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1. HMME HA JIEKAPCTBEHMS IIPOAYKT

Ceponpam 20 mg punMupany TablneTKu
Seropram 20 mg film-coated tablets
2. KAYECTBEH U KOJIMYECTBEH CBCTAB

Bceska tabnerka cpappxka 20 mg uuranonpam (citalopram) noa gopmara Ha ruTanonpam XuapodpoMmL
(citalopram hydrobromide), 24,98 mg.

[lomouiHHu BelecTBa C H3BECTHO JICHCTBHE: TaKTO3a MOHOXHOpAT.

3a OBJIHHA CIMCHK HA TOMOLIHHTE BELECTBA BHKTE TO4Ka 6.1.

3. JIEKAPCTBEHA ®OPMA
@unmupana Tabierka.

benu, oBanuu punMupanu TabneTku, ¢ nenureNHa Yepta, obo3xaqenu ¢ “C” u “N” ot 1BeTe cTpaHu Ha
JeNUTe/THATA YepTa.

Tabnerkure or 20 mg Morar aa ce pasJieJiaT Ha JBE PABHH JIO3H.

4. KJIMHHYHHU JAHHH
4.1 TepaneBTHYHH NOKA3aHHIH

Jenpecus U npeaoTBpaTABaHE Ha PELIWTMB/HOB €IIM30/1.
[Manuyecko pascrpoiicTBo ¢ unu 6e3 aropagobus.

4.2 Jlo3npoBKa H HAYHH HA NPHJIOKEHHE
Henpecus

Bw3pactuu
[uranonpam Tpsbsa na ce nMpuara nepopaiHo KaTo eJHOKpaTHa iHeBHa 103a ot 20 mg.

B 3aBMCMMOCT OT WHIMBHIyalHHA OTrOBOP Ha MaLMEHTa, 103aTa MOXKe J1a Ob/ie yBelnYeHa MAaKCHMATHO
10 40 mg aHeBHO.

[IpoabIKUTENHOCT Ha IEYEHHETO
AnTHaEnpecUBHUAT edeKT 0OMKHOBEHO ce NMosABABa Mexay 2 W 4 cenmuua. JleyeHnero ¢

AHTHJICTIPECAHTH € CHMMITOMATHYHO M [0paJy TOBA CJIe/IBa Ja NPOJBIKH JA0CTATBYHO JIBIr0, Hal-4eCcTo
10 6 Mecella cie/l Bb3CTaHOBABAHETO C L€ /1a ¢e NpefoTBpartu peunaue. [1pu nauuenTty ¢ pe
Jenpecus (YHHIIONAPHA) MOXKE J1a C& HAJIOXKH MOAAbPIKAILATA TEPATTHA 12 TIPOABIDKH Hl
LieJ1 IPEJIOTBPATABAHE HA HOBH €TH30IH.




Hanumecko pascmpoiicmeo

Bh3pactan

Ipez nupBaTa cemMMLIA ce NPENOPEYBa AHOKPATHA JHEBHA 1032 0T 10 mg, koATO cnex ToBa aa Obae
yBemHueHa ga 20 mg nHerHo. losata Moxke na 6biie HOIMKTHHTENHO yBenieHa 2o MakcuMarHo 40 mg/nex B
3aBMCHMOCT OT HHAMBHIYATHHA TEPANEBTHYSH OTTOROP HA MAIHMCHTA.

IpoasKHTeNHOCT HA NEUEHHETO
Makcumansa e)eKTHEHOCT NPH JICUYEHHETO HA MAHHIECKO PascTPOMCTBO ¢e IOCTHra ClIel] OKOMO 3
Mecella H pe3yNTaTeT ¢E 3amazea ciie/l MPOABLKHTENAHO JeIeHHE.

Crapuecka BB3pacrt (>65 roiHHH)

Tlpy naigieHTH B CTapyecka BB3PACT 103aTa TpadBa na Obje HaMaieHa Ha NONIOBHHA OT
npenopLrYMTENHaTa 1034, Hanpumep: 10-20 mg auepHo. MakcuManHata NpenopbyuTena 103a NP Xopa
B CTap4ecka Be3pacT € 20 mg AHeBHO.

Herta ¥ roHomuH (<1 8 roauHH)
IIuranonpam He TpAGBa Aa ce M3MOJ3BA NPH JIEYEHHETO HA JieNa K IOHOTIH Ha BE3pact nox 18 ronwuuu,
BIDK TouKa 4.4. CnelldaTHH NpeXynpeKIeHds H Tpeana3iu MEPKH 3a ynotpeba

Hamanena 656peuna yHkims

1Ips nauMeHTH ¢ JIeka A0 yMepPEHa cTeneH Ha Ob0pedHa HeJOCTATLUHOCT HE €@ HAalara KOpeKIus Ha
Ac3ata. Hpenopsysa c€ NOBMINEHO BHHMAHHE NIPH NALMEHTH ¢ TEXXKO HapymeHa 6p0pedna GpyHKums
(xpeaTMHHHOB KITHPBHC No-MaIko o1 30 mL/min, Bx. Touka 5.2).

HamaneHa yepHOnpoGHA dyHKU#s

[NpenopbumreHaTa MLPBOHAYANIHA 032 OPH NALMEHTH C JIEKa IO YMEPEHA CTENEeH Ha YepHOpoSHO
yBpexaane e 10 mg aHeBHo. B 23aBHCHMOCT OT HHAMBIIYAIHHA OTTOBOP HA [FAIIMEHTA J034Ta MOKe Nia Obie
yBeJM4eHa MaKCHManHo Ha 20 mg nHeBHO. BHUMaHKe M JOIMRIHHTEHO TETPHPAHS HA 403aTa Ce
NPeropeyBa IpH [AIMEHTH ¢ TEXKKO YBpEAeHa YepHoapobHa pyrxmusd (rx. Touxa 5.2).

Cnabu Merabonusaropu 1o orHomenue Ha CYP2C19

Ipu nauMeHTH, 3a KOMTO € U3BEKTHO, Ue ¢a cnabu MetaGomusatopu no otHomueHke Ha CYP2C19 ce
Hpenoprsa HavanHa Jo3a ot 10 mg nHeBHO Npes LPBATE ABe cemuiH Ha nevenue. Jlozara Moxe 1a On1e
YBE/IHYEHA MAKCHMATHO 110 20 mg AHEBHO B 3aBUCHMOCT OT HHIHBHYATHUA OTTOBOP HA NALMEHTa (BXK.
TouKa 5.2.).

CeMnToMM Ha OTHeMaHe, HabMIOAaBaHH Opy cOHpaHe npueMa Ha CHOTIC
Paskoto cimpane na nprema TpaGea na ce w3darea. ITpu cnupane Ha TEYSHMETO © HMTATONPaM, A03aTa

TpabBa NOCTENESHHO Aa C& HaMaJLABa B MPOB/DKEHHE HA NEPHOT OT NOHE €IHA JI0 BE CEAMMLIH, 33 /a Ce
HaMaJld PHCKA OT peaKlMH Ha OTHemaHe (Bxk. Touka 4.4 u 4.8). B cnyvait wa nosiBa Ha CHMIITOMH Ha
HEMOHOCHMOCT BCJICJICTBHE OT HAMAJIABAHETO HA A03aTa MITH OT TIPEKLCBAHE HA ICYCHHUETO, MOKE J1a ¢e
obMHCIH MOHOBABAHE HA IPE/IH TOBA NpeAlHcanara A03a. BnocneacTeue nexkapsat 61 Moren sa
NPOIBIAH © HAMATABAHE Ha JI034Ta, HO IO-TUIaBHO.

HauuH Ha npuncxkeHwe
LfuTaronpam tabNeTku ce npwiIaraT KaTo ¢THOKPATHA JTHEBHA J103a.

Huranonpam TabreTky MOrar [ ¢e B3eMAT [10 BCIKO BPEME HA JCHA K IPHEMBT HM HE 38BHCH OT IpHEMA
Ha XpaHa.




4.3 TiporHsonoKkazanus

CapPBXIYBCTBHTENHOCT KbM AKTHBHOTO BEWIECTRO WK HAKOE OT MOMOKIHKTE BeniecTsa (B, Touka 6.1),
MAOQO-uHxubHTOpH (MOHOAMHHO OKCHAA3HH HHXHOMTOPHH)

[erranonpaM He TpAGBa Aa Ce H3MOA3BA NPH NAHEHTH MPHEMAIH MOHOAMHHOOKCH/Ia3HH HHXHOHTODH
(MAQ-yHxX#GHTOpH), (BTIOYUTENHO ¥ CENSKITHE) B 1031 no-BrcokH oT 10 mg auesno. Jlegenue ¢
LIMTAIONpaM MOKE JIa 3anodne 14 gHU cjlen npekparseaHe NMpHEMa Ha He-CeNIeKTHRBHH MAQ-HHXHOHTOpH
WK ciIe] IOCOUEHOTO B yKa3aHHeTo 3a ynorpeba BpeMe. Jleuenre ¢ MAO-uHxuOHTOpH MOXe 12 3amovHe 7
IHH ¢S NPEKPATABAHE TPHEMA Ha IMTAA0NpaM (B Todka 4.5).

Huranonpam € IIPOTHBONOKA3AH B KOMOUHALIMA ¢ THHE30MA, OCBEH AKO HMA YCJIOBHA 33 CTPHKTHO
HaO/MoAeHUe 1 KOHTPOT Ha KPLBHOTO Hajlgrase (Bx. Touka 4.5)

LuTanonpaM e NpoTHROINOKA3aH PH NMAIKMEHTH C H3BECTHO yAbDKaBaHe Ha QT WHTEpBana wnH BpoaeH
yawked QT uHTepBATL.

HuranonpaM e nporHeonokasaH B KOMOHHAIHA C JIEKAPCTBEHH NPOIYKTH H3BECTHH Ja yibmkasaT QT
HHTCpBAIA.

Lurasonpam He TpAORa Ja ce H3MON3BAa €JHOBPEMEHHO ¢ MAMO3KI {BXK. CHILO To4Ka 4.5).
4.4 Chensansd npegynpexkxedHs H IPeANAIHA MEPKE HpH ynoTpeda

JleueHKe Ha NallMEHTH B CTAPYECKa BH3PAcT H NALMEHTH ¢ HapyreHa 6s0peuna u yepHoupobna
(yHKIMS, BXK. TouKa 4.2,

Vrorpeba npu Aela H IOHONIK Ha BH3pacT noa 18 roavuu

[uranonpam He TpaGpa aa ObAe H3TIOA3BaH MPH JIEUEHHETO HA JISLa M OHOLM Ha BB3pacT nog 18
rOIHHH, CYHLMIHO HACO4EHO NoBeAcHHE (CYHLUMAHH OITHTH M CYHITWIHH MHMCITA) H Bpaskne6HOCT
(npeobranapanio arpecus, MPOTHBOMOCTARAHE U THAB) ca GWITH HO-49ecTO HAGNMIOAABAHM APH KITHHHYHH
Npoy4Banus cpe/l Jeua U IOHOLIH, JIEKYBaHH ¢ aHTHIETIPECAHTH B CPABHCHHE ¢ TAKHBA, MPHEMATTH
wianedo. Ao OCHOBaBalfKM Ce Ha KIIHHHYHA HeOGX0MMOCT, RBITPEXH BCHYKO CE B3eME PEIICHHE 3a
NeYeHHe, NalHenTsT TPA0sa Ja Hb1c BHHMATENHO MOHUTOPHPAH 34 MOABA HA CYUUMIHH CHMITOMHA. B
AOMBHEHHKE, TUICBAT ARITOCPOYHHM JaHHH 3a 0€30MacHOCTTA NPH AenA H IOHOLIH, KaCaellH pacTexa,
CH3PABAHETO, KOTHHTHBHOTO M IIOBEICHYECKO pa3BUTHE.

[apanokcanya TPEBOKHOCT

Ilpy FAKOM NaUMEHTH C MAHMYECKO PA3CTPOHCTBO MOXE a ce Hab/ofaBa 3aCHIIBAHE HA TPEBOXKHOCTTA B
HAYANlOTO HA JICYEHHETO ¢ AHTHAENpeCaHTH. Ta3H NapaJoKCcanHa peakuus 0OHKHOBEHO OT3ByYaBa B
NPObIDKEHHE Ha ITBPBHTE JBE CEAMHLIM Ciel 3anoyBaHe JiedeHueTo. [Ipenoppusa ce HUCKA HaYaHa
JO3a C UeN [a CC HAMANH BEPOSTHOCTTA 33 apajokcaney ankeuorenen edekT (Bok. Touka 4.2,).

XunoHaTpHemys
CroO1iaBa ce 3a XMIIOHATPHEMHEA, BEPOATHO THJDKALIA ce HA HealeKBaTHa CEeKpeLHs Ha aHTHIHYPETHYEH

XOPMOH, KaTo palKa HesKenaHa peaxums npu ynorpebata Ha CHOIIC v ofMkHoBeHHO 0BpaTHMa pH
npexsCBaHe Ha TepamagTa. ITanMeHTKH B HalpegHAA BB3PAcT ¢a B 10-TONSAM PHCK.

Camoy0OniicTB0/CYHIHANA MACTH HAH KIHENYHO BIOMIABRHE
JenpecusTa ce CBBP3Ba ¢ YREIHYEH PHCK OT CYMITHIHH MUCITH, CAMOHAPAHIBAHE H CaMOybuii

(cywuHIHO noBeAeHHE). PUCKET ce 3ama3Ba 0 HACTEITBAHE HA 3HAYMMa peMucua. Tb
noAoOpeHAHETO MOXKE g HE HACTBNM MPE3 MBPEHTE HAKOTKO MIIH [TOBEYe CEIMHLM




nauueHTyTe TpAGRa Ja GBAAT BHHMATETHO MOHHTOPHPAHH A0 HACTHIIBAHE HA TAKOBA MOXOGPEHHE.
OBUMAT KIMHHYEH OIHT COYH, Ye PHCKBT OT caMoyOuiicTsBo MOXKE a HAPACHE B PAHHHTE ETANM Ha
BB3CTAHOBABAHC.

JpyTH BCHXHATPH4HH CHCTOSHHA, 33 KOMTO LIMTANIONpAM CE€ NPEANKHCEA, ChII0 MOTAT 12 CE& CEBPIKAT ¢
YBEIIHYEH PHCK OT CYHLHIHO MOBEACHHE. B NoNbiHeHNe Te3d CHCTONHMA MOTAT Ja ¢a KOMOPOHAHH C
rojiAM JenpecHBeH enu3on. CIeNoBaTETHO € HeoOX0AHMO CHITHTE MPeNasHH MEPKH, CHOMIONABAHH PH
neveHAE Ha MAHEHTH ¢ TOJLIM JIENPeCHBEH emu30/, Aa ObAaT cnassaHy U NPU JICHEHHE HA HALMEHTH C
RPYTH ICHXHATPHYHY pa3cTpolicTea.

3a nauMeHTHTE ¢ NpeJIIEeCTRAII0 CYHLUMIHO NOBSASHHE HITH 3 NAIKEHTHTE, TEMOHCTPHUPAIIM 3HAYHMA
CTElEH Ha CYWIHM/IHA Hariaca NpeH Ha9alloTO Ha JIeUEHHETO, € H3BECTHO, Y€ Ca M3/I0JKEHH Ha MO-TORAM
PHCK OT CYRIHAHH MHCJTH HIH CyMIMIHH OIMTH M 33aTOBa 110 BpeMe Ha JIeYeHHeTo TpsOBa Aa Onaar
BHHMATETHO NMPOCNeIAB2HH,

Merta-aHanu3sT OT MAane00 KOHTPOMMPAHH KITHHUYHH MIPOYYBAHUA ¢ AHTHAENPECAHTH NPH BH3PACTHH
MAIMEHTH ¢ IICHXHATPHuNH 3a00/ABAHUA N10KA3BA YREIHYEH PHCK OT CYHITMIIHO TIOBEICHHE TIPH JIEYeHHE
C aHTHIENPECAHTH B CPABHEHHE ¢ IUTane6o MpH NalHeHTH 1o 25 rogHiHa Ba3pacT.

JlexapcTBeHaTa Teparis TpadBa 1a Oblie CHNPOBOAEHA C BHHMATE/THO NMPOCIICASRAHE MALHEHTHTE H
ocofbeno Ha OHE3H, M3NTOXKCHH Ha YBCITHICH PHCK Hali-Beue B HAYAJIOTO HA JIEUEHHETO H Clen npoMAHa Ha
nosara. [Taluenrure (M Xopara, KoWTo ri oOrpipkear) TpsaOBa A2 ORAAT MPeAYTIPeIeHH OTHOCHO
HeoOX0AHMOCTTa OT HAOMOICHHE 33 KAKBOTO H Ja OMII0 KIIMHHYHO BIIOIIABAHE, CYHLHIHO TIOBEACHHE
HIH MHCJIH, KAKTO H HeoOHuaiiHK [POMEHH B NOBSASHUCTO H OT HcsaﬁaBHaTa HYXa 0T MCIHITHHCKA
KOHCYIITAlHsA, aKO TC3H CHMITOMH CC MOARAT.

AKaTi3na/ICHXOMOTOPHO HECTIOKOHCTRHE
Hsnomspanero na CHOIIC/CHPH ce cepp3Ba ¢ pa3BHTHETO HA AKATH3KA, XapaKTEPHIUPAILA CE ChC

CyOEKTHBHO HEMPHSTHO HITH CTPECHPAIIO HECTIOKOMCTBHE ¥ HEOOXOAMMOCT OT YECTH JIBIDKCHMH,
CBIIPOBOXK)IAHM OT HEBL3MOXHOCT /1 C& CEIH HITH CTOHM MHpHO. Topa Hali-BepoATHO 61 MOTTIO Aa ce CIIyYH
Tpe3 IILPBHTE HAKOIKO CEAMHEH OT ledeHnero. IIpH nanyeHT#, KOHTO pa3BHBAT TE3H CHMITTOMH,
YBEJIMYABAHETO Ha fp3aTa 61 Moo Aa Obiie BpemHo.

Manus
Hpu nanmentn ¢ SunonapHo adeKTHBHO Pa3CTPOHCTRO MOXKE Ja ¢ IPOBOKHPa MaHMiHa dasa. Ako
HAIHEHTHT BJI€3€ B MAHHHHA (a3a, IPHEMBT Ha LMTATONpaM TpAOE] /la C& MPEKpaTH.

IMpymagsam
[lpunansuyre ca NOTEHLMANEH PHCK NIPH aHTHACTIpecUBHH jekapeTea. Lluranonpam Tpatea na ce

MPEKPaTH NPH BCCKH NALMEHT KOHTO noiy4u npunaxeiy. Lipranonpam tpaGea na ce uslbsrsa npu
NalMeHTH ¢ HeCTaOMAHA EMIICICHS, & NPH MAMEHTH ¢ KOHTPOIMPAHA eNIIENCcHs TpAGBa BHUMATEIHO
Aa ce koHTponupa. [uranonpam Tpsa6sa Ja ce NpekpaTH ako HMa HAPACTBAHE HA YECTOTATA Ha
[pHIIAOBLHTE.

Huaber
[pn naumenTn ¢ quaber, neuenrero cbe CHOIIC MosKe 1a MPOMEHH INIMKeMUYHUA KoHTpon. Jlo3aTa
HHCYJTHH H/HITH IEPOPATHH XHITOITIHKEMHYHH CPEACTBA MOXE Aa C¢ HYK/AC OT ANANTHPAHE.

CepOTOHUHOB CHHIIPOM
Panxo ce cpobILaBa 3a “cepoTOHHHOB cHHIOpPoM™ npu nauuenty npuemamu CHOIIC. KomOuuanms ot

CHMIITOMH, Hail-BEPOATHO BKIIFOYBALIM AKHUTAUHA, 00bPKaHOCT, TPEMOP, MUOKIIOHYC U XHIIEPTEPMHS,

ce cape He3a0aBHO H A4 Ce 3allOYHe JICYSHHC Ha CHMITFOMHUTE,




CepoToHMHEPTWYHN JIEKAPCTRA
{liranonpam He TPAOBRA [a ce W3MON3RA €/JHOBPEMEHHO C JICKAPCTBA ChC CEPOTOHHHEPrHYEH e(eKT Karo

TPHITTAHH {BKITFOYMTENHO CYMATPHITAH M OKCHTPHIITAH), OMHOHIH {BKIIFOYMTETHO TPAMAJION), H TPHITTOdAH.

Kpbrou3misu
Hma cho0ImeHAS 33 yABDKEHO BPEME HA KBpBEHE H/HIH Ha KBPBEHE Ha KOXKATa, KATO HalpHMeEp

EKXMMO3H, THHEKONROTHYHH KPhBOMZIUEH, CTOMAIHO-YPERHO KBPBEHE M APYTH BRI OBE KBPBEHE HA
kokara wind muraeriere npy CHOIIC (k. Touka 4.8). SSRI/SNRI mMorar n1a yeas9at pucka or
NocaepoA0BO KpbBoTeueHHe (BK. ToukH 4.6 1 4.8). IIpenopbyea ce NoBHIIEHO BHHMAHHE TIPH MALMEHTH,
kouTo nipuemat CHOTIC ocobeHo npH ¢1HOBpeMEHHa YIIOTpeOa Ha AKTHRHU BEILSCTRA WRBSCTHH na
BNKAAT HA TpoMOouMTHATA QYHKIMS Wi APYTH aKTHBHY BEIISCTBA, KOUTO MOTAT /Ia YBelHuaT PHCKA OT
KPBBOHIIME, KAKTO H MPH NAIMEHTH Ch¢ CKIOHHOCT KBM KbpBeHe {BX. Touka 4.5)

EKT (EnexTpOKOHBY/ICHBHA TepaHs)
KimeuqHEAT onyt 3a eAHOBpeMenHo npwilokende Ha CHOIIC u EKT e orpannyen, nopaau koeto ce
TIpeTopBbYBA MIOBHIIIEHO BHHMaHHE.

Kunr kaurapHoH

Heskenanu peakiyu MOTAT Aa GBAAT MO-96CTH ApH €IHOBPEMEHHATA YTIOTpeOa Ha HUTANOnpaMm 1
OrnKoBH NpeflapaT ChABPKAIIH KBIT KaHTapHoH (Hypericum perforatum). CrepoBarenHo HTANONpAM
H [IpefiapaTH ChABPAAIIM XBIT KAHTAapHOH He TpiAOBa 1a Ce npHeMaT eAHOBPEeMEHHO (BiK. 4.5)

CamuroMH Ha OTHEMAaHE NpH opekparssaHe Ha agdeHHero cbe CHOTIC

CuMnToMHTe Ha OTHEMAaHe, HaQNIoAaeaHH TIpK TIpeKparTarade Ha JiedeHueTo ¢he CHOTIIC ca yecTw,
0co0€HO KOraTo MPEKPaTABAHETO € BHe3anHo (BX. Touka 4.8). IIpi KIMHHYHO MpoyUYRaHe Ha LMTAIONpaM
32 NPeAOTBPaTABaHe HA PELMIAMB, HEXENAHWTE PpeaKlWH C/le]] IPeyCTAHORARAHE HA AKTHRHOTO JIEMEHHE
ca Oxnm HabmonasaHu npH 40% oT nauueHTiTe cpenty 20% OT NaIMeRTHTE, NPONELKABALITH
LATATOTIPaM.

PHCKBT OT CHMIITOMH Ha OTHeMaHe OH MOI'bJ Ja 3aBHCH OT HAKONKO (aKTOpa, BKIFOUHTEITHO
TIPOABLIDKHTENHOCT HA TEPANUATA H AOIMPOBKA, KAKTO ¥ CTBITKATA HAa HaMallgBaHe Ha Aozata. Hali-uecto
JOKMABAHUTE PEAKLAH C4 - 3aMATHOCT, CEH30PHY HAPYLISHMS (BIITIOUMTENHO NApecTe3ta), HAPY IS HHs
Ha ChHS (BKITIOYHTENHO O3CHEHUE H HHTEHIHEHO ChbHYBaHE), &KHTHPAHOCT WIH TPEBWKHOCT, raficHe
W/HIIH IOBPBIUAHE, TPeMOp, 00BPKAHOCT, [IOTEHE, MMIaBoboNHe, AHAPW, NANHTAIMH, SMOLIHOHAITHA
HecTaOWTHOCT, Pa3Apa3HHTEITHOCT M BH3YATHH HapyieHHa. Hali-001Ho Te3u CHMITTOMHE ¢a JIEKH 10
YMEpEHH, HO BBIPEKH TOBA, IPH HAKOH NALHEHTH T€ MOJKE 12 ca TEIKKH KaTo HHTeH3UBHOCT.

Te 0OHKHOBEHO ce CITyMBAT Mpe3 ITbPBHTE HAKOIKO AHH OT NIPEKHCBaHE HA JICUCHHETO, HO CHILECTBYBAT
MHOI'0 Pe/IKU JIOKJIa Bt 3a MoA00HH CHMITTOMH H IPH NAIMSHTH, KOWTO ¢4 IPONYCHATH 1032 [10 HERHUMAHHE.
B ofuIs AMHKH TE3N CHMIITOMH C€ CAMOOIPAHUYABAT H OOHKHOBEHO CE pasceiBaT B pAMKHTE Ha 2
CEIMILIM, MAKap PH HAKOH XOPa TE A3 IPOALIDKABAT (10-ABAr0 (2-3 Mecena WiTH riopede). CrnieoBarento
ce MpeIoppaBa UTATIONPaM MOCTENIEHHO i Ob5e HaManaBaH MpH NPeKbCBAHE HA JICUCHHETO 33 HEPHOJ
OT HAKOJIKO CEAMMLM WK MECELIH B 3aBHCHMOCT OT HYXXAMTE Ha fanienTa (BK. “CHMITOMH Ha
OTHeMaHe, HaO/HoAaBaHH npH cnvpaxe npiema Ha CHOIIC”, 1. 4.2).

Cercyanna nucdyvHrims

CeneKTUBHHTE HHXHOMTOPH Ha 0OPaTHOTO 3axBamaHe Ha ceporoHnHa (SSRIs)/unxuburopuTe Ha
00paTHOTO 3axBalllaHe HAa CEPOTOHHHA W HopanpeHanuHa (SNRIs) MoraT na NpHIUHAT CHMIITOMH Ha
cekcyanna auchyHKuus (Bx. ToUka 4.8). ViMa cro0lieHns 3a Ja1ru nepHoau Ha cexcyaiHa quchyHKIMs,
KBJETO CHMITTOMUTE ¢a MPOIL/DKHIIH, BBIIPEKH NpeyCcTaHOBABaHe npHeMa Ha SSRIs/SNRI.




Henxosa
JIB‘IEHHB’I‘O Ha NCHXOTHYHH HAIHCHTH C J:lenpecnmm CIMH3CAN MOXKE Na 3aCHIIH ITCHXOTHYHHTS
CHMITTOMH.

¥Yasmwkarane va QT uHTepRana

YcTaHOBEHO €, 9e IIHTAIONpaM IpeH3BHKBA 030-3aBUCHMO yIbnkaaHe Ha QT unTeppana.
Joxnmansanu ca cily4au Ha yabpkapaHe Ha QT uHTepsana u KaMepHa apuTMUS, BKITIOYHTEHO torsade de
pointes 1o BpeMe Ha NOCT-MapKETHHIOBHA NIEPHO, MPEIHMHO NP NAUHEHTH OT XKEHCKH 101 C
XHOKATHEMHA WIH C NpeAlecTsalno yabpkasade Ha QT HHTepBana, WK APYTH CHPACYHE 3a00IIBaHUA
(BK T.4.3,4.5,48,4915.1).

Ilpemopbupa ce MOBHILICHO BHUMaHHE NPH MAlHEHTH ChC CHrHH(UKAHTHA OpaiMKapAUA WITH TIPH
[AIHEHTH CBC CKOPOILIEH OCTBP MHOKapASH HHQAPKT HAM JCKOMIICHCHPAHA CHPACYHA HEIOCTATHYHOCT.

ENeKTpoaMTHY HApyIICHHA KATO XHIOKATHEMHSA H XHTIOMATHE3HEMHA YBEIIHYABAT PHCKA OT
3JIOKAYECTREHM apHTMHH H TpAOBa Aa Ob/1aT KOPErupaHH Npe/IH 3a04BAHE HA eYeHHe C LUTATONPAM.

AKO MalMEHTH CC CTAabHIIHO ChpACYHO 3abonABane ce neKyeart, € HeoOXOAHMO 1a c¢ OOMHCITA mpernes ¢
EKI" nipeau 3anousane HA NE9EHHETO,

Ako no BpPEME Ha JCUCHHCTO ¢ IHTANIONPaM €€ MoABAT CHMIITOMH Ha ChpJCYHA apUTMHA, ICICHHETO
TpAGBAa 1a ¢e TPEYCTaHOBH H Aa ce Hanpasu EKT.

JaKpHTOBIEIHA TITAYKOMA

SSRI, Bm:o4HTENHO HMTATIONPAM, MOTAT 1A HMAT €(EeKT BBPXY pa3Mepa Ha 3eHULMTE, KOETO BOJH JI0
MuApHa3a. TosH MuIpHaTHyed edexT MMa NOTEHLHANA 1A CTECHH OYHHS BB, KOSTO BOJH A0 TOBHLIEHO
BBETPCOYHO HAJIATAHE H 3aKPUTOBIBIHA NIAYKOMA, 0cO0EHO NPH NpeApa3noNokeHH nanueHTH. [Topann
TOBa, LMTaNoNpaM TpAOBa Aa ce M3MON3Ea ¢ MOBHIICHO BHUMAHHE TIPH MAIHEHTH ChC 3aKPHTOBIEIHA
TTIayKOMa MM aHaMHE3a 34 MayKoMa,

TToMOLIHH BEIECTBA

TabreTkuTe ChABPKAT JAKTO3a MOROXHAPAT. [TalMEHTH C peIKH HacleCTBeHH npobnemu Ha
HEMOHOCHMOCT KbM T'aJlaKTo34, ITHhJICH JaKTa3ed Ac(hHLMT HIH ITIOKO030-TanakTo3Ha Manabeophima He
TpaOBa 4 IpHEMAT TOBA IEKapCTBO.

Cepornpam ChabpKa HATpHH. TOBA TEKapCcTBO CHIBPiKA NO-MaJIKo oF 1 mmol Harpuit (23 mg) Ha
Taﬁﬂe'nca, T.€. MOXKE Ja C& KaKE, Y€ NpaKTHYCCKH HE CEIBEPXKA I-IanHﬁ.

4,5 BzaaMojelicTBHE € APYIHA NeKapCTBEHH HPOAYKTH H IPYrH (opMH Ha B3auMoaelicTeue
dapmMakoIHHAMHYHY BIAHMOACHCTBHS

Ha ¢apMakogMHaAMMYHO HHBO ca JOKIaABaHH Cy4aH HA CEPOTOHHHOBR CHHAPOM ¢ IHTAIONPaM
MOK./100eMH/T B OYCTIMPOH.

Hpomusonoxazanu xomburayuu

MAO-unxubumopu
Eanospemennara yrorpefa Ha nuranonpaM H MAO-HHXHOHTOPH MOXKE A4 A0BEAE [0 CEPHO3HH
HEWKETAHU PEaKLMH, BKIIOYHTE/IHO CEPOTOHHHOB CHHIAPOM {BiK. TOuKa 4.3).

Cry4a# Ha CepHO3HH H MOHAKOra ¢ (GATATEH Kpail peakiuy ca ch00MAaBaHH TIPH TAlHe eMAaH
CHOIIC B koMOHHaUMA C MOHOZMHH OKCHAa3HH HHXHOHTOpH (MAO-HHXHOUTODY




reoOparumua MAO wmmGyrop cenerinmn, obpatumure MAO-HHXHOUTOPH JTHHE30JTHI ¥ MOKITOOeMu
H NPH TTAUHEHTH KOHTO cKopo ca npekseHan# CHOIIC u ca sanoynand ipHeM Ha MA O-uHxuOHTOpH.
Haxon cny4as, npeAcTaBeHH ¢ MPU3HALM, NPWIHYAIIH Ha CEPOTOHHHOB CHHAPOM. CHMITOMETE Ha
B3aHMOJIeHCTBHE ¢ aKruBHUTE BemiecTBa ¢ MAO-HHXHOKTOP BKIFOUBAT: XHIIEPTEPMH, PHTHAHOCT,
MHOKIIOHYC, 8BTOHOMHA HECTAGHIHOCT C BE3MOXKHH Obp3H qUIyKTOALMY HA JKH3HEHHTE HOKA3aTelH,
TMPOMSHA Ha NICUXUYECKHA CTATYC, KOHTO BKJIIOUBAT OOBPKAHOCT, PAa3ApAsHATENHOCT H CHITHA Bb30yaa
Aporpecupalia Ao NAKp ¥ KoMa (Bx. Touxa 4.3)

Yowncasane na QT unmepeana

He ca npoeesknany papMakOKHHETHYHH M GAPMAKOAHHAMHYH IIPOYMBAHUA MeXKTy LIMTANONPaM H APYTH
NEeKapCTBEHH NPOAYKTH, KOMTO yabiokapaT QT uureprana. He Moxke fa Obae H3KTIOUEH HATPYNBALY Ce
eexT MexXIy LIUTANONpPaM M TE3H JIEKapPCTBEHH NPONyKTH. CieIORATeTHO, € MPOTHBOMOKA3HO
€/IHOBPEMEHHOTO MPUIOMHEHHE Ha UTANONPAM ¢ APYTH ICKAPCTBEHH IPOXYRTH, KOMTO yaniuxasaT QT
uHTeprata Karo Kiac A u 11l anTHapHTMHUYHHE JeKkapeTBeHH TPOAYKTH, AHTHIICHXOTHUM (Hamp.
(heHOTHA3MHOBH TIPOM3BOAHH, ITHMO3MA, XaTONEPHAOT), TPHUHKTHYHH aHTHACTIPECAHTH, HAKOH
aHTHMHKPOOHH JIeKapcTBeHH MPOTyKTH (capdrokcauun, MokcabIokcanuH, epurpoMunm IV,
[ICHTAMUAMH, JICKAPCTBERH MPOJYKTH 34 IEYEHHE HA Manapus, B 9aCTHOCT Xano(aHTpUH), HAKOH
AHTUXHCTAMUHOBH JICK2PCTECHH NIPOIYKTH ( 2CTEMH30JT, MH30IACTHH).

TTumo3zuo

EnnoBpemeHHaTa ynorpeba Ha eAMHHYHA 032 IHMO3K 2 Mg NPH NALHEHTH, IPHEMAIH palleMHYCH
uuTanonpam 40 mg/ieH B nponspkenue Ha 11 1HH, e noBena o yeenuuapade HA AUC u Cmax na
MMMO3H]T, MaKap M He [IOCTOAHHO MO BpEMe HA M3NHTBaHeTo. EAHOBpeMeHHaTa ynoTpeGa Ha NUMO3HI 1
UHTAIONPaM € J0Bea KO CPpeaHo yasnkaBane Ha QTc unteppana ¢ npubnuzurento 10 msec. Hopanu
PErMCTPHPAHOTO B3aMMOAEHCTBHE MPH HHCKH J03M MMHMO3HT, EIHOBPEMEHHOTO MPHAOKCHHE HA
LMTANIONPAM H IHMO3M € TIPOTHBOMIOKA3aHO.

Kombunayuu, uzuckeaquyu npeonazuyu Mepxu npu ynompeba

Cenezunun (cenexmusen MAO-B unxubumop)

ITpoyusane 3a hapMakOKHHETHIHH/ PapMaKO-AMHAMHYHH B3AHMOSEHCTBHS TIPH SHOBPEMEHHO
npranoxeHHe Ha uuranonpaM (20 mg aneeno) u cenervnnn (10 mg aneBHo) (cenektieen MAO-B
HHXHOHTOP), HE € MTOKA3a/10 KIIMHHYHO 3HA4YMMH B3auMozeiicTena. He e npenoppunTenta
eqHOBpeMEHHATa yrnoTpeba Ha HUTaloNpaM W CelerwyMH (B A03H HaaBHIasawy 10 mg qHesHo).

Cepomonurepzusnu 1exapcmseny npodykmu

Jlurnii n TpuIrrodan

He ca oTkpHTH H (hapMaKOJMHAMHIHH B3aUMOAEHCTRIS B KIIKHHIHU NPOYYBAHUSA [IPH € THOBPEMEHHO
NPHUIOKEHHE HA LKTANONpaM M TuTHI, He3aBHCHMO OT TOBA, CHINECTBYBAT CHOOIUEHHA 38 YCHIB4HE Ha
eextrre, xorato CHOIIC ca npunaraxsy 2aeiHO ¢ DTHTHIE Hu TpHOTO(aH M HOpaIH TOBA
eQHOBpeMEHHATA YIIOTpeba Ha LIMTAIONpaM H TE3H JISKapCTBeHH NPOLYKTH TpAOBa 1a Ce OCHINECTBABE C
IIOBHILICHO BHUMAHHE. PyTHHHHA KOHTPOJ HAa HHBATA HA JINTHA TPAOBA /12 C€ NPOIBDKM KAKTO
ODHKHOBEHHO.

ENHOBPEMEHHOTO NPUIOKEHHE ChC CEPOTOHUHEPTHYHH JIEKSPCTBEHH MPOIYKTH HAMp. OMMOMIH
(BKJIHOYMTETHO TPAMAaJI0NT) B TPHITAHH (BKIIFOYHTEIHO CYMaTPHITTaH H OKCHTPHIITAH) MOKE J1A IOBEIE A0
ycungare Ha 5-HT ceepianuTe edextn. He e npenopbaMTenHo Aa ce npHeMAaT eTHOBPEMEHHO
turanonpaM H 5-HT aroHHCTH, KaTo CyMaTpHIITaH M APYTH TPUITTAHH, ZOKATO HE C& MONYYH I10-
HATATHIIHA HHGOpMAaLHA (BX. T. 4.4).

AHKoam xanmapuon




Morat na pe3HHKHAT JuHaMHYHA B3aamoaeicTBHA MexTy CHOIIC u GunkorE mpenapary, ChIbpKamm
AWIT KaHTapuoH (Hypericum perforatum), KOHTO a JOBEJAT A0 YBeIHYaBaHe HA HEXeNaHHTe
JEeKapcTBeHH peakikn (BK. Touka 4.5). He ca npoyupanu hapMakonornus# BasHMoaeHCTBHS.

Kpveouztuau

HpenopraBa ce BHUMaHAS NPU MALTHEHTH, KOKTO €A JISKYBaHH €AHOBPEMEHHO ¢ aHTHKOAryJIaHTH, ©
NECKAPCTECHH MPOAYKTH, 32 KOWTO © WIBECTHO, ¢ HAPYINaBaT TpoMOOIUTHHTE PYHKIHM, KATO
HECTEPOHAHHTE IIPOTHBOBB3NIANHTEHH nekapcTeHH npoaykra (HCIIBC), anumuncanumunosa
KHCENHHA, ANIMPHAAMOJT M THKIOMAIAH HIIR APYTH JIeKApCTBa (Hanp. ATHIUYHY aHTHIICHXOTHIH,
(enoTHazHHN, TPHUMKIMYHH AaHTHIETIPECAHTH), KOMTO MOTaT /1a MOBHINAT PHCKA OT KPBBOH3IIMBH {BXK.
To9ka 4.4).

EKT (eaexmpo-xongyicusHa mepanus)
JIMICcRaT KITHHHYHA MPOYYBAHUA, KOWTO 13 YCTAHOBARET PHCKOBETE H TIOJ3HTE OT KOMOUHHPAHOTO
[OPIWIOKEHHE Ha eeKTpo-KoHRycHBHa Tepanus (EKT) u mmranonpam (B:k. Touka 4.4)

Anxoxon

[TpoyueaHe 3a hapMakoKMHeTHYHH/(DapMAKOHHAMHYHH B2aHMONCHCTBUA TIPH € AHOBPEMEHHO
TIPHIOKEHWE Ha HATANONPAM K aAlTKOXO0N, HE € MOKA3AII0 KITHHHYHO 3HAYHMH Bsanmoneﬁcmm Bunpexn
TOBA, He C€ NpenpopByusa KOMOHHALHATA LIUTAJIONPAM ¢ ATKOXOJ.

Jexapcmeernu npooyxmu, npeouszsuxeayu QT yovasicagane win XUnOKQIueMus/ X unoMazHe3uemus
HIpenopr4Ba ce NOBHILEHO BHUMAHHWE NPH €IHOBPEMeHHa YNoTpeba Ha NeKkapcTea, KOHTO YILIDKABaT
QT unTepBana WA MHIYLUMPAT MATATHEHA ADTHMUS.

Jlexapcmeenu npodyxmi, KOUMO RORUNCABAN NPAZA HA ZBPYOGE

CHOIIC morar ja NOHMKAT npara Ha repy. IIpenopbusa ce NOBHINEHO BHRMAHKE KOTATO €& H3TION3BAT
€IHOBPEMEHHO C JIPYTH JIEKAPCTBEHH NMPOAYKTH ¢ BE3MOXKHOCT 3a NIOHHKABAHE TPAra Ha I'bpd (Harp.
antunenpecaHTh (SSRIs), HerponenTHiy [THOKCaHTeHN U OyTRpodeHoHN]), MednOKHH, GynponuoH U
TPaManon).

CDaQMaKOIGfIHGTH‘IHH Bzaymogeﬁcmm

bHoTpancdopMalKATa Ha LHTATONIPAM A0 AEMETHILIMTATIONPaM Ce MEAHHPA OT CIEIHHTE H303MMH HA
cHcTeMata nuroxpoM P450: CYP2C19 {~38%), CYP3A4 (~31%) u CYP2D6 (~31%).

dakTrT, Ye mHTanonpaM ce MeTaboIH3Hpa OT NOBEHE OT ¢IMH H3034M 03HAYaBa, ue HHXUGHpaHe Ha
GHOTpaHCHOPMALHATA My € MATKO BEPOSTHO KATO [IOITUCKAHE HA €IHMH EH3HWM MOXE 1A C€ KOMIICHCHPA OF
apyr. CnenoBaTe/THO JHOBPEMEHHOTO HPHIOMKEHHE HA IIHTAITOIPAM C JIPYIH JeKAPCTBEHH NMPOIYKTH €
MaITKO BEPOATHO [ JOBee A0 (papMAKOKHHETHYHH JICKAPCTBCHM B3AUMOAEIHCTRHA.

Xpana
He e crobmasaHo nprema Ha xpaHa a OKa3Ba BIHAHHE BEPXY YCBOABAHETO HA IHTANIONPAM AITH IpYTH
HErOBH ()apMaKOKWHETHYHH CBOMHCTBA.

llosrusagane Ha papMakoKuHeMuKama Ha yUManonpam om OpY2i IEKAPCEEHH HPOJYKmu
EnHOBpeMEHHOTO TIpHIToXKEHHE ¢ keTokoHazon (momen CYP3 A4 uuxuburop) He npoMeHs
$apMaKOKHHETHKATA HA HHTANONPaM.

PapmMakOKHHETHYHO TIPOYSBaHE C JIATHI H LIMTANIONPaM He € TOKA3a/i0 HUKAKBH (JapMaKOKHHETHIHH
Bl3aMMONEHCTRYA (B, CHIO NO-TOPE)




EAHOBPEMEHHOTO NPHAOKEHNE HA eclMTaIONIPaM {AKTHBHHAT €HAHTHOMEP Ha IUTATONPaM) H
oMerpason (mHxuduTop Ha CYP2C19) 30 mg BenH K NHEBHO MMa 32 Pe3yATaT YMePEHO
(npubnm3uTenHo 50%) yBenuueHue Ha MNa3MEHUTE KOHUSHTPAUMM HA eCHUTANONpaM.

[Ipenopsysa ce MOBMINEHO EHHMAaHHUE NIPH €JHOBPEMEHHOTO NpHiokeHHe ¢ MHXHOuTopH Ha CYP2C19
(Hanp. oMenpazoJ, e3oMenpaso, Gpnykonason, GayBOKCAMHWH, TAHCONPA30J, THKAOMHAHH) HITH
MMeTHIHH. Kopekius Ha qo3aTa MoxXe Ia € HeoOXoamuMa, npeiBU] MOHHTOPHHTA Ha HEXKEIaHUTe
peakLifM (1pH eTHOEPEMEHHATA yiloTpeba (8K, Touka 4.4).

Cumemuoun

Cumetuaus (Momier CYP2D6, 3A4 n 1 A2 uHMXHOHTOD) NpeAH3BHKBA YMEPEHO NOBHILIABAHE HA
cTabKIHHTE [1a3MEHH HUBa Ha upTanonpam. Ilpenoprusa ce OBUIICHO BHUMAHKE NIDH NIPHJIarane Ha
HUTAJIONpaM B KoMOUHAITHA Ohe CHMeTHIHH. Kopekiua Ha 103aTa MOXKE 14 € ONpaBAaHa.

Egpexm na yurmanonpam sepxy opyau rexapcmeeni BpoOVKImu

ITpoyyBane 3a hapMakOKHHETHIHH/papMaKo-AHHAMHYHH B3aMMOZCHCTBHA NpH €AHOBPEMEHHO
NpWIOKeHHe Ha uuranonpaM H Metonponoa (CYP2D6 cyGeTpar) € nokasano ABYKpaTHO YBEJIHIECHHE Ha
KOHLIEHTPAIHATA Ha METOTIPOJION, HO HE € YCTAHOBEHO CTATHCTHYECKH 2HAYHMO YBe/IHYEeHHE Ha edexTa
Ha metoprolo]l BEpXy KPEBHOTO HANATaHE H ChPAEYHHA PHTHM MPH 3paBH AoGposoniy. [Ipemoprusa ce
HNOBHLIEHO BHHMAHHE KOraTO METOINPOJION M LIMTAIONPAaM Ce NpWIAraT ¢AHOBpeMeHHO. Mozke aa ce
HAJIO’KH KOPHIUpaHe Ha JI03aTA.

Lifrasionpam H AMMETHIIHTATIONPAM ¢a HesHaduTenHln HAXHOHTOpH Ha CYP2C9, CYP2E]l u CYP3A4 1
camo crabu vrxuGuropn ka CYP1A2, CYP2C19 u CYP2D6 B cpasuetue c apyru SSRIs, 3a kouro e
YCTaHOBEHO, Y€ ca 3HaYHMH HHXHOHTOpH.

Hesomenpomazun, SuzORCUH, Kapoamazenun

He ca ycTaHOBCHM HMKAKBE HITY CAMO MHOIO MaJIKi [IPOMEHH, KOHTO ¢4 OT KIIHHWUYHO 3HAYCHHE TIPR
npuIoxenrero Ha uuTanonpam csc CYPIA2 cyberparu (knozanus u reodumn), CYP2C9 cyGerparu
(papapun), CYP2C19 cybetparh (imunpaMui u mederurounn), CYP2D6 cyGerpatu (cnaprens,
HMHITpaMHH, AMHTPHITHIHH, pucrepunoH) U CYP3A4 cyGerpatu (Baphapiin, kapGaMasertuH (M HErOBHs
meTabonut kapbaMasesHH efOKCHI)H TPHa3Onam).

He ca nabmonaann HHKakBH (PapMakOKHHETHYHH B3aHMOJIEACTBHA MEXTY LIHTANIONPAM H
JeBOMENIPOMA3HH, WIIH JUTOKCHH, KOETO O3HAYABA, Y€ IIMTAIONPAM HATO HUAYLHPa, HETO HEXuOHpa P-
TIIAKOIIPOTEHHA.

Hesunpamvun, umunpamun

B18 hapMakoKHHETHIHO TIPOYIBAHE HE € AOKA3AH e(EKT BHPXy HHBATA HMTO Ha LMTANONPAM, HHTO Ha
HMHITPAMHHE, BBIIPEKH 4€ HHROTO HA AS3UIIPAMMH, IEPBOHAYANHIA METAOONHT Ha MMHMITPAMIEH CE ©
nosrinut, HaGmo/apaso ¢ MoBHILEHHE HA TU1A3MEHATa KOHLISHTPALMA HA AE3HMPaMEIH NPH KOMOHHAIHA ¢
uHTajgonpam. Moxe Aa ce HANOXKH HAMATABaHe Ha 03aTa Ha JC3HNPaMH.

4.6 PepruauTeT, GpeMEHHOCT B KbpMeEHe

bpemennoct
IMybnuxysaHHTe Nanuu 3a 6peMeHHH xenu (ToBeye ot 2500 ciydas HA NEeKApCTBEHA EKCHO3IUIMS) He

[OKAa3BaT HaNlM4He Ha MayibopMaLus ¥ (eTo — HEOHATATHA TOKCHYHOCT.
Bunpexu Toa, nuranoipaM He TpaORa Ja ce MpHEMA MO BpeMe Ha OpeMeHHOCT, OCBeH H CAMO CHET
BHHMATEITHA NIPELEHKA Ha CHOTHOINEHUETO PHCK/TION3A.

Heobxonumo e HoBOpoieHHTe Na 6baaT HabMIOJaRaHH, KOTATO MAHKHTE ca yIoTpe6ss
npe3 KbCHUTE eTanH Ha OpeMEHHOCTTa, ocofero npes TpeTHa TpHMeCTHp. Bres
npreMa Tpa0sa aa ce u36ArBa no BpeMe Ha OPEMEHHOCTTA.




Cneanute CHMITOMM OMXa MOTIIH 4 Ce NOABAT NP HOBOPOASHH OT MakkH, m3monssany CHOC/CHPH
TNpe3 KLCHHTE eTaflH Ha GpeMeHHOCTTA: PecHpaTOpeH JHCTPEC, [IHAHO3A, alTHEA, PHIIATBIIH,
HectaGHiIHa TeMIIEpaTypa, TPYAHOCT NPH XpaHeHe, NOBPBIIAHE, XUIOTTUKEMHS, XUIIEPTOHM,
XUMNOTOHHA, Xuneppeduiexcus, TpeMop, HEPBHOCT, pa3Jpa3sHHTEIHOCT, JIETAPTHYHOCT, IIOCTOAHEH TUIaY,
COMHOJICHTHOCT M TPY/IHO 3acTivpaHe. €31 CHMITTOMM MOFAT Aa ¢ JRDKAT HIH Ha CEPETOHEPIHYHK
eheKTi WM CUMITTOMU Ha OTHeMaHe. B noBedeTo o1 ciaygante YCIOXKHOHHATA 3aTIOUBAT BEAHATA HITH
cKopo (<24 gaca) cneln pakAaHeTo.

EnseMHONOTHYHATE JaHHH Hpeanoarart, ue yrnotpebara Ha SSRIs mo Bpeme Ha 6pemennocT, ocobeHo
B Kpas Ha OpeMEHHOCTTa, MOXKE /14 YBEelIHYH PHCKa OT NiepCHCTHpalila 0e0ApoOHa XUNMEPTOHHUA TIPH
Horopoaenoto (ITBXH). Habnropasanust puck e npubnusurenso 5 cnydas Ha 1000 6pemennoctu. B
obmara nomynauua ce cpeinar 1-2 ciryda Ha [IBXH #a 1000 OpeMEeHHOCTH.

ObcepBallHOHHATE TaHHH MOKA3BAT MOBHINEH PHCK (O-MAMKO OT 2 METH) OT NOCIEPOOBO
KpPBBOTEUEHHE ClICA exciiosnumg #a SSRI/SNRI B pamkuTe Ha Iocie [THHI Mecel] npeJy paxAaHeTo {BiK.
ToukH 4.4 u 4.8).

Knpmere
Llpranonpam ce eXCKpeTHpA B MAaHYHHOTO MIIAKO. Ouakea ce KbpMadeTo Ja Mony4yH 0koao 5% or

THEBHATA 1038 HA MaiKaTa OTHEeCeHa KM TejlecHOTO i terno (mg/kg). JTuncear wim ca vabnronasanu
MHHHMAITHH eheKTH BEPXY KepMadeTaTa. CeimecTByeamara undopmanmg, obavye, € HefoCTATHYHA 33
OlleHKAaTa Ha pHcKa 3a fetero. [IpenoppiBa ce noBHIIEHO BHHMaHHE.

Deprunurer
lIa.HHH OT ONMHUTH C XHBOTHH Ca moKa3ang, uc umanonpam MOIKE 1a OKaXKE BIITMAHHE BT:pxy KaveCTBOTO Ha

crepmara (BxK. To4ka 5.3). Jloknany 3a KIHHWYHH cIyd9aH NPH Xopa ca NMoKasajy, Ye eeKTbT BhPXY
KaueCTBOTO Ha CliepMaTa ¢ odpaTHM. BausHne BEpXy GepTUNHTETA NPH X0pa KO ¢era He € HabionasaHo.

47 EdexTH BLPXY cnocobnocTTa 32 modApane A paboTa ¢ MalIHHH

[Mpranonpam #Ma MAJIKO WIH YMEPEHO BITHAHME BBPXY CIocoGHOCTTa Ha modwpane H paboTa ¢ MallHHH.
[NcuxoaKTHERHHTE JIEKAPCTBCHH IPONYKTH MOTAT J1a HAMAIAT CIIOCOOHOCTTA J1a C6 B3eMAT PEeLISHHS 1 [1a Ce
pearHpa NpH cIeltiHy cIy4ad. flanpenTure Tpabea fa ca UHGOPMHUpPaHH 32 TE3H HAPYILEHMS H J1a Ce
APEMyNpPesT, 4e CocOOHOCTTA MM 3a WodHpaHe H paboTa ¢ MAIIMHE MOXKe a Onje 3acerHara.

4.8 Hexenand JIeKAPCTBEHH PeAKINH

Hexenanure IeKapeTBEHH peakiiny, Ha0moaBaHy npu yrnorpedara Ha MTAIONPaM, ¢a OOMKHOBEHO JIEKH U
npexonHH. Te ca Hail-CUITHO W3Pa3eHH NMpe2 MEPBHTE SAHA WITH I8¢ CEAMHLIA OT JISYEHHETO H O0UKHOBEHO
or3By4aBar ciies Toea. Hexxenannre nekapcTBeHH peakumy ca NMpeACTaBeHH, U3NON3BaitKy TEPMUHONOMMATA
ma MedDRA.

[To oTHOIMEHHE Ha CICAHMTE PEaKLMH € YCTAHOREH JI030-38BHCHM e(EKT: YBENHYSHO HATIOTABAHE, CYXOTa B
YcTaTa, HHCOMHMA, COMHOJIEHTHOCT, AHAPIA, rajcHe H yMopa.

Tabnuuara nokazBa NPOLIEHTHT HA HEXENAHWTE MEKAPCTBEHH Peaki|u, cBbp3anu cee CHOTIC wunu
HETaIoNnpaM H HabMoAaBaHy KaKTo NpH >1% 0T NalieHTHTe B ABOMHHO-cNIeNH, ane6o-KoHTpoaMpanu
NpOyYBaHHs, TAKA H MO BPEME HAa MOCTMAPKETHHTOBHA TIEpHON. UeCTOTHTE Ca onpeaefeHH KaKTo cieJsa:
MHoro yectH (>1/10), yeetu (>1/100 xo <1/10), Hewectn (=1/1 000 mo <1/100), peaxn (=1/10 000 xo
<1/1 000), maoTO peaku (<1/10 000), ¢ HeH3BECTHA J€CTOTA (OT HATHUHHTE JAHHA HE MOXE
HaIlpaBeHa OLIeHKa).
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CHcremo-opranna
kacHpakanna 0o MedDRA
Oas3a pannEn

YecTOTA

IlpeanoTdTan TEPMUHA

HapywieHus Ha KpbETa H

C HeHzBecTHA

JIHM(I)HaTa CHCTEMA HyecToTa TpOMﬁO HACHAS
Hapyiuenus na AMyHHaTa C HemspecTHa | CEPBXYYBCTBHTENHOCT
cCHCTEMA 4eCTOTA AHadHIaKTHIHA peakims
Hapymenus #a enpoxpunnata | C HewssecTHa
Heapexsatna AJIX cexperms
CHCTeMA 4ecToTa L P
Yecn Hamasen anetwr
HamaneHo Terno
YBelnmueH aneTHr
Heuectn y
Hapyiuenus #a MeTabonuamMa BCITMMEHO TEITI0
H XPAaHCHETO Penku XHUnoHaTpHeMUA
C HeusBecTHA
XunokarHeMus
HecToTa
ASKMTHPAHOCT, HAMANTEHO NUOHUAO,
TPEBOXKHOCT, HEPBHOCT,
Yeetn obEpKaHoCT, a0HOPMeEH OprazsM (KCHH),
abHOPMHH CHLHHUINE
IMcuxuyan HapyweHHs
Heuecrn ATpecrs, IenepCOHATH3ALIS,

XATHOLMHALWH, MAHHS

C HenspecTHA
JeCcTOTa

Ilanugecka araxa, GPYKCHIBM,
HECTIOKOHCTBHE, CYHITMIHH MHCJIH, CYHIHIHO
nosefieHve’

Hapywenus Ha HepBHara
cHCcTeMa

Muoro gyecTH

COMHOIEHTHOCT, HHCOMHHS, TAaBoGo/ne

Tpemop, napecTesus, 3aMasHOCT, HApYLIEHHE

Yeern
Ha BHUMBHHETO
Cunkon
Heuectu
Pexu Tlonam enunenTHueH MpUNagek (,rpaf Man“),

JIMCKHHE3HA, BKYCOBH HapPYIICHHA

C HeuzeecTHA
HecToTa

KOHByﬂCHH, CEPOTOHMHOB CHHIAPOM,
CKCTpaNHPaMHUIHH HAPYIIEHHS, aKaATH3HA,
[ABHraTelHH PazCTPOCTEa

HapyuieHus Ha ouure

Heuectn

Miugpuasa (koeTo Moxe 1a € MPHYHHA 32
pasBHTHE Ha 38KPUTOBIBIHA [NIaYKOMA)

C neHnsBecTHA

Buzyanuu cMynieHus

4ECTOTa
Hapyiesnsa Ha yXoTo 1
Py X Yectn Tunutyc
TabHPHHTA
Heuectnn bpanuxapaus, Taxukapmai

Copaeuny HapyuIeHHA

1




C HeH3BecTHaA

Vabemken QT uATepBas, BEeHTHKYApHA
apuT™MHA BKMIouHTENHO torsade de pointes

HeCTOTa
Coaosd Ha eHMA Penku XeMoparuu
Py OprocTariyna XHIIOTOHUA
Yectn Ilpozssane
PecrmpartopH#, rpbIHd H Pe .
MeJHACTHHATHE HApPYIICHHS Kamn
C HeH3BECTHA
Enucrakcuc
4eCToTA

CroManno-9peBHH
HapyineHus

Muoro gectal

CyxoTa B ycTaTa, rajeHe

YecTH

JHapHs, HORpBIIaHE, 3aNeK, THCHenCHs,
KopeMHa 00fKa, razoBRe, XHMEpCaTHBaLK

C seun3BecTHA
YecToTa

CToMamHoe-4pesHa XeMOparsa {BKIFOUHTEHO
peKTAIHA XEMOpPArH)

XenaTo-OHnuapHH HApYIEHHA

Penku

Kenarur

C HeHM3BeCTHA
YyeCToTa

AGHopManHa QYHKIHS HA YepHHS Opos

Hapyinenns va koskara H
NOAKOKHATA TRKAH

Muoro yecTs

VBenwgeHo noreHe

Yeern IIpypuryc
VprHKapusd, anoneiys, o0pus, ypnypa,
Heuectu (OTOMYBCTBUTENHOCT

C HeM3sBecTHA

Exxumo3za, aHruoeaeMa

YeCTOTA
Hapytreaus Ha MYCKYIHO-
CKeNeTHATS CHCTEMA H Yectu Mpuanrusa, aprpairas
CheTUHHTEHATA ThKaH
Hapywenns ma G10perpre Heuectn Peteniia Ha ypunata
MHKOYHHTE MTHTHALIA
Yectn HMNOTEHTHOCT, €AKYNaUHMOHHH HApYLISHH
HEBBIMOXKHOCT 33 EAKY A
Hapyuwienns Ha
BbINPOHIBOATEIIHATS Heuecty HKeuu: MeHoparas

CHCTEMA U I'bpAATa

€ nHeH3pecTHA

XKepu: Metpoparus, noc/iepoloBo

KPBBOTEUECHHE?

4ecToTa Mazie: llpnanuasm, ramaxropes
Yeoi Vmopa, mupekcud
O6my HapymeHus 1 epeKTH pa, mp
H4 MSCTOTO Ha NPHIOKEHHE
ip HeuwectH Orok
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bpoit nanpenTi: Huranonpam / nnanebo = 1346 / 545

! Crobmianan ca ciyqal Ha CyMUHIHH MACIE M CYMIMIHO NIOBEACHHE [0 BPEME Ha JIEYCHHE C
HUTATIONPaM MITH CKOPO chel NpeKpaTaBaHe Ha JeYeHHETOo (B, T. 4.4).
2 Tosa cuOuTne e croGaBano 3a Kiaca nexapersa SSRI/SNRI (Bx. Touku 4.4 u 4.6).

Vinooxapane ga QT wirepsana

o Bpeme Ha NOCT-MAaPKETHHIOBHA NEPHOJ €4 NOKIAIBAHH CIYYaH Hd KAMEPHA APHTMHSA, BKITFOUHTETHO
Torsade de Pointes, MpeAMMHO NPH TIAIMMEHTH OT JKEHCKH TION, ¢ XUNOKATAEMHA H ¢ NPEANIECTBAILO
yaemkasane Ha QT-HHTEpBANa HIH APYTH ChpaeynH 3abonasanmd (Bixk. T. 4.3, 4.4, 4.5, 49 u 5.1).

Koctau H

EmieMHonorsiHu npoy4saHus, TPOBEXKIaHA OCHORHO ¢ NANMEHTH Haj 50 romiiina Pe3pacT, NOKa3BAT
MOBHIIEH PHCK OT ()paKTypH Ha KOCTHTE NMpH namueHTH, npuemaiy SSRIs # TCAs. MexaHusMbT Boew: /10
TO3H PHCK € HEH3IBECTEH.

CumrrroMs Ha OTHeMaHe, Habmogasayy NpW NpekECRAHE Ha neueHuero che CHOTIC

IpekbepadeTo Ha Ne4eHHETO © LHTANIONpaM (0CODEHO, KOTaTO TO € PA2K0) OGHKHOBEHO BOIH 10
CHMITTOMH Ha oTHeMaHe. Hali-uecTo goknagBaHnTe peakiMy ca 3aMAsHOCT, CEH30PHK HapylieHus
(BIIOYHTENHO NIApecTe3Hs), HAPYIICHHA Ha ChHA (BIJIIOYHTE/THO HHCOMHHA M HHTeH3MBHO ChHYBaHe),
KHTHPAHOCT WITH TPEBOXKHOCT, FaJleHe W/HIM OBPBHIaHe, TPEMop, 00BPKAHOCT, NOTEHE, rIarobonue,
AHAPHA, NAAHTALNH, EMOLIMOHATHA HECTAOHITHOCT, pa3Apa3sHHTENHOCT, BH3YAJIHH cMynieHHA. Haii-o6mo
Te3H CEOMTHA ca clTabu B0 YMEPEHH M Ca CaMO3aTUXBAaIlH, BBIPEKH 4e IPH HAKOH NauMeHTH Te Guxa
MOIJIH fa 6BaaT TeXKH H/WIH ¢ N0-ToNIMa Npoab/bkuTetHoCT. CenoBareHo, NPenopb9ea ¢e, KOrato
Beye He € HeOOXO0AHMO NIeYEeHHE ¢ LIMTATIONPAaM, Ja Ob/ie NPOBEICHO NOCTEIIEHHO CITHPAHE Ype3
HaMasndBaHe Ha o3ara (Bx. Touxa 4.2).

CrofirapaHe HA DOAO3UPAHH HEKETAHN DEAKIIHH

CrobniasaHeTo Ha nOJO3HPAHH HEKEJIAHN PEAKIIMH ciie)l paspeluasane 3a ynotpela Ha JIGKAPCTREHHS
IIPOAYKT € BaxkHO. ToBa N03BONABa A2 NPOADKH HaOMOASHHETO Ha CHOTHOMIEHHETO TIOJI3a/PHCK 3a
JIeKapCTBEHMA NPoRyKT. OT MeAHLIMHCKMTE CIIELHANIHCTH CE W3HCKBA Ja cro0UIaBaT BCAKa OA03HPaHa
HEKeJIaHa peakLms upes:

H3nbHKTE I HA areHIMA N0 IeKapCcTBaTa

yi. ,.Jlaman I'pyes™ Ne 8

1303 Codusa

Temn.: +359 2 8903417

Vebcaiir: www.bda.bg

49 [Ilpenosmpane

ToxcuynocT

H3uepnareHuTe KIMHAYHKY JaHHH OTHOCHO [IPENO3HPAHETO ¢ LIHTAJIONPaM €a OTPaHHYE¢HH H B MHOTO OT
cryvanTe ce HabJionaBa eNHOBPEMEHHO NIPeAC3HpaHe ¢ APYTH JIEKAPCTBEHH TPOAYKTH/ANKOXO,
Howknansaby ca cyyau ¢ hatajieH H3X0 TIPH PeI03HpaHe SAHHCTBEHO ¢ LIHTAAOTIPAM; BEIPEKH TOBA
nipH SOMUMHCTEOTO OT HaranuuTe Clyvan HMa eIHOBPEMEHHO IIPERO3HPAHE C APYFH JIEKAPCTBa.

CuMmromMu

Creannre cuMnToMu ca 6unn HabmofapaH MpH JOKNAABAHMTE CIIy9aHl HA HPeHO3HPaHE C LMTAONpaM:
KOHBYJICHH, TAXUKAPAUS, COMHONEHTHOCT, YAtDiasaHe Ha QT-WHTepBana, KoMa, TIOBPBILAHE, TPEMOD,
XMITOTCH3HMA, ChPACYEH apecT, raJieHe, CEPOTOHHHOB CHHJPOM, &KHTHPARHOCT, OpaguKapans, 3aMaiHoCT,
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Genpen 6nok, yrbipkasare Ha QRS nHTEpBana, xuneprenzna H MMApHasa, torsade de pointes, cTymiop,
TIOTEHE, XHNIEPBEHTHIAMA H APTPHANHA H BEHTHKYAAPHA ApHTMHUA.

JieueHue

He e u3BecTed crerubnyen anTHAOT. Jlegenuero Tpabea a Obie CHMIITOMATHYHO B NOAALPXKAIO. Jla
C¢ HMa Npeasya AKTHEEH BBIJICH, JIAKCATHBHH CPEACTRBA neﬁcmamﬂ Ha NpHHLHITA Ha OCMO3aTa (KaTO
HaTpHER cyn(daT) H eBaKyHpaHe Ha CTaMAMIHO CHABPXKUMMOTO. TIpH HayuieHo ch3HaHue, MALHeHTa TpAOsa
Ia ce uaTYOupa. Ma ce nabmopagaT EKI 1 xu2HeHHTE TTOKA3aTEITH.

[Tpenopruea ce EKT” MmouHTOpHpaHe B cify4qaii Ha Mpefo3upaHe pH NAIHEHTH ¢ KOHTECTHRHA ChpPASYHA
HEJOCTATBYHOCT/OpaiHapUTMuK, TIPH TALMCHTH ¢ IPOMeHH B MeTalo/IM3Ma, Hanp. YEPEKIAHS HA YePHHS
Apob.

5. @®APMAKOJOI'NYHU CBOUCTBA
5.1 PapmMaxoIHHARMHYHH CBOHCTBa

DapmaxomepanesmusHa 2pyna; aHTHASIIPECaHTH, Ce/IEKTHEHE HHXUOMTOPH HA O0PAaTHOTO NOEMAHe Ha
CEpOTOHHHA.

ATC-kon: N 06 AB 04

MexanusbM Ha NEHCTBHE

BHOXHMHYHH H MOBEACHYECKH TIPOYYBAHNS MOKA3BAT, Y¢ THTANONPAM € MOIIeH HEXUGHTOP Ha
o0paTHOTO NoeMaHe Ha ceporosHHa (5-HT), B pesynrar Ha TEATOCPOTHO IEUEHAE C IMTATONPAM HE CE
Pa3BHEBA TOJIEPAHC O OTHOLICHWE HHXHOHPaHETO Ha 00paTHOTO HOEMaHe HA CEPOTOHHHA.

Ligranonpam € BUCOKO CENEKTHBEH HHXHOHTOP HAa 00paTHOTO MoeMase Ha ceporonuna (CHOIIC) Ges
WM ¢ MEHAMANEH e(peKT BLpXy OSMaHeTO Ha HOpaapeHATHHA, onaMiuna 1 TAMK.

{luTanonpam He NPOSBARA WK MMa MHOro cnab apnHuTeT KbM cepus OT peuenTopu srmodBanty 5-HT A,
5-HTz, DA Di u D: pesenrropure, o -, o2 -, B-aapeHopetientoprre, xucTaMuHosuTe Hi, MyckapaHOBHTE
XOMHHEPruyHH, GEH30AHA3CTIH-HOBHTE H OTIHATHHTE PEUEHTOPH.

OcHosHHTE MeTabONTHTH Ha uuTanonpaM ca csino CHOIIC, pBOpeky 4e TAXHATa MOMIHOCT H
KOCPHIMEHT Ha CeNEKTURHOCT ¢a No-caabn OT Te3u Ha uuTanonpaM. HesaBHCHMO OT TOBa,
KOeHITHEHTHTE Ha CEJIEKTHRHOCT HA MeTabONHTHTE Ca NO-BHCOKK OT T€3H HA MHOTO OT IIO-HOBHTE
CHOIIC. MerabonuTHTe He JOIPHHACAT 33 UATOCTHHA HTHACTIPECHBEH e(eKT.

®apMakonuHaMuyHH edexTH

Totuckanero Ha REM-(hasata Ha ChHA MOXKeE J1a ¢ CUMTA KATO HPEJUKTOP HA AHTHAETIPECHBHOTO
aerctere. [lonobHO Ha TpHUMKNHIHETE aHTHAENpecaHTH, IpyrH CHOIIC u MAO-HEXUGATOpH,
uuranonpam noricka REM-dasara Ha chbua v 3acwibBa fienTa ChH.

BRIpeKn Ye uuTanonpaM He ce CBbP3Ba C ONMHATHHTE PELENTOPH, TOH NOTEHLHMKPA AHTHHOUHUEIITHBHHUS
eeKT Ha Hali-4eCTO M3NONZBAHWTS HAPKOTHUHY AHANTETHI.

IIpy xopa HpTanolpaM He 3acira KOTHHTHBHHTE (HHTENeKTYalHH) QyHKIHH H ICHXOMOTOPHKATA, H He

MPOABABA WIH MM MHHHMAJIeH ceMpant eekT GIUT0 (pu caMOCTOATENEH IIPHEM HIH B KOMOHHALIHS C
ANKOXO.

14




B npoyuypaHe ¢ enHOKpaTHO A03MpaHe MpH JOOPOBOIIIM LMTAJIONPAM He NPeAH3BHKBA HaMasndBaHe Ha
CaJTHBAIMATA, KAKTO H B HHTO €HO OT MPOYYBAaHMATA ChC 3APABH NoOPOBONIH LIMTalIonpaM HE € I0Bel
1O 3HAYHTEIIHH [IPOMEHH B KAPIHOBacKyIapHHTE napaMerpi. LluTanonpam HAMa e(QeKT BBpXy
CepyMHHTE HHBA HA pacTexuHa xopMol. [luranonpam nozo6no Ha apyru CHOIIC moxe na yeenuun
ITA3MEHHTE HHBA Ha MPOAAKTHHA, KOSTO € BTOPHYEH e(peKT Ha CTHMYTHPAHIATa PO HA CEPOTOHHHA 110
OTHOWEHHE HA TIPONAKTHHA Y HE € OT KITHHWYHO 3HaYeHve.

Ilpw apolino-cnAno, Wiaedo korTponupano npoy4earne Ha EKD npu 3apasu BB3pacTHi, NpoMaHaTa OT
u3xoanoto HHBO B QTcF (Fridericia-kopexuma) € 7,5 (90%CI 5,9-9,1) ms npu mo03a 20 mg auepHo 1 16,7
ms 1ipu 60 mg nHerHo (B T.4.3, 4.4, 4.5, 4.8 u 4.9).

5.2 PapmMakokuseTHYHH CBolicTBa

AGcopbums
AGcopbumiTa € IOITH ITLJIHA H HE 3aBHCH OT IpHeMa Ha XpaHa (Tmax cpemao 3 h). ITepopanHara

OHOHATHYHOCT e okoto 80%.

PasnpenencHue
O6emsT Ha pasnpenenerne (Va)p € okosto 12-17 L/kg. CrppzpaneTo ¢ mia3MeHHTe npoTertn e noa 80%
33 LMTAJIONIPAM W OCHOBHHTE MY MeTalOoJTHTH.

buotpanchopmanms

[aranonpam ce MeTaboaAn3Hpa A0 AKTUBHHTE ISMETIALIMTARONPAM, ANAECMETHIIIIHIAAOIPAM,
OUTANONIpaM-N-OKCHAI ¥ HEAKTHBEH JAePHUBAT HA ACAMHHHPAHA MPOMHOHOBA KHCENHHA, BCHYK AKTHEHY
metabonutu ca cbo CHOIIC, Bhipexy b€ ca no-ciabu oT OCHOBHOTO CheqHHEHHe. HenpoMeHeHHsT
LHTAIONpaM € NOMHHHPAIIOTO ChE/IHHEHHE B TI1a3MaTa. KOHIIEHTpaluTe Ha IEMETHWILHTANONPAM H
AumeMeTHIIIHTARoNpaM ca o6HkHoBeHo 30-50% 1 5-10% chOTBETHO OT KOHIIEHTPALIMHTE Ha LIATATONPAM.
BuorpanchopManaTa Ha IHTaNIONpaM A0 AeMeTHIIIIHTaionpaM ce Meaunpa oT CYP2C19 (~38%),
CYP3A4 (~31%) u CYP2D6 (~31%).

Emvimusnpane

ITomyxMBOTHT Ha eTHMUHHpaHe (Tip) € Okono 1% AHK W CHCTEMHMAT MNAa3Med KITHPBHC Ha IUTANOTIPaM
(Cls) e oxono 0,3-04 L/min, a oparnuust rmnasmer KupeHe (Clym) € oxono 0,4 L/min.

Llrranonpam ce eKCKpeTHpa riarHO npes yepuus pob (85%) u octanamure (15%) npes 6ubpeunte. 12-
23% ot nHeBHaTa 1038 CE€ eKCKPETHPA ¢ YPUHATA B HEMPOMEHEH B YepHOAPOOHHAT (0CTAThYEH)
kadpbHE € okolo 0,3 L/min, a 656peunuar kiHpeHe e okono 0,05-0,08 L/min.

JhHelnocT
Kunetukara e muneapa. CTabHIAW MasMenn HiBa ce gocTurar 3a 1 1o 2 ceamuun, Cpeguu
KoHuenTpanuy or 300 nmol/l (165-405 nmol/l) ce nocTirar npy aueBHa nosa or 40 mg.

[ManyeHTH B cTapyecka BB3pAcT (> 65 roHHM)

IlpH nanmeHTH B CTAp9ecKa BB3pacT ce HabuoaRa yIbIDKEH MONY»RHBOT (1.5-3.75 AHM) K HaManeHH
CTOHHOCTH Ha KinpbHea (0.08-0.3 L/min) nopaay HamaneHa MHTEH3HBHOCT Ha MeTaboNH3Ma.
CrabunauTe Nna3sMeH: KOHIEHTPALlMK Ca JBa ITHTH NTO-BHCOKH HPH NALMEHTH B HANPEIHANA BE3PACT
CIPAMO TE3H [IPH MALUMEHTH B MJIAAA EB3PACT P MPOBEXK/IAHE HA JeYECHHE ¢ eJHAKRA 034

Hamanena uepHoapoOHa dyHKIMS
[uranonpam ce eTMMHANMPa 10-0aBHO NpH MALMEHTH ¢ HamaleHa yeproapotHa dynkums, TTomyKUBOTET Ha
IMTAJIONPAaM € TIOYTH JBA ITFTH YIRDKEH H CTAOHTHITS TLUIA3MEHU HUEA DU €HA W CHIA TPUAtKEHa 1032

IpH MANHEHTH ¢ HAMAICHA YePHOIPOOHZ QYHKIMA 1e OBAAT [IBA ITHTH TIO-BHCOKH B CPABHE,
MALIHEHTH ¢ HOPMAaJIHA YepHOAPOOHa hyHKHIMA.
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Hawmazena 01.6pe9yna GyHKUHA

Lluranonpam ce eNHMHHHPA H0-GABHO MPH MALKHEHTH ¢ JIEKO A0 YMepeHO HamaneHa Orbpeyra dyrkuma be3
IHaYMTC/HO NOBIMABAHE Ha PApMAKOKHMHETHKATa My. K'bM MOMEHTa TMTICBAT JAaHHH 33 JIeUcHHe Ha
TIALMEHTH ¢ TEXK2a CTENCH Ha 6ROpeuHa HepocTaThIHOCT (KpeaTHHHMHOB KITHPBHC<2(0 ml/min).

HonumopdhuzsM

[Ipoyusanud in vivo nokaspar, 9e MeTaboRH3MBT Ha IMTAJICNPAM He NMPOABABA KIIMHUYHO 3HATHM
HOJTEMOp(gM3BM TI0 OTHOIIEHHE Ha cliapTer/nebpu3oksHHOBOTO Okciupane (CYP2D6). [pu
CYP2C19, karo npeanazua Mapka, Tps0ea aa ce 0OMICITH MEpBOHAYANTHA /1033 OT 10 mg 3a malHHTH, 33
KOWTO ce 3Hae, ye ca cnadu metabonmlaropu (RxK. TouKa 4.2)

5.3 IlpenxIHAMYAHA AAHHE 32 0e30MaCHOCT

OcTpa TOKCHYHOCT
HuranonpaM UMa HHCKA OCTpa TOKCHYHOCT.

XpOHHYHA TOKCHYHOCT
Ilp# npoy4BaHuATa 3a XPOHHYHA TOKCHYHOCT HE ¢a OTKPHTH OaHHH, KOMTO []a HAJIAraT CTISLHAIHU
CHOOPAXKEHAA IPH TEPANCBTHYHOTO H3TONIBAHE HA [IATATTONPAM.

PenpoykTiRHE TOKCHYHOCT

OcHOBaBaiKH ca Ha NaHHHUTE OT NPOYYBaHKA 34 PENPORYKTHRHA TOKCHYHOCT (cermenT LILIIT) nama
NPHYMHH 32 CliedManHH chobpaxeHus npu ynotpebara Ha UMTATIONpPaM NpH KeHH BBB GepTiiHa
Bp3pactT. LlnTanonpam npemuHasa B MayBHOTO MITAKO B MATKH KONH4ECTRA.

Tipoyusanid 3a eMOPHOTOKCHHIHOCT NPH ILTEXOBE € 103K OT 56 ME/Kr/NeH, KOUTO IPEAH3BHKBAT
TOKCHYHOCT y MalKaTa, ca mokasajiy KOCTHH aHOMaITHH B 00J1acTTa Ha rph0HavHms cTha6 M pebpara.
Maifuuuirre MiaIMeHd KOHUSHTPAM ¢a Gunu 2-3 IHTH NO-BHCOKM OT TSPANCBTUMHITES KOHLIEHTPAIMA
npH YoBek. IIpu miIbxoBe, uTanonpam He ¢ noxasan edeKr BEPXy QepTiuTHTeTa, HpeMEeHHOCTTa H
MOCTHATANTHOTO PAa3BHTHE, HO € J0BEJ [0 NO-HHCKO Terno Mp# paxaadeTo. [luranonpaM u HETOBUTE
MeTabonuTH JocTHraT GeTanHl KOHIEHTpaluy, KOHTO ca 10-15 mbTH MaliuMHUTE TUIa3MEHH
KOHUEHTpaluy. KITHHHTHMAT OTIHT NpH OpeMeHHH XKEeHH U 110 BpeMe Ha JIaKTalHs ¢ OrpaHHYeH,

JlaHHH OT OIMTH ¢ JXMBOTHH C2 NOKA3AMH, Y€ LHTAI0NpaM NPeIM3BHKBA HAMATIABAHE HA WHIACKHTE Ha
deprunurer v 3a0peMenaBane, HamManasane Ha Opod Ha PMTIIANTALMATA B aGHOPMHa CliepMa TIpH
eKCIIO3HLMA, KOETO € B TIOBEYE B CPABHEHHE ¢ KCIIOZMIIHA NPH Xopa.

MytareHes 1 KaHLIKEpOreHEH NOTEHIHAT
HuranonpaMm He NpHTeKapa MyTareHeH H KaHIleporeHeH IOTeHIHalT.

6. DAPMAINEBTUYHUW TAHHH

6.1 CpHCBHK Ha IOMOIIHHTE BeleCTBR

Hopo na mabremxama:
Hapernuno HULIECTE,
JlakTo3a MOHOXHPAT,

Lenynosa, MUKpOKPHCTAHA
KomorraoH,
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[munepon 85%,

Kpocxapmenosa Harpuit

MarHeznes creapat

Dunmoso noxpunine:

Xwumpomenosa 5 mPa.S

Maxkporon 400,

Turanos quokeua E 171.

6.2 HechBMeCTHMOCTH

He ¢ npanoxmmo.

6.3 Cpox Ba rogaocr

5 rouHuA.

Ha Besika onakoBka € orGens3ad CpoKbT Ha FO/THOCT.

6.4 Coennaism yCIOBHY Ha ChXpaHeHne

Ha ce cexpanssa moa 30°C.

6.5 [lanHnm 3a onakoBKaTa

brcrepu oT o 28 TabneTky B ONaKOBKA.

6.6 Croennasnn npeAnA3HH MEPKH NPH H3XBLPJIsSHE

Heu3non3eauuaT NpOAYKT HIIH OTHATbYHHTE MATEPHATH OT HETO TpAOBA 12 C& H3XBBPIIAT B

CHOTBETCTBHE ¢ MECTHHTE H3HCKBAHMA.

7. HPHTEXATEJI HA PAJPEIIEHHMETO 3A YIIOTPEBA

Lundbeck Export A/S

Ottiliavej 9

2500 Valby

Hanana

8. HOMEP(A) HA PAZPEIIEHHUETO 3A YIIOTPEBA

Per. Ne 9600121

9. JATA HAIIBPBO PASPEITABAHE NMOJTHOBSBAHE HA PASPEHIEHHETO 3A
YHOOTPEBA

Hara na mepso paspelrasane: 05.06.1996

Hara ua nocnnenno noaxorgsane: 18.06.2012
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10. TATA HA AKTYA/NTH3HPAHE HA TEKCTA

05/2022
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