KPATKA XAPAKTEPHCTHKA HA IITPOAYKTA

1. HME HA JIEKAPCTBEHUSI IIPOAYKT | “"“‘IE -
Ecuuranos 5 mg GuiMHpaHu TabeTku ; L L.oPL.. ..
Escitalon 5 mg film-coated tablets =’ . A A. O ()) 00(

Ecuutanon 10 mg dunMupanu tabneTku
~ Escitalon 10 mg film-coated tablets

Ecuuranon 15 mg punmupanu tabneTku
Escitalon 15 mg film-coated tablets

Ecumranon 20 mg dunMupany TabneTku
Escitalon 20 mg film-coated tablets

2, KAYECTBEH U KOJIMMECTBEH CHCTAB

Ecuprranon 5 mg: Beaka punvmupana tabnerka ¢panpxa 5 mg ecuyraionpaM (escitalopram) (xaro
OKCaslar)
[ToMoinH Belectsa: 65,07 mg nakroza (KaTo MOHOXHIpAT)

Ecuuranon 10 mg: Beaka dunmupana tabnerka ceaspka 10 mg ecuuranonpawm (escitalopram) (kato
OKcaJiat) '

HHomomnu BemecTsa: 86,67 mg nakro3a (KaTo MOHOXHIPAT)

Eciuranon 15 mg: Beska gwiMupaHa TabneTka chabpka 15 mg ecuuranonpam (escitalopram) (xato
OKCaJIaT)

[Tomoutnu BemectBa: 130,01 mg makTo3a (KaTo MOHOXHIPAT)

Ecuuranon 20 mg: Besaka dunmupana tabnetka ¢panpxa 20 mg ecuutanonpam (escitalopram) (kato
OKcaJjiar) |

ITomomrsm Bemectna: 173,34 mg nakTo3a (KaTo MOHOXHMIPAT)

3a mpAHUS CIIMCHK HA MOMOIIHHUTE BEIXECTBA, BIDKTE TOYKA 6.1

3. JIEKAPCTBEHA ®OPMA
dunmupasa TadseTka
Ecuuranon 5 mg: bana, kpbriaa duwiMupana Tabierka.

Eciuranon 10 mg: bsana, oBanna ¢punmupana tabneTka ¢ IenvrenHa 4epTa OT eJHaTa CTpaHa.
TabneTkuTe MOraT Aa ce ACIAT Ha IBE¢ PaBHU MOJOBUHH.

Ecuuranon 15 mg: bsana, opaiHa ¢puimupana TabaeTKa ¢ ABE ACIHTEIHA YEPTH OT ABETE CTPAHH.
Tabnerkure Morar 11a ce JeST Ha TPH €AHAKBH NOJIOBHHM. -

Ecuuranon 20 mg: bana, kpsriaa ¢puimMyapaHa TabIeTKa ¢ pa3iloIoKeHU Ha KPBCT JEJTHTE

ABCTC CTPAHH.
TabnerkaTa MOXe n1a 6’L,E[E pa3acii€Ha Ha CAHAKBH [TOJIOBHHH WITH YCTBBPTHHH.




4. KINMHNYHHA JAHHH
41 TepaneBTHYHH HOKA3AHHAS

JleueHHe Ha roJleMH OEIPECHBHH €TTH30H.
4.2 - [lo3npoBKa H HAYHH HA NPHJI0KEHHAE

Be3zonacHOCTTa Ha JHEBHH 7034 Haj 20 mg He € YCTaHOBEHa.
~ EcudtanonpaM ce mpuiara KaTo €IHOKpaTHa JHEBHA 033 U MOXKE 12 € MpueMa ¢ UM Oe3 xpana.

O6uyaiitara go3a ¢ 10 mg exHOKpaTHO AHEBHO. B 3aBUCHMOCT OT MHIMBH/yallHHA OTTOBOP HA
MalMenTa, 103aTa MOXe 1a ObJie yBeJIMUeHa MaKCHMaHO A0 20 mg JHEeBHO.

OGHKHOBEHO ca HeoOGxoauMu 2-4 CeAMMUIIH 3a MOCTHraHe Ha aHTHaenpecuBeH edekt. Heodxomumo e
NevyeHHe Hal-MaIko 6 Mecela ciep OTINYMABaHE HA CUMITTOMHTE ¢ L€]T KOHCOJTHIUPaHe Ha
MOCTUCHATKA TeparieBTHUYEH pe3yiTar. |

[TaiueHTH B HAMPEAHATA BB3pacT (> 65 roquHu)
Tpa6Ba na ce UMa NpeIBH], HAYATHO JIEUCHUE C NMOJOBHHATA OT MPENOPBYHTENHATA 1032 H TIO-HHCKA
MaKkCHMaTHa 03a (BX. TodKa 5.2).

Hetia u roHom (<18 rogunn)
EciuranonpaM He Tpa0Ba /12 ce U3II0JI3Ba 32 JICYEHHE Ha JICla U IOHOLIH Ha BB3pacT 1101 18 roaguHH
(BX. TOUKa 4.4).

HamaneHa 0u0peyna QyHKIHA

He e Heo6XxoaMMa KOPEKIMA Ha A03aTa [PH MaLUEHTH ¢ JIEKO 0 yMEPEHO OBOpeUHO yBpexIaHe.
[Ipenoppbusa ce MOBHIIEHO BHUMAHKE MPH MALIMEHTH € TEXKKO yBpeacH on6peuna ¢ynxima (CLCR
no-Mansk oT 30 ml/min) (Bx. Touka 5.2).

HamareHa uepHoapoOHa GyHKLMS

[Ipenopbypa ce HAYaNHa 032 OT 5 mg AHEBHO Npe3 IIbPBUTE ABE CCAMMIIM OT JICHCHHETO HpH
[AIIHEHTH ¢ JIEKO [0 YMEpeHO YepHOoApoGHO yBpeskaaHe. B 3aBUCHMOCT OT HHIMBUAYJTHUA OTTOBOP
HA TIAIMEHTA 103aTa MOXKe 1a 6pae ysenwueHa a0 10 mg quepHo. IlpenopsiBa ce NOBUILEHO
BHHUMAaHHE M 0COOSHO BHUMATEIHO TUTPHPAHE Ha 03aTa MPpH MNAUMEHTH ¢ TEXKO HaMa/lcHa
yepHoApoOHa GyHKUHUA. (BXK. TOUKA 5.2).

Cnabu Mmetabomuzaropu Ha CYP2C19

[Ipn naluueHTHTE, 33 KOMTO € H3BECTHO, Ye Ca cnabu metabonuzatopu Ha CYP2C19,
penophLYHTETHATA HaYa/IHa 7103 € 5 mg AHEBHO TIPE3 IMbPBHUTE ABE CCAMHIIH OT JICUCHHETO.

B 3aBHCHMOCT OT HHAMBHAYAIHHMS OTTOBOP HA MALMEHTA, 103aTa MOXE [1a C€ YBE/IHIH A0 10 mg
NHeBHO (BXK. TOUKa 5.2). |

CuMnoToMy Ha OTHEMaHeE IIPU CIHpaHe Ha npUeMa HA JICYCHHETO

BHe3anHoOTO NpEKpaTABaHE Ha MPUEMa Ha JICKApCTBCHHA NPOAYKT TpsOBa na ce u3dsrsa. llpu
CIIMPaHE Ha JEUCHHETO C €CIMTAIONpaM 03aTa TpsOBa Ja ce HaMasIBa MOCTENICHHO 33 MEPHOJ OT
Hal-MaKo 1-2 ceXMMIIM, 3a a C& HAMAIH PHCKA OT CHMIITOMH Ha OTHEMAHETO (BXX. TOYKA 4.4 u 4.8).
B ciyuaii 4e ciie/l HAMANABAHE HA JI03aTa WM [0 BpeMe Ha NPEKPaTABAHE HA JHCYCHUETO HACTBIAT
CHMITTOMH, KOMTO He MOTart jia 6baaT ToNepHpaHH, MOXe Jia ce 00CHIY Bh3CTAHOBABAaHE Ha MPHEMA HA

HaMajliBaHE Ha Jio3aTa.
4.3 I[IpoTRBONOKA3ZAHHA

CBpBXYYBCTBHTEHOCT KbM €CLIMTAIONPAM WM KbM HAKOE OT IIOMOIIHHATE BELICCTBA.



EqHOBpeMEHHOTO JIEYEHHE ¢ HECENeKTHBHH, HeOOpAaTHMH MHXHOMTOPDH Ha MOHOAMHHOOKCH/a3aTa
(MAO-UHXUOHTOPH) € IPOTHBOIMOKA3aHO MOPaAM PUCK OT CEPOTOHHHOB CHHAPOM ¢ Bb30yIa, Tpemop,
XHIIepTEpMHA U T.H. (BXK. TOUKa 4.3).

KomOuHHpaHeTo Ha eciuTatonpamM ¢ obpatumMu MAO-A nHXuOuTOpH (Hamp. MOKI0OEMHA) HITH
oOpaTuMus HecenekTuBeH MAO-HHXUOMTOP THHE30/IHA € NPOTHBOIIOKA3aHO Nopajy PHCK OT
pa3BUTHE Ha CEPOTOHMHOB CUHIPOM (BX. TOUKa 4.5).

4.4 Cnensanss KpeIyNpexIcHHN H CIelHAJIHA MEPKH IPH ynoTpeda

CneqHUTE NpeAYNIPEXIEHHs U ClIeLIHATHA MEPKH Ce OTHacAT 3a TepaneBTH4HHs Kiac Ha CUOIIC
(Cenextupun Maxuburopu Ha O6paTtHoTo Iloemane Ha CepoTOHHHA):

YnorpeOa OpH Jela ¥ IOHOIIM Ha B3pacT oA 18 roauHu
Ecuprranonpam He Tpa0Ba Ja ce H3M0/I3Ba 3a JICYSHHE Ha Jelia M IOHOIIM Ha BB3pacT noja 18 roguHw.

CyHUMIHO HACOUYEHO HOBeIEHHE (CYHLIHIHH ONMTH M CYHLHIHH MUCIIH) M BPaKAEOHOCT (IIpeAUMHO
arpecusi, IPOTHBOMOCTABAHE U THAB) ca HaOMOAaBaHHM Hali-4eCTO B KITMHUYHY IIPOY4BaHHA NpH AcLA
M FOHOIIIH, JIEKYBAaHH ¢ aHTH/IENPECAHTH, B CPABHEHHUE C TE3M JIEKyBaHH ¢ IU1auedo. Ako Bb3 OCHOBA Ha
KJIHHUYHA HEOOXOIMMOCT, BEIIPEKU BCHUKO C€ B3€Me pellicHUE 3a JeYeHue, NauMeHTET TpA0Ba na ce
MpocaeIaBa BHUMATETHO 3a [0ABa Ha CYHIMIHH CUMIITOMH. B QOTBIHEHME JTMIICBAT JaHHH 32
IBIrOCPOUYHA GE30MaCHOCT MPH J€lia U IOHOLIIY 110 OTHOLICHME Ha pacTeXka, Chb3psABaHETO U
KOMHUTHUBHOTO H MOBEIEHYECKOTO Pa3BUTHE.

CamoyOHiHicTBO/CYHIIMIHY MUC/IH WIH KITHHAYHO BIOIIABAHE
JlenpecHaTa € CBbp3aHa C MOBHIIECH PUCK OT CYMIIHIHH MUCITH, CAMOHAPAHABAHEC H camoyﬁﬂnc'rﬂo

(CHOUTHSA, CBBP3aHU ChC CaMOYOHIHCTBO). TO3H PUCK CHINECTBYBA A0 JOCTHIaHE HA 3HAYHMa PEMHCHA.
TBi kKaTO NOAOOPEHHETO MOKE 1A HE HACTBIIH NPE3 IMBPBUTE HAKOIKO CeTMHIIH WIH M0BE14E OT
HAYaJIoOTO HA JIEYEHUETO, MAMEHTHTE TPAOBa Aa OBAT MO CTPOro HaOIIOACHHE [0 NTOABATA MY.
CTMHUYHWAT OITHT COYM, Y€ PHCKBT OT CaMOyOMIHCTBO MOJKE /12 HApacHe Mpe3 paHHUTE €TallH Ha
BH3CTAHOBHTE/IHHUA NEPUO.

H3BecTHO €, ue MarMeHTH ¢ aHAMHe3a 3a ChOMTHA, CBBP3aHU ChC CaMOYOHICTRBO, WM ITOKa3BALLH B
3HAYUTENHA CTENSH CYHIMAHMY HAcaluH, [IpeId 3ano4YBaHe Ha JICUEHHETO, Ca H3JI0KEHH Ha MO-BHCOK
PHCK OT CYHIIHIHH MHCJIM WM OIHUTH 3a caMoyOHiicTBO H TpA0Ba f1a ObAAT BHUMATEIHO
HabI0IaBaHy [0 BpEME Ha JieueHHeTo. MeTa-aHain3 Ha 11aueb0-KOHTpOIMPaHH KITHHUYHH
M3NHWTBAHNA Ha aHTUOENPECAHTH NIPH BH3PACTHH MALMEHTH ¢ ICHXWYHH Pa3CTPOMCTBA IMOKa3Ba
MOBHLIEH PUCK OT CYULIMIHO MOBEACHHE MPY NMALMEHTH NOA 25-rOAHMLIHA BB3PACT, NEKYBAHH C
AHTHIENPECAHTH B CPaBHEHHE ¢ trateGo. JlekapcTBeHaTa Tepanud TpabBa 1a ce CHITBTCTBA CBC
CTPOro HabMIOJEHHE Ha TIALIMCHTHTE, B YACTHOCT Ha T€3H, KOMTO Ca M3/I0XKCHH Ha BUCOK PHCK,
0COGEHO B HAYAIHHUTE €TaIM Ha IeYeHUETO H Clell MPOMeHH B go3ute. IlaipeHTuTe (M mojaraiyre
IPIDKM 32 TAX) TpsAOBa fa GbAar npegynpeaeHd OTHOCHO HEOOXO0MMMOCTTa OT HaO/IOICHHE 33 BCEKM
NPUM3HAK HA KIMHAYHO BIOWIABAHE, CYHIUIHO MOBENCHAES WM MUCITH U HeoOWYaifH1 IPOMEHH B
MOBEACHUETO, KAKTO M Ja MMOThPCAT He3a0aBHO KOHCY/ITALMA € JICKAp, aKO TAKMBA CHMIITOMH
CBIECTBYBAT.

EnuaenTUvHU NPHUCTHIN
[TpreMBT Ha IEKAPCTBEHUS MPOAYKT TPA0Ba Ja ¢ MPeKpaTH NPH BCEKH MALIMCHT, KOUTO MOITyH

npunaabuy. YnorpeSara ua CHOIIC Tpsa6Ba Aa ce u364rsa npu NaUMEHTH ¢ HECTAOMITHA SIWICTICHA,
a MALMEHTHTE ¢ KOHTPOJIMpAHA emwlericusd TpsAbBa Aa ce MpocieAsBaT BHUMATEIHO. 11pHeMBT Ha
CHUOIIC TpsGBa Aa ce MPeKpaTu, ako HMa MOBHIIIABAHE HA YECTOTATA HA [IPHCTEIMHUTE.

Manus

CUOIIC tpa6Ba ga ce M3MON3BAT ¢ NIOBUINEHO BHUMaHUe NpY MaUUEeHTH ¢ aHAMHE3a 32
MAHHA/XUIIOMAHUA

TTpnemsT Ha CHOIIC Tpsa6Ba na 6B/e NPEKpaTeH MPH BCEKH MALMEHT, KOUTO BIIH32 B MaK

Jlnaber




IIpu nanuenTute ¢ auadet neyeHuero cb¢ CHUOIIC moxe na moBiusAe NIHKEMHUYHHAS KOHTPOJT
(XMIOTTTHKEMMA WIH XHIIEPTIIMKeMHUA). Moxke 1a 6b1e HeoOXOAUMO KOPHTHpaHe Ha J03aTa Ha
MHCYJIMHA B/WIM NEPOPATHATE XUITOTIMKEMUYHH CPEICTRA.

AKaTH3HA/TICHXOMOTOpPHA Bh30y1a |

Ynorpebara Ha CHOIIC/ CHOIIH e cesp3aHa ¢ pa3BUTHE Ha aKaTH3HUA, XapaKTEPHU3UPAINA CE ChC
CyOeKTHBHO HelpUATHA WIH TexKKa Bb30yaa v He0OX0AUMOCT OT ABIKEHHE, YECTO CHIIPOBOAECHO C
HEBB3IMOXKHOCT Ja C€ CeqHE WIH OCTaHe B M3MPABCHO NOJOKEHNE HeNTOABWKHO. ITo-rosma
BEPOATHOCT 3a HACTHIIBAHE HA TOBA CBHCTOSHME UMA MPe3 ITbPBHUTE HAKOIKO CeIMHIIH OT JISYEHHETO.
[Tpu nauueHTHTE, KOUTO PA3BHBAT TE3H CHMITTOMH, IIOBHIIIABAHETO HA J03aTa MoxKe Aa OBle ¢ TEXKH
MOCIHEACTBHA.

XUNOHATPUEMHUS

IIpu ynorpebara Ha CHOIIC uMa peaku choO1IeHUS 32 XMTIOHATPHUEMHA, BEPOATHO B Pe3yJITAT Ha
HeaJIeKBaTHA ceKpelius Ha aHTUaAHypeTHueH XopMoH (CHCAJIX) 1 kaTo 1110 OTMHHARA TIPH
peKpaTsaBaHe Ha TepanuaTa. HeoOXoaumMo € moBHINIEHO BHUMAHHE IIPH HaIlUEHTH, H3NI0XKEHH Ha
BUCOK PHUCK, KAKBHTO ¢a XopaTa B HallpeJHalla BB3pacT, NAllUeHTUTE ¢ YepHOApOOHA Lypo3a I
MALMCHTHUTE, IMPUEeMAIIH €JHOBPEMEHHO JIEKApCTBA, 33 KOMTO € H3BECTHO, Y€ IPEOU3BHKBAT
XHIIOHATPUEMHUA

XeMoparuu

IIpu ynotpebara Ha CHOIIC nma crobinenus 3a HapylueHHs, CBhP3aHU ¢ KOXKHO KbPBEHE KaTo
€KXHMO3H U Imyprypa. IIpenoprysa ¢e¢ NOBHIIEHO BHUMAaHKUE NP naumertuTe, npuemamu CHOIIC,
0c0o0€HO IIPH CBITBTCTBALIQ JICYCHHUE ¢ NEPOPATIHUA AHTHKOATY/IAHTH, JICKAPCTBEHHA NMPOAYKTH, 32 KOHTO
€ H3BECTHO, Y€ NMOBIUABAT GyHKIMATA HA TpoMOOLIMTHTE (HAIIp. AaTUIIMYHKM AHTHUIICHXOTHYHH CPEACTBA
1 $eHOTHA3MHH, MIOBEYETO TPHLUMKIMYHM AHTHAETIPECAHTH, AlIETHICATULMIIOBA KUCENHHA U
HECTEPOHIHH NPOTHBOBB3NAIHTENHK JieKapeTBeHH cpeactsa (HCIIBC), Tuknonuav u
OUITUPHAAMOJ) U [IPY NALMEHTH ¢ U3BECTHA CKIIOHHOCT 32 KbPBEHE.

EKT (enekTpOKOHBYJICHBHA TEpAIIH)
ChbliecTBYBa OrpaHH4YeH KIIMHMYEH OIMUT OTHOCHO eAHOBpeMeHHOTO npunokeHue Ha CHOIIC u EKT,
MOpaau KOETO Ce MPENOPbYBA MOBHIICHO BHUMAHHUE.

O6patimMu ceneKTHBHE MAO-A HHXUOHUTOPH
KomM6unupanero Ha ecuutasonipaM ¢ MAQO-A UHXHOWUTOPH KaTO L0 HE CE NPENOphYBA MOPALH

MOBULICHHUS PUCK OT CEPOTOHMHOB CHHAPOM (BXK. TOUKa 4.3).

CepoTOHHHOB CHHAPOM
[IpenopbuBa ce MOBHIIIEHO BHUMAHHUE, AKO ECLIMTAJIONPAM C€ U3MOI3BA €THOBPEMEHHO C JIEKAPCTBEHH

NPOAYKTH CBC CEPOTOHHHEPTrHUEH €PEKT KaTO CYMATPUIITAH M APYIM TPUNTAHHM, TPAMAZ0N U
TPHUITTOdaH.

B penxu city4au ce cho0IaBa 3a CEpOTOHHHOB CHHAPOM IpH NalieHTH, uinonssamy CUOIIC B
KOMOMHALMA ChC CEPOTOHUHEPIHYHH JIEKAPCTBEHHA NPOAYKTH. KOMOUHAIMATA OT CHMIITOMU KaTo
BBH30y0a, TPEMOP, MHOKIOHYC H XHIIEPTEPMUA MOKE Ja € MOKA3ATE/HA 32 PA3BUTHE HA TOBA
CHCTOAHHE. B ciTyuaii ue TakoBa ChCTOAHUE HACTHNU, JedeRUETO Che CHOIIC 1 cepoTOHWHEprUdHM
JIeKapCTBEHH MPOAYKTH TpAOBa na Ob1e npekpateHo He3abaBHO M Ja C€ 3alI0YHE CHMITTOMATHYHO
JICUYCHHE.

KBIIT KAHTAPUOH
Ennospemennara ynotrpeta Ha CHOIIC u 6unkoBu npenapary, CbaAbPKaIM XKbAT KAHTAPU
(Hypericum perforatum) MOXe 1a JOBEAE A0 NMOBHINABAHE HA YECTOTATA HA HEXKENAHU pe
Touka 4.5).

CHMITTOMM Ha OTHEMAHE TPH NPEKPATABAHE HA JEUYECHHUETO
CHUMIITOMHTE Ha OTHEMAHE IIPU NpeKpaTABaHe Ha JIEYEHHETO ca YECTH, OCOOEHO, aKo Ip
e BHe3amHo (BX. Touka 4.8). B K IMHMYHH NPOYYBAHHAA HEXKESJIAHMTE peaKkuHru, HaOJII0aB




[IpeKpaTABaHE HA JICYCHUETO, HACTBLIBAT MPH NPpUOIN3HTENTHO 25% OT MalMEeHTHTE, JIEKYBaHH C
ecLUTAIONpaM U OpH 15% oT mauMeHTUTE, IpUeMaliy niauedo.

PUCKEBT OT CHMIITOMH Ha OTHEMaHE MOXKE a 3aBHCH OT peAULa (PaKTOPH KaTo NPOABDKHTENIHOCT Ha
JIEYEHHUETO M 1034, KAKTO M CTeNEeH HA NIOHMXKABaHe Ha Ao3aTa. Hali-4ecTo cro01aBaHy peakivy ca
3aMasHOCT, HAPYIICHH Ha CETHBHOCTTA ( BKIIOYHTETHO NAPECTE3HA U YCEMAHAA KaTo MpH
NMPEMHHABAHE HA €ICKTPHYECKH TOK), HAPYILCHMA HA ChHA (BKIIIOYATEHO 6€3CEHHE H HHTEH3HBHO
ChHYBaHE), Bb30ya WX TPEBOKHOCT, FaAcHE H/IIH [IOBPbIIaHe, TPEMOP, 00BPKaHOCT, H3NOTABAHE,
rinasodonue, AMapud, cepliedreHe, eMOLIMOHATTHA HEeCTAaOUITHOCT, pa3ApasHUTENIHOCT U 3PUTEITHH
HapyweHud. Karo w0 Te31 CUMNTOMHE €a IEKH A0 YMEPEHU MO TEXKECT, BBIPEKU Y€ MIPH HAKOU
MalHEHTH MOTraT Aa 6bp4aT H TEXKKO H3pa3cHH.

CumrniroMuTe 0OMKHOBEHO HACTHIIBAT [Ipe3 MbPBHUTE HAKOJIKO AHH OT IIpeKpaTABaHe Ha JIeUeHHETO, HO
MMAa MHOTO pefIKH chODIIeHUA 32 ITpoABaTa UM IIPH HNALMEHTH, KOUTO M0 HEBHMMAaHHe ca IIPOITyCHAIH
[IpHEM Ha A033. |

KaTo 110 T€3¥ CHMIITOMH Ca CaMOOIPAaHHYABAIIH C€ M OOMKHOBEHO OTIIYMSABAT 33 2 CEAMMUM, -
BBIIPEKH Y€ MPH HAKOHU MALMEHTH MOorarT Jia poaw/pkar 2-3 Mecena v nosede. ITo Ta3u mpuuuHa ce
[IpenopbYBa MOCTENCHHO HaMalIsBaHe Ha 103aTa Ha eCLMTAJIONpaM IpH IpeKpaTABaHE HA JICYCHHETO
33 MEPHOA OT HAKOIKO CEAMMIIY UM MECELIM, B 3aBUCHUMOCT OT HY>KIUTE Ha NTallUeHTa (BXK.
“CHMNTOMH Ha OTHEMAHE TMPH MPEeKpaTABAHE Ha JICUSHUETO ’, TO4KA 4.2).

KopoHapHa 0051ecT Ha ChPLIETO
[Topagu orpaHUyueHHs KNMHUYEH ONMUT CE€ NPenopbyBa MOBHILIEHO BHUMAHUE PU MALIMEHTH C
KOpOHapHa 60J1eCT Ha CHPLETO (BXK. TOYKaA 5.3).

To3u nekapcTBeH NPOAYKT ChABPIKA J1aKkTo3a. [lanuenTrTe ¢ peaku BpoAeHH 3ab0nBaHMA KaTo
rajJakTO3Ha HEMMOHOCHMOCT, Lapp 1akTa3eH AePHIMT WIH ITIOK030-TaJlakTO3Ha MajiadcopOums He
TpaOBa Aa npueMar ECiiUTaloH.

4.5 B3auMoneiicTBHE C APYIH JeKAPCTBEeHN NPOAYKTH H ApYrE ¢GOpMH HA B3aHMOAEHCTBHE
PapMaKoJHHAMHYAH B3aHMOACHCTBHS

[IpoTtuBOMOKa3aHH KOMOWHALIHH:

Heobpamumu necenexmuenu MAQ unxubumopu

Hma cpo0IIeHNA 3a CEPUO3HM NEKAPCTBEHH peakUUH IIpy naunerTy, npuemanu CHOIIC B
KOMOHHALHA ¢ HECEIIEKTHBEH, HeoOpaTHM MOHOAMHHOOKCHAa3eH HHXuOuTop (MAOMH) U npu
MMALMEeHTH, KOUTO HacKopo ca npekpatiwin JieueHueTo ¢ ¢u¢ CHUOIIC u ca 3anounanu takosa MAOHU

neueHue (Bx. Touka 4.3). B HAKOH ¢JIydyad DaUWEHTHT pa3sBUBA CEPOTOHUHOB CHHAPOM (BK. TOUKA
4.8).

EcuuranonpaM e mpoTHBOIOKAa3aH 3a yrnoTpeba B KoMOHMHALMA ¢ HECEIEKTHBHHU, HeoOpatimu MAOH.
JleyeHHeTO ¢ ecIMTANIONpPaM MOXKE J1a 3anovHe 14 JHM clle] IpeKpaTABaHe Ha [IpUeMa HA HEOOpaTHM
MAOMU. Jleuenunero ¢ HecenekTHBeH HeoOpatiM MAOMH moxe aa 3ano4vHe HaH-paHO 7 OHU e
[IPEKPATABAHE HA TEPAIMATA ¢ €CLUTAIONPaM.

Obpamum, ceaexmuaern MAO-A unxubumop (moxrobemuo)

[Topanu pucK OT CEPOTOHHHOB CHHAPOM, KOMOUHaIuATa ecuyranonpaM 1 MAO-A uaxuburop €
MPOTUBONOKa3aHa (BXK. Touka 4.3). Ako KOMOMHALYATA € JOKa3aHO HeoOxomuMma, T4 TpsAOBa fa ce
3a[I04YHE ¢ MHHHUMAaTHATa NPenopbYMTe/iHA 033 1 IIPH 3aCHICHO KITHHUYHO Ha0moaeHHE.

Obpamum, necerexmusen MAO-wxubumop (rune3onuo)
AHTHOHOTHKET NHHE30/IKH e o0paTuM HecenekruseH MAO-UHXUOUTOP U HE TpaOBa aa
fIpH MAIMEHTH, JIEKYBaHHU C eCLMTaIoNpaM. AKO KOMOMHALMATA € JOKA3aHO HEOOXox
1a ce TIPHIOKH ¢ MUHMMAITHUTE JO3H U [IPH CTPOro KIIMHWYHO HaOmoaeHHe (BXK. TOY

KomMOuHaMy U3HCKBAIH MOBUINIEHO BHUMAHKE NPH ynoTpeoda:
Heobpamum, cenexmusern MAQ-B unxubumop (cenezunun)




Heo6xoguMo € NoBHIIIEHO BHHMAaHHE NMPH KOMOHHALMATA ChC celleriinH (Heobpatnm MAO-B
MHXUOWTOP), MOPagd PUCK OT Pa3BUTHE Ha CEPOTOHUHOB CUHAPOM. Jlo3u no 10 mg/neH cenerunuH ca
OMIM YCTIEIIHO MpUIarali eHOBPEMEHHO ¢ PalleMUYEH LUTAIONpPaM.

Cepomonunepeuinu 1exapcmeenu npooyKmu
EAHOBpEeMEHHOTO MPHWIOKEHUE ChC CEPOTOHMHEPI MMHH IEKAPCTBA (HANp. TpaMaIoJl, CyMaTpUITTaH U
OPYTH TPUITAHH) MOKe [1a JOBeAe A0 CEPOTOHHHOB CHHIPOM.

Jexapcmeenu npodyxmu, nOHUICABAU NPA2A 3 2bPHOEE

CHOIIC morar aa MOHUKAT 1para 3a repuoBe. [IpenopbyuBa ¢ NOBHIICHO BHAMAaHWE MPH

- €IHOBpEMEHHATa ynorpeba ¢ Apyrd JeKapCTBEHH MPOAYKTH, KOUTO MOTAT Aa MOHHKAT I'bpUYOBHA TIpar
(Hanp. antuaenpecaHTd (TpuuUKIRYHH, CHOIIC), HepponenThiy ((peHOTHA3HHH, THOKCAHTEHH H
OyTupodeHOHH), MePIOKUH, OYIIPOIIHOH M TpaMaao). |

Sumuii, mpunmocghan |

Hma crobmenus 3a ycunsane Ha edekrure rnpy eqHoppeMeHHO npunoxenue Ha CUOIIC ¢ nutwit uimu
TpUIITO(aH, KaToO MO Ta3H Npu4uHA ¢THOBpeMeHHOTO npminoxkenue Ha CUOIIC ¢ Tesu nexapcTeeHu
IIPOAYKTH TpAOBa J1a ce MpeaIipHeMa ¢ OBULLIEHO BHUMAaHUE.

Kvam kaumapuon

E nHoBpemenHoTo npunoxenre Ha CUOIIC v 61nkoBH npenapatH, ChbAbPKAIIH KbIT KAHTAPHOH
(Hypericum perforatum) Moxe a AoBeJe OO IOBUIIIEHA YECTOTa Ha HEXKEJIaHU JIEKapCTBEHH peaklUH
(BK. TOUKa 4.4).

Xemopazuu

IIpH eAHOBPEMEHHOTO MPIIOKCHUE HA €CLUTATIONPAM ¢ NIEpOPaTHH AHTHKOAryIaHTH MOJKE J1a
HACTBHIIN NIPOMSAHA B aHTHKOArylnaHTHUA edext. Ha nanyeHTuTe, NpHeMaly nepopaiHa
aHTHKOAryJIAaHTHA Tepanus Tpa0Ba na Ob¢ NpUIOKESH BHUMATEIEH MOHUTOPHHT HA KOAryJIanusTa
MpH 3al0YBaHe WIH CIIHPaHEe Ha ecUUTaIonpaM (Bx. To4uka 4.4).

Ankoxon

He ce ouakpaT ¢apMakoaMHaMUYHH UIH PapMaKOKHHETUYHH B3aUMOJACHCTBHAA MEXKIY €CLMTAIONPaM
M aJK0X0JI. Berpeku ToBa, 11000HO HA JPYTUTE NICHXOTPOIHH JIEKAPCTBEHHU NPOAYKTH, HE CE
NpENnOphYBa KOMOKHALIHUA C AJIKOXOJ.

PapMaKOKHHETAYHHA B3aHMOAeHCTBHA

BaugHue Ha APYTH JIEKAPCTBEHM MPOAYKTH BEPXY (PapMakOKMHETHKATa Ha eCUUTAIONpaM
MetabonuambT Ha ecuuTanonpam ce Meauupa riaasHo oTr CYP2C19. CYP3A4 u CYP2D6 criuo
MOrar Jia JOMpPHHeECAT 3a MeTabonmu3Ma, MaKkap U B Mo-Majika creneH. MeTabomu3MbT Ha OCHOBHHS
meTabomuT S-DCT (meMeTmnmpaHn ecuyrTanonpamM) H3riekaa OT4acTH ce KaTamusupa ot CYP2D6.

EnHOBpeMeHHOTO NPIIOKEHHE Ha ECHUTAIONPaM U oMenpaszon 30 mg BeIHBK JHEBHO (MHXUOHTOD
Ha CYP2C19) Bogu go ymepeHo (tipubnusurento 50%) nopyiaBaHe Ha INa3MEHHTE KOHLICHTPALUK
HA €CLIMTAJIONPAaM.

ETHOBpeMEHHOTO TIPUJIOKEHHE Ha eclUTaionpaM U uuMmeTHauH 400 mg qBa IETH AHEBHO (YMEpPEHO
MOIIIeH 0011 eH3UMEH HHAYKTOP) BoOU A0 YMepeHo (npubau3utenHo 70%) moBuinapane Ha
I1a3MEHHUTE KOHUEHTPAIHN HA ECLIUTAIONPAM.

CnenoeatenHo e HeOOXOAMMO MOBHMINEHO BHUMAHHE NPH €HOBPEMEHHO H3MONI3BaHE ¢ HHXBO
Ha CYP2C19 (sanp. omemnpazon, e30Memnpasol, GIyBOKCAMMH, JIAH30MPA30J1, THKIIOMHUI /.-‘ ‘Sﬁ

HMeTHOMH. Moke ga € HeoOX0OUMO MOHWKABAHE HA A034TA Ha ECLIMTAIONPAM Bb3 OCHORY Mg
MOHHTOPHHI Ha HeXKeJIAaHWTE PeaKIlHH 10 BpeMe Ha €AHOBPEMEHHOTO JICHYEHHE.

EdexT Ha ecumranonpaM BepXy GapMakKOKMHETUKATA APYTU JIEKAPCTBEHU NPOIYKTH
Ecuutanonpam € HHXHOKTOP Ha eH3uMa CYP2D6. Ilpenoprysa ce NoBUIIEHO BHUMaHHRNIL

e JHOBpPEMEHHATA yNoTpeOa Ha eCUTAIONpaM € JeKapCTBEHH IIPOIYKTH, KOUTO ce METabORE fﬂﬁw ¥¥
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rMaBHO OT TO3H €H3UM H UMAT TECEH TEePaNieBTUYECH HHACKS, Hamp. GyiekanHu, rpornadeHoH H
METONPOJION (KOTAaTo C& U3IT0M3Ba IIPH ChpJe4Ha HeJOCTATHYHOCT), MTH HAKOH JICKAPCTBEHH CPEeACTRA
nosiusBamy LHIHC, konro ce metabomusupar rnasuo ot CYP2D6, Hamp. aHTHIeNpecaHTH KaTo
AE3UNPAMHH, KIIOMUIIPAMHH H HOPTPUOTWIMH WIH aHTUIICUXOTHULIM KaTO PUCTIEPHAOH, THOPHAA3UH H
xanonepuaoi. Kopekuusa Ha no3ata Moxke na Obae onpaeaaHa.

EAHOBpEeMEHHOTO MPWIOKEHHE C Ae3HIIpaMHUH WK METOIPOIO BOAM M B ABaTa CJTy4ad 0 JBYKPaTHO
yBEJIHYaBaHe Ha I1asMeHUTe HUBA Ha Te3r ABa CYP2D6 cybcrpara.

In vitro npoy4BaHHA ca AEMOHCTPUPANH, Y€ SCLUUTATIONPAM MOXKE Aa peAN3BUKa cJiabo HHXHOHMpaHe
Ha CYP2CI19. [Ipenopryra c¢ NOBUWICHO BHUMAHHUE MIPH €IHOBPEMEHHATA YII0Tpeda Ha JieKapCTBEHU
FIPOAYKTH, KOUTO ce MeTabonuzupar or CYP2C19.

4.6 bpeMeHHOCT H KbpMeHe

bpemenHocr |

3a ecLIMTAIONpaM Ca HAIMYHU CaMO OrPaHUYEHH KIMHHYHUA JAHHHM CRBP3aHU C €KCIIO3HPaHU
OpeMenHOCTH. B npoy4yBaHHUA 3a peNIPOAYKTHBHA TOKCHYHOCT, IIPOBEACHH C €CLIUTAIONpaM IpH
TUTbXOBE, ca HabmoaaBaHH eMOPHOTOKCHYHH €(PEKTH, HO € H MTOBHILIEHAa YeCTOTaTa Ha MalopMaLivH
(BK. TOUKa 5.3).

Ecuuranonpam He TpaOBa 1a ce H3MOA3Ba [10 BpeMe Ha OpeMEHHOCT, OCBEH aKO He € HalTbJIHO
HeOoOXO0OUMO H ¢aMO Clie] BHUMATEJHA MPeLEHKA Ha ChOTHOLIEHUETO HOI3a/PUCK.

Hosoponenurte TpabBa ce HaOmonaBar, B ciiydai ue ynorpedara Ha ecLUTanonpaM MpH Maikara
[IpOAB/DKABA B KbCHUTE CTaAMH Ha OpeMEHHOCTTa, 0COOEHO B TpeTus TpuMecThp. [1o Bpeme Ha
GpeMeHHOCT TpAOBa Ja ce u304ArRa BHE3AMHO CNUPAHE HA MPHUEMA Ha eCLIUTAIONPAM.

IIpy HOBOPOAEHOTO MOTAT Aa HACTBIAT CIeAHNTe cUuMIIToMH cnel ynorpeda Ha CHOIIC/CHUOIIH ot
MaiKaTa B KbCHHTE CTaJHH HA OpeMEHHOCTTA: peclIUpaTopeH AUCTpeC, LHaHo3a, allHes, [IPUIIadb1IH,
TeMIlepaTypHa HECTaOMIIHOCT, 3aTPYAHEHHS B XpaHEHETO, 3aTPYAHEHO CyYeHe, MOBPHLIAHE,
XUTIOTIMKeMHUS, XMIIEPTOHHS, XHITOTOHUA, XUTIeppedieKkcua, TpeMop, Oe3moKoNCTRO,
pa3apa3sHUTEIHOCT, IETAPTrhd, IIOCTOSHEH IU1a4, CBHIUBOCT U 3aTPYAHEHO 3acnUBaHe. Te3u CHMIITOMH
MOI'aT Ja ¢€ IB/DKAT Ha CEPOTOHMHEPrUMHU €eKTH WIH CUMITTOMM Ha oTHeMaHe. [Ipu no-ronama
4acT OT CIYYAaHTE YCJIOKHEHNATA 3am0vBaT He3a0aBHO WIH ckopo (<24 gaca) cnel pakJaHETo.

JlaxTamus
Ouakpa ce, ue eCITUTANIoNpaM ce €KCKpPETHpa B MIIAKOTO MPU YOBEK.
[To Ta3u mpu4HHA 110 BpeME Ha JICYCHHUETO HE CE IIPENOPHUBA KbPMEHE.

4.7 E¢exTH BbpXY cNOCOOROCTTA 32 MOodHpaHe H padoTa ¢ MALIHHHA

He ca npopexIaHi MpOy4YBaHHUA HA €()EKTa Ha ECLIMTAIIONPAM BLPXY CIIOCOOHOCTTA 3a OQHpaHe H
paboTa ¢ MalHHKA. BBOpeKku 4ye e nokazaHo, u€ SCLIMTANIONPAM HE 3aciAra MHTeNEeKTyanHaTa QyHKIHA
WJIH IICHXOMOTOPHOTO TOBEACHHE, BCEKH NICHXO0AKTHBEH JIEKAPCTBEH NMPOAYKT MOXKE 13 HapYLUH
CIOCOGHOCTTA 33 MPELICHKA WK YMEHUATA.

[lanmuenTHTEe TpaOBa Aa OBAAT NpeaynpeaeHH 3a IOTEHIMAIHUTE PUCKOBE 3a MOBJIUABAHE HA TAXHATA
crmocoOHOCT Aa modHpaT K paboTAT ¢ MAIUUHM.

4.8 Hexe/1aHH peaknun

Hexenauure PCaKIHH ca [TI0-4CCTH IPE3 ITbpBATA M BTOPpaTad CCAMHIIA OT JICHCHHUCTO K OOHMKHOBEHO
HaManaBaT ITO UHTCH3HUTET H HCCTOTA B X0J4 HA JICHUCHHUCTO.

Hexenanure nexapcteeHu peakuuy u3ecTHH 3a CHOIIC u chmio Taka crodine
1ane60-KOHTPOIMpPaHH IPOYYBAHUS WIM KATO CIIOHTAHHH NOCTMAapKETHHIOB
I0-J0JIY TI0 CUCTEMHO-OPraHHa x1acHUKalMS H CIIOpe]] YECTOTAaTa UM.

YecTOoTHTE ¢a B3€TH OT KTHHUYHH NPOYUYBAaHUA; TE€ HE ca MmIanebo-KOpUTrHp



Cnopen 4ecToTaTa HeXKeNIaHHWTE peakuy ce AeHHHUPAT kaTo: Muoro yectu ( 21/10), yectr (/100 mo
<1/10), neyectu (2/1 000 no =1/100), peaxw (=1/10 000 go <1/1 000), MHOTrO peaKH (ﬂ/lO 000),

WJTH ¢ HEH3BECTHA YecToTa (He MOXKe na Onae OTIPEAICIICHA OT HATMYHHTE JaHHH).

CHCTCMA

Muoro | Yectn HeuectH Penku HeunspecTtHa
gectn | (/100 oo (A/1000 g0 | (A/10000 no 4yecToTa (HE
(2/10) | <1/10) <1/100) <1/1 000) Moxe fia 6nae
OnpeaesieHa oT
HAJTUIHUTE
JaHHH)
HicnenBanus IToBuineno IToHuKEHO Hapymenu
TELJIO TerJIo 4epHOAPOOHH
TECTOBE
Coepaeunu Taxukapans bpaguxapaus
HApYIIEHHUS
‘Hapymienus na TpoMOomuTone-
KpPBPBOHOCHATa H HHUS
nrmpHa
CHUCTEMA |
HapyuwieHus Ha beachuue, Hapymenune CepOTOHHHOB HuckuHesus,
HEpBHAaTa CBHJIMBOCT, Ha BKYc¢a, CUHAPOM IBUTaTE]IHH
CUCTeMa - 3aMagHOCT, HapyLIEeHU HapyLICHHS,
NApeCTe3H, Ha ChbHA, KOHBYJICHH
| TpEMOPp CHHKOII
Hapymienus Ha Muapuasa,
OKOTO HapylleH s
Ha 3PCHHETO
| HapylueHus Ha THHHTYC
YXOTO H
BETPEIIHOTO YXO
Pecniuparopumu, CHHY3HT, Enucrakcuc
I'PBAHU U NPO3IBAHE
MeIHACTHHAITHH
HapyLIeHHUS
CromamHo- 'anene | Juapms, 3anek, | I'actpo-
YpEeBHH NOBPHIIAHE, MHTECCTUHAIH
HAPYIUCHHSA CYXOTa B U XEMOparvu
ycTara (BKJI.
| peKTaTHa
XE€MOparus)
Hapymenus Ha PeTeHiug Ha
OBOpenyTe U ypuHata
MUKOYHHTE
NLTHINA
Hapyuienns Ha IoBumeno Ypuxapms, Exxumonsa,
KOKara v H3TOTABAHE ANONELUA, aHruoeACM
[MOAKOXKHATA obpuB,
THKaH ChpbeK
Hapyienusa Ha Aprpanrus,
MYCKYIHO- MUAAITHA
CKEJieTHaTa
CHUCTEMA H
ChEIHHUTEIIHA-
Ta ThKaH
Hapymenus na
€HJOKpUHHATA




Hapymenusa Ha | Toxrmwxken | XHIIOHATpUEMHS
MeTadonniMa U areTHT,
XpaHEHETO [TOBHIUCH
aneTuT
CbaoBH OprocTaTH4Ha
| HApYILICHUS | XHUIIOTOHHSA
'Obmm YMopa, Enem
HapyLUCHWA W MHPEKCUS
edexTH Ha
MACTOTO Ha
NpHIOKEHHE
HapymeHusa Ha Anadniak-
HMYHHaTa TUYHA PCAKLAA
CHCTEMA
Xenaro- XenaTut
OwnuapHH
HApYUICHUA
Hapyinenus Ha Muxe: JKeHu: Mmrxke:
BB3IIPOH3BOIUTE HapYLWIEHWE HA | METpoparus, IIPHAIIH3BM,
JIHaTa CHCTEMAa U CAKYJIALUATA, MEHOparus ranaktopes
rbpIaTa HMIIOT€HTHOCT
[Icuxuunm TpeBoxHOCT, CKbplaHe CbC | Arpecui, Maunus,
HapyllUeHUs Oe3nokomcT- 360U, | nenepcoHanuza- | CyHuMmoHH
BO, abHOpMEHH | BB30Yy/a, LM, MHCIIH U
ChHHLLIA HEPBHOCT, XATIOLMHALIHHA CYHLIMJIHO
Xenu v MBXE: | TTAHHYECKH OBeACHHE™
MOHKDKEHO TIPUCTHII,
nMougo o0 BpKaHOCT
KeHH:
aHOpra3Mus

*HMa cboOIeHUd 32 CYHLIMIHH MHMC/IM M CYHLIMZHO MOBEACHUE 110 BpeMe Ha JICUEHUETO C
€CLIHTANOIPAM HWIH CKOPO Clel MPEeKpaTABAHETO MY (BaK. Touka 4.4).

CnemHNTE HEXXENAHH peaklMM ca chobmenH 3a TepaneBTHUHHUA kiac Ha CHOIIC: [ICUXOMOTOPHA
Bb30yaa/akaTi3ud (BxK. TouKa 4.4) 1 aHOpEKCHA.

Ilo BpeMe Ha MOCTMAapKETHHIOBHS NEPHO/ HMA CHODIIECHHA 3a yablxkaBane Ha QT nHTepBaia,
NpearMHO IMPH MTAUUEHTH C NIPeLIeCTBAIO CEPACYHO 3a0oiiBaHe. He e ycTaHOBeHa MPHYMHHO-
C/IeICTBEHA BPB3Ka.

CUMNOTOMH Ha OTHEMaHE, HaOMIONaBaHH MPH NIPEKPATABAHE HA JICYEHHETO
ITpexparasanero Ha npueMa Ha CUOIIC/CHOITH (ocobeHo koraTo € BHE3aMHO) 4YeCTO BOU A0

CHMIITOMH Ha oTHeMaHe. Haii-uecto chobimaBaHuTe peakiiuum ¢a 3aMasHOCT, CEH30PHH HAPYIIEeHUS
(BIUTIOYMTETHO I1ApeCTe3Hd U YCEIaHe 3a IPpEMHUHABAHE Ha €TCKTPHYECKU TOK), HAPYIIECHHUS Ha CHHS
(BTIOYHTENHO O€3CHHME M HHTEH3UBHO ChHYBaHE), BE30Y/a WIH TPEBOXKHOCT, rafcHe W/IIH
NOBPBILAHE, TPEMOP, OOBPKAHOCT, HAMOTIABAHE, FIaBoOOIME, IHAPHS, ChPLEGHEHe, EMOLIMOH
HECTaOUNHOCT, pa3ApasHIUTENROCT U HapyllleHHa Ha 3peHreTo. KaTo LAI0 Te3d CUMITTOM
yMEPEHU ¥ CAaMOOTpaHHUaBalllH Ce, BhIIPEKH Ye NPH HAKOH MAallHeHTH MoraT aa 0saar
NpoAbLDKUTEIHM. 110 Tazy MpUYMEA, KOTaTo JEYeHHETO ¢ eCLUTANIONpaM He € Heobxox
NPENOpbYBa MOCTENICHHOTO MY MPEKpaTABAHE Ype3 HaMalABaHe Ha A03uTe (BX. TOUKA

4.9 IIpeno3apane

TOKCHUYHOCT



KnIMHUYHUTE JaHHH 34 [IpeJo3UpaHe ¢ ECLUTATIONPAM ¢a OrPAHUYEHM U MHOIO OT CJTYHauTe BKIIOUBAT
CBITETCTBALLIO NPEAO3UPAHE C APYTH JIEKAPCTBEHH MPOAYKTUH. B mo-ronamMa yacTt ot ¢ydauTe HMa
CBHOOIIEHHA 32 JIEKO U3pa3eHH CUMITTOMH HMIIM HE ¢€ ChoOIIaBa 3a CUMITOMH. DaTanHu cny4yad Ha
peAo3rpaHe ¢ eCLUUTANONPaM ¢a ChOOIABAHM PAIKO NPH CAMOCTOATENHATA My ynoTpeba; mo-ronama
4acT OT CJIyYauTe BKIIIOYBAT MpeJO3HpaHe ChC CHITETCTRAIO JIeKapcTBo. JIo3u ot 400 u 800 mg
€CLIMTAJIONPAM CaMOCTOATE/IHO ca NpHeMaHH 0e3 KAaKBUTO M Aa € TEKKH CHMIITOMH.

CHMOTOMH

CroOuieHHsTa 3a peao3upaHe ¢ eCLUTANIONPAM BKIIOYBAT CUMITTOMH, KOHTO I'JIABHO €A CBBP3aHH C
LICHTpAJIHATa HEPBHA CUCTEM2 (BapUpally OT CMIICIITHYHH HPHCTBIIN, 3aAMasSHOCT, TPEMOP U Bb30yaa
[0 peIKH CIy4au Ha CEPOTOHHHOB CHHAPOM, KOHBYJICUHM U KOMA), CTOMAalIHO-4peBHATA CHCTEMA
(rageHe/MoBpBIIAaHE), ChpAEYHO-CHAOBATA CUCTeMA (XMITOTOHMS, TaXUKapAud, yaspkeH QT unrepsan
H apUTMHS) U HapyLIeHUS Ha BOAHO/CIEKTPOJATHHA OalaHC (XHITOKAIHEMHS, XUTIOHATPHEMH ).

JleyeHHe

Hsima cnienudnueH antuaoT. OCUrypeTe U MoJabpKaiTe MpoXoAMMH JHXATEHUTE THTHILA,
NOACHTYpETE aJlcKBaTHA OKCHICHALIWA U AuXaTenHa GyHkuuaA. Tpabea na ce 0OChAM HU3MOM3BAHETO HA
CTOMAUICH JIaBaXK U aKTHBEH BBIIICH. CTOMAIIHATA IPOMUBKA TP#OBA Ja ¢e HAanpaBH BH3MOXKHO Haii-
CKOpO clle[] IIepopanHoTO norasinaxe. [Ipenoprusa ce npocneasBane Ha CHPACYHH H KU3HEHH
II0KA3aTeNIH 3aeIHO ¢ IpoBeKAaHe Ha OOLIH CUMIITOMATAYHM IIOAIBPKAIU MEPKH.

S. ®APMAKOJIOI'MYHY CBOUCTBA
N | DapMaKkoAHHAMHYHH CBOiCTBA

(DapmakoTepaneBTUYHA rPyra: aHTHASTIPECAHTH, CEICKTUBHUA HHXUOUTOPH Ha 00paTHOTO NoeMaHe Ha

CEpPOTOHHHA
ATC-xkoa: NO6ABI10

MexaHHU3bM Ha JEUCTBHE |

Ecuuranonpam € celneKTUBEH HHXMOMTOP Ha 00paTHOTO moeMaHe Ha cepoTronuHa (5-HT) ¢ BHcOK
a(pUHUTET KbM ITEPBUYHOTO MACTO Ha 3anaBsaHe. Toil ce 3axBaia ChII0 Taka KbM al0CTEPUUHOTO
MACTO Ha ¢epoToHHHOBHA TpaHcnoptep ¢ 1 000 nbTH No-HUCHK aQUHMUTET.

EciuranonpaMm HAMa aQUHUTET WIM UMa HUCEK aQUHUTET KBM PeIMLA PEUETITOPH, BKIIFOUUTEIHO 5-
HT, A, 5-HT,, DA D, u D, penenropute, ¢ -, 0,-, 3-aapeHOpeUenTopuTe, XHCTaMHHOBHTE H,
XOJIMHEePruMHATE MyCKAPHMHOBHU, O€H30/IMA3CIIMHOBU H OITMOMIHH PeLENTOpPH.

Huxubupanero Ha oOpaTHOTO MoeMaHe Ha 5-HT e eMHCTBEHHs BB3MOXKEH MEXAHU3BbM HA AeHCTBHE,
00ACHABALL (PapMaKOJOrHYHHTE ¥ KIIMHHYHHU €(PEKTH HA ECLHUTATIONPAM.

KJIMHYWYHA e(DHKACHOCT
T'onemu oenpecusnu enuzoou
YCTaHOBEHO €, e ECLMTAIONpPaM € €(EKTUBEH MIPH OCTPOTO JICYEHHE Ha IOJIeMH NeNPECHBHH €IMU30H
B TPH OT YeTHPH JABOHHO-CIIENH IL1ale00-KOHTPOJIMpPaHH KpaTKOTpaiHH (8 ceIMMIIH) npoyusaHus. B
€IHO TBIArOCPOUHO MPOy4BAHE 3a MPeAOTBpaTIBRaHEe HAa PeLUIMB ca paHAOMM3IUPaHH 274 NalHeHTH,
MOBIHAHH MO BpeME Ha HadanHaTa (paza Ha 8-CeAMHYHO OTBOPEHO JICUeHHE ¢ ecupTatonpamM 10 uim
20 mg/nHeBHO, Aa NPOABIDKAT ¢ €CLIMTANIONPAaM B ChIIlATa 4032 MMM ¢ wianedo 3a nepuon o 36
ceIMHLUH. B TOBa Mpoy4YBaHe MAUMEHTHTE, MOMYYABALUM NPOABIKCHHA €CLHTAIIONpaN
0-YAB/KEHO BpeMe 10 PeLMAMB MpeE3 rnocaeapanure 36 ceAMULH B CpaBHEHHE C Y
[IOJTyyaBalny ruianedo.

5.2 PDapMAKOKHHETHYHH CBOHCTBA

Abcopbius
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AbcopbuusiTa € MovTH ITh/IHA U HEe3aBHCHMA OT IpueMa Ha xpaHa. (CpeIHOTO BpeMe 3a JOCTHraHe Ha
MaKCHUMalHa KOHUEeHTpauHa (cpeaHo Tp,,) € 4 gaca ciieq MHOroKkpaTHO nosupade). [TogoGHO Ha

palieMHYHUS BUTATTONpaM, aDCOMIOTHATa OHOHATHYHOCT HA ECLIMTAIONPAM C€ O4aKBa J1a ObAe OKOJIO
80%.

Pa3snpenencHue

[IpuBuaHuAT 00eM Ha pasnpenencnue (Vy4/F) cien nepopanso npunokenne € okono 12 no 26 kg,
CBBp3BaHETO C I1a3MEHUTE MpoterHH € o 80% 3a ecUUTAIONPaM H HETrOBHTE OCHOBHH
MeTabONUTH.

buorpancdopmanys |
Ecuuranonpam ce Metabonu3npa B yepHus Apob A0 AeMETUITUpaHH U AHAEMETHIHPAHA METaOO0NTH.
H nBarta Buga MetabonuTi ca GapmakonoruiHo akTuBHHM. Kato anTepHaTHBa a30ThT MOXKE 1a Oble
OKHCJIEH 10 opMHpaHeTo HA N-okcuaeH Metabonut. Kakro u3xoaHara cyOCcTaHIuUs, Taka U
META0OIUTHTE C€ EKCKPETHPAT OTYACTH KaTo ITIIOKYPOHHUIH. Clie1 MHOTOKPAaTHO JO3HPAHE CPEAHUTE
KOHLIEHTPaLUH Ha AUMETHII- K ANAMMETIIMETA00MHTHTE OOMKHOBEHO ca ChOTBeTHO 28-31% H <5%
OT KOHLICHTpaLMATa Ha ecuMTanonpaM. buorpancdopmalmiaTa Ha ecuuranonpaMm 10 JeMeTWIHPaHH

meTadonuTH ce Meanupa mbpBHYHO 0T CYP2C19. BRaMoikeH € M M3BECTEH PHHOC HA €H3HMUTE
CYP3A4 u CYP2D6 B OnoTparchopmanusTa.

EnuMuHUpane

[TomykvBOTHT Ha enUMUHHpPaHE (. g) ClIea MHOTOKPAaTHO A03HpaHe e npubdausuTendo 30 yaca, a
NepOPATTHHUAT ITazMeH KaupbHC (Cl,,) e npubmmsurento 0.6 /min. OcHoOBHHTE METAROOIATH UMAT
3HAMUMO NO-ABITBI MOIMYKHUBOT. CHMTA ¢€, 4e €CLMTANIONPaM W OCHOBHUTE METAa0O0JIMTH Ce
CIIMMHHHPAT KaKTO I10 depHOApoOeH (MeTabonTer), Taka U no O60pedeH IrbT, KATO OCHOBHATA 4acT
OT J103aTa Ce eKCKpeTHpa B ypHHATa KaTO MeTabOIUTH.

®apMakOKHHETHKATA € JIHHeiHa. PABHOBECHHUTE IDIa3MEHH HHBA c€ JOCTHraT 3a OKoJIO 1 ceMHIa.
Cpeanure paBHOBECHH KOoHUEHTpauMuH oT 50 nmol/l (B untepBana or 20 no 125 nmol/l) ce gocTrrar
fpy JHEBHHU No3M oT 10 mg.

[lanMeHTH B HamIpeaHana Be3pacT (> 65 roauHH) -

EcuuTanonpaM BepoSTHO ce eJTHMHHHpA N0-0aBHO NMPH NAIMEHTHTE B HATIPEAHAIA BB3PacT B
CpaBHEHHE ¢ Mo-MiIaauTe naiupeaTd. CucreMHara ekcrosuims (AUC) e okono 50 % nmo-BHcoKa rpu
MalMEHTUTE B HAMpeJHANa B3PacT B CPaBHEHHE ¢ MJIAJH 3ApaBH J00poroiH (BX. Touka 4.2).

[ loHnwxena yepHoapobHa HYHKLUHWA

[ Ipyn nauueHTHTE C JIEKO 10 YMEPEHO YepHOApoOHO yBpexkaaHe (kpurepun Ha Child-Pugh A u B),
TIOTY>KUBOTHT HA €CLIUTAJIONPAM € OKOJIO ABA ITBTU MO-ABITBI H €KCIIO3UIMATA € NpHOIHu3nTenHo 60%
NO-BHCOKA, OTKOJIKOTO NPH JIMLA ¢ HOPMAITHA YepHOAPOOHa PYHKLMSA (BXK. TOUKA 4.2).

[Ionwxena Or0peuna QyHKUMS

IIpu palileMHYHHA UTaI0NpaM ce Habmo1aBa Mo-AbJIBT MOTYKUBOT H MHHAMATHO NMOBHIIABAHE Ha
eKCIIO3HLIUATA TIPU MALHEHTH ¢ TMoHkeHa 656peuna dyrkuma (CL, 10-53 ml/min). TTnazmenuTe
KOHIIEHTPAL[HH Ha MEeTAOOIHTHTE He ¢a MPOYUBAHH, HO MOXeE J1a OBAaT MOBHIIEHH (BXK. TOUKa 4.2).

[ Honumophu3z LM

HabmopasaHo ¢, 4e jommure MeTabomusaropu no otHomeHHe Ha CYP2C19 umMar IBa mbTH I10-BUCOKH
JIa3MEHU KOHIEHTPALFH Ha ECLATAJIONPAaM, OTKOJIKOTO OBbp3HTe MeTabonmzaropu. He ce Habmonara
3HAYMMA NTPOMAHA B €KCIIO3MIIMATA NP JoumTe MeTabomuzaTopu mo otHomenue Ha CYP2
Touka 4.2).

5.3 IlpeaAxkIRHEAYHA JABHHA 32 fe30nmacHOCT

an CCUHUTAIONpaM HE € [IPOBCKIAH IIBJICH KOHBCHIIHOHAJICH Haﬁ-:}p OT NPCOKJIIHH
TBH KATO CBBP3BAIUTC TOKCUKOKHHCTHYHH U TOKCHKOJIOTHYHH IIPOYUYBAaHHA, ITPOB



C €CLUTAIONpPaM H HHUTAIONPaM MOKa3BaT ¢xoJeH npodwui. I1o Ta3zu npuumHa nanara nadopmarmsg 3a
UHTATIONpPaM MOXe Ja Obae eKcTpanoiarpaHa 3a €CLIMTANONpaM,

[Ipn ecumTanonpam He ca MPOBEXIAHN MPOYYBAHKA 32 F€HOTOKCHYHOCT M KAHLIEPOT€HHOCT.
Lluranonpam (palieMUveH) He € TéHOTOKCHYEH IIPH BCHYKH ifl ViVO H IIPH [TOBEUETO IIPOBEIEHH in
VItro TeCTOBE 3a Fe HOTOKCHYHOCT.

[IpoyuBanmusra 3a KAHIIEPOreHHOCT NPH NEPOPATHO MPUIOKEHHE HA LIMTATONPAM [IPU MUIIKH H
ILTBXOBE MMOKA3BaT MIOBHUIIEHA Y€CTOTA HA ThHKOYPEBHU KAPIMHOMHU MPH ILTEXOBE, KOETO Ce CUHTA 3a
BEPOATHO CBBP3aHO ¢ NPWIOKEHHeTO Ha uuTanonpam. He e sicHo nanm Te3u pesynratu Morar Jaa
OBIAT EKCTPANONMPAHH 33 ECLIMTAIONPAM WIH HEI'OBOTO BIMSAHME BEPXY Xopa. [Ipy cpaBHUTEHU
TOKCHKOJIOTHYHH [IPOYYBAHMA TIPH IUTHXOBE €CLHTAIONPAM H LHATAIONPAaM PEIH3BHKBAT CHpAcYHA
TOKCHYHOCT, BKITIOYMTEJTHO 3aCTOMHA ChbpAE€YHA HEAOCTATBYHOCT CIIe TPETHPAHE 32 HAKOJIKO
CEOMHULIH € 103U, MPEAN3BHKBAIIK 001Ia TOKCHYHOCT. KapAHOTOKCHYHOCTTA 1O BCAKA BEPOATHOCT
KOpEeJIMpa [I0-CKOPO C MUKOBHTE IUTa3MEHU KOHLIEHTPALIMH, OTKOJIKOTO ChC CHCTEMHATA KCIO3HLIMA
(AUC). |

[lnkoBuTE MIa3MEHH KOHLIEHTPALMKM Ha HUBOTO 6e3 e(heKT ca B W3NMIIEK (8-KpaTeH) B CpaBHEHHE ¢
TE3H, MOCTHTHATH MPH KIMHWYHA yrioTpeda, nokaro AUC 3a ecrranonpaM e camo 3 a0 4 ObTH 1o-
BHCOKA OT €KCMO3ULIMATA, MIOCTUTHATA NIPH KIHHKWYHA yrioTpeda. IIpu uMranonpam cToiiHOCTHTE Ha
AUC 3a S-enanTromMepa ca 6 10 7 ITbTH HO-BUCOKH OT €KCTIO3HITHATA, [IOCTHTHATA [IPU KIMHIYHATA
ymotpeba. Te3u pesyraTy BepodTHO ca CBbP3aHU C NIPEKANIEHOTO BIHAHHE BEPXY OHMOTeHHUTE aMHHH
T.€. BTOPHYHO HA OCHOBHHTE (apMaKkoJIOrHYHH €eKTH, KOESTO BOAM A0 XeMOAHHAMHYHH edeKTH
(MOHIbKaBaHe HA KOPOHapPHUA KPHBOTOK) U MCXEMHS. Bee maxk TOUHMAT MEXaHWIBM Ha
KapAHOTOKCHYHOCTTA MPH INTBXOBE € HesACEH. KNMHUYHUAT ONUT ¢ LMTANONPaM M OMUTHT OT
KIHHHYHH NPOYYBaHHUA ¢ €CLHTANONPAM HE TIOKAa3BaT, u€ TE3H Pe3yITaTH UMAT KIIHHAYHA BPH3Ka.

B HAKOM ThKaHM KaTO HANpUMep Os1 Apod, emuIHAUMY M YepeH Apob € HabIo aBaHO MOBUIIEHO
ChABbpKaHHE Ha Goconunuoy Ciea JeUeH e 3a MO-NIPOABIDKHTENHH IEPHOIH € ECLIUTAIONPAM H
LUTATONPAM IPH ILTEX0BE. Haxoakure npyu enmuauauMu u deped apod ca HaOMOgaBaHH NIPH
€KCIIO3HIIMH, CXOIHH Ha TE€3U IIpH Xopa. EdexTsT € 06paTM cien npekpaTaBaHe HA JIEYECHUETO.
HatpynBanero Ha (pocpomurmman (pocdonunnaoza) npu KHUBOTHH € HAOTIONABAHO BHB BPB3Ka C
MHOr'O KaTHOHHH aM(pupwiHn MeaukaMeHTH. He e H3BecTHO JamM TO3H GeHOMEH MMa HAKAKBO
3HAYMMO MPHIIOKEHUE MPH XOPa. |

B €BOMIOLHMOHHO TOKCHKOIOrHYHO NPOYYBaHE TIPH ILTEXOBE ca HAOMoaaBaHu eMOPHOTOKCHYHH
ehexTH (TTOHWKEHO GeTATHO Terno H 00paTUMO 3a6aBsaHe Ha OCH(PHKALIHATA) [IPH EKCIIO3UIHH, KOHUTO
ca B ycioBust Ha AUC, HaaxBEPIIAINH €KCTNIO3HIMATa, TIOCTUTHATA 10 BpeMe Ha KIMHHYHA YHoTpeba.
He ¢ nabmogasana nosuiena yectora Ha Majngopmaimu. Ilpe- U moCTHATANHO NMPOyUBaHe MOKa3Ba
HaMaJICHa NPEXXHBAEMOCT TI0 BPEME Ha MEPHO/IA Ha JIAKTALMATA NPH €KCIIO3UIMK B YCJIOBHATA Ha
AUC, HagxBBPIAIIM €KCIIO3UIUATA, IOCTUTHATA [0 BpeMe Ha KJIMHHYHA yrnoTpeda.

6. OAPMANNEBTHYHHA JAHHHA

6.1 CIHCBhK HA NIOMOIKHHTE BEIIECTBA

CopluesHHa Ha TabneTKara:

JlakT03a MOHOXHIpAT

MHUKpOKpHUCTaZIHA LI€TYN03a

Hatpuera KpockapMesosa
XUnpoMeno3a

MarsuesueB cTeapar

KononaeH 0e3BoeH CHITHIIMER THOKCH

OOBHBKA.
XHUMpoMmeso3a

Maxkporon 6000
Turanor auoxkcua (E 171)




Tank

6.2 HechBMecTEMOCTH

Henpunoxxumo.
6.3 Cpok Ha roaHoct

OPA-AI-PVC/Al 6aucrepu: 18 Mecena

HDPE-¢nakonu: 2 roguuu |
6 Meceua cren mepBoTo otBapsne Ha HDPE-diiakoua

6.4 Cuenua/ing ycji0BES 32 chXpaHeHHe

OPA-AI-PVC/Al 6uctepu: Ja ce cuxpausea nog 25 °C.
HDPE-¢nakonu:

ChxpaHsipaiiTe B OpHrMHATHATA OMIAKOBKaA, 34 14 Ce Npeanasy oT Biara.
Crien otBapsane Ha HDPE-dnakona ja ce chxpanssa rox 25 °C.

6.5 JAaHHH 32 OmAKOBKATA

OPA-Al-PVC/Al 6iHcrepu B kapTOHEHA ONIAKOBKA:
7,10, 14, 20, 28, 30, 50, 56, 56x1, 60, 60x1, 90, 98, 98x1, 100, 100x1, 200 u 500 Tabnetku

HDPE dnakonn ¢ PP kanayka Ha BHHT C necHkaHT: 28, 30, 56, 60, 98, 100 u 250 Tabnetxku

He Bcurku onakoBky Morar Aa 6s1aT mycHaTH B mponax6a.
6.6 Cnenuaiud npeanasHn MepKH OpH H3XBbpJisiHe H paboTa

Hsama cnienaiHu U3HCKBAHMY.
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