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1. HME HA JIEKAPCTBEHUMS ITPOAYKT

Beska bwimupana Tabnerka ceabpxka 10 mg ecunranonpam (escitalopram) (kato okcanar) (as
oxalate).

[ToMOIIHO BELIECTBO ¢ H3RECTHO NEHCTBHE: TAKTO3a MOHOXHpAT.
3a IbIHUSA CITHCHK HA NOMOILHMTE BElEeCTRa BIDKTE TOUKaA 6.1,

3. JIEKAPCTBEHA ©®OPMA

dunMupana Tabnerka

Bsna ao moytu 6ana, Kpbria, ABOMHOM3NBKHANA ¢uMHpaHa TabneTka ¢ o3HaueHue ,ML 60% ot
eHaTa CTPaHa ¥ JIeJIMTeHa YepTa OT APYyraTa, ¢ BAIBOHATHHYU OT [BeTe CTPAHK Ha JCIUTEIHATA
yepTa.

Tabnetkure Morar Aa 6b4aT pasZie/ieHH Ha ABC paBHH MOJIOBHHH,
4, KJIMHHUYHH JAHHHU
4.1 TepaneBTHYHH NOKA3AHMA

JledeHue Ha roiam AeIpecHBeH ENH30A.

JleueHue Ha NaHUYECKO Pa3CTPOICTBO ¢ UK Oe3 aropagobus.
JleueHue Ha COLIMATHO TPEBOXKHO pa3CcTpoiicTBo (counanna obus).
JleueHne Ha reHepATTH3IKpaHO TPEROKHO Pa3CTPOHCTBO. |
Jleuerine Ha 006CeCHBHO-KOMITYJICHBHO pa3CcTPOACTRBO.

4.2 Ho3upoBKa H HAYHH HA NPHJIOKCHHE

EOSHQOBK&

BbezonacHocTTa B AHEBHH 034 Haja 20 mg He e yCTaHOBEHa.

TI'onam oenpecueen enuzo0

Ob6uuaitnata goza ¢ 10 mg eqHokpaTHO JHEBHO. B 3aBUCHMOCT OT UHAHBHAYAIHHSA OTTOBOP Ha
naiMeHTa, Ao3ara Moxe Ja Opae ysenuuera Makcumanto o 20 mg nHeBHO.

O6HKHOBEHO ¢a HeoOXoAuMH 2-4 ceIMHLHM 34 MOCTHraHe Ha aHTHAeNpecHBHUA edekT. Cnen
OBNaAfABaHEé HA CUMITTOMMTE Ce Hajlara JIeHeHHe B NPOJABJDKEHHUE Ha NoHe 6 Mecela 3a KOHCOJTUIHpaHe
Ha IOCTHMIHATHA TEPaNeBTHUEH Pe3yJITar.

Ianuuecko pazcmpoiicmaeo ¢ uau 6e3 azopag)obusn
[Ipe3 nbpBaTa ceAMMLIA Ce MPENOPBUBA €HOKPATHA JHEBHA A03a OT 5 mg, KOATO cliel ToBa Aa bbae
yeenuuena Ha 10 mg quesHo. Jo3zara moxe ga 6p1€ NOITBJIHHUTENHO YBEIHUEHA A0 MAKC
mg JHEeBHO B 3aBUCHMOCT OT HHAMABUAYAHUS TEpPallEBTHUEH OTTOBOD Ha MalHeHTa.

MakcumManHa eq)eKI‘HBHUCT C€ INNOCTHUI'a CJICH OKOJO 3 Meceua. JleueHuero IIPOABJIK
MCCC1IAa.




Coyuanno mpegsoicHo pa3cmpoucmeo

O6uuaiinara qo3a € 10 mg eaHoxpartHo AHeBHO. OOUKHOBEHO ca HeOOXOAKWMH 2-4 CeAMMIIM, 3a 1a Ce
nocTurue obaekuasane Ha cHMIITOMHTE. J{o3aTa MoXe Za ObAe AOMBIHUTENHO HAMAAEHa 0 5 mg WK
yBeNu4eHa A0 MaKCHMaTHO 20 mg AHEBHO B 3aBUCHMOCT OT HHAMBHAYATHUS TEPANeBTHYEH OTIOBOP

Ha NnaLucCHTa.

ColLMaTHO TPEBOXKHO pa3cTPOACTBO € 3ab0ABaHe ¢ XPOHHYHO NNPOTHYAHE H CE NPETIOPLUBA JIEHEHHUE
B MPOAB/DKEHHE Ha 12 ceaMuuy 3a cTabuny3npase Ha pe3ynrara. JJbArocpodHo iedeHHe Ha
OTTOBOPHJIM Ha TepalnuATa € IpOy4YBaHO B NMPOIBL/LKCHHE Ha 6 MeceLia M MOXKe Jia Ce CUHTa,
OCHOBAaBaiKH ¢€ HA MHANBHAYAJIHWTE CJIy4Yad, Ye BOAH J0 MPEeOOTBpaTABaHe Ha PCLUAUB; MOJI3HTE OT
nevyeHHeTo TpaOBa aa 6bAaT NpeoUCHIBAHH Ha NOCTOAHHH HHTEPBAJIH.

CoLanHO TPEBOXKHO Pa3cTPOICTBO € o0pe nepHHHpaH AMATHOCTHYEH TEPMHH 3a CNELHPHYHO
pa3CTPOMCTBO, KOETO He TpAGBa J1a ce 6bpka ¢ npekoMepHa cpaMexUIHBOCT. PapMaKkoTepanuaTa e
IoKasaHa caMo, KOraTo pa3CTPOHCTBOTO CMYIiaBa 3HAUUMO NpoQeCHOHANHATA H COLMATHA ICHHOCT.

MACTOTO Ha JIEYEHHETO B CPaBHEHUE ¢ KOTHUTHUBHATA MTOBEACHYECKA TEPAINHA HE € OLICHABAHO.
(dapmakoTepanuaTa € 4acT oT ofLaTa TepaneBTHYHA CTpaTerus.

Ienepanusuparno mpesoicHo pascmpoucmeo

[TepeoHauanHara go3a € 10 mg eHOKPATHO AHEBHO. B 3aBHCMMOCT OT HHAWBUAYAJIHHUA OTTOBOp Ha
MalMeHTa, 103aTa MoXe aAa Oplie yBelMueHa MakCHuMaltHo 10 20 mg qHeBHO.

J{BATOCpOYHO JiedeHHe Ha OTTOBOPHUIIH Ha TepannsiTa € Npoy4BaHo B MPOAB/IKEHHE NOHE Ha § Mecelia
MpH NaLMeHTH, npueMaiy 20 mg/neH. ITonsuTte OT neueHneTo M Ao3ara Tpadsa na Objar
MpeOLICHIBAHH Ha MIOCTOAHHYW MHTEpBaIH (BXK. TOYKa. 5.1).

Obcecusro-KOMRYACUBHO PA3CMPOUCMEO
[IspBOoHauanHaTa Ao03a e 10 mg eqHOKpaTHO AHEBHO. B 32aBMCHMOCT OT HHOWBHAYAIHUA OTTOBOP Ha
nauMeHTa, 03aTa MoXKe a ObIe yBeauvueHa MakCuManHo a0 20 mg JHEBHO.

Toii karo OKP e 3afonsarane ¢ XpOHHYHO NIPOTHYAHE, JIEUEHHETO Ha MauueHTHTe TpsAbBa Aa
MPOABDKM AOCTATHYHO MPOABDKUTENHO BpeMe A0 U3ye3BaHe Ha CHMITTOMHTE. [lon3nTe OT JIeYeHHETO
M A03aTa TpAOBa qa ObAaT NpeoLieHIBaHH Ha MOCTOAHHH UHTEPBAH (BX. TOYKA. 5.1).

Cmapuecxa gs3pacm (> 65 200unu)

HayannaTa 103a € S mg BeAHBX AHEBHO. B 3aBUCHMOCT OT HHAHBHAYAIIHUA OTTOBOP HA MalHEeHTa
no3aTta Moxe na 6sae ypenuueHa 1o 10 mg quepHo (BXK. TOYKa 3.2).

EdextnBHOCTTa H8 ECLUMTaKkOH NpH COLMAITHO TPEBOXKHO pa3CTPOHCTBO HE € NMPOyUeHa NMpH NalMeHTH
B CTAp4YeCKa Bb3PAacT.

Ieduampuurna nonynayusn
EcuvrakoH He Tpa0Ba a ce M3MOJI3Ba NPH JISYEHUETO Ha JIelia ¥ FOHOLLY Ha Bbh3pacT noj 18 roauHu

(BK. TOUKA 4.4).

Hamanena 6vbpevuna gpynxijus

I[IpH manMeHTH ¢ NIeka 0 yMepeHa cTerneH Ha Ob0peuHa HeJoCTaThYHOCT HE CE Hanara KOpeKLMa Ha
no3ara. H3uckBa ce MOBKIICHO BHUMAaHHE IIPH NALMEHTH ¢ Texxko yBpeneHa 6ubpeuna gpyukuus (Cle,
no-ManeK oT 30 ml/min) (Bx. Touka 5.2).

Hamanena veprnodpobrna gynxyus
[TpenopbuBa ce Ha4alHa n03a OT 5 mg JHEBHO Mpe3 MEPBHTE ABE CEAMHLH OT JICUE
Nal{eHTH ¢ Jieka 0 YMepeHa cTeneH Ha YepHOAPOOHa HeJOCTAThYHOCT. B 3aBUC
HHIHBHAYAIHHA TepaneBTHUYEH OTroBOp, A03aTa MOXe Aa ObAe yBenuueHa ao |
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Crabu memaboauzamopu na CYP2C19
[Tpu naLmeHTH, 32 KOUTO € W3BECTHO, ue ca cabu merabonmsaropy Ha CYP2C19 ce npenoprusa

HayaJlHa J03a OT 5 mg AHEBHO Npe3 ILPBUTE ABE CEAMHUH OT JIEUEHHETO, B 3aBHCHMOCT OT
MHAUBHAYAIHUA TEPANEBTHYEH OTrOBOP, A03aTa Moxe Ja 6bae ypennueHa a0 10 mg nHeBHO (BXK.
Touka 5.2).

Cumnmomu na omueMaHe, HabaoOasarRY NPU NPEXPAMABAaHe HA JeHeHuemo

Tpaba j1a ce n36Area BHE3anHO NMPEKPATABAHE HA TCUCHHETO. [IpH npekpaTaBaHe HA JIEHEHHETO C
eCLIMTAIONPAaM, X03aTa cieaBa Aa Onae MOCTENeHHO HaMaliBaHa B NpOAbJ/DKEHHE Ha INOHEe e/1Ha 10
IBe CeOMHLM ¢ LeJI Ja Ce HAMAITM PMCKa OT CUMITTOMH Ha OTHeMaHe, (Bxk. Touka 4.4 u 4.8). B cnyuait
Ha BB3HUKBAHE Ha HEMPHEeMJIMBH CHMITTOMH CNe/] HaMalABaHe Ha J[03aTa WM IpeKbCBaHe Ha
NIeYEeHHEeTO, MOXKeE Ja ce oOMHUCIN BL30OHOBABAaHE HA IIpHEMa Ha Npeiu TOBA npejnucaHara 1o3a. B
MoCJICACTBHE JIEKapAT OH MOTBJI Aa NPOAB/DKA HAMAJIABAHETO Ha J03aTa, HO MO-MOCTENEHHO.

HauuH Ha IpHUIOXKEHHE

EcuuTakoH ce npueMa KaTro eIHOKpaTHa JHEBHA 1033 H MOe [la ce MpHeMa Che WIH 6€3 XpaHa.

4.3 TIIpoTHBONOKA3AHRA

CBpBXYYBCTBHTETHOCT KbM CCLIMTANIONPAM WIH KbM HAKOE OT NIOMOIIHHTE BEILECTBA, H30pOEHH B
TOoyxa 6.1.

EnnoBpeMeHHO eUeHHE ¢ HeCEIeKTHBHH, HeoBpaTUMH HHXHGUTOPH HA MOHOAMMHOOKCHAA3ATa
(MAQ- HHXHOUTOPH) € NPOTHBOMOKA3aHO MOPAAH PHCK OT CEPOTOHMHOB CHHIPOM ¢ BKHTHPAHOCT,

TPEMOP, XMIEPTEPMHUS U Ap. (BXK. TO4KA 4.5)

KomGuHupaHeTo Ha ecunTanonpam ¢ obpatumu MAO-A uaxubutopn (Hanpumep MOKI0OeMHI) HH
ob6parumus HecenekTueeH MAO-uHxuburop nMHe30M A € NPOTHBONMOKA3aHO ITOpafH PHCK OT
OTKJIIOUYBAHE HA CEPOTOHHHOB CHHAPOM (BX, TOuKa 4.5).

EcuuranonpaM € NpoTUBONOKa3aH MpH NalMeHTH ¢ H3BECTHO yaAwDkaBaHe Ha QT-UHTepBana HiIH
CHHAPOM Ha BpoaeH yarbkeH QT-uHrepaal.

[1poTHBONOKA3a8HO € EAHOBPEMEHHOTO MPHIOKEHHE HA €CLMTANIONPAM C JPYTH JICKAPCTBCHH
NPOAYKTH, 38 KOHTO € H3BECTHO, 4€ MOraT Jia yasbkasaT QT-uHrepsaia (Bk. Touka 4.5.),

4.4 Choepwansy npexynpexaenus ¥ nNpeIna3siy MEPKH IpH ynorpeda

CneaHuTe CrICLHAIHMA MPEeAYTNIPEXKACHUA M TIPEANa’sHi MEPKH C€ OTHACAT JI0 TEPaleBTHYHHA Kiac
SSRI (cenexTHBHHA HHXHOUTOPH Ha 0OpaTHOTO 3aXBalllaHe HAa CEPOTOHUHA).

[leanaTpuyuHa nonynau
EcuprrakoH He TpaOBa aa 6b4e U3non3BaH MpH JIEUMEHHETO 1A NEAHATPHYHATA MOy IaLus,

CyuunaHo nopeaeHue (CVMLMIHY ONUTH U CYMLHIHN MHCIH) U BpaxaeOHocT (npeobnanasaitio
arpecHs, [IPOTUBOINOCTABAHE 4 CHAB) ca OMAHY NO-4€CTO HAbMIOAABAHU NIPU KIIMHUYHU TIPOYUBAHHA
cpen ACLia M IOHOIH, ICKYBAHH ¢ aliTHAETIPECAHTH B CPaBHEHWE ¢ TAKUBa, pueMaiy rauedo. Ako
OCHOBABAHKH CC Ha KMUHUY1IA HeOOXOANMMOCT, PBIIPEKH BCHYKO CE€ B3EME PEILCHHUE 32

pacrexka, %SPHBHHE?TD KOTHHTHBIOTO M NOBCACHYCCKOTO PA3BHTHC.




I lapaiokcanHa TPEBOKHOCT
[Ipu HAKOH MALIMEHTH C MAHUYECKO pa3CTPOHCTBO MOXE Jia C¢ HabmoaaBa 3acHBaHe HA

TPEBOKHOCTTA B HAYAIOTO Ha JICYEHUETO ¢ aHTUAECNPECAHTH. Tasn napajgoxcanHa peaKkLms
0OMKHOBEHO OT3BY4aBa B NPOABDKCHHE Ha OKOJIO AIBE CEAMMLIM MPH MPOBEXKIaHE HA
NMPOABJDKUTENHO eueHue, [Ipenoprupa ce HACKa HAYATHA 1034 C LEa Ja Ce HaMaJli BEPOATHOCTTA

OT aHKCHOT¢HeH e(ekT (BK. Touka 4.2).

I 'bpuoOBE
[IpueMLT Ha TEKapCTBEHKA MPOAYKT CleABa Ja Ce MPEKpaTH NpH BCEKK NALMEHT ¢ rppuose. SSRI

TpabBa a ce H30ArBaT NpuU NalMeHTH ¢ HecTabWIHA eMTWIENCHS, a MALMEeHTHTE ¢ KOHTPOAHpaHa
enitencua Ja 6bAaT BHUMaTeNHO npocieassany. IpueMsT na SSRI cneasa aa ce npekpar npu
BCEKH MAlMENT, NPH KoiiTo ce moAssaT repuose. [Ipuemst Ha SSRI cneapa na ce npekpaty ako

FbPYOBETE 3aYECTABAT.,

Manus
SSRI cneaBa Aa ce U3MOJI3BAT BHUMATENHO MPH NALMEHTH C JaHHH 3a MaHUA/XUnoMaHua. [IpuemMsT

Ha SSRI ciienBa aa ce npexkpaTH NPy BCEKH NAalMEHT NpeMUHAT B MaHMIHA (a3a.

Jnabet

I[1Ipu naupeHTH cTpagaiM ot guader, neueHHeTo CbC SSRI MOXe 1a MPOMEHH KOHTPOJa BBPXY
KpbBHATA 3axap (XMIIOTTHKEMHA MITH XHIEpriiukeMusa). Moxe 1a ce HaltoXy KOpekLM Ha HHCY/IHHA
W/WIH NepOopaIHUTE XUNOITIUKEMHYHH CPEACTBA.

CamMoybuHCTBO/CYMUIMAHU MUCITH WIIH KIMHUYHO BJIOIIABAHE

JlenpecusTa € CBbp3aHa ¢ MOBHIIEH PHCK OT CYMIUOHMA MHCJIH, CAMOHApaHABaHe H CaMOYOHHCTBO

(cBOMTHA, CBBP3aHH CbC caMOYOHHCTBO). TO3M PUCK CHUIECTBYBA [0 JOCTUraHe Ha 3HaYMMa PEMHUCHA.

Toit kaTo nogobpeHne MOxKe a He HACTBIIK Npe3 IBPBHTE HAKOJIKO CEAMHIIN HITH IMOBEYE OT
HauallOTO Ha JEYEHHETO, NaliMeHTUTe TpAOBa na OBAaT o cTporo HabJIIOACHHE A0 NOIBATA MY.
KJIMHHYHHST OMUT CO4YH, Y€ PUCKBT OT CaMOYOMICTBO MOXKE [1a HapacCHe Nnpe3 PaHHUTE CTANH Ha

Bb3CTAHOBHTCIIIHHWA IICPDHOA.

Hpyru ncuxu4HH 3a6onsaBaHus npu Kouro EcuuTakoH ce npeanucsa, cbU0 MOTaT Aa ObaaT CBbp3aHu
C MOBHILIEH PHCK OT CHOUTHA, CBBP3aHH Che caMoyOuiicTBo. OCBeH TOBa, TE3H 3a00/IABAHKA MOraT Jia
ObaT ChUETAHH C FOAMO ACTIPECHBHO pa3CTpOHCTBO. [1pH neueHHe Ha NALMEHTH C APYTH NCUXUYHH
HapymeHdsa TpAOBa Aa 6baaT cubr0aaBaHH CHLUMTE NPEANa3sHA MEPKH, KAKTO TNIPH JICYEHHE HA
[IALYEHTH ¢ roJIIMO ACIPECHBHO pa3CcTPOHCTBO.

HzpecTHO €, 4e NMalHeHTH ¢ aHaMHe3a 32 CHOUTHA, CBBP3aHH ChC CaMOyOHHCTBO, HITH NTOKA3BaIlH B
3HAYMTEJIHA CTENeH CYHIIHAHU HAcaLlHH, NTpeIH 3ariOuBaHe Ha JIeUeHHETO, Ca U3N0XKEHH Ha Mo-BHCOK
PUCK OT CYMIHAHHA MHCJIM WIM ONTHTH 32 caMOoyOMIACTBO M TpAOBa fa 6baaT BHHMATEIHO
HabmoAaBany 1o BpeMe Ha JieueHUeTo. MeTa-aHanu3 Ha 1auebo-KOHTPOJIMPaHH KITHHHYHH
M3MUTBAHUA HA AaHTHUACMPECAHTH NPH BL3PACTHH MALMEHTH C IICHXWYHH pa3CcTpOACTBA MOKAa3Ba
NOBHINEH PHCK OT CYMUMAHO NOBEACHHE TIPH MALHMEHTH NI0A 25-rOAHIIHA B3PAcCT, JIEKYBaHH C
aHTHAENpecaHTH B cpaBHeHHe ¢ ruanebo. JlekaperseHara Tepanus TpabBa fa ce CENLTCTBA CBbC
cTpOro HaboeHHe Ha NaUMEHTHTE, B YACTHOCT Ha Te3H, KOUTO Ca H3JIOXKEHH HA BUCOK PHCK,
ocobeHO B HAYAITHHTE €TalM Ha JIEYCHHUETO U cnej NMpoOMeHu B Ao3uTe. 1laiueHTHTe (4 NMonaraiure
rPHXH 3a TAX) TpAOBa Aa ObaaT npeaynpeaeHs 0OTHOCHO HEO6X0AMMOCTTa 0T HaOMOAEHHE 3a BCEKH
MPU3HAK HA KTHHUYHO BJIOIIABAHE, CYULIUAHO NNOBEJAEHNUE WIH MHCIY M HeobH4aitHi NpoMeHH B
NMOBEACHHETO, KAKTO M J1a MOThPCAT He3abaBHO KOHCYIITALUA C N1€eKap, aKO TaKHBa CHMMITOMH
CBILECTBYBAT.

AKaTH3UA/ICHXOMOTOPHO 6e3MOKONUCTRO
Ynorpebara Ha SSRI/SNRI ce ¢Bbp3Ba ¢ pa3sBUBAHETO HA AKATH3HA, XapaKTepH3

cYOEKTMBHO HENMPHATHO WIK MBUYHTEIIHO HECIIOKOHCTBHE U HEOOXOAUMOCT OT ue




MMOSABM IPE3 IILPBUTE HAKOJIKO CEAMULM OT JeHeHHETO. [IpH NallueHTH, KOUTO Pa3BUAT TE3H
CHMIITOMH, YBEJTHYESHHETO Ha J03aTa 64 Morno aa 6b1e Bpe/iHo.

XHUIIOHATPHUEMHA
3a XMIMOHATPHEMHA, BEPOATHO IbJDKAILA CE Ha HEaZieKBaTHA CEKPELMA Ha AHTUAMYPETHYEH XOPMOH,

ce cro0lana paako npu ynorpebdara Ha SSRI u 0OMKHOBEHO H34e3Ba NPH NPEKPaTABAHE Ha
TepanuaTa. V3uckBa ce NOBHILIEHO BHUMAHUE IIPH PUCKOBU NALMEHTH, KaTO HAIIpUMEP NallUCHTH B
cTapyecKa BB3pacT, IaLMEHTH ¢ YepHOAPOOHA LIUPO3a HITH NALMEeHTH, KOUTO Ca JICKYBaHH
€JHOBPEMEHHO C JIEKAPCTBEHH IIPOAYKTH, 32 KOUTO € U3BECTHO, 4¢ NPEH3BHKBAT XHIIOHATPUEMHSL.

KpbBOW3INHBH

MMa c1»00IIeHHS 3a KOXKHM XeMOPariiHA HapyluIeHHs KaTo HalpUMep CKXHMO3H H ITypITypa IpH
ynotpe6ara Ha SSRI. [TpenopbuBa ce NOBHIIEHO BHUMAHHE IIPU MALMEHTH, KOUTO MpreMaT SSRI
oco0eHO NPH eAHOBPEMEHHA yIIoTpeda ¢ NepopalHi aHTHKOArYJIAHTH, ¢ APYTH JIEKapCTBEHH
NPOJAYKTH, 32 KOUTO € U3BECTHO, Y& HapyllaBaT TPOMOOLMTHHTE QYHKLMHY (HAMD. ATHUITHYHH
HEBPONEITTHIIA B (PECHOTHA3UHH, NOBEYETH TPHLIMKIMYHH aHTHACTIPECAHTH, aALCTIICATHLIMIOBA
KHCE/IMHA ¥ HECTEPOMIHH IPOTHBOBBINAIMTENHH JiekapeTBeHH npoaykty (HCIIBC), THKIONHAHH U
OUMMHPHAAMOT) H [IPY NAUMEHTH CHC CKIOHHOCTH KBM KbPBEHE.

EKT (eneKTpOKOHBYJICHBHA TEpanug)
KnuuuyHHAT OITHT NpH eaHoBpeMeHHO npiioxkenue Ha SSRI n EKT e orpannuen, nopaay KoeTo ce

rnpenopmpuBa NOBHILICHO BHUMAaHHE,

CepOTOHWHOB CHHAPOM

[TpenopbLYMTENHO € NOBKIICHO BHUMAHUE NPH YCTIOPEAHOTO NPUIIAraHe Ha €CLIUTANONPAM ¢
JIEKapCTBEHM MPOAYKTH, KOMTO HMAT CEPOTOHHHEPTHYHHU €(PEKTH KATO CYMATPHIITAH M JIpYru
TPUNTAHH, TPAMAJON U TPUIITO(DAH.

B peaxsu cnyuau ce ¢hoOlaBa 3a CEpOTOHHHOB CHHIPOM IIPH MalHEHTH, Hinonzysaiiy SSRI
YCTIOpeTHO CBC CEPOTOHHHEPTHYHHU JIEKapCTBEHH NPOAYKTH. KOMOHHAIUA OT CHMIITOMH KaTO
HECIIOKOHCTBHE, TPEMOP, MHOKIIOHYC M XMIICPTEPMHA Ca MOKA3aTEIHH 3a pa3sBUTHETO Ha TOBa
CBCTOAHHE. AKO TOBA BB3HHKHE, JeUeHHUETO Cb< SSRI 1 cepoTOHMHEepruuHUs 1E€KApCTBEH MPOIYKT,
TpAOBa J1a ¢€ NpeKpaTH He3abaBHO U Ja Ce 3aM0YyHe CUMIITOMAaTHYHO JICYCHHE.

JXBIT KAaHTAPUOH
EnmnoepemenHara ynorpeba Ha SSRI u pacTuTenHu NpoAyKTH, ChAbpKAIIH JKBIT KAHTaPHOH
(Hypericum perforatum) MoxKe Jla NPpEAV3BUKA MOBUILIABAHE YECTOTATA HA HEXKEJIAHH JICKAPCTBEHH

peakuuH (B, Touka 4.5).

CHUMNOTOMH HA OTHEMAHE, HaﬁJTIOQEIB&HH NPpH NPpCKPATABAHC Ha JICHCHHUCTO
CHMIITOMHTE HA OTHEMAHE IIpU CITHpaHEe Ha JICUCHHUCTO Ca HCCTO CPCLIaHH, 0ocoO€EHO B CIYHAHTC Ha

BHE3aITHO NMpeKbCeBaHe (BK. Touka 4.8). [IpH KITHHUYHUTE NPOYYBAHUA HEKEJIAHUTE JICKapCTBEHH
peakuuy, HabMOAaBaHH [PU NTPEeKbCBaHe Ha JIGYEHHETO Ca PErUCTPHPAaHH IIPHOIN3UTENHO NPpH 25%
OT MaLUEHTHTE, JICKYBAaHH C eCLHTANIONpaM U npu 15% oT naumerTHTe, NpyueMaly rutauedo.

PHCKET OT NOsABA HA CUMITTOMH Ha OTHEMaHe OH MOTBJ1 JIa 3aBUCH OT HAKOJIKO (PaKTOpa, BRKIIIOUMTETHO
MPOXBIDKHUTEIHOCTTA H J03aTa Ha JIedeHHE, KAKTO U TEMIIOTO Ha peAynMpaHe Ha o3aTa. 3aMasgHoCT,
CEH30pHH HapylleHUA (BKIIIOUMTEIHO NapecTe3Ha U ycelllaHe 3a yAap OT SIEKTPHUYECKH TOK),
CMYHOICHHA Ha CbHA (BKJIKOMHTENIHO O6e3ChHUEe U IPEKOMEPHO ChHYBAHE), AXXUTHPAHOCT WIH
6e3noKO0ICTBO, rajicHe KWLM NOBpbLIaHe, TpeMop, 00BpKaHOCT, NOTEHE, INTaBobonue, aua
NAJINUTALMH, eMOLIMOHAIHA HeCTaOWIHOCT, Pas/Ipa3HUTEIHOCT H BU3YAJIHH Pa3CcTPOH atﬁ&mﬂﬂ
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HeBHHMAaHHE ca NPOITYCHAM 1034.
Ha#i-o6110 Te34 CHMITTOMH €a ChC CaMO3aTHXBALL XapakTep M 0OMKHOBEHO OT3BYYaBaT B PAMKHTE Ha
[B€ CEJMHLH, HO B HAKOH C/Tyuad Te MoxKe Ja OBAaT Mo-npoaAs/LbKHTeNHE (2-3 Mecelia Wi MoBeye).
CnenoBaTe)IHO ce NpenopbyBa ecluTanonpam aa Ose rocTerneHHo HAMaJIIBaH NPH NPEKbCBAHE Ha
JIEYEHHETO 3a NEPHOJL OT HAKOMKO CEAMULM HIIH MECELIH, B 3aBUCMMOCT OT HYXAHTE Ha MalMeHTa (BXK.

To4yka 4.2).

Koponapsa 6onecr
[Topaau orpaHHYEH KIMHUYMEH OIUT, CE NPENopbYBa MOBHIICHO BHUMAHUE NP NMALIHEHTH C

KopoHapHa 6omecT Ha ChpUeTO (BXK. TO4YKa 5.3).

Yaskapane Ha QT-UHTEpBAna
YC¢TaHOBEHO €, Y€ eCLIMTANIoNpaM NpUYHHABA A030-32aBUCUMO yabkaBaHe Ha QT-unrtepsana. [lo

BpEME Ha NOCT-MapKETUHTOBHA NEePHO/ ca AOKIABaHU ClIydad Ha yak/kaBaHe Ha QT-uxTepBana u
KaMepHH apuTMHH, BKouuTenHo Torsade de Pointes, npeIKMHO Npy MaLKEHTH OT XKEHCKHU NOJI,
CTpaJaliiy OT XHMOKATHEMHS WIH C MpeJllecTBalio yabbkasane Ha QT-uHTepBana uim apyru
chplieuHy 3abonasaHus (Brok Touku 4.3, 4.5,4.8,49 1 5.1).

[IpenopryBa ce MOBHIICHO BHHMAHHE NPY NMALIMEHTH ChC CHIHU(HUKAHTHA Opagukapana Wiy IpH
NaLMeHTH ¢ NpeceH HHGapKT Ha MHOKap/ia WIHM JEKOMIEHCHpaHa ChpAcHHA HEAOCTATHYHOCT.
EnexTponuTHH HapYIIEHHs KaTO XHMOKAITHEMUA H XHITIOMArHE3HEMHUsl yBeIMIaBaT PUCKa 3a
37I0KAYECTBEHH apUTMHUM U TPAOBa Aa 6BAaT KOPUTHPaHU NPEAH 3aN04YBaHe Ha JIEUEHHETO C
ecLHTaNoNpaM. AKO MAIMEHTH ChC cTabUIHO chpaeHHO 3abonasane ce nekysar, nperien ¢ EKI
CJIe/(BA 1a c€ HAMpPAaBH MpEaH 3anoYBaHe Ha JEYEHHETO.

AKO ce TOABAT NPHU3HALHK Ha Chp/IcHHa apHTMUSA 10 BpEME Ha JICYEHHETO C ECLIHTANONPaM, JIEHeHHETO
TpAOGBa Aa Obae npexpaTeHo U aa ce Hanpasy EKI.

3aKpPHUTOBIBIHA [1AYKOMA

SSRI, BKIIOYHTENHO ECLHTAIONPAM MOTaT Ja OKKAT BIIMSHHE BbPXY pasMepa Ha 3€HHLATa, BOAELLO
no MuApHasza. To3d MUIpUaTHYCH eeKT UMa MTOTEHIMAN Ja CTECHABA OYHHUA BI'bJ1, KOETO BOAM [0
NOBHUILIEHO BHTPEOUHO HAIATaHEe U 3aKPUTOBI'JIHA IJ1IAyKOMa, 0coOEHO NpHU Npeapas3noNoxKeHH
nauunedTH. ClleOBATENIHO, €CLHTANONpaM TpAbBa 1a ce U3Mo/3Ba ¢ [OBULLIEHO BHUMaHHE TIpH
MaLHEHTH CBC 3aKPUTOBIBIHA IN1aYKOMa, MIIH aHAMHE3a 3a IayKoMa.

4.5 BiammopelicTBRE ¢ APYTH JIEKAPCTBERH OPOAYKTH H APYrd ¢OpPMH Ha B3aHMOJCHCTBHE

PapMakoAHHAMHYHH B3AHMOACHCTBHS

[IpotHBONOKAa3aHH KOMOUHAIIMY

Heobpamumu necenexmuenu MAQ-unxubumopu
Mma choOlleHHs 32 CEpUO3HH peaklMd NMpy NauueHTH, npuemann SSRI B koMOMHaLm4 ¢
HEeCEAEKTUBEH, HeoOpaTHM MoHOoaMHHOOKCHAA3eH HHXHONTOp (MAQO-HXHOKTOP), KAKTO H NIPH
MauMeHTH HACKOPO NpPeKpaTHIH nmpydema Ha SSRI u 3anoyHasu neveHue ¢ Takupa MAO-
MHXUOHTOPH (BXK. TOUKa 4.3). B HAKOUM OT ciy4auTe NalUMEHTDT € Pa3BH/l CEPOTCHHHOB CHHIAPOM
(BK. TOUKa 4.8).

EcudranonpaM € NpOTHBONOKAa3aH B KOMOUHALIHA C HECENIEKTHRHH, HeobpaTumu MAO-
uHXHOHTOPH. JleueHHeTO ¢ ecLTAIONpaM CICABA jla 3arouHe 14 AHU cnej npexpaTaBaHe
npueMa Ha Heobpatumu MAO-uHxHOuTOpH. JleueHHe ¢ HeceNeKTHBHM, HeobpaTumu MAOQ-
MHXHOUTOPH MOXKE J1a 3all0MHe Hai-paHO 7 AHM ciie[ NpEeKpaTABaHe fIpHeMa Ha eCLHT

O6pamum, cenexmusen MAQO-A unxubumop (moxnobemuod)
[Topaau pucKa OT CEPOTOHHMHOB CUHAPOM, KOMOMHHMPAHETO Ha eclUTalIonpaM ¢ M

HHXUOUTOP KaTO MOKI0OEMH] € MIPOTHRONOKA3aHO (BXK. TOuka 4.3). AKO Takapa m“’ﬂﬁml’aum o it | &
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J0Ka3aHO HY)KHa, T4 TpAOBa Aa ce 3ano4HE [1pH HaH-HUCKATA NPENnopbYBaHa 1034 U NpH
FACKUIEHO KJIIMHUYHO HabmogeHue.

Obpamum, neceaexmueen MAO-A uuxubumop (runesonuod)

AHTHOHOTHKBT JIMHE30NH NPEACTaBsNRA 00paTuM, HecenekTHBEH MAQO-A UHXHOHTOP H He
TpsOBa Aa ce aBa Ha MALMEHTH, JeKYBaHH ¢ ecudTaionpam. B cnyudai Ha HeoOXoaUMOCT OT
xKOMOMHHpaHe ¢ ecLTanonpaM, aHTHOHOTHKT TpADBa Aa ce 1aBa B MHHHMAJIHU JIO3H H NpH
CTPOrO KJIHHWYHO HabmoneHue (BxK. Touka 4.3).

Heobpamum, cenexmueen MAQO-B unxubumop (cenezunun)

[Tpu xoMOuHMpaHe ¢be cenerwnrH (HeoOpatumM MAO-B HHXHOHTOD), Ce H3UCKBA NOBHLICHO
BHHMaHHeE NMOPAIH PUCKA OT Pa3BUTHE Ha CEPOTOHHHOB CHHApPOM. CenerwivH € Oui npuiaraH
Oe3onacHo B Ao3a 10 10 mg/aeH eAHOBPEMEHHO C paLIeMHUYEH LIMTANIONpPaM.

Yovaxcaeane na QT unmepsana

He ca nposexaaHy (papMaKOKMHETHYHU 4 (papMaKoJHHAMHYHH ITPOYYBAIIKA HA CCLMTAJIONPaM,
B KOMOMHAIMSA ¢ APYTH NEKAPCTBEHH NPOAYKTH, KOMTO yaAbokasar QT-uHtepsana. HaTpyneail
ce eheKT Ha ECLIHTATIONPAM H TE3H JIEKAPCTBEHH MPOAYKTH HE MOrar ta bbae H3kmoueH, [lopaau
TOBa, IPOTHBOINOKAa3aHO € €IHOBPEMEHHOTO [IPHIIOKEHHE Ha €CLHTAIONPaM C ApYyrH
JIEKapCTBEHH MPOAYKTH, 338 KOHTO € H3BECTHO, Y€ MOJAT Aa yawskasar QT-uHTepBana, Karo Kiac
IA u III aHTHApUTMHYHH N€KAPCTBEHH APOAYKTH, aHTHIICHXOTHLIM (Hanp. PeHTHa3HHOBH
MPOM3BOJHH, ITUMO3HUJI, XaNONEPHAON), TPHUMKIHMHHA aHTHACNPECAHTH, HAKOH AHTUMHKPOOHH
NIeKapcTBEHH NPOAYKTH (Hanp. cnaphiokcauuH, MOKCHGIIOKCALMH, epHTPOMULIKH 1V,
NMEHTAMUAMH, 1EKapCTBEHH MPOAYKTH 3a JIEUeHHE Ha MajapHs, B 4aCTHOCT Xalo(daHTPHH) H
HAKOHM aHTHXHCTaMHHOBH JIEKAPCTBEHH NPOAYKTH (aCTEMH30J1, MH30JIaCTHH).

KoM6uHaLMy, H3KCKBAIM IOBUIIEHO BHUMaHKe NpH ynorpeba

CepomonunepauyHu AeKapcmeenu npooyKkmu
EnxospeMeHHaTa yniotpeba cbC CEpTOHMHEPTHYHH JIEKAPCTBEHH NMPOAYKTH (Hanp. Tpamalod,
CYMATpPHNTAH Y APYTH TPUIITAHH) MOXE Aa [IPEJIU3HBHKA CEPOTOHUHOB CHHZIPOM.

JSlexapcmeeru npodyxmu, NOHUNCASAWU CPHOBUA NP2

SSRI MoraT Aa NoHWwKaT rep4YoBHA npar. I[IpenopbYyHTENHO € NOBHILEHO BHHMAHHE NPH
yCIOpeaHO NpHiaraHe Ha APYTH JIEKapCTBEHH NPOAYKTH, ITOHWXABALUH MbPUOBHA Mpar
(HanpuMmep aHTHAenpecaHTH (TpHuMKian4HKY, SSRI), HeBponenTHLY (PEHOTHA3MHH, THOKCAHTEHU
n 6yTHpodeHOHH), MebNOKBHH, OYNPONHUOHK H TpaMaaom).

JTumuti, mpunmogan

Mma croBuieHns 3a ycuiBaHe Ha edekra npy eAHOBpeMeHHa ynotpeba Ha SSRI v auTHit win
TpHITTO(aH, MOPaaAH KOETO YCIOpEAHOTO M3nos3BaHe Ha SSRI H Te3u nexapcTBeHH NPOAYKTH
TpabBa ja ce npeanpuemMa ¢ NoBHIIEHO BHUMAaHHE,

Kvam xanmapuou

EnHoBpeMerHaTa ynoTpeba Ha SSRI u pacTUTenHE NpoayKTH, ChaAbpKallH JKBAT KAHTAPHOH
(Hypericum perforatum) MoXe N1a NpeAU3BMKA NI0-BHCOKA YECTOTA HA HEIKE/IAHK peaKLiiH (BXK.
Touka 4.4).

Xemopazuu ——
[Tpu xomMOuHMpaHe Ha ccUHUTANIONpPaM C NEPOpaTHA AHTHKOATYJIAHTH MOXKE g HaCTBITH Np H’H&f}-’tkﬂﬂ 107 N
8 aHTHKOarynaHTHHA edekT. [IpH nauxeHTHTE, NOAYUYaBallM aHTHKOAT'YIAHTHO fIcueHHe, Apabia ™ & /’zﬁf-_ \

BHHMATEJIHO /1a ¢€ MOIIUTOPHPA KoarylauHOHHHA CTATYC NPH 3arioyBaHe WK CMpaHe
eciiTanonpam (Bx. Toyka 4.4). EnqHoppemeHHaTa ynorpeda Ha HECTEpOH/IHH ;’
\
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NMPOTHBOBB3ITATHUTEIIHHA CPEACTBA MOXKE /1A YBCIHYHK TCHACHLIKATA 34 KbPBCHC.

Anxoxon
He ce ouakBaT papMakoaHHRaMH4YHH WIH (JapMaKOKHHETHYHH B3aHMOJCHCTBHA MEXIY

ECLIHTAIONPaM M ankoxoJi. KakTo 1ipu gpyrd ICHXOTPOITHH JICKapCTBEHH NMPORYKTH obaue,
KOMOUHAILMATA ¢ AJIKOXOJT HE € NpenopbyHTEIHA.

JlexapcTBEHH NMPOAYKTH, NPEeAU3BHKBAILH XHNIOKATHEMHs/xunomartuesuemus Heobxoaumo ¢
MOBHIIEHO BHHMAHHE MPH €IHOBpeEMeHHAaTa yroTpeda ¢ JIeKapCTBEHH NMPOAYKTH, HHAYLIHPAILH
XHNOKATHEMHS/ XMIIOMarHe3ue MM, ThH KaTo T€3U ChCTOAIIUS NOBHILABAT PUCKA OT
3NIOKaYe€CTBEHU apHTMHH (BXK. TOYKa 4.4).

®apMaKOKHHETHYHH B3aUMOeHcTBHR

[loBnusaBane Ha papMAKOKMHETHKATA HA CCLUMTAIIONPAM OT APYIH JIEKaAPCTBEHH NIPOJYKTH
MeTabonH3MBT Ha ecuMTanonpam ce meauupa ocHoBHo ot CYP2C19. CYP3A4 n CYP2D6
MOIaT ChILO Aa HMAT OTHOIUEHHE KbM METab0/IU3Ma Ha €CLUMTANIONPaM, HO B IIO-MaJIKa CTETICH.
MeTtaGonu3smMbT Ha ocHOBHHA MeTalonut S DCT (meMeTunMpaH ecLidranonpamM) H3riexna
YacTHYHO ce KaTajmsupa or CYPZD6. |

EnHoBpeMeHHOTO IIPHIIOKEHHE HA eCLUUTAN0NpaM ¢ oMenpason 30 mg eAHOKPATHO JHEBHO
(uaxuburop Ha CYP2C19) noeexuaa 1o ymepeHo (npubamnsurento 50%) ypesu4ueHHe Ha
IUTA3MEHHUTE KOULIEHTPALKH Ha €ECLUMTAJIONpAaM.,

EQHOBpeMEHHOTO NPUIIOKEHHE HAa eCLIMTATIONpaM ¢bC CUMETHANH 400 mg ABa NbTH AHEBHO
(yMepeHo MoileH ofu1 eH3uMeH HHXHOUTOp) AoBexaa 0 yMepeHo (mpubimanTenHo 70%)
YBENHYECHHE Ha TUIa3MEHUTEe KOHLUEHTpallii Ha ecudranonpam. [Ipenopbusa ce noBHUIeHO
BHMMaHHe NPH NpHJIaraHe Ha ecLMTAIONPaM B koMOMHalug ¢ UMMETHANH. KopHrupate Ha
no3ata Moxe aa Osae onpasaaHo.

CnenoBaTesiHO, H3UCKBA Ce NOBMILIEHO BHHMaHKe NpU efHoBpeMeHHa ynorpeba ¢ CYP2C19
HHXHOHTOPK (HANIPpUMEpP OMENpPa3oJi, e30Menpa3o, GryBoOKCaMuH, JIAH30IPAa30J1, THKJIONMHIHH)
WK cHMETHAHH. B3 OCHOBa Ha MOHHTOPHUPAHETO Ha CTPAHHYHHTE €PEKTH NPU €THOBPEMEHHO
Jie4yeHre MOXe /1a ¢e HaNOXKH HaMaJicHHE Ha J03aTa €CLHTaoNpaM.

EdekT Ha ecuuranonpaM pupxy GapMakOKHHETHKATA HA APYIM JICKAPDCTBEHU NMPOIYKTH
Ecuutanonpam e uHXxuburop Ha ensuma CYP2D6. IIpenopruBa ce noBHILEHO BHUMaHHE MPH

€AHOBPEMEHHOTO HM3IION3BaHe Ha eCLMTANIONpaM C JAPYrH JICKAPCTBEHH NPOAYKTH, KOHUTO Ce
MeTabOoMU3UPAaT OT TO3M €H3UM U HMAT TECEH TEpalieBTHYEH HHAEKC, HanpuMep dUieKanHHUA,
nponatheHOH ¥ METOIPOJION (KOraTo ¢& H3M03YBaT MPH ChPACYHA HEAOCTATHYHOCT), MK HAKOH
pp3aedicteamiy Ha ITHC nexkapceTBenu npoxykrd, Metabomuanpautu ce rnasxo 4ypes CYP2D6,
HaIpUMep aHTUACTIPECAHTH KaTO AE3UNPaMHH, KIOMHIIPaMHH M HOPTPHITTHIIMH MK
AHTHINCHUXOTHLIM KaTO PUCTICPUAOH, THOPHIA3KH H X&TONepuaon. Moxe aa ce HanoKH KOpeKLHs
Ha 2103aTa.

EnHOBpEMEHHOTO MPHIOKCHHE C NE3UNPaMHH WIH METOMPOON BOAN U B ABATA ClTy4as 10
JIBYKpaTHO YBEJIH4aBAaHE Ha IL1a3MeHHTE KOHLUEHTpanuu Ha Te3u asa CYP2D6 cy6eTpaTa.
In vitro npoy4YBaHHUA CBIUIO Taka MOKA3BAT, Y€ €CLIMTATIONPAaM MOXKE Ja Npeau3Buka c1ado
uHxubupane Ha CYP2C19. [Ipenoprusa ce NOBUIIEHO BHUMAHHE IIpH €AHOBPEMEHHOTO
NPUNOXKEHHUE Ha JICKAPCTBEHH NMPOAYKTH, KOUTO ce Metabonusupar ot CYP2C19

4.6 Peprunnter, 5pEeMEHHOCT H KbpPMeHe

BpeMEHHOCT
CohliecTBYBAT HEAOCTATBU IO AaHHH 32 MIPUIAraHeTO Ha eCLUTANoNpaM npy Opeme




[IpoyuBaHMsATa [IPH XKHBOTHH Ca NOKA3aJIM PENPOAYKTHBHA TOKCHYHOCT (BXK. TOuka J.3). EcuMTaKkoH
He TpaOBa Na ce U3M0/3Ba N0 BpeMe Ha GpeMEHHOCT, OCBEH aKo € abcomoTHO HeOOXOAUMO H caMo

clie/i BHUMATeJIHa NpelieHKa 32 ChOTHOMEHHETO PUCK/TIONI3A.

Hosoponeuure Tpabea aa 6xaat nabmoaaBaHK, ako Maikara € npuemaia ECLUMTAKOH NIpe3 KbCHHUTE
eTany Ha OpeMeHHOCTTa, 0COOEHO Mpe3 TpeTUs TpUMecThp. BHe3anmHoTO NpeKbCBaHe Ha NpHEMa
TpaOBa aa ce H30ArBa N0 BpeMe Ha OPEMEHHOCT.

CnenHuTe cHMIITOMH OHXa MOTAIH Aa ce HaOmogaBaT npyu HOBOPOJEHH, YHHTO MAHKH ¢a NpHEMa/TH
SSRI/SNRI B xbCHHTE eTany Ha OpeMeHHOCTTA: peCUpPaTOpeH QUCTPEC CHHPOM, LIMaH03a, anHed,
['BPUOBE, TEMIIEPATYPHA HECTAOWIHOCT, TPYAHOCTH NPH XpaHeHe, NOBPBLUIAHE, XHITOTTTHKEMHA,
XHIIEPTOHUA, XMIIOTOHUS, XUnepdiekcus, TpeMop, HEPBHOCT, Pa3apasHUTETHOCT, JIETaprus,
MNOCTOAHEH IU1a4, COMHOJIEHTHOCT, 3aTpyAsieHO 3acninBaHe. Te3n cuMrnToMy 61xa MOTJIM a Ce Ab/DKAT
Ha CEPOTOHHHEPrHYHM €(eKTH WIH CHMIITOMHY Ha OTHEMaHE. B OONIIMHCTBOTO OT CilyyauTe
YCIIOXKHEHHATA 3aIMOYBAT BEAHATA WITH cKOpo (<24 yaca) cyien paxaaHeTo.

B13 OCHOBA Ha AAHHH OT EMUAEMHONIOrMYHH NMPOYYBAHUA C€ cUMTa, e ynorpebara Ha SSRI no speme
Ha OpeMeHHOCT, 0cO0EHO MpH KbecHa OpeMEHHOCT, OH MOrJa a oBeie 0 YBEIUYEH PUCK OT
nepcucTHpama 6enoapodua xunepronus npyu Horopoaenure (PPHN), Habmonasanuar puck e Gu
npubnuzurenso 5 cnyyad Ha 1 000 GpemenHocTd. B o6wmara nonynauus ce sadmoxasar 1 go 2
cnyqyas Ha PPHN na 1 000 6pemennocth.

Kupmene
Ouakpa Ce eCLHHATAIONPAM Ja Ce €KCKPETHPa B KEHCKOTO MJIAKO.

ChnenoBaTenHo, HE C€ NPENOPLYBA KbPMEHE IO BpEME Ha JIeHEeHHETO.

DepTUIHTET

J{aHHHWTE NpH >KMBOTHH Ca I0Ka3a/1H, YC ECLMTANIONpaM MOXE 12 MIOB/IHAE Ka4eCTBOTO Ha CriepMaTa
(B, TOUKA 5.3).

Crobienns npu xopa ¢ Hakou SSRI nokaseat, ye eeKThT BHPXY KaUCCTBOTO Ha CriepMaTta €
obparuM. Jo To3u MOMEHT He € Ha0IoJaBaHO BIMSIHUE BLPXY (PEPTUIIMTETA IPH XOpa.

4.7 EdexrTn BLpPXY cniocobHOoCTTA 32 modupane H padoTa c MAIIHHH

BBnpeky ue ecLMTAIONpaM € [0Ka3al, Y€ HE YBPEXK/a MHTEJIEKTa WK NICUXOMOTOPHKATA, BCEKH
NICMXOAKTHBEH JIEKAPCTBEH NPOAYKT MOXKE Aa 3acerye NMpeLenKaTa Wik yMeHuaTa. IlaluenTuTe
Tpsa6Ba Aa ce HabMmogaBaT BHHMATEITHO 3a NOTEHLIMAJIEH PHCK OT MOB/IMABAHE HA CrIOCOOHOCTTa 32
modupaHe 1 padoTa ¢ MalLIHHU.

4.8 HexenaHn JJeKAPCTBEHH PEAKIIHH

HexenaHure nekapcTBEHY peakUMU ca Hai-4eCTH Npe3 MbPBaTa WIH BTOpaTa CEAMHLA OT JIEYEHHETO
H OOMKHOBEHO HAMAMNABAT 10 HHTEH3UTET H YECTOTA NPH NMPOALIDKHTENHO JIEYEHHE.

TabauueH CIIHCHK ¢ HEXENAHUTE PEaKLIuU
HexenaHuTe nekapcTBEHH peaKLMH, H3BecTHHU 3a SSRI M cbI10 Taka JOKIaABAHH 34 €CLUTANONPAM

OT I1aLe50-KOHTPOJIMPAHH KIHHUYHH MTPOYYBaHUA WIH KAaTO CINIOHTaHHH [TOCT-MAPKETH
CcBOMTHA ca M30POEeHH NO-A0JY M0 CHCTEMa OpraH KJ1ac H HecToTa,

YecToTHTE Ca B3eTH OT KIIHHUYHH I[IpOYYBaHHA, TC HC Ca nnaueﬁcr-mpurupaﬂu.

YectoruTe ca neduHMpanu karo; MHoro vectu (> 1/10), gectu (= 1/100 go < 1/1 ‘)
000 no < 1/100), penku (= 1/10 000 oo < 1/1 000), muoro peaku (< 1/10 000),
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yecToTa (OT HAUTHYHHTE JaHHH He MOxe Aa 6ble HanpaBeHa OLIEHKa).

CacreMo-oprasHa KnacHpuranus YecroTa Hexenan edpexr
HapyueHus Ha KpBBTa U JIUM(pHATA C HeuseecTtHa | TpoMOouuToneHus
CHCTEeMa JeCTOTa
Hapymenus Ha UMyHHaTa CUCTeMa Penku | AHaHIaKTHYHA peaKLIis

Hapymerus Ha eHIOKpUHHATA CUCTEMA

C HeuzBEeCTHA

HeanekBaTHa CeKpeLus Ha

| uecroTa aHTHIHYPETHYHHA XOPMOH
Hapymiennus Ha Mmetabonusma YectH HamaneH aneTtur, yBelnu4eH
XpaHEHETO ATNICTUT, YBEJIHYEHO TEIJIO
HeuecTH HamaneHo Terso
Penxu XHIIOHATPUEMHS, QHOPEKCHS
[TcUXUYHH HapyLIEHHA YecTH TpeBokKHOCT, O€3MOKOHCTRO,
aOHOPMHH CBHHHILZ, HAMAICHO
nubuao
_ JKenu: aHopramMus
Heuectu BpyKcH3nM, &XKHTHPAHOCT,
HEPBHOCT, MAHWYECKH MPUCTHI,
00BPKAHOCT
Penxu Arpecus, AenepcoHanr3anms,

XaTOUAHALHH

C HeuU3BeCcTHA
YyecToTa

MaHHus, CyMLMIHY MUCIIH,
CYHLIMAHO NOBeaeHHe?

Hapylienns Ha HepBHaTa cUCTEMA

MHOIro uecTi

[ naroGonue

YecTH

HHCOMHHA, COMHOJIEHTHOCT,
3aMasgsHOCT, NIAPECTE3UA, TPEMOP

Heuectu BkycoBH HapylleHus,
pasCTPOMCTBO Ha CHHA, CHHKOM
Penku CepOTOHHHOB CHHAPOM
C Heu3BeCTHa JInckuHe3uA, JBUTaTEIHO
4YeCcToTa Pa3CTPORCTBO, KOHBYJICHH,
ICHXOMOTOPHA Bh30Yaa/akaTH3us"
HapymieHus Ha ouHTe Heuectn MuapHasa, BH3yanHH HAPYIICHHKS
HapylueHus Ha yXoTo M nabupHHTa HeuecrH THHHUTYC
CepacdHH HapYILUCHHS HeuecTn Taxukapaus
PenkH bpaankapauns
C HeHn3BEeCTHA YarmkeH QT-untepran Ha EKI,
4eCTOTa KaMEPHa apUTMHS, BKIIOYHTENHO

Torsade de Pointes

CbI0BH HapyLIEHUS

C HeusBeCTHA

OPTOCTEITH‘IHH XHAINIOTOHHA

4yecToTa
PecnupaTopHH, IPBAHH H YectH CuHy3uT, npo3sBaHe
MCIHACTHHATHH HApYILCHHA HeuecTH Enucrakcuc
CTOMaIIHO-YPEBHH HAPYLIEHHUA MHoro yecTu ['ageHe

YecTH

Huapus, 3anex, NoBpbulIaHe,
CYX0Ta B ycTaTa

HeuecTH

CToOMaIHO-YpEeBHH XeMOparuy-—. ..
(BKJIIOYMTE/THO peKTall
XEMOparns) J/ o

XenaroOWIHapHH HapYLUEHHA

C neu3BecTHA
YecToTa

XEenaTur, OTKJ'IUHGI-#&
uepHoApobHaTa QyHKE

. F

N T . .

N L}

Voo
[ . " '
T .

HﬂE}’[ﬂBHHﬂ Ha KOXKaTa M NOAKOXHATA

YecTH

YBeaNUeHO noTeHe!| L,y 7l
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CucTemMo-0pranna Kinacnukanus Yecrora Hexenan edexr
ThKaH Heuectu YprHkapui, anoneuus, 0Opus,
PYPHTYC
C HeusBecTHa Exxumo3a, aHTHOE/IEM
4ECTOTA
HapyleHns Ha MyCKY/IHO-CKeJlIeTHaTa YectH ApTpaiirusa, MAanrus
CUCTEMA Y CheXMHUTE/IHATA ThKaH |
Hapyuienus Ha On0peuuTe M C Heu3BeCTHA PereHuysa Ha ypHHaTa
NMUKOYHHTE ITHTHILA 4ecToTa
HapyuieHus Ha Bb3MPOU3BOAUTETHATA YectH Mubxke: eaKyJIaLHOHHH
CHCTEMA U I'bp/aTa HapyUIEHHs, UMITOTEHTHOCT
Heuectu AKeuu: MmeTpoparus, MeHOparvs
C Heu3BecTHA ["anakropes
| ¥ecToTa Mbake: NpHaNH3IbM
O61m HapylieHHA ¥ epEeKTH Ha HecTH YMopa, NMpeKCcHUs
MACTOTO Ha NNPHJIOKECHHE T p—— Exem

I'Tasu cuOKUTHA ca TOKIANBaHH 3a TepaneBTHYHUA Kiac Ha SSRI.
Cnyqay Ha CyMUHAHM MHCIH M CYMLHIHO NMOBEAEHHE ca AOKIaABaHH NO BpPEeMEe Ha JICYCHHE ¢
eCLIUTANONPaM HIHM CKOpO CJIel NpeKpaTaBaHe Ha JICYCHHETO (BX. Todka 4.4).

Ynbbkasane Ha QT-uHTepnana

[To BpeMe Ha NOCT-MapKeTHHIOBHA MEPHOJ ca J[OKIaJBaHH clly4au Ha yab/pkaBaHe Ha QT uHTepsana
¥ KaMepHH apuTMuH, BrmounTenHo Torsade de Pointes, npeamMHo npu naHEHTH OT KEHCKH 11071,
CTpadailld OT XMMOKAJTMEMHA HITH C MPEeAIIeCTBAlLO yAbDKaBaHe Ha QT-uHTepBana uinu Apyru
cbpaeuHy 3abonaBanus (Bx. T. 4.3,4.5,4.8,4.9 n 5.1).

EdexTn Ha knaca

EnuaeMHOIOrH4HU MpoyuBaHUs, IPOBEXKIAHH INIABHO NMPH NalMEHTH HA NETAECETTOAHILIHA Bh3pacT
WM TI0- Bb3PACTHH, NOKA3BAT YBEJIMUEH PUCK OT KOCTHH (PpakTypH NpH NalHEHTH, npreMailiid SSRI u
TPULIMKIHYHH aHTHAETIpecanTH (TCA). Mexanusmute, BOASLIM 10 TO3H PHCK ¢a HEH3BECTHHU.

CUMNTOMH Ha OTHEMAaHe NPYU CrIUpaHe Ha JICYUECHHETO

[IpexscBaHeTo Ha SSRI/SNRI (ocobeHo, koraTto T0 € ps3k0) 00HYaiHO BOJAH 1O CHMIITOMH Ha
OTHEeMaHe. 3aMassHOCT, CEH30PHHM HApYLUCHHA (BKIOYHUTENHO NapecTe3nd H YCEIAHe 32 CNICKTPHUCCKH
HIOK), HApYILIEHHS HAa CHHA (BKJIIOYHTETHO HHCOMHHMSA WIH MHTEH3MBHO ChHYBAaHE), &XXUTUPAHOCT WIH
6e3noKkoiCTBO, raficHe W/WIH MOBPhILAHE, TpeMop, 00bPKAHOCT, NTOTEHE, rnasobosne, Auapus,
MaJINMUTALHH, EMOLIMOHATHA HeCTAOWIHOCT, pa3sapa3sHHATEIHOCT U BU3YalIHH pa3CTPOHCTBA ca Hak-
YyecTO JOKNIaABaHHTE peaklinu, Hak-o0110 Te3n ChOHTHA ¢a JIEKH A0 yMEPEHH H CaMO3aTHXBAILH, HO
NpH HAKOHM MAaLHEHTH Te 6UXxa Mornu fa 6bAaT TeXKH W/ WM Npoab/ukuTenHU. [lopanu ToBa ce
MpenopbhHBa, KOraTo HYX/1aTa OT JICYEHHE C ECLIMTAJIONPaM OTMAaHE, 2 C€ H3BLPIIM MOCTENEHHO
CIIUpaHe 4pe3 HamMalsiBaHe Ha fo3aTa (BXK. Touka 4.2 u 4.4).

CrobuiapaHe Ha NOJO3UPAHM HEXKeTaHW PeaKHMH
Cro6iumaBaHeTo Ha TOIO3MPaHH HEXENTaHH peaklUy clie]] pa3pellaBsaHe 3a ynorpeba Ha nekapcTBeHHs

NPOAYKT € BakHO. ToBa No3BOsMsBa Aa MPONBIDKH HaGIIOAEHHETO Ha CHOTHOILIEHHETO 0/13a/PUCK 38
JleKapcTBEHUA NMPOAYKT. OT MEAULIMHCKUTE CIICLIMATTMCTH CE M3UCKBA J1a CHOOLLABAT BCAKA
NMOAO3HPaHa HEXKeNaHa peakliMa pes:
H3nbaHuTeNIHA areHuus no JIeKapeTaara
yi. . JJamsan ['pyes” Ne 8 |
1303 Codus

Ten.: +359 2 8903417
yeOcaitT: www.bda.bg
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4.9 Ilpenosupane

ToKCHYHOCT

KnuHuyHKTE JaHHHK 34 IPEAO3HPAaHe Ha ECUHTANIONPaM Ca OrPaHHYE€HH H B MHOIO CiTy4aHu BKIKO4YBAT
eIHOBPEMEHHO TIPeAO03UpaHe C APYTH JeKapcTBa. B GOMUMHCTBOTO OT ClTy4anTe ca AOK/IaBaHU JIEKH
CHMITTOMH HJIM JIMNICa Ha CUMIITOMH. DaTaJIHH CITYy4YaH Ha NMPeA03UpaHE C ECLHUTANONpam ca OUiH
PAAKO JOKIAABAHH, B CIyyaH Ha IPEAO3HPAHE CaMO C ECLMTAIONPaM; OONMMHCTBOTO OT CY4anTe
BK/IIOYBAT €IHOBPEMEHHO MpEAO3UpaHe ¢ ApyTH JekapcTBeHH npoayktu. Jozu mexay 400 u 8300 mg
eCLMTANIONPaM IpHeTH Oe3 APYrH JICKApCTRA, HE ca JOBENIY 10 TEXKKH CHMIITOMH.

CuMoroMu

CuMnToMyTE TNIpH JOKNaABaHHUTE Clly4ad Ha NpeJo3MpaHe ¢ eCLIMTANIONpaM BKIHOYBAT INIaBHO
CHMITTOMH, CBBp3aHH C LEHTpaJIHaTa HEPBHA cHCTEMA (OT 3aMasHOCT, TPEMOP M aXKHTHPAHOCT J10
PEIKM CAyYad Ha CEPOTOHMHOB CUHAPOM, KOHBYJICHH M KOMa), CTOMALIHO-YPEBHHUS TPAKT (rajaeHe,
MOBPBILAHE), CHPAEHHO-CHAOBATA CHCTEMA (XHNOTEH3NA, TAXHKapAHd, yab/DkaBaHe Ha Q-
MHTEPBaJa U ApUTMHSA) M HapylliaBaHe eJIeKTPOJIMTHO-CONIEBHS banaHC (XHIIOKaleMus,
XMIOHATPHEMHA ).

YnpasneHue

Hsama cnenudmied antuaor. HeoOxoaumMo e 1a ce Bb3CTaHOBAT U NOAALPAKAT AUXATETHATE ITBTHILA,
Aa c€ OCUTYPH aJIEKBaTHO KMCJIOPOZHO cHabasBaHe H pecnupaTopHa GyHKuHA. [a ce npelLieHH
HEOOXOMUMOCTTA OT M3MON3BaHE HA AKTHBEH BBITIEH H CTOMALIHA NpoMuBKa. Cnex nepopajieH npueM
Tpa0Ba fja ce HanpaBu CTOMAIHA NMPOMUBKA NIPH TEpBa BB3MOXKHOCT. [IpenopruBa ce u
MOHHTOPHpaHe Ha ChPAECYHHUTE M KUIHECHUTE NTOKA3aTEH YCNOPEAHO ¢ OOILIMTE CHMNITOMATHYHH

MOAABPIKAIIH MEPKH,

[Tpenoppunrenno e EKI' B cnyuail Ha npego3ydpane MpH NaLMEHTH CHC 3aCTOHHA ChpASYHA
HeA0CTATHMHOCT/OpagapITMHH, NPH NALKEHTH IIPHEMALIK €AHOBPEMEHHO JICKApCTBa, KOUTO
yabokasat QT uHTepBana WK NPH MalMeHTH ¢ NPOMEHHU B MeTabosM3Ma, Hamp. 4epHOAPOOHO

YBpEXKAAHE.
5. G®APMAKOJOI'NMYHH CBOUCTBA

3.1 PapMaKoAHHAMHYHM CBOHCTBa

dapMaKoTepaneBTHYHA IPYIA; aHTUACNPECAHTH, CEIEKTUBHH HHXHONTOPH Ha 00paTHOTO 3aXBallaHe
Ha ceporodrHa, ATC-koa: NO6AB10

MexaHu3bM Ha AEHCTBHE
Ecupranonpam e cenekTHBed HHXUOUTOp Ha o0paTHOTO 3axBawlaHe Ha ceporoHuHa (5-HT) ¢ BHcOK

adHHHATET KbM ITLPBUHUYHOTO MsCTO 3a cBBp3BaHe. C 1 000 meTH no-HUCHK adUHUTET TOM CBHLIO Ce
CBBP3BA C AIOCTEPHYHOTO MACTO 34 CBBP3BaHE Ha CEPOTOHHHOBHMSA TPAHCIIOPTED.

EcuwranonpaMm HaMa WM IpUTexxapa cab apuHMTeT COpsaMo peaulia peLelTopy BKIIOUHATEHO

5HT1a, § HT,, DA D, u D; peuentopu, a)-, az- - ¥ f-agpeHopencnropure, XucraMuHoBure H
peLenTopH, MyCKapHHOBHUTE XOJHHEPrH4YHH, O€H30AHA3ENNTMHOBUTE U OTTHOHHHTE peuen'mpu

{_HJLH ﬂg
HHxubupaHeTo Ha 06paTHOTO 3axBailaHe Ha 5-HT e eiMHCTBeHHUAT MeXaHHW3BM Ha ;( c—'“m.. {k\
A
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dapmMakoIUHAMHUYHY €QEKTH

B eHO ABOMHO cnAmo, raueGo-konrponnpano npoyupane ¢ EKI npu 3paByd HHAMBMAK, NpOMSHATA
B n3xoaHoto HUBO Ha QTc (Fredericia kopekuusn) ¢ 6una 4,3 ms 90% CI. 2,2,6,4) npu go3a 10 mg
aHeBHO M 10,7 ms (90% CI: 8.6,12.8) npu Hax onpeneneHara TepaneBTH4YHa Ao3a 30 mg AHEBHO (BX.
ToukH 4.3, 4.4,4.5,4.8 1 4.9).

KnnHuyHa eQeKTHBHOCT

TI'onam denpecusen enuzod

YcTaHOBEHO €, 4e ecuuTanonpaM ¢ eeKTHBEH IIPH JIeUeHHe Ha rojisM JenpecHBEH €ITH30/] B OCTpaTa
(asa B TPH OT YETHUPH ABOHHO-CIIENH, MNaLeS50-KOHTPOIUPaHH KPATKOCPOYHH (8-CCAMHUYHH)
npoyyBaHusa. B ABArocpodHO npoyyBsaHe 3a MPeAOTBPATABAHE HA pelMAMB 274 MalMeHTH, KOMTO ca
OTrOBOPIIH Ha JIEYEHHETO 110 BpeMe Ha HayanHaTa 8-ceIMUYHa (pa3a Ha IeYCHHE B YCIIOBMATA Ha
oTBOpeH onuT ¢ ecuyrratonpaM 10 wnu 20 mg/nen, ca cnyyakHo noaOpaHU Aa NPOABIKAT TepanuaTa
ChC CBILATA J103a ECLIMTANIONpaM WM ¢ riauedo 3a nepuoa no 36 ceamuuy. B ToBa npoy4eaHe npH
NauHEHTHTE, IPOABLDKIUIK Aa MTONY4aBaT ECLHTANONPAaM, C€ YCTAHOBABA 3HAYHUMO MO-ABJIBI HHTECPBAI
OT BpeMe NMpeau HaCThIBAaHE Ha PELMAMB Mpe3 cieBalliuTe 36 CeIMULIM CIIPAMO Te3H, MOTy4aBalii
nnauebo.

Coyuanno mpeeodiCHo pascmpoucmao

EcuuranonpaM e nokaza epeKTHBHOCT KaKTO NpH TPHU KpaTKOCPouHH (1 2-CeAMWYHH) MpOyUYBaHHs,
TaKa W Mpu 6-MEeCEUHO NMPOyYBaHe 3a MPELOTBPATABAHE HA PELIMJMB NPH NALIMEHTH CbC COLHAITHO
TPEBOXKHO pa3cTpoiicTBo. YeTaHOBeHa € eexTHBHOCTTa Ha 5, 10 1 20 mg ecuuranonpam npu 24-
MECEUHO NMPOYUBAHE 3a ONpPCIe/IAHE 1A 103aTa.

[enepanuzuparno mpegodicHo pa3cmpoucnieo
Ecumranonpam B 4031 10 4 20 mg/aHeBHO ¢ eeKTHREH B YETHPH OT YETHPH I11aLeb0-KOHTPOJIMpaHH

NpOy4YBaHUS.

B 0600111eHHTE JaHHH OT TPH NMPOYUBAHURA ChC CXOACH AN3aiH, BIUIIOYBAlM 421 nauueHTa,
npHeMany ecuuranonpam n 419 nanuenra, npueMain nianebo, Ha TEPANUATa Ca OTTOBOPWIN
cbOoTBETHO 47,5% 1 28,9%, a 37,1% u 20,8% choTBeTHO ca gocTHrHanu pemucus. [locroanen edekr

e O6u1 HabmonasaH oT ceamuua 1.
[MoanbpxaHe Ha epeKTUBHOCTTA Ha ecuuTanonpaM 20 mg/nHeBHO € AEMOHCTPHpaHa B 24- 1o 76-

CeIMHUYHO PaHIIOMH3HPAHO NPOYYBAHE 3a MOAAbPKAHE Ha eDEeKTHUBHOCTTA NPH 373 nanMeHTa, KOUTO
ca OTTOBOPHWIN Ha TEPaNHUATa 11pe3 MbPBOHAYAIHOTO 12-CeMUUHO JIEYEHHE NPH OTBOPEHO

[IpOYHEAHC.

ObcecusHo-KOMRYACUBHO PA3CINPOUCTMEO

[Tpy paHIOMH3HPAHO, JBOWHO-CIATIO KNMHUYMHO poy4BaHe 20 mg/neH ecuMTaIoNpaM € NoKasal
paznuka ¢ anebo no Y-BOCS o061 ckop cnea 12 ceamuuy. Caen 24 ceamuu kakto 10, Taka n 20
mg/aeH eCLUTATIONpaM JeMOHCTPHPAT NPEeUMCTBO B CpaBHEHHE ¢ nnaueo.

[IpenorBpaTaBaHeTo Ha penanc e 6rno aAeMOHCTpUpaHo 3a 10 # 20 mg/nHeBHO ecuMTAIONpPaM NPH
NMALHEHTH, KOHTO Ca pearupai Ha ecLUMTANONpaM rnpe3 16-ceAMHUHO OTKPHUTO [IPOYUBAHE M KOHTO Ca
NPOAL/DKHIHA YYACTHETO CH B 24-Ce{MUYHO PaHAOMHIUPAHO, ABOHHO CIAIO, IUTaUuedo KOHTPOIHpaHO
NpOoy4BaHe. | LT
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.2 PapMAKOKHHETUYHH CBOMCTBA

AbGcopbuus

AGcopOupaTa € NOYTH N'BbJIHA U He 3aBHCH OT NpHeMa Ha XpaHa (CpeAHO BPEMETO A0 AOCTHraHe Ha
MaKCHMAIHH KOHLIEHTPALHH (CpeaHO Tmax) € 4 uaca ciiel MHOTOKpaTHO NMpHIokeHKe). KakTo npu
paLieMHYHHA LUTAIONPaM, abcomoTHaTa OHOHAUIMYHOCT Ha €CLIMTANONPaM Ce O4aKBa Jia € OKOJIo
80%.

PasnpeneneHue
OB6embT Ha pasnpenehenne (Vas/F) cnex nepopanHo npuoxenue e okono 12 ao 26 L/kg.

CB1bp3BaHETO C IUIa3MEeHUTE NpOTeHHH € noa 80% 3a ecuuranonpam B HErOBUTE META0ONHTH.

buorpaHcgopManus

Ecuuranonpam ce MeTtabonu3upa B YepHUA Zpod 10 AEMETIWIHPaHH H QH-ASMETHIIHPAHH
metabonurd. U nBata Metabonura ca dhapMakonorndHo akTUBHK. OCBEH TOBA a30THT MOXE Ja Ce
OKMCIH 10 MeTabonnTa a3oTeH okuc. U OCHOBHOTO cheiMHEHME, ¥ METADOTUTUTE CE EKCKPETHpaT
4aCTHYHO f0oJ] hopMaTa Ha MNIOKOPOHHAH, Cliel MHOTOKPAaTHO AO3HpaHe CPeIHUTEe KOHUEHTPALMH Ha
REeMETWIHPAHHUTE H AU-IeMeTHIHpaHy MeTabonuTH ca o6ukHOBeHO 28-31% U < 5%, CBOTBETHO OT
KOHIEHTpAlIMATa Ha ecLuuTanonpaM. buorpaHchopmanusaTa Ha eCLUTANIONpaM 0 ACMETHIIHPaHNA
metabonut ce Meaunpa npeauMmHo ot CYP2C19, U3secteH npuHoc Morat Aa umat 1 CYP3A4 u

CYP2D6.

EnpnmMunupate
EitMMHHALHOHHKAT MOJYKUBOT (ti12,3) CN€l MHOTOKPATHO A03HpaHe € oKoJo 30 yaca ¥ NepopasTHHAT

rnasMeH KIHpBHC (Clorr) € oxomo 0,6 L/min. OcHoBHHMTE METabOINTH UMAT 3HAYHUTETHO NO-ABITBT
nosykusoT. CUHTa ce, Ye eCLHUTANONpaM U OCHOBHHTE METAB0IUTH C€ EMTMMHUHUPAT KaKTO pe3
yepHHs 1po0, Taka U upe3 6b0peuHTe, KaTO OCHOBHATA YacT OT A03aTa ce OTAeNs noa ¢popMara Ha
MeTabOINTH ¢ YpUHATA.

JInHedHoCT
(dapMakoKHHETHKATA ¢ MHHeapHa. CTallMOHAPDHH TU1a3MEHH HHMBA ce JOCTHIaT 3a 0KoJ1o 1 ceaMHLa.

CpenHuTe CTaLMOHAPHH IUIasMeHM KoHueHTpanuu ot S0 nmol/L (cpeaHo ot 20 no 125 nmol/L) ce
IOCTHIaT IIPH AHEeBHA n03a oT 10 mg.

[MTauueHTH B cTapyecka Bb3pacT (> 65 roaAnHK)

EcirranonpamM M3rjiexaa ce eNHMMHHKpa no-6aBHO NpH NaLMEHTH B CTapuecka Bb3pacT B CpaBHEHHE
¢ Myaau MHAUBHAU. CucteMHaTa ekcnosuuua (AUC) e ¢ okoJi0 50% mo-BHCOKA NIPH BB3PACcTHH B
CpaBHEHHME ¢ MJIaaM 3apaBy A0OpOBONIHM.

HapyieHa yepHoapoSHa ¢ yHKIIHA

[1pu nauueHTH ¢ Ieka 0 ymepeHa 4eproapodbHa HepocraTrbuHOCT (Child-Pugh knacugukaums, rpynu
A 1 B), nony-XXMBOTBT Ha ecLUTATIONPaM € OWI NPUOIH3KUTETHO ABA ITbTH NO-AbIBI, 4 €KCIIO3IUIIUATA
¢ okoso 60% no-BUCOKa, OTKOJKOTO NpH ¢cyGekTH ¢ HopMasiHa yepHOApoObHa QyHKUMA (BX. TOUKA
4.2).

‘f“-“ . .
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[Moaumopduzsm

YcTaHOBEHO e, ue cnabu Metabonuzatopu 1o oTHolueHne Ha CYP2C19 uMar aBa mbTH No-BHCOKH
[1a3MEHM KOHLEHTPALMH Ha ECLIMTATIONPAM, OTKOIKOTO MotHuTe meTabonu3aropu. He e
HabnoqaBaHa 3HAYMMA NPOMAHA B €KCITO3MLMATA MU cnabu MeTabonu3aTopH Mo OTHOLIEHHE Ha

CYP2D6 (Bxk. TouKka 4.2).

5.3 IlpenknaHHYHE JAHHH 3a OczonacHOCT

He e nposexaaHa LAiOCTHA KOHBEHIIMOHAIHA CXEMA OT MPEAKIHHHYHH MPOYUBAHUA C
eCLHTAIONPaM, Tbi KaTo 00eAMHABALNTE TOKCHKOKHHETHYHH H TOKCHKOJIOTHYHH ITPOYYBAHHA C
eCLIMTAJIONpaM M LIMTAI0NPaM, NPOBEAEHH NPH IUTBXOBE, Ca MOKasaiu cxoleH npodui. ETo 3aito
LUTaTa HHQOpMAaLHs 38 LATAJIONPaM MOXe J1a Obae eKCTpanojvpaHa KbM €CLIMTAIONPAM,

[Tpy cpaBHUTENHH TOKCHKONOrHYHU MPOYYBaAHHS C IUTbXOBE, ECLIMTAJIONPaM H LIMTANOMNpaM <a
NPEAXU3BHKATH KApAHOTOKCHYHOCT, BKIIOYUTENHO 3aCTOHHA ChpAcUHA HEAOCTATHYHOCT, CeA
MMPOBENEHO JieYeHHE B NPOAL/DKEHHE Ha HAKOIKO CEAMMIM KATO Ca M3MOJNI3BAHU O3MPOBKH, KOHTO
MpeAN3BHKBAT M 001a Tokcu4HOCT. M3rnexaa, 4ye KapAMOTOKCHYHOCTTa KOpENnpa ¢ MTMKOBUTE
IIa3MEHM KOHLIEHTPALMH, OTKOJIKOTO ¢be cUcTeMHO u3narane (AUC). I1ukopure ruasMeHu
KOHLIEHTPAlUK Ha HHBO 6¢3 edekT ca HaAXBBPIAIH (8 OBTH) Te3U, JOCTUIHATH NPH KIMHUYHA
ynotpeba, nokaro AUC 3a ecuuranonpam e 6wia camo 3 10 4 MbTH NO-BUCOKA OT H3AraHeTo,
IOCTHTHATO IMPH KIHHUUHO M3noaBaHe. 3a urranonpaM AUC- cTofiHOCTHTE 32 S-eHaHTHOMEpa Ca
6w 6 10 7 MBTH NO-BUCOKH OT H3JIAraHeTo, JOCTHIHATO NPY KAMHHYHO W3nonssaHe. Haxoakure ca
Haif-BepOATHO CBBP3aHH C NpeKaneHo BIHAHHE BhpXY OHOreHHHTE aMHHH, T.€. BTOPUYHO Ha |
MsPBHYHATE dapMakonordiid eekrH, KoeTo 00ycaBa XeMOAHAMHUHH e(heKTH (peAyLIHpaHe Ha
KOPOHAPHHs KPHBOTOK) M HCXeMHA. TOUHMAT MEXaHU3BM Ha KapAHOTOKCHYHOCT MPH ILTbXOBE 00aue
He € saceH. KUTHHHYHHAT ONWT ¢ LMTANIONPAaM M OIIMTHT OT KIMHHUUHHU OPOYUBaHMA C €CLMTAIONPAM He

NnoxKaipa, Y€ Te3H HaX0JdKH UMAT HAKAKBA KJIMHHUYHA BPbh3Ka.

[Tpu npoBexXaaHe Ha JIeUeHHE 3a NMO-ABJATH NEPHOJH C eCLIUTANIONPAaM M LIMTaAoNpaM € Hab/ioaBaHo
NOBHUIEHO ChBPXKAHHE Ha (ocONHNHAM B HAKOH ThKaHK KaTo G apol, enuauaNM H UepeH Apob
Ha TUTbXoBe. HaxoAKHUTe 3a eMUANAUM H 4epeH Apob ca HaboaaBaHK NpH U3naraHe CXOAHO € TOBA Y
yoeek. EdpexTsT € 06paThM crie npekpatsasaHe Ha nedeHueTo. [1pu xkxuBoTHY € HabmofaBaHo
HaTpynBaHe Ha dochomunuau (pocdonunugosa) npH ynorpebara Ha peaHLia KATHOHHUA aMPUPHITHH
MeanKaMeHTH. He e n3BecTHO nanu To3u peHOoMEH ce Habito/1asa M 1pH Xopa.

6. ©OAPMAIEBTUYHHU JAHHU

6.1 Cnrchk HA DIOMOINIHHTE BelleCTBA

Cwpyesuna na mabremxama

JlakTo3a MOHOXHApAT

Konoupnen 6e3B0eH CUIHIIUCB JHOKCHA
KpockapaMenosa HaTpHUH

Kapmenosa

[Tponunranar

Tank

MarseaueB creapar

Obsuska AN AN
Xunpomenosa 6¢P (E 464) B I
Twranos nuokcHa (E 171) ' y
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Maxkporon (PEG 400)

6.2 HechBMECTAMOCTH

Henpunoxumo.

6.3 Cpox Ha rogHocT

3 roAMHA

6.4 CnenHajiHe YCJIOBHA HA ChbXPAHEHHE
He n3uckea crieliHaIHH YCJIOBUA HA ChXpaHeHHe,

6.5 Bua u cpaALpKAnNE HA ONIAKOBKATA

Ecuurakon 10 mg dunMupaHy TabneTku ce goctass 8 Al/Al baucrepy, cpabpxamy 28 wiu 30

TRSJIGTKH, nocTaBCHH B KAPTOHCHA KYTHA € JIIICTOBKA.

He BcHuku BUIOBE OMAKOBKMA MOraT Xa ObJaT IMyCHATH HA nasapa.
6.6 Chnenrajanu npeAna3Hd MEPKH PR H3XBLPJsIHE H paboTa

Hama cneunanHd M3HCKBaHuUA.

7. INPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

OAPMAKOHC ALl

oyn. ,Jlefio K. SIBopos® Ne 44, er.1
Codpua 1164

buarapus

8. HOMEP(A) HA PA3SPEIIEHHUETO 3A YIIOTPEBA

Per., No: 20200220

9, ',LI,ATA HA ITBPBO PA3PEIIIABAHENIOJHOBABAHE HA PABPENIEHHETO 3A

YIIOTPEBA

Jata Ha mepBO paspetuasane: 24.11.2020
ata Ha moCAeAHO NMOAHOBABAHE:!

10. JATA HA AKTYAJIUSUPAHE HA TEKCTA

10/2025
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