KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1.  WUME HA JEKAPCTBEHUSI ITPOJAYKT 2 vovos 7

Amutpuntunnn MAWUJIAH 25 mg o6BuTH TabneTku
Amitriptyline MYLAN 25 mg coated tablets ;/j (/ 0 6 -03- 2026

2 KAYECTBEH U KOJIMMECTBEH CbCTAB

Bcesika oGBuTa TabneTka cbabpka 25 mg aMUTPUIITHIMHOB XUapoxaopua (amitriptyline
hydrochloride).

[loMOLHK BeLecTBa C U3BECTHO JAEHCTBUE: JTAKTO3a MOHOXHM/ApaT, 3axapo3a, [ToHco 4R yepBeHo
(koxuHH yepBeHo A (E124)), OpuasiHTHO yepHo.

3a NbJHUA CIMUCHK HA NMOMOLIHUTE BELIECTBA BUKTE TOUKa 6.1.

3: JIEKAPCTBEHA ®OPMA

(OoOBuTa TAaONIEeTKA

Kpbriim, ABOHHOW3MbKHAIW TaO1€TKH, CBET/IO BULLIHEBH Ha LIBAT.

4. KJIMHUYHU JAHHHA

4.1 TepaneBTHUYUHH NOKA3ZAHHUSA

Amurpuntunud MAWJIAH 25 mg oO6BuTH TabsieTKH ca rnoka3aHu 3a Jie4eHHe Ha CHMNTOMM Ha
JETNPECHBHO pa3CTPOMUCTBO, OCOOEHO NMPpHU HEOOXOAUMOCT OT CEJaTUBHO JE€HCTBHE.

4.2 JloO3HpOBKA H HAYHH HA NMPHJIOKEHHE

Jlo3upoBka

Bw3pacmnu u ioHowu Ha eb3pacm Hao 16 2o0unu
Jleyuenuero TpadbBa na 3anoyHe ¢ 50 mg 1o 100 mg AHEBHO, NpHIaraHK KaTo e1HOKpaTHa J103a Nnpe/u

JAraHe HJIH pa3sAC/ICHH B HAKOJIKO I[IPpHEMA.

Jlo3ara TpsibBa na Obje yBelMyaBaHa NOCTENEHHO A0 NOCTUraHe Ha HeoOxoaumus edekr. Haii-
BHCOKATa JIHeBHa /103a 3a amOynatopHo jsedyeHue e 200 mg.

[Ipu nocTurane Ha HeoOXoaAUMHUA edekT, no3aTa ce NOHUXKaBa MOCTENEeHHO A0 HaW-HUCKaTa epeKTUBHA
noaabpakaula ao3a (ooukHoeHo S0-100 mg AHEBHO).

JIHeBHaTa j103a ce npuema B OTAEHHU 103U, 2 10 4 NbTH AHEBHO WJIM KAaTO eAHOKpaTHa ao3a. [Ipu
€IHOKpaTeH JAHEBEH NMpUeEM ce npernopbusa rpunoxkeHue seyep (50-100 mg npeau naraue), nopaau
CelaTUBHUA U CbHOTBOPHHUA €(EKTH Ha JIEKApPCTBOTO.

[layuenmu 6 cmapuecka 6v3pacm
[Ipu naumMeHTH B cCTapyecka Bb3pacT Haa 65 roauHu JeyeHHeTo TpsaOBa aa 3anoyHe ¢

75 mg.

JlozaTta TpsabBa na Obae yBesiMuaBaHa NoCTENEeHHO, KaTo e B3eMa IpeABU/ KIUH
NMalUMEeHTUTE M JaHHUTE 3a HernoHocumocT. Hal-Huckara epekTHBHA 103a npU na



Bb3pacT MOKe Aa Obae ABA MbTHU MO-HUCKA OT J03aTa, HeOOX0aAMMA NPU NO-MAAIH NALKUEHTH.
XPpaHeHeTO HE 0Ka3Ba BIIMAHHUE BbPXY €(peKTUBHOCTTA HA NEKAPCTBOTO.
3a aa ce uabernar peUUAUBH, NPENOPBLUHTEIHHAT NEPUOL Ha J1eUeHUE € OT 3-6 Mecewa.

[IpoMsHa HA NEYEHHUETO

Toau fiekapcTBeH NPOAYKT MOXe Aa Ob/I€ 3aMEHEH C APYT NEKAPCTBEH NPOAYKT, CbAbPIKALI
AMUTPUITTUIAKH, WK C APYr AMUTPUITTHAMH, aKO Ta3H NMPOMAHa ce U3BbLPLIBA Mo HabAloAeHHE Ha JieKap.

HayuH Ha MPUNOKEHHUE

[TepopanHo npunoxeHue.
Tabnerkure TpabBa na ce nornswAT ¢ BOAA.

4.3 IIporusBonokazaHuf

e CBpbX4YBCTBHUTEIHOCT KbM @KTHBHOTC BELIECTBO MM KbM HAKOE OT NOMOLLIHHWTE BELIECTRA,
u3bpoeHn B Touka 6.1.

e CHDPDI.I]EH HH(prKT Hd MUOKapAa, HapYUWICHNA Ha aTPHOBCHTPHUKYAapHaTa i1pOBOOHUMOCT,
HapylulcHHWA Ha CHPACYHHUA DHTHBM.

¢ EJQHOBPEMEHHOTO JIEYEHHE ¢ MHXHOUTOPH HAa MOHOaMUHOOKCHAa3a (MAO-uHxubHuTOpH).
o Texka uepHoapoOHA HEAOCTATHHHOCT.

4.4 Crnennaany npejynpexieHus H npeanasHn MepKkH NpH ynorpebda

Yawnxkapare Ha QT-uHtepsana

JloknaneaHu ca cnydaM Ha yabokasave Ha QT-uHTepBana U apuTMHAL,

[Ipn naLMeHTH ¢bC CHTHUPHKAHTHA Opannkapans, ¢ JeKOMIEHCHPaHa CbhpaevHa HEAOCTATBUHOCT HITH
MpU TAKUBE, KOMTO E€AHOBPEMEHHO NpPUEMAT neKkapcTBa 3a yabmkaBaHe Ha QT-uuatepeana ce
Mpenopbusa NOBULLIEHO BHHMaHHKe.

AKO € BBIMOXHO, MPUEMDBT HA JIEKAPCTBEHMA MPOAYKT TPpAOBA da C€ NPeKpaTH HAKONKO JHW Npeau
OnepalMA; ako chelHa onepauus € Heu3OexkHa, aHeCcTe3HoNorsT TpadBa aa 6bae MHPOpMHpaH, He
MAaLMEHTHLT CE IEKYBA C AMUTPHITTHUIIHH.

HeoGxoauMo e NOBHILIEHO BHHMAHHE, AKO AMHUTPUNITHIKH C€ NTPUAATra NPU XMNEPTHPEOUAHH MAaLIMEHTH
MY TAKHUBA, KOMTO MIPUEMAT IEKAPCTBEHH NPOJAYKTH 32 NeUeHHe Ha LWIMTOBH/IHATA XK1e3a.

BHe3zanHoTO cnupaHe Ha TepanuaTa, cjieql MPOAb/LKHTEHA ynoTpeda, MoXKe Aa Npeanu3BHKa CHHAPOM
Ha OTHeMaHe. 3a aa ce W3berne To3u edeKT, CAUPAHETO Ha NEKAPCTBEHUA NPOAYKT TpAbRra aa ce
W3BBPLUY MOCTEMEHHO.

npeﬂDquBﬂ CC NMNOBHIUNCHO BHUMAHHE IPH IMALHUCHTHTE, KOUTO CTPAJAAaT OT 3aKpHUTOLIbJIHA I'NIaYKOMA
(B'LTPEO‘-IHDTO HaAAraHC MOXKC Aa CC IIGBHH.IH) WM OT obcTHMaUUA.

[Topaay XONUHOIUTHUYHKTE CBOMCTBA HA AMUTPUNTHUIIMH, TIEHEHHUETO Ha AALMEHTH, C YTOJigy Aunst 7,

MONOBH HUTe3u, TpAGBA 1a ce OCBLUECTBABA C NOBULLIEHO BHUMAHUE (yBEIMYEHA YpUHHA ZA BT,
., /9

[Ipu nauneHTH ¢ HUNONAPHO PasCTPOUCTBO, AMHTPUNTHIINH MOYKE 14 YIECHU NPEBKITHUSAE

MaHHitHa ¢aza.

TeXKH KOXHU peaKiuu




Texxu koxxHn HexenaHn peakun (SCARS), BKITIOUMTENHO IeKapCTBEHA peakUUs ¢ €03UHOPWINA H
cucteMHy cumirroMu (DRESS), xonTo Morat aa 6baat >kMBOTO3aCTpalllaBallii MK NETaIHH, ca
CboOLIEHH BbB Bpb3ka C JIEYEHHETO C aMUTPUNTHINH. [loBeueTo OT Te3n peakUMH ca HACTBIIMIIH B
paMKuTe Ha 2 1o 6 ceaMuLM,

[lpu npeanuceaneTo nauueHTuTe TpabBa aa ObaaT HHPOPMHUPAHH 3a NPH3HALMTE U CHMIITTOMUTE W Aa
Obaart HabnoaaBaHU BHUMATENHO 33 KOXKHHM PEaKLIUHK.

AKO C€ NOABAT NPHU3HALK H CHMINITOMH, MPEANnoarally TE3H peaklnu, NprUIoKEHHETO TpaOBa na ce
cnpe He3abaBHO, neueHneTo ¢ AMUTpunTiINH MAWJIAH npu To3u nauMeHT HUukora He TpadOBa Aa ce
NoAHOBABA W TPAOBA 1a ¢ce OOMUCTH aNTEPHATHBHO NeueHue (cnopen cnyuvas).

IToMOLIHHM BeLllecTBA € UIBECTHO AEUCTRBUE

To3n nekapcTBeH NpOAYKT CbAbPAKA JIAKTO3a M 3axapo3a. [lauueHTn ¢ peaku HacneacTBeHH MpobneMy
Ha rajakTo3Ha MAHW GPYKTO3ZHA HEMOHOCHMOCT, MbJEH JIaKTazeH [Ae(HUMT, MIOKO30-ranaKTo3Ha
ManadbcopOuLuUs K 3axapo3Ha H K30MAITO3HA HEAOCTATbYHOCT He TpaOBa Ja nNpueMar TOBa JIEKapCcTBO.

To3u nekapcTaeH NPOAYKT Cbabpika a3zo ouseTuTen — [loHco 4R yepBeHO (KOXHMHHAN YepBeHO A) H
OpWIAHTHO YEPHO, KOUTO MOraT Aa NPEON3BHKAT aNCpruuHyi pPeaKUuH.

4.5 BiauMoaeHcTBHE C ZAPYIH JIEKAPCTBEHH NPOAYKTH 4 ApYrH GopMH HA B3aHMOaeHCTBHE

EQHOBPEMEHHOTO MPUIOKEHNUE HA aMUTPUITHIUH ¢ MAO-HHXUOUTOPH MOXe 1a /l10BEAE 10 HEXETAHH
e(heKTH KAaTO XUITEPTOHHSA, XHIIEPTEPMHA U KOHBYJICHH.

AMHTPHHTHJ]HH HE C€ IIPENOPBYBA B KOMOHHALMUA CBC CUMMATOMHUMETHYHHU CpEOACTRA.
HEOﬁKOﬂHMO € NMNMOBHUWEHO BHHMAHUE MPH NPHIIAraHETo Ha aMHTPUINITHIIUHH C XONMHHOJAHTHLUH W/ U
XOPMOHH Ha INHTOBHAHATA XKC34, NOPaadH Bb3MOXKHH HCXCNAHH PCAKLIUA.

AHECTETHLUTE, fipUllaraHH Nno BpEMEC Ha TEpalina € TpH/TeTpal.lH!{ﬂH'-lHH dAHTHACNPECAHTH, MOT'aT N1a
NOBHLIAT PHUCKa OT apHTMHH.

KoMOuHaLMK, H3UCKBAIUM NPEANa3HKY MEPKU Npy ynoTpeda

Henpecant Ha LITHC: AMUTPUNTUIHH MOXE Ja 3aCHIH CEAATUBHUTE €eKTH Ha afIkoxona,
Oapburtypatute 1 Apyru aenpecantd Ha LIHC.

TpyunknUYHHUTE AHTUAENPECAHTH ce MeTabonuaupar B uepHusa Apod oT cucreMara Ha uMroxpom P450
2D6. JlekapcTBeHHMTE NPOAYKTH, MHXHOMpPALIM aKTUBHOCTTA Ha Ta3H CHCTEMA (XHHUIWH H UMMETHAMNH)
H Te3W MeTaboNH3NpaHH OT CUCTEMAaTa Ha UUToXpoM P450 2D6, morat na noBHILAT niasMeHHWTE HHBA
Ha TPHLMKIHYHHTE RHTHACMPECHTH.

[Ipenopbusa ce MOBUILIEHO BHUMAHHE B CYYAUTE Ha €AHOBPEMEHHO MPUIIOHKEHHE Ha aMUTPHUNTHIHH C
OYNOKCETHH, YMepeHO MoLUEH UHXHOuTOop Ha CYP2D6.

AMHUTPHIITHIMH, H3NON3BaH B KOMOWHAUHUA C QEHTAHWI U CEPOTOHUHEPIHUHH JieKapcTBa, KaTo
CENEKTUBHH UHXHOUTOPH HA 0DpaTHOTO 3axBallaHe Ha cepoTOoHUHA (SSRI), cenexTUBHU KHXUOUTOPU
Ha 0OpaTHOTO 3aXBalllaHE Ha CepOTOHHUHA W HopaapeHanuHa (SNRI), HHXxubutopu Ha
moHoaMuHookcuaaszara (MAQO), TpuuuknuuHu antHaenpecadTd (TCA) M MupTazanuH




[IPHYHHH CEPOTOHHHOBA TOKCHHHOCT (MOpaaH MOBHILEHN KOHLIEHTPAUXH Ha CEPOTOHHH B CHHANCA).
CEpPOTOHHHOBHAT CHHAPOM € BEPOATEH, ako ce HabAK04aBa HAKOW OT H3OPOEHUTE CHMIITOMM:

CNOHTAHEH KJIOHYC,
WHAYLMpPAH KIOHYC WK CMOHTAHEH OYeH KJIOHYC C XXUTAUMA WK Anadopeaa;
TpPEMOp U Xuneppediekcus;

XHUNEPTOHHA U TeNecHa Temneparypa > 38°C, Wik HHAYUHMPAH OYEH KIIOHYC.

4.6 @epruaurer, OpeMEeHHOCT H KbPMCHE

bpeMeHHOCT
[Ipunaranero va nekapcTBEHHA NPOAYKT AO BpeMe Ha OpeMeHHoCT Tpadsa aa ce oOMHCNA OT nekap,
CaMO aKo NOTeHUHAHATa NoN3a 32 MalKaTa rpeBUiLiaBa NOTEeHUHANHUA PUCK 3a IUTOA.

KnpMeHe
Tpsabea na ce B3eme pelseHne aanu Amurpuntind MAWJIAH ga ce npunara no speMe Ha KbpMeHe,

KaTo ce B3eMaT NpEABHA MO/3aTa OT KbPMEHETO 3a AETETO MU MOJI3aTa OT TeparusaTa 3a KEHara,
4.7 EdexTn BbpXy cnocobnocrTa 3a modpupaHe u padora ¢ MAIUHHH

AMUTPUNTUITHH MOXKE [1a UMA YMEPEHO 10 3HAYHTETHO BIUAHHE BbPXY CcnocobHOCTTa 3a modupaHe U
pabota ¢ MallMHHU. MoraT aa ce NOABAT XaNoLUHHAUWH, CHHIMBOCT.

4.8 HexcenaHK J1eKAPCTBEHH peaKIHR

O600611eHne Ha npoguna Ha He3o0nacHoOCT
Texku koxknHu HexenaHu peakuuyt (SCARSs), BKNIOUHTENHO NEKAPCTBEHA peaKUHA ¢ €03HHOMUIHA Y
cucteMHH cumnTomu (DRESS), ca cbo01ueHH BbB Bpb3Ka C NEHEHHETO C AMHTPHUITHIMH (BXK. TOuKa 4.4)

HexxenaHuTte peakumu ca U3bpoeHH no CUCTEMO-OpraHeH Kiac.
YecToTaTa Ha HEXKENAHUTE PEakUUM € ONpeac/ieHa U3MOA3BAKKH cneaHaTa koHBeHUMA: C HeU3BecTHa
qecToTa (0T HAUTHYHUTE JaHHH He MOXe Zia Obae HanpaBeHa OLIEHKA),

Cucremo-opranen kiaac | Yecrora Hexenano cb0uTHE

HapyteHus Ha KpbBTa H C Heu3BeCTHa [loTHcKaHe HA KOCTHHSA MO3bK, arpaHyJoLMTO3a,
nuM@HaTa CHCTEeMa 4yecToTa NIEBKOMNEHHUA, €O3UHOPHIIHA, TPOMOOLIMTONECHHUS
Hapyluenus Ha C HenspecTHa | 3ary0a Ha anenuT, XUNOHATPUEMMA
MeTabonnimMa u YyeCToTa

XPAHCHETO

[cuxuuHwu HapYUWCHNA

C Heu3BecTHA

BﬁBC'bHHe, XAJIIOUKUWHALIHHK, CBCTOAHHE HA

4eCTOTa OObPKAHOCT, XMIOMAHHS
Hapyuienns na nepsHara | C HeusBecTHa | Tpemop, cbHAMBOCT, rnasobonue, aTakcus,
cucTeMma YecToTa HapyLueHue Ha rosopa (1u3apTpus), nepupepHa

HEeBPOMaTHA, FEHEPANTH3IHPAHH ENMHIECNTHYHH
NMPUCTBIH

HapyuieHus Ha oumnTe

C HeM3BeCTHA
yecToTa

HapyweHne Ha akomMoaaLHATa, CYX0 OKO,
MHApHa3a (pastinpsaBaHe HA 3eHHLATa),
3aMBbITIEHO 3PEHHE, NOBULLIEHO BBTPEOYHO
HansraHe

HapyuieHus Ha yXOTO M

C HeM3BeCcTHA

Lllym B yumnTe

nabupuHTa 4yeCToTa L
CbpaeyHH HapyLIEHHA C HenspecTHa | Taxukapausa, MHOKapaAeH HHPapKT/AY vt T \
YeCTOTA X [ofspsAdti |\ 3\




CbO0BH HapyLUEHUS

C Heu3BecTHA

OPTOCTaTH‘-I Hd XHITOTOHHKA

YecToTa
CTOMALLHO-UYpEBHHU C Heu3BecTHA Cyxora B ycTara, rajieHe, NoBpbLIAHE, CTOMATHT,
HapYlLIEHHUS 4ecToTA MapalIMTHYEH HNeyc
Xenarobuauapuu C Heu3BecTHA XO0NnecTaTUYHA XBITeHULA
HapYUICHHA 4YeCToTA
HapyweHus Ha koxxatau | C HeM3BecTHa XHNEPXHAPO3a, YPTHKAPUA, PEaKLIM Ha
MOAKOXXHATA THKAH 4yecToTa (hOTOHYBCTBUTETHOCT.

JlekapcTReHa peakuya ¢ €O3HHOPWINA H
cucTeMHH cumnToMH (DRESS)

HapyleHus Ha
BbL3MPOH3BOAMTEIHATA
CHCTEMA M MbpAATa

C HeusBecTHA
YyecToTa

["anakTopes, rMHHEKOMACTHS, TECTHKYMAPEH OTOK

OO0wH HapylueHHA U

C HeuszBeCTHA

YMopa

YE€CTOTA

e(PEeKTH Ha MACTOTO Ha yecToTra
NPUIIOIKEHHUE
HU3cnensaHus C HeunzBecTHa [loBHlIaBaHe UK HaMansgBaHe Ha TErJOTO,

eJieKTpokapaHorpama ¢ yasikeH QT- uHrepean,
MoBHILIABAHE WM HAMAJIABAHE HA HUBATa Ha
KpbBHATA 3axap

Cnobuiapanu ca cilyyau Ha CYMUWAHK MUACAYU U CYHUHUAHO NOBEAEHHE MO BPEME HA MPHEM Ha
AMUTPHUINTUIHH H CKOPO CNIEA NMPEKpaTABAHETO Ha JIEUEHHETO.

Edext Ha nexapcTBeHara rpyna

EnuaeMHonorHyHy npoyuBaHua, NPOREICHHU NMPEAUMHO NPH MaUKeHTH Ha 50-roaniiHa BL3pacT U no-

BL3PACTHH, NOKA3BAT NOBHLIEH PUCK OT PPAKTYyPH Ha KOCTHTE NPH NauMeHTH, npremaily SSRIs u
TCA. Mexanu3mbT, BoaeLL A0 TO3U PUCK, € HEM3BECTEH.

BuezanHoTo NPEKpATABAHE Ha NECUCHUCTO, OCODEHO cnel NPOABLIAKHTCAHA TEPANHA, MOXKE 1A 1OBCAC
A0 CHMIITOMH Ha OTHEMAHE KaTo 6EBC‘LHHB, [MOBULUCHA pa3ApPa3zHUTENHOCT, raeHE, rnaBobonve
XHUINEPpXHUAPO3a. Cnen NpCyYCTaHOBABAHE HAa NCHCHUCTO, NMPE3 ITbpBaTa CCAMHALIA Ca JOKIIaABAHH

OTAC/IHH CN1y4YaH Ha MaAHUA K XHITOMaHHA.

CpobiiapaHe Ha NOAO3IUPAHH HEXKENIAHH peakLHH

CovofluaBaHeTo Ha NOAO3IUPAHU HEXKENAHH PEAKLIMHU CI€] pa3pelliaBaHe 3a ynorpeba Ha JieKapCTBEHUA

[MPOAYKT € BAXKHO. Tora no3BoOJNABa Aa NpoADbIIAKH HaOAKOA€HHETO HA ChOTHOLIEHHETO HOHBﬂprCI{ 34
NCKAPCTBCHHA NPOAYKT. OT MEAHLUMHCKHTE ClIeLHATHCTH ¢€ M3MCKBA Aa CHOOLIABAT BCAKA
noao3snpaHa HCXKENAHA pCaKUuA YpPE3 HALUUOHA/IHATA CUCTEMA 34 ¢boOlaBaHe:

HManmbnHuTenHa areHuus no nekapersa (MAJ1)

vi. HamaH ['pyes No &
1303, rp. Codns

P. bwarapus

Ten.: +359 2 8903 417
Mdaxkc: +359 2 8903 434
¢-mail: bda@bda.bg
yebcaiT: www bda.bg

4.9 [lpeao3zupane

B cnyqaifl Ha NpcaAC3HpPaHE C AMHUTPHIITHIIHUH, Hal-4ecTH ca CUMNOTOMHUTE, TPHHHHEHH
XOJIMHOAUTHHHOTO U AaHTHXHUCTAMUHHO JA€HCTBHE HA aAMHTPHIITH/IHH.




[TocTmapkeTHHroBo Hab/mooEHHE U CHOOLLECHH B IMTEPATYpaTa cily4ad Ha cHHApoM Ha Brugada u EKI
npoMenu tun Brugada (BEKI') npu npenosupaHe ¢ aMUTPUNITUIHH.

[Ipeno3upaHeTo ¢ aMHTPHITTHIIHH MPHY Aella MOXeE Aa UMa CEPUO3HM nocnencTeus. Jleuara ca ocobeHo
YYBCTBUTE/HH HA KOMA, KAPAHOTOKCHUHOCT, PECHHUPATOPHATA ACNPECUd, NPUNAABLLUH H
XHIIOHATPHEMUA, NETAPTUs%, CHHYCOBA TaXUKApAUA, CbHAMBOCT, FAACHE, NOBPbLUAHE W XHITEPTIIHKEMHS.
5. GOAPMAKOJIOTHYHH CBOHCTBA

5.1 @apmakoaHHAMHMHE CBOlicTB2

QapMaKoTepaneRTHYHA rpyna: AHTHAENPECAHTH, HECENTIEKTHBEH MHXHOHUTOP Ha 0BPATHOTO 3aXBalllaHE
Ha MoHoaMuH, ATC koa: NO6AAQ9

MexaHHU3BM Ha JelicTBRUE

AMHUTPUNTUNNH € TPULHKIMHYEH AHTHACNIPECAHT ¥ aHanreTuK. MiMa napaseln aHTUXONUHEPTrHUHH H
ceAaTHBHU cBoiicTBa. [IpenoTBpaTaBa 0OpaTHOTO 3axBallaHe U NO TO3U HAYWH HHAKTHBUPAHETO HA
HOpanpeHAIHH H CEPOTOHHH B HEPBHUTE OKOHYaHHA. [IpeaoTBpaTaBaHeTo Ha 0OpaTHOTO 3aXBallaHe Ha
T€3U MOHOAMHHOBHY HEBPOTPAHCMHUTEPH 3aCU/IBA TAXHOTO AEHCTBHE B MO3bKa. T0OBa € CBLP3aHO ¢
aHTHIENpecaHTHa aKTHBHOCT.

5.2 PapMaKOKHHETHYHH CBOHCTBA

AbcopOrus

Cnen BbTPELLHO NPUAOKEHHE, AMHUTPUNITHAMH ¢¢ abcopbupa 6aBHO M HANBJIHO.

[Ipn nepopanHo NPUNOKEHUE, TMKOBETE HA IJIa3MEHU HKMBA C€ AOCTUraT cnel NpudbNM3UTENHO 2 10
12 yaca. Xpanara He noBnusABa abcopOuuaTa Ha aMHUTPUNTHINH. Thit KaTO roagMa yacT ot
AMUTPHIITHNKH ce MeTabonu3upa Npu NbPBOTO NPEMUHABAHE Npe3 YepHHUA ApoD, Herosara
OMOHANMYHOCT € OTHOCHTENHO HHUCKa (30-60%).

Paznpenenexue

CBBbpP3BAHETO ¢ MIA3MEHUTE NMPOTEUHH € OKONO 95%. AMUTPUNITUNUH U HETOBUAT OCHOREH MeTabonnT
HOPTPUNTHIIUH NPeMHUHABAT Npe3 naaueHTapHaTa Sapuepa.

Buorpatcdopmauns

[MpakTHyecKkn NOYTH LETUAT AMUTPUIITHAHH ce MeTadoau3upa B yepHus aApod. MetabonuameT Ha
AMUTPUITTHJIUH CE€ OCBILECTBABA NPEAUMHO UpE3 ASMETHIIMPaHE, XUAPOKCUnHpaHe, N-oxcuaauus,
nocneapaHa OT KOHIOTHPAHE ¢ FMOKYPOHOBA KUCEHHA, OCHOBHHUAT axTUBEH METabONIUT, KOUTO ce
obpasyea upe3 N-aemMeTH/1auMs, € HopTpunTHUIKH. [IpH nepopanHo NnpuioKeHHe Ha AMUTPUITTHIIUH,
MUKOBUTE [1a3MEHW HHBA HA HOPTPUNITHAMH ce aocTurar cnea 8 -24 yaca. Okono 7-10% ot
HaceNeHUETO UMAa MrEHETHYHEH ACdEKT, KOMTO ce U3pa3faBa B MOHWKEHA AKTHBHOCT Ha €H3MMHATa
CHCTEMA, OTIOBOPHA 32 HepHOAPOOHUA MeTaboNn3bM Ha TPUUUKIHUHHTE aHTHAESpeCaHTH (LIUTOXPOM
P450 2D6). I1lpu Te3d nauMeHTH YyecTo ce HabatopaBar yBenMueH! cToiHocTh Ha AUC Ha
JIEKAPCTBEHHUA NPOAYKT (A0 8 MbTH O BUCOKH).

EnnMuHupaHe

ENUMHUHALHOHHUAT MOMYKUBOT HA AMHTPHIOTUIIMH U HEroBHTE METabONIMTH BapHpa
MaLUUEHTH U € R03032BUCHUM. ENUMHHALMOHHHUAT NOAYKHBOT HA AMHTPUINTHUIUH € B
10 ao 50 vaca (cpeano okoso 19 vaca), a eTMMHUHALMOHHUAT NOJY>KHBOT Ha HEMOBM




MeTabOTUT, HOPTPHUOTHKH, € B rpaHAumTe Ha 20 no 100 waca. [louTH BS10TO KONUYECTBO
AMUTPUNTHAHH ce envMHUHHpa npe3 6b0peurTe. B paMkuTe Ha 24 yaca OT npUeMa Ha eAHOKpaTHa A03a
aMUTPHNTUIAHH OKONO 25-50% OT f1IekapCcTBOTO ce OTAeNS C YPUHATA KATO METaboNUTH,

3.3 IIpeaxTHHUYHH JaHHH 32 6€30NACHOCT

HeknuHnuHMTe naHHU He nokazeaT 0coOeH puUcK 3a xopaTa Ha 643a Ha KOHBEHLIMOHAITHHUTE
¢dapMaKoNIOrTMYHHU NpoYy4YBaHHA 3a 6€30MacHOCT, MPOYUBAHMA 32 TOKCHYHOCT NMPH MHOTOKPATHO

npuiaraHe v reHOTOKCH4YHOCT.

[Ipy HEKSIMHKUYHK NPOYUBAHUA KAHLUEPOTEHHOCT ¥ PENPOAYKTUBHA TOKCUYMHOCT ca Habno1aBaHm caMo
P eKCNO3ULUHH, KOWTO MHOMOKPAaTHO HaABUILABAT MAKCUMATHATA €KCNO3ULIUA TIPH XOpa, KOETO

MOKa3ea MaJIKO 3HA4YECHHUC 38 KIMHHYHAaTa ynmpeﬁa.

6. GAPMALIEBTUYHHA JAHHHA
6.1 Cnucnk HA NOMOMIHHTE BewleCTBA

Aopo.
JlakTO3a MOHOXUAPAT

KaprodeHo HULUECTE
Tank

Marunesues cTeapart
[ToBnaoH

Obsuska.
OcHoBeH OyTHNMeTakpHIaTeH CHIOIUMED
3axapo3a

Tank

Apabcka ryma

[Tonco 4R yepeeno (Koxuuun uepseno A (E-124))
bpHUIAHTHO YepHO

KapHay6¢ku BOCDHK.

6.2 HecnLBMeCTHMOCTH

Henpunoxumo.

6.3. Cpok Ha roasocrt

3 roamum.,

6.4 Cneuma/iHH YCI0BHS HA ChXPAHEHHE

Jla ce cxxpaHsBa noa 25°C.
Jla ce cbxpaHsBa B OPUIrHHAIHATaA OMAKOBKA.

6.5 Bua # cpabpKaAHME HA ONAKOBKATA

O6suTHTe TabneTky ca onakoBaHHu B 6aKcTepH ot Al/PVC ¢onno; no 30 o6suTH Tabnetis BB ALK .'"“\
Eaun 6nucrep (30 rabaeTku) niau asa 6aucrtepa (60 TabneTkH) ca NnocTaBeHH 3aeHO / A 4%
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KapTOHEHa KYTH# C Heobxoaumure oHo3HauCHHA.

He scuuky BHAOBE ONaKkOBKH MOraT na OuaaT NMYCHaTH B npona}ﬁﬁa.




6.6 Cnensajnu npeanajni MEpKH NpH H3XBbPJsHE H paboTa

Hama cneuyanHy U3KUCKBAHMUA.

7. ITIPUTEXATEJ HA PASPEIIEHHUETO 3A YIIOTPEBA
Maitnan EOO/J]
Odwuc crpana ,,Cepamnka opucu™

byn. CutHsakoro Ne 48, eT. 7

1505 Codus
bbvarapus

8. HOMEP(A) HA PAJPEIIEHHUETO 3A YIIOTPEBA

20000517

9. JATA HA ITBPBO PABPEHIABAHE/TIOJHOBSIBAHE HA PAZPEHIEHHUETO 3A
YIIOTPEBA

Jata Ha mepBo paspewiapaHe: 07 centemepu 2000 r.
JlaTta Ha nocaeaHo noaHoBABaHe: 12 wonu 2006 r.

10. JATA HA AKTYAJ/IUZBUPAHE HA TEKCTA

01/2026




