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1. HME HA JTEKAPCTBEHHA IMMPOAYKT

Jlapokcun SR 75 mg TBBpAM KarcyJiu ¢ yAbIDKEHO 0CBO0OO]
Laroxin SR 75 mg prolonged-release capsules, hard

Jlapokcud SR 150 mg TBBpAM Kancynu ¢ yaAbDKEHO 0CBOOOXKAaBaHEe
Laroxin SR 150 mg prolonged-release capsules, hard

2. KAYECTBEH U KOIMYECTBEH CHCTAB

Kancyau 75 mg
Enna xancyna cbabpika BeHaadakCHH XHAPOXJIOPH, eKBUBAJIEHTEH Ha 75 mg BeHnadakcuH

(venlafaxine).

IloMOIIIHH BellIECTBA:
3axapo3a 92,69 mg
Ouseruren cbHeet xbato FCF (E110) 0,0006 mg

Kancyau 150 mg
Enna kancyna cbabprka BeHNadakCHH XUAPOXJIOpU, eKBHBaJIeHTeH Ha 150 mg BeHnadakcuH
(venlafaxine).

~ IloMoimHu BelllecTna:
3axapo3a 185,38 mg
Ouseruren cpHceT xbiaTo FCF (E110) 0,0183 mg

3a MbJIHKUA CTIUCBK Ha NMOMOILIHUTE BELIECTBA BHXKTE ToUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Tebpaa kancyna ¢ yabJKeHO 0CBOOOKAaBaHe

JlapokcuH SR 75 mg TBbPIAM KANCyaH ¢ YAb/DKEHO OCBOOOXKIaBaHe
benu no noytu 6enu neneTH B Kancyaa pasmep “1” ¢ npo3pavyHo TAIO M XKBJITO Kanaye.

JlapokcuH SR 150 mg TBBpAM KancyJim ¢ YAb/DKEHO 0CBOOOMIaBaHE
benu no noutu Oenu neneTH B Karicysa pasmep “0” ¢ npo3padyHo TAI0 U 6€XKOBO Karnadve.

4. K/IMHHUYHU JAHHH

4.1 TepaneBTHYHH NOKA3AHHSA

JleyeHHe Ha rojieMH AENPECHBHH €MHU30H.

3a npeBEeHLUA Ha PELMIHUB HA I'OJIEMH JETIPECUBHH €MTU30H.
JleyeHre Ha reHepayIM3upaHO TPEBOXKHO Pa3CTPOMCTRBO.
JleyeHHe Ha COLIMATTHO TPEBOXKHO Pa3CTPONCTRBO.

JleyueHne Ha NaHUYECKO Pa3CTPONCTBO ChC WK Oe3 aropadobus.
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4.2 Jlo3MpoBKAa H HAYHH HA NPHJIOKEHHE

Jlo3upoBKa

I'o/1leMH 1enpecHBHH eNH301H

[IpenopruBaHaTa HayalHa 103a 3a BEHJIa(aKkCHH C YABDKEHO OCBOOOKAaBaHe € 75 mg, npujiaraHa
BEAHBXK AHEBHO. [laleHTHTE, KOMTO HE OTrOBapAT HAa HaYaJIHaTa 7103a OT 75 mg/neH, Morar /1a ce
MOBJIMAAT 6J1aronpUATHO OT 403a, MOBHIIEHA 10 MakcuMyM 375 mg/nen. [oBuinaBaHeTo Ha no3ara
MOJKE /1a C€ U3BBPIIIBA HA MHTEPBAJIH OT 2 ceAMHULIM WM noBeye. [1pu kKIMHHYHA HEOOXOAMMOCT
nopajau BJIOLIABaHE Ha TEXKECTTa Ha CHMITTOMHMTE MOBHIIIABAHETO HA J03aTa MOXKe J1a C€ U3BBLPILBA
Ha MO-4eCTH HHTEPBAIK, HO HE MO-KPATKH OT 4 IHMU.

[Topanu pHCk OT 10303aBHCMMH HEXKEJIaHH JIEKAPCTBEHHU peaKLMH MOBULIABAHETO Ha J03aTa TpAOBa
/Jla Ce H3BBbPILIBA €IMHCTBEHO CJie]] KIMHHYHA OLIeHKa (BX. Touka 4.4). Tpabea na ce noaaspka Haii-
HUCKaTa e(peKTHBHA J103a.

[TauueHTHTE TPAOBA Na Ce JIEKYBAT 3a JOCTAaThbY€H NMEPHUOA OT BpeMe, 0OOMKHOBEHO HAKOJIKO Mecella
HJIK noBeve. JleueHneTo TpsaOBa 1a ce npeoLeHsBa peI0BHO 3a BCEKH OT/IeJIeH ClTyyYaii.
[1poaABIKHTETHOTO JIeYEHHE MOKE ChILO a € MOAXOAALIO 3a NMPEBEHLMA Ha PELIMIMB Ha TOJIEMH
nenpecuBHH enu3onu (I'JIE). B noseueTo ciyyau npenopbyBaHaTa 103a 3a NPEBEHLMA Ha peLHAMBa
Ha ['JIE e cbhiara, kaTo U3nos3BaHaTa rno BpeMe Ha HacTOALIKS eTH30/I.

AHTHIETIPECUBHUTE JIEKAPCTBEHHU NPOAYKTH TpAOBa 1a ce NpoabJDKAT 3a MNOHE LIECT Mecelia cief
peMHUCHATA.

I'eHepajH3HPAHO TPEBOXKHO PAa3CTPOHCTBO

[IpenopbpuBaHaTa HayajiHa 103a 3a BeHJ1adaKCHH C YABKEHO ocBOGOXK1aBaHe € 75 mg, npuiarasa
BE/IHBXK AHEBHO. IlaliMeHTHTE, KOUTO HE OTrOBapAT HAa HaYaJHaTa [103a OT 75 mg/AeH, MoraT /ia ce
MOBJIMAAT OJIaroNnpUATHO OT NMOBULLIABAHE Ha J103aTa A0 MakcuMyMm 225 mg/neH. [ToBuiaBanero Ha
J03aTa MOXKE [1a C€ U3BBPLIBA NP3 HHTEPBAIM OT 2 WK NOBEYE CEAMHIIH.

[lopanu prcka oT 10303aBHCHMH HEXXEJIaHH peakLMH, MOBHIIIABAHETO Ha J03aTa TpadBa na ce
M3BBPLIBA CaMo CJie]l KIMHHYHA OLIeHKa (BX. Touka 4.4). Tpsabsa na ce noaabpika Hal-HUCKATa
edekTHBHA 103A. |

[TaunenTuTe TpAOBa Aa OBbAAT JIEKYBaHH 3a AOCTATHLYEH NEPHOJ OT BpeMe, OOMKHOBEHO HAKOJIKO
Mecela WiH noseye. JleueHnero TpsaOBa a ce NpeoleHsBa peAOBHO 3a BCEKH OT/EJIEH ClTy4aid.

CounajiHoO TPEeBOXKHO pa3cTpoicTBO

[IpenopbuBaHaTa Ha4yalHa [103a 3a BeHJaakCHH ¢ YABDKEHO ocBoOOXkKAaBaHe € 75 mg, npuiaraH
BEAHBXK AHEeBHO. HaMma noka3arencTsa, ye no-BHCOKHTE JI03M MOTaT Ja IOBEAAT A0 JAOMBJIHUTE/HA
MoJi3a.

Bbrnipeku ToBa npH OTAEIHH NALMEHTH, KOUTO HE OTrOBapAT HAa HAYaJIHUTE 75 mg/neH, Ao3aTa Moxke
Jla ce MOBHILIH 10 MaKCHMYM 225 mg/aeH. [lorMinaBaHeTO Ha A03aTa MOXKE Ja ¢€ U3BbPIIBA Ha
MHTEPBAJIH OT 2 CeAMHULIM WIH MOBeYe.

[Topanu puck OT 10303aBUCHMMH HEXEJIaHH JIEKAPCTBEHH peaKilMH NMOBUIIIABAHETO Ha J103aTa TpAOBa
Ja Ce M3BbPILIBA CaMO C/ie]] KIMHHYHA OLIEHKa (BXK. To4Kka 4.4). Tpabea na ce noaabpxa Hali-HHCKaTa
edeKkTHBHA 103a.

[MaumenTrTe TpaOBa Na ce EeKyBaT 3a A0CTaTbUEH NEPUOJ OT BpeMe, OOUKHOBEHO 3

Mecena WM noseve. JleueHnero TpaOBa aa ce npeolieHsBa peJOBHO 3a BCEKH o'm p o i \

[Tannyecko pa3cTpolcTBO L | QI IR

[Ipenopbusa ce no3ara ot 37,5 mg/neH BeHnadakcHH ¢ yabIDKEHO OCBOOOKIaBaHg % Bap/ & )
2 &
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NPOAB/DKEHHE Ha 7 HH, CJie/l KOeTo Ao3arta TpaOea aa ce noBuiuu Ao 75 mg/nex. [NaumenTure,
KOMTO HEe OTrOBapAT Ha A03aTa OT 75 mg/AeH, MOrar Jia ce NoBJMAAT 01aronpUATHO OT NOBHIIABAHE
Ha Ji03aTa 10 Makcumym 225 mg/neH. IloBuinaBaneTo Ha qo3ara MOXKe J1a ce U3BBPILBA Ha
MHTEPBAJIH OT 2 CEIMHIIA WIH NMOBeYe.

[Topaau pHCK OT 10303aBHCHMM HEXeEaHH JIEKapCTBEHH PeaKliMy MOBHILIABAHETO Ha 03aTa Tpa6Ba
Jia C€ M3BBPILBA CaMoO CJie/l KIMHHYHA NpeLeHKa (Bxk. Touka 4.4). Tpsabea na ce noaabpxka Haii-
HUCKaTa e)eKTUBHA J1034.

[laumeHnTHTe TpsiOBa 1a ce NeKyBar 3a J0CTaTb4€H NMEPUO OT BpemMe, OOMKHOBEHO 33 HAKOJIKO
Mecela WM noseyve. Jleuennero TpaOBa aa ce npeoLeHsBa peOBHO 3a BCEKH OT/IEJIEH CJIy4Yai.

INauneHTH B cTAapUYecKa Bb3pacT .

He ca HeoOX0AMMH CrieLManHK KOPEKLIMH Ha Ji03aTa Ha BeH1a(akCHH Bb3 OCHOBA CAMO Ha Bb3pacTTa
Ha naiueHTa. BbnpekH ToBa ce H3MCKBa NOBULLIEHO BHUMaHHE NPH JICYEHHETO Ha MAlUEHTH B
cTap4ecka Bb3pacT (Harp. nopaiH Bb3MOXXHO Ob0pedHo yBpexxaaHe, Bb3MOXKHHUTE MPOMEHH B
YyBCTBHTEJIHOCTTA H apHHHTETa KbM HEBPOTPAHCMHMTEPH, HACTHNBALIK CBC cTapeeHeTo). BuHaru
TpaOBa 11a ce M3M0J13Ba Hali-HUCKaTa e()eKTHBHA 1032 M NaLMEHTUTE TpAOBa 1a ce nmpocenaBar
BHUMAaTEJIHO, KOraTo c€ Hajiara noBMIllaBaHe Ha J103aTa.

IMeanaTpuyHa nonyJianHsa
BennagakcuH He ce npenopbuBa 3a ynorpeda npu eua u IOHOILH.

KoHTponvpaHu KIMHHYHH NPOYYBaHHA MNPH J€La U IOHOLIM C roJiiMO AETIPECHBHO Pa3CTPOMCTBO HE
[MoKa3BaT €(HUKAaCHOCT U HE MOAKpenAT ynorpebara Ha BeH1aaKCHH MPH T€3U NALMEHTH (BIXK.
TOYKH 4.4 u 4.8).

EdukacHocTTa M 6€30nacHOCTTa Ha BeHIa(aKCHH 3a APYry MOKa3aHWs MPH Jelia M IOHOIIU Ha
BB3pacT noa 18 roauHH He ca yCTaHOBEHH.

IlanueHTH ¢ YepHOAPOOHO yBpekKaAaHe

[1py naumMeHTHTE C JIEKO 0 YMEPEHO 4epHOAPOOHO yBpeaaHe Mo NMpaBuiio Jo3aTa TpaOBa na ce
noHHKH ¢ 50 %. Bunpeku ToBa, nopaau BapuabMIHOCTTa Ha KIIMPBHCA MEXLY OTAETHUTE
WHAWBHIH, € Bb3MOXXHO HHAUBHAYATU3UPaHEe Ha I03HPOBKATA.

[Ipy nauMeHTH ¢ TEXKO 4epHOAPOOHO yBpeXxaaHe JaHHMTeE ca orpaHnyeHH. [Ipenopbusa ce
NOBHIIIEHO BHUMaHHE U NOHWXKaBaHe Ha Jo3ata ¢ Hal 50 %. Tpabsa na ce npeueHU noTeHLMaNIHATA
MoJji3a CrpAMO PHCKA MPH JIEYEHHETO Ha MALMEHTH C TEXKO YepHOAPOOHO YBpeXIaHe.

IIannenTH ¢ 0bOpeuno yBpexkaane ‘

3a MaLUMEHTH CbC CTENEH Ha riomepyiHa ¢punrpauus (CI'®) mexay 30-70 ml/min ce npenopbysa
MOBHLIEHO BHHMaHHE, BBIIPEKH Y€ HE € HeoOXOoAHMMa MPOMAHA B 103MPOBKATA. 3a MaLHEHTH, NPH
KOHMTO C€ Hajlara XeMOAHaJIM3a, ¥ NPH NaLUEHTHTE C TEXKO ObOpeyHOo yBpexKaaHe

(CT'®D < 30 mi/min), no3ara Tpsa6sa na ce nonmwxu ¢ 50 %. [Nopann uHTEepUHAKMBUAYANHATA
BapHAOMITHOCT B KJIMPBHCA MPH TE€3H MALMEHTH € Bb3MOXKHO HHIHBHAYAIM3HPAHE Ha JI03MPOBKATA.

CuMnTOMH Ha OTHEMaHe, HA0/1I01aBAHH NPH NPEeKPaATABAHE HA BeHJAADAKCHH
BHesanHoTo npekparsBaHe Ha JieueHHeTo TpAOBa 1a ce u3barea. Korarto ce npeycraHosBsa

JICYEHHETO ¢ BEeHJ1a(haKCHH, 103aTa TpAOBA 1a ce MOHMKABA MOCTENEHHO 3a NMEPUOJl OT MOHE €
JIBE CEJIMHUIIH, 3a J1a c€ peAyLHpa PUCKBT OT peakliMd Ha oTHeMaHe (Bx. ToukH 4.4 u 4.8).
BpPEMETO, HEOOXOAMMO 3a MOHMXKABaHEe Ha J03aTa, MOXKE /1a 3aBUCH OT J103aTa, NMPOAbJI
Ha TepanuAaTa U NalUeHTa HHAMBUAYAJTHO. [1py HAKOM NMALIMEHTH MOXeE Ja Ce HAJI0XKH
MpeKpaTABaHETO Ha JIEYEHHETO J1a C€ U3BBPLIH MHOTO NOCTENEHHO B NPOAB/DKEHHE H
3a NMO-AbJIbI NEPHOJL OT BpeMme. AKO cie/l MOHW)KaBaHe Ha 403aTa WM NPH npeKpars
JICYEHHETO Bb3HUKHAT CHMIITOMH Ha HEMOHOCHMOCT TPAOBa a ce Bb30OHOBH Mpe/INH
TOBA /1034, ClIe/l KOETO JIEKapAT MOXKE Ja NPOABL/KH 1a MOHWXKABA 103aTa, HO MO-TIOCTE

3 by e,
SE/H/1730/002-003/1A/044 i




HayuH Ha npuiokeHue

3a nepopasHO NPUIOKEHHE.

[IpenopbuBa ce BeH1aaKCHH KancyJjiu ¢ yAb/DKEHO 0CBOOOXKIaBaHe 1a ce MPHEMAT ¢ XpaHa
NMPUOIM3UTENTHO MO €HO U CHLIO BpeMe BcekH JieH. Kancyiure Tpa6ea 1a ce morabluaT L ¢
TEYHOCT U He TpAOBa J1a ce pa3fenaT, CMayKBaT, AbBYAT WM Pa3TBapAT.

[laumenTure, nekyBanu ¢ BeHnadaxkcuH TabneTku ¢ He3abaBHO OCBOGOKIaBaHE, MOTaT 3 MPEMHHAT
Ha JIEYEHHE C BeHIa(daKkCHUH KarncyJiM ¢ YIb/DKEHO OCBOO0XKAaBaHe, KaTo ce U3Mo3Ba Hai-6nu3kara
€KBHBaJICHTHA JHEBHa 103a. HanpumMep BeHnadakcun TabneTku ¢ He3abaBHO 0CBOOOXKIaBaHe

37,5 mg nBa MbTH JHEBHO MOTAT Jia Ce 3aMEHAT ¢ BeHIaaKCHH KarCyJH ¢ YABIDKEHO
OCBOOOXK1aBaHe 75 mg BEAHBXK IHEBHO. BH3MOXKHO € Aa ce HanoXaT HHAMBHIYATHH KOPEKLIMH B
NO3UpPOBKAaTa.

BennagakcHH Kancyiu ¢ yabDKeHo 0cBoO0XKAaBaHe ChAbPIKAT MUKPOC(epH, KOUTO 0CBOGOXKAaBaT
0aBHO JIEKapCTBOTO B XpaHOCMHJIaTeNIHUA TpakT. HepasrBopumara yact ot Te3u MHKpocdepH ce
€JIMMHHHPA U MOXKE 1a Ce€ OTKpHE BBB (elieca.

4.3 IlporuBonokazaHus

CBpBX4YYBCTBUTEIHOCT KbM AKTHBHOTO BELLIECTBO HJIM KbM HAKOE OT NMOMOIIHHTE BELLECTBA,
H30poeHH B TOYKa 6.1.

CunbTCTBALIO JIEUYEeHHE ¢ HeOOpaTUMH HHXHOUTOPH Ha MOHOaMHHOOKcuaazaTa (MAOH) e
MPOTHBOMNOKA3aHO, MOPaid PHCKA OT MosBa Ha CEPOTOHHHOB CHHAPOM CbC CHMITTOMH KaTo Bb30yaa,
TPEMOP H XHIIEPTEPMHSA.

Jleuenne ¢ BeHsadpakcHH He TpsOBa Ja 3anoy4sa noHe 14 QHM cjell NPeyCTaHOBABAHE HA JICYEHHUETO C
HeoOpatum MAOMU.

Ynorpebara Ha BeHJ1adakcHH TpAOBa 1a ce NpeKpaTH NoHe 7 JHU NpeAn Ha4Yajlo0To Ha TEparvs ¢
HeobpatuM MAOMH (Bx. Touku 4.4 u 4.5).

4.4 ChneunajHu npeaynpexxaieHHs H NpeANa3HH MEPKH NpH ynorpeda

IIpeaosupane

[laumneHnTHTE TpsAOBa Na OBJAT CHBETBAHM Aa HE YNOTpeOABAT aNKOXOJ1, MPEeABH] HErOBOTO
Bb3aeHcTBHE BbpXY LIHC 1 BEpOATHOCTTA OT KIMHHYHO BJIOLIABAHE HA NMCUXUYHOTO CHCTOSAHUE
KaKTO H BEpOATHOCTTA 33 HEXKEJIJaHH B3aMMOJECHCTBHA C BeHJIahaKCHH, BKIIIOUHTENHO e(PeKTH Ha
notuckade Ha L1HC (Touka 4.5). Crob1uaBa ce 3a npego3upane ¢ BeHjJadpakcHH NpeIUMHO B
KOMOMHALMA C aJIKOXOJ1 W/WIH APYTH JIGKapCTBEHH MPOAYKTH, BKIIOUYHUTETHO CITy4aH C JeTaleH
u3xon (Touka 4.9).

B peuenture BeHnadakcuH TpsaOBa ce M3MUCBa B HAH-MaAJIKOTO KOJIMYECTBO, KOETO € CHIIOCTABUMO C
MPaBHJIHOTO JIeY€HHE Ha NALMeHTa, 3a Ja C€ HaMaJld PUCKBT OT npeao3upaHe (BHxKTe 4.9).

CyHUHIHH ONHTH/CYHMIHAHH MHC/IH HJIH BJIOIIABAHE HA KJIHHHYHOTO ChCTOSIHHE
Jlenpecusara e cBbp3aHa ¢ NOBHILIEH PUCK 3a CYULIMIHH MHUCJIH, CAMOHApaHABaHE U CYH

(CyMunaHu cbOuTHA). TO3M PUCK NepcHCTHPa A0 HACTHIBAHETO HA 3HAYMMA PEMHCHA. ]
NnoAoOpEeHHETO MOXKE [1a HE HACTBIH NMpe3 MLPBHTE HAKOJIKO WM MOBEYE CEAMMLH OT
NMaLMeHTHTE TpaOBa J1a ce NpocieAsBaT BHUMATENIHO 10 HACTHIBAHETO HA TAKOBA MO}
O6HYalHUAT KJIMHMYEH OMUT MOKa3Ba, Y€ PUCKBT OT CaMOYOMMCTBO MOXKE J1a ce TIOBM
€Tanu OT Bb3CTaHOBABAHETO.
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Jlpyru nNCUXHYHHU CHCTOSHMSA, 32 KOMTO C€ NMpeanucBa BeHaadakCHH, MOraT ChIllO Ja Ca CBbP3aHH C
MOBHUIIEH PUCK OT CyHUMIAHM CbOMTHA. OCBEH TOBA Te3H CHCTOAHHMA MOraT Ja ca KOMOpOMAHHM Ha
roAsAMOTO JAENPECHBHO pa3CcTpoicTBO. Ce0oBaTeNHO, ChIUTE NpeaAna3Hi MepKH, KOUTO ce
cb0/II0AaBaT NPH JIEYEHUETO Ha MALMEHTH C roJIAMO JENPECHBHO pa3CcTPOICTBO, TpAOBa aa ce
cbOII01aBaT M KOraTo ce JIEKyBaT MalMeHTH C APYTH MCUXHYHH pa3CcTpoicTBa.

H3BecTHO €, Y€ NMpH NaLHEeHTUTE C aHaMHe3a 3a CYMLIMIHH ChOUTHA WM NPH KOKTO ce HabmonaBa
3HAYUTE/THA CTETEH Ha CYMLIMIHA HeallMs NPeaM 3aroyBaHe Ha JICYEHUETO PUCKBT 3a CYHLIMIHH
MHCJIM M/ CYMLIHJIHH OTIMTH € MO-BUCOK H TpsAOBa na ObaaT npocneasBaHd BHUMATEIHO MO BpeMe
Ha JiedyeHHeTo. MeTaaHaiu3 Ha ruaueb0 KOHTPOJIMpPaHHUTe KIMHWYHH MPOYyYBaHUs Ha
AHTUJAENPECAHTH NMPH Bb3PACTHHU NALMEHTH C MICUXWYHHM Pa3CTPOMCTBA NMOKa3Ba MOBHUIIIEH PHUCK OT
CYMLMIHO NMOBEACHHUE MNMPH JICYEHHE C AHTHACIIPECAHTH B CPaBHEHHE C IJ1alle00 Npy NauMeHTH Ha
BB3PacT NoA 25 roAHHM.

JlexapcTBeHaTa Tepanus TpAOBa Aa ce ChITBTCTBA OT BHUMATEJIHO TMpOCJieisBaHe Ha MALIMEHTHTE M
O0CODEHO Ha T€3H C BUCOK PHCK CIMELIHATIHO B paHHHUTE €TalH Ha JICYSHHETO M clie]l MPOMAHA Ha
nosara. [lauuenTure (M Texaure 6onHornenauun) Tpabsa aa ObAAT NpeaynpeaeHH, Y€ € HeoOX0AUMO
Ja npocjeasBar 3a BCAKO KIIMHHYHO BJIOLIABaHe, CYMLIMAHO MOBEJAECHHE WIIM MUCIIM U HEOOHYaHH
MPOMEHH B MOBEAECHHUETO, U HE3a0aBHO /1a MOTHPCAT MEAMLIMHCKH CHBET, aKO ¢a HAUTMYHU TE3H
CHMITTOMM.

eanaTpuuna nonyaanus

JlapokcuH SR He TpAOBa 1a ce U3M0J13Ba 3a JIeYeHHE Ha el M IOHOLIH Ha Bb3pacT noa 18 roguHm.
CyMUMIHOTO noBeieHHe (CYMLIMHH ONUTH U CYMLIMJIHH MHMCJIH) ¥ BpaXXaeOHOCT (TJ1aBHO arpecus,
OMO3HLIMOHHO MOBEJIEHHE U FHAB) ce HabJ/o4aBa No-4ecTo NpU KIMHHYHUTE NPOYy4YBaHUA cpej Aela
M FOHOLLIH, JIEKYBAHH C aHTHAETNPECAHTH, B CPABHEHHE C TE3H, JIEKYBAHH ¢ Muianebo. AKo Bb3 OCHOBa
Ha KJIMHHYHHWTE HYXKIIH HE3aBHCHMO OT TOBa C€ B3E€ME PELECHUE 3a JICYEHHE, NAaLMEHTHT TPAOBa 1a ce
npocieasBa BHUMATEIHO 3a MOoABaTa Ha CYMUMIAHHU cUMNTOMHU. OCBEH TOBA JIMTICBAT JaHHM 34
ABArocpoyHaTa 0€30MacHOCT NPH AeLia ¥ IOHOUIM MO OTHOLIEHWE Ha pacTeXa, Ch3pABaAHETO H
KOrHUTHBHOTO M MOBEAEHYECKO pa3BHTHE.

CepoTOHHHOB CHHAPOM

KakTo 1 npu Apyru CepOTOHHHEPrHYHH CPEICTBA, TaKa U MPH JIEYEHHETO ¢ BeHJ1ahaKCHH MOXKe J1a
HACTBHIH CEPOTOHUHOB CHHAPOM, KOWTO € MOTEHUMAITHO XKUBOTO3aCTpalllaBalllo CbCTOSHHE, 0COOEHO
[PH CBHITBTCTBALIA YNOTpeOa Ha APYTrH CPeACTBA, KOUTO MOTraT J1a OKaXkaT BIIMSAHHUE BLPXY
CEpOTOHMHEPrU4HaTa HEBpOTpaHCMUTEPHA cucTeMa (BKJI. TpunTtaHu, SSRIs, SNRIs, amderamunmu,
NUTHHA, cHOyTpaMHuH, XbIT KaHTapHOH (Hypericum perforatum), 6ynpeHopduH, peHTaHU U
HErOBUTE aHAIO3H, TPaMaznoJl, AeKcTpomeTopdaH, TaneHTaA01, NETHAWH, METAZIOH U NMEHTA301HH), C
JIEKapCTBEHU CPEeCTBa, KOUTO HapyllaBaT MeTabo/iM3Ma Ha CepOTOHHMH (KaTo Hanpumep MAO-
HHXHOUTOPH, METHJIEHOBO CHHBO) CHC CEPOTOHHHOBH NMPEKYPCOpH (KaTo A06aBKH ¢ TpUNTODAaH) WK
C AHTHIICUXOTHLIH WIH APYrH JONAMHWHOBH aHTarOHMCTH (BXK. TOYKH 4.3 U 4.5).

CUMNTOMHTE HA CEPOTOHHHOBHUA CHHIPOM MOTaT /1a BKJIIOYBAT MPOMEHH B NCHXHYHHSA CTATYC
(Hanp. B30y Aa, XaIOLIMHALIMM, KOMA), HECTAOMITHOCT Ha BEereTaTHBHATa HEPBHA cCUcTeMa (Harp.
TaxuKapaus, HECTaAOWIHO KPBBHO HAJISATaHe, XUNepTepMus ), HEBPOMYCKYJIHU HapyLueHus (Harp.
Xuneppe@aeKcus, HEKOOPAHHHPAHOCT) H/HWIH CTOMAIIHO-YPEBHH CHMNTOMM (Hamnp. rajiexHe,
noBpbllaHe, AMapus). CepOTOHMHOBHUAT CHHAPOM B Hall-TexKKaTta cH (popma Moxke 1a HanoaoOsABa
 HEBPOJIENTHYEH MaJIMrHeH cuHapoM (NMS), koliTo BK/IIOYBa XHNIEPTEPMHUS, MYCKYJIHA PUTHAHOCT,
BEreTaTHBHA HECTAOMIIHOCT C Bb3MOXHH Obp3H KoieOaHHA Ha )KM3HEHHUTE NOKa3aTelsld U NMpo
MCUXHWYHHUA CTATYC.

[Ip1 KTMHUYHO ONpaBAAHO €JHOBPEMEHHO JICYeHHE ¢ BeH1aaKkCHH M APYTH CPeACT

Ja OKaXkaT BJIMSTHUE BBPXY CEPOTOHUHEPrHYHUTE W/ WIIH JOTIAMUHEPIrHYHUTE HEB

CHCTEMH C€ NMpenopbYBa BHUMATEIHO Ha0/II0A€HHE Ha NMalMeHTa, 0coOOeHO B Ha4aslo
U NPU NOBHUIIABAHE HA 103aTa.
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EnHoBpemeHHaTa ynotpeba Ha BeHIaakCHH CbC CEPOTOHHHOBH TNPEKYPCOPH (KaTo A00aBKH C
TpunTodaH) He ce NpenopbYBa.

TecHOBI'LJIHA IJIAYKOMA

Bb3MOKHO € fa ce HabnmoaaBa MUIpUasa, CBbp3aHa ¢ yrnorpebara Ha Bewnadakcus. [Ipenopsusa ce
MaLHEHTHUTE C MOBHILIEHO BbTPEOYHO HAJIATaHE WM NALMEHTHUTE C PUCK OT OCTPa TECHOBI'bJIHA
rimayKkoma (3aKpHMTOBI'bJIHA IJIayKOMa) a ce NpocieasBaT BHUMATEHO.

ApTepHaJjiHO HAJIATaHe

[Ipu ynorpeba Ha BeHnadakcuH 4ecTo ce choOiana 3a 10303aBUCHMO MOBHILIABAHE Ha
apTepHAIHOTO HajiAraHe. B HAKOM cilyyau npu NOCTMapKETUHIOBHUA OIHT Ce ChOOIIaBa 3a MHOTO
CHJIHO NMOBHIIIEHO KPBBHO HAJIAraHe, H3MCKBALLO He3a0aBHO JieyeHHe. BcHuku naumeHTH TpsabBa na
ObAaT BHUMATEHO CKPMHUPAHH 3a BUCOKO apTepHAIHO HAJIraHe M ChLIECTBYBAILATa XHIIEPTOHHUS
TpsOBa 1a ce oBjaziee NpeaH HaYaI0TO Ha JieyeHHeTo. KpbBHOTO HasisraHe TpsOBa 1a ce npocieassa
MEPHOAHYHO CJIE] HAYaJIOTO Ha JICYEHHUETO M Clie]] MoBHILIaBaHe Ha ao3ute. Tpabsa na ce moaxoxaa
C MOBHILIEHO BHUMaHHE MPH MALMEHTUTE, YHETO OCHOBHO 3a00/11BaHE MOXKE /1a C€ KOMIPOMETHPA OT
MOBHIIIEHOTO KPBBHO HaJIAraHe, Harp. OHE3U ¢ HapylleHa Cbpae4yHa GyHKLUuA.

CobpaeuHa yecrora

BB3MOXHO € 1a ce HabmonaBa NOBHILIEHA ChpJeYHa YeCTOTa, 0COOEHO MpH NpHJIAraHe Ha Mo-BHCOKH
no3u. TpsadBa Aa ce noaxoxaa ¢ NOBULIEHO BHUMAHKME NPH NaLMEHTH, YUHTO OCHOBHHM 3a001BaHUA
MOraT J1a c€ KOMIIPOMETHUPAT OT NOBHLIEHATa ChbpAEYHA YECTOTa.

Cobpaeuno 3a00,19BaHe H PHCK OT APHTMHS

BennadakcuH He € OLIeHABaH MNpH MaLKWEeHTH C aHaMHe3a 3a CKOPOILEeH MHOKapJeH HHGAPKT WK
HecTaOMITHO ChpeYHO 3a00/sBaHe, MOPaaAH KOeTo TOH TpAOBa Ja ce H3MOoJI3Ba C MOBHILEHO
BHUMAaHHE NPH TE€3H NMaLlUEHTH.

OT nocTMapKeTHHroBHs ONMT ce ChoOLaBa 3a ciyyau Ha yawpkeH QT uHrepsan, torsade de pointes
(TdP), kamepHa Taxukapaus U aTajaHu CbPACYHH apUTMHH, CBBP3aHH C W3MOJI3BAHETO HA
BeHJ1a()aKCHH, OCOOEHO MPH Npeao3upaHe WIH MPH NaLUEHTH C APYTrd PUCKOBH (akToOpH 3a
yabmkaBaHe Ha QT unrepsana/TdP. [1peau na ce npeanuiue BennadakcHH Ha NALMEHTH C BUCOK
PHCK OT C€pHO3Ha Chpie4YHa apUTMHsS WM yabbkaBaHe Ha QT unrepBana TpsaGBa na ce npeLeHy
CHOTHOIIEHHETO MOoN3a/pHCK (BXK. TouKa 5.1).

I'bpuoBe
[Ipu Tepanus ¢ BeHaaakCHH MOraT Ja HaCTBNAT rbpyoBe. KakTo BCHUKM aHTHAENPECAHTH, TaKa H

BeHJIa)aKCHH, TpAOBa J1a ce npuiara ¢ NOBHILIEHO BHUMAaHUE NMPH NAallMeHTH C aHAMHE3a 3a 'bPUYOBE
H 3aCerHaTHTe MalHEHTH TPAOBa Ja ce npocieasBaT BHUMarenHo. JleueHuero TpsabBa na ce cnpe
MPH BCEKH MALIHEHT, KOHWTO MOJIY4YH I'bPYOBE.

XHNOHATPHEMH S

[1pu neyeHue ¢ BeHIagakCHH MOraT J1a HaCTBIAT CIY4aH Ha XUMOHATPEMHUA W/ HWJIH CHHAPOM Ha
Hea/JleKBaTHa cekpelnsa Ha aHTuauypeTnieH XopmoH (CHCAX). Tosa ce cbo0mapa Hai-4ecTo npu
MaLHEHTH C XHITOBOJIEMHS WK NPU AeXUApaTHUpaHH nauueHTH. [Ipy nauMeHTH B cTapyecka Bb3pacT,
NalHEHTH, MPHEMAIIH IHYPETHLIH, H MALIMEHTH C XMIIOBOJIEMHA MO APYrd NPHYHHH PHCKBT 10
OTHOLUEHHE Ha TOBa CbOMTHE MOXe J1a Ob/e MO-BHCOK.

I1aT0/1I0rH4YHO KbpBeHe
JlekapcTBeHH NMPOAYKTH, KOUTO HHXUOUpAT 0OpaTHOTO 3aXBalljaHe Ha CEPOTOHHHA, MOTaT

SNRI ca oT eKXMMO3H, XeMaTOMH, EMUCTAKCHC M NMETEXHH 10 CTOMAIIIHO-YPEBHH H

)KHBOTO3acTpaluaBaiy KpsBou3nuByd. SSRI/SNRI Morar na yeBenuuar pucka ot noc
KpBbBOTEYEHHE (BXK. TOYKH 4.6 K 4.8). [1pn nauveHTH, npHemaiu BeH1adaKCHH PUC
Moxxe 1a Obae noeuweH. KakTo octaHaniuTe HHXMOMTOPH Ha 00PaTHOTO 3axBalllaHe
Taka ¥ BeHJlapakCHH TpaOBa Aa ce W3Moa3BaT C MOBUILIEHO BHUMAaHHE MPH NAaLIMEHTH,
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NpeApasnoyioKeHH KbM KbPBEHE, BKJIIOUYHUTEIHO MALMEHTH HA AHTHKOAryJlaHTH U HHXHOUTOpH Ha
TpOMOOLIUTHATA arperaums.

CepymeH xosiecTepon

B niauebo KOHTpO/IHpaHH KJIIMHUYHHM NMPOY4YBaHHA Clie]l JIEYEHHE C BeH1a)akCHH B MPOAB/DKEHHE Ha
noHe 3 Mecelia € Hab/01aBaHO KIIMHUYHO 3HaYMMO MOBUILIABAHE Ha CEPYMHHA XOJI€CTepOI NpH

5,3 % ot nexyBaHute ¢ BeHnadaxkcuH nauueHTH ¥ npu 0,0 % ot nonyyaBanure ¢ nanebdo
nauueHTH. [IpH npoBexnaHe Ha NPOABIDKUTETHO JieueHHe TPsAOBa 1a ce onpenensT CTOHHOCTHTE Ha

CEpYMHHS XOJIECTEPOII.

CBbBMECTHO NPHJIOKEHHE CHC CPEACTBA 32 MOHHKABAHE HA TEJIECHOTO TErJio
be3sonacHocTTa M epuKkacHOCTTa Ha TepanuATa ¢ BeHJapakCHH B KOMOMHaLIMA ChC CPEACTBA 3
NMOHHXXaBaHe Ha TEerJIOTO, BKJIKOYHTENHO GeHTEpMHH He ca ycTtaHoBeHH. He ce npenopbuBa
CbBMECTHOTO MPWIOKEHHE Ha BeHN1a(aKCHH U CPEeICTBA 3a MOHMKABAHE Ha TEJIECHOTO TETJIO.
BennagakcuH He € noka3aH 3a NOHW)KaBaHE Ha TErJIOTO KaTO CAaMOCTOATE/THO JIEUeHHUE UIIH B

KOMOUHALIUS C APYTH NMPOAYKTH.

MaHHa/XHNIOMAHHSA

[1pn MaJika 4acT OT NalMEHTHTE C IPOMEHH B HACTPOEHHUETO, KOUTO Ca MOoJIy4yaBajiu
aAHTHJIETIPECaHTH, BKIIOUYHUTETHO BeHahakCHH, MOXKEe 1a HACTBIIH MaHHA/Xunomanus. Kakro u
JApPYyTrd aHTHAENPECaHTH, BeHaadakcuH TpaOBa na ce U3nosi3Ba BHHMATETHO MPH NMALIMEHTHTE C
aHaMHe3a WM (paMuiIHa aHaMHe3a 3a OUIONAPHO Pa3CTPOMCTBO.

Arpecus

[Ipy HAKOM MAaLMEHTH, KOUTO Ca MOJy4YaBajii AHTHAETIPECAHTH, BKJIFOYMTEIHO BeHIadhakCHH, MOXKe
J1a HACTBITK arpecus, KoeTo ce HabJoaaBa B HAYaJI0TO Ha JICYEHHETO, NPH NMPOMAHA Ha [103aTa H
npeKpaTaBaHe Ha JICYEHHETO.

Kakro APYTH aHTHACTIPECAHTH, TaKa H Bemad)axcun Tpflﬁﬂa Aa C€ H3MoJi3Ba C BHUMaHHE IpH
MALUCHTHUTC C aHAMHC3a 34 arpCcusi.

[IpexpaTaiBaHe HA JIeYEHHETO

JloGpe u3BeCTHO e, Ye NpH aHTHAENpecaHTHTe ce HabmoaaBat epeKTH NpH NpeKpaTiBaHe Ha
JICYEHHUETO U MOHAKOra Te3u epekTu Morar aa ObAaT NpPOAL/KUTENHH U TeXKH. [Ipn npomsHa B
NO3UPOBBYHATA CXEMA Ha BeHIa(PAKCHH, BKJIIOYMTEJIHO M NMPH NpeKpaTABaHe Ha JISYEHHETO, MPH
nalMeHTHTE ca HabmoaaBaHU caMoyOHIHCTBO/MHCIIH 3a caMOYOHiCTBO U arpecus. CienoBaTesHo,
nauydeHTuTe TpAOBa Aa ce HabnroaaBar ¢ NMOBUIIIEHO BHUMaHUE NPH MOHW)KaBaHe Ha J103aTa WK MpH
NpeKpaTABaHE Ha JICYEHHETO (BX. MO-rope B Touka 4.4 - CamMoyOUHCTBO/MHUCIIH 32 CaMOYOMICTBO
WJIM KJIMHHYHO BJIOLLIaBaHe U arpecus). CUMIITOMUTE HA OTHEMaHE, KOraTo ce NnpeKparsaBa
JIEYEHHETO Ca YECTH, OCOOEHO aKO MpeKpaTABaHETO € BHe3arnHo (BX. Touka 4.8). B KIMHUYHH
MPOYYBaHHUA HEXEJIAHUTE CBOUTHSA, KOUTO ce Hab/IK01aBaT NMpH NPeyCTAaHOBABaHE Ha JieYeHHeTO (MpH
MOCTENEHHO CIIUPaHEe U Cliel MOCTENEeHHO criupaHe) 3acarat npubau3uTesHo 31 % ot nauueHTHTE,
JIeKyBaHM ¢ BeHJadakcHH U 1 7% ot nauMeHTHUTE, NpHeMally niauedo.

PUCKBT OT CHMIITOMHM Ha OTHEMaHEe MOXKE /1a 3aBHCH OT HAKOJIKO (hakTopa, BKIKOYHMTETHO
NPOABL/DKHUTETHOCTTA M /103aTa Ha JIEYEeHHETO M CKOPOCTTa Ha NMOHWXkKaBaHe Ha no3ara. Haii-uecrto
ChOOLIaBAHMTE PEAKLIMM Ca 3aMasHOCT, CEH30PHH HapylIeHHs (BKIIOYMTEIHO NapecTes3us),
HapyLlIEHHUs Ha CbHA (BKIIOYMTENHO O€3ChbHHE U HaNperHaTH ChbHHUINA), 6€3M0KOHCTBO HIIH
TPEBOXHOCT, raiCcHE W/WIK NOBPBIIaHEe, TPEMOP, I1aBO0OIHE, 3pUTETHH YBPEXKAAHHSA H
XxuneproHus. OOMKHOBEHO TE€3U CUMITTOMH Ca JIEKH 0 YMEPEHO TE€XKKH, HO NMPH HAKOH I
MOrarT Ja ObJaT TEXKKH N0 HHTEH3UTET. Te OOMKHOBEHO HACTHNBAT B PAMKHUTE Ha
IHHU OT MPEKpaTIBaHE Ha JIEYEHUETO, HO KMa MHOT'O pelIkH CboOIIIeHHs 3a TAKHBA S

NaLHEHTHUTE, KOMTO ca MPOIYCHAIM 1034 N0 HeBHUMaHue. [1o npuHumMn Te3u CUYHT: BT 4\ 5\

CaMOOrpaHHYaBALLM ce H OOMKHOBEHO OT3BYYaBAT B PAMKHTE Ha 2 CeMHLH, BHJptki Reh tinkon -

XOpa T€ Morar Ja ca no-rpoab/DKUTENHH (2-3 Meceua uiu noseve). ETo 3aimo ok paNo3aTh - )
&

Ha BEHJ'IB(II)&KCHH Aa CC NMNOHHWXXABAa NOCTCINCHHO IMPH NPEKPAaTABaHE HA JICUHCHHETO\§é
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HAKOJIKO CEIMHLIM WIH MECELIM CNopel HYKIUTe Ha nauueHTa (Bx. Touka 4.2). I1pu Hakou
MalMEeHTH NPEKPaTABAHETO Ha JIEYEHUETO MOXKE Ja OTHEME MECeLIM WIH MOBeye.

Cexcyana auchynkuus

Muxuburopure Ha 00paTHOTO 3axBalliaHe Ha CEPOTOHMHA W HopaapeHanuHa (SNRIs) morar na
NPUYHHAT CHMIITOMH Ha CeKCyasiHa AuchyHKLHs (Bx. Touka 4.8). UMa crobiuenus 3a
MPOAB/DKUTENHA CEKCYyaHa TMCYHKLMA, TIPU KOSATO CHMITTOMUTE NMPOABIKABAT BHITPEKH
NpeKbCBaHeTo Ha npueMa Ha SNRI.

AKaTH3HA/IICHXOMOTOPHO 0e3MoKO0HCTBO

Ynorpebara Ha BeHJIapaKCHH ce CBbP3Ba C MOABA HA aKaTH3Ms, XapaKTEPU3HPallla Ce ChC
CYOEKTUBHO HENPUATHO MJIM M3TOLLABAlO 6€3MOKOHCTBO H HEOOXOAUMOCT OT YeCTO ABHIKEHHE,
CBIIPOBOJZIEHA OT HECTIOCOOHOCT /1a C€ CTOM CMOKOMHO B CEAHAJIO MJTH M3MPABEHO IMOJIOKEHUE U Haii-
4eCTO c€ HabJoAaBa Npe3 MbPBHUTE HAKOJIKO CeIMHULIU OT JedyeHueTo. [Ipy naumeHTH, KOuTo
MoJay4ar T€3H CHMITTOMH, MOBUILIABAHETO Ha Jl03aTa MOXKe Jia € naryGHo.

Cyxora B ycTraTa

3a cyxora B ycrara ce cpobuasa npu 10 % ot nauneHTHTE, JIeKyBaHH ¢ BeHJIadaKkCHH, KOETO MOXKeE
Jla MIOBHIIH pHCKa OT Kapuec. IlaiiuenTure Tpabsa na 6s1aT NOCHBETBAaHHU KOJIKO BaXKHO € [1a crna3BaT
XMI'ME€HA HA YCTHATa KyXHHa.

Anaber

[1pu nauneHTH ¢ quaber, iIeueHHEeTo ¢ HHXHOMTOPH Ha OOPATHOTO 3axBalllaHe Ha CEPOTOHHH WM
BEHJIa()aKCHH MOXKe /1a MOBJIMsAE INIMKeMHYHHS KOHTPOJ1. BE3MOXKHO € Aa ce Hanoxwu na 6baar
KOPHUI'HpaHH 03UTE HA HHCYJIMHA W/WIH NepopaIHUTE aHTUAUWaOEeTHH cpeCTBa.

BianmoaeiicTBHS JIeKapcTBO-/1200pPaTOPHH TECTOBE

[Tpn nauneHTH, npueMaiy BeHaadakCHH ce crobiasa 3a GaJlIHBO MONOKUTETHUTE
HMYHOJIOTHYHH CKPHHHMHI M3CJieIBAaHMA Ha ypHMHAaTa, 3a onpeaessHe Ha peHumkauaul (PCP) u
amM(eTaMHH, KOETO Ce IBJDKH Ha JIMNCaTa Ha CeHH(PUYHOCT Ha CKPHHUHTOBHTE TecTore. Dammmeo
[MOJIOXKHUTEJTHH PE3YITATH MOraT Ja c€ O4YaKBaT HAKOJIKO AHM CJie]l peKpaTaBaHe Ha TepaluaTa ¢
BeHadakcuH. Bennadakcun moxe na ce paznuuu ot PCP u am(deTaMHH 4pe3 NOTBbPK/aBallH
TECTOBE, KaTO HaNpHMeEp TeYHa XpoMaTorpadus/Mac-CneKTpoMeTpHs.

IloMOIHH BemecTBA

Jaxaposa
[TauneHTH ¢ peaKH HacaeACTBEHH NMPoOIEMH Ha HEMOHOCHMOCT KbM (DPYKTO3a, MIHOKO030-

rajlakTo3Ha manabcopOuus WM 3axapa3o-u3oManTaseH AepHUMT He TpAOBa na npUeMar ToBa
JIEKapCTBO.

Hampuii
Tosa nekapcTBo cbabpika no-maiko orl mmol HaTpuii (23 mg) Ha kancyna, T.e. MOXKe a ce Kaxe, ye

NPaKTHYECKH HE ChAbPIKA HATPHH,

Covncem acvamo FCF (E110)
Moke n1a NpHYUHH aJIEPrUdyHU peaKkLivH.

4.5 BsaumojelicTBHe ¢ APYrH JleKAPCTBeHH NPOAYKTH H ApYyru GopMH HA B3aHMOAeHCTB

Muxuburopu na MonoamuHookcuaazata (MAOHN)

HeoOpaTumu, HecesrekTuBun MAOHU
Bennadakcun He TpabBa na ce u3non3ea B KOMOMHaLMA ¢ HeOOPAaTHMH HECEIEKTHBH
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7 IHYM TIpeay 3anoysaHe Ha JieyeHHe ¢ HeoOpaTuMH HeceneKTUBHH MAOMU (Bx. Touku 4.3 u 4.4).

OO6paTum cenekTuBeH MAO-A naxubuTop (MokJ100emMnn)

[lopagu pycka OT CEpOTOHHHOB CHHAPOM KOMOMHALIUATA OT BeH1ahaKkCHH ¢ 00paTHM M CENEeKTHBEH
MAOM, karo moknobemua, He ce npenopbysa. Cnen neuenue ¢ odpatum MAQO HHXHOUTOP MOXKE
N1a ce M3M0/13Ba NEPHOJL Ha OTHEMAaHe, NMO-KPaThK OT 14 HK, MPEH Aa ce 3aro4He JIeYeHHE ¢
BeHJ1apakcuH. [IpenopbuBa ce neyeHneTo ¢ BeHagaKkCHH J1a ce NpeyCTaHOBH Hal-MaJIko 7 IHH
npeau 3arno4ysaHe Ha jeyeHue ¢ oopatum MAOMU (Bxk. Touka 4.4).

O6paTumu HecenexTuBHH MAOM (ninne30.1H1)
AHTHOHOTHKBT JIMHE30/IH] € cab, obpaTtiM 1 HecenekTBeH MAOMU u He TpsGBa 1a ce npunara Ha
MalKeHTH, JIEKYBaHH ¢ BeH1adakcHH (BXK. Touka 4.4).

[Ipy nauneHTHTE, MPH KOUTO HACKOPO € npekpaTteHo JeyeHueTo ¢ MAOMU u e 3anoyHarTo euyeHue ¢
BEHJIa()aKCHH, HJIKM NPH KOMTO HACKOPO € NMpeyCTaHOBEHA Tepanus ¢ BeHjadakCHH, 3a 1a Ce 3aro4yHe
neyenne ¢ MAOMH ce crobmiasa 3a nosBa Ha TeXKKH HeXeJlaHH JIeKapCTBEHH peakunu. Te3un peakuuu
ca: TpeMOp, MHOKJIOHYC, nHadopesa, rajeHe, NoBpbliaHe, 3a4epBsiBaHe, 3aMagsHOCT U XHIIEPTEPMHS
C MPH3HALK, HaNnoA00ABaL¥ HEBPOJIENTHYEH MAIMTHEH CHHAPOM, I'bPYOBE U CMBPT.

CepoTOHHHOB CHHAPOM

KakTo ¥ npH ocTaHa/JIuTe CEPOTOHMHEPrHYHHU CPECTBA, TaKa U NpH JIEYEHHETO ¢ BeHJ1adakCHH
MOXE€ /1a HACTBITH CEPOTOHHHOB CHH/POM, MOTEHLMATHO JKHBOTO3aCTpallaBallO ChCTOSHHE,
0c0o0€HO NMpH eHOBpeMeHHa ynoTpeba Ha Apyry CpeAcTBa, KOUTO MOTaT Aa MOBIMAAT
CEepOTOHHHEPrHYHaTa HEBPOTPAHCMHTEPHA CHCTeMa (BKIIOUMTENHO TpunTanK, SSRIs cpencrsa,
SNRIs cpencTsa, amperamunu, auTuil, cubyTpaMuH, KbAT KaHTapHOH [Hypericum perforatum)),
OynpeHopduH, PeHTaHUN U HErOBUTE AaHAIO3H, TPaMaaoJl, AeKcTpoMeTopdaH, TaneHTaaAoll,
MEeTHIHWH, METAZ0OH W NMEHTA30LMH), C JIEKAPCTBEHH CPEJCTBA, KOWUTO HapyIllaBaT MeTaboiHu3Ma Ha
cepoToHuH (kato MAOMU, Hanp. METHNEHOBO CHHBO), C MPEKYPCOPH HA CEPOTOHHHA (KaTO
TpHNTO(MAHOBH N00ABKH) WIM C AHTHIICHXOTHLH WIH JIPYTH JOMAMHHOBH AHTArOHUCTH (BXK. TOYKH

4.3 u4.4).

[1pu k1MHHYHA HEOOXOAMMOCT OT CBHITBTCTBALLO JieYeHHe Ha BeHsadakcHH c¢be SSRI cpeactso,
SNRI cpeacTBo wian cepoTOHHHOB PELIENTOPEH arOHUCT (TPUNTAH), Ce MPENnopbyYBa BHUMATEIHO
npocieasBaHe Ha NaLHeHTa, 0COOEHO B HAYAJIOTO HA TEpANUATa WIH MPH NMOBULIABAHE Ha JO3MTeE.
He ce npenopb4Ba chibTCTBaILATa ynoTpeba Ha BeHI1aaKCHH ChC CEPOTOHHHOBH NMPEKYPCOPH
(xaTo TpunTOo(aHOBH N106aBKH) (BXK. TOUKa 4.4).

IHHHC-akTHBHH BeliecTBa

PucksT OoT ynorpeba Ha Bennadaxcus ¢ aApyru LIHC-akTHBHM BewecTa He € CHCTEMHO OLICHSABAH.
CnenoBaresiHO ce NpenoppyBa MOBUILIEHO BHUMaHHE, KOraTo BeHiadakCHH ce npuema B
koMOHuHaLms ¢ apyru [{HC-akTHBHH BelllecTBa.

ETanoa

[TaumeHnTuTe TpssOBa na ObAAT CHBETBAHM Ja HE YNOTPeOABAT AJIKOXOJI, MPEABUI HETOBOTO
Bb3JeHCTBHE BBpXY LIHC ¥ BeposTHOCTTa OT KIMHMYHO BJIOIIABAHE HAa NMCUXHYHOTO CHCTOAHME,
KaKTO H BEPOATHOCTTA 3a HEXKEJIAaHH B3aUMOJEHCTBUS ¢ BeHIadakCHH, BKIIIOYHTENHO e(PEKTH Ha
notuckaHe Ha LIHC.

JlekapcTBeHH NPOAYKTH, KOUTO yabxkaBaT QT-unrepsana

MPpH €THOBPEMEHHO NMPHJIOXKEHHE Ha APYTH JIEKAPCTBEHH NMPOAYKTH, KOUTO Y IBJDK
HHTepBaia. ETHOBPEMEHHOTO NPUIIOXKEHHE HA T€3H JIEKAPCTBEHU NMPOAYKTH TPAOB
(BX. TOYKa 4.4).
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CBhOTBETHHUTE KJ1aCOBE Ca:

3 knac IA u 11l anTHapuT™MHLIM (HanpUMep XMHUIWH, aMHMOAAPOH, COTaNIoN, A0(PETHINA)
HAKOHM aHTUIICHXOTHLIM (HanpuUMep THOPUIA3HH)

HAKOHW MaKpoJIMaH (HanpuMep EpUTPOMHLIHH)

HAKOU aHTUXMCTAMHHH

HAKOM XMHOJIOHOBH aHTHOAKTEpHAIHM CPEACTBA (HAMNpP. MOKCH(IIOKCALIUH)

CnUCHKBT NMO-rope He € u3uepnaresieH 1 ynorpedbara Ha ApyrH JIeKapCTBEHH NMPOIYKTH, 32 KOUTO €
M3BECTHO, Y€ 3HauuTeNHO yab/pkaBat QT uHTepBana TpabBa aa ce u3bsArsa.

EdexT HAa APYIH JieKAPCTBeHH NPOAYKTH BbPXY BeHJIa(paKCHH

Keroxona3zoa (nuxuburop Ha CYP3IA4)

Enno ¢dapMakokuHeTHYHO npoyuBaHe ¢ KeTokoHa3ou npu CYP2D6 excrensusuu (EM) u noun
metabonusaropu (JIM) nokassa, ye NpUIOKEHHETO Ha KETOKOHa30J1 BoAM A0 no-ronama AUC 3a
seHnadaxkcut (70 % u 21 % cvorBerHo npu auuara CYP2D6 JIM u EM) u 3a O-
neamerunsernadaxkcut (33 % u 23 % cvorBetHo npu auuara CYP2D6 JIM u EM). CemrpTeTBalnara
ynorpe6a Ha CYP3 A4 unxuburopu (Hanp. atazaHaBHp, KJIapUTPOMMLIMH, HHAHHABHP, HTPAKOHA301]1,
BOPHKOHA30J1, [103aKOHAa30J1, KETOKOHAa30J1, HelIpUHABHD, PUTOHABUP, CAKBUHABUP, TEJTATPOMHLINH) H
BeHna(akCHH MOXe J1a NMOBHIIM KOHLIEHTpaLuKuTe Ha BeHadakcuH U O-ne3MeTHIBeH1a(aKkCHH,
MopaaM KOETO Ce Npenopb4yBa BHUMAHKE, aKO TEpanUATa Ha NaLMEHTa BKIIOYBAa HHXHOHTOD Ha
CYP3A4 u BennadgakcCHH €AHOBPEMEHHO.

| EdexT Ha BeHJapaKCHH BLPXY JAPYrH JieKapCcTBEeHH NPOAYKTH

JIuTHH _
[Tpu cenbTCeTBaIA YnoTpeba Ha BeHaakCHH C IMTHH MOXKE 1a HACTBITH CEPOTOHHMHOB CHHPOM

(k. "CepOTOHHHOB CHHAPOM").

Anazenam

Bennadakcun HaMa eekTH BbpXy papMakOKMHETHKaTa H papMakoJHHAMHKaTa Ha Ha3enam H
HEroBUsA aKTHBEH MeTaboJIMT Ae3MeTHaavazenaM. Jluazenam U3riexnaa He noBJUsABa
(hapMaKOKMHETHKATa HUTO Ha BeHJagakcuH, HUTO Ha O-ne3MeTHBeH1agakcuH. He € H3BECTHO
NaJIy ChillecTBYBa apMaKOKHHETHYHO W/HUIH papMakOAUHAMHYHO B3aUMOAEHCTBHE C IPYTH
OeH30AHa3eNHHH. |

HMunpamMuH

Bennadakcun He nosnusBa papMakoOKMHETHKaTa Ha UMHNIpaMuH M 2-OH-umunpamuH. Uma
no3zozasucumMo nosueHue Ha AUC 3a 2-OH-ae3unpamus ¢ 2,5 10 4,5 mbTH, KOrato ce npuiarar
75 mg no 150 mg BennadakcuH AHeBHO. UMHNIpaMuH He noBiusBa GapMaKOKHHETHKATa Ha
ewnadakcud u O-ae3MeTwiBeHnagakcul. He e H3BeCTHO KIHHHYHOTO 3Ha4Y€HHE Ha TOBA
B3aumMoieiicTere. TpaGBa aa ce MoaxoXaa ¢ NOBULIEHO BHUMAHHWE NMPH CbBMECTHOTO NPHJIOKEHHE
Ha BeHJ1ahakCHH H HMUIIPAMHUH.

XajionepHaoJ
dapMaKOKMHETHYHO MPOYyUYBaHe ¢ XaJlonepuaos nokassa 42 % noHwxkeHne Ha oOLMs nepopalieH
kiupbHC, 70 % noumenue Ha AUC, 88 % nosuieHHe Ha Chax, HO HE NMOKa3Ba HUKaKBa NMPOMSAHA B
MOJY>KHBOTA Ha Xanonepuaoi. Toea TpaOBa a ce UMa npeaABUA NPH NALMEHTHTE, JICKYBaHH C
Xajonepuao U BeHaadakcHH eJHOBpeMeHHO. He € H3BeCTHO KIIHHHYHOTO 3HaY€HHe Ha TQ
B3aUMOJIEUCTBHE.

Pucnepuaon

Bennadaxkcun nopumasa AUC Ha pucnepuioH ¢ 50 %, HO He MpOMEHs 3HAYUMO
(dhapMaKkOKMHETHYHHA NMpo¢dua Ha ob1IaTa aKTMBHA YacT (PUCTIEPHIOH TUTIOC
9-xuapokcupucnepuaoH). He e H3BeCTHO KIIMHUYHOTO 3HAYEHHE HAa TOBA B3aMMOJIEHC
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MeTonpoJion

- EAHOBpPEMEHHOTO NMPUIOKEHHE Ha BeHJIadaKCHH U METOIPOJIOS Ha 31paBy A0OPOBOJILIU MPH €QHO
Npoy4BaHe 3a (papMaKOKMHETHYHO B3aUMOJEHCTBHE 3a ABaTa JIEKAPCTBEHH MPOAYKTa BOJAH 10
NOBHMILEHHE Ha IUIa3MEHUTE KOHLIEHTPAaLMK Ha MeTonposion ¢ npubnauzurenHo 30-40%, 6e3 na
NPOMEHS TUIa3MEHHUTE KOHLIEHTPALIWHA Ha HErOBHA aKTUBEH MeTabonMT a-Xxuapokcumeronpono. He
€ U3BECTHO KJIMHUYHOTO 3HAYECHHUE HA Ta3HU HAXOAKAa NMPH NalUMEHTH C XUnepToHus. Meronposon He
NpoMeHs (papMakOKMHETHYHHUA Npodun Ha BeHNa(aKkCHH WK Ha AKTUBHUA MY MeTabonuT
O-ne3meruneennadakcuH. TpabBa na ce noaxoxaa BHUMATEIHO NMPU €IHOBPEMEHHOTO NPHIOKEHHE
Ha BeHJ1a)aKCHH H METOMNPOJION.

AnauHaBup

@apMaKOKHHETHYHO MPOy4YBaHe ¢ HHAUHABUP nokas3sa 28% nonwxenue Ha AUC u 36%
NOHHkKEHHE Ha Cpax 38 MHAWHABUP. UHAMHaBUDP He noBnMsABa (hapMaKOKMHETHKATa Ha BeHJ1aaKkCHH
U O-nesMeTunBeHnadgakcut. He e H3BeCTHO KIMHHYHOTO 3HAY€HHE Ha TOBA B3aUMOJIEHCTBHeE.

JlekapcTBa, KOHTO ce MeTA00IH3HPAT upe3 H30€H3HMH Ha nuToXpom P450

U3cnensanusTa in vivo nokassar, 4ye BeHa1adakcHH € OTHOCUTENHO cnad naxuburop Ha CYP2D6.
Bennadgakcun He unxubupa in vivo CYP3 A4 (annpaszonam u kapbamazenuH), CYP1A2 (kodenHn) u
CYP2C9 (tonbyramua) wim CYP2C19 (auazenam).

Ilepopa/iHH KOHTpalLENTHBH

[Ipe3 mocTMapkeTHHIOBHA OIMT ce ChOOLLABA 32 MOABA HA HeXeNaHa OpeMEHHOCT MpH JIULIA,
NpHeMally NepoPaHH KOHTPALIENITHBY 110 BpEME Ha jieueHHe ¢ BeHaadakcud. Hama Tounn

' IOKA3aTeJICTBA, Y€ Te3W OPEMEHHOCTH ca B pe3yJITaT Ha JIEKapCTBEHO B3aUMOJIeHCTBHE ¢
BeHaadaxcuH. He e npoBexxaaHo npoy4BaHe 3a B3aUMOAECHCTBUA ¢ XOPMOHAJIHH KOHTPALIENITHBH.

4.6 DeprHianTeT, OPEMEHHOCT H KbPMEHE

bpemennocT
Hsama nocrarb4yHo AaHHHM 3a ynorpebara Ha BeHi1adakCUH NMpH OpeMEeHHH JKEHH.

[IpoyuBaHHsATa BEPXY )KMBOTHHM MOKa3BaT PeNpOAYKTHBHA TOKCHYHOCT (BX. TO4YKa 5.3).
[ToTeHUHANTHHUAT PHCK NPH XOpa He € u3BecTeH. BennadakcuH TpaOBa na ce npunara Ha GpeMeHHH
)KEHH CaMO aKO OYaKBaHWTE MOJI3H NPEBUIIIABAT BCHYKH Bb3MOXKHH PHCKOBE.

Kakro 1 npu apyru HHXuOMTOpH Ha 0OpaTHOTO 3axBailaHe Ha ceporoHuHa (SSRI/SNRI), morar na
Ce NMOABAT CHMIITOMHM Ha OTHEMaHe NMPH HOBOPOAEHHTE, aKO BEeHJIA(PaKCHH € H3MOJI3BaH A0 WK
HEMOCPEACTBEHO NMpeaH paxkaaHeTo. Hakou HOBOpoaAEeHH, H3J10KEHH Ha BeHIaaKCHH KBCHO Npe3
TPETUA TPUMECTBP, Pa3BUBAT YCIOXKHEHHUS, HAJlarally XpaHeHe npe3 COHjia, AMXaTejHa NoAApbKKa
WK NPOAB/KUTENHA XOCnTUTaIM3alMs. TakuBa YCII0XKHEHHA MOTaT Jia ce MoJy4yaTt BeJiHara cliejl

PaAAaHCTO.

EnuneMHosIorHYyHUTE JAHHH COYaT, Y€ H3MOJI3BAHETO Ha CEJIEKTHBHH HHXHﬁHTGpH Hd DﬁpﬂTHOTO
3axpallaHe Ha CEPOTOHHHA MO BPEME Ha 6p€MeHHOCT, 0co0€eHO B KpaAa Ha 6peMBHHOGTT&, MOKC Jld
YBCJIHYH PHCKa OT NCpCUCTHUPpAlLlA 66ﬂ0ﬂp06H3 XHIICPTOHHUA IIPH HOBOPOACHOTO. B'.bnpelcu, YEC HEC Ca
NpoBCXKAaHH H3CJICABAHHA 3d YCTAHOBABAHC HA BPb3KaTa MEXKAY MNCPCHCTHpaLlaTa 6CHD,HP06H&
XHUNEPTOHHUA NMPH HOBOPOJACHOTO H JICHCHHETO C EEHJ'IHCPHKCHH, MOTCHUHAJICH PUCK HE MOXKE Jia Obae
H3KJIDYCH, KaTO CC UMaA NpEABHU noxoOHUA MEXaHU3BM Ha NEUCTBUE (HHXHSHPHHE Ha OﬁpaTHDTO
3aXBalllaHC Ha CEPOTGHHHH).

Morart aa ce HabnoaaBaT ClieIHUTE CUMITTOMH NMPH HOBOPOAEHH, aKO MalKaTa € H3MQi3g
SSRI/SNRI B kbcHa OpeMEHHOCT: pa3Apa3HUMOCT, TPEMOP, XUIOTOHUA, NEPCHCTHPAIfL £
3aTPYAHEHO Cy4YeHe WJIM 3acruBaHe. Te3u CUMIITOMM MOrar Jia ce Ab/KaT WJIH Ha ( -

CEPOTOHMHEPrHYHH €(EKTH, HJIH ca CUMIITOMH Ha ekcrno3uums. B noseueTo ciyyau %
YCJIO)KHEHHUs ce HabmoaaBaT BegHara wim a0 24 yaca ciel pakJaHeTo.
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O6cepBallMOHHUTE JJAHHHM MOKA3BaT MOBHIIEH PUCK (I10-MAJIKO OT 2 IMbTH) OT MOC/IEPOAOBO
KpbBOTeueHue ciiel ekcno3uuus Ha SSRI/SNRI B pamkuTe Ha nocneaHus Mecell MPeAH paKAaHETOo
(BX. ToukH 4.4 u 4.8).

Knpmene

BennadakcHH H HErOBHAT aKTHBEH MeTabonuT O-1e3mMeTHIBEHIa(aKCHH Ce eKCKpeTHpaT B
KbpMara.

MMa nocTMapKeTHHIOBH ChOOLIEHHs 32 KbpPMaYeTa, KOMTO I1a4yaT, U3NMTBAT pa3Apa3HeHHe H UMar
aOHOpMHM MOZeNH Ha 3acnuBaHe. ChLIO TaKa € JOKJIAJBaHO, Y€ CHMIITOMHUTE, CBbP3aHH C
IEKapcTBOTO BeHIa(akCHH OT3BY4YaBaT MpH NPEKpaTABaHe Ha KbPMEHETO. PUCK 3a KbpMa4eTo He
MOJKe 1a ce W3KIoYK. ETo 3amo TpabBa ga ce B3eMe pellleHHE Jajlu [a ¢e NMpeyCTaHOBH KbPMEHETO
WM J1a Ce MPEeKpaTH TepanuaTa ¢ BeHiadakCHH, KaTo ce B3eMaT MpeaBK/ Noji3aTa OT KbPMEHETO 3a
JETETO M MoJ3aTa OT TepanuaTa 3a KeHara.

DepTHIAHTET

B npoyuBaHe, B KOETO IUTbXOBE KAKTO OT MBXKKH TaKa H OT )KEHCKH I0JI Ca U3JI0XKEHH Ha
O-ne3merniBeHnadaKkcHH ce HabmonaBa peayurpas GepTUINTET. 3HAUEHHETO Ha Te3H aHHH NpH
XOpa € HEM3BECTHO (BX. TOYKa 5.3).

4.7 EdexrH BbpXYy cnocoOHOCTTA 32 OPHPaAHE H padoTa ¢ MALIHHH

Bceku NcMXO0aKTHBEH JIEKAPCTBEH NMPOAYKT MOXE Aa HapyllH MpeLeHKaTa, MUCIEHETO U MOTOPHHUTE
ymeHHs. ETO 3a110 BCHUKM NaLMeHTH, npHeMaliy BeHjiadakcut, Tpadsa qa ObaaT npeaynpeaeHH 3a
epekTHTE BHPXY CMOCOOHOCTTa UM J1a LIO(HpAT W 1a pabOTAT C ONacHH MAIUKHH.

4.8 Hexenanu JeKapCTBEeHH PeaKIHA

Pe3iome Ha npoduaa 3a 6ezonacHoCcT

Hexenanure peakiiiy, KOMTO ca choOLIaBaHH KaTo MHOIo 4ecTH (>1/10) npu KIHHHYHUTE
Npoy4BaHus ca raZieHe, CyxoTa B ycTaTa, r1apo0oj1e U MOBHIIEHO H3MOTABaHe (BKIIOUYHTETHO
HOILHHU H3MOTABaHHUA ). *

CnHCBbK Ha HeXKeJIAHHTE PeaKIHH B TA0/IHYEH BH/]

Hexxenanure peakuuu ca W30poeHH Mo-A0Jy Mo CHCTEMO-OpPraHeH Kjiac, KaTeropus rno 4ecrora ¥ B
HU3XO/IALL pe/l MO OTHOLIEHHE Ha CEPHO3HOCT OT MEULIMHCKA IJie[]Ha TOYKA BbB BCAKA KaTeropus
Mo 4ecToTa.

YecToTuTe ca AeUHUPAHH KaTo: MHOro Yect (>1/10), yectu (=1/100 no <1/10), neuectn (=1/1 000
no <1/100), peaxu (=1/10 000 go <1/1 000), mHoro peaku (<1/10 000), ¢ Heu3BecTHA YecToTa (OT
HaJIMYHHUTE AAHHH He MOxXKe Na ObJie HanpaBeHa OLIEHKa).
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Cucremo- Muoro yectn | HecTH HeuecTH ' Peaxn Mmuoro C
OpraHHa peaKH HEH3BECT-
KjJacHpHKa- HAa 4eCTOTA
LM
HapyuieHus Ha ArpanyJo- Tpombo-
KpbBTa H | nuTo3a¥, UTOneHus *
numdHaTa AIUlacTHYHA '
CHUCTEMA aHemusa*

[ManuuTOMNE-

HUsA*

HeyTtponenus*
HapyumeHus Ha AHadunakTiy- \
MMYHHaTa Ha peakuusa*
CHCTEMaA ¥
HapymeHnus Ha CuHapoM Ha ’
eHAOKpHHHATA HeaJeKBaTHa
CHCTEMA CEeKpeLus Ha
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aHTHHYpe-
THYHHA XOPMOH
(CHCAX)*
HapyuieHus Ha Hamanen XHIo-
meTabosn3Ma u aneTuT HaTpHeMHA*
XPaHEHETO
[TcuxuuHu HUucomHus CbCcTOssHHE HA MaHus, Henupuym* CyuumaHa
HapyLIEHUS o0bpkaHocT*, XHUIMOMaHus, Haeauus U
HenepcoHanu- XaOLHHALHH, nosenae-
3alMa ¥, Jlepeanu3anus, HHE?,
[TaTonoruaHu [laTonoruuen Arpecus®
CbHHUILA, OprasbM,
HepsHocT, Bpykcuszbsm*,
HamaneHo Anarus
nubuao,
Bb30yna*,
AHoprasmus |
Hapymenus Ha | ['naBoOonue*, | Akatuzusa*, CuHkon, HesponentuueH | TapauBHa
HepBHATa 3aMasHOCT, Tpemop, MuokIoHyc, MaJINrHEH JUCKHHE-
cUcTeMa Cenaums [TapecTesus, HapyumeHo CHHPOM 3ug*
Hucreys3us paBHOBECHE, (NMS)*,
Hapyena CepOoTOHHHOB
KOOpAHHaLMA™*, CHHApOM*,
Huckune3usn* KOHBYICHH,
JIncronuns™
- HapylueHus Ha 3pHUTENIHH 3aKpHTOBIbJIHA
OYHTE HapyLUECHMA, rnaykoma*
HapymeHa
akoMozjaLms,
BKJI. 3aMbIJICHO
3peHHeE,
Muapuasa
HapyuieHus Ha TuauTyC* Bepturo
YXOTO H
nabupHHTA
CopaeyHH Taxuxapaus, Torsade de CTpec-
HapyLIECHUs [MTannurauun* pointes*, Kapauo-
KamepHa MHONATHA
Taxukapausa*, (kapauo-
KamepHa MHONATHA
Gbubpunanus, Ha  Tako-
Vnwemken QT- 1y00)*
HHTEPBaJl Ha
EKT™
CpaoBH XHUNEepTOHUA, OprocTaTuiHa
HapyIEHHA ['opeuiy BbJIHH | XHNOTOHMUA,
XHNOTOHUAY .
PecniupaTopHH, HucnHes*, UHTepcTHLHA-
IPbAHH H [Ipo3saBane Ha O6esnoapobOHa
MeIHaCTHHAIHH Oonect*,
HapyLIECHHA benoapoOHa
€03HHOUInA*
CromMmaluHo- ["anene, Huapus*, ["acTpo- [TankpeaTur*
YpEeBHH Cyxora B [ToBpbiIaHe HHTECTHHAJIHO
Hapy LWEHHS ycTara, KbpBeHE*
KoHcTunauus 11
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Xenaro- OTKNIOHEHH Xenatur*
OunnapHu CTOMHOCTH Ha
HapylIeH!s YEepHOAPOOHHUTE
GYHKUMOHATHH
u3cieaBaHus*
Hapymenus Ha | Xunepxuapo- | OOpus, Yprukapusa*, CuHapoM Ha
KOXara ! 3a* Coplex* Anoneumsn*, CTHBBHC-
MOAKOXKHATa (BKJIKOYMTEITHO Exxumo3sa JIKOHCBH*,
ThKaH HOLIHH AHruoenem*, TokcH4yHa
H3NoTABaHuA)* Peakuuu Ha enuaepMaiHa
(OTOUYBCTBH- HEKpoJau3a®*,
TEJIHOCT Epurema
MyaTHdopme*
HapylueHus Ha XHUNepToHyC Pabpomuonusa*
MYCKYJIHO-
CKeJleTHaTa
CHUCTEMA W
CheAHHHUTE-
HaTa TbKaH
HapyumeHus Ha 3aTpyAHEHO MHKOHTHHEHLIUA
0nOpeunTe, yPHHHUPAHE, Ha ypuHaTa*
NMUKOYHHTE PeteHuus Ha
MbTHLLA YpHHa,
[lonakuypus*
HapyuwieHnus Ha MeHoparus®, [Tocnepo-
Bb3MPOH3BOIH- MeTtpoparus®*, JOBO
TeJHaTa EpexkTHiHa KpbBOTEUE-
CHCTEMA H IuchHYHKIUA®, Hpe?
rpaara Hapyuena
esKynaums’,
OO6wmu YmMmopa, KbspBeHe ot
Hapyienus AcTeHus, JIUraBULIMTE
edekTH Ha Brpucane* .
MACTOTO Ha
NpHIOKEHHE
H3cnensanus HamaneHno Y IbJDKEHO
TErno, BpeMe Ha
YBean4eHo KbpBeHE*
TErno,
IToBHIIEHH
CTOHHOCTH Ha
X0JIECTEPO B
KpbBTa

* HJIP, napeHTHOULMPAHH OT NOCTMAPKETHUHIOBUS NEPHO/I

* Cniy4aHn Ha CyMUHIHA HlealMs M CYHMLIHHO NMOBEeHHE ce ChoOLIAaBaT Mo BpeMe Ha TepanuaTa C
BEHJIa()aKCHH UJIM HEMOCPEACTBEHO CJle]l MPEeyCTAHOBABAHE Ha JIeYEHHETO (BXK. TouKa 4.4).

® BixTe Touka 4.4.

‘B cOOpHH KJIMHHYHH NPOYYBaHHUA YECTOTAaTa Ha ri1aBo00IMeTo, NPeAN3BHKAHO OT BeHJ1a)aKCHH e
noaoOHa Ha Ta3M, NpeAU3BHKaHa OT rauedo.

1Toea cuOuTHE € chobIaBaHO 3a Knaca jekapcrsa SSRI/SNRI (Bxk. Touku 4.4 u 4.6).

IIpexpaTaBane Ha JIeYEHHETO

[IpexkpaTaBaHeTO Ha JIeYEHHETO ¢ BeHnadakcuH (0cobeHO KoraTo € BHe3arHo) 00UKHQ
CHMITTOMH Ha OTHeMaHe. Hai-uecTo chob1aBaHuTe peakLMM ca 3aMasHOCT, CETUBHH
(BKJIIOYMTEJTHO MapecTe3us), HapylIeHHs Ha ChHA (BKITIOYHUTENHO 0€3ChbHHE U Hanperh
Bb30Yy/1a MK TPEBOXKHOCT, raZicHe W/ MM MOBpbLIaHe, TPEMOp, BEPTHIO, I1aBobosine,
CHHJPOM, 3PUTEJIHH HApYLIEeHHUS U XUNnepToHUA. OOUKHOBEHO Te3U CHLOHUTHS ca JIEKH 10
ca caMOOrpaHH4aBallly C€, HO MPH HAKOM MALMEHTH Te€ MOraT Ja ca TEXKH H/HJIH MNo-

ﬁ
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MPOAB/DKHTETHH. 3aTOBA Ce NMpernopbyBa, KOraro je4eHue ¢ BeHaadakCHH MoBeY€e HE € HeOOX0AUMO,
peKpaTaBaHe Ha JICYEHHUETO J1a Ce U3BbPLIHM Ype3 NOCTENEHHO NOHWXaBaHe Ha 03aTa. Bee nak npu
HAKOM MAallMEHTH ca Bb3HUKHAJIM CHJIHA arpecus M CYHMLIMJHA HAeallus, KoraTto o3ara € Owia
MOHHXEHA WM MO BpeMe Ha NpeKpatsaBaHe (BxkK. TOUKH 4.2 U 4.4).

[eanaTpuuna monyJanHsg

KaTo usano npodunbT Ha HexXeNnaHWTe peakuMu Ha BeHiadakcuH (npH miauedbo KOHTPOJIMPaHUTE
KJIMHHYHH MPOYUYBaHHA) MU J€La H IOHOLIH (Ha BBb3pacT 6 10 17 roaMHu) € CXO/IeH ¢
Ha0J1loaBaHus NMpU Bb3pacTHU. KakTo U npu Bb3pacTHH, ce HabI0aaBaT NOHKWKEH aleTHT, 3aryda
Ha TErJIo, MOBHILIEHO KPbBHO Ha/IsTaHE U MOBHILEH CEPYMEH XOnecTepo (BXK. Touka 4.4).

B xiMHHYHHMTE NMpOYyYBaHMS C Jella ce HabJloaaBa HexXXeslaHaTa peakuua CyMuMaHa uaeauus. Uma
CBLIO BCE MOBeve ChOOLIEeHH 3a BpaXKaeOHOCT H, 0COOEHO NMpPH rosMo ACNPECHBHO Pa3CTPOUCTBO,
3a CaMOHapaHsABaHe.

[To-cnienmasniHo npH Aela ce HaObMoaaBaT ClIeIHUTE HEXEJIaHH JIEKapCTBEHU peaKkLuu: Ooka B
obnacTra Ha KopeMa, Bb30y1a, AUCTIeNCHs, €EKXMMO03a, eNTUCTAKCUC U MHAJITHA.

CnboOll1aBaHe Ha NOAO3UPAHH HEXKEJIAHW PeaKLIK

CpoOiaBaHeTo Ha NMOAO3MPAHH HEXKEJJaHW peakLMM Clie]] pa3pellaBaHe 3a ynorpeda Ha
JIEKAPCTBEHHA MPOJAYKT € BaXkKHO. ToBa Mo3BoJifBa Aa NPOABL/DKH HA0II0J€HHETO HA CHOTHOILIEHHETO
NoJ13a/pUCK 3a JIeKapcTBEHHUS NpoayKT. OT MEAULIMHCKUTE CNELMAIMCTH CE U3UCKBA /1a ChOOLaBaT

BCAKA MOAO3MPaHA HeXeNlaHa peaklma ype3 M3nbaHUTeIHAa areHuus no JeKapeTara, yi. ,,JlaMan
I'pyeB” Ne 8, 1303 Codus, Ten.: 02 8903417, yebeaiit: www.bda.bg.

4.9 Ilpeno3upane

[Ipy nocTMapKeTHHrOBHA OINMT, Npei03upaHe ¢ BeHJadakcHH ce cboOllaBa riaBHO B KOMOMHaLMs ¢
aJIKOXOJ1 W/WIKM APYTH JIEKApCTBEHH NMPOAYKTH, BKIKOYHUTETHO ClIy4au ¢ jietaneH usxoa. Hai-uecto
choOLaBaHUTE CHOUTHA MPH NpEO3UPaHE ca: TAXUKApAHA, IPOMEHEHO HUBO Ha Cb3HAHHETO
(BapHpallo OT COMHOJIEHTHOCT A0 KOMa), MUApHa3a, KOHBYJICHA U NnoBpbiuane. [{pyru crobiaBanu
chOMTHA ca: enekTpokapauorpadcku npoMeHn (Hanp. yabnkaBaHe Ha QT unTepBana, 6eapeH 6110k,
yabkaBaHe Ha QRS kommiekca) (Bxk. Touka 5.1), kamepHa Taxukapaus, Opaaukapans, XHIOTOHMS,
XHUIOTJIHKEMHS, BEPTHIO U CMBPT.

Texxku CHMNITOMH Ha OTPaBsiHE MOTaT J1a Bb3HUKHAT MPH BB3PAaCTHH cliell IPUEM Ha NPUOIU3UTENTHO
3 rpama BeHJ1a()aKCHH.

B ny6MkyBaHHTE peTPOCNEKTHBHH NPOYYBaHHMA Ce ChOOIIaBa, Yye NpeA03upaHeToO Ha BeH1adakCHH
MOJK€ Jla € CBbP3aHO ¢ MOBHILEH PUCK OT ¢aTajleH U3X0/ B cpaBHEeHHUe ¢ HabmonaBaHoTO npu SSRI
AHTH/IETIPECAHTH, HO PHCKBT € NMO-HHUCHK OT TO3M NPHU TPULIMKJIMYHHUTE aHTHAETIPECAHTH.
EnuaeMHoJIOrHYHUTE NPOYyYBaHUA MOKA3BaT, Y€ JIEKyBaHUTE C BeHJ1aakCHH NAaLMEHTH UMAaT NMoBeYe
PUCKOBH (haKTOPH 3a CYULIMAM, OTKONAKOTO nauueHTuTe Ha SSRI. He e acHO 10 kakBa cTeneH
HaXo/IKaTa 3a NOBHMIIEH PUCK OT (haTajieH U3X0A MOXKe J1a Ob/le MPUIMHUCAHA HA TOKCHYHOCTTA Ha
BeHJ1a()aKCHH NPH Npeo3UpaHe B CPAaBHEHHE C HAKOM XapaKTePUCTUKH Ha MALMEHTHTE, JIEKYBAHH C
BEHJ1a(paKCHH.

[IpenopbuBaHO JieYeHHE
TexkoTo OoTpaBsHE MOXKE ja H3UCKBA KOMIUIEKCHO CMNELIHO JieyeHue U HabmoaeHnue. CnenoBaTenHo,
B CJIy4Yail Ha CbMHEHHME 3a Npeao3UpaHe, BKIKOYBAILO BeHIadakCHH, ce NMpenopbyBa He33PgsHo Ta-o
CBBPXKETE C HALIMOHAJIHUA LIEHTBP MO TOKCHKOJIOTHS HJIH ¢ TOKCHKOJIOT, Q’\\\Nﬂ 07

»

]’Ipenop'hqaa’r ce o0LIH noaabpxKaluii H CAMIITOMAaTH4YHH MCPKH, K4TO TpﬂﬁBa Aa C¢
CHPACHHHAT PUTHBM H ) KH3HCHHUTE IMOKA3aTEJIH. an PHCK OT aClilipalus, HC CC NPCRC
NMpE€AU3BHKBAHE Ha MNMOBPbLIAHE. CromaluHara NMPOMHBKA MOXKC [1a € MOKa3aHa, aKO PCg
CKOpO cjiea NoribuaHeTO HIIH MPH NalUCHTH CbC CUMIITOMH. HPHHOJKCHHETO Ha a \
MOXKE CbLIO 14 OIrpaHHUYH aﬁcﬂpﬁuuﬂm Ha aKTMBHOTO BellecTBO. Majiko BEPOATHO € (¢ Ay
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nMypesa, ndanusara, xemonepdy3usara 1 0OMeHHOTO KpbBOTpeMBaHe aa Obaar ot nonsa. He ca
W3BECTHH crieLiMPHUYHH aHTHIOTH Ha BEeHJ1a(haKCHH.

5, ®APMAKOJIOTHYHHU CBOMCTBA

5.1 ®PapMakoAHHAMHYHH CBOHCTBA

dapmakorepanesTuuHa rpyna: Jlpyru antuaenpecantu — ATC koxa: NO6A X16

MexaHH3bM Ha IeHCTBHE
Cumura ce, Ye MEXaHM3MbT Ha AHTHAENPECAHTHOTO AEHCTBHE HA BEeHIa(paKCHH MPH XOpa € CBbP3aH C

NOTEeHLIMPAHETO HA HEBPOTPAHCMHUTEPHA AKTUBHOCT B LICHTpAJIHATa HEPBHA CHCTEMA.
[IpeaKJIMHUYHUTE NPOYYBaHHKS NMOKA3BAT, Y€ BeHJaQaKkCHH U IIaBHUAT My MeTaboIuT
O-ne3mernnBennadakcut (O/IB) ca uHxubuTopu Ha 0OpaTHOTO 3aXBalllaHe Ha CEPOTOHHUH M
HopaapeHaMH. BeHnagakcuH cbmo HHXHOMpa cnabo 1onaMUHOBOTO 3axBallaHe. BennagakcHH 1
HErOBHAT aKTHBEH MeTabOIUT MOHWXKABAT -aipeHEPruuHUTE OTTOBOPH KAKTO IMPH OCTPO (€AUHHYHA
1103a), TaKa U MPH XpOHUYHO npuioxkeHue. Bennagaxkcun u OJ1B ca MHOro ¢XoHH MO OTHOLLIEHHE
Ha TAXHOTO UAJIOCTHO JE€HCTBHE BHPXY 00paTHOTO 3aXBalllaHE HA HEBPOTPAHCMMUTEPH U CBBP3BAHETO
KbM PELENTOPH.

BennadakcuH Ha NpakTHKa HAMA HUKAKbB aQUHMUTET in vifro KbM MYCKapHHOBHTE,
XonuHepruyHure, H1-XxucraMUHEpruyHUTe WIH 0l -aJpeHepruyHUTE peLienTOPH OT MO3BK Ha TUTBX.
®apMakoJIOrHYHOTO JAEHCTBHE BHPXY TE€3H PELIENTOPH MOXKE J1a € CBbP3aHO ¢ pa3InYHH HEXETaHH
peaklHy, HabMmoaaBaHH NpU ApYryd aHTHACNPECAHTHH JIEKApCTBEHH MPOAYKTH, KaTo
AHTUXOJIMHEPrHYHH, CEJATUBHU H CHPACYHO-CHJAOBH HEXKEJIaHH PEaKLIMH.

BennadakcuH He npUTeKaBa HHXMOUTOPHO JeiCTBHE BHPXY MOHOaMHHOOKcHaa3aTa (MAO).

In vitro npoy4BaHHUATa MOKa3BaT, Y€ BeHJIaaKkCHH Ha MPaKTHKa HE MPUTEXaBa HUKaKbB aQUHHUTET
KbM ONMMAaTHHU M O€H301Ha3e€MHHOBU PELIECNITOPH.

KnnHuuHa edHKacHOCT ¥ 6€301acHOCT

l'osieMH aenpecHBHH €eNH301H

EdukacHocTTa Ha BeHadakCcHH ¢ He3abaBHO OCBOOOXKIaBaHE KATO JICYeHHE Ha rojIeMH JAETIPECHBHH
eNU30/M € JIOKa3aHa MpH NeT paHAOMU3HPaHH, IBOHHO-CIIENH, M1aLeb0 KOHTPOJIMPaHH,
KpPaTKOCPOYHH MPOYYBaHHUA C MPOABDKUTETHOCT OT 4 10 6 ceaMHLM 3a 1034 10 375 mg/neH.
EdukacHocTra Ha BeHJ1a)akCHH € yABJDKEHO OCBODOXK/1aBaHe KaTo JICYEHHE HA roJIEMH JIeNpeCHBHH
enU304M1 € YCTaHOBEHA MPH JiBe TU1aled0 KOHTPOJIUPAHH KPaTKOCPOYHH MPOYYBaHUS C
MPOABDKUTENHOCT OT 8 U 12 ceaAMHMLIM, KOUTO BK/IIOYBAT 0OXBAT Ha A03HMTE OT 75 10 225 mg/neH.

[Tpy enHO NO-NPOABLIDKMTENHO NPOy4BaHe Bb3PaCTHH NaLlMEHTH Ha aMOyJIaTOPHO JIEYeHHEe, KOUMTO ca
ce MOBJIMSIK MO BpeMe Ha eIHO 8-CeAMUYHO OTKPUTO NMPOYYBAaHE HAa BEHJIA(PAKCHH C YIBIIKEHO
ocoboxkaaBaHe (75, 150 wiu 225 mg), ca paHAOMH3HPaHH J1a NPOABL/KAT ChC CBOATA 4034
BeHJIa()aKCHH ¢ Yb/DKEHO 0cBOOOKAaBaHE WK ¢ T1alebo 3a MakCHMYM 26 ceaMHLIM HaboneHHe

3a peLIn/IMB.

[Tpu enHO BTOPO NO-NPOABDKHTENHO Npoy4YBaHe e(pUKACHOCTTa Ha BeHJ1aaKCHH 3a I
peLiMAMBHpalIlH JENPEeCHBHH €MH301H 3a 12-MeceueH nNepro € yCTaHOBEHA B IL1aLIe
KOHTPOJIMPAHO, ABOHHO-CIIAMNO KIHHHUYHO M3MMTBaHEe NPH Bb3paCcTHHU MaLMEHTH Ha
NeYeHHe ¢ peLIHANBHUPALIH MOJIEMH AETIPECUBHH €MTU30M, KOUTO ca C€ NMOBJIUAIU OT
eHnadakcuH (100 no 200 mg/aeH, no cxema ¢ npyueM ABAa MbTH HA JI€H) MO BpeME H
€NU30]] Ha AenpecHus. |
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I'eHepa/IH3HPAHO TPEBOXKHO Pa3CTPOHCTBO

EdukacHocTTa Ha BeH1adaKCHH KarcyJiu ¢ YAB/DKEHO 0CBOOOXK/1aBaHe 3a JieYeHHe Ha
reHepaausupaHo TpeBoxkHo pasctpoiicTBo (I'TP) e ycraHoBeHa B aBe 8-ceamMuuHH, mianedo
KOHTPOJIMPaHH Npoy4BaHus ¢ pukcupanu Ao3u (75 no 225 mg/aeH), eaHo 6-mece4vHo, miauedo
KOHTPOJIMPaHO npoy4BaHe ¢ pukcupanu 1034 (75 no 225 mg/aeH) 1 eAHo 6-MeceuHo, iauedo
KOHTPOJIMPAHO MpOoy4YBaHe ¢ NpoMsAHa Ha aosute (37,5, 75 u 150 mg/neH) npy Bb3pacTHH NalMEHTH
Ha aMOyJIaTOPHO JIEYEHHE.

Bonpeku ue MMa ChIIO I0Ka3aTesICTBa 3a NPeJUMCTBOTO Ha fo3aTa ot 37,5 mg/nen npen miauebdo,
TS HE € TOJIKOBA NMOCTOAHHO €()EKTHBHA, KAKTO MO-BHCOKHTE JI03H.

CouHaJjIHO TPEBOKHO Pa3CcTPOHCTBO

EduxacHocTTa Ha BeHnagakCHH KarncyJiH ¢ yAbDKEHO 0CBOOOX/1aBaHe KaTo JIEYEHHE 32 COLMAIIHO
TPEBOXKHO Pa3CTPOMCTBO € yCTaHOBEHA B YETHPHU ABOHHO-CJIENH, C NMapasIeIHU rpynH, 12-ceAMHUYHH,
MHOTOLIEHTPOBH, 1U1a1ie00 KOHTPOJIHPaHH NMPOYYBaHuUs C NMPOMSHA Ha /103aTa U B €IHO JIBOHHO-
CJIANO, ¢ Mapasie/iHu rpynu, 6-Mece4yHo, riauedo KOHTPOJIHPaHO, NMPOYUYBAHE C
(HKCHPaHW/IPOMEHIMBH J03H NMPH Bb3PaCTHU NaLMEHTH Ha amMOyaTopHO JeyeHue. [lauuenTuTe
MpUeMaT J03H B rpaHULIMTE Ha 75 10 225 mg/neH.

JIuncear q0Ka3aTescTBa 3a no-BHcoKa eekTUBHOCT npu rpynata ot 150 no 225 mg/neH B
CpaBHEHHE C rpymnara, npueMasa no 75 mg/aeH npu 6-Mece4yHoTo npoy4BaHe.

I[IanH4ecko pa3cTpoHCcTBO

EdukacHocTTa Ha BeHs1aakCHH KancyJii ¢ YABJDKEHO OCBOOOXK/1aBaHEe KATO JICYEHHE 32 MAHHYECKO
pasCTPOKCTBO € YCTAaHOBEHA B ABE ABOHHO-ClIeNH, |2-ceAMHYHH, MHOTOLIEHTPOBH, IU1aLe0o
KOHTPOJIMPAHH MPOYYBAHHUSA NPU Bb3PACTHH MALMEHTH HAa aMOyIaTOPHO JIEYEHHE C MAHUYECKO
pa3cTpOMCTBO cbe WK Oe3 aropagobusa. HayanHara no3a npH npoy4BaHHATa ¢ NAHWYECKO
pa3cTpoiicTBo € 37,5 mg/neH B npoab/bkeHHe Ha 7 AHM. Cel ToBa NalHEeHTHTE MOJTy4aBaT
¢ukcupanu no3u ot 75 uinu 150 mg/neH B e1HO npoyyBaHe W 75 WK 225 mg/aeH npu ApyroTo
NpOyYBaHe.

EduxacHocTTa € ycTaHOBEHA CHILO B €HO NMPOABJDKUTETHO, ABOHHO-CIANO, Miauedo
KOHTPOJIMPAHO, C NMapaJieJIHH rPyINy Npoy4YBaHe Ha AbJArOCPOYHHUTE O€30NMacHOCT, €PHKACHOCT H
MPEeBEHIMA HA PELIMAMBUTE MPHU Bb3paCTHH NALIMEHTH Ha aMOy1aTOPHO JIeYEHHE, KOUTO ca ce
MOBJIMAIH OT OTKPHUTOTO JieyeHue. [lauueHTHTe Npoab/DKaBaT Ja rnojy4yasar cbllaTa 103a oT
BeHJ1a()aKCHH C YIBIDKEHO OCBOOOXK1aBaHe, KOATO ca NMpUesiu B Kpas Ha oTKpuTaTta ¢asa (75, 150
Wiy 225 mg).

CohpaeuHa e1eKTpOPH3IHOI0IHS

B cneunanu3supaHo o6¢cToiHO npoyyBaHe 0THOCHO QTc-HHTEpBaia Nnpy 3ipaBH HHIAWBH]IH,
BeHJadakcuH He yab/pkaBa QT-uHTepBasia B KJIMHHYHO 3HAYMMa CTEMNEH MPH CyrnpaTepaneBTHYHA
no3a or 450 mg/nen (naneHa xaro 225 mg asa nmbTH AHeBHO). ChoOasar ce obaue
NOCTMAPKETHHIOBH CJTy4au Ha yabbkaBaHe Ha QTc-unrepsana/TdP u kamepHa apuTMHA, 0COOEHO

NpH NpeJo3HpaHe WK NPH NaLMeHTH, KOUTO UMAaT APYrH PUCKOBH (PAKTOPH 3a yAb/DKaBaHe Ha
QTc/TdP (Bx. Touku 4.4, 4.8 u 4.9).

5.2 ®apMaKOKHHETHYHH CBOHCTBA

Bennadakcux ce Metabosin3Hpa B rojisiMa cTerneH OCHOBHO 10 aKTHBHHA MEeTabO0IHT
O-ne3merunsennadakcud (OIB). Cpennusar £ CO nia3MeH Nnoiy>KHBOT Ha BeHada
chOTBETHO 5+2 yaca u | 1+2 yaca. PaBHOBeCHHUTE KOHLIEHTPaLMH Ha BeHJIa(paKCHH H
NIOCTUraT B paMKHMTE Ha 3 IHH OT NepopajiHa TepanHs ¢ MHOTOKPaTHO MPHIOKEHHE.
OJ/IB noka3sBar JIMHeliHa KHHeTHKa HajJ 1030BUsA 00xBart oT 75 mg no 450 mg/neH.

AGcopOuun
[Tone 92 % ot BeHnadakcuH ce abcopOupar ciienl eIMHHYHA NepopajiHa 103a OT BEHIadaKkcH
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He3abaBHO ocBoGoxnaBaHe. AGcomoTHaTa GuoHanuyHocT € 40 % 1o 45 % nopaayu NpecUCTeMHUA
meTabonn3eM. Cen npunoxkeHue Ha BeHaadakcuH ¢ He3abaBHO 0CBOOOXK1aBaHE MAKCHMAJTHUTE
1a3MEHH KOHLIEHTpaluK Ha BewiadakcuH U O/IB HacTenBar 3a cboTBeTHO 2 M 3 4yaca. Cnen
MPUIOKEHHETO Ha BeHJIa(paKCHH KarcCy/u C YAb/DKEHO OCBOOOXK1aBaHE MAKCHMATHUTE TUIa3MEHH
KOHLIeHTpaluy Ha Bewladakcud U O/IB ce nocturar B paMKHTE Ha CHOTBETHO 5,5 4aca H 9 yaca.
Koraro ce npunarar eiHaKBH JHEBHH 1034 OT BeHJadakcuH, Ouio kato Tabnerka ¢ He3abaBHO
0cBOGOXKIABAHE WM KANCYJIa ¢ YABDKEHO 0CBOO0XKAaBaHE, KANCy/1aTa ¢ YABHKEHO 0CBOOOXK 1aBaHe
OCHUTypsABa MO-HUCKA CKOPOCT Ha abcopOuus, HO cbhlaTa cTeneH Ha abcopOLMs B CPaBHEHHE C
tabnerkara ¢ He3dbaBHO ocBOOOXKIaBaHe. XpaHaTa He MOBJIHABAa OMOHATMYHOCTTA Ha BeHJ1a(akCHH

u O/IB.

Painpeaenenune

Bennadakcun u O/IB B TepaneBTHYHH KOHLIEHTPALIMH C€ CBHP3BaT B MHHUMAJIHA CTENEH C
yOBELIKUTE IUIa3MEeHH NpoTeuHH (CbOTBETHO 27 % u 30 %). ObeMbT Ha pasnpene/icHHE Ha
BeHJ1a()aKCHH B PAaBHOBECHO CheTOsiHME € 4,4+1,6 L/kg cne HHTpaBeHO3HO MPHIIOKEHHE.

buorpancpopmanus

BennadakcuH npeTbpnsBa 3HAYUTETHO METabONH3HpaHe B YepHHUs ApoO. In vitro W in vivo
NpoyYBaHHATA MOKA3BaT, 4e BeHnadakcuH nperbpnsasa OuorpaHcGopMaLus 10 HErOBHs I1aBEH
aktTuBeH Metabonut OJIB or CYP2D6. In vitro w in vivo npoy4YBaHHATa NOKA3BaT, Y€ BeHJIa(pakCHH
ce MeTaboJIM3Mpa 0 BTOPOCTENEHEH MO-MaJIKO akTUBEH MeTabonuT N-ae3MeTuiBeHIagakCHH OT

CYP3AA4. In vitro v in vivo npoy4BaHHUATa NMOKa3BaT, 4e BeHaadakcuH e cnab HHXHOHUTOp Ha
CYP2D6. Bennadakcun He unxubupa CYP1A2, CYP2C9 unun CYP3A4.

EanmMuHaupane

BennadakcuH U HeroBute MeTabOJIMTH Ce eKCKpeTHpaT OCHOBHO npe3 0x0peuuTe. [1pubnusurenHo
87 % ot no3arta Ha BeHjadaKkCHH Ce OTJes ¢ ypUuHaTa B paMKHUTe Ha 48 yaca KaTo HENMPOMEHEH
BeHiadakcuH (5 %), Hekomtorupan O/IB (29 %), kontorupan O/IB (26 %) unm apyru
BTOPOCTENEHHH HeaKTUBHHU MeTabosuTH (27 %). Cpeanuar + CO nmia3MeH KIHPBHC B pABHOBECHO
chcTosiHMe 3a BeHnagakcul u O/IB e cvorBeTHO 1,3+0,6 L/uac/kg u 0,4+0,2 L/gac/kg.

CnenuajiHg nonyJiauuu

Bon3pacT H noJ
Bb3pacTra ¥ NOJIBT HAa MALMEHTUTE HE MOBJIMABAT 3HAYMMO (apMaKOKHHETHKATa Ha BEHJIahaKCHH H

O/1B.

CYP2D6 excTeH3HBHH/JIOIH MeTAa00/1H3aTOPH

[1n1a3MeHHTE KOHLIEHTpalMK Ha BeHiadakcuH ca no-sucoku npu CYP2D6 nowmm MeTabonnsaTopm,
OTKOJIKOTO IPH €KCTEH3UBHUTE MeTabonu3aTopH. Thi kato obiara excrnio3uums (AUC) Ha
seHsiadpakcud ¥ OJIB e cxoaHa NpH JIOMM U €KCTEH3UBHH METab0IM3aTOPH, HAMA HEOOXOAUMOCT OT
pa3/IH4HH J030BH CXEMH 3a T€3HU JBE I'PYIIH.

YepuoapobHo yspexaane
[Mpu naupenTu ¢ Child-Pugh knac A (nexo yepHoapoOHo yBpexaaHe) 1 Child-Pugh xnac B
(yMepeHO uepHOApOOHO yBpexaaHe) NnoTyKUBOThT Ha BeHnadakcHd 1 OB e yab/keH B
CpaBHEHHE C HOpMaJIHH Juia. [TepopanHUAT KIMPBHC KaKTO Ha BeHjadakcHH, Taka 1 Ha O/IB e
HamaneH. OTKpHBa ce rojisiMa CTeneH Ha BapuabUIHOCT MeXy OTAeHUTEe HHAWBHIK. MMma
OrpaHHY€HH JaHHH TNPH NMALHEHTH C TEXKO YEPHOAPOOHO yBpekaaHe (BxX. Touka 4.2).

b1LOpeuno yspexaane

[Tpn naneHTH Ha AWalId3a eTMMHUHALMOHHHUAT MOJY>KMBOT Ha BEHJIa(aKkCHH € YAt %
180 %, a KJIMPBHCBT € NMOHMKEH ¢ 0KOJIO 57 % B cpaBHEHHE ¢ HOPMAJIHH JIMLIA, JOKaf|o »
eJIMMUHALIHOHHHMAT noaykuBoT Ha O/IB e yabmkeH ¢ okono 142 %, a KIMpBHCHT — IQ / ;;
oko0J10 56 %. Heobxoaumu ca KOpPEKLIMH Ha 103aTa MPH NALMEHTH C TEXKO ObOPEevHO W /"@{,..,

MPH NMaLMEHTH, MPH KOUTO € HeoOXoauMa xemoauaiusa (Bx. Touka 4.2).
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5.3 [Ilpeax/iHHHYHH JaHHH 32 Oe30MacHOCT

[TIpoyuBaHusaTa ¢ BeHaa(aKCHH NMPH IUIbXOBE U MHIIKH HE MOKa3BaT JaHHH 3a KAPUMHOT€HHOCT.
BeHnagakcuH He € MyTareHeH IMpHy LWHPOK HA0OP OT in Vitro U in vivo U3ClieIBaHHUA.

[IpoyuBaHKATa 3a penpoOAyKTHUBHA TOKCHYHOCT MPH XKHBOTHH NMOKa3BaT MOHHXKEHO TETJIO Ha
HOBOPOJEHHTE MPH MJIHXOBE, MOBULIEHHE HAa YE€CTOTaTa HA MbPTBOPOAECHH M MOBHILIEHA CMBPTHOCT
cpell HOBOPOAEHHUTE Mpe3 MbPBUTE 5 AHHU OT KbpMeHeTO. IIpHyHHaTa 3a T€3H CMBPTHH CJIy4aH He €
u3BecTHa. Te3u edextu HacTbnBaT NpH 30 mg/kg/neH, KoeTo € 4 NbTH NMoBeYe OT JHEBHATA 11034 NpH
xopa ot 375 mg BennadakcuH (Ha ocHoBa mg/kg). Jlo3ara 6e3 edekr 3a Te3u HaxoaAkH € 1,3 nbTH
NO-BHCOKA OT J03aTa 3a Xxopa. [loTeHUHaIHUAT pUCK TTPH XOpa HE € H3BECTEH.

Ha6nronaBa ce noHwxkeH GEPTUWIMTET NMPH €AHO MPOYUBAHE, MPH KOETO KAKTO MBXKKH, TaKa H
YKEHCKH TUTbXOBE ca Ounm ekcrnioHupanu Ha OJ1B. Ta3u ekcno3uums e Ouna npubausurenHo 1 1o
2 ITbTH MO-BHCOKA OT J03aTa Ha BeHJIaakCHH NpH Xopa oT 375 mg/aeH. 3HaYeHHUETO Ha Ta3H
HaxoJIKa MPH XOpa He € U3BECTHO.

6. DAPMAIIEBTUYHU JAHHH

6.1 CnucbK HA NOMOINHATE BelllecTBA

Kancyan 75 mg:

ChabpKaHHUE HA KarcyJjara:

3axapHu chepu (ChbabpXKALIKM 3aXapo3a, LIAPEBUYHO HHUILECTE)
ETunuenynosa (E462)

XHUAPOKCHUMPONMUIILIENY103a

Xunpomenosa (E464)

Tank (ES53b)

Jnbyruncebakar

OnenHoOBa KHCEJIMHA

CunvuueB JUOKCH, KOJIOUIIEH Oe3BOAEeH

KancynHa oOBHBKaA:
KenatuH

Harpues naypuncyngar
Oyeemumenu.

CsHcet xwa10 FCF (E110)
XuHoMHOBO XbaT0 (E104)
TuranoB nmokeua (E171)

Kancyan 150 mg:

Cobabp)xaHHe Ha KalcyJaTta:

3axapHu cdepu (ChABbpKALLH 3aXapo3a, HAPEBUYHO HHUILIECTE)
Erunuenynosa (E462)

XHUAPOKCHITPOMWILIEITY 1034

Xunpomenosa (E464)

Tank (E553b)

JInbyTuncedbakar

OnenHOBa KUCEIHHA

CunuumeB THOKCHI, KoJouieH 6€3BOIeH

KancynHa o6BuBKa:
XenatuH
Harpues naypuncyngar
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Oyeemumenu.

CsHcert xbiato FCF (E110)

XuHOJIHHOBO X bITO (E104)

[TarenT cunvo (E131)

TuranoB nuokcua (E171)

6.2 HecbBMeCTHMOCTH

Henpunoxumo

6.3 Cpokx na rognocrt

3 roauHM

6.4 CnennajHH ycJOBHA Ha ChbXpaHeHHe

To3u nekapcTBEH NPOAYKT HE H3MCKBA CMELIMAJIHY YCIIOBUS Ha ChbXpaHEHHE.

6.5 Buau cbhAbLPKAHHE HA ONAKOBKATA

ITo 20, 28, 30, 50, 98 1 100 TBLpAM KanCyJiM ¢ YAb/DKEHO OCBOOOK1aBaHe B OJIMCTEPH OT
PVC/anymunueBo ¢gonuo

[lo 50 1 100 TBBpAM Kancyau ¢ yabpkeHo ocBoboxaasaHe B HDPE onakoBka 3a kancyu ¢
HDPE kanayka Ha BHHT M NaKeT4e CbC CHIMKares (CyLH1Te).

[To 50 1 100 TBBpAHM Kancyau ¢ yabnkeHo ocBoboxaasaHe B HDPE onakoBka 3a kancyinu ¢
PP xamauka Ha BUHT ¢ BrpajeH cyumures (CHIMKare).

He BcHYKkHM BHAOBE ONMAKOBKK MOrar aa Obaat nmycHaTH Ha rmasapa.

6.6 CpeuHaJHH MepPKH NpH ynorpebda

HsamMa cnelaniHu H3UCKBAHHMA.

7. NPUTEXATEJI HA PAJPEHIEHHMETO 3A YIIOTPEBA

Teva B.V.

Swensweg 5, 2031 GA Haarlem

Huaepnanaus

8. HOMEP(A) HA PABPEHIEHHUETO 3A YIIOTPEBA

Jlapokcun SR 75 mg — per. Ne 20080258

Jlapokcun SR 150 mg — per. Ne 20080259

9. JATA HA ITBPBO PAZPEIIABAHE/TNIOJHOBSIBAHE HA PA3PEILIEHNEEO3A
YINIOTPEBA g\\;&\ﬂ no ”’stg‘

JlaTa Ha nmbpBO paspewaBane: 03.12.2008 r.
JlaTa Ha nocnenHo noaHoBsBaHe: 19.01.2015 r.

10. JATA HA AKTYAJ/IMZUPAHE HA TEKCTA

21.02.2024

20
SE/H/1730/002-003/1A/044 20240208



