KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. UME HA JIEKAPCTBEHHUA IMTPOAYKT

Ecobesn 10 mg ¢unmupanu tabieTku
Essobel 10 mg film-coated tablets

‘,/O/u O&GI”
- 6 Y666

Besika pmnmMupana Tabnetka chabpxka 12,775 mg ecuuranonpam okcanat (Escitalopram m‘éfﬁ:&%fa‘@m
aKTUBHO BEIIECTBO, ekBUBAIeHTHH Ha 10 mg ecumuranonpam (Escitalopram).

2, KAYECTBEH U KOJIMMECTBEH CbCTAB

[ToMOILIHO BeleCTBO C H3BECTHO AEHCTBHE: JTakTO3a MOHOXMApAT - 51,70 mg.
3a MBJIHASA CITUCHK HAa TTOMOIIHMUTE BellecTBa BHXKTE To4Ka 6. 1.

3 JIEKAPCTBEHA ®OPMA

®unmupana tadbreTka.
Osanuu, 6enu GuIMHpany TabJIeTKH ¢ JeNIMTENIHA YepTa OT e/lHaTa CTpaHa, a oOT Jipyrara ¢ pejeQHo
u3obpaxkenue ,,10“. ITpu HeoOxoaumocT, TabneTkaTa Moxke Aa Obe pa3/iesicHa Ha 1B€ paBHU /103H.

4. KJUHUYHUHU JAHHHU
4.1 TepaneBTHYHH NOKA3AHHSA

€4YeHHUe Ha roJisiM JENpPEeCUBEH €MU3on

eueHue Ha NMaHW4EeCKO pa3CcTpoicTBO ¢ min 6e3 aropagodOus
edeHue Ha COLIMATHO TPEBOXKHO pa3CTPONCTBO (conmaiHa podus)
edeHHe Ha reHepaTN3upaHo TPEBOKHO pa3CTPONCTBO

e4yeHHe Ha 00CECUBHO-KOMITYJICHBHO pa3TpPOMCTBO
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4.2 Jlo3dupoBKa H HAYHH HA NMPHJIOKEHHE

HU?:H POBKd

Hsma naHHm 3a 6e30nmacHOCTTA MPH NMpHIaraHe Ha AHEBHA 103a npesuiasaia 20 mg.

['osisam aenpecHBeH enH30/1

OOwuuaitHaTta no3a e 10 mg BeAHBbXK IHEBHO. B 3aBUCUMOCT OT MHIUBHIYAJIHUSA OTrOBOP, 103aTa MOXKE
na ob1ae nosuuieHa 10 MakcumyM 20 mg nHeBHo. OOMKHOBEHO 2-4 ce€IMHULIM ca HEOOXOAHUMH 3a
MoJiydaBaHe Ha aHTHIeENpecHBeH oTroBop. Ciel KaTo CHMNTOMHUTE OBAT NMPEO/I0JIEHH, € HEODXOINM
MoHe 6-MeceueH NepHo/l Ha JIeYEHHE 3a KOHCOJMIMpaHe Ha OTroBOpa.

[Tannyecko pa3cTpoiicTBO ¢ HJIH 0e3 aropagodous

[Tpenopb4Ba ce rpes3 MbpBaTa CeIMHIIA /1a ce NpHJiara IMbpBOHaYaliHa 7103a 0T 5 mg, Mpeu 103aTa 1a
Obae yBenmnueHa Ha 10 mg aueBHo. [lo-HaTtaTbk qo3ata MosKe J1a Obe yBe/IHYeHa Ha MAaKCHMYM

20 mg IHEBHO, B 3aBUCMMOCT OT MHAMBHIYAJHUA OTroBOp. MakcuMaiHa e(peKTUBHOCT OT TepanusiTa
ce MoCTHra ciie okoso 3 Meceua. JleueHHETO NMpoaAb/KaBa HAKOJIKO Mecela.

ConnajiHO TPEBOKHO Pa3CTPOHCTBO
O6nyaiinara 103a e 10 mg BeaHbk 1HeBHO. OOMKHOBEHO ca HEOOXO0AMMH 2-4 CeIMHUIIH 32
oOneKuaBaHe HA CUMNTOMUTE. B 3aBUCUMOCT OT HHAMBHAYAJIHUS OTTOBOP 103aTa MOXE /1a C€ HaMaJlu
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Ha 5 mg WM J1a ce yBendn Hai-MHoro 10 20 mg AHEBHO. o i
COLMATHOTO TPEBOXKHO Pa3CTPONCTBO € XPOHUYHO 3a00JIIBaHE M Ce NPENopbuBa JIeYeHHE 0T/~ ™'
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TIpH 6-MECedHO KIIWHHIHO MpoyYBaHe Y € HHIMBHOYAITHA; MONI3UTE OT TepanuATa TpAOra na Obxat
NpeoLSHABAHN Ha peryapHH HHTEPBAJIH.

CoUMaJHOTO TPEBOXKHO Pa3CTPOHCTRO e Nobpe nedHHUpaH TepMuH 3a crielmdudHo 3abonssane,
Ko€eTo He TpsAOBa Aa ce ObpKa ¢ NpeKaieHa CpaMeXxIMBOCT. PapMaKoTepamnaTa € IoKa3aHa, caMo aKo
3a00J118aHETO BITHsAE B 3HAUMTE/IHA CTENEH BbpXY MPoQieCHOHAIHHTE Y COLMATTHHUTE JEHHOCTH.

MsicToTo Ha MpOBEXIAHE HA TOBA JICYEHHE HE € B3eMaHO NoJl BHHMaAue B CpaBHEHHE ¢ KOTHUTHBHATA
noseeH4uecKka Tepanid. PapmakorepanuaTa € 4acT OT 001OATa TEpaneBTHIHA CTPATErHA.

I'eHepaIH3IBpano TPEBOKHO Pa3cTpPoOHCTBO
ITspeoHavanuaTa no3a e 10 mg BeAHBX OHEBHO. B 3aBUCHMOCT OT WHIHBHIyaJTHHA OTTOBOP Ha
nauMeHTa, no3ata Moxke aa Oble yBenHueHa Hail-MHoro 3o 20 mg JHEBHO.

OTroBopbT Ha ALATOCPOTHOTO JICUEHHE € MPOYyUYBaH B MPOABIKEHNE Ha MoHe 6 Mecena npH
nauMeRTH, npreMaind 20 mg/nen. [omsuTe oT negeHrero U go3ara Tpsabsa 1a OBNaT MpeoLUeHABAHH
Ha TIOCTOSHHY MHTEPBAITH (BX. TOYKa 3.1).

O6cecHBHO-KOMNYJICABHO pa3TpoiicTBO

[TepBoHavannata no3a e 10 mg BenHsk ZHeBHO. B 3aBHCHMOCT OT MHAWBHIYQJIHNA OTTrOBOD, J03aTa
MOX€ aa Objie nosulIeHa Hai-mHoro 0o 20 mg aHeBHO. T KaTO 00CEeCHBHO-KOMITYJICHBHOTO
pa3CcTPOICTBO € XpoHUUYHO 3abondaBane, nauyeHTHTe TpAOBa Na 6BLOAT EKYBaHN JOCTATBYHO ABLJIO C
L€l OTCTpaHABaHe Ha cuMIToMuTe. TIonm3nTe OT JIedeHreTo H Jo3KWpoBKaTa TpaOBa na Obaat
npeolicHABaHH NMEPUOOUTHO (BX. To4Ka 5.1).

HayuH Ha NpHUIoKEHNE

[lepopanHo MpUITONEHHE.

Ecoben ce npHnara kaTo eIWHAYHA JHEBHA 1034 M TAONETKWTE MOXe &a O6baaT MpHeMaHH ¢ WK 0€3
XpaHa.

TabnerkuTte TpAOBa Oa Ce OPHUEMAT C MANIKO BOAA H He TpAOBa Ja ce ObBYaT.

CreuHaaHy MOnyJ1aLlHH
ITayuenmu 6 cmapuecka gv3pacm (>0 200uxu)

HeobxoanMo e na ce npeueHn HeoOXoaANMOCTTa OT pefyLiMpaHe Ha NpenopbYBaHaTa 103a (BXK. TOUKa
5.2).
MakcHMaTHaTa AHEBHA /1033 NPH [IaLHEHTH B cTapyecka Bu3pacT € 10 mg.

He ca npoBexaadH KJIMHHYHH IPOYYBAHNA C NALMEHTH B CTApYecKa Bb3pacT, M0 OTHOLLEHHE Ha
edWKACHOCTTA HA eCUMTANONIPaM, ITPYU COL[HATHO TPEBOXHO Pa3CcTPoHCTBO.

Heya u wonowu (<18 coouru)
Eco6en He TpaGra aa ce npwiara npu gena ¥ YoHouH noa 18-roauuiHa Be3pact (BXx. Touka 4.4).

Hamanena bvopeuna gyrxyun

Kopurnpane Ha no3aTa He € He06X0AUMO TIPH AALMEHTH C IEKO WIH YMEPEHO TeXKKO OBOpedHo
yppexaase. [TopuiueHo BHUMaHHE ce MPENopbUBRA IPH NMaLHMEeHTH ¢ Texkka 610peyHa nNHchyHKIHSA
(KpEaTHHUHOB KIHPBHC NMOo-AUCHK OT 30 ml/min) (Bx. Touka 5.2).

Hamanena uepnodpobra gynxyus

[Ipenopbusa ce MLPBOHAYMANHA N03a OT 5 ME HHEBHO Npe3 MbPBHUTE OBE CCAMHIHA NMPH NALUCHTH C
NIEKO HITH YMEPEHO TeXKKO HepHOApoOHO yBpekaaHe. B 3aBUCHMOCT 0T WHIHWBHOYATHHS OTTOBOP
If03aTa MoKe 1a 6pae yseandeda Ha 10 mg aHesHO. BHMMATENHO [JO3HpPAHE ¢¢ Halara npy NauHeHTH
C TEXKO yBpeneHa uepHoApoOHa pyHKUHA (BXK. TOUka 5.2).

Crabu memabonuzamopu va CYP2CI9

Ilpu naumenTH, 3a KOMTO € H3BECTHO, 9€ ¢a T.HAp. JIOLIK MeTabOMN3ATOpH MO OTHOLNEHNUE HA o —
o] II'
CYP2(C19, ce npenopbuBa N-pBOHAYANHA 103a OT 5 Mg JHEBHO NO BPEMe HA ITbPBHTE OBC CC QAT
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OT JieueHHeTo. B 3aBHCIMOCT OT HHOHMBHIYAITHNA OTTOROP, J03aTa MOXe fa HbAae nosumena no 10 mg
JHEBHO (BXK. TOUKa J.2).

Cumnmomu Ha OmHeMane Npu Npexpamagane Ha neveruemo

TpsabBa a2 ce u36ATBA BHE3ANHOTO CITHPaHe Ha JieueHHETO. KOrato ce nNpeyCTaHOBABRA NICUEHHUETO C
eCIMTANONpPaM, 1 ¢ Lef 1a Ce HaMani pUCKa OT NOABATA HA CHMIITOMH, XapaKTepHH NPH BHE3AINHO
CIIMpAHE Ha Teparnudira, 103aTa TpadBa fa ce HaMangBa MOCTENEHHO 3a NepHOoA OT NOHE €Ha 10 ABE
ceqmunm (BK. Toukd 4.4 u 4.8). B ciryvait Ha BE3HHKBaHe Ha HEIIPHEMITHBH CHMITTOMH Clie]]
HaMaJfBaHe Ha [03aTa Wi IPeKbCBaHe Ha NeMeHreTo, Moke Aa 6bae 0OMHUCIeHO BE30OHORABAHE HA
npHeMa. B nocneacTeye, nekapat O MO Aa NPOOWDKY ¢ IUaBHO HaMaJIIBaHE Ha JO3aTa.

4.3 I[Iporasonoka3zanns

CBpBLXUYYBCTBHTEIHOCT KbM aKTMBHOTO BELUECTBO WIH KbM HAKOE OT NOMOLIHHTE BELLECTRA,
n30poeHH B To4ka 6.1.

YcrnopenHo fiedeHne ¢ HeceNeKTHBHH, HeoOpaTHMH MOHOaMHHOOKCHIa3HK HHXHOKTOpH (MAQ-
WHXUOUTOPH) € MPOTHUBOMNOKA3aHO, Thil KATO CHLLUECTBYBA PUCK OT MOABA HA CEPOTOHHHOB CHHIPOM,
M3pa3ABALL CE B TPEBOra, TPEMOD, XUNEpTEPMHUA H Op. (BX. Touka 4.5).

KombunauuaTa Ha ecuntanonpaM ¢ oopatuMe MAO-A nxubutopu (Hanp. MoxknobeMun) Wiu ¢
o6parumns HecenekTuseH MAO-uHxnbuTOp NIMHE30IHA € NPOTHBONOKA3AHA MOPaaH PUCK OT
BB3HHKBAHE Ha CEPOTOHMHOR CHHIPOM (BX. Todka 4.5).

Ecuuranonpam e NpOTHBONOKA3aH 3a NeYeHHe HA NALMEeHTH ¢ JaHHH 3a yasmxed QT-uHTepsan,
BKTIOYHTENTHO BPOAESH CHHIAPOM Ha yowbkeH QT-uHTepBa.

IMpoTHBOMOKA3aHO € MPUICKEHHETO Ha ECLIMTANIONPAM ¢ APYTH JIEKAPCTBA, 32 KOHTO € H3BECTHO, 4e
yabipkagatr QT-uHTepBana.

4.4 Crenmananu npeaynpeXicHAd A NPeANAIHA MEPKH NIpH ynoTpeba

B cneanuTe cayyau € HeoOXO0OUMO CNIeUHaIHO BHMMAHWE BbB BPH3Ka ¢ IIPUIIAraHeTO Ha JIEKapCTBEHH
NPOAYKTH OT TepaneBTHYeH Kiac CenektuBHA Muxubutopy Ha OOpaTHOTO 3axBalljaHe Ha

Cepotonnna (CHO3CY):

Ynompe6a npu oeya u ionowtu nhoo 18-eoouwna evpacm

EcoGen He Tpsa6Ba Aa ce M3N03Ba 3a JICYEHHE Ha Aela W IoHowH nox | 8-roauiinsa Bb3pacT.
CywnimaHo noseeHye (ONKATH 338 CaMOYOHHCTBO W CYMLIMAHK MHUCIIH) H BPOKIEOHOCT (arpecus,
OTO3UIIHOHHO NOBEOEHHE U THAB) ca HabmoaasaHK MO-9€CTO B KIIHHWYHH NIPOYYBaHHA NMpH Ieua u
IOHOLLIK JIEKYBaHH C aHTHUIENMPECAHTH B CPaBHEHHE C TE3H Ha JIEYEHME ¢ maLedo. AKO BBIIPEKH TOBA €
B3€TO PEIlieHHE Aa CE NMPWIOKH TAKABA Tepanys, NauMeHTsT TpabBa 1a 06a¢ MOHUTOPMPAH
BHHMATEJTHO 3a TOKBATA Ha CYHUMOHA cuMirroMHi. Hama garHu 3a 6€30NacHOCTTa NpH iena H IOHOIIN
MO OTHOIICHHWE TEXHHA PacTeX, PA3BUTHE, KOFHHTHBHH H NOBEJIEHYCCKH NPOABH.

Ilapadoxcanrna mpesosicnocm

[Tp¥ HAKOM NALMEHTH ¢ MAHUIECKO PasCTPOHCTBO MOXKe JIa C¢ YBETMYAT CHMITTOMHMTE Ha
6e3MoKOMCTRO B HAYATOTO Ha JISYCHHETO C aHTHACTpecaHTH. Ta3u napaxoKkcagHa peaxims
0GHMKHOBEHO OTIIYMSIBA B PAMKHMTE Ha ABE CEAMHUUH OT NpoaBL/DkaBalloTo neyenye. Hucka HayanHa
1032 C€ MpenopbuBa, 3a [a € HAMANH BEpOATHOCTTa OT aHKCHOTEHEH edekT (BXK. Touka 4.2).

Fvpuoge
JleyeHHETO ¢ TO3M JIEKApCTBEH NpoAyKT TpaGea na 6bae npeycTaHOBEHO, B CITyYaH 4e MALMEHTBT
[1OJTYUH MbPYOBE 3a MBPBH BT WK aKO HMa NOBULICHA Y€CTOTA HA EPHOBE (NPH NALMEHTH C
peaxonHa AuarHo3sa 3a emuencus). [punaravero ra CHO3C npyn mauneHTH ¢ HeCTaOWITHA
enwiencus TpAdea 1a ce H30Area, a Npv KOHTPOJIIMpaHa eNWIENICHA BHHMATEIHO 1a C€ MOHHTO
JleuenreTo TpsaGBa na ce NpeycTaHOBHU, KO YECTOTATA HAa NPUCTBIINTE €€ MOBHLLH.




Marun
ITpunaranero Ha CHO3C tpsadsa ga ce ochlUecTBABa C MOBHIIEHO BHUMAHHE NpH MALHEHTH C
aHaMHe3a 33 MAHHA/XHTIOMaHHA H [1a C€ MPeyCTAHOBH MMPHEMA, KOTaTo NallMeHTa Bie3e B MaHHHHA

dasa.

Huabem
ITpu nammenTH ¢ anader, nevennero cb¢c CHO3IC Moxe na nopmsie TITHKEMHYHHA KOHTPOJ

(XUMOTTHKEMHA WM XHUNepriankeMns). Bb3aMoXHO € Aa ce HallOXKH afanTHpaHe Ha 03aTa Ha
MpUANarainisA HHCYJIMH W/IIK OpanHUTe aHTHANA0eTHH CpencTaa.

Camoybuticmeo/CyuyuoHu MUCIU Wik G1OWIABARE HA KIURUYHAMA KApMUHa

HenpecusaTa ce CBbP3BA C MOBHIIEH PUCK OT CYHUMOHU MHUCITH, CaMOHapaHABaHE N caMOyOHHCTBO
(cBOMTHA, CBBD3aHM CHC CaMOYOMItCTBO). TO3HM pHCK CHILECTBYRA 10 MOABaTa Ha CTabWIHA pEMHCHA.
T=i kaTo N0 MogoOpeHHe MOXKe 1a HE Ce CTUTHE IIPE3 MBPBATE HAKOIKO CEAMHULIM OT JIEYEHHETO,
nalMeHTHTE TpAOBa 1a ObJaT MOHHTOPHPAHH BHAMATETHO [0 NMoAobpasaHe Ha cscToAHMeTO, OT
KJIWHAYHHS ONHT C€ 3Hae, 9e PHCKBT OT CaMoyOHUiCTBO MOJKE Ja HapacTHE B PAHHUTE €TanM Ha
Bb3CTAHOBABAHE,

Jpyru NCHXHIHH CRCTOAHNA, 32 KOWTO ECLUTANIONpaM € PEANHCaH, MOTaT ChINo a ObAaT
aCOLMHPAHH C MOBHLICH PHCK OT CYMUHAHH edekTH. B JonbiHEAHE, TE3U CHCTOAHUA MOraT 1a ce
BJIOILIAT C TEXKO ACNPECHBHO pascTpoiicTBo. ChlMTE NpeaAna3HHd MEPKH, KaTo MPH JiEUeHKHEe Ha
MALNEHTH ¢ TONAMO JeNpechBHO pascTpoicTBo, TpAORA OBIAT B3IEMAHH NPEABHI NMPH JeteHe Ha
TIALHEHTH, CTPAAALIH OT IPYTH MCHXHIHH pazCTPOHCTEA.

[NanyeHTH ¢ aHAMHE3a 33 CYMUNIHH AeACTBUA WIH TAKWUBA, KOUTO HMAT CYHUHIHH HAMEPEHHA [peaH
JIEYEHHETO ¢a B MTO-TOJIAM PHCK OT CYMIIMIHA MHCITH WIH CYHIIHAHH OSHCTBHS U BBPXY TAX TpsAOBa Aa
OB/e YNpaXkHABAH BHIMATEIEH KOHTPOI N0 BpeMe Ha JiedeHueTo. MeTa aHamH3 Ha Iutauebo—
KOHTPO/IMPAHK KITHHUYHY MPOYYBaHHUA HA aHTUJIENPECAHTH BLPXY Bb3PACTHH MALIHEHTH CTPAnallH OT
NCUXOTHYHH Pa3CTPONCTEA Ca NOKA3AIHN NOBULLEH PUCK OT CYHLHAHO NOBEACHHE B PE3YNITAT HA
npurarade Ha AHTHETIPECAHTH B CpaBHEHME ¢ 25-TOQHITHK NMALMEHTH, MMpHeMaLIH 1anedo.
HeobxoamuMo € BHUMATETHO HAOMONeHAE HA NALMEHTHTe U 0coOeHO Ha OHE3H, 3a KOUTO HM3 BUCOK
PHCK, 0COOEHO B HA4aNo Ha TEPAMMATA, KAKTO U [IPH NOCIEABALUY NPOMEHH B 103aTa.

IMTanmenTH (W X0Opa, KOHUTO CE TPHKAT 3a NalMeHTH) TpgO6Ba Aa OBJaT NpenynpeIeHH OTHOCHO
HeoOX0OIHMOCTTa OT HAOIMOIEHHE 3a BCEKH MPH3HAK HA KITUHHYHO BIOIIABAHE, CYHIIMIHO NTOBEACHNE
WIH MHCITH ¥ HeoOHYailHy NNPOMEHHN B NOBEIEHNETO U He3a0aBHO Ja MOThPCAT MEAHIIHHCKA NOMOII,
aKo ¢e MOsIBAT TAKMBAa CHUMITTOMM.

Axamuzus / nCixoMomopHo pascmpoiucmeo

YnotpebaTta Ha CeneKTHBHH HHXHOKTOPH HAa 00paTHOTO 3aXBalllaHe Ha cepoToHMHA H CeNeKTUBHA
MHXHUOUTOPH Ha 0OpaTHOTO 3axBaiuaHe Ha HopaapeHanuHa (CHO3C/CHO3H) ce acounupar ¢
Pa3BRUTHE Ha aKATU3NA, XapaKTepH3Npalla c€ ¢hC CyOEKTHBHO HEMPHATHO TYBCTBO MJTH CHITHO
0e3noKOHCTBO N HEOOXOAHMOCT OT HECTO JBMDKEHHE CHITPOBOASHO OT HEBL3IMOXKHOCT 12 C€ CCOM KITH
CTOM HeNoABMXKHO. ChINECTBYBA MO-TrONIAMa BEPOATHOCT TOBa 1a €€ CITydH npe3 ITbPBUTE HAKOJKO
CeZIMHIIH OT neueHneTo. [Ipn naunueHTH ¢ Taknea CUMIITOMH MMOBHIIABAHETO HA [103aTa MOXKE A3
BIIOLTH TAXHOTO ChCTOSHHE.

XunovampueMus
XHIoHATPHEMHS, BEPOATHO Bb3HHKHAIIA B pe3yNITaT Ha HapylICHHE B CEKPeLUATAa Ha aHTHAHYPETHHEH
XOpPMOH, e MoKJaasaHa pagko npu ynotpebara Ha CHO3C u ce npeononsdsa criell MpeKbCBaHe Ha
TepanusTa. Heob6xonumo e moBHineHo BHUMaHUE [P PUCKOBH I'PYITH MAllHEHTH, KaTO NAUMEHTH B
cTapyecKka Bb3pacT, UMPOTHYHM MALWEHTH WIIH MALHEHTH JIEKYBaHN YCIIOPEAHO C JIEKapCTBRa, 38 KOUTO
ce 3Hae, 4e NPUYHHABAT XUIIOHATPHEMHUA.
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Hoknaasany ca ciydad Ha aBHOPMHO KOXKHO KLPBEHE, KaTO EKXHMO3a H TTyPITYpa, B CNIe[ICTBHE Ha
neyeHneto csc CHUO3C. HeobxoonMo e noBHiNeHO BHUMAHHE NIPH HALMEHTH MpHeMally
€IHOBPEMEHHO [IEPOPATHH aHTHKOATyIaHTH, KAKTO M MPH TAKHBa MALMEHTH, KOUTO yNoTpedbaBar
eIHOBPEMEHHO JIEKAPCTRA, BJIMACIIH BhpXY QYHKIHMATA Ha TPOMOOLMTHTE (HAMD. aTHITMIHH
AHTHTICHXOTHIIH ¥ (PEHOTHAINHH, [TOBEYETO TPUIHKIINYHHN aHTHAEMPECAHTH, aUETHICATHIINIOBA
KHCEJIMHA M HECTEPONIHH NMPOTHBOBBIMAINTENHY CPEACTBa, THKIONMNIKH ¥ AUITHPHIAMON) K MPH
NaLUHeHTH CbC CKIOHHOCT KbM KbPBEHE.

EKT (enexmpoxongyacusia mepanus)
KnHHWIHUAT ommUT ¢ egHoBpeMeHHO npunoxkeHne Ha CHO3C u EKT e orpanuueH. 3aTopa ce
NpenophYBa NOBUINICHO BHHMAHUE NIPH IMapalieliHa Tepanus.

CepomoHUuH06 CUHOPOM

IMpenopbuBa ce NOBHINEHO BHUMAaHKUE NPH €IHOBPEMECHHATA YNOTpeOa Ha JieKapCTBEHH MPOAYKTH,
NIPHTEKABAINH CEPOTOHNHEPTHIHN e(eKTH, TaKNBa KaTO CYMATPHITTaH WIH OPYTH TPHITTaHH,
TpaMagoa 1 TpunTodaH.

B peaku ¢ny4au € DOKJTafABaHO 33 CEPOTOHHHOB CHHIAPOM MpH naumenTH winonssaid CHO3C
€THOBPEMEHHO CBC CEPOTOHHHEPTHYHHM JIEKAPCTREHH MpoaykTH. KOMOHHAUKA OT CHMATOMH, KaTo
BE30YHa, TPEMOP, MHOKJIOHHA M XRAEpTEepMMs Morar fa 6bIaT nNokasaTen 3a pa3BHTHE Ha TaKoBa
cheToAHME. B Te3n cayuanm 1pabsa He3abaBHO Ja ce npeycTaHoBH nedeHHeTo ¢b¢ CHO3C m
CEPOTOHMHEPTUYHH NIEKaPCTBEHH NMPOAYKTH, KaKTO M a C€ 3an0YHE CHMNITOMATHYHO NEYCHUE.

Koam xkanmapuos
Vcnopennara ynorpedba va CUO3C u puTonpenapat cbabpxkatlH KbIT KAHTaAPHOH MOXe A3
yBellHYH PHCKA OT HEXXETaHu peakuyn (BX. Touka 4.5).

Cumnmomu Ha OMHEMAHE NPYU NPEKPAMSIBAHE HA ReUeHuemo

CHMIITOMUTE Ha OTHEMaHe NPH NpeyCcTaHOBABAHE Ha JICUEHHNETO ca YECTH, 0COOEHO ako
NpeKbCBAHETO CTABA BHE3aNHO (Bxk. Touka 4.8). B xNMHHYHHA Npoy4YBaHUs TE€3W CHMIITOMH Ca
AOKIMAJBAHH TIpH MpHOMW3HTENHO 25% OT NAalMEeHTHTE TEKyBaHM ¢ eCLHUTATONMpaM K nipH 15% ot
NManUeHTHUTe TpHeMalln 1anebo.

PHCKBT OT BR3HMKBAHE Ha CHMIITOMH Ha OTHEMaHe MOXe€ [1a 3aBUCH OT pa3lIHYHH (PpaKTopH,
BKTIOYHTENHO OT NPOOB/DKUTENHOCTTa M JO3UPOBKATA TIPH TEPANUATa, KakTo H OT CTETIeHTa Ha
peoyluMpaHe Ha Jo3aTa. 3aMadaHOCT, CEH30PHM HapyIUeHUS (BISTIOTHTETHO MApeCcTe3HA U
eNIeKTPOLIOKOBH yCeluaHus), HapyIIEHHS Ha CbRA (BKTIOYNTENTHO HHCOMHUS ¥ WHTEH3HBHK ChHHLIA),
Bb30y7a mnu Ge3noKofiCTBO, Hay3ea W/UK NOBPBLIAHE, TPEeMOp, 00BPKAHOCT, MOTEHE, ITIaBodoHeE,
OHAPHUA, MATITHTAONH, €eMOLIMOHATHA HECTAOWTHOCT, pa3ApasHHTENTHOCT H BH3YAJTHH HapylICHHS ca
Hali-9ecTO NOKJIAABAHMTE HEXKETAHH peakunu, Te3sn cuMIToMH ¢a OOMKHOBEHO JIEKH OO0 YMEPEHO
TEKH, BCE MaK NPH HAKOH MAUNEHTH T€ MOraT ga ObpAaT TEXKM.

OGHKHOBEHO T€3W CHMITTOMH BB3IHHKBAT TPEe3 MEPBHTE HAKONKO JHW OT MPEKHECBAHE Ha IEUYECHHUETO,
HO ChIIECTBYBAT MHOTO PAIKO AOK/IaBaHM CTydad HA TaKMBa CHMIITOMH TTpH MAalHUEHTH, KOUTO
HEYMHIILICHO Ca MPOITYCHAaNM 103a.

Te3u cHMNTOMH OOHKHOBEHO Ca MHAWBHIYANHH 32 OTACHWTE MALWEHTH H OTIMYMSABAT B PAMKHTE Ha
2 ceIMWIIH, 3 TIpH APYTH NMAaLHEHTH 33 2—3 Mecella 4 mosede. [lopaau ToBa ce npenopnisa
NpeyCTaHOBABAHE Ha JICUEHHETO C SCLIMTANIONPAM J1a Ce€ M3BBPILIBa NOCTENEHHO 3a NepHon 0T HAKOAKO
CEIMHUM WIH Mecela B 3aBUCHMOCT OT HYXIHTE Ha nanueHTa { B, Touka 4.2).

Koponapna bonecm na cvpyemo
[Mopaay orpaHH4Yesna KIMHAYEH OMNT, CE€ NPenopbyBa HOBUILIECHO BHHMAHNE MDY NMALKEHTH C
KopoHapHa Oonect Ha ChpLETO (BXK. TO4Ka 5.3).
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MHOKapaa, OpanvapuTMHs WIH TTALUKEHTH, MPEAPa3NoIoKEHH KbM XHITOKAITHEMAS WK
XUIMOMarHe3sneMis B pe3ynraT oT Apyro 3aboisBaHe, WK aKO €IHOBPEMEHHO NPHEMAT ApYyTH
NlexapcTaa.

EcLMTAIONpaM e CBb3BaH C J1030-3aBUCHMO yBeandaBaHe Ha QT-uHTepBasna (Bx. To9ka 4.3).

Jlakmo3sa

To3u nekapcTBeH MPOAYKT ChbAbPIKA JIAKT03a, KATO IOMOIMHO BEUIECTRO, H MALMEHTH C pEAKH
HAaC/IeACTBEHH NpoONeMH Ha raJJakTO3Ha HENMOHOCUMOCT, Lapp-akTaseH AeHUMT U IAI0K030-
rajakTo3Ha manabcopbums He TpabBa Ja IpHEMAT TOBA JIEKAPCTBO.

3aKpumov2bAHa 2HAYKOMA

SSRI, BKIIOYHTENHO ecUATANONPAM MOTraT Ja OKa)kaT BIMAHHE BbPXY pa3Mepa Ha 3€HH1aTa, BOACLIO
00 MuApxa3a. To3d MAAUATpUHeH eGeKT HMa NOTEHIHAN 1a CTECHABA OYHMA BI'bJI, KOETO BOOAHU 10
MOBHIIEHO BHUMAaHHWE MPH TIAIKEHTH ChC 3aKPUTOBIBJIHA MIayKOMa, HITH aHaMHE3a 3a INayKkoMa.

Cexcyanna oucyrxyus

CenexTnBHUTE HHXHOUTOPH Ha 0OpaTHOTO 3axBaliaHe Ha cepoToHHHa (SSRIs) Morart na npUYHHAT
CHMIITOMH Ha cekcyanHa auchyHkuua (Bx. Touka 4.8). FMiMa crobuIeHHA 332 MPOAL/DKHTENHA
cekcyasHa qACPYHKLUHAS, MPH KOATO CUMITTOMHTE NPOOR/DKABAT BBIPEKH MPEKBRCBAHETO HA MPHEMA Ha

SSRIs.
4.5. BzammoaeiicTeHe ¢ APYTH IeKAPCTBEHHA RPOAYKTR R APYTH QOopMH Ha BIaAMOAEHCTRHE

OapMakoAHHAMAYRA B3auMoaeHcTEad

[IpoTMRONIOKA3aHE KOMOHHALIH

Heobpamumu necenexmugriu MAQ-unxubumopu

Ciy4an Ha CepuO3HM HeXXENTaHW PeakLMy ca JOKNaaBaHH npH nauueHTH, npuemamy CHO3C B
KOMOWHAIMA ¢ HecesleKTHBEH MAQO-HHXHOMTOP U NPH NAHUEHTH, KOHTO HACKOPO €a MpEeYCTAHOBHITH
mpuema Ha CHO3C u ca zanowHanmu sedeHne ¢ MAQO-rHxubuTopu (BXK. To49ka 4.8). B HiaKowW oT
CIYYaHTE MALMEHTDT € Pa3BI/I CEPOTOHMHOB CUHAPOM (BK. TOUKa 4.8).

EcuuTanonpaM € NpoTHBoNoka3aH B KOMOWHaLMs ¢ HeceneKTHBHH MAO-unxnbnropu. JledenneTo ¢
ecIMTANONpamM MoXke Ia Osae 3anoaHarto 14 OHHM cnel peycTaHOBABAaHE Ha IEUCHHETO ¢ HeoDpaTHMH
MAOQO-uuxnoutopu. Haii-manko 7 nuu tpsAbea na MHHAT CiIe/; CTHPAHE HA JICYEHHETO C eCLUMTAIoNpaM
Npeay Aa ce 3aM0oYHE JIeueHUe ¢ HeCeNeKTHBHH MA O-HHXHOUTOpH.

O6pamumu, cerexmusiu MAO-A-urnxubumopu (Moxnobemuo)

[Topazu ChlECTBYBaLL] PHCK OT CEPOTOHHHOB CHHIPOM, KOMOMHAUKUATA Ha ecLuTanonpam ¢ MAO-A-
HHXHOKMTOP € MPOTHBONOKa3aHa (BX. Touka 4.3). AKo KOMOMHALMATA € J0Ka3aHo HeobxoaHuMma,
neseHneTo TpAOBA Na 3anodHe ¢ MUHMMATHATA NPEenopkYBaHa [03a, KakTo U 13 C¢ 3aCHIIH
MEIHIMHCKHS KOHTPOJ.

Obpamumu, necenexmugnu MAQO-unxubumopu (1ure3oauo)
AHTHOHOTAKBT NMMHE3ONH] € 00paTiM HecenekTuBeH MA O-unxubuTOp M He Tp#AbBa 1a O6BAC

MpWIarad Ha MaUHEHTH, JIEKYBAHH ¢ ECLIMTAIONpPaM. Ako KOMOHHAIMATA € I0Ka3aHO HEOOX0IMMa,
nedyeHHeTo TpaOBa [a 3anovHe ¢ MUHUMAIHaTa NpenopbyaHa n03a NoA CTPpor MEAHUHWHCKHA KOHTPOT
(BXx. Touka 4.3).

Heobpamumu, cenexmuenu MAO-B-urixubumopu (cerecunu)
B komOuHAaUMA ChC cenerwuH (HeoOGpatiM MAO-B-uHXxuOuTOp) ce Hanara NOBHLIEHO BHUMAaHHE,
NOpaiy ChIIECTBYBALL PHCK OT CEPOTOHHMHOB CHHAPOM. Jo3u 10 10 mg/neH ceneruavy ca npunaraHu

Oe3onacHo B KOMOHHALMA ¢ paleMHIEH LINTATTOMpaM. e y __I"‘;*-ﬁ‘:r
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CepomonuHepzudHU 1eKapCmeeHy npooykmu
EnsospeMeHHOTO NPHUIOKEHHE ChC CEPOTOHHHEPrMHMHH JIEKAPCTBEHH MPOMYKTH (Hanp. TpaMaazon,
CYMATPHITTAaH ¥ JIPYTH TPHITTAHH) MOXeE [1a JOBe/IE O CEPOTOHMHOB CHHIPOM.

Hexapcmeenu npodykmu, ROHUNCABAWU ZbPHOBUA NPAZ

CHUO3C Moxe na nowwkaT repyoBna npar. Heobxogumo € BHHMaHHE NPH €IHOBPEMEHHO MpUaraxe
C IEKAPCTBEHH NMPONYKTH, KOWTO MMaT CBONCTBOTO [a NOHKXAaBAT IbpPUOBHS Mpar (Harmp.
aHTHaenpecadT! (Tpuunknyany autuaenpecanti, CHO3C), nesponentuuu (peHoTHAINHH,
THOKCAHTEHH K OyTHpOodeHOHN), MednoxuH, 6ynpoNHoH ¥ TpaManon).

Jlumuii, mpunmodgas

JioknanBaHH ca cJiyuad Ha noTeHUuupane Ha edekture, korato CHO3C ca Ounmn ynorpedssaHH
1aeIHO ¢ IUTHI WM TpunTodaH, nopanay Tasy NMpUYHHA egHoBpeMeHHOTO npunaraHe Ha CHO3C ¢
TE3W JICKapCTBEHM NpOOYKTH TpAOBa Aa ce mpeAnpHeMa BHHMATETHO.

AKvrm kaumapuon
Ycenopennata ynotpeba va CHO3C u duronpenapaTh, CoabpAaLIM XKbAT KaHTapHoH (Hypericum
perforatum) Mo¥e a yBeIMUN pUcka oT HEXETaHH peakiuy (Bx. Touka 4.4).

Mepopannu anmuxoazyranwmu u Hecmepoudru npomusoewvznarumennu cpedcmea (HCIIBC)
AHTHKOAry1aHTHHAT €DEKT Ha NEPOPANTHUTE aHTUKOArY/IAHTH MOXKE 4 CE IPOMEHH NMpH
KOMOHHHpaHe ¢ ecunTanonpaMm. Heobxonum € BHUMaTeeH KoaryradoHeH MOHHUTOPHHT Ha
NaoueHTHTE, MPHEMAINN FEPOPAIHH aHTHKQAary/1IaHTH, KOraTo JISYEHHETO C eCLIMTANI0IpaM 3aroyBa
niK cnupa (Bx. Touka 4.4). EqnospemenHoTo npunoxernue Ha HCIIBC moxe na ysennuu
CKJIOHHOCTTA KbM KbpBEHE (BX. TOYKa 4.4).

Anxoxon

He ce ouakBaT ¢papMakoJUHAMH4HHA WIKH PapMaKOKHHETHYHH B3aUMOIEHCTBHS MEXIY €CUMTATIONpaM
N anKoxon. Bce nak, KakTo NMpHU ApYTrUTe aHTHNCHXOTHYHU NEKAPCTBEHH MIPOAYKTH, HE C€ NMPENOopbhUBa
KOMOMHALIUATA C aJTKOXOJI.

Jlexapcmeenu npodyxmu, npeou3sUKeauiu XUNOKATUEMUS/ XUNOMAZHEIUEMUA
HeoOxoanMo e noBHilleHO BHUMAHKE NPH €1HOBPEMEHEHHATA ytoTpeda ¢ NeKapCTBEHH NIPOAYKTH,
MHIY LML XHITOKAINeMYis/ XHIIOMarHe3neMes, Thil KaTo Te3H ChCTOSHHA NMOBHIIABAT PHCKA OT

30KAYeCTBEHH apUTMUH (BXK. TouKa 4.4.)
PapMAKOKHHETHYHH B3aHMOACHCTBHE

Brusnue na opy2u 1ekapcmaeHu npedykmu 8bpxy QapMaxoKuHemuxama Ha eCyimaionpam
MeTabonu3MbT Ha ecuptanonpaM ce Mmeaunpa rnapHo ot CYP2C19. CYP3A4 u CYP2D6 cobiio Moxke
1a B3EMAT y4acTHe B MeTa0ONH3Ma, HO B MO-MaJlKa cTeneH. MeTabonu3iMbT Ha OCHOBHHA MeTabOMHT
S-DCT (nemeTHIHpaH ecLMTAIONPAM) BEPOATHO TaCTHIHO ce Katasupa oT CYP2D6.

EnHOBpeMeHHOTO TIPWIOKEHHE Ha ecuUTanonpaM u omenpazon 30 mg seagusx qHesHo (CYP2C19-
MHXHOUTOP) BOAH no cpenHo (npronusuTenso 50%) noepuilasaHe Ha MIa3MEHaTa KOHLUEHTPALIUA Ha

CCIETAJIOINpAaM.

EQHOBpPEMEHHOTO MPUJIOXKEHHE HA €CLUTATONpPaM ¢ uuMeTHaArH 400 mg ABa MbTH THEBHO (CH3HMEH
MHXHOHTOP CHC CpelieH NOTEHLIMAN) BOAM A0 cpeaHo (npunbansurenHo 70%) nopuiiapaye Ha
[UTa3MEHATa KOHLECHTPALHA Ha eCLIHTATONPaM.

[Mopaau ta3H npHukHa € HeoOX0OHMO BHHMaHHe NpH enHoBpeMeHHaTa ynotpeba ¢ CYP2C19-
MHXHOUTOpH (Hanp. oMenpasos1, e3oMenpas3ol, QUIyBOKCAMHH, IAH30MIPa30Jl, THKJIONMAWH) HAK
HUMETHIWH. MoXKe 13 ¢e HANIOXKH HaMallsBaHe Ha J03aTa Ha eCUMTANONpaM Bb3 OCHOBA HA

MOHUTOPHHT Ha CTPaHUIHUTE edeKTH No BpeMe Ha ChBMECTHAaTa ynoTpeba.




Brusnue na ecyumaronpam 6vpxy papMaxoxuremuxama Ha opy2u 1eKapcmeeHu npooykmu
Ecuuranonpam e nuxuduTop Ha ensuma CYP2D6. Buumarenno Tpabea na ce noaxoxaa, korato
eCLMTANIONpaM Ce npunara eAHOBPEMEHHO C JIEKAPCTBEHH NIPOXYKTH, KOUTO C€ MeTabOIM3UPAT IMAaBHO
OT TO3H €H3INUM M KOWTO WMAT TECEH TepaneBTIdeH NHIEKE, HAMp. (yiekauHu, nponageHoH U
MEeTOIpPOJIoI (3a JledeHHe Ha ChpledHa HeJ0CTaThIHOCT), WK HAkou aeficTeaum Bbpxy [IHC
NeKapcTBeHH MPOMYKTH, KOUTO ce MeTabonusnpar rinasHo oT CYP2D6, nanp. anTnaenpecanTy karo
Ne3UNMpaMKH, KIIOMUANTPaMUH U HOPTPUNTWIWH MM GHTUIICUXOTHIH KaTO PHCHCPHIOH, THOPNAA3HH U
xaonepuaon. B Te3un cryyan MoXe Oa ¢€ HAJIOXKH afalnTHpaHe Ha 103aTa.

EnHoBpemeHHaTa ynotpeba ¢ Je3nnpaMHH RITH METONRPOJION BOOH 10 IBOHHO YBEIN4aBaHE Ha
f1asMeHrTe HUBa Ha Te3H fBa CYP2D6-cyberpata. fn vitro NpoydBaHHUA ca ITOKa3amH, 9€
eCLIMTAJIONPAM MOXe J1a JoBene H Ao cnabo uuxubupare va CYP2CI19. Buumarenno tpsbsa aa ce
NMOIX0XKAA MPH eJHOBPEMEHHO NPUIATraHe Ha JIEKAPCTBEHU TIPOAYKTH, KOMTO ce METabONH3NHpaT OT

CYP2CI19.
4.6 DepraaATeT, OPEMEAROCT H KhpMeHe

bpemennocm

Hanmuunara udgopMalna 3a NpUeM Ha ecLMTaloNpaM No BpeMe Ha OpEMEHHOCT € HeIOCTaTh4Ha.
ITposeneHnTE MPOYYBAHHUA ITO OTHOLICHHE PEMPOOYKTHBHATA TOKCHIHOCT Ha eCIMTAIONpaM BbpXy
IUTEXOBE Ca MOKa3aJin eMOPHOTOKCHUHH eEKTH, HO HE U NOBHIIEH OpoH MHIMIEHTH ¢ ManopMatns
(BX. Touka 5.3).

Ecoben He TpabBa Aa ce W3noN3Ba no BpeMe Ha OpeMeHHOCT, OCBEH NPH KaTeropHyHa HeoOXoAWMOoCT
U cfiell BHUMATEHA NpPELEHKA Ha CHOTHOINEHNETO PHCK/ 110134,

Hosoponenwute Tpabea na ce Habmonasar, B ciaydail de MalikaTa ¢ ynotpebsasana Ecobexn 8 no-
KBCHUTE eTany Ha OpeMeHHoCTTa H 0co0eHo B TpeTHs TPUMECTEP. BHE3amHO criupaHe rpuemMa Ha
Ecoben Tpabea 1a ce n3d4arsa no speMe Ha OpEeMEHHOCT.

[1pu ynorpeba Ha CHO3C/CHUO3H ot MaiikaTa B KbCHHTE €Tanu Ha OpEMEHHOCTTa Y HOBOPOAEHOTO
MOTAT [1a Ce TOSABAT CJICTHUTE CHMITTOMH: PECTTUPATOPHM MPOoOIeMH, [IHaHO3a, alTHea, IPHCTBITH,
TeMIlepaTypHa HecTabuTHOCT, pobiieMH ¢ XpaHEHETO, NMOBPbLIaHe, XHITOFTHKEMHS, XHIEPTOHHS,
XHIOTOHHUA, XUNeppednekcus, TpeMop, yIUiaxa, pa3ipa3zHHTeIHOCT, IETAPriA, MOCTOSHEH Niay,
CHHITMBOCT H TPYIHO 3acriBaHe. Te3u CHMITTOMH MOTAT [a ¢€ IBJDKAT Ha CEPOTOHHHEPrHIHHTE
edeKTH WIH Ha NIPEKBCBAHE Ha IEYEHHETO. B nosedeTo cimydan YCIoXKHEHHATa 3aM09BaT BeJHAra WK
cKopo (<24 gaca) cneq paxiaHeTo.

BB3 OCHOBA Ha JaHHH OT eNMHAEMHAOJIOTHIHH MPOYYIBaHUS ce cIHTa, e ynotpebara ra CHO3C no
BpeMe Ha OpemMeHHocT, 0c0OEHO TTpH KbCHA OPEMEHHOCT, MOXKE 1a YBEJTYM PHCKa OT NEPCHCTEHTHA
Genonpobua xunepToHuA mpu HoeopodeHoto (PPHN). HabmoaasanusaT puck e 6l npHOIH3HTEIHO
5 cnyyas Ha 1 000 GpemennocTy. B oGuiaTa nomynanus ce Habmoaasat 1 ao 2 cimy4as Ha PPHN Ha
1 000 6pemenHOCTH.

Kvpmene
Quakea ce ecLMTAIONPaM Ja C€ €KCKpPEeTHpa B MailurnHoTO MIAko. [Topaau ToBa, He ce npenopbL4Ba
KbPMEHE [10 BpEME Ha JIe4eHHE.

4.7 EdexTn BLpXY cnocobRocTTa 32 modHEpane A padoTa ¢ MAIDARA

BBNpekn 9¢ eCHUTANONpaM He € MOKa3al BIIWIHHE BEPXY HHTENIEKTYyalTHATa HITH IICHXOMOTOPHATA
¢yHKIHH, TpAOBA 1a ce UMa ITPEABH], 3¢ BCEKH NMCHX0AKTHBEH IPOXYKT MOXE [1a TIOBNHAE
npeteHkara U ymenuaTa. [launenture Tpadsa na 6baaT npenynpeXaaBaHH 3a MOTEHUHAANIHA ONIACHOCT
yrnotpebaTa Ha ecLMTANIONPaM [1a MOBINAC HA TAXHATA CIIOCOOHOCT Aa LIO(HUPAT WK Aa paboTAT ¢ —o-St
MallWHH. /4 LA
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HesxenaauTe NexapcTBEHH peaKUHy ce CpeLUaT Hal-uecTo MO BpEME Ha ITbpBaTa WJIH BTOPATa ceaMHLA
OT NeYeHUEeTO U OOMKHOBEHO OTUIYMSBAT KaTO MHTEH3HUTET H YECTOTA C NPOb/DKABAHE HA JIEUCHHETO.

Hexenanure nexapctBeHn peakuuy u3secTHH 32 CHO3C ca nokinaasaHy CHINO K 33 €CLHATATONPAM
KaKTO B [U1alle60-KOHTPOJIMPaHN KIHHHYHH ITPOYUBaHHUA, Taka H B CIIOHTAHHH NOCTMAPKETHHTOBH
OOKJ1aAH M Ca MOKa3aHM No-A0JIy 10 CUCTEMHO-OPFraHHH KJIACOBE H 4eCTOoTa.

YecTOoTUTE ca B3ETH OT KIIMHWYHH NPOYYBAaHNA; TE He ca nnauedo-Kopurupa’u. YecToTHTEHTE Ca
neduHApanH KaTo: MHoro dectd (>1/10); wectn (=1/100 no <1/10); neyectn (=1/1 000 mo <1/100);
penku (>1/10 000 oo <1/1 000); mroro peaku (<1/10 000); ¢ HensBecTHa YecToTa (OT HANHIHHATE
NaHHH He MoXe Ja Oble HallpaBeHa OLICHKA).

CucremMo-Oprannn KJacoBe

YecTOoTa

Hexxenan edexr

Hapymenus Ha kpbpBTa 1 IuM@HaATa

CHCTCMa

C HeHn3BecTHA YeCcToTa

TpombouuroneHus

Hapyuienus Ha UMyHHATa CHCTEMA

Penku

AHRadunakTHdHa peaklus

HapymeHns Ha eHOIOKPHHHATA
cHUCTEMA

C HeH3BECTHA YECTOTA

HeazexpaTHa cexpeLHs Ha
AHTHUGHYPETHYHHSA XOPMOH

Hapymenusa Ha meTabomniMa 1
XpaHEHETO

Yectn HamajieH aneTuT, yBEITMYMEH
aneTHT
HeuectH [ToHKKeHO TeleCHO Terno

C HeM3BeCTHa YeCTOoTa

X HNOHATPHEMHS, AHOPEKCHA'

[lcuxvanu HapylueHHs

YecTH

TpeBoxHOCT, O€3MIOKOKHCTRO,
aOHOPMHM CHHHMIIA

XKeH 1 MBbKe: HAaMalleHo JIHOUAo
Jenw: aHoprasmus

HeuecTH bpyKCcH3IBM, XXKUTALINSA,
HEPBHOCT, NAHWYECKH TIPUCTHIT,
00OBpPKaHOCT

Penku Arpecus, JenepcoHanniaius,

XamMolUHHALIHH

C HeM3BecTHA 9ecToTa

MaHns, CYRIIMOHY MHCIH,
CYHLMOHO NoBeneHHE”

HapymeHns Ha HepBHATa CHCTEMA

Yectn HHCOMHHA, COMHOJICHTHOCT,
3aMasHOCT, IApECTE3NA, TPEMOPD
HeuectH BKycoBH HapyLICHHA,
HapyLIEHHUA Ha CbHA, CHHKOT
Penxn CepOTOHMHOB CHHAPOM

{ HEH3IBECTHA YEeCTOoTAa

JINCKHUHE3NA, IBMraTeHH
HapyIIEHHS, KOHBYJICHH

HapylieHHsA Ha OUMTE HeuecTH Muznpuasa, 3puTenHN HapyUIEHHUA
HapyiieHns Ha yxoTO W JJaOMpHHTA HeuecTH TvauTyC
CbplaeaHH HapyIneHHs Hedectn Taxvukapans

PenkH bpagukapaus

C "eW3BecTHa HE€CcTOTA

BeHTpuKynapHa apUTMHS,
BKITIOUHTENHO Torsades de
pointes, eNeKTpoxapaKkorpaMa ¢
yasxed QT-ruTepran.

CBhO0BH HapVYIIEHHA

C HeM3BECTHA YecTeTa

OpTocraTiyHa XHIIOTOHUA

Pecnispatopuy, rpbIHN H

YectH

CHHY3HT, TpO3KBaHe

MEIHACTHHATHH HapyIICHHA HeuecTH EnucTakcue
CToMaImHO-4peBHH HAPYIUEHHNS MHoOro 9ecTH I"anexe
YecTH Jlnapus, 3anex, nospeiaHe, - -T.':;T“%‘:.,_
CYXOTa B yCTaTa SRR AN MRS J_Bﬁ
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(BKTHOYMTEITHO PEKTATHA
XeMoparus)

Xenato - OUNHAPHH HApYLIEHHA

C HeH3BeCcTHa YeCToTa

Xenarur

Hapymenns Ha KO)KaTa ¥ MOJIKOXKHATa
TbKaH

YUecetH

YBenudeHo nmoTeHe

HeuecTH

YpTHKapHs, anoneLuns, oOpHs,

pypuTyc

C Heu3BeCTHA 4YecToTa

ExcxuMo3a, aHrMoefIeEM

Hapymierus Ha MyCKYJIHO-CKENneTHaTa
CHCTEMA U ChEJHHUTEIHATA ThKaH

Yectu

ApPTpanTus, MHaJITHA

HapymieHus #a 6s50peunTe 1
MUKOYHUTE ITHTHINE

C HEM3BECTHA 9ECTOTa

PeTeHIHs Ha ypHHATA

HapymeHns Ha Bb3NpOH3BOOUTENHATA | UecTH Mbxe: esKynalHOHHK MpobnemMn,
CACTEMA U I'bpaaTa HMIIOTEHTHOCT
Heuectn KeHH: MeTpoparus, MeHOparus
C Hex3BecTHa uecToTa | Muke: npuanuibm, ranakropes
Q6mm HapymeHua 1 edekTH Ha YecTH YMopa, THpeKcHs
MSCTOTO Ha TPHIOKEHHE HeuectH Enem
Hicnenpanus YectH TToBHIIEHO TENECHO TETTIOTO
HeuectH IToHmXeHO TENIeCHO TermnoTo

C Hen3BecTHA 4YecToTa

AOHOPMHH pPE3yNTaTUuTE OT
YepHOAPOOHUTE TECTOBE

' Tesu cpbuTHA ca OMnn noknaaBaHK 3a TepaneBTH4HHA knac Ha CHUO3C.
¢ CrmydgauTe Ha CYMIMIHH HAMepeHHA H CYHIHIHO MMOBeJAeHHe ca JOKIafiBaHHK 10 BpeMe Ha TepamHs C
ECUTAJIONPAM WIH HENOCPEACTBEHO Cliel MPEeyCTAHOBABAHE Ha JIE9CHHETO (B, Touka 4.4).

Crnydan Ha yabibkaBaHe Ha QT-uHTepsana ca J0KJIagBaHH 110 BpEME Ha NOCTMapKETHHTOBHSA TEpHOL,
MpeaMMHO IIPH MAIMeHTH ¢ NMpeallecTralo ChpaevYHo 3abomsBade. B asofiHo cnano miauebo
xoutponnparno EKI npoy4saHe npy 31paBu HHIKBHIY, NMPOMSHATA OT H3XOAHOTO HHBO Ha QT ¢
(Friderica-kopeknus) e 6un 4,3 msec npu go3a 10 mg/aed n 10,7 msec npu nosa 30 mg/neH.

EnnpaeMHoNoridHA NMPOYYBaHNUS, POBEKIAHH TJIaBHO NIPH MALHEHTH Ha NETIECEeTrOAHINHA Bh3pacT
WIH T10-Bb3PacTHH, IOKAa3BaT YREJINHMEH PHUCK OT KOCTHH GpakTypH NpH MAINEHTH, KOUTO ITPHEMAT
CHO3C u tpuumknuusu antuacnpecadTH (T'CA). He ca n3pecTHH MeXaHH3MHTE, KOWTO BOIAT N0

TO3HA PHCK.

CHMIITOMH Ha OTHEMAHE NMPU CITUpaHe Ha JIEUYEHUETO
[MpeycTaHopasaHe Ha neueHueTo cbe CHO3C/CHO3H (ocobeHo, Korato CriHpaleTo € BHE3aMNHo)

0OUKHOBEHO BOOX N0 CHMNTTOMH Ha oTHeMmaHe. Hati-gecTo e chofmarano 3a: 3aMasHOCT, CEH30PHH
HapyIleHus (BKITFOTHTENTHO NapecTe3us U eJICKTPOLIOKOBH YCELIaHNs ), HapyLIeHnd B ChHA
(BKTIOYUTESTHO MHCOMHHS U HHTEH3HWBHH CbHMINA), AKHTALHA HIH TPEBOXKHOCT, rafieHe H/WIH
NOBpBLIAHE, TPEMOP, 0OBPKAHOCT, NOTEHE, rMaBofonue, AHapui, NAINATALHH, EMOLKOHAHA
HecTaOWIHOCT, pasApasHUTETHOCT W BH3YaJIHH HapyineHHs. O6WKHOBEHO Te3H ChOUTHA ca cllabH o
YMEPEHO TEKKH W Ca HHIHBHIYAITHH, HO TIPH HAKOH MAllMEHTH Te MOTAT Ja MpOTHYAT TEKKO W/ HTH
NPOIBIDKHUTENIHO, 3aTOBA ce MPENopBUBa, KOraTo HyXJaTa OT JICYSHHNE C ECLHTANIONpaM OTNaIHE,
CHPaHEeTO Ha JIEYSHHETO [1a CE OCBLUECTBABA MOCTENEHHO (BK. TOUKK 4.2 H 4.4).

CrnobmaBaHe HA NOOO3APAHU HEXENMAHU peaKLHH
ChoOroiaBaneTo Ha MOAO3IMPAHHU HEXENaHH PeakUMH ¢/l paspeuiaBaHe 3a ynotpeda Ha ieKapCTBEHHA
NPORYKT € BaxkHO. TOBa M03B0NABA A4 IPOABLIDKH HAGMIONEHNETO Ha ChOTHOLIEHHETO MON3a/PUCK 32
nekapcTeeHMs MpoaykT. HexkenanvTe peakiiMu Moxe Ja OpaaT ChOOLIEHN HPEKTHO Ypes:

HamenHUTEeTHA areHUMUs 1o JIEKapCcTRaTa

yi. , JiamsaH I'pyes* Ne 8
1303 Codus,
Ten.: +359 2 8903417




en. noma; bda@bda.bg
yebcaiT: www.bda.bg

4.9. IIpenozmpane

ToxcA9ROCT

KNMHHYHUAT ONMUT NMpH NMpego3upaHe ¢ eCUNTANIONPAM € OrpaHWUYEH H MHOTO OT Clly4YaHTe BKIOUBAT
eJHOBPEMEHHO NpelIO3HpaHe ¢ IPYTH IeKapcTBa. B rmoeedeTo cyuaw ce JOKNaAsaT Clnabdy CHMITTOMH
WIH NIKNIca Ha Takuea. DaTaiHy cydad Ha CAMOCTOATE/THO NPEeI03ApaHe ¢ ECLIMTANIONPaM ca
NOKIIAfIBAHHU PANIKO; MHOTO OT CTy4YauTe BKMIOYBAT €IHOBPEMEHHO NMPERO3NpaHe C IPYTH JIEKApCTBA.
IIpuemann ca go3u ot 400 mg no 800 mg ecunranonpam 6e3 na ce MpOABAT TEXKKH CHUMITTOMH.

CaMOTOMHE

HoxnanpaHuTe CHMITOMH [IPH NPEI03HPAHE ¢ eCHHTAIONpaM Ca Mo OTHOIUEHHEC IMABHO Ha
UEHTPaTHaTa HEPBHA CACTEMA (3aMafgHOCT, TPEMOPD, AXXUTALNA, PeIKH CITydaH Ha CEpOTOHHHOB
CHHOPOM, KOHBYJICHHM M KOMa), TacTpO - MHTECTHHATHATA CHCTEMA (Hay3ea / NoBpbIilaHe) H ChpACYHO-
ChAOBa cUcTeMa (XHITOTOHUA, TaXHKapaui, yabhkaeaHe Ha QT - HHTepBana u apuTMHA), U OastaHca
Ha eNIEKTPONIHTH ¥ PayHan (XHIOKATHEMHA, XHITOHATPHEMHSA).

Jlenenne

He chinectryBa cneunguyeH aHTHAOT. HeobX0oaHMO € BB3CTAHOBABAHE U MOOObPKAHE
APOXOOMMOCTTa Ha Bb3AYLIHUTE MbTHA. BB3MOXKHO € Ja ce HIPUCTHIIK KbM CTOMAalllHA MPOMHBKA
H3MON3BaHe Ha aKTWBREH BbriieH. CTOMAIIHATA MPOMUBRKA TpAOBa fa 6Ba¢ OCBIIECTBEHA BE3IMOKHO
Hali-CKOpo clied niepopanHoTo npuaoxkenne. [penopsyusa ce MOHMTOPHHT Ha CHPAEYHAUTE H
WKHUIHEHHUTE NOKa3aTeNH, CbIIPOBOACH OT OCHOBHHTE CUMNTOMAaTHYHH NMOJIbPIKalH MEPKH.

5. ®APMAKOJIOTHYHH CBOHCTBA

5.1 <dDapmaxkogHHAMHYHH CBOHCTBA
dapMakoTepaneBTHYHA Ipyna: ARTHAeNpecaHTH, CeleKTHBHH HHXHOUTOPH Ha 00paTHOTO 3aXBalllaHe

Ha CEpOTOHHHA
ATC xon: NO6ABIO

MexaRR3IBM HA NeAcTBHE

EcuuramonpaMm e cenekTHBeH HEXHOMTOD Ha 06paTHOTO 3axBamane Ha cepoToHHHa (5-HT) ¢ BuCOK
apMHUTET KbM IThPBUYHOTO MACTO Ha cBBp3BaHe. Toil ce CBLP3Ba € ANOCTEPHYHOTO MACTO Ha
CEpOTOHHHOBMA NpeHocHuTeN, Ho ¢ | 000 mbTH No-HUCHK aPHHHTET.

Ecunranompam HAMa WK HMa crad aclmﬁmer KbM penﬂuﬁ peuenroph, BikmoduTeHo 5-HTia, 5-HT>,
DA D: u D2 peuenrtopn, oy-, 02-, P-agpeHopeLienTopr, XuctTaMuHoBHTe Hi—peuenTopu,
MYCKAPHHOBHTE XOJHHEPruyHY, OeH300na3eNNHOBHATE ¥ ONTHOKIHHTE PELETITOPH.

Huxubupanero Ha o6paTHOTO 3axBamane Ha S-HT e eqUHCTBEHUAT NpaBaonoJodeH MEXaHN3IBM Ha
neicTeNe, KOMTo 00jACHABa (PapMaKOJIOTHYHNTE U KITHHUIHUTE eeKTH Ha eCLMTAIONpaM.

KnHAnYHa ePHKACHOCT

Fonsam oenpecuaei enusoo
EcusTtatonpam e nokasan epeKTHBHOCT NpH JIeYeHHE Ha TOJIEMHU ICTIPECHBHM €TH30/IH B OCTpa (hasa B
TPH OT HETHPH ABOMNHO CJienH, Iaie6o-KoHTPOTHPaHN kpaTKkocpouHH (8 ceaMuLm) npoy4usaHus. [Ipu
MpOYYBAHHS BbPXY NPEBESHLMATA HA NPOIB/DKUTENIEH pENnarnc, 274 NalHeHTH, MPH KOHTO € UMaJIo
OTroBOp MO BpeMe Ha 8-ceIMHYHa OTKpHTa (a3a Ha sieueHue ¢ ecunranonpam 10 nia 20 mg/nen, ca
paHIOMH3ApaHM [a MPOABIDKAT JICYEHHETO ¢ ECLMTANONPAM IIpH ChILATA 034, WY Ha mauebo 3a
nepHox oT 36 ceaMALH. B TOBa MPOYyYBaHE MALMEHTHTE, KOUTO Ca MPOIB/NKWIH TEUCHHETO C .
eCLUTAJIONpaM IMoKa3saT 3HAYMTENHO TO-IBJTBI NEPUOR HA perarc cnej nocieasaiure 36 ce
CpaBHEHWE C MAaLHEHTHTE, NOJTyuasain ruiauedo.




Coyuanio mpegoiNcHo pascmpouicmeo

Ecuuranonpam iokaza epeKTHBHOCT (10 OTHOLICHHE HA COLHANHO TPEBOXKHO Pa3sCTPOHCTBO B TPH
kpaTkocpouHu (12-ceIMHUYHH) KIMHHYGHH TIPOY9IBAHHUSA, KAKTO H B 6-MECETHO NMpOydYBaHe BBPXY
MpeBEHLMATA HA PEIATNca Ha COLHATHOTO TPeROKHO pazcTpoicTro. [1pn 24 ceqmuaHo 0030 -
OMpeRENALIO NMPOYyYBaHe € ycTaHoBeHa edprxucHocTTa Ha 5, 10 1 20 mg ecuuranonpam.

Ienepanuzuparo mpeeodicHo pascmpaiucmso
Ecuuranonpam B 103u 10 n 20 mg/neH ¢ 61N edekTUBEH B HETHPH OT HETHPH IUIALEO0-KORTPOIHpaHH
NPOYYBaHMA,

B o6o61mennTe qaHHH OT TPH NPOYYBAHWA ChC CXOHCH AM3aMH, BKTOUBalIy 42 1 mauueHTa, KOHTO Ca
npueManu ecuuTanonpaM u 419 naunenTa, KouTo ca NpHeMany mnauedo, Ha TepanniTa ca
OTrOBOPHIH ChOTBeTHO 47,5% 1 28,9%, a 37,1% 1 20,8% ca nocturdanu pemucua. IloctosHeH edexr
e oun Habmopasad oT cenqmuua 1.

IMoaabpxaHe Ha eIKACHOCTTA OT JeUeHHUETOo ¢ ecurTanonpaM 20 mg/aeH € feMoHcTpHpaHa B 24-76
CEIMHYHO, PAHIOMHW3NPAHO, KIMHWYHO U3NUTBAHE BLPXY 373 NAaLMEHTH, NPU KOHTO CE M0JTyyaBa
OTFOBOP M0 BpEME Ha MbPBOHAYANHOTO |12-CEAMHYHO OTKPHTO KNMHHYHO NPOYYBaHE.

Obcecugno-KOMRYACUBHO PA3CMPOUCMBo

B paHzoMH3MpaHo, ABOHHO-CIIANO, KTMHUYHO npoy4Bade, 20 mg/neH ecuyTaonpaM e nokasan
pa3nka ¢ ratebo no o6 pesynrar mo Y-BOCS cnen 12 cegmunu. Cnen 24 ceaMuLy, KakTo J03H
oT 10 mg/neu , Taxa 1 20 mg/IeH eCUMTATIONpPaM ca MOKa3aIH N0-TofAMa ePEKTHBHOCT B CPaBHEHHE C
nnauedo rpynara.

IlpeseHisTa Ha penarnca € IEMOHCTpHpaHa 32 10 1 20 mg/neH ecunTanonpaM IfpH NMauHEHTH, 3a

KOHTO € TIOJTyEH TEPANIEBTHIEH OTTOBOP KBM ECLMTANIONDaM B | 6-ce IMHIHO OTKPHTO KITMHHIHO

Npoy4BaHe U KOUTO Ca pannnmuaﬂpanu 3a 24-ce,umnqno ABOHHO-CNIATO, NJ1ale00-KOHTPONTHPAHO
IIPOY4BaHE.

52. (DapMakoKHAeTAYHH CBOKCTBA

Abcopbyun

A6copbiusaTa € MOYTH ITEITHA U HE 3aBHCH OT npuema Ha Xpana. (CpeaHo BpeMeTO 3a JOCTUTAHE Ha
MaKkCHMaJTHa KOHLEHTpalna (cpeaHo Tmax) € 4 9aca cjiex MHOTOKpaTHO npunaraxe). KakTo ¥ npH
paueMHIYHHA LHTanonpam, abcomorHara GHOHATMYHOCT Ha eCLMTANONpaM Ce 0YakBa aa ObAe oKomno
80%.

Paznpeoenernue
O6embT Ha pasnpeaenenue (Vqp/F) cnen nepopanuo npunoxkenne € 12 1o 26 I/kg. Ceup3sanero ¢
nnasMeHuTe nporerHy € noa 80% 3a ecuuTanonpaM U HETOBUTE IJ1aBHH MeTa0OJINTH.

buompanchopmayun

Ecunranonpam ce MeTaboM3Hpa B YepHUA Opod B OEMETHIMpaHU ¥ ANAEMETIIHpaHH MeTabonnTu. U
aBara BuAa MeTabonuTH ca (apMakoJIOrMHHO aKTHBHH. ATITEPHATHBHO, a30THT BEPOATHO CE OKUCTIABA
no N-oxcuaan MeTabomuTi. HM3Xo1HoTO BelllecTBO ¥ METADONTUTHTE Ce eKCKpEeTHpAT 9aCTHYHO KaTo
rmokypoHuan. CreJ MHOTOKPAaTHO RO3MpaHe CpeIHATa KOHLICHTPALUNA Ha AeMETHTHPAHHUTE U
JTUAEMETIWIHpaHUTE MeTabouTH € 06nKkHOBEHO 28-3 1%, CHOTBETHO 5% OT KOHLIEHTPALMATA Ha
ecunTAnoNpaM. bHoTpaHchopMaUMATa Ha eCLUMTAIONPAM B IEMETHIINPaHH MeTabONHTH ce MeIHnpa
rnasHo or CYP2C19. BramoxHo e yaacTHero ¥ Ha eHsumuTe CYP3A4 n CYP2D6.

Eaumunupane




JTunesinocm/nenuneunocm

(dapMaKOKMHETHYHHTE NapaMETPH €a B NUHEITHA 3aBUCHMOCT. CTE/IN-CTENT MNa3sMeHHTE HHEBA Ce
JIOCTHUraT B paMKHTe Ha 1 ceamuua. Cpeannre cTequ-cTeilT koHUueHTpauuu ot 50 nmol/l (B nuanaszoH
ot 20 go 125 nmol/l) ce nocrrrar npm JHeBHa 2032 oT 10 mg.

Cneunanrny nonynauyH

HTayuenmu 6 cmapwecka gv3pacm (>65 codunuy)

IMpenmonara ce, 9e ecLUTATIONPaAM CE EARMHUHUpa M0-0aBHO NPH MALHEHTH B CTAPYECKa BB3PACT B
cpaBHEHME ¢ no-Mnaax nauueHTH. Ilnoura noa kpueara (AUC) e npubmsutenno 50% no-Brcoka
NpH MALKMEHTH B CTapyYecKa Bb3pacT B CpaBHEHME ¢ Mnaau aobpososiuy (Bx. Touka 4.2).

Hamanena weprodpobua @yrkyun

[TpH NauMeHTH C NEKO WIH yMepeHOo Texko uepHoapoOro yspexnaHe (Kpurepun A u B no Child-
Pugh) BpemeTO Ha NOTYKHBOT Ha ECUMTAJIONpaM € OWIO OKOJIO IBA ITbTH NO-AB/r0, KaTo
excrio3uuusTa e 61wia 60% no-BHCOKa, OTKOAKOTO MPH MAlWEHTATE ¢ HOpMalTHa YepHoApobHa
GbYHKIRA (BX. Touka 4.2).

Hamanena 6vbpevwna gynkyun

[Tpy paueMHIHHA UATANTONpPaM ¢a HaOITIOOAaBaAHH MO-XBJTBT TIOJTY-KHBOT H MUHHMAITHO YBEJTHIEHHE Ha
EKCTIO3HIMATA NPH TTAHEHTH ¢ HapyeHa 0p06peuHa QyHKIMA (CLy 10-53 ml/min). TnazmMenuTe
KOHLIEHTPALIMKY Ha MeTaloTMTHTE He ca W3CcNedBaHu, HO Te OMXa MOTJIH Ja HMaT NOBULIEHH CTOHHOCTH
(BK. TOUKa 4.2).

[Tonumopghuzem

VeTanoBeHo €, dye olryTe Metabonuzaropy no otHolieHue Ha CYP2C19 nMart asa nbTH no-BUCOKa
nia3MeHa KOHLEHTPAlHA Ha eCLMTAJIONpaM B CpaBHeHMe ¢ ekcTeH3uBHHTe MeTabonn3atopHi. He e
HaOmooasaHa 3HAYHWTE/THA NMPOMSIHA B EKCIO3HLATA [PH JOLINTE, MBTHGUHH?.B.TD]JH MO OTHOIIEHUE HA

CYP2D6 (Bx. Touka 4.2). L

h
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5.3. Ilpeak/iAHHYHA JAHAH 34 GesonacHocT

Hsma nrdopmauyst OTHOCHO TPOBEKAAHH ITHIIHH KOHBEHLIMOHAHY MPENITHHIIHH NPOYIBAHHA C
ECLIATAJIONpPaM, Thil KATO NPOBENCHHTE CB’I:]J?SBRLH,H TOKCOKHHETHYHH H TOKCUKOMOTHYHM IIPOYYBRHNS
C ECUMTANONPAM U LIATAIONPAM BbPXY IUThXOBE ca nokasany nonoden npodun. [Nopaau ToBa LsiaTa
WH(OPMALHA 32 LUTAIONPAM MOXe Oa ObIe eKcTpanolIupaHa 3a ECLUTAIONPaM.

B cpaBHHTEMHN TOKCHUKOJIOTUMHH NPOYYBaHHA < IUTbXOBE, CJIe HAKOJIKO CEIMHYMHO NeYeHHE,
eCLMTAJIONIPAM H [IMTAIIONPAM Ca TPUIHHIIK ChpAedHa TOKCHYHOCT, BKITIOYHTETHO KOHTECTHBHA
Chp/IEYHa HENOCTATEYHOCT CJICH TpWIAaraHe Ha J03H, NPUIMHABAINN 0013 TOKCHYHOCT.
KapIHOTOKCHYIHOCTTa KOPEJIHpa TTOBEYE ¢ TMKA Ha TUTA3MEHUTE KOHUEHTPAUHH, OTKOJIKOTO ChC
cucremuuTe exno3umi (AUC). TTHKOBeTE Ha fiasMeHHTe KOHLEHTPALHMH NPH HUBA, B KOUTO HE Ce
oTanTa edexT, ca 6uNK 8§ MBTH No-roneMu OT ITUKOBETE JOCTHTHATH NMPH KIHHHYHA ynoTpeba, okato
AUC 3a ecuranionpam ¢ 6un egsa 3-4 bTH NMO-BHCOK, OTKOJIKOTO TIPH €KCITO3HULMA MO BpEME Ha
KITMHHIHO Npiaarare. 3a upraionpam crodHocTHTe Ha AUC 3a S-eHaHTHOMEpa ca OH 6-7 ITRTH mo-
BHCOKHY B CPABHEHHE C TE3H JOCTHTHATH NP KIMHHYHA ynoTpeba. JlaHHUTe BEpOATHO Ca CBhP3aHM C
MOBHLICHO BIMAHME BLPXY OMOreHHNTE AMHHH, HAanp. BTOPHYHH KbM IThpBHYHH PapMaKoJIOTHYHH
ethexTH, BOOEIIM N0 XeMOAHHAMWYHH edekTH (MoHKaBaHe Ha KOPOHAPHHS NMOTOK) B HeXeMHud. Bcee
maK, TOYHUAT MEXAHH3BM HAa KAPAUOTOKCHIHOCT MPH IUTbXOBE HEe € YCTAHOBEH. KIIMHWUHHA OITHT ¢
UXTAJIONPAM B ONHTHT B KJIMHAYHHUTE NPOYYBaHUA ¢ CCLUHMTANIONPAM HE NMOKA3BaT KOpenaLus ¢
KJIMHAYHATa KAPTHHA.

HabmonasaHo e rNoBHIEEHO ChAbPXKaHue Ha GochOMTUITHIN B HAKOH THKaHH, Hanp. 0:n apod,
HaJCEMEHHHIIM 1 YepeH Apol cnen TpeTupaHe Ha IUTBXOBE 3a MO-ABJIMY NEPHOIH C €CLUTANONpaM
uutanonpaM. Ilo oTHoIeHWe Ha HaNCEMEHHULINTE, Pe3yNITaTUTE NIPH TUTbXOBE H XOpa TOKa3BaT
cxoncteo. To3m edekT € 00paTUM Cllen NpeycTaHOBABaHE Ha jiedeHneTo. Habmomnasa ce Hatp
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Ha dochomumuam (pocdomHnnmosa) TpH KUBOTHH MO0 OTHOMEHHE H3 MHOI0 KATHOHHH aMQHPHITHH
nexkapcTBeHM npoaykty. He e u3secTHO nanyu 1o3u peHOMEH ce Habmogasa U IpH Xopa.

B npoy4dBaHe BbpXY IUTBXOBE 32 TOKCHTHOCT: A BBPXY pacTexXka € OTUETeH U eMOPHOTOKCHIEH eQeKT
(mo-HHUCKo Terno Ha ¢peTtyca U oOpaTumo 3abasane Ha ocudpukanusaTa) no oTHoweHwe Ha AUC npu
MMOBHIIEHA EKCIIO3MLMA JOCTAIHATA [T0 BpeMe Ha KIIMAW4YHa ynoTpeba. He e oTuereHa nosuileHa
yectoTa Ha Mandopmauunute. [Ipe- u nocTHaTanHu Npoy4BaHNATA Ca NTOKA3ANH NI0-HUCKa
MPEXXUBAEMOCT 10 BpEME Ha NIAaKTaLMOHHHAA fiepHo o oTHomeHne Ha AUC npu nosHineHa
€KCTIO3HLHA JOCTUTHATa N BpeMe Ha KIIMHHMYHa yrioTpeba.

6. ODAPMALEBTHYHH JAHHHA
6.1 ChnHchk HAa TOMOOIAHTE BEIIECTRS

Anpo aa TabneTxarTa:
Konosunon (Konngou VA 64)
JlakTo3a MOHOXWpAT
[{apeBHuHO HULLIECTE
Llemynosa, MUKpOKPUCTAITHA
Kpockapmenosa HaTpuii
Maruesues cTeapar

(DRAMOBO NOKPHTHE:
METmuﬂancunpunﬂﬂuenyﬂma §E464)
Llenmyno3a, MAKpOKpUCTATTHA (E460)
CreapuHoga kucennta (E570)
Tutanos avoxcna (E171)

6.2 HecnemecTAMOCTR

Henpunoxumo.

6.3 Cpok Ba rogaocT
3 roguHH

6.3 CnenHaaHH YCJIOBHS Ha ChXPaHeHHE
Jla ce chxpaHsaBa Ha MACTO, HEJOCTBLITHO 3a Aeua.
Jla ce cxxpaHspa B OpUrHHANIHATA ONIAKOBKA.

Ha ce cvxpausea nox 25°C.

6.5 BpancLILpXKaHHE HA OMAKOBKATA

bBaucrep ot Henpospaudo PYC/PE/PVDC - Al donmo.
28 dummupann Tabnetkn / 2 6nucrepa ¢ no 14 dunmupann TabIeTKA B KAPTOHEHA KYTHA.

6.6 CnenrajnRm npeana3HA MePKA NpPH H3IXBLPJAHE
HsamMa crieMaiHy H3NCKBaHHA.

Heunsnon3saHUAT JIEKapCTBEH npnj:[ylcT WM OTIAbYHHTE MATEPHAITH OT HEro TpAOBa a ce U3XBbPIAT
B ChOTBETCTBHE C MECTHUTE M3NCKBAHHA.

7. TMPHATEXATEJI HA PAZPEILIEHHETO 3A YIIOTPEBA




HOBEJI ®APMA EOO/
oyn. ,,bvarapua® Nel09
Codusn 1404, bpnrapus

8. HOMEP HA PAZPEUIEHHUETO 3A YIIOTPEBA

20100845

9. JIATA HA IThPBO PA3PEIIABAHETIOJHOBSIBAHE HA PAZPEIIEHHETO 3A
YIIOTPEBA

JlaTa Ha TepBO pa3pemaBane; 22 qekemspu 2010 1.
Hata na nocreano nojgnosapane: 08.01.2016 .

10. IATA HA AKTYAJINZUPAHE HA TEKCTA

01.2025 r.




