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1. HME HA JEKAPCTBEHUSA ITPOOYKT . 19 -08- 072

Pt My,
Ecuunpam 10 mg ¢pumMupars Tabnerkn o
Escipram 10 mg film-coated tablets

Ecuunpam 20 mg ¢emmupany tabnetkn
Escipram 20 mg film-coated tablets

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

Ecuunpam 10 mg: Beska Tabnetka cbapmka 10 mg ecuuranonpam (escitalopram) (xkaTo okcanar) ¥
CIeny OT HATpuii
Ecuunpam 20 mg: Beska Tabnetka chasmka 20 mg ecuuranonpaM (escitalopram) (kato okcanar) u
CIIE[IH OT HATpHi1

3a IBEIHUA CHUCHK Ha MOMOLEHHUTE BEIIECTBA BHKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA
DunMApana TabneTka

Ecunnpam 10 mg: opanum (npubmisnteno 8,1 x 5,6 mm), Gemu 1o MpecHO GertH, GunMupaHu
TabNeTKH ¢ JEMUTENHA YEPTA OT E/IHATA CTPAHA.

Tabnemxama moxce 0a 6voe pasdenena Ha dee pasnu do3u.

Ecuunpam 20 mg: opanun (nprbnusareno 11,6 x 7,1 mm), 6enu fo MphcHo ey, GprIMHUpanH
TabneTKU ¢ JeHTENHA YepTa OT eJHATA CTPaHA.

Tabnremwxama moxce 0a bvde pazdenena Ha O8e pasHu C03MU.

4. KIHMHUYHU JAHHHA
4.1 TepaneBTHYHH MOKAZAHHA

Jleuenne Ha TOJIEMHA AETPECHBHY SNTH30IMN.

Jlewenue Ha MaHEYECKe palCTpPOCTRO CRC UMK Oe3 aropadolui.
Jleuenue Ha COLMATHO TPEBOXKHO Pa3cTpoicTRO (counanHa Golus).
Jleuenne Ha reHEPANH3HPAHO TPEBOKHG pa3cTpolcTBO.

Jleuenne Ha 0OceCHBHO-KOMITYICHEHO pa3CTpOHCTRO,

4,2 [o3ppoBKa H HAYHH HA NPWIOKEHHE

ga:iHQOGKa

He e noxasaHa 6ezonacHocTTa Ha NHEBHH n03W Hag 20 mg.

ToneMy _flenpecHBHH enH30Imn
Obwuaitnara no3a e 10 mg eMH BT IHEBHO. B 3aBHCAMOCT OT WHINBALYANHHS OTTOBOP H3
TAI[HeHTa, A03aTa MOKE [ia Ce MOBUINYH MakcHManHO g0 20 mg JHeBHO.

OOHKHOBEHO 3a NOCTUTAHE HA AHTHACIPECHREH eekT ca HeoGXoIHMA 2-4 ceqMuI]
0T3By4aBaHe Ha CUMITOMMTE € HEOOXO0AUMO MPOTBIAABAHE HA NIeUYeHHeTo Hall-Ma
TIPOJ(bJKEHUE HA 6 Mecela 3a 3aTRBPXJaBaHe Ha TepaneBTHHHAS OTroBop.
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[Tarnyecko pazcTpoiicTBo cbe HIH e3 aropadobus

[TbpBata ceMHLIA C€ MPEMOPBYBA Ha4anHa 103a oT 5 mg, Npe/n MOBHIIABAHE Ha fosaTa o 10 mg
IHEBHO. B 3aBHCHMOCT OT HHAMBHIyanHKEA OTIOBOP Ha NANMEHTA, J038Ta MOKE /A Ce TIOBHITH
MaKCHMaIHO Ho 20 mg JHEBHO.

MakcuManHa e)eKTHBHOCT ce MOCTHra ¢liel] OKoNo 3 Mecena. JledeHueTo poab/DKaBa HAKOIKO
Mecena.

CouManHo TpeBOXKHO PAa3CTPOHCTRO
OO0nyaiinara nosa e 10 mg eJMHA I6T AHEBHO. 3a o6neKk4yaBaue Ha CUMITOMHTE OGHKHOBEHO ca

HeoOXoauMH 2-4 ceMHULH. B 3aBHCHMOCT OT HHIMBHAYATHHA OTTOBOP HA NAUHEHTA, JO34TA MOXe A3
CE HAMATH Jio 5 Mg HIH 2 ce TIOBMIIH MaKCHMAIHO A0 20 mg OHEBHO.

ConmanHoTo TPEBOKHO pascTPoHCTRO € 3a6oNgBane ¢ XPOHHYEH X0 H 33 3aTBBPKIABAHE HA
TepaneBTH4HHA OTTOBOD Ce MPEMOPEIBRA IPOBEXAHE HA JICUEHHE B POALIDKEHME Ha 12 cenMULA.
JIBATOCPOUHOTO JIEYEHRE Ha MAUMEHTH C OTFOBOP HA TEPaliMATA € MPOYYEHO B NPOALIHKEHNE HA

6 Mecena H MoXke HHAMBIAYANHO Ja ce HMa NPEABH] 33 MpoHIakTHKE Ha PELMANEH; IO/I3KTE OT
TedeRNeTo Tpa0bBa Aa ce NpeleHABar Ha ollpele/ieHH HHTEPRATH,

CoLHaMHOTO TpeBOKHO pascTPOCTBO € Ho0pe TedHHNpaH AUArHOCTHYEH TepMHH Ha crieHHIHO
pascTpoicTBOo, KoeTo He TpAOBa Aa ce OBpKa ¢ IpeKaNeHa ChaMekTHBOCT. PapMaKOTEpPANNATA &
TI0Ka3aHa caMo, aK0 pascTpOHCTBOTO OKA3BA 3HATHTENHO BIHSHAS BBPXY NpodhecHORATHATA I
CcOLMaTHA JeHHOCT.

Ponsta Ha ToBa NTeYeHHe B cpaBHEHNe ¢ KOTHHTUBHATA NOBEJEHYECKa Tepanus He e GHla OLeHABAHA.
(apmakoTepannaTa € 4acT ot o0lIaTa TepaneBTHIHA CTPATErHS.

[CeHepalM3npaHo TPEBOKHO Pa3CTPOHCTRO
Hauannara nosa ¢ 10 mg eAdH BT JHEBHO. B 3aBHCHMOCT OT UHANBHIYANHHA OTTOBOP Ha NALMEHTA,
no3aTa MOXKe Ja € TOBHIIH MakcHManHo ao 20 mg gHeBHo,

HABIATOCPOYHOTO NiEUEHNE Ha NALMEHTH C OTTOBOP Ha TEpanMATa € NPOy4YeHo B NPOAL/DKeHNE Ha Hail-
Manko 6 Meceua MpH MAIMeHTH, Moyqasay 20 mg AneBAo. TTon3uTe oT nedeHNeTo 1 J03aTa Tpabea
J1a ce TIpeoleHsABaT Ha ONpeNeNicHH HHTEpBATH (BK. Touka 5.1).

O06cecHBHO~KOMITYICHBHO PaicTpoiicTBO
Havanmuara fo3a e 10 mg exqun neT AHeBHO. B 3aBHCHMOCT OT HHOHBHAYaHHA OTTOBOP HA MTAIIHEHTa,
J03aTa MOXKe [ ¢€ TIOBHINE MakcUMamHo g0 20 mg qHEBHO.

T kaTo 00CECHBHO-KOMIYICHBHOTO PasCTPOHCTEO € XpoHU4HO 3ab0ndBaHe, IPH NAIHEHTHTE
TpabBa Ja ce NpoBexkIa JOCTATEYHO TBJTO JICUeHHE, 3a Aa GBHIE CUTYPHO, Ue HE ce YCTAHOBABAT
CHMITTOMH Ha 3a00/BaHETO.

[Mon3uTte OT NEUEHUETO H [03aTa TPsGBa A2 ce [IpecleHABAT HA OMPENSIIEHE MHTEPBANH (B, TOYKA
5.1).

Ieanarpraya momynamma
Ecuunpawm e TpaOea Nia ce H3M0II3Ba 3a ICHEHNE Ha JIENa H I0HOILM Nox 18-rogxIuna Bb3pacT (Bx.
To4ka 4.4).

HanHeHTH B cTApYecKa BB3PACT {035 rognHm).
Havanuara nosa e 5 mg AHeBHO. B 3aBHCHMOCT OT HHIMBUZyanH#is OTPOBOP 103aTa MOYKE 3
morummM 710 10 mg nHeBHO (BK. TOYxa 5.2)

EdwuracHocTTa Ha EciisripaM o 0THOIIGHHE HA COUMANHO TPEBOXKHO PAsCTPOACTBO Mp
CTap4ecKa BE3pacT HE € MpoyyBaHa,



HamaneHa 6x6pedna dyHKIHL

He e HeoGxonuMa agantalmns Ha n03ata [pH ITAUHEHTH ¢ JIEKO 0 YMepeHo Ou6peuno yBpexane.
Ilpn Gonnu c H3paseHo HaMansBake Ha Ob6peunara Pynkuns (CLcr nox 30 mi/min) ce npenopsusa
TIORMIIIEHO BHUMAHNE TIPH M3NOM3IBaHE HA JICKAPCTBEHHS MPOIYKT (BA. TOUYKa 5.2).

Hamanena gepaoapobna dyekums

TTpu nauxerRTH C NeKo 10 YMEPEHO YepHOAPOOHO yBpeXIaHe Ce Mpenopbyna HINO3BaNe Ha HAYAHA
A03a OT 5 Mg AHERHO 11pe3 bPBHTE JIBE CEMUIM OT EYeHKHeTO. B 3aBHCHMOCT OT MHIAMBRIYATHHA
OTrOBOP Ha MALMENTa, A03aTa MOXe Jia ce moBumH 1o 10 mg aHerHo. [IpH GOMHH ¢ H3paseHO

HOHIKaBaRe HA YepHOOpo6HATA yyHKIMA ce mpenophaBa Npe/as/iuBo NPUIIaraHe Ha JeKapcTBEHHS
MPOAYKT ¥ BHHEMATeTHO THTPHPAHe Ha Jo3aTa (BXK. Touka 5.2).

Jlomu MeTaGonusaropn Ha CYP2(19
3a nauuedTH, 3a KOMTO € M3BECTHO, Ye ¢a JOIIN MeTabonuaTopy Ha CYP2C19, ce npenoppusa
Ha4allHa 03a OT 5 mg AHERHO Ipe3 MEPBHTE ABE CEAMULH OT JEUCHHETO.

B 3aBHCHMOCT OT HHIHBH/yaTHHs OTTOBOp HA NMAlUMEHTa, [03aTa MOXKe [a Ce MOBYINK X0 10 mg
AHeBHO (BXK. TOYK4 5.2).

CuMNTOMH Ha OTHeMaHe, HabMoaBRany IPH CIIApaKe Ha TepANHATA
Tpatea ma ce m3barpa BHE3aNHO CMpaHe Ha nedeHneTo. C OrMe] HamaliBaHe HA PUCKa OT NosBa Ha

CHMITOMH Ha OTHEMaHe IIpH CIIMpaHe Ha nedeHHeTo ¢ Ecunnpam, nosata TpsaGea Za ce Hamanapa
TIOCTETIEHHO HAa MHTEPBANH Hali-MalTko OT efiHa IO 18e CeqMMIH (B, Toukd 4.4 u 4.8). Ako cneq
HaMalsBaHe Ha 1032713 HJIH NIPEYCTaHOBABAHE HA JIEUCHIETO MDY NAMEHTA Ce TIOABAT TPYIHO
TOHOCHMM CUMITTOMH, MOKE Ja C& HMa MPeIBH/ BPBIIAHE KbM NMpeaBapHTeITHO IpeANHcaHaTa Jo3a.

Cren ToBa, nexapaT MOXE Ja TPOXLIKH HaMandBaHeTO Ha 03aTa, HO HA 10-TOJEMH NHTEPRANH OT
BpeMe.

Hawun na npunoxcenue

TlepopanHo npuaoxenue.
Ecunpam ce npuiara kaTo eIMHUTHa THEeBHA 7032 H MOXe JIa Ce MPHeMa ChC M 6e3 XpaHa.

4.3 HporusonokalaHAd

CBp’BX‘!YBCTBHTeJ'IHOGT KbM AKTHBHOTO BCIICCTBO HWIIH KbM HAKOE OT NOMOILHHTE BCIIECTRA,
H30poeKH B ToYka 6.1

EnHOBpeMeHHOTO neveHue ¢ HECENEKTHRBHY, HeoGpaTHMH HHXKWGHTODH Ha MOHOAMHHOOKCHA3aTa
(MAO-uuxuOHTOpH) € IPOTHBOMOKA3EHO [TOPAIH PHCK OT CEPOTOHHHOB CHHAPOM C MKHTALHA,
TPEMOp, XunepTepMed u Ap. (BX. To4dka 4.5).

KomGunanuaTa Ha ecuuTanonpam ¢ obpatumu MAO-A-uuxubutopu (Hanp, MoknoGeMun) wim ¢
obparumud HecenekTHBeR MAQ-HHXMONTOP THHE30N] € IIPOTHBONOKA3AHA MTOPAJH PUCK OT NOABA
Ha CepOTOHHHOB CHHAPOM (BXK. Touka 4.5).

Eciuranonpam e TpOTHBONOKA3aH NPH MAUWEHTH C H3BECTHO YObkasane Ha QT-HHTepBaNa HIH
BPOJEH CHHJIpOM Ha yObIkeH QT-uHTephan.

Ecuuranonpam € mpoTHBONOKA3aH 33 ¢/IHOBPEMEHHO NPHITOXKEHHE ¢ IEKAPCTBEHH MPOLYKTH, KOMTO
yIremxasar QT-unrteprana (B, Touka 4.5).

4.4 Crienuanuyn npexynpexAeHHsA H NPeANasHY MEPKH NPH yHoTpe6a

€a BATHIOHH CIECIHATE CTICHHATHA NpelyTIpesKIeHUI B IPeNa3Hl MEPKH,




Temnarpuyra monynannps :

Ecuunpam #e TpAGBa Aa ce W3noN3Ba NpH JIEYCHASTO Ha [ela H FOHOIH Mo 18 rognmya pb3pact. B
KIMHMYHHTE MPOy4BaHus I1Pu Jela M IOHOIUH, eKYBaHH ¢ AHTHENPECAHTH, TO-UECTO ca
Habmo1aBalH CYRUMIHO MOBEACHHE (CYHLMICH OTMT H CYMUMIHYE MHCIH) U BPaXIeGHOCT
(nipenuMHO arpecus, MPOTHROMOCTABSHE H I'HAB) B CPaBHEHNE C TE3W, TPETHPAHH ¢ naueto. Brnpekn
TOBa, B Cly4ail 4e KIIMHMSHOTO CHCTOSHHME Hatalra NpoBeXkIAHe Ha NedeHHe, TAHEHTLT TpABa Ja
6b1e pHAMaTENHO HAO0MIOAABAH 32 TOABA Ha CYMIMARN cuMIToMH. OCBEH TOBA, JIMNCBAT JAHHHK 33
6e3onacHOCT Npy IBArOCPOIHA yoTpeba Ha NeKapeTBeHNs MPOAYKT NpPH /IEUA ¥ IOHOLIH 110
OTHOWIGHHE HA PACTEA, CHIPABAHETO M KOTHHTHEHOTO U ITOBENEHIECKO DASBUTHE,

Iapafoxcanya TPeBOKHOCT

HsKOM NauMeHT!H ¢ NaHAYecko PascTpPOiHCTBO MOXKE fa MOMYBCTBAT B Ha4a/lOTO HA NEYSHHETO ¢
aHTHZETIPECAHTH YCHIIBAHE HA CHMIITOMHTE HA TpeBoxkHOCT. OOHKHOBEHO Ta3H HapaJOKCaTHa
peakIed OT3BY9aBa B PAMKWTE Ha JIBe CEAMHIM NIPH NPoSbIKABAHE HA JCUEHHETO. 32 HaMatBaHe Ha
BEPOATHOCTTA OT RHKCHOTeHEH edeKT, ce mpelopsTBa HICKA CTApTOBa 4034 (BXK. Touka 4.2),

I'spuone

B chy4ali, 4e Npu HAKo# MauNeRT ce TIOABST 3a TRPBY ITRT HITH Ce HaGMoaasa yBenuaBane Ha
9eCTOTaTa Ha repuoseTe (TIPH NallMeHTH ¢ [peqUIIHA JBArHO32 eNIenchi ), TpHeMBT HA
JlekapCTBeHHA IPOAyKT TpabBa fa ce npeycradoBu. TpaGea aa ce nsHarea nanonzeaneto Ha SSRI npu
6onHd ¢ HecTalHiIHa SHRICHICHA, 8 MALMEHTATE ¢ KOHTPONHpPaHA elldNencus TpA(Ba BHAMATENHO Aa
¢ MOHHTOpPHpAT.

Manus
SSRI TpalBa na ce H3NON3BAT BHUMATEIHO TIPH NALMEHTH C aHAMHE3a 38 MaHHA/XHIOMaN 3.
Jleuennero cre SSRI 1paGRa ja ce NpeyCcTaHOBH, aK0 HAKON TAWMCHT HABMTE3E B MAHHAKATHA (a3a.

nabeT
Tpn nanuenTs cbe 3axapen ualer, TedeHueTo cbe SSRI MoXe 3 HAPYIIH IMMKEMUYHKUS KOHTPOJ
(XHTOrIMKEMBs MM XUneprioukemus). Moxe Na ce HANMOXKH aJanTalud Ha JO3HTe HA HHCYIHHA Wi
RepopaTHHTE XMIIOITTMKEMHTHHA NIEKAPCTRA.

i OTIHTH/C MMCIH WTH KIMHMYHO BJIOIIABAHE
JenpecHara ce cBbpiBa ¢ NOBUILEH PHCK OT CYMIMIHA MUCIH, CaMoHapasapaue 1 caMoybuitcTro
(cuOuTHA, CBBp3aHi ChC caMoyOulicTea). TO3R PHCK € CHILECTRYBA A0 YCTAHOBABANE HA 3HAYAMA
pemucra. Telt kaTo pes MepPBETE KAKONKO K [T0BEUE CERMMUM OT eTeHHETO MOXE Ja He HACThIH
nogo0pedue, naukeHTHTE TPAGB2 2 GHIAT BHUMATETHO MPOCIEAABaHH Z0 HEroBara nossa. [lo
TIPMHUMI, KIMHAYHHAT ONIMT NMOKARA, 4e PHCKET OT CaMOYGHIUCTBO MOke 1a ¢¢ TOBHUIH B PAHHHTE
¢TaNK Ha BE3CTAHOBABAHE.

ApyTH NCHXHATPHYHH CHCTOSHNA, 34 KOUTO Ce NpeANHACcEa eCATATIONPaM, MOTaT ChINo fAa 6baat
CBLP3AHY C IOBUIIEH PHCK OT ChOMTHA, CBEP3anH CBC caMoyOulictro. OCEeH TOBA, TE3W CHCTOARNAS
MOJKE 32 C€ CBLIBTCTBAT OT TEXKO NelpeckBRo pascTpolicTso. ITo Tasn nMpHYHHa, NPy JieYeHUE Ha
NauueHTH ¢ ApYTH NCUXKHATPUYHA HapyINeHNs, TpAOBa ha ce chOMmoaBaTt chiiuTe MPEAna3Hy MEPKH,
KaKTo NIpH TpETUPaHE Ha GONAM ¢ TeXXKo NeNpecuBHO pascTpoficTso.

HasecTHo e, Ye naupeRTHTE ¢ aHaMHe3a 32 CBOHTHA, CBbP3aHA ChC caMoyOHIHCTRO HITH Te3u,
TIOK23BALIM IHAYHTETHA CTeflcH Ha CYHUR/IHa HAaeallHs IIPeaH 3aifoyBase Ha JICYeHNe, ca C N10-BHCOK
PUCK OT CYHI{HN MHCIM WM OIHTH 34 camoyOniicTso it TpalBa Ja ObaaT BHUMATENHO
Hab/MojaBaHn No BPEMe Ha NederneTo. [Ipy MeTa-aRa/in3a Ha [iane6o-KOHTROAHPAHH KIMHAYHN
NpOy4BAHUA HA AHTAENPECAHTH NIPH BB3PACcTHH NALAEHTH ¢ ICHXHATPHIHH HapyIICHHA € OTYETeH
TIOBHIIEH PHCK OT CYNLMIHO MOBEACHHE NIPH NAMEHTH MO 25 TONWIHA BE3PACT TPETHPAHH C
AHTHACTPECAHTH B CPaBHEHHE ¢ TE3N IIpHEMaTH Hnatedo.
Yenopenno ¢ MeTHKaMeHTOIHOTO JiedeHHe TpA6Ba Ja ce OCBIICCTBARA HENOCPENCTREHO H
Ha NalMeHTHTE M TTIABHO Ha TE3H ¢ BUCOK PUCK, 0coBeH0 B HAYANI0TO Ha NIEUEHHETO 1 Il
Ha 103272,




ITaienTHTE (M XOpaTa, KOMTO Ce TPIDKAT 3a TAX), TpAbBa Ja (eaat Mpefynpenesu, de ¢ HeoGxoauMo
Jda CNelAT 34 BCAKO KIMHHYHO BIOUIABAHe, CYUUHIHO NOBENCHHE UM MUCITH 1 HeoOHualtHH NPOMEHR
B MOBENEHHASTO H TpH HANMHYHE HA TE€3H CHUMIITOMH HezabaBHO Aa NOTEPCAT MEIUIHHCKA TOMOI,

Axaryipg/IcExoMoTopHAa BE30Yaa
Ynorpe6ara Ha SSRI/SNRI ce cpbp3ba ¢ pasBHTHETO Ha AKATH3NA, XAPAKTEPH3KPAIIA C& ChC

CyOeXTHBHO HEMPUATHO MIIH BOZEINO JO JHcTpec yeeimane 3a Ge3nokoficTso 1 HeoBXoIHMOCT oT
JBIKEHHE, YECTO NPHUAPYKEHA OT HEBFBIMOKHOCT 32 CEfIeHe MITH CTOEHE Ha eHO MacTo. Hail-
BepOATHA ¢ HellHaTa MMoBa Mpe3 ILPBHTE HAKOIKO CEAMHIH OT JIEYeHHeTo. IIpy nauyenTy, Ipa
KOWTO c€ Pa3BUBAT Te3H CAMIITOMH, MOXke Ja OhJe BpeIHO TIOBMIIABAHE Ha 103aTa.

XunoHaTpHeMus

B penk# cirydan, BepoATHO Topaiy HeAOCTATHYHA CEKPeLusd Ha aHTHINY PETHIHHS XOPMOH
(HCAIIX), mpu ynotpebara na SSRI ¢ oT0enasana xunonarpnemus, 06ukHoBeHo ofpaTaMa npu
TpeycTaHOBABaHe Ha JieucHHeTo. HeoGX0amMMo ¢ BHHMATENHO MPHIOKEHHE TIPH PHCKOBH MALHEHTH,
karo GONHH B cTAapuyecka BE3pacT, NAIMEHTH ¢ LIAPO3a HNH TAKUBA, KOUTO eAHOBPEMEHHO IIPOBENAAT
JieyeHHE ¢ ApYTH NEKAPCTBA, KOMTO MOTaT JAa PEAN3BHKBAT XUIIOHATPHEMHSL.

Kpneousnnau

Mma cbobleHns 38 KOXKHY KPBEOH3NUEY, KATO EKXMMO3H H UepREHO-MOPAaRH NETHA NPH yroTpebaTta
Ha SSRI. [Tpenoptyra ce Aa ce BHUMaBa NpH NAlHeHTH, KOHTO npueMar SSRI, ocofeno B
KOMOWHALMA ¢ MEPOpATHH AHTHKOATYNIAHTH M ¢ IeKapCTBEHW IPOAYKTH, 3a KOHTO CE 3Hae, "e
TIOBIHsBAT TPoMOoIHTHaTA (hyHKUMA (HATp. aTHONYHH AHTHIICKXOTHIN 1 (JeHOTHAIHHE, NOBEYETO
TPULHKINYHY aHTHACTIPECAHTH, AUETHUICATHIIMIIOBA KHCEIMHA M HECTEPOHAHM NPOTUBOBL3NATHTEHH
cpesactsa (HCTIBC), THRIONMANH U TUNMPHAAMON) B IPH MALKMEHTH ¢ H3BECTHA TEHICHIHSA KbM
KEpBEHE,

SSRI/SNRI morar 1a mOBHIIAT pHCKA OT TOCTNAPTANTHA XeMOpAras (BIxTe ToUkH 4.6 u 4.8).

EnexrpokonsyncueHa Tepanus (ECT)
HMa orpannyeH kIHHHYEH ONUT OT eOHOBPEMEHHO Mpunoxenne Ha SSRI u ECT. 3atoBa ce
TIpEnopBYBA JA Ce BHHMABA.

CepOTOHHHOB CHHIPOM

Ipenopwyea ce Aa ce BHAMABA, B CJTyHal Je eCUMTATONPAM C¢ NPHIATa €JHOBPEMEHHO C IPYTH
NeKapCTBEHY MPOAYKTH ChC CEPOTOHMHEPTHYHH eheKTH, KaTO CYMATPHIITAH MM APyrd TPHIITAHY,
Tpamanon, Gynpenopdun 1 TpunTOdaH.

B pemky ciyqan ce choblnasa 3a CepOTOHHHOB CHHAPOM TIPH NALMHEHTH, ITpueMainyk SSRI
€IHOBpEMEKHO ¢ APYTH CEPOTOHHHEPIHYHH JeKapCTBEHH NPOAYKTH. KOMOHHALIHATA HAa CUMITOMH,
KaTO &KUTANUSA, TPEMOD, MHOKIIOHYC, XMIIEPTEPMUA H/UY rACTPOMHTECTHHATIHY CHMITTOMH, MOXe Ja
03HaYT4Ba PA3BHTHE HA TOBA MOTCHIHANHO KHBOTO3ACTPAINABAINO CECTORHEE. B TaKsB cnyyall, Tpabna
He3alaBHO Ja ce IpeycTaHOBH NeyeRHeTo obe SSRI M cepoToHKHEprHUIMS NekapcTREH NPOLYKT, U 12
Ce 3anouHe CHMATOMATHYIHO JTCTEHHE,

HCBenT XaHTapuoR
Ennospemennata ynotpefa Ha SSRI ¢ pacTHTeIHN MpogyKTH, CHIBMKALIMA XXEIT KAHTAPHOH

(Hypericum perforatum} Moxe ia noBeJe IO IOBHIIEHA YECTOTA HA HEXKENAHNTE PeakiliH (B, TOUKa
4.5).

CyMIITOMM Ha OTHEMAaHe, HAONIONARAHM TIPH CTTAPAHE Ha JIEYEHHETO
CHMITOMHTE Ha OTHEMaHe IIpH CupaHe Ha NeHdeHNETO ¢a 9eCTH, 0co0EHO ako NPekpaTABAHETO e
BHE3aMHO (Bak. Touxa 4.8). TIpu xNHHUYHA IpoydBaHHA ca HabIONABAHH HeXeNaHH eKAPCTBEHH
peakuuH npH NPexpaTABaHe Ha NeHEHHUETO MIPH OKOJIO 25% OT NallMeRTHTE, IEKYBaHH C
ecuMnaTonpam K npe 15% ot tesu, Tpetnpaunu ¢ nnaneto.

BE3MOKHO € PHCKBT OT Pa3sBHTHE HA CUMITOMH HAa OTHEMaHe [a 3aBHCH OT HAKOIKO ¢
BKITFOYATENHO OT NPOALKHTENHOCTTA Ha IeJEHRETO B U3T0N3BaHaTa JO3HPOBKA, U CKO
HamansBaHe Ha Jjo3ata. Haii-uecTo crobuiaBaHuTe peakiiii BKNIOYBAT CRETOBLPTEX, CE



HapymeHns (BKTIOYHTENHO IAPECTe3NA 1 eleKTPOLIOKOBY YCEUIaHHS), HApyIEHHS HA CHHS
(BKmMOYRTEHO Oe3ChHMe i HHTEH3IUBHO ChHYBAHE), BB30YAa HITH TPEBOAKROCT, TafcHe H/HmH
HOBPBIEHE, TPEMOP, 00BPKaHOCT, H3NOTIBaHe, IaB0boTie, HAPUs, NAIIUTAINH, EMOLIMOHATHA
nabuHOCT, pa3ApasHUTETHOCT i 3pUTENTHY HAPYIIEHUA. B NOBEYETO CAYYAH TEIH CHMITTOMH €A NeKO
L0 YMEpEHO H3Pa3eHH, BBIpeKH Yt NPH HAKOK NAUEHTH MOXe JIa ¢a TEXKKH.

OOGVKHOBEHO BEIHMKBAT TIPe3 ITEPBATE HIKONKO JHH Cliell NPEKPATABANE Ha NedeHNETO, HO HMa
MHOTO pejKH ChOBILCHUA 3a TRKHEBA CHMIITOMH HPH HALHEHTH, KOHTO HENPEIHAMEPEHO ca
NPOITycHANH TPHeM Ha JIeKapCTBEHHA NPOAYKT.

ITo npuHIMN Te3W CHMNTOMH Ca caMOOTPaHRUABAIIM C& M OOWKHOBEHO OTIBYUaBAT B PAMKHTE Ha
2 CepiMUIH, BENIPEKH Y€ MPH HAKOU XOpa MOXKE /2 Ca NPOTBIDKAUTENHH (2-3 1 noreue Meceua). o
Ta3y TMIPHRHAA CE IIPENIOPHYBA JIEUCHHETO ¢ ECHNTANONpPAM Jd Ce TPEYCTAHOBARA TOCTEIEHHO, 3a
MEPHOA OT HAKONKO CEAMHIH HITR Mecella, chobpasHo Hy X IHTe Ha nauneHTa (BxK. ,,CHMITTOMH Ha
oTHeMaHe, Hab/TioaBaHN IIPH CIIApaHe Ha JiedeHneTo”, Touxa 4.2).

Koponapyo crpneuno 3abonseane
Ilopanu orpaHAMeHHs KIMHEYEH OIHT, NPH NAMEHTH ¢ KOPOHApHa GoNecT Ha ChPUETO ce
TIPETIOPBYBA MPEANA3THBO NPHIAraHe HA IekapCTBEHHs IPOXYKT (BK. ToUKa 5.3).

Yemxasane ua QT-unTtepsana

YcTaHoBeHO €, Ye €CHMTANONpaM ITpeM3BHKBA H0303aBHCUMO yAb/DxaBane Ha QT-uuTepsana. Mo
BpeMe Ha IOCTMAPKETHHTOBHA MeproJ c¢ chobara 3a cyvau Ha yAbkaBaHe Ha QT-uHTepBana u
KamepHa apuTMHE4, BKIL torsade de pointes, npegMHO NpH NANKHEHTH-KEeHH, ¢ XHITOKATHEMIHA K
CHUICCTBYBAUIC OTAPEIH yabmxakaHe Ha QT-nHTepBana, HH APYTH CEPACYHN 3a0019Banus (BX,
ToukH 4.3, 4.5, 4.8, .91 5.1).

Tlpenopbusa ce BHUMATENHO MIPIIICKEHNE MPH TALMEHTH ChC 3HAYHTE/IHA Gpajdkapnys WM npy
GoiHR ¢ Hackopo NpekapaH 0CTBP WHGAPKT Ha MAOKApHA UK IEKOMIIEHCHPaHa ChpIeuHa
HENOCTATRYHOCT.

EneXTpONATHHATE HAPYIIERUS, KaTO XAIOKANHEMHS HIIM XUITOMarHe3ueMHs, TOBHIIABAT PHCKA OT
Pa3BHTHE HA 3JI0Ka9eCTREHH aPHTMHUH M ChPISYHHAT PUTHM TpAOBA [a ce Perylupa npejn 3amoupane
Ha JIEYEHUETO ¢ ECLIMTANIONPaM.

IIpy nexypaHH NaLHeATH ChC CTaGHMHO CHPIETHO 3aboMiABaHe, Tpeax 3alI0UBaNe Ha NEUCHHETO
TpabBa Aa ce Haltpasy npeneHka na EXT.

Tlpu nosiBa Ha MPH3HALY Ha ChLPAEYHA APHTMHA 110 BPEME HA JICUEHNETO C ECLKIATONPAM, JIETSHHUETO
TpsibRa Aa ce NpeycTaHOBH U 12 ce Hanpasy EKT,

3aKpUTOLIBIHA CAAYKOME

SSRI, BOYMTENHO eCLHMTANONPAM, MOTAT Ja OXAXKAT BIMAHME BBPXY FONeMAHATa Ha 3eHUIATE,
KOETO Ja noBeae A0 MHApHasa. To3u MMapHaTH4eH edekT nMa MOTEeHINAaNa A3 CTECHH OYHHS BB,
KOETO fa I0Be/ie A0 MOBHINEHO BETPEOTHO HAATAHE 1 3aKPHTOBIBIHA TIayKoMa, ocobeRo mpu
MPEAPA3NON0KEHN MALMEHTH. 32T0Ba ECMTAIONPaM TPSGBa Ja Ce M3IT0J3Ra BHUMATETHO TIPH
TIALMeHTH ChC 3aKPUTOLIEIIHA IIIayKOMa T aHaMHe3a 3a [TayKoMa,

Cekcyanaa ;e yHKUNHS

CenexTneHNTe MHXHOHTOPH Ha OGPATHOTO 3aXBalllaHe Ha cepotonrna (SSRIs)/ uAXHGHTOpHTE Ha
06paTHOTO 3aXBamaHe Ha CEPOTOHHHA U HopaapeHamuHa (SNRIS) MoraT Ja IPHMHHAT CHMITOMH Ha
cekcyanHa aucdyHkuma (Bx. Touka 4.8). MMa choGmenus 3a npoIs/KATENHA CEKCYaTHA

AUCQYHKIMS, TIPH KOATO CUMITOMHTE [TPOAB/DKABAT RBIPEKH NPEKLCBAHETO HA TIPHEMA HA
SSRIs/SNRI.

To3u nexkapCTBEH NPOAYKT ChABPKA BEE BCAKA GUIMupana TableTka no-Maiko o1 1 m
HATPUid, T.€. IPaKTHYECKH He ChABPa HaTpuif.



4.5 BiaumoneiicTBHe ¢ APYTH JeKapCTBERH NPOIYKTH ¥ Apyru $opMu Ka B3auMojeiicTBIe

DdapMaxoIWHAMEYHM RiauMopeiicTBHs

IIpoTHBONOKa3aHy KoMGHHAHM

Heobpamumu necenexmuenu MAOQ-unxubumopu

HMa cro0ImeRAR 33 CePHOIHH Peakllyl NpH NMALIMEHTH, KouTo npHemar SSRI B xoMGrHaIMA ¢
Hece/leKTHBeH, HeoOpaTHM HHXUGHTOp Ha MoHOaMHHOOKCHTa3aTa (MA O-nsxubuTop) ¥ npu
MauKeHTH, KOMTO HACKOPO Ca IpeKPATHIH neuerie ¢bC SSRI ¢ ca 3anounand neyexne o
MAO-uuxuGntop (Bxk. Touka 4.3). B H1KOH cnyyau MALUMEHTET € pa3sBRi CEPHOICH CSPOTOHHHOB
CHHApPOM (BK. TouKa 4.8).

E/IHOBpeMEHHOTO TIPHITOXKEHNE HA ECIMTANONDAM C HECENIEKTHBHE, HeoOpaTnmy MAO-uRXREOTOPH ¢
npoTHEonOKa3axo. JleueHye ¢ eclMTANONpaM MOXE a o 3anovuHe 14 Juu el criMpaHe Ha
nedednero ¢ keobparam MAO-urxubuTop. Tpabea aa W3MuHAT Hali-Manko 7 AHE clef
HpeyCTaHOBABAHE Ha JIEYICHUETO C eCUHTANONpaM NpeaH Aa ce 3anovHe JeYeHHe ¢ HeCeneXTHBEH,
HeoOpatuM MAO-uHxHGHTOP.

Obpamum cenexmugen MAO-A unxubumop (moxnobemud)

Tlopany prcka oT pazBHTHE Ha CEPOTOHWHOB CHHIPOM KOMBHHAIIMATA Ha ecuTanonpaM ¢ MAO-A
HHXHONTOP, KaTO MeKN0OeMHE, € TPOTHROMOKA3aHA (BK. Touka 4.3). TIpu HeobXomuMocT oT moko6Ha
koMOUHalHA, TpA0Ba Aa ce 3al0YHe ¢ MERAMATHATA TIPENOpEYBana 4032 K TIPH HENOCPEACTREHO
KIHHAYHO HabMoAeHHe.

Obpamum, necenexmuaen MAQ-unxubumop (turesonud)

AHTHOROTHKET THAEI0MAN € o0paTHM HecenektureH MAO-urXHGHTOP # He TpA6Ba Ja c¢ Zapa Ha
NalMeHTH, JIEKYBaHU C ecLETanonpam. B cnydail, ye koMOHHANHATA ¢ I0Ka3aHO Heo6xouMa, Tpabaa
12 ce MpHNara B MUHHMalHH J03H H [IPH HENOCPeACTREHO KIMAMYHO HabmoneRue (BK. Touka 4.3).

Heobpamum, cenexmusen MAO-B unxubumop (cenezunun)

Ipeniopsusa ce BHEMAaTeHO KOMOHHHpaHE Che cenerHNuH (HeobpatuM, cenekTrseH MAO-B
HHXUOHTOD) TOPAlH PHCKE OT Pa3BHTHE HE CEpOTOHHHOB CHHAPOM. BesonacHo ca NpHNarass 103y
cenerdnuy Jo 10 mg nHeBHO eHOBPEMEHHO C palleMAYCH HHTATCIpaM.

Yovanwcasane na QT -unmepaana

He ca niposesxiany HapMakoKMHETHYHY H (apMakoTMHaMAYHH IPOYUBEHHS Ha ECLUTANONpAM B
xomOHHalUNa C© IpYTH JieKapcTBEHH NPOAYKTH, KOUTO yapxasaT QT-nuteprana. He Moxe na ce
H3KMOYH aZiMTHBEH eEXT HA eCUMTANIONDAM ¥ Te3M NEKAPCTBEHU NPoAYKTH, T10 Ta3H npHIMHa, ¢
MPOTHBOIMOKA3aHO EXHOBPEMEHHO NPHIOKEHHE HA ECLIMTATIONDAM ¢ JIEKaPCTREHN MPOAYKTH, KOHTO
yawmxasat QT-uHTepBana, Karo aHTHAPUTMHTHH CpefcTRa Knac 1A u 111, ahTANCHXOTHYIHRA cpelcTBa
(Hanp. deHOTHAZMHOBH NPOW3BOIHM, IHMO3K, XATONEPUION), TPHUKKARYAY aHTHACTIPECAHTH,
HAKOH aHTUOAKTEpHATHH areHTH (Hamp. cnapphnoxcaldH, MOKCH(IOKCALH, epUTpoMULHH IV,
ACHTaMUINH, aHTHMATAPHAHA CPelCcTRa, 0cobeH XanodanTpyH), HAKOH AHTHXUCTAMHHEH (AaCTEMH3O0,
MM30JIACTHH).

KoMmGrHauny, H3UCKBAIN IPEANa3IHN MepKy 1P yiioTpeba:

Cepomonurepezuynu lexapcmsery Rpodysmu
ElHOBpeMEHHOTO NPRIIOKEHKE C APYTH CEPOTOHHHEPIUYHH JIEKAPCTBEHH NpOAYKTH (HaMp. TpaMmao,
OynpenopdHH, CyMaTpUIITaH ¥ PYTH TPUNTAHK) MOXKe 14 JOBeIE A0 HOTEHIHATHO
AUBOTOZACTPAMIABAIN CEPOTOHHHOB CHHAPOM (8K, ToUka 4.4).

Jexapemeenu npodyKmu, NOHUNCABAUU ZbPHOGUR NPA2
SSRI! Morar aa noripkat rpoBHA npar. TIpenopbusa ce NpeAnasnuBocT Py eHOBPE
ynoTpeba ¢ ApyTH NeKapCTBEHH PORYKTH, KOHTO MOTAT J2 HOHWKAT FhPUOBKS 1Ipar {



aHTHIENpPECanTy (TPHITHKITHIHY aHTHAenpecadTH, SSRI), HesponenTiiym (heHOTHAZHEH,
TROKCauTeHH ¥ OyTupotheHonn), Mednokny, Gynponyod U TpaManon).

JTumudi, mpunmodgan
HmMa crobineHus 3a ycuiBaHe Ha edyeKTHTE PN eHOBpEMEHHO npHiickeHne Ha SSRI ¢ mTwit waw
TpunTohaH ¥ no Tasu NprdRHa SSRI Tpabsa Aa ce KOMGMHAPAT BRHHMATENHO ¢ TE3H NEKAPCTBEHH

RPOIOYKTH.

JKwnm kanmapuon

Ennorpemennata ynotpeba na SSRI ¢ pacTHTeTHN NekapcTREHH NPOAYKTH, ChIbPHKALIH HKEAT
kautapuoH (Hypericum perforatum) Moxe na JOBeJe 10 MOBHIDEHA YECTOTA Ha HEIKENAHHTE PeakLIH
{BXK. TouKa 4.4).

Kpveouznug

[Tpu xoMOUANpaHe Ha eCUUTANCIIPAM ¢ IEPOPATHY AHTHKOATYIAHTH MOXKE 4 CE ITPOMEHAT
aHTHxOArynanTauTe edektu. IIpy MauMeHTH, NPY KOUTO Ce MPOBEXK/A ICUEHHE C IEPOPATHH
aHTHKOATYNAHTH, NOKAIATENUTE HA KPBBOCHCHPBAHETO TpAbBa Na ObJAT BHHMATETHO NPOCTeIABaHn
TIPH 3aN0YBaAHE HJTM CTKpaHe Ha JICIeHHE ¢ ecLUTaonpaM (Bx. Touxa 4.4).

ExnoBpeMennara yrioTpeba Ha HecTepOWIHH NPOTHBOBE3NannTeHu cpeacTea (HCTIBC) Moxe aa
YBENIMYH TEHACHUKWATA KBM KbpReHe (BK. Touka 4.4),

Anxoxon

He ce ouakeart dapMakoJHAMAYHE HIH GapMakOKHHETHYHH B3auMONeHCTBHS MEXIY ecnpTanonpaM
1 ankoxoi. Brhpexu ToBa, KakTo [pH BCAYKM MCUXOTPOITHHY TEKAPCTBEHK IPOLYKTH, KOMORHHPAHETO
¢ AnNKOXOI HE Ce NPEnophyBa.

Jlexapcmeestu RPOSYKNY, UROVHUDGUU XUROKQIEMUR/ XUNDMARHE3YEMUA

Ifpenopruba ce Ja ce RHEMAaBa NPH eIROBPEMEHHA YIIOTpeba Ha NEKAPCTBEHN ITPONYKTH,
VHIyIMpall} XUNOKANEMUA/XUTIOMarnesHeMus, Thil kaTo Te31 ChCTOARNUS YBEIIMUABAT PHCKa OT
INOKAYECTREHM apnTMuH (BX. Touka 4.4),

DapMaAKOKHHETHYHH BIaUMORECTBHSA

Brausanue Ha npyTH NEKApCTBEHY TPOIYKTH BBEDXY gbapmaxomue'mka'ra Ha eCUTATONPaM

MeTabonusMbT Ha ECLIUTANONpPAM ce Meaunpa riasuo o1 CYP2C19. CYP3A4 u CYP2D6 chino
MOTaT fa AOTPHHeCaT 32 MeTab0HaMa, Makap ¥ B II0-Manka cteneH. MeTaGonn3MET Ha IaBHAA
metabomut S-DCT (meMeTHIIMpPaH eCUATATONPAM) H3TIEXIA JaCTHYHO kaTanaupal or CYP2D6.

EHOBpeMEHHOTO NPRIIOKEHHE HA SCIMTANIONpAM ¢ OMenpaso 30 mg Belubk JHEBHO (HHXRGHTOpD
Ha CYP2C19) sojm no ymepeno (npubnuantento 50%) nosumasaHe Ha IUTa3MEHATE KOHIEHTpalliu
Ha ecUHTANOUpaM.

EnuospemeHROTO NpuiokeHHe Ha ecupTanonpam ¢ umMeTHauH 400 mg IBa ThTH JHEBHO (YMEPEHO
MoLieH 001y en3umed MHXHOUTOP) BOMM A0 yMepeno (Npubhusntenno 70%) nopriasane Ha
TUT23MEeHHTE KOHLEHTPAllWK Ha ecLHTanonpam. Ecuntanonpam TpaGBa aa ce MpUnara BHUMAaTeNTHO B
koMOuHatHA ¢ THMETHANA. BB3MOKHO € 2 ce HANOXN ATANTHPAHE HA 103aTa.

TTopajn Topa € HeoGXomyuMa NPEANTA3NHBOCT NIPH SAHOBPEMEHHO [IPUICKEHHE HA ECLMTANONDAM ¢
urxubnTopn Ha CYP2C19 (Hanp. omenpason, ezoMenpasos, GprykoHasoll, diIysokcamuH,
JIAH3OTPa30N, THKNONUIYH) WIM [UMeTHIHE. Moxe fia Ce HalloXk HaMangBaHe Ha §O3aTa Ha
€CUHTANONPaM Bb3 OCHOBA Ha MOHHTOPHPAHE Ha HEXCTAHNTE PEAKLIMY 110 BpeMe Ha eJHOBPEMEHHOTO
neveHue (Bxk. Touka 4.4).

NPUIIOKEHNE HA ECURTANONpPAM C IeKapCTRERH MPONYKTH, KOHTO ce Merabonuanpar 1
€H3UM H HMAT TECEH TepanesTHYeH HHAGKS, Hamp, (ICKaHHT, NpoRadeHoR ¥ MeToT



€€ B3M0/3B4 32 N¢UeHNe Ha CHPACYHA HENOCTATLIHOCT) M C HAKOH ICKAPCTBEHHA NPOYKTH
aeticreaiy BbpxXy I{HC, kouTo ce Metaboniaupar rnasuo ot CYP2D6, sanp. asTHIENpecaHTH KaTo
AE3ANpPaMUH, KIOMHIIPAMHH 1 HODTPUITTHINH, Wil aHTUNCHXOTHIN KATO PHCNEPHOOH, THOPHIAIHH M
xanonepunon. Moxe na e HeofXomumo aganTHpade Ha K03aTa.

EnrospeMennata ynotpeGa ¢ AesunpaMHH MM METOTIPOSION BOAK U B IBATA CITydast 0 ABYKPATHO
NIOBHINABAHE HA NNA3MEHNTE HUBA Ha Te3n ABa cyOctpara Ha CYP2D6.

Tipy npoyusanms in vifro € yCTAHOBEHO, 9€ €CHATATONPAM MOXKE Ja NPeIM3BMKa Vi cn1afo uHxnOHpane
Ha CYP2C19. lpenopriBa ce npeanaiIHBOCT NPH €JHOBPEMEHHA yoTpeba ¢ iekapcTBeHy
HpOAYKTH, KOWTO ¢ce MeTabonuanpar ot CYP2C19,

4.6 depruanrer, lpeMeHHOCT I KLPMEHE

Bpemennoct

3a ecuuTanonpaM MMa caMo OrpaHHYEHH KIHHHYHHY JAHHH, CEBLP3aHN ¢ eKCITO3NPaHN GPEMEHHOCTH.
p#t ApoBeneHATe NPOYUBaHYUA C ECLATATONDAM TIPH TLTHXOBE 33 PENPOAYKTUBHA TOKCHHHOCT Ca
HabmosasaHn emGpuo-deToToKCHYHNA edekTy, HO Ge2 MOBMINEHA HeCToT2 Ha MandopMaluuTe (BX.
TOuKa 5.3).

EcmunpaM se TpaGsa aa ce M3N0M3Ba 110 BpeMe Ha GPEeMEHHOCT, OCBEH B CITy4ali Ha kaTeropaaHa
HeobXonMMOCT M caMo ClieZi BHHMATENHA MPELieHKA Ha CHOTHOLIEHHETO PHCK/TION3A.

Hosopogennte gena Tpsbea fa 6saar Habmoxasany, ako ynotpefara Ha EcimimpaM oT Maifkara e
NPOXBDKANA B KbCHATE eTAIH Ha GPEMEHHOCTTa, 0cO0ERO0 B TPETHA TPHMECTEP. BHesanno crvpane
Ha Ne9eHneTo TpAbea Jja ce H3bArea o BpeMe Ha GpeMeHHOCT.

Ilpr ymoTpeba ot crpada wa Maitkara ra SSRI/SNRI B KecrnTe eTanu Ha GpeMeHHOCTTa, HPY
HOBOPOJIEHATE € BEIMOXKHA N0483 Ha CNEAHATE CHMITTOMH: PECTIMPATOPEH ANCTPEC, 1IUAKO3a, alHed,
T'BPYOBE, TEMNEPATYPHA HeCTAGIITHOCT, 3aTPy IHEHNA TIPH XpaHeHe, NDBPhINAHE, XHITOTTHKEMHS,
XHOEPTOHHS, XHIOTOHUA, XHNEppedexcys, TPEMOp, HEPBHOCT, BR3GY IMMOCT, fieTapras, HOCTOHER
Tiad, COMHONIEHTHOCT W TPYXHO 3actiMBane. Te3n caMiTToMy Guxa Mornd Ja ce ZKaT WK Ha
CEPOTOHUHEPrNIHI eeKTh, ANM HA CHMITTOMH Ha OTHeMaHe. B noBeyeTo cryyay ycloXHeRUATa
3AMOYBAT BEAHAIA MITH ckopo (<24 yaca) cneld paxJaneTo.

Cropen enuaeMHONOTAYHNWTE AARHYN yNoTpe6aTa Ha cenexTHBHR HEXHOHTOPH Ba SSRI no Bpeme Ha
OpeMEHHOCT, 0CO0EHO NPA KbCHA GPEMEHHOCT, MOKE J2 AOBELE JI0 OBUUIEH PUCK OT IePCHCTUpANIA
Genompobra XuniepToHUA NpH HosoponenoTo /TIBXH/. YecToTata Ha HabmomaBaluA pHCK €

npubiuanTenno 5 cxydas Ha 1 000 6pementoctn. B ofinara oy Aanns peaEukeaT | 1o 2 ciydas Ha
ITBXH na 1 000 6pemesrOCTH,

ObcepBanHoHHN JAHHA ¢A OKAAAN NOBAIIEH PHcK (O-MATEK OT [Ba ITHTH) OT NOCTRAPTATHA

Xemoparus crej npwiarane Ha SSRI/SNRI B pamxaTe Ha MM Mecell ipean paknane (BHKTE TOIKH
4.4 u4.8).

Kipmene
OyakBa ce eCIUTANONpaM Aa C¢ H3TbYBa B KbPMaTa,
Cneforarenno, He ce NPETIOPEYRA KHPMEHE 110 BPEMe Ha NIEUEHNE.

DepTUNHTET
[IpoyveanusTa BLPXY KHBOTHH HOKA3BAT, de UATANONPaM MOXKeE Jia ORTHSE KAYECTBOTO Ra CHepMaTa
(mx. TOuKa 5.3),

Cpo0OmeHnATa 32 Clyual, CRBP3aHH C NPUIGKERHETO Ha Hakon SSRI npy xopa nokassar, ue ¢
BLPXY Ka4eCTBOTO Ha cliepMara e ooparuM.

Hocera ue e Habmoaanad edekT BEPXY hepTHIMTETA NPH XOpa.

4.7 EdexTd BEpPXY CrocofHocTTA 32 modupane » paboTa ¢ MAIIHARA




Bhrpekn, 4e ¢ yCTAHOBEHO, Ue eCLITANONPAM He NOBIAABA HHTENEKTYANHATa GYHKIHA V1K
TCHXOMOTOPHOTO TOBEAEHHE, BCEKH IICHXOAKTHBECH NEKApCTBEH MPOAYKT MOXKE JIa 3aCerHe

CMOCOOHOCTTA 38 MpeeHKA HIH YMERNATA HA TIAlMeNTa,
MNauwentare Tpatpa na 6bAAT HPeRYNPENEHN 32 BH3MOKHMA PHCK OT MOBIHABAHE HA TAXHATA

cniocoOHoCT 3a wodupane ¥ paboTa ¢ MAIMHM,

4.8 Hexensnu JeKapcTBEHH PeAKIVH

Hexkenannte NekapcTBEHH peakiiiH ¢a Hall-yeCTH Npes NBPBATA WY BTOPATa CEAMHNA OT IEICHHETO
¥ 00MKHOBEHO €A ¢ HaMaiBalla HETEH3NBHOCT ¥ YECTOTA C IPORBDKABAHE HA TeYeHHETO.

CHMCcEK HA HEKENAHHTS peaktini B TabiuYeH BH]
Hexenakure peaxnvu, ussecThn 3a SSRI v chobilaBany cHILO 32 eCUMTANCNPAM, HIH NG BPEME Ha
naneb0-KOHTPONUPAHH KTHHHTHH TPOYHBaHMS, MM KATO CTIOHTAHHM NOCTMApKETRHIOBH
cHODMIeHNs, Ca OMMCAHHN MO-A0AY [0 CHCTEMHO-OPTaHHA KIACOBE U YECTOTA.
YecToTnTe ca B3CTH OT KIHHWIHN H3NHTBAHKE; Te He ca wianeGo-kopurnpauv. Yectoture ca
OfpeseNn KaTo: MHOro uecTd (Z1/103, vectu (>1/100 no <1/10), veuectu (>1/1 000 a0 <1/100}, peaxn
(z1/10 000 no <1/1 000), muoro peakn { <1/10 000) mamk ¢ HeM3aBecTHA 4eCTOTA (OT HANHYHATE JAHHA
He Moxe Ja Oble HAaUpaBeHa OLEeHKa),

OYHTE

SPUTENTHO

Mmuoro Heoru Hevectu Penxu C Hew3BecTHE
YecTH =1/100 (=1/1 000 no (>1/10 000 mo < | "ectora (o1
=1/10) o <1/10) < 1/100) /1 000) HAIMTIRUTE
DAHHU HE MOKE
2 Grpe Hanpa-
BEHA OLEHKE)
Hapymenni na Tpomboumro-
KpEBTA U HeHHs
MpHaTa
CHCTEMS
Hapymenns aa AHaduiaxTHy-
HMYHHATA HH peakuym
CHCTEMa
Hapymennd Ha Hepoctarsua
EHIOKPHHHATA CeKpetHs Ha
CHOTEMA BHTHIHYPETHNEH
xopMon (AJTX)
Hapywetma ua Hamanen Hawmanapane XunonatpueMns,
MeTabom3Ma i ANETHT, Ha TETNIOTO agopeKcuA’
XpaHCHETO TIOBHIIEH
aNeTHT,
YBENHHaBaHE
Ha TernoTe
TIcHxnagu Tperoamoct, BpykcH3anM, Arpecus, Manua,
HapyueHus HeanoxoicTeD, | WKWTALMA, [enepcoHa- CYHLMIAHN MUCTH
HEHOPMAITHH HEPBHOCT, RH3AIMA, M CYAIHIIHO
CHRHWING; WEeHH | MaAHMYeCcKs XaTROLHHANEN noregeHue’
H MBXKE: ataka, che-
HAMAIeHo TOSHHE HA
mubuae, wenn: | obbpratocT
AHOPTAIMHA
Hapyineuns na | InasoGo- Bescwhne, Mpomens 868 | CeporoHiHoB Muckunesnn,
HEPBHATA Thte COMHOJIEHT- BKYCa, CHHAPOM ABHIATCITHA
CHCTEMaA HOCT, 3aMan- Hapy WeHHA HA
HOCT, CHHS, CHHKOTI
TIAPECTE3HA,
TPEMOP
Hapyuienns va Munpnasa,




Mpmoro Yecta Hedeomnt Penxu C HemspecTHa
qecTH =1/100 {=1/1 000 o {=1/10 000 no < | uwectora (ot
1/10) a0 <1/10) < 1/160) /1 000) HalMUHATE
JAHHH HE MOKE
Ha Obne Hanpa-
BEHA OlIEHKa)
HapymeHue
Hapymenus Ha TwnnTyC
¥XO0To B
nabupuHTa
Copacwn Taxaxapms bBpanmxapins Y nniwaBate Ha
HapymeHua QT-rateprana B
eNICKTPOKBPANG-
rpaMara,
KaMepHa
APUTMHS, B
torsade de
pointes
Conoen OprocTaTidHa
HApYiieKHs XHTIOTOHHA
Pecrisparophn, Cunyawr, Enwncraxcuc
TPBEIHH B npozABane
MEJHACTHHAIEN
HAPYIDEHHA
Cromaimio- l'anene Huapus, Cromammso-
HpeRHH KOHCTHIIAIMA, | QpeBeH
HapyIleHHs TIOBPEINAHE, KPLBOHIJIIB
CyXoTa 8 {Br1. pekro-
YCTaTa parts)
Xeitaro- Xenatar
SummapHH AGHOpPMEH
Hapy e PE3YITFATHTE OT
4epHOAPOGHHTE
PYHKIHORANHI
TECTOBE
Hapymenna va Tlosrmeno VpTukapns, Emommona,
KOMBTA ¥ M3FIOTARAHE anomneLys, AHTHOEAEM
NOAKOKHATA obpue,
THKAH OpypuTYC
Hapymenus Ha ApTpairus,
MYCKYIHO- MUANTHR
CKENETHATA
CHCTEMa H
CheHHHHTENHATA
ThKaRH
Hapyurerms Ha Perteriua Ha
6nbpemire u YpHHATA
TIHKOIHATE
TISTHIIA
Hapymesms wHa Mraxe: Heww: Yasakropes,
BLANPOMIRCIM- HapYIICHME HA | METPODArdi, NOCTIAPTANHA
TENHATA CUCTEME EAKYNALMATA, MCHOpArHs xXemoparusi®
¥ ropaata HMNOFCHTHOCT Muexsce:
IPHAITIIEM
Ofun Ornagsancct, Orok
HAPYIIEHNA U TTRPEKCHA
edexTH Ha
MACTOTO HA

TIPHNCKEHHE




1) Hma chobmenns 3a ciySau Ha CYRUAAHM MHCIIH H CYHIHIHO MOBENEHNE 110 BPeMe Ha
Tepanyd ¢ ECUMIATONPaM HIIH CKOPO CJIe]] NPEyCTaHORSBaNeE Ha NEYCHUETO {BK. CLLIO TOUKa
4.4).

2) Tesn peakuny ce choOmMaBaT 2a TepaneRTHINHA krac Ha SSRI.

3) Tosa cebutie ¢ crobumeHo 3a TepaneBTHIRHA kiac SSRI/SNRI (smxre Touky 4.4 1 4.6),

Yinaxkasane Ha QT-uHreprana

o BpeMe Ha nocTMapkeTuRrOBAA NEPHOJ C2 CHOOIMABA 3a CIlyHad HA yAs/DkasaHe Ha QT-nuTepnana
H KaMepHa apuTMus, B torsade de pointes, rmanHo pH DaAHEHTH-AEHH ¢ XHIOKATMEMIS WIH
CBINECTBYBALIO OTAPEAN YALIKaBaHe Ha QT-uHTepBana nad APYrH ChpACYHH 3a00NaBanUsA (BHK.
Toukh 4.3, 4.4,4.5,49u5.1)

CHMOTOMH H#a OTHEMAHE, Ha0IoAaBaHy IpH CIMPANE HA IEUCHHETO
TIpeycranopasaneto Ha npuema Ha SSRI/SNRI (ocofeno korato e BHE3aNHO) YECTO BOAH IO

CHMNIITOMH Ha oTHeMaHe. Hali-1ecTo cho0IIananuTe Peakiiy ca 3aMasHOCT, CETHBHI HApYIIeRNs
(BKIIOYMTETHO NAPECTE3NA ¥ YCElaHe KATO YAP OT CAEKTPHYECTRO), HAPY WEHHS Ha ChHA
(BXTIO9BTETHO Oe3CHHIE U HHTCHINBHH CHHHINR), AKHTAUMA HITH TPEBOXHOCT, TANEHE W/RIN
IOBPBINAHE, TPEMOP, 00BPKAHOCT, HINOTABAHE, INapobonyue, THaphs, TATIATAINY, EMOKKWOHAIHA
naGuNHOCT, PAa3APa3HUTeNHOCT H 3PHTENHY HapyLleHns. KaTo Usio Te3n peakuun ca ieko 1o
YMEPEHO H3PA3eHH H CaMOOTPaHHYABAIIY Ce TI0 XapaKTep, Makap ue MpH HAKOW HaUHEHTH T¢ fuxa
MOTNE 5ia b8t Texxy B/ DPoXeIKUTERH. (10 Tasn NpUYUHA Ce NPeropsIBa, KOraTo NeUeHHETo
¢ ECHHTATONpaM nosede He € HeoOX0anMMO, HETOROTO NMPEYCTaHOBABANE Ja CTABA C NTOCTENEHHO
HaMangapane Ha Aosara (Bxk. Toukn 4.2 | 4.4).

Edexrn Ha knaca MekapcTsa

TIpw NpoBeAeHNTE EMHAEMHUONIOTHYHY HPOYIBaHNS, IPEMMHO TIPU NALMEHTH Ha Bb3pact 50 u nobede
TOIHRA, € YCTRHOBEH NOBHINEYH PHCK OT KOCTHH GpakTypH mpH mamenTH npreMany SSRI u
TPHUHIULTIHY aHTHAENPECAHTH. MeXauM3MBbT 3a BBIHHKBAHE HA TO3H PHCK € HEH3BECTEH.

Crnolnjarane HA MONO3MPAHH HEXETAHR DEAKIAN

Croliasanero Ha HOROSHPAHI HEXENAHH PeaKIHy Ciiell paspeianane 3a ynotpeba Ha TeKapcTBERHA
MPOIYKT € BaxkHO, ToBa 1103501982 Aa NPOALIKM HAOMONCHUETO Ha CROTHOIUCHHETO 0138/ pHCK 33
JNeKapCTBEHHA MPOAYKT. OT MENMIMHCKWTE CIIEMUANHCTH Ceé HIHCKBA [ia ChobInasar seaka
HOAO3HpaHA HexXeNlaHa peakiins upes MsnbnHNTENHATA AreHIHA [0 ekapcTBara, yi. ., Jlamsn

Tpyep” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebealtT: www.bda.bg.

4.9 Ipenosupane

TokeHUHOCT

KnuHuYHATE JaHHH 32 NPEo3MPane C eCLUTANONPaM Ca OTPaHAYEHK M B MHOTO CyHaH BKIIOYBAT
€IHOBPEMEHHO Npeno3upate ¢ OpyTH fexapcta, B romaMara yacT oT cyqanre ce cpof1napa 3a NekH
[pOABH WITH 33 OTCHCTBHE Ha CUMIITOMY, Pajko ce chobmiana 3a (aTanim cIyyau Npu npesoupane
CaMO C eCIIUTanonpaM, B OBe4eTo Ciiy4dad HMa [peJdo3HPaHe B ¢ IpYTH €NHOBPEMEHHO MPHEMaHH
flekapcTea. [Ipuemanu ca 1o3u mexay 400 # 800 mg ecumTANONpaM CAMOCTOATENHO, 683 KAKBHTO R
13 ca TEWKH CHMITOMR.

Cumnroms
HabmonaparyTe CHMITOMY NPY CHOOIIEHHA 3a IPEO3MpaNe ¢ eCUMTANONPAM Ca CBLP3IAHHE TTIARHO C
LEHTPpAJIHATA HEPBHA CHCTEMa (BAPHPALITH OT 3aMaRHOCT, TPEMOP M &XKNTAIMA JO PEAKM Cy4au Ha
CEPOTOHVHOR CHHAPOM, KOHBYJICHH H KOMa), CTOMalIHO-YPEBHIS TPAKT (TANEHE/MOBPLIAHE) H
CBPACHHO-CHAOBATA CHCTEM2 (XHITOTOHHS, TAXMKAPIAA, VIbhkasate Ha QT-uHTepBaTa 1 3
eMeKTPONUTHHA/BoIHNA Gananc (XNNOKANHEMIA, XUTIOHATPHEMHS).

Onnaassane
HsiMa cnetuguied aHTuaoT, OCHIYpABAKE ¥ TOANBPKAHE Ha ITPOXOTHMHA JAXATETHY
aNeKBaTHa OKCUTSHALNS # AMXaTenHa GyHKuHa. Moxe J1a ce ¥Ma IPeABHI NPOBERKN



NMPOMHBKA W NpHAArane Ha akTHBEH BEreH. CToMalHara IPOMABKa TpAbBa Aa & HANPABH
BB3MOKHO Hali-cKopo clief niepopaneH npremM. [Tpenopruasa ce MOHRHTOpUpaHe HA ChpACUHATA
JefHOCT M XXU3HEHUTE OKA3IATENH, 336HHO ¢ 0D CHMITOMATHYHH NOALBPIKAIM MEPKH,

B ciydan Ha npemosupase npu MaleHTH ¢ KOHTECTHRAA ChPJIeUHa HEOCTaTE THOCT/OpagHapHTMER,
TIAIHEHTH, PREMAIH eTHORPEMEHHO JICKAPCTBEHH NPOMYKTH, KOMTO yAsmkaRar QT-unrepsana unm
GonHu ¢ npoMeHeH MeTabOoNH3EM, Hanp. YBPEXKIAHE Ha JepHAMA Apo6, ce nmpenoprysa EKT
MORHTOPHPAHE.

S. GAPMAKOJOI'NYHY CBOMCTBA
5.1 @apMakoqMUaMHYHH CBONCTBA

DapMaKoTEpaNeBTHYHA MPYTa: aHTHACTIPECAHTH, CENIEKTUBHI AHXUOHTOpY Ha 06paTHOTO 3axBallaHe
Ha CepoOTOHHHA
ATC xox: N 06 AB 10

Mexanu3pM Ha pelficTRie

EcuuranonpaM e ceneKTAgeH MHXuOuTOp Ha 06paTHOTO 3axBaulase Ha ceporosnHa (5-HT) ¢ Bucok
adHHHTET KHM TEPBUYHATE MecTa 3a 3axpamane. OcBEH TOBA c& CREP3BA ¢ AIOCTEPHYHO MACTO BhpXY
CepOTOHHHOBHA TpaHCTopTep, ¢ | 000-kpaTHO MO-HHCEK adHHHTET.

Ecuuranonpam HaMa Had dMa cnab aguanTer XpM ronsm Gpolf penentop, BKTOUHTERHO 5-HT 4,
5-HT2, DA D, u D; peuenrops, w-, 0z-, B-anpesopenentopy, xucraMmuHoBd Hi, MycxapaHoBy
XOMHHEPTHYHH, BeH30IAACTMHOBY ¥ OTIMONIHE PelieToOpH,

IMToTckaneTo Ha ofpaTHOTO 3axBaiane Ha 5-HT e eAMHCTBEHNAT BEPOATEH MEXAHUIBM Ha AeHcThue,
obicHABA QapMaKo/IOrHIHATE 1 KTHAAIHA epeKTH Ha eCLIMTAN0paM.

DapMakoIHAMIYHEH edekTH

B asoiino-casmo, nnane6o-xouTponHpano npoyusane Ha EKT' npu 3apasu no6poBoniy, DpoMAHATa
oT w3xoanna QTc-uATepsan (kopexuus Fridericia) ¢ 4,3 msec (90% H: 2,2, 6,4) upu nosa ot 10 mg
axesro 1 10,7 msec (90% JIH: 8,6, 12,8) npn cynpatepaneBTAYHA fi03a 0T 30 mg JHeBHO (BX. TOYKY
4.3,4.4,4.5,48u4.9).

Knpnyuna euikactoct

Fonemu denpecusnu enuzodu

Tlpu Tpu OT HeTHPH ABOHHO-CHenH, NNaleo-KOHTPONUPAHY KPATKOCPOYRE {8-ceMHTHN)
npoy4BalHuA € yCTAHOBEHO, Ue eCIMTANONpaM & eeKTHBCH NpH feHeHHE Ha FOJIEMH JETIPSCHBHH
enwiogy B octpa asa. IipH npoydpate 3a TLITOCPOUHA HPEBEHIHS OT REIHHKBAHE HA PELHINBH
274 naumeHTH, OTTOBOPHIY HA JICAERHETO MO BPEME HA HavamHaTa §-ceMuYHa dala Ha OTKPHTO
NeYeRAS ¢ ecIUTANOHPaM, TpHicmkeH B Ro3a 10 nmw 20 mg/nex, ca panIOMH3HPAHH 42 NPOTLIDKAT
fIpHEMa Ha SCHHTAOTIPAM B CRUIATA 1032 UNH NNaifedo B MpoAb/KeHAC Ha 10 36 cenMuLM.
VYcTauopeHo g, de Ipy nalMenTTe, NonyYasais NpodsDKHTEIHD eCLIATATONDPAM, HHTEPBANLT A0
PEIVLIWE Nipe3 cliegBamuTe 36 CEOMUIIH € 3HAYNTETHO HO- MBIl B CDABHEHIE © TE3H, 0Ny JaBarH
nnanebo,

Coyuanro mpegoxcno pazcmpoucmso
VeTanoBeHO €, KAKTO TPH TPU KPATKOCPOuHH (12-ceAMHTHH), Taka M IIPH €40 6-MEceqHO NpoydYBane
33 IPERCHIMAN OT REIHAKBAHE Ha PEIHBH HIpH NaUHEATH, OTTOBOPIIIHN HA MEYEHHETO, e
€CIMTANoNpaM ¢ eeKTHREH IPH CONMATHO TPEBOXHO pasctpoiicTso. [lpy 24-ceaMHIHO 1030~
onpeAensAiio npoyYeaHe ¢ J0Ka3aHa e)MKacHOCTTa Ha eCIIUTANONPaM, IPHAOKEH B JO3A OT 5
20 mg,

lenepanuszupano mpeeoicna pascmpoiicmso
Ecuntanonpam B Ao3u 0T 10 1 20 mg e Gun eeKTHBEH B YETHPH OT YETHPH NNaLie
npoyuBaHHA. :



Ot cOopHuTe JaHHH OT TPH NPOYUBAHUS ¢ NoAoGeH An3aiiH, BmouBamy 421 nauWenTH, TexyBaHH ¢
ecuuTanonpam A 419 nauneHTH, npleMany nnauedo € ycraHoseHo, de 47,5% n croreeTHo 28,9% ca
OTTOBOPHITM HA NIEYEHKETO, a pk 37,1% u 20,8% e oTaeten pennman. ITorbpkale Ha edekra e
HaOMIOAABAHO OT WHPRATA CEAMHIA.

Hoazbpxane Ha eDHKACHOCTTA Ha ECHUTANONpPaM, IPUICKEH B AHCBHA H03a OT 20 Mg e OTUETEHO B
easo 24- o 76-cenMUIHO PAHAOMUIHPAHO KIMHHYHO OPOYYBAHE Ha NOLTLPKAHETO Ha
eukacHocTTa NpH 373 NMalMeRTH, KOHTC Ca OTFOBOPHIIA N0 BPEME Ha IIHPROHAUANHOTO 1 2-CeIMHTHO
OTKPHTO NedeHne.

OBcecusHo-KOMnYACUGHO Pascmpoticmao

B pausiommsupano, ABofHO-CAANG KIHHHYHO NPOYYBaHE, ECIUTANONPAM, TIPATIOKEH B f03a or 20 mg
JHEBHO ce pasrpaHn2aea ot maanedo no ofumps cxop no Y-BOCS ckanara cireq 12 ceqmui. Cnex
24 cepmiuMm ca 0TIeTeHH NO-100PHA Pe3yNTATH OT IPANArAHETO Ha €CLUTAROIIPAM, KAKTO B 4032 OT

10 mg, Taka ¥ B 503a 20 mg JHEBHO B CPpaBHEHNE ¢ MIaileho.

Tpodunaktrkara Ha pelHAHE € A0K33aHA IIPH W3NION3BAHE Ha eCIMTANONpaM B Jo3a oT 10 # 20 mg
AHEBHO NIPH NAHEHTH, OTIOBOPHITH HA JIEVEHHUETO ¢ eCIMTANOIIpAM 110 BpeMe Ha 16-ceaMUsieH OTKpHUT
IEpROM, XOWTO BOOCHENCTBHE ¢4 BKMOYEHH B 24-CeIMHYHO PaHAOMIIHPAHG, AB0HHO cismo, nnauebo
KOHTPONHPAHO NPOyYBaHE.

5.2 dapMaxoKHHETHYHH cPolicTBa

AbGcopbups
AGcopbunsTa € MOYTH MHTHA H He 3aBHCH OT XpaHaTa (CPeaBOTO BPEME 3a MOCTUTAHE Ha
MaKCHMANHa KOHUEeHTpalHEs (CpeaH0 Tnx) € 000 4 Yaca cie MHOTOKPATHH Jo3K.). Kakto u npu

palUcMAIRES GHTANIONpAM, aDCONIOTHATA BHOHANHIHOCT HA eCiiHTanoupaM ce 01aKBa Ja pe OKDJIO
80%.

Paznpenenenue
AsrusT oGeM na pasnpenenenne (Vq,p/F) cnen nepopanto npraioxkense e oxone 12 2o 16 Vkg.
Cesp3saneTo ¢ IuIa3MenuTe npoTennu ¢ nog 80% 3a ecauTanonpaMm U OCHOBHENTE My MeTaBOTHTH.

Buotpatcdopmarius

Ecumuranonpam ce MeTabonuanpa 8 uepHus Apof [0 SeMETWIHPAHE U ANACMETHITHPAHH MeTaD0THTH.
U neere dopmu ca hapMakonoTHIHO aKTHBHH. ANTEPHATHBHO, 830THT MOXeE 13 Oblie OKCHIupaH o
N-okcupna dopma Ha metaGonut. [ThpBuunara cyGeTanyns u MeTaloIUTHTE Ce eXCKPeTHpaT
9acTUYHO KAT0 MAKYPOHHIH. (el MHOrOKPATHO NIPHIOKEHHE CPEAHNTE KOHUSHTPAIMH Ha
OEMETHIIORATE M JHIEMETHIOBITE MeTaboNMTR 0GMKHOBEHO ca ChoTReTHO 28-31% H <5% oT
KOHIICHTpP2IMATA HA ecLMTANONpaM. BUOTpaHcOPMAIIATa HR eCIUTAIONDPAM 10 JAEMETHITHPAK
MeTaboiuT e Meumupana ruasio oT CYP2C19. Ba3MokHO € H3BECTHO YHAcTHE OT CTPaHa Ha
ensumuTte CYP3A4 u CYP2D6.

Eanmunnpane

EJIMMUHALMORHUAT MOTYKHROT (tV4 B) cliex MHOIOKPaTHO J03MpaHe ¢ 0XoNo 30 9aca, a IepopanHusT
nnasmed wiupsHe (Cloral} € oxono 0,6 I/min. OchosunTe MeTaboIMTH MMaT 3HAUUTENHO [O0-IBABE
nonyxugor. FlpHeMa ce, e ECHNTANONDAM M OCHOBBHTE MeTalONATH Ce ENMMUHHPAT Ope3 YepHUS
apob w 6B6penyTe, KaTo NO-TONIMATA HACT OT 103aTa C¢ eKCKpPeTHpa Hojt opmaTa Ha METABONHTH ©
YpHHaTa.

NuueliHocT
Hamue e mmnetina gapMakokuHeTnKa. [InazMenuTe HUBA B CTAHHORAPHO CHCTOTHHE (
JOCTHTAT cliek oxono 1 cemmima. CpefHu KORMEHTPAUMH B CTAIMOHAPHO CHCTOIHIE
rpanuimre Ha 20 go 125 nmol/l) ce gocturar npu axepna no3a ot 10 mg.

IMaunenTn B cTapyecka BB3PACT (>65 roNuHu)



Harnexna, ue ecupragonpam ce exHMHRIPa Ho-0aBRO NPY NAIMEHTA B CTapIeCKa Bh3PacT B
CpaBHeHHE ¢ MO-MIaiy nauuenTH. Cuctemuara excrosuums (AUC) e ¢ oxono 50% rio-Brcoka npn
HaifHeHTH B CTAPUECKA BH3PACT B CPaBHEHHUE ¢ MIIJM 30paBK KOOPOBONUH (BXK. TouKa 4.2).

HamaneHa wepHoapoOHa Pt

[lpu naumeHTH C JIEKD 0 yMepeHo YepHONpobHO yspexknake (o kputepuute Ha Child-Pugh AuB)e
YCTaHOBEHO, Ye NOJTYKABOTHT HA eCLMTANIONPaEM € OKOIO ABa ITHTH NO-TBITET, 2 EKCTIOSHIAATA ¢
okoJio 60% no-BucoKa, B CPABHEHHE C XOpa ¢ HOpMaIHa yepHOnpodHa dyaxuusa (k. Touka 4.2).

Hamanena 656peyna dynkyns

C panemuven HMTanonpam ca HabmoJaBaHu MO-IRIBT HONYKUBOT M JIEKO NIOBKINABAHE HA
EKCTIO3ULMATA NPH HAUHEHTR ¢ HamaneHa 6u0peyna dynxuns (Cler 10-53 mi/min). He ca npoydesn
1ia3sMEHHTe KOHUEHTPAIMHA Ha MeTabONINTHTE, HO MMa BEPOATHOCT Aa 08T MOBHIIERH {BK, TOUKA
4.2).

HonumMopgusnm

Habmogasado e, ye nowute MeTaboNH3ATOPH N0 OTHOIeHHE Ha CYP2C 19 uMar a8a nbTH No-BHCOKA
TJIA3MeHa KOHIEHTpaliiA Ha ECIUTATONpaM 0T eKCTEH3HBRUTE MeTabonusatopy, Ipn nowmwre
MeTafosu3aTopH no oraourerue Ha CYP2D6 He e HabmogasaHa 3HAYMTENHA IPOMAHA B
eKkciio3nuuaTa (BxX. Touka 4.2).

5.3 IIpenknyauymn gaanu 3a Gesonacuocr

He e nposexaan nuren #abop oT NPEIKIHHIYTHA H3NWTBAHAN C €CIUTATONPAaM, Thil KaTo CERDIaHATE
TOKCHXOKUHETUYHH ¥ TOKCHKOJOTMYHE NPOYIBAHNA, NPOREASHH NPH ITBXOBE ¢ ECLUATANIONpPaM U
IUTaNoNpaM ca noKasany cxoieH npodun. o Tain nprarna nsnata uHGopMAanKA 2a IMTANOMpPAM
Moke fa Ghie eKCTPATIONHPAHA 32 eCIATAIONPAM.

Tip¥ cpaBRUMTENHNTE TOKCHKONOTHYHU NPAYIBAHHR, TIPOBEACHH NPH ILYLXORE, ECLMTANIONDAM
LRTANONPEM Ca JOBEIH A0 KapAHOTOKCHYHOCT, BIUTIOMMTENTHO KOHTECTHRHA ChpJieyHa
HEAOCTATHYHOCT, CJIEM IeYeHye B NPOIBIDKEHNE Ha HAKONKO CEAMULH ¢ H3MOI3BaHe HA TI03H,
IIpeIN3BHKATH 061118. TOKCHIHOCT. BEPOHT”HO KapIHOTOKCHTHOCTTa KOpeJInpa B NO~rol1aMa CTCeTIeH ¢
TIMKOBWTE TIAIA3MEHM KOHLISHTPAlHY, OTKOIKOTO Che CHCTeMHATa excnosunnas (AUC).

[TukoBHTe MIa3MeRH KOHEEATPALMA GHIA No-BicOKH (8-KpaTHO) NpH NpUsiarake Ha HeedekTABHA
JIO3H B CPABHEHHME C Te3H, OCTUIHATH NPA KNIMHKYIHA YrioTpela, nokaro AUC 3a ecunranonpam e
camo 3~ 0 4 ITHTH MO-BUCOKA OT EKCIIO3HIIHATE, MOCTHTHATA TIPY KIHAWYHA ynoTpeba. 3a
umranonpam croiHocTHTe Ha AUC 3a S-exatTHOMEpA ¢4 6- 10 7 THTH NO-BHCOKM OT MOCTHIHATA
€KCIO3HNHA APH KIHHMYHA yroTpeba. Tead daxTn BEpOATHO ¢a CBRP3aHH C IPeKOMEPHO BIMNHHE Ha
BHOTCHHHTE AMHHY, T.e. HA RTOPHYHMTE BEPXY NBbPBHYHATE GApMAaKoAOTHYHHA edeXTH, BOIEINO A0
XeMoauHaMuirK edekTr (HaMaleHHE Ha KOPOHApHUA XPHBOTOK) B HCXeMHs. Bee mak, TOYHEST
MEXaHUIbM Ha KAPAUCTOKCHYHOCT NTpY NIYPX0BE He € H3ncHeH. KITHHMYHUAT ONTHT ¢ HUTANCHpaM,
K4KTO ¥ OTIMTHT OT KIIMHEAUHKTE N3NWTBAHAY C eCHBTANIONPAM, He IOKA3BAT, H€ TEIH JAHHY EMAT
KIWHHYEH KODEnarT.

B mHsaKkou TeKAaHH, Hal'p. 6an Apob, ennIMMA U 9epen apob, cne MPOIEIKATEIRG TCHEHAE ¢
€CLMTANIONPaM B UATATONPAM NPH TLIBX0BE ¢ HalMoNaBaHo TORUINEHO CRbPKAHHE HA
dochonumuny. Hanuuvero uM B enMaugnMATe 1 9epama Apob e HabM01aBaHO TIPH EKCTIO3KEMA,
nonobHa Ha Tasu npk xopa. EQextsT e o6paTiM ciea cnupane Ha nedennero. Harpynsade xa
Gochomamuny (dochonununosa) Nph KHBOTHY € HaGMONABAHO BEB BPB3Ka C MEOTO KATHOHHH
amdupunau nexapetra. He ¢ H3BecTHO Aastn To3M dreROMEH HMa HAKAKRO 3HAYEHNE 33 XOpaTa.

B npoy4BaHHATa 32 TOKCHYHOCT 110 OTROLIEBHE Ha PA3BUTHETO NPH TUTEXOBE CA HAOFOIaBak]
eMbproTORCHURY eekTH (HaMaleHo Terio Ha nNoaa u ofparymo 3abasne Ha ocudn iiﬁi
23

eKcTo3HLMY B ycrnorus Ha AUC, npeBuiNaBaliy eKCIO3HEHHATE HOCTHTHATA 110 BPEM 7, y L
1 A (1 F.;
[poysBaHe TOKa3Ba HaMaleHa NPEXUBSEMOCT 110 BpeMe Ha NEPHO/IA Ha NAKTALHA [fpuseke T
ycnosus na AUC, npeBuIiaBail eKCTIOIULUATA, MOCTHIHATA 110 BpeMe Ha KIMHY !




JauHuTe OT MPOYYBaHHA NIPA XKHBOTHA MOKA3IRAT, He LUTANONPAM WHAYIMPA NOHKARAHE Ha HHAEKCA
Ha depTunHTeTa H GPEMEHHOCTTA, NOHKKABane Ha GPOA HA CTIEPMATOIOUIATE MPH HMILTAHTALRA 1
abHOPMHH CIEPMATO30HIY NIPH eXCIIO3RLAA 3HAYHTENTHO TIO-BUCOKA OT TA3H TIPH X0pa.

B 703 acnexkT HAMa HATHYHY JaHHH 3a cCUHTANONIpAM [IPH JKHEBOTHH.

6. DAPMAUEBTHYHH JAHHHA

6.1 Cuucnk Ha TOMOIHETE BelerTRA

Cvpyeguna na mabremrama
MUEPOKpHCTANIHA Hemyhosa (E460)
KpockapMenosa Harpuii (E468)
CHIIHOHER JHOKCH], KONONISH, Oe3BoneH
MarHenes creapat (E470b)

Durmoso noxpumue na mabremxama
xunpomenosa (E464)

THTaRoR Muokcuy (E171)

makporon 400

6.2 HecnBMeCcTHMOCTH

Henpunoxumo.

6.3 Cpok Ha rogHocT

4 roapymH

6.4 Crennajiay yCioBHS HA ChXpaHenne

Tosu nexapcTRed NPOAYKT He HIHCKBA CHEIMATHY YCIOBUA Ha ChXPaHeHHE.
6.5 Bra n chALPKARNE HA ONIAKOBKATA

oPA/A/PVC-anymmrnern Garctepy, chaepxamm’, 10, 14, 15, 20, 28, 30, 49, 50, 56, 60, 84, 90, 98,
100 w 500 tabrietka (CnucTepHA ONAKOBKH),

He scuuxs BuOBE ONAKOBKH MOTAT N2 (BAAT MYCHATR & podaxba.
6.6 Crennanuy npeanasHa MepKH OPH HIXBLPARHE

Hama criennanay HaucKBaHuA.

7. NMPATEXATE HA PAJPEHIEHHETO 3A YIHOTPEBA

G.L. Pharma GmbH, Schlossplatz 1, 8502 Lannach, Arctpus

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Ecuunpam 10 mg dunmupann rafreTkh
20090511

Ecuunpam 20 mg ¢mnMapany Tabnetku
20090512




9. JATA HA IBPBOTO PA3JPEITABAHENIOAHROBABAHE HA PASPEMIEHHETO 3A
YUOTPEBA

Harta Ha mepRO paspenmiasane: 20 Hoemspn 2009 T.
Jara Ha nocnenno noaHosssaxe: 04 dperpyapy 2015 .

10. AATA HA AKTYAJININPAHE HA TEKCTA

04/2022




