KPATKA XAPAKTEPHUCTHKA HA ITPOAYKTA

1016/ HUTENHA ATERLNS 10 JEKAPCTBATA
1. UME HA JJEKAPCTBEHHS TPOAYKT KpamKka Xapakmepucmuka Ha Npogyxma - (IpuaoeHue 1

leM Pez. Ne ....... ’601.210/% ......................

JTUAPH]I ITPO 2 mg Tabnerku p—

DIARID PRO 2 mg tablets | Paspewenue Ve o o
BG/MA/MP - Bl C L
OgOBPEHUE M ..veeisiisesiniiiiasan 7

2. KAYECTBEH H KOJIMYECTBEH CbCTAB
Besika TaGnerka cbabpika 2 mg sonepaMuaoB xuapoxnopua (loperamide hydrochloride).
INMomoiHK BelllecTBa C M3BECTHO JIeicTBHE: NaKTo3a MOHOXMApaAT. Besaka Tabnerka chabpika 96,53 mg

J1aKTO3a MOHOXHJIpaT.
3a NMbJHKA CNIUCEK HA MOMOILHHWTE BELECTBA BHKTE TOuKa 6.1,

3. JEKAPCTBEHA ®OPMA

Tabnerka.
Benu mo moutu 6enu, Kpbrilk, IBOHHOM3MbKHAIIK TabJIeTKH, ¢ JHaMeTbp 7 mm.

4. KIMHUYHH JAHHHA

4.1 TepaneBTHYHH NOKA3AHHUA

JHUAPHU]I TTPO e nokasaH 3a CHMNTOMATHYHO JIeYeHHE Ha OCTpa HecneLM(pHYHA W XPOHHYHA AHAPHA.

an MNAUHEHTH C HJICOCTOMHA JIONEPAaMHIAOB XHAPOXJIOpHA CE€ TIpHjlara 3a HaMaisiBaHe 6p0ﬂ Ha
H3XO0XJAaHHATA, KOJIHYECTBOTO HA H3MPaXKHEHHATA H 3a BTbpAABAHE HA KOHCHCTEHLHUATA UM.

JTUAPU]I TTPO e noka3aH npu Bb3pacTHHU U Aeua Hafg 6 rOAHHH.

4.2 Mo3upoBKA M HAYHH HA NPHJIOKEHHE

20314 pOBKa

Bu3pacTau 1 aena Hag 6 roguHy

Ocmpa duapus: HavanHara no3a e 2 tabnerku (4 mg nonepaMM0B XHAPOXJIOPHA) MPH BB3PACTHH H |
tabnetka (2 mg) npu neua Haz 6 roauHu. JleuenneTo npoabmxkasa ¢ npyem no 1 Tabnerka (2 mg) crnexn
BCAKO IMOCJIEABALLO W3XO0XKAHE C pAAKA KOHCUCTEHLIUS.

Xponuuna duapus. HavyanHaTa no3a e 2 tabnetku (4 mg) AHEBHO NMpH Bb3pacTHH H | Tabnetka (2 mg)
npu Jeua Hag 6 rogvHu. Ta3u HadanHa 103a Moxe Aa Obie MpOMeHeHa ¢ LeJ NocTUrate Ha 1-2 TBppau
M3XO0K/1aHHA JIHEBHO, KOeTO OOMKHOBEHO Ce MOCTHra ¢ noaaspxaiia go3a 1-6 tabnerku (2-12 mg)
JIHEBHO.

MaxkcumanHara 103a 3a Bb3pacThH e 8 Tabnerku (16 mg) nnesno. He npuemaiite noseue ot 8 Tabnerku
Ha JIeH. S

[pu neua Han 6 roauuu nosata TpaGea na 6bae crnpamo TenecHoTo Terno (3 Tabn
TpsaGBa na ce npeBHiLaBa 103aTa oT § TabneTku Ha JeH.

|
ITauKeHTH B cTapyecka Bb3pacT \\ ;




He e HeoOxo11Ma KOpeKUHA B 103aTa NPH MAailHEHTH B CTApUECcKa Bh3PacCT.

bubpeyno yppexkaare

He e neobxonuma kopekuus B no3ara npi 6LOpeYHo yBpesIaHe.

YeproapobHo yepexjaHe

Bbnpekn ue HAMa HalMyHM QAPMAKOKMHETHYHM AAHHH 33 MALMUEHTH C YepHOApoOHO yBpernaHe,
JAHAPHU [TPO Tpadea aa ce W3nonsea ¢ NOBUUICHO BHUMARHE MPH TAKKMEBA NAUHEHTH, NOPAaU HAMANEH
meTaboan3bM Ha MbPBO NpeMuHaBaHe (Bx. Touka 4.4).

Heua nog 6 rogvHu

3a NCYCHHE C IONePAaMHIOB XHAPOXI0OPHAI [IPH aeua 1ioa 6 FOOHHH, TpﬂﬁBa Ja ce H3Inoa3Bsa noaxoaana
(apMaueBTUYHA Popma.

HayuH Ha NpUIOKEHUC

Mepopanyo npuackeHue.
Tabnetkure TpﬂﬁBa Jd Ce Mornsilat €M C MOJJOBHH Yallia BOja.

4.3 TIlporuBonokazaHus

JAUAPU]T T1PO e npoTvBonoxasaH npv NAUMEHTH C M3BECTHA CBPBLXYYBCTBUTEIHOCT KbM
JonepaMHIOB XHAPOXIOPHI WIH HAKOE OT NOMOLUHHTE BELUECTBA, H36p0€HH B TouKa 6.1.

HHAPHI T1PO He TpaDOsa aa ce u3non3ea nNpH aeua noa 6 roaHu.
JHUAPHU]I [TPO He Tpabsa 1a ce M3M0A3Ba KAaTO HAYAMHA TEPanUA MpH:

— MAUHEHTH C OCTpa AM3ICHTEPHUA. XApPAKTEepH3Upawa ce ¢ KPbB B W3NPOKHEHHATA U BHCOKA
TeMIepaTypa;

— TMALMEHTH C OCTbP YJILEPO?eH KOMHT WIH MCeBIOMEMOpaHO3eH KOMHT, B Pe3yNTaT Ha feqHeHHe ¢
AHTHOHOTHLIH,

— NAUMEHTH ¢ OAKTEPUANICH CHTCPOKOJIUT, VIPUMHHEH OT HHBA3HBHH OPraHH3MH, BRIKOYHTENHO
canMoHena, wurena v kamnunobakrep.

JAHAPHJ [TPQO ne Tpabsa Aa ce v3nonzea 3a Npe0TEPaTABAHE HA HHXHOMPAHETO HA NepUCTAITHKATA
nopajy pycKa OT 3HAYHTENHM MOCNEACTBHA. BKTHUHTENHO HIEYC, MErAKOAOH M TOKCHYEH MErakoloH.,
[TpuemsT Ha JIMAPU/T [TPO Tpabea 1a ce npeycTaHOBH He3abaBHO, aKO ¢ pa3Bue 3aNcK, N0AYBAaHE Ha
KOpeMa WIIH YpeBHA HEMPOXOIWMOCT.

4.4 CneunanHu npeaynpe:xieHnd H NpeANazHH MepKH NPH YnoTpeba

JleueHueTo Ha AMApHA © NOMEPAMUIOB XHIPOXAOPHI € cuMmiToMatHuno. HyxHo e 1a ce onpeaenu
€THONIOrHATa HA JHAPHATA, 3a [Ja €€ MPH.I0XKH NoAX0adluaTa TeEparnu . an XPOHHYHH BHINANHTETHH
3&60H5IBBHH$I. JOoNEpaMHUIOBR XUAPOXIAOPHUA MOXKE 3a CKPHE CUMATOMHUTE HA OCTPO BINCLIABAHE.

[Ipr nauuenTy ¢ anapus, ocoDeHo NpK AeLa, € BEIMOKHO Jd HACTBIHU BOIHO-eNEeKTPOIHTEH AeDULIHT.
B TakuBa Ccoyuad NpUIAraHeTO HA NOAXOAAILA BOAHO-CAEKTPOIMTHA 3AMECTHTE/IHA TEPaluA € Haii-
Ba)kHaTa MApka, Jlonepamunoe xuapoxiiopua He TpabBa 1a 6bae naBaH Ha Aeua Ha Bb3pacT 2-6 roJHHH
6e3 nexapcko npeanucaHde H RabNoaAeHUe.

Neuenuero ¢ JUAPHU[ [T1PO Tpadsa aa ce npexpatu, ako ce HabniogasaTt npu
ApyTH npu3HauM Ha 3adaBeHa ypeeHa nepuctantvka. [lpu octpa nuapusd, a
KNTHHHYHO noaobpenue B pamkuTe Ha 48 yaca, mpuemsT Ha IMAPU/T [TPO Tp
MaUMeHTHT 1a NOTHPCH KOHCYITAllHA C JeKap.

Qi sl
B9 f1 Cape




[lpu naumentu cve CITHH. nexysaun ot amapua ¢ JUAPHJ] [TPO, neuenuero Tpabea na ce
NpeycTaHOBY P MBPBHUTE NPH3HAUM HA 10AYBaHe Ha kopema. Crhoblwasar ce U30IMpaHHd cly4aH Ha
3AMEK ¢ (OBHLIEH PUCK OT TOKCHYeH MerakofoH npu naudedtd, Sosuu ot CIMH ¢ uHdexkuunoseH
KOJIMT, MPeaH3BUKaH OT DaKTepUalHH MK BUPYCHH NATOTEHHK, IEKYBAHH ¢ TONEPaMUI0B XHAPOXJIOPH.

Hama Hanuuup QapMakoKMHETHYHM JaHHM 32 MAUMEHTH ¢ 4epHOAPOOHO vBpexaave. Buapexn Toea
AUAPH/T TIPO Tpabea ga ce M3n0A3BA ¢ MOBMILUEHO BHMUMAHME MPH TAKKWBA NALMEHTH, MOpaad
peayuupas MeTabonuibM Ha Nbpeo npemuHaBaHe. [lauyeHTuTe ¢ yepnoapobHo yBpexaaHe TpabBa Ja
6b1aT BHUMATEIHO C/IEAEHU 33 MOABA HA TOKCH4HH €PeKTH BhPXY UCHTPATHATA HEPBHA CUCTEMA.

3noynotpeba W HenpasWiHa ynoTpeba. KaTo onuar-3aMecTHTEN, ca OMMCAHU NPK XOpa ¢ HAPKOTHYHA
3aBUCHUMOCT (BK. T. 4.9).

BB Bpb3ka ¢ fipeao3upaHe ca choOLUABAHM ChPACYHHM CLOMTHA, BKIOUBALIM yabikapaue Ha QT-
untepsana u QRS-komnnekca, torsade de pointes. [peno3upaHero MoXe 1a AeMacKHpa CbLUECTBYBALL
CUHAPOM Ha Brugada. Hikou 0T caydauTe ca uManu retajied u3xod (8x. 1. 4.9). [lauuerrure ne Tpabsa
13 HaJBMLIABAT NPENOPBLUMTENHATA 4034 H/WIM NPENOPLUAHATA MPOABIKHTENHOCT HA ICUCHHE.

KomOunaunaTa Ha BMCOKa 4033 NOHEPAMMIOB XUAPOXJOPHA C JIEKApCTBA, KOUTO HHXWOUpar P-
FIHKOMPOTCHH (XMHH,E[HH, PHTOHABHUp, LUKIOCMOPHH, BEPpAITaAMHI H HAKOHW MakpOlIUIAHU aHTHOMOTHUH
KaTo epUTPOMMLKH H KJIAPUTPOMHLIMH), TpADBa A2 ce U3I10/13BaT C MOBUILEHO BHUMaHHE (B, T. 4.5).

HanuyHu ca orpaHiyeHd TaHHH OTHOCHO JIEYEHHETO Ha Jeua Nox 6-roaMiuHa Bb3pact (k. T. 4.8).

AHUAPUA PO chavpxka nakroza. [laumenTtd ¢ peakd HacnencTBEHU NPoGAEMHA HA HENMOHOCHMOCT KbM
ranakTos3a, MbJieH NakTaseH Ae(nUUT WIH MIOKO30-ratakrosHa Manabcopbuuns He Tpabea aa npuemar
TOBA NEKapCTBO.

AUAPHI IMTPO cbavpxka no-mManko oT | mmol uatpui (23 mg) Ha TabaeTka, T.e. MOX}E Oa ce KaXKe. He
NpaKTHYECKH HE ChALPXKA HATPHH.

4.5 BsaumoaeiicTBHe c APYIH JeKAPCTBEHH MPOIYKTH H APYTH GopMH Ha B3auMonelicTBHe

Twit KaTo X0J1eCTHPAMHHBT BEPOATHO HamMansea abcopdumsTa Ha JTorepaMUIoB XU IPOX/A0PHI, He OHBa
Ja ce npu/iaraT eIHOBPEMEHHO, a HA HHTEPBAJIM OT HAKOJIKO Yaca.

HektuHuuHM JaHHW MOKa3BaT, Ye fJonepaMHALT (peicTaBissa  P-raukonporenHor cyGerpar.
ExnoBpeMeHHOTO npuiokeHWe Ha donepamui (16 mg xkaTo eaHOKpaTHAa 103a) ¢ XWHHAHH WIH
PUTOHABHP, KOMTO ca P-rAMKOnpoTEMHOBM MHXUGMTOPH, BOAM 0 2-3-KpaTHO MOBMILABAHE HA
NIa3MEHHTE KOHUCHTPAUKH Ha nonepaMui. Bb3MOKHO € Aa ce Moay4H U YBe/lMueHo pazfpeencHue
KbM LCHTPAIHATa HEPBHA CUCTEMA.

Korato nonepaMu10B XMAPOXIOPHA € IPHITOMKEH B NMPENOPBUHTETHH 103K, HE € W3IBECTHO KJIWHUYHOTO
3HaYeHHWE Ha Te3d (PAPMAKOKHHETHYHM B3aUMOICHCTBMA € P-raMKonpoTeHHOBHTE HUHXHOHTODH.
CbutecteyBa puck oT HamaseHa 4yBcTBUTENHOCT Ha LIHC kM BeriieponeH QHOKCHA W 10 TO3H HAYMH
MODKE /12 okayke eeKT BbpXy AHLIAHETO (Bx. T. 4.4).

KomMOHHauRATA Ha ToNepaMHAOB XHAPOXIOPHI € BUCOKA J03a W IEKapeTBa, KOMTO MHXHOWpaT
P-rnukonpotenH, Hamp. XHHKAKH, PUTOHABHP, UMKIOCTIOPHH. BEpanaMKil M HAKOH MaKpOJWIHH
aHTHOMOTHLUW, Hanp. epUTPOMHMUWH H KIapUTPOMHMUMH. Tpa0Ba Ja ce M3MON3BaT € TOBHILEHO
BHHMaHHe. Tpabea aa ce BleMe npeaB] KOPeKUHA Ha do3aTa (B T. 4.4).

ERHOBpEeMEHHOTO NMPHIOKEHHE HA AONEPAMHIOR XUAPOXIopHA (4 Mg eAMHHYHA 103a) C HTPaKOHA30.1,

MOBHILUABA NJA3MEHATA KOHLEHTPAUMA Ha JonepaMui NpuOIn3IMTEIHO 2 NbTU.
HTPaKOHA30 U rewaGpozym € BBL3IMOXKHO Ra JOBele 10 4-KpaTHO VBeJIHUYEHHUE




(LIHC). wn3mepenn upes McuMxoMoTopuHu TecToBe {T.e. cyOekTHBHAa cwHaMBOCcT # Digit Symbol
Substitution Test).

EaHoBpeMeHHOTO NpunoskeHUe HA NONEPaMHAOB XHAPOXAOPKA (16 mg eaMHHYHA 1033) ¢ KETOKOHA30.,
uHxudutop Ha CYP3A4 u P-raukonpotedHa, BOAM 10 5-KPaTHO MOBHIUABAHE HA {11a3MEHUTE
KOHUEHTPAlMK Ha JionepaMmui. ToBa YBE/IMUYEHHE HE € CBbP3AHO C NOBMUIEHH (apMaKOAMHAMHYUHU
eheKTH. MIMEPEHH Ype3 NYNUAOMETPHA.

E,ﬂHOBpCMEHHOTO JCYCHHE C NCpopancH AC3IMOIPeCHH BOAK A0 3-KpaTHO [MOBHUILABAHE HA NNATMCHHUTE
KOHUCHTpaUKUK H& AC3IMOMNPCCHH, BEPOATHO NopalH 3abapeHa CTOMAUHO-4YPEBHA MOABHMXKHOCT.

[Tpeanonara ce. 4e nexkapcrsa ¢ no2o0HH (hapMaKOROrMYHM CBOHCTBA MOME Ja 3acHaAT edekta Ha
NONEPaMHAOBHA  XMAPOXIOPHA H  4€ JIEKApCTBaTa, KOMTO YCKOPABAT CTOMALUHO-YPEBHOTO
NPeMHUHABAHE, MOTaT 12 HAMANAT eeKTa My.

4.6  DepTHANTET, HPEMEHHOCT H KbpMeHe

bpemenHoct

KAHMHUYHMAT onuT npu OpeMeHHM keHHM € orpaHuved. M3nuTeaHMsTa BBPXY NNBXOBE [MOKA3BAT
noBHilieHa geTanHa CMBPTHOCT [IPK BUCOKH A03H.

Bobnpektt 4e HAMA HHAMKALUMK, Y€ JONEPAMUIOBHAT XHAPOXAOPHA HMMA TEPATOreHHHW MM
€MOPHOTOKCHYHH CBOMCTBA, OYAKBAHMTE TEPAMEBTUMHM Mon3d TpAGBa Aa OBIAT OLEHEHU CMIPAMO
IOTEHLIMAJIHHTE PHCKOBE [IPEAM 1a CE MpUara JonepaMMaACB XHUAPOXIOpK N0 BpeMe Ha OpeMeHHOCT,
0coDeHo Npe3 NbpBHA TPUMECTDP.

Kvpmene

B kbpmarta morar ga apeMuHaT manku konnyectea nonepamui. Cnenosatento, JIMAPH]L [TPO we ce
ApernopbLYBa Mo BPEME HA KbPMeHe.

HKeuure, KonTo ca 6p€MeHHH HJIH KBPMAT, TpH6Ba 1a ObJaT NOCHBETBAHH J1a Ce KOHCYJITHPAT CbC CBOA
JAeKap 3a NOAXOANILO JICHCHHE.

4.7 EdexkTn BbpXY cnocobHocTTa 32 Iodupane n pabiora ¢ MAIIHHH

Toea 1ekapcTBO HAMA BNMAHUE BbPXY WodupaHeTo W padotaTta ¢ MawuHU. Br3MoxkHO € Mo Bpeme Ha
aeuerunero ¢ JIMAPH/I [1PO na ce HabmogasaT yMopa, 3aMafsHOCT WM CHHIMBOCT. [lopaau ToBa e
MpenopbYMTE/THO Ja c€ BHUMaBa npH wodwpaHe Wiy paboTa ¢ MallMHK.

4.8 Hexenanu nexapcTBeHH peakKnHH

HHHHH O KT npqr%'cmwi

BbipacTHH M Jelia Ha |2 M moBeye rogHHH

BesonacHocTTa Ha flonepaMHI0B XHAPOXJIopUA € oleHeHa npy 3076 Bv3IpacTHH U Jeua HAa Bb3pacT Ha
¥ Haa 12 roavHH, y4acTeanu B 3| KOHTPOMWPAHU W HEKOHTROJMPAHM KIAMHHYHHW HM3MIUTBAHAA HA
JonepaMuaoB XHAPOXIOPH, MPHIMKEH 32 JeueHue Ha JuapHa. Ot Tax 26 ca 3a octpa amapus (N =
2755) n 5 3a xpouuuna nuapus (N = 321).

Hait-q9ecto cwoduaeannte (> 1% uvectoTa) Hexenand nexapcTBeHu peakurd (HJIP) B widHMuHM
NPOYUBAHHA C JIONEPaMUIOB XHAPOXJIOPHI NPH OCTpa AMapHs ca: 3anek (2,7%), meteopHism (1,7%),
riasodonue (1.2%) u ragede (1.1%). B k1MHWUYHKTE NpOYHBAHWA MPU XPOHUMHA THApUA

(1.2%).

Tabnuuara nokazea HeXeNnaHW TEKAPCTBEHH PEAKLMH, KOMTO ca choOLIeHH Mpu KHHHH#QE
Ha 10NepaMK,10B XHAPOXNOPHA MPH OCTPA W/ MK XPOHUYHA THAPUA, KAKTO H OT pe3vil
Ha nasapa.



Kareroprure 3a 4ecToTa ce OCHOBABAT HA CAEAHATA KOHBCHLUMA:

Mrnoco vecmu (21/10), wecmu (=1/100 go <1/10), nevecmu (=1/1000 a0 <1/100), peowxu (>1/10 000 ao
<H1000), vroco peoru (<1/10 000), ¢ neuseecmne vecmoma (OT HATMUHHTE 1aHHH HE MOXe na Obae
HaMpaBeHa OLLEHKA),

Huankana

Teaecna cucrema Ocrpa anapusa’ XpoHHYHA OctpatXpounsna

(N=2755) lauapus (N=321) Auapis,

NOCTMAPKETHRIOB ONIAT

HapyweHusa Ha HMYHHATA CHCTEMA

Peakuuns Ha CEPBLXMYBCTBHTEMHOCT,
aHaCl)HIlaKTHHHa peaxunn (BKHIO‘{HTEJ]HO

Peaku

HadUIaKTHYEH WOK), aHa(HU1aKTOWAHA

eakLns
|]-[apyluermﬂ HA UEHTPAIHATA H NepudepHATA HEPBHH CHCTEMH
[ nasobosnue Yectu Heuectn Yecto
BamMasHOCT Heuectn YecTH YecTu
CHHAHBOCT Heyecrun
Baryba Ha cb3HaHHWE, CTYNOP, 3aMBIIIEHO Peaxu

CBIHAHHUE, XHNMEPTOHHA, HEKOODIAHHHUPAHOCT

Hapyuienus Ha 0YHUTE
Mroza Peaxwu
CToMaLIHO-YPeBHH HAPYIUEHRS

3anek, raieHe. METEOPHIBM YectH Yectut YecTH
bonku B kKopema., auckoM$opT B KopeMma, Heuectw Heuectu Heuectu
CYXOTa B ycTata

Boaku B KOpeMa B ropHata 4acT, Heuectn Peskn Hewectn
NoBpLLLaHE

Incnencun Muoro peaku| HevectH HeuectH
Miteyc (BKIHONHUTETHO MAPATUTHUCH HIEYC), Peaku
MerakonoH® (BKIHOYUTEIHD TOKCHYEH

MEraKo10H)

OcThbp NaHKpeaTHT C nemspectHa! C HeWw3BeCTHA

HYECTOTA HECTOTa

HapyileHus Ha KOKAaTA H NOIKOKHATA TEKAH

O6pue Heyvectn




byno3en obpus (BK/IOMHATENHO CHHIPOM Ha Peaxu
Stevens- Johnsons, TokcMUHa enuaepMaiHa
HEKPOIH3a M epyUTEeMa MYATHGOpPME),

AHrKOAEM, YPTHKapus, cbpOex

Hapywenns na 6b0penHTe H THKOYHHTE IBTHILIA

Ba1bpKaHe HA ypHHA Penku

O61mn HApYmIeHHA U e eKTH HA MACTOTO HA NPHI0KEHHE

Vaiopa Penku

3 Broxre T. 4.4 CrieunaiH| Npe1ynpexxaeHra W rpena3Hyd Mepky npu ynorpeba

[leguaTpuuHa nonyaalins

beszonacHOCTTa Ha JIONEPAMHKI0B XMAPOXI0pUA € onpeieneHa npu 607 naunenTy Ha Bb3pacT oT 10 1HK
a0 13 roaMHu, KOUTO ca yYacTBATH B |3 KOHTPOIMpPaHH U HEKOHTPOIMPaHH KIMHHYHHY U3MTHTRAHHA Ha
AoNepaMUIOB XWAPOXIOPHI. MPHIOKEH Npu ocTpa auapua. Hal-o0wo npodunbt Ha Hexenauure
AEKAPCTBEHH PEAKUMK MpW Tasd nonylauus € noaobeH Ha Tod, HaOnoaaeaH B KIMHUUHKTE
[pOYYBaHHA 3a 10NEPAMHUIOB XHIPOXTOPHA MIPH BL3PACTHH H Jelid Haa | 2-roauwiHa BE3pacT.

CpobllasaHe HA N0A03UPAHH HEXETAHH PeakUHH

ChobuiaBaHeTo Ha 110/103MPaHH HEXKENaHH peakury clesl paspeilaBaHe 3a ynoTpeba Ha JlekapcTBeHUs
npoaykT ¢ BaxkHo. Toea Mo3BoNdRa jJa NPoOALMKH HaONIOAEHUETO HA CHOTHOLIEHHETO NOM3a/pUcK 3a
nekapcTBeHUA MpoayKT. OT MeJAULIMHCKUTE CHELHANNCTH Ce HBUCKBA J1a CHOOLLABAT BCSKA M0103MpaHa
HEXKEJIaHa peakuma pes:

HanbauMTENHATA areHLMa No nekapeTeara

yn. . Jdamsau ['pyes Ne §

1303 Codpus

Ten. +359 2 89034 17

yebcaidT: www.bda.bg

4.9 [Ilpenonpane

Cusmmonu:

[Tpu npenosupane (BKTOHHTENHO OTHOCHTEIHO MPEAO3HpaHe, TIPUMHHEHO OT  4epHOAPODHO
YBpeK1aHe) € Bb3MOXKHO Ja HacTbiMH noTHckaHe dyHkunuTe Ha LUHC (cbHauBoCT, HapylieHuA B
KOOPAMHAUMATA, MMO33, MYCKY/HA XMOEPTOHWA K peclHUpaTopHa Jenpecut), anatua, 3aMasHocT.
o0bpKBaHe, XAMOLUHWHALKK, 3ary0a Ha CH3HAHME, KOMA, arHes, MOBHLIEH HAH NMOHHXKEH MYCKYEH
TOHYC. XHNEPr/IMKeMHUA. raaeHe, NOBPbLUAHE, 3aNeK. 3abpAaHe Ha VPUHA 1 wieyc. Jleuarta B cpaBHeHUe
C BB3PACTHHTE €& [10-4YBCTBHTENHH KbM edekture Bopxy LIHC.

Ilpu xopa, NpHeny cBpBXI03H JONCPAMHIOR XHIPOXIOPHI, ca HabI01aBaHH ChpAEYHH CHOMTHR KaTo
yabmkasaHe Ha QT-unrepeana u QRS-koMmnnekca, torsades de pointes, npyrv CepHOIHHM KaMepHH
APUTMHH, CTIMPAHE HA CBHPAEYHATA AeHHOCT M cHHKOM (Bixk. T. 4.4). Mma cwobimenus W 3a cayuau ¢
JeTaneH uixon.

[Mpeao3upaHeTo MOKe 1a JeMAcKMpa ChLUIECTBYBAW CMHAPOM Ha Brugada.

Hevenpe: f S\M AE:
B ciy4aun Ha rmossa Ha OPU3HALIM HA NIPEA03HPaHE KATO AHTUAOT MOKE Ja Ce MPUNOKH,] b ‘
KaTo JOMNCPaMHIOBHAT XUAPOXIIOPHT ACACTRA NO-NIPOABIKMTENHO OT HATOKCOH ( | -3 y3ca), . _'\.

CHMIITOMATHYHO.



5. ®APMAKOJOTHYHU CBONCTBA
5.1 <PapmakoAHHAMHYHH CEOHCTBA

dapMakoTepaneBTHUHA TPyNa: AHTUNPOMYICHBH
ATC koxo: AO7DAO3

MexaHH3IBM Ha JeicTBHE

JlonepaMHAOBHAT XHAPOXJIOPHA C& CELP3BA C ONUATHHTE PELENTOPH B MpeBHATA cTeHa. B pesyarar Ha
TORA TOM HHXUOWpA OTAENAHETO HA AUETHAXONMH H [IPOCTAraHAHHM, KATO MO TO3H HAYHH HAManARa
NpoMy/ICHBHATA MEPUCTANTHKA W yABIXKaRa TPaH3MTOPHOTO BpeMe npe3 ucpeata. Jlonepamua
NOBHIIABA TOHyca Ha aHanHHA C(bHHKTep, KaTO TAKd HAMAJABa HECHOCOGHOCT‘Ta 34 3a111;p>lca|-[e 7
HapPEKCHHUETO,

52 dapmMaKkOKHHETHYHH CBOHCTBA

Abcopbuus
[Mo-ronsMara 4acT OT (PHETHA ROMEPAMUIOR XUAPONJIOpHA ce abcopbupa OT YepBaTa, HO B pe3yaTar

Ha MeTad0sIH3IMa NIPH TBPRO NPEMHHABAHE, CUCTEMHATA HUOHANMYHOCT € camo okono 0,3%.

Pasnpenesenve
[TpoyurauunaTa 3a pasnpejeleHue NOKA3BAT BUCOK apMHUTET KbM UPEBHATA CTCHA, C NMPEANOYHTAHUE

34 CBBLP3BAHE C PELENTOPHTE HA HAATLKHHA MYCKYJieH ¢10ii. CBbp3BAHETO HA JIoNepaMMIOBHA
XHAPOXJIOPHA € NAa3MeHMHTE NPoTenHKU € 95%, rnaBHo ¢ anbymuH. [IpenkanHNYHNTE JaHHY Mokaseart,
ye NONEPaMHAOBHAT XHAPOXJIOpHA € P-rankonporenHos cyOcTpar.

MeTabonu3nm

JlonepaMHAOBHAT XHAPOXIOPH/ MOYTH HAMTBIHO CE M3BJIMYA OT YEpHMA Apol, KBLAETO OCHOBHO Ce
MeTabonKH3Kpa, KOHKOrMpa W oTAeAs upe3 iubukara. JlonepamuabT ce metabonu3Mpa riasHo 4pes
okucnuTenHo N-gemetunupane upez CYP3A4 w CYP2CS. Tlopanu MHOro BHCOK e(EKT Ha Mbpao
NPeMHHABAHE, NJIA3MEHHTE KOHUCHTPALIWK HA HENPOMEHEHOTO NEKAPCTRO CA HIKIHOUHTEIHO HHCKH.

EnvmuHupaHe
BpeMeTo Ha NnonyKUBOT Ha JIOMEPAMHIOBHSA XHAPOXJIOPUA NPy yoBeka e okono 11 yaca (B paMkuTe Ha

9-14 uaca). OTaeNAHETO HA HENMPOMEHEHHS JONEPaMHI W HEroBHTE METalO/IMTH CTaBa MMABHO upes
tbexanuute.

5.3 [Ilpeakanuun4nH AaHHH 332 OezonacHocT

H3cnesnsanuaTa 3a OCTPH M XPOHHYHK PEAKLIHKM HE MOKA3BAT creurPUYHA TOKCHYHOCT.

Peszyaratvute OT in vive W in vifro NpoyuBaHWA MOKA3BAT, Y€ JOMEPAMHAOBHAT XMAPOXJIOPUA HE €
FEHOTOKCHYEH.

JlonepaMMAOBHAT XWAPOXJIOPHI HAMA 3HAYWMH €AEKTPOPH3HONOIHYHM edeKTH BbPXY CBHPUETO B
TEPaneBTHYHO MPHIOKHUMHA OOXBAT HAa KOHUEHTPAUMH H NPH 3HAUMTENHM, KPaTHHW HA TO3M 0OXBAT
CTOHHOCTH (A0 47 nbTH). Bbnpekd TOBA, MpH HM3KIIOUHMTEIHO BHCOKH KOHLEHTPAllUH, CBBLP3aHHM C
npenosupare (Bx. T. 4.4), JONCPAMHIOBHAT XHIPOXIOPHA HME €NEKTPODHUIMONOTHUHO ASHCTBUE BLPXY

ViVe M in Vitro MoZg/IM NPH KUBOTHH.
BucokuTe 1031 Ha nonepaMuace xuapoxiopua - 40 mg/kg Ha aed (20 obTH no-



CPaBHEHHETO Ha TellecHaTa MNOBbPXHOCT), HE NOKa3RaT edeKkT BbPXY 3APABETO Ha MaiikaTa MM mroja u
HE OKa3BaT BIMAHHE BLPXY NEPH- U MIOCTHATATHOTO pa3BUTHE.

6. PAPMALUEBTHYHH JAHHHA

6.1 CuoHcbK Ha NOMOUIHHTE BellECTBA

JlakTo?a MOHOXHAPAT

LlapeBuuHO HHWECTE

YHacTH4HO NpeenaTMHH3MPAHO LAPEBHYHO HHULLIECTE

Kpockapmenosa Hatpui

Cunuuues AMOKCKH], KONOUAEH Be3BoaeH

MarHeuep cTeapat

[Moeuaon K25

6.2 HecnBMecTHMOCTH

Henpunoxumo.

6.3 Cpok na rognoct

3 roauHu.

6.4 CpennaaHu YC10BHA HA ChbXPAHEHUe

be3 cneumranHu ycioBua 3a chXpaHeHue.

6.5 BHa M chALPKANHE HA OTIAKOBKATA

JAUAPUJT ITPO ce npeanara B kapTOHeHa KYTHA, chabpxawa | unu 2 6nuctepa ot 0o,
Henpospauno PVC/PVDC/Alu doauo c no 10 tabneTky Bceku, 3aelHO ¢ IUCTOBKA 3a NalHeHTa.

He BcHuKkM BHI0OBE OMaKOBKH Morat Aa HbJaT NMyCHATH Ha fasapa.

6.6 CoeuHa/jiuM nNpeINazHH MEPKH [IPH H3IXBBLJ/IsSHE

Heuznon3paHuaT JekapcTBEH NPOIYKT HIM OTNAABLYHUTE MAaTEPHAIM OT HEro TpAOBA Ja Ce UIXBLPIAT
B CLOTBETCTBHUE C MECTHHTE H3HCKBAHUA.

7. IPUTEXKATEJ HA PASPEUMIEHRETO 3A YIIOTPEBA
Poprexc Hyrpaciorukanc OO0/

ya. [lpoxaasen ket Ne 10

1362 Codwma, bearapus

8. HOMEP HA PAZPEUIEHHETO 3A YIIOTPEBA
Per. No 20210103

9. JATA HA IBPBO PAIPEHIABAHE/IIOJHOBSABAHE HA PA3PEILIEH Q:
YIIOTPEBA oo




JHara Ha mepeo pazpewaBane: 27 anpun 2021 r.
Jlata Ha nocsieHO NOAHOBARAHE:

10. TATA HA AKTYAIM3HPAHE HA TEKCTA

03/2026




