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1. KIME HA JIEKAPCTBEHHUA IPOAYKT

JUAPH] IIPO 2 mg Tabnerku
DIARID PRO 2 mg tablets

2. KAYECTBEH H KOJIMYECTBEH ChCTAB
Beska tabnetka chappaa 2 mg nonepaMHIoB xuapoxaopua (loperamide hydrochloride).

IToMOLIHKM BeUecTBA ¢ M3BECTHO JeHicTBiE: 1aKTO3a MOHOXHApPAT. Bestka TabneTka coabpika 96,53 mg
JIAKTO3a MOHOXHJIPAT.
3a NBJIHHAA CIOMCHK HA NOMOLIHMTE BeleCTEA BIDKTE To4Ka 6.1,

3. JEKAPCTBEHA ®OPMA

Tabaerka.
Benu 0o nourw Henu, KPBIIH, JBOHHOM3MBKHANY TAGNETKH, ¢ THAMETHP 7 mm.

4. KIMHAYHHA JAHHHA
4.1 TepaneBTH4UHH AOKAZAHHS

HJHUAPH]T ITPO e nokazaH 3a CHMITOMATHYHO NCYCHKHE HA OCTPa HecTIeIUGMHUHA B XPOHUUHA JRaApH.

IIpy nauMeHTH ¢ HIEOCTOMHA JIOMEPaMUIOB XHAPOXJIOPHI ce MpHrajia 3a HamanaBaHe Gpos Ha
H3XOXKIAHHATA, KOJIHYECTBOTO Ha H3NPKHEHHATA H 32 BTLPAABAHE Ha KOHCHCTEHLIHATA BM.

JHUAPH]I TTPO e noka3au IIpi Bb3pacTHH U AeLa HaJ 6 rOJHHU.

4.2 do3HpoBKA ¥ HAYHH HA NPHAOGKERHE

ﬂOSHQOBKa

Brw3pacTun ¥ neua Han 6 TOaHHM:
OcTpa guapya: HauanHata o3a e 2 Tabnetks (4 mg) npu Bbp3pacTHa H 1 TabieTka (2 mg) npu geua Hax

6 roauuu. JleueHuero npoabkasa ¢ mpHeM no | rtabnerka (2 mg) cnex BCAKO DPAa3BOAHEHO
H3MpaXXHCHHE.

XpoHHYHA JMAPHS: HAYANHATA 1034 ¢ 2 TabneTku (4 mg) OHEBHO Ipu BB3pacTHH M 1 Tabnerka (2 mg)
npu Aelia Hadg 6 roguHH. TasH HayanHa 7033 Moxe Aa Ohie NMPOMEHEHa ¢ Len mocturade Ha 1-2
othopMEHH HIMPKHEHNS Ha IEH, KOeTo 0OUKHOBEHO Ce MOCTHTa ¢ NoAAbpXKama fo3a 1-6 tabnetkn (2-
12 mg) aHerHo.

MakcHManHaTa 403a [pY OCTPa M XPOHHYHA JUAPHA NPH Bh3pacTHH e 8 Tabnerky (16 mg) xueeHo. He
npreMaiTe noseve oT § TableTkyu Ha neH.

Ilpu nena nan 6 ronuHM 103ata Tpsabea Aa Obae cnpsmo TeaecHoTo Terno (3 Tab
Tpabpa Ja NpeBHUIaRa N03aTa OT § TableTkH Ha neH.

IlaupeHTH B cTapyecka Rb3pacT: He e HeoOXoauMa KOpeKIHS B /103aTa MpH IT
BR3PACT.




bubpeuHo yepexaane: He ¢ HeoGxoauMa kopekiusa B ao3aTa nipy OBOPEUHO yBpeKaaHe.

YephoapobHo yepesiiane: Berpexu e HAM2 HATHUHH (apMaKOKHHETHYHH JAHHH 33 [ALMCHTH C
uepnoapobuo yepexxaane, JJUAPH]I ITPO TpaGea na ce W3non3Ba ¢ MOBHINCHO BHHMAHHE NMPH TE3H
MalKWeHTH, IOpajJH HaMaleH MeTaboIH3BEM Ha IThPBO PeMHHABAHE (BHXK Todka 4.4)

Hauun Ha npunokenwue

HepopanHo npuiokeHue,
Tabnerkure TpﬂﬁBa Ad Cce MIOrTelIaT UEAH C MOIOEHH Yallla BOA.

4.3 IlpoTHROMOKa3AHHS

AUAPU]T TIPO e npoTHBONOKazaH NpPH MALMEHTH ChC CBPLXMYBCTBHTEIHOCT KBM JIONEPAMHIOB
XUPOXIIOPH]L, MITH KBM HAKOE OT [IOMOLIHHTE BELIECTBA, M30poeHH B Touka 6.1.

AHUAPH]I ITPO He Tpabea aa ce H3NON3Ba NIPH JeLia Mo, & roaxHH.
JAVIAPHU]] TTPO He tpatea aa ce U3MON3Ba KATO HAYAJIHA TEPATIHS IPH:

— MAUHEHTH € OCTpa JAW3EHTEPHA, XapakTepu3upamia c€ ¢ KPbB B H3NPAKHCHHATA M BHCOKA
TEMIIepaTypa;

— MAlMEHTH ¢ OCTHP YJLEpo3eH KOJIHT MM MCeBIOMeMOPAHOIEH KOIMT, B PE3Y/ITaT Ha JIEUEHHE ¢
AHTHOHOTHIIH,

— MallHeHTH ¢ OaKTepHaneH EHTEPOKOIMT, MPHYMHEH OT HHBA3HBHH OPraAHH3MH, BIIIOYHTENHO
calIMOHeNa, [IHTeNa H KaMnunobakTep.

JUAPH]] TTPO He Tpabea a ce H30/138a 3a PeIOTBPaTABaHE HA HHXHOHPAHETO HA MIEPHCTANTHKATA
MOpagH PHCKA OT 3HAYMTEITHH MOCISACTEHNS, BRKIIOUHTE/THC WACYC, METAKOIOH H TOKCHYEH METaKOIOH.
IlpuemsT na JIMAPHU] TIPO Tpsbea aa ce npeycTaHORH He3abaRHO, aKO Ce pa3BHe 3alleK, MOTyBaHe Ha
KOp€Ma HJIH UPEBHA HETIPOXOIHMOCT.

4.4 CoendanH\ npeaynpe;kIeHAs W NpelOa3id MePKH HpH yuoTpeba

Jleuenuero Ha auapus ¢ NonepaMuIOB XMAPOXIOpH] € cuMmToMatudHo. Hyxuo ¢ na ce onpenenu
€THOJIOTMATA HAa JWAPHATa, 33 Ja C¢ NIPHIOKH [OIXOAAIaTa Tepanus, IIpH XPOHHYHH BB3NATHTETHH
3aB0JIsIBaHNs, TONIEPAMUJIOB XHJIPOXJIOPH MOXeE [1a CKPHE CHMITTOMHTE Ha OCTPO BJIOIIABaHE.

Ilpu nauueRTH ¢ quapui, ocobeHO MPH Jend, € Bb3MOKHO J1a HACTBIIH BOJHO-EJICKTPOJIMTEH GGHIIHT.
B TakuBa ciy4au mpuiaraHeTo Ha MOJAXOMALNA BOIHO-EIEKTPOJIMTHA 3aMECTHTE/THA TEpanHs € Hai-
BAKHATA MAPKA.

Jleuennero ¢ IMAPU]T ITPO TpsbBa fa ce npekpatH, ako ce HaOMIONABAT NPH3HALM Ha 3ameK MU
APYTH NpU3HAIK Ha 3a0aBeHa YpeBHA NEPHCTANTHKA. AKO CLCTOSHHETO He ce MONOOPH B PAMKHTE HA
JBa THH cnen octpa Juapus, npueMsT Ha JIMAPH]L TTPO Tpalea jJa ce TpeKpaTH H NAalMEHThT 14
MOTHPCH KOHCYJITALIHA ¢ IeKap.

Ilpy pmaumentu cwe CIIMH, nekyeanu ot nHapus ¢ JUAPHUJ IIPO, neuenuero tpsabpa nma ce
NpEYCTaHOBH IIPH MMBPBHTE MPH3HALH HA NOAYBAHE HA KOpeMa. C’bOﬁH.[&BaT C€ H30JIHpaHH CITyYaH Ha
3aneK ¢ MOBMIUCH PHCK OT TOKCHYEH MErakonoH npe nauwents, 6oman or CIIMH c nadekumnoseH
KOJIHT, IPEIH3IBHKAH OT Smepnaﬂﬂﬁ HIIH BUPYCHH 1IaTOI'CHH, JCKYBAHH C JIONICPAMHAOB XHApOXNOpHA.

HsamMa HammqHM dapMakOKHMHETHYHH JaHHH 32 NALMEHTH ¢ 4epHOJPOBHO YBpEKIaHe. Banelm TORA
HAAPUITTPO TpaGBa a2 ce M3M0A38a ¢ [IOBHINEHO BHUMAHME NIPH TE3H [IALWEHTH, 110P
MeTabo/IM3eM Ha IBPRO MpemuHaBase. IlaupeHTHTe ¢ YepHOAPOOHO YBpEXTaHe
BHHMATEJIHO CIEACHY 32 NI0SBa Ha TOKCHYHH e(eKTH BbPXY LeHTpalIHaTa HEPBHA C

3noynoTpeba H HenpaBIIHA ynoTpe6a, KATO ONHAT-3aMECTHTE/], ¢4 OITHCAHH TIp %:
3aBHCUMOCT (BHXKTe Touka 4.9).



B BpB3Ka ¢ NpeaosHpaHe ca ¢hoOLIAaBaHH CHPAEYHH CHOWTHA, BIUTIOUBALIM yAbkaBave Ha QT-
uHTepBana ¥ QRS-koMiuiekca, forsade de pointes. Bb3MOXKHO € TPeJO3HPAHETO JAa 3aMacKupa
CBIIECTBYBAIN CHHIAPOM Ha Brugada. Hsaxon ot cnyyaure ca mMaii jieTaneH u3xoj (BIKTe Touka 4.9).

IanmenTure He TpsbBa Ja HANBRWIDABAT [MPenopbLYMISNHATa A033 HW/HIM  MpEnopbyaHara
IPOTL/GKHTEITHOCT HA EYEHHE.

KombunanmaTa ¢ BHCOKA J03a IONEPaMHIOB XHAPOXJIOPHI B IEKAPCTBa, KOWTO HHXHOHpAT

P-riukonpOTeMH  (XMHUOWH, pPUTOHABHp, LMKIOCIOOPHH, BepalaMHl M HAKOH MaKpPONHAHU
AHTHOHOTHIIM KATO EPUTPOMHLIMH M KIIAPHTPOMHULKH), TPAOBA /18 C€ H3MON3BAT ¢ NOBULICHO BHHMaHHE
(BIX TOUKa 4.5).

HannuHu ca orpaHuYeHH JaHHH OTHOCHO JIEYEHHETO Ha Jella Mo §-roAHIiHA Bb3pacT (BIK TOUKa

4.8).

U] PO cpabpaxa jaktoza. [TanHeHTH ¢ peAKn HACEACTBEHH NPOGIeMH HA HETIOHOCHMOCT KbM
rataKTo3a, NKICH JAKTa3eH AeUIMT HIM [II0KO30-TalaKTo3Ha Manabcopbuus He TpsaOBa fa MpHemar
TOBA NEKAPCTRO.

HUAPH]T [TIPO chabpka Harprid. ToBa NEKapeTBO ChABPXkKa [10-MAIKO OT 1| mmol watpuii (23 mg) Ha
Tab1eTKa, T.€ MOMKE Jia CC Kake, 4€ MPAKTHYECKH HE ChIbPIKA HATPHI.

4.5 B3aaMmoaeiicTBHe c IPYrH JeKapCTBEHH MPONYKTH H APYrd (OpMH Ha B3aAMOACHCTBHE

Thii kaTo XOMECTHPAMHHLT BEPOATHO HAMAIIABA abcopOLiMaTa Ha JIOIepaMHIOB XHAPOXIOPH]L, He GHBa
Ja ¢e NpWIarat eJHOBPEMEHHO, a4 Ha MHTEPBAJIH OT HAKOJIKO 4Aaca.

HexnMHHYHM [JaHHH [OKa3Bar, 4e¢ JIONCPAMMILT NPEACTAaBNABA P-TIMKOMPOTEMHOB cybCTpar.
EnHoBpeMeHHOTO mpHnokeHHe Ha NomepaMWy (16 mg kaTo €JHOKpATHA [03a) ¢ XHHHHH HITH
PHTOHABHMp, M JIBaTa OT KOHTO ca P-riaHKonpoTeMHOBM MHXHOWTOpH, BOaH Ao 2 A0 3-KpaTHo
NMOBHINABAHE HA TUIA3MEHHTES KOHLCHTPAUHH Ha JIOIIepaMHI. BraMoxHO € 1a ce MOJYYH H YBEJIHUCHO
pasnpeaencHie KeM IICHTPAIHATA HCPBHA CHCTEMA.

KoraTo nonepaMusioB XHAPOXJIOPH] ¢ TIPUIOKEH B MPENOPBHUMTEITHH JO3H, HE € H3BECTHO KIHHHYHOTO
3HAYCHHC HA TE3H (PAPMAKOKMHETHYHM B3aMMOJIEHCTBHS ¢ P-TIHKONPOTEHHOBHTE HHXHOWTOPH.
ChbulecTBYBA PHCK OT HaMajeHa 4yBCTEUTENHOCT Ha [JHC kbM BEIMEpOneH AMOKCHA H TI0 TO3H HAYHH
MOKE J1a OKaXke eeKT BbpXy JAHMIAHETo (BHXK TouKa 4.4).

KomOuHaumaTa Ha jonepaMuIoR XHAPOXIOPHST ¢ BHCOKA [103a M JIEKApCTBa, KOMTO HHXHOMpaT

P-rnukonpoTeny, Hanp. XWHHAMH, PHTOHABMD, LUHMKIOCIOPHH, BEPANaMHI M HAKOH MAaKpOIHIHH
AHTHOMOTHLH, HALpP. EPHTPOMHIMH M KIAPHTPOMHIHH, TpaOBa [a ce HIMOM3BAT C IOBHILEHO
BHHMaHHe. Tpabea Ja ce B3eMe NMpenBH/A KOPEKLHA Ha fo3aTa (BHkK TovKa 4.4 ).

EAHOBpeMEHHOTO NPUIIGKERHE Ha IOTICPAMUI0B XHAPOXIOpHA (4 mg eTHHHYHA 1103a) ¢ HTPaKOHa3011,
HHxHOMTOp Ha CYP3A4 u P-rmukonporesH, BoOM A0 3 40 4-KparHO yBENHUEHHE HA IDIA3MEHHTE
KOHLEHTpalMH Ha JollepaMua. B cbimoto npoyusaHe, waxuburop Ha CYP2C8-remdubposun,
NIOBHILABA TUTA3MEHATa KOHLEHTpauus Ha Jonepamu npubausurento 2 mbTi. KomOuHaumsTa ot
MTPaKoHa30Jl H reMpuOPO3HI € BB3MOXKHO Ja J0Bele A0 4-KPaTHO YBEJHYEHHE HAa MAKCHMATHHTE
AJa3MEHH HMBA HA TOMEPAMHIOB XHAPOXJTOPHI H 0 13-kpaTHO yBenWdyeHHe Ha ofmiara nnasMeHa
eKCNO3HIMA. Te3d yBe/IMYeHHA He ca CBBP3aHH ¢ eeKTH OT CTPaHa Ha LEHTpAIHATA HEPBHA CHCTEMa
(UHC), uaMmepenu upes NCMXOMOTOPHM TecToBe (T.e. CyDeKTHBHA CLHIMBOCT M
Substitution Test).

EnHOBpeMEHHOTO NPWICKEHHE HA JIONSPAMHIOR XUaApoxiopua (16 mg enﬂﬂnqﬂa
HHXHOMTOp Ha CYP3A4 W P-rimkompoTeuHa, BOAH A0 S5-KPaTHO TIOBHIN
KOHLIEHTpALHH Ha NoflepaMyz. ToBa YBEIHHYEHHe HE € CRBEP3aHO ¢ MOBHINEH
€(QEKTH, U3MCPEHH Ype3 MYTHIIOMETPHA.



EnHOBpEMEHHOTO JIeUeHHE C NEPOPAIEH AE3MOINPECHH BOAM 10 3-KpaTHO MOBHINABAHE HA IUIAIMEHHTE
KOHILIEHTPaIHH Ha JE3MOIPECHH, BEPOSTHO NopanH no-6aBHa CTOMANTHO-UPEBHA [IOABHXKHOCT.

TIpeamonara ce, 4e JICKApCTBa ChC CHIIMTE (PAPMAKOJIOrMYHH CBOMCTBA MOXE Ja 3aCHIAT edeKTa Ha
JIONEpaMHUACBHAA  XHIAPOXJIOPHA H Y€ JEKapcTBaTd, KOWTO YCKOpABAT CTOMAaIIHO-YpPEBHOTO
NPEMHHABAHE, MOTAT []a HaMaJAT edeKTa Ha JIonepaMHAOB XHAPOXIOPH/IL.

4.6 @epTRIHTET, OpeMEHAOCT H KbPMEHE

K/TMHHYHHAT ONUT Npd OpeMeHHHM XKeHM € orpaHuveH. M3nuTBaHMATa BBLPXY ILTHXOBE MOKa3BaT
TIOBMILIEHA CMBPTHOCT HA IUI0JA NPKH BUCOKH N03M. BBOpEKH ue HAMA MHIMKALHM, Y€ JONEPAMUIOB
XHUAPOX/IOPHI HMa TCPATOI€HHH WIM €MOPHOTOKCHYHM CBOHCTBA, OYAKBAHHMTE TEPaNeBTHYHH 1I03H
TpaGBa Na GBAAT NpelleHEHH CMPAMO NOTCHUMAIHWTE PHCKOBE MpEIH a ce NMpuUnara JIoNepaMuIos
XHAPOXIOPHI IO BpeMe Ha OpeMennocT, ocobeHO Npe3 NLpBHA TPHMECTEP.

B k»pMaTa Morat fia ce noseaT Mafky konuuectsa nonepamus. Cnenosarenso, JIMAPH]I TTPO ne ce
npenope4ea mno Bpeme Ha KbpMEHE.

Kenute, KouTo ca OpeMEHHH WIH KEPMAT, TpAGBA Ja ObAaT NOCHBETBAHH 1a C€ KOHCYJITHPAT ¢ JleKap
3a [IOJXOAAIIQ JIEHEHHE.

4.7 EdexTH BLPXY cnocofHocTTa 332 modapane u paboTa ¢ MaTHHE

Topa nexapcTBO HAMA BIMAHKE BHPXY LIOPHpaHeTO H paboTa ¢ MallHHE. BB3MOXHO € O BpeMe Ha
neuenuero ¢ JJMAPH]T ITPO na ce wabnronaeaTt ymopa, 3aMagHOCT WiIH CBHIMBOCT. Ilopaan ToBa e
NMPENOPBEYHTENHO A2 C¢ BHUMABA NpH INodupaHe wiH paboTa ¢ MalHHH.

4.8 HexenanH JeKaApPCTBERH peaKIHH

Hannu om xawmuiny npoyveanun

BE3pacTHH W nena Ha 12 W nosewe rOAHAN

besonacHocTTa Ha AoNepaMUIOB XHAPOXJIOpHA ¢ oLeHeHa NpH 3076 Bp3pacTHH H AC1A HA BB3pacT Ha
12 ¥ noseuye roauHy, yyacteand B 31 KOHTPONMHpAHH M HEKOHTPOIHPAHH KIWHHYHH H3MHTBAHHA Ha
JOMEPaMM/IOB XHAPOXJIOPH/, H3MON3BAHH 32 JedeHHe Ha auapus. Ot Tax 26 ca 3a ocTpa auapud (N =
2755) 1 5 3a xpoHuuHa muapHa (N = 321).

Haii-uecto crobmapanure (> 1% 4ecToTa) HEWENAHH IEKAPCTBEHH PEAKIMH B KIIHHAYHH MPOYUBAHHA
¢ JIOTICPaMHIOB XHAPOXJIOPK TIPH 0CTpa THapHs ca; 3anek (2,7%), meteopussM (1,7%), rmaBobonue
(1,2%) u ragene (1,1%).

Hafi-yecto crobmasanute (> 1% YeCTOTA) HEKENAHH JTCKAPCTBEHH PeakUHH B KIIHHHYHH NMPOYYBaHHA
¢ JIOTICPAMMJI XHAPOXJIOPMIOR TIPH XPOHHYHA JIHapHs ca: MeteopussM (2,8%), sanek (2,2%), raaeHe
(1,2%) u zamaanoct (1,2%).

Tabnuuara moka3pa HEXKeNaHM JIEKAPCTBEHM peakiMM OT KIMHHYHH TIPOYYBAHHA, 332 KOHTO Ce
¢poO1IaBa MPH YNoTpebaTa Ha NONEPAMUIOB XHAPOXJIOPH IPH OCTPA H/MIH XPOHHUHA IHAPHSA, KAKTO
H OT Pe3yJITaT ciejl MycKaHe Ha Iasapa.

Kateropuure 3a 4ecToTa ce OCHOBABAT HA CNIEIHATA KOHBEHLIHA !
Muozo wecmu (Z1/10), yecmu (>1/100, <1/10), nevecmu (=1/1000, <1/100), peoxu (=1/10 000,
<1/1000), mroz0 peoxu (<1/10 000), ¢ neussecmna vecrnoma (OT HUINYHATE JAHHH na Gbae
HaNPaBeHA OLEHKA).




Teaecna cacrema

Hunaxann

OcTpa guapus
(N=2755)

Ocrpat+Xpoan1Ha
Xpoanuna

HH, pe3yaraT ciej
muapua (N=321) AHApH, pesy

nycKaHe HA Ha3apa

apymmeHnAs HA HMYHHATA CHCTEMA:
Peakya Ha CBPEXIYBCTBHIEIHOCT,

mieyc), Meraxkonon® (BriouMTENIHO
TOKCHYEH METAKOJIOH)
OcTBp nankpeaTUT

C HeH3BecTHA
HecToTa

laHadMIaKTHYHA peaKuus (BKITIOYHTENHO Muoro peikH
aHAQUNTAKTHYCH IIOK), aHAQMIAKTOHIHA
peaKi1s

PYIIEHAA HA NEHTPAAHATA H
nepndiepRaTA HEPBHA CHCTEMA!
nasobonwe; YectH Peaxu Yectu
BueHe HA  CBMT; Penku Yectu YecTH
CBHIHBOCT; Peaku
3aryba Ha ch3HAHHE, CTYTIOP, 3aMBILIIEHO MHoro peaku
CH3HAHHE, XHIIEPTOHHA, HEKOOPAHHHPAHOCT
[Hapymenns HA 09HTE
Muosza MHoro peakH
CToMamAo-1peBHA HAPYMEHHA
Banek, rageHe, METCOPHIBM; Hectn HectH YectH
bonk# B kopema, TUckombopT B kopema,  [Penmku Pemiu Penxn
CYXOTa B yCTara;
bonku B KOpeMa B TOPHATA YacT, Pemxu Pemxu Penxu
MOBpPBIOAHE;
Jcnencs; IMHoro peakH Penku
Mneyc (BIIIOUATENTHO HAPAIMTHYSH Mmuoro peaxu

{C HeH3BeCTHA C HeH3BECTHA YecTOTA

UecToTa

[Hapymenns aa K0xaTa U NOAKOAKHATA
THKan

O0pue;

bynoseH o6pHB (BKIIOYMTETHO CHHAPOM Ha
Stevens- Johnsons, TOKCHYHA enHiepMaIHa
HEKPOIH3A H epHTeMa My TTudopme),
AHMMOJEM, YPTHKAPHA, chpOeK

Pemxu

Pegxu

MHoro penxs

Hapymenns Ha 656pennTe B NHKOYHATE
NBETHIIA
BaxepikaHe Ha ypHHA

06mu papymenss H eexTr HA
MSICTOTO HA NPHJIOKEHHE
'YMopa
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CrobmapaHe Ha MOJ03MPAHH HEXENAHH PeaKiHy

CrofInapaHeTo Ha MOJO3HPAHH HEXEIAHH PEaKIMH Cie pa3pelnaraHe 3a ynoTpeda Ha JIeKapCTREHUS
NPOAYKT € BaxkHO. TOBa 103BoNARa fa NMPOALIDKHA HAOIO/IEHHETO Ha ChOTHOIIEHHETO MON3a/PHCK 34
JICKAPCTBEHHA NIPOAYKT. OT METUITMHCKHTE CIICUHMATHCTH C& HIHCKBA A3 ChOOMIABAT BCAKA [I003HPpaHa
HEKeNaHa peaKiys 4pes3

H3ire/iHHTENHATA areHIMs [0 JIeKapcTBaTa,

yn. “Jamsn Tpyes” Ne 8, 1303 Codms, Buirapus,

Ten.: +359 2 890 34 17,

yebcair: www.bda.bg.

4.9 Hpeno3npane

Cumnmomu;

IIpy npenozupane (BKIIOYMTENHO OTHOCHTENHO TPEHO3UPAHE, [MPHYHHEHO OT 4ePHOAPOOHO
YBpEXKIaHe), € BE3MOMHO /a HACThii moTHckaHe ¢yHkuMuTe Ha LIHC (CBIVIMBOCT, HapylleHHA B
KOOPAMHALMATA, MHO33, MYCKYITHA XMICPTOHMS ¥ PECTIMPATOPHA NENPECHA), anaTis, BHEHE Ha CBAT,
00BpKBaHe, XamoLMHALMH, 3ary0a Ha Chb3HAHHE, KOMa, amHes, NOBHLIEH HIH MOHHKEH MYCKYJIeH
TOHYC, XHIOEPTIHKEMHS, IacHe, MOBPBILAHE, 3aMeK, 3aTbp:KaHe HA YPUHA K UIIEYC.

Jeuata B cpaBHEHHe ¢ BB3PACTHHTE CaMO-1yBCTBHTENHM KM edexrure ot cTpaHa Ha [THC.

Ip# Xopa, NpeaO3Mpanu ¢ IONEpaMMIOB XHAPOXIOpHI, Ca HaOmooaBaHH CHPAECYHH CHOWTHA KaTo
yab/bkasaHe Ha QT-unrepBana u QRS-xomiunekca, forsades de pointes, ApyrH CEPHO3HH KaMEPHH
apWTMHH, CTIHPAHe Ha CbhpeuHAaTa AEHHOCT M cuHkon {BwxTe T. 4.4). MiMa cpobuenus 1 3a ci1yyad ¢
JIeTaNneH U3XOA.

IIpego3upareTo MOXKE 1A leMacKHpa CHILECTBYBAII CHH/APoM Ha Brugada.

Jevenue:

B cimyyaH Ha nosBa HA NPH3HALIM HA NPE/O3MPAHE KATO aHTH/IOT MOXKE /Ia C€ W3NOA3Ba HANoKcoH, T'bi
KATO NONepaMHAOBHAT XHAPOXIOPH/T ACHCTEA NMO-TIPOIBIKATENHO 0T HaokcoH (1-3 Jaca), Moxe na ce
HAJIOXKH MMOBTOPHO JIEYCHHE ¢ HANOKCOH. IlaumventsT TpaGBa na ObJe 104 CTPOr KOHTPOJI B
NpoabDKeHUe Ha moHe 48 uaca, 3a ga ce ycTaHoBHM epeHTvanHa aenpecus Ha L{HC. Jleuenunero ¢
CHMITTOMATHYHO.,

5. PAPMAKOJIOTHYHHA CBOHCTBA
5.1 ®@apmakojaRaMHYHH CBOHCTBA

QapMaKOTEPaNeBTHYHA PYIIA: AHTHIIPOLYJICHBH.
ATC kon: AO7DAO3.

MexaHH3bM Ha JieiicTBHe

JlonepaMHIOBHAT XUAPOXIOPHS C¢ CBLP3BA ¢ OTIHATHWIC PeLISTOPH B UpeBHaTa creHa. B pesynTar Ha
TOBA TOH HHXPIﬁI/Ipa OTACAAHETO HA aAUSTHIXONMHH H NpOCTATTIAHAHHH KaTrd Mo TO3H HAYHH HaMaJIdea
OPOMyJICHBHATAa IIEPHCTAITHKA W YARDKaBa TPaH3WTOPHOTO BpeMe npes uepsarta. JlomepaMH
[OBHMLIABA TOHYC& HA AHAIHHMA COHHKTEP KATO TaKa HAMAMBA HECHOCOOHOCTTA 3a 3aIbpXKaHe W
HALPEKEHHETO.

5.2 dapMakoKHHETHYHH CBOHCTBA

Abcopbums
ITo-roasamata HacT OT TpHEMa Ha JIOTIEPAMHAOBMA XHAPOXJIOPHA ¢¢ abcopd

pe3ynTar Ha metabonMsMa NpH MhPBO NPEMHHABAHE, CHCTEMHATa OMOHATTHYHO



Pasnpenencuwe:

[IpoyusanuaTa 3a paznpeaencHHe Moka3BaT BHCOK abHHHTET KBM YpeBHaTa CTEHA, ¢ NPE/INOYHTAHHE
3a CBBP3BAHC C PELHENTOPHTC Ha HAITBKHHA MYCKYJCH CIIOM. CB'BpSBaHGT 0 Ha JoIICpaMHIOBHA
XHAPOXJIOPH] ¢ TIA3MEHHTE TIPOTCHHH ¢ 95%, rnaBHO ¢ andyMuH. [IpeqIHHHIHHTE JAHHH [TOKA3BAT,
4e JIONEPAMHAOBHAT XHAPOXNOPHL ¢ P-riHKkonpoTeHHOB cybcTpaT.

Merabonuzpm:

JlonepaMHAOBHAT XHAPOXTOPHI NOYTH HAMBIHO CE H3BITWYA OT 9YepHHSA ApoD, KBHAETO OCHOBHO ce
meTalonu3upa, KOHIOTHPa H OTAeNs 4pe3 #urbukarta. JlonepaMuasT c€ MeTabonM3Hpa IMaBHO uYpes
okHcHTenHo N-aemetninnpane upes CYP3A4 w CYP2CS8. [lopaau MHOTO BHCOK €(eKT Ha NMBPBO
NpeMHHaBaHe, MIA3MEHHTe KOHLIEHTPAlMH Ha HETPOMEHEHO JIEKAPCTBO ¢a H3KIFOYHTEIHO HUCKH.

Enumunupane:
BpeMeTo Ha NoMyXHBOT Ha NIONEPaMUAOBHMA XHAPOXIIOPH [IPH HoBeKa € okono 11 yaca (B paMkuTe Ha

9-14 yaca). OToeAHEeTO Ha HENPOMEHEHMS JIONIEPAMMA ¥ HETOBHTE MeTabOJHTH CTaBa [VIABHO 4pe3
¢dexamnure.

5.3 Ilpeaknman4HH JaHHH 334 6€30MaCAOCT

HscienpanuaTa 3a OCTPH H XPOHWYHHM PEAKLIMM HE NOKA3BAT CEH(HYHA TOKCHYHOCT.

Pesyntatute or in vive W in vitro npoy4BaHus IOKa3Bar, 4¢ JIONEPaAMMIOBHA XHAPOXJIOPH[ He &
TeHOTOKCHYEH.

JlonepaMMAOBUAT XHAPOXIOPHA HAMA 3HAYMMH €NeKTPO(U3HONOTHUHH CBPAEYHH S(PEKTH BBPXY
CHPLETO B TEPANEETHYHO MPUIOKHMH OOXBAT HA KOHICHTPALMK ¥ NIPH 3HAYMTEHH, KPATHH Ha TO3H
obxpat cToifHocT! (o 47 mETH). Bhopekd ToBa, NpK H3KIIOYHTENHO BHCOKH KOHIIEHTPALMH, CBBP3aHH
¢ npeaosupane (BHK T. 4.4), TOTIePaMUZOBHS XHIPOXTOPH/T HMa €TIEKTPOGH3HOIOTHYHO AeHCTBHE BBPXY
CBpPETO, CBCTOALIO ce B HHXuOHpaHe Ha kamueswTe (hERG) W HaTpHeBWTE MOTOLM M APHTMHH TPH in
Vivo | in vifro MOJeNH NPH SKHBOTHH.

BucokuTe 1030 Ha JonepamusioB xuapoxiopun- 40 mg/kg Ha aen (20 0BTH MO-BHCOKH OT JI03aTa MPH
XOpa BB3 OCHOBA HA CPABHEHHMETO HA TENECHATa MOBBPXHOCT, NANCHH B PETIPOXYKTHBHU MPOYYBAHHA),
BOJAT N0 HamalieHa (epTIIHOCT H OLleNdBaHe Ha TUT0Aa MpPH IUTbXOBE NPH TOKCHYHH JO3H 32 MakKata.
[To-unckure mo3u - <10 mg/kg Ha seH (5 NBTH MO-BHCOKH OT J03aTa NMPH XOpa Bb3 OCHOBAa Ha
CPaBHEHHETO Ha TEJIECHATA MOBBPXHOCT), HE NOKa3BaT eeKT BEPXY 3/paBeTo Ha MaiKaTa WK [U1oJa H
HE OKa3BAT BIHAHHE BLPXY MEPH- H MOCTHATATHOTO pa3sBUTHE.

6. PAPMAIIEBTHYHU JAHHH

6.1 CHoHCLK HA NOMOIHATE BellIeCTBA

JlakTo3a MOHOXHApAT

IapeBuuno Huniecte

YacTHYHO NPEKENATHHHINPAHO LAPEBHYHO HHUIECTE
Kpockapmenosza Harpuii

CHIIHHHER THOKCH], KOJIOUICH Oe3RoIeH
Marnesues cTeapar

ITosamon K25

6.2 HecnBMecTHMOCTH

Henpumosxumo.




6.3 Cpok Ha roamoct

3 roaHHH.

6.4 CHenHAIAH YC/I0BHS HA ChXPAHEHHE

be3 cnenmanHu ycroBuA 3a ChXpaHeHue.,

6.5 DBniu chALpxXAHHE HA ONAKOBKATA

AHAPH/ ITPO ce npeniara B KapToHEHa Ky THs, Chabpakaiia | wiu 2 6mucrepa ot 6510,
nenpospaqHo PVC/PVDC/Alu doamo ¢ 10 TabaeTku BoekH, 3ae0HO ¢ JTMCTOBKA 32 MALMEHTA.
He BCHYKH BHIOBe OAKOBKM MoOrat Ja Ob/1aT MyCHATH Ha Ma3apa.

6.6 CoenuaanH NpeINazHA MePKH NPH H3XBLPJHHE

Heusnonssanuar nekapcTBeH MPOIYKT WM OTNATbYHHTE MATCPHAIH OT Hero TpAGBA 11a e M3XBBPIIAT
B CLOTBETCTBHE C MECTHHTEC M3UCKBAHHA.

7. IPHTEXATEJI HA PASPENIEHUETO 3A YIIOTPEBA

@oprekc Hytpaciotukanc OO

yi. Ilpoxnaned kvt Ne 10,
Codms 1362, brnrapus

8. HOMEP HA PAZPEIIIEHHUETO 3A YIIOTPEBA

Per. Ne: 20210103

9. JIATA HA ITbPBO PA3BPEINIABAHE/TIOJHOBABAHE HA PA3PEINIEHHUETO 3A
YIOOTPEBA

Jara na mepBo pazpemapane: 27 anpun 2021 r.

10. JATA HA AKTYAJTM3HPAHE HA TEKCTA

03/2023




