1.

JTapokcuH SR 75 mg TEBPAH KancyiH ¢ YABIDKEHO 0cBOGOKAaBaHEIPOWeHuE Ky

KPATKA XAPAKTEPHCTHKA HA

HME HA JEKAPCTBEHHS NPOAYKT

Laroxin SR 75 mg prolonged-release capsules, hard

Jlapokcus SR 150 mg TBBpAN Kancyau ¢ yABDKEHO OcBOOOKAaBaHe el

Laroxin SR 150 mg prolonged-release capsules, hard

2.

KAYECTBEH A KOJIMYECTBEH CbCTAB

Kancynu 75 mg |
Enna kancyna cpabppska BeHiaadakcHH XUAPOXJIOPH, €KBHBAJIEHTEH Ha 75 mg BeHJadakcHH

(venlafaxine).

T1oMOIIHH BelIecTBa:
3axapoza 92,69 mg

Ougeruren cepHeer xbiaTo FCF (E110) 0,0006 mg

Kancyau 150 me
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Enna kancyna ceaspika BeHnadakcHi XMAPOXJIOPH]L, eKBUBATEHTEH Ha 150 mg Bemtadakcuu
(venlafaxine).

" [ToMOILIHY BEIECTRA:

3axaposa 185,38 mg
Ouseturea ceHeeT xkeiTo FCF (E110) 0,0183 mg

3a reJHHA CTIHCHK HA MOMOILIHKTE BEIHECTBA BHKTE To4ka 6.1.

3.

JEKAPCTBEHA ®OPMA

TeBpAa Kancysa ¢ yIbIKEHO OCBOOOKIaBaHE

Jlapokcun SR 75 mg TRBpAM KaNCYJIK ¢ YARDKEHO OCBOOOXIABAHE

benu no nouru 6enn nesnieTw B Kancyna pasMep

ii] *»

¢ NPO3pavyHO TAJIO M KBATO Karaye.

JlapoxcHH SR 150 mg TBbpAM Kancyny ¢ YABRIKEHO 0cBOOOXIaRaHE
benn 10 novurn Oenn nenetH B karcyna pazmep “0” ¢ mpo3padHo T4710 H OexkoBO Kamnaye.
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KJMHWYHU JAHHI

TepaneBTHYHRH NOKA3AHHA

JleueHue Ha ronemMH ACTIPECHBHH ENU30/H.

3a npeBeHUMS HA PCUMANB HA FOJIEeMH JETPECUBHH SITHU30H.
- JleyeHne Ha reHepaATUIMPAHO TPEROAKHO PA3CTPOHCTRO.

JleueHne Ha COLMANHO TPEBOXKHO Pa3CTPOHCTRO.

JleuenHe Ha aHAYECKO Pa3CTPOHCTRBO Che WK Oe3 aropadoOHs.




4.2 JIo3MpOBKA H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

TI'o1eMHA nenpecHBHH eNA30AH

IIpenoprupanaTa HayanHa 1o3a 3a BeHjadakCHH ¢ YIB/DKEHO ocBOOOXKAABaHE € 75 mg, HpuiaraHa
BeAHEX AHEBHO. [aienTHTE, KOHTO HE OTIOBapAT Ha HAYAJIHATA 4034 OT 75 mg/aeH, Morar 1a ce
MOBJIMAAT OJArONPHUATHO OT A034a, NOBHIISHA 10 MakcuMyM 375 mg/aeH. [lopumaBaneTo Ha no3ara
MO2XKE J1a CE€ H3BBPIIBA Ha HHTEPBAIH OT 2 CeAMHLM Win nioBeue. [Tpa KIMHMYHA HE0OX0AUMOCT
Nopaj# BAOHIABAHE Ha TEXECTTA HA CHMITTOMHKTE MTOBHILIABAHETO HA J03aTa MOKE Ja Ce H3BbpLIBa
Ha MO-4Y¢CTH HHTEPBAaJIM, HO HE HO-KPaTKU OT 4 JHH.

[lopaau puck OT 10303aBIUCHMH HeXENaHH JIEKAaPCTRCHH peaKIMH TIOBHIIABAHETO HA 1034aTa TpsI0Ba

J1a c& M3BBPIIBA €AMHCTBEHO CJIE] KIIHHHYHA OlSHKa (BK. TouKa 4.4). Tpabsa na ce moaappKa Haw-
HHMCKaTa e()eKTHRHA 1034.

IlaienTHTE TpsOBa /14 CE JIEKYBAT 38 NOCTaThuY€H NEPHO OT BpeMe, OOHKHOBEHO HAKOJIKO Mecella
WM roBeye. JleuenueTo TpadBa Aa ce npeoueHsRa PEIOBHO 33 BCEKH OTIEIICH CIYYan.

1 IpOABBKHATEIHOTO JIeueHHe MOYKE CHIO Aa © MOAXOAANIO 33 IPSBEHLIMSA Ha PELIMIMB Ha IOJICMH
nenpecuBHH enu3zoqu (I /{E). B noseuero cinyyau npenophbyBaHaTa 1032 3a [IPEBSHLMS Ha peldIHBa
Ha [ IE e ¢cplaTa, Karo M3noj3saHara 1o BpeMe Ha HaCTOSIHA €H30/.

AHTH/IETIDECHBHHTE JIEKAPCTBCHHM NMPOIYKTH TPAOBaA Ia ce MPOARDKAT 34 MOHE LISCT Mecella Ciel
peMuUcHUATA.

[enepaaa3EpaHO TPEBOKHO Pa3CTPOHCTRO

lIpenopruBanaTa HauaaHa 032 33 BeHIadakcHH ¢ yaALKeHO ocBoDoKAaBaHe € 75 mg, npuiarana
BeHBXK AHeBHO. [laupeHTiTe, KOHTO HE OTrOBApAT HA HAUYAJIHATA 403a OT 75 mg/aeH, MOraT J1a ce.
NOBJTASAT OJIaronpUATHO OT MOBHIIABAHE HA J03aTa A0 MakcHMyM 225 mg/nen. [losuiiapaneTo Ha
03aTa MOXKE [1a C€ M3BBPILBA [IPE3 HHTEPBAIH OT 2 H/TH TIOBEYE CEIMHULIH.

Hopa,tm PHCKaA OT J0303aBHCHMH HCXKCIIAHH PCAKIHH, MOBHIIABAHECTC Ha 003aTa T]JHGBEI Aa CC
H3BBLPUIBA CaMO Cllejl KTHHUYHA OLIEHKA (BXK. Touka 4.4), Tpadsa 1a ce noAabLpAxKa HaH-HHCKaTa
e(pcKTHBHA O03a.

[TanuenTure Tpabea Aa 6bAAT IEKYBAHM 38 JOCTATHYEH MEPHOA OT BPEME, OOMKHOBEHO HAKOIIKO
Mecela Wi nosede. JledeHuero Tpa0Ba Ja ce NMpeolicHABA PeIOBHO 32 BCEKH OTAENIEH CIy4aH.

Conuaino TpeBOXKHO PAZCTPOHCTRO
lIpenopruBanaTa Ha4aJlHa /1032 32 BEHIa(aKCHH C YAB/DKeHO OCBOOOKAaBaHe € 75 mg, NpHjIarai

BeAHBXK NHeBHO. HiMa nokasaTencTea, ye MO-BUCOKHTE JO3H MOTAT Aa JOBEAAT A0 JOITBIHHTENIHA
noJ3a.

Benpekd TOBa NpH OTAEIHH MAIMEHTH, KOMTO HE OTrOBapAT Ha HavYamHUTE 75 mg/neH, fo3aTa MOKe
Ja ce MOBMIUN A0 MaKCHMYM 225 mg/neH. [lopHimaeaneTo Ha Ao3aTa MOXE Ja C€ H3BBPILEBA Ha
UHTEPBATH OT 2 CEIMHIIM WIH NOBCYE.

Ilopaam pUCK OT 10303aBHCHMHE HEXKEJIAHH JIEKAPCTBEHH PeaKiiH MOBHINABAHETO HA 103aTa TpaOBa
Ja ce M3BBPLIBA CaMO Clle KIIMHWUHA OLeHKa (BkK. Touka 4.4). Tpabra na ce noaabpika Halh-H
e(ekTHBHA 1034.

ITanenTHTe TpaOBa g2 ce JCKyBaT 3a IOCTaTbUCH IEPHOM OT Bpeme, OOMKHOBEHO 3
Mecela HIIH NoBeue. JleuenueTo TpaOBa Ja ce MpeoreHaBa peIoBHO 33 BCEKH OTAE

ITann9gecko pa3eTpoicTEO
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NpoALJDKEHHE Ha 7 JHH, CJIE] KOSTO Ao3aTa TpAOBa Aa ce mosyInd o 75 mg/neH. [TlaunenTure,
KOHTO HE OTTOBapAT Ha Jio3aTa OT 75 mg//ieH, Morar Aa ce MOBIHAAT OJ1aronpusaTHO OT MOBHUILIABAHE
Ha ao3ara 10 MakcuMyM 225 mg/neH. [fopuinnapaHeTo Ha A03aTa MOXKE /1a C€ H3BBLPUIBA Ha
MHTEPBANM OT 2 CCAMMIIM Wil NOBeYe.

INopanu prck OT J0303aBUCHMH HEJKENAHH JIEKAPCTBEHH PEaKIIMA MOBUMIABAHETO HA A03aTa TPAOBa
Nla ce M3BRBPLIBA CAMO CJIC/T KIIMHMYHA MNpeiieHKa (BK. Touka 4.4). Tpabpa qa ce nogAbpka Hak-
HHCKaTa epeKTHBHA J034. |

IMaupeHTHTE TPAGBA 12 CE NEKYBAT 34 JOCTATHUEH NEPHO/ OT BpeMe, 0OHKHOBEHO 33 HAKOJIKO
Mecella M noseye. JledeHueTo TpaOBa a ce NpeoleHIBA PEIOBHO 3a BCEKH OTAENEH Cyda.

IIagHeNTH B CTAPYLCKA BLIPACT

He ca HeobxonumH crieruantu KOpEKLKMH Ha /I03aTa Ha BeHIadaKkCHH B3 OCHOBA CaMO Ha BB3pacTTa
HA NalHEeHTa. BROPEKH TOBA ¢e H3UCKBA NOBHILICHO BHUMAHME MPH JIEYEHHETO HA [aLIUCHTH B
cTapdecKa Bb3pacT (Halp. Hopalu Be3MOXHO 6B0peuHo YBpexKaaHe, Bh3MOKHHTE NPOMEHH B
YyBCTBHTEJHOCTTA H AHHHTETA KBM HEBPOTPAHCMHTEPH, HACTBIBAUIM ChC cTapeeHeTo). Bunaru
TpaGBaNa ce U3Mo/I3Ba Hail-HUCcKaTa e(peKTHBHA 1033 M NIAIIHEHTUTE TpsAOBa J1a ce MpocieaiBar
BHHMATeJIHO, KOraTo ¢e Hajlara MOBUIABAHE Ha J03aTa. |

HeanaTpAEYHa NONMYJIAIHA
BeHnagakcHH He ce MpenophuBa 3a ynorpeta NpH end i KOHOTUM.

KoHTpomHpaHH KIHHHYHH NPOYYBaHKA MPH A€La | IOHONIH C FOIAMO AENPECHBHO pA3CTPOHCTBO HE

MOKa3BaT €(pUKACHOCT M He MOJKPensT ynorpedara Ha BeHla(akCHH MpH TE3H NALEESHTH (BX.
TouxkH 4.4 u 4.8).

E¢mukacnocTra 1 6€30nacHocTTa Ha BestadakCHH 3a APYTrH MOKa3aHWA NPH Jela ¥ IOHOIHN Ha
BB3pAacT noj 18 roHHU He ca yCTaHOBSHMU.

ITanAeHTH ¢ 9epHOAPOOHO yBpeKAaHEe

[Ipu nateHTHTE C JIEKO 10 YMEPEHO YepHOAPOOHO YBpEKIAHE TIO MpaBHIO Ao3arta Tpadsa aa ce
noHuAKH ¢ 50 %. BEnpeku ToBa, HOpagH BapHAOWIHOCTTAa HA KIHPBHCA MEKITY OTAC/IHHTE
HHAWBHIH, € BE3MOXKHO HHAUBHIYATH3IUPAHE Ha JO3UPOBKATA.

[Ipn NauMeHTH ¢ TEKKO HePHOAPOOHO YBpSKAAHEe AaHHUTE ca orpanuyeHit. Hpenopruea ce
NOBHIIEHO BHUMaHHE M MOHWKABAHE Ha fo3aTa ¢ Haj 50 %. Tpabea ga ce npeLeHH NOTeHIHaNHaTa
NoJI3& COPAMO PHCKA IPH JICUCHMRETO HA [ALMEHTH ¢ TEKKO YEPHOOPOOHO YBpEXIaHE.

ITannenTH ¢ 6b0pevYHO YBpeKAaAHE

3a MaLHEeHTH CBC CTeTneH Ha rnoMepyiiaa ¢urrpauus (CT'®) mexay 30-70 ml/min ce npenopbusa
MOBHILEHO BHUMaHKE, BHIPEKH Y€ He € HeoOX0iMMa IPOoMsHA B TO3UPOBKATA. Ja NAlMEHTH, TTPH
KOHTO C€ Hajara XeMoJHanusa, H Npu NalueHTHTe ¢ TEXKO Ob0peuno yBpeKaaHe

(CT'® < 30 ml/min), no3ara Tpabea aa ce noHwkH ¢ 50 %. Ilopanu HHETEpUHAHBH Y ATHATA
BApHAOHITHOCT B KJIMPBHHCA IPH TE3W NALMEHTH € Bb3MOKHO HHIHWBHIYATH3HpAaHE HAa J03HPOBKaTA.

CHMITOMH Ha OTHEMAaHe, HAGJIOAABAHH NPH NPEKPATABAHE HA BeHIAPAKCHE

BHe3anmHoTo npekpaTsaBaHe Ha JedeHHeTo TpAOBa Aa ce u3barea. Koraro ce npeycTaHoBiABa
JIEYEHHETO ¢ BeHNa(aKkCcHH, Jo3ara TpAaOBa 1a e NMOHWKABA NMOCTENEHHO 3a NEpHO OT MOHE €1Ha [0
NBE CeAMHMLIN, 32 [ Ce PEayLMpa PHCKLT OT peakiMu Ha oTHeMaHe (Bxk. Toukn 4.4 u 4.8). Bee nax
BPEMETO, HEOOXOHMO 33 MOHUKABAHE HA /[034Ta, MOXKE /1a 3aBHCHU OT [034Ta, npo -*-' -
HA TePaNHATa W [IAHHEHTAa HHIHBHAYAIHO. 1 IpH HAKOH NalTHEHTH MOJKE Ja C& HAJIg ‘-cfi:go
NpeKPATABAHETO HA JIEYEHHETO 1a CE H3BhPIUIH MHOTO NOCTENIEHHO B MMPOXBILKEHHS .
© 33 MO-JBJIBT IEPHO/ OT BpeMe. AKO Clie/ IOHWKABAHE Ha J03aTa HIIH [IPHU NpeHpELnpajng
JNIEYEHHETO BB3HHKHAT CHMIITOMH Ha HEMIOHOCHMOCT TpAGBa 1a ce Bh300HOBH ITpSHAR

TOBa J1034, CAE] KOETO JISKapsAT MOKe Ja MpOoIB/DKH Ja IOHKABA 1034714, HO MY

3
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Hauun #a nprnokenne

3a nepopalHO IPWIOKECHHE.

I[Ipenopbusa ce BEHNA(aKCHH KamNCY/IH € YABDKEHO OCRODMKIaBaHe ia ce MPHEMAT € XpaHa
NMpHOIKA3ATETHO 110 €IHO U CBIIO Bpeme BeekH aeH. Kancynure Tpa6Ba Ja ce nornbLar LETH ©
TEYHOCT U He TpAOBa 11a ce pa3jenaT, CMA4KBaT, ABYAT HITH pa3TBapsAT. |

Ilauuenrure, NekyBaHu ¢ BernagakcHH TabneTku ¢ HezabaBHO ocBoGoXIaBaHe, MOTAT Jia IPEMHHAT
Ha JISUEHHE ¢ BeHTa(akCuH Kancyim ¢ yIb/DKEHO ocBoboxkIaBaHe, KaTo ce H3Moi3Ba Hal-0iaM3kaTta
€KBHBAJICHTHa THEBHA 003a. Hanpumep Bernagakcun Tabnerks ¢ He3abaBHO OCBOOOXKIABAHE

37,5 mg nBa rbTH THEBHO MOTAT Ja € 3aMEHAT ¢ BeHJadaKCHH KalCyJH ¢ YIB/DKSHO
ocBoBOXIaBaHe 75 Mg BeHBXK AHEBHO. Bb3MOXKHO € /12 ce HANKAT HHAMBHIYATHH KOPEKLIHU B
IO3HPOBKATA. -

Bennadakcun kancyiiu ¢ yIBDKEHO 0cBOO0KIaBaHE ChABPKAT MUKpOchepH, KOUTO OCBOOOKAaBAT
6aBHO JIEKApCTBOTO B XpaHOCMIJIATENHHA TPAKT. HepasTeopuMarta 4acT OT Te3H MHKpocdepH ce
CIIMMUHHDA U MOXKE 3 Ce OTKPHUE BLB Jeleca.

4.3 IlpoTHBONOKA3AHUSA

CBpPBXYYBCTBHTETHOCT KM aKTHBHOTO BEIUECTRBO HIIH KBM HAKOE OT NMOMOLIHHTE BELLIECTRA,
M30POEHH B Touka 6.1.

CBITBTCTBALLO JIEYeHHE ¢ HeOGpaTHMH WHXHOUTOPU Ha MOHoaMMHookcHazaTa (MAOW) e
' MPOTHBOIIOKA3AHO, MOPaJH PHCKA OT M0ABa HA CEPOTOHHHOB CHHAPOM ChC CHMITTOMH KaTo BB30yaa,
TPEMOP H XHIIEPTEPMHA.

JleueHue ¢ BernadakcHe He TpaOBa Ja 3amouBa NoHe 14 qHH cie] NpeycTaHoBABaHEe Ha JICYEHHETO C
HeobpaTimM MAOH.

VYnotpefara na sertadakcu Tpaea Aa c& NPEKPATH NoHe 7 AHA TPeAH HAYANOTO HA TEPaTIHi ¢
HeoOpatum MAOMU (Bx. Toukn 4.4 1 4.5).

4.4 Coenaangn npenynpemennﬂ H NpeaANa3HH MepKH npH ynorpeoda

IIpexozupane

[TanmerTrte TpabBa Aa 6baaT ChBETBaHM Ja He YIoTpeOaBaT alkoXol, IPeABH]] HETOBOTO
BB3AeHCTBHE BBpXY LIHC ¥ BeposTHOCTTa OT KIIMHHYHO BJIONIABAHE HA MCMXHYHOTO ChCTOSHHE
KaKTO ¥ BEPOATHOCTTA 32 HEXKENIAHH B3aMMOIENCTBHS ¢ BeHIa(aKCHH, BKIIIOUHTENHO EMEKTH Ha
notuckane Ha [THC (Touxa 4.5). Crobmara ce 3a npeo3upane ¢ BeHIaPakCHH NPEeIHMHO B
KOMOHHALIHA ¢ &IKOXO0J1 B/WIH JPYTH JeKAPCTBEHH IIPOAYKTH, BKTIOUMTETHO CIy4aH C JIETAICH
n3xoa (touka 4.9).

B penenture BennagakcH TpAOEa c€ M3MHUCBA B HAH-MAIKOTO KOJTHYECTBO, KOETO € CBIIOCTABUMO C
NMPaBHJIHOTO JICYCHHE Ha TTaLlMeHTa, 3a A C€ HaMaJTH PHCKBT OT npeaczupane (BwkTe 4.9).

Cyannand onETA/CYHIENHA MHUCAH HJIH BJIOIIABARE HA KJIHHAYHOTO ChCTOSHHAE
Jlenpecusara € CBBP3aHa C MOBHIISH PUCK 3a CYHIIHIHH MHCJIH, CAMOHApaHABAaHES H CY
(cyrimaHH cp0uTHA). TO3M PUCK NEePCHCTHPA A0 HACTHITBAHETO HA 3HAYMMA PEMH
MOAOOPEHHETO MOMKE Aa HE HACTHITH Ape3 IThPBUTE HAKOJIKO WK MOBEYE CeIMH
NalHEHTHTE TPAOBA Ja ce NMPocieBaT BHUMATEHO IO HACTHIIBAHETO Ha TAKO
ObH4aliHUAT KIMHHYEH OIHT MOKa3Ba, Y€ PHCKBT OT caMOyOHHCTBO MOJKe [1a C
eTanu OT Bb3CTAHOBABAHETO. |
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JApyrH NCHXHYHH CHCTOAHHA, 32 KOUTO ¢¢ MPEANMCBa BeH1a(akCHH, MOraT ChIIO J1a ca CBBP3aHH C
NOBMIIECH PHCK OT CYHIIMAHH ChOMTHA. OCBEH TOBA TE€3H CHCTOSHHA MOTAT Ja €a KOMOPOMAHM HA
rOIMOTO AENPECHBHO Pa3cTPOUCTRO. ClIe10BATETHO, CHIMTE Hpeana3Hid MEPKH, KOHTO Ce
CHOJIIOABAT MPH JIEUYSHHETO Ha [ALMEHTH ¢ FOJIIMO ACNIPECHBHO pa3cTpoiicTeo, Tpabea aa ce
cbOII0AaBAT U KOTaTo CE JIEKYBAT NALHEHTH € APYTH NICHXHYHH pa3cTpoiicTsa.

HU3zBecTHO €, Ye TIpH NIALHEHTHTE ¢ aHAMHE3a 34 CYHLIHIHHK CHOHTHS WIH NPHA KOUTO ce Habmonasa
3HAUKTEJIHA CTENEH Ha CYMLMIHa Maeala TIpead 3aroyBaHe Ha JISUEHHETO PUCKBT 32 CYHUHAHH
MMCJIH MJTH CYHLIMIHH OTHTH € MO-BHCOK H TpAOBa Aa Opaar npociicasBaHH BHHMATETHO 10 BpEMe
Ha neyeHueTo. MeTaanaius Ha rutane6o KOHTPOJIMpaHUTE KIHHHYHH MPOYYBaHHA Ha
AHTHAENPECAHTH [IPH BH3PACTHH MALMEHTH ¢ ICUXMYHH pa3CTPOCTBa MMOKa3Ba MOBHUIIEH PHCK OT
CYHIIHAHO MOBE/ICHHE [1PH JIEUSHHE ¢ AaHTHACTIPECAHTH B CPABHEHHE C IUIALE00 MPH [TALMEHTH Ha
BB3PACT [TOA 25 MOAHHH.

JlekapcTBeHaTa Tepanud Tp20Ba Aa ce cbOBTCTBA OT BHHMATE/IHO TIPOC/IEASBaHE HA TIALMEHTHUTE H
ocobeHO Ha TE2M ¢ BHCOK PUCK CNELMAIIHO B PAHHHTE €TalH Ha JICYCHHETO U Cliel MPOMsAHA Ha
nozata. [lauwenture (1 Texaute GonHorneaaun) TpaOea 1a OBOAT NpeaynpeacHH, Y€ ¢ HCOOXOTHMO
Jla IPOCTIENABAT 3a BCAKO KIMHHYHO BJIOIHABAHE, CYHIIMAHO TIOBEIEHHE Wik MMCIIH M HeoOHYalHH
MPOMEHH B MOBCASCHHUETO, H He3a0aBHO Jla NOTHPCAT MEAHLIMHCKH CHBET, aKO ¢4 HAJIMYHA TE3H
CHMITTOMM,

HeanaTpuvHa NONYIANEA

Jlapokcuu SR He Tpadea Aa ce H3Moissa 3a JIeYeHHe Ha Jela H I0HOIIM Ha BE3pacT oA 18 roguHu.
CyHLUMIHOTO MOBEACHHE (CYHLIHIHN OMUTH M CYHIMIHH MUCIIH) H BpaxeOHOCT (TIaBHO arpecHs,
OTIO3MIMOHHO TIOBE/ICHHE H THAB) ce HaGIIoaBa Mo-4ecTo NPH KIMHHYHKTE NPOYYBaHKA cpel Aela
H IOHOIIH, JIEKYBAaHH C aHTUIETIPECAHTH, B CPABHEHUE ¢ TE3M, JSKYBaHH ¢ manedo. AKo Bb3 OCHOBa
Ha KJIMHUYHUTE HYXK/AH HE3aBHCHMO OT TOBA C€ B3EMe PeLIIcHHE 3a JIcYeHHe, NAalHEeHTHT TpabBa Aa ce
npociie/issBa BHUMATEIHO 3a NMOABATA HA CYHLIHIHHA cHiMiToMH. OCBEH TOBA JIMIICBAT A3HHH 3a
IBArOCpOYHATa §¢30MacHOCT MIPH A€lia B FOHOLIH 10 OTHOLICHHE Ha paCTE)Ka CBH3pPABAHETO H
KOTHUTHBHOTO H TIOBEICHYECKO PasBHTHE,

CepoTOHHHOB CHHAPOM

KakTo ¥4 npH Apyru cepOTOHUHEPTHYHH CPEACTBA, TAKA H MPH JIEUCHHETO ¢ BeHJIa(haKCHH MOXE Aa
HACTBIIH CEPOTOHHHOB CHHAPOM, KONTO ¢ HOTEHIMATHO XKHBOTO3aCTpallapalo CECTOSHHE, 0coDEHO
NpH CBITBTCTBALNA YNIOTpeda Ha APYru cpeiCTBA, KOUTO MOTAT Aa OKAXKAT BIMAHHE BbPXY |
CepOTOHMHEPTUYHATa HEBPOTpaHCcMHUTEpHA cucteMa (BK. Tpurnrani, SSRIs, SNRIs, amperamunn,
THTHH, CHOYTPaMHH, KBJIT KaHTapron (Hypericum perforatum), 6ynpedopduH, heHTaHHN H
HErOBHUTE aHATIO3M, TPaMaJOJI, AeKCTpoMeTopdan, TaneHTa 0, IETHIHH, METAOH H NMNEHTa30LHH), ¢
JIEKapCTBEHU CPEACTBA, KOHTO HAPYLIABAT META00IH3Ma Ha CEPOTOHHH (kaTo Hampumep MAO- |
HHXHOUTOPH, METUIEHOBO CHHEO) ChC CEPOTOHHHORH NPEKYPCOPH (KaTo 106aBKH C TPHNTOGhAH) WK
C AHTUIICHXOTHLH KM APYTH AONIAMHHOBH AHTaroHUCTH (BxK. ToukH 4.3 u 4.5).

CHMATOMHTE Ha CEPOTOHHHOBHA CHHAPOM MOTAT [ja BKTIOYBAT MPOMEHH B IICHXHYHHA CTaTyC
(Hanp. Bp30ya, XaMIOIHHALME, KOMA), HecTaOKIHOCT Ha BereTaTUBHATA HepBHa cHCTEMa (Harp.
TAXUKAPIHA, HECTAOUITHO KPBBHO HANATAHE, XUTIEPTEPMHA ), HEBPOMYCKYJIHH HAPYIICHHA (HaIIp.
XuneppeqIekcus, HeKOOPAUHHPAHOCT) W/IHA CTOMANIHO-YPEBHH CHMIITOMH (HANp. raficHe,
IOBpBIUAHE, Juapis). CepOTOHHHOBMAT CHHAPOM B Haii-TexKaTa cH opMa MOKe Ja Hanoaobssa
HEBPONENTHYCH MATHTHCH CHHIpoM (NMS), koiTO BKIKOYBA XUIIEPTEPMHUA, MYCKYJIHA PHTHAHOCT,
BEr€TaTHBHA HECTAOMIHOCT € BB3MOXHM OBp3H KoyteOaHHa HA XKH3HECHHTE MOKA3aTEeTH U IPOMEHH B
MCHXHYHHUS CTATYC.

[Ipy1 KMMHHYHO CMpaBIAHO €HOBPEMEHHO JieueHH e ¢ BeHIa(akCHH H APYTH CPEACHHIA, ¥

Aa OKAXKaT BIUAHUE BHPXY CEPOTOHMHEPTHIHHTE /WY JONAMHHEPrAYHUATE HeBp ‘n
CHCTEMH C€ NIPENOphiBa BHAMATEIHO HabMIOSHNE HA IALHEHTA, OCO0SHO B Havuajie ¥
W MPH MOBHMILIABAHE Ha A03aTa.
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EnnoBpeMenHara ynorpeba Ha BeHNaGakcHH ChC CEPOTOHWHOBH MPEKYPCOpH (KaTo 100aBKH C
TPUNTO(dAH) HE Ce MpenophBa.

TecHOBIBAHA ITAYKOMA

Br3MoxHO € 1a ce HaOmoaaBa MyApHasa, cBbp3ana ¢ ynorpedara Ha BeHnagpaxcHH. Ipenoprura ce
MALMEHTHTE ¢ MOBHLIEHO BbTPEOYHO HAIATAHE HJIH NMALHCHTHUTE C PUCK OT OCTPa TECHOBI'BITHA -
rayKoma (3aKpHTOBIBJIHA MIayKOMa) J1a Ce TIPoCiIeIIBaT BHUMATETHO.

ApTepHaJIHO HAJIATAHE

[Ipu ynotpe6a Ha BennadakcuH yecTo ce choOLIaBa 3a J0303aBUCHMO NMOBHIIABAHE Ha
apTEPHAIHOTO HansraHe. B HAKOM ¢Ty4ad NpH NOCTMapKETHHTOBHS OTIHT ce cho0INapa 3a MHOIO
CHITHO IIOBHIIIEHO KPHBHO HAraHEe, M3HCKBAIIO He3a0aBHO Jleyenrne. BCHUKH nmanueHTH TpAOBa a
OBIaT BHAMATETHO CKPUHHPAHM 33 BHCOKO apTEPHANHO HAJAraHe W CHINECTRYBALIATA XHUIEPTOHHA
TpabBa na ce OBaajAce Npedy HA4YaJIOTO HA NeYeHHeTo. KpBBHOTO Halsrane TpgbBa Ja ce mpociaeassa
NEPHOHYHO /IS HAYAJIOTO HA JICUCHHETO M CJIe] MOBHIIIaBaHe Ha jJo3ure. TpadBa na ce noaxoxna
¢ [MOBHIICHO BHUMAHHWE MPU NAaLMCHTHTE, YUETO OCHOBHO 3a00nsgBaHe MOKE 1a C€ KOMIIPOMETHpa OT
NOBHIIIEHOTO KPBBHO Ha/lAraHe, HAilp. OHE3H ¢ HAPYIISHA ChpAcYHa (PYHKIH.

Cbpaedna decToTa |

B13MosKHO € J1a ce HabmoqaBa NOBHIIEHA ChPASYHA YeCTOTa, 0COOEHO TIPH IpUiIaraHe Ha N0-BHCOKH
no3u. TpabBa aa ce MoAX0kKa ¢ NOBUIIEHO BHUMAHUE MPH MALKMCHTH, YHUTO OCHOBHH 3a00/BaHNS
MOTAT 14 C& KOMIIPOMETHPAT OT HOBHIIEHATA ChPJCYHA YECTOTA.

Cupaeano 3a0019Bane H PHCK 0T APEHTMHH |
BennadakcHi He € OLeHABAH TIPH TIALMEHTH ¢ AHAMHE3a 32 CKOPOLIEH MAOKAp/IeH HH(apKT HIH
HeCTabHIHO ChpieYHO 3a60sBaHe, MOPAH KOSTO Toi TpaOBa 1a ce H3MON3Ba ¢ MOBHILEHO
BHHMAHHE MPH TE€3U MALMCHTH.

OT moCTMapKETHHIOBHA ONUT ce ¢hoOINaBa 3a CJiyyan Ha yawbken QT unTepBan, torsade de pointes
(TdP), kamepHa Taxukapaua 4 GaTanHH ChPACUYHH APHTMHH, CBbP3aHH ¢ H3MON3BAHETO HA
BeHIahakcHH, 0COGEHO IPH NpegozMpaHe WK NPH NALHESHTH C APYTY PUCKOBU akTopu 33
yabxkasaHe Ha QT unrepana/TdP. [Ipenu na ce npeanuvine BennadakcyH Ha MALMEHTH ¢ BHCOK
PHMCK OT cepHO3Ha chpjevHa apuTMHs HiH yabkaeade Ha QT unaTepBana TpadBa Aa ce npeLeHH
CHOTHOIIEHHETO IMOI33/PHCK (BK. Touka 5.1). |

I'spuoBe |

[Ipu Tepanusa ¢ BeHnadakcHH Morat J1a HaCTBIAT rbpuoBe. KakTo BCHYKH aHTHAENPECAHTH, TaKa
BCHJIa(aKCHH, TpAOBa Ja ce pu/iara ¢ NOBHIIEHO BHUMAHHME [IPH MALMEHTH ¢ aHAMHE3a 32 ThPYOBE
H 3aCerHaTHTE IAlUEHTH TPAOBa Aa Ce npocieARBaT BHAMATENHO. JleueHueTo TpaOBa aa ce cnpe
MPH BCEKH MALIMEHT, KOUTO MONYyUH I'BPUOBE.

XHAOHATPHEMHS

[lpu neyenue ¢ penAadakCHd MOraT Ja HACTHIAT ClyYay HA XHNOHATPEMUA W WIM CHHAPOM Ha
HeaJleKBaTHa cekpeuus Ha anTHauypetiueH XopMoH (CHCAX). Tosa ce cpoOara HaH-4eCcTO TIpH
MalHEeHTH ¢ XHUMOBOJEMHA HITH NIPH AeXHAPaTHPaHH NauMeHTH. [Ipy nanuenTH B CTAPUECKa BB3pacT,
NMalHCHTH, NIPHCMAILIH ZHYPETHIH, H NNALHCHTH ¢ XUITOBOJACMHA 110 APYTH NPUYHHH DHCKDBT MO
OTHOWIEHWE HA TOBA CHOUTHE MOXKE Aa Obae NO-BUCOK.

IIaTonoravHo KppBeHe _
JlekapCTBEHH POAYKTH, KOMTO HHXHOHpaT 00paTHOTO 3aXBalljaHe HA CEPOTOHHMHA, MOTAT A
orciabsr aeficTeuero Ha TpomMGouuTTe, CHOUTUATA Ha KBPBEHE, CBBLP3aHH ¢ yNoTpe
SNRI ca oT ekxHMO3H, XeMaTOMH, MACTAKCHC H METEXHH A0 CTOMAIUHO-YpEBHH H
’KnBoTo3acTpatapamy Kpessouznued. SSRI/SNRI Morar na yeenuuar pucka oT
KPBBOTEUEHHE (BXK. TOUKH 4.6 u 4.8). [Ipy naupeHTH, npreMaiiy BeHNadaKkcHH
MOXE a2 Opae nosvmeH. Kakro octananvre vHXUOMTOpH Ha 0DPaTHOTO 3aXBall
TaKa H BenyiadakcHH TpAOBa Ja ce U3NO0JI3BAT ¢ NIOBHIIEHO BHUMAHHE ITPH TIALM
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NpeapasNONOKEHH KBM KbPBEHE, BKTIOYHTETHO NAIMEHTH HA AHTUKOAryTAaHTH H HHXMOUTOPH Ha
TPOMOOLUMTHATA arperaums.

CepyMen xonecTepoJi |

B mnianefo KoHTpoMpany KIHHHYHA PpOYYBaHHA clle]] IedeRue ¢ BeHnadakcu B IPOIbDKEHHE Ha
MOHE 3 Mecena € HabMrAaBaHO KITHHHYHO 3HAYHMO NOBHIIABAHE HA CEPYMHHS XOJECTEPOI NPH

5,3 % ot nexyraHuTe ¢ BeHiadakcHH magueHTH U nipH 0,0 % oT noxyyapaHuTe ¢ 1wianebo
nanueHTH. IIpH nposexkaaHe Ha NPOIBILKUTENHO JICYeHre TpAOBa Aa ce onpeeniaT CTOHHOCTHTE Ha
CEPYMHHUSA XOQJIECTEPOIL.

CHBMECTHO NIPHJIO’KEHHE ChC CPEACTRA 32 NOHHXABAHE HA TEAECHOTO TErJI0
besonacHocTra M epMKACHOCTTa Ha TepanuaTa ¢ Benladaxcyud B KoMOHHalMa ChC CPEACTRA 32
[IOHMXKABAHE Ha TEIJI0TO, BKIKOYHTENHO (PEHTepMHH He ca ycTaHoBeHH. He ce mpenopbusa
CbBMECTHOTO NPHIOKEHHE Ha BeHTaakCHH U CPeACTBa 3a MOHKABAHE Ha TEJNECHOTO TErTIO.
BennaakcHH He e MOKa3aH 3a MOHWXKAaBaHe Ha TETTOTO KATO CAMOCTOATE/HO JIEUYCHHE HIIH B
KOMOMHALINS ¢ APYTH NPOAYKTH.

Mannsg/XHNIOMAHAS _

11pK Manka 4acT OT DALMEHTHTE ¢ MPOMEHH B HACTPOCHHETO, KOHUTO €4 MOTy4aBalli
aHTHEIIPECAHTH, BKIFOYHTEHO BeHIadaKCHH, MOXKe 14 HACTBIIM MAHHA/XUNoMaHHs. Kakro 1
APYI'H aHTHIEMPECAHTH, BeHIa(akcHH TpsOBa Ja ce H3MO03Ba BHUMATEIHO TIPH TIALMEHTHTE ¢
‘aHaMHe3a Wi paMuIHa aHaMHe3a 3a GHIONAPHO PasCTPOKCTBO.

Arpecns

[IpH HAKOH NALKMEHTH, KOWTO ca NIONYYaBATH AHTHENPECAHTH, BKITIOUHTENHO BeHIA(AKCHH, MOXKe
/12 HACTBITH arpecus, KOeTo ce Habmofasa B HAYANOTO Ha JICUCHHETO, TIPH MPOMAHA Ha 103aTa H
IMPEKPaTABAHE HA JICYCHHETO.

KakTo apyru aHTuaenpecanTH, Taka 4 BeliadakCHH TpAOBa [1a ce U3NOI3Ba C BHHMAHHE NPH
MALMEHTHTE ¢ aHAaMHE3a 3a arpecHs.

IIpexpaTaBane HA JIEYEHAETO

J100pe H3BECTHO €, Ye NMpH aHTHIENPecaHTHTE ce HabmoaaBaT eQeKTH IIpH NpeKkpaTaBaHe Ha
JISYEHHETO M TIOHAKOra Te3d eekTH MoraT a 6L1aT NPoaALLKMTENHN U Texku. [IpH NpoMsHa B
AO3HPOBBYHATA CXEMAa Ha BeHJIa(aKCHH, BKIIFOMHTEIIHO M NIPH MPEKpaTABAHE Ha ICYEHHETO, NIPH
NALMEHTHUTE ca HabmORapaHN caMOyOUHCTBO/MHCTH 3a caMoyOHICTBO U arpecns. ClieAoBarTenHo,
nalyeHTHTe TpAGBa 1a ce HaGmoaaBar ¢ OBHIICHO BHUMAHHME TIPH MOHKKaBaHe Ha J103aTa WIH NPH
PEKpaTABAHE Ha NeYeHUETo (BK. Mo-rope B Touka 4.4 - CamoyOuiicTBO/MHCIH 32 CaMOYOHICTBO
H/IH KTHHHYHO BJIOIIABaHe # arpecus). CAMIITOMHTE HA OTHEMAHE, KOTaTO Ce MPEKpaTiBa
JTCYCHHETO €a YeCTH, OCODEHO aKo MPEKpaTABAHETO € BHE3AMHO (BXkK. To4Ka 4.8). B KITHHHYHH
MPOYYBAHHMA HEXEIAHHTE CbOMTHSA, KOHTO C€ HabmoAaBaT NpH NPEyCTaHOBABaHE Ha JICUCHUETO (TIpH
MOCTENESHHO CIIUpaHe U clie/l TOCTENEHHO CTIHpaHe) 3acsaraT npubnusurenso 31 % or nalHeHTHTeE,
NEKYBaHH ¢ BeHladaxcul 1 17% o1 naumMeHTHTE, NMpHeMaLly nnanedo.

PHCKBT OT CHMIITOMH Ha OTHEMAHe MOJKE 2 3aBHUCH OT HAKOJIKO (PaKTopa, BKIIOUHTEIHO
NPOIABIDKUTEIHOCTTA H 103aTa Ha ICUCHHETO ¥ CKOPOCTTA Ha NMOHWKABaHe Ha J103aTa. Hak-uecto
CHOOIIABAHUTE PEAKIHH €a 3aMasgHOCT, CCH30PHH HapyIMeHHs (BKIIOYATEIHO MAPECTE3HUM),
HAPYIIEHUA Ha ChHA (BIIIOUUTENTHO 0e3CHHHE H HaNPerHaTH CbHHINA), O€3MOKOACTBO HIIH
TPEBOXKHOCT, TajicHe W/ M IOBPHINAHe, TPEMOP, IMaroOoJIHE, 3PHTEHH YBPEXKAHHA U
XUIepToHHs. OOMKHOBEHO TE€3H CHMIITOMH Ca JIEKH A0 YMEpeHO TeXKH, HO NMPU HAKOH NaUHEeHTH
MOTaT Ja ObAaT TeXKKH 1o UHTeH3uTeT. Te 0OMKHOBEHO HACTHIBAT B PAMKHITE Ha ITEDIH TS TR
IHH OT IIPEKpaTsBaHe Ha JICHEHHETO, HO HMa MHOTC PEIIKM ChOOILICHHA 33 TAKUBA //
NALMEHTHTE, KOHTO Ca NPOITyCHAIH J03a 110 HeBHUMaHue. 10 NpHHIMN TE3H CHJ y 23D

CaMOOTPaHHYaBALIM ¢€ U OOHKHOBEHO OT3BYYaBaT B PAMKHTE Ha 2 CEAMHLIH, B { @ g ﬁi’;

XOpa Te MOrar Jia ¢a no-npoabInKHMTEeNHH (2-3 Mecena win nopede). ETo 3aino (218%:
Ha BeHNA(AKCHH Ja c¢ TIOHIKABA TIOCTENCHHO NPH NPEKPATABAHE Ha JICUCHUET\ 33901
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HAKOJIKO CEIMUALIH HJTH MECELIM CIIOPER HYXXAMTe HA nauuenTa (Bx. Touka 4.2). [Ipyn Hakou
[MALMEeHTH [PEKPATABAHETO HA JICYEHHETO MOXKE [Ia OTHEME MeECeLIH HIH MOBEYe.

Cexcyanna nucpyaKIns

HNuxuburopute Ha 00paTHOTO 3aXBAIAHE HA CEPOTOHHHA M HOpaapeHamuHa (SNRIs) morar ga
OPHIMHAIT CHMIITOMH Ha cekcyasiHa AucyHKUus (k. Touka 4.8). MMa choOLueHna 3a
IPOXB/DKHTENIHA CEKCYaAIHA TUCHYHKLHS, [IPH KOATO CHMITTOMUTE IPOAB/LKABAT BBIIPEKH
MNpPeKBCBAHETO Ha nmpreMa Ha SNRI.

AKaTH3HA/TICHXOMOTOPHO Ge3MoKOoHCTRO

Ynorpebara Ha BeHnadakcHH ce CBBp3Ba C MOABa HA aKaTH3KUA, XapaKTepU3Hpalla ce CbC
CYyOEKTHBHO HeNPHUATHO WIHA H3TOMIABANIO OE3NOKOHCTBO H HEOOXOAUMOCT OT YECTO ABHKEHHE,
CBLIPOBOJICHA OT HECTIOCOOHOCT /14 C€ CTOH CMOKOHHO B CEHAJIO WIH H3NIPABEHO NMONOMKEHHE H HaH-
4eCTO ¢e HabmogaBa nNpe3 MEPBUTE HAKOJIKO CEIMHIIH OT JIeueHneTO. [Ipy nauueHTH, KOUTO
MOJY4aT Te3H CHMIITOMH, TIOBHILIABAHETO Ha 03aTa MOKE J1a € maryoHo.

CyxoTa B ycTaTa

3a cyXoTa B ycTara ¢e ¢robmana nps 10 % oT nanpeHTHTE, TeKyBaHH ¢ BEHIa(akcHH, KOETO MOKe
Jla TIOBHIIIH pHCKa oT kapuec. [lamuenture Tpadea na OLaar ochBETBAHH KOMKO BAXKHO € /14 Ca3Bar
XHIrHeHa Ha YCTHATa KyXHHA.

e lily ) . |

[Ipu manyeHTH ¢ AuadeT, leueHUeTo ¢ HHXHOMTOPH Ha 00paTHOTO 3aXBalllaHE HA CEPOTOHME HIH
BeHIadaKCHH MOXKE Ja NORIMAC [NIMKeMHUYHEA KOHTPo. BE3M0oxHO € na ce Hanoxu Ja Owjar
KOPHI'MPaH# JO3UTE HAa HHCYJIMHA WIWIH EpOpATTHUTE AaHTHAHAOETHH CpeICTBa.

B3aHMOZEeHCTBHA JIeKAPCTBO-/Ia00PATOPHHA TECTOBE

I1pH mauyeHTH, NpHeMalH BeHnadakcHH ce ¢bodmana 3a GammmuBo MOJOKHTEITHHTE
HMYHOJIOTHYHH CKPHMHHHT H3CJIS/iBAHHA HA YPHHATA, 3a onpeaensHe Ha peHpumand (PCP) u
amM()eTaMHH, KOETO C€ IbJ/KH Ha JHIICATA HA CTIeLH(HUHOCT HA CKpMHHHIOBHTE TecToBe. Panimmso
MOJIOKHTENHM PE3yITATH MOTAT a C¢ O4aKBAT HAKOJIKO JHH CIIEX NIPEKPATABAHE Ha TEpanuaTa ¢
BeHnadakcuH. BennadakcHi moxe na ce pazianyd o PCP u aMeTaMHH 4pe3 NOTBBPKIaBALLH
TeCTOBE, KATO HANPUMEP TeUHA XpoMaTrorpaduia/Mac-crneKTpoMeTpHs. |

TTIoMOmMHEA BeniecTBa

Jaxapozaq

[TartueHT! ¢ peKky HacleACTBeHH NMpobIeMH HA HEMOHOCHMOCT KbM (PYKTO3a, II0K030-
rajJakro3Ha ManabcopOmus UK 3axapa3o-H3oMalITazeH qedUIMT He TpaOBa f1a npUuemMar ToBa
HEKapCTRO.

Hampuu

ToBa JiekapcTBO ChABPKA NMo-MaikO 0T]1 mmol Hatpuli (23 mg) Ha Kancyna, T.e. MOXe Ja Ce KaKe, |e
[PaKTHYECKU HE ChAbP/KA HATPHIA.

Coricem scvamo FCF (E110)
Moxke na npuaHE aneprudHH peakiyH.

4.5 BsammogelicTBHe ¢ APYru JeKAPCTBEHH NPOAYKTH H APYTH GOPME Ha B3aAMoeiicTBHe

HaxaOnropu Ha moHoOaMuHoOKenaa3aTa (MAOH)

HeoOpaTtumn, Hecesrektusuy MAOH |

Bennagakcus He TpaOra 5a ce u3non3Ba B KOMOHHAIMA ¢ HeoOpaTHMH Hecee
JleueHnue ¢ BeHnadakcuH He TpaOBa Xa ce 3anousa node 14 JHH cleji CMUPaHE H
HeoOpaTHMH HecenekTHBHH MAOH. JleuenuneTo ¢ pennadaxcun TpaGsa na ce o
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7 THH TIpeNK 3arovBaHe Ha jiedeHHe ¢ HeoOpaTHMH HecenekTHBHH MAOMH (Bxk. Touku 4.3 1 4.4).

O6patam cenexkTHBeH MAQO-A uaxnérTOp (MOKI00EMH)

[lopaau pucka oT CEpOTOHMHOB CHHAPOM KOMOHHALMATA OT BEHNA(aKCHH ¢ OOPaTHM H CEICKTHBEH
MAOH, xato moknobemua, He ce npenopbuea. Cres nedenre ¢ obpatumM MAQO HHXHOUTOp MOXe
Jia CE€ W3NOJI3BA NIEPHO, HA OTHEMAHE, MO-KPATEK OT 14 MHH, Ipeld Aa ¢e 3ano4YHe NCUCHHE C
Bernagaxcul. [IpenopbuBa ce eyeHUeTo ¢ BeHnadaKCHH aa ce NpeyCTaHOBH Hal-MaJIKo 7 JTHH
[pelH 3anoypaHe Ha jeueHue ¢ obpatum MAOH (Bxk. Touka 4.4). |

Ob6paTemu mecesrexkTnBar MAOMU (nnne3onnn)
AHTHOMOTHKBT JTHHE3ONHA ¢ cnab, obpaTtuM H HecenexkrneeH MAOM u He TpabBa fa ce mpuiara Ha
NAIMEHTH, JIEKYBaHH ¢ BeHnadakCHH (Bx. TOUka 4.4).

[Ipu manpeHTHTE, IPH KOUTO HACKOPO € npexkpareHo neuyeHneTo ¢ MAOH H e 3amouHaTo eyeHue ¢
BEHJIA(PAKCHH, WIH MIPH KOUTC HaCKOpO e NMPEyCTaHOBEHa Teparus ¢ BeHNa(akcHH, 32 1a ¢¢ 3arnoyHe
neueHue ¢ MAOH ce cpo0ImaBa 3a nosgBa Ha TEXKKH HEKETaHH JICKAPCTBEHH pPeaKUHH. Te3u peakuu
ca: TPEMOp, MHOKJIOHYC, Hagopesa, raJicHe, NNOBpEIaHe, 3auepBiBaHe, 3aMasgHOCT H XHITEPTEPMHU
C TIPH3HaLY, HaNnoACOABALIY HEBPOJISIITHICH MAJIUTHEH CHHIPOM, I'bPUYOBE H CMEBPT.

CeporonsanoB cHRAPOM

KakTo 4 Npu 0CTAHAIHTE CEPOTOHUHEPIHIHH CPEACTBA, TAaKa U [PH JeYeHHeTO C BEHIadaKCHH
MO3KE Ja HACTBITA CEPOTOHUHOB CHHAPOM, TIOTEHLIHAIHO »KMBOTO3aCTpallaBalo ChCTOSHUE,
oco0O€eHO IPH €IHOBpeMEHHa yrioTpeba Ha APYTU CpeACTBa, KOWTO MOTAT Ad NOBJIRAAT
CEpOTOHUHEPrUYHaTa HEBPOTPAHCMHTEPHA CHCTeMa (BKIIIOUMTENHO TpunTany, SSRIs cpenctsa,
SNRIs cpezctea, aMmdieTaMUHH, JTATHIH, CHOYTPaMHH, XBJIT KaHTapHoH [Hypericum perforatum]),
Oynpenophun, PeHTaHWN B HErOBHTE aHAJIO3M, TPAMAJIoJ, JEKCTpoMeTopgaH, TaleHTanol,
NETAINH, METAJ0H H NIEHTA301MH), C JICKAPCTBEHH CPEJICTBA, KOMTO HAPYMIABaT METabONIH3Ma Ha
cepoTOHHH (kato MAOH, Hanp. MeTHIEHOBO CHHLO), C TIPEKYPCOPH Ha CEpOTOHHHA (KATO

TPUNTO(AaHOBH JOOABKH) WIIH € AHTHIICMXOTHIIN MJTH JIPYTH IOTIAMHHOBH aHTarOHUCTH (BXK. TOUKH
43 n44). |

[pH KITHHHYHE HEOOXOOUMOCT OT CHIILTCTRALIO JiedeHHe Ha BeHnadakcuH cse SSRI cpeactso,
SNRI cpeACTBO MM CEPOTOHHHOB PEUENTOPEH arOHUCT (TPHUIITAH), CE NIPENOPHUBa BHUMATEIIHO
npocaeAaBaHe HA NAlWEHTa, 0COOCHO B HAYATOTO HA TepalHATa WIH IIPH NOBUIIABAHE HA JO3UTE.
He ce npenoppyBa CHIILTCTRALLATA yIIOTpeOa Ha BeHAa(aKCHH CbC Cep(}'I‘OHHHOBH [IpEeKYpPCOPH
(kato TpHTOdaHoBU A00aBKH) (BXK. Touka 4.4).

IMHC-akTHRBHH BemecTBA

Puck®T 0T ynotpeOa Ha BeHnadakcus ¢ apyr HHHC-axtusnn peiecTsa ne € CHCTEMHO OLICHABAH.
Cnei0BaTENHO Ce MPENOPBhYURa NOBHUILEHO BHUMAHHE, KOTaTO BEHNA(GAKCHH c& IPUEMA B
xombHUHaums ¢ apyru LIHC-axTuBHYM BelnecTRa.

Eranoa

[TannenTHTe TpabBa Na OBAAT CHBETBAHU /1a HE YNIOTPEOABAT AJIKOXOI, IPEABH], HETOBOTO
BBe3aeicTBHE BupXy [JTHC U BepoaTHOCTTA OT KITMHHYHO BJIOILABAHE HA MCHXHYHOTO CHCTOSIHHE,
KAKTO B BEPOSTHOCTTA 34 HEXKE/AHH B3aUMOJICHCTBH ¢ BeH1aQaKCHH, BKIIFOUHTENHO etheKTH Ha
noTHckane sHa HHHC.

JlekapcTBEHH NPOAYKTR, KORTO YAL/DKABAT QT-AHTEepBAIA

PucksT o1 yapmkaBane Ha QTc uureppana W/nin ot Kamepud aparMui (Hanp. TdP)
[IPH €AHOBPEMEHHO MPWIOKEHUE HA IPYIU JIEKAPCTBEHH NMPOAYKTH, KOUTO YABILK
HHTEpBaia. EQHOBPEeMEHHOTO NPHWIOKEHHE Ha TE3H JIEKAPCTBEHH TIPOAYKTH Tpad
(BK. Touka 4.4).
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CBOTBETHUTE KIIACOBE Ca:

¢ knac IA u 1 aHTHapyuTMULIM (HATTpHMEp XHHUIHH, aMHOAAPOH, COTAJION, nodeTHIHA)
HAKOU aHTHIICHXOTHIX (HATTPUMEP THOPHUAA3HH)

HSKOH MaKpOIHAH (HarpuMep €PHTPOMHLIMH)

HAKOH aHTHXUCTAMHUHH

HAKOH XHHOJIOHOBH aHTHOAKTEPHATHH CPeACTBa ( HATMp. MOKCH(IIOKCAILIUH)

COHCBKET NO-TOPE HE € u3ueprareseH U ynorpedara Ha Apyry NEKapCTBEHH NPOTYKTH, 38 KOUTO €
W3BECTHO, Y€ 3Ha4YUTEHO yarpkaBat QT wHTepBana TpaOBa aa ce H30ATBa.

EdexT Ha ApYrH JeKapCTBeHH HPOAYKTH BLPXY BenadakcHu

Ketokonason (uaxudutop Ha CYP3A4)

Enno ¢papmakoKMHETHYHO NpoyyBane ¢ keTokoHasol rpu CYP2D6 excrensupnn (EM) 1 no1in
meTabomazaTopH (JIM) nokasea, ye NpUIOKEHHUETO HAa KeTOKoHa30J BoAu no no-rosamMa AUC 3a
sernadaxcus (70 % u 21 % cporeerno npu nuuara CYP2D6 JIM w EM) u 3a O-
ae3meTHBeHnadgakcuH (33 % u 23 % crorBerHo npu nuuara CYP2D6 JIM n EM). CensrcTBaimara
yrnotpeba Ha CYP3 A4 wuxuburopu (Hamp. aTasaHaBUp, KIAPUTPOMHIIHH, HHIHHABHP, ATPAKOHA30]],
BOPHUKOHA30JI, TO3aKOHA30J1, KETOKOHA30J1, HeJIpHHABHD, PHTOHABUD, CAKBHHABHP, TENHTPOMHLIHMH) H
BeHJIaakCHH MOXKe 4 TIOBHIIH KOHIIEHTPALlWHTe Ha BeHnadakcuH H O-1e3MeTHIBEeHI1a(aKkcuH,
MOpagH KOETO Cce NMpenopryBa BHUMAHKE, aKO TEPAMATA Ha MalHEHTa BKJIKOYBa HHXMOUTOP Ha
CYP3A4 un pennadakcHH e THOBPEMEHHO. '

EfexT Ha BenahaKcHH BHPXY APYIH J1€KADCTBEHH IPOIYKTH

JIaTRiA

[Tpu ceopTCcTBAINA YIOTpeOa Ha BeHIadhaKCHH ¢ JTMTHH MOKe A8 HACTBIIH CEPOTOHUHOB CHHIPOM
(BX. "CepoTOHHHOB CHHApPOM™).

HMuazenam

Beunagakcun HAMa eexTn BEpXyY (hapMaKOKHHETHKATa | (HapMaKOJIHHAMHKATA HA AMAa3enaM H
HEFOBHA aKTHBEH META0ONMT ne3MeTHiauasenaM. Jiuasenam uarjiekaa He NoBIHABA
(apMakOKMHETHKATAa HUTO HA BeHiadakeuH, HUTO Ha O-aesmerninpennadaxcenn. He e W3BecTHO
JIAJIH CHILECTBYBA (PapMaKOKHHETHHHO H/HH (papMaKOJMHAMHYHO B3aHMOASHCTBHE ¢ APYTH
OeH3oaHa3enuHH.

Hvunpaman

Bennagaxkcun He nMoBnHaBa cbapmaxomnemxam Ha uMHIIpaMuH U 2-OH-umunpamun. ¥ima
no03o03apucumMo nopuilnenre Ha AUC 3a 2-OH-pesunpamuH ¢ 2,5 10 4,5 TBTH, KOraTo ce npunarar
75 mg no 150 mg Bennadakcuu AHeBHO. MMunpamuH He noeausBa (apMaKOKMHETHKATA Ha
Bertadaxchl ¥ O-aesMeTrnbennadaxcHi. He € H3BeCTHO KNIMHHYHOTO 3HAYEHHE HA TOBA
B3aUMOJieHcTBHE. Tpabsa na ce noaxoxxaa ¢ MOBHIICHO BHUMAaHKUE MPH ChBMECTHOTO IPUIIONKEHHE
Ha BerlahakCHH H HMHIIpaMHKH.

- XajionepuaoJ
DapMakOKMHETHUHO NPOYYBaHE ¢ XaJIONICPUA0I NoKa3ea 42 % NOHMXKEHHE Ha o0LIHA nepopaieH
KIHpBHC, 70 % nosumenne Ha AUC, 88 % nosuinenue Ha Cpax, HO HE IOKA3Ba HUKAKBa [POMSAHA B
[IOJIy;KHBOTa Ha Xajonepuaoi. Toea TpsOBa ga ce MMa MpeABU [IPH NALKMEHTUTE, JIEKYBaHH ¢
XaJonepruaosa W BeHnagakcHH ¢qHOBpeMEHHO. He ¢ H3BeCTHO KIIHHHYHOTO 3HaYEHHE Ha TOBA
B3AaHMOSUCTRUL.

Pucnepnaon |

Bennagakcun nopumasa AUC ra pucnepunoH ¢ 50 %, Ho He IPOMEHs 3HAYHMO
(papMaxokHHeTHHHHA Tpodui Ha o0laTa aKTHBHA YacT (pUCNePHIOH IUIIOC
9-xunpoxcupucnepuaoH). He e u3gecTHO KIIHHHYHOTO 3Ha4YeHUE HA TOBA B3aUMO
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MeTonposon

EnHOBpPEMEHHOTO NIPHIIOKEHHE HA BeHTa(akCHH B METOTIPOJION HA 3paBu JOOPOBOJIIIH MPH €IHO
poyusaHe 3a (papMAKOKWHETHYHO B3aHMOJCHCTEHE 33 BATA JICKAPCTBEHH IIPOXYKTa BOIH 10O
MOBHMILIEHUE Ha IUIA3MEHHTE KOHIEHTPAaLMH Ha MeTonposion ¢ npubnuzurenHo 30-40%, 6e3 na
[IPOMEHS IJIa3MEHKTE KOHLIEHTPALMH Ha HETOBHA AKTHBEH METa0oNHT o-XHapokcumeromnponoi. He
€ U3BECTHO KIIMHHYHOTO 3HAaYE€HUE HA Ta3H HAXOJKa IPH [ArHeHTH ¢ Xunepronua. Metonposnon He
MpoMeHs (apMakOKMHETHYHHA Npogr Ha BeHNa(akeHH MM Ha AKTHBHHA My METa00JIMT
O-nesMmermneennagaxkcud. Tpabea 1a ce NOAX0KAa BHUMATE/HO NMPHA €AHOBPEMEHHOTO NIPHNOKEHHE
Ha BeHI1a(paKCHH H METOIPOJION,

Aupunasup

OapMakOKHHETHYHO NTPOYYBaHe ¢ HHAMHABHP TIoKa3ea 28% nonmwkenue Ha AUC H 36%
MOHMKEHHUE HA Cay 32 HHAMHABHP. UHIHHABHD He MOBIHABA HapMakOKHHETHKATa Ha BeHIa(akcHH
1 O-pe3merunBeHnadaxcHi. He e H3BECTHO KIHHHYHOTO 3HaUEHHE HA TOBA B3aHMOACHCTBHE.

JlekapcTBa, KOHTO Cé MeTa00IA3HpaT pe3 A30eH3AMHA Ha NHTOXpoM P450

M3cneneanuaTa in vivo NoKa3BaT, ye BeHIahaKkCHH € oTHocHTeNHO cmad unxuourop Ha CYP2D6.
Bennadaxcun He nuxubupa in vivo CYP3A4 (annpazosnam u kapbamazenmn), CYP1AZ (kogeun) u
CYP2C9 (tonbyramun) win CYP2C19 (auazenam).

Ilepopannan KOHTPALENITHBA -

I1pe3 nocTMapkeTHHIOBHSA OIUT ce choOIlaBa 3a [0ABa Ha HEXKelaHa OpeMEHHOCT MpH JIHLA,
IMPHEMAILH NIEPOPATHH KOHTPALIEIITHBH IO BpeMe Ha JeUeHHE ¢ BeHladakcuH. HaMa TOYHH
JIOKA3aTEIICTRA, Ye Te3H OPEMEHHOCTH ca B Pe3YJITAT Ha JEKAPCTBEHO B3AMMOEHCTEHE C
BeHladakcHH. He e mpoBexxaaHo Npoy4ysaHe 3a B3aHMOAEHCTBHA C XOPMOHAIHH KOHTPALICTITHBH,

4.6 @eprannTeT, OPEMEHHOCT H KEPMEHE

bBpeMeHHOCT
Hama noctaTh4HO 1aHHM 3a ynioTpebaTa Ha BeHiadakcHH npH OpEMEHHH JKEeHH.

- [lpoyuBaHnsiTa BHPXY )KHBOTHH IOKa3BaT PENPOAYKTHBHA TOKCHYHOCT {BJK. TOUKAa 3.3).
TloTeHHMATHUAT PUCK P XOpa He € u3BecTeH. Benmadgakcu TpsabBa aa ce mpunara Ha OpeMEHHH
KEHH CaMO aKO OYaKBAHHTE MOJI3M MPEBHINABAT BCUYKHA BB3MOKHH PHCKOBE.

KaxTo ¥ npu apyru nHxudutopu Ha oOpaTHOTO 3axBamane Ha ceporoHHHA (SSRI/SNRI), Morat aa
CE NMOABAT CUMITTOMM HA OTHEMaHe MPH HOBOPOJECHHTE, aKO BEHNA(PAKCHH € H3MON3BaH A0 WM
HEIIOCPEICTBEHO NpeiH pakaaneTo. HAKOH HOBOpOAEHH, H310oKEHU Ha BeHTadakCHH KBCHO Mpe3
TPETHA TPUMECTLP, Pa3BUBAT YCIOKHEHHUA, HATIATAlllH XpaHEeHe Npe3 COHJIa, IUXaTelHa TMOAAPBKKa
WITH NIPOAB/DKMTENHA XOCTTHTAIM3A1HA. TaKkuBa YCIOXHEHHA MOTAT J1a C€ NONTy4yaT BeHara ciej
PKAAHETO.

EnnaeMHONOrHYHATE NAHHH COYAT, Y€ U3MIOI3BAHETO HA CEJIEKTHBHHA MHXHOMTOPH Ha 00OpaTHOTO
3aXBalllaHE HA CEPOTOHMHA IO BpeMe Ha OPEMEHHOCT, 0co0eHO B Kpas Ha OpeMEeHHOCTTa, MOXKE Ja
YBEJIHYH PUCKa OT NePCUCcTHpalla OenopodHa XMIIEPTOHUS NPH HOROPOAEHOTo. BBIIpeKkH, ue He ca
NPOBEKOAHU U3C/ISABAHNMS 34 YCTAHOBIBAHE HAa BPB3KaTa MexKIy NepcHcTHpalara 0etoapodbHa
XHIEPTOHMSA TIPH HOBOPOJEHOTO H JIEYSHHETO ¢ BeHaadaKkcH, NOTEHHaIeH pHCK He Moxe qa Obae
M3KIIIOYEH, KaTo ¢e UMa Npeasu]l o400HUS MEXAHH3bM HA NeHcTBHE (MHXHOMpaHe Ha 00paTHOTO
3aXBalllAHE HA CEPOTOHHHA).

3aTPYAHECHO CYUYEHE WK 3acniBaHe. Te3n CHMITTOMH MOraT A ¢€ JB/KAT WA HA
CEPOTOHMHEPTHUHM e(PEKTH, HJIM Ca CHMIITOMH Ha €KCIO3HLMA. B moeeuero ciyy
yCI0KHEHHA ¢ce HabmoaaBar BeaHara Wik A0 24 vaca cnef pasKIaHeTo.
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O6cepBallMOHHHTE JAHHY TIOKA3BAT MOBHINEH PUCK (II0-MAJIKO OT 2 ITETH) OT NOCIEPOIOBO
KpBEBOTeUeHHe cnep excriosuims na SSRI/SNRI B pamxsTe na nocieans mMecer Npeau pakraneTo
(Bx. TOYKU 4.4 1 4.8).

KupMene

Bennagakcuu ¥ HETOBUAT aKTUREH MeTa0oIuT O-/1e3MeTHIBEHIA(AKCHH c€ EKCKPETHPAT B

KbpMarTa.

HNma nocrmapKeTHHronﬂ CBHOOIIEHMA 3a KEpMAYeTa, KOUTO ITavar, H3NHTBAT pa3fpasHeHHE H HMaT
aOHOPMHH MOJIEJIHA Ha 3aciiBaHe. CBHLIO Taka € AOKITAIBAHO, Y€ CHMITTOMWTE, CBBP3AHH C
JIEKAPCTBOTO BEHIaakCHH OT3BYYAaBaT IPH NPEKPATABaHE HA KbPMEHETO. PUCK 32 KEpMadeTo He
MOxke Aa ce uakmoyH. Ero 3aino Tpsabea aa ce B3eMe pellleHHe JaiTH Ja € NpEeyCTAHOBH KbPMEHETO
WK J1a ce TIPEKPaTy TepanusaTa ¢ BeHIagaKCHH, KaTo Ce B3eMaT NPeaBH Noa3aTa OT KbPMEHETO 33

ACTCTO K HON34Ta OT TCpanuiaTa 3a XKCHaTa.

PepTHARTET

B npoy4saHe, B KOETO IWIBXOBE KAKTO OT MEXKKH TaKa H OT JKEHCKH MOJI Ca HIJI0XKEHH Ha
O-pe3meTwiBeHAAQAKCHH ¢¢ Ha0moaaBa peayUdpaH QepTWwiMTeT. 3HAYCHUETO Ha T€3H IaHHU HpH
XOp2 € HeH3BECTHO (BXK. TOYKa 5.3).

4.7 = Edexru BLpXy cnocoGHOCTTA 33 modupane % pafora ¢ MAMKAHA

BcekH NCHX0aKTHUBEH JIEKapCTBEH MPOAYKT MOXKE Aa HapyIlly NpelCHKaTa, MHCIEHETO H MOTOPHHUTE
yMeHHd. ETo 3aI0 BCHYKM NTallMeHTH, MpHeMally BeHnadaxkcuH, TpAOBa Ja OBIaT npeaynpeacHH 3a
e(EeRTHTE BBPXY CIIOCODHOCTTAa UM Ja ogupar #1 Ja paboTAT ¢ ONACHA MAlTMHH.

4.8 HexeaHHu JeKapCTBeHH PeaKIAH

Pe3iome na npogpuia 3a 6e3o0uacHOCT
Hesxxenanure peakunu, KOUTO ca ¢choBIaBady karto MHOro yectd (>1/10) npy KIHHUYHHTE

NpOY4BaHHA ca raJeHe, CyX0Ta B yCTarTa, [IapoOoIHe H MOBHIIEHO M3NOTABAHE (BKIIOYHTEITHO
HOLIHA U3NOTABAHNA).

Chsachk Ha HEKENAHATE PEAKHHH B TAGIHYEH BAA
Hexenanure peakiivu ca H30poeHH No-q0Ty 10 CHCTEMO-OPTAaHEH KI1ac, KaTerOpHs M0 YECTOTA U B
HU3XOAA1M pef] [10 OTHOIUCHHE Ha CEPUO3HOCT OT MEIHIMHCKA ITi¢/IHA TOUKA BbB BCSIKA KATErOpHA

IO YeCTOTA.

Yecrorute ca gedHHHpaHH kaTo: MEOro yectd (>1/10), vectn (>1/100 po <1/10), neuectn (=1/1 000
a0 <1/100), peaxn (=1/10 000 mo <1/1 000), MHoro peaku (<1/10 000) C HEU3BECTHA YECTOTA (OT
HaNHYHUATE JaHHH He MOKE Jla OBJle HarpapeHa OIeHKa),

Cucremo- Muoro wecern | YMecTn HeyecTn Peaxku MHoro C
OpraHHa peaKH HEeH3BeCT-
KaacuPpHka- Ha YeCcTOTa
nas
Hapymenns na Arpanyno- Tpombo-
KPBBTA K muTO3a*, AUTOTIeHUs ¥
MuM@HaTa AIUlacTHYHa
cHUcTEMA aHeMuA*
o TlaRuuTOIE-

HUA*

He neHua™ A 0 e, \
Hapymienus Ha AHajpHIaKT
mugﬁﬁa'ra Ha pg]aKHHHT T A‘“ hg’i‘ﬁ’
cHCcTEMA ’--_ 3’3‘j f
Hapymenns Ha CunapoM HX\ ik ; //
CHIOKPHHHATA HealeKRaTH H :
CHCTEMA CeKpeLwA Ha \\ KD‘I:B a¥ .
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aHTHAAYpE-
THIHHS XOPMOH
(CHCAX)*
Hapymenus Ha Hamanewn Xuno-
MeTaboNIu3Ma H aTleTHT HaTpHeMua*
XpaHeHETO
[TecyxuaHA HucoMuns CrecTOsSHME Ha Mauns, Hemapaym* CyuumaHa
HapyMeHHA o0BpKaHOCT*, XHmoMaHus, nAcauya v
Jlenepconanu- | XamoLHHALUH, noBEAE-
221171 Gl Hepeanuamus, HUE’,
[TaToMOrHYHH [TaronoruyieH Arpecus”
CHHHINA, OprassM,
HepsHocT, BpykcH3bM®,
HamaneHno Anarus
nubujo,
Bu3byaa*,
AHOprazMus
HapymeHus va | I'maBobonme*°, | Akaru3us®, Cunkon, HepponenruueHn | TapaaBHA
HEPRHATA 3amasHoCT, Tpemop, MuoxnoHyc, MAIHTHEH AMCKUHE-
CHCTEMA Cenauus [1apecTesus, Hapyweno CHHApOM 3uA*
Jucreysus PABHOBECHE, (NMS)*,
HapymieHa CepoTOHMHOB
KOOpAHHALWHA*, CHHApOM™*,
Huckanesus™* KOHBYJICHH,
Huctonng*
Hapymienus Ha 3PUTENTHM 3aKpUTOLIBAHA
OYHTE HAPYIICHHA, rnaykoma*
' Hapyniena
aKOMOJAIHS,
BKJI. 3AMBIJIEHO
3PCHHE,
Muapuasza
Hapymenus va TvmauTyc* BepTHro
YXOTO H
mabuprATa
ChpacHHH Taxukapau, Torsade de CTpec-
HapyILIEHHA Mannuramu* pointes®, Kapnuo-
Kamepna MHOTIaTHA
TaxHKapansa®, (xapamo-
Kamepna MHOIIATHA
dhubpunanng, Ha  Tako-
Yanmxen QT- 1y 60)*
HHTEpPBA HA
EKT™*
Coaosu XMAEPTOHNA, OprocTaTidHa
HapyllEHHA ['opelnd BBAHA | XHIIOTOHHA,
Xunorouua*
PecriuparopHu, MucrHea*, Hureperaunan-
TPHJAHH H [Ipo3sBane Ha OenoapodHa
MeIHACTHHAIHHA bonect¥,
Hapy LIEHHA benonpobua
| eosHHOQUIAS™*
CromainHo- I'amene,; Huapua®*, I'acTpo- ITankpeaTnt*
YpEBHHU Cyxorta B IIorpbIIaHe UHTECTUHAITHO
HapYINEHHSA yCTaTa, KBpPBEHE®
KoHcTunamms
AN =y
13 "”_x:\ ¥ ,.i-l.'.' e r%}'&::f:;:f
SE/H/M730/002-003/1A/039 ~20230322 7



Xenatur*

CTOWUHOCTH Ha
XOJECTEPON B

KpPBbBTa

Xenaro- OTKIOHEHH
OwmapHK CTOHHOCTH Ha
HapyLICHAA yepHOAPOOHHTE
(YHKIHOHATHH
H3CTenBanHa*
Hapymenus va | Xumepxuapo- | O6pus, Yprukapud®, Cunapom Ha
KOKara H 3a* Copbex* Anoneums*, CTUBBHC- .
NOJK0>XHATA (BKIITO9HTEITHO Exxumo3za JKOHCBHY,
TbKaH HOIHH AunrunoeneM®, TokcuaHa
H3NOTABAHHA)* Peakumu Ha enuacpManHa
¢$OTOIyBCTBH- Hekponmsa¥,
TEAHOCT Epurema
' MyaTHopMe*
Hapymenus na XHUnepToHyc Pa6aomuonmza*
MYCKYJTHO-
CKeJI€THATa
CHCTEMA U
CHeAHHHTEN-
HAaTA ThKaH
Hapymenus Ha 3aTpyAHEHO HHxOHTHHEHIINA
6r6penure, YPHHHPaHE, Ha ypuHara*
NUKOYHHTE Petenuus Ha
TTHTHILA ypHHa, -
[Nomakuypus*
Hapymenus na Menoparus*, ITocnepo-
Bh3IIPOU3BOIH- MeTtpoparus*, IOBQ
TEITHATa EpexTrnna KpBBOTEYE-
cHCTEMa M aucyHKIHEs®, Hued
repaaTa HapymeHa
eAKyJIALHs’,
OO VMopa, Kbpeene o1
Hapymenns u AcCTeHHS, JTUTARUIIUTE
edexTy Ha Brpucane* *
MACTOTO Ha
TPHIIOKEHHE
Hzcnensanms HamManeHo Y IBIKEHO
Terao, BpEME Ha
YBeIU4EHO KbpBeHE*
TETrJ0,
[TopHieHH

* HJIP, uneHTH(PUIMPAHHE OT DOCTMAPKETHHTOBHA [IEPHO.A
* Cnyyay Ha CYHI[MIHA WealMs H CYHIMIOHO MOBEACHHE ¢e CLOOIIABAT 10 BpEMe Ha TEPANHITa ¢
BEHIa(akCHH H/IM HETIOCPEACTBEHO cliel MpeyCcTaHOBABAHE Ha JICUCHHETO (BK. TouKa 4.4).

* Bukte Touka 4.4. | |
*B cOOpHH KIIMHHUYHYM NPOYYBAaHHA YECTOTATA Ha MMaBoOOIMETO, TIPETH3BHKAHO OT BeHAa(aKkcuH e
noao0Ha Ha Ta3H, NpeAH3BUKaHa OT mialedo.
1ToBa cE6uTHE € choOmaBaHo 3a Kiaca AekapcTea SSRI/SNRI (Bxk. Touku 4.4 1 4.6).

IIpekpaTgaBaHe Ha JIEYEHHACTO

IIpexpaTaBaHeTO Ha ISYEHUETO ¢ BeHnadakcHH (0cofeHo KoraTo € BHE3aIHo) OOMEE
CHMITOMH Ha oTHeMaHe. Haii-uecTo ¢hoOlIABaHHUTE peaklMH ¢a 3aMasHOCT, CeT /A 1
(BKIIIOMHMTEIHO NIAPECTE3Hs ), HAPYIIEHHS Ha ChHS (BKIIOUHTETHO Ge3chHHEe H HAMEE
BB30yla HIIH TPEBOKHOCT, raeHe H/WiH MOBPBILIAHE, TPEMOP, BEPTHTO, TTTaBodhake,
CHH/IPOM, 3PUTE/THH HAPYIIEHHA U XuTepToHus. OBHKHOBEHO TE3H CHOHTHS caTekR il
¢a caMOOTPaHKMYABALIH CC, HO IIPH HAKOM LIALMEHTH T€ MOTAT A4 Ca TEKKH H/HIY IK

SE/H/1730/002-003/IA/039
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NPOXBIDKUTEIHA. 3aTOBa Ce MPENOPHURa, KOraTo JieueHHe ¢ BeHladakcHH NoBeye He € HeoDX0AHMO,
IPEKPATABAHE HA JICUSHHETO /Ia C€ H3BHPIIH YPe3 MOCTEMEHHO NOHMKABAHE HA 103aTa. Bee mak npu
HAKOH MAlMEHTH Ca Bh3HHKHAJIM CHITHA arpecus H CYHIIHIHA HJealus, KoraTo jo3ara € Ouna
MIOHWXKEHA HIIM NO BPEME HA ApeKkpaTapaHe (BXK. Touku 4.2 v 4.4).

IleguaTprauHa OOy 1AUAA

Kato uano npodrneT Ha HexenauwTe peakuy Ha Bernadaxcus (ipa nurauedo ROH’I’pOI{HpaHHTe
KJIMHHYHH MPOYYBaHUA) MPH AeLia ¥ I0HOWM (Ha BB3pacT 6 Ao 17 ronuHH) € CXOAEH ©
HabmoaaBanus MPH Bb3pacTHH. KakTo M NpH BB3pacTHH, c€ HabNoAaBaT MOHMKEH alleTHT, 3aryda
Ha TerJo, MOBHILEHO KPhBHO HAJIATaHe H MOBHIIEH cepyMeH xonecTepon (Bx. Touka 4.4).

B xwimHWUHWTE MpOYyYBaHud ¢ Jcla ce HaOMIOAaBa HeXKeNaHaTa peaKius CymimMaHa uaeanus. Mva
CBIIO BCE NMOBede ChOOINEHHs 32 BPaKAeOHOCT M, 0c00EHO MPH I'OJIIMO ASTIPECHBHO pa3CTPOHCTRO,
32 CAMOHapaHABaHE.

[To-cnewianso MpH Jena ¢ce HAGIIOJABAT CIACTHHTE HEKEIAHH JISKAPCTBEHH peakuuu: 6omka B
obnacTTa Ha KopeMa, Br30yaa, AUCTIETICHS, €KXUMO03a, EITHUCTAKCHC U MHAJITHS.

ChoblliaBaHe Ha NONO3APAHH HEXKEIAHH PEaKLHH
CroblaBaHeTo Ha NOAO3HPAHN HEXKEJIAHH PEakiliy ciiell pa3pemasane 3a ynorpeba na

NeKapCTBeHMs IPOAYKT € BakHO. ToBa Mo3BoNsBa Ja MpoJbkH HabMmoJeHHeTO Ha ChOTHOLIEHUETO
ON33/PUCK 32 JIEKAPCTBEHHUS NPOAYKT. OT MEAMLMHCKUTE CIICLHANIHCTH Cé U3UCKBA J1a ChoDLIaBar
BCAKA TIONO3MpaHa HeXKellaHa peakius uypes M3meiHuTeIHA areHIHs M0 JIEeKapcTeara, yi. ,,Jdamsan
['pyer” Ne 8, 1303 Codms, Ten.: 02 8903417, yebcaiiT: www.bda.bg. |

4.9 IIpeno3npane

IIpu MOCTMaPKETHHTOBHUS OIMT, NPEAO3UpaHe ¢ BeHIadaKkCHH ce ChoOINAaRa rMaBHO B KOMOHHALMA ¢
aJIKOXOMN W/ MK JPYTH IEKAPCTBEHH NPOIYKTH, BKITFOUHUTETHO Cilyyau ¢ jetaneH u3xon. Hak-yecto
cpODIaBanKTe CHOMTHS TIpH NPEIO3UpaHe ¢a; TAXHKAPAUA, TPOMEHEHO HHBO Ha CB3HAHHETO
(BapHpalIo OT COMHONEHTHOCT 10 KOMa), MHJIPHa3a, KOHBYJICHS U noBpbilane. Jlpyru crodimasanm
cp0uTHA ca: enexrpokapauorpadhcki npoMeHu (Hanp, yasmkapade Ha QT untepsana, Oeapen 6110k,
yawpbkaBane Ha QRS koMmmnekca) (Bxk. Touka 5.1), KamMepHa Taxukapaug, Opaaukapaus, XUHNOTOHUS,
B€PTHUI'O H CMBPT.

Te3KKH CUMIITOMH Ha OTpaBAHE MOTAT Jla Bb3HHKHAT MPH Bb3PACTHH Clie/l IPHEM Ha NPHOJIM3HTETHO
3 rpama BeHJIagaKkcHH.

B nyOnukyBaHHTE peTPOCNIEKTHBHH IPOYUYBAHHS Ce ChOOIIABA, Ye NMPeAO3HPAHETO Ha BEHIA(aKkCHH
MOJKE J1a € CBBP3aHO C MOBMILIEH PHCK OT (haTajleH H3XOJ1 B CpaBHEHHe ¢ HabmoaaBaHoTo NpH SSRI
AHTUAETIPECAHTH, HO PUCKET € NO-HHUCEK OT TO3H NPH TPHLUHKIHUHHTE aHTHIIETIPECAHTH.
EnnneMHONOrHYHHATE NIPOYYBAHAS MOKA3BaT, Y€ JEKYBAHHTE ¢ BEH/Ia(QaKCHH NALHEHTH HMAT TIOBEUe
PHUCKOBH (PaKTOPH 3a CYHIIHIH, OTKOMKOTO NaldeHTHTe Ha SSRI. He € scHO 10 kakBa cTENEH

' HAXOJKATa 3a MOBHUICH PUCK OT ¢aTaJicH U3X0A MOXKe Ja 6blie NpuImkacaHa Ha TOKCHYHOCTTA Ha
BeHJ1ahaKkCHH NIPH NPeZIO3UpaHe B CPABHEHHE ¢ HAKOHM XapAKTCPHCTHKH HA MALIEHTHTE, JIEKYBaHN C
BeHJIa(haKCHH.

IpenopruBano JedeHue
TekKOTO OTpaBiHe MOXKE Ja H3MCKBA KOMILIEKCHO CTIEIIHO JieHeHue ¥ Habmoaenue. Cl1eI0BaTeHo,
B CIIy4ai Ha CbMHEHHE 3a fpelo3upaHe, BKIIOUBAINO BeHnahaKcHH, ce npenopbyusa He3abaBHO Ja ce
CBbpPKETe C HALHMOHAJIHUA LEHTHP MO TOKCHKOIOTHA WIH ¢ TOKCHKOJIOT.
| | : {o\e\“wﬂ no j?g%
[Ipenopbusar ce 0OLIH TOAABPKAIH H CAMITTOMATHYHH MEPKH, KaTo TpAOBa fa cf/poomangp Ao
CHPACYHHAT PHTHM H XKH3HEHHTE Mokazarenu. lIpu puck oT acnupanus, He Ce NpEligppyp M S \
NpEeAH3BHKBAHE Ha MOBpblLaHe. CTOMAIIHATA IPOMUBKA MOJKE /12 € TIOKa3aHa, aK q BRE -- H., ,.;’*21’ }

F.

CKOPO CJie]l NOFIbLUAHETO WK NMPH MAIHEHTH CbC CHMITOMH. [IpHnoXeHHeTO Hall e
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auypesa, nHanusara, xemonepdysusita v 06MEHHOTO KpbBoNpeuBaHe fa OsAar ot non3a. He ca
M3BECTHU CCLMPUUHKA aHTUAOTH Ha BeHIIahaKCHH.

5, DAPMAKOJOI'MYHU CBOUCTBA

5.1 PapmMakoIHHAMHYHH CBOHCTBA

®apmaxorepanesriyda rpyna: Jipyru aaruaenpecantd — ATC koa: NO6A X16

Mexanu3bM HA IEHCTBHE

Cuura ce, ye MEXaHU3MBT Ha aHTHACHPECAHTHOTO ASHCTEHE Ha BerdnadakcHH [IPH X0pa € CBhP3aH C
MOTEHLMPaHETO Ha HEBPOTPAHCMHUTEPHA AKTHBHOCT B LICHTPAJIHATA HEPBHA CHCTEMA.

[Ipe K AHHHYHHTE IPOYYBAHHS MMOKA3BAT, Ye BEHJIA(QAKCHH B [JIABHUAT MY MeTaOOIHT
O-pesmerhneeHnagakcud (OJIB) ca HHXMOMTOPH Ha OGPATHOTO 3aXBalllaHe HA CEPOTOHHH H
HopajapeHanus. Bennadakcern cpino uHxuOApa cnabo A0NAMIHOBOTO 3aXxBantaHe. Bennadakcun n
HETOBUAT aKTHBEH MeTabOIUT OHHKABAT [3-aJipeHeprHYHHTE OTTOBOPH KaKTO IPH OCTPO (€IHHHYHA
I1034), TAKA M TIPH XPOHHUHMHO npwiokenne. Bewnadgakcus 1 OJ[B ca MHOrO ¢XOAHH M0 OTHOLLEHHE
Ha TAXHOTO LEIOCTHO ASHCTBHUE BBPXY 00paTHOTO 3aXBalllaHE Ha HEBPOTPAHCMHTEPH H CEBP3BAHETO
KbM PELENTOpPH.

BennagakcHH Ha MPakTHKA HAMA HUKAKBB aMHMTET in Vitro KbM MyCKapHHOBHTE,
xXonuuepruunute, Hl-xucraMiuHeprudHuTe wid ol-agpeHepruyHHTE PELIEITOPH OT MO3bK Ha TUTBX.
DapMaKONOrHMHOTO JICHCTBHE BEPXY TE3H PEHEITOPH MOXKE J1a € CBBP3AHO ¢ PANIMYHH HEXKETaHH
peakiiMy, HabnoAaBaHu NpH APYTH AHTUAETIPECAHTHHN AEKApCTBEHH MPOSYKTH, KaTo
AHTUXOJUHEPrAYHH, CEAATHBHH H CHPACUYHO-CHIOBH HEXKEIAHH PCAKLIMH.

BennatakcHH He MpHTExapa HHXHOUTOPHO JeHCTBHE BBPXY MOHOAMHHOOKcHAa3aTa (MAQ).

In vitro npoyuBaHIsATa NOKA3BAT, Y¢ BenaadaKkCcHn Ha TPAKTHKA ¥ie TIPUTEXaBa HAKaKbs aPUHHTET
KbM ONMATHH U OCH30AHARCITHHORH PELICITOPH.

KnuHnuHa epukacHOCT M 6e30nacHoCT

I'onemMu JenpecHBHH €NH30AH .

E¢ukacHocTTa Ha BeHNadaKkCHH ¢ He3abaBHO 0CBODOXKIaBaHe KaToO JIEUEHUE Ha roJIeMH ACTIPECHBHH
CHU30H € J0KA3aHA TIPH NET PaHAOMH3HPAHH, ABOKHO-CICIIH, INALCcO0 KOHTPOIHpaHHu,
KPaTKOCPOYHH NMPOYUYBAHHA € NPOABKHTENHOCT OT 4 110 6 ceMHIM 32 A03M A0 375 mg/aeH.
EcduxacHocTTa Ha BeHnadakCHH ¢ yABDKEHO OCBOGOKAaBaHE KATO JISYEHHE Ha FOJIEMH AepecHBHH
€TIH30/IH € YCTAHOBEHA NPH JIBe iL1aled0 KOHTPONIHPaHu KPaTKOCPOYHH LIPOYIBAHHS €
NPOXBDKATEAHOCT OT 8 ¥ 12 cenMiilly, KOWTO BKIIOYBAT OOXBAT HA 103MTE OT 75 1o 225 mg/neH.

[Ipu €aHO NO-NPOIBIDKUTENHO NPOYYBAHE BE3PACTHH MMALMEHTH Ha aMOYJIaTOPHO JIEYeHHE, KOUTO Ca
Ce MOBJIHANHU 10 BpeMe Ha €JHO 8-CeAMHYHO OTKPHUTO NpOYyUBaHe Ha BEHIa(aKCUH ¢ yAb/DKEHO
oceoboxkasane (75, 150 wiun 225 mg), ca paHAOMHIHPAHH Ja NPOJBILKAT Ch¢ CBOATA 1032
BeHJ1a(akCHH © YABIDKEHO 0CBOOOXKIaBaHe WITH ¢ Tu1aLe6o 3a MaKCHMYM 26 ceMUIIA HaOMIOACHHE
33 pCLIIHB.

IIpy eaHO BTOPO HO-NIPOABDKHTENHO NPOYyYBaHe €PHKacHOCTTa Ha BeHIag)akCHH 3a PeBCHLIMA Ha
peLIHBHPALIH ACTIPECHBHH SIA30/M 32 12-MeceueH NepHo/ € YCTAHOBEHA B IUTaie0g N0
KOHTPOAHPAHO, ABOHHO-CJIANO KJIMHHYHO H3MUTBAaHe IMPH BE3PACcTHH MAaLHEHTH HA & w Wately 6(;%
NgYCHKE C PEIMANBUPALIN MOJIEMH ACIIPECHBHHM €TH304H, KOUTO €A C& HOBIHAIH ¢
Bernadaxcun (100 10 200 mg/nen, N0 cxeMa ¢ IIPUEM ABA IILTH Ha JIEH) 110 Bpe
EMU30] Ha ACNpeCcHH.
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I'enepanazupano TPeBOXKHO PA3CTPOHCTBRO

EdukacHocTTa Ha BeHIaakCHH Kancyu ¢ Yb/DKeHO ocBODOMXKIaBaHe 3a ICYSHHE Ha
resHepaiusHpano TpesoskHo pascrpoiictso (I'TP) e yeranoreHa B ase 8-ceiMHUHM, mutanebo
KOHTPOANPaHH NPoyYBaHuA ¢ pukcHpanu a03H (75 1o 225 mg/nen), equo 6-MeceyHo, wianebo
KOHTPOIMPaHO npoyusaHe ¢ dukcupanu 1034 (75 o 225 mg/aen) v eaHo 6-MeceuHo, manebo
KOHTPOJIHPAHO [IPOYUBAHE ¢ IpoMaHa Ha Ao3HTe (37,5, 75 n 150 mg/AeH) npH BE3paCcTHH NMALIKCHTH
Ha aMOYJIaTOPHO JICUEHHE.

Bobopekn de MMa Chiio JOKa3aTelIcTBa 3a NIPeIHMCTBOTO Ha Jo3ara ot 37,5 mg/nen npea niaugbo,
TS HE € TONKOBA NOCTOAHHO €(PEKTHBHA, KAKTO MFO-BUCOKUTE J03M.

ConHa/iHO TPEBOXKHO Pa3cTPOHCTBO

EdukacHOCTTa Ha BeHIA(AKCHH KaICYJIH ¢ YIBIKECHO OCBOOMKAABAHE KATO JICYESHHE 3a COLIMAIIHO
TPEBOMCHO Pa3CTPONUCTBO € YCTAHOREHA B YETUPH JBOMHO-CIIENN, C NIapaie/iHi IpyIH, 12-CCIMUIHH,
MHOTOLIEHTPOBH, IU1aie00 KOHTPONHPaHH TTPOYYBaHHA ¢ IPOMSHA Ha /I03aTa B B €THO JIBOMHO-
CJIANIO, C TIAPAIEIIHM IPynH, O-MeceuHo, nnalnebo KOHTPOIHPaHO, POYYBAHE © |
(pHKCHPaHW/NIPOMEHIMBH JIO3H TIPH BB3PAacTHU NMALHEHTH HA aMOynaTopHo neucHHe. [lanpeHTrTe
IpUeMar J03H B rpaHHUMTE Ha 75 10 225 mg/acH.

JIMncBaT 0Ka3aTeNICTBA 33 NO-BHCOKA €(heKTHBHOCT MpH Tpynata ot 150 no 225 mg/nen B
CpaBHEHHUE ¢ [PYIATa, NpHeMaia no 75 mg/JeH npr 6-MeCEUHOTO MPOYYRAHE.

ITaru4Yecko pa3cTPOHCTRO ,
Edukacnoctra Ha BeHNa(QakCHH Kancyd ¢ YIB/DKeHO OcBOOMKIaBaHE KaTo JICYEHME 34 MAHHYECKO
pa3cTpOHCTBO € YCTAaHOBEHA B JIBE JBOMHO-CJIETIH, 12-CeIMHMYHH, MHOTOLICHTPOBH, Iuauedo
KOHTPOJIMPaHH NPOYYBaHUs TIPH Bh3PACTHH NMAIHEHTH HA aMOYIaTOPHO JIEYEHHE ¢ TAHHYECKO
pascTpoiicTBO ¢be WIM 6e3 aropacdobus. Havainara no3a MpH NpoyYBaHHUATA C TAHHYSCKO
pascTpoicTBO € 37,5 mg/neH B npoabkeHne Ha 7 fHH. CHel TOBA NalHEHTUTE NMOMyYaBaT
duxcrpanu no3u oT 75 wnn 150 mg/ned B eAHO mpoyuBaHe H 75 WiIH 225 mg/aeH NpH OpyroTo

MpOYYBaHe,

EdukacHocTTa € yCTaHOBEHA CHIIO B €HO MPOAB/LKHTENHO, JBOHHO-CIIANO, r1auedo
KOHTPONHPAHO, ¢ NapajIeiHA TPYITH [IPOoyYBaHe Ha ABATOCPOYHHTE O€30MacHOCT, €PHKACHOCT K
NpEeBeHLMA HA PEUHANBUTE NIPH BB3PACTHH MALKMCHTH Ha aMOyaToOpHO JIeYEHHE, KOHTO ca Ce
MOBJIMSAIIM OT OTKPUTOTO JieyeHHe. [TanMeHTUTe MpoaB/DKABaT Aa MOJy4Yarat chlliata J03d OT
BeHNa(paKCHH ¢ YABDKEHO 0CBOOOK1aBaHe, KOATO ca TIpUEIH B Kpasd Ha oTKpHTaTa dasa (75, 150
WIH 225 mg).

Cobpaedna e1eKTpoQHIROIOTHA

B cnemmamsupano obcroiiHo npoyusane oTHOCHO QTc-uHTepBana npy 3ApaBH HHAHBHIH, -
BeHJIa(pakCHH He yabsbkaBa QT-UHTepBana B KIIHHUYHO 3HAYMMA CTENEH TPH CYNpaTepaneBTHYHA
no3a ot 450 mg/nen (nanena kato 225 mg gBa TETH AHeBHO). Chobimasar ce obaye
NOCTMapKeTHHI'OBH CITy4aH Ha yabipkaraHe Ha QTc-untepeana/TdP u kamepHa apHTMHS, OCOOCHO
Npy IPSACIHPAHE WIH NMPH NALUEHTH, KOUTO HMaT APYTrH PUCKOBH (PAKTOPH 33 YAL/DKABAHE Ha
QTc/TdP (Bxk. Touku 4.4, 4.8 1 4.9).

5.2 @apMAKOKHHEeTHYHH CBOHCTBA

Bennagaxcus ce MetaGonusupa B roisMa ¢TeneH OCHOBHO A0 aKTUBHHA METaDOHT
O-nesmeruneennadarxcun (OJIB). Cpenuusar + CO miasMeH norykusot Ha BeHnapaxcud v OJIB ¢
CBOTBETHO 542 vaca u 1112 yaca. PaBHOBecHHTe KOHLIEHTpaIMH Ha BeHaadakcHH 1 O/1E

JOCTUraT B pAMKHTE Ha 3 AHM OT NepopajiHa TEPANHs ¢ MHOTOKPATHO NprIckeHHe. Bosiialin
O/IB noka3Bat THHeHHA KMHETHKA Haj, [020B#S 00XxBaT oT 75 mg a0 450 mg/nen.

AOcopOuns |
Ilone 92 % ot BeHnadakcuu ce abcopOMpar cneji eMHUYHA NEpopaiHa A03a OT BEHNY
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He3zabaBHO ocBOOOXMaBaHe. AGcomoTHaTa OuoHaMIHOCT € 40 % 1o 45 % nopaax NpecHCTEMHHUA
MeTabonu3bM. Cnen nprioskeHne Ha BernadakcuH ¢ HezabaBHO 0cBOGOXK1aBaHE MAKCHMAITHUTE
[UTa3MeHM KOHIEHTpalvn Ha Bernadakcun u OJIB nacthuBar 3a croretHo 2 M 3 uaca. Cren
NPHIICKEHUETO Ha BeHNnadiaKCHH KarcyJiH ¢ yIbJDKEHO 0cBOOOXKIaBaHE MaKCHMAITHHTE TUTa3MEHH
KOHIIEHTpaLMH Ha BeHnadakcuH u OJIB ce jocTurar B paMKHMTE Ha ChOTBETHO 3,5 Yaca H 9 vaca.
KoraTo ce npunarar eJHakBH AHERHH 1034 OT BeHadakcuH, 6110 karo TabeTka ¢ He3a0aBHO
ocBOOOKAABaHE WIH KaNCyJia ¢ YIBDKEHO OCBOOMKIaBaHE, KaNcyaTa ¢ yAbDKEHO 0CBOOOKIaBaHe
OCHTYpsABa [0-HUCKA CKOPOCT Ha abcopOuust, HO chllaTa CTENeH Ha abcopOuus B CpaBHEHHE C
TabneTkara ¢ HezabagHo ocBobOKAaBane. XpaHaTa He MOBJIKABa OHOHAIMYHOCTTA HA BeHJIapaKCHH

u OJIB.

Pasnpegenenne _ .

‘Bennadakcun u O/IB B TepaneBTHYHH KOHLIEHTPAIIUH € CBHP3BaT B MHHMMAJIHA CTEIICH ¢
JOBELUKUTE TUIA3MEHH NPOTEeHHH (ChOoTBeTHO 27 % 1 30 %). ObGeMbT Ha pasnpeaciacHHe Ha
BeHIaaKCHH B PABHOBECHO ¢heTosiHMe ¢ 4,4+1,6 L/kg cne HHTpaBeHO3HO NPUIIOKEHHE.

buorpaacpopmanud

Bennagakcvs npeThprsea 3HaUMTETHO MeTabonu3HpaHe B YepHAR Kpob. In vitro v in vivo
NpOyuBaHUATA MOKA3BAT, e BeHaadaKcHH IpeThpnapa 6uoTpancopMalMs 10 HEFOBHS [TaBEH
axTuBeH MeTabomut OJIB ot CYP2D6. In vitro u in vivo IpoOyYBaHHATA I0OKA3BAT, Ye BeHIadaKCHH
ce MeTabonH3Mpa 0 BTOPOCTENEHEH MO-MANKO aKTHBEH MeTabonuT N-mesMeTHIBEHIahaKCHH OT
CYP3AA4. In vitro w in vivo NIpOy4YBaHHATA [MOKA3BAT, Y¢ BeHIapaKCHH € cnab HHXMOUTOp Ha
CYP2Dé6. Bennadarcun ne uaxudupa CYP1A2, CYP2C9 win CYP3A4.

EnaMuHupane

BennatakcHH U HeroBuTe METADOHTH Ce €KCKPETUPAT OCHOBHO ipe3 Op0peumte. [IpuOnusuTenHo
87 % or Ao3aTta Ha BeHNadaKcHH ce OT/IeNA C YPHHATA B paMKUTE Ha 48 yaca KaTo HEMPOMEHCH
BeHnadaxkcHH (5 %), HekoHorupaH O/JIB (29 %), komtorupad OJIB (26 %) wiv npyru
BTOPOCTENICHHN HeakTHRHHU MeTaboitiTH (27 %). Cpeanudar = CO 1wasMeH KIHPEHC B PaBHOBCCHO
chbeTosHAE 3a Bennagdakcud H OJIB e cworBetno 1,34£0,6 L/yac’kg u 0,4+0,2 L/yac/kg.

Cnennansn nonynanun

Bn3pacTt H nos
Br3pacTra 1 NONBT Ha nam{eHmTe He MOBJIHABAT 3HAYMMO (papMaKokHHeTHKATa HA BeHIa(haKCHH H

OJIB.

CYP2D6 excreniuBan/AomA MeTaboau3aTopn

[Ina3sMeHHTe KOHUEHTpaUUH Ha BeHadakcHH ca mo-eucokH npu CYP2D6 nolun MeTabonu3aTopH,
OTKOJIKOTO IIPH eKCTEeH3UBHUTE MeTabonusaTopu. Trii kaTo obmata ekcno3ulins (AUC) Ha
peHnadaxcu u OJIB e cX0aHA NPH JIOLIH ¥ EKCTEH3HBHH METaGONH3aTOPH, HAMA HEOOXOIUMOCT OT
pa3IHYHUA JO30BH CXEMH 34 TE3H JIBE TPYIIH.

YepnoapoOuo yBpexnane

I'lpu manpenTH ¢ Child-Pugh inac A (ieko uepHOaApoOHO }’BPG}K.I[EIHE:) u Child-Pugh xiac B

- (yMepeHo 4epHOApOOHO YBpEXKAaHE) MOYKHBOTHT Ha BeHadgakcuH v O/IB € yAb/DKeH B
CpaBHEHHE C HOpMaJTHH JTHLA. [TepopanH#asIT KIMpHHC KakTO Ha BeHadakcuH, Taka u Ha OJIB e
HaManeH. OTKkpHBa ce TOIAMa CTENEH Ha BapUaOUIIHOCT MeXKIy OTASIHUTe HHAUBHAH. HMa
OrpaHH4eHH JaHHH [PH MALHEHTH ¢ TEXXKO Y€PHOAPOOHO yBpexkAaHe (BxkK. TOYKa 4.2).

bLOpeuno yBpexaane
[Tpy nmanuenTy Ha auanu3a enHMHHam{OHHHﬂT NOJTY>KHBOT Ha BeHJladaKCHH € YAb
180 %, a KIHPBHCBT € MOHMKEH ¢ OKONO 57 % B cpaBHEHHE ¢ HOPMAJTHH J1M1Ia, 1
eMMMHHALMOHHUAT NONyHMBOT Ha OJIB e yabiken ¢ okono 142 %, a KMMpBHCE
oxono 56 %. Heobxomumu ca Kopekignu Ha J03aTa Py NALHMEHTH ¢ TEXKO 650
TIpH NALMEHTH, IIPY KOUTO € Heo0XoMuMa XeMoAHaln3a (BX. Touka 4.2).
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5.3 TIlpeaknHHEAYHH JAaRHH 32 Ge30nacHOCT

[TpoyuBanusTa C BeHNa(haKCHH NIPH MUTBXOBE H MHLIKH He MOKA3BaT JaHHH 33 KAPUMHOTCHHOCT.
Bennagakcun He ¢ MyTareHeH Npu IMHPoOK HA0OP OT in Vilro W in vivo H3CIEIBaHHA.

[IpoyuBanusATa 3a penNpoAyKTHBHA TOKCHYHOCT NPH )XHBOTHH MOKA3BAT NOHMKEHO TEITIO Ha
HOBOPOJEHHUTE TIPH IUTHXOBE, [TOBUILIEHHE Ha YECTOTATA HA MBPTBOPOJICHH H [IOBHIIEHA CMBPTHOCT
CpeR HOBOPOACHHTE Npe3 MBPBUTE 5 IHH OT KbpMeHeTO. IIpyunHaTa 3a Te3H CMBPTHH CJIy4aH He €
n3BecTHA. Tesn egextn HacTenBat nmpH 30 mg/kg/nen, KoeTo e 4 METH NOBEYE OT JHEBHATA 1034 NpH
xopa ot 375 mg Bennadakcud (Ha ocaoba mg/kg). Jlozata Oes edexr 3a Te3u HaxoakH € 1,3 meTH
MO-BHCOKA OT A03aTa 3a Xopa. [ToTeHUMATHUAT PHCK MPH XOPa HE € U3BECTEH.

Habnionapa ce nonmwkes GepTHAXTET NpH ¢IHO NMPOYYBAHE, NPH KOETO KAKTO MBKKH, TaKa H
KEHCKH TUThX0BE ca Ommm excrionupanu Ha OJIB. Tazu excnosuims e 61na npudnu3urenno 1 go
2 TBTH T10-BUCOKA OT A03aTa Ha BeHnagakcHH NpH Xopa oT 375 mg/aeH. 3HaUeHUeTO Ha Ta3H
HAXO/IKa NPH XOpa He € W3BSCTHO.

6. QPAPMAIEBTHYHU JAHHH

6.1 Chnuchbk Ha NIOMOINEATE BeIIeCTRBA

Kancyau 75 mg:
ChAbpKAHKE HA KAMNCYIIaTa:
3axapHu ciepH (ChIbpIKALIM 3aXap03a, LAPeBUYHO HHILECTE)

Etunuenynoza (E462)

XHAPOKCHITPOTHIILIETYJIO3a

Xunpomenosa (E464) -

Tanx (E553b) | ‘;
JubyTuicebakar

OJIEMHOBA KHCEJTHHA - .

CHIHIMEB THOKCH], KOJIOUAeH De3BoaeH

F

Karncynna oOBHBKA:
Kenatuu -

Harpues naypwicyndar
Ouysemumenu:

CeHeer xwiro FCF (E110)
XuHomHHORO XBITO (E104)
Twuranos quokeun (E171)

Kancyian 150 mg:

CpabpXKaHKie Ha Kancynara:

3axapHH cdepH (CHABPKALIY 38Xap034a, LIAPEBHYHO HHLIECTE)
Etunuenynosza (F462) |
XHAPOKCHNPOIIILIENYIO3a

Xumnpomenosa (E464)

Tank (E553b)

Nubytuncebaxar

OneuHoBa KMCeHMHA

CHaaieB THOKCMA, KONOHAeH Oe3BOICH

Kancynna o0BHBKa;
Kenatun
Hartpues naypuncyndgar
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Oyeemumenu: |
CoHeer xwirro FCF (E110)
XuHoMHHOBO *xBT0 (E104)
[Iatent cunro (E131)
TuranoB quokeun (E171)
6.2 HechbBMeCTAMOCTH

- Hempunoxnmo

6.3 Cpok Ha rogHOCT

3 rOaAUHH

6.4 ChoenHa/lHH yCJIOBHS Ha ChXpaHEeHHE

To3u nexapcTBeH NPOAYKT HE H3UCKRBA CMCIIHAIIHM YCNOBHS HA ChXPAHEHUE.
6.5 Bua n'cbnapmanne HA ONAKOBKATA

IIo 20, 28, 30, 50, 98 u 100 TBbpAM KanCyNH ¢ YABIKEHO OcBO0OXKAaBaHe B OIUCTEPH OT
PVC/anymMunneso ¢donno

[To 50 u 100 rBepaM Kancynu ¢ yapkeHO ocBoboxaaBaHe B HDPE omakoBka 3a KancyJiy ¢
HDPE xanauxka Ha BUHT ¥ TIaKeTHE CHC CHIIHKATEN (CYLIHTEN).

[To 50 1 100 TBBpaM kancynH ¢ yas/DkeHo ocBoboxknasane B8 HDPE onakoBka 3a KancyJsH ¢
PP xana9yka Ha BMHT ¢ BIPaj€H CyLIMTEN (CHIIMKAres).

He BcHukM BHIOBE OMaKOBKH MOraT Jia OBIAT MyCHATH HA masapa.

6.6 Cneunannm mepks npm ynoTpeda

Hama cnernmaiHy H3UCKBaHMA.

7. HOPHUTEXKATEJ HA PASPEIHIEHHUETO 3A VIIOTPEGA

Teva B.V.
Swensweg 3, 2031 GA Haarlem
Hugepnanaus

8. HOMEP(A) HA PASPEINIEHHETO 3A YIIOTPEBA
| JlapokcuH SR 75 mg — per. Ne 20080258
Jlapoxcud SR 150 mg — per. Ne 20080259

9. JATA HA ITBPBO PA3PENIABAHE/MMOAHOBABAHE HA PASPEHIEHHUETO
YIIOTPEBA

Hata na nepBo paspemasane: 43.12.2008 r.
Hara na nocneano nogHosseage: 19.01.2015 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

31.03.2023

20 '
SE/H/1730/002-003/1A/039 s : 20230322



