KPATKA XAPAKTEPUCTHUKA HA ﬂﬂfﬁ!\?ﬁ{fi 0404 / 07/.2

Zray 8 -1/ 17-03- 10
1. UME HA JIEKAPCTBEHHUSA MPOAYKT

Jlapokeun XR 37,5 mg TBBLpAK KancyJiH ¢ yIBIKEHO 0cBoGOXKIaBaHe
Laroxin XR 37.5 mg hard prolonged-release capsules

Jlapokcun XR 75 mg TBbpAH KancyH ¢ yABIKEHO 0cBOGOMXKIaBaHe
Laroxin XR 75 mg hard prolonged-release capsules

Jlapokcun XR 150 mg TBBpIH KaNCYIIH ¢ YABIKEHO 0CBOGOKIaBAHE
Laroxin XR 150 mg hard prolonged-release capsules

2. KAYECTBEH H KOJIMMECTBEH CbCTAB

Laroxin XR 37,5 mg _
Besika TBbpAia Kancyna ¢ yab/nkeHo 0cBOOOMKIaBaHe ChIbPKa BeHIaQaKCHHOB XHIPOXJIOPHI,

€KBHBaJIEHTEH Ha 37,5 mg Bennadakcuu (venlafaxine).

Laroxin XR 75 mg
Besika TBBp/a Kancyna ¢ yas/mKkeHo 0cBOGONKIABAHE ChABPKA BeHIa()aKCHHOB XHAPOXIOPHII,
€KBHBaJICHTEH Ha 75 mg Bennagakcun (venlafaxine).

Laroxin XR 150 mg
Beska TBbpaa Kancyna ¢ yabmkeHo ocBoGok/1aBaHe ChIbpika BeHadakCHHOB XHAPOXIOPH],
exBHBasieHTeH Ha 150 mg BeHnadakcuH (venlafaxine).

HOMO@HH BEILECTBA ¢ M3BECTHO JCHCTBUE:

Laroxin XR 37,5 mg
Besika TBBpaa Kancyia ¢ yasmkeHo ocBoborkaaBaHe chabpxa 34,9 mg 3axaposa.

Laroxin XR 75 mg
Beska TBbpaa kancyna ¢ yabmkeHo ocBoOkiaBaHe chabpka 69,9 mg 3axaposa.

‘Laroxin XR 150 mg
Beska tBbpaa kancyna ¢ yabmkeHo ocBoboxaaBaHe chabpka 139,7 mg 3axaposa.

3a bJIHKMA CMIMCBK HA TIOMOLLHUTE BELECTRA BIOKTE TouKa 6. 1.

3. JIEKAPCTBEHA ®OPMA
Tebpna kancyna ¢ yabmkeHo ocBoboxk1aBaHe
Jlapokcun XR 37,5 mg

Kancynu oT TBBpA 3KeNaTHH, ¢ HENPO3Pa4HO CHBO Karnaye W HENpPO3pa4yHo PO30BO THANIO, HAITBIHEHH
¢ Genn o Gexorr Mukporpayd. Kancynute ca oTneuatans ¢ yepHo mactuio ¢ “VNL”Bbpxy

Jlapokcun XR 75 mg
Kancynu ot TBBpA skeaTHH, ¢ HENPO3PavyHO PO30BO Kamaye U HENpo3payHo po3gh

20 mm x 7 mm.
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Japoxcnd XR 150 mg

Kancynu oT TBbpA skenaT, ¢ Hempo3pauHo KadsBo Kamaye U HENMpo3payuHo KadaBo TA10,
HanwHeHH ¢ 6emv 10 HexoBr MHKporpaHynu. Kancynure ca oTneuatanu ¢ yepHO MacTHIO ©
“VNL” eppxy kanaueto M uuenoro ,,150% pepxy Tasm0t0. Kancynara e ¢ npubiussTenHy pasmepu
24 mm x 8 mm.

4. KJIHHHYHH JAHHU
41 TepanesTHHH NOKA3AHHA
JleueHne Ha ToNeMH JeNPecHBHH eNH30aH

3a NPEBEHLINA Ha PELHIHB HA MONEMH AECIPECHBHH €NMH301M

JleuenHe Ha reHepanu3NPaHoO TPEROKHO Pa3CTPOHCTBO.
JleyenHe Ha COLHANIHO TPEBOKHO Pa3CTPOHCTBRO.
JleyenHe Ha nAHHYECKO Pa3CTPOKCTBO, Cbe HIH 6e3 aropadofus.

4.2 Io3HpOBKA A HATHH HA NPHIGKEHRE

O3HPOBKA

TonemMy NenpecHBHA EMH30IH

Ilpenopburanara HavaiHa 103a 32 BeHnadakcun ¢ yxremkeHo ocBoGoxasate e 75 mg, npunarana
BEAHBXK JHEBHO. [1alIHEHTHTE, KOMTO HE OTIFOBAPAT HA HAYANTHATA 032 OT 75 mg/AeH, Morar aa ce
MOBNHAAT O1arONPHATHO OT 034, NOBHILEHA 10 MakCuMyM 375 mg/nen. TlosuiapaHeTo Ha 103aTa
MO3Ke 12 ¢€ H3BBPIUBA HA UHTEPBANM OT 2 CEAMMLM HITH noBeye. [IpH Knuuu4Ha HeobxoaumMocT
TIOPaJH BNOLIABAHE HA TEKECTTA HA CHMITTOMHTE TIOBHIIABAHETO HA J103aTa MOXKE JIa C¢ HABBPLIBA
Ha N0-4Y€CTH MHTEPBAJTH, HO HE MO-KPATKH OT 4 aHH.

[lopagy puck oT K03034BHCHMH HEKE/TAHH JIEKaPCTBEHH PeakLiu NOBUIIABAHETO Ha N03aTa TpabBa
Aa ce HIBLPLUBA EAHHCTBEHO CMel KIMHHYHA OLeHKa (Bk. Touka 4.4). TpaGra fa ce noaabspxa Haii-
HHCKaTa e)eKTHRHA 034,

TNauuenTuTe TpAOBa Ja ce JeKyBaT 3a AOCTATbYEH NEPHOA OT BpeMe, OOHKHOBEHO HAKONKO MEcelia
1M noeeve. JleueHneTo TpsOBa Na ce NpeoLeHABa PEXOBHO 3@ BCEKH OTAENEH CIyuaid.
[IpoabnaHTENHOTO NeteHHE MOKE ChILLO A € MOAXOAALIO 33 NIPEBEHLIMA HA PELHIHB HA FOJIEMH
aenpecksHA enu3omH (I'IE). B noseuero cny4an npenopryusTeHaTa 1034 3a NPEBEHUMA Ha
petauea Ha [ JIE e chlnata, KaTo H3NON3BAHATE 110 BPEME Ha HACTOAIIHA €MH30A.

AHTHJZ{EHPGCHBHHT@ JIEKAPCTBEHH NPOaYKTH Tpsrﬁna Aa C€ NPOABILGKAT 3a NOHE 1IeCT MeCeUa Clieq
PEMHCHATA.

IeHepanu3aHpaHo TPeBOXKHO Pa3CTPOHCTBO

ITpenoprunTENHaTa HAYATHA /1034 32 BEHJIA(QaAKCHH € yb/DKEHO 0CBOGOKIABAHE €
npunaraxa BEJWBK JHeBHO. [TaleHTiTe, KONTO He OTrOBapAT HAa HAYAIHATA JO
MOTaT Ja C& TIORTIAAT GaronpHATHO OT MOBHIIABAHE Ha [103aTa A0 MAKCHMYM
[MoBHwagaHeTo Ha A03aTa MOXKE 1a Ce M3BBPILBA LIPe3 HHTEPBAIK OT 2 HJIH N0

Tlopaau pucka OT J0303aBHCHMHE HEXENAHH PEaKiHH, TIOBAIIABAHETO HA 03T
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H3BBPILIBA CAMO C/1€A KIIHHHMYHA OLeHKa (BXK. To4ka 4.4), Tpabsa na ce nogaspxka Hali-HucKaTa
edexTHBHA [03a.

[TanmenTrre Tpabea na GBAAT HeKyBaHy 33 JOCTATHYEH MEPHON OT BpeMe, OOHKHOBEHO HAKOJIKO
meceua Wik noeeve. JledeHnero TpAbBa Na ce MpeoueHsBa PeIOBHO 3a BCEKH OTEIEH Cltyuali.

CoUHAINHO TPEROIKHO PAICTPOHCTRO

IpenopwunTenaTa HauasiHa 03a 3a BEHWIAakeHH ¢ yAb/DKeHo ocBoOOKAaBane € 75 mg, mpHiarad
BEJHBK THEBHO, HAMa ZoKa3aTeNCTRA, Ye NO-BHCOKKTE AO3H MOTAT a 0BEIAT N0 JONBIHHTENHA
nonza.

Brnpeku ToBa Npy OTIENHH NALKEHTH, KOHTO He OTTOBAPAT Ha HayanHuTe 75 mg/aeH, 103aTa MOKe
Ja ce TIOBHILH A0 MakcHMyM 225 mg/neH. [ToBHiIaBaHeTo Ha 1034Ta MOXKE 18 CE M3RBPLIBA HA
HHTEPBAH OT 2 CEAMHLIA WiH nobeue.Jlopany puck ot 10303aBUCHMH HEXKENAHH JIEKAPCTBEHH
peaKLidH NOBHILABAHETO HA A03aTa TpAORA Aa c€ W3BBPILEA CAMO ClTe/l KIIHHHYHA OLleHKa (B,
Touka 4.4). Tpabea na ce noaaepxa Hali-HHCKaTa epEeKTHBHA J03a.

IMaumenTuTe TpaGea Aa ce NEKYBAT 33 OCTATHYEH NEPHOA OT BpeMe, OGUKHOBEHO 34 HAKOJKO
mecena unu noeeye. Jleuenneto Tpadra 1a ce NpeolieHABa PEIOBHO 3a BCEKH OTAENEH CIIyyail.

IMTaHpyecko pa3cTpoHCTBO

Ilpenopbusa ce no3ata oT 37,5 mg/neH BernadakcuH ¢ yIBMKEHO 0CBODOKIABAHE A3 CE€ H3NOI3BA B
OPOIL/BKEHHE HA 7 AHK, CNEX KOETO A03aTa TpabBa fia ce noeuiln Ao 75 mg/nex. [lauueHTHre,
KOHTO HE OTrOBapAT Ha A03ara oT 75 mg/neH, MOrar Ja ce MOBNHMAAT GArompHATHO OT MOBHINABAHE
Ha 103aTa 0 MakcUMyM 225 mg/nen. [ToruinaBaneTo Ha no3aTa MOXE 13 C€ H3BBPIIRA HA
MHTEPBA/IH OT 2 CeAMHLM MM NOBeYe.

[lopanu puek OT 0303aBHCHMH HEMKENAHHM NEKAPCTBEHH PeakLMH MOBHIIABAHETO HA No3aTa TpabBa
A\ C& M3BLPILBA CaMO CJIe] KIHHHYHA NpeLeHka (BxK. Touka 4.4), Tpabea fa ce noanbp:ka Haii-

HUCKaTa e(eKTHBHA 1038,

[MaunentuTe TpabBa Aa ce NIeKyBaT 3a IOCTATBYEH NIEPHON OT BpeMe, 0OMKHOBEHO 3a HAKOJIKO
Mecelia unn noseue. Jleuenneto TpsadBa Na ce NPeoLieHABa peOBHO 3 BCEKH OT/ENEH ClTydai.

CHMIITOMH HA OTHEMAaHE, HAOMIOIABAHN NPH OpekpaTaABaHe Ha Bexnadakcuy

BuesannoTo npekpataeane Ha ieucHueTo Tpabsa na ce mibarea. Korato ce npeycratobasa
JeueHHeTO ¢ BernadakcHH, 103aTa TpA6Ba 1a ce HOHMKABA NIOCTENEHHO 3d MEPHOJ OT MOHE EHA 110
IBE CEIIMHLIM, 3a 1a ¢ peAyLIHpa PHCKLT OT PeakUHH Ha oTHemane (Bx. Touxe 4.4 1 4.8), Bee nak
BPEMETO, HEOOXOAMMO 3a NMIOHHKAaBaHe Ha 103aTa, MOXKe A 3aBHCH OT J03aTa, MPOAbIKUTETHOCTTA
Ha TEPaNMATa H NalUHEeHTa UHAMBHAYANHO. [IpH HAKON NAalHEHTH MOJKE J1a Ce HATIOXKH
NPeKpaTIBaHeTO Ha JIeHeHHUETO 1 ¢ M3BbPLIH MHOTO NOCTENEHHO B MPONB/DKEHHE HA MECELH HITH
3a O-ABIBI MEPHOA OT BpeMe. AKO clle/l IOHIKABAaHE HAa A034Ta WK NPH NMPEKpaTIBaHe Ha
Nle4eHUETO BL3HMKHAT CHMIITOMH Ha HEMOHOCHMOCT TpAGRa 1a ce BL300HOBH TpeAnucaHara npeam
TOBA 1033, CJIE KOETO JICKapAT MOXe Ja IPOAB/DKH 12 NIOHIDKABA 103aTa, HO NMO-TIOCTETNEHHO.

Creuaniy nomy1anuy

[MaumueHTH B ¢cTapUYecka BBIpacT

He ca Heo0x0aMMH CrIeLMATHH KOPEKIIHH HA 103aTa Ha BeHnadakcHH Bb3 OCHOBA Cé
Ha MaluHenTa. BLpeky ToBa ce H3HCKBA MOBHLIEHO BHUMaHHE TIPH JIEYEHHETO Ha N
cTapuecka BhL3pacT (Hanp. Mopaan Bb3MOXKHO GBOPEUHO YBpeXKIaHe, BhIMOKHHTE O
YYyBCTBHTENHOCTTA H a(QHHUTETA KBM HEBPOTPAHCMHTEPH, HACTBIBALIHA ChC CTapecH
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TpaGBa /1a ce H3MON3BA HAi-HUCKATA eeKTHBHA 1033 H NALHEHTHTe TPaGEa Ja ce npocneassar
BHMMAaTeJIHO, KOraTo ¢& Hanara MOBHILIaBaHe Ha 034Ta.

TlauneHTH ¢ YepHONPOOHO yBpEXKAAHE

IIpu naupenTHTE € NEKO 0 YMEpeHO HepHOAPOGHO YBpeXaaHe 1o NpaBuno A03aTa TpaGea 1a ce
noHkH ¢ 30 %. Bblipeks ToBA, NopaaH HHTEPHHIMBUIYAIHATA BAPHAOKIHOCT Ha KIIHPLHCA €
BB3MOKHO HHIMBUAYANWIHPAHE HA JO3HPOBKATA.

IIpn naumenTy ¢ TexkKO YepHOAPOGHO YBpexAaHe NaHHUTE ca orpanudeHu. [Ipenoprusa ce
MOBHIIEHO BHHMaHHE H NOHKKaraHe Ha Ao3ata ¢ Hal 50 %. Tpabea xa ce npeuenn NoTeHUHANHATA

nois3a CripAMO pHCKa OT ICHSHHETO HA NALIHCHTH € TEXKKO '-lepﬂo,upoﬁﬂo yBpCKaaHe.

[MaumenTn ¢ 6x6peyHO YBpeXxaaHe

3a MaUMEHTH Che CKOPOCT Ha rnoMepynHa durparg (CI'®) mexay 30-70 ml/min ce npenopbusa
TIOBHLIEHO BHUMAHWE, BLITPEKH U€ HE € HEOOXO0IMMa NPOMAHA B I03HPOBKATA. 3a MaLMeHTH, TIpH
KOMTO C€ Hanara XeMOJHaJIi3a, H NPH NALHEeHTHTE C Texko GbOpPeUHo yBpexIaHe

(CI'® < 30 ml/min), nozata Tpsba a ce noHwku ¢ 50 %. Topaar HHTEpHHAMBHYATHATA
BapuaGMITHOCT B KITHPBHCA MPH TE3H NMALMEHTH € Bh3MOXHO HHIHBUIYATH3HPAHE HA HO3UPOBKATA.

IeauaTpHyHa NOMyAalUKHA

BennadakchH He ce npenopbHea 3a yrnotpeba npy 1e1a B IOHOWIH.

KOHTponupaHy KIMHH4HA NpOyYBaHHS IPH AELIA H FOHOLLM ¢ rOJIAMO AETPECHBHO PasCTPOHCTEO He
MOKA3BaT eHUKACHOCT ¥ HE IOAKPENAT yNoTpebaTa Ha BeHnadakcHH NPH Te3H NAaLHEHTH (BK.
Touku 4.4 u 4.8).

Eduracroctra u 6e30nacHoCTTa Ha BeHNadaKkCHH 3a JIPYrH MOKA3aHHA MPH [IELa M IOHOWH Ha
BL3pacT 1104 18 ronHHH He ca YCTaHOBeHH.

HauwH Ha npuiokeHHe

3a NepopaJIHO NPUICKEHHE.

IIpenopbupa ce kancynure BeHNa(akcHH ¢ YIB/DKEHO 0CBOGOMKIABAHE A CE MPHEMAT ¢ XPaHa,
NpHOHINUTENHO N0 €THO M CBILO BpeMe BeekH feH. Kancynure Tpsaea aa ce MOMTBIMAT LenH ¢
TEUHOCT M He TpAOBA Aa Ce OTBApAT, Pa3MAdKBaT, XHBYAT KM Pa3TEAPAT,

aunenTure, texysanu ¢ BenAadakcu TabneTku ¢ HezabaBHO ocBOGOKAABAHE, MOTAT A4 NPEMUHAT
Ha NIeYeHHE C BEHTa(QaKCHH KancyJiH ¢ YABDKEHO 0cBo00KIaBaHE, KATO ¢ HAMON3Ba Haii-Gru3Kara
€KBHMBAJICHTHA HeBHa f03a. Hanpumep sennadakcuy TabneTkH ¢ HesabasHo ocBoboxnasane

37,5 mg nBa MHTH AHEBHO MOTAT /i C€ 3AMEHAT C BeHIAQaKCHH KalICYJIH C YALIKEHO
oceoboxzaBare 75 mg BEANBK HEBHO. B13MONKHO € Ja ce HANOXKAT HHIHBHAYAIIHH KOPEKLWH B
AO3HPOBKATA.

BennadakcuH KancynH ¢ yabikeHo ocBoGokIaBane ChbALPHa MHKPOCHEPH, KOHTO 0¢BOGOKAABAT
GaBHO aKTHBHATA CHCTABKA B XPAaHOCMHIATENHNA Tpakt. Hepasteopumara 4act oT Tesu Mukpocdepu
ce SJIMMHHHPA M MOJXXE Aa CE OTKpHE BEB (eLeca.

4.3 IIporusonokaszaHAsd

CBpBXYYBCTBMTEIHOCT KBM aKTHBHOTO BELIECTBO HAH KbM HAKOE OT NOMOLIH
u30poenn B Touka 6.1.
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ChIbTCTBALLO JIeueHHe ¢ HeoDpaTUMK MHXHOHTOPH HA MOHOaMHHOOKcHAa3aTa (MAOH) e
MPOTHBOMOKA3aHO, MOPAAH PHCKA OT M0ABA HA CEPOTOHHHOB CHHIPOM ChC CUMITTOMH KaTo B30y aa,
TpeMop H XuneprepMua. Jleuenue ¢ sennadakcun ve TpabBa Ia ce 3anousa noxe 14 quu cnen
MpeyCTAHOBABAHE Ha JIcUeHHeTO ¢ Heobpatum MAOH.

Vnorpebara Ha ennadakcuy TpabBa 1a ce NMpekpaTH NOHe 7 JHH MpeAH HAYAIOTO HA TEPATHA C
HeoOpatum MAOM (Bxk. Toukn 4.4 1 4.5).

4.4 CnennaiHn npefynpexaeHUs ¥ NpeAna3sin MepKH IpH ynorpeba
Ipenozupane

[Naunenture Tpsdea fa OHOAT CbBETBAHH Jla HE YNIOTpeOABAT ankoxos, NpeABHI HErOBOTO
pbaneiicTere BpXy LIHC H BepoATHOCTTa OT KIMHHYHO BNOLIABAHE HA ICHXHYHOTO CHCTOAHHE
K3aKTO H BEPOATHOCTTA 3a HEsKeNaHH B3aUMOJISHCTBHA ¢ BeHTadakcHH, BKIOYKTENHO edexTH Ha
notrckane Ha [IHC (Touka 4.5). Crobinasa ce 3a npenosupane ¢ BeHnagakcHH npesiumMHo B
KOMOHHALINA C aJKOXO0J WHIH APYTH IEKAPCTBEHH NPOAYKTH, BIUTIOUUTENHO CITy4ad C NETANeH
H3xoq (Touka 4.9).

B peuentHTe BeHNadakCHH TPAOBa ce U3NHCBA B HAH-MANKOTO KOMHYECTBO, KOETO € CIIOCTABHMO ¢
NPaBUNHOTO JIeHSHUE Ha NALMENTA, 3a Ia Ce HAMAIH PHCKET OT Npeac3upane (BikTe 4.9).

CyULHAHH OOUTH/CYUIH/IHH MUCIIH MIIH BAOLUIABAHE HA KIHHHYHOTO ChCTOSHHE

HCHPCCHHTB € CBBp3dHa € NOBHIICH PHCK 3a CYHLUAAHH MHCITH, CaMOHaApaHABaHC H CYHLIHAHH OIMHTH
(cyHuuaHn cbOMTHA), TO3M PHCK EPCHCTHPA IO HACTBIIBAHETO HA 3HAYMMa peMHcHA. Thil kaTo
noao0PEHHETO MOXE A HE HACTBITH TIPE3 TbPBHTE HAKONIKO KIIH OBEYE CeAMHULIA OT JIeYeHHETO,
NalHEHTHTE TPAOBA Aa ce NpocliesBaT BHAMATENHO 10 HACTLIBAHETO HA TAKOBA NOAoOpeHHe.
OOu4aiiHHAT KIHHHYEH ONHUT MOKa3Ba, e PHCKBT OT caMOyOUICTBO MOJKeE A2 Ce OBUILM B PAHHHTE
€TanH OT BB3CTAHOBABAHETO.

Jlpyra ICHXHYHH CBCTOSHHA, 32 KOKTO Ce MpeANHcBa BeHNadakcHH, MOTAT ChIIO A3 ¢a CEBP3IaHH ¢
IOBUILEH PHCK OT CYMUMAHN cBOMTHA. OCBEH TOBA TE3M CBCTOSHHMA MOTaT 1a ca KOMOPOHIHM Ha
ronsaMoTO AENPECHBHO pa3cTpoicTRO. Cilel0BATENHO, CLUIMTE NPEANAsHH MEPKH, KOHTO e
cBOMIOAABAT NPH NEUSHUETO HA MALMEHTH C TONAMO AENIPECHBHO pa3CTpoMcTRO, TpAORA fa ce
cbOI01aBaT W KOTATO CE NEKYBAT MALMEHTH ¢ APYTH NICHXHYHH Pa3cTPOHCTBA.

H3BecTHO €, Ye NMPH NALIHEHTHTE ¢ AaHAMHE3a 33 CYMIMAHH ChOHUTHA HIIH TIPH KOHTO ce Habaroaasa
3HAYMTENHA CTEMEH HA CYHLIHAHA HACALHA NIPEH 3aNo4BaHe HA ICYCHHETO PHCKBT 3a CYHLIATHH
MHCTH HITH CYRIIHAHH OIIHTH € TIO-BHCOK M TpAOBa 1a 6baaT npocneaaBaHH BHAMATENHO MO BpeMe
Ha JeucHHeTo. MeTaaHann3 Ha wialefo KOHTPONUPAHUTE KINHHHUHKE NPOYUBAHMA HA
AHTHZAEIPECAHTH MPH BH3PACTHH MALHMEHTH ¢ NICHXHYHH pa3cTpoiicTBa NOKA3BA MNOBUIUEH PHCK OT
CYHMLIMJIHO [TOBEleHUE MPH JICHeHHe C aHTUASTIPECAHTH B CpaBHeHMe ¢ 1aueho npH NauMeHTH Ha
BBIpAcT 04 25 roauHH.

JlexapcTBeHaTa Tepanus TpAGBa Aa c¢ ChIBTCTBA OT BHHMATEHO Npoc/eAsBaHe Ha NaLMeHTHTE H
0c00EHO Ha TE3H ¢ BHCOK PHCK CNEUMAITHO B PAHHUTE €TAIH HA JIEYEHHETO H Clell TIpOMsHa Ha
no3ata. [lauuenTtHTe (M TeXHHTe GonHornesa4n) Tpadea na Ovaat npeaynpeaeHH, de e HeoOXoaUMO
Ja npocneaspaT 3a BCAKO KIHHHYHO BNOLIABAHE, CYHLIMAHO NIOBEACHHUE WIH MHCIH H HeoOHu4akiiHKn
NPOMEHH B NOBEIICHHETO, H He3a0aBHO J1a MOTHPCAT MEAHUHHCKH CHBET, aKO €A HATHYHH Te3H
CHMITTOMH. :

CepoTOHHHOB CHHAPOM

KaKkTo W npy IpyTH CEPOTOHHHEPTHYHH CPEACTBA, TAKa K MPH JICYEHHE ¢ BEHIA
Haﬁﬂ}Oﬂ,ﬂBa CEPOTOHHHOE CHHIPOM, KOHTO € MOTCHUOHAMHO JKHBOTO3ACTpaLIaB
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ocofeHo Mpy ChIBTCTRALIA ynoTpeda Ha Jpyry BeLIECTBA, KOHTO 3aCATAT CEPOTOHHHEPIHYHATA
HEBPOTPAHCMHTEPHA CHCTEMA (BiUTFouHTe/NHO TpHITasy, SSRIs, SNRIs, TpHuukinyHm
AHTHIENPECaHTH, aM(peTaMHHW,, TUTHH, CHOYTpaMHH, JKBIT KaHTapuoH {(Hypericum perforatum),
ondouau (Hanp. 6ynpenopdHH, PeHTAHIT H HErOBUTE AHANO3M, TPaMaao, AEKCTpOMeTOpdaH,
TAlEHTAZOl, ETHAHH, META/I0H W NEHTA30LHH), TEKAPCTBEHH MPOAYKTH, KOHTO 3aCAraT
merabonusma Ha cepotToHnH { MAQ-HEXHOHTOPH, KaTO METHIEHOBO CHHBO), IPEKYPCOPH Ha
CEPOTOHHMHA (KaTO TPUNTOHaHOBH J0OABKH) HIH AHTUNICUXOTHUM WITH ZPYTH JOTIAMHHOBH
AHTArOHUCTH {BX. TOYKH 4.3 1 4.5).

CHMITOMHTE Ha CEPOTOHMHOBUA CHHAPOM MOTAT 1a BKJIIOYBAT NPOMEHH B NICHXHYHHA CTATYC
(nanp. BL30yAa, XAMOUHHALIMH, KOMa), HECTAOIIHOCT HA BEreTaTUBHATA HEPBHA cucTeMa (Hamp.
TaxHWKapaHA, HeCTaOHIHO KPBBHO HajlAraHe, XHMEepTepMUA), HEBPOMYCKYJIHH HapylieHns (Hanp.
xuneppedrekcua, HEKOOPAHHHPAHOCT) H/HIH CTOMALIHO-YPEEHH CHMITTOMH (HAOp. raaeHe,
noBpbLIaHe, fHapui). CepoTOHHHOBUAT CHHIPOM B HAal-TE€XKKATA CH dopMa MoKe Ja Hanoaobasa
HEBPOENTHYEH MATHrHeH cHHapom (HMC), oifTo BiIFOUBA XHIIEPTEPMHA, MYCKY/IHA PUIMOHOCT,
BETETATHBHA HECTAOMITHOCT C BB3MOXKHH ObP3u KonebaHHa Ha AKHIHEHUTE NIOKA3ATENIM M [IPOMEHH B
MCHXHYHHA CTATYC.

IIpH KAHHHYHO ONPaBAAHO €AHOBPEMEHHO eueHue ¢ BeHnadakcHH H APYrd CPeAcTRa, KOWTO MOTAT
Ja OKaXaT BJHAHHE BbPXY CePOTOHUHEPrH4HHTE W/MNHA JOMAMHHEPIHUHHTE HEBPOTPAHCMHTEPHH
CHCTEMM Ce MPENopbYEa BHUMATENHO HaONnioneHHe Ha MaUMEHTa, 0CO0EHO B HAYANIOTO Ha JIEUEHUETO
M [IPM NOBHIIABAHE HA [03ATA.

EnnospemenHaTa ynotpeba Ha BEHNa(aKCHH ChC CEPOTOHHHOBH NMpeKypeopH (kato 1obaeku ¢
TpUnTOdaH) HE ce MPENopPBYBA.

TecHOBIJIHA LIAYKOMA

Bob3moaxHo e na ce Habmronasa MApHasa, ckbplasa ¢ ynorpedara Ha BeHnadakcud. [lpenoprusa ce
TMaUHEHTHTE ¢ MOBHLIEHO BHTPECYHO HANATAHE WK NALMEHTHTE C PUCK OT 0CTpa TECHORIBIIHA
rinaykoma (3aKpHTOLIBIHA FIAYKOMA) 1a Ce NPOCIEaARraT BHEMATETHO.

ApTEpHATHO HATATAHE

[Mpu ynoTpeba Ha BeHnadakcuH HecTo ce chobliaBa 3a 10303aBHCHMO TIOBHLIaBaHe Ha
apTepHanHOTO HalsraHe. B HAKOH cly4aH NIPH MOCTMAPKETHHTOBHA ONMT ce choOL1IaBa 3a MHOMO
CHJTHO NOBHIIEHO KPHBHO HaTATaHe, H3UCKBALIO He3abaBHO leyeHHe. Beuukn naunentn pabea aa
ObaaT BHEMATEIHO CKPHHHPAHH 32 BUCOKO apTepHAIHO HANArAHE H ChLUECTBYBALIATA XHIIEPTOHHS
TpsGBa Jla ce OBNaaee NPeH HAYANO0TO Ha NedeHueto. KpLBHOTO Hanarane Tpsfaa na ce npocnenssa
NepPHOIWYHO CNiEl HAYaN0TO Ha JISYeHHETO | CJIe] MOBHLIaBaHe Ha Ao3nte. Tpalea aa ce noaxoxaa
C MOBHLIEHO BHAMAHHUE NPH MALKEHTHTE, YHETO OCHOBHO 3a60/1sBaHE MOXE /1a C& KOMIIPOMETHPA OT
MOBHIIEHOTO KPBBHO HAaNAraHe, HaNp. OHe3H ¢ HAPYLUEHA ChpaeyHa QyHKLHs.

ChpneyHa uecToTa

BuamoxkHo e na ce HabA101aBa NOBHILEHA CHPASYHA YECTOTa, OCODEHO NPH NMPHNaraHe Ha Mo-BHCOKH
Ao3n. Tpabea na ce NoaxokAa ¢ MOBHIIEHO BHAMAHME NPH NALMEHTH, YHHTO OCHOBHH 3abonABaHHA
MoraT [ia € KOMIIPOMETHpaT OT MOBHILEHATA ChP/Ie4Ha 4eCTOTa. -

Copaeuno 3aboaaBaHe W PHCK OT ApHTMHA

BennagakcHH He e OlleHABaH NIPH MALUMEHTH C AaHAMHE3a 38 CKOPOLIEH MUOKapaeH
HecTabHIHO chpaeuno 3abosnaBane, nopaayu Koeto Toit TpaGBa na ce H3nonzea ¢
BHHMaHHe [P Te3H MalMEHTH.

OT NOCTMapKETHHTORHA ONMUT ce ChoO1IARA 3a clyyaH Ha yobnkeH QT HHTepRa
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(TdP), kamepHa TaxnkapauA H PATAIHM ChPAEYHN APHTMHH, CBBP3AHH C WNON3BAHETO HA
BEH/1aaKcHH, 0COOEHO NPH Mpe03UPaHE KITH MPH MALHEHTH ¢ JPYTH PHCKOBH (akTopy 3a
yabibkaBake Ha QT unrepsana/TdP. Ilpenn na ce npeaniie BeHnadakcHH Ha MAUHEHTH ¢ BUCOK
PHCK OT CEpHO3Ha CbpACYHA APHTMHEA HIH YAbkasane Ha QT unTeprana Tpabea aa ce npeueHu
CBOTHOLIEHHETO MONI3a/pHCK {BK. Touka 5.1).

I'spuose

Ipu Tepanus ¢ BeHadakcHH MOraT ia HacTbnaT repuose. Bennadakcun, TpiGea aa ce npunara ¢
NOBHIICHO BHHMAHHE TIPH NALMEHTH ¢ aHAMHE3Aa 33 TbPUOBE H 3aCETHATHTE NauMeHTy TpAGea aa ce
NpoCNeAABaT BHHMAaTeNHO. Jlevenuneto Tpabra Ja ¢e CNpe MPH BCEKM MAUMEHT, KOHTO NOUTyuH
r'bpYOBE.

XunouarpreMHs

I1pn neyenne ¢ BeHnadakcHH MOTAT [a HACTRIAT CJIYYaH Ha XHIIOHATPEMHS WM CHHAPOM Ha
HeajieKBaTHa CeKpeLs Ha aHTHIHypeTiyeH XopMod (CHCAX). Tosa ce chobimasa Haii-uecTo npn
NAUKEHTH ¢ XHNOBOJIIEMHSA HJIH NPH NEXHAPATHPAHA NaLkeHTH. [IpH nauMeHTH B CTapuecKa BB3pacT,
NALKEHTH, IPHEMALLH JUYPETHLEH, H NALKEHTH C XUIIOBOJIEMHS 110 IPYTH MPHYHHH PHCKBT N0
OTHOLIIEHHE Ha TOBA CHOMTHE MOXKE ja Oble NO-BHCOK.

[1aTONOrHYHO KbpPBEHE

JlexapcTBeHH NPOAYKTH, KOHTO MHXMOMpaT 0OpaTHOTO 3aXBalllaHe HA CEPOTOHHMHA, MOTAT 14
oTcaabAaT aeHcTBHeTO Ha TpoMGoLuTuTe. CHOMTHATA HA KBPBEHE, CBBP3AHH ¢ ynmpeGaTa Ha SSRI u
SNRI ca oT eKXHMO3H, XEMATOMH, EMHCTAKCUC W TIETEXHH O CTOMALIHO-YPEBHU U
KHBOTO33CTpallaBallk KpeBoH3anBH; SSRI/SNRI mMorar na yBenHuar pucka 0T nociepoaoso
KpsBoTeueHne (Bx. ToukH 4.6 1 4.8). TpH nauueHTH, NpHeMaliuy BeHiadiakcHH PHCKBT OT KbpPBEHE
moske Aa Onae nosuweH. Beanadakchu TpaGpa na ce u3nons3Ba ¢ nOBUINEHO BHAMaHHE TIPH
NALUEHTH, NPEAPAINONOKEHH KbM KbPBEHE, BKIIOYHTENHO NaLHEHTH Ha AHTHKOATYJIaHTH H
HWHXHOHTOPH Ha TPOMOOLMTHATA arperamus.

CepyMeH XOIecTepoil

B nnauebo KOHTPOIHMpaHH KIHHHYHH NPOY4BaHHA CACA ICUECHHE ¢ BEIAQAKCHH B POILIKEHHE HA
noHe 3 Mecena ¢ HalMoAaBaHO KIHHHYHO 3HAYUMO TIOBHIIABAHE HA CEPYMHHSA X0JIeCTepo NpH

5,3 % ot nexyBaHHTe ¢ Bennadaxcun nauseHTH H npH 0,0 % oT nosy4apaHuTe ¢ Niaueto
naneHTH. [Ipn nposexaane Ha NpoABKHTENHO JieueHHe TpAOBa 1a ce onpefensT CTOMHOCTHTE Ha
CepyMHHA XoNecTepod.

ChbBMECTHO NPUNIOKEHHE ChC CPEACTRA 38 MOHHKABAHE HA TEIECHOTO TErao

BesonacHocTTa M ePMKACHOCTTA Ha TepanuATa ¢ BeRnadakCHH B KOMOMHaUMA CBC CPEcTBa 3a
NOHHMIKABAHE HA TEITIOTO, BKIIOYHTEIHO GEeHTEPMHH He ca yeTaHoseru. He ce npenopbusa
CBBMECTHOTO NPIIOKEHHE HAa BEHITA(aKCHH H CPEACTRA 32 MOHWXKABAHE HA TENECHOTO TETJIO.
Bennadakcus He € noKasaH 3a NOHWXABAHE HA TEIIOTO KATO CAMOCTOATENHO JISYEHHE HWITH B
KOMOUHALMS ¢ APYTH IEKADCTEEHH NMPOIYKTH.

MaHug/xrnoManus

_TlpH Manka YacT OT NALMEHTHTE C TPOMEHH B HACTPOEHHETO, KOMTO ¢a MoTyyaB
AHTHAENPECAHTH, BKITIOUUTENHO BEHAA(QaKCHH, MOMKE 1a HACTBITH MAHHSA/XHIIOMY

SunonapHo pascTpoiicTao.
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Arpecus

Ip HAKOM MALIHEHTH, KOHTO Ca NONYHYaBaNH AHTHIETPECAHTH, BKIHOYMTEIHO BeHaakcHH, MOXE
A4 HACTBIH arpecks, KOeTo ¢e Hab/I01aBa B HAYAIOTO HA JIEUEHHETO, TIPH [IPOMSHA Ha 103aTa H
npekparsaBade Ha jseuenHeroHennagakcun Tpabea aa ce H3NOM3BA ¢ BHUMAHHKE NPH MALHEHTH ¢
AHAMHE3a 32 arpecHs. '

[IpexpaTaBate Ha IEUEHHETO

JloGpe u3BECTHO e, Ye NPH aHTWAENPECAHTHTE ce HabMoNABaT edleKTH NPU NPEKPaTABAHE Ha
JNIEYEHHETO H MOHAKOTA Te3H €PEKTH MOTaT Ja OBAAT NPOALIKHTENHH H TEKKH. [IpH poMaHa B
AO3NPOBBLYHATA CXEMA HA BEHNA(AKCHH, BKNIOUMTEIHO U TIPH NIPEKpaTABaHE Ha JIEYeHHETO, npu
MAUMEHTHTE Ca HAOMIoaaBaHH caMOyYDBHICTBO/MHCH 3a cCaMOYGHIACTBO H arpecHs. ClieoBaTeHo,
nMauMeHTHTe TPAGBA /1A ce Hab/IIoNABAT C MOBHIIEHO BHHMAHHE NPH NOHIDKABAHE HA JI03ATE WIH MPH
NpeKpaTABaHe Ha NeYeHHeTo {(BXK. MO-Tope B TouKa 4.4 - Camoy6GuiicTeo/MHCIH 32 caMOYOHICTBO
W KJIHHHYHO BIIOIUABAHE H arpecHs). CHMIITOMHTE Ha OTHEMAHE, KOraTo CE MpEKpaTapa

| NIGYEHHETO Ca YECTH, 0COOEHO aKO NIPeKPaTABAHETO € BHE3ANHO (BXK. Touka 4.8). B kuHKuHK
NPOYYBAHHS HEKEAHHTE ChOMTHA, KOMTO ce HabnIoAaBaT MPH NPEYCTAHOBABAHE Ha JIEYEHHETO (MPH
TIOCTENEHHO CMHPAHE M Cel MOCTENEHHO CIHMpaHe) 3acaraT npHONu3HTenHo 31 % or nauueHTHTE,
MeKyBaHH ¢ BeHnadakcHH U 17% OT MallueHTHTe, NpHeMallH Taneso,

PHCKBT OT CUMITTOMH Ha OTHEMAaHe MOKe Ja 3BHCH OT HAKOJIKO (haKTOpa, BKIOUHTEIHO

. IPOABIDKHTENHOCTTA H 103aTa Ha NEYCHHETO H CKOPOCTTA Ha TIOHH/KaBaHe Ha Aosara. Haiiruecto
CHODIABAHKTE PEaKLMH €A 3aMasHOCT, CEH30PHH HapylUeHHd (BKIIOUUTETHO MapecTe3us ),
HapyIeHUs Ha ChHA {BKMOUHTENHO Ge3ChHIE H HANPErHaTH CLHHILA), Ge3noKoHCTBO WM
TPEBOXHOCT, TAZIEHE H/HIH NMOBPBILAHE, TPEMOP, NTABOBOIHE, 3pUTENHH YEPEKAIHHS H
XHMNepTonua. O6UKHOBEHO TE3H CHMITTOMH Ca JIEKH JI0 YMEPEHO TEXKKH, HO NPH HAKOH TNalHENTH
morart Aa 6e1aT TEXKH MO HHTEH3HTET. Te 06HKHOBEHO HACTENBAT B PAMKHTE HA TbPBHTE HAKOIKO
AHH OT NPEKPATABAHE HA JICUCHHETO, HO HMA MHOTO PEaKH CLOOLIEHHS 38 TAKHBA CHMIATOMH NpH
NAUHMEHTHTE, KOHTO Ca MPOITYCHAJIH f03a N0 HeBHUMaHue. [To NpHHLMD TE3H CHMITTOMH ¢a
CaMOOTPAHHYABAILHN C€ H OOMKHOBEHO OT3BYYABAT B PAMKHTE HA 2 CE/IMMLIM, BHIPEKH 4e NPH HAKOH
XOpa T¢ MOTaT Ja Ca Mo-NPOABLKHTENHH (2-3 Mecena 1nH noreye). ETo 3a110 ce npenopbusa aozara
Ha BeHa(akCHH N1a c€ TIOHHKABA IOCTENEHHO NP NPEKPATIBAHE HA JIEYEHHETO 32 NIEPUOA OT
HAKOJIKO CEAMMLIM HIK MECELH COPE HyXKINTE Ha nalMeHTa (Bx. Touka 4.2). [pn uskoun
NALUHEHTH (PEKPATABAHETO HA JIEUSHHUETO MOXKE A2 OTHEME MECELIH HITH MoBeYe.

AXaTHIHI/MICHXOMOTOPHO Oe3NoKOICTES

Ynotpebara Ha sennaaxchH ce CBBP3BA ¢ NMOABA Ha AKATH3MA, XapaKTepu3npala ce Che
CyGeKTHBHO HEMPUATHO HITH H3TOLIABALIO (e3MOKOHCTBO H HEOOXOAMMOCT OT YECTO JBHIKEHHE,
CBHIIPOBOJIEHA OT HECMOCOOHOCT 1 CE CTOH CTOKOHHO B CEAHANIO WIH H3MPABEHO MOIOKEHHE H Hak-
yecTo ce Habnlo1aea Npes MbPBHTE HAKOJIKO CEAMHIIH OT NeueHueTo. ITpH naumMeHTH, KOHTO
MOJTy4aT T3l CHMITTOMM, NOBHIIABZHETO Ha 103aTa MOXe Aa € naryGHo.

Cyxota B ycTaTa

3a cyxora B yetara ce croSuwiasa nipu 10 % OT aUMEHTHTe, JeKyBaHK ¢ BeHnadakcyH, KOETo MOXKEe
Jla NOBHMIIK PHCKa OT Kapuec. [lanueHTrTe TpabRa 1a ObAAT NOCLBETBAHM KOJIKO BXHO € 1a CNa3BaT
XHrHEeHa Ha YCTHATA KyXHHA. '

HuaGet

ITpu nauments ¢ guabert, neveHneTo ¢ HHXHOHTOPH Ha OOPATHOTO 3aXBALIAHE H
(SSRIs) nnn BeHnagakciy MOMKE Na NOBTUAE IHKeMHYHNS KOHTPOI. Bramo
6BbaT KOpUTHPaHH JO3HTE HA MHCYJIHHA WHIH NEPOPATHHTE AHTHAHAOETHH
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CekcyanHa THcGhVHKIMA

Muxubutopute Ha 0OpaTHOTO 3aXBalliaHe HAa CEPOTOHHHA U HOpaapeHanuHa (SNRIs) morar na
NPUYKMHAT CHMIITOMM Ha CeKcyanHa AuchyHkuma (Bx. Touka 4.8). Uma crobimennd 3a
NPOALIDKUTENHA CEKCYANHA TUCOYHKIHA, IPH KOATO CHMIITOMHTE NPOIBIKABAT BLNPEKH
NPEKLCBAHETO Ha NpHeMa Ba SNRI.

BaanmoneiicTeus nexagcmo—naﬁo paTopHH TECTOERE

Ipy naupesTH, MpueMallik BeHIahakcHH ce cbolGILaRa 3a DaNHBO NONOKHTETHHTE
HWMYHOJOTHYHH CKPHHHHT H3C/IE/\BAHMA Ha YPHHATA, 3a onpeaensde Ha deHunknnann (PCP) u
aM(peTaMHH, KOETO C& LKW Ha JIUNCATA Ha CTIEHH(UIHOCT Ha CKPUHUHrOBHTE TecToBe. DANIHBO
N0/I0XKHTENHH PE3YNTATH MOTAT /1a C& OYAKBAT HAKONKO AHM ClIe/] NPEKPATABAHE HA TEPAlHATA ¢
seHnadaxcuy. Bewnadakcia Moxke Aa ce pazmnay ot PCP u aMmdeTaMHH upes NOTBLpxAaBaiy
TECTOBE, KATO HAMPHMEpP TeMHA XpOMaTOrpadua/Mac-CrieKTpOMETpHA.

IoMowHK BEIECTBRA:

3axapoza
TlawyeHTH ¢ peaky HacAeICTBEHH NPobIeMH Ha HENOHOCHMOCT KM pYKTO34, TTIOK030-

ranakTo3Ha mManadcopOLHA WIH 3aXapa3o-H3oManTaseH JedHUMT He TPAOBA 1a NPHEMAT TO3H
NEKapcTBEH NPOIYKT. -

{leanaTpuuna nonynauua

Jlapoxcun XR He TpaGBa 1a ce M3MON3BA 33 JIEUESHHE Ha Jelia M IOHOLIM Ha BR3pacT noa 18 rofunu.
CynumianoTo noeeeHHe {CYHLUMAHH ONHTH W CYHLHAHA MHCIIH) M BpaxaebHOCT {r1aBHO arpecHs,
OTIO3HLIMOHHO MOBEAEHHE H THAB) ce HaBli0aBa NO-UECTO NPH KJIMHUYHHTE NIPOYUBAHHA CpeJ el
H I0HOLLM, JIEKYBaHH ¢ aHTH/ENIPECAHTH, B CPaBHEHHE ¢ TE3M, NeKyBaHH ¢ nmnauebo, AKo Bb3 OCHOBA
Ha KJIHHHYHHTE HYK/IH HE38BUCHMO OT TOBA Ce B3eMe pelueHHe 3a JiedeHHe, MAUMEHTHT TpaOBa 1a ce
NpocneaAssa BHEMATEIHO 3a OABATA HA CyHUMAHH cuMToMu. OCBEH TOBA JMICBAT JAHHH 3a
ABArocpoyHaTa O€30MacHOCT NPH Jelia U IOHOLIH N0 OTHOLIEHHE HA PACTeXa, Ch3PIBAHETO H
KOTHHTHBHOTO W NOBEEHYECKO PA3BUTHE.

4.5 BsaumopeiicTeHe ¢ APYrH NeKapcTBeHH NPOAYKTH H ApYri ¢OpMH Ha BIauMogeiicTBHe

Huxubutopy Ha MOHOaMHHOOKcHNa3aTa (MAQH)

Heobpamumu, necenexmusnu MAOH _

Bernadakcun He TpaGBa na ce u3non3ea B KOMGHHALMA ¢ HeODpaTHMH HecenekTHBHY MAOH.
Jleuenne ¢ eHnadakcuH He TpabRa Ja ce 3ano4Ba MoHe |4 IHY clell COUpaHe Ha JIEYEHHETO ¢
neobparumu HecenektuBHH MAOHM. Jleuerneto ¢ Bennadakcit TpabBa da ce NPEyCTaHOBH NOHE
7 AHA NpEaM 3anovBaHE Ha JICYEHHE C HeoOpaTHMH HeceekTHBHH MAOH (Bk. Toukn 4.3 u 4.4).

Obpamum cenexmusen MAQ-A unxubumop (voxiobemud)
IMopasgyn pucka OT CEPOTOHHHOR CHHAPOM KOMOHHAIIHATA OT BeHIa(aKCHH ¢ 00paTHM M CEJIEKTHEEH
MAOH, kato moxnobemns, He ce npenopbyBa. Cnex neuenue ¢ obpatnm MAO uHxuGutop Moxe
[1a Ce U3NO0/I3BA NEPHO/ HA OTHEMAHE, MO-KPaTLK OT 14 AHK, Npeau Ja ce 3anodHe Je4eHuUe ¢
sennadakcuH. [Ipenoprusa ce neuenneTo ¢ BeHNnadakcHH A4 C€ MPEYCTAHOBH Haii-Manko 7 qHW
NpeiH 3anouBase Ha aeveHue ¢ oopatum MAOH (. Touka 4.4).

Obpamumu necenexmusnu MAOH (1unezonud)

AHTHOHOTHKLT NHHe3onuy € cnab, ofpatum u HecenekTHEeH MAOH W He Tpa
NauHeHTH, NeKyBaHu ¢ BeHnadaxcuH (BX. Touka 4.4).
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[lpH nauueHTHTE, MPH KOHTO HACKOPO € NpekpaTeHo nevenHeTo ¢ MAOH u e zanounato nedeHue ¢
BEHJIa(aKCHH, WM IPH KOMTO HAacKOpO € NPEYCTAHOBEHA TEPaNkA ¢ BeHadakcyH, 3a 1a Ce 3a1ouHe
neuetue ¢ MAOH ce crofiuara 3a nosBa Ha TEXKH HEKENAHN eKapCTBeHH peakiuy. Tesn peakuuu
ca: TpeMOp, MHOKIIOHYC, Auaopesa, FalleHe, NOBPHIIANE, 3AUEPBABAHE, 3AMANHOCT H XHITEPTEPMHA
¢ NPU3HALM, HANOCOSBAIIH HEBPONIENTHYEH MATHIHEH CHHIPOM, MbPYOBE U CMBPT.

CepOoTOHHHOB cHHAPOM

KakTo n npu ocTaHauTe CEPOTOHHHEPTHYHH CPE/ICTBA, TAKA H NP JIEYEHHETO ¢ BeHMa(aKcHH
MOXKe /12 HACTBITH CEPOTOHHHOB CHHPOM - TOTEHLHAIHO XHBOTO3aCTPAIIABAIIO CHCTOSHHE,
ocofeHo NMpH eHOBPEMEHHA yNoTpeba Ha APYTH CPE/ICTRA, KOMTO MOTAT A3 TMOBIHAAT
CEpPOTOHHHEPrMYHATA HEBPOTPAHCMHTEPHA cUCTeMa (BITIOUMTENHO TpunTaHu, SSRIs , SNRIs,
TPHUMIGIHYHE AHTHAETIPECAHTH, aMBEeTAMUHH, NUTHI, CHOYTPaMUH, KBIT KautapHoH (Hypericum
perforatum), onnonnu (Ranp. SynpenopduH, GEHTAHW H HETOBUTE AHATIO3M, TPAMATOT,
AEKCTPOMETOP(aH, TANEHTAAO, METHANH, METATIOH M NEHTA3OUKMH), NIEKAPCTBEHH CPEACTBA, KOHTO
3acarat Metabou3Ma Ha cepOTOHHH (Hanp. MAOH xato MeTHIIEHOBO CHHEO), TPEKYpCOpH Ha
CepOTOHMHA (KaTo TPUNMTOGhAROBH 100ABKH) WiIH AHTHIICHXOTHLH HWIH APYri AONaMHHOBH
aHTaronucT (Bx. Touku 4.3 n 4.4).

Ilpn kTMHHYHA HEOOXOAHMOCT OT CLILTCTBALLO JleveHue Ha Bernadakcun cue SSRI, SNRI wm
CEPOTOHHHOB PEHETITOPEH aArOHUCT {TPHITAH), ¢e NPENophYBa BHUMATENHO NPOC/IEABAHE HA
NAaUMEHTa, 0C0OEHO B HAYANOTO Ha TEpaNuATa HIH NPH NOBHIIABaHe Ha ao3uTe, He ce npenopbusa
CBIBTCTBALIATA YIIOTpeba Ha BeHa(akCHH ChC CEPOTOHHHOBH NpeKypcopH (KaTo Tpnmo:bauonn
nobaekn) {BK. Touka 4.4).

I[HC-akTHBHH BelECTRA

PuckbT o1 ynorpeba Ha BeHnadakcu ¢ apyru LIHC-akTHBHH BelllecTBa He € CHCTEMHO OLICHABAH.
CneposareHo ce Npenopbypa NOBHIIEHO BHHMAaHWE, KOTATO BeH/A(aKCHH ce npUeMa B
komOGnHauma ¢ Apyrd LIHC-axTuBHH BelecTsa.

Etanon

Haumenrure Tpabea aa GpaaT ChBEETBANM [1a He YNOTPeDABAT ankoXou, NpeIBH/] HEFOBOTO
Bb3/ekcTBre BepXy LIHC 1 BepoATHOCTTA OT KIHHIYHO BIIOILABAHE HA ICHXHYHOTO ChCTOAHHE,
KaKTO H BEPOATHOCTTA 32 HEXKEIAHH B3aHMOJCHCTBHA € BEHNAaKCHH, BKIIOUYHTENHO eheKTH Ha
notHekaHe Ha LIHC.,

JlekapcTeedH n KTH, KOUTO YABDKaBaT QT-uHTepeana

Pucker ot yasmkasane Ha QTc HHTepBaia Wy oT kKaMepHU apuTMHH (Hanp. TdP) ce noBuwara
NPHA eAHOBPEMEHHO NPHJIOKEHHE HA JPYTH JIEKAPCTBEHH NPOAYKTH, KOHTO yabibkasat QTc
HHTepBaia. EAHOBpeMEHHOTO MPHIOKEHHE Ha Te3H NEKAPCTBEHH IPOAYKTH Tpabea ga ce w3bsrea
(Bx. Touka 4.4),

CbOTBETHHTE KNACOBE A _ .
. xiac [A u [Il aHTHapuTMHLY (HANpUMEP XHHEHIHH, AMHOJAPOH, COTARON, A0ETHIHT)
HIKOM SHTHICHXOTHUM (HanpuMep THOPHAA3HH)
HAKOH MAaKpOJIWAH (HANPHMEP EPHTPOMHLIHH)
HAKOK AHTHXHCTAMHHH

HAKOH XMHOJIOHOBH aHTHOAKTEPHAITHH CPEACTBA (HaNp. MOKCH(IOKCALIMH)

CIHCEKBT No-rope He € H3UepnaTe/ieH H yroTpebaTa Ha ApYrH IEKapCTREHH TP
H3BECTHO, Y€ 3HAUNTEHO yabmKasaT QT uHTepBana TpAOea Aa ce u3bArea,
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Edekr Ha TH JCKaDCTECHH NPOOYKTH BEPXY BCHAA(PAKCHH

Kemoxonazon (unxubumop na CYP3A44) : K
Enno apMakOKHHETHUHO Npoy4BaHe ¢ keTokoHason npy CYP2D6 excrensueuu (EM) u sowm
metabonuzatopu (JIM) nokasea, 4e NpUAOKEHHETO HA KETOKOHA30N BOAH A0 Mo-ronama AUC 3a
seHnagakcuH (70 % wu 21 % cvoTBetHO Npl nvuata CYP2D6 JIM 1 EM) 1 3a O-
AesmeTHiBenadarchH (33 % H 23 % choTseTHO npy nMuata CYP2D6 JIM u EM) cneg npuem Ha
KeTokoHas3o. CpnbTeTealaTa ynorpeba Ha CYP3 A4 uuxuburopu (Hanp. arazaHaeup,
KIAPHTPOMULIHH, HHIWHABHP, HTPAaKOHA30J1, BOPUKOHA301, MO3aKOHA30/1, KETOKOHA30],
HenpHHABHP, PUTOHABAP, CAKBHHABHD, TENHTPOMHLIMH) H BeHNa(QaKCHH MOXE J1a NOBHIIH
KOHLEHTpalUMHTe Ha BeHnatdaxcuH 1 O-nesMeTnnBeHNadaKcHH, NOPagu KOETO ce NPenopLYBa
BHHMaHHE, ako TeparnuaTa Ha NaUHeHTa BKMouea HHxHOHTOp Ha CYP3A4 1 Bennadaxcun
€IHOBPEMEHHO.

EdexT Ha peHnadakcHH BbPXY PYTH JEKAPCTBEHH OPOOYKTH

Mumuit
IIpx cxnbTeTBalla ynoTpeba Ha BeHnadakcHH C JIMTHIA MOXKE I HACTBIIH CEPOTOHHHOB CHHAPOM
(k. "CepoToHuHoB cunapoM”).

Juazenam

Bennadakcun HaMa edexTH BbpXY hapMaKkOKHHETHKATA H (apMaxoAHHAMHKATA HA JHa3zenaM o
HEroBUA aKTHBEH MeTabonuT nesmerwiauazenam. Jluasenam H3rnexxna He NOBNHARA .
(hapMakOKHHETHKATA HHTO HA BeHJadakckH, HUTO Ha O-aeameTHnpennadakcut. He e u3pectHo
JaN¥ CHIIECTBYBA (JapMaKOKHHETHYHO WK dapMakoaUHAMHYHO B3auMOJeHCTBHE ¢ IpyTH
BeH301HA3CTHEN.

Hvumpavun

Bennadaxcun He nopnnasa dpapMakOKHHETHKATa Ha MMHNpaMKH U 2-OH-umunpamun. Uma
Ao303aBHcHMO noeUlleHde Ha AUC 3a 2-OH-gesunpamud ¢ 2,5 1o 4,5 nuty, KOorato ce npunarat
75 mg a0 150 mg pennadakcun aHeBHo. UMUODpaMuH He noBaMABa japMakoKHHETHKATA Ha
eennacdakcud 0 O-aesmerunsennadakcuH. He e n3pecTHO KIIMHHYHOTO 3HAYEHHE HA TOBA
B3auMoneHcTeHe. Tpabea fa ce Noaxoxaa ¢ MOBHLIEHO BHHMaHHE NPH CBBEMECTHOTO MPIIOKEHHE
Ha BennadakCHH H HMHIIPaMEH.

Xaronepuoon

PapMakOKHHETHYHO MPOYYBaHE ¢ XanonepHaon nokasea 42 % noHwkeHwe Ha oOLIMA MepopaneH
KIMpBHe, 70 % nosutnense Ha AUC, 88 % nopuieHse Ha Cuax, HO HE MOKA3B3 HHKAKBA [IPOMSAHA B
MOy KHBOTA Ha Xanonepuaon. Toea TpaOBa Ja ce HMa NpeaBKA NPH MALMEHTHTE, JIEKYBaHH C
XanonepHnos H BeHiahakcHH eIHOBpeMeHHO. He e H3BeCTHO KIMHHYHOTO 3HAUYEHHE HA TORA
BaaHMOaeHCTRHE.

Pucnepuoon _

Bennataxcuu noeuiuasa AUC va pucnepnaod ¢ 50 %, HO He MPOMEHS 2HAYHMO
dhapmakokHHeTHYHHE Npo¢HI Ha 00LIATA aKTHBHA YaCT (PHCTIEPHACH ILIIOC
9-xuapokcupucnepuaon). He e u3pecTHO KITHHHYHOTO 3HAYEHHE HA TOBA BaMMoleHCTBHe.

Memonponon _
EnHOBpeMEHHOTO NPHIOKEHHE Ha BEHIA(QAKCHH H METONPONON HA 3APaBH TOOPOBONLM MPH €IHO
npoy4saHe 3a apMaKOKHHETHYHO B3aHMOeiHcTBHE 3a 1BaTa JIeKapcTBEHH NIPOIYKTAa BOAH [0

€ HIBECTHO KIHHHYHOTO 3HAYEHHE Ha Ta3H HAXOAKA NPH MANKCHTH C XHIICPTOH
npoMeHd apMaKOKHHETHYHHA NPOodrI1 Ha BeHTadakcHH HIH HA aKTHBHHA MY
O-peameTnnsennadaxcus. M3ucksa ce NOBHIIEHO BHUMaHHE NIPY € 1HOBPEMEHH(
pernadgakcuH H METONPONOI.
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Huounasup

{apMaKOKMHETHHHO NPOYYBAHE ¢ HHAHHABMP NoKasaa 28% noHmwkenne Ha AUC u 36%
NoHWKeHNE HA Crex 32 HHAHHABHD. MHAMHABHD He NOBIHABA PaPMaKOKMHETHKATA Ha BeHnadaKcHH
u O-zesmeTrnsernadakcut. He e u3BecTHO KIHHHYHOTO 3HAYEHHE Ha TOBA BIAHMOAEHCTEYE.

Jlexapemea, koumo ce memabonuzupam upes usoeHsuMu Ha yumoxpom P450

H3cneagannata in vivo nokassar, ye BennaakcHH € OTHOCHTENHO c1ab uaxubutop Ha CYP2DS6.
Bernadakcu He nHxubupa in vivo CYP3A4 (annpasonam u kapSamazemun), CYP1A2 (kodeun) n
CYP2C9 (tonbyramun) unu CYP2C19 (anasenam).

Hepopannu konmpayenmueu

[Tpe3 nOCTMapKETHHIOBHA OMMT ce cHLOGILABA 32 NIOABA HA HeXenana GPeMEHHOCT MPH JHLA,
NPpHEMALLIH NMEPOPATTHY KOHTPALUENTHBH 110 BpeMe Ha Neuyesne ¢ BeHnadakcHi. Hama Tounu
[OKA3ATENCTRA, Y€ Te3H HPEMEHHOCTH Ca B Pe3yNITAT HA JIEKAPCTBEHO B3aMMO/IEHCTRHE ¢
BeHnapaxcun. He e NpoBeskaaHO NpoyuBaHe 3a B3aHMOREHCTBHA ¢ XOPMOHATHH KOHTPALIETTTUBH.

4.6 @epTHIHTET, GPEMEHHOCT H KhbpMeHe

BpemeHHOCT

Hsma noctarbuno nanuu 3a ynotpeGaTa Ha BerwiadakcHH npu GpPeMEHHH SKEHH.

[Tpoy4BaHUATA BLPXY XHBOTHH TIOKA3BAT PENPOLYKTHBHA TOKCHUHOCT (Bx. TOuka 5.3).
TloTeHunanHusT puck npH xopa He € u3secTeH. Bennadakcun TpaGea 1a ce npuiara Ha GpeMeHHH
EHH CaMO KO 0YaKBaHUTE ITOJI3H NPEBHLIABAT BCHYKH BB3MOKHE PHCKOBE.

Morar na ce MoABAT CHMIITOMH Ha OTHEMAaHE TIPH HOBOPOEHUTE, aKO BEeHIA(hAKCHH € H3MON3BAH 0
WIH HEMOCPEACTBEHO Npeid paxnaneto. Hakon HOBOPOZEHH, H3NOKEHH HA BEHIA(DAKCHH KBCHO
npe2 TpEeTHS TPHMECTBP, PA3BHBAT YCIOXKHEHHS, HANArallld XpaHeHe npes coHAa, IMXaTeNHa
MOAAPBKKA HIIH NPOABLIDKMTETHA XOCNHTANH3ALUKA. TakuBa yCI0oKHEHHA MOTraT 1a ce nony4ar
BE/IHAra clie]] pAKAAHETO.

EnuaemMHOnornv4HHUTE JaHHH cOYaT, 4e u3nonsearneto Ha SSRIs no Bpeme Ha 6peMeHHOCT, 0c00EHO B
Kpas Ha OpPeMEHHOCTTa, MOXe /1a YBETHYM PHCKA OT NEPCHCTHpALa Genoapobha XHNEPTOHHA MpH
nosopoaeHoto (I1ITTXH). Benpekw, ye He ca NpoBexIaHH H3C/IEABAHUS 34 YCTAHOBABAHE Ha
Bpb3kata Mexay [1T1XH v nedennero ¢ SNRI, 1031 noTeHIMaeH pHCK He MoKe Aa b€ H3KIIOueH
3a BEHNa(haKkCHH, KaTo ce HMa Npeasu NoAoCHUA MEXaHH3LM Ha JeCTEHe (uuxuﬁnpaue Ha
0GpaTHOTO 3aXBALIAHE HA CEPOTOHHHA).

Morart fa ce HalmoaaBaT cnegHHTE CHMITOMK TIPH HOBOPOZEHH, 4K MaiikaTa e H3MoI3Bana
SSRI/SNRI & kbcHa GpeMeHHOCT: pazipazHUMOCT, TPEMOP, XMNOTOHMA, TIEPCHCTHPALL TU1ad H
3aTPYAHEHO CYUeHe WIH 3acnusaHe. Te3H CHMITTOMH MOTAT Ja ¢ JWDKAT HIH Ha
CEPOTOHHHEPTHYHE eeKTH, WK Ca CHMNTOMH Ha €KCNo3uums. B noeeveto cnyyan Teu
YCNOJKHEHHA ¢e HabnioAaBaT BeaHara Wid 10 24 yaca cliell paxaaHeTo.

O6cepBalMOHHATE JaHHK NOKA3BAT NOBHLICH PUCK (110-MARKO OT 2 TETH) OT NOCAEPOIOBO
KPBBOTEUEHHE cliefl ekcno3nuua Ha SSRI/SNRI B pamkuTe Ha nocneHus Mecell NPEIH paxIaHeTo
(Bx. ToukH 4.4 u 4.8).

KvpmeHe

KBpMaTa.
HMa nocTMapke THHTOBH CLOBILEHMS 33 KbPMaUueTa, KOHTO IU1AYaT, U3NUTBAT pasipe
abHOPMHH MOJIeNIH Ha 3acnHBaHe. ChLIO TaKa € A0K/IAJBAHO, Y¢ CUMITTOMHTE, CBLPAY
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NEKAPCTBOTO BEH/IAakCHH OT3BYYABAT MPH NIPEKPATABAHE Ha KbPMEHETO. PUCK 3a KbpMaueTo He
MOXe a ce H3KkmouH. ETo 3auio TpabBa na ce B3eMe pellieHHe A Ja ce NPeyCTAHOBH KbPMEHETO
WK 13 ce MpeKpaTH TepamnHaTa ¢ BeHnadakcHH, KaTo ce B3eMaT NPeABKA MO/3aTa OT KbPMEHETO 32
AeTeTo n nomsara ot TepanuaTa ¢ JlapokcuH XR 3a skenara.

deprunurer

B npoydBaHe, B KOETO TUTHXOBE KAKTO OT MBIKKH TaKa M OT JKEHCKH OJ ¢a MIOKEHH Ha
O-npesmeTHnBeHnadakcHH ce HabmoaaBa peayUHpaH d)epmnme’r 3HaueHHeTO Ha Te3l AAHHU [1pu
X0pa € HEM3BECTHO (B3K. TOUKa 5.3).

4.7 EdekTn BBpxXy cnocobHocTTa 32 modupane 1 pabora ¢ MamuHn

Jlapokenn XR Moxe 1a HapyIH fpeLieHKaTa, MHC/IEHETO H ABUraTe/HuTe cnocobuoctu. Eto zamo
BCHYKH TIallHEHTH, NpHeMallM Berladakcuy, Tpadsa aa GbaaT npeaynpeneHH 3a epEKTHTE BEPXY
cnocobHOCTTa MM Ja HiodupaT U Ja paboTdT ¢ OacHK MALIMHA.

4.8 HexenaHH JeKADCTEEHH PEAKUHH

Pestome Ha npodmna 3a 6€30NacHOCT

Hesxkenanure peaxuus, KOMTO ¢a ChO0IIABAHM KaTO MHOTO YecTH (>1/10) npu knuHuuHuTe
Npoy4BaHHA Ca rajicHe, CYX0Ta B YCTATa, [1apo0ONIHE H NOBHIIEHO H3MOTABAHE {BKIIOMHTENHO
HOILOHH H3NOTABAHHA).

CnuchK Ha HesKenaHuTe Peaxuuu B TabaHYeH BUR

Hexenanute PEaKkuHH ca PIBGPOC.HH No-40J1Y N0 CHCTEMO-OPIraHeH Kac, KATETOPHA MO HEeCTOTA H B
HH3XOJALL pea MO OTHOLICHHE HA CCPHO3HOCT OT MCAHLUHHCKE TNIEIHA TOHKA BbE BCAKA KaTErOpHA
MO YECTOTS.

YecToTHTE ca neGHHHpaHY KaTo: MHOrO YecTH (>1/10), uectu (>1/100 po <1/10), Heuectn (=1/1 000
go <1/100), peaxn (=1/10 000 mo <1/1 000), MHoro peaku (<1/10 000), ¢ HeussecTHa vecToTa (OT
HATHYHHUTE JaHHH He MOXKe Aa Obe HANpaBeHa OLEHKa).

Cueremo- Mnoro wectn | UecTn HeveeTu Peaxn Muoro C
oprauna peaAxH HeH3BeCcT-
KaacnuKa- ‘ Ha
MR EeCTOTA
HapyweHnua Arpauyrno- Tpom6o-
Ha KpLBTa H uTo3a*, uuroneHng*
numbHaTa AmnacTH4Ha
cHCTEMA : aHemus*

[TanumTtone-

Hug*

Heyrponenus*
Hapyienus : ' AHadJ}maK'qu-
Ha UMYHHaTa o Ha peakius*
CHCTEMA
Hapyuienus Cuuapom Ha
Ha HEAACKBATHA
€HIOKPHHHA ceKpeud HyY
Ta CHCTEMA AHTHIHYP Q‘S

' THYHHA Z | Mk
XOPMOH .:Si
(CHCAX)Y\ %
13
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Hapywenns Hamanen Xuno-
Ha aneTHT HaTpueMus*
MeTaboNH3M ‘
an
XpaHeHeTo
[MeHxu4Hu Hucomuns Crerognue Ha | Manus, Henupuym* Cyununana
HApYLUEHHA obbpranoct*, | XunoManms, nacaums v
Henepconanu- | XamouuHaiug, CYHUHIHO
Jauma*, Hepeanmuzaiug, noeefe-
Maronorwunu | IaTonoruuen HHE?,
CHHHILA, OprasbM, Arpecus®
Hepeuocr, Bpykcuzpm¥,
Hamaneno Amnartus
nubuao,
Bn30yna*,
AHoprazmus
Hapywenus | UnasoGonne*c, | Akatnsus®*, Cuuxon, Hepponerrruue | Tapausna
Ha HEpPBHaTA | 3aMafHOCT, Tpemop, Muoxnonyc, H MaJTUTHEH AHCKHHE-
cHcTeMa Cenauus ITapecTesus, Hapyweno CHHIpPOM 3ng*
Hucreyius PRBHOEECHE, (NMS)*,
Hapywena CepoTonuHOB
KoopauHanua*, | cuHapom¥,
Jucxunesus* KOHBYICHN,
JIMcTOHHA™
Hapyienus 3pHTenHu 3aKpHTOBIBIIH
Ha O4YHTe HapYyLIEHHS, a rnaykoma*
HapyuteHa
aKOMO7IALIHA,
BKJI.
3aMBIIEHO
3peHue,
Muapuasza .
Hapywenus THHuTYC* BeptHro
Ha YXOTO M
nabupuHTa
Cobpneunu Taxukapamus, Torsade de cTpec-
HAPYILEeHHs [Mannuraunu* pointes*, KapaHo-
Kamepha MHONATHS
Taxukapaua®, (Kap,umo-_
Kamepna MHONaTHA
¢$ubpunauus, Ha Taxo-
Y avioken QT- y6o)*
HHTEpBan Ha
EKI™*
CwaoBu Xunepronus, | OpTocraTudHa '
HApYLUEHHA [Nopewnx XHIIOTOHHA,
BH/IHH Xunorouus*
Pecrmpatopn Jucnhes*, HurepeTy-
M, TPBHH H Ilpo3aBane LIHaJTHA
MeNHACTHHA Oenoapobna Lz
JIHHA Gonect*, Ll
HapylIeHHs Benoapobu
€03HHOD



Cromawno- | Fanene, napna*, [actpo- IMankpeatur*
UPEBHH CyxotaB [loBpbinane MHTECTHHATHO
HapylleHHs | ycTara, KbpBeHe*
KoHcTunauus
Xenaro- OrknoHeBn Xenarut*
OuTHapHH CTOWHOCTH Ha
HapyLlIEeHHA 4EepHOAPOOHHTE
(YHKUHOHATHH
H3CTE/IBAHHA™
Hapywenns | Xunepxuapo- | ObpHe, VYprukapus®*, CuHapoM Ha
Ha Kokata M | 3a* Cupbex* Anoneuus¥, CTuBBHC-
NOAKOKHATA | (BKIIIOYHMTEIHO Exxumosa JlOHCHEH™Y,
TEKEH HOINHH Axruoenem®, TokcHuHa
H3NOTABAHHA) Peaxuun na enuaepManHa
* boTouyBcTBH- | Hekponm3a¥,
TENHOCT Epurema
Myntugopme™*
Hapymenus XunepToHyc Pabnomuonusa
Ha *
MYCKYJTHO-
CKeneTHaTa
CHCTEMA H
CheAHHHTEN~
HATA THKAH .
HapyueHus . 3aTpynneHo HukoHTHHEHIH
Ha YPUHHpaHe, A Ha ypuHaTa*
61.6peuute, PeteHipa Ha
NUKOYHKTE YpHHa,
NBTHILGE [lonakuypus*
Hapywenns MeHoparus*, [Mocnepo-
Ha MeTpoparus*, JIOBO.
EEL3NPOH3BON EpextHnna KpBBOTEYE-
W-TenHaTa auchyHKIMA®, mued
CHCTEMA H Hapymena
Thpaata eAKyIaLus’,
O6wH YMopa, Knpeene
Hapyuenusn ACTeHM, oT
H epeKTH Ha Brpucane* NTHTaBHLMT
MACTOTO Ha e*
MpHJIOKEHHE
Hzcnenpann Hamaneno Y neneHo
1 TErno, BpemMe Ha
VYeennueHo KbpBeHe*
TErno,
[ToBHineHn
CTOMHOCTH Ha
XONecTepon B
KpLBTa

* HJIP, nnerTadiuKpany 0T IOCTMAPKETHHTOBHA NEPHON

2 Cy4ad Ha CYMLIMAHA HAEALHA H CYHLMIHC NOBEAeHHE ¢e ChOOILABAT MO BPEMe Ha TEPAIH,
BeHNa(aKCcHH HIW HEMOCPEACTBEHO CJIEl NPEeYCTAHOBABAHE Ha JNe1eHHeTo (BK. Touka 4.4).

b BmxTte T0'Ka 4.4.

*B cOopHY KIMHHYHH NPOYYBAHHA YeCTOTATA HA TNaBoGONHETO, 1 CAHIBHKAHO OT BEHNA
1

TasH, NPpEAW3IBHEAHA OT nnauebo.

4ToBa cubuTHE € chOBmABaHO 3a Kaaca nexkapeTsa SSRI/SNRI (5. Touku 4.4 u 4.6).
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FpekpaTaBaHe HA TICYEHHETO

[pexpaTapaHeTo Ha TeyenHeTo ¢ BernadakcHH (0COOEHO KOTATO € BHE3AMHO) OOMKHOBEHO BOAM 10
CHMATOMH Ha oTHeMaHe. Hali-uecto crobmaBannTe peakLMi ca 3aMasgHOCT, CETMBHH HapyWECHHA
(BKIIOUHTENHO MAPECTE3HA ), HAPYIICHHA Ha ChHA (BKIIOUMTENHO 6€3CHHIE M HANPErHATH CHHHLIA),
BE30Y/1a HITH TPEBOXKHOCT, TajIeHe H/WIH MOBpPLLIaHe, TPEMOP, EEPTHIO, [1aBoboHe, rpanonoaoben
CHHIPOM, 3pUTEHH HAPYIIEHHA M XUIePTOHHA. OGHKHOBEHO TE3M CHOMTHA €A JIEKH IO YMEPEeHU 1
€a CaMOOTrpaHHYaBaLlH Ce, HO [IPH HAKOH NAlHEHTH T MOTAT 4’ ¢a TEXKKH W/ MK no-
MPOAB/LKUTENHU. 3aTOBA Ce MPenopbUBa, KOTATO JIEUeHHE ¢ BeHNa(akcHH noBeye He € HeoBXO0aHMO,
NPEKPATABAHE Ha JIEYEHHETO Ja ¢ HIBBPILH Ype3 NOCTENEHHO NOHINKAaBaHEe Ha f03aTa. Bee mak npu
HAKOH NMALUMEHTH €8 BB3HHKHAIHA CHIIHA arpecHa M CYHIMAHA HASALMA, KOTaTo 103aTa e Ouia
TIOHH/KEHA WIH 110 BpeMe Ha NpekparaeaHe (BK. Toukd 4.2 1 4.4),

[NeauaTpuyna nomyaauMs

KaTo 14,10 Mpo@HNBT Ha HexeNaHHTe PeakuuH Ha BeHna(akcuH (PH MIaue6to KOHTPOIUpaHUTe
KIHHHYHH NPOYYBAHUA) IPH Jella H oHOWH (Ha Bb3pacT 6 10 17 roquHH) € CXOZeH ¢
Hab.01aBaHHA MpPH Bb3pacTHH. KakTo H NpH BR3pacTHY, ce HaOJOZaBaT IOHKXAKEH aneTwT, 3aryba
Ha TETT0, MOBHINEHO KPLBHO HANATAHE W MOBHILEH CEPYMEH XonecTepon {BXK. Touka 4.4).

B knunuunnTe npoy4Banua ¢ Aela ce HabMiodaBa HeXKeNaHaTa peakuia cynumnana uaeauus. Uma
ChLIO BCE NOBEYE ChOOILICHHA 32 BpaxkaAeOHOCT H, 0COOEHO NPH roNIAMO JAENPECHBHO PAa3CTPOIMCTEO,

3a caMOHapaHABaHE.

lNo-cnennanHo npy Aeua ce HAGMOIABAT CIIEMHHTE HEXENAHU JIEKapCTBEHH peakuu: Gonka B
obnacrra Ha Kopema, B'LBﬁYﬂa, JHCHETICHA, eKXHUMO3a, SNUCTAKCHC W MHANTHA,

CroblilaBaHe Ha NONO3HPAHH HexeNanH Peakiu

CrpobLIaBaHeTo Ha IOAO3HPAHK HEXKENAHH PEeaKLMH CJIeA paspelliaBaHe 3a ynoTpeda Ha
JIEKApCTBEHHA NPOIYKT € BaxHo. ToBa No3poqEa A4 MPOIBIKH HAOMIOZEHHETO Ha CLOTHOLIEHHETO
NON32/PHCK 32 NEKAPCTBEHHA MPOAYKT. OT MEIHUMHCKUTE CIENHUANUCTH Ce HIHCKBE 1a ChoGIaBaT
BCSKA NOJ03HPaHa HEXeNana peakuua upes HanbiuurenHa areHuMa no nexapereara, yi. ,,JlaMaH
I'pyes™ Ne 8, 1303 Codns, Ten.: 02 8903417, yebGeaiir: www.bda.bg.

4.9 Ilpenozupane
CuMoTomMu

[1pH NoCTMAPKETHHIOBHA OTIHT, MPelo3UpaHe ¢ BeHnadakcuH ce Cho0IIaRa raBHO B KoMOHHALMA ¢
AJIKOXON H/WIH APYTH IEKapCTBEHN NPOLYKTH, BKAIONUMENHO CAYHau ¢ Aemanen uzxod . Haii-gecto
cboblnaBaHHTe CHLOMTHA NMPH NPEeaO3MpaHe ca: TAXHKAPAHS, TPOMEHEHO HHBO Ha Ch3HAHHETO
(BapHpalllo OT COMHONEHTHOCT A0 KOMA), MHAPHA3a, KOHBYICHA W NoBphiaHe. Jpyru choblasann
cpOuTHA ca: enexTpoKkapauorpadexu npomenu (Hanp. yawmkasaHe Ha QT uHTeppana, Genpen 6nox,
yab/kapaHe Ha QRS xomnnekca) (Bxk. Touka 5.1), kaMepHa TaXHKapaHa, GpaTHKapIng, XHIOTOHUS,
XHNOMTHKEMHS, BEPTHIO H CMBPT. TeXKH CHMITTOMH Ha OTPAaBSHE MOTAT JIa BB3RHKHAT TIpH
Bb3PACTHH cJiel OpHeM Ha MPHOAU3HTENHO 3 rpaMa BeHJIa(akCHH,

B myGnukyBanHTE peTpOCNIEKTHBHH NPOYYBaHUA ce CLoDLuaBa, Ye NPEA03HPAHETO HA BeHIa(aKcHH
MO2KeE J1a € CBbP3aHO ¢ MOBHLIEH PHCK OT haTaneH W3XoJ B CpaBHEHHE ¢ HabmoaaBaH, '
AHTHIENPECAHTH, HO PHCKBT € MIO-HUCHK OT TO3U MIPH TPULMKIIHYHHTE SHTHIENpPE
EI]HHCMHOJIDI‘H‘[HPITC Npoy4YBaHHA HOKBZBHT, HE JICKYBAHUTE C BeHna(baKcm-[ E:]
PHCKOBH (akTOpH 3a CyHUMAH, OTKoAKoTO NnauueHtHTe Ha SSRI. He e acHo 1o K
HAXOJKATa 32 MOBHLUEH PHCK OT (aTaneH M3X0A MOXe 1a ObIe MPHIHCAHA HA TO
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BEHNa(aKkCHH Np# MPEO3APaHE B CPABHEHHE C HAKOH XaPAKTEPUCTHKU HA IALMEHTUTE, TEKYBAHH C
BeHNathaKCHH.

[NpenopbyBaHo NeyeHHE

TexkK0TO OTpaBsiHe MOMkKe Na M3KCKBA KOMILIEKCHO CNIELIHO JieueHHe H HabmoaeHne. ClieaoBaTtenHo,
B CITy4ail Ha ChMHEHHE 32 MPe03HpaNe, BKAIOUYBALIO BerTadakcHH, ce NpenopLusa He3abaBHO a ce
CRBPIKETE C HAIIHOHATHHA LEHTHP N0 TOKCHKONOTHSA UM C TOKCUKONOT,

Ipenopbusat ce oOLUM HOATBPKALLKM U CHMITOMATHYHH MEPKH, KaTo TPpAOBa J1a ce npocaenaBar
ChPACUHUAT PHTBM W KH3HEHHTE nokasarteny. [Ipyn pHck oT acupauys, He ce mpenopbuBa
NpeAU3BHKBAHE Ha NoBpbilaHe. CToOMALIHATA MPOMHBKA MOME /12 € N0KA3aHa, 4KO Ce H3BbPILH
CKOPO CNEA MOrTBIEHETO HIH NPH MALHEHTH ChC CHMATOMH. IIpunoxeHneTo Ha AKTHECH BBITIEH
MO3KE CHIIO a OFpaHH4HY abcopbLMATa Ha AKTUBHOTO BeLiecTRO. Manko BeposTHO € gopcHpaHaTa
Adypesa, iHann3ara, xemonepdysnara H 0OMEHHOTO KpbRONpeNnBaHe Aa GbaaT oT nonsa. He ca
H3BECTHH CrieU(HYHI aHTHAOTH Ha BeHnagakcuH,

5. ®APMAKOJIOTHYHU CBOHCTBA

51 dPapMakoAHHAMMYHH CBOHCTBA

QapmakoTepalieBTHYHA rpyna: HepBHa cucTeMa; ncuxoaHanenTHuy; aHTHaenpecanTd; Jlpyru
anTuaenpecaitn — ATC xkox: NOGA X16

MexanusbM Ha JelcTRre

CuuTa ce, ue MEXaHW3MBT Ha aHTHIENPECAHTHOTO ACHCTRBHE HA BeHNA(haKCHH NMPH X0pa e CBBhP3aH ¢
NOTEHUHPAHETO HA HEBPOTPAHCMHTEPHA aKTHBHOCT B LIEHTpA/THATa HEPBHA CHCTEMA.
IpenxTMHHYHHTE POYYBAHHA MOKA3BAT, Y€ BEHIa(aKCHH H IMAaBHHAT My MeTaboHT
O-neameruneennagakcun (O/1B) ca HHXKHOHTOPU HA OOPATHOTO 3aXBalllaHe HA CEPOTOHMH U
HopagpeHanHH. BennadakcuH cbiuo HHXHOHpa cnabo nonamuHOBOTO 3axBainare. BennadakcuH u
HEroBHAT aKTHBEH METabOIHT NoHIDKaBaT GeTa-aApeHeprHYHHTE OTTOBOPH KAKTO MPH OCTPO
(enAHHKYHa [03a), TAKA H MPH XPOHHYHO npunoxeHue. Bernadakcnu v O/IB ca MHOro ¢xoaHu no
OTHOLIEHHE Ha TAXHOTO LIATOCTHO AeiicTBHe BLPXY 0DpaTHOTO 3aXBalllaHe HA HEBPOTPAHCMHTEPH H
CBBP3BAaHETO KbM PELIENTOPH.

BennadakciH Ha NpakTHKa HAMA HUKAKEB aQHHUTET int Vifro KbM MYCKAPHHOBHTE,
XOJHHeprHuHuTe, Hl-xucTaMHHepruuHuTe WM ol -a/ipeHeprHyHHTE peLENTOPH OT MO3BK Ha IWTEX.
DapMaKOIOTHYHOTO ICHCTBHE BEPXY TE3H PELENTOPH MOKE 13 € CEBP3AHO C PANTHYHH HEXEMaHH
peakiuH, BabJiONaBaHH NIPH APYTH aHTHIENPECcaHTHU JIEKAPCTBEHH NPOLYKTH, KATO
AHTUXONMHEPTrUHHY, CEJATHEHU U CHPACHHO-CBAOBH HEKENaHH PEaKLHH.

BennadakcHH He npuTexkaBa MHXMOMTOPHO AEHCTBHE BBHPXY MOHOAMHHOOKCHAa3aTa (MAQ).

In vitro npoyuBaHiATa NOKa3BaT, Ye BeHNaaKCHH HA NPAKTHKA HE MPHTEXKABA HHKaKbB apHHATET
KbM ONHATHH H GeH30HA3ENHHOBH PELISTTOPH.

KnHHKuHa edHKacHOCT H 6e30MaCHOCT

[oneMyu genpecKrBHH eNH30AH

EjukacrocTTa Ha BeHnadakcHH ¢ He3abaBHO ocBoGOKAABAHE KATO NEUEHHE Ha ro
€NH304H € JOKa3aHa NpPH NeT paHAOMU3UPaHHU, ABOHHO-CNenH, mauebo koHTponu
KPaTKOCPOYHH NPOYYBAHHA ¢ NPOALIKHTEHOCT OT 4 A0 6 ceaMuLin 3a 1031 A0 3
EdukacHocTTa Ha BeHnadakcHH ¢ YABLIDKEHO OCBODOMKAaBaHe KaTo ISMEeHHE Ha T'o
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eNU30JH € YCTAHOBEHA NPH ABE NNaueto KOHTPOIHPAaHK KPATKOCPOYHH TPOYYBAHHA C
MPOIBIDKHTENHOCT OT 8 M 12 ceiMMLM, KOMTO BKITIOYBAT HO30B AKMaNasoH ot 75 1o 225 mg/ne.

[1pu eaHo no-NpoaLLKMTENHO NPOYHBAHE BB3PACTHH NALHMEHTH HA aMOyNaTOPHO TEYEHHE, KOHTO ¢a
C€ [OBJIHAIIH MO BPEME Ha €AHO 8-CEAMHYHO OTKPUTO MPOYUBAHE HA BEHNAaKCHH C Y IbJXKEHO
oceobosknasane (75, 150 win 225 mg), ca pasaoMH3IMpaHH 1a TPOABDKAT CLC CBOATA J103a
BEHNA(AKCHH ¢ YIRDKEHO ocBofoxktaBane WK ¢ Iialelo 3a MakCUMyM 26 ceamuum HabmoeH e
38 PELM/IHB.

ITpu eaHO BTOPO MO-MPOIBLHKHTENHO NMPOYYBaHe SHKACHOCTTA HA BeHIA(DaKCHH 32 NPEBSHIAS HA
PEUMIHBHAPAILH IE€NPECHBHH eNU304H 3a 12-MeceueH MepHOI € YCTaHOBEHa B mianebo
KOHTPOIKPAHO, JBOHHO-CIIANG KIMHHYHO W3MHTBAHE NIPH BH3PACTHH NaLHENTH Ha aMGynaTopHO
JIeYEeHHeE ¢ PEHIHBHPALIM MONEMH AENPECHBHH €MH30/H, KOHTO Ca Ce MOBIHSIH OT NIEYEHHE ¢
sennadaxcun (100 no 200 mg/neH, mo cxema ¢ NpHeM ABa MBTH HA JIEH) TI0 BPEME Ha TI0C/IeAHNS
€MW304 Ha JenpecHs.

I'eHepaIH3MPaHO TPEBOXKHO pa3cTpoicTBO

EduxacHocTTa Ha BeHnathakCHH KANCYIH ¢ YAB/DKEHO 0CBOBOKIABAHE 38 NIEYCHHE HA
reHepalu3HpaHo TPEeBOXKHO pascTpoHcTRO (I TP) e ycTaHoBeHa B ape 8-ceamuynu, nrauefo
KOHTPOJIMPaHH Npoy4Banus ¢ GHKcHpaHH 0o3u {75 no 225 mg/nen), eqHo 6-Meceuno, mwiauebo
KOHTPOJIMPAHO Mpoy4BaHe ¢ QUKcHpann 1034 (75 no 225 mg/aen) v eaHo 6-Meceuno, wianebo
KOHTPOJIMPAHO MPOYYBaHEe ¢ IpoMAHa Ha nosute (37,5, 75 n 150 mg/aeH) npy BB3pacTHH NalMEHTH
Ha aMOyJIaTOPHO JTeueHHE.

BBIpexH ye HMa ChINO 10KA3ATENCTBA 33 MPEAMMCTEOTO Ha No3aTta oT 37,5 mg/nen npen nnaueto,
TS HE € TOJIKOBa NOCTOAHHO eheKTHBHA, KAKTO MO-BHCOKHTE AO3H.

CoLHATHO TPSROMKHO PAICTPOICTRO

EdmkachocTTa Ha BennathakCHH Kancy/H ¢ YIb/DKEHO OCBODOMKAABAHE KATO NEYEHHE 33 COLIHATHO
TPEBOXHO Pa3CTPOHCTBO € YCTAROBEHA B YETHPH ABOMHO-C/IENH, C MapaneliH| IPynH, 12-CeMHUHH,
MHOTOLEHTPOBH, NMNaleGo KOHTPONHPAHH POYYBAHMA ¢ MPOMAHA HA J034Ta H B €JHO JBOHHO-
CNANo, ¢ Napaneidy [pynH, 6-MeceuHo, Ialebo KOHTPONMMPaHo, MPOYYBAHE ¢
(prKCHPaHI/TIPOMEHIHBH JIO3H I1PY BL3PacTHH NaUMEHTH Ha amOynatopHo feuenue. [TanenTture
ApHEMAT I03H B IPaHHLIKTE Ha 75 g0 225 mg/neH.

JIMncBaT 10Ka3aTesicTBa 3a [10-BUCOKA e(peKTHBHOCT NpH rpynaTa ot 150 no 225 mg/ien B
CpaBHEHHE ¢ rpynaTta, premana no 75 mg/aeH npH 6-MeceUHOTO NPOyYBAHE.

IlanMuecko pascTpoidcTho

EdukacHocTTa na BeHnadiakCHH Kancynu ¢ yabDKeHO 0CBOOOKAABAHE KATO JIEYESHHE 38 NAHHYECKO
PasCTPOHCTBO € YCTaHOBEHA B BE ABOHHO-CIENH, 12-CeAMHYHH, MHOTOLIEHTPORH, nuauebo
KOHTPO/IHPAHH MPOoYy4BaHHA NPH Bb3PAaCTHH NAaHUEHTH Ha aMOYNATOPHO JleHeHHe ¢ TAHHYECKO
pascTpoHCTBO cbe unu 6e3 aropadobus. HavanHata 103a NpH NPOYYBAHHATA ¢ AHHYECKO
pazcTpoicTBo € 37,5 mg/aen B npoab/keHue Ha 7 AHK. Cnepl ToBa MaLMEHTHTE NOMyYaBaT
(hpukcHpanu 1034 oT 75 win 150 mg/nen B eaHo NpoyuBake U 75 WiH 225 mg/neH npu ApyroTo
MpoyuBaHe.

EdrracrocTTa € ycTanoBena Chilo B €IHO NPOILILKHTENHO, ABOHHO-CIIANO, Mianeto =
KOHTPONIHPAHO, C [IAPANEIHH PYIIA [IPOYHYBAHE HA TBATOCPOHHHTE G€30MACHOCT, ed)
fIPEBEHLIHA HA PELMAMBHTE NPH BBIPACTHU TIALIMENTH Ha aMGYIaTOpHO NedeHue, K
TNOBJHANH OT OTKPHTOTO NeveHue. [launenTrre npoawkapar Ja Nomy4asaT C'bmﬂgg:ra 1
BEHJIADAKCHH ¢ YIBDKEHO 0CBOO0K1aBAHE, KOATO Ca NIPHENH B Kpas Ha OTKpUTaTH fRda
Wik 225 mg). N

\

-
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Crpaeuna enekTpodH3IHOMOTHA

B crieuuanusupano oberoiino npoyusaue otHocHo QTc-HHTepBANa NPH 31PaBH HHAHBHIM,
BeHnadaxcuH He yabmkasa QT-HHTepBana B KTHHHUHO 3HAYHMA CTETIEH TIPH CYTIPATEPANEETHYHA
aoza ot 450 mg/nex {nanena karo 225 mg asa OuTH AHesHo). CrobGuIaBar ce obaue
MOCTMAPKETHHTORH Cy4aH Ha yAbiDKaBaHe Ha QTc-unrepsana/TdP w kamepHa apuT™usa, ocobeHo
MpH NpeNo3upaHe WK NPH NALMEHTH, KOWTO HMAT IPYTH PUCKOBH QAaKTOpPH 38 YIWDKABAHE HA
QTe/TdP (Bk. Touku 4.4, 4.8 1 4.9).

5.2 ®apMaKOKHHETHYHH CBOHCTBA

Bennacdakcun ce MeTabonu3upa B roligMa cTeneH OCHOBHO A0 AKTHBHHA METAGOHT
O-nesmernsennadakcut (OJIB). Cpemunar £ CO ruiaamen nonyxueoT Ra Bernadaxcus n OJIB ca
CBHOTBETHO 5*2 vyaca M |12 vaca. PaBHoBecHHTe KOHUeHTpaumH Ha BeHnadakcud u OJIB ce
HOCTHIaT B PAMKHTE Ha 3 HH MPH NEPOpaTHa TEPANUA ¢ MHOTOKpaTHO Npunoxenue. Bennabakcuu
H O/IB nokasear nuxeiina KHHETHKA Ha/l 1030BMA AMANasoH oT 75 mg 1o 450 mg/nen.

Abcopbuns

Hone 92 % ot sennadaxchH ce abcopOupar ciex eAHHHYHA NEpoPanHa 103a OT BeradakcHH ¢
HesabaeHo oceoboxaapane. AGcomorHata 6uoHanuuHocT e 40 % 10 45 % nopanH MpecHCTEMHHUS
metabonusbm. Criesl nprioxkeHUe Ha BennadakcHH ¢ He3abaBHO 0CBOOOKIABANE MAKCHMATHMTE
Ma3MeHH KOHLUCHTpauMH Ha sennadaxcuH U OJIB ce nocTurar cboteeTHO 3a 2 H 3 yaca. Cnex
MPHJIOKEHHETO HA BeHNaaKCHH KANCY/H ¢ YIBIDKEHO 0cBOGOMKIaBAHE MAKCHMATHHTE INA3MEHH
KOHLEHTpalMH Ha Bernadakcud 1 O/IB ce aocturar B pamkHTE Ha CHOTBETHO 5,5 waca 1 9 vaca.
Korarto ce mpuiaraT eqHakBM AHEBHH JI03H OT BennladaxcuH, 6uio kato TabneTka ¢ HezabaBHO
0cBOGOXK/IaBaHE WITH KaNCyJla ¢ YAb/DKEHO OCBOBOMKAaBaHE, KANCYIATA ¢ YIbIKEHO 0CBOGOKIaBaHe
OCHTYPABa TI0-HHCKA CKOPOCT Ha abcoplumsa, HO ChilaTa CTeneH Ha abcopSumua B cpaBHEHHE ¢
‘TabneTkara ¢ HesabaBHO OcBOGOKNABAHE. XpaHaTa He MOBIHABA GHOHATHYHOCTTa Ha BeHNathaKCHH

1 OB. '
PasnpenencHue

Bennadakcun 1 OJIB B TepaneBTH4HN KOHUEHTPALMK Ce CBLPABAT B MHHHMAJTHA CTENeH ¢
YOBCLUKHTE NIA3MEHH NPOTEHHH (ChOTBETHO 27 % M 30 %). ObeMbT Ha pasnpeeneHHe Ha
BeHJIa()aKCHH B paBHOBECHO CheTosHME € 4,4+1,6 L/kg cnen uHTpaBeHO3HO NPITOMKEHHE.

Buotpanchopmauua

Bennagaxcun nperspnaBa 3a4HTeNHO MeTabonnsupane B yepHus Apob. In vitre W in vivo
MpOYyYBAHHATA TIOKA3BAT, e BeHNaakCcHH NpeThpnABa SuoTpaHcOpPMaLIHA IO HETOBHS IIABEH
aktuBeH Metabonut OJIB ot CYP2D6. In vitro w in vivo npoy4BaHHsTa TOKA3BaT, 4e BeHnagakcHH
ce MeTabonH3nupa 10 BTOPOCTENEHEH NMO-MATKO aKTHBEH MeTabouT N-1e3MeTUBeHNadaKCHH OT
CYP3AA4. In vitro w in vivo npoy4BaHUATa IIOKa3Rar, Ye BEHIAdakCHH € c1ab HHXHGUTOp Ha
CYP2D6. Bennadaxcun ve unxubupa CYP1A2, CYP2C9 unu CYP3A4.

Ennmannpade

Bennadaxkcnt 1 Heropute MeTaGOHTH Ce EKCKPETHPAT OCHOBHO npe3 6n6pewyre. [1pnoan3
87 % oT n03aTa Ha BeHNadaKCHH ce OTAENS C ypHHaTa B paMKkuTe Ha 48 yaca kaTo H
sernadakcun (5 %), Hekomorupan OJIB (29 %), kortorupan OJIB (26 %) vinu ap
BTOPOCTENEHHH HeakTHBHH MeTabomnth (27 %). Cpenauar £ CO nnazMeH kiup
CBCTOAHHE 38 BeHnadakcHH H OJIB e cwoteetHo 1,3£0,6 L/uac/kg v 0,4+0,2 Ly
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CrneuHanHH Momy1auu

Bw3pacm u noa
B3pactta 1 MONsT Ha NIALMEHTHTE HE NOBIHABAT 3HAYUMO (ApMAKOKMHETHKATA Ha BeHNadaKCHH i

OJIB.

CYP2D6 excmensusnu/nowu memaboruzamopu

IInasmennTe KOHUEHTPALMH Ha BeHnadakcuH ca no-sucoku npu CYP2D6 nown metaGonusaropy,
OTKONKOTO NpH eKCTeH3uBHUTE MeTabonm3aTopH. Toii kato obwara excnoznuns (AUC) Ha
BennadaxcHi 1 OJIB e cxoaHa NpH JIOIIN H eKCTEH3HBHE MeTaloan3aTopH, HAMA HEOOXOAMMOCT OT
PAIHUHHM JJOI0OBH CXEMH 3a Te3H ABE IPYIIH.

Yepuoopobno yepesicoare

IIpu naunenth ¢ Child-Pugh knac A (neko ueproapoGHo yBpexnane) u Child-Pugh knac B
(YMepeHo 4epHOAPOGHO YBpEXKIaHE) MONYKHBOTHT Ha BeHnadakch H OJIB e yab/bkeH B
CpaBHEHHe ¢ HOPMAaITHH JHLa, TlepopanHUAT KIMPBHC KAKTO HA BeHIadaKkckH, Taka M Ha OJIB e
Hamanen. OTKpHEA c€ TOJAMa CTeNEeH Ha BapUaGHIHOCT MEXIY OTIOEIHATE HHAHBUAH. MMa
OrpaHMYeHH JaHHH MIPH NALHEHTH € TEXKO 4EPHOAPOOHO YBpekaaHe (Bk. Touka 4.2).

Bvépeuno yspexcoare

lpn nauMeHTH Ha AHMANH3a ENHMUHALHOHHHAT NOJYXHBOT HA BeHNadaKCcHH € YIB/DKEH ¢ OKOJIO
180 %, a KMHPBHCHT € NOHMKEH C OKONO 57 % B CpaBHEHHE ¢ HOPMANHM JIH1IA, OKATO
ENHMHHALHOHBHAT NoNyxHBoT Ha OJIB e yrpmieH ¢ okono 142 %, a KIMPBHCET — NOHHAKEH C
oKoJo 56 %. HeobGxoMmu ca KOpeKLMH Ha 103aTa TIPH MALMEHTH ¢ TexKo G50peuHo yBpexaaHe H
TIPH NaiMEHTH, [IPH KOUTO & HeoOXoMHUMa XeMoIHANH3a {BX. Touka 4.2).

5.3 Ilpexknunuvnu JanHH 33 Ge30macHoCT

I[IpoyusanusTa ¢ BeHnadakcHH NPH IUTHXOBE M MULIKH He TIOKAZBAT JAHHH 33 KAPLHMHOTEHHOCT.
BennagaxkcuH He € MyTareHeH IpH MIHPOK Habop ot in vitro v in vive w3cieaBaHuS.

Ilpoy4BanHaTa 33 penponyKTHBHA TOKCHYHOCT NPH KHBOTHH MOKA3BAT MOHMXKEHO TETNO HA
HOBOPOOCHHTE [IPH [UFEXO0BE, NOBHINEHWE HA YECTOTATA Ha MBPTBOPOACHH H NOBHAILICHA CMBPTHOCT
Cpell HOBOPOAEHHTE Npe3 MbPBUTE 5 AHK OT KbpMeHeTO. [IpHuMHATA 38 TE3M CMBPTHH CITy4aH He €
u3BecTHa. TesH edexTn HacTbngar npu 30 mg/kg/neH, koeTo € 4 IBTH NoOBeue OT AHEBHATA 1033 TIPH
xopa oT 375 mg Bennadakcuu (Ha ocHoBa mg/kg). o3ata Ge3 edekt 3a Tesn Haxoaku e 1,3 MbTH
NO-BHCOKa OT J03aTa 32 Xopa. [ToTeHUMATHHAT PHCK NMPH X0pa He € M3BECTEH.

Habmonara ce nonnxen dEpTHIHTET NPH €IHO MPOYYBAHE, IIPH KOETO KAKTO MBKKH, TaKa H
KEHCKH [L1bXOBe ca Ounu excrionupann Ha OJIB. Tasu ekcroauuus € Guna npudansuarenyo 1 no
2 NBTH NO-BHCOKA OT J103aTa Ha BeHNadakcHH OpH Xopa ot 375 mg/aeH. 3HaueHHETO HA Ta3H
HaXOZKa NP XOpa He € H3BECTHO.,

6. ©APMAHEBTHMHH JAHHH
6.1 ChnHchK HA NOMOIMHHTE BeIIECTBA

CbabprkaHie Ha Kancyna:

3axapay chepi (3axapoza+IapeBHYHO HHIIECTE)
XHunpomenosa ' '

Erunuenynola

Tank

Kancynna obBuBka:
37,5 mg Kancy/u ¢ yABDKEHO 0CBODOKAABaHE
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YepeH xenezen okcua (E172)
Turanor gnokenn (E171)
XKenatun

Yepeen XKemezen oxcun (E172)

75 mg kancyny ¢ yashKeHo ocsobok1aBaHe
Yepeen xenesen okeua (E172)

Tvranoe avokcun (E171)

Kenatnu

"150 mg KkancynH ¢ yabbkeHo 0cBOO0KAaBaHE
XKunt xenesen okeun (E172)

Turanor guokeun (E171)

XKenatun

YepseH xemeseH okcua (E172)

[NeuaTHo MacTunO:

[Hennak

Iponunenrnukon (E1520)
KoHnuedTpHpaH pasTerop Ha aMOHAK
Yepen xkeneser okcua (E172)
Kanuer xuapokcua

6.2 HecsBMecTHMOCTH
Henpunoxumo
6.3 Cpok Ha rogHoCT

Alw/PVC/PVDC Omucrepu

3 roaMHM

HDPE 6ytunku
2 roauuu

6.4 Cnenuan\u ycJ0BHA Ha ChXpPaHEHHE
Ja ce cbxpanasa nog 30°C.
6.5 BuaH chLILPKAHKME HA ONAKOBKATA

AIPVC/PVDC Gnncrepu
Buaoee onakosku: 10, 14, 20, 28, 30, 50, 98, 100 TBBpAM KANCYH C YABIKEHO
oceobokNaBaHe

Al/PVC/PYDC nepdopapaHu Gnuctepy ¢ eAHHHYHA 1033
Bugose onaxopki: 100 x 1 TBbpaa kancyna ¢ yanIKeHO 0¢BoG0XK1aBaHE

HDPE Oyrunku ¢ PP kanauka na puyT
37,5 mg KallCy/Id ¢ ybJDKEHO 0cBODOK1aBane
Bujose onakoBkH: 150 TEBPAM Kancynu ¢ YABIKEHO 0CBOGOMKIABAHE

75 mg KancymH ¢ yIBIKeHO 0cBoboKIaBase
150 mg xancynu ¢ yabpDkeHo ocRoOoXaaBane
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Bunose onaxosxu: 30, 150 TBBLpIA Kancy i ¢ yaBIKEHO 0CBOGOKIABAHE
He Bcuuku BuaoBe onakoBku Morar ja Gsaar mycHaTH Ha nazapa.
6.6 Cnenmanau npeana3HR MEPKH NpPH HIXBBLP.IgHE H paioTa

Hsma cnieuHanHH H3HCKBaHUA.

7. IIPATEXATEJ HA PA3PEIIEHHETO 3A YIIOTPEBA

TevaB.V.

Swensweg 5

2031 GA Haarlem
Huzepnangus

8. HOMEP(A) HA PAZPEIIEHHETO 3A YIIOTPEFA
Jlapoxcud XR 37,5 mg per. Ne 20220203

Jlapokcud XR 75 mg — per. Ne 20220204
Jlapokcun XR 150 mg — per. Ne 20220205

9. JATA HA ITBPBO PA3PEIHABAHE/HOI{HOB$IBAHE HA PAPEIUEHHUETO 3A
YIHOTPEBA

[lata Ha nbpBo paspewmasane: 05.07.2022 r.
Hara Ha nocnenno moaxoagaxe: 03.10.2025

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA
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