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Paspewenue Ne
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2, KAYECTBEH W KOTUYECTBEH CbCTAB _%ti_penuem

Beaka unvnpana rabnerka cnabpka 10 mg ecuutanonpam (escitaloprant) (kato okcanart) (as
oxalufey,

TIoMOUIHO BEILECTBO © U3BECTHO AEHCTRUE: NAKTO3a MOHOXH,APAT,
3a NMLAHKUA CHHCHLK Ha NOMOILHHTE BELCCTBA BIKTE Touka 6.1,

3. JEKAPCTBEHA ®OPMA
®unmupana rabnerka

baila no noutu Osna. kpuria, asciHousnbLKHana GuaMupana Tabnerka ¢ o3Haucike M1, 607 o7
€HATA CTPAHA W ACHMTE/IHA 4epTa OT APYraTa. ¢ BUILOHATHHH OT JIBETC CTPAHK Ha JIC.THTC/IHATA
yepTa.

Tabnerkute morar 1a OBAAT pa3/lencHy Ha /IBE PABHH NOJIOBHHM,

4. K/IMHWUYHH JAHHH
4.1  TepaneBThHUHH HOKA3AHUA

JleueHue Ha rofisM AerpecHBeH enu3oa.

JleueHue Ha NAHKYECKO PAsCTPOHCTRO C MK Be3 aropadobua.
JleueHue HA COLMANTHO TPERMKHO palcTpoicTro (counaria Godus).
Jleuchre Ha reHepanW3Npato TPEROKHO PasCTPOHCTRO.

Jlcuenue Ha 0GCECHBHO-KOMITYICHBHO Pa3CTPOHCTRO.

4.2 To3upoBKa n HAYNH HA IIPHICKEHHE
Jo3nposka
Bez0nacHOeTTa B AHERHK 103K Han 20 mg He ¢ YCTAHORCHA,

Toasw denpecusen enisol

Ob6nuaiinata ao3a e 10 mg eaHOKPaTHO AHEBHO. 1B 3aBHCHMOCT OT HHAMBHILYATHHS OTIOBOP Ha
NAIMUCHTA, J103ATa MOXKE 13 OBAE YBENHUEHA MAKCHMANHO 10 20 mg IHEBHO.

OO6MKHOBEHO ¢a HEOOX0IMMKW 2-4 CeIMMILK 33 NOCTHraHe Ha anTuaenpecHBHra eekr. (nea
OBNAAABAHE HA CHMITTOMMTE CE HAnara neHeH1e B MPOALMKEHHC HA NNOHE 6 MECCILA 3a KOHCONUAMpAHC
HA NOCTUIHATHA TEPATIEBTHYEH PE3YITaT.

Hennwyecko pazcmpoticmso ¢ wiv e3 aeopuaboiius
[Mpe3 nkpeaTa ceAMULIA CE TPEFIOPLHBA C/IHOKPATHA AHEBHA 1038 OT 5 My, KOATO e L1
yaeiucHa pa 10 mg nnesno. Josata moxe 4a Ohe AONBAHHTENHG YBCIWICHA 10 MaK
ME JIHEBHO B 3aBUCUMOCT OT HHAKBNAYATHUA TEPancRTUUE! OTIORBOR HA NAHIMCHTA.

[ ]



Makcumanua edexTHBHOCT ce nocTHra cael oxono 3 Mecena. JIeuenueTo npoALIpKana HAKOIKO
Mecela.

Coyuaing mpesodcHo pazcmpoiicingo

Obuuaiinara noza e 10 mg enaHokpatHo aHesHo. OGUKHOBEHO ca HeoBX0AMMH 2-4 CeMuIm, 3a 1A ce
nocTurie obrexuasane na cumnromute. Jlo3ata Moxe 1a Gbae LONBAHUTENIHO HAMANEHA 10 5 Mg WM
YBEAMUEHA /10 MAKCHMANHO 20 Mg JIHEBHO B ABUCUMOCT OT WHAWBH/LYANHHA TEPANICRTHUEH OTTOROP
Ha NauMenTa.

Coumanuo TPEROWKHO paBCTPOﬁCTBO ¢ 3afonaeane ¢ XPOHHUHO MPOTHYATIIC U CC NIPCHOPHYBA JICHEHHE
B HpPOABIAAKCHHE Ha 12 ceamuum 3a craﬁmmmpane Ha pe3yrrara. ﬂlrJFl'()Cp[)'-lHU JCHCHNE 1A
OTTGROPHIN HA TEPAMAATA € NPOYUBAHO B MPOTL/DKCHHE HA 6 MCCCIA M MOMKE 1A CC CUnTa.
OCHOBABAWKH Ce HA HHAHBHIAYANHUTE CNydaun, 4€ BOAK A0 NPEAOTRPATABAHC HA PCIKW/IHE. NOTIHTC OT
NEHCHHUETO TpﬂGBa Jda Owpar npeoucHaIBaHH Ha NOCTORHHK UHTEPRAJIH.

Conmanno TPERGIKHO pascTpoiicTBo e 100pe AehuHUPaH AHATHOCTHYEH TEPMUH 32 CHENMDUYHO
pasCTPORCTBO. KOETO Hie TpadBea na ce GbpKa ¢ NPEKoMepHa CpameRuIMRoCT. MapMakoTepanuaTa e
NOKAa3aHa CAMO, KOMaTO pasctpORCTROTO CMYLILARA 3HAYUMO NPOYICCHOHATHATA M COIMAIHA JIICHHOCT.

MAcTOTO Ha NeyenyeTo B CPAaBHCHHE ¢ KOrHUTHBHATA NOBCACHYCCKA TEpanua He © OLICHARAHO,
DapMakoTepanuaTa ¢ HacT ot oGuIaTa TePANeBTHYNA CTPATErHS.

lenepanzupano mpesosCcHo pascmpoicmen

IMkpBonauantara n03a € 10 mg enHOKPATHO AHEBHO. B 3aBMCHMOCT OT HHAHRHANATHHA OTIOROP HA
NaLUMEHTa, 103aTa MOKE Aa Obae ysearueHa MakcHmaino a0 20 mg aHeno.

HbArocpodio eMene Ha OTrOBOPHITA HA TEPATIHATA € TTPOYHBAND B NPOBIKCHHE NOHE 1A b Meceua
fpH nauneHTH. npvemaitn 20 mg/aen. IoasuTe ot siguenuero v aosarta Tpsabra 1a Gnaat
NPCOLCHABAHH HA NOCTOAHHN HHTEPBANK (B, Tovka. 5.1).

OOcecusHo-KOMRYVACUGHO PA3CMPOTHCMEo
HwpBonauandara joza e 10 mg eanokpaTiio AHCBHO. B 38BHCHMOCT OT HILIMBMAYA.MHA OTIOBOP Ha
NANMCHTA. jI03aTa MOXe 13 Oh/le yBearueHa Makeuma no ao 20 mg AHesHo.

Toii karo OKP e 3a601aBaHe ¢ XPOHUUHO NPOTHUAHE, JIEYEHHETO HA NANMEHTHTE TPADRA l1a
POALINKH AOCTATHYHO NPOALANHUTENHO BPEME 10 M3UE3BAHE HA CHMIITOMUTE, [[0A3MTC OT NEUEHHETO
u ao3ata Tpadea aa 6haat MpeoueHABaHH HA MOCTOSHHI MHTEPBAIIK (BK. TOMKA, 5.1).

Cmapuecka 6v3pac (> 65 codunu)

HauanHara 103a € 5 mg BeAHBK IHEBHO. B 338BHCHMOCT OT HHAMBH/LYANHKHA OTrOROP Ha rallMeHTa
nozara mowe Aa 6b1e ysenudeHa 10 10 mg aHeBHO (B, Touka 5.2).

EdextrsHocTTa Ha EcuUnTakoH npu COMMATHO TPEBOKHO pazCTPOHCTRO HE € NPOYMCHA HIPH NALMENTH
B CTAPYECKA BB3PACT,

Heouampuyny nonyiayus

Ecuntakon He Tpabra na ¢¢ W3NOA3RA 1P IEHEHHUETO HA JIELIA K FOHONIW Ha BB3PacT o/ |8 roannu
(Bac. ToYKa 4.4),

Havarena dvoOpeuna divnrytis

Ilpn nanmeHTh ¢ neka Ao yMmepena crefiel Ha OuOpPetHa HELOCTATHMHOCT HE CE HAJIAIA KOPCKLMA Ha
nos3ara. M3ucksa ce MoBUILEHO BHUMAHHE NPY NALMEHTH ¢ TCKKO YRpeeHa On0peuna gyurums (Clg,
no-mansk o1 30 mi/min) (B, Touka 5.2),

Havanrena weproopotna dhyuxyus
IlpenopbuBa ce HavanHa A03a OT 5 Mg IHEBHO 1IPE3 MHPBUTE [IBE CE/IMMILH OT JICUEHHCTO 2
NALMCHTH C JIGKA 10 yMEPEeHa CTENEH Ha HepHoApolHa HeLocTaTLUHOCT, B 3aBucuMocT g,
MHAMBHYANIHHA TEPANEBTHHEH OTIOBOP, 103aTa MOMKe 13 Obae yBeanueHa 10 10 mg uj



[Ipenopbusa ¢ NOBMIIEHO BHHMAHHE H 0COOCHO BHUMATEITHO THTPHPAIIC HA JLOMATA HIPH TIALIMEHTH C
TEWKS YBPEAEeHa HepHOAPoOHA dyHKUMA (B3 ToUKa, 5.2).

Caatru memadonsamopu wa CYP2C19

f1pu nalMenTH, 3a KOMTO € H3BeCTHO, Ye ca chabu MeTaboausaropu na CYP2C 19 ce npenopbusa
HAYASIHA [103E OT 5 Mg AHEBHO NPE3 MBPBUTE JBE CEAMNILI OT ACHEHHCTO, 13 3aBncuMocT oF
HHAHBHAYATHWA TEPANCBTHHEN OTFOBOP. A03aTa MOske 1a Dbe yReanyeHa 10 10 my IeRHO (8K,
Touka 5.2},

Cumnmosu na onuemare, NabIrogeait APRU BRPEKPamiedne Ha Qeuenieitg

Tpatiea na ce W36Arpa BHE3ANHO NPEKPATABAHE HA JleueHHeTo. [1pK NPEKPATABAHE HA JICUENHHETO ¢
CCUMTANONPaM, A03arTa CAeABa 1a Hb/Ae NOCTENEHHO HAMAIIBAHA B FIPOBIIKCHHUE 1A 110HE e/1Ha 10
IBE CeMHLM C LEN /1A €& HAMANW PUCKE OT CHMOTOMH HA OTHemaHe, (B, Toqka 4.4 v 4.8). B cnyvaii
Ha Bb3IHHKBAHC HA HENPHECMIIKBHA CUMTITOMU CNIcH HAMANABAHE HA JA03aTa WK NPEKLCBANC HA
NEUEHKETO, MOXKE J1a ce 0OMHCAM BL30OHORSBAHE HA NPUCMA HA NPC/H TORA fipe/iHcaara jwo3a. B
NOCHCACTRAC JIeKapaT 61 MOFba Aa NpoALAKH HAMATABAHCTO HA A03aTa. HO HO-LIOUTCHCHHG.

EcuHTaKon ce npueMa Kato eHOKPATHA AHEBHA 1033 N MOIKE /1A CC PUCMA Che Mo U3 Npana,
4.3 IpornBonoxazanus

CBpbXUYBCTBUTCIHOCT KhM ECHMTANONPAM MM KbM HAKOE OT NOMOLLHWTE BEINEC THA, WiBpOLHH B
TouKa 6.1.

E,’lHOBpCMEHHO NEHEHHE € HCCENEKTHUBHY, HEOﬁpaTHMH HHXHGH'I'OPH 113 MOHOAM K HOOKCHW 1a3aTa
(MAO- uHXHOMTOPH) & NPOTHBONOKA3AHO NOPALM PUCK OT CEPOTOHHHOB CHHPOM ¢ AXHTHPAHOCT.
TpeMop, XMneprepMnt 1 Ap. (BkK. Touka 4,5)

KomGuHHpaneTo va eciiuranonpam ¢ ofpatnmn MAO-A HHXHBHTOPH (Hanpumep MOKIOBEMWL) MY
obpatumus receiiektiBed MAO-sHXHEHTOP AMNe30/11a € DPOTHROIIOKA3ANO IOPAIH PHCK OT
OTKOYBAHE Ha CEPOTOHMROB CHHAPOM (B, Touka 4.5).

Ecimranonpam e npoTUBOROKA3aH NPH NAUKEHTH C HABECTHO YAbMkarane Ha QT-nunTepsana wim
CHH/IPOM Ha BponeH yabamken QT-uurepsan,

[lpoTHeoTIOKa3aHO € CAHOBPEMEHHOTO NPUIIOMEHHE HA ECIHTANONPAM C JIPYIH JICKAPCTREHH
POAYKTH, 38 KOUTO € W3BECTHO, Y€ MOraT aa yabkasat QV-unteppana (sa, Touka 4.5.).

4.4 Crneuuanny npeaynpesyiens  NpeAnaIHH MCPKH pH ynotpeba

CrenTe CnEUnanin NpeaynNPEASHHS M NPEANA3HA MEPKH CE OTHACHT JIO TCPANERTUHINA KAAC
SSRI (cenertuBin nixuBHTopn Ha 0OpPaTHOTO 3aXBalIIAHE HA CEPOTOHNHA).

leauaTpyruHa nonynalms
Ecuvtakon ve Tpabea na Gbe U3MNON3BAH MPH AEUYEHHETO HA NEAMATPHYHATA NONYJIATNA,

Cynunano noseneHue (CYULIMAHK OIIUTH U CYHLIMAHK MUCITH) it BpaxcacBHocT (npeoGianarauto
arpecui. NpOTHBONOCTABAHE W FHSIB} ca Gunu No-4eeTo Ha6ﬂ|-0ﬂaBaHH NPU KITHHAYHA IIPO}"IBRHHF_I_‘_““
CPCILICI@d Y OHOIN, JIEKYBAHH ¢ AHTHACTIPCCAHTH B CPABHECHHEC C TaKHWBA, 1NPpHCMATIH Il.‘la]l96 r 7
OCHORABAHKH CC HA KIJINNHULA IICOGXOHHMOCT. RLARCKY BCHHMKO CC BICMC PCHICHKE 34 JIL‘/.
NAUHEHTLT Tpﬂ6Ba na 61:[[8 BHUMATEITHO MOHUTOPHPAN 34 NOABa Ha CYUIUIIHA CHMITTON
AONBLAHCHHC, IANCBAT ALATOCPOUHH JIaHHHK 33 Ge3onacHocTTa Py JICna | 1IOHOIMTH, Kag,
PaCcTCRKA, Ch3PABAHETO. KOMHHTHBHOTO H NOBEEHYECKOTO pPa3BHTHC.




Hapajiokcanta TpepoKHOCT

Flpy HAaKOW NANKEHTH € AAHKMYECKD PAZCTPOACTBO Moxke na ce Habnio1aka 3acKiBane Ha
TPEBOKHOCTTA B HAYAIOTO Ha NEHEHHETO € anThaenpecaHTh. Ta3u napajokcaniia peakiins
OOWKHOBEHO OT3BYUABA B MPOABIKEHHE HA OKOJIO JIBE CEAMULH MPH NPOBEACAAHE Ha
NPOABLIKHTENHO Neuenme. TIpenopbusa ce HUCKA HAYANHA 1034 C LIEN /14 €€ HAMANK BCPOATHOCTTA
oT ankcuorenen ederT (Bi. Touka 4.2).

['tpuose

[IpHemMLT Ha NlekapcTBERUs NPOAYKT Clle/Ba Aa CE NPEKPaTH NPU BCCKU Naumnent, ispuore. SSRI
TpsbBa /la ce w30 BaT NPU NalMeHTH ¢ HecTalHAHA ENWAETICHA, @ IBLIMEHTHTE C KOHTPO/IUpata
eiunencha 1a 6nuaar BHUMaTeIHo npocneassanu. Npuembt Ha SSRI cieaga fia ce IpekpaTH npu
BCCKH NALIMEHT, 11PH KOHTO ce noasaT rupuose. HNpuemsT na SSRI cacisa na oo npekpary ako
NpUNALBIHTE 3a4CCTABAT.

SSRI ¢iienra Aa ce M3NON3BAT BHUMATENHO MPH NALMEHTY C JIAHHH 38 MaHna/xunomanua. [prembr
Ha SSR{ cnesea na ce npexpat (py BCEKH NALMEHT MPEMKUHA B MAHWITHE (a3a,

Nuabet

Tpu naunenTy cTpasalun ot 1uaber, neveHneTo Che SSRI Moke 1a NPOMEHN KOHTPOIIA BHPXY
KPBLBHATA 3axap (XHI’IOFJ'IMKEMHFI HITH xunepmnxemnﬂ). Movice Aa €€ HANOXKH KOPCK1LMA HA HHCYAWHA
H/MAK NEPOPANHHTE XHNOTJIMKEMHYHHW CPENCTRA.

CamoyOuiCTBO/CYMIMAHK MHCIH UTH KAWHWYHO BIOILIABAHE

JlenpecnaTa € CBbp3aHa C NOBHILEH PUCK OT CYHILAIHM MHC/TH, CAMONAPAHABANE 1 camoyBniAcTRO
(cHOuTHA. CBBP3aHK Che camoyBuiicTRO). TO31 PUCK ChINECTRYBA 110 TOCTUFANC HA 3HAMHMA PEMHCHS.
ToH# kate nopobpende MOKE 12 HE HACTBLIW NPES MHPBUTE HAKOIKD CEAMMILA MK NOBCHE OT
HAUAIOTO HA IEHEHHETO, NAnUeHTHTe TpAGaa jla 61aar noa cTporo HabMONEHNE 10 IOABATA MY,
KIIHHM4HUAT ONKT COUY, Y€ PUCKDT OT CAMOYOHIACTRO MOKE /18 HAPACHE 11PE3 PAHINWTC CTANK Ha
RLICTAHOBUTENHIA MEPHOA,

Apyru ncuxuunv 3abonsapaHua npu Kouto ECUMTAKOH Ce NPeANUCRA. ChIllo MOTaT 1a Oh/IaT CRhp3aHun
C DOBUUIEH PHCK OT CHOMTHE. CBLP3aHK che camoybuiicTro. Ocsen ToRA. T€3M 3aboIRANUA MOTAT 1A
ObaaT ChUETAHH ¢ rOAAMO ASNPECHBHO PA3CTPOACTRO. ITpH JICHEHHE HA NALMCHTH € JIPYI'H ICHXUMHK
napynienns Tpadra aa 6bAaT CBOMOAARAHK CHINMTE NMPEANAZHN MEPKH. KAKTO INpH JICHEHHE Ha
NALMCHTH € FTONAMO JENPECHBHO PA3CTPORCTRO,

M3BecTHO €, He NaLMeRTH C aHaMHe3a 3a CbOHTHA, CRBP3AHK CBC CaMOYOHIHCTBO. MK 110KA3BALM B
3HAYNTENHA CTENCH CYMUMIAHM UaeaLuy, 1Py 3aN04BaHEe Ha JICHEHHETO, Ca UIIOAKCHH HA 110-BUCOK
PUCK OT CYHLMIHW MHCIIH WIH OMNKHTH 3a caMoyOHIHCTBO v TpubBa jla OniaT BHUMATC1110
HaboMaRaHH No Bpeme Ha nevenwero. MeTa-ananus va niaueGo-KkoHTpoIHpany KInidsim
H3NUTBAHWA HA AHTHACHIPECAHTH NPH Bh3PACTHY NALMEHTH € NCHXMUIK PACTPOICTRI NOKA3BA
NOBHILEH PUCK OT CYHIMAHO NOBEIACHHE NPH NAIMEHTH NOJL 25-I0;MIN1IA BBIPACT. ICKYRAHK ¢
AHTHAENPECANTH B cpasneHme ¢ naauebo. JlekapeTeenara Tepanua TpaGea Ja cC ChNLTCTRA Che
CTPOro HabIIFOACHUE HA NALIMEHTHTE, B YACTHOCT HA TCIH, KOMTO CA WUIMKEHH 114 RHCOK PUCK.
OCODCHO B HAYANIHUTE CTANM HA JEYEHHETO W ClieA HpoMenu & 1o3uTe. | laudeHTuTe (v HonaraumTe
rpHskM 33 TAX) TpaGBa ia 6baaT npeaynpeseHd OTHOCHO HEOBXOAMMOCTTA 0T HABIOACHHE 38 BCEKH
MPH3HAK HA KIMHHYHO BAOLIABAHE, CYWLUNWAHO TIOBEASHNC KITH MUCITH W 11E00HHali HH NPOMEHN B
MOBCACHHETO, KAKTO M A3 NOTHPCAT HE3a0aBHO KOHCYIITALUA ¢ IEKAP. KO TAKMBA CHUMITTOMM
ChLIECTBYRAT,

ARaTHINA/NCHXOMOTOPHO Be3NOKORCTBO
YnorpeGara va SSRI/SNRI ce cebp3ra ¢ pa3seuBaHeTO Ha akaTHIkg. Xapakrepuiupalil
CYOEKTHBHO HEMPHUATHO HITH MBUMTENHO HECIIOKOHCTRHE H HEOBXOMMOCT OT HecTo 1§




CHIPOBYICHA ¢ HCBRIMOKHOCTTA 18 C€ CEAW WAH A3 CE CTOW HENDABMAKHO. 1083 ¢ vaii- BENOATHO jd CE
NOABH NPE3 BPBHTC HAKONKO CEAMUILA OT JICHEHHETO. “ph‘ fIAHCHTH, KOUTO PA3IRHAT TCIM
CHMINTOMHU, YREAHWUEHHUCTO HA J1073aTa By morio Aa Orae BPEANO.

XunoHaTpuemns

3a XHMOHATPHEMHA, BEPOATHO AbLKALA C€ HA HEACKBATHA CEKPELIMS HA AHTHAMY PETHUCH XOPMOH,
ce chobwaea paako npu yriorpebara na SSRI 1 06ukHOBEHO H3UE3BA NPY NPEKPATABANG 1A
TepanuaTa. Hanekpa ce NOBHIIEHO BHUMAHWE TPH PUCKOBH NAILMEHTH, KATO HANPHMED NAUHEHTH B
CTAPHECKA BL3PACT, AUNMEHTH € YEPHOAPOGHA LIMPOIa UK NAUKHEHTH, KOHTO Ca JICKYRAHH
CIHOBPEMEHHO C CKAPCTREHH NPOJYKTH, 38 KOUTO € HUIRECTHO, UC [IPEMIBUKBAT XHIONATPHEMHS.

KpbBou3anueu

Hma chOOLIEHHS 38 KOKIHK XEMOPArHHKRU HAPYILCHHS KATO HANPHMED CKXHMOIM 1 1YPIIypa 1IpH
ynotpebara na SSRI. [Tpenophusa ce NOBULICHO BHUMAHKE MIPK NAUMEHTH, KoWTe prevaT SSRI
ocoleHo ipu eaHoBpemenHa ynoTpeba ¢ Nepopanti auTHKOAryNanTy, ¢ APy rH JICKapCTBeHH
MPOAYKTH, 33 KOMTO € MIBECTHO, Y€ HAPYLARaT TPOMOOLIUTHATE BYHKILMA (HALIP. aTHIKHYHK
HEBPOICHITHIA U GEHOTHABUHY, NOBEUCTH TPHIMKIKYHK AHTHJACTIPCCAHTH, ACTHICAAN I HIORA
KHCETHHA M HECTEPOM/IHY NPOTHROBLINANWTENNY HeKApcTBenn npoaykrn (HCHIBCY, rvxknonmiant w
AHHPUAAMOT) M TIPH NAUHEHTH CbC CRJIOHHOCTH KBM KhPBEHE.

EKT (enexTpokoHByNcHBHa Tepanua)
KNBHUYHUAT OMHT NPY EAHOBPEMEHHO TipriokerHe Ha SSRIn EKT ¢ orpanvuci. nopaay koeto ce
ApenopeE4Ba NOBHLUICHO BHUMaHHE,

CepPOTOHUHOB CHHAPOM

[1penopBUNTENHO ¢ NOBUILEHO BHUMAHKE NP YCNOPEAHOTO NPHIAraHE HA ECLIMTRIONPIM €
ACKAPCTBCHU TPOLYKTH, KOUTO MMAT CEPOTOHHMHEPIMHHMW eIEKTH KATO CYMATPHUITAH H /(PYrH
TOUNTAHK, TpaMaion v Tpuntodan.

B penxu cnyvan ce crobuiapa 3a CePOTOHMHOB CHHAPOM NPH NALMEHTH, H3non3ynaiin SSRI
YCRAPCARC ChC CEPOTOHHHEPI MUHK JeKapCTBEHH NPoiaykTh. KomOunailka oT cumntomu xaro
HRCMIOKOHACTBIHE, TPEMOP. MUHOKIOHYC H XHIICPTEPMHUSA CA TIOKAZATCIHM 32 PAZBUTHETO HA TORA
ChETORHHE, AKO TOB2 BBIHUKHE, JIeHeHHETO che SSRI 1 cepaToHHHEpr HUNMR JeKapeTRe) NPOAYKT,
Tpsfina f1a ce npekpaTh He3aGaBHO 1 J1a CE 3AN0UHE CUMITTOMATHUHO [ICHEHHC.

HKbaT KaHTapPHOH
Eanospemennata ynorpeba va SSRI u pacTntentn npoaykTv, Chabpiamu Knir kalrapion

(Hypericum perforatum) Moxe 1a (PEAMIBUKA MOBHILABANE YECTOTATA HA HCIKEHAHY JICKADCTREHH
peaktinu (Bx. Touka 4.5).

Cymnromu na otnemane, HalilloaBany NpU (1PEKPATHBAHE HA JICHCHHETO

CamnTomuTe Ha OTHEMAHE NPH CIMPANE HA NEUEHWETO €A HECTO CPEIAHM, OcOOENO B CIYHANHTE 1A
BHE3aIHO NpeKbeBate (B, Touka 4.8). IlpH KIMHUYHKTE NPOYUBALING HEKCIAHHTC ICKAPCTBEHY
peakunv, Habio1asaHy Mpy IPEKbCBAHE HA IEHEHHETO Ca PErmCTPHPany NpuliiininTeano npu 25%
OT NAUMEHTUTE. JICKYBAHM C ecunTanonpam u upu 15% ot naunentire, npremanys iancbo.

PHCKBT OT NOABA HA CUMTTTOMM Ha OTHeMaHe G1 MOTbJI 12 3aBMCH OT NAKONKO (GAKTOPa. BKAOUMTEIHO
NPOABILKATENHOCTTA U 10347 HA IEUEHNE, KAKTO W TEMNOTO HA pe/lyIMpale Ha 103a1a. 3amMasHocT,
CEH3OPHY HAPYIICHNA (BKIIOUHTENHO NAPECTEINS W YCCIIANE 34 YAAD OT SNEKTPHUCCKH TOK ).
CMYILEHHS Ha ChHS (BKINOUHTENTHC GEICHHUE it IIPEKOMEPHO ChHYBAHEC). AKUTHUPAHOCT HIK
Ge3n0KOHCTRO, raneHe WM NOBPBIAHE, TPEMOP, OB hPKAHOCT, AOTEIC. 11AROGDIHE. tH
NaHTALMK, EMONHOHAIHA HECTADHAHOCT, PARIPATHUTENHOCT W BH3YAIK pascTpoiicp;
HECTO AOKNAABAHUTE peakiiu, OCHKHOBEHO Te3K CHMNTOMH CA NEKK A0 YMEpet v, HO/H
NPK HAKOM NALKMENTH Te BruXa MOrnv fa GbAaT TEKKH 10 XapakTep /
Tesn cuMnToMu 0BHualiHe HACTLNRAT B PAMKWTC HA IThPRUTE HAKOD.IKO AHH CIET NP




JIEUEHHETO, HO CLLIECTBYBAT U PEAKH AOKAAK 33 NOAOOHH CHMITFOMM [HPH MALIMCHTH, KDHTO 10
HEBHWUMAHHKE Ca APONYCHAIW 1033,

Haii-001o Te3u CUMIITOMM Ca CbC CAMO3ATUXBALIL XApakTep ¥ OOHKHOBEHO OTIBYHABAT B PAMKHTE HA
ABE CEAMHLIM, HO B HAKOM CIYHaW T€ MOMKE [1a ObAAT NO-NPOABIKHTENNH {2-3 MeCeia wild NoBeye ).
Cne/oBaTenHo ce NPENOPbLYBA ecUMTANIONpaM Ad Ou/e NOCTENEHHO HAMANABAI [IPH IIPCKLCBAHE HE
JICHEHHCTO 38 11IEPUO/L OT HAKOJIKO CEAMMLN MM MECEIH, B 3aBUCHMOCT OT HYIIMTC HA NaLMeHTa {BK.
TOuKa 4.2),

KopoHapna Gonect
[Topaan orpaHrugH KNUHHUYEH ONUT, CE NPENOPHYBA NOBHILEHO BHUMAHHE [IPH HAUMCIHTH C
KopouapHa Qonect Ha ChpueTo (B, Touka 5.3).

Yawawasare va QT-nurepsana

YCTAaHOBEHO €, Y€ ECLIMTANIONPAM NMPUYHHEBA A030-3aBMCHMO yab/kasaHe Ha QT-unrepeana. o
BPEMC HA NOCT-MAPKETHHIOBUA TIEPHO/ €A JOKIANBAHKM CNYYay Ha yanmkarane na Q-uutepeana m
KaMEPHHU aprTMUU, BKOUUTEHO Torsade de Pointes, npeanmino npu NatmeHTH o1 ACHCKH Nod,
CTPALAILM OT XUNOKATHEMHR MK C 1IPEAILISCTBALLG YIBAXKABAHE HA (FT-HHTepBANA Mtk 1IpYTK
chpaeyHi 3abonssanng (Brx Toukn 4.3, 4.5, 4.8, 4.9 u 5.1).

MNpenopt4ea ce NOBMUIEHO BHHMAHNE TIPH NALMEHTH Cbe CHrHU(HMKANTHA Opaankapana nin npu
NAaLHEHTH ¢ NpeceH MHMAPKT Ha MHOKaPaa UK IEKOMIEHCHPAHA ChpASHHA HEADCTATLHHOCT,
EAEKTPONUTHH HAPYLUEHHA KATO XUNOKATHEMHS W XHNOMAIHEIMEMHUA YRCIHUABAT PHCKA 3a
WOKAUECTBEHU ApUTMUH K TpaOBa 1a OLAaT KOPUTHPAHH NIPEAM 3ANOURAHC HA JICHCHHCTO €
ccunTanonpam. AKo nanmuenTy cbe cTabiano cbpiacuno 3adoissanc ce nekyeat. nperaei ¢ EKT
CNEABA /12 C€ HANPABK NPE/IK 3aN0HBAHE HA NCHCHHETO,

AKO € NOABAT MPH3HALLM HA ChPACHHA APHTMHA M0 BPEME 113 ACUCHUETO ¢ ECLIMTAIONPAM, NEYCHHUETO
TpaGea na GbAe NpexpareHo U Aa ce nanpaed EKT.

3aKpUTORIBINA TIAYKOMA

SSRL BKIOYHTERHO SCLHTANONPAM MOTAT []a OKAXKAT BIMAHWE BLPXY PAIMEPa ha 3CHHIETa, BOACLLO
A0 muapraza. Toin MuapruaTiueH eekT MMa TOTEHUMAN Aa CTECHABA OMHHMSA BELIL. KOCTO BOAX 10
NOBMILEHO BETPEOHHO HANATAHE W 3aKPHTOBLIBIHA MNayKOMa, OCOBEHO NPH TIPEAPAIIONOKEHH
naunedTH. CIeoRaATENHO, ECUUTANONPAM TPAORA /1a ¢ HANOJI3BA C MOBHILEHD BHUMAHMC NpH
NalMEHTH CHC 3AKPUTOBLIBIIHA [NAYKOMA. MM AHAMHE3A 33 r1ayKoma.

4.5 B3iaumojaciicTRHE ¢ APYIH JEKAPCTBEHM NPOIAYKTH H APYIrd OpMH Ha BiauMoeiicTBHe
MapMaKoIWHAMHYNH B3aRMOIekcTBAR

UpoTHROINOKA3aHK KOMOUHALLAN
Heodpanmuwu necerexmueiu MAO-unxudumopu :
HMma cuobitenns 3a ceprosnu peakLiy Npy naluueHTH, npuemann SSRI B kombunaims ¢
HECENIEKTUBEH, HEOOPATUM MOHOAMHUHOOKCHAA3EH HHXHOWTOP (MAO-HIXUOUTOP). KAKTO W 11pH
MALUCHTH HACKOPO NpeKkpaTHaK npuema Ha SSRI v 3anounany nevenue ¢ raknsa MAQO-

MBEXUOMTOPH (BA. TOYKa 4.3). B HAKOM OT CIyHaHTE NALIMEHTLT € PA3BUIl CEPOTOHHHOR CHHIPOM

(B, Touka 4.8).

Ecumrtanonpam c nporusenokazas B komBuHaums ¢ vecenekTuBHU, neobpatummn MAO-

unxuBuropu. Jleuenuero ¢ ecuMTanonpam cnensa aa zanoune 14 avm chien npekparanane L
npuema na Heobparnmy MAO-uHxubutopu. Jleuenue ¢ necenekTHHMH, Heobparumun MAO- / -
WHXHOMTOPH MO3Ke 1 3aN0HHE Haf-paHo 7 AHM Chell NpexpaTaBane NPHEMA 1A CCUNTANONR :

Obpamn, cenexmusen MAO-A wixubumop (voxrotemno)
Mopaju pUcka 0T CCPOTOHMHOB CHHAPOM, KOMBHHUPAHETO Ha eciuprTanonpam ¢ MAO-A



HHXHENTOP KaTO MOKIOGEMHAL € NPOTHBONOKA3aHO (BK. Touka 4.3). Ako Takasa KOMOHIALIMA ©
JIOKa3aHOo HyxcHa, T8 TpalBa /1a ce 3anoyHe NPU HAl-HKUCKATa NPENOPhUBANA /1034 W 11PK
3ACHIIEHO KIIHHWYHO HafliogeHue.

Oopamun. necerexmugen MAO-A unxudumop (iuxe3o01u0)

ANTUOHOTHKDT IMHE30MKI NPEACTAaRARBA 0OpaTHM, heceaekTnaed MAO-A unxnbnrop v ne
TpabBa A& ce AaBa Ha NAIMEHTH, NEKYBaHK ¢ ecumTanonpam. B cayaii na weobxo;iumoct ot
KOMOMHHMpPAHE C eCLMTANONPaM, AHTHOUOTHKLT TPAOBA A2 Ce AaBa B MUHMMAJIHH /I03H W 11PH
cTporo knunuuHo Habmoaenue (Bxk. Touka 4.3).

Heotpanium. ceaexmugen MAQO-B uuxudumiop (ceneawint)

[pk komBuHKpare cbe cenervann (HeoGpatum MAQ-B HHXUGUTOP). ¢¢ HIHCKRA HORMILICHO
BHHMaHHE 10PA/IH PHCKA OT PAIBMTHE HA CEPOTOHHHOR cuHapom. Ceacruami ¢ Gui npuaaran
Bezonacho B n03a 10 10 mg/nen ¢AHOBPEMEHHO € PaLIEMUUCH LIMTAIONPAM.

Yowsawasane na QT wumepsgaa

He ca npoeeskranu GpapMakoKHHETHUYHU M (hapMAKOAHHAMHYHI TTPOYUBAHHA HA €CIHTAI01IPaM.
B KOMOMHAWMSA € APYTH NEKAPCTBEHH MPOAYKTH, KOHTO YAbTKaBaT

QT-vnrepsana. Harpyrnpgaul ce edekT Ha eCUMTANONPAM M TE3H NEKAPCTBEHH 1IPOIVKTH 1I¢ MOraT
na Gn1e 3knodeH. INopaam Tosa, NPOTHROMOKAZHE € €IHOBPEMEHHOTO TIPHAOKCHUC iHa
ECUMTANONPAM C APYIH NEKAPCTBEHN MPOAYKTH, 38 KOUTO € M3BCCTHO. UC MOJLAT /A ¥1h. 1KaRaT
QT-urrepsana, kato knac 1A W ({1 aHTHAPHTMUUHM NEKAPCTBEHH NMPOIYKTH. AHTHICHXOTHIH
(Hanp. GeHTHAZUHOBH NPOUIBOAHH, MUMO3W/L, XANONEPH/L0A), TPHLIMKITMUHHA AITYACHPecal Ty,
HAKOH aHTHMUKPODHW NEKaPCTBEHH NPOAYKTH (Hanp. cnappaoKCaLHH, MOKCH(IOK AL,
epHTpOMUUHK IV, NEHTAMHINH, 1eKAPCTBEHH NPOAYKTH 32 NEYEHIE HA MAJIAPKA, B YACTHOCT
Xaj10(aHTPHH) U HAKOW AHTUXWCTAMHHOBH JICKAPCTBEHH MTPOAYKTH (ACTEMUIO/N, MUKNIACTHH).

KOM6MHBUHH! MIMCKBALIHK NOBHINEHO BHUMAHWE [1DY V[](’)Tpeﬁg

Cepomonunep2utity tekapemaent RpoovERIY
FEnnospemennarta ynotpeba che CepTOHHHEPIHYHM JEKAPCTRCH M [TPO/LYKTH (HANP. TPamaiomn,
CYMATPUITAN M IPYTH TPHITAHK) MOKE 1a MPCAN3IMBMKA CEPOTOHHHOR CHHJIPOM.

Jerapemaeny npodVKIm, NORUNCAGUIN JbPYOGUS NPAC

SSRI morar na noHwxat repHoBHs npar, [penophunTeiHO € NOBMINCHO BHUMAHKC 11PH
YCNOPEAHO NpHAAIraHe Ha ApYry IEKAPCTBEHH NPOAYKTH, NOHHKABALLH hPUYOBKS 1Pl
(Hanpumep anruaenpecadTv (TpruuHkiiMuim, SSRI), HesponenTHUM (HEHOTHUASHIH, THOKCAHTEHH
1 OyTHPOPEHOHN), ME(DIOKBHH, DYIIPONHOH W TpaMaaon).

Humun, mpunmodharn

HMma cwobennn 3a yeunsade Ha edekTta npu eAHoBpemeHHa ynoTpeda va SSRI # 1utwii vau
TPHNTOMAH, MOPaAH KOSTO YCMOPEAHOTO H3noi3RaHe Ha SSRI M Te3n nexapereeHn NPoyKTH
TpsabBa na ce rnpeArnpHema ¢ MOBHILIESHO BHHMAHME,

M wimt KaHmapton

EauospemenHarta ynorpeba Ha SSRI W pactuteniu npoaykmv, chanpiaid st KanTapruoH

(Hypericum perforaiunt) Moxe 1a NPEIANIBUKA N10-BUCOKA YECTOTA HA HOKENAHU PCakiium (BK.

Touka 4.4). T

Xewopazu ,
TTpn komGuHMpaHe Ha ccuMTanonpam ¢ NEPOPATHK AHTHKOArYJIAHTH MOMKE 14 11ACThIM (1PO!



ecturanonpam (Bx. Touka 4.4). EaHospemennara ynorpea Ha necteponiiti
NPOTUBOBLINAIHTENHH CPEICTBA MOME /1a YBENMUM TEH/ICHIMATA 33 KhPBCHE,

Atroxod

He ce ouakeaT dapmakoaMHamMuuii WTH GaPMAKOKMHETHUIK BIaUMOACHCTRHA MEH Y
ecuMTANONpaM U ankoxo. KakTo rnpu Apyrd NCMXOTPOMHH NEKapCTBCHH NPoayKTH obare,
KOMOHHALIMATA € aNKOXOJ HE € NPENOPbLUHTENHA,

JlekapcTBEHH MPOAYKTH, NPEAMIBHKBAILH XHMOKANHEMUA/XKNOMArHe3HeMua Heobxommo ¢
MOBHILIEHO BHUMAHWE N1PH ¢AHOBpEMEHHaTa YNoTpeba ¢ NeKapcTBEHH NPOAYKTH. HILLYIIHPalH
XMMNOKATHEMHA/XUITOMAIHEIUEMHA, Thii KATO TE3M CHCTOSHUA NOBHILABAT PHCKA OT
LIOKAHECTREHH APHUTMHK (BXK. TouKa 4.4).

(DapM‘dKOKHHC'TH‘-IHH B3AHMOIACHCTEHA

[orauapane Ha dlapMaKOKMHETHKATA HA ECLIMTANONPAM OT APYIH JCKAPCTBEHU [IPOJYKTH
MeTaboau3MBT Ha ecuMTanonpam ce Mearupa ocHoslio o1 CYP2C19. CYP3A4 n CYP2D6
MOTAT CbLLO g4 HMAT OTHOWIEHHE KBM MeTaboninamMa Ha ccurTanonpaM, Ho B No-mMalika CTCICH.
MeTabonu3MuT Ha ocHOBHNA MeTaBoauT S DCT (geMeTHINpaH ecLHTanonpam) wiricxia
yacTHUHO ce KaTanusupa oT CYP2D6.

EAHOBPEMEHHOTO NPHAGIKEHHE HA ECLMTANIONPaM € OMenpa3on 30 Mg e/IHOKPATHO ,UICBIIO
{(nnxubutop va CYP2C19) noresxaa no ymepeno (npubsivsntenno 50%) yeennaenue Ha
NAA3MEHHTE KOHIKHTPAILWH Ha eclMTanonpam,

EAHOBPEMEHHOTO JIPHIOIKEHUE HA ECLUHTAAONPAM Che CHMCTHaMn 400 mg 18a nhtw uiesHo
(¥MepeHo MouLeH o611 eH3IHMEH HHXMOUTOP) 0REKAA 10 YMepeHo (ripubaniurenno 70%)
YBCIHUCHUE HA NAA3MEHUTE KOHLEHTPAUMK Ha ecuMTanonpam. [Tpenopnupa ce nosriicHo
BHUMAHHWE MPH NPUNAraHe Ha CCUMTAJIONPaM B xoMOUHAUKR ¢ LuMeTHARH. Kopurupane Ha
NozaTa MoxKe 1a Obiie onpasaaHo.

CnenosaTe/iHO, H3MCKBaA CE NOBHILEHO BHUMAHKE NP ¢AHOBPementa ynotpeGa ¢ CYP2C 19
UHXHBKTOPH (HaNpHUMEP OMENPA30I, €30MENPazon. (QIIyBOKCAMUH, NaH30NPaA30I, THKIOMHINH)
HIIH CHMETH/MH. B3 0CHOBA HA MOHWTOPHPAHETC HA CTPAHUUHUTE SPEKTH NPH CIOBPEMEHHD
JEUEHHE MOKE /13 Ce HANOXKH HAMAJIEHHE HA 103aTa SCLUMTANONPAM.

Edexr na ecuptanonpam BLpxy (rapMakOKHHETUKATA HA APYTH JIEKAPCTREHM 1IPO,1YKTH
Ecuvranonpav ¢ unxuburop na ensuma CYP2D6. Tpenopbuia ce nOBULICHO BHUMANKHC TIPH
CIAHOBPCMEHHOTO W3NOIBBAHE HA ECHUTANONPAM ¢ APYIH NEKAPCTRCHU NMPOILYKTH, KOUTO Ce
METabOAMIMPAT OT TO3M EHIUM W UMAT TECEH TEPANEBTHUEH UIACKC. HATIPUMEP (hicKaniua.
NPONaGEHOH U METONPONON (KOTaTo C& MINOIZYRAT [IPH ChP/IEUHA HE0CTATHHHOCT). HiH HAKOH
ph3nehcTRalum Ha LIMC nekapersenn nponykru. metabonusupartiu ce rirapno upes CYP2IDG6,
HATPUMEP AHTH/ICTIPECANTH KATO A€3UNPAMMH. KIOMHAPAMHH W HOPTPHIITHIMH MK
AHTHHCHXOTHUH KATO PUCTICPHIION, THOPHAGZHH W Xanonepuaosl, Moike 1a €¢ HallowH KOPEKLLHA
Ha ao3aTa.

EAHOBPEMEHHOTO IIPHIIOMEHHE C AEIUNPAMUH UM METOMPOJION ROW H R ABATA CiyUas /10
NBYKPATHO YBE/IHYABAHE HA TUIABMEHUTE KOHLUEHTpalMu Ha Teu ara CYP2D6 cyberpara,

In vitro npoyuBanus ChLLO TaKa NOKA3BAT, Y€ ECHMTANONPAM MOKE 1A NpeAn3euKa cilabo
uHxnbnpane na CYP2CI19. [penopkuea ce NOBHLISHIO BHUMAHKE 1P CIHOBPEMCHNIOTO

MPUIOKEHHE HA IEKAPCTBEHK NPOYKTH, KOWTO ce meTaboaniupar ot CYP2C 19

4.6 DepTHANTET, GDEMEHHOCT H KbPMeHe

Bpemennoct
ChluecTBYBAT HELOCTATHYHO JIAHHHW 34 [IPHIIATAHETO HA ECLIMTANONPAM 11PH GpeMCHHK e



[lpoy4BannATa ITPH JKHROTHU CA NOKA3ANK PENPOAYKTHEHA TOKCHUYHOCT (B, Touka 5.3), Ecumnrakon
HE 'I'pH6Ba Aa C& H3Noa3sa No BpCME Ha 6peMCHHOCT, OCBEH aKO e abCo/MOTHO HEOﬁXO,‘.lHMO H CamMo
CIICA BHHMATE/THA NPCLEHKA 338 ChbOTHOILUEHHETO pHCKfﬂOIl'Sﬁ.

Horopoaenute Tpabea na Guaar nabnionasand, axo mafikarta e npuemasna ECUnTakon 11pe3 KbCHHTe
eTany Ha GpemennocTTa, ocobeHOo npes TpetTHa TprumecTbp. Bruelannoto npekbesane na npyema
TpsbBa na ce W3BATBA NO BpeMe HA GpeMeHHOCT,

Cnentinre cumnToMu Guxa MoK aa ce HabilioAaBaT NPY HOBOPO/EHH. YHUTO MAHKH ¢ NPHEMLIH
SSRI/SNRI B KbCHHTE eTaru Ha OPEMEHHOCTTA: PECIIHPATOPEH AHCTPEC CHHAPOM. HHAHO3. ATHER,
FEPHOBE, TEMNEPATYPHA HECTADHIHOCT, TPYANOCTH NTPM XPAHEHE, NOBPBLLIANE, XHIOTIHKEMHS,
XHMEPTOHHA, XHNOTOHUA, XUNEPPIEKCHS. TPEMOP, HEPBHOCT. pasipa3HHTCIHOCT, ACTAPIHE.
NOCTOAHEH IUIAY, COMHOJIEHTHOCT, 3aTPYAHEHO 3acriuraHe. Tein cCHMITOMM OHNA MOITTH 18 ¢ JibJlKar
Ha CCPOTOHUHEPIHYHU e(PSKTH WIH CUMITTOMM Ha OTHEMAHE. BB GOMUMHETROTO OT ciyuaure
YCJIOMHECHUATE 3aN04BaT BEAHATA MITH CKOPO (<24 uyaca) cnes pasknaHeTo.

Bk 0cHOBaA 1a 1aHHK OT eNWAEMHONOTMYHE IPOYUBalvg C¢ cunTa, Ye ynotpebara na SSRI no speme
Ha GpeMennocT, 0coBeHo Mpu KbeHa GPeMEHNOCT, 61 MOFIA 12 10BENEC 10 YREIHUEH PHUCK OT
lepercTrupania 6enoapotna xunepronua npu Hosopoaerute {PPHN), Habmonasanusr puck e 6un
npubamnsutento 5 cryvas pa | 000 Gpemennocty. B obuwara nonynauus ce naGmonargar | 1o 2
cny4as Ha PPHN na 1 000 SpemeHnocTy,

Kuvpumene
Ouakea ce ecLIMTANONPAM 14 CE KCKPETHPA B KEHCKOTO MASKO,

CHCIIOBETSHHO., HC CC MPEenOpBYBA KEPMEHE MO BPEME HA JICHEHHETO.

DeprranTer

Haninte npu KHBOTHH ca NOKA3ANK, He ECLITANONPAM MONKE /14 1OBJIMAC KAYCCTROTO HA CIICPMATA
(B, TOuKa 5.3).

Cwhofiuenmna npu xopa ¢ nakon SSRI noka3sat, ue epeKThT BLPXY KAYCCTROTO HA CHEPMATA €
obpatum. o To3 MOMEHT He e HabNoaBaHO RIMAHKE BhpXY EpTHAMTETA NPU NOpa.

4.7  EdexTH BLpxy cnocobnocTTa 32 modupane 0 pabora ¢ MAWKHHY

Bunpekn ye eciivranontpam e nokasai, 4e He yBpe:k1a HHTENEKTA M ICHXOMOTOPHKATA, BCCKH
NICHXOAKTHBEN JICKAPCTBEH NPOAYKT MOKE /14 3aCEIHe NPCLeHKaTa KK yMeHuaTa. |latmenture
TpsbBa J1a ce Hal.M04aBAT BHAMATEIIHO 23 NOTEHUMAIEH PHCK O MOBIMABAHE HA CHOCOGHOCTTA 34
wioHpane 1 padoTa ¢ MalLWHH.

4.8 Hexenann JJeKApCTEREHH Peakuuy

Hexenauure JIEKAPCTRCHH PeaKkilvK Cca HAH-YECTH npe3 NbLPeaTa KK BTOPATA CC/(MHILE OT JICHEHHETO
1 00HKHOREHO HAMANABAT NO HHTEHIUTET U UECTOTA NPH NPOABLIIKHTCING JICHCHHL,

TaGanueH CNUCHK C HEKEIAUUTE PEAKIIMK
Hexenauure nekapeTBeH peakumu, uisecTHy 2a SSRI W Cchino raka J0KMa1BANN 3a CClMTAnonpam

OT N1aEeGO-KOHTPOIIMPAHH KIIMHUYHK NPOYHBAHUA WK KATO CHOHTAININ [IOCT-MAPKCTHHIOBH oz
CHLOMTHA ca M3DPOEHN NO-10JEY 110 CHCTEMA OPraH KJIAC M YCCTOTA.

HecToTHTE ca BICTH OT KIMHMYHK NIPOYYBAHUA, TE HE ¢a NAauebo-KopHIHpaHH. .
HectoTuTe ca AeUHHpaHH KaTO: MHOTO YecTH (> 1/10), uectu (> 1/100 1o < 1/10). ucqcmj
000 10 < 1/100), pearu (= 1/10 000 ao < 1/1 000}, muoro peaku (< 1710 000). man ¢ HCW3RE



4ECTOTA (OT HANTMYHKTE NAHHKM HE MOKEe 12 Ob/i¢ Hanparena oueHka).

Cucrtemo-opranna kaacudpuranns YecToTa ~ Hexeaan Qd)CKT ]
HapyuieHua Ha kpuaTa M numdHara C menzgecTHa Tpom60ul7fonf:nm -

__CHCTeMa yectoTa | -

_Hapywenna na umyHnara cuctema Peakn AHa([)maK Fuuna pcauuum
Hapymenna Ha enjiokpunnaTa cictemMa | C neuzeecTHa | HeajackBaTHa cekpeLlMs Ha

- Heerora AHTUANYPETHHHHA XOPMOH .
Hapywenna na metaGoanima u YecTh HamaneH anetur. yre;imucH
XPaHEHETO ANCTHT. YREJIMUCHIQ TCrIIQ )

Heuecru Hama,lcuo TEI 0 -
Peaku _ XMI]OHH'IPHEMHSI dllOpLix(.H;I
lcuxuunmn Hapylienns Yecry Tperosknoct. 6E3n0KOACTRO,
alHOPMEK ChHMIIEA, HAMAJIEHD
JHGHI0
Keta: aHopramug ]
Heuectu bpvmmnm afl\nmpanuur
HCPBHOLT NAHHYCCKH HPUCTRIL,
) | ofinpranoct ]
Penkn ArpecHs, 1elltpCUH¢UlHﬂllHﬂ
XALOIIMHALKH o
C HemzeecTHa Matius, CYHLN, W mwuu
B ueeTaTa CYHILMAHO NOBCACHHE -
Hapywenns na vepBHara cnerema Muoro vectn "nagobonme ' _7 - 7*
HecTu HHCOMHHA. COMIQLICHTIIORT.
3aMasHoct. Napeciesns. 1Ipemop |
Heuecru BKyCORW HAPYILICHHA.
_Pa3CTPONCTBO Ha ChLid, cuiikon
Peaxu CepoTOHMHOB CHIpom
C HeuzpecTHa Jluckunesua, aguratenno |
YeCTOTA PAICTPOHCTRO. KOHRVICHH,

L B IIEHXOMOTOpHA B30y 1/ aKaTHing
HapyuICHHﬂ Ha oumTe | Heuectw | Muaiprasa, Bisyaiuig napyniciing |
~Hapyuienua na yxoto u J‘IaﬁHpHHTa Heuecrw ‘ Tunwrye o
Cupaeyunn napyueHus | Hewecrwm B Ta\nxapﬂnﬂ ]

| Peakw | bpasmkapans
C HemzpecTHa Yabirken Ql—mncmau na EKI.
ueeTOTa KaMepHa aPHTMHA, B WOUUTCIHO

o o ) | Torsadc de Pointes
Ch/10BH HapyLIeHNs C newssectia | OprocTaTiuia Moo

_____ HeCTOoTa S
Pecrivparopuu, rpwaHu v Yeern Cuuysur, nposanalie o
MEIMACTHHATHMW HADYLIEHUA Heuectu Enucrakewe 77;71
CroMawHo-HpeBHH HApYileHNA MHOro yegTH lanenc ) |

HecTu Huapm 3anex. ﬂOprHlaHe
cyxora B ycrata o
Heuectn CromalliHo-upchtin \moparmu
(BKNKOMHTENO PCKTAIIHA
i XeMoparuis)
Xemarobu/inapHu napyuicHus C newzsectia XenaTur, OTKAOHCINT B
HECTOTA 4EpHOAPODHATA (hyHKINA -
Hapyuienmns Ha koxaTa W nojIKoxHaTa YecTy YBenuuero norene




Cucremo-opranna knacHpurannsn HecroTa Hexeman eekT

b e - -

ThKaH Heuectu Yprukapus, anoteHms. 06 HpHB,
npypuTyC e
C HenzBecTHa ERXAMO33, AHMMOEACM
T YecTOTa e o
HapyiieHns Ha MyckyJIHO-CKeneTHara Yeeru ApTpaNIus, MHAIIHH
| _CHCTEMA M CbEMHWTEIHaTa ThkaH | -
HapyueHus va 61L.6penmre v &‘ C HeniBecTHa PeTenimg na ypuuata
MUKOUHKUTE MHTHLLA ueCToTa o R
Hapyulenna ha Bw3npoH3BOAMTENHATA HecTw Maxe: LﬂK)ﬂallHOHIIH
CHCTEMA M Ibp/laTa L | HADYLIEUHS, HMIIOTENTHOET
Heuecru Kenn: merpoparns., \1Lli(1pdl s
C newssectia | l'anak rope_ﬂ_ B .
S YeCTOTA Muke: npranssm
OB HapyLIeHUs W eheKTH Ha YecTn Ymopa nupemml
MACTOTO HA NPUIOIKEHHE THouweorn | Eacw - -

"Taan cuBuTHA ca J0KNAABAHM 32 TepaneBTHLHUA Kac Ha SSRI.
s
“Ciyuan Ha CyMLMIAHH MUCHH H CYAUHAHO NOBEACHHE €A QOKAABAHMW N0 BPEME HA JICYEHHE ¢
ECLIMTANIONPAM MIIH CKOPO CJIG TIPEKPATABAHE HA NEUEHWETO (B, ToUKa 4.4),

Y avakasane na QT-vuTepBana

o RpeMe Ha HOCT-MAaPKETHHIORWA NEPHO/L €a OKNAABAHM CIIyHaH Ha Yhkarane na QT wHteprasa
W KamepHu apurMuu, Britountenio Torsade de Pointes, npeianMHO NPH HAIKCHTH UT JKCHECKH NON.
CTPAJALlK OT XHITOKAUIHEMUS WK C NPEALIECTRALLO Y/IbIKABAHE HA

QT-uHTepsana 1M Apyru chpaeunn 3abonasanusa (B 1.4.3.4.5.4.8.4.9 1 5.1).

anem HONOTUUHN NTPOYUBAHKA, TIPOBEK/IAHM [IABHO NP NAIMCHTH HA NETACCCTIO IMINIHA BL3PACT
HiIW [10- BLIPACTHH, NOKA3RAT YBEAUUCH PUCK OT KOCTHU GPAKTYPH NPH naieHTh, IIpHemany SSR1 v
TPUUMKIHUHHK aHTHAaenpecanTH (TCA). MeXaHWIMHTE, BOACULK 10 TO3M PHCK CA NCHIBCCTHH,

CUMNTOMH Ha OTHEMAHEC NMPU CTIHPAHE Ha ACHEHHETO

[MpexbenaneTo na SSRIZSNRI (ocobeio, KOraTo To € pasko) o0uHafino RO 10 CHMIITOMK Ha
OTHEMAaHE. 3aMafAHOCT. CEHIOPHH HAPYLHEHHA (RIJIIOUHTENHO MAPECTE3MA M YCELILANE 3a CNEKTPHHECKH
IIIOK). HapyUI€HUA Ha ChHA (BKJHOHHTE.H HO HHCOMHMA HNH MHTEHIUBHO C'thBaHC). AWHTHPAHOCT WU
6e3noKOCTRO, raaecHe WHUNY NOBpPLLLAHE, TPeMOp, 00bLPKaHOCT, NoTene, raredOIHe. tHapua.
nanATallMd, eMOIHOHANHA HECT&GHJ!HOCT, Pa3ApazHHWICIHOCT H BUIVAIIH pa';c;'rpoiicma ca Han-
yecTo foknaasanute peaunyt. Hakbi-obwo Tean cubntig ca neky 10 YMCPEHY W CAMOIATHXBANIH, HO
NPH HAKOW NALKEHTH Te BUXa MOMK Aa OBIAT TEKKH WA npoabkuTentu. Llopaaw Tosa ce
NPEIOPBLUBA, KOTATO HYXATA OT JIEUEHHE ¢ eCLMTANIONPAM OTNAIHE, a4 C€ HIRBDIIK IOCTEREHHD
CMMpaHe upes HaManaBaHe Ha jo3aTa (Rk. Touka 4.2 v 4.4).

ChobuEpane Ha NOJOHPaHN HEXENAHH Peakuny
CHoBIABAHETO HA NOJO3UPAHH HEXKENAHH PEaKIIMK CNen pazpeitaraHe 3a ynorpeda Ha NekapcTreHNA
fIPOAYKT ¢ BaXHO. TOBA 1IO3RO/ABA A2 NPOABLIXKH HAOMIOAEHHETO HA CHOTHOLICHHUCTO 11()13a/PHCK 32
NeKapcTBEHHS NPOAYKT. OT MEAULIMHCKHTE CNEUMATHCTH CC WIMCKRA Ja choDianar peaxa
110/103HPAHA HEHENAHA PEAKUME UPEs:
M3nLannTenya arcHiMs no Jexkapereata
yi. Jdaman T'pyes™ Ne 8

1303 Codua

Ten.: +359 2 8903417

yebealit: www.bda by




49 Tlipexosupaune

TokcHutocT

KNHHU4HUTE J1aHHY 33 Npelo3HPaHe Ha ecuMTanonpaM €a OTPAHHMSHH U B MHOI'O CHYYAN BIIKOYBAT
CAHORPEMEHHO 11Pe103UpatS ¢ ApYrH NekapeTea. B SomuuicTROTO OT ClyyanTe ¢a 0Ki1aABaHH ICKH
CUMITTOMM WJIH JIHIICa HA cumnTomH. DaTantin ciyuan Ha Npeto3upanc ¢ celMrailonpam ca oI
PAAKO AOKNAABANK, B CAYHAH HA NPEO3MpaHe cama ¢ ecurranonpam: SONILIHHCTROTO OT CAYHAHTE
BK/IO4BAT SHORPEMEHHO NPElO3UpaHe ¢ APYTH fekapcTreny npoayktv. Jlosn mexay 400 v 800 mg
E£CUMTANONPAM NPKETY 0e3 Jpyry NEKapCTBa, HE C8 NOBENH J0 TEHKKH CHMIITOMMH.

Cumaromu

CHMITOMHTE NPH ACKIANBAHUTE CIYYAH HA NPEA0IMPAHE € SCLUTAIGIPAM BKIOMBAT ILTARHO
CUMTITOMH, CBBP3AHI C UEHTPANHATA HEPBHA CHCTEMA (OT 3aMasHOCT. TPCMOP ¥ KW IHPAHOCT /10
DC/1KH CAYYAH Ha CEPOTOHUHOB CHHAPOM, KOHBY/ICHH M KOMA), CTOMAILHO-HPEBHHA TPAKT (Fajaene,
HOBPBILAHE), ChPASHHO-CHAOBATA CHCTEMA (NHTIOTEHIHA, TAXHKAPAHS, Vb Brasane na QT-
MHTEPRANA W APHTMHA)} ¥ HAPYIABAHE €NEKTPONUTHO-CONERHA Bananc (XHIIOKANCMHu,
XHOOHATPHEMHA),

Ynpasnenve

HﬂMa CllCI.lH(bH'-it‘:H aAHTHAOT, HGOGXOH,HMO € 12 CC BBb3CTAHOBAT H NOILPAAT JAUXATCIIHUTE NMbLTURLA,
/12 C€ OCHMI'YPH aACKBATHO KMCIopoaHo cHabassane i pecnupatopHa QvHKLMA. [la ce npeuenn
HCOﬁXO;‘]HMOC'Fl‘a OT HANON3BAHE HA AKTHEREH RBIJIEH U CTOMALHHA I'lpOMHBKa. (,'Jle,'l llepopaJleH IIpHEM
TpAORa Ja ce HANpaBK CTOMALLHA TIPOMUBKA NPW MbPBa BHIMOKHOCT. [Ipenophusa co v
MOHHTOPHPBHC Ha CBPHCHHHTe M KHU3NCHUTE NOKAZATECAH yC[lOpCJlI!O c 06111HTC CHMIITOMATHYHH
NoAALPKALUM MepKH.

[Tpenopbumntento e EXI™ B cnyuaii Ha npenozupatie npH NaiMENTH ChE 3aCTORNA Chp/1ctHa
HEZOCTATHYHOCT/DPAMAPHTMUM, NPH NAUMEHTH NPUEMALLH CAHOBPCMCHIIO JIEKAPCTRA. KOHTO
yabmkasar QT vureppana wiaM nNpy nauMeHTH ¢ NPOMEHH B MeTabo/In3IMa. HAanp. HCpHO, 1PobHO
YBPEHKAAHE.

5.  ®APMAKOJOFrHYHH CBOMCTBA

5.1 dapmakoHHAMHYEH CBOHCTRA

(DapMaKOTepaneB'quna 'pyna: aHTHACNPECANTH, CENCKTHBHH HHXHGH’I‘OPH Ha ()Gpﬂ'l‘HO'I‘O 3axsallaHe
na cepotoruta, ATC-kon: NO6AB10

MexanvabM Ha aeiicTBUE

Ecugranonpam e cefexTiBen HHXRBHTOp Ha ofparioTo noemane Ha cepororiia (3-HT) ¢ sucok
aQUHATET KbM THPBHYHOTO MACTO 32 cabp3sane.'C | 000 nbTH no-HuehK adMiuTeT Toil Chilo ce
CBLPIBA ¢ ANOCTEPHUHOTO MACTO 33 CBLP3IBAHC HA CCPOTOHHHOBHA TPAHCROPTCD.

Ecuvranonpam misiMa unu npuTekaea cnab aQuuHuTeT COpamo peania peuenTopi BRIBOUHTEIHO
SHT A, 5 HT,. DA D) 1 D peuentoph. o-. t- - K B-anpenopeuenmopute, Xuctamunonnre H,
PELEITOPH, MYCKAPHHOBUTC XOJNHHEPFHUHK, GCHIOAHAICIIMHOBUTE H ONHOMAHHTC PCileIr mp/ i

WHxuBupaneto Ha obpaTHoTo noemate Ha 5-HT e eAHncTBCHNAT MEXaHHTHM 11 JICHCTBHE, ,
obacHABANL (JAPMAKONOTHHHUTE H KIHHWYRY eDERTH HAa ECUMTANMNIPAM,



QrapmaKoaMHaMKu4Hy eheKTH

B ento agofino enano, nnauebo-koHTponupano npoyusave ¢ EKI™ npu 3apasy uhiKHBUAW, NpoMSHATA
B wixoaHoTo Hueo Ha QTe (Fredericia kopekiusa) e 6una 4,3 ms 90% Cl: 2.2.6.4) npu 1o3a 10 mg
aesno v 10,7 ms (90% CL: 8.6,12.8) npu nan orpesienenara TepancaTuyHa 1o3a 30 me IHeBHO (B3,
Toukn 4.3,4.4,4.5. 4.8 n 4.9),

Fotm denpecusen enmizo0

YCTaHOBEHO €, Ue eCUMTAI0NpAM € eDEKTUREH NPM JCUEHHUE HA FOAAM [IEHPECHBCH CITAI0 B OCTPATA
haza B TPH OT YETHPH JABOAHO~CNIENH. NNANEOO-KOHTPONNPAHK KPATKOCPOUTIH (B-CeAMHUIIH)
npoyysanus. B Ak1rocpoHHO 1poy4Baie 3a NPeAOTBPATABAHE HA PCIMAMB 274 NAIMCHTI, KOUTO ¢a
OTFOBOPHIM HA NEYCHHETO MO BPEME Ha HavaninaTa §-ceamMHYHa ()a3a HA NEYCHUC B YC/IOBKATA HA
OTBOpPEN ONMT ¢ ecuTasionpam 10 unu 20 mg/new, ca cayvaino noa0pann /la npoiis, 1Kar TepanuaTa
CBLC CHLUATA A03a eClMTANOIPaM WK ¢ Nnaucho 1a nepnoa A0 36 cenmuipn. B Tosa npoyusane npu
NAHEHTHTE. APOALILKHAN A NONY4HaraT eCUMTAIONpamM, C€ YCTAHOBARA 3IHAHKHMO NO-1LJVLI HHTEPRAN
OT BPEME NPEAH HACTBNBAHE HA PEUMAMB NPE3 CASABALWTE 36 CEAMMILIA CIPAMO TCHU. 110/1YHaBAIIH
nnaueto.

Coyuatno mMpegoICHO PAa3Cmpolcinigo

Ecuvranonpam ¢ nokasan cexTHBHOCT KAKTO 11PH TPH KPATKOCPOUHH (| 2-Ceavmuiin) HpoyuBanns,
TAKA W NMPH H-MECEMHO NPOYYBAHE 33 NPEACTEPATIBAHE HA PELIMAMS 1IPH NALUCHTH ChC COUMAITHO
TPEBOKHO pazcTpOHCTBO. YCTAHOBEHA € ed)em'm{HOCTTa wa 5, 10 v 20 mg ccumtanonpam npu 24-
MECEHHO NPOYYBAHE 3a ONpeleNtHe Ha J034Ta.

[leneparyzupaig mpesoscno pascmpoiemao
Ecuuranonpam B 1034 10 1 20 mg/aHeBno € eekTHBCH B UETHPH OT HETHPH 1L1A1eDO-KOHTPOIYPAHW
(TPOYUBAHUS.

B3 oBobiucHuTe JAHHK OT TPH NPOYUBAHKA ChC cxo1eH avzaitn, srousaind 421 nanwmenTa,
NpremMany ecuxtanonpam 419 naunenTa, npuemanu niauebo, Ha TepanuaTa ca OTIOROPHIH
choTBeTHO 47.5% 1 28.9%. a 37.1% 1 20.8% CHLOTBETHO Ca J0CTHI AN pevucua. Tocroancn edekr
¢ Oun nabnonasad ot ceammua 1.

[ogabpikare Ha edlekTHRHOCTTA Ha ecuuTanonpam 20 mg/aHeBHo e leMoneTpupana B 24- 10 76-
CEAMUYHO PAHOMH3HPAHO NPOYUBAHE 32 NOATbPKAHE HA ehEKTHBHOCTTA NpH 373 NALMEHTA. KOUTO
€4 OTTOBOPHIIM HA TEPANUIATA MPe3 MbPEOHAYANHOTO |2-CeIMAYHO IEUCHHE NPH OTROPCHO
npoy4BaHe.

OBcectsia-ROMRYICUBHO PAICTIPORCINGO

Mpu pasaOMU3IKMPaHO, ABOHHO-CAMIO KIUHKUIO ipoyusane 20 mg//icil ccurrajionpasm ¢ Hokasal
painnka ¢ nianebo no Y-BOCS o6 ckop ciicn 12 ceamuum, Caen 24 ceamuny xawto 10, Taka v 20
ME/NeH CCUNTANONMpPAM NEMOHCTPHPAT NPEAMMCTRO B cpaBHeHHE ¢ niaancho.

MNpenoTepatasaneTo Ha penanc € Guno aemoncTpupano 3a 10 # 20 mg/aHeBHO cClUTAIONPaM NpU
HAHCHTH, KOUTO €4 PCArdpaiy HAa eCLUMTAIONPaM Npe3 | 6-ceAMHYHO OTKPHTO NPOYHBANE W KOHWTO Ca
NPOILIKHIN YUACTHETO CH B 24-CeIMHUHO PatIOMH3KPAHO, BOHIO CAAN0, NAdLehO KOHTPOIIMPARG
MPOYUBAHE,

5.2 DapMaKOKNHETHUYHH CBOICTRA
Abcopbums

ABcopbuMAaTa € NOUTH TILAHA M HE 3ABHCH OT NpHeMa Ha XpaHa (CPeaNO BPEMETO j10 A0C
MAaKCHMATHHU KOHUEHTpPalKK (cpeano T,,.) ¢ 4 yaca ciiel MHOTOKPATHO NPUIOKCIHNHE). K
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PALEMHYHHSE UHTANONPaM, abcooTHaTa BHOHANHYHOCT Ha ECIHTANONPAM CE DHAKBA /14 € OKOJIO
80%. |

Painpeanencnue ;
ObembT Ha paznpenenenue (Vyp/F) cnen nepopaﬂno npunokenue ¢ okono 12 10 26 1/kg,
Cebpiraneto ¢ nnazmennTte npoteuHuy e noa 80% 3a ecuvranonpam W HEroBMTE METabOAHTH.

buoTpascopmanng

Ecuuranonpam ce meraBonnsnpa B 4epHUa Apod 10 AEMETHAHPAHH W H-1EMETHIHPaHH
meraboantn. M npata metabosnra ca dapmarxonornyno aktieun, OCBEH TOBA A30THT MOMC 1 Ce
OKHCIIHN 10 MeTabonuTa azoTeH okne. M ocHoBHOTO cheliMHenne, U MeTalonHTHIC Ce excKpeTHpaT
HaCTHHHO NOA GopMaTa Ha ITKOPoHHAH, CIe] MHOMOKPATHO A0TUPANE CPEUIHTE KOHIICHTPALIWH Ha
AEMETHAMPAHHUTE W AH-JCMETUIHPAHK MeTabonHTH ca 00uKHOBeHO 28-31% u < 3%, cnaTReTHO OT
KOHILIEHTPALIMATA Ha eclUTanopaM. buorpanchopmallvaTa Ha ecLUHTAROTPAM 10 JICMETHIHPAHHR
merabonut ce Meauupa npeaumie ot CYP2C19. M3recTen npunoe morat j@a umat v CYP3A4 u
CYP2De.

f_-,nuMMHai.monHuﬂT MOAYKHUBOT (L),25) Cllea MHOIOKPATHO A03MpaHe € 0koNo 30 uaca 1 nepopaninaT
nhasmeH KHpbHe (Clog) e oxono 0.6 L/min. OcHOBHKTE METAOOIHTH MMAT 3HAMUTEIND NO-Ab/1bI
noayxusoT. CHnTa ce. e ecLUMTaIoNpaM ¥ OCHOBHHTE METAGONNTU Ce CIMMKHHUPAT KaKTO Mnpes
uepHHs apol, Taka ¥ upes GLOpeunTe, KATO OCHORHATA HACT OT N103aTa CE OT/ACAN N0/ hopMaTa Ha
MeTabonuTh ¢ ypHHara. '

JluuedHocT

DapMakokrHeTHKATA € ruHeapHa, CTALMOHapHHY NIA3MEHH HUBA CC JOCTURAT 33 OKoAo | ceamuia.
Cpesinnte crannonapuu masMern koulentpaunu ot 50 nmol/L (epeano ov 20w 125 nmol/l.j ce
AOCTHrAT Npy AHeBHa 1o3za or 10 mg.

{laumeHTH B crapuecka B13pacT (> 635 roamnu)

EcuMTanonpaM N3rneaaa e eliMMUHUpa no-0aBHO NP NaIMEHTH B CTAPHECKA RLIPACT B CPaBHEHHE
¢ Mnanu uHaneuan. Creremuata ekcnosnuns (ALUCY ¢ ¢ okono 50% 110-BUCOKA NPH RBIPACTHH B
CPABHEHHE C MNAM 3Apasi 106POBONLIA,

Hapyuiena seproapobna ryHKis

[Tpu nauueHTH ¢ Neka 1o ymepena YepHoapotha HenocTathuHocT (Child-Pugh knacudukanisa, rpynu
A 1 B), nony-#uBoTHLT Ha ecuuTanonpam e 6un npubanInTenno ARa I1LTH HO-h/ILIL 8 CKCMOIHLMATA
¢ okono 60% 1o-BHUCOKA, OTKONKOTO MPH cYOEKTH C HOPMaTIA YEPHOIPOGHA Y HKIMS (RH. TOHKA
4.2},

Hapyuwiena 6x6peuna GpyHkuma
Ipu panemuuHus inTanonpam ce HaGMIOAABAT MO-ABLJADLI MONY-IKHBOT U MKHHUMAIHO YRCAHUCHHE HaA
EKCNO3MUMATA NIPU NALMEHTH ¢ HamaneHa 6uopeuna dynruus. (Cl, 10-53 ml/min). [rasmenure

KOHLICHTPALHKHK Ha MeTaboanTHTE He ca NPoYYRaHK, HO MoraT fa 01,1aT noBMItCHK (R, Touka 4.2),

Noanmopdribu
YeranopeHo €. ue cnadu metabonuzatopu no otuouerne Ha CYP2C 19 umat aBa nhTH No-RAC
I1A3MENHH KOHUEHTPAHMK HA SCLWTASIONPAM, OTKONKOTO MolHHTe MeTabonwiatoph, te e
HaGAIONaBAHA THAYMMA NPOMAHA B EKCIIO3MILMATA NPH cllabu MeTalonn3atopu o onmmeig-

CYP2ZD6 (rx. Touka 4.2),




53 IpeakanuuuHn gauHn 3a He30NACHOCT

Hee MPOBEKAAHA 11AM0CTHA KOHBEHUMOHA/THA CXEME OT NPENKINHHYHY MPpoyH4Raling ¢
ccunTanonpam, ThH KaTo 00eAHHABALLMTE TOKCHKOKHHETHUHH H TOKCHKOIOTHMHK [povysatHa ¢
CCRMTANIDNPAM W LWTANI0NPpaM, NPOBCACHY NPKY RIEXOBE, €A NOKA3ANH CXOACH HPO(J)H.‘]. o 1au10
usnara HHCI)OPMallHﬂ 3a nMTajgonpam MOoKe la 6'[:}16 CKCTpanoavpada KeM CCLUTAIONPAM,

ITpK cpaBHUTENHY TOKCMKONOTHHHK NPOYMBAHHA C NTBXOBE, ECIWTANIONPAM W IIMTAIONPAM ¢a
HPEAH3BHKANW KAPAHOTOKCHUYHOCT, BRIIOYHTENHO 2aCTOHHE ChPACHUHA HEJOCTATHUHOCT, Ce/l
NPOBENEHO JIEHEHHE B TTPOBIIFKEHHE HA HAKONKO CEAMKLHN KATO ¢a HINO/3BARK I03HPORKH. KOHTO
Npenn3BHKBAT W 001La TokeHuHOCT. Hlarnexkna, ye KapaMOTOKCHHHOCTTa KOPCINPA ¢ 1IMKOBHTE
MEa3MEHH KOHILEHTPALIHH, OTKOAKOTO ¢be cUCTEMHO KWaaarane {AUC). TTukoeuTe 1L1a3Menn
KOHUEHTpaLMHK 1Ha HUBo Oe3 edekT ca HaAXBEPIATH (8 MbTH) TETH, AOCTHIHATH 1IPH KAMHHYNA
ynorpeba, nokato AUC 3a ecumranonpam ¢ Guia cama 3 10 4 NbTH NO-BHCOKA O WL IATAHETO,
AOCTUIHATO NPH KIWHWYHO U3Noa3BaHe. 3a untanonpam AUC- ctoliHocTrTe 3a S-cHatTuomepa ca
6unm 6 20 7 IBTH NO-BUCOKK OT W3NAraHeTo, JOCTHIHATO NPy KIMHKWYHO Kn3nomzeave. HaxoakuTe ca
HAR-BEPOATHO CBLP3aHK C NPEKATEHO BAHAHHE BLPXY OMOFEHHHTE aMHHHK, T.€. BTOPHUUHIO Ha
NbpRUUHKTE QapMAKONOTHHHI ePEKTH, KOETO ODYCNABA XEMOAHMHAMUYHE SPEKTH (DL 1Y ILUPAHE HA
KOPOHAPHHA KPLBOTOK) H HCXeMUA. TOUHHAT MEXAHKH3LM HA KAPAHOTOKCHHHOCT HIPH 1ILXOBE obauc
He e AceH. KNWHUUHHAT ONUT ¢ UHTANONPaM K ONUTBLT OT KIHHHYHKY HIPOYURAHWS ¢ CCHMTANIONPAM HE
NoKa3sa. He Te3IW HAXD/IKH MMAT HAKAKBA KJIMHWYHA Bpb3Ka.

[py npoBeciane Ha NEUEHKE 33 NO-IULIIH NEPHUOAH C CCLMTAIONPAM W IWTAIoNpam ¢ HadNAaBaAHD
NOBUILEHO ChAbPHAHHE Ha HOCHONUIUAN B HAKOW TEKAHW KaTo 6an Apob. ennamaum n vepeH pob
Ha Nbxoke. HaxoakuTe 2a enMIUARM # YepeH apod ca HabnoNaRaHK NPH MU3NATaHC CXOAHO C TOBA Y
yorek. EdexthT e obpaTum cnen npexpartagade Ha fcHeHneTo, [1pu KUBOTHH € HABAK,1aBAR0
narpynaane Ha octhonnimnan (ocdornnnaoia) npu ynorpebara Ha peanua KaTHonHW amfudunny
meankameHdTi. He e uagecTHo aany Tozu GeHomMen ce Habilonaga v npu xopa.

6. OAPMANEBTHYHUA JAHHHA
0.1 CnHuchLK 1a TOMOMEUTE BEHIECTBA

Ecumnrakon 10 mg dpunmupaiin rabnerku

Coupyesuna na mabaemeana

JlakTo3a monoxuapar

Konouaen He380/1CH CHITHILMER AHOKCH,L
Kpockapamenoza HaTpu#

Kapmenoza

[Tpoaunranar

Tank

Marwezuer cTeapar

Obauara

Xunpomenosa 6cP (I 464)
Turanon avtokera (I 171)
Makporoa (PEG 400)

6.2 HechBMECTHMOCTH

Henpunoxumo,




6.3 Cpox ua roauect

3 roannm

6.4  Crneunaann yc/0BMA HA Chxpanenne
He wznckBa cneynaitu YCNOBHA HA CBXpPaHEHKE.
6.5 Bua u chAbpaanye HA ONAKOBKATA

Ecuutakon 10 mg dunmmupann tabnerku ce octasa B Alu/Alu 6auncrepu. chanpaanin 28 win 30
TalNeTKH, NOCTABCHU B KAPTOHEHA KYTHH C JINCTOBKA,

He BcHuky BURoBE ONakosku moraT na 6waat nycuaTu B npojaxda.
6.6 Coennajidn npeanaiun Mepkd npH wixpbpaade n paboTa

Hama cneunantivi MIMCKBAHKS,

7. NPUTEXATEJ HA PASPEIMIEHUETO 3A YTIOTPFBA

OAPMAKOHC AL

6yA. ,.Iletio K. flgopos™ Ne 44, er. 1

Codms 1164

Buiirapua

8. HOMEP{A) HA PAZPEIUEHHETO 3A YIIOTPEBA

Perncrpannonen Ne

9. NATA HA IThPBO PAIPEIABAHE/MOJAHOBABAHE HA PA3PENIEHHETO 3A
¥IIOTPEEA

Hata Ha nwpro pa3speulaBane;
JlaTa Ha nocneaHo NoAHOBABANE:

10. JATA HA AKTYANTHW3IUPAHE HA TEKCTA

14/2G20




