KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA

VANBHHATENHA ATERUWH HO TEKAPCTBATA

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT ORI XBpAXTOPUCITIUKA HE NDOGYNT - TTpuncoenUe 1
PHTMOHOPM 150 mg (bHJTMHpaHH TadeTKH LKbM Pea. Ne .Ozpoagpéa—’s ...................
Rytmonorm 150 mg film-coated tablets ' PazpeuseHue e

somamp - XL 0ID L3 e
2. KAUYECTBEH U KOJIMYECTBEH CBLCTARB {Ogo&penue R o svisseriids iR

Beska  ¢uamupana Tabierka chabpika 150 mg  nponadeHOHOB  XMAPOXJIOPHA  (propafenone
hydrochloride).

[Tomouinm eetiectBa: Besika tabnerka ot 150 mg ebabpika no 10.0 mg natpui.

3a 1bJIHMS CIIMCBK HA MMOMOLLHHTE BELLECTBA BHKTE To4Ka 6.1.

3. JIEKAPCTBEHA ®OPMA

Purmonopm 150 mg ¢puamupana rtabietka — Oenu 10 noutu 6enun, OMKOHBEKCHW TadNeTKH ¢ BAIBLOHATO
penedHo uzobpaxenue ,.150” oT elHaTa cTpaHa W INIa/KH OT Jipyrara cTpaHa.

4. KJIUHHYHH JAHHH

4.1 TepaneBTHUHH NOKa3aHus

CUMNTOMAaTHYHM HAIKAMEPHH TaXMapPUTMHWH, W3HUCKBALIM JieueHHe, KaTo AV Taxukap/uu, HaJKamepHa
TaxuKapaus [pu nauueHtd cbe cunapom Ha Wolff-Parkinson-White (WPW) wnm napokcH3MaiHo
MPEAChPAHO MbAKJICHE.

Texka cumMnTOMaTMYHA  KaMepHa  TAXMApPUTMHS, KOATO MO  [peueHKata Ha Jekaps e
JKHBOTO3acTpalliaBalla.

4.2 Jo3HpoBKa H HAYHH HA NPH/I0KEHHE

Jlo3upoeka
Ilepopanno npuioxkenue
JlosupoBkara TpsaOBa 1a ce aaanTupa cropes MHAMBUIYATHUTE HYK/IM HA BCEKH MALMEHT.

[Tpu naumentu cbe curamdukanTHo pazwupssane Ha QRS kommnexkca mam AV Oiok BrOpa U Tpera
crereH Tpa0dBa 1a ce 0OMHUCIM HAMaleHHe Ha J103aTa.

Bv3pacmnu

3a nepuosa Ha TUTPHpaHe M KAaTO NOJUIbprKAllla TEparnus NpH NalMeHTH ¢ TejecHo Terio okoao 70 kg ce
npenopbyuBa AHeBHa 103a oT 450 mg 10 600 mg PurmoHopMm, pa3zeneHa Ha ABa WIKM TPH NpHeMa JIHEBHO.
B HskOM ciyyan Moxe J1a ¢ HeoOX0MMO NMOBMILIABAHE Ha JIHeBHATA j103a /10 900 mg PurMonopwm.

[lpy naumenTH ¢ no-Majlko TeJECHO TerJo, AHeBHATa J03a TpadBa na Oble CLOTBW
[ToBuiasane Ha no3ara He TpAOBa /la ce npearnpuema rpeau nauueHTsT 1a e Oun Ha TOM&(@‘%HHE_J}?}‘I\
JAHH.

Muameuayannara noaabpkamia ao3a tpsdBa jJa ce onpeaesiv Npu  1pociie/is
BrJrounTe1Ho EKTT MoHMTOpHpaHe U pe/loBeH KOHTPOJ1 Ha KPbBHOTO HajisraHe (nepu



Heouampuuna nonyiayus
Ipu peua, cpenna AHeBHa nosa 10 go 20 mg PutMoHopM Ha kg /TenecHo Terno, pasaeneHa Ha 3-4 n03u e
NOAXOAALIATA 1033 B [IEPHOJA HA TUTPUPAHE U MOJIBKALUO JIeHEHHE.

INoBuiiaBaHe Ha Jo03aTa He TpAbBa Aa ce npeanpHeMa MpeaH NaUMEeHTsT Aa € OMN Ha TOBA NeveHHe 3a 3-4
AHH.

MugueuayanHata nojabpikaula Jo3a TpadBa pa ce onpedefd NpW NPOCNEAABAHE OT KapaMo/or,
BounTesiHo EKI MOHHTOpHpaHe # peaoBeH KOHTPOJ HAa KPLBHOTO HanAraHe (Mepuo] Ha TUTPUpaHe).

llayuenmu & cmapuecra ev3pacm

[Tpu Ta3u rpyna nalMeHTH He € Habmoaasana paliuka B 6e3onacHOCTTa M e(peKTHBHOCTTA, HO MO-BHCOKA
YYBCTBHTEIHOCT MPH HAKOHM OT TAX HE MOXKE [a CE M3KIIO4YH, 3aTOBA TE3M NALHEHTH TpAOBA BHUMATEJIHO
aa 6bnat MoOHWTOpHpaHd. ToBa ce OTHaca WM A0 MoAABpXkawiata Tepanua. Bceako HeobGxomumo
NOBHLIABaHE HA A03aTa He TpAOBA 4 ce NpeanpyeMa Npeau NauMeHTsbT 4a € 61N Ha ToBa neueHHe 3a 5 1o
8 aHm.

Yeprnoopobuu/ Gubpeuny napyuenus

[lpy naumeHTH ¢ HapylleHa YepHoapoOHa W/ian OnOpeuHa QyHKUMA, MOXKE Ad € HATHLE aKyMY/IHpaHe
Ha MPOAYKTa NPH CTAHAAPTHH TepaneBTHHHM 103M. Bnhpeku ToBa, nauMeHTHTE ¢ Te3d 3abondBaHMA
moske 2a 6b1aT TUTpHpaHu ¢ Putmonopm noa EKT-KOHTPon ¥ KITMHHYHO MOHHTOPHpPAHE.

HauuH Ha npuaoxketde

[Topagu ropuvBHs BKYC W MOBBPXHOCTHOTO AHECTE3Mpallo AeiicTBue Ha PutMoHOpM, duiIMHpaHuHTe
Tabnetku Tpadea na ce norbisar uenu (6e3 ALBUEHE) ¢ TEUHOCTH.

4.3 IIpoTHBONOKAZAHHA

o H3secrHa CBPbLXUYBCTBMTEHOCT KbM NpONaeHOHOB XHAPOXJIOPHA HMAH KBbM HAKOE OT
MOMOILHHTE BeliecTBa, W30poeHH B Touka 6.1.
e Haeecten Bpyraga cunapom (Bukre CrneunanHu npeayrnpeXaeHWd W MpeanasHH MEpKH NpH
ynorpeba)
MuokapaeH HHOapKT Mpe3 nocneaHuTe 3 MeceLia
3HaUMMO CTPYKTYPHO chpAedHO 3a0oABaHe KaToO!
- Hexontponupana 3acTofiHa cbpAeqHa HEAOCTATLYHOCT ¢ JI€BOKAMEpHA (pakuus Ha
usThackeane noja 35%
- KapaunoreHeH 110K, OCBEH 8KO HE € MPUYHMHEH OT apPHTMHUA
- Texka cumnTomaTHuHa Gpaaukapaus
- JduchyHKUMA HA CHHYCOBHA Bb3EJ, NPEACHPAHN AehEKTH Ha NposexaaHeTo, AV 6ok oT
BTOpa WM MMO-BUCOKA CTEMeH, WK OJ0K Ha MPOBOAHMA CHOM, WIW AMcTaneH 610K mpu
OTCBCTBHE Ha [IEACMEHKDBD.
- TexKa XMNOTOHHA
Hzssen enektponuten aucdananc (Hanp. HapyleHHs Ha KankieeMa MeTabonuInm)
Texka obcrpykTHBHa GenoapobHa Honecr
MuacTeHHa rpaBuAc
EnHOBpEMEHHO NeHeHHe C PUTOHABHP

4.4 CrieunaiHH NpelynpexieHHS A NpeANa3HH MEPKH NpH yonoTpeba

PutrMoHOpM, 10A00HO Ha APYrH aHTHAPDUTMMUYHM CPEACTBA, MOME A2 NMPHUMHU MPOAPHUTMHYUHK e(eKTH,
T.€. MOXE 12 MPHYMHH HOBYU WIH [2 BIIOLLM CHLUECTBYBALUHTE ApHTMHH (BA. ToUka 4.8). O

OPOABJHKHTCITHOTO JICHCHHUE,

Bpyraga cunapom Moxe na ce manudectupa wmnd bpyrapa-nonoGuurte npome Tt Al g
npoBokHpany B enektpokapiuorpama (EKI') cnen excnoznuma ¢ PurmoHopM npu HN{IW‘\E@
? \ N . ‘il‘{%



Torapa ca OWiaM Ge3CMMNTOMHHM HOCHTEIM Ha cumAroma. Cnen 3anovpaHe Ha JieveHue ¢ PHTMOHOpM,
Tpsabea na ce Hanpaeu EKI', 3a na ce n3knioyar npoMeHy, HacouBally KbM bpyrana cunapom.

Jleuerunero ¢ PHTMOHOPM MOKC 1a MOBJIMAC €AHOBPEMEHHO YECTOTATA H HYBCTBHTE/IHOCTTA Ha npara Ha
Bb30yaumocT Ha neficMelikbpure. OyHkuMATa Ha nedcmeiikbpure Tpadea na Obiae nposepeHa M IpH
Heo6X0aUMOCT, TIPENporpaMHpana.

Cﬁmecrnyaa BB3IMOKHOCT 3a MpEBPBUIAHE HAa MAPOKCHIMAJIHOTO NpPEACHPOAHO MBbXKACHE B MPEeACHPIAHO
TpernteHe ¢ npuapyxasaw 2:1 npoeoaeH G6aok uan 1:1 npoeoaumocT (BrxkTe HexenaHW nexapcTBeHH
peakum1m).

KakTo npu ocrananute 1C aHTH-apUTMHIIM, NALMEHTHTE ChC 3HAYHMO CTPYKTYPHO ChpACUYHO 3a00NABaHE
MOJXKE J1a ca MPeapa3noNoKEHH KbM CEPUO3HH HexenaHu cbOMTHA, 3aT0Ba PUTMOHOPM € MpoTUBONOKAa3aH
npu Tezd nauueHTH (BrokTe [poTnBonokazaqus).

PutmoHopM TpsOBa na 6bAe #3NON3BaH ¢ MOBHIUEHO BHHMAHHE TPH NALMECHTH ¢ OOCTPYKLUMA Ha
DNMXaTeTHUTE MbTULLA, HAMPHMEpP acTMa.

Hatpuii
ToBa nexaperso cvabpxa no-manko o1 1 mmol Hatpii (23 mg) Ha Tabnerka, T.¢. MOXKE 113 Ce KAkKE, Uc
NPAKTHYECKH HE ChAbpPKa HATPHIA.

4.5 BianmMoaeHcTBHe ¢ APYrH JleKapcTBEHH NPOAYKTH H ApYrH GOpMH Ha Bl3auMoaeiicTBHe

BeaMoxxHO € noTeHLupaHe Ha CTpaHUYHHTE e(eKTH Ha PUTMOHOPM NIpHM €IHOBPEMEHHOTO MY
NPUAOKEHHE C JIOKATHM AaHeCTETHUM (Hanp. WMIUIAHTHpaHe Ha nNelicMeNKbp, XHPYPrUYHH WiIH
CTOMATOJIOCHYHH HHTEPBEHUHMH) MWK [APYTM JeKapcTBa, MOTHCKALIM CbhpAeqHATa YecToTa WHIH
MHOKAPAHHA KOHTPAKTHIMTET (Hanp. GeTa-Gi0KepH, TPHLHMKIHYHH AHTHAETIPECAHTH).

EnnospemenHoTo npunoxeHne Ha PutMoHopM ¢ snekapctBa, MeTabonuzupann ot CYP2D6 (kato
BeHJadaKCHH) MOXKeE a 0BEE 10 MIOBMLIABAHE HHBATA HA TE3M JICKAPCTBEHH NPOAYKTH. JloxiaaBaHu ca
MOBHILEHH MIa3MEHH HHUBA HA MPOMPAHOIION, METOMPONION, ACIHNPAMHH, UHKIIOCTIOPHH, TEODWIHH W
JMrOKCHH MO BPEME HAa Ne“eHHEe C NponadeHOHOB XWAPOXJIOPHA. AKkO ce HabnioJaBaT NMpH3RaLM Ha
CBPBX/03HpaHe, J03HTE HA TEe3H JiekapcTea TpAOBa 1a 651aT HAMATEHH, KOJIKOTO € HeoOXOIHMO.

Huxuburopure Ha CYP2D6, CYP1A2 u CYP3Ad4, Hanp. KeTOKOHA30J, LUMMETHIWH, XWHMIMH,
EPUTPOMMUMH M COK OT IpeHndpyT, MOrat ia OOBeJaT OO0 TOBHIWIEHW HMBa Ha Putmonopm. [lpu
TMPpHIAOKEHHUETO Ha PHTMOHOPM [ HHXHGHTOPH Ha TEe3H EH3HUMH, I[IALHUECHTHTE TpSIGBEl Aa 6’b11&T
BHUMATETHO TIPOCTECAABAHM, a 103aTa ChOTBETHO AaNTUPaHa.

KomMOHHMpaHOTO neueHde ¢ amMHOAapoH U PUTMOHOPM MOKE 02a MOBIMAE MPOBEKAAHETO M
penonapuiauMATa M Ja JOBEAe A0 HApYILIEHMA, WMallM [POAPMTMOrE€HEH NOTeHuWan. Moxe ja ¢
HeobxoaMMa NpoMsHa B [03aTa HAa 7ABaTa NEKAPCTBEHM NIPOAYKTH B 3aBHCHMMOCT OT TepaneBTHYHHA
OTrOBOP.

[Ipd €AHOBPEMEHHOTO MNPHIOKEHWE Ha PHUTMOHOPM M JMAOKaMH He ca HabIKJaBaHW 3HAYMMM
(hapMakOKMHETHUHH edekTH. Bounpeku ToBa, NpH eIHOBPEMEHHOTO MPWIOKEHHE HA PUTMOHOPM H
JIMIOKAMH Ca JOKJIAJBAHHM C1y4ad Ha MOBHUIEH PHCK OT CTPaHWUYHM €(EKTH Ha JHIOKAHH BBPXY
LIEHTPAJTHATA HEPBHA CHCTEMA.

Purmonopm e u3pecten kato uHaykiop Ha CYP3A4, Ilpu ennoBpemeHHOTO npoa
npuiokeHue ¢ perobapbuTan e HeobX0AUMO NpoceIgBaHE Ha OTTOBOPA KbM JIEHEHHETO C

EnHoBpeMeHHO npwitaraHe Ha PUTMOHOPM M pUbaMNUH MOKE A NOHKKH AaHTHAPUT
PHTMOHOpM B pe3yJITar 0T MNOHHMKEHHE Ha [UTA3IMCHHTE MY HHBA.

e
[TpenopbuBa ce TAcHO HabnloaEHME Ha [0OKAZATENMTE HA KPBBOCHCHPBAHETO TNPH %emﬁ;}i‘emm
NpHeMaT NepopanHM aHTHKOArynaHTH (Hanp. ¢eHnpokyMoH, BapdapHH) e,E[HOBpeMeHHb\ 0]
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Thil KATO TOW MOKE [1a TIOBHILIM TeXHHS edeKT U Aa JOBeje 10 YAbIKEHO NPOTPOMOHHOBO BpeMe. AKO ce
HaOMIOAaBAT MPHU3HAUM HA CBPBXJA03HpaHe, AO3HTE Ha TE3H JekapeTBa TpiOBa aa ObJar HamaleHw,
KOJIKOTO € HeoOX0AHMMO.

[Noeuleny nnasmenu HUBa Ha PuTMoHOpM MOke aa ce nabrionaBat Mpy eAHOBPEMEHHO NPUIOKEHHUE HA
PUTMOHOPM W WHXHOWUTOpH Ha 00paTHHA 3axBaT Ha cepoToHuHa (SSRI) kaTo dryokceTHH W MApPOKCETHH.
EnHoBpemenHoTo npunoxkeHue Ha PurmMoHOpM M (yOKCETMH MNpH NAaLMEHTH - €KCTEH3HBHH
MeTaboMH3aTOPH BOAM 10 noBuiuaBane Ha S nponadeHoH Crax M AUC ¢ 39 1 50% v Ha R nponadeHoH
Cmax 1 AUC ¢ 71 u 50%. ITo-Huckd 7o3W Ha PUTMOHOPM ca J0CTaThbYHHM 3a JOCTHraHE HA MKeaHHA
TepaneBTHYEH OTTOBOP.

Creyuannu nonyaayuu
[TeauaTpHyHa nonynayus

IMpoyuBaHna 3a B3auMMOAEicTBME ca MNpOBEXKAAHM caMo NpH Bh3pacTHW. He e uW3BecTHO aanu
B3aUMOJICHCTBHATA NPH IEUA A MOJ00HH Ha TE3M MPH BbL3PACTHH.

4.6 DepTHANTET, DPEeMEHHOCT H KbpMeHe

BpemerHOCT
He ca HanMM4YHKM aJeKBaTHH H JoOpe KOHTPOJHPaHH H3NHTBaHHA MPH OpeMeHHH KeHH.

[To Bpeme Ha OpemeHnoct PuTMoHOpMm TpsOBa na ce npunara camo KOraTo MOTEHLHaTHATA MMoJ3a
HA/BHILABA MOTEHLUHATHHA PHCK 33 N10JA.

H3BecTHO €, ue PUTMOHOpM NpeMuHaBa Npe3 niaueHTapHara Oapuepa npu xopa. Hma crobuwenus 3a
HHWBA HA JIEKAPCTBEHHWA MPOAYKT B MBITHATA BpbB, paBHA Ha 0k010 30% OT KOHUEHTpALMATA MY B KPBBTA
Ha Maiikara.

Knpmene
He e nacneapato otoensHero Ha PurMonopMm B kepMata. OrpaHA4e€HH JaHHH TOBOPAT, Y€ BEPOATHO TOM

ce H3buBa B KbpMata. PutmonopM TpaOea na ce nMpHiara ¢ NOBHUILEHO BHHMAHKE ITPH KEPMELUH XKEHH.
4.7 EdexTn BLpXy cnocobHocTTa 32 Wodupane u paboTa ¢ MalIHHH

Heacuoto 3PCHHE, 3aMaAHOCTTA, YMOPATa H XHITOTOHHMATA PH H3NPaBAHE, MOXKE Ja NOBJIHAAT CKOPOCTTa
Ha pcakuna HA NAUHECHTHTE, KAKTO H Aa Hapyliar criocobHocTTA 33 modmpaue H paGOTa € MallIUHH.

4.8 Hexenann JleKapcTEeHH peakuHy
Q6o6ienue Ha npoduaa 3a GezonacHoCT

Hait-yecTyTe HeXenaHH JCKApCTBCHH pEAaKLHH, CBLP3aHH C JICUCHHETO C PHTMOHOPM ca 3aMafAHoOCT,
HApYUICHHUA Ha CBLPICUHOTO NMPOBCKIAHE K NANNMHUTaLHH,

Hexenann JeKapcTBeHA pPeAKNMH 0T KJIMHAYMHH H3NMTBAHHA HJIH HOCTMAPKETHHIOBO
HalaogeHune

B Tabnuua | ca nokasaHM HEXENaHHUTE JICKAPCTBEHH PEAKUWH, NOIBHIH ce noHe npu 1 or 885 naumenTw,
KOMTO €a NpHEMald NponadeHOHOB XHAPOXIOPHA C YABMKEHO oCBoOOXKIaBaHe B MeT KIMHHUYHH
npoyusanns Gasa Il u B nBe wiMHMuHKM npoyusanus daza lll. Ouakea ce HexenaHuTe JieKapcTBEHH
peakLuy M YecToTarta ApH nponadeHoH ¢ HezabasHo oceoboxnaraHe Aa 6vaar noao6HU. B Tabnkuara ca
BIUIIOHYEHH CHLLO H HEXEJAHW PEAKLIMH OT [IOCTMAPKETHHIOBUA onuT ¢ Putmonopm. Peakunure, kouto ca
CUHTAT 33 Bb3MOXHO CBhP3aHU ¢ MponadeHOH ¢a MPeACTaseHH 0 CHCTEMO-OPraHHH KIaco o5 N
MHoro uectd (>1/10), vectu (>1/100 po <1/10), nevectn (>1/1 000 go <1/100) u ¢ Hen W\aﬁ
(HewenanH NeKapCTBEHH PEaKUHH OT MOCTMAPKETHHIOB OMUT, OT HANWYHUTE AaHHH HE MOXKE Aa-Gnie
HanpaseHa oUeHKa. BbB BCAKa rpyna no 4ectota, HEXKENAHWTE JIEKAPCTBEHH pPeakuiH @lpe Tahgzzﬁi
HamafBall pe/ o CEPHO3HOCT, KOraTo € Bb3MOXHO T4 Ja 01Ae oucHeHa. b

X ’_,0

(MedDRA—6a3a Muoro uectu | Hect  (21/100 | Heuect  (=1/1 000 [ C HB}MTHa qet:‘rm;a’ @T J(/I
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JaHHH Ha cucteMo- | (=1/10) no <1/104) o <1/100) HANIMYHUTE  JAHHH  He
OpraHHH KI1acoBe Moke fa Oble HanpaseHa
OLIEHKA)
Hapyuierus Ha TpombouuroneHus ArpaHynouurosa,
KpBbBTa H JIeBKONEHHA,
numHaTa ciucTeMa rpaHyAoLHTONEeHH
Hapywrenus Ha CBpbXUyBCTBHTENHOCT!
MMYHHATA CHCTEMA
Hapyiuenns Ha [oHmKeH aneTuT
merabonuima u
XpaHeHeTo
lcuxuunu TpeBoxHoCT, Kowmapu CoerosHue Ha
HapYUWEHHA HapylIeHHd Ha 0o0bpKaHOCT
CBHS
Hapywienus Ha | 3amasHocT’ [nasobonue, CuHkon, arakcus, | Kousyncum,
HEPBHATA CHCTEMA HapyLUEHHE Ha | napecresus €KCTpanupaMuIHA
BKyca CHUMNTOMH, 6€3MoKoHCTBO
Hapywenns Ha HescHo 3penue
O4HTE
Hapymenus Ha Bepruro
yX0TO H
na0upHHTa
Copaeusn Cupacunun CruycoBa Kamepna Kamepho MBHIEHE,
HapyLLEeHHA NPOBOAHH Opaaukapaus, TaXHKapaus, cbpaevHa
napywenus®, | Gpaaukapaus, apuTMus? HEAOCTATBYHOCT
MannUTaLHH Taxukapaus, MOHHXEHA cbpAeYHa
MpeacbpaHoO 4ecToTa
TpenTeHe
Cvaosu XunoToHus OprocratnuHa
HapyUIEeHHS XHITOTOHUS
Pecniupatophn, Jucnnes
IPBAHM 7
MEHACTHHATHH
HapylIeHHA
CroMalluHO-YpeBHH Kopemna Gonxka, | [Tonysane Ha | Canene,
HapyUIEHHA NOBpHILAHE, KOpeMa, CTOMAUIHO-YPEBHO
rajeHe, Avapus, | paaryneHuusa HapyuieHHe
3aneK,
CyXOTa B ycTara
Xenaro-6unuapHu HapyuucHa Xenaroue,
HapyLIeHHA uepHOApobHA yBpengy” aoh MR ifigr R,
dyukuna® xer H
Hapywenua Ha Vprukapus, copbex, | Oc 7 y f
. Bt
KoXaTa H obpus, eputema €K3a féw{msua’l, oy
o ‘
MOAKOKHATA ThKaH nyctynoza, 5 « yite
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Hapyuwenus Ha Jlynyc-nogo6eH cuuapom
MYCKYJIHO-

CKeNeTHaTa

cHcTeMa H

ChETHHUTETHATA

TbKaH

Hapymenus Ha Epextnina Hamanenne na 6pos Ha
BB3NPOH3BOANTEH AUCOYHKLIHA crepmarosonanTe’

aTa CHCTEMa M

rbpaara

O6wH HapyluleHHs [pvaona  Oonka,

H ebekTH  Ha acTeHHd, yMmopa

MACTOTO Ha MIHPEKCHA

NPWIOKEHHE

! Moxe 1a ce MmanmudecTUpa Py X0/ecTasa, KpbBHA AHCKPa3Ha U oGpuB.

2 C M3KITIOYEHHE HA BEPTHTO.

* BKITIOYUMTENHO CHHO-ATPHANIEH GN0K, ATPHO-BEHTPHUKY.IapeH BII0K U MHTPa-BEHTPHKY1ApeH BiI0K.

* PUTMOHOPM MOxke J1a Gbjle acOLMHpaH c npoapuTMoreHeH edekT, KOWTO ce NPOABABA C MOBHILABAHE HA
chplaedHaTa 4YecToTa (TaXWKapaHA) WM KamepHo Mbxede. Hakon or Tesn aputmuu moxke na Ovaar
KHMBOTO-32CTPALLIABALLMA H 12 U3UCKBAT peaHWMaLMA 3a MPEBEHLUA Ha NOTEHUHANEH (GaTaneH H3Xoa.

3 Moe [1a ce BIIOLUM ChILECTBYBAILA ChpAeYHa HEAOCTATHYHOCT.

® To3M TEPMHH MOKPHBA OTKJIOHEHHS B YEPHOAPOOHHTE PYHKUMOHAIHKM TECTOBE, KATO MOBUIIABAHE HA
acraprat aMmuHOTpaHc(epasa, MOBHIIABAHE Ha AaNaHUMH AMUHOTpaHcdepaza, [OBHILABaHE Ha
ramariyTaMar TpaHcdepasa W NOBHLIABAHE Ha ankanHaTa docdarasa B KpbBTa.

7 Hamanapaneto Ha Gpos HA CIIEPMATO3OMIMTE € 0OpaTMMO C/lel MNPEKbCBAHE MPHIONKEHMETO Ha
PutMoROpM.

CbobulaBaHe Ha NOAO3UPAHU HEKETAHH PEAKITUM

CpobillaBaHeTo Ha NOAO3HPaHW HEXENaHW peaklMM clie]l paspeluaBaHe 3a ynotpefa Ha nexkapcTREHHUA
NpOAYKT € BaykHo. ToBa NO3BOASBA Aa IPOALMIAKM HAOIIOAEHWETO HA CLOTHOLIEHMETO MOJI33/PHCK 33
J€KapCTBEHHA NMpoaykT. OT MEAMUMHCKHTE CNIELMATHCTH Ce M3MCKBA Aa choOlaBaT BCAKA NOLO3MpaHa
HeXKe/laHa peaklnd Ypes HAUKMOHATHA CHCTEMA 33 CholllasaHe:

Hanenuurenna arcHUMA 1o JJeKapcTeara
yil. ,,Jlaman I'pyes” Ne 8

1303 Codms

Ten.: +35 928903417

yebeaiiT: www.bda.bg
4.9 Ilpeaosnpane

CUMIITOMH

Muoraponu cumnmomu
EdexTbT OoT npenosupaneTo Ha PUTMOHOPM BBpXY MHOKapAa ce NPOABABA C eHEPHPAHE Ha UMIIYJICH M
NPOBOJHH HapylIEHHd XaTo yIOb/bkaeaHe Ha PQ-unrepsana, paswiupsasaHe Ha QRS-komniekca,
MOTHCKAHE Ha aBTOMATH3Ma Ha CHHYCOBHMA Bb3en, AV 610K, KaMepHa TAXMKapAHA, KAMEPHO TPerTeHe,
KaMEpHO MBXKACHE W cbpaeyeH apect. [JoTHCKAHETO HA KOHTPAKTWIHTETA (HErATHBEH HHOTPOIEH €eKT)
MOXE N3 NPHUYMHH XHOOTOHUA, KOATO B TEXKH CIYUAH MOXKE Aa JOBSAE 10 KapAHOBACKYNApEH

Hecwpoeunu npuznayu u cumnmomu
MeTaGonuTha aunno3a, raasobonue, 3aMasHOCT, 3aMbITIEHO 3PEHHE, NApECTe3us, TpEMPP; rateHe, R
CYXOTa B YCTAaTa W KOHBYJ/ICHM ¢a I0KJIaBAHU NPH npeao3upane. ChUIo Taka e 10K a;glq’n MBI Y

B Texku cnyuau Ha oTpaBsHe MOXe Aa c€ TMOABAT KIOHMYHO-TOHHYHW KOHBY: oia'm ﬁhpef ;
CHHJIHBOCT, KOMA H PECIIMPATOPEH apecT. ?y‘ﬁ‘



Jleuenue

OnuTH 3a enUMUHKpaHETO UYpe3 xemonepdy3Hs ca ¢ orpaHnyeHa edukacHocT. [Topaau BHcokaTa cTeneH
Ha CBbp3BaHe C IU1a3zMeHuTe Oentbumn (>95%) M ronemus obem Ha paznpesencHHe, XeMOAHATH3aTa €
HeeeKTHRHA.

B nonbanHeHHe KbM OCHOBHMTE CHEWIHH MepKH, TpabBa 1a ce MOHHTOPHPAT W3HEHHTE MOKA3aTEH B
OTAE/IEHHE 38 MHTEH3UBHH IPUXKU M aKo € HeoOX0IMMO, J1a C& KOPHTHpaT.

3a KOHTpOJMpaHe Ha pUTBMA M KPHBHOTO HaisraHe ca OuWnu edekTUBHH nepuOpunauunaTa, KakTo M
nHby3HA ¢ JoNaMHH W W3onpoTepeHon. KoHByncuuTe ca NoBNMAHU C HHTPABEHO3EH AHA3ENaMm.

Moxe na ce npuoKaT, ako € HeOOXO0AUMO H OCHOBHH TOAAbPKALIM MEPKH KaTO aCHCTHPAHO JIMLIAHE W
BBHLUEH CHPICUYCH Macax.

5. ©®APMAKOJIOTHYHH CBOHCTBA
51 PapMakoIRHAMHYHH CBOiCcTBA
@dapmakoTepaneBTUdHa rpyna: antTuapuT™MuuH knac [ C, ATC koa: CO1BCO3

[TponageHoHOR XUApOXJIOpHA € Ki1ac | AHTHAPUTMHMK C HAKOM CTPYKTYPHH NpHRWMkH Ha Oeta-
fnokupaimuTe areHTH.

MexaHuanM Ha aeficTHe U dapmMakoAUHAMUYHY eekTH

[NponateHOHOB XHAPOXJIOPH € aHTHAPUTMHK ¢ MeMmOpaHocTabwiM3npawo neicreBue, KOHTO Blokupa
HaTpueBuTe KaHanu (Vaughan Williams, class 1C). To#i nputexaa cnab 6era-6nokupain edexr (class II
no Vaughan Williams). [MponajeHoHor xuapoxiopuA HamansBa CKOPOCTTa Ha TMOBHILABAHE Ha
aKUMOHHHUA MOTEHLMaN, KAaTO TO TO3M HayuH 3abassd MpoBeKOAHETO Ha uUMirynca (oTpuuUaTeneH
apoMoTponiel edekrt). PedpakTepHHuTe nEpHOAM B MPEACHPAMATA, ATPHO-BEHTPHKYNAPHHA Bb3EN W
KaMmepuTe ce yabmxaeaT. [IponadeHOHOB XHAPOXIIOpHA YABIXKAaBA W pedpakTepHHTE MEPUOAH B
NOMBIHUTETHMTE NPOBOIHH MBTHILA NPH nauueHTH ¢ WPW-cunapom.

5.2 DapMakoKHHETHYHH cBoOfcTBa

PutMoHOpM e pauemMuuHa cMec ot S- 1 R-nponadenoH.

ABGcopbuns
MakcHMAalTHH MAa3MeHH KOHLEHTPAUMH ¢¢ AocTHraT 2 go 3 waca cjiel npuiaaraHe Ha nponadeHOHOB

xuapoxnopua. Toi npeMHHaBa eKCTEH3MBHA H HacHilaHa nmpecHcTeMHa BuoTtpancgopmanus (CYP2D6
uepHoApobeH edeKT Ha MbPBO MPEMHHABAHE), KOETO BOAM 0 3aBHCHMA OT J03aTa M J€KapcTBEHAaTa
topma abcomorHa GUOHANNUHOCT. Bbnpeky de npHema Ha XpaHa € NOBHILKI MaKCMMalIHATa Ma3MeHa
KOHLEHTpaUMa U HHOHANMYHOCTTA B MPOYUYBAaHE C €AMHUYHA A03d, N0 BPEME HA MHOMOKPATHO AO3HpaHe
Ha nporiadeHoH NpH 34paBH MHLA, XPaHaTa He ¢ NPOMEHHNA 3HAYUMO GHOHATHUHOCTTA.

Pasnpenenenue
IMponadgeroH ce paznpeaens 6bp3o. PasHoBecHusT obem Ha paznpeaenenue € 1,9 no 3,0 l’kg. Crenenra

Ha cBbp3BaHe Ha Nponad)eHOH ¢ TUIa3MEHMUTE [POTEHHH € 3aBHCHMMA OT KOHUEHTPALMATA U HaMalsaBa OT
97,3% npu 0,25 ug/ml no 81,3% npu 100 pg/ml.

Buorpancdopmauus u ennMunupane
CobluecTByBaT JBa F€HETHMHO-JETEPMHHHPAHH HA4YHHA HA MeTaboHIBM Ha nponadeHoH.
90% oT nauueHTWTe, JeKapcTBEHUAT MPOAYKT ce MeTaboiM3upa 61=p30 H EKCTEH3HBR

manko ot 10% oT nauueHTHTE, MeTaﬁoﬂHSM'bT Ha nponadenod e no-GaBeH, 3
metabonurta He ce obOpasysa MM ce oOpalysa B MHHMMAnHA creneH (T.€. JIOWH



Bpemeto Ha nonyxuBOT Ha nponadeHoH € oT 2 Ao 10 vaca 3a eKCTEH3IMBHHUTE MeTabOIH3ATOPH M OKONO
32 yaca 3a Gasunte metabGonusatopu. Knupsiea Ha nponageroH e ot 0,67 no 0,81 L/ivkg.

IMopaan ToBa, 4e paBHOBECHOTO CHCTOAHHME C€ JOCTHra Cjied 3 X0 4 OHHM Cie) JO3WPAHETO Ha
1ponadeHOHOB XHAPOXJIOPHI, MPEMOPRUUTENHUAT JIO30B PEXHMM Ha MpONadeHOH € €AHH M Cbil 3a
BCHUKH TAHUMEHTH He3aBHCUMO OT MeTaDonuTHMA MM cTatyc (T.e. JIOUIM WIM  EKCTEH3MBHH
MeTabonH3aTOPH).

JluHeiiHocT/HENHHEHHOCT
[Mpu exkcrensueHuTe MerafoNu3aTopH, HAcHIMAHWS DBTAT Ha xuiapokcwiupare (CYP2D6) eomu ao
HenuHeapHa kuHeTHka. [1pu 6asHuTe MeTabonu3atopu papMakOKHHETHKATA Ha NPONadeHoOH € JIMHEHHa.

HuaneuayanHa sapHabunHocT

[[py nponadeHoH ChlUECTBYBA 3HAYMTEJIHA CTENEH HAa WHAMBHAYalIHAa BapHaOWIHOCT BLB
$HapMAKOKMHETHKATA, KOETO ce Ib/KH HA edeKTa HA MBPBO NIPEMHHABAHE M HEJHHEHHATa KMHETHKA MPH
eKCTeH3MBHUTe MeTabonu3aTtopu. ['onsamara BapHabMIHOCT Ha NNa3MEHHWTE HHBA M3MUCKBA J03aTa Aa ce
THTPHpPa BHUMATEHO, MPH HAONIOIEHHE 3a KIIHHHYHE H eNEKTPOKapaAHOrpadcKy JaHHH 33 TOKCHYHOCT.

[TauueHTH B cTapHecka Bb3pact
[Mpu nauMeHrTH B CTApYeCcKa BL3PACcT ¢ HOPMalHa GbOpeYHa QYHKUHA CKCMOZHUMATA HA TPONA(EHOH ¢

6una ¢ BUcoka BapHaGUIIHOCT ¥ 63 3Ha4YHMH Pa3IMKH CbC 3APABH MAaaM JMua. EXCno3HuMaTa keM 5-
xuapokcunponadeHoH € Owia noaobGHa, HO €KCMO3ZHUMATA KbM NpOonaeHOHOB TVIIOKOPOHHI e Ouia
yABOEHa,

bu6peuHo yBpexane
[Tpu mauneHTH ¢ OBLOPEUHO YBpEXKAaHE, EKCTIOIMLIMATA KBM TponadeHoH U S5-XuapoKcHrpona(peHoH e

6una noaobHa HA Ta3¥ MPH 3ApaBd KOHTPONHM, JOKATO MPH nauuveHTH ¢ OLOpeuHo yBpexaaHe e Ouna
HabnoaBana akyMynauus Ha CIIOKopoHKIoBH MeTabonuTh. [ponadgeHonos xuapoxnaopwa Tpabsa Ja ce
npHiara ¢ NOBHILEHO BHUMaHHE NPH MauneHTH ¢ 6s0peuHo 3abonasane.

YepuoapobHo yBpexaane
[IponadeHoH noka3pa noBULIeHA NEPOPATHA OHOHANUYHOCT W [TONYHHBOT MPH NAUKEHTH C YepHOIPOGHO
yepexaane. Josara tpadea aa ce aganrupa rpH NauMeHTH ¢ yepHoapoGHa Gonecr.

lleauaTpuiHa nonyaaum1a

KnupbHca Ha nponadeHoH NpH HOBOpoaeHH W aeua ot 3 auu go 7 roaunu € ot 0,13 no 2,98 L/hkg cnen
MHTPABEHO3HO WIH NEPOPATHO NPHIOKEHHE, 0e3 1a MMa ACHA BPB3Ka ¢ Bb3PacTTa.

Hopmannara ao3a nepopaneH nponaeHoH 3a JOCTHTaHE HA PABHOBECHHTE KOHUEHTpauuu npu 47 neua
Ha Bb3pacT 1 aen no 10,3 roguuu (cpenno 2,2 meceua) e 6una ¢ 45% no-Brcoka npu feua Hap |1
roaMilHA BL3PAcT B cpaBHeHWe ¢ feua nox 1 roavHa. Buopekn ve e umano WHpoka BapHaGHITHOCT
Mexay nuuarta, MoHutopupaveto Ha EKI Mzrnexna no-nogxonsmo 3a ajganTHpaHe Ha JO3WpOBKATa,
OTKOJIKOTO MAa3MEHHTE KOHLIEHTPALMH Ha nponadeHoH.

53 IIpeaxnMHNYHE JaHHH 32 fe3onacHOCT

Hpenmuuuqnm"e AaHHH, OCHOBAHH HA KOHBEHUHOHANHH TIpOYUYBaHHA 3a clzapmaxonornqua 6e30nacuoc*r,
TOKCHYHOCT MPpH MHOTOKpPatTHH OO3H, FCHOTOKCHYHOCT, KApPLUHHONCHCH NMOTCHUHAN HIH penpOAdyKTHBHA
TOKCHYHOCT HE MOKa3paT ocobeH PHUCK TIpU XOpa.

6. DPAPMALEBTHYHHU JAHHHU
6.1 CIHCBHLK HA NOMOINKHHNTE BellecTBa
MukpokpucTanna Lenynosa

HHL[leCTe, npe)l(enaTuHmupaHo

Xunpomenoza (tun 2190)
Kpockapmenosa HaTpHii




Maxkporon 6000

Maxkporon 400

Marnesnes creapat

Turanos nuokcua E171

Ilpeuucrena soja

6.2 HechBMECTHMOCTH

Henpunoxumo

6.3 Cpok Ha roanoct

3 (Tpu) roauHu

6.4 CnenHa/ M yc/10BHA HA ChXpaHeHHE
Hsama cneuHanHd H3UCKBAHHA 3a ChbXPAaHEHHE.

6.5 Bua ¥ ¢bIbpKkanne Ha ONAKOBKATA

Purmonopm 150 mg ¢uamupanu tabnetku ce mpeanara B Gnuctepu PVC/Alu-donno nocraBenu B
kaproHeHa Kytus 1o 30 v o 50 rabnerku B KyTud.

He Bcuuky BUAOBE OMAKOBKH MOraT aa 6baar nycHati B npogaxda.

6.6 Crnenua/HH npeanaiHH MEPKH NMPH HIXBLPJISIHE

Henznon3saHMAT NEKAPCTBEH MPOAYKT WM OTNAABYHHTE MATEPHAH OT Hero TpAGBa fa ce W3IXBBPJIAT B
CHOTBETCTBHE C MECTHMTE M3UCKBAHHA.

7. NMPUTEXATEJ HA PAPEIIEHHETO 3A YIIOTPEBA

Bunatpuc EQOJ

oduc crpaga ,,Cepavka ogucu™

Oyn. CutHakoBo Ne 48, eT. 7

1505 Cocnsa

btarapus

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

20020603

9. JATA HA IIBPBO PA3PEIIABAHEMIOAHOBSBAHE HA PA3PEIIEHHETO 3A
YIIOTPEBA

Jara Ha nbpso paipemasane: 23.07.2002

Jara Ha nocneaHo noaHoeaeane: 24.10.2007

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

04/2026




