka ¢ 30
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B TexkH clly4ad Ha OTpaBAHE MOXE [a C€ MNOABAT KIOHHYHO-TOHHYHH KOHBYJICHH, MNApPECTE3HH,
CbH/IMBOCT, KOMA H PECIMUPATOPEH ApECT.

Jlevenue

OnMTH 32 eNMMHHHAPAHETO Ype3 xemonepdy3ns ca ¢ orpanuyeHa edukacHoct. [Topaan srcokarta creneH
Ha CBBP3BRaHEe ¢ mnasMenuTe OentbuM (>95%) W ronemus obem Ha pa3npenencHue, XeMOAWATH3aTA €
Hee(eKTHBHA.

B AofbiiHeH#E KbM OCHOBHHTE CTICLIHM MEPKH, TpAOBa 14 C& MOHHTOPHPAT XHU3IHEHUTE NMOKA3aTENH B
OTAENEHWE 33 MHTEH3WBHH IPHIKH M aKo € HeoOX0HMO, 1a C€ KOpPHTHpaT.

3a KOHTpOAMpaHE HA PHTBMA H KPBBHOTO HaNAraHe ca OWIH edextuBHH Aedubpunaunsra, KakTo M
HH(y3Ms ¢ 1onaMHH K H3onpoTepeHos. KOHBY/ICHHTE ¢a NOBIMSIHH C HHTPABEHO3EH AHA3ENaM.

Mose za ce npuIOXKaT, ako € HeoGX0aMMO W OCHOBHM MOAABPKALUM MEPKK KATO aCHCTHPAHO AMIUAHE
BHHLUEH ChpleUeH Macax.

5. ®APMAKOJIOTHYHH CBOMCTBA

5.1 dapmMakoIHHAMHAYHH CBOHCTBA

(dapmakoTtepaneBTHuyHa rpyna: antnaputmuum kiac [ C, ATC xon: CO1BC03

[MponadeHoHOB XHApOXIOPHA € Kiac | aHTHAPUTMHK € HAKOW CTPYKTYPHH MpHIMKH Ha Oera-
6710KHpalLlHTe areHTH.

MexanuisM Ha AciicTBUe M dapMakogMHAMHUYHK edexTH

[MponageHOHOB XUAPOXIIOPH € AHTHAPHTMUK ¢ MeMOPaHOCTaOMIUIMPAILO AeHCTBHE, KOHTO Ormokupa
HaTtpuesHTe KaHanu {Vaughan Williams, class 1C). To# npurexara ciab Gera-Gnokupaun edexr (class 11
no Vaughan Williams). [IponadeHoHOB XHOPOXAOPHI HaMaiiBa CKOpPOCTTa Ha [MOBHILUABAHE Ha
AKUHOHHHA TNOTEHIIMAN, KaTo M0 TO3M HauMH 3a0aBi NPOBEXKIAHETO Ha uMNynca (OTpULaTeNeH
npoMotponel edekT). PedpakTepHuUTE NEpHOOH B MpPeaCHpAMATA, ATPHO-BEHTPHKYJApHHS BB3ET W
Kamepute ce yaAwmwkaear. [lponadeHOHOBR XMAPOXJOPHA yIWIAABA M pePpakTEpHHTE MEpPHOAY B
JONBIHUMTENHUTE NPOBOAHH ITETUILA NPH NAaLUHeHTH ¢ WPW-cunapom.

5.2 PapmakokHHEeTHYHH cBOlHcTBa

Purmonopm e pauemuyHa cMec oT S- 1 R-nponadeHoH.

Abcopdums
MakcHMaiHK Nna3MeHH KOHLEHTPaLMH ce aocTHraT 2 a0 3 uaca cied npunarabe Ha nponageHoHOR

xuapoxiopua. ToH npeMuHaBa ekCTeH3UBHA M HacuilaHa npecucremHa Ouorpancgopmauus (CYP2D6
uepHoaApobeH edexT Ha MbPBO NPEeMMHABAHE), KOETO BOAM JI0 3aBHCHMMA OT J03aTa W JeKapcTBEHATa
topma abcomoTHa GMoHANMUHOCT. Bonpeku 4e npueMa Ha XpaHa € MMOBMINK MakCHMalHaTa fjiaiMeHa
KOHLEHTpalHA M OHOHATTHYHOCTTA B NPOYUBAHE ¢ €IMHHYHA 1033, M0 BPEME HA MHOTOKPATHO J03UPaHE
Ha nponadeHOH NpH 3ApaBy KL, XpaHaTa HE € NPOMEHIA 3HAYHMO OHOHATTHYHOCTTA.

Pasnpenenenue
[TponadeHoH ce pa3npeaens 6bp30. PaBHOBecHUAT 0bem Ha pa3npeaenenue € 1,9 no 3,0 U’kg. Ctenenta

Ha CBBLP3BAHE HA NponadeHOH ¢ MNIA3MEHUTE NMPOTEHHH € 3aBHCUMA OT KOHUCHTPALMATA ¥ HAMAJIABA OT
67,3% npn 0,25 pg/ml no 81,3% apu 100 pg/ml.

e

A
buorparHcdopMaLMa H eHMHUHHpAHE Q\‘%\‘E/---— ‘-‘-f;;,/ _
ColuecTByBaT jJBa FeHETHYHO-1ETEPMUHMPAHU HAUMHA Ha METalonu3bM Ha nponad qﬁwi ;ﬁﬁémdrﬁg :
90% oT nauueHTUTE, NEKAPCTBEHHAT NpOAYKT ce Metabonuzupa Obp3o M ekcTeH ﬁ?{éﬁ;apbmina L
nonyxkeoT ot 2 no 10 waca (r.e. encrensusHn metabonusatopu). Tesn nauveHprizMe *}u}aﬁpa'r !
nponadeHoOH 10 ABa aKTHBHU MeTabonuTa — 5-XuapokcHnponatheHoH, KoiTo ce dop ";pe"i" GYP2D6 - -
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# N-aenponwinponagenon (HopnponagdeHoH), koitTo ce gopmupa 4pes CYP3A4 u CYPIA2. B no-
manko ot 10% or nauueHtute, meTabonuaMbT Ha nponadeHOH € no-6GaBeH, 3allOTO S5-XMAPOKCH
merafonura He ce oOpasyBa WM ce o0pazyBa B MWHHMAaNHA cTeneH (T.e. JOWH MeTaloNH3aTOPM).
BpemeTo Ha monyxMBoT Ha nponacgeHoH e ot 2 a0 10 yaca 3a eKcTeH3HBHUTE MeTabONM3aTOPH H OKOJIO
32 vyaca 3a 6auurte metabonuzatopu. KnupnHea Ha nponagenon ¢ ot 0,67 1o 0,81 L/'hkg.

IMopaan TOBa, 4Ye paBHOBECHOTO CbCTOAHME ce AocTvra cnex 3 Ao 4 JHM cliel AO3MPAaHETo Ha
nponageHoH0B XHAPOXNOPHA, NPEMOPBLUUTENHHAT J030B PEXHUM HAa MPONadeHOH € €4HMH M Chil 33
BCHYKH MALMEHTH HE3aBUCHMO OT MeTabonuTHHA WM cTatyc (T.€. JOWM WIH €KCTEH3HBHH
MeTaboH3aTOpH).

JluneiiHocT/HeTHHEHHOCT
IMpy excTeH3UBHHTE MeTaDONM3AaTOPH, HACHUIAHWA MBTAT Ha xuapokcuiwpane (CYP2D6) Boau no
HenrHeapHa kuHeTHKa. [1pn 6aBHHTE MeTabonu3aTopu papMakOKMHETHKATA HA MpoNadeHoH e NHHeHHa.

HugueuayanHa papHabunHocT

IMpy nponadeHoH CHIIECTBYBA 3HAYMTENAHA CTENEH HAa HHIAMBHAYyanHa BapyabWIHOCT BbE
(apMakOKMHETHKATA, KOCTO ¢¢ AB/KH Ha edeKTa Ha MbPBO [IPEMMHABAHE U HEJIMHENHHATA KHHETHKA NpH
eKCTeH3uBHHTE MetabonusaTopu. ['onsamara BapuabHNHOCT HA MNA3MEHKWTE HUBA M3WCKBA 03aTa Ja ce
TUTPUPa BHUMATEIHO, MPH HAOMIOEHHE 32 KIIHHHYHH K €JIEKTPOoKapAUOrpaiCKY NaHHH 332 TOKCHUYHOCT.

[TauneHTH B cTapyecka Bb3pacT

[Tpu naumeHTH B cTapuecka Bb3pacT ¢ HopMatHa OnOpeuHa QyHKUMA eKcnosnuuaTa Ha nponadgeHoH e
6una ¢ Bucoka BapuabumHOCT U Ge3 3HAYMMHM Pa3nMKH Cbe 3ApaBH miaaw nuua. Excnozuumsara kem  5-
xuapokcunponadeHod e Ouna nonobHa, HO EKCMO3HLMATZ KbM NponadeHOHOB MIOKOpOHHA e Guna
yABOEHA.

BubpeuHo yspexaane

[Tpu naumentu ¢ 6v6peuHo yBpexkaaHe, eKCMO3MLMATE KbM nNponadeHoH U 5-xuapokcunponadeHoH e
6wia nonobHa Ha Ta3M NpU 3APABM KOHTPOJIM, JOKATO FApPH mauMeHTH ¢ 6L0peuHo yepexnaHe e Ouna
HabmogapaHa aKyMynalMs Ha MIIOKOPOHUA0BH MeTabonuTH. [lponadeHoHos xuapoxnopua Tpabsa aa ce
Tipunara ¢ NOBXLIEHO BHUMaHHe Npu NauHeHTH ¢ 6u0peuto 3abonsrane.

YepHoapobHo yepexaane
[TponageHoH nokassa noeuiueHa nepopanHa GHOHANMYHOCT H NOJY)KUBOT NPU NALMEHTH C Y€PHOAPOOHO
yepexiaHe. Jlozata Tpabea Aa ce ananTHpa nNpH MaUMEHTH ¢ YepHOapobHa Sonect.

[NeguaTpuyHa nonyaaluus

KanpuHca Ha nponadeHOH NpH HOBOPOJEHH M aeua oT 3 aHH Ao 7 roauuu € ot 0,13 ao 2,98 L/h/kg cnen
MHTPaBEHOZHO WITU NEPOPAITHO [PHAOKEHHE, O3 1a HMA ACHA BPB3KA C BL3PACTTA.

Hopmannara nos3a nepopaneH nponadeHOH 3a AOCTHraHe Ha PABHOBECHHUTE KOHIIEHTpaLMH npu 47 neua
Ha BbipacT 1 aen no 10,3 roamnu (cpeano 2,2 meceua) e 6una ¢ 45% no-eucoka npu neua Haja |
FOJMILHA BbLIPACT B CPaBHEHME C Aeua nojg | roauHa. Bwnpeku de e MMailo wHpoka BapuabMIHOCT
MEXJY NHuaTta, MoHUTOpHpaHeTto Ha EKI u3rnexkna no-noaxonfAimo 3a ajanTupaHe Ha JIO3MPOBKATA,
OTKONKOTO NJIa3MEHHTE KOHUEHTPaLMH Ha nponadeHOH.

53 Ipeaxkannu4nn nanaH 3a fezonacHoCT
[NpearIMHUYHUTE JaHHW, OCHOBAHH Ha KOHBEHLMOHATHHA NPOYYBaHHUA 3a (hapmakomoriyHa Ge3onacHoCT,
TOKCHYHOCT TPH MHOTOKPATHH 103M, NeHOTOKCHYHOCT, KAPUMHOTEHEH MOTEHUMAN WIH PErpoAyKTHBHA
TOKCHYHOCT HE NOKa3BaT 0CODEH PHCK NpH Xopa.
6. PAPMAUEBTHYHHU JAHHHU

6.1 CnHCBK HA NOMOIIHHUTE BelleCTBA

MuxpokpHcTanHa Lenynoza




HumecTe, npexenaTHHHIMpAHO
Xunpomenosa (tun 2190)

KpockapMenosa HaTpHit

Maxkpeoron 6000

Maxporon 400

Marne3ues creapar

Turanos avokcua E171

[Tpeuncrena Boaa

6.2 HecbBMecTHMOCTH

Henpuioxumo

6.3 Cpok Ha rogsocT

3 (TpM) rognHH

6.4 Cnenuaing yC/10BHA HA ChXPAHCHHE
Hsama cneuuanHy M3MCKBAHHA 3a CbXPaHEHHE.

6.5 BHA ¥ ChABPXKAHHE HA ONAKOBKATA

Purmonopm 300 mg d¢uimupanu tabnerku ce npeanara B Gaucrepn PVC/Alu-donno nocraseHu B
KapToHeHa KyTHa no 20 v no 50 TabneTkH B KyTHA .

He BcuukH BMIOBe OnakoBkH Morar Ja 6LaaT nycHaTH B npojaida.

6.6 CrneunanHe Npeana3HH MEPKH NPH H3XBLPJIAHE

Heu3non3saHusT NexkapcTBeH NMPOIYKT WM OTAAJbYHUTE MarepHaid oT Hero TpAbBa [a ce W3XBBPIAT B

ChOTBETCTBHE € MECTHUTE H3HCKBAHHUA.

7. NMPUTEXATEJ HA PASPEIHIEHHUETO 3A YIIOTPEBA

Buatpuc EOO/]

oduc crpana ,.Cepanka odpucH™

Oy, CutHakoeo Ne 48, eT. 7

1505 Cotus

bbnrapus

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

20020602

9. JATA HA ITBPBO PA3PEINABAHE/TIOMHOBABAHE HA PA3ZPENIEHHETO 3A
YIIOTPEEA

Jara va nupeo paspewasande: 23.07.2002

Jlara »a nocnegHo noaHossasaxe: 24.10.2007

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

04/2026




