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CIPRALEX 10 -coated tablets
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25997 180

10mg: Bcaka talneTka craspxka 10 mg ecupranonpam (escitalopram) (nox gopmara Ha OKCalaT
oxalate)

1. HME HA AEKAPCTBEBMA MPOAYKT

2. KAYECTBEH H KOJIHMECTBEH CBHCT

3a MBJIHHSA CIHCHK HA MOMOIHHTE RELlecTBa, BX. To4ka 6.1,
3. JEKAPCTBEHA ®OPMA
Ounmupads TabneTka.

HUTIPAJIEKC 10 mg: OsanHa, 6ana, ¢ AemuTesHa 9epTa pummupana Tabnetka ¢ obosHayenue "E" u
"L" oT ABeTe CTpaHH Ha JEIWTENHATa YepTa OT €AHATa CTpaka Ha TabneTkara.

Tabnerkure ot 10 mg Morar ga 6baaT pa3feieHH Ha Be PABHU MOMOBHHH.
4. KJINHMMHH JAHHH
4.1. TepaunesTHYUEH HOKAZAHBA

JleueHye Ha roJaM JSIPeCcHBEH eMH301.

JleyeHue Ha MaHUYECKO pa3cTpolicTBo cbe vk Gea aropadobus.
Jleuenue Ha COLMATTHO TPEBOKHO PA3CTPOHCTRO (commanHa hobut).
JlegeHHe HA reHEpaNM3UpaHO TPEBOXKHO PasCTPORCTBO.

Jlenenne Ha obcecHBHO-KOMITYJICHBHO pa3CcTpOHCTBO

4.2. JIo3MpoBKA N HAYMMH HA NPANOKEHHE
03UPOBKA
be3onacHOCTTa B AHEBHK 03K HAZ 20 mg He ¢ YCTaHOBeHa.

Tonam denpecugen enuzoo
ObugaitHata noza e 10 mg eqHOKpPaTHO OHEBHO. B 3aBHCHMOCT OT WHAMBHAYanHHs OTTOBOD HA
MALMEHTa, 103aTa MOXKe Aa Onle YBelIHIcHa MAKCHMATHO 10 20 mg AHEBHO.

ObuxkuoBeHo ca HeoOxomumu 2-4 CceAMMIM 3a TIOCTHTAHe HA AHTHACNPECHBHHA cbext. Cnex
OBNAABaHEe HA CHMITTOMKTE C¢ Hajlara JleHeHue B MPOIBDKEHHE Ha TOHe 6 Mecela 3a crabuiHsHpane
Ha MOCTHUTHATUA TEPAIICBTHHEH PE3YNTAT.

Hanuvecko pazcmpoiicmeo cve w 6e3 azopagobus
Ilpes mppBarta ceIMHLA ce NPenoppYBa eNHOKPATHA JHEBHA 1033 OT 5 mg, KOATO el TOB
yBesnudeHa Ha 10 mg auesHo. J[o3aTa Moxe Aa Obe JOMBIHUTENHO YBETHYEHA A0 MAKCH
IHEBHO B 33aBHCHMOCT OT HHAMBHIYATHHA T€paNeBTH4EH OTrOBOP Ha MALMeHTa.

Makcumanua eQeKTHBHOCT ¢€ MOCTHra cliefl Ookomo 3 Mecena. JleweHuero mpox
Mecena.



Coyuanno mpegodiCcHo pa3cmpoticmao

OGuuaituara goza e 10 mg exnokpaTHO gHeBHO. OGHKHOBEHO ca HEOOX0MMMH 2-4 ceAMMIIH 34 14 Ce
nocTHrane obnekyabaHe Ha cHMITTOMUTe. J{o3aTa Moxke g 06 NOMBIHUTENHO HAMATEH] J0 5 Mg WM
yBeNIHYeHa 10 MakcuManHo 20 mg AHEBHO B 3aBHCHMOCT OT MHAMBHAYATHHS TEPANCBTHYEH OTTOBOP
Ha IIaifMcHTAa.

CouManyo TpeBoKHO pa3cTpoHcTBO ¢ 3ab0i14BaHe ¢ XPOHHYHO IIPOTHYAHE U CE MPEeNopLYBa IEUeHHE B
MpoAB/DKeHHe Ha 12 ceMHLM 3a cTabHnH3upane Ha pesyrrara. OTrOBOPBT Ha KBIATOCPOYHO JIEHEHHE ©
ApOYYRAH B POXBDKEHHE Ha 6 Mecelua M MoXe ha ce CHMTA, OCHOBABAIKM c¢ Ha HHIHBHAYATHHTE
ClIydad, Ye BOAH OO NPEJOTBpaTABaHe Ha DPEHOHB; NON3MTE OT JedeHHeTo TpabBa na Ovaar
TIPEOLICHIBAHH HA IOCTOSHHH HHTEPBATIH.

COHHANIHO TPEeBOXHO pascTpoiicTBO e nobpe AeduHMpaH AHATHOCTHMEH TEPMHMH 3a CheHHM(HIHO
pascTpoiicTBO, KOETo He Tpsalea jaa ce Gppka ¢ MpexoMepHa cpamexiuBoct. PapmakoTepamuaTa e
MoKa3aHa caMo, KOraTo pascTpoHCTBOTO CMYIIABA 3HAMHMO NpodeCHOHANHATA M COLMAIHA eHHOCT.

MscTOTO Ha NIEYEHMETO B CpPaBHEHHE ¢ KOTHWTHBHATA MNMOBEACHYECKA TEpPAlHA HE € OLEHABAHO.
dapMaKkoTepanHATa € YacT OT oblata TepaneBTHIHa CTPATErHA.

Tenepanuzupano mpegodicHo pascmpoicmeo

[IeprOHauanHaTa goza € 10 mg eqHOKpaTHO AHEBHO. B 3aBMCHMOCT OT HHAHBHAYAIHHA OTTOBOP Ha
NaLKMenTa, A03aTa MOXe J1a GbJie yBeln4eHa MaKCUMaTHO 10 20 mg aHeBHO.

OTroBOpHT Ha TBJITOCPOYHOTO NEYMEHHE € POYYBAH B MPOIRDKEHHE NOHE Ha 6 Mecela IPH MALMEHTH,
npuemamu 20 mg/nen. [Tomsute 0T Tesenuero u fo3ata TpA6ea fa ObAaT NpeoLCHABAHN HA NOCTOAHHA
HHTEPBATH (BX. TOUKa 5.1).

Obcecugno-komMnyACUeHo pascmpoticmso
[TepBonauanHaTa 103a € 10 mg eIHOKpaTHO AHEBHO. B 3aBHCHMOCT OT WHAMBHIYATHHMS OTrOBOP Ha
HallHeHTa, 103aTa MOXKe Aa ObAe yBeNHYeHa MAKCHMANHO A0 20 mg AHEBHO.

Twit karo OKP ¢ 3a60148aHe ¢ XPOHMMHO NIPOTHYAHE, JIOUESHHETO HA NALMEHTUTE TPAOBa A NMPOIBIDKA
JOCTATHYHO NMPOABDKHTENHO BPEME 10 H3UEC3BAHE HA CHMIITOMHTE.

[Monzure oT nedeHKeTO W Ao3aTa TPEO0Ba Ja GBAAT NPEOICHABAHA HA NOCTOAHHH HHTEPBATH (BK. TO4KA
5.1).

Cmapuecka evapacm (> 65 200unu)

Hauanhara 1033 € 5 mg BeAHBXK AHEBHO. B 3aBHCHMOCT OT HHAMBHAYJIHHA OTIOBOP Ha NAlMEHTa
nosata Moxe na Gpae ysenudena xo 10 mg ageBHo, (BXK. Touxa 5.2).

Edexrusnoctta Ha Llfnpaneke mMpH CONMMATHO TPEBOXKHO PA3CTPOKHCTBO HE € NpOy4YeHa MPH MALHSHTH
B CTapYeCcKa BB3pacT.

Ileouampuuna nonyrayus
Ilunpanexc e TpaOBa Aa ce M3NON3BA NPH NEYEHNETO Ha JeHa H FOHOIMIN Ha BB3pacT noj 18 roaunu
(Bx. TOuKz 4.4).

Hamanena 6vbpeuna dynryus

IIpy NameeHTH ¢ Jieka 10 yMepeHa cTeneH Ha Gr0pevHa HeOCTATBYHOCT HE ¢ Halara KOpeKuHs Ha
mo3aTa. M3McKBa ce NOBUIIEHO BHUMAHKE NPK NaLMEeHTH ¢ TeXKO yBpeaeHa 6u0peuna pynkima (CLCR
no-Mansk or 30 ml/min) (Bxk. Touka 5.2).

Hamanena uepnoopobna gynkyus
IIpenopbura ce HadanHa 7j03a OT 5 Mg AHEBHO IPE3 ITEPBHTE [BE CEIMHLH OT JICYCHHE
¢ JieKka 0 yMepeHa CreneH Ha 4depHoapobHa HeJoCTaTsdHOCT. B 3aBHcHMOCT O
TepaneBTHYCH OTTOBOP, A03aTa MoxKe na 6bae yBeandeHa no 10 mg anepno. [Ipenoph



BHEMAHKE H 0COOEHO BHHMATeNHO THTPMpaHe Ha JO3aTa NpH TNALMEHTH € TEXKKO YBpeIcHa
4epHOApOOHa ByHKITHA (BIDK TOYKa 5.2),

Cnabu memaboruzamopu na CYP2C19

TIpn malyeHTH, 328 KOMTO € M3BECTHO, 4e ca cnabu merabGommsaropu Ha CYP2C19 ce npenopbusa
HAYajHa JO03d OT 5 mg [AHEBHO IIpe3 NBPBHTE ABE CEAMHIM OT N€4eHHeTo. B 3aBMcHMOCT oOT
HHIHBHIYATHHA TEPATCBTHYEH OTroBOp, Jo3ara Moxe Aa 6nje ypemmdeHa no 10 mg nHeBHO. (BXK.
TOuKa 3.2).

Cumnmomu na omuemare, Habmo0aeany npu RPEKPamaAsane HA NeueHuemo

Tpabea na ce n3bArBa BHE3amHO NpeKpaTARaHe Ha JcdcHMeTO. IIpH Npekpardsane Ha NEYEHHETO
eCLHTANOMpaM, 03aTa cleasa Ja Oble MOCTENeHHO HAMAIABAHA B [IPOAB/DKEHUE Ha NIOHe eliHa 10 ABe
CEIMMLH ¢ LIe]1 Ja Ce HAMaTH pHCKa OT CHMITTOMH Ha OTHeMaHe, (BX. Todka 4.4 u 4.8), B coyqaii na
BB3HHKBAHE HA HETIPHEMIMBY CHMITTOMH CJI€]l HAMaIABaHE HA 03aTa HIH MPEKhCBAHE HA JICYEHHETO,
MOe g ce oOMHCIH BB300HOBSBAHE Ha IpueMa Ha NpelH TOBa [peanKcaHara Ao3a. B nocneacrsue
nexapsT 61 MOIBJI id MPONBIDKH HAMAABAHETO Ha N03aT4a, HO MO-TIOCTENEHHO.

Hauny Ha nprioskeHRe
Ilumpanexc ce nmpHeMa KaTo eAHOKPATHA JHEBHA 1034 H MOXKe [ ce npHeMa C5C WM Ge3 Xpaua.

4.3. IIporuBonoxaianns

CBPBXYYBCTBHTENIHOCT KbM €CLIMTAJIONpAM HIH KbM HAKOE OT TIOMOIHHTE BelllecTRa, M3OPOCHH B
TOYKA 6.1.

EnHoBpeMeHHO JNEYCHHE C HECCIEKTHBHH, HEoOpaTHMM WHXMOMTOpM Ha MOHOAMKHOOKCHIA3aTa
(MAO-pHxuGHTOPH) € NPOTHBOMOKA3AHO MOpaJu PHCK OT CEPOTOHHHOB CHHAPOM ¢ RKHTHPAHOCT,
TPEMOp, XHUNePTEPMHA K Jp. (BXK. Touka 4.5)

KomGunupanero Ha ecunranonpasM ¢ obparumu MAO-A uaxubuTOpH (HATIPHMEP MOKIoOeMHA) HIH
obpatumus HeceaekTHBeH MAO-HHXMOMTOpD IMHE30NMA € NPOTHBOIOKA3AHO 1IOpafM pPHCK OT
OTKJIIOYMBAHE Ha CEPOTOHHHOB CHHAPOM (BXK. To4Ka 4.5)

Ecumranonpam € MPOTHBOMOKA3aH NpH MAallHEHTH ¢ H3BECTHO yanpkapaHe Ha QT- dHrepsana win
CHHJpOM Ha BpoAeH yabpkeH QT- uHTEpBAN.

Tporusonokasalo e eJHOBPEMEHHOTO NPHICKEHHE HA CCLMTAIONPAM ¢ APYTH ACKAPCTBEHH NPONYKTH,
33 KOHTO € H3BECTHO, Ue MoraT fa yabnkaear QT-unrepsana. (ex. Touka 4.5.)

4.4. Crenuajny npelynpexieHAd H NPeANa3EH MEPKH Npn ynorpeba

Cremuute CIICIHATTHH NpeAYTIPeKICHAS H TPEANAzHH MEPKH C€ OTHACAT KO TepaneBTH4HHA Ki1ac SSRI
{cenexTHBHM MHXHOUTOPH Ha OOPATHOTO 3aXBaliaHe HA CEPOTOHMHA).

IlenWaTpHyHa nONYNAlHa
Hunpanekc He TpAOBa fa ObIe W3TNIOA3BAH IPH IEUEHHETO HA NEJHATPHUHATA [Tonynaumst. CyHIHMIHO

noBeNeHHe (CyHUMAHM ONMTH M CYWIMIHH MHCIH) H BpaxaeOuocT (mpeofnanapamio arpecus,
TIPOTHBOIIOCTABAHE H THAB) ¢a OMAH mo-vecTo HAOMIOAABAHH MpH KJIHHHYHH IPOYYBAaHHSA Cpesl hella U
FOHOIIM, JIEKYBAaHH C aHTU/ICIPECAHTH B CPABHEHHE C TAKUBA, NpueMaH Iwianebo. Ako ocHoBaaiiku ce
Ha KIMHHYHA HeOOXOOMMOCT, BEIIPEKH BCHYKO Ce B3EME pellleHHe 3a JeYeHHe, NalueHTsT Tpalea a
Obae BHMMATEJIHO MOHHTOPHpAH 32 IOABA HA CYHUMAHH CHMITOMH. B nombiue
OBIrOCPOYHE AaHHH 3a Ge30MacHOCTTa Npu Aea H IOHOINIH, KACASIH pacTe;
KOTHMTHBHOTO H IOBEACHUSCKOTO Pa3BHTHE,

IL OKCAJTHA TPEBOKHOCT
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ITpH HIXOH NALMEHTH ¢ TIAHWIECKO Pa3CTPOHcTBO MOKe Aa Ce Habmoasa 3aCHNBaHe Ha TPEBOXKHOCTTA
B HAa9YAIOTO Ha JIEUEHHETO ¢ aHTHAenpecaHTd. Tasy MapagoKcanHa peakiHd oOHKHOBEHO OT3BYvaBa B
NpONB/DKEHHE HA OKOAO JBe CeAMMIM TIPH NMPOBCKAAHE HA NPOTRLKHTENHO JedcHue. [Ipenopbusa ce
HHCKA HAYATHA 1034 ¢ L /12 Ce HAMAJIH BEPOSTHOCTTA OT AHKCHOreHeH eeKT (B, Touka 4.2).

I'epaose
TlpueMBbT HA JiEKApCTBEHHA WPOAYKT CEABA A2 C€ TPEKpaTH IIPH BCEKM NalMEHT, NPH KOHTO ce

nosiasart repaose. SSRI TpaGra fa ce M36ArBAT MPH NALMEHTH © HeCTA0MIHA SITHIIETICHS, 8 IALMEHTHTS
¢ KOHTpOJIpana enunencus Ja OboaT BHMMaTenHo npocieaspand. IIpuemsT sa SSRI cneasa na ce
MPEKPaTH, aKO MPHITATBIHTE 3a4eCTABAT.

Manug
SSRI crieipa fa ce M3NOM3BAT BHUMATESIHO NPK MALIMEHTH C JaHHH 3a MAHAA/XunoMaHud. [IpuemMsT Ha
SSRI cieapa fa ce MPEKPATH NpH BCexH MAHCHT, npeMUHAN B MaHWiHa daza.

Juaber

[Ipu naumeHTH, cTpajamy ot auaber, nevenmero ¢b¢ SSRI moxe ja MPOMEHH KOHTPONA BBPXY
KPBBHATA 3aXap (XHIOTIHKEMHS HIT XUneprimkemus). Moxke 13 ce HANOKH KOPEKUHs Ha MHCYIHHA
H/H/TH NIepOPAITHHTE XHITOITHKEMHYHH CPEACTBA.

CamoyOuiicTBO/CYMIMORK MHUCTH WJIH KIMHHYHO BAOIIABAHE
JlenpecHATa ¢ CBBP3aHA ¢ [OBWIEH PHCK OT CYMUMAHHM MHCIH, CAMOHZPaHABaHE M CAMOYOHIHCTBO

(cubuTHA, CBBP3aHH CBC caMOYOHHCTRBO). TO3IM PHCK CHIIECTBYBA 10 JOCTHIAHE HA 3HAMHMA PEMHCHS.
Taii KaTo NogobpeHEe MOKe 5ia He HACTBIH NIPe3 THPBHTE HAKOIKO CEAMHLM MIIH MOBeYe OT HAYan0To
HA JICUEHHETO, MALMEHTHTE TpaGea qa OBAaT noa ctporo Habmonenwe No nosata My. KnunmyHnat
OINHT COYH, Y€ PUCKBT OT CAMOYOHEHCTBO MOXKE Na HapacHE Npe3 pAHHHTS €TANM HA BH3CTAHOBHTENHUS
TIepHOA.

Jlpyru ncuxuuny 3a6onasanns, npd kouTo Liumpanekce ce npenmucsa, cHIIO MOTaT Aa OBAAT CEBLP3aHM
¢ MOBHIIEH PHCK OT chOUTHA, CBBp3aHU ChC caMoyOHiicTBo. OcBeH ToBa, Te3n 3abonABAHUA MOTAT Ja
GBOAT CHYETAHH ¢ FOAAMO JENpecHBHO pascTpoiicTso. [Ipy NeueHue Ha NAlHEHTH ¢ IPYTH NCHXHIHH
HapymeHua Tpa6Ba Ja OBOAT cHOMONABAHH CHUOIWTE NPEANa3HM MEPKH, KAKTO NMPH JICYCHHE Ha
NAIMECHTH ¢ FOAAMO JISTIPECHBHO Pa3CTPOKCTBO.

H3BecTHO €, 4e MALMEHTH ¢ aHaMHe3a 33 CBOMTHA, CBBP3aHH ChC caMOyOMHCTBO, WM MOKA3RALIH B
3HAYMTENHA CTETIeH CYWIMAHN HICAlMH, IIPEAN 3a1l04BaHe HA NEYEHHETO, 4 HIIOKEHH Ha IT0-BHCOK
PHCK OT CYHLMIHH MHCITH WIW ONHMTH 3a caMoybuiicrso ¥ Tpa6ba 1a GsaaT BHHMaTEIHO Habmonanank
0 BpeMe Ha JiedeHHeTo. Mera-aHanW3 Ha IUIALE0O-KOHTPOAHPAHH KIHHVMHM M3MMTBAHMA Ha
aHTHAETIPECAHTH MPH BB3PACTHH TALMEHTH ¢ NCHXHYHH PascTpoHCTBa NOKa3sa MOBHIICH PUCK OT
CYHIMIHO TNOBEICHHE NpPH MAUMEHTH NOJ 25-roJHlIHA BB3PACT, IEKyBaHH C AHTHACTIPECAHTH B
cpaBHeHHe ¢ myae6o. JlekapcTeeHara Tepatins TpAGBa Aa ce CRNBTCTBA CBC CTPOro HAOMONeHKe Ha
NAUHEHTHTE, B YaCTHOCT Ha Te3H, KOHTO €4 WAI0KEeHH Ha BUCOK PHCK, 0cO0EHO B HAUAIHHTE €TalH Ha
NeYeHHeTO | cIIeA npoMedH B jo3ute. Ilanuentire (M monaramure TPHXH 3a TAX) TpaOBa Ja Onaat
MpeaynpeaeHu OTHOCHO HeOGX0MHMMOCTTa OT HaG/MOACHHE 34 BCEKH MPU3HAK Ha KIHHHYHO BNOLIABAHE,
CYHMIHIHO MOBEASHHE WIH MHCIH M HeoOHYaliHH MPOMEHM B MOBEACHHETO, KAKTO H A HOTHPCAT
He3a0aBHO KOHCYATALYMA C JIGKap, AKO TAKHBA CHMITTOMH ChIIECTBYRAT.

AxaTH3ug/ICMXoMOTOpHO 6e3n0oKoiicTBO
Vnorpe6ata na SSRI/SNRI ce cBbp3Ra ¢ pasBHBAHETO Ha aKaTH3MsA, XapakTePH3Hpaila ce ChC

cyGeKTHBHO HENPUATHO WIH MBYWTENHO HECMOKOHCTBHE M HEOOXOMMMOCT OT 4eCTO IBIKECHHE,
CHIPOBROACHA ¢ HEBBIMOKHOCTTA /I Ce CElIH WIH Ja CE CTOH HernoApwkHO. Topa ¢ Hail-Be
NOSEH HpPe3 IThPBHUTE HAKOJIKO CeAMMUH OT neyenuero. IIpH NaimerTH, KOHTO PasBusT
YBENIHYEHHETO Ha Ao3aTa GH Morio fa OBMe Bpe/THO.

XuroHaTpHeMis



3a XHMOHATpHEMHSA, BEPOATHO [IB/DKAINA C& HAa HEANCKBATHA CEKPELH HA AHTHIWYPETHYCH XOPMOH, C¢
cro6masa paako npu ynotpebara Ha SSRI 1 00HKHOBEHO H3YE3Ra MPK NIPEKPATABAHE HA TePAIUATA.
Haucksa ce MOBHINCHO BHUMAHHE NPH PHCKORH MAHHEHTH, KaTO HANpHUMED MAlHCHTH B HalNpeAHana
BB3PACT, NAUHEHTA ¢ YePHOAPOOHA MMpO3a HIH MALMEHTH, KOMTO ¢4 JEKyBaHH €AHOBPEMERHO C
JIEKAPCTBEHH NMPOIYKTH, 38 KOMTO € U3BECTHO, Y€ NPeAH3BUKBAT XHITOHATPHEMHKA.

BOH3JITHBH

HMa croblueHns 3a KOXKHH X€MOpard4HH HapyINeHW#, K&TO HanpuMep eKXMMO3H H Myprypa npH
ynorpefara na SSRI. SSRI/SNRI Morat 5a yRenudaT pHCKa OT NOCASPOAOBO KpBBOTeUeHHE (BIK. TOYKH
46u4.8)

TlpenopsdBa ¢e MNOBHIUEHO BHHMAHHE MPH NaUMEHTH, KoWro mnpueMaT SSRI ocobeHo npH
eIHOBpeMeRHa yToTpeba ¢ MepopaIHH aHTHKOAIYNaHTH, ¢ JPYTH JICKAPCTBEHH NPOAYKTH, 34 KOKTO €
M3BECTHO, Y€ HAPYIIABAT TpoMGoUMTHHTE GYHKIMH (HAIP. ATHIMYHH HEBPOISITHIM H QeHOTHASHHH,
MOBEYETO TPUIMKIMMHHM  AHTHAENPECAHTH, AUCTHICATMLUHIOBE KHCEIHHA M HECTEPOMIHM
NPOTHBOBB3NATHTEHH JiekapcTBenn nponykTtH (HCIIBC), THRIONMAHHE # JHIHPHZAMOT) H fIpd
NAlMEHTH ChC CKIOHHOCTH KBM KbpBEHE.

EKT (enekTrpoKOHRYIICHBHA TEpanus
KIHHUYHHAT OnMT npd eaHospeMeHHo npunoxenne Ha SSRI u EKT e orpanuven, nopaas Koero ce
TIpenophYBa NOBHNIEHO BHUMAHHE.

CepOTOHHHOB CHHAPOM
TIpenopBYHTENHO € [OBHIICHO BHUMAHHE NpPH YCHOpeJHOTC NPHIAraHe Ha eCHHTanonpaM C

NEKAPCTBEHH IMPONYKTH, KOHTO MMAT CEPOTOHMHEPTHIHH e(exTH KATO CyMaTpuOoTaH H ApyrH
TPHITAHH, TPAMaJON H TPHIITOdaH.

B peixy cityuan ce ¢o0IIasa 3a CEpOTOHNHOB CHHAPOM TIpH NalHeHTH, H3nonsanii SSRI yenopeano
CBC CEepOTOHMHEPTHYHH JIEKapCTBeHH NpoayKTH. KomOMHAUMA OT CHMTOMM KaTo HECIIOKOHCTBHE,
TPEMOp, MHOKIOHYC M XHNepTepMus ca TOKa3aTellHK 3a pa3BHTHETO HA TOBA ChCTOAHUE. AKO TOBa
BB3HUKHE, JledenreTo ¢b¢ SSRI M cepoTOHMHepryyHHA NeKapCTBEH NPOAYKT Tpabsa A4 ce MpeKpaTH
He3a0aBHO M /1A ¢e 3aT0%HE CHMITTOMATHTHO JIEUCHHE,

JK®IT KAaHTAPHOH

Enuospemennara ynorpeba Ha SSRI u pacTMTeNnHM MOpOIYKTH, CBHOBPKAIIH XKBIT KaHTAPUOH
(Hypericum perforatum) moxe Ja NPeAMIBHKA MOBHIIABAHE HECTOTATA HA HEXCTAHH JNEKAPCTBEHH
peakuuy, (Bx. Todxa 4.5).

CHMIITOMH Ha OTHEMAHE, !;laﬁ,z;_lggana}m IpH NPEKPATABAHC Ha JICUCHHETO
CHMOTOMHTE Ha OTHEMAHe HPH CHHpaHe Ha JICUSHHETO Ca YeCTO CpellaHy, ocobeHo B cmyvyaure Ha

BHE3aNHO npexkcBape (BxK. Touka 4.8). [IpH KIHEAYHWTE NPOYYBAHHA HEXKEIAHHTE JIeKAPCTRBEHH
peaxuuy, Habmonasasy IpH NPEeKbCBAHE Ha IeYEHHETO ¢a PerHcTpApaHy npubausuTesHo npu 25% ot
NauHeHTHTe, TeKYBAHH ¢ eCLIHTaIonpaM ¥ mpu 15% or nauuerTiTe, NpHEMaIIH WiaLeto.

PHCKBT OT MOSBA HA CHMITTOMH Ha OTHEMaHe O MOr'BJI [a 3aBHCH OT HAKONKO (aKTopa, BKIIOYHTETHO
NPOTBDKHTEHOCTTA W 03aTa HA MeUeHHe, KAKTO H TEMIIOTO Ha peAylMpaHe Ha Ao3aTa. 3aMasgHOCT,
CEH30PHH HAPYLICHHA (RIUIIOUHMTEITHO NAPECTE3HA U yCelllaHe 34 yAap OT eIEKTPHYECKH TOK), CMYIUCHHS
HA CHHA {BKIIOYHTENHO Oe3CHHAE M NPEKOMEPHO CHHYBAHE), AXKHTHPAHOCT WiH Oe3noKoHCTsO, raneHe
WM NOBpBINAHE, TPEMOp, OOBbPKAHOCT, noTeHe, raBobONHE, UapHi, NANNHTALHH, eMOLMOHATHA
HecTalHITHOCT, PA3APa3HUTENTHOCT M BM3YANHH PaicTPOMCTRA ca Hali-uecTo AOKIA/JIBAHHTE PEAKIIMH.
OGuKHOBEHO Te3u CUMITTOMM €2 JeKH OO0 YMEPeHH, HO BBIPEKH TOBA IPU HAKOM HallHEHTH Te 6HXa
MOIJIH Aa OBIAT TEKKH 10 XapaKTep.

Tesn cummroMH 00M4aliHO HacTLIBAT B PAMKHTE HA MBPBHTE HAKOAKO HHH ciej Mpe
JI€YeHHETO, HO CHIIECTBYBAT M PEAKH NOKIAAM 3a MONOOHH CHMITTOMH NpH NalHe
HEBHVMAHHE Ca MPOIMyCHAIH 1034,

Haii-00110 Te31 CUMITTOMH ca CbC CaMO3aTHXBAII XapakTep M OGHKHOBEHO OT3BY4
IBe CeAMMLM, HO B HAKOHM CIy4YaW Te MOKe Ja Obaar no-npodbokHTe Ty (2-3 Mec




CrenoBaTe/HO ce MpenophyBa ecUMTAIONpaM Ja ObJe MOCTelleHHO HaManABaH NpPH TIPEKLCBaHE Ha
JiedeHHETO 3a TIEPHOI OT HAKOJKO CEAMHIM HIH MECELH, B 3aBHCHMOCT OT HYXIWTE Ha MalMeHTa (BXK.
"CHMITTOMH Ha OTHEMaHe, Habll:oaBaHy NPy TpexpaTaABake Ha ledeHAeTo", Touka 4.2),

CexcyanHa Iuc

CenextvBaure HMHXHOHTOpDH HAa O0paTHoTO 3axpamadHe Ha cepotoHHHa (SSRIs)muxubGurops Ha
o6paTHOTO 3aXBAIllaHE HA CEPOTOHMHA W HopaapeHanuHa (SNRIs) morar Ja nmpHYMHAT CHMITOMH Ha
cexcyastra auchyHkima (sxk. Touka 4.8). UMa crobmenws 3a Nporb/DKHTENHA CEKCYaTHa THCOYHKIMS,
NPH KOSTO CHMITTOMHETE NPOXL/DKABAT BBOPEKH NpeKbCBaneTo Ha npHeMa Ha SSRIs/SNRI.

Koponapuaa Sonect
Tlopamu orpaHvueH KIHHHYCH OTHT, C€ MPenopbuBa NOBHIICHO BHEMAHKE NPH NALMEHTH ¢ KOPOHapHa

6onecT Ha chpleTo (Bx. Touka 5.3).

Vaemkarase Ha QT uHTeppana

VCTAHOBEHO €, 4Ye eCLMTANONpaM MpWIHHARA J030-3aBHCHMO yAbkasaHe Ha QT- unrepsana. Ilo
BpeMe Ha MOCT-MAPKETHHIOBMA TEPHOJ ¢a AOKIAIBAHM CITydad HR yaw/bkasaHe Ha QT- HHTeppana u
KaMepHH apHTMuM, BKmouHTenHo Torsade de Pointes, mpeAMMHO MpH MALHEHTH OT JKSHCKH IIOJ,
cTpalalld OT XHIOKATMEMMA WIM C MpeecTBamo yiwnkaBave Ha QT WHTepsajia WM Apyrd
ChpAEHHH 3a00maBaHNS (BIOK TOMKH 4.3, 4.5, 4.8, 491 5.1)

[NpenopruBa ce NOBHINEHO BHUMAaHWE TP MAlMEHTH Che CHTHH(WKAHTHa OpafHKapaus WM TIpW
MAOBEHTH ¢ TipeceH HHGAPKT HA MHOKAPIA HIIH AEKOMIEHCHpaHA ChPAeYHAa HEAOCTATHYHOCT.

ENEKTPONUTHK HApYIUeHMA KATO XHIOKATHEMHS H XHIOMArHE3HEMHS YBEITHYaBAaT DHCKA 33
370KAYECTBEHY apUTMHM K TpaGBa Ia OGBOAT KOPHTHpaHH TIPeIH 3aNo4BaHe Ha JIEYEHHETO C
€CITHTANONpPaM.

AKO MALMEHTH ¢he CTabMIHO ChpAevHO 3a0onapane ce nekyear, nperned ¢ EKT ciensa fa ce HanpaBy
TIpeiK 3aTIOMBaHe HA JICHSHHUETO.

AKO ce [OSBAT NPH3HALIM HA ChpAe4YHa apUTMHA 110 BpeME Ha NEHMEHHSTO ¢ eCLIHTATIONPAM, NeYeHHETO
TpabBa na 6bae mpekpareno U a ce Hanpaeu EKT.

3aKpHTORIBIHA TIAYKOMA

SSRI, BKTIOUHTETHO SCHMTAIONPAM MOTAT Jia OKaXKaT BIHAHME BRpXY pa3Mepa HA 3CHMIATA, BOIEILO
O MHIpHaza. TO3H MHAPHATHYCH eeKT BMa MOTEHLHAN Ja CTECHABA OYHHMS BI'RJL, KOETO BOIH A0
MOBHILEHO BBHTPEOUHO HAlATAHe M 3aKPHTOBIBIHA IJiaykoMa, OCO0EHO NpH IpeApa3NonoKeHH
nanverTH. ClefoBaTenHo, ecuuTajonpaM TpaAbRa Ra ce M3NON3Ba ¢ IOBMIICHO BHUMAHHE IIPH
MALMEHTH CHC 3aKPUTOLIBITHA TIIAYKOMA, WIH aHAMHE3a 33 [TIayKOMa.

Homomny seHlgcTBa
Toea JlekapcTBO CHABPIKA NO-MANKO 0T 1 mmol HaTpwii (23 mg) Ha TabneTka, T.€. MOKe Ja Ce Kaxke, 1e
HPaKTHYECKH He ChABPKA HATPHH.

4.5. BaaumojeiicTBHe ¢ IpYIH JleKapcTBeHA NPOAYKTH H APYTH (OpMH HA RI3aAMOJeHCTBHE

PapMmakosHHAMBYIHH BiauMoneiicTBRs

[poTHBONOKAAHH KOMOHHAIMH:
Heobpamumut necenexnmusy MAQ unxubumopu

Hma ch0o0IIeHH 38 CEPHO3HH PeaKiiiy NpH HalueHTH, pkemaay SSRI B komGuHaIMA ¢
Heo0OpaTuM MOHOAMHHOOKCHAA3eH HHXHOHTOP (MAO-HHXHOHTOP), KAKTO H NpH NI
npekparwid mprema Ha SSRI u 3anousany evuenue ¢ Taknpa MAO-uHXBOHTOPH
HAKOK OT CIIyManTe MallMEHTET € pa3sBWI GepOTOHHHOB CHHAPOM (Bik. TouKa 4.8).




EcupranonpaM € MPOTHBONIOKa3aH B KOMOMHAIMA ¢ HeceneKTHBHH, HeobpariMa MAO-unxubHTOpH.
JleweHHETO C eCUHTANIONpaM cieABa Ja 3ano4de 14 nuy cnel npekparapaHe pueMa Ha HeoGpaTHMB
MAOQ- uexu6uTOpH. JledeHHe ¢ HecelleKTHBHH, HeoOpaTrMu MAO-uHXHOHTOPH MOXe Ja 3amovHe
Haif-paHo 7 KHH ciel] NPEKpPaTABaHE PHEMA HA €CLIATAIONpaM.

Obpamum, cerexmusen MAO-A unxutumop (Moxaobemud)

[Mopans pucka OT CEPOTOHHHOB CHHAPOM, KOMOMHMpaHeTo Ha ecimTatonpaMm ¢ MAO-A uHXHGOHTOP
KaTo MoxJioGeMH [ e MPOTHBONIOKa3aHo (Bxk. Touka 4.3). Axo Takapa KOMOHHALIAA € JOKa3aHO HYKHa,
T TpaGBa jaa ce 3aMOYHE INPH HAali-HHCKATA NpENophYBAHA A034 M NPH 3aCAICHO KIHHHYHO
HaOaaeHAe,

Obpamum, necenexmusen MAO-A unxubumop (tune3onud)

AHTHOHOTHKET JIMHE30IHA peacTaB/aBa 00paTiM, HecenekTHBeH MAO-A uHXHOKTOD H He TPAGBa Ja
ce Zapa HA MALHEHTH, NEKYBaHH ¢ ecLMTanonpaM. B ciywaii Ha HeoOXomumMocT OT KomMOHHHpaHE ©
ecLITANONpaM, aHTHOHOTHKBT TPAGRA fa ce¢ AaBa B MHHMMANHEU JO3H H NPH CTPOTO KIMHHYIHO
Habmoznenue (Ba. Touka 4.3)

Heobpamus, ceaexmuser MAO-B unxubumop (cenezunun)

IMput xomOuHupaHe B¢ cenerinH (Heobpatum MAQO-B uXHOHTOP), c€ H3HCKBA ITOBHIIICHO BHUMaHKE
Nopany pHCKa OT Pa3BUTHE Ha CEPOTOHHHOB cMHAPOM. CenerHiHH ¢ OMn npriarad 6e30macHo B 1032
o 10 mg/neH eHOBPEMEHHO ¢ PalleMHYEH LIHTATIOTIPaM.

Yovnocasane na QT unmepeana

He ca nposexnaHu ¢apMakOKHHeTWYHH M (hapMakOIHHAMHYHH NPOYYBAHHA Ha €CIHTaJoNpaM B
KOMOMHAIMA ¢ APYTH JIEKAPCTBEHH NPOAYKTH, KOMTO yabnkasar QT uHTepBana. Harpynsaut ce edext
Ha eCIMTATIONpaM H Te3d JIeKAPCTBEeHH NpPOOYKTH HE MoraT Aa Obaar maxmodeHd. ITopaau Tosa,
IIPOTHBOTIOKA3HO € eHOBPEMEHHOTO TPHIIOKEHHE Ha ECLIATATIONDAM C JPYTH JIEKAPCTBEHH NPOTYKTH,
3a KOMTO € H3BeCTHO, Ye MoJaT Ra yaepkaeat QT mATepeama, karo kiac IA u Il aRTHApHTMMYHK
NEKApCTBEHH NPOAYKTH, AHTHTICHXOTHIH (Harp. G¢HTHAZHHOBH IPOU3BOIHH, NHMO3KA, XalONEePHAON),
TPHLMKIH4YHE  AHTHACHIPECAHTH, HAKOM AaHTHMHUKPOOHW  JeKapCTBeHH INPOAYKTH  (HAmp.
cnapgioxcaudH, MOKCH(IOKCAIMH, SpUTPOMHIMH 1V, NeHTaMMIWH, NEKapCTBEHHM NPOAYKTH 34
JIeYEHHE HA MAIAPHSA, B YaCTHOCT XaIODANTPHH) ¥ HAKOH aHTHXMCTAMUHOEH JI€KapCTBEHH NPOIYKIH
(acTeMm3071, XUAPOKCHIHH, MH30JACTHH).

KomGuHa H3HUCKB BHIIEHO BHEMAaHHE TIPH eba:

Cepomonunepeudnu 1€KApCMEenY npooyKxmu.

EnHospeMenHaTa ymoTpeba CBC CEPOTOHMHEPTHYHH JIEKAPCTBSHM NPOMYKTH Hamp. ONMOMIM
{BKMIOMMTE/IHO TpaManon) H TPHITAHH (BICIOMMTCIHC CYMapHNTaH) MOXe Ja npelu3BHKa
CEPOTOHMHOB CHHAPOM (BiK. Touka 4.4).

Jlexapcmeetiu npodykmi, ROHUNCABAYY 2HPYOBUR NPA2
SSRI moraT na noHwKaT rep4oBHA nmpar. IIpernopwurTentHo € MOBUIIEHO BHEMAHHE NPH YCIOPEeIHO
MpHNaraHe Ha JAPYTH JEKaPCTBEHH TPOLYKTH, TOHIDKABAUM TIBPYOBHA Tmpar (Hampumep
antunenpecantd  (TpuimiindeH, SSRI), Hesponenmuin  (beHOTMA3WHM, THOKCAHTEHM M
SytrpodeHonn), MeQUIOKBHH, OYTIPOITHOH H TPAMaIoi).

JIumuii, mpunmogan
HUma crolnieHHd 3a ycuneaHe Ha edekTa npH efHoBpemeHHa ynoTpeba Ha SSRI u nmrnit mnm
TpunrodaH, IOPajH KOETO yenopeaHoto u3non3eade Ha SSRI U Te3u nekapcTBeHH PO
na ce rpeliipHeMa ¢ MOBHUIEHO BHUMaHHe.

Kvam kaumapuon




EnnospeMeHHara ynotpeba Ha SSRI M pacTuTenHH NPOAYKTH, CHALPKAUK XKBIT KaHTapHOH
(Hypericum perforatum) MOXe Na NpeH3BHKA [TO~BHCOK& YeCTOTA HA HEXKE/IaHH PeakuHy (BX. TOUKa
4.4).

Xemopazuu

IMpu KoMOGHHHpaHE Ha €CLMTAIONPAM ¢ HEpOPATHH aHTHKOATYNAHTH MOXE Ja HACTBAIM NPOMAHA B
aHTHKoarynanTHus edekt. [Ipd nauWeHTwTe, NONYYaBAL AHTHKOATYJAHTHO JIeYcHHe, TpAOBa
BHMMATEJTHO [a C€ MOHHTOPHpa KOAIYMalHOHHHA CT4TYC NPH 3&8I00YBAHE H/IH CIHPAHE HA
ecudTanonpamM (BX. Touka 4.4), ExHoppeMeHHaTa ynorpeba Ha HECTEPOHIHH [IPOTHEOBDB3NATHTEHA
CPEe/ICTBa MOXE Ja YBETHYH TEHICHLMATA 38 KBPBEHE.

Anxoxon

He ce ouaxsar papMakoTHHAMHTHR HIH (PapMaKOKHHETHIHH B3aHMOJCHCTBHS MeXIy eCLHTAIONDaM
H a1koxoJ1. KakTo npy Apyra NCHXOTPOIHY IeKapcTBeHH MpOIYKTH ofaue, koMOHHALMATA ¢ AIKOXON
He € Npenopb4UTEIHA.

Jlexapemeenu npodyxmu, npeOU3SUKEAUU XUROKATUEMUR/XUNOMASHEIUEMUS

HeobxoguMo ¢ NOBHINEHO BHHMAaHME NPH eTHOBpeMEHHATa ymoTpeda ¢ JNEKApPCTBEHHM MPOSYKTH,
HHAYLHpAmE XHTOKANMEMH s/ XHIIOMATHE3HEMHAA, TH KaTto Te3W CECTOAHHA MOBHINABAT PMCKA OT
3MIOKAYECTBEHH apUTMHH (BJK. To9Ka 4.4).

OApMAKOKMHETAYHH BIgAMoaCHCTBREN

IHopmaseane ©Ha ¢$apMaKOKHHETHKATA HA €C ompam ICKApCTBEHH IMPO,
MeTtafonH3MLT Ha eCLIATAAOMpPAM ce Menuupa ocHosHO 0T CYP2C19, CYP3A4 n CYP2D6 Morar ceiio
Ja HMaT OTHOLICHHE KBbM MeTaboNHIMa Ha ecLWTaIoNpaM, HO B NI0-Malka cTencH. MeTabonuamsT Ha
ocHoBuua Merabomur S DCT (neMeTmnupaH ecuMTanolpaM) HATASKIA YaCTHYHO CE KaTaTH3Hpa OT
CYP2D6.

ENHOBpeMEHHOTO NPIIOKEHHE Ha eCLHTAIONpPaM ¢ OMenpa3o 30 mg eAHOKPAaTHO AHEBHO (HHXUGHTOP
aa CYP2C19) noeexkaa Ro ymepeno (npubansurenno 50%) ypemrueHHe Ha INIA3MEHWTE KOHLIEHTPALIHH
Ha eCIMTAIONpaM.

EAHOBpEMEHHOTO MPHIOKEHHE HA ecLHTANONDAM CBC CHMeTHAHH 400 mg ABa ITETH IHEBHO (YMEPEHO
MOmeH OOl eH3MMeH WHXHOWTOP) foBexna A0 ymepeno (nmpubmmurenHo 70%) ysenHdewue Ha
IUTA3MEHMTE KOHLIEHTpALMH Ha ecrmTasonpam. [Ipenoprusa ce MOBMIICHO BHHMaHWE NPH NpUiarate
Ha ecudTanonpamM B komOunauus ¢ immeTHiuH. Kopurupare Ha no3ata Moxe J1a 6b/e onpaBaaHo.

CrieqoBaTenHo, M3WCKBA C€ MNOBMIICHO BHMMAaHWEe NpH efHoBpeMeHHa Yymortpefa ¢ CYP2CI19
MHXHOKTOpH (HATIPUMED OMEIpAa3oi, €30MeNpa3os, (mykoHason, ¢uiyBOKcaMuH, JIaH3OOpA3ol,
THKIODMAYH) WIH CHMETHIHH. Bb3 OCHOBA Ha MOHUTOPMPAHETO HA CTPAHMYHHTE e(ekTH mpH
SIHOBPEMEHHO JIeYeHYEe MOKE ]2 C& HANIO)KH HAMaJieHHE Ha J03aTa eCLIHTANONPaM.

Egexr Ha ecpTanonpaM BEpX. MAKOKHHCTHKATA Ha H JIEKAPCTREHH 11
Ecumranonpam € wmxauburop Ha emsuMa CYP2D6. Ilpenoppysa ce DOBHIIEHO BHUMAHHE MPH
€HOBPEMEHHOTO M3MO0J3BaHE HAa CCHMTAIONpaM C JPYrH JEKAPCTBEHH IIPOAYKTH, KOHTO e
MeTa0OoTH3MPAT OT TO3M EHIHMM H UMAT TECSH TEpaneBTHYeH HHeKe, Hanp. diekaunna, nponageHon u
MEeTONpPOION (KOraTo ¢e W3TON3ysaT NIPH CupleYHa HEAOCTATHYHOCT), FIH HSKOH BE3AeHCTRAINN Ha
LTHC nexapcreedH npoayKtd, MeTabonu3upaiH ce riasHo 4pe3 CYP2D6, nanp. aHTHAenpecanTH KaTo
OE3HIPAMHUH, KIIOMHIIPAMHH H HOPTPHIITHIMH MIH aHTHNCHXOTHIM KaTO PHCIEPHIOH,
xanotiepuaon. Moxe Aa ¢e HaNOKH KOPEKLMA Ha J03aTa,

EnHORpEeMEHHOTO NPIUIOKEHHE ¢ NE3HNPaMHH HIH METONpPOMOI BOIH H B IBATa C
yBeJIHUaBaHe Ha IIa3MEeHHTe KOHLeHTpaLye Ha Te3k aAsa CYP2D6 cyberpara.

N



In vitro npoyusaHns CHIIO TAKA TIOKA3BAT, Ue CIMTANONPaM MOXKe Aa Npeau3BHKa ciabo nuxubupane
Ha CYP2C19. Tlpenoprtra ¢¢ MORHIICHO BHHMAHHE INPH eJHOBPEMEHHOTO IPHIOXKEHHE Ha
JIEKApCTREHM MPOJYKTH, KoHTO ce MeTabonusupar or CYP2C19.

4.6. PepTHAHTET, GPEMEHHOCT H KBPMEHE

bpemeHHOCT
ChIllecTBYBAT HEJOCTATHYHO JAHHM 32 MPHIATAHETO HA €CLIHTANONPAM Npu GPEMEeHHH XKEHH.

TIpoyuBaHHATA ITPH KUBOTHH CA MOKAAIM PENPONYKTHBHA TOKCHYHOCT (BXK. TOUKA 5.3).
Iunpanexc He TpA6Ba Aa ce MMOJI3BA NO BpeMe Ha GPEMEHHOCT, OCBEH aKO ¢ abComOTHO HeobX0IHMO
H CaMO ClIe]] BHHMATETHA NPELIEHKA 38 CHOTHOMIEHUETO PHCK/TON3a.

Hosoponenute TpaGpa na 6paaT HabmojapaHu, axo MaHkara e npuemana Llunpaneke npes KbCHHTE
eTany Ha GpeMeHHOCTTA, 0OCOBEHO NIpe3 TpeTus TPHMeCTEP. BHe3alHoTo npeKbCBane Ha npreMa TpadBa
aa ce u30ATsa no BpeMe Ha GpeMeHHOCT.

Crnepuute cumIroME OHMXa MOTTIH Ja ce HaGmonaBaT NPH HOBOPOAEHH, YHHTO MAHKH ca mpHeMamH
SSRI/SNRI B xbcHuTe eTany Ha OpeMEeHHOCTTR: peclHparopeH NHMCTPEC CHHAPOM, IHAHO34, amHed,
rbpPYOBe, TEMIEPATYpHA HecTAaOMWIIHOCT, TPYAHOCTM NpH XpaHeHe, NOBpEIIAHE, XWIIOTTIMKEMHA,
XUITEPTOHMS, XHTIOTOHHSA, XHTIEPDIESKCHS, TPEMOD, HEPBHOCT, Pa3PasHHTENTHOCT, IETAprys, NOCTOSHEH
TAaY, COMHOJIEHTHOCT, 3aTpyAHeHO 3acnuBaHe. Tesd cumITroMu OHxa MOITM Ja ¢¢ ImDKaT Ha
CePOTOHMHEPIMYHE e(GeKTH WIH CHMOTOMH Ha OTHemaHe. B OOmMUMHCTBOTO OT CJIyHauTe
YCIOKHEHHATA 3alI0YBAT BEAHATA MK CKOpo (<24 uaca) cren pakaaHeTo.

B®3 0CcHOBA Ha NaHHH OT ENHMAEMHO/JOMHYHE OPOYIBaHKA ce CHHTa, 3¢ ynorpeGara #a SSRI no speme
Ha OpemeHHOCT, ocobeHo npH kecHa OpeMeHHocT, OM Morna ga NOReAE A0 YBEIMYEH PHCK OT
nepcrcTHpama 6esonpoSHa xuneproums npd Hosopodehute (PPHN), Habmoaasanuar puck e 6un
npHGIM3HTenHO 5 cmyyad Ha 1 000 6pemennocTH. B ofmara nomynauus ce Habmopagar | go 2 cmydas
#a PPHN na 1 000 6peMenHoCTH.

OGcepBalMonnuTe JaHHH NOKa3BaT [OBMIIEH DHCK (MO-M&NKO OT 2 DBTH) OT MOCNCPOAOBOTO
KpBBOTeUeHue cnel excriosums Ha SSRI/SNRI B paMkuTe Ha mocieNRUA Mecel] IPpeTH paXcIaHeTo (BK.
Touks 4.4 1 4.8).

EkQMeHe

OuaKea ce eCUHTANONpPaM Jja Ce EKCKPETHPA B XKEHCKOTO MIIFKO.
CrienopaTeiHo, He ce IPEHophYBA KbPMEHE 0 Bpeme Ha NeueHHeTo.

Peprumurer

JlaHuuTe NpH XKHBOTHH Ca NOKA3aiH, Y€ eCIOHMTATIONPaM MOKE [a NMOBIHAE KAa4eCTBOTO Ha CriepMmara
{BXk, TOUKa 5.3).

CrobuieHHd mpy xopa ¢ Hakod SSRI nokasrar, 4e eeKTHT BBPXY KAYECTBOTO Ha CriepMaTta e obpaTum.
Jlo To3u MOMeHT He ¢ Ha0/moxaBaHo BIUAHHE BEPXY PEepTHIKTETA HPH XOpa.

4.7. EdexTu BbPXY cnocobHOCTTS 32 modHpane n paboTa ¢ MANIAHA

BEIpexH Ye eCUUTANIONPEM € OKa3ad, ve He YBpekAa HHTENEKTAa WIH ICHXOMOTOPHKATA, BCEKH
ICHXOAKTHBEH JIEKapCTBEH HPOAYKT MO Ja 3acerte NpeleHKaTa Wi yMeHHaTa, [lammenruTe Tpadea
18 ce HabMmoqasaT BHUMATETHO 33 NOTEHIHAIIEH PHCK OT NOBIHABAHE Ha CNOCcO0HOCTTA 3a HIQ
H paboTa ¢ MAIHHK.

4.8. Hewxeraad JeKapCTBeHH PeaKIHR
HexenaHure NeKapcTBEHH peakliMK ca Halt-4eCTH npe3 ITEPBATA HIH BTOpaTa CeaM.
OBUKHOBEHO HAMAIIABAT TIO HHTEH3MTET H YeCTOTA IPH NPOXBIKHTEIHO JICYEHHE,




TabnuveH cNUCHK HA HEXKEIAHHTE PEAKIHE

Hesxenanure NexapcTBeHH PeaKiiy, #3BecTHH 32 SSRI ¥ cBHI0 Taka JOKJIa[ABAHM 33 €CLUTANIONpaM OT
mnaueGo-KOHTPOIHPAHH KTMHHIHH NPOYYBAHHS WIH KATO CIOHTaHHH TIOCT-MAPKETHRHIOBH CHOHTHA Ca
H30POEHH No-Z0AY IO CHCTEMa OpraH Kiac | 4ecToTa.

YecTOTHTE ca BICTH OT KIHHHYHK (POYYBAHHUA; TE HE ¢a TUIale00-KOPHIHPaHH,

Yecrorure ca AeHHHPaHA KaTo: MHoro Yecti (> 1/10), ectu (> 1/100 o < 1/10), newectn (=1/1 000
no < 1/100), penxu (= 1/10 000 go < 1/1 000), muoro penxu (< 1/10 000), Hnu ¢ HeR3BeCTHa YecTOTa
(OT RATHYHMTE JaHHH He MOXe Ja Objae HampaBeHa OLEHKA).

CHcTeMo-0pransa kiacapuxkanus YecToTa Hexenan edexr
pYIIEHMA HAa KpeBTa H nuMHa Heu3secTHa| | poMOOLIHTOTICHHSA
HCTEMA ecToTa
Hapymenus Ha WMyHHATa CHCTEMA Penkw AnadurakTiaHa peakips
HapymeHus na eHIOKpuHHATA cucTeMa  |[C HGPBBGCTH&FQMEKB&TH%I CexpetHs mﬂ
UeCTOTA AHTHIHYPETHYHHA XOPMOH

apymneHus Ha MerabonusMa i xpaHexeToUecTH

Hamanen anerwr,
[VBEIHUEHO TEITI0

YBE/IHYEH AafleTHT,

HeuecTn Hamaneno terno
C HeH3BeCTHA X MNoHATpHEMHY, aHOPEKCHS'
HecToTa
CHXWYHU HApYIHEHH Hectn TpeBoxkHOCT, Ge3nokolicTBO, aGHOPMHY]
CHHHINA, HAMAJIEHO JTHOKOO
DK edn: aHoprasmus
HeuecTnt BPYKCH3IBM, ANGITHPAHOCT, HEPBHOCT,
NAHHYECKH NPUCTBII, O6GBPKAHOCT
Pemks Arpecus, ReTepCoHATHIAUHA,
XamOUMHALHH
HeusBecTHAMaHWA, CYMIMIHM MHCIH, CYHUMAHO)
9ecTOTa roBeACHHE?
Hapyrreuns Ha HepPBHATA CHOTEMA MHuoro gecTH I'napobonue
Yectn COMHHS, COMHOTIEHTHOCT, 3aMAadHOCT,
TTApECTe3Hd, TPEMOP
e9eCTH BxycoBH HapylleHHA, Pa3CTPOHCTBO Ha1
CBHS, CHHKOTI
Penku CepOTOHMHOR CHHAPOM
C Heu3BecTHA/lHCKVHEIHA, IBUTATENHO Pa3cTpoHCTBO,
MeCTOTA KOHBYICHH, TCHXOMOTOpHA BB30yaa/
aKaTH3HA’
Hapymenns Ba o4nte euecTH MuapHaza, BY3YATHW HAPYIISHHS
apyIIeHAA HA YXOTO i NabHpHHTA €4ecTH THHHTYC
CHpaedHH HapyIIEHUA euecTH TaxuKapaus
Penku panguKapaud
C HemzBecTHaY temkeH QT mHTeps
MEeCTOTa _ epHa  apUTMAA,
Torsade de Pointes
CHA0BH HapyIEHHA C HEW3BECTH OCTATHYHA XUIIO

MecToTa




[PecTiApaTOPHH, IPBAHH H MEIHACTUHATHH {ecTH WHY3HT, IPO3IABAHE
apyLueHus HeuecT ErsicTakcHe
CTOMAITHO-4PeBHH HAPYIICHHS 0T YeCTH ajeHe
W'{ec'm Jluaprs, 3aflex, NOBpPBILaHE, CYXOTa B
lyeTaTa
Heuectn CTOMAHO-YPEBHH xeMOpan«mr
BIIOIRTENHO PEKTATHA XEMOparus)
X enaroOunnapHH HAPYHICHHA C HeH3BecTHA[XenaTuT, OTKIOHEHHS B YepHOAPOGHATa
HecToTa byuxims
HapymieHus ®a Kokara ¥ noakoxzatalecTn 'Y BEFTHYEHO TI0TEHE
ThKaH Heuectn Y prukapus, anonems, oGpHR, MPYPHTYC
HEW3BECTHAEKXHMO3a, AHTHOIEM
dEeCTOTA
,i—[ﬂpymem Ha MYCKYNHO-CKesleTHaTalecTH ﬁpranrml, MHATHA
HCTEMA W CheIHHUTENHATA TEKAH
pyweHus Ha OLOperATe ¥ Imxoqnwnjf Hem3BecTHAPeTEHIIs Ha YPHUHATA
[TBTHILA €cTOTa
'Hapyme}ma HE BB3NpoUIBOAUTENHATAUECTH MEke: eAKYNAUMOHHH  HAPYLICHMA,
cHCTeMa M I'BpaaTa HMIIOTEHTHOCT
,Heqec’rn DKeHu: MeTpoparus, MeHoparns
C Hew3BecTHAl aaxTopes
HecToTa BKe: MPHATMIEM
DK eHH: TTOCIEPON0BO KPLBOTEYEHHE
K06 Hapymenus H edextd Ha MacroToHectn 'YMOpa, MAPEKCHA
Ha IPHITOKCHHE eqecTH Emem

! Tasy cBOMTHA Ca AOKTAABAHM 32 TEpaNeBTHYHMA Kiac Ha SSRI.

2 Cnyyad HA CYMUMIHA MMCIE W CYHIHAHO TNOBEICHHEe Ca& NOKNANBAHM IO Bpeme Ha JICUCHHE C
ECLMTAJIONDAM HIIH CKOPO CIICH NIPEKPATABAHE Ha JieueHHETO (BX. TOUka 4.4).

3 Tosa cE6uTHE € cpobmanano 3a knaca Jekapersa SSRI/SNRI (k. Touxn 4.4 4 4.6).

Yawpxkapane Ha OT pHTEpBana

IMo BpeMe Ha NOCT-MapKETHHTOBMA NEPHOA ca JOKIANBAHYM CyYaH Ha yAbibkasade Ha QT uxtepsana
M KaMepHH apHTMHH, BKMounTesHo Torsade de Pointes, mpeaumMHO mpH NMalyeHTH OT XKEHCKM NOIL,
CTpajall OT XHMOK&IMEMHs WM ¢ IpenmecTsamo ymnmxasade Ha QT WHTepBana wWid Jpyru
crpreusH zabonasanud (BxX. T. 4.3, 4.5, 4.8, 4.9 u 5.1)

Edexry Ha kia

EmMaeMHOIONMYHE [IPOY4BAHHA, TIPOBEKIAHH IJIABHO NPH NAIMEHTH HA NETACCETrOAMIIHA Bb3pacT
MM 1O~ BE3PACTHH, TOKA3BAT YBEHYEH PHCK OT KOCTHH pakTypH IpH NaluyeHTH, npremaniy SSRI n
TprimKYHE aHTatenpecadTH (TCA). MexanuamuTe, BOJELIH 10 TO3H PHCK, €4 HEH3BECTHL,

CHMITOMH Ha OTHeMaHe IPH CHMPaHe Ha JeYCHHETO
Tipexscanero Ha SSRI/SNRI (ocobeHo, koraTo To e pA3ko) ofMYaiHO BOAM [0 CHMIITOMH HA
OTHeMaHe. 3aMasHOCT, CEH3OPHH HapyIleHus (BKIIOUMTETHO NAPECTEIHA H YCEHIaHe 33 ECKTPHICCKH
[JOK), HAPYTIEHUS HA ChHA {BKIIOYHTEHO MHCOMHHS Wi HHTEH3HBHO CHHYBAHE), XU
GesnoxoicTBO, TAgEHE WWIM NOBpBINaHe, Tpemop, OOBPKAHOCT, IIOTEHE, Iilas
TaNMUTAlUK, EMOLHOHAIIHA HeCTAOMIHOCT, pasApasHHTEIHOCT H BHIYATHH pa3cTPOH
JAOKnafaBaHHTe peakimi. Haki-o0mo Te3n cuOMTHA ca JeKH [0 YMEPEHH H CaMo3
HAKOM naijMeHTH T¢ GHxa MoriH Aa 6nar Texxkn Wi npoas/okuTenHy, [lopany




KOTA4TO HYXZATa OT JEYEeHHE ¢ €CLIUTAMONPaM OTTajHE, A2 C€ M3BBPIIH MOCTENEHHO CHHpaHe upes
HaMaJdABaHe Ha Ro3ata (B, Touka 4.2 u 4.4).

CrofmaBade Ha OAOIMPAHE HeKEIaHH PEaKIIMH
CrobIaBaneTo Ha MOAO3UPAHN HEKENAHH PEaKiHH ce/i paspelasaHe 3a yrnotpeba Ha TekapCTBEHHA

nponykr e paxksHo. ToBa mo3sonsBa 14 NPONBIDKM HAOMIOACHHETO HA CHOTHOIIEHMETO MOJ3a/PHCK 32
AIEKAPCTBEHHA APOAYKT. OT MEIMIMHCKHTE CIICLMAITHCTH C€ H3HCKBA J1a cho0aBaT BCAKa NOJ03HpaHa
HeXKeNaHa peakims upe3 Vambsnurenva areHIHA mo jekapcrteata, yn. "Jlaman I'pyes” Ne 8, 1303
Cotmus, Ten.: +359 2 8903417, yeGeaiir: www.bda.bg.

4.9. Ilpeao3upane

ToKcH3YHOCT
Knunnunvre JaHHH 32 NpeJORHMpAHE HA ECLMTANONPAM Ca OFPaHMMEHH H B MHOTO ClTydad BKJIIOUBAT

¢IHOBPEMEHHO NPEJIO3NPaNe C APYTH NeKkapeTea. B GOMIMHECTBOTO OT ciIyyauTe ¢a JOKIagBaHH NeKK
CHMIITOMM HJIH JIMTIca Ha cuMirromu. (DaTainu cliyday Ha Npeio3HpPaHe ¢ eCIMTanonpam ca Glid paako
AOKagBaH|, B CTy4ad Ha NPSHO3APAHE CAMO ¢ ECLIHTANONpam; SOAMMHCTBOTO OT CY4aHTE BKIIOYBAT
€THOBPEMEHHO Ipefo3MpaHe C APyrd JekapcTsenH wuponyktH. [Jlosw mexay 400 u 800 mg
€CLMTATIONPAM, IpHEeTH Ge3 APYTH JISKAPCTBa, HE Ca JOBENH A0 TEXKH CHMITTOMH.

Cumnromn

CumnroMuTe NHpH OOKNAABAHWTE CJAYYAH Ha MNpPEAO3HpaHE ¢ ECLMTANONpaM BXIMIOYBAT TJIABHO
CHMITTOMHE, CBBP3aHH C LEHTPATHATA HEPBHA CHCTEMa (0T 3aMasHOCT, TPEMOP H BKHTHPAHOCT A0 PeaKH
CIlyyad Ha CEPOTOHHHOB CHHIPOM, KOHBYJCHH H KOMa), CTOMAINHO-YPEsHMA TpPAaKT (TajeHe,
MOBPEHINAHE ) CHPACUHO-CHAOBATA CHCTEMA (XUITOTEH3MA, TaXMKApIHA, yapkapane Ha QT HuTepsana u
APHTMIS) ¥ HAPYLLABAHE SIEKTPOIHTHO-COMEBHA Oananc (XHIOKATHEMEA, XHIIOHATPHEMHA).

3’_ npasacHue

Hama cnieurduten anruaor. HeobXommmo e Ja ¢¢ BE3CTAHOBAT M NOJIBPAKAT AHXATETHHTE HBTHINA,
Aa ce OCHTYPH ajeKBATHO KWCIHOPOAHO cHabnsBaHe M pecimparopHa Qyskuus. [la ce mpenewn
HeOGXOMUMOCTTS OT M3MO/I3BAHE HA AKTHBEH BHITICH M CTOMAlIHa npomuBKa. Cliell nepopaneH npuemM
Tpsa6Ba 18 Ce HAMPaBH CTOMAILHA IPOMHBKA HpH ITbPsa Bb3MOKHOCT. [Ipenopryra ce H MOHMTOpHpaHe
HA CHPACUYHHUTE A JKUIHSHHTE [T0Ka3aTe/TH YCIOPEAH0 ¢ OOIIHTE CHMITOMATHYHH NOLTEPKAITH MEPKH,

IMpenopvuurenso ¢ EKT' 8 caydali Ha npenosHpade NpHM MalMeHTH ChC 3acToliHa CHpAcdHa
HEeJOCTATHLYHOCT/OpaIHapHTMKH, TpPH NALUMEHTH NPHeMAIM €JHOBPEMEHHO JeKapCTBa, KOHTO
yawpkaear QT uHTepsana WiH NpH MAIMEHTH ¢ MpoMeHH B Meralonmmsma, Hamp. wepHoApoGHO
YBpPEIKAAHE.

5. @®APMAKOJOTHMYHH CBOUCTBA
5.1, ®apmaxkogEBaMHYHH ¢BOHCTBA

DapMaKOTepaiesTHYHA IPYTIA: AHTHACTIPECAHTH, CENEKTHBHH HHXHOATOPH Ha 00paTHOTO roeMane Ha
CEpOTOHHHA

ATC-koa: N 06 AB 10

Mexann3pm Ha AeficTBHE
Ecuuranonpam e ceflexruseH HHXnOUTOp Ha oOpaTHOoTO moemaHe Ha ceporonmHa (5 XT




5 XT1A, 5 XT2, JA 11 u BA 12 peuenropy, al -, a2 - H f-aapeHopenenTopure, XMcTaMmuHoBHTe H1
PELISIITOPH, MYCKAPHHOBHTE XONHHEPIHIHH, OeH30HA3eMMHOBUTE H ONHONIHHTE PELEITOPH.

Huxutnpaseto Ha o6paTHoTo Noemase Ha 5 XT € eIMHCTBSHHAT MEXAHU3EM Ha JeficTeue, 00AcHABANL
(apMaKoNOrHUHKTe H KIHHUYHY eeKTH Ha eCIHTANONPaM.

OapMako1IMHaMHYHH ebeKTH

B easo ARoiiHo cano, raneo konTpoiHpano npoyasane ¢ EKT npH 3apasy HHAHBUAK, TPOMAHATA
B mxonHoTo HuBo Ha QTc (Fredericia kopekuusa) e Guna 4,3 ms 90% Cl: 2.2, 6.4) npu 103a 10 mg
aHesso n 10,7 ms (90% CI: 8.6, 12.8) npu Haj onpejieneHara TepanesTH4IHA 1032 30 mg AHEBHO (BK.
Touku 4.3,4.4,4.5,48u4.9).

Kinanuusa eeKTHBHOCT

Tonam denpecusen enuzod

VeTanoseHO e, We eclHTanoapaM e edeKTHBeH NPH JieUeHYe Ha TO/IIM ASHPECHBEH €IU30 B 0CTpaTa
daza B TPH OT YeTHpH JBOIMHO-CACMH, [NAUEGO-KOHTPOIHPAHH KpPaTkocpodHH {8-ceaMUYHN)
Apoy4yBaHuA. B IENTOCPOUHO MPOYHBaHE 38 NPEROTBPATABAHE HA PELHAMB 274 MAUMEHTH, KOWTO ca
OTFOBOPWIH HA JIEYEHHETO 110 BPeME Ha HavamHaTa 8-ceqMmdHa tha3a HA fiedeHHe B YCNOBHMATA Ha
OTBOpEH OMHT ¢ ecuHTaonpaM 10 wix 20 mg/aeH, ca cydalHo MoaGpaHH Ja NPOIBLIDKAT TepanusTa
CBC CHIIATE 1034 €CLMTANONpaM WiH ¢ ranefo 3a nepuoa a0 36 ceaMuum, B Tosa npoyuBaHe IpH
NALHEHTHTE, MPONBDKINE Ja NONYYaBaT eCLATANONPAM, CC YCTAHOBABA 3HAYHMO NIO-ABIIGI HHTEpRAT
0T BpeMe Tpeqy HACTBHIIBAHE Ha PELMAMB IpPe3 ceasaiuTe 36 CEIMHIM COIPAMO Te3H, MOy4aBald
nnanebo.

Coyuanno mpesoXdCcHO pazcmpoiicmeo

Ecumranonpam € rokasan epexriBHOCT KAKTO [PH TPH KpaTkocpouHH (12-CeIMHYHM) NPOYyYBAHMA,
TaKa M MPH 6-MeCeYHO MPOY4YBAHE 34 NPSHOTBPATABAHE HA PENMIWB NPH NMALMEHTH ChC COLMATHO
TPEROXKHO pasTpoiicTBo. VeraHoBeHa e edexTHBHOCTTA Ha 5, 10 u 20 mg ecnuranonpam npu 24-
CeIMHYHO NMPOYYBAHE 3a ONpPE/IC/IAHE HA A03aT4a.

Tenepanuzupano mpegosicHo pascmpoticmso
Ecugranonpam B aosu 10 u 20 mg/aHERHO ¢ e(eKTHREH B HETHPH OT HETHPH Mnanebo-KOHTPOIHPaHH
MPOy4BaHHA.

B o6ofmenitte JaHHA OT TPH MPOYIBAHHA CBC CXOACH AW3aiiH, BKIIOYBAIIM 421 naudeHTa, npueMani
ecopTaTONpaM A 419 mauHenTa, npreMaH wiane6o, Ha TEPAMATA Ca OTTOBOPHIIH CBOTBETHO 47,5% 1
28,9%, a 37,1% u 20,8% croTBeTHO ca AocTHrHAnM peMucHs, [locTosneH edexr e 6mn HabmonasaH ot
ceammua 1.

Tonmepkade Ha epexTHBHOCTTAa Ha ecimranonpam 20 mg/xHeBRO € AEMOHCTpHpaHa B 24~ no 76-
CEAMHAYHO PaHAOMH3HPAHO NPOYYBAHE 3a MOAIbpKaHe Ha eEeKTHBHOCTTA NMpH 373 nauMeHTa, KOHTO
¢a OTTOBOPMIIM HA TEPAIHMATA Tipe3 MbPBOHAYANTHOTO 12-CEAMMUHO JIEUEHHE MPH OTBOPEHO NPOyYBaHe.
Obcecugno-KOMRYICUBHO PA3CIMPOLICMEBO

Tlpy paHIOMMZAPAHO, ABOWHO-CIAMIO KIMHMYHO npoydsane 20 mg/meH ecuMranonpaM ¢ MOKasan
paanixa ¢ tnauebo mo Y-BOCS o6y cxop cnen 12 cenmuu. Cnen 24 cenMmm xakto 10, Taka u

20 mg/neH ecuETanonpam JEMOHCTPHPAT NPEAMMCTBO B CpaBHEHHE ¢ mane6o.

IIpenoTBparsBaneTo Ha penanc ¢ Gwio geMoHcTpupaHo 3a 10 1 20 mg/mHeBHO ecuMTanONpaM IpH

UpoyUBaHe.

5.2. ®@apmMakoKHHETHUIHMB CBOHCTBA




Abco

AGcopOumaTa e moyTH NEIHA M He 3aBHCH OT TNIpHEMa Ha XpaHa (CpelHO BPEMETO N0 JOCTHraHe Ha
MaKCHMAJTHM KoHiieHTpauu# (cpeaHo Tme) € 4 uwaca clex MHOMOKpATHO npuwioxkeHne). Kaxto mpu
paLIeMHYHMA LHToNpaM, abcomoTHaTa GHOHATHYHOCT Ha eCIIMTANIONpaM ce OYakBa Aa e okono 80%.

Pasnpeneneque
OGemsT Ha pasnpenenenue (Vd,p/F) cnen mepopanno mpunoxenne ¢ okono 12 mo 26 Likg.

CBBp3BaHeTo ¢ MasMeHuTe npotery ¢ nox 80% 3a ecuMTanonpam H HEFOBUTE METAGONHTH.

BuotpancdopManys

Ecugrranonpam ce MeTafonH3upa 8 4epHUA 2po6 10 JeMETHIHPAHH H JH-AEMETHIMPaHH MeTaboNuTH,
H nsara meraGonmra ca dapMakonornyHo akTHeHH. OCBEH TOBa a30oTBHT MOXKE Jla ¢e OKHCIH A0
meTabonuTa a30reH okMe, M OCHOBHOTO CheJJMHEHHe, U MeTalOIMTHTE C& 8KCKPETHPAT YACTHHHO 10N
dopmata Ha rmoxopoHuad. Cnefl MHOTOKPATHO OO3MPAHE CPEAHHTE KOHUEHTPaUHH Ha
JEMETIWIHPAHHTE M M- JeMeTHnHpany MerabomuTu ca obukHOBeHO 28-31% u <5%, ¢hOTBETHO OT
KOHLICHTpamMara Ha ecuprantonpaM. BuotpancdopMmanmgra Ha ecuMTanonpaM o ASMETHIHPaHMs
metafonuT ce memuupa npeaumuo or CYP2C19, Hapecren npanoc morar aa uMar H CYP3A4 u
CYP2D6.

EnnMHHupae

EMHMAHAIMOHHHAT MOMYKUBOT (£1/2,8) cnen MHOrokpaTHO Ao3HpaHe ¢ okojo 30 yaca U nepopansuaT
nnasmel ximpehc (CI oral) e okono 0.6 L/min. OcHoBHHTe MeTaGONMTH HMAT 3HAYHTEITHO MO-ABJIBI
noay*HUBOT. CuMTa Ce, 4¢ eCLMTANONPAM ¥ OCHOBHHTE METa00/INTH CE ENHMHHHPAT KaKTO fpe3 TepHUA
apo6 Taka u upes GsOpelpTe, KATO OCHOBHATA FACT OT JI03aTa C€ OTACNA 104 GopMaTa Ha MeTaGoNHTH
¢ ypHHaTA.

JlunelHOCT

dapMaKkoKHHETHKATa € iuHeapHa. CTalHOHAPHM IUIa3MEHH HUBA C¢ JIOCTHTaT 3a OKONo 1 ceaMMua.
Cpennyrte CTAIMOHAPHH IU1a3MeHM KOHIeHTpauun oT 50 nmol/L (cpemmo or 20 go 125 nmol/L) ce
JAOCTHI'aT IpH AHesHa 103a oT 10 mg.

TMaienTy B CTap9yecKa RL3PAacT !>§§ TOANHH)

EcuiranonpaM Mariexia ce eAMUHApa [10-6aBHO MpH NalnyeHTH B HATIPEHANS Bh3pacT B CPABHCHYE
¢ mnamu wEmHBHaH. CucremHara excnoannua (AUC) e ¢ okono 50% mo-BHCOKO MpH BR3PacTHH B
CpaBHEHME ChHC BAPABH MJIAIH AOGPOBOIIIM (BXK. Touka 4.2),

Ha Ha e bHa

TlpH ranyeHTH ¢ Jieka 0o yMepeHa yepHonpobra Hemoctarsunoct {Child-Pugh xiacubukaims, rpynu
A H B), n0oay-XHBOTBT Ha ecUMTaNIONpaM € 61 npubIH3UTEIHO ABA MHTH MO-IBILT, 4 CKCHOZHLHATA
¢ oKkosio 60% Mo-BHCOKA, OTKOJIKOTO MPH CYOEKTH ¢ HOpMaJIHa YepHoapobHa dyHKIms (BK. Touxa 4.2).

Hapyniena 66peusa

TIpH palleMMuHHA LUMTAIONPAM ce HabmI0AaBaT Mo-ABAEr MOMY-KHBOT H MHHEMATHO YBEIHYCHHE HA
eKCTIO3UNMATa TIPH MauneHTH ¢ HamanteHa 6u6peuna ¢ynxuma. (Cler 10-53 mi/min). IInasmennTe
KOHUEHTpALMH Ha MeTaloIHTHTE He ca MpOoYYBaHH, HO MOTaT Ja 6B1aT NOBHINEHH (BK. TOUKa 4.2).

Honmmopdrzsm
VeraHopeHo e, e ¢nabu metabommsaropu mo orHoweHue Ha CYP2C19 umar ABa IBTH mo-BHCOKH
IIR3MEHH KOHLIEHTPAlMH Ha ECLIMTATIONPAM OTKONKOTO MOnHUTe MeTaGomusaTopH. He e Habmonasana
3Ha4YKMa POMIHA B €KCIOZULIHATA NpY cabK MeTaboau3saTopH no otxHollenue Ha CYP2D6
4.2).

5.3. TlpenxIHBERYAHA XaHHH 3a OesomacHOCT
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He e npoeexxasa IANOCTHA KOHBEHUHOHATHA CX€Ma OT MPEAKTHHUIHH NPOYIBAHHSA C CCIMTAIONpAM,
THi kaTo O0eAMHABAIHTE TOKCHKOKMHETHYHH H TOKCHKOJIOTHMHH NPOYYB3HHS ¢ €CUMTATIONPAM H
IMTANONPaM, NPOBEXEHH IIPH IUTHXOBE, Ca Mmokasam cxoaer npotmwr. Ero 3amo uanata uadopmaims
3a UMTAJIONpaM MOXe Aa 6b1e eKCTPanoNHpaHa KbM eCLIHTATIONpPAM.

[lpu CpaBHHTENHH TOKCHKOJAOIHYHH IPOYHUBAaHHA ¢ IUTBXOBE, €CLMTANONpaM M HUTajonpaM ca
NpeU3BUKATY KAPOKOTOKCHYHOCT, BK/IOYHTENHO 34CTOHHA CBPAEUHA HEAOCTATBUHOCT, CIIEA
NPOBE/ICHO JIEYEHHE B TIPOABIDKEHME HA HAKOJIKO CeMHELM KATO €4 H3MOJ3BaHH J03UPOBKH, KOMTO
npeqwsBUKBaT M obma TOKCHYHOCT. Marmexna de KapAHOTOKCHYHOCTTA KOPENHpa ¢ IHMKOBHTE
nnasMeHH KOHUEHTPAIHH OTKOMKOTO cb¢ cHereMHo m3narane (AUC). IluxoBHre nmasMmens
KOHLICHTpauH Ha HHBO Oe3 edexT ca HamxwbpwiM (8 ITBTH) Te3W, NOCTHIHATH NPH KIHHHYHA
ynotpeba, mokato AUC 3a ecuuranonpam e Ouna camo 3 10 4 IMbTH MO-BUCOKA OT M3NATaHETO,
JOCTUIHATO NpH KIHMHMYHO M3nonssane. 3a wuranonpam AUC- croiinocTHTe 3a S-eHaHTHOMepa ca
OuaH 6 10 7 TETH NO-BHCOKH OT H3JIATAHETO, JOCTHIHATO MpH KTHHHYHO H3noszpane. Haxonkure ca
Hali-BEpOSTHO CBBP3AHH C IIPEKANEHO BIHAHHE BBPXY OHOrGHHMTC AMHHM, T.6. BTOPHYHO HA
IbPBAYHMUTE (apMakonorHyHu edekTH, Koero 00ycnard XeMOJAWHAMHYHK eheKTH (pemynupaHe Ha
KOPOHAPHHSA KPBBOTOK) # HcxeMHA. TOMHHAT MEXaHWILM HA KAPIHOTOKCHYHOCT TIPH IIBXO0BE obade
He e sced. KiIMHHIHMAT OMUT ¢ LMTaioNpaM i OIUTET OT KIHHHYHY MPOYYBAHUS ¢ eCUHTANONpaM He
MOK#3Ba, 96 Te3H HAXOAKH HMAT HAKAKBA KIIHHHYHA Bpb3Ka.

Ipw rpoBexHane Ha JieMeHUe 3a M0-AB/IrH NEePHOIH ¢ eCLUHTAIONpaM H LHTaNIonpaM € HabmoaapaHo
NOBAIIEHO CHIBPKAHME HA (POCONMIMIN B HEKOM THKaHH KaTo G Apob, enuanauM K yepeH Apol Ha
wrsxose. Haxonknre 3a enunuauM ¥ 9epeH Opod ca HaGmMoAaBaHH TPH H3NAraHe CXOJHO ¢ TOBR Y
yoBek. FdexrsT € ofiparuM cnen mpekparseaHe Ha neveHdero. [Ipu XHBOTHH e HabmoaaBaHO
HatpymBaHe Ha dochommu (docdonumminosa) npu ynorpebara Ha peaMia KaTHOHHH ampHwIHK
menukamentd. He e uzsecTHo namn 1031 deHOMEH ce Habmo asa # MpH xopa.

B €BOMOLMOHHOTO MPOYYBAHE 334 TOKCHYHOCT NPH ILTEXOBE Ca HAMEPeHH eMOPHOTOKCHYIHH edeKTH
(HaManeHO TeTJIo HA foAa H obparuMo 3abassHe Ha ocuduKauusTa) IPH W3narade B ycnosus Ha AUC
HAAXBBPISLIO H3ACAHETO, NOCTHCHATO NMpH KIMHMYHA ynotpeba. He e HaGmopasana moemineHa
gectota Ha ManpopmanmH. [Ipe- # DOCTHATANHO NIPOyYBaHe € NOKA3AI0 HAMAJIEHA IPEKHBACMOCT MPe3
JIAKTALHOHHHA TIEPHO] P W3NnaraHe B yCiiosuA Ha AUC HaTxXphpiauie HIaraHeTo, JOCTHTHATO NpH

KIHHIYHA YriotTpeba.

Jlasinmre TpM XHBOTHH MOKA3Bar, be LKTANONDAM NpeIM3BMKBA HaMalfdRaHe Ha MHAEKCA Ha
depTunHOCT M MHIeKca Ha 3a0peMeHsiBaHe, HaMaNIBaHe HAa 6pOs HA MMILIAHTHPAHATE 3apPONHIIA H
MPOMEHH B CTIEPMATA NPH €KCHO3HIWA, SHAYHTETHO Ha/iBHINIaBAIa eKCNO3HIHATA NpH Xopa. Jluncear
DavHK TIPH XKMBOTHY 38 ECLTANIONPAM, CRBP3AHH C Te3H HAXOAKH.

6. @APMAIEBTHYHH JAHHH

6.1. CioHcbK HA NOMOIMHATE BEMIECTRA

CrpuesnHa Ha TabneTkaTa:
MHEKpPOKPHCTAZIHA LIETYN03a

CWIMILHER THOKCHA, KONMOHAEH 0e3BoIcH
Tank

Kpockapamenosa HaTpui

Marudesnes creapaT

OGBuBKa:

Xunpomenosa

Maxporon 400

Turasos quokcua (E 171).




6.2. HeceBmMecTAMOCTH

He & npunoxumo

6.3. Cpok na roanocy

3 roauHH

6.4, CoenmajHy ycIoBUA HA ChXPAHCHHEE

To3H NekapeTBEH MPOAYKT HE W3HCKBA CIIELHAIHY YCIOBHA HA ChXPaHeHHe
6.5. Bua H chAbpKAHEE HA ONAKOBKATA

Banctepu (npospaunn): PVC/PE/PVAC/Anymunners 6icTepH B KapTOHOHA Onakoska - 14, 28, 56, 98
TabneTxy; SMHAYHA A03H - 49x1, 56x1, 98x1, 100x1, 500x1 Tabnetkn

Bmucrepu (Genw): PVC/PE/PVAC/AnyMunnern 6MucTepH B KapTOHeHa onakobka - 14, 20, 28, 50, 100,
200 rabnerxu

OnaKoBKH 32 TabneTKH OT NOJIMETHIEH ¢ BHCOKA IUTETHOCT: 100, 200 Tabnetku
He BcvMKd BHZORE OMAKOBKH MOTaT Aa ObAaT IyCHaTH Ha fa3apa.

6.6. Coenua/AH NpeANa3HH MEPKH (PH HIXBhp/InHe

Hama cnienaniu MIHCKBaHs

7. TPHTEXATEJ HA PAIPEINEHUETO 3A YIIOTPEBA

Lundbeck Export A/S
Ottiliavej 9

2500 Valby

Janus

8. IIPHTEXATEJ HA PASPEHNIEHUETO 3A TIAPAJIEJTEH BHOC
“Becta Men” EOOJ], yn. "Krmo Ckopuer" Ne8, 5350 Tpasua, brarapus

9. HOMEP HA PAIPEINIEHMETO 3A YIIOTPEBA
PeructpauvoneH Homep: 20020663

10. JATA HA ITBPBO PA3PEMIABAHEMOAHOBABAHE HA PA3PENIEHHMETO 3A
YIIOTPEBA

Jlata Ha mspso paspeluabare: 01.08.2002

JlaTa ma nmocneauo nogxHoespane: 25.05.2017 r.

11. JATA HA AKTYAJNH3INUPAHE HA TEKCTA
05/2022




