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Kpamxka xapakmepucmuka Ha npogyxkma [lpusoxenue 1
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AnBeHTa 75 mg TBbPAM KAICyJH C yABIKEHO OCBOOOK1aBaGEENA/MP - é. ..........................................................
AnseHTa 150 mg TBBPAH KarCyJIH C yAbIKEHO OCBOOOK BRBBpsHUe M ...................... T s R TR ESSS

iy el e . —. = S e N S———— e ¥ ey B

AnseHTa 37,5 mg TBbPAH KarcCyJiu ¢ YAbIKEHO OCBoﬁﬂxg}fﬁﬁgwaHue v Ll -8 ) 31 -05- 20k

Alventa 37.5 mg prolonged-release hard capsules
Alventa 75 mg prolonged-release hard capsules
Alventa 150 mg prolonged-release hard capsules

2. KAYECTBEH U KOJIMYECTBEH CBCTAB

AnBeHTa 37,5 mg TBbPAM KarCyJIM ¢ YABKEHO OCBOOOXK1aBaHe
Beska TBbp/a KarcyJa ¢ yab/keHo 0cBoO0Xk1aBaHe Chabpxka 37,5 mg Bennadakcuu (venlafaxine) kato
42,43 mg Bennadakcun xuapoxnopun (42.43 mg venlafaxine hydrochloride).

AJNBEHTa 75 mg TBbPAH KarCyJiH ¢ YAbIKEHO OCBOOOK/1aBaAHE
Besika TBbpAa Karcysia ¢ yabhKeHO 0CBOOOKAaBaHe Chabpika 75 mg BeHaadakcHH (venlafaxine) kato
84,85 mg BeHnadaxcun xuapoxnopua (84.85 mg venlafaxine hydrochloride).

AnseHTa 150 mg TBBpAM KancCyM ¢ yIbHKEHO OCBOOOMKAaBaAHE
Besika TBbpaa kancyJia ¢ yan/mkeHo ocBoGokaaBaHe chabpka 150 mg Bennadakcu (venlafaxine) karo
169,70 mg Bennadakcun xuapoxnopua (169.70 mg venlafaxine hydrochloride).

ﬂomagﬂu BELLIECTBA C H3BECTHO IEHCTBHE:

37,5 mg kancynu| 75 mg kancyau | 150 mg kancynu
3axapo3a | 32,5 mg 65 mg 130 mg

3a NMbJIHKUA CMIUCHK HaA [MOMOLUHHTE BEILIECTBA, BUXKTE TOUKA 6.1.

3. JEKAPCTBEHA ®OPMA

Karncyna ¢ yabmkeHo ocBoOOKIaBaHe, TBbp/a.

AJIBEHTa 37,5 mg TBbPAMW KANCYJIH C YABKEHO OCBOOOX /1aBaHE
Henpo3payHu Kancy/i ¢ yabkeHO 0cBOOOXKAaBaHE, TBbPAH, )KEJIATHHOBH (TAI0: 64/10, Kanaye: kagsaBo-

PO30B0), ChbAbpKALLUU O€NK 10 CBETIOKPEMABH NEJIETH.

AJIBEHTa 75 mg TBbPAM KaNcCyJM ¢ YAb/LKEHO OCBOOOXK1aBaHe
Henpo3pa4HH, CBET/IO PO30BH, KaNCy/H ¢ yAbKEHO 0OCBOOOKAaBaHe, TBbP/IH, KeNaTHHOBH, CbAbprKallH
O€JIH 10 CBETJIOKPEMAaBH MEJIETH.

AnsenTa 150 mg TBbp/H KANCYJIH C YABIKEHO OCBOOOXK/1aBAHE
Henpo3paunu, kadsBo-opaHxxeBH, KarcyJiu ¢ yb/DKEHO OCBOO0XK1aBaHe, TBbP/IH, KeJATHHOBH,
CbAbpKallli OeNn N0 CBETIOKPEMABH ME1ETH

4. KNIMHHUYHHU JAHHHA
4.1 TepaneBTHYHH NOKA3AHHA
JleueHue Ha rosieMu aenNpecMBHH €NU304M.

3a NpeBEHLMA HA PELMUB HA FOJIEMH JIENPECHBHH €MU301H.
JleyeHne Ha reHepaIM3MPaHO TPEBOIKHO Pa3CTPOHCTRO.




JleueHune Ha coumnanHo TpeBoxkHO pascrpoiictso (CTP).
JleyeHne Ha MaHW4ECKO pa3CTPONCTBO ¢ WK Oe3 aropadodus.

4.2 J103HPOBKA H HAYHH HA NMPHJI0KEHHE

Jlo3upoBka

['onemMM aenpecuBHHU €NMU30/IH

[lpenopbuBaHaTa HauaiHa 103a Ha BeH1a(aKCHH C YABIKEHO OCBOOOXK1aBaHe € 75 mg, 1aBaH BeHBK
AHEBHO. | launeHTHTE, KOMTO HE OTrOBapAT Ha HayasHarTa 703a OT 75 mg/aeH, MoXe 1a UMaT MoJj3a OT
MOBMLLIABAHE HA /103aTa 10 MaKCUMasiHa 103a oT 375 mg/aeH. [loBuinaBaHe Ha 103aTa MOXke Ja ce
M3BBPLIBA HA MHTEPBAIK OT 2 CeAMMLIM MM noseye. [Ipy KIMHWYHA HEOOXO0AMMOCT NMOpPaaH TEXKECTTa Ha
CHMITTOMHTE MOBHLUIABAHE HA 103aTa MOXE J1a C€ U3BBPLUIBA U HA M10-4ECTH HHTEPBAJIH, HO HE MO-KPaTKH
OT 4 1HH.

[lopaau prcka oT 1030-3aBUCHMMH HEXeEIaHH PEaKLIMH MOBUILIABAHETO HA I03UTE TPAOBA /1a Ce U3BBPILBA
CIMHCTBEHO C/I€/1 KIMHUYHA NpeLeHKa (BXK. Touka 4.4). Tpsabsa na ce noaabpxa Hai-HUCKaTa eheKTHBHA
no3a.

[launenTuTe TpsAOBa n1a ce IeKyBaT 3a AOCTATBYHO ABJIBI MEPHO OT BpeMe, OOMKHOBEHO HAKOJIKO MeceLa
Win noseye. JleueHnero TpadBa na ce npeoueHsBa PeJOBHO 3a BCEKH OTAEEH cayuaii. [1o-
ABJIrOCPOYHOTO JIEHEHHE MOXKE ChLUO Aa € MOAXOASALLO 3a PEBEHLHS HA PELMAUB Ha FOJIEMH JENPECHBHU

enusonu (I'ZIE). B noBeyero ciyuau npenopbpyBaHaTa 103a 3a npeseHuus Ha peunausa Ha ['JIE e cbiuara
KaTo MU3MoJI3BaHaTa 10 BpEME Ha HACTOSALLMUA €MHU30/1.

AHTHIENPECUBHHUTE JIEKAPCTBEHH MPOAYKTH TPAOBA [1a Ce NMPUEMarT 3a MoHe LIeCT MeceLia Clle/l
PEMUCHATA.

[ eHepaiM3MpaHO TPEBOXKHO Pa3CTPOMCTBO

[IpenopbUBaHaTa HayaaHa 103a Ha BEHJIa(aKCHH C yIb/DKEHO 0CBOOOXK/1aBaHE € 75 mg, 1aBaH BEHBK
JIHEBHO. 3a MauMeHTHTE, KOUTO HE OTrOBAPAT HA Ha4ajHaTa /103a OT 75 mg/neH, Moke J1a € OT MoJi3a

yBEJ/IHYaBaHE Ha 103aTa 10 MaKCMMaJliHa no3a ot 225 mg/aeH. [loBuinaBaHeTo Ha 103aTa MOXeE 1a CTaBa
npe3 HHTEPBAJIU OT 2 UK MOBEYE CEAMHLIM.

[lopaau pucka OT 1030-3aBUCHMH HEXKE/IaHW peaKLiMM, NOBULIABAHETO Ha Jl03aTa TpsAOBa Aa CTaBa caMo
CJIe]l KIMHM4HA OLEeHKa (BXK. Touka 4.4). TpsadBa na ce nogabprxka Hai-HUcKaTa eheKTHBHA 103a.

[laumnenTure TpsaOBa n1a ObAAT NEKYBaHW 1OCTATBYHO AbJIBI MEPHO OT BpeME, OOMKHOBEHO HAKOJIKO
Mecela WK noseye. Jleuennero TpsaOBa 1a ce npeoLeHsBa pe10BHO 3a BCEKH OT/EJIEH CyyYail.

CouMraiHO TPEBOXKHO Pa3CTPOMCTBO

[lpenopbuBaHaTa HayanHa 103a 3a BeH1aaKCHH C yAB/KEHO OCBOOOX/1aBaHe € 75 mg, 1aBaH BEOHBK

NHEeBHO. HaMa HUKakBH AOKa3aTcC/ICTBA, Y€ NMO-BUCOKHUTEC AO3M MOraT Ja A0Be€aaT A0 AOMNbJIHUTE/IHA
[10J134.

Bbnpeku ToBa, Npy OTAEIHH NALMEHTH, KOMTO HE OTTOBApPAT HA HaYaJIHKTE 75 mg/AeH, MO /12 C€ UMa

MpeABUA NOBUILIABAHE 10 MAKCHMaJIHA 103a OT 225 mg/aeH. [loBuiuaBaHeTo Ha no3a LM e A3 CTaBa Ha
/ ! \hhiry ‘L-"’ . )
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[lopanu prcka oT 1030-3aBUCHMH HEXEIAHHW PeaKLMH, MOBUILIABAHETO HA 103aTa '

padBa na ¢rasa cama |
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Mau noseye. JleueHneTo TpaOBa 1a ce npeoueHsBa pe0BHO 3a BCEKH OT/IE/IEH Cyyail.

[TaHHuYeCKO pa3CcTpoOiCTBO

[IpenopbuBa ce nosara ot 37,5 mg/neH BeHnadakCHH ¢ yIb/HKeHO OCBOOOXK/1aBaHe [a Ce U3MoJI3Ba 3a 7
aHu. Cnea ToBa 103MpoBKaTa TpsiOBa aa ce nosuiuasa 10 75 mg/aex. [lauMeHTUTE, KOUTO HE OTrOBApAT
Ha no3ata oT 75 mg/aeH, Morar 1a UMar 1oJi3a OT NMOBHILIABAHE Ha J03aTa 10 MAaKCUMaJlHa 1034 OT

225 mg/neH. [loBuiuaBaHeTo Ha n03aTa MOXKE 1a CTaBa HA HHTEPBAJIM OT 2 CEAMHMLIM H/IH NOBEYE.

[lopaau pucka oT 1030-3aBUCHMHM HEXEJIaHH peaKLMH, MOBUILABAHETO HA A03aTa TPsAOBA Ja CTaBa CaMo
CJie/l KITMHHYHA npeueHka (Bk. To4ka 4.4). Tpsabsa na ce noaabpka Haii-HUcKaTa eeKTHBHA 103a.

[TaumneHTHTE TPOBa Aa Cce JIEKYBAT AOCTATbYHO ABJIBI MEPUO/ OT BpeMe, OOMKHOBEHO 3a HAKOJIKO MeceLla
WK noseye. JleueHueTo TpaOBa 1a ce NpeoueHABa PeIOBHO 3a BCEKH OTAENEH CITy4ai.

[laleHTH B cTapyecka Bb3pacT

HukakBu crneurai iy KOpEeKUMH Ha 103aTa Ha BeHaadakCUH HE ce CUMTAT 3a HEOOXOAMMH Bb3 OCHOBA
CaMO Ha Bb3pacTTa Ha NnallMeHTa.

Brnpeku ToBa odaue, TpsaOBa 1a ce noaAXoxaa Npeana3ivBo NPy JEYEHUETO Ha XOpa B CTapyecKa
Bb3pacT (Harp. nopaay Bb3MOKHa ObOpeYHa HEAOCTATbYHOCT W MOTEHLHATHUTE NTPOMEHH B
YyBCTBUTEHOCTTA H apHHHTETAa KbM HEBPOTPAHCMHUTEPH, HACTBNBAIIM CbC cTapeeHeTo). Bunaru Tpsadsa
Jia Ce W3M0./13Ba Hal-HUCKaTa €(PEKTHBHA 032 M NaLMEeHTHTE TPAOBA 11a ce MpOoCieAsIBaT BHUMATEITHO,
KOraTo ce Hajiara rnoBvllaBaHe Ha J03aTa.

[leanaTpyuuHa nonyJjaums
BennadakcuH He ce npenopbuBa 3a ynorpeda npu aeua H KOHOLLH.

KoHTpo/iMpaHHTe KJIMHHYHHU NPOYYBAHHUSA MPH €L H IOHOLLH C roJIIMO JENPECHBHO Pa3CTPOHCTBO HE
MOKa3BaT HUKAKBa €()MKACHOCT U HE MOAKPENsAT ynorpedarTa Ha BeHJ1a)aKCHH MPH TE3W NALMEHTH (BXK.
TOYKH 4.4 u 4.8).

He ca yctaHOBeHH e(rKacHOCTTa M O€30MacHOCTTa Ha BeH1adakCHH 3a OCTaHAJIWTE NMOKa3aHUs MpH Jeua
4 FOHOLUHM Ha Bb3pacT noA 18 roguHu.

[launeHTy ¢ yepHOAPOOHO YBpeXaaHe

[Ipy1 maLMeHTUTE C JIEKO 10 YMEPEHO YEPHOAPOOHO yBpeXK/1aHe, Mo NnpaBuiio, TpAOBa aa ce UMa npeaBu/l
50% noHwxkeHue Ha no3ata. Benpeku ToBa obaye, nopaay BapHabMIHOCTTa B KJIMPBHCA MEXY
OTACIHUTE HHAWBH/IH, MOXE /1a € XKEJ1aTe/IHO Ja C€ HHAWBUAYaIM3Mpa J103UpOBKaTa.

Mma orpaHMY€HH JaHHH MPHU MALKUEHTH C TEXKO YEPHOAPOOHO YBpEKIaHeE.

[IpenopbuBa ce npeanayiMBOCT U TpAOBa aa ce uMa npeaBU/ NOHKWXXABaHe Ha J03aTa ¢ noseue ot 50%.
TpsabBa na ce npeueHn NOTEHUMATHATA NOJI3a CIPSIMO PUCKA MPH JIEYEHHETO Ha MALMEHTH C TEKKO
4YEPHOAPOOHO yBpexaaHe.

[launeHTH ¢ OBLOPEYHO YBpEXaaHe

Bbnpeku, ye He e HeoOXo1MMa HUKAaKBa MPOMSHA B IO3MPOBKATA MPH NALHEHTH ChC C
rnomepyaHa punrpauus (CI'®) mexay 30-70 ml/min, npenopbysa ce rNoBUILEHO B ,
MaLMEHTHTE, MPHU KOMTO CE Hajlara XeMOAHaH3a, U NPH MALKEHTHTE C TEXKO ObOPEUR(C yap&@aﬁél "::
(CI'd <30 ml/min), no3ara Tpsdsa na ce nonwxku ¢ 50%. [lopanu nHaAUBUAYANH zi?B pﬂaﬁfﬂlﬂom B\




TpsbBa na ce u3dsrsa BHezanHoTo cnupaHe. Korato ce cnupa sneueHueto ¢ BennadaxkcuH, 103aTta TpsdBa
1a C€ NMOHH)KaBa MOCTENEHHO 3a MEePHO OT MOHE €HA 10 ABE CEAMHLIM, 3a [1a C€ MOHWXKH PUCKBT OT
peakuHH Ha OTHeMaHe (BXK. TOUKH 4.4 v 4.8). Bbnpeku TOBa BpeMeEBUAT HHTEPBAJI, HEOOXOIUM 32
MOHH)KaBaHE Ha 103aTa, KAKTO H KOJIHYECTBOTO, C KOETO J103aTa Ce NOHHWKaBa, MOraT /1a 3aBUCAT OT
roJIEMHHATA Ha 103aTa, NPOAB/DKMTETHOCTTA HA JIEYEHHETO W OT OTAEAHHUA NauueHT. [1pu HakoH
MalMEHTH NMPEKPaTABAHE HA JICYEHHUETO MOXKE J1a C€ U3BBPLLUM MO-MOCTENEHHO 3a NEPHO] OT MECELIU MU
I0pH NO-ABJIr0. AKO Bb3HMKHAT HEMOHOCUMH CHMNTOMM C/1e/l OHWKaBaHEe Ha 1103aTa MW NPH CITMpaHe
Ha JIEYEHHUETO, TOraBa Ja ce MMa npeaBHA Bb30OHOBIBaHE HA MpeAnucaHara rnpeau Toea ao3a. Caea Tosa
JIEKapAT MOXeE /1a NPOABJKM /1a MOHWXKABA 103aTa, HO MO-MOCTENEHHO.

HayuH Ha npuaoxkeHue
[lepopasiHO npunoxeHue.

[Ipenopbusa ce BeHIa(akCHH Kancy/M ¢ yIb/KeHO OCBOOOKAaBaHe, TBBP/IM A Ce MPUEMAT ¢ XpaHa
NPHOIM3KUTEIHO MO €1HO W CbLIO BpeMe BcekH JeH. Kancynure TpsaOBa aa ce norabLuaT Ueliy ¢ TeYHOCT U
He Tps0Ba /1a ce pa3fessaT, CMayKBaT, AbBYAT WIIM Pa3TBapAT.

[TauuenTure, nexyBaHu ¢ BennadakcHH TabieTku ¢ He3abaBHO 0CBOOOMK/1aBaHe, MOTAT 1a NMPEMHUHAT Ha
BEHJIA(DaKCHH, KarncyJii ¢ yab/DKEHO OCBOOOK1aBaHe, Ha Hal-0/M3KaTa eKBUBAJIEHTHA JIHEBHA
no3uposka. Hanpumep, Bennagpakcuy tabneTku ¢ He3abaBHO 0cBOGOXKAaBaHe 37,5 mg Ba MbTH IHEBHO
MOraT Ja e 3aMeHST C BeH/1a(haKCHH KarCyJiM ¢ YAB/HDKEHO OCBOOMKIaBaHe, TBbPAM 75 Mg BEAHBK
AHEeBHO. Moxke 1a ca HEOOXOAMMH HHAMBHIYAIHH KOPEKLIMH B JO3HPOBKATa.

4.3 IlporuBonoka3zanus

CBpPBXUYYBCTBUTEIHOCT KbM aKTHBHOTO BELLECTBO WM KbM HAKOE OT MOMOLLHUTE BELLUECTBA, U30OPOEHH B
TOou4Ka 6.1.

CbIbTCTBALIO JIEYEHHE ¢ HEOOpaTUMH MHXHOMTOPH Ha MOHOaMHHOOKcHaa3zata (MAOM) e
MPOTHBOMOKA3aHO MOpaaH PUCKa OT CEPOTOHHHOB CHHAPOM CbhC CUMNTOMHM KaTo 0€3MOKOMCTBO, TPEMOp
M xuneptepmus. [Ipuemanero Ha BeHnadakcuH He TpAOBa na 3anousa 3a noHe 14 aHMW ciea cnupaHe Ha
Je4yeHUueTo ¢ Heoopatum MAOMH.

BennagakcuH TpsaOBa aa ce cnpe 3a noHe 7 HU Npeau 3anoyBaHe Ha JieyeHue ¢ Heobpatum MAOMU (Bixk.
TO4YkH 4.4 u 4.5).

4.4 ChneunajHH npeaynpexieHHs H NpeANa3sHH MEPKH NpH ynorpeda

[Ipeno3upane

[launeHTure TpsOBa 1a 6bAAT CHBETBAHM /1a HE YNIOTPeOABAT alKOXOJ, NPEABHI HEFOBOTO Bb3AEHCTBHE
BbpXY LIHC 1 BEpOATHOCTTa OT KJIMHHYHO B/IOLIABAHE HA MCHXHYHOTO ChCTOSHHME, KAKTO M BEPOSTHOCTTA
3a HEXKEJIaHH B3aMMOJEHCTBHSA C BEHJIa(haKCHH, BIIIOUYHTENHO edekTH Ha notHckaHe Ha LIHC (Bxx. Touka
4.5). CvodLuaBa ce 3a npeao3upaHe ¢ BeH1apaKCHH MPeIMMHO B KOMOHHALIMA ¢ AKOXOJ M/HJIH APYTH
JICKApCTBEHH MPOAYKTH, BKJIFOYMTEIIHO CJIy4aH C JieTajleH u3xoa (Bx. Touka 4.9). B peuenture
BeH/1a(paKCHH TpsAOBa ce M3MMCBA B HAH-MAJIKOTO KOJTMYECTBO, KOETO € ChIIOCTABUMO € MPABUIHOTO

JICYCHHE Ha MAaLMCHTA, 3a [1a C€ HaMaJli PUCKDBT OT Npeao3upaHe (Bx. Touka 4.9). ——
i ?f;f“\
CyYHUHMIHH ONWTH/CYULIMAHH MHCJIH WJIM BJIOLLABAHE HA KJIMHWYHOTO ChCTOSHHUE 377 e 'f.;fu ‘::1
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/lenpecusita € CBbp3aHa C NOBHLLIEH PUCK 32 CYHLIMIHH MHCIIH, CAMOHAPaHABAHE H ciﬁhﬁﬁﬂﬁ’ﬁﬁmu o] >
(CyMUMAHU CBOUTHS). TO31M PUCK NEPCHCTHPA 10 HACTBNBAHETO HA 3HAYMMA PEMUDHH: )Thf:l karo' " i
NO0OPEHHETO MOXKE /1a HE HACTBITH MpPe3 MbPBUTE HAKOJIKO CEMMLIM HIIH NOBEYE OT ACUEHHETO,
NnauMeHTHTe TpsaOBa 1a ce npocaeasaBaT BHUMATEIHO /10 HACTHNBAHETO HA TAKOBA no*hgfmpgﬂy?-.
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OOHYaHHHAT KJIMHUYEH OMNKT MOKa3Ba, Y€ PUCKBT OT CaMOyOHICTBO MOXKE Ja Ce MOBHILM B PAHUTE €Tamnu
OT Bb3CTAHOBABAHETO.

JIpyrure ncuxuaTpHyHH CbCTOSHHA, 3@ KOMTO C€ NpeAnucBa BeHaa(haKCHH, MOraT ChLLO /12 Ca CBbP3aHH C
MOBHILEH PUCK OT CYHLIHIHHU CbOMTHSA. OCBEH TOBA T€3H CHCTOAHHUA MOraT Ja ¢a KOMOPOM/IHH Ha
roJIAMOTO A€NPECHBHO pa3CcTpOHCTBO. ChLIMTE NMpeana3Hu MEpPKH, ChOJII0IaBaAHH NPH JIEYEHHETO HA
MaLUEHTH C roJISMO IENPECHBHO pa3CTPOMCTBO, CJieA0BaTE/IHO TpAOBa 1a ce CbhO/I0AaBaT, KOrato ce
JIEKYBAT MaLHEHTH C APYrH NCUXHATPUYHH Pa3CTPOHCTRA.

3a NauMeHTUTE C aHAMHE3a 3a CYULMAHU CbOUTHS MM NOKA3BaLUKWTE 3HAYMTE/IHA CTENEH Ha CYMUMHA
Haeauus Npeay 3arno4BaHe Ha JIEYEHHETO € U3BECTHO, Y€ Ca C MO-ro/IIM PHUCK 3a CYULIMAHH MHCITH WU
CYHMLIMIAHH ONHUTH H TpAOBa 1a ObaaT npocieasiBaHH BHUMATEJIHO M0 BPEME Ha JIEYEHHETO.

EnnMH MeTaaHau3 Ha niauebo KOHTPOJIMPAHUTE KIIMHWYHH NMPOYYBaHUA HAa AHTHAEMPECAHTH MMPH
BB3PACTHHU MALMEHTH C NCUXHATPUYHH Pa3CTPOMCTBA MOKa3Ba MOBUILEH PUCK OT CYHLIMAHO MOBEAEHHE
MpH JICYEHHE C AHTHAECTIPECAHTH B CPAaBHEHHE C M1aLed0 NPU MALMEHTH HA Bb3PACT MO 25 roIMHH.

JlekapcTBeHaTa Tepanus TpsAOBa 1a ce CbIbTCTBA OT BHUMATEIHO MPOC/EAIBaAHE HA NALUEHTUTE M
OCOOEHO Ha TE€3HW C BUCOK PHUCK CMELMAIIHO B PAHHUTE €TANK Ha JIEYEHHUETO U CJie/l MPOMSHA Ha [103aTa.
[TaunenTHTe (M OKa3BaLIMTE rPHIKM HA MAUMEHTHTE) TPAOBa 1a ObAAT NpeaynpeaeHH 3a HY>KAaTa OT
[MpOC/ieAABaHE 3a €BEHTYAIHO KJIHHHYHO BJIOLLIABAHE, CYULIMIHO MOBEIEHHE MM MHUCJIH U HEOOUYaANHH

MNPpOMECHH B MNOBCACHHUETO H Tpﬂﬁﬂﬂ. He3abaBHO Ad NOTbPCAT MEIHLIHHCKH CBbBET, AKO Ca HAJTHYHH TE3H
CHUMIITOMH.

[leauaTpuyHa nomnyJjauus

AJIBEHTa He TpsOBa Ja ce M3M0J13Ba MPH JEYEHUE Ha Jella U FOHOLIHW Ha Bb3pacT noa 18 roauuu.
CyHUuMaAHOTO noBeaeHHE (CYHLIM/IHH ONMTH M CYULIMAHH MUC/IH) M BpaXKAeOHOCT (MpeMMHO arpecus,
OMO3HULIHOHHO MOBEJAEHHE U 'HAB) ca OWJIM HabJIIO1aBaHH M0-YECTO NMPH KIMHHUYHKUTE NMPOYYBaHHUS Cpel
AelUa U KOHOLIHM, JIEKYBaHH C aHTHENPECAHTH, B CPABHEHHUE C TE3H, JIEKYBAHH C Tu1auedo. AKO Bb3 OCHOBA
Ha KJIMHUYHHUTE HY>KIH HE3aBUCHUMO OT TOBA CE€ B3E€ME PELLEHHUE 3a JIeYEHHE, NaLHeHTbT TpAOBa Ja ce
npocJeasBa BHUMATEIHO 3a MosiBaTa Ha CyMUMAHW cuMnToMH. OCBEH TOBA JIMINICBAT JaHHHU 34
ABJArocpo4yHaTa 0€30MacHOCT MpH AeLa W FOHOLLH MO OTHOLIEHHE HA PacTexXa, Ch3PABAHETO H
KOTHUTUBHOTO W MNOBEAECHYECKO pa3BUTHE.

CEepOTOHHHOB CHHAPOM

KakTo u rnpu Apyrd CEpOTOHHHEPrUYHH CPEACTBA, NPH JIEYEHHUETO C BEHJIA()AKCHH MOXKE 12 HACTBITH
CEPOTOHMHOB CHHAPOM, MOTEHLHAIHO )XHBOTO3aCcTPaLlaBallo CbCTOSHHE, OCOOEHO MPH ChITBTCTBALLA
ynorpeba Ha Apyry BELIECTBA, KOUTO MOrarT /1a MNOB/IHAAT CEPOTOHHHEPrUYHATa HEBPOTPAHCMHMTEPHA
cucreMa (BKirounTesHo Tpuntany, SSRI, SNRI, Tpuuniinubm autuaenpecanTi, amgperaMunu,
JIUTHHA, CHOYTpPaMHH, XbAT KaHTapHoH [Hypericum perforatum], ononaun [Hanp. 6ynpeHopduH,
(PEHTAHWJ1 U HEFOBUTE aHANIO3U, TPAMa/10], IeKcTpomeTopdaH, TarneHT a0, NETUAUH, META10H U
NEHTA30LMH]), C JIEKapCTBa, KOMTO HapyLlaBaT MeTabo/iu3Ma Ha CEpPOTOHHMHA, KaTto Hanpumep MAO-
HWHXHOMTOPH (HANpPHUMEP METHIIEHOBO CHHBO), ChC CEPOTOHMHOBH MPEKYPCOPH (KaTo TpUNTO(haHOBH
N00AaBKH) HJIH C AHTHUIICUXOTHULH HJIM APYTH JONAaMHHOBH aHTAroHUCTH) (BXK. ToukH 4.3 u 4.5).

CHMNTOMHMTE HA CEPOTOHHHOBHS CHHIPOM MOTAT /1a BKJIIOYBAT MPOMEHH B NCHXHYHMS cTaTyc (Hanp.
Bb30y/a, XalloLMHALUMHK, KOMA), aBTOHOMHA HeCTaOMITHOCT (Harnp. TaXUKapaus, HECTAOUIIHO KPbBHO
HansAraHe, XUNepTepMHA), HEBPO-MYCKYJIHH HapyLueHus (Hanp. xuneppedaekcHs, HEKOO

™ ” o1 1 1;. ] ) . \.\\
W/WJIH CTOMAILHO-4YPEBHH CHMITTOMH (Hanp. rajeHe, NoBpbllaHe, A4apus). B Haii-Tex .a;{:ﬁ#ﬂjbp_,__a_,;:;l..ﬁ\-ﬁt
CEPOTOHHHWB CHHAPOM MOX€E [a Hanoao0sBa HEBPIUIENTHYEH MAJIMTHEH CHH/IPOM irﬁom e N\ |
BKJIIOYBA XHMEPTEPMHUSL, MYCKYJIHA TMTHAHOCT, ABTOHOMHA HECTAaOM/IHOCT € Bb3MOXHH-DBp3H 'KoneGanus - |

Ha *KU3HCHHTC MOKAa3aTe/1n U IPOMEHH B ICHXHYHHA CTATYC.
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[Ipn enHoBpeMeHHa ynorpeda Ha BeHna(aKCHH C IPYTH JIEKAPCTBA, KOWTO MOBAMABAT -
CCPOTOHHHEPru4HaTa H/Mn JoNnaMHHepruyHaTa HEBPOTPAHCMHTEPHA CHCTEMA € KIIMHWYHO000CHOBAHO
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BHUMATENHO HAOIIOACHHE HA MALIMEHTUTE, OCOOEHO B HAYAIOTO Ha JIEYEHHETO U NPH MOBHLLABAHE HA
ao3ara.

EnHoBpemeHHaTta ynoTpeda Ha BeH1ahakCHH ChC CEPOTOHHHOBH MPEKYpPCOPH (KaTo TpUNTo(haHOBH
n00aBKH) He ce NpenopbyBa.

TecHOBIb/IHA IJ1ayKOMa

BbB Bpb3ka ¢ ynorpedara Ha BeH1a(akcHH MOKe 1a HACTbNKU MuapHa3a. [IpenopbyBa ce NnauMeHTHTE C
MOBHULIEHO BbTPEOUYHO HANAraHe WJIH MaLUEHTHUTE C PUCK OT OCTPA TECHOBI'bJIHA IJIayKOMa
(3aKpUTOBI'bJIHA IJ1AYKOMa) Aa Ce NMpoc/ie1iBaT BHUMATEIIHO.

KpbBHO HansiraHe

CboOLuaBa ce 4ecTo 3a 1030-3aBUCHMH MOBHILEHUS HAa KPbBHOTO HAJIAraHe NpH ynorpebara Ha
JlekapcTBEHHUTE NPOAYKTH, KOWTO HHXHOMpAT 0OPaTHOTO 3aXBallaHe HAa CEPOTOHMHA, MOTaT Aa A0BE/AT
[0 MOHWXaBaHe Ha PyHKLHMATA HAa TpomOoumnTuTe. Cilydan Ha KbpBEHE, CBbp3aHH ¢ ynoTpebata Ha SSRI
HSNRI Bapupar oT €KXHMO3H, XeMaTOMH, EMUTAKCHC H NMETEXHH 110 CTOMALIHO-YPEBHHU H KHBOTO-
3aCTpallaBallld XeMoparui. PUCKBT OT XeMOparuu Moke Aa € MOBHILEH MpH NalMEHTHTE, MPHEMaLlH
BeH1apakcuH. KakTo npu octaHaninTe MHXHOMTOPH Ha OOPAaTHOTO 3aXBalllaHE HAa CEPOTOHMHA, TAaKa U
BeHJ1ahaKCHH TPsOBa 1a ce U3M0/13Ba NPEANA3IMBO MPH NALMEHTH C MPEAPA3NoN0KEHHE KbM KbPBEHE,
BKJIFOYMTE/THO MAaLMEHTH Ha aHTHKOAryJ1aHTH U HHXMOUTOPH Ha TpOMOOLIMTHATA arperayms.

CbpaeyHa 4ecToTa

MoraT 1a HaCTBIMAT NOBHIUEHHUS HA CbpEYHATa YeCTOoTa, 0COOEHO MpH Mo-BMCOKM 103H. TpsaOBa na ce
MOAXO0/1a C MOBUIIEHO BHUMAHHE PH NALUEHTH, YHHTO OCHOBHH 3a00/1IBAHUS MOrar /a ce
KOMITIPOMETHPAT OT MOBHULIEHATA Chp/Ie4YHA YECTOTA.

CobpaeuHo 3a00a9BaHE W PUCK OT ApUTMHMS

BennagakcuH He € oueHABaH NpH NalLMEHTH C aHaMHe3a 3a NPeCeH MHOKap/eH HHMAPKT Win
HeCTaOMIHO ChpeUHO 3a001aBaHe. 3aToBa Toi TPAGBa Ja ce M3M0A3Ba NMPEANa3IMBO MPH TE3U MALUEHTH.

[Ip1 nocTMapKeTHHIOBHS ONMT ce CbOOLIABA 3a Cllyyad Ha yab/bkaBaHe Ha QT-untepsana, Torsade de
Pointes (TdP), kamepHa Taxukapaus 1 ¢arajiHu cbpaeuHH apUTMHUH MPH U3MOI3BAHETO HA
BeHJ1aakCHH, OCOOEHO MpH Npe03UpaHe WK NMPH MaLKUEHTH C IpyTH PUCKOBH (aKTOPH 3a
yawmkaBaHe Ha QT-uHrepBana unu HacTbnBaHe Ha TdP. [Ipean npeanucsaHe Ha BennadakcHH Ha
MALMEHTH C BUCOK PUCK OT CEpPUO3HA CbpACYHAa apUTMHA WM OT yabkaBaHe Ha QT-uHTepBasia
TpsOBa J1a ce B3eMe npeaBu/ 6alaHChT HA PUCKOBETE H MOJ3HUTE.

[ bpuoBe

[1pu Tepanus ¢ BeH1agakCHH MOraT J1a HaCTBNAT rbpyoBe. KakTo npu BCHUKM aHTHIENpPECcaHTH, TaKa U
BeH1aakChH, TpAOBa a ce npuara npeanasivBo NpH NaUMEHTH ¢ AHAMHE3a 32 MbPUYOBE W 3aCErHATHTE
MaLKMeHTH TPsAOBa Na npocieasBaT BHUMaTeNHo. JledeHueTo TpAOBa J1a ce crnpe NpH BCEKH MaLMEHT,
KOWTO pa3BHE 'bPUYOBE.

XHUIOHATpUEMHUS

[1pn nevenue ¢ BennadakcMH MOraT ja HaCTBIAT CTy4ad Ha XMIMOHATPEMHUS W/ UK h@uﬁ,omfr;}};{a“ 8§ g

HE10CTaTh4HA CEKpeLMs Ha aHTHAMY peTHyeH xopMoH (CHCAX). ToBa ce cbobLigBa HAN-yeetd mpi, = \
XMMOBOJEMHYHH WJIH N€XHUAPATHPaHH nauueHTH. [TlauueHTuTe B cTapuecka Bb3paCT: IdlHEHTUTE, | |
NpHEMALIN MY PETHLIH, H MALUEHTHUTE, KOUTO Ca XMIIOBOJEMHYHM 1O JPYTH npwﬂiﬁm‘ MOFaT J1a.ca'c 1no-

roJIAM PUCK 3a TOBA CbOHUTHE.



[1aTOJOrM4YHO KbpBEHE

JlekapcTBeHUTE NPOAYKTH, KOMTO HHXMOHPAT OOPATHOTO 3aXBalllaHE HA CEPOTOHMHA,

MOrarT Aa 0BeAaT 10 NOHWKaBaHe Ha (PyHKLUMATA HA TPOMOOUMTHUTE. PUCKBT OT KOXKHO HIJIM JIMFaBUYHO
KbPBEHE, BKJIIOYHTETHO XEMOPAru1 OT CTOMaLIHO-YPEBHUA TPAKT, MOXKE /1A € MOBHILEH MPH MaLUEHTHTE,
npuemally BeHnagakcuH. Kakto npu octaHaaute HHXMOMTOPH Ha 06paTHOTO 3aXBAalLAHE HA CEpOTOHHHA,
TaKa W BeHJIagakcHH TpsOBa a ce U3n0/13Ba NPeANnasinBo MpH NaLUMEHTH C NPEAPA3NOI0KEHHE KbM
KbPBEHE, BK/IIOYHTETHO MALMEHTH HA aHTHKOAryJIaHTH U HHXMOMTOPH Ha TPOMOOLIMTHATA arperaLus.
SSRI/SNRI morart aa yseanuar pucka ot noc/jiepoaoBo KpbBoTeueHHe (BXK. TOUKH 4.6 u 4.8).

CepyMeH X01ecTepo.

JIOKyMEHTHpaHH ca KIMHUYHO 3HAYUMHU MOBULIEHHUS HA CEPYMHUSA XosnecTepoi npu 5,3% OT JIeKyBaHUTE
¢ BeHaaakcHH nauneHTH ¥ npu 0,0% ot nonyyapanute naauebo NauMeHTH 3a NoHe 3 Mecewa [pH
n1auedo KOHTPOIMpaHH KIHHMYHH NpoyuBaHus. OnpeensHeTO Ha HUBATa HA CepyMHHUS X0J1eCTEPOJ1
TpsOBa 1a ce UMa NpeABUA MPH AbJATOCPOYHO JICUEHHE.

CBbBMECTHO NPHJIOKEHHE ChC CPEICTBA 3a NMOHHKABAHE HA TEJECHOTO TEMJI0

He ca yctaHOBeHHM 0€30MacHOCTTa U €UKACHOCTTA HA TepanuAaTa ¢ BeHJahakCHH B KOMOMHALINA ChC
Cp€ACTBA 32 NOHWKABAHE Ha TErJ10TO, BKIOYMTENHO peHTepMUH. He ce npenopbuBa cbBMECTHOTO
NPHJIOKEHHE HA BEHIa(haKCHH W CPEICTBA 3a MOHHXKABaHE HA TEJIECHOTO Terso. Bennadakcun He e
TOKa3aH 3a MNOHWKaBaHE Ha TErJIOTO KaTO CAMOCTOATENIHO JIEYEHHE WK B KOMOMHALIMS C APYTH
[MPOAYKTH.

MaHusg/XurnoMaHus

[1pn mMasika 4acT OT nauMeHTHTE C pa3cTPOICTBA HA HACTPOEHHETO, KOMTO Ca MOJTy4YaBaIK
AHTHUICTIPECAHTH, BKJIIOYHTETHO BEHIa(aKCHH, MOXKE 1a HACTBIH MaHus/xunoManus. Kakro u apyru
aHTHAENPECaHTH, BeHNaakCHH TpsAOBa 1a ce U3Mo3Ba Npeanas/iMBo NP NaLMEHTHTE C aHAMHE3a WK
(amMunHa aHaMHe3a 3a GUNONIAPHO Pa3CTPOHCTRO.

Arpecus

[Ipu Manka 4acT OT NaUMEHTHTE, KOUTO ca MOJy4YaBaId AHTHAETIPECAHTH, BKJIFOUYHTEHO BEHJIahaKCHH,
MOX€ /1a HaCTbIMK arpecHs. ToBa ce cboOLIaBa NpH 3ano04YBaHe, NPOMAHA HA 103aTa U CIIUPAHe Ha
NIe4YEHHUETO.

KakTo u apyru antuaenpecanTu, Bennagakcut TpabBa aa ce M3Mo3Ba MPeANasiuBo NPH MALHEHTHTE C
aHaMHe3a 3a arpecwus.

CnupaHe Ha JIEYEHHETO

JloOpe H3BEeCTHH Ca e(heKTHTE OT CNUPAHE Ha JIEYEHHETO ¢ AHTHUAENPECAHTH U MOHAKOra TE3H edexTu
MOJKE /1a ca MPOABDKHTEIHH H TeXKKH. CaMOyOMHCTBO/CYHLIMAHN MHUCIIH M arpecusi ca HaGIlo1aBaHH MpH
MaLMEHTH MO BPEME Ha MPOMEHM Ha CXEMa Ha NMPUEeMaHe Ha BEH/1a(DaKCHH, BKJIKOUHTEITHO 0 BPpEME Ha,
cnupaHe Ha neueHueTto. [lopaau ToBa nauueHTHTE TPsAGBa a ce HAGNIOAaBAT BHUMATEHO TMpPH
Hama/lABaHE Ha 103aTa WJIK MPH CMIHUPAHE HA JIEYEHHETO (BHXKTE NMo-rope B Touka 4.4 — ,, CyMuMaHm
OMMTH/CYHLIMAHN MUC/IH HJIM BJIOLIABAHE HA KIIMHUYHOTO ChCTOSAHUE™ U ,, Arpecus™). UecTH ca
CUMITTOMHMTE Ha OTHEMAaHE, KOraTo ce CrMpa JICHeHHETO, OCOOEHO aKO CIIMPAHETO € BHE3AMHO (BXK. TOYKA
4.8). Ilpu KIIMHHYHHUTE NPOYYBAHHUS HEXENAHUTE PEAKLIMH, HaOIIOaBaHH NPy CriMpaHe Ha
(MOCTeNeHHO CrMpaHe M Clie] MOCTENEeHHO CMUPAHE), HACTBIBAT MPH NPUOTUIUTENHO 70
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MaLKEHTHTE, JIEKYBaHH C BeH1a(aKCHH, U npH 17% OT nauMeHTHTe, NpueMaluy migledo. . %; \
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PUCKBT OT CUMNITOMH Ha OTHEMaaHe MOJXKe /1a 3aBUCH OT HAKOJIKO (haKTopa, BKJI pf:ffe_fma K s

MPOAB/KHTETHOCTTA W 103aTa HA JIEYEHHETO W CKOPOCTTA Ha MOHKKaBaHe Ha no3aTa Hal=uecto .~
CbOOLIaBaHNTE PeakLIMK ca 3aMasHOCT, CEH30PHH HapylUEeHHs (BKJIIOUMTETHO nap Te3us ), HapyLLIEeHUS



Ha CbHS (BKJIHOUMTEIHO O€3CbHHE M HAMPErHaTH CbHHILLA), AKUTHPAHOCT HJIM TPEBOKHOCT, rajieHe H/WiIH
MOBPbLIAHE, TPEMOP, INaBOOOIME, 3PHTEIHU HAPYLUEHUS U XUepTOHHS. OOMKHOBEHO TE€3H CUMIITOMHM €4
JIEKH 10 YMEPEHO TEXKKH, KaTo 00aye npu HAKOH NALUMEHTH MOraT a ObJaT TEKKH MO UHTEH3HUTeT. Te
OOMKHOBEHO HACTBIBAT B PAMKHMTE HA MbPBHUTE HAKOJIKO JIHH OT CIIMPAHETO HA JIEYEHUETO, HO UM MHOTO
Pe/KH CbOOLLEHHS Ha TAKUBA CUMINITOMH TPH MALMEHTUTE, KOUTO Ca MPOINYCHAJIH [103a 10 HEBHUMAHHUE.
[lo npuHLIKMM T€3H CHMMTOMH Ca CaMOOrpaHHYaBaLlM c€ U OOMKHOBEHO OTLIYMSIBAT B PAMKHUTE Ha 2
CE/IMHULIK, BBIIPEKH Y€ MPHU HAKOH XOpa T€ MOrar aa ca rno-npoab/DKUTENHHU (2-3 Mecela WM noeeye).
3aToBa € NpenopbYMTE/IHO 103aTa Ha BEH1a(akCHH /1a ce MOHMKABa MOCTENEHHO MPH CUpaHe Ha
JICHEHHUETO 3a NEPHO/] OT HAKOJIKO CEAMHLIM WK MECeLa Cropel HYK/AUTE Ha NnauueHTa (BxK. Touka 4.2).
[Ipn HAKOM NaUMEHTH MOXKe Ja ca HEOOXOAMMH MECELIM UIIK MO-AbJIbI NEPUO OT BPEME.

AKaTHU3UA/TICUXOMOTOPHO HECITOKONCTBO

Ynorpebara Ha BeH1aaKCHH € CBbp3aHa ¢ pa3BUTHE HA AKATHU3MS, XapaKTepU3Upalla ce CbC CYOEKTHBHO
HEMPHUATHO WJIH M3TOLIABALLO HECTTOKOHWCTBO U HEOOXOAMMOCT OT YeCTO JABHIKEHHE, ChIPOBOAEHA OT
HECNIOCOOHOCT /1a C€ CTOM CIMOKOWHO B CEIHAIO WJIH W3MNpaBeHo noJioxkeHHe. ToBa HacTbNBa HAl-4eCTO B
PaMKHTE Ha MbPBUTE HAKOJIKO CEAMULM OT JieyeHUeTo. [ lpyu nauueHTuTe, KOUTO pa3BUBAT TE3HM
CUMIITOMH, MOBHULLIABAHETO HA J03aTa MOXKE /1a € naryoHo.

CekcyanHa AUcyHKLMS

CenekTMBHHUTE HHXMOUTOPH Ha 0OPATHOTO 3axBallaHe Ha cepoToHuHa (SSRIs)/MHXHMOHUTOPHTE Ha
OOpaTHOTO 3axBalllaHE Ha CEPOTOHHUHA U HopaapeHanuHa (SNRIs) MoraT na MPUUYMHAT CUMITTOMM Ha
CeKCyasiHa IMCHYHKLMA (BXK. Touka 4.8). UMa cbobLueHus 3a Npoab/KUTEIHA CeKeyaiHa AMChYHKLIMS,
MpH KOATO CUMIITOMUTE MPOABLJ/IXKABAT BBIIPEKH MNPEKbCBAHETO HAa npuema Ha SSRIs/SNRI.

CvyxoTa B ycTara

Cyxora B ycrara ce cbo0uasa npu 10% ot nauueHTuTe, ieKyBaHH ¢ BeHaadakcuH. ToBa Moxke fa
MOBHULIH PHUCKA OT KapHecC W NauuMeHTUTe TpAOBa 1a ce yBeOMSABAT 3a 3HAYEHHETO Ha XMIrMeHaTa Ha
Cb3bOHETO.

Jlnader

[Ipu naunenTu ¢ auader, neyeHuero cbe MO3C mnu BeHaahakcHH MOKE 1a MPOMEHH MIMKEMUYHHSA
KOHTpOJ1. MOXe 1a ce HaI0XKH KOPEKLIMS Ha 103aTa Ha UHCYJIMH W/ WK NEPOpaTHH aHTHAHA0ETHH
NeKapcTBa.

JlekapcTBEHH B3aUMOAEHCTBUA IPH J1a00OPaTOPHU TECTOBE

DalHBO NOJOXKHUTEIHH UMYHOJOINHYHH CKPUHUHT TECTOBE Ha ypHHa 3a peHuuukauauH (PCP) u
am(peTamMHH ca OM/IM JOKJIa1BAHU NMPH NALMEHTH, Npuemalluy BeHnadakcuH. ToBa ce Jb/KH Ha
JIMNCaTa Ha CNEUH(PHUYHOCT HA CKPUHUHTOBHUTE TecTOBE. DanlIMBO MOJIOKHTEIHH Pe3YyJITATH OT TECTA
MOJKE []a C€ O4aKBa B NPOAb/DKEHHE HAa HAKOJIKO JIHH CJIe/] CIMPaHe Ha TepanusaTa ¢ BeHJ1adaKCHUH.
[loTBbpiKkaaBallM TECTOBE, KATO HAlNpUMEp ra3zoBa Xxpomartorpadus/mMac-creKTpoOMETPHA,
pa3rpaHy4yaBart BeHjJadakcuH ot PCP u amderamuH.

AJIBEHTa CbAbpKa 3axapo3a. [launmeHTture ¢ BpoaeHHu npodsieMH Ha PpyKTO3HA HEMOHOCHMOCT,
FIOKO3HO-TaIaKTO3HA MaladcopOLMs KK 3aXapO3HO-U30MAJITO3HA HEAOCTATBLYHOCT He TpsAOBa na
NpUeMaT TOBA JIEKaApPCTRBO. P ;":~-..;

4.5 BsaumonelicTBHe C IPYrH JIeKAPCTBeHH NPOIYKTH H APYTH popMH Ha B3gfmoneiicrane . 7, \

MHxubuTopu Ha MOHOaMHHOOKcHaa3aTta (MAOH) 4{ =
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Heoopamumu, necenexkmuernu MAOH \ 2N
BennadakcuH He TpsaOBa na ce U3noJ13Ba B KOMOMHALIMA C HeoOpaTUMH HeceﬂemTuBHﬁ‘\l\t{h A ﬁfHe.HHe
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C BeHJ1apaKCHH He TpAOBa /1a ce 3ano4sa noHe 14 AHU cien cnupaHe Ha J€YEHUETO ¢ HeoOpaTUMHU
HecesiekTUBHH MAOM. Jleuenunerto ¢ BeHnadakcuH TpadOBa 1a ce cnpe noHe 7 AHU NpeaM 3anoysaHe Ha
neyeHue ¢ HeoOpaTUMH HecesleKTUBHH MAOM (Bxk. Touku 4.3 u 4.4).

Oopamum ceaexkmueen unxuoumop na MAQO-A (moxkrob6emuo)

[lopaau pucka oT CEpOTOHHHOB CHHAPOM KOMOWHAUMATA OT BEHJa(aKCHH ¢ 00paTUM U CeJIEeKTHUBEH
MAOMH kato mokii00emua He ce npenopbyBa. Cren neyeHue ¢ oopatuM HHXHOUTOp HA MAO Moxe fa ce
H3I10/13Ba MEPHO/ Ha OTHEMAHE, NMo-KpaTbk OT 14 AHH, NpeaU aa ce 3ano4yHe jeuyeHHe ¢ BeHaa(paKcHH.

[IpenopbuBa ce BeH1aakCHH Aa ce Cripe HaW-Malko 7 JHU Mpeay 3arno4BaHe Ha JieueHUe ¢ 00paTHM
MAOMU (Bxk. Touka 4.4).

Oopamumu neceaexmusnu MAOH (nunezonuo)
AHTHOMOTHKBT IMHE30M] € c1ad, oOpaTuM U HecenekTuBeH MAOMW u He TpsaOBa na ce naBsa Ha
NMaUMEHTHUTE, JIEKYBaHU C BeHJadaKCHH (Bx. Touka 4.4).

Cbo0LaBar ce TEXKH HEXKEIAHH PEAKLMH MPH NALUUEHTUTE, MPH KOUTO HACKOPO € OHI0 CNpSiHO
neyeHuero ¢ MAOH u e 3anoynHat BeHaakCHH, HIIM HACKOPO € O1ila cnpsiHa TepanusaTa ¢ BeHaadakcuH
npeau 3anoysaHe Ha MAOM. Te3u peakuuu BKIKOUBAT TPEMOP, MUOKIIOHYC, AWadopesa, rajieHe,
MOBpbBLUAHE, 3aUepBIBaHE, 3aMASHOCT U XUNEPTEPMHSA C MPU3HALIMU, HAMOA009BALIKH HEBPOJIENTHYEH
MaJIMTHEH CUHAPOM, bP4YOBE U CMBPT.

CepOTOHUHOB CHH/IPOM

KakTo ¥ npu octaHanuTe CEpOTOHUHEPIHYHH CPEICTBA, TAKa U NPH JIEYEHHETO ¢ BeH1ahakCHH MOXKeE
J1a HaCTBITH NOTEHLMATHO )KMBOTO3acTpalliaBalll CEpOTOHHHOB CHHAPOM, OCOOEHO NMpH CHMBTCTBALLA
ynorpeba Ha Apyrd CpeAcTBa, KOUTO MOTaT Aa MOBIAMUAAT CEPOTOHUHEPruYHaTa HEBPOTPAHCMHTEPHA
cucreMa (BkIouMTeIHo Tpuntadd, SSRI cpeacrea, SNRI cpeacrsa, TPHUMKIHMYHYA aHTUAETIPECAHTH,
aM(eTaMHHH, JIMTHUH, CHOYTPaMHH, XbIAT KaHTApUOH [Hypericum perforatum|, onvwouau [Hanp.
OynpeHopdHH, PEHTAHU]T U HETOBUTE aHaN03H, TPamMaaoJl, JeKcTpomeTopdaH, TarneHTanos, NeTHIAHH,
METAZOH M MEHTA30LH1H]), C IEKAPCTBEHH NPOAYKTH, KOMTO YBpEXIaT MeTab0/Iu3Ma Ha CEPOTOHHUHA
(karo MAOMH, Hanpumep METHIIEHOBO CHHbBO), WJIK C MPEKYPCOPH HAa CEPOTOHHHA (KaTO

TpUNTO(PaHOBHU 100aBKH), C AHTUIICUXOTHLIH WK APYTId JONMaMUHOBH @aHTaroHUCTH (BX. TOYKH 4.3 H
4.4).

[Ipy Kn1MHKWYHA HEOOXOAUMOCT ChITLTCTBALLO JieueHHe Ha BeHyiadakcuH ¢ SSRI cpencteo, SNRI
CPEACTBO WJIM CEPOTOHHHOB PELENTOPEH arOHUCT (TPUITAH), C€ MPENnopbYBa BHUMATEIHO MPOC/IeAsSBaHE
Ha nauueHTa, 0coOEHO Mo BpeMe Ha 3arno4BaHe Ha JICYEHHETO WM Ha NnoBUllaBaHe Ha ao3ute. He ce
penopbyBa ChIIbTCTBALLATA YNOoTpebda Ha BeHJIahaKCHH ChC CEPOTOHMHOBH NPEKYPCOpH (KaTo
TpunToaHoBH N00aBKH) (BXK. Touka 4.4).

LIHC-akTHBHH BellleCTBa

PuckbT OoT ynorpeda Ha BeHsnapakcuH ¢ aApyru LITHC-akTuBHHU BellleCcTBa HE € CHCTEMHO OLIEHSABAH.
CiienoBaresiHO ce npenopbysa NOBULIEHO BHUMAHKWE, KOraTto BeHJaaKkCUH ce mpuemMa B KOMOMHaLMS C
apyru LIHC-akTuBHH BewecTsa.

ETaHon

[Taumenture TpsOBa na ObAAT ChbBETBAHHU Aa HE YNOTpeOsABAaT alKOXO0J, MPeABU HEFOBOTO Bb3AEHCTBHE
BbpXy LIHC u BEPDHTHDCTTH OT KJIHHHYHO BJIOLIABAHE HA NCHXHYHOTO CHCTOSHHME, KAKTO M BEPOATHOCTTA

JlekapcTBa, kouTO yabmkaBat QT-uHTepBana

PuckbT oT yabmkaBaHe Ha QT-uHTepBana u/wnu kamepHu aput™Muu (Hanp Td )é‘ﬂ*noauiMaBa ApM | - \
€1HOBPEMEHHO MPHJIOKEHHE HA APYTH JIEKAPCTBEHH MPOAYKTH, KOUTO yﬂbﬂ}xéi\a'p QT—*HHTEPBELHEI



EHOBPEMEHHOTO MPHJIOKEHHE HA TE3H JIEKAPCTBEHH NPOLYKTH TpaOBa aa ce u3bsarea (B Touka 4.4).

OTHacA 10 C/IeAHUTE KJ1acoBe:

- knac la v [l aHTapuT™MHLK (Hanpumep XHHUAMH, aMUOJAPOH, COTANO, 10METHIN)

- HAKOH aHTHUIICHXOTHLIK (HarlpuMep THOPUAA3HH)

- HAKOHW MaKpOJIH/IH (HarpumMep epUTPOMHLIMH)

- HAKOU AHTUXUCTAMHHH

- HAKOW XMHOJIOHOBH aHTHOMOTHLM (HanpUMep MOKCH(DIOKCALIMH)

['OpHHAT CMUCHK HE € H3YepnaTeseH U IPYTrH JIEKAPCTBEHH MPO/YKTH, 3a KOUTO € H3BECTHO, Ye
3HauuTeIHO yBennyaBaT QT uHTepBana, TpsOBa aa ce u3bsArsar.

EdexT Ha Apyru aekapcTBeHH NPOAYKTH BbPXY BeHaadakcHH

Kemoxounazon (unxuoumop na CYP3A4)

Eato (hapMakoKMHETHYHO npoyuBaHe ¢ keTtokoHa3o. npu CYP2D6 exctenzusuu (EM) u owm
meTtabonu3aropu (JIM) nokassa, ye NpUIOKEHHETO HA KETOKOHA301 BoAM 10 no-roasma AUC 3a
BeHnapakcuH (70% u 21% cvorseTHo npu ivuata CYP2D6 JIM u EM) u 3a O-ae3metunBennadakcu
(33% n 23% cvorserHo npu auuata CYP2D6 JIM u EM). CenbrerBamara ynorpeda Ha CYP3A4
MHXHOMTOPH (Hanp. ata3aHaBUp, KJIADHTPOMHULIMH, HHIAWHABHP, HTPAKOHA30J1, BOPHKOHA30J1,
03aKOHAa30/1, KETOKOHa30/1, HeJIQUHABMP, PUTOHABHP, CAKBUHABHUP, TEJIMTPOMHMLIMH) H BeHIa(aKCHH
MOJKE /1a MOBHLIM HUBATa Ha BeHIaakCcHH U O-ae3meTunBernagakcuH. 3aToBa ce npenopbysa
PEAMNa3IuBOCT, aKO TEparnusATa Ha NauMeHTa BKIroYBa HHXHOUTOp Ha CYP3 A4 u BennadakcuH
€1HOBPEMEHHO.

Edekr Ha BeHJ1adaKCHH BbPXY APYIH JI€KAPCTBEHH NPOAYKTH

Jlekapcmea, memaboauzupanu om yumoxpom P450 uzoenzumu

In vitro npoy4BaHMs NOKa3Bar, 4e BeHnadakcuH e cnab uaxudurop Ha CYP2D6. Bennadakcus He
nHxubupa CYP3A4 (annpasonam u kapbamasenun), CYP1A2 (kodeun) u CYP2C9 (TonGytamun) uiu
CYP2CI19 (auazenam) in vivo

Jlumu
[1pu cenbreTBalna ynorpeba Ha BeHnahakCHH ¢ IMTHI MOXKE 112 HACTLIH CEPOTOHHHOB CHHAPOM (BIK.
“CepOTOHHUHOB CHHApPOM™).

Juazenawm

BennadakcuH HiMa HUKakBH e(DeKTH BbpPXY (apMaKkOKWHETHKATa U (apMaKOAMHAMHUKATA HA JUa3enaM M
HEroBHsA aKTUBEH METa0O0IUT Je3MeTH/IAMa3enaM. /{uasenam U3riiexaa He NMoB/IHUsaBa
¢dapmakokuHeTHKAaTa HUTO Ha BeHJadakcHH, HUTO Ha O-ae3meTHaBeHnadakcHH. He e u3BecTHO naiu
CbLUECTBYBAa (PAPMAKOKMHETHYHO /MM (hapMaKOAWHAMHYHO B3aMMOIEHCTBHE C APYTrH GEH30qHa3eNHHH.

Hmunpamun

BennagakcuH He nos/MsBa papMakOKMHETHKATa HA UMUNIpaMKH U 2-OH-umunpamus. Uma
no3o03aBucumo nosuiieHne Ha AUC 3a 2-OH-ne3unpamus ¢ 2,5 1o 4,5 nbTH, Korato ce npuaarar 75 mg
1o 150 mg BeHnagakcuH aHeBHO. UMHNpamMuH He noBnusBa apMakOKMHETHKATA Ha BeHiadakcuH u O-
ne3MeTHIIBEHIadakCHH. He e 3BECTHO KIMHUYHOTO 3Ha4eHHe Ha ToBa B3auMozneiicTeue. Tpsaba na ce
NOAX0K/Ja C MOBHILIEHO BHUMAHHENPH CbBMECTHOTO MPHJIOKEHHE HA BeH1a()aKCHH U MMHITPAMHH.

Xanonepuoon
EnHo (hapMakOKHMHETHYHO NMPOYyYBaHe ¢ XaJlonepua0/1 nokassa 42% noHwxeHUe Ha s ggp
KaupbHC, 70% nouwenue Ha AUC, 88% nosuiueHne Ha Cmax, HO He Moka3Ba H a.lgb'ﬁ ﬂE&ﬁMM‘ﬁ
NoJ1y>KMBOTa Ha Xanonepuaoi. Tosa Tpabea na ce MMa NPEABU NPH MNALMEHTHT g&y’aqﬂ‘l&'ﬁ ‘

XaJlonepya0J U BeHJadakCHH eaqHOBpeMeHHO. He e u3BecTHO KIIMHUYHOTO 3HaY rmq’ HA. Tﬁ}Ba @ 3 __7? |
B3aUMOJEHCTBHE. e £
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Bennagakcnn nosuwasa AUC Ha pucnepuaon ¢ 50%, HO He MPOMEHS 3HAYUMO (hapMAKOKMHETHUHHS
npodus1 Ha 00LIaTa aKTHBHA YacT (pPUCNEPUIOH IUTIOC 9-XxuapokcupHcniepuaoH). He e u3BectHo
KJIMHUYHOTO 3HAYE€HUE HA TOBA B3aUMO/1EHCTBHE.

Memonpoaon

EZIHOBPEMEHHOTO NpPHJI0XKEHHE HA BEHIADAKCHH W METOMNPOJIO/ Ha 3PaBH 10OPOBOJILH MPH €AHO
NpoyyBaHe 3a (papMaKOKHHETHYHO B3aMMO/ICHCTBHE 3a /1BaTa JIEKAPCTBEHH MPOAYKTa BOAM 10
MOBHIUCHHE HA NJIA3MEHUTE KOHLIEHTPALIMK Ha METOMPOJ10J1 ¢ npubaunsutento 30-40%, 6e3 na npomeHs
M1a3MEHHTE KOHUEHTPALIUH HA HErOBHSl aKTHBEH METadO/UT a-XHAPOKCUMETONpo1os. He e u3BecTHo
KJMHHYHOTO 3HAYEHHE HA Ta3H HAXO/Ka NPH MaUMEHTH C XUNEPTOHUA. MeTonposion He npoMeHs
(hapMakOKHHETHUYHMS NpodKa Ha BeHIahaKCHH WM HA aKTUBHHUS My MeTaGosuT O-
ae3meTuaBeHnadakcuH. Tpabsa na ce noaxoxaa NpeanasimBo MpH €HOBPEMEHHOTO MPHIOKEHHE Ha
BEHJIa(DAKCHUH U METOMPOJION.

Hnounasup

EnHo (hapMakOKMHETHUHO NpOyYBaHe ¢ HHAWHABUP nokasea 28% noumxkenue Ha AUC u 36%
NOHHXKEHHE HA Crnax 32 HHAMHABUD. UHAMHABUD He NOB/IMsABA (papMakoKMHETHKATa Ha BeHaadakcuH 1 O-
ne3meTuiBeHNadgakcuH. He e H3BECTHO KIIMHHYHOTO 3HAYEHHE HA TOBA B3aUMO/IEHCTBHE.

Opannu konmpayenmueu

[Tpn nocT-MapKeTHHIOBHsA ONMUT € HabII0AaBaHO HACTBIIBAHE HA HEXeTaHa GPEMEHHOCT MPH KEHH,
MpHEMallle OpalHi KOHTPALUENTUBH, MO BpeMe Ha JieyeHHUe ¢ BeHJadakcuH. Hama sicHO AoKa3aTencTBo, ye
HacTBIBAHETO HA Te3H OPEMEHHOCTH € pe3y/ITaT OT B3aumoaeicTeue ¢ BeHnadakcuH. He ca
OCBLIECTBEHH MPOYUYBAHMA 33 B3aHMOJEHCTBHA C XOPMOHATHH KOHTPALIENTHBH.

4.6 DeprTHIETHTE, OPEMEHHOCT H KbPMeHe

bpeMeHHOCT

HsiMa nocTarbyHo qaHHM 3a ynorpebara Ha BeHaadakCHH npy OpeMEHHH JKEHH.

[IpoyuBaHHMATA NPH )KHBOTHH MOKA3BaT PENpOAyKTHBHA TOKCHYHOCT (BXK. Touka 5.3). [TOTeHUMaTHUST
PHCK NpH Xopa He € u3BecTeH. BennagpakcuH TpabBa na ce npuiara Ha GpeMEHHU XKEHH CaMO, aKo
OYaKBaHHTE MOJI3K NPEBHIIABAT BCHYKH Bb3MOXKHH PHCKOBE.

OOcepBaLOHHHTE JaHHW NOKA3BaT MOBHUILEH PUCK (MO-MAKO OT 2 MbTH) OT NOCIEPOAOBO
KpbBOTEUEHHE Ciiel ekcno3uums Ha SSRI/SNRI B pamkute Ha nocneaHus mMecell npeau paxaaHeTo (Bix.
TOYKH 4.4 u 4.8).

KakTo 1 npu apyru HHXHOMTOPH Ha 0O6paTHOTO 3axBallaHe Ha cepotoHMHa (SSRI/SNRI), moraT aa ce
MOSABAT CHMIITOMH Ha OTHEMAHETO NPH HOBOPOAEHUTE, aKO BeHs1apaKCHH € U3MOJI3BaH 10 UM MaJIKO
Npeau paxaaHeTo. Hakon HOBOPOAEHH, H3/IOKEHHU Ha BeHIa(haKCHH KbCHO Mpe3 TPETHS TPUMECTDP,
Pa3BHBAT yC/IOXKHEHHA, HaJlaralv XpaHeHe rnpe3 CoOH/a, AMXaTeHa NOAAPBKKA WIIH NPOAb/DKUTEIHA
XOCMHTaNIN3aUuA. [aKk1Ba yCl0)KHEHHUS MOraT a ce NoJyyaT BeHara C/iel paxaaHeTo.

/laHHHTE OT eMMAEMHOIOrHYHHUTE NPOYUYBAHHsA MOKA3BAT, Ye MPUIOKEHHETO HA HHXMOUTOPH Ha
0OpaTHOTO MoeMaHe Ha CEPOTOHHHA MO BpeMe Ha GpPEMEHHOCT, 0COBEHO B HaMnpeaHaIa GpeMEHHOCT, 61
MOIJI0 12 MOBHILIK PHCKA OT pa3sBUTHE HA NEPCHUCTHPALLA MYJIMOHAIHA XUIIEPTOHHS MPH HOBOPOAEHOTO
(PPHN). Bbnpeku ue 1ocera HUTO €1HO MPOyUBaHe HE W3C/IENBA BPb3KATa MEXIY WH&HHW{J C

WHXMOMTOPH Ha 0OPaTHOTO NoeMaHe Ha CepOTOHMHA M HopaapeHanuHa (SNRI), To3 ﬂqrqmmg}aa CK
o i 1/ )
HE MOXKe 1a Ob/Ie M3KJIIOUYEH HAIMBJIHO MPH JieYeHHe ¢ BeHsiadakCHH, KaTo ce MMa

Ha IeHCTBHE Ha JIEKAPCTBOTO (MHXHOMpPaHe Ha OOPaTHOTO MOEMAHE Ha CEPOTOH

Morar 1a ce Habar0aaBaT ClleIHUTE CUMNTOMH NPH HOBOPOIEHH, aKO MaiikaTa nmmmﬂaﬂa SSRHSNR!
B KbCHA OPEMEHHOCT: pa3ipa3HUMOCT, TPEMOP, XMITOTOHHS, NEPCHCTUPALLL 1Ay \H\ 3anyﬂHeHc:s CyueHe
WM ChHH. N .
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T'e3n cuMNTOMH MOraT 1a ce Ib/KAT WM Ha CEPOTOHHHEPIrHYHH eDEKTH MM Ha eKcno3uums. B
MOBEYETO C/Iy4au TE3H YC/I0OKHEHHUs ce HaboaaBaT He3a0aBHO WK B paMKHTe Ha 24 yaca cien
PaX<1aHETO.

KbpMeHe

BennaakcHH W HErOBUAT akTHBEH MeTaboAHT O-1e3MeTHABEHIa(AKCHH C€ EKCKPETHPAT B KbpMaTa.
Mma nocT-MapKeTHHrOBH ChOOLIEHHS 3a KbpMaueTaTa, KOMTO Ca MJ1aKkaiu, OMaM ca pa3apa3sHUTENHH M ca
HUMaJIM HapyllIeHHs Ha CbHA. Clieq cnupaHe Ha KbPMEHETO ca OMIM CbOOLIABAHU CUMITTOMH, KOUTO UMAT
Bpb3Ka CbC CIIUPAHETO Ha JIEKApCTBOTO BeHJaakCHH. He Morke na ce U3KIoUM pUCK 3a KbpPMayeTo.
3aroBa TpAOBa /1a Ce B3eME PELLEHHE 3a NMPOAbIKABAHE/CNIMPAHE HA KbPMEHETO WITH 3a
MPOABL/KABaHE/CIIMPAHE HA TEpanuaTa ¢ AJIBEHTa, KaTO Ce MMa Mpe/BH M0/13aTa 3a AETETO OT
KbPMEHETO H M0JI13aTa 3a )K€HaTa OT JICYHEHHUETO ¢ AJIBEHTA.

Oepruiaurer

[1pu npoyu4BaHe, NpU KOETO U MBXKKH M )KEHCKH MUTbXOBE ca OWJIM eKcno3upaHu Ha O-
NECMETH/IBEHIa(DAaKCHH, € Ha0It0aaBaH NoHWwxkeH GepTunuTeT. KIMHHYHOTO 3HaueHHe Ha Ta3u HAXOJKa
MPU XOpa HE € U3BECTHO (BXK. TOYKa 5.3).

4.7 Ed¢exkTH BbpXy cnoco0HOCTTA 3a WopHpaHe H paboTa ¢ MAIIHHH

Bcekn ncHXoakTHBEH JIEKApCTBEH NPOAYKT MOXKE 1a HAPYLLUH MPELEHKATa, MHCJIEHETO U MOTOPHHTE
yMeHHs. 3aTOBa BCHYKH MALMEHTH, NpHemMally BeHnadakcuH, Tpa6Ba 1a 6baaT npeaynpeieHH 3a
e(peKTHTE BbPXY CNOCOOHOCTTA UM fa odHpaT K Aa pabOTAT C ONAaCHU MALLWHH.

4.8 Hexenanu JekapcTBeHH peaKkiHH

O0o0waBaHe Ha npoguaa Ha 6e30MacHOCT
Hexxenanu peakunu cbo0OLaBaHH KaTo MHOTO 4YecTH (>1/10) Npu KIMHUYHKUTE NPOYYBAaHUS ca rajeHe,
CyXOTa B yCTara, r;1aBo00/ine U noTeHe (BKJIHYHTETHO HOLLHH U3MOTABAHUSA ).

TabanyeH cnUCHK Ha HeXKETaHWTE JIEKAPCTBEHH pPeaKLMH
HexenaHuTe peakuuu ca W30pOEHH MO-10J1y MO CUCTEMO-OPraHeH Kilac, YeCTOTa KATEropHs U HU3XOAMALLL
pea no OTHOLUEHWE Ha TAXHAaTa CEPHO3HOCT BbB BCAKA KATErOpHs MO 4ECTOTa.

YecTtoTure ca nepuHrpanu kato: MHoro yectu (>1/10), yectu (>1/100 no <1/10), Heuectu (>1/1000 mo
<1/100), peaxu (=1/10000 no <1/1000), MHOro peaku (<1/10000) unu ¢ Heu3BecTHa YyecToTa (OT
HAJIMYHUTE JAHHW HE MOXe Aa Obae HanpaBeHa OLIEHKa).

Cucrema Ha MHuoro YectH HeuecTH Peaknu MHoro peakn | C Heu3BecTHA
OpraHu3ima YeCTH YyecToTa
Hapywenus na Arpanyiouuto3a*l TpomOouuToO-
KpbeHama u ArmiacTu4Ha MEHUA*
aumgpnama aHemua*,
cucmema MAHLKTOINECHHUA*,
HEYyTporneHus™*
Hapywenus na AHa(pHIaKTHY-
UMVHHAMA Ha peakuua* .
cucmema s
Hapywenus na HeanekBatua” {LVB
eHOOKpuUHHamd CeKpeLHs H J--‘E;‘?h_-"' ! e,
cucmema aHTHAMY pdyuber’ | aponakruua B |’ |
xopmou* |[ 3% [ ‘| kppbra* S )
Memabonumnu [ Tonnxken Xunonarpmemms | . oo e e
HAPVULeHUA U areTuT ‘,}'1 T \fa
e
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Cucrema Ha Mmuoro Yectn Heuyectn Peaku MHoro peakn | C HeH3BecTHA
OpraHHima YeCTH 4ecToTa
Hapvwenus na
XPAHeHemo
[lcuxuampuunu | be3cbHue CobcrosiHue Ha | MaHus, XMIoMaHus, Heanpuym* CyuuuiHa
HAPVULEHUA 00BbPKAHOCT*, | XalIOUMHALIMM, Haeaums H
JCMEPCOHANIM- | Aepeau3alus. CYHULIMIHO
3alus™®, MaToJOrMYCH OPra3bm, [MOBEACHUE?,
aTOI0rHYHH OPYKCH3BM , anaTus arpecus’®
CbHHLLIA,
HEPBHOCT,
[IOHHUKEHO
THOM0.
Bb30y1a*,
aHoprasmus
Hapyvwenus na [ naBoOoaue*c, | Akarazus*, CHHKOMN, MHOKJIOHYC, HespousienTu- TapauBHna
HepeHama 3aMasiHOCT, TpEMop. HapylIEHO paBHOBeCHEe*, | yeH JTUCKUHE3Ug*
cucmema ce/latms napecresus, aODHOpPMHA KOOpAHHALMA* MAJIHIHEH CHH/IPO]
JIUCTCY 31 JIMCKMHE3Us (HMC)*,
CEPOTOHHHOB
CHHIIpOM*,
KOHBYJICUM,
JUCTOHUA*
Hapywenus na 3pHUTEIIHH 3aKpHTOBIbJIHA
3peHuemo HapyLEHHUS, ramaykoma*
HapylleHa
aKoMo,/1aLu,
BK/IIOYHTEJIHO
3aMBIJICHO
3PEHHE,
MHUpHasa
Hapywenus na TuHUTYC* Beprturo
yXomo u
nabupurnma
Hapywenus na Taxukapaus, Torsade de CtpecoBa
CbPOeYHO- najanurauuu* Pointes*, KapIMOMHO-
cvoosama KamepHa naTus
cucmema TaxukKapaus. (takotsubo
KaMepHO Kap.a1o-
MBKICHE, MHonarus )*
yIbJKABAHE HA
QT uuTepBana
Ha EKI™
Cvoosu XHUIMEPTOHHUS, OpracraruiHa
HapyuteHus [‘Opelun BbJIHM | XHUIOTOHMS,
XHIOTOHHS
Huxamennu, JlucnHes*, HUurepcTuHaiHa
MOPAaKatHu u Mpo3sBaHe OenoapodHa
Meoua- bonecr*,
CMUHANHU benoapobHa
HapyuteHus €O3HHO(HIUA*
Hapyvwenus ua ["aneHe, Jlnapus*, | acTpoUHTECTHHAIHO [lankpearur™
Xpamocmuna- CyXoTa B MOBPbILAHE KbpBeHe*
meana ycrara,
3anek
Xenamo- AOHOPMHH noka3anus Ha| Xenarur*
ounuapHu 4YepHOApPOOHH TecToBe*

HAPVULeHUA




Cucrema na Mmuoro HectH HeuyecTH Peaxu Muoro peaku | C Heu3BecTHA
OpraHMima YeCcTH 4yecToTa
Hapvwenus na Xunepxuaposuc| O6pus, Yprukapus*, atoneumns*,| Cunapom Ha
Koxcama u (BKJIKOYHTEAHO | npypUTyC* CKXMMO3H aHruoeaem*, | Stevens-Johnson*,
ROOKOXCHama HOILILHH peakiMu Ha ¢oro- TOKCHYHA
MbKAaH H3MOTABAHHUA*) 4YBCTBHTEIHOCT ernuaepmaiHa
HEKpO./In3a*,
epuTeMa
MyaTudopme*
Hapywenus na XHUINepToHUs Pabiomuonunza*
MVCKVIHO-
cKkenremHama u
CbeouHume Ha-
mda MuvKaH
Hapywenus na 3arpyAHEHO MHKOHTHHEHLIUSA
ovoOpeyume u YPHHHUpaAHE, HAa ypMHa
RUKOYHUME 3a/pbiKKa Ha
nomuwa VpHHa,
[oJJakHypus*
Hapyvwenus na MeHoparus*, [Tocaeponoso
PenpoovKmueHa- MeTpoparus*, KpbBOTEYCHHUE!
ma cucmema EPEKTH/IHA
AHC(YHKIIMS,
HapyleHa
€AKYJ1aLIHS
Obwu napyuierus YmMopa, KpbBoM3./1MB Ha
HapYUieHUs Ha aCTEeHHA, auraBuuiara*
MACMOMO HA CTYICHH
NPUTONCEHUE TPBITKH*
H3zcneoeanus [ToBui1aBaHe Y AbJ1KEeHO
Ha TErJoTo, BpeMe Ha
HaMa/IIBaHEe Ha KbpBeHe*
TErjoTo,
MOBHLICHH
HUBA Ha
X0JIECTEPOJ1 B
KpbBTa

*HPJI unentuduumpanm cnen myckaHeto Ha naszapa

*a Cilyyad Ha CyMUMIHA HAEALMS M CYHMLIMIHO MOBEIeHHE Ce ChOOLIABAT Mo BpEME Ha TeparnusaTa ¢
BEHJIa(DaKCHH WJIK PaHo Ciel CNUpaHe Ha JeYeHHETO (BXkK. Touka 4.4).

**b Bux Touka 4.4

***c Ilpu cOOpHHU KIMHWYHHU NPOY4YBAaHMS, [1OYBATa Ha r1aBOOO/IHE [pHv BeHJadaKCHH U niauedo e
CXO/1Ha.

‘Tosa chOuTHE € choGLIaBaHO 3a Knaca Nekapcta SSRI/SNRI (Bx. Touku 4.4 u 4.6).

[IpekpaTaBaHe Ha Jie4EeHHETO

CnupaneTo Ha BeHaakcHH (0COOEHO KOraTo € BHE3anHO) OOMKHOBEHO BOAH 10 CHMIITOMH Ha
oTHeMaHe. Haii-uecTo cboOLIaBaHUTE peakLuu ca 3aMasiHOCT, CETHBHH HAPYLLEHHUS (BKJIOUYHUTETHO
NapecTe3us ), HapyLUEHHs Ha CbHS (BKJIIOUMTENHO Ge3ChbHHE M HaNperHaTH ChbHUILA), Bb30yaa niu
TPEBOXKHOCT, ralCHe H/WJIH MOBPbLIAHE, TPEMOP, I1aBOOOIHE, TPUMONOA06EH CHHAPOM, 3PUTEHM
HAapyLIEHHS W XHNEPTOHHUSA. OOMKHOBEHO Te€3H CHLOMTHS Ca JIEKH 10 YMEPEHH M ¢a CAMOOTIPaHHYABALLH CE,
HO MpH HAKOH MaLMEHTH T€ MOraT [1a €a TeXKH H/WJIK NO-NPOAB/DKHTENHH. 3aTOBA Ce NMpPenopbyBa,
KOraTo JIEYEHHETO C BeH/1apaKCHH HE € HEOOXOMMO MOBeYe, 1a Ce U3BBLPLUN CIIMPAHE YPe3 NOCTENEHHO
NoHWxaBaHe Ha no3ata. [1pu HakoM NnauueHTH obaye ce MOSBABAT TeXKA arpecHs M CYMLMAHA WaeaLus
[PH HAMAJIsIBAHE HA 103aTa HUJIK M0 BPEME Ha CNMpaHe Ha Jie4eHUeTo (BXK. Toukd 4.2 u 4.4).

[leamaTpuyHa nonyniaums

Karo us10 npopuibT Ha HexenaHUTe peakUMu Ha BeHaadakcHH (npu miauebo
KJIMHUYHH NMPOY4BaHHsA) MpH A€La H IOHOLWH (Ha Bb3pacT 6 10 17) e cxoneH ¢ H
Bb3pacTHU. KakTo v npu Bb3pacTHH, ce Hab/t0aaBaT NOHMIKEH aneTUT, 3aryba
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KPBbBHO HAJIAraHe WU MOBHILIEH CEPYMEH XoJecTepon (BxK. Touka 4.4).

[Ipy KIMHMYHMTE NpoyuBaHHs ¢ nela ce Hab/I0/]aBa HeXelaHaTa peakLns CyMLUMAHa uaeauns. Mma
CHULO BCE MOBEYE CHOOLUCHHSA 3@ BPAXKAEOHOCT H, OCOOEHO MpPH roIIMO AENPECHBHO Pa3CTPOHCTBO, 3a
caMOHapaHsBaHe.

[To-cneunanto npu neua ce Hab/MK01aBAT ClIEAHUTE HEXKENIAHH PEAKLIMH: KOPEMHA 00.IKa,
AKUTHPAHOCT, IMCNENCHA, EKXHMO3a, EMUCTAKCHC U MUAJITHUS.

CboOulaBaHe Ha NOA03WPaHHU HEXENaHH PEaKLMH

CboOLiaBaHeTO Ha MO03MPAHH HEXKENAHH PeakLMH Cilejl pa3pellaBaHe 3a ynorpeda Ha NI€KapCTBEHHUS
NpPOAYKT € BaXkKHO. ToBa no3BossiBa a NpoAb/HKK HabMIO€HHETO Ha CHOTHOLLEHHETO M0/13a/PHCK 3a
JIEKapCTBEHHUA NPOAYKT. OT MEAHLIMHCKHTE CMELMATTMCTH Ce M3MCKBA 1a ChOOLIABAT BCAKA MO103HPaHa
HEXKeJlaHa peaKLMs ype3

M3nbaHUTEIHA areHums 1o JiekapeTBaTa

yn. ,,JlamsH ['pye” Ne 8

1303 Copus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

4.9 IIpeno3zupane

CuMnToMu

[1p1 NOCTMapKETHHIOBHUS ONMUT NMPEAO3UPAHETO ¢ BeHIa(akCHH ce ChOOIIABA I1aBHO B KOMOMHALIUS C
aIKOXOJ1 H/WJIK IPYTH NIEKAPCTBEHH NPOAYKTH, BKIIOYHTENIHO ClIyYaH ¢ JeTaneH usxoa. Haii-uecto
CboOLAaBaHUTE CHOMTHSA MPH Npel03HpaHe BKIIOYBAT TAXHKAPAHSA, KOJTHYECTBEHH POMEHH Ha
Cb3HAHHMETO (Bapypallli OT COMHOJICHTHOCT 10 KOMa), MHpHa3a, KOHBYJICHS W NoBpbllaxe. Jlpyru
CbOOIABaHH CHOMTHA BKIIIOUBAT €/1eKTPOKapAHOrpadCku NpoMeHH (Hanp. yabmkasaHe Ha QT
MHTepBasa, benpeH 6ok, ynbmkaBaHe Ha QRS kommiekca [Bk. Touka 5.1]), BEHTPHUKYJIapHa
TaxuWKap/us, OpaaAuKapaAns, XMIIOTOHHS, XHITOTJIHKEMHS, CBETOBBPTEX M CMBbPTHH ciy4au. TexkH
CHMIMTOMH Ha OTPaBAHE MOraT a Bb3HWKHAT MPH Bb3PaCTHH CJIe/l NPHEM Ha NMPHUOIM3UTENHO 3 rpaMa
BEHJ1a(paKCHH.

[lyGn1KyBaHHTE PETPOCNEKTHBHH NPOY4BaHUs ChOOLIABAT, Ye NPEN03UPAHETO Ha BeHJ1apaKCHH MOXe na
€ CBbP3aHO C MOBHILIEH PUCK OT (aTajieH U3X0/1 B CpaBHEHHE ¢ HA01I01aBaHOTO NPU NpoayKTH Ha SSRI
AHTHJETNPECAHTH, HO MO-HUCHK OT TO3M 3a TPHULIMKJIMYHHUTE aHTHAENPECAHTH.

EnuaeMHONOrHYHUTE NpOyyBaHHS MOKA3BaT, Ye JIEKYBAHHUTE C BeHIahaKCHH MALMEHTH UMAT MOBeYe
PUCKOBH (haKTOPH 3a CyHLM/L, OTKOJIKOTO nauueHTHTe Ha SSRI. He e scHO 10 KakBa cTeneH HaxoaKaTa 3a
MOBHLIEH PHCK OT (paTajieH U3X0A MOXe /1a Ob/ie NpUNMcaHa Ha TOKCHYHOCTTA Ha BeH1a(haKCHH Npu
NPEAO3HPAHE B CPABHEHHE C HAKOW XapaKTEPUCTHKH Ha MaLMEHTHTE, JIEKYBaHH C BeH1a(aKCHH.
[IpenopbYHUTENHO IeUEeHHE

T'exkoTo OTpaBsiHe MOXe 1a M3UCKBA KOMILIEKCHO CMELIHO JieyeHHe U HabmoaeHue. Clie10BaTeHo, B
C/ly4aH Ha CbMHEHHe 3a Mpe03vpaHe, BKIIOYBALLO BeHIa(akCHH, ce NpenopbyBa He3a0aBHO /a ce
CBbpxeTe ¢ HalnoHaneH HHpOpMaLIHOHEH LIEHTBP MO TOKCHKOJIOTHS KbM Y HHBEPCHTETCKA
MHOronpoguiaHa 0OJHULA 3a aKTHBHO JIEYEHHE M crielHa MeauumHa ,.H. Y. [luporos™.

[IpenopbuBar ce 06K noAABLPXKALLN M CHMIITOMATHYHH MEPKH, KaTo TPAOBa /1a ce npocneassat
CbpACYHHUS PUTBM H XKHM3HEHUTE MOKa3aTeld. AKO UMa PUCK OT acriMpaLMs, HE Ce NMperno ey
HHAYUMpaHe Ha noBpsbluaHe. CTomMaliHaTa NpOMHUBKA MOXKE a € M0Ka3aHa, ako ce gmn‘e&éﬁ
MOrTbLUAHETO HUJIH MPH CUMIITOMAaTHYHHU NaUHeHTH. [IpunokeHHeTo Ha aKTHUBEH Bb eﬁ“prbmtt?gmmq\
OrpaHH4H abcopOuUMATa Ha aKTHBHOTO BeLLeCcTBO. Majiko BEpOATHO € hopcupaHaT Lﬁnype%m J:ruanﬂza*ra R
Xemornep(gy3usaTa 1 0OMEHHOTO KpPbBONpEJIHBaHE Aa ObaaT oT no/i3a. He ca u3sec tf HHI{ﬂKBH

i

CNeUH(PHYHH aHTHIOTH 3a BeHJIa(haKCHH. \
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5. ®APMAKOJIOTMYHU CBOMCTBA
5.1 dapMakoIHHAMHYHH CBOHCTBA
dapmakorepaneBTHuHa rpyna: [lcuxoananentuuu, apyru antuaenpecadity — ATC koa: NO6AX16.

MexaHH3bM Ha IEHCTBUE

CuuTa ce, Ye MEXaHU3MBT Ha AHTHENPECAHTHOTO JEHCTBUE HA BeHJIahaKCHH MpU Xopa € CBbP3aH C
MOTEHLIMPAHETO HA HEBPOTPAHCMHUTEPHA AKTUBHOCT B LIEHTPAJIHaTa HEPBHA CHCTEMA.
[IpeakIMHUYHHUTE NpOyYBaHHUs MOKAa3BaT, Y€ BEHJIA(PAKCHH W IJIABHUAT MY METabOJIUT
O-pe3merunsennagpakcuH (O/1B) ca uHxuOuTopH Ha 0OpaTHOTO 3axBalllaHe HAa CEPOTOHHHA H
HopaapeHanvHa. BennadakcuH cbuo HHXKMOUpa cnabo 1onaMMHOBOTO 3axBaiaHe. Bennadakcuu v
HErOBHUAT aKTHBEH META0OJIUT MOHWXKABAT B-aApeHEPrHYHUTE OTFOBOPH KAKTO MPH OCTPO (EAHHHUYHA
2103a), TaKa U NPH XpOHUYHO npuioxkeHre. Bennadpakcun u O/IB ca MHOro ¢XoaHH rno OTHOLUEHHE Ha
TAXHOTO LUAJIOCTHO JIEMCTBHE BbPXY OOpPaTHOTO 3aXBallldHE HA HEBPOTPAHCMHUTEPH H CBbP3BAHETO KbM
peuenTopH.

BeHnnaakCuH Ha NpakTHKa HAMA HUKAKbB aQUHUTET in Vitro KbM MYCKapHHOBHTE, XOJIMHEPTHUYHHTE,
H1-XHCTaMHHEPrHYHHUTE WIH O] -aApEHEPrUYHUTE PELIENITOPH OT MO3bK Ha MIbX. PapMaKkoJIOrH4yHOTO
JICUCTBHE BBPXY TE3H PELIENITOPH MOXKE 1a € CBbP3aHO C Pa3/IMYHU HEeXKeJIaHW peakLMH, Ha0J1i01aBaHu
Py APYTH AaHTHAENPECAHTHH JIEKAPCTBEHH NMPOLYKTH, KATO AHTHXOJHUHEPrUYHHU, CEJaTUBHU U CbPACYHO-
CbAOBH HEXKEJIAHU PEAKLIMH.

Bennagakcui He npuTexaBa UHXHOMTOPHO AeHCTBHE BbPXY MOHOaMHHOOKcH1a3aTa (MAO).

In vitro npoy4BaHHsATa OKa3BaT, Y€ BEHJ1a(aKCUH HAa NPAKTHKA HE MPUTEKAaBa HUKAKbB aDUHHUTET KbM
OMUATHH U OEH30HA3ENMUHOBH PELIENTOPH.

KnuuunyHa edrakcHOCT U 6€30macHoCT

l'onemu oenpecusnu enuzoou

EduxacHocTTa Ha BeHnadakcHH ¢ He3abaBHO 0CBOGOMK/AaBaHE KAaTO JieYeHHE Ha FOJIEMH [ENPECHBHH
€MU30/1M € I0Ka3aHa MNpu MneT paHAOMH3HpaHH, IBOMHO-CJIENH, M1auedo KOHTPOJIHPAHHU, KPATKOCPOYHH
MpOy4YBaHHA C MPOAB/DKUTEIHOCT OT 4 10 6 ceaAMHLM 3a 1034 10 375 mg/aeH.

E¢dukacHocTTa Ha BeH1a(haKCHH € yIB/DKEHO OCBOOOX/1aBaHe KaTo JIEYEHHE Ha rOJIEMH ENPECHBHH
€NM301H € yCTAHOBEHA MNMPH JBE 1aLe00 KOHTPOJUMPAHH KPaTKOCPOUYHH MPOYUYBAHHUSA C MPOABIMKHTETTHOCT
ot 8 u 12 ceamMuLM, KOMTO BKIKOYBAT OOXBAT HA A03MTE OT 75 10 225 mg/neH.

[Ipn eaHO NO-ABJrocpoUHO MpoyyBaHe aMOyn1aTOPHHUTE Bb3PAaCTHHU NMALMEHTH, KOMTO Ca CE NMOBJIMSIM 10

BpPEME Ha €1HO §-ceAMUYHO OTKPUTO NpoyYBaHe HA BeHJIadaKCHH C yABIDKEHO ocBoboxaasaHe (75, 150

Hiau 225 mg), ca paHAOMH3HpPaHH 1a NPOABL/IKAT CBOATA 103a BeHJ1a(aKCHH C yIB/DKEHO OCBODOXK/1aBaHE
HJIK Ha 1J1auedo 3a MakcuMyM 26 ceaAMHLM HaOI01eHHE 33 PELIM/IMB.

[Ipx eqHO BTOPO MO-ABIArOCPOUHO NMpoyU4BaHe ePUKACHOCTTA Ha BeHJIa(daKCHH 3a NpeBEHLIMs Ha
peUHIMBHPALLH NENPECHBHH €NW30/H 3a | 2-MeceyeH Nepruo/ € yCTaHOBEHA MpH €QHO Jiauedo
KOHTPOJIMPAHO, IBOHHO-CJIANO KJIMHHYHO M3MUTBAHE NP Bb3PACTHH aMOyJ1IaTOPHHU NMALIMEHTH C
peUMAMBHPALLH FOJIEMH IENPECHBHH €MU30/1H, KOMTO Ca C€ MOBJIMAJIHU OT JeueHue ¢ BeHnadakcuu (100
10 200 mg/nex, no cxema c Np1em Ba MbTH Ha [IEH) Ha MOCJIEIHHS EMU30/1 Ha 1ENPECHs.

['enepanuzuparno mpegoidcHo pazcmpoucmso

EdukacHocTTa Ha BeHnadakCHH Karcysu ¢ yAbKEHO OCBOOOXKAABaHE, TBbPAH K 4
reHepasin3upaHo TpeBOXXHO pa3cTpoicTBo (I'TP) e yCTaHﬂBeHa npy ase 8-ceamu }Iﬂa.ueﬁﬂ
KOHTPOJIMpaHH Npoy4BaHus ¢ PUKcUpaHu 1034 (75 10 225 mg/neH), eqHo 6-mec Hn, nnaueto 2 |

KOHTPOJIMpaHO NMpoyuBaHe ¢ UkcupaHu 1034 (75 no 225 mg/neH) 1 eaHo 6- Mec&quo maueﬁo
KOHTPOJIMPaHO Npoy4BaHe ¢ NpomsHa Ha 103ute (37,5, 75 n 150 mg/neH) npu Bb3paACTHH amby1aTOpHH

Nammave
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MAaLHUCHTH.

Bbnpeku ye uMa ChLLO 0KA3aTeCTRA 3a NPEAUMCTBOTO Ha j03aTa ot 37,5 mg/aeH npea niaauedo, Td He
€ TOJIKOBA MNOCTOSAHHO €(DEKTHBHA KAKTO MO-BUCOKHUTE JO3H.

Coyuanno mpesoricHO pazcmpoucmeo

EdukacHocTTa Ha BeHAAaaKCHH KArCyJ/M ¢ YaAb/KEHO OCBOOOK/1aBaHE, TBBP/AH KAaTO JICYEHHE 3a
COLIHAJTHO TPEBOXKHO Pa3CTPOMCTBO € YCTAHOBEHA MPH YETHPH ABOHHO-CJIENH, NAPAICJIHOrPYNOBH, |2-
CE€JIMHYHH, MHOTOLIEHTPOBH, M1aLied0 KOHTPOJUPAHU MPOYUYBAHUA C MPOMSHA HA 103aTa U MPH €1HO
JIBOMHO-CJ151M0, Napa/ieIHOrpynoBo, 6-meceveHo, miauedo KOHTPOJIUPAHO, MPOYYBaHE C
(UKCHUpaHHW/MPOMEHJIMBH 103H NpH aMOyJIaTOPHHU Bb3PACTHH nauMeHTH. [launeHTure nosyyasar 1034 B
rpaHuuMTe OT 75 a0 225 mg/neH. JlunceaTt aoka3aTesicTBa 3a no-rojisMa €(heKTUBHOCT NpPU rpynara ot
150 no 225 mg/neH B cpaBHEHHE C rpynara Ha 75 mg/aeH npu 6-Mece4HOTO MPOY4BAHE.

[lanuuecko pazcmpoucmeo

EdukacHocTTa Ha BeH1adakCHH KarcyJ/lM ¢ YAb/HKEHO OCBOO0XK/1aBaHe, TBbPAH KaToO JICYEHHE 32
MaHWYECKO pa3CTPOMCTBO € YCTAHOBEHA MPH ABE ABOHHO-CJIEeNH, |2-ceAMUYHHA, MHOTOLIEHTPOBH,
nnauedo KOHTPOJIUPaAHU NMPOYYBAHUSA MPU Bb3paCTHHU aMOYJ1IaTOPHH MALIMEHTH € MAHUYECKO
pa3CcTPOMCTBO ¢ WK 0e3 aropadgodus. HayanHaTta no3a npu npoyyBaHUsTa ¢ MAaHKYECKO Pa3CTPOMCTBO €
37,5 mg/nen 3a 7 aHu. Cnea ToBa NauMEHTHTE MoaydyaBaT GUKCUPAHH 1034 oT 75 wiaun 150 mg/aeH npu
€IHO MPOYy4YBaHe U 75 WM 225 mg/AeH npu ApYyroTo Mnpoy4BaHe.

EdukacHoCTTa € ycTaHOBEHA CbhLIO MPHU €1HO AbJATOCPOYHO, ABOHHO-CIANO, M1auedo KOHTPOJIHUPaHO,
napaiejHOrpyrnoBo npoy4BaHe Ha AbJroCpoOYHUTE O€30MacHOCT, €PUKACHOCT U NMPEBEHLMS Ha
PELIMIMBUTE MPH Bb3PacTHHA aMOyJIaTPOHU MALMEHTH, KOUTO Ca C€ MOBJIMSAIMOT OTKPUTOTO JIEYEHHE.
[TauMeHTHTE NMPOaBLAXKABAT Aa MOJy4aBaT CbhlaTa 1032 OT BeHJIa(aKCHH ¢ YIb/DKEHO OCBOOOX1aBaHE,
KOSATO ca NPHEH B Kpas Ha oTkpuTarta (a3za (75, 150 unu 225 mg).

Cwvpoeuna enexmpouzuonocus

B cneuuanu3upaHo 3aabi1004yeHo npoy4ysaHe 3a QTc npu 3apaBu 100poBO/ILM, BEHIAPAKCHH HE
yabkasa QT uHTepBana B KJIMHAYHO 3HaYMMa CTENEH MPH M0-BHCOKa OT TepaneBTH4Hara a03a ot 450
mg/neH (MpMeMaHH KaTo 225 mg ABa MbTH JHEBHO).

Bbnpeku ToBa B NOCTMapKETHHIOBHSA NMEPHOJ ce ChoOLIaBa 3a ciyyau Ha yabmkaBaHe Ha QTc/TdP u
KaMepHa apUTMHsA, OCOOEHO B ClTy4Yau Ha Mpeao3MpaHe WK MPH MALUMUEHTH C IpYrH PUCKOBH (PAKTOPH 3a
yabmkaBaHe Ha QTc/TdP (Bx. Touka 4.4, 4.8 u 4.9).

5.2 @PapMaKOKHHETHYHH CBOHCTBA

BennadakcuH ce metadonu3Mpa B rojisiMa CTENeH OCHOBHO 10 aKTUBHHSA METa0OJIHUT
O-ne3merunennadakcud (OIB). Cpeanusar £ CO nuazmeH nonyxuBoT Ha BeHaadakcuH U O/IB e
chOTBETHO 5+2 yaca u | 1+2 yaca. PaBHoBecHHTE KOHLIEHTpauMu Ha BeHnadakcud M OJ/IB ce nocturar B
pPaMKHUTE Ha 3 JHH OT MEepopaiHa Tepanus ¢ MHOrOKpaTHO npuioxeHue. Bennagakcuu v O/1B noka3sar
NUHEHHA KMHETHKA Haja J1030BUs 00XxBaT ot 75 mg no 450 mg/neH.

AbcopOums

[Tone 92% ot BeHnadakcuH ce abcopOUpaT ciej eAMHUYHA NepopaiHa 403a OT BeHJIa(aKkCHH C
He3abaBHO ocBoOOXkAaBaHe. ADcomoTHaTa OMoHaHYHOCT € 40% 1o 45% nopaau npecucTeMHuUs
meTabonuzem. Cien npuioxeHHe Ha BeHIa(akchH ¢ He3abaBHO 0CBODOK1aBaHE MUKOBUTE
KOHLIEHTpaLMH Ha BeHaadakcuH U O/IB HacTbnBar 3a cboTBETHO 2 M 3 yaca. Caea n
BeHJ1a(haKCHH KAnCyJiM C YAb/HKEHO OCBOOOXK1aBaHe, TBbPAX MUKOBUTE MJ1a3MEHH
BeHnadakcuH u OB ce nocturar B paMkuTe Ha ChOTBETHO 5,5 Yaca M 9 yaca. Korarp ce npﬂﬂaFaT \ "2\
€/IHaKBH IHEBHH [103H OT BeH1adakcHH, OMI0 KaTo Tab/ieTKa ¢ He3a0aBHO OCBOOPHIR p&aﬂe | 2\
KarncyJja ¢ yab/XKeHO 0CBOOOX1aBaHe, KarcyjaTa ¢ yAb/KeHO OCBODOXK1aBaHe oﬁn‘rybﬂaa No-HUCKA
CKOPOCT Ha abcopOLMA, HO ChlIATa CTENEH Ha abcopOLMs B CpaBHEHHE ¢ TabneTKaTa ¢ He3aDaBHO
ocBOOOK1aBaHe. XpaHaTa He NnoBJiMsiBa OMOHANWYHOCTTA Ha BeHaadakcuH u O/IB.»

%&m*pattnu H%‘\\;
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PasnpeaeneHue

Bennadakcud u O/IB B TepaneBTHYHH KOHLEHTPALIMK C€ CBBP3BAT B MUHMMAJIHA CTEMNEH C YOBELLIKHTE
nJ1azmMeHu 6entbuu (cboTBETHO 27% U 30%). O0eMbT Ha pa3npeaesieHUe Ha BeH1aakCHH B PABHOBECHO
cbCTOsIHUE € 4,4+1,6 L/kg cnea UHTpaBeHO3HO MPUITOKEHHE.

buotpaHchopmalms

BennadakCuH npeTbpnsBa 3HAYUMTETHO META0OIU3UPAHE B YEPHHUSA APOO. In vilro v in vivo npoy4BaHUATA
MoKa3Bar, 4ye BeHs1a)akCUH NnpeTbprsga OMoTpaHchopmaL s 10 HErOBUS I1aBEH AaKTUBEH METa0OJIUT
OJIB ot CYP2D6. In vitro w in vivo npoyuBaHUsTa NOKA3BaT, Y€ BeHJ1aaKCHH ce MeTadoIH3Hpa 10
BTOPOCTENEHEH NMO-MaJIKO akTHBeH MeTabonuT N-ae3merunseraadakcud ot CYP3A4. In vitro v in vivo

Mpoy4BaHUATA MOKa3BaT, ye BeH1adakcuH e csab nuuxudburop Ha CYP2D6. BennadakcuH He MHXHOMpa
CYP1A2, CYP2C9 unu CYP3A4.

EauMHUHHpaHE

BennadakCHH U HErOBUTE METAOO/IUTH CE€ EKCKPETHPAT OCHOBHO Nnpe3 ObopeuuTe. [Ipubauzurento 87%
OT 03aTa Ha BeHJ1apaKCHUH Ce OTAe/IS C YpUHaTa B paMKUTe Ha 48 yaca KaTto HENPOMEHEH BeHJ1a)akCHUH
(5%), HekoHtorupaH OJIB (29%), koHtorupan O/IB (26%) wau apyru BTOpOCTENEHHH HEAKTUBHU

meTtabosiuTu (27%). CpeanuaT = CO mi1a3MeH KJIMPBbHC B PABHOBECHO CHCTOSAHUE 3a BeHJIa(haKCHH M
OJIB e cvorBetHO 1,3+0,6 L/yac/kg u 0,4+0,2 L/yac/kg.

CneumajHH rpynu

Bw3pacm u non
Bb3pacTra M noABT HA NALUMEHTUTE HE NMOBAUABAT 3HAYMMO (papMaKOKHHETHUKaTa Ha BeH1a(akCHH M

O/IB.

CYP2D6 excmen3zusHw/aowu memaoboauzamopu

[Ina3zmeHuTe KOHLIEHTpaLUKMK Ha BeHJ1adakcuH ca no-BUcokU npu CYP2D6 nowu metabonuzaropu,
OTKOJIKOTO MNPH €KCTEH3UBHUTE MeTabonu3aTopu. Tl kato obuara exkcrio3uuus (AUC) Ha BeH1ahakCHH
1 O/IB e cxoaHa npu JIOWK U EKCTEH3UBHH META00IM3aTOPH, HIMa HEOOXOAUMOCT OT pa3/IMiHU JO30BH
CXE€MH 3a TE€3H [1BE I'PYIIH.

Heproopoomno yspesxcoane

[Ipu naunenTu ¢ Child-Pugh knac A (ieko yepHoapobHo yspexaane) u Child-Pugh knac B (ymepeno
4yepHOAPOOHO yBpeX<aaHe) Moy KUBOTHT Ha BeHaadgakcuH U O/IB e yabikeH B CpaBHEHHE C HOPMAJIHH
nuua. [lepopaslHUAT KIMPBHC KAaKTO Ha BeHJadakcHH, Taka U Ha O/IB e HamaneH. OTkpuBa ce ronsma
CTENEeH Ha BapHaOMJIHOCT MEXAY OTAETHUTE UHAUBUAW. UMa orpaHUYeHH JaHHHU MPH MALUHEHTH C TEXKO
4YepHOAPOOHO yBpexaaHe (BX. Touka 4.2).

bvopeuno yepesicoane
[Ipy AMaNM3HHU NALMEHTH EJIMMHHALIMOHHHUAT MOJIYXXHBOT Ha BeHJaakCHH € yabkeH ¢ okoJio 180%, a
KJIMPBbHCHT € MOHHXKEH C OKOJ10 57% B CpaBHEHHE C HOPMAJTHHM J1MLIA, 1OKATO €TMMUHALIMOHHUAT
nosyxxuBoT Ha O/IB e yabnkeH ¢ oko/10 142%, a KIMPBHCHT — NOHWXKEH € 0k0J10 56%. Heodxoaumu ca
KOPEKLIMHM Ha [103aTa MPHU NaLHEHTH C TEXKKO OBOpEeYHO YBpEeKaaHe H NMpH MNALHUEHTH, HA KOUTO Ce HaJlara
Xxemoauanusa (BXK. Touka 4.2).

5.3 Ilpeak/IHHHYHH JAHHH 32 0€30MACHOCT

[TpoyuBaHusTa ¢ BeHAadakCHH NPH MIBXOBE U MULIIKH HE MOKA3BaT JaHHH 3a Kapl “breHHmT

l'_

BennadakcuH He € MyTareHeH npu LWKPOK HA0OPp OT in vitro w in vivo H3CJ‘IE,[[BHHH& RN R o

[IpoyuBaHusTa 32 penpoOAYKTHBHA TOKCHYHOCT MPH )KUBOTHH MOKa3BaT NOHHIKEHO TF.’:FJ'ID Ha
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'llfﬁu \ o}

= '19



HOBOPO/JEHHUTE [PH MJIbXOBE, MOBULIEHHWE HA YECTOTATa HA MbPTBOPO/JAEHH H MOBHILIEHA CMBPTHOCT Cpe/l
HOBOPO/IEHHTE MNpe3 MbPBUTE 5 HHU OT KbpMeHETO. [IpHunHaTa 3a T€3U CMBPTHHU Cilyyad He € U3BECTHa.
Te3u edpexktu HacTbnBaT npu 30 mg/Kg/neH, koeTo € 4 NbTH NoBeye OT JAHEeBHATa /1034 MpPH Xopa OT

375 mg BennadakcuH (Ha ocHoa mg/kg). Jlo3aTta 6e3 edekT 3a Te3u HaxoAku € 1,3 NbTH no- BUCOKA OT
no3ara 3a xopa. [ loTeHUHaTHUAT PUCK NMPHU XOpa HE € U3BECTEH.

HaG.ro1aBa ce noHWKeH (PepTUIMTET MPH €1HO MPOYUBAHE, MPH KOETO KAKTO MbXKKH, TaKa H XKEHCKH
MIbXOBE ca Ouiu ekcno3upanu Ha OJIB. Ta3u ekcno3uuusa € Ouia npubdAU3UTENHO | 10 2 MBTH 110-
BMCOKa OT J103aTa Ha BeHJ1apakCHH Npy Xxopa oT 375 mg/aeH. 3HAYEHUETO Ha Ta3H HAXO/IKa MPH Xopa He
€ U3BECTHO.

6. OPAPMAINEBTUYHHU JAHHH
6.1 ChnHcbK HA NOMOLIHHTE BellleCcTBA

CbabpKaHUE Ha KaricyJara:

Tank

JAnbyTuiceOakar

[loBuaon K 30

XHUAPOKCHUIPOITHJIILIENTY103a

ETunuenynosa

3axapHH cdepH (3axapo3a, LapeBUYHO HHULLECTE)

Kancyana obBuBka (37,5 mg):
Tsn0:

XenaTtuH

Turanos nuoxkcua (E171)
Kanaue:

XKeneszeH okcua, yuepseH (E172)
TuranoB auokcua (E171)
XenaruH

KancynHa obBuBka (75 mg):
Tsno/kanave:

Xenezen okcua, yepseH (E172)
XenatuH

TuranoB nuokcua (E171)
KeneseHn okcua, kbt (E172)

KancynHa o6BuBka (150 mg):
Tano/xanaue:

XeneszeH okcua, uepseH (E172)
XenatuH

TuranoB auokcua (E171)
XKeneseH okcua, xkbat (E172)

6.2 HecbBMECTHMOCTH
Henpuiioxumo.
6.3 Cpok Ha rogHocT

5 rOaAUHH

6.4 Cpenna/iHu YCJIOBHS HA CbXPAHEHHE |



To3u nekapcTBEH NPOAYKT HE U3MCKBA CELMAIHU YCIOBHUS 3a CbXPaHEHHE.

6.5 /laHHH 32 OmaKoBKaTa

baucrep (AI/PVC/PVAC-donno): 10, 14, 20, 28, 30, 50, 98, 100 1 100 x 1 TBBpAM Kancysu ¢ yabJKEHO
0CcBOOOK/1aBaHe, B KYTHA.

HDPE kouTeiinep, noaunponuiaeHoa kanayka Ha BUHT: 50, 100 u 250 TBbpAH KanCyJIH ¢ YABIKEHO
ocBOOOXK/1aBaHe, B KYTHS.

He Bcuuku BMAOBE ONAKOBKW MOrar Ja Obaar nyCcHaTH Ha rasapa.

6.6 CrnennajJHH npeanasHu MepKH NPH H3XBbLPJIAHE

Hsama cneumaiHu U3UCKBAHHMA.

7. IMIPUTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

KRKA, d.d., Novo mesto, 5marje§ka cesta 6. 8501 Novo mesto, CnoBeHus

8. HOMEP(A) HA PASPELHIEHUETO 3A YIIOTPEBA
Per. Ne: 20080057 - AnsenTa 37,5 mg

Per. Ne: 20080058 - AnBeHra 75 mg
Per. Ne: 20080059 - AnBenra 150 mg

9. JIATA HA ITBbPBO PASPEIHNABAHE/IIOJHOBSABAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

JlaTa Ha nbpBO pa3pewasaHe: 16.04.2008
JlaTta Ha nocneaHo noaHoBsieaHe: 06.12.201 1

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

03 Maii 2024

[Moapobua uHdopMaLKsa 32 TO3H JIEKAPCTBEH MPOAYKT € NPEeAOCTaBeHa Ha yebcaiirta Ha U3mbnHuTenHa
Arenuus no JlekapcTara (MAJI) http://www.bda.bg.




