KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA

1. NME HA AEKAPCTBEHNA ITPOAYKT
Econpekc 5 mg punmupann tabnerku

Econpekc 10 mg dunmupanu tabneTku

Econpekc 15 mg punmMupanu Tabnetku

Econpexc 20 mg dunmupanu tabneTku

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Econpekc 5 mg: Bceaka tTabneTka cpabppxa 5 mg ecuyranonpam (KaTto OKcasar)
Econpexc 10 mg: Beaka Tabnetka cpabpka 10 mg ecupranonpam (KaTo okcanar)
Econpexc 15 mg: Beska Tabnetka cpaspika 15 mg ecupranonpaM (KaTo OKCanar)
Econpexc 20 mg: Beaka rabnerka cbabpaka 20 mg ecumranonpam (KaTo oxcaiar)

3a NLJIHUA CIIMCHK Ha NMOMOIIHUTE BEINEeCTBA, BIOKTE TOMKa 6.1.

3. JJEKAPCTBEHA ®OPMA
OunmupaHa Tabnerka

Econpekc 5 mg: Kpwrna, 6s1a, puiiMupana tabnerka.

Econpekc 10 mg: Opanno odopMeHa (mpuba. 8,1 x 5,6 mm), 6ana, punmupana rabrnerka ¢
IeJIMTE/IHA YepTa OT €HATa CTpaHa.

Tabremrxama mooice 0a 6voe pazoesena Ha 06e PasHy NOAVBUHU.

Econpekc 15 mg: Oanno odopmena (npubn. 10,4 x 5,6 mm), 6ana, ¢punMupana rabnerka ¢
AEJATENIHA YepTa OT €fHaTa CTPaHA.

Henumennama uyepma e camo 3a cYyneane C Yel NO-1eCHO npueMane, a He 3d pazOensine Ha
mabnremrxama e oee pagHu 003u.

Econpexc 20 mg: OpanHo odopmena (npubn. 11,6 x 7,1 mm), 6ana, ¢unmmupana tabnerka c
HEJTUTETHA Y€PTAa OT €JHaTa CTpaHa

Tabremxama mooice 0a 6v0e pazdenena Ha 06e PasHu NOTOGUHU.

4. KJIMHAYHH TAHHHA

4.1 TepaneBTHYHHA NOKAARHA

Jleyenue Ha rojieM4 JENpPecUBHH €MH30IH.

JleyeHue HA ITAHUUYECKO Pa3CTPOIACTBO ¢ Wik Oe3 aropadodus.
Jleuenue Ha COHMATHO TPEROKHO PAa3CTPOMCTBO (conmanHa Goous).
JleueHue Ha 06CECHRHO-KOMITYJICHBHO pa3CcTpOHCTBO.

4.2 JL03HpPOBKA H HAYMH HA NPHJIOKECHHAE
BezonacHOCTTa HA JHEBHHM 03K HaJ 20 mg He € yCTaHOBEHa.
Ecomnpexkc ce npuiara KaTo eJWHMYHA JHEBHA J03a M MOXE J1a CC ImpueMa C HilH Oe3 xpaHa.

["'oneMn JenpecuBHY ENU3ONH
ObuuaiiHata no3a ¢ 10 mg enus T JHEBHO. B 3aBHCHMOCT OT HWHAMBHUIYAJIHWS OTrOBOD Ha

NaLUeHTa, 103aTa MOXKe 11a Objie yBenMueHa MakcuMaHo Ao 20 mg JHEBHO.

OGUKHOBEHO ca HeoOXomuMH 2-4 ceqMMIIM 3a TIOCTMraHe Ha aHThAenpecuBeH oTrosop. Cien
NPEMUHABAHE HA CUMIITOMMTE € HEOOXOAMMO JedeHWe B NPOABDKEHHE Ha NOHEe O Mmeceia 3a

VTBBPKIaBaHe Ha pe3yarara.



[lannvwecko pascTpoiicTBo ¢ win 6e3 aropadobus

[Ipe3 nbpBaTa ceaMuia ce NIPENOpbYBA HaYaIHA 032 OT 5 mg, NpeJiu A03aTa Aa ce NoBUIK Ha 10 mg
AHeBHO. [lozata MOXe Ja ObJe AONMBJIHMUTENHO YBENHYEHA, J0 MaKCUMaiHo 20 mg JHEBHO, B
3aBUCHMOCT OT MHIUBUIYANHHSA OTTOBOP Ha NAIMEHTA.

MakcHMaitHaTa €PHKaCHOCT C€ JOCTHra ciieqy OKoao 3 Mecella. JIeYeHHEeTO MpoABIKaBa HAKOJIKO
MECeLa.

COLHATHO TPEBOXKHO pa3cTPOHCTRO
ObuuaiiHata no3a e 10 mg emuH meT gHeBHO. OOMKHOBEHO ca HeoOxonumu 2-4 CeIMMUM 34

nocTurane obnexyapane Ha cumnromure. Cien TOBa, B 3aBUCHMOCT OT MHAMBHAYAIHMs OTTOBOP Ha
MalMeHTa, A03aTa MOXKe Ja 6b/i¢ HamaleHa A0 5 mg WK NOBHHIEHA A0 MaKCHMAaIHO 20 mg JTHEBHO.

ColManHOTO TPEBOKHO Ppa3CTPOMCTBOTO € 3a00naBaHe ¢ XPOHMYEH KypC Ha MNpPOTHYAHE M 3a
YTBBbPKIABaHe Ha OTroBOpa Ce NpenopbyBa JICYHEHHE B NpoabibkeHue Ha 12 Mecenia. OTroBOPET Ha
ABJIArOCPOYHO JICYEHHE € MPOYYBAH B NMPOABIKCHHE Ha 6 Mecena U MOXe a C& CUHTa, OCHOBABAMKH
C¢ Ha MHAWBHAYATHWTE CNydYad, Ye BOAM A0 NMpEROTBPAaTABAHE HA PELHAMB; TIOJI3HTE OT JICUCHHETO
ciieziBa Aa ObaT NpeoliCHABAHU Npe3 PEAOBHY HHTEPBAJIM OT BpEME.

CounaiHOTO TPEBOXKHO pa3CTPOMCTBO MpelcTaBisBa AoOpe AehHHHpAH NHATHOCTHYEH TEPMUH Ha
CIELMGUYHO pa3CTPOHCTBO, KOETO He TpsibBa na ce OBpKa ¢ TIpekoMepHAa OOS3IMBOCT.
(dapMakoTepanusTa € NOKa3aHa caMoO, KOraTo  pasCTpONWCTBOTO 3HAYHUTENHC BJIMSE BBHPXY
npoeCHOHATIHIUTE H COLIMAIIHH AeHHOCTH.

MscroTo Ha TOBa JIEMEHUE B CPaBHCHHC C KO'HUTHBHATA NOBCACHUYCCKA TCpPaIllkiAd HE © onno HpEAMET
Ha OLICHKA. CDapmaKoTepanHﬂTa € HacT OT HAJIOCTHATa TCParicBTUYIHA CTpaTerus.

O0cecMBHO-KOMITYJICUBHO Pa3cTPOHCTRO
Hayannara go3za e 10 mg eaMH rrpT AHeBHO. B 3aBUCHMOCT OT MHAWBUAYAIHHAS OTTOROP Ha MAlIMEHTA,
A03aTta MoXe 1a Obae NOoBUILIEHa MAKCUMATHO 10 20 mg JHERHO.

Tvit kato OKP e xponuuyHo 3a0onsaBaHe, nauMeHTHUTEe TpAORa Aa OBIAT JEKYBAHHM JOCTATHYHO
NPOABIDKMTENHO, A0 U34Ee3BaHE HA CHMITTOMMTE.

ITonaure oT NeyeHneTo U fo3arta TpAOBA Ha 6bAAT NPCOLCHABAHH NPE3 PEAOBHY HHTEPBAJIH OT BpeMeE
(Bk. TOUKA 5.1).

llaueHTH B cTapyecka Bu3pacT {(Han 65 roavHmn)
Ja ce MMa MpeaBHA HAYalnHO JIEYEHHE C MNOJIOBMHATA OT NPENOPBYMTENHATA 103a M TI0-HHCKA

MaKCHUMAJIHA A03a (BXK. TOUYKa 5.2). .
E¢uxacnoctra Ha Econpeke npH COLManHO TPEBOXKHO pa3CTPOIMCTBO HE € IIPOYyUYEHA NPH MAalUCHTH B
cTapyecKa Bb3pacT.

Jleua n roromM (noa 18 ronuHm)
Econpekc He TpabBa na ce M3noO3Ba 3a JCYCHHE HA JIella H IOHOINH Ha Bu3pacT noj 18 roaunuy (Bx.
TOuKA 4.4).

Hamanena 656peuna ¢yHKIyA |

He ce manara xopekuus Ha [03aTa NpH MALMEHTH C JIeKa WIH yMepeHa cTeneH da 6u0peuno
yepesxaaHe. M3HckaBa ce MOBHINEHO BHUMaHHE IPH MALMEHTH ¢ TEXKKO HaManeHa 6LOpeuna (l)yHKIJ,PIH
(CLcg noa 30 ml/min) (8. Touka 5.2). |

Hamanena yepHoapoOHa QyHKuIMS




[IpenopsuBa ce HadaimHa 1034 OT 3 Mg AHEBHO 33 [IBPBHTE ABE CEAMHIIM JICUSHUE NPH MALMEHTH C
JICKO WM CPEJHO TEXKKO YECPHOAPOOHO yBpexaaHe. B 3aBHCHMOCT OT WHAMBHAYATHHA OTIOBOP HA
naluMeHTa, Josata Moxke aa 6wae yennueHa no 10 mg gHeBHO. [Ipenopsusa ce MOBHIUEHO BHUMAHME
M OCOOCHO BHHMATENHO THUTPHMpaHe Ha J03aTa OpH NMAalMEHTH C TEXKO YBpEAEHA 4YepHOoApobHa
dbyHKIMa ( BXK. TOUKa 5.2).

Cnabu metabonuzatopu Ha CYP2C19

Hpy nmanueHTH, 3a KOUTO € M3BECTHO, 4e ca cinabu Merabonmsaropu Ha CYP2C19, ce npenoprusa
HayajHa 1034 0T 5 mg AHEBHO Npe3 TbPBHUTE ABE CEAMHIIH OT JICUSHHETO.

B 3aBUCHMOCT OT UHIMBHYaJHUA OTTOBOP Ha NALIMEHTA, J03aTa MoXe Aa Obae nosuineHa 1o 10 mg
JHEBHO (BXK. TOUka 5.2).

CHMNOTOMH Ha OTHEMaHe, HaONIOKABAHHU NP IIPEKPATIBAHE HA JICYEHHETO

BHe3anHOTO NpeKpaTsBaHE Ha JICYEHHETO TpAOBa na ce n3barsa. [Ipy nmpekparaBane Ha JeYeHHUETO ©
eCLHTAJI0NIpaM A03aTa TpaOBa fa ce HaMafaBa NOCTEINEHHO 3a NEPUOA TIOHE OT €IHa 0 JBE CEOMULN,
C L€ Aa C€ HaMalld PHCKET OT CHMITTOMH Ha OTHeMaHe (BxK. Touka 4.4 n 4.8). AKo cien HaMansaBaHe
Ha 103aTa WK NPEKPaTABAHE HA JICUEHHETO CE MOABAT CHMITTOMHU TEXXKU 33 NMOHACAHE, MOXKE A3 ce
OOMMCIHM BpbIlaHE KbM NPEAXCAHATA MpeANHUcaHa o3a. B mocineacTBHE TeKapsaT MOKE Ja NMPOIhIKH
1a HAMaJIgBa A03aTa, HO NO-MOCTENEeHHO.

4.3 IIporuBonoKa3anusg
CBpBXYYBCTBHUTEIIHOCT KbM €CLIUTANIONDPAM HJIH HAKOE OT IIOMOINHHTE BellleCTRA.

EAHOBPEMEHHOTO JIEYCHHUE C HECEICKTHBHH, HeoOpaTMMH HHXMOMTOPM HA MOHOAMHHOOKCHA3aTa
(MAO-HHXHONTOpPH) € NPOTHUBOMOKA3aHO NMOPAagyd PHCK OT CEPOTOHHHOB CHHJIPOM C aXKUTHPAHOCT,
TPEMOP, XHUTIEPTEPMHUS H Jp. (BXK. Touka 4.5).

KoMOuHHpaHeTo Ha ecuuranonpaM ¢ odparumu MAQO-A uaxubutopu (Hanp. MOKnOOEMU) MU
obparumus HecenekTMBeH MAOQO - UHXUOHUTOP JIMHE3OJNHA € NMPOTHBONOKA3aHO MOPanM PUCK OT
OTKJIFOYBAHE HA CEPOTOHHHOB CUHAPOM (BXK. TOYKA 4.5).

4.4 CrneuHaJHu npeaynpexIeHus H NpeAnasHi MepKH npu ynorpebda
ClieanuTe crielMalHU NMPEeAYNPEKICHUS M NPeAna3HH MEPKH C€ OTHACAT A0 TEpaneBTHYHMA KJlac
SSRI (Selective Serotonin Re-uptake Inhlbltors) CHO3C (Cenexruruv Haxuburopn na ObpaTHOoTO

3axpauiaHe Ha CepOTOHUHA)

Ynorpeba npy fella ¥ I0HOWU noa 18- roauIiHa Be3pacT

Econpekc He TpabBa a ce M3MOJ3BA 3a JICUCHHE Ha Jelia M IOHOWM noj 18 roauiuHa Bb3pacT.
CynunuaHOTO noBeAeHHE (CYMUMAHH ONMTH M CYHMLMAHH MHCIH) M BpaKAeOHOCT (IJIaBHO arpecus,
OMMO3ULIMOHHO NMOBEACHUE U THAB) c€ HaO/I04aBa I10-9eCTO MPH KIMHHYHHTE NPOYYBAHUA CPEL JAelia H
IOHOIH, JICKYBaHH C aHTHACTIPECAHTH, B CpaBHEHHKE C TE3H, JIEKYBaHH C auneto. AKO Bb3 OCHOBA Ha
KIMHAYHUTE HY)KIH HE3aBUCUMO OT TOBa C€ B3eMe pelleHHe 3a JICUCHUe, NalHEHTET TpAOBa 1a ce
npocielssBa BHUMATE/IHO 3a MOSBaTa Ha CYHIMIHH CHMITOMHM. OCBEeH TOBa JIMIICBAT JIAHHU 3a
ABATOCPOUHATa 0e30MacHOCT TpPH Aena M IOHOIUH KO OTHOLIEHHe Ha pacTexa, Ch3pABAHETO M
KOTHUTHBHOTO M TIOBSACHYECKO Pa3BUTHE,

I lapanokcaiina TPEBOXKHOCT

Ilpy HAKOM MALMEHTH C MAHHYECKO PA3CTPOMCTBO MOXKE Ja ce HadmoAasa CUMITTOMH Ha 3acHJIEHA
TPEBOXKHOCT B HAYaJOTO Ha JICUEHMETO ¢ aHTHAenpecaHTH. [lapanokcanHure peakuyy OOUKHOBEHO
OT3BYYaBAT A0 ABE CEAMMLM TPH NPOAbIDKaBaHe Ha nedyeHueTo. [IpernopruBa ce HUCKA HavyanHa 1032
3a HaMaJiSBaHe BEPOATHOCTTA OT AHKCHOFeHEH edeKT (BX. Touka 4.2).

I'bpuose | .
[IpueMBT Ha nekapcTBEHHA NMPOAYKT TpAOBa Ja ObJe NPEYCTAHOBEHO MPH BCEKM MAIMEHT MOIYYHIT
MbpPUORE. L




SSRI Tpabea na ce u3bArBaT npH NauUeHTH ¢ HECTAOMHA ENMNEIICUS, A MAIMEHTH ¢ KOHTPOJIMpaHa
eniencus TpsaOea Aa OpaarT BHHMaTenHo npocneassaud. Ilpwnaranero Ha SSRI Tpabea na Gbze
NpeyCTaAHOBEHO, aKO HMa TMOBMIIIEHA YeCTOTa Ha IbPUYOBETE.

Mauus

SSRI Tpsabra na ce n3non3BaT BHUMATEIHO NPH MALMEHTH C aHaMHe3a 33 MaHHA/ XUTNOMAHMS.
ITpunaranero Ha SSRI tpabpa na Omae mpeycTraHOBEeHO NMPH BCEKH TAlMEHT NPEeMHHA] B MaHHUHMHA
daza.

Juaber
Ilpy naumenTd ¢ pguaber nedenmero ¢ SSRI Moxke na npoMeHH TIIMKEMHYHHS KOHTPOI

(XHHD]"J’IHKGMHE HIIH XHHBPI‘HHI{EMHH). Moxe ma ce HaIOXH KOPCKUHA Ha A03aTa HHCYJIMH u/uam
NCpopajlHHUTC XHIICTJINMKCMHYHH CpEACTBA.

CyMUHMAHY ONUTH/CYULIMIHY MUCIIHM HWIH BAOIIARAHE HA KIWHUYHOTO ChCTOSIHUE

HernpecusTa € CBbP3aHa ¢ MOBHLUICH PHCK 34 CYMUHMIHH MKCIIH, CAMOHAPaHABAHE U CYMLUOHH OIUTH
(cynmupau ¢pbuTHa). To3u pHUCK MEpPCHCTHpa A0 HACTHIIBAHETO Ha 3HauMMa peMUcHda. 1BH Kato
noAoOpeHNETO MOXKE Aa HE HACTBNIM NPE3 IBPBUTE HAKOJNKO CEAMHIM WIH TOBEYE OT JICUEHUETO,
NalMeHTHTEe TPAORa Aa ce NpociieAABaT BHUMATETHO 10 HACTHIIBAHETO HA TaKOBA NONOOpEHHE.
OOHuYalHMAT KITHHUMEH ONMMT IOKAa3Ba, Y€ PUCKBT OT CaMOYOMICTBO MOXKE [a Ce NOBHLIM B PAHHUTE
€Talnu OT BH3CTAHOBABAHETO.

Jpyrure NCHUXUMATPHYHK CBCTOSHHSA, 32 KOHTO C€ NpeAlncBa €CLMTAIoNpaM, MOraT ChIHO Jia ca
CBbP3aHH C [MOBHIIEH PHUCK OT CYHIUAHHM CcHOMTHA. OCBeH TOBa Te3W CHLCTOAHMA MoraT Ja ca
KOMOPOHMIHK Ha MrOJIAMOTO JeNpeCHBHO pa3cTpoicTBO. ChLUTE NIpeAnasHi MepKH, CHOII00aBaHy npH
JleYEHHETO Ha TAallMeHTH ¢ TOoJAMO J[EMPECHBHO pa3CTPOACTBO, CAeAoBaTenHO TpsadBa na ce
¢HOMIOIaBaT, KOrato e JIEKyBaT MALUEHRTH ¢ APYTH ICUXKHATPHUYHH Pa3CcTPOUCTBA.

3a NalMEeHTUTE C aHAMHE3a 3a CYHLIMIHHA ChOMTHA WIM NOKA3BALMTE 3HAYMTEIHA CTENEH Ha CYHLIUIHA
MAcaLUs NpeH 3aro4YBaHe Ha JICYCHHETO € H3BECTHO, Y€ €a C NO-TOIAM PHCK 33 CYHLUIHU MMCIIH HIIH
CYMLAHM ONMMTH W TpabBa na ObAaT npocneAsBaHH BHMMATEIHO IO BpeMe Ha JieyeHueTo. Enun
METAaHATN3 Ha Iu1ale00 KOHTPOJIMpaHUTe KIIMHHYHH NPOYYBaHHUS HA aHTHACTIPECAHTH IIPU Bb3PACTHU
NALMEHTH C NICHXMATPHUHH PA3CTPOMCTBA MOKa3Ba IOBUINEH PHUCK OT CYMIUMAHO MOBEACHUE IIPH
JIEYEHHE ¢ AHTUAENPECAHTY B CpaBHeHHe ¢ nnanedbo NpH NauMeHTH Ha BB3PacT Moa 25 roAvHM.
JlekapcTReHara Tepanusa TpAOBa Ma ce CHITBTCTBa OT BHUMATEIHO MPOCICASBAHE HA MALMEHTHTE U
0coOEHO Ha Te€3H ¢ BUCOK PHUCK CTICLHANHO B PAHHUTE €Talld Ha JICYSHUETO U Ce IpOMSHA Ha J103aTa.
ITanmenTyTe (M OKA3BALLMTE I'PHXKK HA MAallMeHTUTE) TpAOBa Ja OpAaT npeaynpeaeHy 3a HyKaara oT
NpocJieaBaHe 33 €BEHTYAIHO KIMHUYHO BIIONIABAHE, CYHLIMAHO NOBENCHUE WIM MUCIU ¥ HeoOUYainy
NPOMEHH B NIOBECHUETO, ¥ TpAOBa He3abaBHO f1a NOTHPCAT MEJULIMHCKH CHBET, aKO Ca HAJIMYHH TE3H
CAMITTOMH.

AKaTU3MS/ICUXOMOTOPHO HECTIOKOHCTBO

IIpunaraneto Ha SSRI/SNRI ce cBbp3Ba ¢ MosABaTa Ha aKaTHU3Hi, XapaxTepH3dpalla ¢€ CuC
CyOEKTHBHO HENPUATHO WM H3TOLIABAINO HECIOKOWCTBHE M HEOOXOAMMOCT OT HECTO JBHKEHHE,
CHIIPOBOJIEHA OT HECNOCOOHOCT /1a ¢e CTOM CIIOKOWHO B CEQHANIO WIHM M3IIPAaBEHO MOJOXKEHHE. ToBa
HACTHIIBA HAl-4ECTO B PAMKHUTE Ha ITBPBUTE HAKONKO CEIMHULM OT JedyeHHero. [lpu rnanHeHTwre,
KOMTO pa3BUBAT TE€3M CHMITTOMH, [TOBUIIIABAHETO Ha J03aTa MOXKE A1 € naryOHo.

XUINOHATPHEMHS

XunoHaTpHeMHns, BEpPOATHO MOPaJH HEAOCTATHYHA CEKPEeLMA HAa aHTHIOHYpeTHdeH XOpMOH (SIADH),
ce chobiasa panko npu npunoxende Ha SSRI, karo OOMKHOBEHO HM34e3Ba IMPH HPEKPATABAHE Ha
neyeHneTo. U3HCKBa c€ MOBHINEHO BHUMAHUE IIPH PHCKOBU NALIMEHTH, KaTO TaKHMBa B CTapyecKa
Bb3pacT, MAlMEHTH ¢ LUPO3a WIH JIEKYBAaHH SAHOBPEMEHHO C JICKAPCTBCHM IIPOAYKTH, 338 KOUTO CE
3HaE, Ye MPEAU3BUKBAT XUIIOHATPHEMHUAL. |

KpLBOHIIHBH



[Ipu nevenne ¢ SSRI uMa choOLIEHHA 32 aHOMAJIMM ¢ KOXKHO KBPBEHE, KATO €KXUMO3M ¥ Mypnypa.
[Ipenopryea ce NOBULLIEHO BHUMAHHE MPH NALMEHTH JEKYBaHU ¢ SSRI, 0C00eHO NpHU eAHOBPEMEHHA
yrorpeda ¢ nepopallHd aHTHKOArYJIAHTH, ¢ JICKAPCTBCHH NMPOAYKTH, 34 KOMTO € U3BECTHO, Y€ BIHAAT
BbpXy TpMOOUMTHATa GYHKUMS (HaNp. ATHMMYHH AHTMIOCHUXOTHUM U  (QEHOTHA3UHM, IIOBEYETO
TPULIMKJIMYHU aHTHACIIPECAHTH, ALEeTHICATNLMIOBA KMCEIMHA 1 HECTEPOUIHH TIPOTHBOBB3IAIIMTCIIHA
cpeacrea (HCIIBC), TuxmonuauH M AMNUpHIaMos), a ChIO U INPH MALMSHTH CbC CKIOHHOCT KbM
KbPBEHE.

EKT (enexrpOKOHBYJICHBHA Tepanug)
KIIMHUYHHAT OIUT NpH eJHOBpeMeHHO npoBexaaHo jedyeHue ¢ SSRI u EKT e orpanudeH, nopaau
KOETO NpenopbiBa MNOBUIIEHO BHUMAHHUE.

CepOTOHUHOB CHHIPOM

IIpenoptUHTENnHO € BHHUMAHHE NMPH €OHOBPEMEHHOTO IPUJIATAHE HA €CLIMTANIONPAM U JIEKapCTBCHH
MPOAYKTH CbC CEPOTOHHHEPIHYHHM €(eKTH KaTO CYMaTpPUNTaH WM ApPYrM TPHUIITaHW, TpaMaaosl H
TpUNTOQaH.

B peaku cayyad CEpOTOHHHOB CHHAPOM ¢ HabmomasaH npu nanueHTH usnonspamu  SSRI
€JHOBPEMEHHO CBC CEPOTOHMHEPIHMYHH JCKAPCTBCHU MpoaykTH. KoMOMHanMsa OT CHMIITOMM Karto
OKHTALMA, TPEMOpP, MHOKIOHYC M XHIIEPTEpMHA MOXKE ca MOKA3aTEIHH 3a PAa3BUTHETO HA TOBA
CbCTOSIHME. AKO ce CAY4YH TOBa, Ae4EHHETO ¢ SSRI M CEpOTOHUHEPrHYHMA JICKAPCTBEH TIPOAYKT
TpsaOBa Ja ce MpeyCTaHOBH He3a0aBHO M J1a C€ 3all0YHE CUMIITOMATHYHO JICYCHMUE.

A BIT KAHTApHOH

Ennospemennara ynorpaba Ha SSRI 1 6nikoBd NpoAyKTH, ChABPXKALLU XKBAT KaHTapuoH (Hypericum
perforatum) MoXe Aa TIpeAM3BHKA [OBHUIlIEHA YeCTOTa Ha HEXKEIAHWTE JICKAPCTBEHHM PeaKUMM (BXK.
Toyka 4.5).

CuMIITOMM Ha OTHeMaHe, HaOMoaaBaHy OpH ApeKpaTIBaHe Ha JEYEHUETO

CHMIITOMHTE Ha OTHEMAaHe IpH NpeKpaTsaBaHe Ha JIEYCHHAETO Ca YeCTHU, OCOOEHO aKo INPEKPaTABAHETO
¢ BHe3anHo (BK. Touka 4.8). B KIMHWYHH W3NHUTBAHHA HEXKEIAHHTE JICKapCTBCHH peaklivy,
HabmIoMapaHy TMPH MNPEYCTAHOBSBAHE Ha JIEWEHHETO, C€ MOABABAT NIpH npubnumsnrenHo 25% or
NalHeHTHTE JICKYBaHH ¢ ecuuranonpaM U 15% oT nauueHTHTE, MpueMally Iuiaedo.

PHCKET OT MosiBa Ha CHMIITOMM Ha OTHEMaHe MOXKE Ja 3aBHCH OT HAKOJKO (axTopa, BKIIOYHTEIHO
PONBKUTETHOCTTA M [03aTa Ha JIEYEHHUETO U CKOPOCTTa Ha TMOHMKABaHE Ha J03aTa. 3aMasgHOCT,
CEH30pHH HapyuieHus (BKJIKYUTEIHO HapecTe3us M yCellaHe 3a eJIEKTPOIIOK), HapyLIEHU] Ha ChHA
(BIUTIOYMTENIHO GE3CBhbHME M HANPETHATH CBHHINA), AXXKWTHPAHOCT WIH TPEBOXHOCT, rajgeHe W/WiH
NOBpBINAHE, TPEMOp, OOBpKBaHE, NOTeHe, IiaBobonue, AuMapus, NAINHTALYMM, EMOLMOHATIHA
HECTAOWIHOCT, pa3Apa3sHUTETHOCT W 3PHTEJIHM CMYIHEHUsA ca Hal-4ecTo ChODILABAHWTE PEaKLUH.
OOGUKHOBEHO TE3HM CHMIITOMM ca JIeKM 10 YMEPEHO TEXKH, kaTo obade NpH HAKOU MALUEHTH MOTAT Ja
O'bIAT TEXKKH 110 MHTEH3UTET.

Te 0OMKHOBEHO HACTBIIBAT B PAMKHMTE Ha I'bPBUTE HAKOJIKO JHM OT CITMPAHETO Ha JICUEHHETO, HO HMa
MHOI'O PeIKH CLOOIEHMS Ha TaKMBa CHMNTOMH NPU MAUMEHTHTE, KOMTO Ca NPOMYyCHAIX A03a 10
HeBHHUMaHHe. [1o NpUHIMN Te3H CHMITOMH ca CaMOOrpaHHYaBalld ce H OOMKHOBEHO OTHIYMSBAT B
pPaMKHTE Ha 2 CEMMIIM, BBIIPEKH Y€ NpH HAKOH XOpa T¢ MOrar Aa ca MO-TMPOAR/DKUTENHK (2-3 Mecelta
WM TIOBeue). 3aTOBA € MNPENOPBYHTEHO SCLHTANONPaM Aa ¢€ HAMAIABA MTOCTENEHHO NPY CIIMpaHe Ha
JIEYEHHETO 3a TIEPHOA OT HAKOJIKO CEAMHKLIM FUTH MECELIM, B 3aBHCHMOCT OT HYKIHTE Ha TTallMeHTa

(K. ,,CHMITTOMH Ha OTHEMaHe, HabuIoJaBany NPH CIIMpaHe Ha NeYEeHHETO", ToUKa 4.2),

KopouapHa chpneuna 6onect
[Topaagd OTpaHHYEHHA KJAMHUYEH OIMT, CE€ MNPENopbYBa INOBUIICHO BHHMAHHE TP NALMEHTH C

KOpoHapHa 60JIeCT Ha ChpLETO (BXK. TOUKA 5.3).

4.5 B3auMojeiicTBHe ¢ IPYrH JIeKapCTBEHH NPOAYKTH H APYrH GOpMHA Ha B3aHMOJEHCTBHE

PapMaAKOAHHAMHYHH B3aHMOACHCTBHA



[lpoTBONIOKAa3aHH KOMOMHALIHMN:

Heobpamumu necenexmuanu MAQ unxubumopu

HMa chobuienus 3a CEepHO3HM peaklldd NpH nandenTd npuaaraad SSRI B xoMmOGuHaums ¢
HECENICKTUBCH, HEeoOpaTHM MOHOAMHHOOKCHAa3eH uHxuburop (MAQOI), ¥ npM maiMeHTH, KOHTO
HACKOpO ca npeycTaHOBUIM JeueHneTO ¢ SSRI K ca 3anoynanu neyeHune ¢ MAOI (Bx. Touka 4.3). B
HAKOH OT CJIyYauTe NMALMEHTHT € Pa3sBHII CEPOTOHHHOB CHHAPOM (BXK. TOUuka 4.8).

EcuuranonpaM e NpoTHBOMOKa3aH B KOMOHHALUA ¢ HeceJleKTHBHM HeobpatuMu MAQO-HHEXHOHTODH.
JleyenueTo ¢ ecuMTanONpaM Moxke Aa 3anovde 14 aHu cnej npexparsaBaHe Ha JeueHHe ¢ HeoOpaTHMU
MAOQO- uaxuburopy. Tpsadpa 1a UMa HHTEPBAI, HE MO-MATEK OT 7 AHH CA€l CIIUPAHE Ha JIEYEHUE C
ECLIMTAJIONPAaM, NIPEaH Aa Ce 3all0YHE JICUEHHE C HECENIEKTUBEHH, HeoOpaTuMyu MAQO- uaxuburopu.

Obpamum, cerexmugen MAQO-A unxubumop (moxnobemuo)

ITopaau pucK OT CEpOTOHUHOB CHHAPOM, KOMOMHHMpPaHETO Ha ecuyTanonpaM ¢ MAO-A unxudburop e
IPOTUBONOKA3aHO (BXK. Touka 4.3). Ako KoMOuHaiMaATa € Oe3cropHO HeoOxomuma, TpaOBa nHa ce
3al0YHE ¢ MMHUMAaJIHATa MPENOpPBYNTENHA 033 U 3aCUIICHO KIMHUYHOTO HabmoaeHue.

Obpamum, necerexmuger MAQO-unxubumop (runezonuo)

AHTHOMOTHKBT JHHE30THA € oOpaTHM HecellekTHBeH MAQO-uHXHOHTOp M He TpaOBa Aa ce¢ JaBa Ha
NMalUEHTH JIEKYBaHH C ecuMTanonpaM. Ako koMOuHaumaTa e Oe3cnopHo Heobxoauma, TpAOBa na ce
NPUJIOXKH B MHHMMAJIHMTE NPENOPHUNTEAHH JO3H U IPH HENPEKHCHATO KJIMHUYHO HaOMIOACHUE (BK.
To4yKa 4.3).

Heobpamum, cenexmueern MAQO-B unxubumop (ceneocunun)

[Ipu xomOuBRaimMa cbe cenexwiMH (HeoOpatumM MAO-B unxuburtop) ce H3KMCKBAa NOBHILCHO
BHUMaHUe, NOpaJy PHCK OT Pa3BUTHE HA CEPOTOHMHOB CHHJpoM. Jlo3u cenexxunud ao 10 mg/neH ca
npwiarany 6e30MacHo €IHOBPEMEHHO ¢ palleMUYEH IATATIONIPaM.

Kombunayuu uzuckeauiu npeonazny Mepxu npu ynompeba.

Cepomonutepausnu 1eKapcmeeHu npooyKmu
ENHOBpEeMEHHOTO NPWIOKEHHE CHC CEPOTOHHHEPrH¥HH JIEKAPCTBEHH NPOAYKTH (HAIIP. TpamMalodn,
CYMAaTPMIITaH ¥ APYTU TPUITTAHK) MOXKE 1A MPEAU3BHKA TT0SBATA HA CEPOTOHHHOB CHHIPOM.

Hexapcmeernu npooyxmu, NOHUICASAYU ZoPYOBUR NPAR2
SSRIs Morar pga nOHWXKAT rbpYOBHA npar. [IpenopwpuuTeNIHO € IMOBUMLIEHO BHUMaHHE TIpH

€IHOBPEMEHHO NMPWIOKEHHE ¢ APYTU JICKAPCTBEHH MNMPOAYKTH, KOUTO MOraT Ja MNOHWKAT I'bpUYOBUS
npar (Hamp. aHTUAenpecanT! (TpUUMKINYHM, SSRI), HepponenTHIM (PEHOTHAZUHU, THOKCAHTEHH U

OytupodeHOHH), Me(IOKBHH, OYIPONMMOH B TpaMaao).

JTumuii, mpunmogau
Nma crobinenus 3a ycwisaHe Ha edekra npu npuioxkenue Ha SSRI 3aenno ¢ nuTuil wim tpunrodan,
NopajH KOETO €IHOBPeMEHHOTO npunoxkeHne Ha SSRI ¢ Te3u nexapcTeeHn NpoayKTH TpAOBa a cTaBa

C NOBHUIICHO BHNMaHHE,

Kvam xanmapuon
EnHoBpeMeHHOTO npuioxkeHue Ha SSRI M OMNKOBHM NpOAYKTH CBABPXKAINH XKBIT KaHTAPHOH

(Hypericum perforatum) Moxe Na NpeAH3BHKA TOBHUICHA YECTOTA Ha HEKCJIAHWTE PEAKLMM (BIXK.
To4ka 4.4).

Xemopazuu



Morar 1a ce nposBAT €(peKTH Ha NPOMEHCHH aHTHKOAryJaHTHHM CBOMCTBA NpH KOMOMHHpaHETO Ha
ECLUTAJIONpaM ¢ TMEpOpanH¥  aHTvKoarylaHTd. [Ipy namueHTH, nojy4dasalmy MnepopasHa
aHTUKOAryJIaHTHA Teparnus, TpfOBa BHMMATEJIHO Ha ce Habmoxasa KoarynallMOHHUSA CTATyc IIpH
3aMIOYBAHE WIH CIIMPaHe Ha eCUUTANONpaM (BIDKTE TOUKa 4.4).

Anxoxon

He ce ouakpa nosBaTa Ha (papMakOAUHAMUYHU WIH (PapMaKOKMHETUYHH B3aUMOJCHCTBUS MEXAY
ecLUMTAIONpaM M ankoxol. Kakro npH ApYrH NCHMXOTPONHM JIeKapcTBEHHM IIPOAYKTH obaue,
KOMOMHaLMATa C aIKOXO0J1 HE € MPENOphYUTENIHA.

PapMAKOKHHETHYHR B3AHMOACHCTBHA

Biugnue Ha IpYrH JeKapCTBCHH NPOAYKTH BBPXY (PapMaKOKMHETHKATA Ha €CIIMTAONPaAM
MertabonnsMsT Ha eciuTantonpam ce Meauudpa ocHoBHO oT CYP2C19. CYP3A4 u CYP2D6 morar
ChLIO Aa AOMPHHECAT 3a MeTabonKu3Ma, Makap B mo-cltabo. MetaGonu3MbT Ha OCHOBHHS MeTabOIUT S-
DCT (meMeTnnHpaH eCIIHTAIONPaM), KATO Y€ JIM YaCTH4HO e kaTanusupa ot CYP2D6.

EHOBPEMEHROTO NPHIIOXKEHHE Ha ecLMTaonpaM ¢ oMenpason 30 mg eauH IbT OHEBHO (MHXHOHUTOP
Ha CYP2C19) Bogu go ymepeHo (npubnusurenHo 50%) noBullleHHE Ha IUTa3MEHHTE KOHIICHTPALWH
Ha €CLIUTAJNIONpaM.

EQHOBpEMEHHOTO NPWIOKEHHE Ha ecuuTasonpaM ¢ cumeTuauH 400 mg 18a NBTH JHEBHO (YMEPEHO
cuneH OOl €H3MMEH HWHXHOHTOp) BoAM 10 yMepeHo (mpubnmsurenno 70%) roBHIIEHHWE HA
M1a3MEHUTE KOLICHTPALIMK Ha €CLIUTAIIONpaM.

[lopagu TOBa ce€ H3HCKBAa NOBHMIIEHO BHHMaHWE NpH eOHOBpeMeHHara ynotpeba ¢ CYP2C19
MHXUOUTOPH Ha (Hanp. OMenpasosl, ecoOMenpas3ol, (IyBOKCAMHH, JIAH30MPA30/l, THKIONMUIKH) HIH
cuMeTHAMH. B3 OCHOBA Ha MOHHTOPHPAHETO Ha CTPAHUMHHUTE €(PEKTH HPU €JHOBPEMEHHOTO JICUCHHE
MOXE 4 Ce HaJIOXKU HAMANICHHe Ha [03aTa CCLIMTAIONpaM.,

BiMsgHHUE Ha €CLIMTAIONPAaM BBEDXY PapMaKOKUHETHKATA Ha APYIH JEKAPCTBCHU NPOTYKTY
Ecuuranonpam € uaxuburop Ha ex3uma CYP2D6. IlpenopbunTeHO € TOBHIICHO BHUMaHHE TpH

eIHOBPEMEHHO TIPUIIOKEHHE Ha eCHUTAJIONpPaM C JICKapCTBEHH NPOIYKTH, KOUTO ce MeTabo/n3Hpar
OCHOBHO OT TO3H €H3UM H KOUTO HMaT TECEH TepaTrieBTHYEH MHIEKC, KaTo duickauHM/l, nponadeHoH 1
METONpPOION (KOTaTO C€ W3NON3BAT INPH CBPACYHA HEJOCTATBYHOCT), WM HAKOHM JICKApCTBCHHM
npoaykTH, BB3geiicTeam BHpXy LIHC, komro ce wmerabomusmpar rnasHo or CYP2D6, kato
aHAMACNPECAHTH, HANPHMED JECHIPAaMHH, KJIOMHIIPAMMH H HOPTPHITIIHH M aHTUIICHXOTHLH KaTo
PUCIIEPHIOH, THOPHIA3HH H XanoTlepuaoa. Moxe /1a ce HaJIOKH KOPeKLMs Ha 103aTa.

E/(HOBPEMEHHOTO NPWIOKEHHE C AC3UNPAMHH WIIH METOMPOJION BOAM U B /IBaTa CITy4as 10 IBYKpPaTHO
NOBHMIIEHUE HA MJIA3MEHUTE HUBA Ha Te3un iea CYP2D6 cybcTpara.

In vitro mpoyuBaHHATA TIOKA3BaT, Y€ €CHUTAIONPAM MOXKE Na NPEAM3BHKa M Cj1abo uHxuOHpaHe Ha
CYP2C19. TIpenopbyBa ¢¢ NOBUIIEHO BHUMAHHE IIPH CAHOBPEMEHHO MPHUAOCKEHHE C JICKAPCTBCHH
MPOAYKTH, KOUTO ce Merabonnsupar ot CYP2C19.

4.6 BpeMeHHOCT H KhpMeHe

bpeMeHHOCT
ChINEeCTBYBAT OrPAaHHYEHH KIMHMYHK JaHHM 3a edeKkTa Ha ecLMTalIonpaM Mpy OpeMeHHH KEHH.

[IpH npoy4BaHHs BEPXY PENPOAYKTHBHATA TOKCHUYHOCT NPH IUIBXOBE, NPOBEICHH C €CIUTATIONDPAM Ca
HaGmogaBaHi eMOHO-(ETO-TOKCHYHH edekTH, HO He M NOBHILUCHA YeCTOTa Ha MandopMaumy (BX.
TO4YKa 5.3).

Ecompekc He TpsGBa Ja ce M3MON3Ba MO BpeMe Ha GPEMEHHOCT, OCBEH aKo He ¢ abCcomoTHO
HEeOOXOAHUMO U CaMo CJIE BHUMATE/IHA NPELUCHKA Ha CHOTHOLIEHHETO PHCK/TION3A.




Hosoponenure Tpabea na Ovnmat Habmonasadu, ako Makkata € H3nonzBaja Econpekc npe3 KbCHUTE
da3u Ha OpeMeHHOCTTa, 0COOEHO npe3 Tperus TPpUMeCThp. BHE3amHOTO cnupaHe Ha JIEUEHUETO 10
BpeMe Ha OpeMeHHoOCT TpabBa fga ce u3bArea.

CneaHuTe CHMNTOMHM MOraT Aa ce TNOABAT NPU HOBOPOAEHH, NPH M3MON3BAHE OT MaKaTa Ha
SSRI/SNRI B xkbcHHTE (asu Ha OpeMEHHOCTTA: PECIMpPATOPEH HHUCTPEC, IMaHO3a, ArlHes, I'bpPUYOBE,
TEMIIEpaTypHa HECTaOMIIHOCT, TPYAHOCTH IPH XpaHEHe, NMOBPBINAHE, XUIIOTJIMKEMMS, XUIMEPTOHUI,
XMIIOTOHMS, XHUMEPQIIEKCHS, TPEMOP, HEPBHOCT, pa3JApasHHUTEIHOCT, JETaprud, MOCTOAHEH Iuiay,
CBHJIMBOCT W TPYAHO 3acnHBaHe. Te3H CUMITTOMM MOTraT lla ¢€ AbJDKAT Ha CePOTOHMHEPTUUHH e(heKTH
WIHA CAMITOMH Ha OTHeMaHe. B noeeuero ciy4yau yCIOKHEHUATA 3aro4vBaT BeaHara WiM ckopo (mo-
MAJIKO OT 24 4aca) cliell paJ1aHeTo.

KbpMeHe
OuaxBa ce ecuuTaonpaM Aa ce eKCKpeTHpa B KbpMara.
ChnepnoBaresnHo, HE ce NPENophYBa KbPMEHE M0 BpEME Ha JISYeHHETO.

4.7 EdexTn BLpXy cniocofHOCTTA 32 IHODHpAHE B padoTa ¢ MAIIAHH

Beripexn, ye ecHHTAIONpaM €MoKasaj, 4¢ HE BB3ACHCTBA BBPXY HMHTENEKTyajlHAaTa (YHKIUHUSA WIH
NCHXOMOTOPHATA AaKTHUBHOCT, BCEKM IICMXOAaKTHBEH JIEKAPCTBEH TIIPOAYKT MOXKE Ja 3acCErHe
CIOCOOHOCTHTE 3a NPEeNeHKa WM YMEHHUATA.

IlaumenTrre TpabBa na BHHMAaBaT 3a NOTEHIHANEH PUCK OT NOBIHSBAHE HA CIOCOOHOCTTa 3a
modupate WK pabora ¢ MalllMHM.

4.8 Hexenanu JeKapcTBeHRE peakind
Hexxenanure NeKapCTBEHHM peakLMH Ca Hal-ueCTH Npe3 IBPBATA WM BTOpAaTa CeIMHLA OT 3aro4yBaHe
Ha JIeYEHUETO U OOMKHOBECHO HHTCH3UTETHT M YECTOTATA HM CIAJAT NPH NMPOABDKUTETHO JIEUSHHE,

Hexenauutre nexapcTBeHM peakuyd 3a SSRI, kxakTto M cphoOmaBaHWTE IHIpPH H3MOJA3BAHE Ha
ECLUTATIONPAM NpH Manebo-KOHTPOIMpaHH NMPOYYBaHHUA WIM KaTO CIIOHTaHHO ChOOINaBaHH 110CT-
MapKCTHHIOBH CHOUTHA, ca H30POCHH NMO-J0Y IO CUCTEMa OpraH KJ1ac U YeCTOTa.

YecTtorHTe Cca B3€TH OT KJIMHHYMHH NPOYyYBaHHMA, Te He ca Iulauebo-kopurupanu. Yecrorure ca
nedyHUpaHU No ciaedHKA HauuH: MHoro uectH (= 1/10); yectu (& 1/100, < 1/10); negectu (= 1/1000,
< 1/100); peaxu (= 1/10 000, < 1/1 000); MHoro peaxu (< 1/10 000), v ¢ HewsBecTHA uecToTa (OT
HANTWYHUTE JaHHHU He MOXe fia Ob/ie HanpaBeHa OLieHKa ).

Muoro Yectn Heuectn Penku C Heun3BecTHaA
4YECTH (=1/100 po { (>1/1 000  po | (=1/10 000 pno | wecrora
(=1/10) <1/10) 1/100) 1/1 000) (oT HalU4YHHUTE
HAHHM HE MOJXKe
aa Oble
HAIIpaBeHAa
OLICHKA)
HNicnenBaHus YBeauueHo HamaneHo ADHOpMHU
TETIIO TEIJI0 CTOHHOCTH  OT
(O YHKIIUOHAIIHC

H3CJIEABAHEe Ha
4YCPHUA ,H,pDﬁ

mp—

CopphedHH Taxuxapaus bpanukapaus
HapyILUCHHS

Hapymenus Ha - TpomGorHTOmE-
KpbBTA H HUS o
nTuM¢HaTa
CHCTEMa

Hapymienuss Ha bescbHHe, BkycosH CeporoHuHOB | HucKuHesus,




HEpBHATA CHHJIMBOCT, HApPYLUCHHA, CHHIAPOM ABUTATENHO
CHCTEMA 3aMasiHOCT, HapyLICH CBH, Pa3CTPONUCTRO,
napecTtesusa, | CUHKON KOHBYJICUN
TPEMOP
Hapywenus Ha Muapuasa,
OUMTE 3PUTESTHH
HapyleHUS
Hapywenus Ha Tunutyc
YXOTO 3|
nabupuHTa
PecrimparopHm, Cunyzmr, Emucrakcuc
rPBIAHU H Npo3aBaHe
MEIMACTHUHAIHH
HapylIeHHs
CTromaliHo- ['anene Hnapus, CromaiHo-
YpEeBHH 34reK, YPERHH
HapyIICHUS MOBPBIUAHE, | KPHBOU3IMBH
CyXoTa B | (BKJIIOYMTEIHO
ycTara PEKTANTHO
KBPBEHE)
Hapymennss Ha 3aappiKKa  Ha
6BOpenuTe " YpHHA
TTUKOYHHTE
MbTHLLA
Hapylmenus Ha YBEIHUYCHO Yprukapud, Exxumosy,
KO)KAaTa U M3MIOTABAHE JIOTICLINA, AHrMOE JEMHU
NOAKOKHATA obpuB,
THKaH IPYPHUTYC
Hapyuienus Ha Aprpanrus,
MYCKYJIHO- MUAJIT U
CKEeJIeTHaTa
CUCTEMA %
CheIUHUTE/THATA
THKaH
EHnOKpUHHH HeanexsatHa
HAPYLUCHUS CEeKpeLus Ha
aTUAUYPETHHHH
g XOPMOH
(ADH)
Hapywienns Ha Hamanen XUINMOHATPUEMHE
MeTabomu3aMa H ameTHT, q
XPaHEHETO YBEIUUECH
ANeTUT
CbaoBm OpTtocraTnuna
HapyLICHUS XUNTOTOHUA
O61H Ymopa, Enem
HapylleHBss M IHUpPEKCHA
e(PeKTH Ha
MACTOTO Ha
NPHUIOKEHHE
Hapymenns Ha AHajunak-
MMYHHATA THYHH
CHCTEMA peakivy
Xeraro- Xenatut
OunvapHu
HapylUeHHs




HapynieHus Ha Mmbxe: Kenn: ["anaxropes
BB3NIPOU3IBOAUTE CMYLIEHKBS B | METpoparus, Muxe:
JIHATA CHCTEMA H eAKynauygara, { MEHOparus IIPUANTHIBEM
rbpAATa MMIIOTEHTHOC
T
[leuxuynm TpeBokHocr, | Bpykcusnm, Arpecus, Manus,
HapyLUCHUSA HECTIOKOMC- KUTALHA, DENnepCoOHANN3 | CYHLUIHA
TBO, HEPBHOCT, aLiMs, uaeanus U
abHOPMHH NPUCTBIIM  HA | XalTIOLMHA- CYHLUTHO
CHHHIIA, INaHUKa, LIHH, NoBeAcHYe"
Kenu M | CbCTOSIHHE  HA | CYULHAHO-
MBIKE: oObpKBaHe CBBp3aHH
HaMaJIEHO cuOnTHa  (BXK.
nuduao, TOuKa 4.4)
JKCHH.
aHOPra3MHs

' ma cwpoblueHMs 3a CyMIMAHA HIealds M CYHMIMIHO MOBEJEHHE IO BPEME Ha JIeYeHHe C
ECLIMTAIONPAM WIH CKOPO ClIe] CIIUPaHe Ha JiedeHHeTo (BXK. ChIo 4.4).

ClieqHUTE HEXEJIaHU JISKAPCTBEHH peakluu ¢a AOKIAABAHM IPH HW3MON3BAHE HA TEParleRTHUHHS KJIac
Ha SSRI: IcUXOMOTOPHO HeCTIOKOHCTBO/akaTi3Ha (BXK. TOYKA 4.4) ¥ aHOPEKCHA.

HUma cpobimenns 3a ciyvyan Ha yawmpkaBaHe Ha QT-mHTepBasa B NMOCT-MapKeTHUHIOBUS IIEPHOJ,
IIPpEIUMHO IIPH TIALWEHTH C MpeaxoaHo cepAeuHo 3abonspane. He e 6una ycraHOBeHA INPUYHHHO-
CJIC/ICTBEHA BPH3KA.

CUMNTOMH Ha OTHEMAHE NPH CIIUPAHE HA JCYCHHETO

[IpexparaBanero Ha nedeHuero ¢ SSRI/SNRI (ocobeHo, koraTo craBa ps3KO) 4eCTO BOAM O
CHUMIITOMH Ha OTHEMaHeE. 3aMalBaHe, BTOPHYHH CMYILUCHHA (BKIIOYHMTENHO NapecTe3rus H YyCellaHug
3a €JEeKTPOIIOK), HapYIIeHHd Ha CBbHA (BKIIIOYHTETHO O€3CBHME W HMHTEH3MBHH CbHULIA),
QKHTHPAHOCT MWIH TPEBOXHOCT, TaJ€HEe HW/HIH NOBpPBINAHE, TpeMop, OOBPKAHOCT, U3NOTABAHE,
rnapo0osiHe, OUapuf, DaIMUTALMH, CMOLMOHAITHA HECTAOWIHOCT, Pa3ApasHUTEIHOCT A 3PUTEIHU
CMYICHHS ¢a Haif-uyecTo chobmaBanure peakiud. OOHKHOBEHO Te3W CHOMTHS Ca JIEKH OO YMEPEHH,
HO TNpY HAKOM MNALMEHTHM MOrar aa O0pJaT M TeXKKM WM npoawpkurenHd. Ilopanu Tora ce
NpenopbYBa, KOraTO KOraro HYXJaTa OT JISYCHHE C CCLUMTAIONpaM OTIIajHe, N4 C€ HU3BBPLIH
NOCTENEHHO CIIUPaHe Ype3 HaMalaBaHe Ha J03aTa (BxK. Touka 4.2 U 4.4).

4.9 Ilpenosnpane
ToxkcHIHOCT
KNMHHYHATE JAHHYU 32 NPEAO3UpaHe Ha eCLIMTAMOoNpaM Ca OrPaHHYCHH M B MHOI'O CllydaH BKJIFOYBAT

¢IHOBPEMEHHO IIPEAO3HpaHe ¢ APYrH JiekapcTBa. B moBedero OT cayuaure ca JIOKIaJBaHH JieKH
CHMIITOMH WIH JIHIICA HA CUMITTOMH. Paako ce crolilaBa 3a gaTaiHM Ciiydau IIpH pefo3UupaHe caMo
¢ ecuutamonpaM. IloBeuero OT ciaydyaWTe BKIIOYBAT EAHOBPEMCHHO IIpENO3UpaHe U C JIpYrH
nexapcTeeHH npoayktH. Jlozu mexay 400 u 800 mg ecuwranonpaM npHETH CaMOCTOSATEAHO HE ca
JOBEJNINA 10 TEXXKH CUMITTOMH.

CHMIITOMH |
CHMNTOMUTE TNIpH AOKIAZBAHMUTE Cy4aH Ha HPEAO3HpaHe € eCLMTAlonpaM BKIIOYBAT IJIABHO
CUMIITOMH, CBBHP3aHH C LIEHTpaJHaTa HEPBHA CHCTeMa (OT 3aMasHOCT, TPEMOP M AXHUTALMA 10 PERKH.
CIyyad Ha CEpOTOHMHOB CHHAPOM, THPYOBE M KOMa), CTOMallHO-YPEBHATA CHCTEMA
(ragene/NoBpBINAHE) U CHPAEYHO-CHLAOBATA CUCTEMA (XMIIOTCH3US, TAXUKapAus, yabpkaBaHe Ha QT-
MHTEpBaa M apHTMHA) H CBCTOSHMA Ha BOJAHO-CIICKTPOJNUTHMA OanaHC (XHNOKaJHeMHd,
XMIIOHATPUEMNA ). |

Jleuenue
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Hsama cnetm@uuen antuzor. Tpabea aa ce OCHrypAT M NOAABPKAT MPOXOIUMH AUXATE/HUTE THTHIIA,
Jla Ce OCHUIYpH ajAeKBaTHa JHXaTelHa (YHKUHMI M OKCHreHamusa. Crnexsa Ja ce Npeuenu
HeoOXOAUMOCTTa OT H3MOI3BaHE HA CTOMAIHA NIPOMHBKA M aKTHBEH BbIJIeH. CTOMAaIHATA IPOMHBKA
cleiBa Ja C€ HanpaBH MakCHMalHO OBp30 cien mnepopaiHus npueM. IIpenopsuBa ce na ce
Hab/IONABaT CHPACYHHTE U OCTAHAJIMTE XHUIHCHH MOKA3aTelH, YCHOPEAHO ¢ OOIMTE CHMIITOMATUYHHU
NOAABPIKALIHA MEPKH.

5. PAPMAKOJIOIT'HYHH CBOUCTBA

3.1 PapMakoIHHAMHYHE CBOHCTBA
(DapMakoTepaneBTHUYHA rpyna: AHTHACIIPECAHTH, CENEKTHBHM MHXMOMTOPH Ha 0GPAaTHOTO 3aXBalllaHe
Ha CCpOTOHHHA.

ATC xoa: N 06 AB 10

MexaHH3bM Ha NEHCTBUE
Ecuurasnionpam e ceeKTHBEH MHXMOMTOP Ha 0OpaTHOTO 3axBaijane Ha cepoToHHHA (5-HT), ¢ BHCOK

aQMHHUTET KbM ITBPBHUYHOTO MACTO Ha cBbp3BaHe. C 1 000 mbTH no-HUCHK adUHMUTET TOM CBHIIO Ce
CBBP3Ba C AIOCTEPHYHOTO MACTO 3a CBBP3BAHE HA CEPOTOHMHOBHA TPAHCIIOPTED.

EcumranonpaM Hsima WM NpHTexaBa ciald adMHUTET CpAMO pelMila PELENTOPH, B TOBA UKCHO 5-
HTia, 5-HT;, DA D; u D, peuenropy, a;-, ay-, B-aapeHopententopH, xuctaMud H;, MyckapuHOBUTE
XOJIMHEPTHYHH, OCH30AUACTHHOBUTE H OTIMOMTHUTE PELIETITOPH.

I[ToTuckaHeTo Ha 0OpaTHOTO 3axpamiaHe Ha 5-HT e enuHCTBEHHAT BEeposATEH MEXAaHHU3BM Ha JIeiiCTEHE,
o0sACHABa1 (PapMaKoIOrHYHATE U KITHHHYHH e()eKTH Ha eCLIHTAJIONPAaM.

KiinHuyHa €PeKTUBHOCT

[ 'onemu oenpecusru enuzoou

YCTaHOBEHO €, Y€ €CLUMTAIoNpaM € ¢(PEeKTHBECH NpPH JICYEHHE Ha TONEMH NETPECHBHH €MH30IHM B
ocTpata ¢pa3a B TPH OT HETHPHU ABOMHO-CNIENH, IIALEO0-KOHTPOTHPAHH KPAaTKOCPOUHH (8-CeaMUUHH)
npoy4uBaHHuA. B QbirocpouyHo npoyuysane 3a nNpeAoTBpPaTABaHE Ha pelluaue, 274 nalieHTH, KOUTO Ca
OTTOBOPMJIH HA JICYEHHETO IO BpeMe Ha HauajHara 8-ceaMuuHa (pa3za HA JICUSHUE B YCJIOBHATA Ha
OTBOPEH ONUT ¢ ecuuTanonpaM 10 wim 20 mg/neH, ca paHAOMH3NPaHH Ja NPOIb/KAaT JIEYEHHETO CbC
ChUIATa 103a ecuuraionpam, wim ¢ miauebo, 3a nepuoa ao 36 ceamuin. B Topa mpoyurane npu
MalUCHTUTE, MPOAB/DKWIA Ja Aa NOJYy4aBaT eCLUTAIONpaM, C€ YCTAaHOBABa 3HAYMMO FIO-OABALED
MHTEPBAJI OT BPEME MNpeaM HACTBMNBAHE HAa PELIMAMB Mpe3 cleaBaluTe 36 ceaMHLM CIIpIMO TE3H,
noTyJaRrally 1ianeto.

Coyuanno mpegodiCHo pazcmpoucmeo

Ecuuranonpam e edukaceH KaKTo NpH TPH KPATKOCPOUHM (12-CeAMUYHK) U3NUTBAHUS TaKa U NpH 6-
MECEYHO IMpOy4YBaHe 34 IpeJOTBPATABAHE HAa PEUMAMB NPH NAIMEHTH CBC COLMAIHO TPEBCXKHO
pa3CTpOMCTBO. YCTaHOBEHa ¢ eekTHBHOCTTZ Ha 5, 10, 20 mg ecumranonpaM npu 24-CeaMUUYHO

[pOy4BaHe 32 ONpecisHe Ha 103aTa.

ObcecusHo-KOMRYICUBHO PASCMPOUCMEO
[Ipn pangoMusupano, ABORHO-CNANO, KIMHMYHO mNpoydBaHe 20 mg/naed ecudraionpaM € 110Ka3an

pazmuka oT rianebo no odbma outenka Ha 6aza Y-BOCS cnen 12 ceamuum. Caea 24 ceAMHLM B ABETE
npuaaradd ao3d - 10 u 20 mg/neH ecryranonpaM AEeMOHCTPHpPAaT MPEAWMCTBO B CPABHCHHE C
nJiaueto.

[IpenoTBpaTsaBaHe Ha PeLUAMB ce Habmonasa npy npuiarase Ha 10 u 20 mg/neH ecuyranonpam npu
NMalMEeHTH, OTrOBOPWIM HAa ecUUTaIoNnpaM B 16-CeIMMYHO OTKPHUTO MPOYYBAHE U KOMUTO ca
NMPOOBKWIM YYaCTHETO CH B 24- CeIMUUEH, PAaHIOMH3IMPAH, ABOHHO-CIAN, IUauebo-KOHTPOIUpPaH
NEePHOL. |
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5.2 PapMaAKOKHHETHYHH CBOHCTBA

Abcopbuus

AbGcopbumsaTa € NOYTH MBJIHA K HE 3aBMCH OT NMpPHEeMa Ha XpaHa (CpefHO BpeMe 3a IOCTMTaHe Ha
MaKCUMaJIHa KOHIleHTpauua (cpeaHo Ty.,) € 4 yaca cne MHOTrokpaTHa 1o3a). Kakto npu panemvunans
nHTaIonpaM, abcomoTHaTa GHOHANMYHOCT Ha €CIUTAIONPAaM Ce OuYaksa fa 6Lae okomo 80%.

PasnpeneneHne
ObGembr Ha pasnpeneneHue (Vq,p/F) cnem nepopanHo npunoxenue e okono 12 mo 26 Likg.

CBBP3BaHETO C MIa3MEHHUTE NpoTeHHH € nof 80% 3a ecumTanonpam M OCHOBHHTE My MeTaboIHTH.

buotpanchopmaius

Ecuuranonpam ce merabonusmpa B yepHus apol 00 JeMEeTWIMpaHd M JH-IeMETHIHPaH! MeTaboIUTH.
U npara ca dapmakonoruyHo aktuBHH. OCBeH TOBa, a30THT MOXKE 3 C€ OKHUCAHM KO MeTabONuUT a30TeH
okena. M OCHOBHOTO cheguHEHME, U MeTabONMUTHTE C€ €KCKPEeTHpaT YacTU4YHO NoJ (opMara Ha
rmokoponnau. Cien MHOTOKPaTHO [JO3WPAHE CPEAHWUTE KOHLEHTPALMW Ha JIEMETHIHUPAaHUTE U
AUICMETHIMpaHHTE MeTabonuTH ca o6ukHOBEHO 28-31% U <5%, CHOTBETHO OT KOHLIEHTPALMATa Ha
ecuMranonpaM. buotpaHcopMaumaTa Ha eCUMTATIONpaM A0 AEMETHIHpaHUa MeTaGo/INT ce MeayHpa
ocHOBHO oT CYP2C19. Be3MOxHO e u3BecTHO yuacTHe W Ha eH3uMuTe CYP3A4 u CYP2D6.

EnuMuHMpane

ENMMMHHAINHOHHUAT TNOIYKUBOT (t,, B) cnen MHOrokpaTtHo rozupase e okoao 30 yaca, a nepopaTHUAT
mnasMed KMpBHC (Cly) e okono 0,6 L/min. OcHOBHUTE MeTa0OMMTH UMAT 3HAYUTETHO TO-AbIYBI
nosy>xuBoT. Cyura ce, 4e eCUHTAIONpPaM H OCHOBHHTE META0OAMTH Ce eTMMHHHPAT KAaKTO IIpe3
xernaTaaHusa (MeTabOoMUTEH), TaKa M N0 PEHAIHMA BT, KATO OCHOBHATA YACT OT J03aTa C€ €KCKpeTHpa
noz gopMara Ha MeTabOJIUTH ¢ YPHHATA.

QapMaKoKHHETHKATA ¢ AHHeHHa. CTalMOHApHM IUIA3MEHHM HMBA Ce JOCTHrAaT 3a okono 1 cepmuua.
Cpeanure ctanMoHapHd koHUeHTpanud ot 50 nmol/L (B apanazona 20 go 125 nmol/L) ce mocturar
npyU JHEBHA no3a ot 10 mg.

IlaiieHTH B cTapuecka Bb3pacT (Haa 65 roguHH)

MMa naHHM, ue ecUMTAIONpaM ¢€ €IMMHHHpa Mo-0aBHO NpH MALMEHTH B HAMNpeHada BL3pacT B
CpaBHEHHE ¢ nOo-MIaAu nauueHTd. CucreMHara ekcrio3uuusg (AUC) e ¢ okono 50 % 1o-BHCOKO 1IpU
BB3PACTHH B CPABHEHUE ¢ MAAOW 3ZpaBH X00poBomiM (BX. Touka 4.2).

Hamanena yepHoapoOHa dyHKIHSA

[1pu manmeHnTH ¢ exo 40 ymepeHo uepHoapodHo yepexxnane (Child-Pugh wracudukanus, rpynu A 1
B), BpeMeTo Ha NOJTy-)KHBOT Ha €CLIMTATIONPAM € OKOJIO ABa HBTH NO-ABJIT0 U BB3JACHCTBUETO € OKOJIO
60% nmo-BHCOKO, OTKOJIKOTO IIPH MAlMEeHTH C HOpMaTHa YepHoApoOHa ¢yHkuus (Bx. Touka 4.2).

HamaneHa 6n6peuHa GyHKUKA
[Ipy paueMuMHMs UUATANONPAM IIPH NAUKHCHTH ¢ HamManeHa ObOpedna pyHknus (CLleg 10-53 mi/min)

ce HaOmoAaBa NMo-ABJBE NONY-’KHBOT H JIEKO NTIOBHLIEHO BB3AeHCTBHE. I1MasMeHnTe KOHLICHTpALMH Ha
MeTabOoMUTUTE He ca TIPOYYBaHH, HO MOraT Aa Ob/aT NOBUIICHH (BX. TOUKa 4.2).

[TonumopdusbM
YCTaHOBEHO €, 4Ye ciabu Merabonuzatopu no orHouieHHe Ha CYP2C19 uMmar nBa nbTH NO-BHCOKH

TUIa3MEHM KOHIICHTpallMM Ha €CLIMTAIONpAM B CPaBHEHHME C eKCTeH3MBHUTE MeTabosnuzaropu. He ce
HaOmozaBa 3HaYMMa MIPOMAHA BBB BB3ACHCTBHETO NMpH clabn MeTabonm3aropu mo OTHOLISHHWE HA
CYP2D6 (Bxk. Touka 4.2). |
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5.3 HpeAKIHHAYEH JaHHHE 32 6e30macHoCT

He ca mpaBeHH NMbJIHH KOHBEHLMOHAIHH NPEIKIMHHYHH TPOYYBAHHS ¢ E€CLUTANONpPAM, TbhH KAaTO
00eHHABAIINTE TOKCHKOKHHETHYHH H TOKCHKOJIOTHYHH NPOYYBAHMS C €CILMTANONPAM H LIMTANONPaM,
[IPOBEACHM MNpPH IUTBXOBE MOKasBar cxoneH npodmin. llopamn ToBa wgnara uHdopManms 3a
LIMTATIONIpaM MOXeE Ja OBl eKCTPAINOIHpaHa KbM eCLIMTATIONpaM.

B cpaBHHTEIHH TOKCHKOJIOTHYHH MPOYYBaHUA C IUTBXOBE, ECUMTANONPAM H LIMTATONpaM HPUYMHABAT
KapJAHOTOKCHUYHOCT, BK/IIOYHTENHO 3aCTOHHA CBHpPACYHA HEAOCTATHYHOCT, CIEJ HAKONKOCEIAMHYHO
JICYCHHE, KOraTo ¢¢ M3M0JI3BaT RO3HPOBKH, HNPHYHUHABALUM K 001a TOKCHYHOCT. KapAMOTOKCHYHOCTTA
NOKa3Ba BCPOSTHA BPB3KA IMO-CKOPO ¢ NHUKOBHTE IUIa3MEHH KOHLEHTPAalLHM4, OTKOAKOTO  ChC
CHCTEMHOTO BB3ZcHCTBHE (AUC).

ITuKOBHTE MJIA3MEHH KOHLCHTpalHHM Ha HHBO 663 edeKT ca no-BUCOkH (8 mbTH) OT MOCTHraHUTE NPH
KiuHHYHa ynortpeba, nokaro AUC 3a ecuuranompamM € caMO 3- N0 4-KPATHO TI10-BHCOKAa OT
NOCTUraHOTO BH3ACHCTBHE IIPH KJIMHHYHO Npunoxkenue. I1pu nuranonpam croiinocture 3a AUC 3a S-
€HaHTHOMEpa c¢a 6- 10 7-KpaTHO IO-BUCOKM OT INOCTHTaHWTE B KAMHHYHOTO TPHIOMXKEHME.
Pe3ynTaTure BEPOATHO Ca CBHP3AHH C NPEKOMEPHOTO BNHAHUE Ha OMOreHHUTE aMUHH, T.€. BTOPUYHO
Ha MbPBUYHHTE (DAPMAKOJOTMYHH €(PEeKTH, KOETO BOAM J0 XE€MOAHWHAMHYHM edexktn (peayipad
KOPOHapeH KPBBOTOK) M MCXEMHHA. TOYHHMAT MEXaHHW3bM Ha KapAMOTOKCHMYHOCTTA YIPH IUTBXOBE,
obaue, He € n3BecTeH. KNMHUYHUAT ONMUT ¢ LMTANONPAM H ONMUTHT OT KIMHUYHHTE NPOYYBAHUA C
eCLIMTAJIONPaM He TTOKa3Ba ,4¢ TE€3U PE3y/ITaTH MMAT HAKAKBA KJIMHHYMHA BPB3Ka.

Ilpp mpoARDKUTENHO JieYeHHMEe C eCUMTAJIONpaM M LMTAIonpaM € HaOmoAaBaHO TIOBULICHO
ChAbPKaHUE Ha (PoCPOoNMNHAM B HAKOM THKAHH, Hamp. Oan apol, emuauauMu u yepeH Apod Ha
IIBXOBE. Pe3ynraTuTe B enMAWANM M 4depeH Apod ca nmpu M3jaraHe NOACOHO Ha TOBa IpU XOpa.
EdexThT € 06paTiM Citen npekpaTaBaHe Ha neueHneTo. [Ipu )KHBOTHH € HaOMIoNaBato € HATPYIIBAHE
Ha ¢ochonumnuan (dochomunuaoza) npu ymorpebata Ha pegMua KaTHOHHM ambuduIHYHH
MequkaMeHTH. He e M3BECTHO JanM To3H (eHOMeH ce HabnoaaBa U MpH XOpa.

[Ipp npoydBaHHs 3a TOKCUYHOCT IO OTHOLIEHHWE Ha PA3sBMTHETO MNpPH ILTLXOBE, ca Habnionapauu
eMOPHOTOKCHYHH €(eKTH (HaMaJIeHO TErNIO Ha IUIoAa B o0paTHMo 3a0aBsaHe Ha ocHdMKaALNGTA) NPy
n3jtaraHe B yciaoBus Ha AUC, HaaXBBpJAIIO H3NaraHeTo, AOCTUIHATO MPHU KIHMHA4HA yriotpeba. He
Ce YCTAaHOBABA IMOBULIECHA 4e¢CTOTA Ha MandopMauuM. Ilpe- ¥ noCTHATAIHM NPOYYBAHHA TIOKA3BaT
HaMaJIeHa TIPEeXHBASMOCT TNpe3 IEepHOLa HA KBPMEHE HNpH M3jaradHe B yejaoBusTa Ha AUC
HaIXBBPIALLO WATAraHETO, JOCTUTaHO IIPH KIIHHUYHA ynioTpeda.

6. PAPMAINEBTHYHHA TAHHHA
0.1 CHHCBK HA NOMOIIHHUTE BeHlecTBA

Cwpyeeuna na mabnemxama:
MHKPOKpPHCTAITHA nenynosa (E460)
Kpockapmenosa Hatpuii (E468)
CHJIMLIMEB THOKCHJ, KOJIOHIEH Oe3B0oACH
marHesues creapat (E470b)

Dunm-obeuska na mabremxama
xunpomenosa (E464)

TUTaHueB auokcua (E171)
Makporon 400

6.2 HechBMECTHEMOCTH
Henpunoxumo.
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6.3 Cpoxk Ha rogxaoCT
3 rOJINHM.

6.4 Crnenuajanu ycjI0BHS HA ChbXpaHCHHE

To31 nexapcTBeH NPOAYKT HE H3UCKBA OCOOEHH YCIOBHS 332 ChXPAHEHHE.

6.5 J1aHHH 32 ONaKOBKATA
oPA/AIu/PVC-anyMunueB 6mmcrep.
30 ¢punmupanu TabaeTkn

60 ¢unmMupanu TabneTkn

He BcH4ky BMAOBE ONIAKOBKHM MOTAT Aa 6bAaT MyCHATH B Mpojaxda.

6.6 CoenuaHu NpeAnasHH MepKH NpH H3XBLPJaAHe
HsaMa crnerdanHy H3UCKBAHMA.

7. INIPUTEXATEJI HA PASPEINIEHHUETO 3A YIIOTPEBA

Zentiva a.s.,
U Kabelovny 130

102 37 Prague 10
Yewka pernybinka

8. HOMEP/A HA PASPEIIEHHETO 3A YIIOTPEBA

9. HATA HA ITBPBO PA3PEILIABAHE/TIOJHOBSABAHE HA PA3ZPEINNEHUETO 3A

YIIOTPEDBA

10. HATA HA AKTYA/IUBUPAHE HA TEKCTA
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