KPATKA XAPAKTEPUCTHUKA HA ITPO/IYKTA

1. UME HA JIEKAPCTBEHUS TPOIYKT WINLNNUTENHA ATEHUMA MO NEKAPCTBATA
KD&MKa XaPAKMeDUCTIUKE Ha NPogyxma - pusomerue 1

®epapun 100 mg punmupanu tadnerku
Fevarin 100 mg film-coated tablets

2. KAYECTBEH U KOJIMUECTBEH CbCTAB

AKTHBHO BeulecTBO: uyBokcaMHHOB maneat (Fluvoxamine maleate)
Beska tabnerka coabpika 100 mg ¢iyBokcaMHHOB manear.

3a MBJHUA CITUCHK HAa MOMOLLHHUTE BELLECTRA BUKTE TOuKa 6.1.

3. JJEKAPCTBEHA ®OPMA
®dunmupana Tabnerka.

Osantu, NBOHHOM3ITBKHANM, C JleUTe1Ha YepTa, 6enu 10 nouTH O6enn GuaMupanu TableTkH, ¢ HaAlHC
,»313” OT ABeTe cTpaHW Ha AeTUTeNHATa YepTa.

Tabnerkara moxe na 6be pazjeneHa Ha JJBe paBHH 4acTH.

4. KJIMHUYHHU JAHHHA

4.1 TepaneBTHYHH NOKA3AHHA
o ["onam nenpecusex enuson;
o O6cecuBHO KoMNyIcHBHO pascTpoiicTBo (OKP).
4.2 Jl03HpOBKA H HAYMMH HA NPHJIOKEHHE
Jo3upoeka

enpecus

[IpenopbusaHata nHauanua no3a e 100 mg aHeBHo. Ilaunenture Tpsadsa ga 3anounar ¢ 50 mg uau
100 mg, npueTH KaTo eHOKpaTHa 103a Beuep. Jlo3ata TpsabGBa na Obae npernesaHa U KOpUrupaHa, ako €
H606XOJIHMO, B paMKHTE Ha 3 pa(e) 4 CEAMHLIH OT HAYaJIOTO Ha TepaluiaTa U Cjiell TOBa, KaTo € MPELECHEHO
KIIHHHYHO noaxoasuo. B'bﬂpCKH 4Ye MOKE Oa vuMa IMOBHLICH TOTEHLHAJT 3a HeXXEJIaHH JIEKApCTBEHH
peakuHH NpH Mo-BUCOKH 103M, aKO CJIe] HAKOJIIKO CeAMMLM ce HabJioaaBa HelocTaTbUYeH OTroBOP Ha
NpenopbYMUTEIHATA 103a, HAKOH MALIMEHTH MOraT /1a ce Bb3MO0JI3BaT MOCTENEHHO /la yBEIHYaT 103aTa CH
Ao makcumym 300 mg Ha aeH (BMK. Touka 5.1). Jlo3zu 1o 150 mg morat aa ce aaBaTt KaTo eIMHHYHA /1034,
3a npeanounTane peuep. [IpenopbunTenHo e olwa aveBHa aoza Haa 150 mg na ce masa B 2 wiM 3
pasaesieHd npvema. Kopekuuu Ha pno3ata TpabBa na ce M3BBPUIBAT BHUMATENHO B 3aBUCHMMOCT OT
MHIMBHYaJIHUs OTIOBOP HA MalMEHTa, 3a Jla ce NMOLIbPXkKAT NaLMeHTHTE ¢ Hal-HUCKaTa ed)eKTHBHA 103a.

rapaHTHpa, 4e Te ca 6e3 CHMNTOMH.
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Leya u onowtu

®esapuH He Tpabsa Na ce H3MON3Ba AP Jeua M IOHOWMK oA 18 roaMHM 3a NeyeHHe Ha TONAM
AenpeckeeH ennson. EdukacHocTTa u GesonacHocTTa Ha (DeBapHH He Ca YCTAHOBEHHM NPH NEYEHHE Ha
rOJIAM JENPECHBEH €NU30A. (BHXK. TOuka 4.4).

Obcectusno kKoMRYACUBHO PAZCMPOLICMEo

Buv3pacmnu nayuenmu

ITpenoptusanara no3a e Mexcay 100-300 mg nHeBHO. BhNpekH Ye MoXce Na MMa MOBHMIIEH NOTEHIIHAN 3a
HEXENAHM NEKAPCTBEHH peakUWH NpH NO-BUCOKH [03H, aKO CJie]| HAKOJIKO CeAMHUM ce Habmonasa
HEJOCTATLYEH OTrOBOP Ha MPENOPBYHTENHATA [033, HAKOM NAUMEHTH MOraT fa ce Bb3MON3Bar
MOCTENEHHO Aa YBENHUaBaT 103aTa ¢4 A0 MakcumMym 300 mg Ha aen (Bux. Touka 5.1). dosm ot 150 mg
MOTaT Ja Ce [aBaT KaTo €JMHHHYHA [03a, 3a npeancuurane sevep. [Ipenopbuntento e ofiua AHeBHa Ao3a
Hap 150 mg na ce nasa B 2 MM 3 pa3nenieHd rpuema. AKo ce nonyun noGbp TepaneBTHYEH OTTOBOP,
NIEYEHHETO MOXKE Ala NPOALAKH B JO3HPOBKA, KOPHIHPaHa B 3aBHCUMOCT OT MHAMBUAYANHUA OTrOBOP Ha
nalHeHTa.

Bunpexn ue HAMa CHCTEMATHYHM MPOYUYBAHHA, KOHTO Aa OTrOBOPAT Ha BBLIPOCA KOAKO ABIFO Aa
NpoabKHTE nedeHuero ¢ dysoxkcaMud, OKP e XpOHUYHO CBCTOAHWE W € pasyMHO ha ce o6MMcnH
npoab/kaBaHe crea 10 ceIMULIM NpH MALMEHTH, NOBIHABALLH ce fobpe. Kopekuuu Ha nozara tpabea na
Ce M3BBLPUIBAT BHUMATEIHO B 3aBHCHMOCT OT MHAHBHAYAJTHUA OTFOBOP HA MALMEeHTa, 3a [a ¢ NOAABPHKAT
nauMeHTHTe ¢ Haii-HHckaTa edexTHBHA A03a. Heo0xoauMocTTa OT Neuenune Tpabea ma 6bae oueHaBaHa
MEpHOAHUHO. HAKOM KAMHMUMCTH NpenopbYBAT E©QHOBPEMEHHOTO NpPOBEXAaHE Ha MNOBeIeH4ecka
MCHXOTEPanKUA NPpH NailHeHTH, KOHTO ca c¢e nosnusnn nobpe ot dapmakorepanusrta. JIbarocpouHa
epukacHoCT (noBeye OT 24 ceAMHLH) He € aoKasaHa npy OKP.

Heya u onowu

Ilpu neua Hag 8 rogHHHW H IOHOWIM WMa OrpaHHuYeHH JaHHM 3a Ao3a o 100 mg 3a 10 ceamuum.
Hauannata no3a ¢ 25 mg aneeHo. [losata ce moeuinasa Ha Bcekw 4-7 auu ¢ 25 mg MoOCTENEHHO 10
BOCTHraHe Ha edexkTHBHaTa noza. MakceManHaTta ao3a npu Aeua He Tpadea na npesnwasa 200 mg
axesHo. [TpenopbunTento e obwa nHeBHa f03a Haa 50 mg 1a ce npunara, pasjeneHa Ha ABe A03H. AKO
ABeTe 103M HE Ca €NHAKBH, NMO-BHCOKATa 403a TpAOBA [a ce 1aBa Npe/u NAraHe.

Cumnmomu Ha omneMane, HAOBMOGABAH YU NPU NPEKPAMABAHE HA NEYEHUEMO C (PAYBOKCAMUH

BHesanno npexbcBaHe TpaAGBa na ce u3barea. Korato ce mpekpatspa neuenuero ¢ Pepapun nozara
TpabBa Aa ce HamanABa MOCTENEHHO 3a NepHoJ OT Haii-Manko 1 A0 2 ceaAMMUM ¢ Oorjie] HamasfsegaHe Ha
peakuuuTe Ha OTHemaHe (Bx. Touka 4.4 W 4.8). AkO ¢e NMOABAT CHMNTOMH HAa HEMOHOCHMOCT ¢Jieq
HaMalgBaHe Ha 103aTa MM NMPEKbCBaHE Ha NeYEHHETO, MOXKeE Aa ce OOMMCIH Bb3CTAHOBABAHE HA MpHeMa
Ha nNpeAHLIHATAa NpeAndcaHaTa f1o3a. B mocneactsue nekapaT Moke a Npoab/DKH Aa HaMalABa /103aTa,
HO MO-NOCTENEHHO.

Hepnoopobua wiu 6v6peuna Hedocmamvunocm

[MaumenTr ¢ yepHozpobHa unu 6v0pedHa HeaoCTaTBYHOCT TPAGBA Ra 3aMOYHAT JIEYEHHETO ¢ MO-HHUCKA
A03a ¥ Aa ce HabmoaaBaT BHHMATENHO.

HayWH Ha pUaoKeHHe

Tabnerkute MepapuH TPAGBA Aa ce MOTNLUIAT C BOAA U /12 HE CE LBYAT.




4.3 IIpoTHBONMOKAZAHUA

Mepapun  TabneTkM ¢€a NpPOTHBONOKAa3aHH B KOMOMHALMA ¢ TH3aHHIOMH M HMHXMOMTOpU Ha
MoHoamHHookcHNa3aTa (MAO-nHxnbuTopu) (Bk. Touka 4.5).

Jleuenueto ¢ GepapuH MOXe Aa 3aModHe:

- [BE CE[IMHLIH ClIeJ MPEKbCBAHE Ha JIEUEHHETO ¢ HeoGpatuM MAQO-HaxHOHTOP, HAU

- HAa CnelBAallHA [eH cCnel NPeKbcBaHe Ha JedeHHeTo ¢ obparum MAO-mHxuGutop (Hanp.
MOKI06eMH, THHE30NKA).

HeobxoanMa e Hal-Ma/lKo elHa CeMHLIA fay3a Mex Iy NpeKbCBaHe Ha nedeHneTo ¢ MepapHH W Hauano
Ha Tepanua ¢ ko#To u aa € MAO-uaxubutop.

®epapun dunmMupany TabneTku He TpAGBa Aa ce M3MON3BA B KOMOMHALIMA C TTMMO3ZMI M PAMENTEOH (BK.
Touka 4.5).

CBpBbXYYBCTBHTENHOCT KbM AKTHBHOTO BELLECTBO HJIM KbM HAKOE OT NOMOLIHMTE BELUECTBA, H3BpoeHN B
Touka 6.1,

4.4 CneunajHy npegynpexaeHts H Npeina3Hn MePKH NpH ynotpeba

CaMoyOUACTBO/CYHLIWAHH MHCAH WK BIOLIABAHE HA KITHHUYHHTE CHMIITOMM

Henpecuara ¢ Cpbp3aHa ¢ NOBMLIEH PUMCK OT CYMUMIAHH MMCIH, CaMOHapaHABaHE M caMoyOMiicTBoO
{cubuTHa, cpbp3aHK che caMOYOHiHCTBO). TO3H PUCK CHILECTBYBA A0 ROCTHraHE HA 3HAYMMA PEMHCHA.
TbH kaTo mMoXe Na He HAacTBHMHM NoJ0OpEHHE Npe3 MBPBUTE CEAMHLM MIM MO-ALArO OT HAHAIOTO Ha
JIEYCHHETO, NNALUHEHTHTE TpﬁﬁBa oa 6’bllaT non CTporo HﬂﬁJ’lIOLleHHe A0 MOABATA MY. KnHHHYBHST onKT
COUM, Y& PUCKBT OT CaMOyOHHCTBO MOXKe /1a HAPACHE Mpe3 PAaHHHTE €TaNH HA Bb3CTAHOBHTENHUA MEPHOL.

C nosuiIeH PUCK OT CYHLMAHH cBOMTHA MoraT Aa 6bAaT CRBp3aHH WM APYrH NCHXHUHH CHCTOAHMA, 3a
kouto ce npeanvcea Gepapul. JonbaHHTENHO, Te3U CbCTOAHMA MoraT aa ObaaT ko-MopOHAHH ¢ roaaM
nernpecueeH enuson. CaenoBaTeNHO MPH NIeUeHHE Ha MaLUMEHTH C APYTH NMCHUXUATPHYHU HApYLUEHHA, Te
Tpabea 1a 6b1aT BHUMATENHO HabNIOAABAHM.

M3pectHo €, ue nauuenTH ¢ aHaMHe3a 3a CyHWUMIHW CBOMTHS MM NMOKa3BalllH B 3HAYMTENHA CTeneH
CYMLMIHH HAEH TNPEIM 3aroysaHe Ha JEUEHHETO, Ca H3J1I0KeHH HA NO-BHCOK PUCK OT CYMLIHAHH MHCIH
WJIH HaMEpEHHA H TpA0OBa Ja 6pAaT BHHMaTENHO HabNIOAaBaHy NO BPEME Ha NEYEHHETO.

Tepanusara Tpabpa na ce npuApyXKaRa ¢ BHUMATENHO HaOMIOAEHHE HA NMALMEHTHTE H 0COGEeHO Ha Te3H ¢
BHCOK PHCK, OCOGEHO B HAYANOTO HA JIEUYEHHETO W NPH NPOMEHH Ha no3ata. IauueHTuTe (M rpHxKeLIUTe
ce 3a TAX Jxua) TpAbBa Aa 6bJaT npeaynpeleHH 3a HY»AATa OT HaOMIOJEHHE NPH BCAKO KIMHWYHO
BJIOILABAHE, CYHUMOHO MOBeAEHHE HWIW MMCIH M HeoOH4aiHH NpPOMEHM B MOBEAEHHETO W Ja ThPCAT
MeJHUMHCKH CbBET He3abaBHO, aKO ca HATMLE TE3H CHMITOMH.

[TeauaTpyyna monynauus

@epapun He TpaOBa na ObAe M3MO3BaH 3a IEUEHHETO Ha Jela W MOJPACTBAaUIM Ha Bb3pacT noa 18
roaunHu, ocseH npu nauxeHtH ¢ OKP. He ce npenopbuBa ynorpeba Ha (DeapuH npy Jeua 3a JeUeHHe Ha
NenpecHs Mopaad JIANCa Ha KJAHHHYEH onuT. CyHUMAHO noBefeHHe (CYMUMAHM OMHTH W CYMUMOHH
MHCIH)} W BpaxkaeOHOCT (IOMHHHMpala arpecus, ONO3HUHMOHHO TIOBEJEHHE W THAB) ca HaGNIOJABAHU NO
BpEME HA KITMHHYHH NPOYYBAHHA M10-4ECTO NPH AL H IOHOLUHM, IEKYBAHH C aHTHAENPECAHT B CpaBHEHHE
¢ Te3u Ha muiauebo. AKO B pe3yaTaT Ha KIIMHMYHA HeoDXO0AMMOCT € B3ETO pellleHHe 3a Npuna
Ta3H Tepanus, TO NAUHEHTHT TpAGBa na Gble BHHUMATENHO NPOCNEAsBaH 3a [OABATA
CHMITTOMM,




OcBeH TOBa, JIHNCBAT A&HHH 3a ABATOCpPO4YHA Ge3zonacHocT Mpy acua H KWHOLWK NO OTHOWIEHHE HAa
pacTEka, Cb3PABAHETO H KOTHHTHBHOTO H NOBEACHHECKO Pa3BHUTHE.

Mnany sb3pactu (ot 18 no 24 roguuiHa Bb3pacT)

Meta-aHanH3 oT nnauebo-KOHTPONHPAHH KIHHHYHH NMpPOYYBAHHA C AHTHAENPECAHTH NpPH Bb3PACTHHM
MaLMeHTH ¢ MCUXHATPUYHH HApYILEHHs NOKAa3Ba MOBMLIEH PHCK OT CYHLIMIHO NOBEAEHHe Npu rpynara c
AHTHIENPECAHTH CPABHEHO C MU1auebo npu nauneHTHTE Noa 25 roanuiHa Bb3pacT.

IMauMeHTH B cTapyecKa Bb3pacT

JlaHHHWTE OT NalIMEHTH B CTApHECKA BL3PACT HE MOKA3BaT KIMHUYECKH 3HAUMMH PA3IHYHA B CPABHEHHE C
Mo-MJIajuTe, NpH HOPMAIHH JHEBHHW N034. Bee nak yBennueHHeTo Ha Aosarta GM Tpsbeano na 6wae rmo-
faBHO NPy TaKKBa MAaLMEHTH U € HEOGXOAUMO BHUMATENHO J1a 6baaT HabnoaBaHH.

AKATHIHA/ICUXOMOTOPHA HEYMOPHMOCT

[Ipunaranero Ha QeBapHH € CBBP3aHO ¢ Pa3BUTHE HA AKATH3HA, XapaKTepH3Hpalla ce Cbe CYGEKTHBHO
HEMPHATHA W CTPECHpALla HEYMOPHUMOCT M HYX(IA OT YECTO M3BbPLUBAHE HA JABHKEHMA, MPHAPYKEHA OT
HEBb3MOXHOCT 3a CMOKOHHO cefieHe WM cToeHe. ToBa e No-BepoOATHO Aa Ce CIYy4YH B MBPBHTE HAKOJKO
CEAMMUHM OT NedeHHeTo. [IpH nanMeHTy, KOMTO Pa3BHAT TE3HM CHMNTOMM, TIOBHLLIABAHETO HA J038Ta MOXKE
na 6vae epeaHo.

b16peuHo U yepHonpoOHO YBpexIaHe

IMaumenTty, cTpajatun or yepHoApoOHa unu 6b0peuHa HeaoCTaTBUHOCT TpAGEA A 3aNMOYHAT NEYEHHE C
MO-HUCKH AO3M H Ja 6baaT HabnoaaraHH BHUMATENHO.

Jleuenuero ¢ DesapuH B peakd citydan € 6WMA0 CBBP3aHO C NOBHIIABAHE HA YePHOAPOOHUTE €H3HUMH,
OOHKHOBEHO MPHAPYXEHO OT KIMHMYHH CHMINTOMH. B TakuBa ciiydau nedenwnero tpabea ma Gbae
NpeKbCHATO.

HapyuieHVa Ha HEepBHATA CHCTEMA

BLnpeku, ue npy ONHTHTE ¢ XKUBOTHH DeRapyH He NpPeaHIBMKBA KOHBY/ICHH, [PENOPBUYBA C€ MOBHLIEHO
BHMMaHHWe, KOTaTO C¢ NMpHJIara Npy NalMeHTH ¢ aHaMHe3a 32 KOHBYJICHBHO pa3cTpoHcTBo. JleyeHue c
desapun Tpabea aa ce u3bArsa nNpu nauMeHTH ¢ HecTabWAHA enuiencHsa, a MaLKMEHTUTE C OBNagsHa
enunerncus e Heobxoaumo na Obaat HabmoAaBaHK BHUMAaTENHO. JleyenneTo TpabBa Aa ce NpeKbeHe, ako
ce MOABAT NPHNAABLLUM WK aKO Ce YBEJIHYH YeCTOTATa HA MPHUNaAbUHTE.

B penku cnyuau ce chofluaBa 3a pa3sBMTHE HA CEPOTOHHMHOB CHHAPOM WNH HAa CUHAPOM, noaobeH Ha
HEBPOJCNTHYHHA MATHIHEH CHHIPOM, KOHTO Ce CBbp3RaT ¢ nedexHero ¢ MeBapuH, 0coGEHO KOTATO ce
npunara B KOMOHHAUMA C APYrM CEepPOTOHHHEPTHYHH W/MJIM HEBPOJENTHUHM NeKapcTBa WM B
koMOMHaUHA ¢ GynpeHodpHH KK GynpeHoppuH/HanokcoH. Thil kKaTo Te3n cUHAPOMH GHXa MOraHM Oa
NpeIu3BHKAT NOTEHUMANHO MCHMBOTO-3aCTpAIlABAIUK CHCTOSHHA, neueHHeTo ¢ OepapuH Tpabea na ce
NpeKkpaTd, ako Ce MNOABAT TAaKHBA MNpPU3HALKM (Te C€ XapaKTepH3MpaT C TIpyna CHMITOMH KaTo
XHMEPTEPMHS, CKOBAHOCT, MHOKIOHYC, ABTOHOMHA HeCTabMIHOCT ¢ BB3IMOXKHHM OBpP3H MpoMeHH Ha
KH3HEHHMTE [MOKA3aTeNH, MPOMEHH Ha MNCHXMUYECKOTO CbCTOSHHE, BKIOUMTENHO OOBPKAHOCT,
pa3apa3HHTENHOCT, CBPBX BL30yAa, NporpecHpalla 10 AeMpHYM M KOMa) M a € 3amnouHe NOIBPXALIO
CHMITTOMATHYHO NeueHHe.

MeTaGonu3bsM W HapYIIEeHHA HA XpaHEeHeTO

Kakro w npu apyrure SSRIs, nonskora ce cwobluasa 3a XMMOHATPHEMMS, KOATO e o,
cnupane Ha MesapuH. HakoH oT cnyvante Moxe OM ce Ab/BHKAT HA CHHAPOMA HA HAPYIUEH
AHTHONYPETHUHKHA XxOpMOH. TloBeueTo chobLIeHHs ce NpH 110-BL3PACTHH NALIHEHTH.




Kontponsr Ha kpnBHaTa 3axap Moxe na Obje HapylleH (Hanp. XMNEPriMKEMHs, XHITOTJIMKEMHS,
HamalleH [NIOKO3EH ToNepaHc), ocobeno B paHHHA cTanuil Ha nexenunero. Korato @esapun ce npunara
MpH NauMEeHTH C aHamHe3a 3a 3axapeH AWaler, 4g3aTa Ha avTHAMabeTHWTE NekapcTBa MOXKe Ja ce
HaI0XKH Ja ce alanTypa.

Haii-uecto Habmonaeanusa CHMNTOM, CBBP3aH C fieueHHeTo ¢ DeBapHH € rajeHe, NOHAKOTA MPUAPYKEHO
OT NoBpbuUiaHe. Ta3H HexenaHa peakLua 0OOUKHOBEHO HAMANSEE B MBPBUTE JIBE CEIMMLUM Ha JIEUEHHETO.

OuHM HapylIeHus

Hoxnaneana e muaprasa npu SSRIs kato Mesapun. Cnenoeatenno ®Mepapun TpsaGea Ja ce HINHCBA ¢
MOBHUILEHO BHHMAHHE HA MALUMEHTH C NOBHUIIEHO BLTPEOUHO HAATAHE MM TAKHMBA ¢ MOBHLUSH PHCK OT
OCTpa TECHO-bIBJIHA [IAYKOMa.

XeMaToNO0rHYHH HapyIUEHHs

HMma cpolieHHa 3a KOXKHM KPBLBOW3JIMBH, KaTO €KXMMO3M M Mypnypa, KakTo M APYTH XeMOparM4yHu
NposiBH, KaTO CTOMALIHO-YPEBHO KbpPBEHE MM MHEKONOTHUHHM XeMOpardH npH usnonspaHe #a SSRIs,
SSRI/SNRI morar na yBenH4aT pHCKa OT MOCAEPOAOBO KphBOTedeHMe (Bx. Touku 4.6 u 4.8),
[Ipenopbusa ce MOBHIIEHO BHHMAHHME TIPH nauxeHTH, npueMaiy SSRIs, 0cofeHO B cTapyecKa Bb3pacT H
NpH NAUHEHTH, KOWTO [pHeMaT eJHOBPEMEHHO JIEKapPCTBEHH MPOAYKTH, OEHCTBAIUM BbpXy
TpoMBoUMTHATA QYHKLMA (HAanp. aTMIMYHM AHTHIICHXOTHYHM CpeAcTBa M (PEHOTHA3IHHH, MNOBEUETO
TCAs, auetuncanuumnora kucenuna, HCIIBC) wnu TakuBa, yBeNHuaBaull pucKa OT KbPBEHE, a Taka
CHILO M MpPH MALMEHTH C AHAMHE3Aa 3a KBPBEHE W MpeApasnojiarally 3a KbpBEHE CHCTOSHMA (HaAmp.
TPOMOOLUMTONEHHA HNK HAPYLIEHHS Ha KPBBOCHCHPBAHETO).

ChbpaevHH HADPYIUEHHA

[punaravero Ha PepapHH 3aeaHO ¢ TepdeHaaMH, ACTEMH30I WIM UM3ANpHi, MOXKe Aa JOBeAe 10
MOBHILABAHE HA MNA3MEHMTE MM HHBA M Ja Ce CTHIHE O NOBHIUEH PHUCK OT yabixkapaHe Ha QT/Torsade
de pointes.

[Mopaan Aunca Ha KIMHHYEH OMMT ce TMPENopbyBa CNEUMAHO BHUMAHHE B CHTYAlMS HA NOCT-OCTBP
MHOKapaeH uHdapkT.

HepmaTonornudu epekTy

HownansaHd ca CEPUO3HH KOXKHM DPEaKUHM, HAKOM OT KOMTO (aTanHM, BKIIOYMTENIHO epUTeMa
myatudopme, cHuapom Ha CrtubH-/DKOHCBH M TOKCHYHA €MMAEpPMAaNiHA HEKpPONH3a, CBBP3aHH ¢
¢dnyBokcaMuH (BiK. Touka 4.8). Marnexna, 4e MaUMEHTHTE Ca HINOKEHH HA HAH-BHCOK PHCK OT TE3H
peaKkLtMH B HAuyanoTO Ha TepanuaATa. AKO ce TNMOABAT KOXHH peakudu, ¢nayBokcaMuH Tpabea na Gnae
npekpareH He3abaBHO U NaLUKEHTHT TPAOBa na 6bae HabnionaBaH BHUMATENTHO.

EJ'IBKTQO-KOHB YJICHBHA TEPANKWA

C'bU.leCTByBa OrpaHH4YCeH KIHHHYEH OIIMT 3a E€AHOBPEMEHHO NpUAaraHe Ha CDeBaan H CIACKTpO-
KOHBYJICHBHa TCpaMMA, 3aToBa € He0OX0AHMO NOBULLEHO BHUMAaHHE.

CexkcyanHa gMcVYHKUMA

CenextvBHHTE WHXHMOMTOPM Ha oOpaTHOTO 3axBawaHe Ha cepoToHWHA (SSRIs)/HHXHOMTOpHTE Ha
oOpaTHOTO 3aXBallaHE HA CEPOTOHHHA W HopaapeHannHa (SNRIs) moraT na NpHYHHAT CUM
cekcyanHa auchynkums (Bx. Touka 4.8). Hma choblUeHHA 33 NPOOL/KUTENHA CEKCYyanHa
NpPH KOATO CHMNTOMMHTE NPOAB/KABAT BIIPEKH NPEKBCBAHETO HA npHemMa Ha SSRIs/SNRI.




CuMOTOMYK Ha OTHEMAHE TIPDW NPpEKpaTaBaHe HA ne4yeHHeTo ¢ Pepapun

Bb3MOXKHA € noaBa Ha peakUuHK HAa OTHEMaHE€ MNpH CIIHPaHE Ha JIEYEHHETO C (I)eBapHH, BBIPEKH He
NPEAKIHHHYHHATE H KJIHHHYHH JAHHH HE MPEAnoaaraT TOBa A¢UeHHe Ja BOOH OO 3aBUCHUMOCT.

Haii-uecto noknagsaHWTE CHMIITOMH, CBLP3aHH C MPEKPATABAHETO MPUEMA HA JIEKAPCTBOTO BKIIOURAT:
3aMaiiBaHe, CEH30PHHM HapylieHHs (BKI. MapecTe3HH, BU3YANHH HAPYLIEHMS W yCEllaHe 3a yaap oT TOK),
HapylueHus Ha CbHA (BKN. 6e3chbHHE W HACHTEHM ChHMLWA), Bb3Oyna, pa3gpasHMTENHOCT, 0OBPKAHOCT,
€MOLIHOHANTHA HeCTAOH/THOCT, rafieHe W/WIH NOBpbIUAHE, AHAPHI, U3NOTABAHE, NANNHTALIHY, riaBoboline,
TPeMOpP M TpeBOXHOCT (BK. Touka 4.8). OOWo, Te3H CHUMOTOMH ca NekH [0 YMEpPeHH M
CaMOOrpaHHYaBallH ce; BBIPEeKHM TOBA MpPH HAKOW MAUUEeHTH Teé MOraT ja ObJaT TexKW WM
NpoibMkHTENHH. Te OOMKHOBEHO HACTBLIBAT Npe3 NbPBHTE AHM Clel MPEKPATABAHE HA NEYEHHMETO.
3aToBa ce NpenopbuBa NPH NpekpaTaBaHe Ha JeveHuero ¢ MeBapuH 103aTa Na ¢e HAMANABA NOCTENEHHO
CIOPEA HYMANWTE Ha NalUHeHTa (BXK. Touka 4.2).

Maunsa/Xunomanus

®esapuH TpAbBa Ja ce MPUNATa ¢ MOBUILEHO BHUMAHHE MPH MALUEHTH C aHAMHE3a 38 MaHHA/XUIIOMAHHA.
Jleuenneto ¢ npoayxra Tpabpa a ce NpeKsCHE NPY BCAKO HABNW3AHE Ha NALIMEHTA B MaHuiiHa ¢dasa.

Hudopmaunsg, cBbp3aHa ¢ NOMOLIHHTE BEIECTBA
To3m nexapcTBeH NPOAYKT CbAbpPXKa No-Manko ot 1 mmol Hatpuii (23 mg) Ha TabneTka, T.€. MOXE Ja ce
Kaxe, 4e MPaKTH4ECKH HE ChIBPIKA HATPHHA.

4.5 Biaumope#cTBHS ¢ APYIH JJeKAPCTBEHH NPOAYKTH H APYTH (POPMH HA BIauMolelcTBHE

MAQ unxuburopu

MepapuH He Tpabra na ce ynorpedsasa B koMOHHaUMA ¢ MAQO MHXHOHTOPH, BKIIOUHTENHO AHHEIONHUA,
MOpPaAH MOBHLIEH PUCK OT CEPOTOHMHOB CHHAPOM (BXK. Touka 4.3).

Edekt Ha dayROKcAMHH BBPXY OKCHAATURHHS METAGOIHIBM Ha JAPYrH JeKapcTea

MepapHH MOXKe Ja MHXMOMpa MeTabonn3ma Ha jekapcTBa, MeTabONMM3IMPaHM OT HAKOHM H30EH3WMH Ha
uuroxpomu P 450 (CYPs). Mowna muxubuuus Ha CYPLA2 u CYP2C19 e nemoHcTpupaHa npH uw
sumpo W un sueo npoyusaHua. CYP2C9, CYP2D6 u CYP3A4 ce uHxuOHpaT B MO-ManKa CTENEH.
JlexapcTBeHH NMPOAYKTH, KOMTO B rOAMa CTEMeH ce MeTalonu3upaT nocpeacTBoM Tezd Guxa Morau aa
MMAT NO-BHCOKA WM NO-HUCKa (Hamp. B ciyyail Ha HeakTHBHO BellecTBo (prodrug), kato Knonuaorpen)
nnasMeHa KOHLEHTPALMA HA AKTHBHOTO BEINECTBO/METAGONUT NPH C€OHOBPEMEHHMA MM [pHeM ¢
®esapui. EnnoBpemenHoTto neuenue ¢ PesapuH W Tesuw nexapcTBa Tpabea aa 3anoMHe MM Aa ce
anantipa KbM Hail-fonHaTa rpaHMila Ha TeXHMS J030B WHTepBan. Tpabpa BHMMarenHo na Obaar
Ha0/moAaBaHH (U1a3MEHWTE KOHLEHTPaUWK, epeKTHTE MIM HEeXENaHUTE NeKapcTBEHH peakuMd Ha
eHOBPEMEHHO NPWIOKEHUTE JIEKAPCTBA M TAXHATa 103a TpAO6Ba Ja ce HamanH, ako e Heobxoanumo. Toea
e 0co6eHO MPUNOKHMO 3a IEKapCTBa C TECEH TepaneBTHYEH HHAEKC.

PamenTeon

Korato ¢gnyeokcamuH maneaT dunmupann Tabnetkn 100 mg aBa mbTH OHEBHO ¢a NPHIOXKEHH 32 3 AHHK
npeay eHOBPEMEHHOTO MPHIOKEHHE HA €QHHMYHA 1033 OT 16 mg pamenteoH v GIyBOKCAMHH Manear
¢unmupany tabnerku, AUC 3a pamenteoH ce noedinapa npubauzutendo 190 nbtu w1 Cmax ce

NnopHilapa l'lpHGJ'lMSHTeJ'lHO 70 nbTH, CPABHCHO CBhC CAMOCTOATEITHOTO NPHITOXKEHWE Ha paMENTEOH.

JlekapcTra ¢ TeCceH TepaneBTHYEH HHIEKC




BHUMATENHO Ja ObjarT HabarolaBaHW, KOTATO Te3W /€KapcTBa ce MEeTabONM3MpaT OCHOBHO WJIM OT
xomOuHauna Ha CYPs, koxto ce unxubupar ot OepapuH.

AKo e H606X0ﬂ.HMO, CE NMpenopbYBa KOPEKLUHA HA 103aTa HA TE3H JICKapCTRA.

[lopaan TecHMs TepaneBTHUeH HMHAGKC HA NMMO3WA W M3BECTHATa My CrocoOHOCT Aa yaw/kasa QT
HHTEpBana, eJHOBPEMEHHATa ynoTpeba Ha MUMO3K H (yBOKCAMMH € NPOTHBONIOKA3aHa - B3K. To4Ka 4.3.

TpHUKKITHYHA AHTHAENPECAHTH H HEBPOIENTHLH

HoknanpaHo ¢ MOBHIIEHHE HA NpPEABAPHTENHO CTAOMMHM NIA3MEHW HHBA HA Te3H TPULMKIAHYHH
AHTHAETIDECAHTH (HANp. KNOMUNPAMHH, HMUTIPAMHH, AMHTPUNTHIHH) M HEBPOJIENTHLM (HAfIp. KIIO3aNHH,
OJlaH3amnMH, KBETHANHH), KOMTO OCHOBHO ce MeTraboiauaupaT upe3 wuutoxpom P450 1A2 npu
€AHOBPEMEHHO TIpHoXkeHHe ¢ Pesapud. Tpabea na ce Mma npeaBuA MOHKKABaHE Ha A03aTa HA TE3M
JIeKapCTBa, aKo ce 3ano4He neveHue ¢ Gepapyn.

Benzoauazenuuu

IIpu enHOBpEMEHHO NPHIIOKEHHE HA OKCHAATHBHO MeTabomu3upaHu OeHzonHazenuny (Hanp. Tpuasonam,
MHIa30/1aM, anpa3sonam H Axasenam) ¢ PesapuH HMa BEPOATHOCT 3a NOBHLLIABAHE Ha NTA3MEHHTE HHMBA.
HJo3ara Ha Te3n GenzoaMasenuHy Tpadsa Ja 6bAe NOHKXKEHA MO BPEME HA €AHOBPEMEHHOTO MPHIIOKEHHE
¢ MepapuH.

Cnyyau Ha NMoBHileHa IasMeHa KOHLUCHTPALHA

Twit kaTo nNna3MeHaTa KOHLEHTPALMA HA PONMHHPOJ MOXeE Ja ¢¢ MOBUILM B KOMOMHALKMA ¢ DeBapHH ¢
NOCNEABALO NOBHLIABAHE PHCKA OT MpeAo3MpaHe, MOXe 1a € HeoOxoauMo HabNoJeHHe H HaManABaHe
Ha 1103aTa Ha POMHHHUPO MO BpeMe Ha JedyeHueTo ¢ DeBapuH U Clle HEFOBOTO MPEKbCBAHE.

Teil KaTo naasMeHWTe KOHUEHTPALHHM Ha MPOMPAHONON Ce MOBHILABAT MpH koMmOMHaLMa ¢ eBapHH,
MOJKE 12 CE HaJIOKH [103aTa HAa NponpaHonon aa 6be NoHWMEHA.

Koraro ce npunara 3aenHo ¢ depapuH, nna3MeHWTe HUBA Ha Bap(apHH Ce MOBHILABAT 3HAYHMO H Ce
yABNKAaBa NpoTpoMOHHOBOTO BpeEMeE.

Cnyqau Ha MOBULNCHH HEXENaHH NEKAPCTBEHH peakliii

JoknansaHH ca HIONMPaHH ClIy4aH Ha CbpAeYHa TOKCHYHOCT npH KkoMOWHHpaHe Ha ®eBapuH ¢
THOPHJA3HH.

[Ipu enHoBpemeHHO npHiIokeHHe Ha PeBapHH ¢ kodenH KMa BEPOATHOCT Ja Ce MOBHLIAT MAa3MEHUTE
HHBa Ha KodeMHa. 3aTOBa NALMEHTH, KOWTO KOHCYMHDAT TOJIeMH KOJHM4ECTBa KOGEHH ChAbPKAUIH
HanuTki TpAOBa Ja HaManaT TeXHHA NpHeM, korato DepapHH e Ha3Ha4yeH H ce HabMOJaBaT HeKenaHH
JieKapcTBEHH peakLHH OT KogenHa (KaTo TpeMop, NalMUTaLKH, rafaeHe, 6e3rnokoiicTso, Gescsuue).

3a TepdeHaH, aCTEMHU3ON, LM3ANPUA W CHIAeHa(HN BUXKTE TouKa 4.4,

[ntoxyporupaHe

(Desapml HE NOBNHABRA ILT1a3MEHAaTa KOHUSHTpalHA Ha JHIOKCHH.

Brbpeuna exckpeums

MDepapHH He NOBAHABA T1A3MEHATA KOHLEHTPALIMA Ha aTSHOJION.

DapMaKoIHMHAMHYHH B3aUMOJEHCTBUA




CeporoHHHepruuHoTO felicTBHe Ha (depapuH MoXe Na ce 3acHiM, KOraTO €€ M3MNoJ3Ba C APYrH
CEPOTOHMHEPTHYHH CpeicTBa (BKNKOUMTENHO Tpamagon, OynpeHodpuH, OynpeHODpPHH/HANOKCOH,
TPHITAaHH, NHHE30JHI, CENCKTUBHH MHXHOMTOPH Ha o0parHOTO 3axBallaHe Ha cepotoHHHa (SSRIs) u
NeKapcTBa, ChABPIKALIM XBJIT KAHTAPHOH) H MOXE Ja AOBee A0 NMOTEHUHWATHO XHBOTO3aCTPaLIABALLO
CBCTOAHUE (BIK. TOUuKa 4.4).

@epapuH MOXE [a CE M3M0N13Ba B KOMOMHALMA C IUTHH NPH NleveHrHe Ha Texko GONHM, NeKapcTBeHO-
PE3UCTEHTHH MNalUHeHTH. Bbnpexn ToBa aMTHH (M  BEPOATHO CbIMO TpunTodaH) 3acHnBaT
CepOTOHHHEPruuHOTO AciicTBHe Ha Pepapun. Tazu koMOMHAUMS € HeODXOOMMO 1A CE H3NOA3Ba €
MOBHIUEHO BHHMAHHE NPH NALMEHTH C TEXKKA JIEKAPCTBEHO-PEIUCTEHTHA AETIPECH.

[Ipu naumeHT Ha NEpPOpanHH aHTHKOoaryAaHTH W (DEeBapyHH MOXe Na Ce YBETHYM PHCKA OT XeMOparus u
Te3M nauxeHtH TpaGea ga 6baaT BHUMaTeNHO HabNOAABAHH.

KaKkTo ¥ npu apyrure NCHXOTPOMHH JEKAPCTBA Ce MpenopbyBa Aa ce u3bArea ynorpebara Ha ankoxosn no
BpeMe Ha neveHneTo ¢ GepaphH.

4.6 QepTnanTter, 6peMeHHOCT H KLpMene

BpemenHocT

EnuaemMHONOrHUHKTE JaHHH FIOKA3BAaT, He YNoTpebara Ha CeNeKTHBHH MHXUOHTOpH Ha 06paTHMA 3axBat
Ha cepotoHrdHa (SSRI) no Bpeme Ha OpemeHHOCTTa, 0COBEHO Mpe3 KbcHATa OpeMEHHOCT, Moratr ja
NOBHILAT PHCKA OT NepcHCTHpalla GenoapobHa XuNepToHHa y HoBopoaeHute (PPHN). HabmogaBauusT
puck e B okono 5 cayusas/l 000 6pemenHocTH. Ilpu ofiwara nmonynanus TOBa ce ciayusa s 1-2
cnyuas/1 000 6bpeMeHHOCTH.

tDeBaan HE TpHGBa da c€ Mnpyunara rno speMe Ha GPEMCHHOCT, OCBECH aKO KIWHHYHOTO CBCTOAHHE Ha
JKCHATa HC H3HUCKBA JICUEHHE C (DeBapHH.

Ob6ceppallHOHHHTE JaHHM [MOKA3BaT MOBHMINEH pHCK (MO-Manko OT 2 MbTH) OT MOCAEPOAOBO
KpBbBOTEYEHHE cel ekcnosnia Ha SSRI/SNRI B paMkuTe Ha nocneaHUs Mecel NPeaH paKAaHeTo (B,
TOUKH 4.4 1 4.8),

OnucaHH ca W30OAMPaHH CIy4aH Ha CHMMTOMH Ha “‘CHHAPOM HAa OTHEMaHe” MpH HOBOPOJEHH, KOraTo
(epapuH e ynorpebapaH B kpad Ha OpeMeHHOCTTA.

HakoM HOBOPOASHM HMAT 3aTpPyOHEHMA ¢ XpaHeHe MW/HIM [AMIlaHe, TbpYOBE, TEMNepaTypHa
HecTaOMITHOCT, XMMOMJIMKEMMA, TpeMop, abHOPMEH MYCKYNEH TOHYC, CTpACKaHe, LMaHO3a,
Pa3sApasHUTETHOCT, JIETAprusA, CbHAMBOCT, MOBpbLLUAHE, TPYAHO 3aCMMBAHE W HENPEKLCHAT IUau NpH
eKcrnosHuMa Ha SSRIs B TpeTHA TPUMECTBP M MOTAT J1a C€ HYXKAAAT OT NMPOALIKHTENHA XOCMHTANH3ALNA.

Knpmene

DepapHH ce M3TLYBA YPE3 YOBEILKATA KbPMa B MAJIKH KOJM4eCTBA. 3aTOBA TEKApCTBOTO He TpaGea na ce
yrnotpedaBa OT :KEeHH, KOMTO KBPMAT.

Deprunurer

fIpoyusaHus Ha penpoayKTMBHOCTTA TPH JKHBOTHH ca MokasanH, ue eBapHH yBpexaa MbiKara M
KEHCKa (PePTHIHOCT. 3HAUCHHETO Ha TO3H (PakT npu Xopa He € HiBecTHO (BXK. TOuKa 5.3).

(DEBﬂpHH HE TpﬂﬁBa Aa c€ npHnara npy xopa, KOUTO NPAaBAT ONHTH 34 3a4eBaHE, OCBEH ak
CbCTOAHHE HA NALMCHTHTEC H3HCKBA JICYEHHE C d)eaapuu.




4,7 EdexT BbpXy ci1ocodnocrTa 3a mogupane u pabora ¢ MAIHHHA

QepapuH B go3u a0 150 mg He NoBmUABa MM MOBNKMABA NPeHeOPEKUMO cnocobHOCTTA 33 WodHpaHe H
paboTa ¢ mMawnHu. Hama ebexTH BupXy NMCHXOMOTOPHHTE YMeHHS npu uodupane u paboTa ¢ MaIlMHH
npH 3apasy aobposonuu. [lo Bpeme Ha TepanusTa ¢ OepapuH obaue ¢ HabmoaaBaHa COMHOMEHTHOCT.
Eto zawo e Heobxonumo na ce BHHMaBa MpeaH Ja C€ YCTAHOBHM WHIAMBHAYATHUST OTFOBOP KbM

NIEKApPCTBOTO.

4.8 Hexenann lexapcTBeHH peakitud

Hexenauu cb6utus, HabnionaBaHH Npy KIHHHYHE H3MWTBaHHA ¢ NOCOYEHATA NO-A0NY HecToTa, ca GHIH
CBBP3aHH YECTO Che 3abonaBraHeTo M He ca GHNH 3a0BKHTENHO CBBP3aHH C TEUEHHETO.

Ouenka Ha yectorara: MHoro uectH (21/10), uecty (21/100 go <1/10), newectu (21/1 000 g0 <1/100),
peaxu (21/10 000 po <1/1 000), mHoro penku (<1/10 000), ¢ Hen3sBecTHA YecTOTa (OT HANHUHWTE AAHHU
He Moxe fa On/le HanpaBeHa OLeHKa ).

Cueremo- Yectn Heuectn Peaxu Mnoro | C Hen3BecTHa vecTOTA

OpraHHH peakH

Kiaacoee (nmo

MedDRA)

Hapymenusn XHnepnponakTuHeMHA,

HA HApYLIEHA CeKpeUnd Ha

eHIOKPHHHAT AHTHAHYPETHYEH

a CHCTEMA XOpMOH

Hapymenus | AHopexkcus XunoHaTtpuemus,

Ha HaMalsiBaHe Ha TeroTo,

meTabonns NMOBHLIABAHE HA TEMIOTO

ma H

XpaHeHeTo

Ieunxuunn XanmouyHaurd, | MaHua CyULUMOHH MHCITH H

HApYUIeHUN CBCTOSHHE HA CYMLHAHO MOBEICHHE

O6bpkaHocT,
aprecus

Hapyumiennn | Axutaums, Excrpanupamua | 'bpuose CepoTOHUHOB CHHIAPOM,

HA HEPBHATA | HEPBHOCT, HH  CHMINTOMM, cbOUTHA, NOZOGHH Ha

CHCTeMA TPEBOXKHOCT, aTakcua HEBPONENTUYHHA
Ge3cHHe, MaJIMTHEH CHHAPOM,
COMHONEHTHOCT, aKaTH3UA/NCHXOMOTOpHA
Tpemop, HEYMOPHUMOCT,
rnasoGonue, napecTe3nd, Aucreyaus
3aMasHOCT

Hapywenun I'nayxoma, Mmunpuasa

HA OYHTe

Copaeunn Mannurauuu/

HAPYWIEHHA | TAXMKapaua

Cbaoen (opTocTaTiyHa) Xemoparuu (Harmp.

HAPYLIEHHS XUIMOTOHUA CTOMALUHO-4YPEBHH

XEeMOparuH,
FTMHEKOJIOMrHYHH
XEMOparuH, EKXHMO3U,. .. |

nypnypa) v




Cromammno-

Kopemna bonka,

4peBHH KOHCTHIIAUMA,
HADYWIEHHA | AMApHA, CyXOTa
B ycTara,
AUCMENCHA,
rajgese,
noBpblLUAHE
XenaToGniHa Hapyuwen
pHH Hg B
HApyLNeHHA 4EPHOAPO
BHata
DyHKUNA
Hapymeunn | Xunepxuaposza | Koxuu peakuus | Peakuus CuHapoM Ha CrHBLH-
HAa KOXKATa N Ha CBpBX | Ha JIKOHCHH ***/
NOAKOXHATA YYBCTBHTE/THOCT | (POTOYYBC TokcyuHa enuaepmanHa
TbKAH (BKn. AHTHO | TBHTEJIHO Hekponuza***,
HEeBPOTHYEH CT Myntudopmena
eneM,  obpus, epuTema***
npypuTyc)
Hapymenns ApTpanrus, *KocTHH QpakTypu
Ha MHaITHA
MYCKYJIHO-
CKeJIeTHATA
CHCTEMA H
CheAHHHTEH
ATA THKAH
Hapywmenusn MUKLUHOHHH HapyLUEeHHA
Ha {BKMOUHTENHO
0LOpenuTe n pETEHUNA Ha ypHHa,
NHKOYHHTE ypHHapHa
NbTHINA MHKOHTHHEHLIHSA,
NOJIaKHYPHA, HOKTYpHs
H eHypesHc)
Hapymiennsa AGHOpMHa lanakrop AHoprazmus,
Ha (3abapcHa) e MEHCTPYIHH
Bb3NPOHIBOA eAKynaLus HapylleHus (KaTo
HTEJHATA ametopes,
cHCTeMA H XHMoMeHopes,
repaara MeTpoparus,
MeHOparus),
nocnepoaoBo
KpbBOTEYeHHe ™ **
O6un AcTenus, Cunppom Ha
HAPYLIEHHA H | HEPA3NOJIOXKEHH JIEKapCTBEHO OTHEMAHE,
edekTn mHa | e BKJ. HEOHaTaneH

MACTOTO Ha
NpHJI0KEHHE

CHHOpPOM Ha
JIEKAPCTBCHO OTHEMAHE

BBIPACTHH, MOKA3BAT MOBHMIIEH PHCK OT KOCTHH PaKTypH NpH NAaUMEHTH nMpHemawm SS
MexaHH3IMBT, KOWTO BOAM AC TO3H PHCK HE € H3BECTEH.
***[IpubnusnTenHa 4eCTOTa HA NOCTMAPKETHHIOBHA HAA30p, JOK/IAABAHH HEXENaHH P

Habnronasa IpH naauebo KIHHHYHK H3MHTBAHMUA.




****Toea cpbuTHe e choOLaBaHo 3a Kiaca nekapersa SSRI/SNRI (k. Touku 4.4 v 4.6).

CHMOTOMHM HA OTHEMAHE WM NPEKbCBAHE Ha NeveHueTo ¢ PepapHH

[pexncane Ha nedennero ¢ QeBapuH (ocobeHO KOraTo € BHE3AflHO) 4eCTO BOAM A0 CHMITOMH Ha
OTHEMAHE. 3aToBa € NpPeropb4MTENIHO, KOraTto He € HeoOXOAMMO Jd Ce MPOAb/XKABA JIEHEHHETO C
MdeBapHH, 103aTa NOCTENEHHO Aa C€ HAMATABA 10 CIIHpaHe Ha NeveHHeTo (B, Touka 4.2 1 4.4).

CrobulapaHe Ha NoJo03MPaHH HEXKENAHU PEAKLUA

Cr06uaBaHETO Ha NONO3MPAHH HEXellaHW peakuUHW chel paspeluasaHe 3a ynorpeba Ha NeKapCTBEHHs
ApPOAYKT € BaXKHO. Toea no3BonABa Aa NpoaAb/HKH Haﬁnmnenuem Ha CLOTHOLUEHHETO HOIIB&/pl/lCK 3a
TIeKapPCTBEHHS MPOAYKT. OT MeAHLMHCKHTE CNEUMANHCTH C& W3MCKBA Aa choDOLIaBaT BCAKA MOAO3MpaHa
HEXenaHa p€akuHa 4pe3 HallHOHANHA CHUCTEMA 3a c1>06maBaHe:

H3nbaHUTeNHa areHlins no nekapeTeaTa
yn. ,,Jaman Fpyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiiT: www.bda.bg

4.9 IIpenoanpane
Cumnromu

CHMNTOMHTE BKMIOHBAT: CTOMAINIHO-YPEBHM ONJIakBaHHA (rajeHe, MNOBpbllaHe M AMAPHA),
COMHONEHTHOCT M 3amaiiane. JloknamBanu ca M CbpAe4YHM HapylueHus (Taxvkapaua, Gpaaukapawa,
XHNOTOHHA), HAPYLUEHHUA B YepHOApoOHaTa GYHKLUMA, MbPUOBE H KOMA.

(depapuH MMa MHOrO LIMPOKA rpaHKLa Ha Be3onacHocT npu npeaczupate. OT UIMH3AHETO MY Ha nasapa,
WMa W3BBHPEAHO PANKO CHOOLUEHHA 3a CAYHAH HA CMBPT, KOMTO C€ OBIKAT CAMO Ha Mpeno3HpaHe Ha
(esapua. Haii-Bucokara AOKYMEHTHpaHa AO3HPOBKA Ha I€KapCTBOTO, MOrbJAHATa OT MauMeHT e 12 g.
To3mM nalLMeHT ce ¢ Bh3CTAaHOBKA HANMBIHO. B peaku cnyvau ca HabnrogaBaHH No-CepUO3HH OLIAKBAHMS,
BCEACTBHE Ha YMHLUIEHO Npelo3upaHe, HO IPpH koMOHHauUWA Ha DeBapHH ¢ APYrH leKapCcTBa.

Tepanus

He cniuectsypa cneurdnueH antiaot Ha Pesapun. B caywal Ha npeao3npade ctomaxsT TpabBa na ce
H3Mpa3sHH BBL3MOXKHO Haii-CKOpO clel MOTJbUAHE HA JIEKApCTBOTO M fa ce NpPOBede CHMITOMaTHYHO
neyenue. [lpenopbuBa ce M HEKONKOKPATHO NPHIOXKEHHE Ha MEAMLIHHCKH BBLIJIEH, 2 aKO ¢ HeoOX0aHMO
MOrar Aa ce 1o0aBAT M OCMOTHUYHH NakcaTHBEH. opcHpaHaTa AMypesa M AHANHM3ATA € MAITKO BEPOATHO Aa
MMaT MPaKTHYECKO 3HAYEHHE.

5. GAPMAKOJOIHYHUA JAHHHA

5.1 PapMakoIHHAMHYHH CBOHCTBA

(DapmakoTepaneBTH4HA Fpyna: AHTHAenpecanTH, CenekTUBHY HHXUOHTOPH Ha o6paTHHA 3axBar Ha
cepotonuHa, ATC koa: NO6ABOS.

MexaHHW3bM Ha AelCTBHE

[Tpoyusanusa BbpPXy pELENTOPHOTO CBBP3RAHE Ca M10KA3anH, ue GIyBOKCAMHH € MOLeH HHXHE
06paTHOTO CEPOTOHMHOBO 3aXBAlllaHe in Vitro, KaKTO U in vivo U iMa MUHHUMANEH auHuTeT, y@\ﬁ“
MOATHIOBETE CEPOTOHHMHOBH peuenTopy. PIyBOKCAMHH HMa HEIHAUMTENHA CNOCOGHOCT 3
KbM anda-aapeHepruutnTe, 6era-afpeHepruuHUTE PELIENTOPH, XMCTAMUHEPrHYHHTE, MY
XOJTHHEPTHHHHTE HITH AONIAMHHEPTHYHHTE PELIENTOPH.



®nyBoKcaMHH HMa BHCOK aMHUTET KbM CUrMa-1 peLenTopuTe, KbAETO AeiCTBA KaTO arOHKCT B
TEpaneBTHYHU JO3H.

5.2 ®apMaKoKHHETHYHH CBOHCTBA

Abcopbuus

®nysokcaMuH ce pe3opfHpa HanNbAHO CleA NEPOPATHO MPUIOKEHHE. MAaKCUMATHH  (i1a3MEHw
KOHLEHTpaiuu ce nocturar cnen 3-8 yaca. Cpeanara abcomoTHa GMOHaMuHOCT € 53%, abmkalia ce Ha
MeTabonuIbM npu mepeo NpeMHHaBaHe (first-pass).

MdapMakOKMHETHKATa Ha (ITYBOKCAMHH He ce BMAE OT EIHOBPEMEHHHUSA MPHEM C XPaH4.

Pasnpenenenue

Cebp3raHeTo Ha (IyBOKCAMHH ¢ YOBEILKHTE MNaiMeHH npoteqHu e okono 80% in vitro. OBeMbT Ha
pasnpeneneHue B yopeka e 25 1/kg.

buoTtpancdopMaliyg

(DnyBOKCAMMH NPETLPMABA 3HAYHUTENER MeTabonu3sM B uepHua aApob. Bbupeku ue CYP2D6 in vitro e
TJIABHMAT HM30€H3MM, BKMIOUEH B MeTafonHiMa Ha $AyBOKCAMMH, MNA3MEHWTE KOHLEHTPAUMH MpH
Gasuure merabonmzatopu 3a CYP2D6 He ca 3HAUMTENHO MO-BHCOKH CHPAMO Te3H MpH Obpswnre
MeTaboNH3aTOpH.

CpeaHuaT nnasMmeH nonyXXHBOT € npubnuautento 13-15 uyaca cnex eIHOKpaTeH NMPHEM H MAJIKO MOBEYe
(17-22 qaca) NpH NOBTOPHO JO3MPAHE, KaTO PAaBHOBECHWTE TUIA3MEHH HHBA OOMKHOBEHO C€ NOCTHTaT
cnen 10-14 gun.

EnumuHupane

DRyBOKCAMHH NPETHPAABA 3HAYHTEIHA TPAHCHOPMALIWA B 4epHHA Opob, rMaBHO 4pe3 OKHCIIHTENHO
AEMETHIMpaHe N0 HaW-Manko jeseT MeTabonuTa, KOWTO C€ eKCKpeTHpaT npe3 GnOpeumre. Jlpata
OCHOBHH MeTabo/IMTa NOKA3BAT HE3HAUMTENHA hapMaKOIOrHyHa akTHBHOCT. OcTaHanuTe MeTabonuTH He
ce ovakBa Aa ca (hapMakoNOru4HO aKTHBHH. DnyBokcaMuH € MolueH HHXUOuTOp Ha CYPLA2 n
CYP2C19. YcranoeeHa e ymepeHa uHxubuumna Ha CYP2C9, CYP2D6 n CYP3A4.

JIMHeHHOCT/HenvHeiHOCT

dnysokcaMHH  MoKa3Ba NuHediHa dapMaKOKMHETMKa TNpH €XHOKpaTHM Jo3d. PaBHOBecHuTe
KOHLEHTPALIMK €A [0-BHCOKH OT W3YHC/IEHATA OT AaHHHUTE 33 eAMHUYHATA A03a W NOBUILABAHETO HA TA3M
AMCTIPONOPLIMOHAITHOCT € MHOTO NO-KH3Pa3eHO NPU N0-BUCOKUTE AHEBHH 1O3U.

CheuMaitHi rpyny nauHeHTH

(dapmakOKMHETHKATA Ha (UIYBOKCAMMH € noacbHa NpH 30paBM Bb3PacTHH MAaLUEHTH, NALMEHTH B
cTapuecka BBIPacT M NAaUMEHTH ¢ OBOpevHa HEOOCTATBYHOCT. MeTaboNnM3MBT Ha (DNYBOKCAMHMH €
NOHKXKeH NPH NaLUMeHTH ¢ YepHoapoOHH 3abonaBaHna.

PaBHOBECHHTE MNasMeHW KOHLEHTpaLUMH Ha ¢JyBOKCAMMH ca ABa TbTH MO-BUCOKH MpH geua (6-11
rOAMIIHM) B cpaBHeHHe ¢ toHowH (12-17 rogumnu). [TnazsMeHWTE KOHUEHTPAUMH MPH FOHOLUH ca

CIAHAKBH C TE3H NPH BBEIPACTHH.
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Hsama panHM 32 KapUWHOTEHHHO WM MYTareHHO ACHCTBHE NPH NPHIOKEHHE HA BNYBOKCAMHH.

DepTHNNTET K PEnpPOAYKTHBHA TOKCHYHOCT

M3cnenpanms 3a penpoAyKTHBHOCT MPH HBOTHH €2 NMOKa3ali yBpexaaHe Ha (GepTHIIMTETa, NMOBULIEHA
embpuodeTranta cMBPTHOCT W HamarteHo etanHo Terno. Tesn edexTn ca HabnoAABAHH NPH EKCMO3HLMA,
KOATO HA[BHIIABA [BAa MbTH TEPaNeBTHHHHTE AO3H MpH xopa. B gonbaHeHHe npu npe v mocTHaTanHu
NpOy4BaHHA ca HabMooaBaHH NOBULLIECHA YECTOTA Ha MEPHHATANIHATA CMBPTHOCT NPH MAJIKHTE,

DOu3nvecKa Y NCUXOJOTHYHA 3aBUCHUMOCT

Bb3moskHocTTa 3a 3noynotpeba, Tonepanc M (u3nUecka 2aBMCHMOCT Ca M3CJEABAHW BLPXY MOIEN OT
HeuoBekononobHH MaliMyHH. He ¢ ycTaHOBeHa 3aBHCHMOCT.

6. OAPMAINIEBTHYHH JAHHHA
6.1 CnUchK HA KOMOINHHTE BEIECTBA

CrpuesHHa Ha TabneTkara

ManuTton

Llapesr4Ho HHLIECTE
[TpexxenaTHHH3HPaHO HULIECTE

HatpueB creapungymapar

CHnHLMeB JHOKCHA, KoouaeH Ge3soaeH

DunMoBo NOKpUTHE
Xunpomenosa

[Monnetunen rnukon 6000

Tank

Turavor anokcna (E171)

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok na roaHoct

3 ronuHK

6.4 Crnennaniu ycioBHs HA CbXpPaHEHHE
[1pn Temnepatypa noa 25°C.

6.5 Bua H chbAbpKaHHe HA ONIAKOBKATA

Tabaerxkn Oerapun 100 mg ce npeanarar B onakoeka no 30 6pos.

6.6 CnenranHn npeAna3sHi MepKH NPH HIXBLPISHE

Hsama cnenanHmn W3UCKBaHMA,
HeusnonseaHUAT NekapcTseH MPOAYKT MNM OTM2QLYHHTE MAaTEPHANIH OT Hero Tpabea na ce
CHOTBETCTBHE C MECTHHTE U3HCKBAHHA.



7. IIPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEEA
Buarpuc EOOJ]

otuc crpana ,,Cepauka opucu™

6yn. Curnakoso Ne 48, er. 7

1505 Codpus

Bbarapus

8. HOMEP(A) HA PASPELIEHHETO 3A YIIOTPEBA
20010889

9. JATA HA IIBPBO PA3PEHIABAHETIOJAHOBSBAHE HA PA3PEHNIEHHUETO 3A
YIIOTPEBA

Hara Ha nupeo paspewasane: 29 asryer 2001 r.

Hara Ha nocnenxo noaHosssaHe: 18 HoemBpu 2011 1.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

03/2026




