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1.  VIME HA JEKAPCTBEHUS IIPOIXYKT

CIPRALEX 5 mg dumvupasu TabieTku
CIPRALEX 10 mg dumvupasu TabneTxu
CIPRALEX 15 mg ¢pmimMupany 1a0eTKu
CIPRALEX 20 mg dunmupany rabneTku

2. KAYECTBEH 1 KOJIMYECTBEH CHCTAB

Cipralex 5 mg: Bcgxa Tabnerka chabpika 5 mg ecrpranonpam (mon popmara Ha OKCaJIar)

Cipralex 10 mg: Bcaxa Tabinerka ceabpika 10 mg ecumranonpam (non ¢popMmara Ha OKcaiar)
Cipralex 15 mg: Bcaka tabnerxa cpaspxa 15 mg ecuuranonpaM (niox ¢popmara Ha OKCANAT)
Cipralex 20 mg: Bcaxa Tabnerka cpaspxka 20 mg ecrygrranonpam (non ¢popmara Ha OKCAaT)

3a MBEIHBA CIHECHK Ha MOMOIIHUTE BEHISCTBa, B3K, Touka 6.1.

3. JIEKAPCTBEHA ©®OPMA
Dumvupasa Tabnerka.

Cipralex 5 mg: Kpwriua, 6sana ¢unvepana tabnerka ¢ obosnauenne “EK” or exnara cipana.
Cipralex 10 mg: Opanna, 6sia, ¢ AeIUTENHA depTa QpHaMizpaHa Tabnerka ¢ oboznauenue “E” u
“L” oT mBeTE CTpaHM HA JeNHTENHAaTa YepTa OT efHara CTpaHa Ha Ta0jeTKara.

Cipralex 15 mg: Opanna, 64a, ¢ AenuTeiHa depTa puinMiipada Tabnerka ¢ o0oznaucHue “E
“M?” OT ABeTe CTPAHHU HA JEIMTENHATA 9EPTa OT €HaTa CTpaHa Ha TableTKara.

Cipralex 20 mg: Osainna, 6s1a, ¢ genutenna yepra puimvupasa tTadnerka ¢ 06o3uauenue “E” u

“N” o1 JBETE CTpaHy Ha HENUTENlHATa YepTa OT eIHATa CTpaHa Ha TaldneTkara.

Ed
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Tabnerkute ot 10, 15 u 20 mg Morat na OpmaT pasaencHy Ha ABE PABHU IIOJIOBUHY.

4, KIHHWYHH JAHHHU

4.1  TepaneBTUYHM NIOKA3aHUA

Jleuenue Ha roJisiM ACpeCcUBEH SIH30M.

Jledyenre Ha TAHHIECKO Pa3CTPOMCTBO ¢ WM Oe3 aropadobus.
Jleyernne Ha conuanso TPEBOXKHO Pa3CTPOUCTBO (coluanta Godus).
JIeueHne Ha TeHEPATM3HUPaH0 TPEBOKHO Pa3CTPOUCTBO.

Jledenre ga 00CECHBHO-KOMIIYJICUBHO Pa3CcTPOMCTRO.

4,2  Jlo3upoBKAa U HAYHH HA NPUIOKECHHE

bezonacHoctTa B JHEeBHH 034 Hax 20 mg HC € YOTAHOBCHA.




Cipralex ce ripuyara xato eFHOKpaTHa AHEBHA 1034 M MOXKE J1a ce IIpreMa Oe3 ormnes mpueMa Ha
XpaHa.

I o5igM AEeTIPECUBEH SHU30K

OO0unyaiinara no3a ¢ 10 mg efHOXpaTHO AHEBHO. B 3aBHCHMOCT OT HHAUBUAYAIHHUA OTTOBOD Ha
HanKieHTa, A03aTa MoXke Ja ObJie yBelndeHa MakcuManso go 20 mg JHeBHo.

ObuxHOBEHO ca HeobxoauMHU 2-4 ceMuIU 3a [IOCTUraHe Ha aHTHAeNpecuBHud edekT. Cnexn
OBJIafisBaHE Ha CUMIITOMUTE CE HaJlara JICYCHUE B IMPONBIKSHUE Ha TIOHE 6 Mecena 3a
cTaOMIN3UpaHe Ha HOCTHTHATHS TEPANEBTHUEH PEe3yIITaT.,

ITanngeckQ pa3cTPOUCTBO ¢ M 0¢3 aropadodusg

IIpe3 nvpBara ceaMUAIA Ce NPENophUBa SAHOKpATHA JHEBHA 4034 OT 5 mg, KOSTO CIe] TOBA Jia
O0pae yeenudesa Ha 10 mg auerso. Jo3ara Moxe na Opa¢ AOMBIHHTENIHO YBEIHUEHA JI0
MaxkcuMaiHo 20 mg JHEBHO B 3aBHCUMOCT 0T HHIUBUYANHES TSPACBTHYCH OTTOBOP HA
HafAcHTA.

Maxkcumansa e)eKTHBHOCT Ce IIOCTUTA cliel OK0I0 3 Mecena. JICUeHHETO NPoABIKABa HAKONKO
Mecella.

ConnanHo TPEROXHO Pa3CTPOHUCTBO

Obuyaiinara gos3a € 10 mg exnokparso qaeBr0. OOGHKHOBSHO ¢a HeobxoauMu 2-4 CeOMMUH 32
IIa ce MocTHrage o0JieKyaBaHe Ha cuMirromurte. JlozaTa Moxke na Obpae DOUBIHUTEIIHO BaMalleHa
710 S mg UK yBeIHUYeHa Jo MakcuManuao 20 mg JHEBHO B 3aBHCHMOCT OT MHAHUBHIY ATHHSA
TEPAIICBTHYCH OTTOBOP Ha ITAllUCHTA.

Conuanao TpeBOKHO pa3CTPOHCTBO € 3a00iaBaHe ¢ XpOHHYIHO MMPOTHYAHE H CE IIPerophIBa
JICYCHHE B IPOABIDKeHuE Ha 12 ceqMUITH 3a cTabmin3upane Ha pesyaTtara. OTroBOpsT Ha
IBITOCPOYHO JICUCHHE € IPOYYBAH B IIPOABIDKEHHE Ha 6 Mecella M MOXKE Jla Ce CUHTa,
OCHOBABAlKH C€ Ha HHAUBUAYAIHATE CHy4Yau, Ue BOJU A0 IIPEAOTBpaTsIBaHe Ha PEIHUIUB;
HOJI3UTE OT JICUEHHETO TpsiOBa a ObAaT IpeoneHIBaHU Ha IIOCTOSHHY HHTEPBAIIH.

Conuaino TpeBOXXHO pasCTpoiCcTBO € HoOpe NedHHNpad JUarHOCTHYCH TEPMUH 38 CIICIIHQHIHO
Pa3CTPOMCTBO, KOETO HE TpAOBa Ha ¢¢ OBpKa ¢ NPEeKOMEPHA CpaMEXIMBOCT. QapMakoTepanusiTa
¢ MOKa3aHa CcaMoO, KOTATO PasCTpOUCTBOTO CMYIHABa 3HAYMMO Ipo(ecuoHanygara iu conuanga
HEeHHOCT.

McTOTO Ha JICICHHETO B CPABHEHKE ¢ KOTHUTUBHATA JIOBEACHYECKA Tepalusd He € OLICHABAaHO.
DapMakoTepan#ATa € yacT 0T 00m@ara TepaieBTHYHA CTpaTerusl.

I 'eHepaIn3HpaHo TPEBOXKHO Pa3sCTPONCTRO
IepBonavansara no3a e 10 mg ensoxparHo AHERHO. B 3aBUCHMOCT OT HHAUBHUAYATHHSI OTCOBOPD

Ha HalHEeHTa, A03aTa MOXKe Aa 0pJlie yBennyeHa MakcuManiio no 20 mg AHeBHO.

Orr OBOPSBT Ha ABJINOCPOUYHOTO JICUHCHHUC € [IPOYYBaH B IIPOABJKCHHUC IIOHC Ha 6 Mecena IIpH

b T g,

manuenTH, npuemamu 20 mg/nen. Ion3ure oT 1eyeHueTo u Ao3ara TpsoOBa ,ug 6’5;(:atr
IIpeolteHsIBaHH Ha IIOCTOSHHM HHTepBaiu (BXX. Touka J.1).




O0CcecUBHO-KOMITYJICHBHO Pa3CTPONACTBO
IIspBonavanaara xo3a e 10 mg egHOKpaTHO AHEBHO. B 3aBHCHMOCT OT UHIUBHIY AJIHIA OTTOBOP
Ha HalueHTa, 103aTa Moxke Ja Oble yRelndeHa MakcuManuo o 20 mg 1HEBHO.

Tsit xato OKP e 3abongasane ¢ XpOHHYHO NIPOTHYAHE, JICUCHUETO HA MallUECHTUTE TPA0OBA 12
NPOXBIKY NOCTATHYHO IIPOABIDKATENHO BpEME J0 H3Ue3BaHe Ha CHMIITOMHTE,

Ilonmsure OT jiewenuero U xo3ara Tpsadsa ga ObpHAT NPeOLCHSBAHH Ha IIOCTOAHHE HHTEpPBAIH (BX.
Touka 5.1).

Crapuecka Bp3pacT (> 65 roousy)

Ha ce uma npeasu HaganHo JISYeHUe C IIOJIOBUHATA 0T 00MYAiHO IIpenoprYBataTa 03a H IIo-
HUCKa MakCUMalaa f03a (BXK. Touka 5.2).

EdexrusHocTTa Ha Cipralex Ipu COIIUaIHO TPEBOXKHO pa3CTPOHCTIBO HE € HPOYYESHA IIPH
INalUCHTH B CTapyecKka Bh3pacT.

Hena v roromu (< 18 roauun)
Cipralex He Tpsa0Ba Ja c€ M3II0J3Ba IPH JICYCHUETO HA JAela U IOHOWN Ha BB3pacT mox 18
roguay (BXK. Touxa 4.4).

Hamanena 060peuna dvaxms

IIpu nanpeHTH ¢ IeKa J0 yMepeHa CTeiieH Ha 6p0peuna HEAOCTATHIHOCT HE CE Hallara KOpeKIus
Ha Jio3ata. M3uCKBa ¢¢ MOBHINECHO BHUMAHHKE IPH HANUEHTH C TEXKO YBpeAcHa Ob0pedna
bysxumsa (CLcr mo-mMansk oT 30 ml/min) (Bx. Touka 5.2).

HamaneHa yepHonpotna byaKIus

IIpenopsysa ce HaganHa [103a OT 5 mg JAHEBHO IPE3 HBPBUTE ABE CEAMUIY OT JISUSHUETO IpU
HaUEHTH C JIEKa J0 yMEpPEHa CTeieH Ha YepHogpoOHa HENOCTATHYHOCT, B 3aBHCUMOCT OT
MHIUBHU Y AHUS TepaneBTHIeH OTTOBOP, Ho3aTa Moxe ra 6bpae ypenudeHa 10 10 mg maeBHO.
[IperopryBa ce MOBULICHO BHUMaHHEe B 0COOCHO BHHMATENHO THTPUPaHEe Ha N03ata Ipu
HAITHEHTH ¢ TEXKO YBpeAeHa YepHoipoOHa (QyHKIHS (B)K. To9Ka 5.2).

Cnabu merabonmsaropn Ha CYP2C19

IIpu naumenTH, 3a KOUTO € H3BECTHO, ue ca cinadn Metabonusaropu Ha CYP2C19 ce
IIpEenOpRYBa HavyanmHa 1034 OT 5 mg THCBHO NPE3 IBPBUTE ABE CEAMULIM OT JCYCHUETO. B
3aBHCHUMOCT OT MHIHUBHAYaIHKA TePaeBTHYCH OTIOBOP, A03aTa Moxe fla O0bA¢ yBenndera xo 10
mg ABEBHO. (BX, ToUKa 5.2).

CuMIITOMH Ha OTHEMAHE, BAONIONABAHY [IPY IIPEKPATIRAHE HA JICYEHUETO

TpsabBa ga ce nu30arBa BHEE3aANMHO IIpeKpaTIBane Ha Ne4cHueTo. Ilpu npexpatsiBane Ha JICUEHHETO
C €CIIUTAJIONPAM, 03aTa cliefBa Ja 05 IOCTEIICHHO HaManaBaHa B IPOABIDKEHUE Ha TIOHE
€HHA 0 JIBE CEAMMUIMH C HEN Ja ¢e HaMaJid PHCKA OT CUMIITOME HA OTHEMAHE. (BX. Touka 4.4 u
4.8). B ciyuait 5a Bp3HUKBaHE HA HEIIPUEMIINBA CUMIITOMH CICH HAMAJIIBAHE Ha N103aTa WU
IPEeKHCBAHE Ha JICYSHUETO, MOXKE JIa ce OOMUCIIM BB30OHOBABaHE HA IPHEMa Ha IIpeay TOBa
NpenIucanara fo3a. B moclieqcrBue Jekapst 04 MOI'BA a IPOABIKY HAMAJSIBaHEeTO Ha J03aTa,
HO IO-TIOCTEHEHHO.

4.3 lIpormeonokazasEnd

CBP’EX‘I}’BCTBHTGHHOCT KbM CCIUTAUIOPpaM HIIH HAKOC OT IIOMOIIIHKHT



EHOBPEMEHHO JIEYeHHE ¢ HECEHEKTHBHH, HEOOpaTMU MHXUONTOPH Ha MOHOAMHUHOOKCHIa3aTa
(MAO-uaxuGUTOpH) € MPOTHBOXIOKA3AHO MOPAJIH PUCK OT CEPOTOHHHOB CUHAPOM ¢
AKUTHPAHOCT, TPEMOP, XUNEpTepMuL U Ap. (BXX. Toyka 4.3)

KoMbuHApaHeTo Ha ecuuTanonpam ¢ obpamumu MAO-A uaxuburopu (HanpriMep
MOKIIOO0eMuEN) Unu o6pamumus necerekmuser MAQO-HHXHONTOD NTUHE30IUE € HPOTHBOIIOKA3aHO
IIOpaay PHECK OT OTKIIOUBAHE HAa CEPOTOHUHOB CHHAPOM (BX. TOoYKa 4.5)

44  Cpoenmaguu XpeayipexacHius ¥ NpeaazHu MEPKH Npu ynorpeda

Crenpure CIIeIMaIHE NpeNyIpeXKACHUS K NPeia3H MEPKY ce OTHACIT JO TepaneBTUIHH
xiac CHUOIIC (Cenexturau Muxubutopu sa O6patraoTo Iloemane Ha CepoToHuHA).

Yroorpeba npy Aena ¥ YOHOINM Ha Bh3pact noxd 18 roauHy

Cipralex ne TpsiOBa ga 0BA€ U3I0I3BAH IIPH JIEIEHUETO Ha JeNA U IOHOINK Ha BE3pacT 107, 18
roguay. CyunuaHo noBeneHue (CYUIIHAHN ONMUTH ¥ CYHIMIRK MUCIN) U BpaxieOHOCT
(mpeobiianasanio arpecus, NpOTHBONOCTABIHE U THAB) ca OMiH 110-4ecTo Habinonasany Ipu
KIHHIYHA IIPOYUYBAaHHA CPEJ AeHa K I0BOINY, JIEKYBAHU C aHTUXEIIPECAaHTH B CPABHEHUE C
TAKUBa, IpHEeMaiH nanedo. AKO OCHOBABAWKY € Ha KIIMHUYHA HeOOXOMUMOCT, BEIIPEKU
BCHUKO CE B3eME pellicHUE 3a JISUeHHe, MalueHThT TpsOBa Aa 6phe BHEMATCIIHO MOHUTOpHpaH
3a [10s5Ba HAa CYUITMAHE CUMITOMU. B JonbiHeHNE, JUIICBAT ABNIOCPOYHY HAaHHY 38
Oe€30m1acHOCTTAa IIpH ACTa ¥ YOHONIH, KACacIll pacTexa, Ch3PSIBaHeTO, KOTHUTUBHOTO U
IOBEJICHYECKOTO pa3BUTHE.

ITapagokcanHa TPEBOKHOCT

[Ipy HAKOM MALMEHTH C MAaHHICCKO PA3CTPOMCTBO MOXKE Ja ce HaOIII0AABAa 3acCHIBaHe Ha
TPEBOKHOCTTA B HAYAIIOTO HA JIEYeHHETO ¢ aHTHACIIpecalTH. Ta3u nmapaqoKcaliHa peaKiiys
OOHKHOBECHO OT3BYYaBa B IIPOOBIDKEHUE Ha OKOJIO JBE CEAMMUITH IIPH IPOBEXIAHE HA
NPOABIDKUTENIHO NeveHue. IIpenoprusa ce HICKA HaYailHa 1034 ¢ Hell Ia CE HaMaili
BEPOATHOCTTA OT aHKCHOTeHeH e(exT (Bx. Touxa 4.2).

I"spaoBe

[IpueMbT Ha TEKapCTBEHUS IIPOAYKT CIISHBA Jia ce IPEKPAaTH IIPK BCEKH ITAUMEHT, IIPU KOUTO ce
rrosBsaBaT rep49oBe. CHOIIC Tpsadsa ja ce n30ArBar Mpy NanieHTd ¢ HecTabUITHa SIIUNeIicus, a
NAAEHTHTE ¢ KORTPOJIMpaHa enuiiencus Ja 0p1aT BHUMATEIHO IpocneasBas. [IpueMsT Ha
CHOIIC cnesBa ce mpexpaty, ako IPUIaAbIUTe 3a4ecTaBar,

Manusg
CHOIIC cnenpa ya ce H3MOA3BAT BHUMATENHO NPY NANUEHTH ¢ JAHHY 32 MaHUs/XUITOMAHUS.
ITpuemst Ha CUOIIC cnenBa na ce npexpaTy IpH BCEKU HAIIMEHT IpeMUHAN B MaHUiHa (aza.

Jhiaber

ITpu manmuenTH cTpanamy oT Auader, neuenuero ¢sec CHOIIC Moxe ma poMenn KOHTpoa
BEPXY KPhBHATA 3aXap (XUNOIMUKEMUS WA XUIEprinKeMud), Moxe Aa ce HANOXU KOPEeKIHS Ha
WHCYJIMHA U/HAIH NepopanHBTe XUIOIIMKEMIYHN CPEACTBa.

CamoyOUHACTBO/CYHITHHY MUCIIH MM KIWHEYHO BIOINIABAHE &_\‘ e o
HernpecHsra € cBbp3ana ¢ IOBMIIEH PUCK OT CYHUMAHM MUCHH, caMOHapm(gﬁB EH TN 'ip"
camMoyOuHcTBO (CEOUTHS, CBBP3aHM ChC CaMOyOnuHcTBO). 1031 pHCK G'E#ILE{CTB}!Ba”HO* 1{5)
Ha 3Ha4YKMa peMucHs. Thi KaTo HOXOOpeHue MOXKE Ja HE HACThIK HP&R 5 ;me HAK %g7oq
s
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CeIMHALIH HJIH IIOBEUYE OT HAYaoTO Ha JISYEHHETO, HallueHTHATE Tp40Ba Ja 654aT IO CTPOro

HaOmoAeHne Ao nosgsara My. KIMHUYHAST OIUT COYH, Y€ PUCKBT OT caMOyOHIICTBO MOXKE Fia
HapacHe IIpe3 paHHUTe €TAlld Ha BHE3CTAHOBUTETIHEA TIEPHOI,

Apyeu ncuxuunu 3a6onaseanus npu xoumo Cipralex ce npednucea, cvuyo mozam 0a 6voam
COBLP3IAHU C NOGUULEH PUCK Om CbOumus, cevp3anu cve camoybuiicmeo. Oceen masa mesu
zabonasanus mozam 0a 6v0am cviemanu ¢ 204M0 Oenpecuero pazcmpoticmso. Ilpu nevenue
Ha nayuenmu ¢ Opy2u nCUXuyHy Hapyuenus mpsabea da 6voam coORI00asanu Cotytime
NpeonasHu MepKy, KaQKmo Npu Jeyerue Ha nayueHmuy ¢ 201M0 0enpecuero pascmpoucmeo.

VI3BeCTHO €, e NAlUeHTH ¢ agaMHe3a 3a CH0UTHS, CBEP3asl ChC CAMOYOHHCTBO, HIIH
IOKa3Bally B 3HAYUTENIHA CTETICH CYULIMAHN HACAUM, IIPENU 3all0UBaHe Ha JICUCHHUETO, Ca
W3JI0KEHE Ha ITI0-BUCOK PACK OT CYMUMIHA MICIH AU OIMATH 3a caMOyOuiicTBo u TpsOBa Ja
OpaT BHUMATSIIHO HAOMOAaBaHU IO BpeMeE Ha JIeYeHHeTo. Mera-aHallus3 Ha Imianedo-
KOHTPOIHpaHy XNHHUIHH M3NUTBAHKEI Ha aHTUACIPECAHTH IIpY BB3PACTHH HALMEHTH C
ICHXWYHH pa3CTpOMCTBA HOKA3Ba IIOBUINCH PUCK OT CYHIIMAHO HOBEACHME IPU NallHEHTH 10
25-roAIIHA Bh3PAacT, JISKYBaHU ¢ aHTHACIIPECAHTH B CpaBHEHUE ¢ Iu1anebo. JlekapcTeeHnara
Tepanus Tpsabsa a ¢ce CEIBTCTBA CHC CTPOro HabMIOACHHE Ha NAHEHTHTE, B YaCTHOCT Ha TE3H,
KOUTO Ca U3JIOXEHU Ha BUCOK PUCK, 0COOEHO B HAYANHUTE €Talld Ha JICYSHUETO U CIIeN IIPOMEHU
B go3ute. IlanpreHTrTe (M IIONaTamMTe FPHXKY 32 TIX) TpaOBa Aa O0B1aT IIpeyIpeli€HH OTHOCHO
Heo0X0IUMOCTTa OT HAOIOKCHHUE 3@ BCEKH TIPU3HAK Ha KIMHUYHO BIIOMIABAHE, CYUIUIHO
HOBCACHME MIH MUCIIM ¥ HeoOHyIaliHy IPOMEHH B MOBEHEHUETO, KAKTO 1 1a MOTHPCAT He3abaBHO
KOHCYHATalHsl ¢ JIeKap, ako TaKkHBa CEMITOMY CBIIECTBYBAT.

AKaTH3US/TICHXOMOTODHO 0e31T0K0HCTBO

Yrorpebata na CUOIIC/CHPU ce ¢cBBp3Ba C pa3BHBAHETO Ha aKATH3US, XapaKTepU3Upala ce
CHC CYOSKTHBHO HEIPUATHO HIIM MBYMTEHO HECIIOKOKCTBUE H HEOOXOAHMOCT OT YECTO
ABHOKEHNE, CBIPOBOJACHA ¢ HEBB3MOXHOCTTA JIa C€ CEAM MM Ja ¢€ CTOMU HeIIOABMXXHO, ToBa €
Hali-BEPOSTHO Ia C€ IOABU IIpe3 IBPBUTIEC HAKOIKO CCOMUIM OT Nedenuero. [lpu nanuenTH,
KOHTO PasBHAT T€3W CUMIITOMH, YBESIIMICHUETO Ha K03aTa O MO0 Ja Ob/e BpEIHO.

XHUMOHATPUEMHU A

3a XunoHaTpHeMHs, BEPOATHO ABIKAA ¢ce Ha HeaXeKBaTHA CEKpELUsl Ha aHTHAY PETHYCH
XOPMOH, ce cro0niara psiziko npu yrnorpedara sza CUOIIC 1 obuxkgoBEHO H34Ye3Ba IpH
[IpeKpaTsiBaHe Ha Tepanusara. M3uckea ce moBHHIEHO BHUMAaHUE P PUCKOBH ITalfeHTH, KaTo
HapHUMeED IAlMSHTH B HallpeHAasa Bb3pacT, NAlHUEHTH ¢ YepHOApOoOHa IIHpO3a HIIH Nai{HeHTH,
KOHTO Ca JIEKYBAHH €FHOBPEMCHHO C JEKAPCTBEHY NPOAYKTH, 32 KOUTO € U3BECTHO, Y€
NPEeAN3BAKBAT XHIOHATPHEMIASL.

KpEBOU3IHMBH
HimMa cH0o0meHns 32 KOXKHE XeMOparnyHy HapyImeHns KaTo HalpUMeEp €KXUMO3HU U Iypnypa IpH
ynotpebara na CHOIIC. Ilpenoprysa ce TOBUIIEHO BHUMAHNE IIPY HAIUEHTH, KOUTO TIpHEMar
CHUOIIC ocobeno npu eAHOBpeMeHHA yiioTpeda ¢ epopalHi aHTUKOaryJIadTH, ¢ APYry
JEKApPCTBEHHN MPOAYKTH, 3a KOWTO € M3BECTHO, Ue HapymasaT TpOMOOIUTHENTE QYHKIMH (Hamp.
ATUIIAYHN HEBPOJIEITUIIN B QESHOTHAZHHH, IIOBSYETO TPHUITNKITHYHI AHTHTCTPECHTY
aneTHIICATHITIIIOBA KHCENIUHA M HECTEPOUAHY MPOTHBOBH3INATUTEIIHY HE:KapG'TBeHH npg'
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Knusuyansat onut NpH easopemMerHo npunoxkenue Ha CUOILIC n EKT e orparuyesn, mopagu
KOeTQ Ce MIPEHophyBka IOBUINCHO BHUMaHHE.

CepoTOHHHOB CHHAPOM

IIpenopprunTeHO € INOBULICHO BHUMAHME NIPH YCIIOPENHOTO HPUIAraHe Ha €CIUTAIONPAM C
HeKapCTBeHH NIPOAYKTH, KOUTO EMAT CEPOTOHHHEPTHYHMA e(PEeKTH KaTO CyMaTPUNTAaH U ApyIrH
TPUHOTaHK, TPaMaIoji ¥ TPUNTOMaH.

B penxu ciydau ce ¢hoO1IaBa 3a CEPOTOHMHOB CHHAPOM IIpH HalliesT Ty, u3noi3ysatay CHOLIC
YCIIOPERHO CBC CEPOTOHUHEPTHYHY JIEKAPCTBCHH IIPOXYKTH. KOMOMHAIINS OT CUMTOMH KaTo
HECTIOKOHCTBHE, TPEMOP, MHOKJIOHYC U XUIICPTEPMUS ca MOKA3ATEHH 3a Pa3BUTHETO Ha TOBRA
ChCTOSIHHE. AKO TOBa BB3HUKHE, ieueHueTo ¢cbc CUOIIC u cepoTroHUHEprIYHus JIEKapCTBEH
HPOAYKT, TpaOBa Aa ce IpeKpaTd He3adaBHOo U Jia ¢E 3am0oUHE CUMIITOMATIIHO JICUCHUE.

ABIT KAHTAPHOH
EnpnoBpeMennara yrorpeda Ha CUOIIC u 6unkoBr NPOAYKTH, ChIABPXKAINH XBAT KAHTAPHOH

(Hypericum perforatum) MOKe Aa IIpSAU3BUKA IIOBHIIABAHE 9eCTOTATA Ha HEXXCIIAaHU
JICKapCTBEHHU peaKIini. (BXK. Touka 4.5).

CrEMOTOMY Ha OTHEMaHe, HaOIoNABAHY MTPH DPEKpATIBaHe Ha JICUSHUETO

CrMIITOMHATE Ha OTHEMAHE IIPH CIUpaHe Ha JISYCHUETO ¢a IeCTO CPENIany, 0CODEHO B CIyyauTe
Ha BHE3aLHO IIPeKBCBaBe (BK. Touka 4.8). Ilpn KTHHUYHUTE HPOyIBAHK HEXKCIAaHUTE
JICKapCTBEHH peaKllvi, HabmoaBaHy IIpH IPEeKhCBAHE Ha JICUCHUETO ¢a peruCIpupati
npubmasuTento upy 25% OoT magueHTHTE, JEKYBaHHU ¢ ecipTanonpaM U npu 15% ot
HAUEHTHTE, [IpUEeMAalIi I11aieoo.

PHCKET OT nosiBa Ha CMMITTOMH Ha OTHeMaHe 01 MOTI'BJI Jia 3aBHUCH OT HSKONKO (paxropa,
BKIIFOMMTEIHO MPOABIDKITEIHOCTTA B J03aTa Ha JICYEHUe, KAaKTO ¥ TeMIIOTO Ha pelylupane Ha
103aTa. 3aMasgHOoCT, CEH30PHH HApYIWIEHH] (BKITIOUNTENHO HapecTe3ud U YCEIlaHe 3a yaap Ot
EIEKTPUYeCKH TOK), CMYIICHHUS Ha ChHA (BKMIOYUTENHO Oe3chuue U IPEKOMEPHO CHHYBAHE),
AXKAUTAPAHOCT UK Oe3MOKOHCTRBO, TaACHEe W/UIH MOBPRINaHe, TpEMOP, OOBPKaHOCT, IIOTEHE,
rJ1aBoOoIIne, JUapus, HANTaIliN, EMOLHOHAIHA HECTAOUIIHOCT, Pa3dpasHUuTE/IHOCT ¥ BU3yaIH|
pa3CTPOMCTRA Ca HAll-4eCTO JOKIaBaHuTe peakiuy, OONKHOBEHO TE3H CHMIITOMU Ca JISKU 10
YMEPEHH, HO BBIPEKH TOBA IIPH HAKOH IAMEHTH Te Ouxa MOrnH Aa OBbaar TeXKKU IO XapakTep.
Te3n cumnroMmu oOMYaHO HACTHIIBAT B paMKHTE Ha HBPBUTE HAKOJIKO JHU ClIe[ IPEKECBaHe Ha
TIEYeHUETO, HO CHIMECTBYBAT U PEOKY TOKIIAAN 3a MONOOHH CHMITOMHU IIpy ITAITHEHTH, KOUTO I10
HEBHUMAaHHE Ca IIPOILYCHANY 034,

Hali-00110 Te3n cMMIOTOMU ca ChC CaMO3aTHXBALL XapaKkTep ¥ OOMKHOBEHO OT3BYYABAT B
PaMKUTE Ha JIBE CEAMHMIY, HO B HAKOU CIydad T€ MOXe Aa ObaT I0-IPOABIDKATEIHHA (2-3
meceria uing nosede). ClenoBaTeHo c€ IpenopbhyBa ECIUTANONpaM Ja O5ie TOCTEMeHHO
HaMaJIsIBaH NpH IPEKHCBAHE Ha JIEYESHUETO 34 IIEPUOJ OT HAKOJIKO CEAMUITN UK MECELH, B
3aBACHMOCT OT BYAQIUATE Ha nanpeHrta (Bx. “CHMOTOMY Ha OTHEMAHE, HabMOLaBaHH MpU
IpeKpaTsaBade Ha JeueHuero”, Touxa 4.2).

Koponapsa 6oject
IIopany orpaHu4eH KIWHHYCH ONHUT, CE IIPEIIOPHYBA MOBUIIICHO BHUMAHUE IIPHU NallHEHTH C
KOpOoHapHa 0oyiecT Ha ChpHeTo (BX. Touka 5.3). e
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4.5 B3auMogeHcTBHE C JPYrd JIEKAPCTBEHU MPOTYKTHE M APYIrH
B3aHMONCHCTBHE
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MapMakoXUHAMHYHM B3aUMOJAeHCTBUA

IIpoTHBONOKA3AHN KOMOUHAITHN:

Heobpamumu necenexmusru MAQO unxubumopu

Vnva cro0mmenns 3a CEpHO3HN peakuui Ipu nanuesty, mpreManu CHOLIC B komOunamis ¢
HECEIEKTHBEH, HeoOpaTuM MoHOaMUHOOKcHAa3eH HHXHOuTOp (MAO-uHXHOHTOP), KaKTo B IpH
nanpuenTH Hackopo npekparuny npuema ga CUOIIC u 3agoynanu neverue ¢ Takusa MAO-
paxubHTopy (BX. TouKa 4.3). B HAKOHU OT clIyyauTe HaueHTsT € Pa3BUJ CEPOTOHUHOB CHHAPOM
(BK. TouKa 4.8).

Ecnuranonpam € NpOTHBONOKA3aH B KOMOHUHALIMS C HECEIeKTUBHMY, HeobpatuMu MAO-
HHXUOUTOpH. JIeUCHUETO C eCLUTANIONpaM clieiBa A 3amoune 14 JHU Clen IpeKpaTssamne
ripueMa Ha HeoOpatumu MAQ-uaxubutopu. Jlewenne ¢ HecenekTUBEE, Heobparumu MAO-
HHXUOUTOPH MOXKE J1a 3al04He Hali-paso7 JHH cliel IpeKparsBaHe apueMa Ha eCIRTaIONPaM.

Obpamunm, cenexmugen MAO-A unxubumop (moxnobemuo)

Ilopanu pucKa 0T CEpOTOHHHOB CUHAPOM, KOMOHHNpAaHeTO Ha ecnuranonpaM ¢ MAO-A
WHXUOHTOP KaT0 MOKIIOOEMU ) € HpOTHBOIIOKa3aHO (BXx. Touka 4.3). AKO TakaBa KOMOMHAIHA €
JOKa32HO HYkHa, T4 Tpga0Ba Ja ce 3aI0ouHe Npy Hal-HucKaTa Ipernopbykana 1032 U IIpH
3aCHJICHO KIIMHWYHO HaOIoaeHue.

Obpamum, necenexmuger MAO-A unxubumop (rune3onuo)

AHTHOUOTHKBT JIMHE3OHU, IpEeNCTaBIsiBa 0OpaTiM, HecenekTuBeH MAO-A naxubuTOp U He
TpsA0OBA Na ce /iaBa Ha IAllUeHTH, JISKYBAHH ¢ ecliTanonpaM. B ciydail Ha Heo0X0AUMOCT OT
KoMOuHUpaHe ¢ eCHUTANONpaM, aHTHOHOTUKET TpA0Ba Na ce JaBa B MUHHUMANHY O34 U IpU
CTPOTrO KJIMAAYHO HaOoieHne (BxK. To4Kka 4.3)

Heobpamum, cenexmueen MAQO-B unxubumop (cenescunur)

[Tpn xomOuEHpase cbe cenexuwnnd (HeobpartiM MAO-B uaxudutop), ce H3UCKBa INOBHIIICHO
BHUMAHUE TIOPAJ{H PACKa OT pPAa3BHTHE Ha CEpOTOHUHOB cHHApOM. CeNnexuinmig ¢ O Npuiaray
Oe3onacHo B mo3a o 10 mg/nen egHOBPEMEHHO C paliSMUYeH HUTANOIIPAM.

KomOuHayy., M3WCKBalliy [HOBHIIICHO BHUMAHHE IIpY YIIOTpeba:

CepomonunepzuyHy 1eKapCmeeny nPOOYKmu.
EmnoBpeMeHHATa YIOoTpe0a ChC CEpOTOHMHEPTHYHY JIEKapCTBEHU IIPOAYKTH (HAIIP. TpaManoll,
CYMAaTPUIITAH ¥ JPYTH TPUIITAHH ) MOXXE Jja IPEAU3BHKa CCPOTOHHHOB CHHEIIPOM.

Jlexapcmeernu npoOyKkmu, ROHUNCASALYU 2bDHOBUS NPAZ

CHOIIC Morat Jia IOHWXAT I'EpUOBUS Iipar. IIperopbunuTenH0 € HOBHIIEHO BHEMAaHKE IIpH
VCIIOPETHO NMPUJIATAHE HAa APYIH JIEKAPCTBECHY NPOAYKTH, IIOHDKABAIIY IEPUYOBHS IIpar
(nanpumep anruaenpecadTs (Tpumukingny, CUOIIC), sepponentuny (GeHOTHAHHH,
THOKCaHTEHH ¥ OyTHpoheHoHN), MEQNIOKBHH, OYHIPOIIHOH M TPaMagoi).

Jumut, mpunmogan




ViMa cp00meHus 3a yeuiBase Ha edexra Ipu egaospeMenna ynorpeda sa CHUOIIC u matuii unu
Tpunrrodan, Iopaxd KoeTo yernopenHoto usnonssane ga CHOIIC u te3u sileKapcTBeHH TPOAYKTH
TpsiOBa Jia ce IpenIpHeMa ¢ IOBHINICHO BHUMaHUE.

Kvnm kxaumapuon

Exnospemernara yrotpeba ga CUOIIC 1 OunkoBU DPOAYKTH, CHABPKAIIY XXBAT KAHTAPHOH
(Hypericum perforatum) MOXe Jia IPeOUA3BUKA II0-BHCOKA YECTOTA Ha HEXEJIaH: peakiyn (BXK.
touka 4.4).

Xemopazuu

ITpu xoMOuHUpage Ha €CIUTANIONpaM C NIEPOpaliHe aBTHKOATYIaHTH MOXKE Ja HACTHIIK IPOMIHA
B aHTHKOAryIaHTHHS edekT. llpn narnuenTrTe, monyyasanm aHTUKoaryJIadTHO JISUeHUE, TpaoOBa
BHUMATENHO Ja ¢& MOHHTOPDHPA KOAr'yIallHOHHHA CTATYC IIPH 3alI0UBaHE WK CIHPAaHE Ha
ecratanonpaMm (Bx. Touka 4.4).

Anxoxon

He ce ogaksaT dhapMakoAUHAMUYEHN WY QapMaKOKUHETAIHH B3aUMOACHCTBIS MEXTY
ECHUTAIONPAM B aikoxon. KaxTo npy ApyrHd ICHEXOTPONHH JIEKapCTBEHH HIPOXYKTH 0baye,
KOMOHHANUITA ¢ alKOXOII He € IIPEIOphbUUTEHA.

DapMaKOKHHETHIHH B3aHMOAeHCTBHSA

Hosmigparne Ha GapMaKOKHHETHKATA Ha eCHUTANONPaAM OT APYIM JeKapCTBEHY IIPOIYKTH
Merabom3mMbT Ha ecruranonpam ce mexunpa ocHoBHO oT CYP2C19. CYP3A4 u CYP2D6
MOFaT CHUIO (A HMAT OTHOIMICHNE KbM MeTabonus3Ma Ha eCITanonpaM, Ho B II0-Majka CTEeH.
MerabonusmsT ga oCHOBHEA MeTabouT S-DCT (neMernnipan eciiutanonpaM) H3riexaa
YaCTHHHO ce Katanusupa oT CYP2D6.

EnHoBpeMEHHOTO IPHIOKEHNE Ha ECHUTAIONpaM ¢ oMerpason 30 mg eAHOKPaTHO JHEBHO
(uaxuburop Ha CYP2C19) nmosexna 1o ymepeno (npubmsurentzo 50%) yeenudenue Ha
IA3MEHHUTE KOHITCHTPAIUMN Ha SCIUTATOHIPAM.

EHoBpeMEHHOTO IPHIOKESHAE Ha eCIUTAIONpaM ChC cumeTans 400 mg nBa 116TH JHEBHO
(yMmepeno MolneH o0l eA3UMEH HHXAOUTOP) JOoBeXNa Mo yMepeHOo (npubmsurenao 70%)
yBEIHUCHHUE Ha ITa3MEHNTE KOHNECHTPAIINU Ha eCIIATAIONpaM.

CrnenoBarento, H3WCKBA ce IOBUINISHO BHUMaHKE IpH efHoBpeMeHHa yiioTpeba ¢ CYP2CI19
AHXHOHTOPH (HapuMep OMEIPasoli, €30MeIpa3o, GyBokcaMuH, JIan30Ipa3oll, TUKIOIMIUH)
HIIH CUMETHANH. BB3 0CHOBA Ha MOERTOPUPAHETO HAa CTPAHUYHUTE €()EeKTH IIPY €JHOBPEMEHHO
JICYEHNE MOXKE Jla Ce HANOXKH HaMAaJICHHUE Ha J103aTa CCHUTAIOIIpaM,

EdekT Ha ecumranonpaM BEPXY (hapMakKOKHHETHKATA Ha APYIU JICKapCTBEHH HPOAYKIH
Ecnuranonpam e aaxuburop Ba egsnma CYP2D6. [Iperoprara ce NOBUIIEHO BHUMAHHE HIPH
SIHOBPEMEHHOTO M3NOJI3BaHE Ha eCUHUTANONPaM C XPYTH JIEKAaPCTBEHU HPOXYKTH, KOHTO C€
MeTa00IHU3UPAT OT TO3H SH3KUM H MMAT TeCEH TepaeBTHUCH NHACKC, HAIlp. PreKanHuz,
rponadeHoH B METOITPOJION (KOraTo ce U3IOI3YBAT HPH CHPASYHA HEAOCTATHYHOCT), UM HIKOH
BE3xeiicTBainy Ha [THC mexapcreenn npoayKTH, MeTaOONH3UPAIU Ce I'IIaBHO ‘gpes CYP2Deo,
Hamp. aHTHACTIPECAHTH KaTO JECUIIPAMUH, KIIOMHUIPAMUH ¥ HOPTPHIITAIIHL HIY aHTHmmggmuH
KaTO pUCIICPUAOH, THOPUAASUH U Xajlonepunoi. Moxke fa ce HaloXu KDPBKIJ;H;FHEI ,n:p::;n:-;En:a'-.vtt=~ N
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EAs0BpeMEHHOTO NPHIOKEHNE C Ae3UIIPaMUH HIIM METOIIPOJION BOAY K B JIBaTa Ciy4as 0
IBYKpaTHO YBENMUYABAHE Ha IJla3MeHuTe KOHIIeHTpanuun Ha Te3u gea CYP2D6 cybcerpara.
In vifro Ipoy4BaHUA CHII0 TAKA II0Ka3BaT, Ye €CHUTAIONPaM MOXKe Ja NpeaHU3BHKa ¢i1ad0
uaxnbupane Ha CYP2CI19. IIpenoprusa ce MOBUINICHO BHUMAHNAE IIPH €THOBPEMEHHOTO
IPHIOKCHAE Ha JIEKapCTBEHH IIPORYKTH, KOUTO ce meradonusupar ot CYP2C19.

4.6  bpeMeHHOCT H KbPMEHE

bpemMenHocT
CrInmecTBYBAT HEAOCTATHYHO JAHHHK 34 IPHIAraHero Ha eCLHUTANIoNpaM IpH OpeMEHHM JKEHU.

IIpu npoyuBanus 3a penpofyKIURHA TOKCHIHOCT V INTEX0BE, IPOBEAEHH ¢ €CITUTAIIONpaM, ¢a
Habmoxarany eMOpHoO-(PeTo-TOKCHIHH €(EKTH, HO HE U IIOBUINIEHA YeCTOTa Ha Mg opManuu
(Bx. TOouka 5.3).

Cipralex ne Tpsa0Ba /1a ¢e U3M0N3Ba N0 BpeMe Ha OpeMEeHHOCT, OCBEH aKo € aOCONEOTHO
HeoOXOAHUMO H CaMO CJIS BHUMATElHA IpelieHKa 32 CHOTHOIHNCHHUETO PUCK/ION32,

Hosopoaeunte Tpabsa xa 6b1aT HabnrogaBasd, ako Maiikara ¢ Hpuemana Cipralex mpe3
KBCHHTE €TallH Ha OpeMEHHOCTTa, 0COOEHO Ipe3 TPeTHs TPUMECTHP. BHE3amH0TO IpeKBCBaHe Ha
IpreMa TpsdBa na ce u3dsrea o BpeMe Ha OpeMEeHHOCT,

CiienanTe CUMIITOMH OWXa MOTIIIHE Ja ce HabIroxasar Ipy HOBOPOJASHH, YHHTO Maliky ca
npuemami CHOILIC/CHPY B xscHUTE erany Ha OpeMEeHHOCTTa: PECITMPATOPEH AUCTPEC
CHUHJIPOM, 1IaH03a, alHes!, FspYoBe, TeMIIepaTypHa HECTAOMIHOCT, TPYAHOCTH IIPU XpaHEeHe,
IIOBpBINAHE, XUITOTJIHKEMUS, XUIIEPTOHN, XUIIOTOHUS, XUTIEP(PICKCHE, TPEMOD, HEPBHOCT,
pa3zNpasHUTETHOCT, JIETaprus, NOCTOSHEH I1J1a4, COMHOJICHTHOCT, 3aTpyAHEHO 3aCIIUBaHe. 1e3U
CUMIITOMH 0OiXa MOTJIH J1a C€ ABJDKAT Ba CEpOTOHHHEPIHYHH ¢(DEKTH il CHMITOMH Ha
oTHeMaHe. B OONMIMUHCTBOTO OT CIIy4auTe YCIOKHEHHUATA 3all09BaT BEAHAra il cKopo (<24
gaca) ClIel PaxNaHeTo.

KspMene
Odakpa ce eCIUTANIONpaM Ha C& EKCKpEeTHpa B JKEHCKOTO MILIKO.
CrenoBaTenHo, HE €€ TPENOPHhYBA KbPMEHE II0 BpEME HA JISYCHUETO.

47  Edexr BppXYy c1oco0HOCTTA 32 Inodupane A padoTa ¢ MANIHHU

Brrpekn de eCOuTANIONpaM € IIoKazall, Y€ HE YBPEKHEa UATEIICKTA HIH ICUXOMOTOPHKATa, BCEKH
NICHXOAKTHBEH JICKAPCTBEH IMPOAYKT MOJKE JIa 3aCerHe IIpEleHKaTa niny yMeHuaTa. Ilanuentire
TpsiOBa Ja ce HabiroNaBaT BHUMATENHO 3a IIOTeHINaleH PHCK OT TIOBJIMSBaHE Ha CIIOCOOHOCTTa
3a mogupane u padoTa ¢ MailiiHH,

4.8 Hexxenanu JeKapcTBeH peakiuu

HeyxenannTe NEKapCTBEHN PEakiiiy ca Hal-4eCTH Npe3 IbpBata Wik BTOpaTa CeAMUIa OT
JIEYCHUETO ¥ 00OUKHOBCHO HAMATSIBAT 10 MHTEH3UTET M HECTOTa MIpK TIPOABIDKMTEIHO IeYeHHE.

Hexenanure nmexkapceTseHu peakunu, n3sectau 3a CHUOIIC u cpino Taka JOKIaaBaHH 33
€CHUTANONpaM OT IIaned0-KOHTPOHpany KNVHHYHH IPOY YBaHKI UNK KaTo QIO TaHAvIIOCT -
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YecroTuTe ca nedunupany Karo: MEOTO gectd (=1/10), wectn (21/100 mo <1/10), revectn (=1/1

000 mo <1/100), peaxu (=1/10 000 mo <1/1 000), mHOrO pemxu (<1/10 000), umM ¢ HEHM3BECTHA
yecToTa (0T HAIUYHUTE JaHHU HE MOXe na ObJie HarpaBeHa OLICHKa).

Muoro YecTu HeuectH Pengxu C HeusBecTHA
JeCTH YeCTOTa
W3zcnegeanus YBeNnu4IeHo HamaneHo Terio AOGHOpMHHK
TErI10 CTOMHOCTH OT
(bYHKIIMOHAIHO
W3clie/BaHe Ha
qyepHUs Apod
Cepneuny Taxuxapaus bpanukapmua
HapyILIeHH
Hapymemis va TpoMmOoLUTONCHUS
KpBbBTA ¥ JuM{pHaTa
CHCTEMA
Hapymenus na HHcoMHunS, BxycoBu CepoTOHHHOB Huckunesus,
HEpBHATa CHCTEMA COMHOJNEHTHOCT, | HapyiIeHUd, CHHIAPOM IOBUTATEIHO
3aMastHOCT, Pa3CTpPOHCTBO HA Pa3CTPOHCTBO,
IapecTesns, ChHA, CHHKOII KOHBYJICHH
TPEMOp
Hapymeniis Ha ounre Munpuasa,
BH3YATHH
HapyleHus
Hapymemis #a yXoT0 THHHRTYC
M JIaOHpHHTA
PecrmiparopHu, Cunysur, Enucraxcuc
IPhOHU K [IPO3SABaHE
MenuacTHHANHA
HapylleHus
CToMaIIHO-1peBHH I"anene Huapna, zamex, | CromaiHo-
HapyIIcHUA [OBpBITAHE, YPEeBHU
CyXoTa B ycTara | XeMoparuu
{ BIKITFOYUTEITHO
peKTanHa
XeMOopars)
Hapymenusa Ha PereHuus Ha
Ob0peluTe U YpHHATA
IMUKOUHUTE ITHTUINR
Hapymenns na YBENHUYESHO Yprukapus, ExxmmMo3a,
KOXKaT1a U IOTEHE JIOTELIVA, aHTHOEIEMH
NOAKOKHATA ThKaH o6pHuB, NIPYPHTYC
Hapymenus yga ApTtpanrus,
MYCKYJIHO-CKENIETHaTa MU
cucTeMa 4
CHENWHHUTENHATA
ThKaH
Hapymenus Ha HeanexBatHa
EHJOKPUHHATa cexpenud Ha
CHCTEMZ aHTHIAUY DCTHHHAA
XOpPMOH
HapynieHns Ha Hamanen XUTIOHATPHEM M
MeTrabonrsma U aneTHT,
XPaHEHETO YBEIIM4EH
aneTHT

ChbI0BH HapyIIEeHUA




O0mu Hapymenus u YMopa, EneM
etheKkTH Ha MACTOTO Ha IUAPEKCUS
DPUIOXKEHHE
Hapymesus Ha AnaunakTHYHa
HMYHHaTa clcTeMa peaKIs
XenaTo-ounuapuu XenaTut
HapYIIEHHUS
Hapymenus Ha Mpxe: Kenu: ["anaxropes
BBH3HPOU3BOAUTEIIHATA eAKYNANHOHHY | MeTpoparug,
CHCTEMA U TBpHATa HApYLUEHHS, MEHOparmus MExKe: IpHATNZEM
HMITIOTEHTHOCT
IcuxuaHu TpeBOXHOCT, BpykcnssM, Arpecus, Manng, CyHipaHa
HapyoICHUA OE3NOKOHCTBO, | @KMTUPAHOCT, HenepcoHanu3alms, | uoeamnus,
aOHOPMHO HEpPBHOCT, XA UUHAIY CYMUMAHO
CHHYBaHe NaHHYECKH noBexeHue'
Xenu ¥ MBXKe: | HPUCTHII,
HaMaNcHo 0OBpPKAHOCT
b1 (95 hv
HKEHI:
AHOpramus

' ViMa ¢BOOImeny CIy4ay Ha CYHIYIHa Hicanyd ¥ CYRIERHO IIOBSCHYEC IT0 BpEME Ha JICUCHUE C
CCIUTAIONpAM HIIK CKOPO CICH ClKpane Ha neueHHeTo (BHXK Touka 4.4).

Crenaure HeXXeHaHn JICKApCTBEHU peakiny ca HOKIaaBaHu 3a TeparnesTHurud xiac Ha CHUOIIC:
IICUXOMOTOPHO Ge3moKoHCTRO/akaTi3us (BK. Touka 4.4) M aHOPEKCHSL.

Ciayyau Ha yaepxasane Ha QT-MHTeppana ca JOKIABaHH B IOCT-MAPKETHHIOBHS IISPHOZ,
OCHOBHO IIpHM NALVEHTA C IIPEIBapUTEIHO CBUIICCTBYBAIM CBEpACYHEM 3alonseamma. He ¢
yCTaHOBEHA IIPHYMHHO-CIEACTBEHA BPE3KA.

CHMOTOME HA OTHEMAHE IIPY CHUPAHE Ha ISYCHHCTO

IIpexwscBaneto Ha CUOIIC/CHPH (ocobeHo, KOraro TO € pA3k0) oOHYaiHO BOAY 0 CUMITTOMH
Ha OTHEMaHe. 3aMasHOCT, CCH30pHE HapylieHusA (BKIGOYRTEHHO ITIapPeCTe3sl ¥ yCeeiiaHe 3a
SIICKTPHAYECKH IIOK), HAPYHICHHSA Ha ChHA (BKIOYUTEIHO HHCOMHEHS WX HHTCH3HBHO
CBHYBaHE), QXU TUPAHOCT UK OE3MOKONCTBO, rajicHe U/ UK IOBPBINANE, TPEMOp, 00BPKaHOCT,
IIOTEHE, [J1aBo0oue, Iuapusl, NaIMUTAIMY, EMOIUOHANHA HeCTaOMITHOCT, PA3ApasHUTEIHOCT K
BH3YAJIHU Pa3sCTPONUCTBA ca Hal-4eCcTo NOKNIAagBaHUTE peakiiun. Hai-o06mo Te3u cOuTHA ca JICKH
OO YMEPEHHU ¥ CaMO3aTHXBAIH, HO IIPH HAKOM HAIeHTH Te 61uxa MOTTi Aa OBJIaT TEKKK ¥/ UIu
NIPOABIDKUTENHY, [Jopami T0Ba ce IpenopbiBa, KOrarTo Hy XKaTa OT JICUEHUE C eCIUTaIonpam
OTHaAHe, Ja CE& H3BLPINH NOCTCHEHHC CIINpale dpe3 HaMalsBate Ha go3aTa (Bx. Touxa 4.2 1

4.4).

4.9 Ipenosupane

TOKCHYHOCT
Knuamyanre JanBEM 34 IPEAO3UPaHe Ha €CLATANONPaM ¢a OTpaHHYeHE B B MHOTO Cliydan
BKJIXOUBAT €HOBPEMEHHO NpEeno3upane ¢ ApYry rexapersa. B OOMIIIHHCTBOTO OT CIIYyIauTe ca
IOKIagBaH JICKH CHMITOMIE HIIM JIMIICA HAa CAMITOMU. PaTanun cnydJad Ha IIPeAao3upanHe ¢
ECIIHTANOIpaM ca ONIH PIAKO JOKIAABAHM, B CIIyYal Ha MPCHO3UPAHE CaMO C €CITUTAIIONPAM;
OOJIMUHCTBOTO OT CIyYauTe BKIIOYBAT €AHOBPEMEHHO IIPEA03UpaHe C Ip aﬁ@%?

nponyktu. Jo3u mexay 400 1 800 mg ecnuranonpaM, ipuetTr 0e3 npyru 76 IeachBa HE ¢
JOBENH O TEXKH CHUMIITOMU. PPN




CuMnroMu

CuMOTOMUTE IPH AOKIIAABAHUTE CIYUIaU Ha NPeAO3HpPaHe ¢ SCIUTAIONpaM BKIIOYBAT IVIaBHO
CHMIITOMH, CBBD32HH ¢ IEHTPAHATA HEPBHA cHCTeMa (0T 3aMasHOCT, TPEMOP B aXXKUTHPAHOCT JI0
PEOXH CIyyau Ha CCpOTOHUHOB CHHIAPOM, KOHBYJICUU U KOMA), CTOMAITHO-YPERHHS TPaKT
(TazjeBe, NOBPBIIAHS), CHPACIHO-CBAOBATA CHCTEMA (XUIOTCH3US, TaXUKapausd, VLI KaBaHe Ha
QT muTepBalia K apUTMUS) U HApyLIaBaHe SINCKTPONUTHO-CONEBUS DallaHe (XUTOKaTHEMUS,
XHUIIOHATPHEMUS).

Jledenue

Hsva cienudrgen anTuaoT. HeobxoouMo € fa ce BB3CTaHOBAT U MOANGPKAT AHXATEIHUTE
IIHTHING, 1A CE OCHTYPH aJCKBATHO KUCIOPOAHO CHAa0IgBaHe U pecnuparopHa byaxnus. Ha ce
rpelieHy HeOOX0AMMOCTT OT B3MON3BAHE Ha aKTHBEH BETIICH M CTOMAITHA MpOMuBKa. Cnex
HepopajleH IpeeM TpsiOBa J1a ce HAIlPaBHU CTOMAIHA [IPOMHUBKA IIPH OHPBA BE3MOXKHOCT.
[Ipenoprysa ce 1 MOHUTOPUPAHE HA CHPJACYHHATE U XKU3HCHUTE ITOKA3aTE/ M YCIIOPEHHO C
00IIuTe CHMIITOMATHYHN IIOIIBPXKAINE MEPKH.

5. GAPMAKOJIOI'TUYHU CBOMICTBA

5.1 dapMaKoIMHAMAYHE CBOHCTBA

PapMakoTEpaneBTHIHA IPYHA: AHTHACIIPECAHTH, CECKTUBHY HHXUONTOPH Ha OOPATHOTO
[moeMade Ha CepOTOHHHA

ATC-xom: N 06 AB 10

MeXaHu3bM Ha FEHCTBUE

EcipTanonpaM e celleKTHBRCH HEXUOKUTOP HAa 00paTHOTO rnoeMaue Ha cepoTonuna (5-XT) ¢
BHCOK aPMHHUTET KbM OBPBUYHOTO MACTO 3a cBBp3Baxie. C 1000 neTu mo-HUCEK ahHHUTET TOH
CBIIO C& CBBP3BA C AJIOCTEPHYHOTO MICTO 34 CBHP3BAHE HA CEPOTOHUHOBHSA TPAHCIIOPTEP..
EcuuranonpaM HaMa Uil IpuTexapa ¢inad aQUHHETET CIIPIMO PERULA PELEITOPH BKIFOYUTEIIHO
5-XTja, 5-XT,, JA 1 u HA I, penentopu, o -, ¢z - ¥ B-aHpeHOPEHENTOPUATE, XUCTAMUHOBUTE
H; penienitopu, MyCKapuHOBUTE XOIHHEPIUYUHY, OCH30AUA3CIINHOBATE ¥ OXMONWIHUTE
penenTopH.

Viaxubupanero Ha 00paTHOTO HoeMaHe Ha 5-XT e eIMHCTBEHHAT MEXaHu3bM Ha JICHCTBHE,
obsacuasan hapMaKOJOIrHYHNTE U KIIUHUYHY e(DEeKTU Ha €CLUTATIONPAM.

Kimnanasa e)eKTUBHOCT
Ionsim Oenpecugsen enuzo0
YCTaHOBEHO €, 4e ecuuTanonpaM € eQeKTUBEH HpH JICUYSHHEE Ha TOIIAM JCIIPECHBEH €NN30/ B
ocTpara (ba3a B TpH OT YETUPH JIBOMHO-CICHY, I1NANe00-KORTPOIMPaH KPaTKOCPOdHH (8-
CeIMHYHH) IIpoyuBanns. B IeiIrocpovHO IpoyUBaHe 3a IIPEAOTBpataBane Ha penuaus 274
HALMEHTH, KOUTO ¢a OTTOBOPHIIM Ha JICHCHUETO O BpeMe Ha HadanHata §-ceiMuyHa (asa Ha
JEIEHHE B YCIIOBUATA Ha OTBOpPeH onuT ¢ ecruranonpaM 10 unu 20 mg/aeH, ca crygaiso
noaOpaHy fa NPoALIDKAT TepaliaTa ChC CHINaTa J103a eCHuTaIonpaM 1l ¢ Ianebo 3a HepHox
1o 36 cegmuiiy. B ToBa NpoyuBaHe IpyU NalUEHTUTE, IPOABILKUIY A2 [I0Iy4YaBar

A

CCHUTAJIOIIpAaM, C€ YCTaHOBABA 3HAYMMO HHO-ABJIBI HHTCPDBATL OT Bp&bi[} ?E&QT’BHB&HG Ha
PCHHNUEB IIDC3 CIICABALIIIATC 36 cepMuIu CIIpAMO TC3H4, IIONYHdBaIH . 4‘*:2,;}\
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Coyuanno mpegodcHo pazCmpoucmeo

EcuirranoiipaM e nokasal e(peKTHBHOCT KaKTO IPU TPH KpaTkocpounu (12-cemMuysy)
IIPOYIBAHHUSA, TaKka ! TIpH 6-MECEUHO NPOYUBaHE 34 NPEAOTBPaTIBaHE HA PELMIUB IIPH MaIlHCHTH
CHC COIHAHO TPEBOXKHO pa3CTPORCTBO. YCTaHOBEHA € epekTuBHOCTTa Ha S5, 10 1 20 mg
CCHUTANONPAaM IipH 24-CeIMHYBEO IIPOYUYBAHE 3a OIPECHCHIHE HA J03aTA.

I'enepanusupano mpeeoiicHo pascmpoucmeo
EcnutanonpaM B no3u 10 1 20 mg/neH e edhexTrBeH B YeTUPH OT YSTHPpY Iianeto-
KOHTPOJIMPAHU IIPOYYBAHMAL.

B 00o01menure nauuy OT TPH IPOYYBaAHMS CHC CXOISH AU3alH, BKIIOUBAIny 421 mnaipenTa,
IpueMany ecuuTagonpam u 419 nanuenta, mpueManmy Inranebo, Ha TEpanuaTa ¢a OTrOBOPHIIN
cH0TBETHO 47.5% 11 28.9%, 2 37.1% 1 20.8% croTBeTHO ca gocturHany pemucus. IlocrosHen
edekT e O HaOro(asad OT ceqMuIia 1.

Ilognepxauee Ha eheKTHBHOCTTA HA ecnuTanonpaM 20 mg/neH e neMoucTpupana B 24- mno 76-
CSAMUYHO PaHAOMH3HPAHO IIPOYIBaAHE 32 NOAABPKaHe Ha e(heKTUBHOCTTA IIpH 373 manuenTa,
KOHMTO €a OTTOBOPHMIIH Ha TEpanuata Npe3 I5pBOHAYAIHOTO 12-CeqMHUYHO JICHEHHUE HpU
OTBOPEHO [IPOYUBAHE.

ObcecusHO-KOMNYACUBHO PAICHPOUCBO

[Ipy pagpoMu3upaHo, ABOHO-CIIATIO KIMHUYHO IIpoyduBaHe 20 mg/ieH eciTanonpaM e IoKa3an
pasimuka ¢ rranedo mo Y-BOCS o011 ckop cnen 12 cemmunu. Cren 24 cemmuim kaxto 10, Taka
1 20 mg/neH ecrpTaionpaM AEMOHCTPUpAT IPSIHMMCTBO B CpaBHEHEE ¢ mIanedo.

I IpenoTBpataBaneTo Ha penanc € 6uio gemMoncTpupano 3a 10 u 20 mg/aeH eciutamonpaM npu
JalAeHTH, KOUTO ca pearupalii Ha eCHATAIoNnpaM Mipes 16-cegMuIHo OTKPUTO HpOoyyBaHe U
KOUTO Ca& NPOLBIKUIH YIaCTHETO CH B 24-CEeAMUYHO PaHAOMU3UPAHO, KBOMHO CJIAIIO, Ianedo
KOHTPOJIHPAHO IIPOYYBAHE.

52  @®apMaKkoKHHETUYHH CBOMCTBA

AGcopbOrus

AbcopOnusra € IIoYTH IbIHA U He 3aBUCH OT HpHeMa Ha Xpaya (CpegHO BpEMETO 10 JOCTUrane
Ha MaKCUMAIHU KOHICHTpauU (CpeaHo Thax ) € 4 Jaca ciell MHOTOKPaTHO TIPHIIOKEHUE).
Kakrto npH paueMuyans MATATONPAM, abCcoMoTHaTa OHOHANHYHOCT Ha ECLUTANONpaM ¢& 09aKBa
na e okoio 80%.

Pazmpenenenvie

Ob6emsT Ha pasnpenenenne (Vqp/F) cilen nepopanno npuaoxerye € okoio 12 o 26 L/kg.
CBBP3BaHETO C INIa3MEHNUTE IIPOTEUHH e o 80% 3a ecrjranonpaM B HEFOBUTE METaOONUTH.

brortpanchopMarnis

EcmaTtanonpaM ce MeTadou3Hupa B YepHU Apod K0 AeMCTHIHMPaHH U JU-ICMEeTHINPaHu
merabomuTu. W npara MetabonuTta ca papMaxoIoruyno akTHeHE. OCBEH TOBa a30THT MOXKE Ja
ce OKHMCHIH OO0 MeTa0OoInTa a30TeH OKHUC. J1 OCHOBHOTO CHEIWHEHHE, M METabOJIMTHTE Ce

T
€KCKpeTHpaT YacTH4HO 1o opMara Ha rmokoporugy. Crem MEHOTOKpE m’ﬁpa}rem CIOHUTE
KOHICHTPAINH Ha JeMETHIIMPAHUTE U NU-IeMETUINPaH METAOONUTH C ﬁﬁkHeBeHo 2:8-*

<5%, CHOTBETHO OT KOHIEHTpalluATa Ha ecnuranonpaMm. buorpascdop aﬁpma HA <5




eCHUTANONPaM Io AeMEeTHIINpanns MeTabonuT ce menuupa npegumuo ot CYP2C19. UssecTter
npuHoc morat ga umatr 1 CYP3A4 u CYP2D6.

Enmviiaupage

EnuMuHanMOHEEAT HONYXUBOT (t1/2,5) ClIE) MHOTOKPATHO Jo3upaHe ¢ okono 30 gaca u
nepopanHusT mnasMer KTHPBHC (Cl o) € oxomno 0.6 L/min. OcaoBruTe MeTabOMUTH MMAT
3HAYKUTENIHO IO-ABYbBE MOXYKUBOT, CUHTA Ce, Ue eCUTANIONpaM U OCHOBHMTE MeTabOINTH ce
ENUMHUHHPAT KaKTO Ipe3 YepHus Apob Taka U ypes Op0penute, KaTO 0OCHOBHATA HaCT OT H03aTa
Ce OTHens oL Qopmata Ha METabOIUTH C YPHHATA.

(PapmaxoxuHeTyKaTa e nuneapsa. CtanuoHapHU HIa3MeHH HHBa C& JOCTUTAT 33 OKOJIo |
cexMunia. CpelHuTe CTAMOHAPHEH IIasMeHR KoruerTpaiuu ot 50 nmol/L (cpexno ot 20 mo 125
nmol/L) ce mocTurar Ipu AHEBHA J03a oT 10 mg.

1laniyienTH B CTapyecka BB3pacT (>65 ronuHm)

EcumranonpamM H3rIexzAa ce eIUMIHEPA N0-0aBHO IIPX NalAeHTH B HalipeAHala Bh3pacT B
cpaBHeHHE ¢ Milanu uaAMBUAM. Cructemuara excrrosunus (AUC) e ¢ oxono 50% 1mo-BHCOKO TIpH
BE3PACTHH B CpaBHEHNE CHC 3APaBK MAaTH JoOpoBOILIH (BX. T0UKa 4.2).

HaManena 9epHoapoOHa YHKINA

Ilpy manuesTH € jIeka Ko yMepeHa uepHoapodna nepoctarpudaocT (Child-Pugh xmacudukanmsa,
rpyiu A u B), NOny-XMBOTHT Ha eCHUTAIONPaM € OMII NPpHOIN3HATENHO XBa IHTH HO-IBIET, &
eKCIIo3uIusTa ¢ 0Koyio 60% no-Bucoxa, OTKOJIKOTO NPH CYOEKTH ¢ HOpMAaIIHA YepHOApo0HA

dyuaKIUg (BX. Touka 4.2).

Hamanena 050peusa dbvHKINA

IIpn paneMudHNS NATAIONIPAM Ce HAaOIOAABAT O~IBIBI IONY-KUBOT H MHHHMAIIHO
YBEIUYCSHNE Ha EKCIIO3UIUATA IIPK HaACHTH ¢ HaManeHa 0s0peuna ¢yrknust. (CLcr 10-53
ml/min). ITnasMennTe KOBEIEHTpaNKK Ha MeTabOJINTUTE HE ¢a IPOYUBaHy, HO MoraT Ja OBpJar
noBumeHH (BX. Touka 4.2).

IlomaMophH3BEM

YcTanopeHo €, e cnabu Mmetabonuzaropu 1o otaomenne Ha CYP2C19 umar IBa OBTU IIO0-
BHCOKH INIA3MEHY KOHIICHTPAIlUY Ha eCIATANIoNpaM OTKOJIKOTO MOHTHHATE MeTabomu3aTopy. He
¢ HabmopgaBana 3HaunMa IPOMIHA B €KCIIO3UIUATA IPH c1ady METAOONMU3ATOPH 110 OTHOLIISHHE

Ha CYP2D6 (Bx. Touka 4.2).

5.3  IlpeaxkinAndEu JaHHY 32 0€3011aCHOCT

He e mpoBexaHa IsIOCTHA KOHBEHITMOHAIHAE CXeMA OT NPEIKIMHUYHE POy YBaHHUS C
€CHUTATIONpaM, Thii KaTo 00eUHIBAINTE TOKCUKOKNHETHYHY ¥ TOKCHKOIOTHYIHY NPOYUBAHUS C
eCITUTAJIONPAM K IHTANOIPaM, IIPOBEACHM IIPH ILIHXO0BE ca MoKa3alld ¢XoAeH podun. ETo sammo
nsuiaTa HHQOpMAalINg 32 uTanopaM Moxe Ja 65J1e eKCTpanoiipaHa K6M eCIUTAIONpaM.

IIpu cpaBHUTEHE TOKCHKOJIOIMYHY IIPOYYBAHUA € IIHX0BE, ECLUTANONPaM U HUTAIOTIPaM ca
[IPEIU3BUKAIN KapIHOTOKCUYHOCT, BKIIFOYWTEIHO 3aCTOMHA ChpIeYHA HENOCTATHIHOCT, CICH
HPOBEACHO JICUEHNE B IPOABIDKEHNE Ha HAKOIKO CEIIMHUAIY KaTo ca HBI’IOJ‘IBBELHH JIOSUPQOBKH,
KOUTO IMPEeAr3BHKBAT K 0011a TOKCHUIHOCT. MI3rexaa 9¢ KapaAHOTOKCH T.II‘& Igé}pE}IHp&
IIHKOBATE IUIA3MeHK KOHIEHTPAIIHY OTKOIKOTO CHC CHCTEMHO HsnmmzAwC) I HKOBHTE-\
IIIa3MEHH KOHIISHTpallu Ha HUBO 0€3 eDEKT ca HaAXBEPILAIM (8 16 c Tesﬂ ;[ocmrﬁa'ﬁm
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KIHR®9Ha yroTpeda, Jokato AUC 3a ecrmtanonpaMm e 6una camo 3 go 4 IIBTH II0-BUCOKA OT
U3JIATaHETO, FOCTHIHATO NIPY KIHHUYHO u3non3paue. 3a nutainonpaM AUC-cToiHOCTHTE 32 S-
eHanTHOMEpa ca Oy 6 A0 7 I'bTH IO-BHCOKH OT H3JIaraHeTo, JOCTUIHATO HPH KITHHHYHO
p3non3Base. Haxonxure ca Hali~BepOATHO CBBP3aHY C IPEKANEHO BIHAHNE BEPXY OMOTEHHATE
aMUHH, T.€. BTOPHYHO HA I'EPBUIHATE (PapMaKonOruyHu epeKTy, kKoeto o0yciaBs
XeMOAuHAMAYHY edekTr (peaylupane Ha KOpOHAPHUES KPEBOTOK) H HCXEMUst. TOUHHAT
MEXaHH3BM Ha KapAuOTOKCHYHOCT ITpU IIBX0oBe obade He € siceH. KIHHuIHUAT OnuT C
IATATOIPAM B OITUTET OT KIIMHMYHY IIPOYYRAHUS C €CHHUTANOIPAM He [I0Ka3Bd, e TE3H HAXO0AKU
HMAaT HAKAKBA KIHHUYHA BPB3KA.

[1pu npoBexaane Ha JISUCHUE 32 TIO-ABJIY NIEPHOAH C ECHUTAIONPAM H HHUTANOIIpaM €
HAOMIOIaBaHO MTOBUIICHO ChABPKAHKE Ha GOCHOJMIMMAY B HAKOU ThKaHU KaTo Os1 npo0,
SNEAHINM X depeH apol Ha INTexoBe. Haxonkure 3a enuagauM 1 deped Apo0 ca HabmoaaBaHi
IIpH U3jlarage CXOAHO ¢ ToBa ¥ 9oBeK. EQeKTsT ¢ 00paTuM crel IIpeKpaTsBaHe Ha JICICHUETO.
IIpn >xuBOTHHU € BabMIONaBaHO HaTpynBase Ha dbochomunuay (Pochonunigosa) npu
yIorpedara Ha pegula KaTHouHn aMmpupuiay MegukaMeHTH. He € u3BecTHO Jalnu To3Y
deHOMEH ce BabmoaaBa ¥ Npu Xopa.

B €BOIIOIHOHHOTO NPOYUBAHE 34 TOKCHYHOCT IPU IIBXOBE ¢a HAMepeHH eMOPHOTOKCHYHH
edexTH (FaManeHo TerjIo Ha oxa u obpatimo 3abaBsgHe Ha OCHpRKANUATA) Py U3Iarase B
yeiopus Ha AUC HauxXBBPIIALI0 u3NaraHeTo, JOCTUTHATO Npy KIHBHYHA yIIoTpeda. He e
HaOmoAaBaHa NOBHINEHA Y€CTOTa Ha Mangopmanun. Ilpe- ¥ mocTHaranHO NpoyyBaHe €
I0Ka3aj0 HaMalieHa IPeXHBAEMOCT NPE3 JIAKTAIMOHHNS HepH0oJl Hpy U3Jarade B yCJIOBHS Ha
AUC HagXBBPISING N3IATaHeT0, JOCTUIHATO IPH KIMHWYIHA VIIOTpeda.

6. OAPMAIEBTYHU JAHHNA

6.1 CnuchbK HA TOMOINHHUTE BellecTBA

CobpiieBrHA Ha TaderKara:
MuKpoxpucTaita Ieyro3a
Cummmimes QUOKCH, KONORAeH Oe380eH
Tank

Harpuepa KpockapaMenosa
Marde3ues creapar

O0OBUBKA:

Xulpomenosa
Maxporoin 400

Trtaames muoxcun (E 171).

6.2 HecsBMecTHMOCTH
He e ompunoxumo.

6.3 Cpox Ba rogHocT
3 TOOHHH.

6.4 Crpenmajanu ycJIOBHS Ha cCHXpaHeHHe




To3u 1ekapcTBEH NPOAYKT HE U3UCKBA CICIHATTHNA YCIIOBHS Ha ChXPaHEeHUE.

6.5 JanHU 33 ODAKOBKATA

bnucrepn: Ilpospaunu; PVC/PE/PVAC/Anymuanesn OucTepn B KapTOHEHA OTIaKoBKa; 14, 28,

56, 98 Tabnerku — equEHIHY Ao3u; 49x1, 56x1, 98x1, 100x1, 500x1 Tabnetxu (5, 10, 15 u 20
mg)

brucrepu: benu; PVC/PE/PVAC/Anymunuesu OnucTepy B KapTOHESHA OIIAKoBKa, 14, 20, 28, 50,

100, 200 Tabnerxn (5, 10, 15 u 20 mg)

[HomanpomuneroBH oriakoBKH 3a Tabnerky; 100 (5, 10, 15 u 20 mg), 200 (5 u 10 mg) TabneTxu

He Bcruxky BHAOBE OIIAKOBKH MOTaT Za OBJAT IyCHATH B npojaxoba.

6.6 Croenuannn NpeIna3zHH MEPKH HPH HIXBLPJIAHE

HamMa crierliailayg H3UCKBaHN.
7. HPHTEXATEJ HA PASPEINIEHHETO 3A YIIOTPEEBA

Lundbeck Export A/S
Ottiliavej 9

DK-2500 Copenhagen-Valby
Hanus

3. HOMEP HA PE3PEINEHUETO 3A YIIOTPEBA

Cipralex film-coated tablets 5 mg: 20020662
Cipralex film-coated tablets 10 mg: 20020663
Cipralex film-coated tablets 15 mg: 20020664
Cipralex film-coated tablets 20 mg: 20020665

0. JATA HA HHPBO PAZPEINABAHE/IIOAHOBABAHE HA PAZPEIIEHUETO

3A YIIOTPEBA

HaTta Ha uspBo paspemasage: 06.08.2007
Hara na nocnenso moaHoBIBaHe: bescpouHo paspelueHue 3a yioTrpeda

10. HATA HA AKTYAIM3UPAHE HA TEKCTA

09/04/2008

16



